depnepanbHbin 3akoH oT 12 anpens 2010 r. N 61-d3
"O6 obpalyeHnn nekapCcTBeHHbIX cpeacTs”

Mpunar NlocypnapcTBeHHon [lymon 24 mapTa 2010 roaa
Opo6peH CoseTtom depgepauun 31 mapta 2010 roga
FTAPAHT:

CM. koMMeHTapumn K HacTosweMy PegepanbHOMY 3aKOHY
Fnaea 1. O6wume nonoxeHus

Cratbsa 1. [NpegmeT perynupoBaHusa Hactosiwero ®egepanbHOro 3akoHa

MHdopmaums 06 usmeHeHusx:

@®edeparbHbiM 3akoHOM om 6 Oekabps 2011 2. N 409-®3 e wvacmb 1 cmambu 1
Hacmosiweao ®edepasribHO20 3aKOHa BHECEeHbl U3MEHEHUs, 8cmyrarowue 8 cusy Mo
ucmeyeHuu mpuduyamu OHel rocrie OHA ochuyuarbHo20 orybnukogaHusi Ha3eaHHO20
®edeparibHO20 3aKOHa

CmMm. mekcm 4yacmu 8 rpeodbiOywieli pedakyuu
1. Hactoswmn deneparnbHbI 3aKOH perynupyeTt OTHOLLEHUS, BO3HUKaOLNe B CBA3MU C
obpawieHnem - paspaboTkon, OOKIIMHUYECKMMU  UCCNefoBaHUSMWU,  KIUHUYECKUMU
nccrnegoBaHNAMU, 9KCNEPTU3ON, rocyaapCTBEHHOM perucTpaumen, co ctaHgapTu3aumen u c
KOHTpONeM KadecTBa, NPOU3BOACTBOM, U3rOTOBMEHNEM, XPaAHEHNEM, NepeBO3KOW, BBO3OM B
Poccunckyto ®epepaumio, BbiBo3oM u3 Poccunckon depepaumm, pekramon, OTMYCKOM,
peanusauuen, nepegadvyen, NPUMEHEHNEM, YHNUTOXEHNEM NEeKapCTBEHHbIX CPEACTB.

MHdopmauumsa 06 nameHeHusx:

®edeparibHbiM 3akoHOM om 25 utoHss 2012 e. N 93-03 6 yacmb 2 cmambu 1 Hacmoswezo
®edeparnibHO20 3aKOHa 8HECEHbI U3MEHEHUS

CmMm. mekcm 4acmu 8 rpeobidyweli pedakyuu
2. Hactoawmun depeparnbHbld 3aKOH YCTaHaBNuBaeT MPUOPUTET rocyapCTBEHHOro
perynupoBaHna 6e30nacHoOCTu, kadyectBa U 3EKTUBHOCTM NEKAPCTBEHHbIX CPEACTB NpU UX
obpawieHnn.
FTAPAHT:

CM. koMmmeHTapumn K ctaTbe 1 HacToswero ®enepanbHOro 3akoHa

Cratbsa 2. Chepa npumeHeHna HacToswero deaepanbHOro 3akoHa
Hactoawmn depepanbHbii 3aKOH MPUMEHSAETCHA K OTHOLUEHUAM, BO3HUKAKOLLMM MNpw
obpalleHnn nekapcTBeHHbIX CPeacTB Ha Tepputopumn Poccurckon ®epepauuu.
FTAPAHT:

CM. KOMMeHTapum K ctatbe 2 HacTosiwero ®egepanbHOro 3akoHa

CraTtbsa 3. 3akoHogaTenbcTBO 06 0bpaLleHNM NEKApCTBEHHbIX CPEACTB

1. 3akoHopaTenbcTBO 06 oOpalweHnn nekapCTBEeHHbIX CpeacTB COCTOUT K3
HacToswero ®efepanbHOro 3akoHa, Apyrux egepanbHbiX 3aKOHOB M UHbIX HOPMAaTUBHbIX
npaBoBbIX akToB Poccurckon degepaumn.

MHdopmaumsa 06 nameHeHusx:

®edeparibHbiM 3akoHOM om 29 uwHa 2015 2. N 160-@3 cmambssi 3 Hacmosuwezo
®edeparibHo20 3aKkoHa dorosiHeHa Yacmbio 1.1
1.1. 3akoHogatenbctBO 006 oOpaweHnn nekapCTBEHHbIX CPEeACTB B OTHOLUEHUU



IOpUONYECKNX  NUL, W MHAMBMAOYANbHbIX  NpegnpuHuMartenier,  OCyLeCTBASLWNX
AEeATENbHOCTb Ha TEPPUTOPUN MEXOYHAPOL4HOrO0 MEAMLMHCKOro Kracrtepa, NpUMeHsieTcs C
y4eToM ocObBeHHOCTeN, YycTaHoBreHHbIX ®PefepansbHbiv  3akoHoMm "O  MexgyHapogHOM
MEANLMNHCKOM KIlaCTepe U BHECEHWUN W3MEHEHUN B OTAENbHblE 3aKOHOLATElNbHbIE aKThbl
Poccuinckon ®egepaunn”.

2. [dencteme Hactosiwero degepanbHOro 3akoHa pacnpocTpaHaeTcs Ha obpalleHue
HaPKOTUYECKNX NIeKapCTBEHHbIX CPEACTB U MCUXOTPOMHbIX FIEKAPCTBEHHbIX CPEACTB C y4ETOM
0COBEHHOCTEN,  YCTaAHOBMEHHbIX  3akoHopatensctBoMm  Poccunckon  dPepepaumm 0
HapKOTUYECKNX CpeacTBax, NCUXOTPONHbLIX BewecTBax n 06 nx npekypcopax.

3. Hdencteme Hactosiwero degepanbHOro 3akoHa pacnpocTpaHaeTcs Ha obpalleHue
paguodapmaleBTUYECKMX  NeKapCTBEHHbIX  CPpeacTB € y4eToM  OCOBeHHOCTew,
YCTaHOBMEHHbIX 3akoHopatensctBoM Poccunckon depepaumm B obnactu obecnedeHus
pagnaumMoHHon 6e3onacHoOCTu.

4. Ecnu mexagyHapogHbiM goroBopom Poccunckon depepauum yCTaHOBIIEHbI WHbIE
npaBuna, 4Yem Te, KOTOpble npefycMOTpeHbl HacToAwmm PeaepanbHbIM - 3aKOHOM,
NPUMEHSIOTCA NpaBuia MexxgyHapoaHOro 4orosopa.

5. B Poccuinckon ®depepaumm B COOTBETCTBMM C MEXOYHAPOOHbLIMW [OroBopamm
Poccunckon degepaumm n (Mnu) Ha OCHOBE MpUHLMNA B3aMMHOCTU MPU3HAKOTCA pesyrnbTaThbl
KITMHNYECKMX UCCRegOoBaHUN fleKapCTBEHHbIX MpenapaTtoB AnS MEOUUMHCKOrO NPUMEHEHUS,
NpoBefeHHbIX 3a nNpegenamu Tepputopumn Poccuinckon ®epgepaunn.

FAPAHT:

CM. koMmeHTapumn K ctaTbe 3 HacToswero ®enepanbHOro 3akoHa

CraTtbs 4. OCHOBHbIE MOHATUSA, UCNOSb3yeMble B HacToswem PegeparnibHOM 3aKOHe

[na uenen Hactodawero PeaepanbHOro 3akoHa UCMONb3YTCH Creaylwmne OCHOBHbIE
NOHATUSA:

1) nekapcTBeHHble cpeacTBa - BewecTBa UMM UX KOMOWHauMM, BCTynawouwme B
KOHTaKT C OpraHn3MoM YefioBeKa Uin XUBOTHOIO, MPOHUKAaKOLLME B OpraHbl, TKaHW opraHnama
4yenoBeka WM >KMBOTHOrO, MpUMEHsieMble Ans  nNpoduNakTuKK, OuMarHoCTUKM  (3a
NCKITIOYEHMEM BELLECTB UMN UX KOMOUHAUUKN, HE KOHTaKTUPYIOLWNX C OPraHM3MOM YeroBeka
NI XUBOTHOIO), NeyeHuns 3aboneBaHus, peabunuraunmn, Ans CoxXxpaHeHus, NpeaoTBpaLLeHmns
Unu npepbiBaHNa 6epeMeHHOCTU WM MOSfyYeHHble U3 KPOBW, MNNa3Mbl KPOBW, U3 OPraHos,
TKaHEn opraHM3ma 4YerioBeKa WS XKXMBOTHOIO, PacTEHUN, MUHEpPanoB METo4aMn CUHTE3a UNn
C npuMeHeHnem 6uonornyecknx TexHonormn. K nekapcTBEHHbIM cpeacTBamM OTHOCATCS
dapmaueBTUYeCKME CyOCTaHLMM 1 NEKApPCTBEHHbIE Npenaparhbl;

MHdopmaums 06 usmeHeHusix:

@eldeparibHbIM  3aKkoHOM om 22 Oekabpsi 2014 e. N 429-®3 nyHkm 2 cmambu 4
Hacmosiweao ®edeparibHO20 3aKOHa U3/I0XKEeH 8 HoBoU pedakyuu, ecmynarouwed e cusny ¢ 1
urorng 2015 a.

CmM. mekcm riyHkma e rpedbidywed pedakyuu

2) dhapmaueBTUYECKaa CyOCTaHLMA - NNeKapCTBEHHOE CPeaCcTBO B BMAE OAHOroO Mnu
HecKonbkux obnagarowmx apmakonormyeckon akTUBHOCTbIO OENCTBYHOLMX BELLECTB BHE
3aBMCUMOCTWN OT MpUPOAdbl NPOUCXOXAEHUS, KOTOpPOe NpedHas3HadYeHo AN Npou3BOACTBA,
N3roTOBNEHUS NEKAPCTBEHHbIX NpenapaToB 1 onpeaenseT nx 3deKTUBHOCTb;

3) BcnomoraTtesibHble BelecTBa - BELLECTBA HEOPraHMYeCcKoro Uim opraHM4ecKkoro
NPOVCXOXAEHWS, UCNOSb3yeMble B MpoLecce NpOu3BOACTBA, U3rOTOBIEHMS NEKAPCTBEHHbIX
npenapaToB Ans NpuaaHus UM HEOOXOANUMbIX PUINKO-XUMNYECKNX CBONCTB;

4) nekapcTBeHHble npenapartbl - NEKAPCTBEHHbIE CPeACTBa B BUAE NEKAPCTBEHHbIX
dopM, npumeHsieMble ANs  NpoUNakTUKK, ANArHOCTUKW, HNe4vyeHust 3aboneBaHus,



peabvnutaumm, Ans coxpaHeHusi, NpeaoTBpaLLEHNsa Unm npepbiBaHUs 0epeMeHHOCTH;

5) nekapcTtBeHHas d¢opmMa - COCTOSlHME  JeKapCTBEHHOro  npenapara,
cooTBeTCTBYylOLEee cnocobam ero BBeAeHMS N NPpUMEHEHNa n obecneymBatoLLiee JOCTUXKEHNE
HeobxoanumMoro ne4vebHoro apdekTa;

MHdopmaums 06 usmeHeHusIx:

@edeparibHbIM 3aKoHoM om 22 Oekabps 2014 2. N 429-®3 cmames 4 Hacmosiwezo
®edeparnibHo20 3aKoHa dorosiHeHa ryHkmom 5.1, ecmynarowum 6 cusny ¢ 1 urons 2015 a.

5.1) mo3upoBKa - cogepXaHune OOHOro WM HECKOSbKMX AENCTBYIOLWINX BELECTB B
KONIMYECTBEHHOM BbIpaXXeHUN Ha eauvHuULy 003bl, UM eguHuLy obbema, unm eanHuLy Maccbl
B COOTBETCTBMM C NEKAapCTBEHHOW dhopmMon nmMbo Onsi HEKOTOPbIX BUOOB FEKAPCTBEHHbIX
¢OpM KONMYEeCTBO BbICBOBOXKAAEMOro U3 fiekapCcTBeHHOM hopMbl OENCTBYIOLLEro BewecTBa
3a eANHNLY BPEMEHMN;

6) nepe4vyeHb XWU3HEHHO HeOOXOAMMbLIX M BaXHEWWUX JeKapCTBEHHbIX
npenapaTtoB - exerogHo yTtBepxgaembln [lpaButensctBoM Poccuinckon Penepaumm
nepeveHb NleKapCTBEHHbIX NpenapaToB A4S MeULMHCKOro NpuMeHeHusi, obecnedmnBaroLLmnx
NPUOPUTETHbLIE MOTPEOHOCTM 30PaBOOXPAHEHUA B LENAX NPOMUNaKTUKM U NeYeHus
3aboneBaHun, B TOM 4ucne npeobrnagatowmnx B CTpykType 3abonesaemoctn B Poccumnckon
depepaumm;

MHdopmaums 06 usmeHeHusix:
@edeparibHbIM 3aKoHoM om 22 Oekabps 2014 2. N 429-®3 cmampes 4 Hacmosiwezo
®edeparnbHo20 3aKoHa dorosiHeHa ryHkmom 6.1, ecmynarowum 6 cusny ¢ 1 urons 2015 a.

6.1) opdraHHble reKapcTBeHHble npenapaTbl - JIEKAPCTBEHHbIE npenapaThl,
npegHa3HayYeHHble MUCKNIYUTENbHO ANS ANarHOCTUKM WM NaTOreHeTUYeCcKoro JieyeHus
(nevyeHnsa, HanpaBneHHOro Ha MexaHu3M pas3BuTUA 3aboneBaHund) peakux (opdaHHbIX)
3aboneBaHui;

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3aKkoHoM om 22 Oekabps 2014 e. N 429-®3 cmamesi 4 Hacmosuwezo
®eldeparibHO20 3aKoHa doriofiHeHa ryHkmom 6.2, ecmynarowum 8 cusy ¢ 1 urons 2015 a.
6.2) buonornyeckme rnekapcTBeHHble npenapaTbl - JIeKapCTBEHHblEe npenapaThl,
AENCTBylOLLEee BELWEeCTBO KOTOPbIX MNPOU3BEAEHO WM BblgeneHo w3  Buonorn4yeckoro
WUCTOYHMKA N ONA onpefenieHns CBOMCTB M KayecTBa KOTOpbIX Heobxoamma KoMOBuHaums
ouonormyecknx un  OU3NKO-XxMMUYecknx metogos. K Buonormdeckum nekapcTBEHHbIM
npenapaTamMm OTHOCATCA MMMYHOBMOOrMyeckme nekapcTBeHHbIE npenaparbl, IeKapCTBEHHbIE
npenapaTbl, NOMy4YeHHble U3 KPOBU, Nia3Mbl KPOBWU YeroBeKka M XMBOTHbIX (3@ UCKMOYEHNEM
LerbHOM KpoBwW), BMoTexHonornyeckne nekapcTBeHHble npenapaTbl, reHoTepaneBTU4eckue
neKkapcTBEHHble npenaparTbl;

MHdopmaums 06 usmeHeHusix:

@eldeparibHbIM  3aKkoHOM om 22 Oekabpsi 2014 e. N 429-®3 nyHkm 7 cmambu 4
Hacmosiweao ®edepasibHO20 3aKOHa U3/I0XKEH 8 HOBOU pedakyuu, ecmynaruwed 6 cusny ¢ 1
urons 2015 a.

CmM. mekcm nyHkma e rpedbidywed pedakuuu
7) UWUMMyHOOMONoOruM4yeckue JeKapCTBeHHble npenapatbl - JI€KApPCTBEHHbIE
npenapaTbl, NpegHa3Ha4YeHHble Ans POpMUPOBaAHUSA aKTUBHOIO UM NACCUBHOIMO MMMYHUTETA
nmMbo  OMarHoCTMKM  HanuuMst  UMMYHUTETa UM OUArHOCTUKM  cneumduyeckoro
NpMOBpPEeTEHHOIrO M3MEHEHUS MMMYHOSOMMYECKOro OTBETA Ha anneprusvpylowme BewecTsa.
K nmmyHOGMONOrnyeckMm nekapcTBEHHbIM Npenapartam OTHOCATCHA BaKUMHbI, aHATOKCUHbI,
TOKCMHbI, CbIBOPOTKN, UMMYHOTIOGYNNHbBI 1 annepreHbl;

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHoM om 22 Oekabpss 2014 2. N 429-©3 cmambsi 4 Hacmosiuwezo



®edeparnbHo20 3aKoHa dorosiIHeHa ryHkmom 7.1, ecmynarouwum 6 cusy ¢ 1 urons 2015 a.
7.1) OuoTexHoONorMyeckMe JreKapCcTBEHHble npenapatbl - JIEKAPCTBEHHbIE
npenapaTbl, Npon3BOACTBO KOTOPbIX ocyLecTBnseTca c NCNoNb30BaHMEM
onotexHonornyecknx npoueccoe u metogoB (B Tom umcne [OHK-pekomGuHaHTHOM
TEXHOMOrMN, TEXHONOMMMU KOHTPOSIMPYEMOW 3KCMPECCUN FEHOB, KOOUPYHOLLMX BGMOnornyeckun
akTMBHble 6enknm B MNpokapuoTax W 3dykapuoTax, BKMOYAs W3MEHEHHbIe  KNeTKu
MIIEKONUTAIOLLMX), TMOPMAOMHOro MeToga U MeTOA4a MOHOKMOHAsbHbIX aHTUTEN,

MHdopmaumsa 06 namMeHeHusx:

®eldeparnbHbiM 3aKkoHoM om 22 Oekabps 2014 e. N 429-®3 cmamesi 4 Hacmosiwezo
®edeparibHO20 3aKoHa QorosIHeHa rnyHKmMom 7.2, ecmynarowum 8 cusny ¢ 1 urons 2015 a.

7.2) reHoTepaneBTUYECKUE JleKapCTBEHHble npenapaTtbl - JleKapCTBEHHbIE
npenapatbl, (apmaueBTMyeckass CyObCTaHUMA  KOTOpPbIX SABNSETCA  PEKOMOUHAHTHOM
HYKITEMHOBOW KUCNOTOW WM BKNOYaeT B cebs peKOMOMHAHTHYHO HYKMEMHOBYIO KUCHOTY,
MO3BONSAIOLLYI OCYLLUECTBMATbL pPErynupoBaHne, penapauuio, 3ameHy, gobaeneHve wnu
yoaneHne reHeTU4Yeckon nocnegoBaTenbHOCTY;

8) HapkoTu4yeckuMe neKapCTBEeHHble CpeacTBa - JeKapCTBEHHble npenapaTbl U
(hapmaueBTUYeckMe CyobCcTaHUMK, cofepXallue HapKoTMYeckue cpencTBa W BKIOYEHHbIE B
[TepeyeHb HapPKOTMYECKMX CPEACTB, MCUXOTPONHLIX BELLLECTB U UX NPEKYPCOPOB, Noaexalumnx
KoHTponto B Poccuiickon degepauumn, B COOTBETCTBMM C 3aKOHOOATENbLCTBOM Poccuinckom
depepaummn, mexgyHapogHeiMu gorosopamu Poccuinckon denepaunn, B ToM yucrne EgnHon
KOHBEHLMEN O HapKoTuyecknx cpeactBax 1961 roaa;

9) ncuxoTponHble JieKapCTBEHHbIe CpeacTBa - JIEKAPCTBEHHblE npenapaTbl U
(hapmaueBTUYeckme cyobcTaHumMu, cogepalline NCUXOTPOMHbIE BELLECTBA U BKIHOYEHHbIE B
[lepeyeHb HapPKOTMYECKMX CPEACTB, MCUXOTPONHbIX BELLLECTB U UX NMPEKYPCOPOB, NoAexalumnx
KoHTponto B Poccuiickon degepauunmn, B COOTBETCTBMM C 3aKOHOOATENLCTBOM Poccuinckom
depepaummn, MexgyHapogHbiMu gorosopamun  Poccunckon depepauuun, B TOM  uducne
KoHBeHUMen 0 NCMXoTponHbIX BewecTteax 1971 roaa;

10) pagumochapmaueBTUYECKNE NeKapCTBEHHble CpeaAcTBa - JIeKApCTBEHHbIE
cpencTBa, KOTopble cogepXaT B roTOBOW AN UCMONb30BaHUsS (hopmMe OAUH pagnoHyKua unm
HECKONbKO PaAMOHYKIMAOB (paanoakTUBHbBIX M30TOMOB);

MHdopmaumns 06 nsmeHeHusix:

@eldeparibHbiM  3akoHom om 13 urona 20152, N 241-®3 e nyHkm 11 cmambu 4
Hacmosiweao @edepasibHO20 3aKOHa 8HECEHbI USMEHEHUS

Cm. mekcm riyHKma 8 rpeobiOyuwiel pedakyuu
FAPAHT:

HJo 1 auBaps 2016 r. gna uenen Hactodwero degepanbHOro 3akoHa (B pedakuuu
®epepanbHoro 3akoHa oT 13 wmona 2015r. N 241-d3) B kayecTBe pedepeHTHOro
neKapCTBEHHOro npenapara paccmMaTpyMBaeTCa OPUrMHAaNbHbIN TEKAaPCTBEHHbIN NpenapaT
11) pedbepeHTHbIN fleKapCTBEHHbLIA Npenapar - IeKapCTBEHHbIN NpenapaTt, KOTOPbIN
BnepBble 3apernctpypoBaH B Poccuinckon degepauum, kKayvectBo, 3M@PEKTUBHOCTb U
6e30nacHOCTb  KOTOPOro  AOKasaHbl Ha  OCHOBaHWW  pe3ynbTaToOB  AOKIMHUYECKMX
nccrneaoBaHMn  NEeKapCTBEHHbIX CPEACTB U KIIMHMYECKMX WCCNedoBaHUA fneKapCTBEHHbIX
npenapaToB, NPOBEAEHHbLIX B COOTBETCTBMM C TpeboBaHmamMuM yacten 6 m7 cratbn 18
HacToswero degepanbHOro 3akoHa B  OTHOLIEHUW NEKapCTBEHHbIX CPeacTB  Ans
MeLMLMHCKOro npMMeHeHus nnbo B COOTBETCTBUM C TpeboBaHusMK cTaTbi 12 HaCTOALWEro
depnepanbHOro 3akoHa B OTHOLWIEHUM NEKapCTBEHHbIX CPeACTB ANs  BeTepUMHApPHOro
NMPUMEHEHNS, W  KOTOPbIK  UCMOMb3yeTcss Ans  OuUEHKM OUOIKBMBANEHTHOCTU UMK
TepaneBTUYECKON  3KBMBANEHTHOCTW, KadecTBa, 9dPdeKkTMBHOCTM U  6e3onacHoCTU
BOCMNPOM3BEAEHHOrO nnn 6ruoaHanorosoro (6Monogo6bHOro) NekapCTBEHHOrO Npenapara;



MHdopmaumsa 06 namMeHeHusx:

@eldeparibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-®3 nyHkm 12 cmambu 4
Hacmosiwe2o ®edeparibHO20 3aKOHa U3II0XeH 8 Hogou pedakyuu, scmynarowel e cusy ¢ 1
uronsa 2015 e.

CmM. mekcm nyHkma 8 rnpedbidywed pedakuuu
12) Bocnpou3BeAeHHbIA JNeKapCTBEeHHbIW npenaparT - JIeKapCTBEHHbIM npenapar,
KOTOPbIN MMEET TaKOM K€ Ka4eCTBEHHbI COCTaB M KONMMYECTBEHHbIN COCTaB AEWCTBYHOLLNX
BELWECTB B TaKOW Xe JieKapCTBEHHON doopMe, 4YTO U pedepeHTHbIN neKapCTBEHHbIN
npenapaT, “ OWO3KBMBANEHTHOCTb WNN TepaneBTUYECKas SKBMBANEHTHOCTb KOTOPOro
peepeHTHOMY  nekapCTBEHHOMY  npenapaTty  MOATBEpXAeHa  COOTBETCTBYHOLLUMM
nccnegoBaHNsaMu;

MHdopmaumsa 06 namMeHeHusx:

®eldeparnbHbiM 3aKkoHoM om 22 Oekabps 2014 e. N 429-®3 cmamesi 4 Hacmosuwezo
®edeparibHO20 3aKoHa doriofiHeHa ryHkmom 12.1, ecmynartowum 8 cusy ¢ 1 urons 2015 e.
12.1) TepaneBTUYECKass  3KBUBASNIEHTHOCTb -  [OCTMXKEHWE  KIMHUYECKU
COMOCTaBMMOro TepaneBTU4ecKoro agpdektTa nNpyu NPUMEHEHUN NeKapCTBEHHbIX NpenapaToB
AN MeQUUMHCKOro NPUMEHEHUSA A9 OOHOW M TOW Xe rpynnbl 60MNbHbIX N0 OOHUM U TEM Xe
MNOKa3aHUAM K MPUMEHEHMUIO;

MHdopmaums 06 nsmeHeHusIx:

@edeparibHbIM 3aKoHoM om 22 Oekabps 2014 2. N 429-®3 cmampes 4 Hacmosiwezo
®edepanbHo20 3aKoHa AorosiIHeHa rnyHkmom 12.2, ecmynarouwum 6 cuny ¢ 1 urons 2015 a.
12.2) buoaHanoroBbINn (6MONOAOOHLIN) NeKapCTBEeHHbIM npenapart (buoaHanor) -
ovonornyeckMn  nNeKapCTBEHHbLIM  MpenapaTt, CXOXuUM No napameTpaMm  KayecTsa,
appekTuBHOCTM ©  Be3onacHOCTM C  pedepeHTHbIM  BMOMNOrMYeckuM NeKapCTBEHHbIM
npenapaTomM B TaKOW e fiekapCTBEHHON ddOpMe N UMEKLLNA MOAEHTUYHbINM CNOCO6 BBEAEHUS;

MHdopmauumsa 06 nameHeHusx:

®edeparnbHbiM 3aKkoHoM om 22 Oekabps 2014 e. N 429-®3 cmambsi 4 Hacmosiwezo
@eldeparibHO20 3aKoHa OoriofiHeHa rnyHkmom 12.3, ecmynarowum 8 cusy ¢ 1 urons 2015 a.

12.3) B3aumo3aMeHsieMbI1 NeKapCTBEHHbIM Npenapar - IeKapCTBEHHbIN nNpenapaT
C [OKasaHHOM TepaneBTMYECKON OKBMBANEHTHOCTbIO MM OMO3KBMBANEHTHOCTLIO B
OTHOLLUEHMN pedepeHTHOro IeKapCTBEHHOro npenapaTta, UMEKLWMA 3KBMBASIEHTHbIE eMy
Ka4yeCTBEHHbIN COCTaB W KOJSIMMECTBEHHbIM COCTaB [OEWCTBYIOLWNX BewecTB, COCTaB
BCMOMOraTesbHbIX BELWEeCTB, NNeKapCTBEHHYO (hopMy 1 cnocob BBeeHUS;

13) nekapcTBeHHOE PacCTUTESNIbHOE Cblpbe - CBEXME WU BbICYLUEHHbIE paCTEHUS
nnbo mx yactu, ucrnonb3yemble AN NPOU3BOACTBA NEKapCTBEHHbIX CPEACTB OpraHn3aunamu
- MNpOM3BOOMTENSAMU JIEKApPCTBEHHbIX CPEACTB WM U3FOTOBIEHUSI  JNIEKapCTBEHHbIX
npenapaToB anTeyHbIMKU OpraHu3auusiMu, BeTepUHAPHbIMW anTeYHbIMU  OpraHu3auuamu,
MHOVBMAYaNbHbIMK NpeanpuHUMaTENAaMM, UMEKLWUMU NMUEH3NIO Ha (hapmaueBTUYeCKyo
AEeATENbHOCTb;

14) nekapCcTBeHHbIA pacTUTENIbHbIA MpenapaTr - JleKapCTBEHHbIN npenapar,
Npou3BeaEHHbIN UMW N3rOTOBMEHHBIN U3 OAHOrO BUAA NIEKapCTBEHHOMO PacTUTESbHOMO ChIpbs
WIN HECKOMbKNX BUOOB TAKOro Cbipbs U peanuadyemMblii B pacacoBaHHOM BMAE BO BTOPUYHOM
(noTpebuTenbckon) ynakoBke;

MHdopmaumsa 06 nameHeHusx:

®edepanbHbiM 3akoHOM om 22 0Oekabps 2014 2. N 429-®3 nyHkm 15 cmambu 4
Hacmosiwezo @edepasibHO20 3aKOHa U3/I0XKeH 8 Hosou pedakyuu, ecmynarouwed e cusny ¢ 1
urons 2015 a.

CmM. mekcm nyHkma e rpedbidyuwied pedakyuu
15) romeonaTtu4eckum JieKapCTBEHHbLIA MpenapaTt - JiekapCTBEHHbIM npenapar,



npousBefeHHbId  UAW  U3FOTOBSIEHHBbIN N3 (bapmMaLeBTMYEeCKOM  CcyOCTaHuuMM  unu
dapmaueBTUYECKMX CyOBCTaHUUM B COOTBETCTBUMN C TpeboBaHMs MK OBLMX hapmMakonemnHbix
ctaTeM K romeonaTUyYecKMM JeKapCTBEHHbIM npenapataMm WM B COOTBETCTBUM C
TpeboBaHnaMM bapmakonen cTpaHbl MPON3BOANTENS TAKOro fIEKAPCTBEHHOMO Npenapara;

MHdopmaums 06 usmeHeHusIx:

@eldeparibHbIM 3aKkoHOM om 22 Oekabpsi 2014 e. N 429-®3 8 nyHkm 16 cmambu 4
Hacmosiweao ®edeparsibHO20 3aKOHa 8HECEeHbl U3MeHeHUs, ecmynarouwue 6 cusny ¢ 1 urons
2015 a.

CmMm. mekcm niyHkma e rpedbidywed pedakyuu
16) MeXxayHapoaHoe HenaTeHTOBaHHOE HauMeHOBaHMe JleKapCTBEeHHOro
cpencTtBa - HavMeEHOBaHWE [AEWNCTBYIOLWLEro BeLlecTBa hpapmaueBTUYECKON CyGcTaHumu,
pekomMeHaoBaHHoe BcemMupHon opraHnsauven 3apaBooXpaHeEHUs;

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 e nyHkm 17 cmambu 4
Hacmosiujeeo ®edeparibHO20 3aKOHa 8HECEHbI U3MEHEeHUs, scmynarowue 8 cusy ¢ 1 urns
2015 e.

CmMm. mekcm nyHkma e rnpedbidyuwel pedakyuu
17) ToproBoe HaMMeHOBaHMUE JIeKapCTBEHHOro cpeacTBa - HauMMeHOBaHue
NeKapCTBEHHOrO0  CpeAacTBa, MNPUCBOEHHOe ero paspaboTynkom, Aepxartenem  wunu
BnagensuemM pernctTpaumoHHOro yaoCToBepeHus nekapCTBEHHOMo npenapara;

MHdopmaumsa 06 nameHeHusx:

®edeparbHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-©3 cmambsi 4 Hacmoswezo
®edeparibHo20 3aKoHa doriofiHeHa ryHkmom 17.1, ecmynatowum 8 cusy ¢ 1 urons 2015 e.
17.1) rpynnMpoBOYHOE HaMMeHOBaHWEe JeKapCTBEHHOro npenaparta -
HauMeHOBaHME  NEeKapCTBEHHOro  npenapara, He  MMeWLWero  MexayHapoaHoro
HenaTeHTOBAHHOMO HaMMEHOBaHUS, WNU  KOMOMHaUMW  NeKapCTBEHHbIX Mpenapartos,
ncnonb3yemMoe B Lensax o0beanHeHns ux B rpynny nog eavHbiM HanMeHOBaHMEM UCXOAs M3
O[MHAKOBOro cocTtaBa AeNCTBYIOLINX BELLECTB;

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbIM 3akoHoM om 22 Oekabps 2014 2. N 429-®3 e nyHkm 18 cmambu 4
Hacmosweao ®edepasribHO20 3aKOHa BHECEHbI U3SMEHEHUs, scmyrnaruwue 8 cusny ¢ 1 urns
2015 a.

CmM. mekcm nyHkma 8 rnpedbidywed pedakuuu

18) obwan cpapmakonenHas CTaTbA - AOKYMEHT, YTBEPXKOEHHbIN YNOMHOMOYEHHbIM
denepanbHbIM OpraHoM WCMOMHUTENBbHON BRAacTM M COAEpXallMi nepeyeHb nokasartenem
KayectBa W (MNK) METOAOB KOHTPOMSA KayecTBa KOHKPETHOM JeKapCTBEHHOW OpMbl,
NEKapPCTBEHHOTO  PacCTUTENbHOrO  Cbipbs, OMNUCAHUA  BUOMOrMYECcKnX, OBUOXUMUYECKUX,
MUKPOBNONOrNYECKUX, PUIUKO-XMMUYECKNX, (PU3MYECKMX, XUMUYECKUX U ApYyrux MeTOLOB
aHanu3a neKkapCTBEHHOro cpeactBa, a Takke TpeboBaHMA K WCNONb3yemMbiM B LEnsix
npoBeaeHNs 4aHHOro aHanu3a peaktMsaM, TUTPOBAHHBIM pacTBOpaM, MHANKaTopam;

MHdopmaums 06 usmeHeHusix:

@eldeparibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-®3 8 nyHkm 19 cmambu 4
Hacmosiweao ®edeparsibHO20 3aKOHa 8HECEeHbl U3MeHeHUs, ecmynaruwue 6 cusny ¢ 1 urons
2015 a.

CmM. mekcm riyHkma e rpedbidywed pedakyuu
19) cpapmakonenHaas cTaTbA - [OOKYMEHT, YTBEPXAEHHbIA YNONHOMOYEHHbIM
dreepanbHbIM OpraHOM MCMNOSTHUTENBHOW BracTu U coAepXalun nepedeHb nokasaTenemn
KayecTBa U METOLOB KOHTPOS KayeCcTBa fiekapCTBEHHOIo CPeacTBa;



MHdopmaumsa 06 namMeHeHusx:

®edeparbHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-©3 cmambsi 4 Hacmosuwezo
®edeparnibHo20 3aKoHa doriofiHeHa ryHkmom 19.1, ecmynarowum 6 curny ¢ 1 urons 2015 e.
19.1) ctaHpapTHble o6pasubl - BellecTBa, NOCPEACTBOM CPaBHEHUS C KOTOPbIMU
OCYLLIECTBNAETCA KOHTPOSb KayecTBa MCCredyemblX NeKapCTBEHHbIX CPeACTB C MOMOLLbIO
PU3MKO-XUMUYECKUX U BUOMOrMYecknx MeTodoB B Uensx MNoATBEepPXOEHUS COOTBETCTBUA
NeKapCcTBEHHbIX cpeacTB TpeboBaHMAM HOPMATMBHOW OOKYMEHTAUWUWN, YCTaHOBMEHHbIM Npu
OCYLLECTBMEHUN rOCyAapCTBEHHOW perncTpaunmn, U Kotopble NPUMEHSIOTCA ANS KannbpoBKu
CTaHOapTHbIX 06pa3uoB NPOM3BOAUTENSA JEKAPCTBEHHbIX CPEeACTB, WUCNOSb3yeMblX And
KOHTPOSIS Ka4ecTBa M MHbIX Lernen npyn obpaleHmnm nekapCcTBEHHbIX CPeACTB;

MHdopmaumsa 06 namMeHeHusx:

®edeparbHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-©3 cmambsi 4 Hacmosuwezo
®edeparibHO20 3aKoHa doriofiHeHa ryHkmom 19.2, ecmynartowum 8 cusy ¢ 1 urons 2015 e.

19.2) apmakonerMHbI CcTaHAApPTHbIA oObOpa3sew - cTaHgapTHbIM obpaseu,
Npou3BeeHHbI B COOTBETCTBUN C (hapMaKkonenHom cTaTben;
20) HopmaTMBHaA AOKyMeHTauusi - [OOKYMEHT, coAepXawuh nepeyvyeHb

onpegensieMbix NO peaynbTataMm COOTBETCTBYHOLUMX 3SKCNEPTU3 nokasaTenen KadvecTtBa
nekapCTBEHHOro cpeacrteBa Ans  MEOMUMHCKOrO MNPUMEHEHUSI, METOAOB KOHTPONs ero
KayecTBa U YCTAHOBIEHHbLIN €ro NPOU3BOANTENEM;

21) HOpMaTUBHbLIN AOKYMEHT - JOKYMEHT, COAep KAl nepeYveHb onpeaensemMblx no
pesynbTatam COOTBETCTBYIOLIMX 3SKCNEPTU3 MokasaTtenem kadectea M (Mnu) MeTonoB
KOHTPONS KayecTBa feKapCTBEHHOM (OPMbl, OnMcaHnsa OMONOrn4eckmux, BUOXMMUYECKUX,
MUKPOOMONOrMyYecknx, OU3NKO-XUMUYECKUX, (PUBNYECKNX, XUMUYECKMX M OPYrMx MeTonoB
aHanusa JfeKapCTBEHHbIX CPeAcTB [ANna BETEPUHAPHOIO MNPUMEHeHud, TpeboBaHuA K
ncnonb3yemMbiM B LEnNsX MNpoOBEeAeHUs OaHHOro aHanu3a peakTMBaMm, TUTPOBaHHbIM
pacTtBopam, MHAMKaToOpaMm M YCTaHOBMEHHbIM ero Npon3BoauTenem;

MHdopmaumsa 06 n3amMeHeHusx:

®edeparbHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-©3 cmambsi 4 Hacmoswezo
®edeparibHO20 3aKoHa doriofiHeHa ryHkmom 21.1, ecmynarowum 8 cusy ¢ 1 urons 2015 e.

21.1) obWMN TEeXHUYECKUU [AOKYMEHT - KOMMNIIEKT [AOKYMEHTOB W MaTepuarnos,
COCTOALLMIA U3 HECKONbKUX pasfenoB - AOKYMEHTauun aAMWHUCTPATUBHOIO Xapaktepa,
XUMUYeckon, dapmaueBTUYeckon n Buonornyeckon AOKyMeHTauuun, apmakonornyeckon,
TOKCMKOSOTMYECKOW OOKYMEHTaLMK, KIMHUYECKON [OKYMEHTaumm W npeacraBnsiemMbln
OAHOBPEMEHHO C 3asiBfieHMEM O roCyAapCTBEHHOMW permcrTpauum fiekapCTBEHHOro npenapara
ANs MEeOUUWHCKOro npuMeHeHust B ¢opmarte, YCTaHOBIIEHHOM  YMOSIHOMOYEHHbIM
deepanbHbIM OpraHoM UCMONHUTESTbHOW BacTy;

22) Ka4yeCcTBO NeKapCTBEHHOro cpeaAcTBa - COOTBETCTBME NIEKAapCTBEHHOMO CpeacTBa
TpeboBaHnaM dapmakonenHon ctatbM nNMOBO B crnyvyae ee OTCYTCTBUS HOPMaTUBHOW
AOKYMEHTauumn UM HopMaTMBHOTO JOKYMEHTA;

23) 6e30nacHOCTb JIeKapCTBEHHOro CpeAcTBa - XapakKTepucTuka feKapCTBEHHOro
CpeacTBa, OCHOBaHHAasi Ha CpaBHUTENbHOM aHanmse ero 9gdEKTUBHOCTM U pucka
NPUYNHEHNA Bpeaa 340POBLI;

24) 3adpeKTUBHOCTbL JEKApCTBEHHOro nmnpenaparta - XapakTepuCTUKa CTEeNeHu
NONOXUTENBLHOIO BIIMSIHUS NEKapCTBEHHOrO npenapaTta Ha TedYeHue, NPOoAOITKUTESNbHOCTb
3aboneBaHnsa Unu ero NpeaoTBpalleHne, peabunuraumio, Ha CoxpaHeHue, npefoTBpaLleHme
unu npepbiBaHne 6epeMeHHOCTH;

25) cepusi nekapCTBEHHOro cpeacTBa - KONMYECTBO JleKapCTBEHHOrO CPeacTBa,
npoun3sBegeHHoe B pe3yribTaTe O4HOro TEXHOMOMMYECKOro LMKa ero nponssoauTenem;

26) perucrtpauuoHHoe yaAoCTOBEepeHue rieKapCTBEHHOro npenaparta - JOKYMEHT,
noaTBepXX4atoLnin akT rocygapCTBEHHON perncTpauumn nekapCTBEHHOro npenaparTa;



MHdopmaumsa 06 namMeHeHusx:

®edeparbHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-©3 cmambsi 4 Hacmosuwezo
®edeparibHO20 3aKoHa doriofiHeHa ryHkmom 26.1, ecmynartowum 8 cusy ¢ 1 urons 2015 e.
26.1) pepxatenb wnuM  BrnageneL  perucTpaumMoHHOro yaAoCTOBepeHUs
NeKapCTBEHHOro npenapara - pa3paboTynk NekapCTBEHHOro CpencTBa, NPOM3BOAUTENDb
NEeKapCTBEHHbIX CPeACTB UMM MHOE topuaudeckoe nuuo, obnagaioliee npaBoM BnageHus
PEerucTpaunoHHbIM  YAOCTOBEPEHUEM, KOTOpPblE HECYT OTBETCTBEHHOCTb 3a KayecTBo,
3P EKTUBHOCTb 1 6€30MacHOCTb fIEKapCTBEHHOrO Npenapara;
27) perncTtpauuoHHbIW HOMep - KogoBoe 0OO3HayeHue, MPUCBOEHHOE
nekapcTBEHHOMY npenapaTy Npu ero rocyaAapCTBEHHOW perncTpaumm;

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHomM om 6 Oekabps 2011 e. N 409-®3 e nyHkm 28 cmambu 4
Hacmosiweao ®edepasibHO20 3aKOHa BHECEHbl U3MEHEHUs, 8cmyrarouwue 8 cusy Mo
ucmeyeHuu mpuouyamu OHel rocne OHSA ochuyuaibHo20 orybnukogaHusi Ha3eaHHO20
®edeparsibHO20 3aKOHa

CmM. mekcm riyHkma e rpedbidywed pedakyuu

28) obpaweHue rieKapCTBeHHbIX cpeacTB - paspaboTka, OOKINHUYEeCKue
nccnegoBaHns, KrMHUYECKME WUCCnefoBaHWs, 3KCNepTu3a, rocygapCTBEHHas perucrpaums,
CTaHAapTM3aLums U KOHTPOIb KayecTBa, NPOU3BOACTBO, N3rOTOBEHME, XpaHEHME, NEPEBO3Ka,
BBO3 B Poccuinckyio dPepnepaunio, BbiBO3 M3 Poccunckon depepaumm, pekrnama, OTMAYCK,
peanusauus, nepegaya, NPUMeEHeHne, YHUUTOXEHNE NEKapCTBEHHbIX CPEACTB;

29) cyOobeKTbl obpalleHusa neKapCTBEHHbIX CPeacTB - uandeckue nuua, B TOM
yucne uHauBMAOyasnbHble MpeanpuHUMaTenu, u puaudeckne nuua, OocyllecTBnsAwLme
AeaTenbHOCTb Npu obpalleHnn NekapCTBEHHbIX CPEACTB;

MHdopmaums 06 usmeHeHusIx:

@eldeparibHbIM 3aKkoHOM om 22 Oekabpsi 2014 e. N 429-®3 8 nyHkm 30 cmambu 4
Hacmosiweao ®edeparibHO20 3aKOHa 8HECEeHbl USMeHeHUs, ecmynaruwue 6 cuny ¢ 1 urons
2015 a.

CmM. mekcm riyHkma e rpedbidywed pedakyuu

30) pa3paboTumK nekapcTBEHHOro cpeacTBa - opraHu3aums, obnagaroLlasa npasamm
Ha pesynbTaTbl OOKIMMHUYECKUX WUCCNeOOoBaHWA NeKapCTBEHHOrO CpPeacTBa, KIMHUYECKUX
nccnegoBaHWA  NIEKApCTBEHHOro npenapata v (MNK) Ha TEXHOSMOTMMK  MNPOM3BOACTBA
NeKapCTBEHHOro CpeacTBa;

31) Npou3BOACTBO JIEKAPCTBEHHbLIX CPeACTB - AEeATEeNbHOCTb MO MNPOM3BOACTBY
NEeKapCTBEHHbIX CPEACTB OpraHM3aumsamMu - NMPOU3BOAUTENSMWN NEKAPCTBEHHbLIX CPeaCTB Ha
OLHOW CTaaun, HECKOSIbKUX MMM BCEX CTagusiX TEeXHONOrM4yeckoro npouecca, a Takke no
XPaHEHWUIO 1 peanu3aumm Npon3BeaeHHbIX NEKAPCTBEHHbLIX CPEACTB;

MHdopmaumsa 06 nameHeHusx:

®edeparbHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-©3 cmambs 4 Hacmosuwezo
®edepanbHo20 3aKoHa dorosiHeHa ryHkmom 31.1, ecmynarowum 6 cuny ¢ 1 urons 2015 a.

31.1) npousBoACTBEeHHas nowaaka - TepputopnanbHo 060COBNEHHBIM KOMMMEKC
NpoOn3BOAUTENS FEKAPCTBEHHbIX CPEACTB, MNpefHa3HayYeHHbI Ons BbINOMIHEHUS BCEro
npouecca NPon3BOACTBA NleKapCTBEHHbIX CPEACTB UMK ero onpeaeneHHon ctaguu,

32) npousBoaAUTeNb JIeKapCTBEHHbIX CpPeAcTB - OpraHM3aumd, OCyLecTBnsAoLas
NPOM3BOACTBO JleKApPCTBEHHbIX CPEeACTB B COOTBETCTBUM C TpeboBaHMSMW HaCTOALLEro
depnepanbHOro 3akoHa;

33) chapmaueBTMYECKasa [EeATENbLHOCTb - OEATENbHOCTb, BKMYawwas B cebs
ONTOBYK TOPrOBMIO JIEKAPCTBEHHBIMU CPEACTBAMWU, WX XpaHEHWe, NepeBO3Ky W (Mnn)
PO3HUYHYKO TOProBIIKO JIEKAPCTBEHHbIMU Mpenapartamu, UX OTMNYCK, XpaHeHue, NnepeBOo3Ky,



N3roTOBMEHME NEKAPCTBEHHbIX NPenapaTos;
34) opraHusauMsa ONTOBOM TOProBNMU JleKapCTBEHHbIMU CpeacTBaMMU -

opraHu3auusi, OCYLLECTBNSOLWAs ONTOBYK TOPrOBMO JIEKAPCTBEHHBIMU CpeacTBamMu, MX

XpaHeHue, NepeBo3Ky B COOTBETCTBUM C TpeboBaHMsMIN HacTosero ®eaepanbHOro 3akoHa;

MHdopmaums 06 usmeHeHusIx:

@eldeparibHbIM 3aKkoHOM om 25 Hosibpsi 2013 2. N 317-®3 8 nyHkm 35 cmambu 4
Hacmosiweao @edepasribHO20 3aKOHa 8HECEHbI USMEHEHUS!

Cm. mekcm riyHKma 8 ripeobiOyuwiel pedakuyuu

35) anTteyHas opraHuM3auua - oOpraHusauusi, CTPYKTypHOe rnoapasgeneHue
MeOMLUMHCKOM OpraHmsaumn, OCYLECTBAAWME PO3HUYHYIO TOProBt0 fleKapCTBEHHbIMU
npenapaTamMu, XpaHeHue, NnepeBO3Ky, U3roTOBMEHNE U OTMYCK JIeKapCTBEHHbIX NnpenapaTros
ANs MeOuUMHCKOro MNpUMEHeHUs B COOTBeTCTBUM C  TpeboBaHMSMW  HaCTOSLLEro
depeparnbHOro 3akoHa;

36) BeTepuMHapHas anTe4yHas oOpraHusauumsi - OpraHusauusi, CTPYKTYpHOe
nogpasgeneHne BeTepuMHapHOW OpraHu3aumn, OCYLLECTBASWNE PO3HUYHYKD TOProBIio
NeKapCcTBEHHbIMX MpenapaTamu, XpaHeHwe, W3roToBMeHWe W OTMYCK JleKapCTBEHHbIX
npenapaToB AfS BETEPUHAPHOIO NPUMEHEHMS B COOTBETCTBMM C TpebOBaHNAMM HACTOALLErO
denepanbHOro 3akoHa;

37) banbcucdmnumpoBaHHoe nekapcTBEHHOe CPeaAcTBO - NIeKapCTBEHHOE CPEACTBO,
COMpPOBOXOaeMoe JTIOXKHOW MHGhopMauunen 0 ero coctase 1 (Unn) Npou3BoanTenNE;

38) HepobpokayecTBEHHOE NeKapCTBEHHOEe CPeACcTBO - fIeKapCTBEHHOE CPEeACTBO,
He cooTBeTCTBYylOLWEee TpeboBaHNAM hapmakonenHon cratey NMOO B criydae ee OTCYTCTBUS
TpeboBaHNAM HOPMATUBHOW AOKYMEHTaLMN UM HOPMATUBHOIO JOKYMEHTA;

39) KoHTpachakTHOE rieKapCTBEHHOe CpeACTBO - JleKapCTBEHHOE CpPeacTBo,
Haxogsweecsa B 060poTe C HapyLIEHMEM IPaXJaHCKOro 3aKkoHO4aTerNbCTBa;

40) poKnNUHUYecKoe uccrefoBaHUe JleKapCTBEHHOro cpeacTtBa - Buonorndeckue,
Mukpobuonornyeckme, UMMYHOSOrMYECKNe,  TOKCUKOMormyeckme, apmakonornyeckue,
du3myeckme, XuUMMUYECcKMe W Apyrve uccrnefoBaHUs JeKapCTBEHHOro cpeacrea nytem
NPUMEHEHNS Hay4HbIX METOAOB OLIEHOK B Lensx nonyyeHnsa gokasatenscTB 6e3onacHocTw,
KayecTBa U 3(p(PeKTMBHOCTA SIeKAapCTBEHHOIO CPEeACTBa;

41) KNUHUYECKOe uccnepfoBaHMEe JeKapCTBEHHOro npenaparta - U3yyYeHue
ONarHoCTUYeCcKnX,  JieyedHblX,  npodunakTudecknx,  apmakosiorMyeckux  CBOWCTB
NeKapCTBEHHOro npenapata B npouecce ero NpUMEHEHUs y YenoBeKka, XMBOTHOrO, B TOM
yucrie npouUeccoB BcCacbiBaHUs, pacnpeneneHns, WU3MeHeHWs W BbiBeAeHUd, nyTemM
NPYMEHEHNS Hay4HbIX METOAOB OLIEHOK B LeNnsx nonyyeHnsa gokasatensctB 6esonacHocTw,
KadectBa WU 3(PPEKTMBHOCTU fleKapCTBEHHOro npenapaTta, AaHHbIX O HexenaTenbHbIX
peakumsix opraHM3aMa 4YesioBeka, XXMBOTHOIO Ha NPUMEHEHWe NekapCTBEHHOro npenapara u
06 adpekte ero B3aMMOAEWCTBUS C APYrMMW NEKAPCTBEHHbIMWU Mnpenapartamu u (unu)
NYLLEBBLIMU NPOAYKTaMMK, KOPMaMMU;

42) MHOroUueHTpPOBOE KIMHUYECKOe MUccrneaoBaHMe NeKapCTBEHHOro rnpenapara
Ans  MeAVMLUMHCKOro TMPUMEHEeHUs1 - KIIMHUMYECKOE UCCredoBaHue feKapCTBEHHOro
npenapata gns MeguuMHCKOro NpUMEHEHUs, NPoBoOAMMOE pPa3paboTYMKOM feKapCTBEHHOIO
npenapata B [ABYyX W 0onee MeOUUWHCKUX oOpraHu3auusax Mo eAvHOMY  MPOTOKOny
KITMHMYECKOro nccneoBaHus fekapCTBEHHOro npenapara;

43) MeXxayHapoaHoe MHOroLeHTpoBOe KNUHU4Yeckoe uccrneaoBaHue
NleKapCTBEHHOro npenapata Ans  MeAUUMHCKOro MNpPUMEHEeHUs -  KIMHU4YecKoe
nccnegoBaHve nekapCTBEHHOro npenapaTta Ans MeguuUHCKOro NpUMeEHEHUs, NpoBoauMoe
pa3paboTyMKoM NeKapCTBEHHOro npenapaTta B pasfuyHbiX CTpaHax no eguHoMy MpOTOKOSY
KNMMHNYECKOro nccneoBaHns nekapCTBEHHOro npenapara;



44) nocTperucTtpaumMoHHoe KIIMHUYeCKOoe uccrefoBaHue JieKapCTBEHHOro
npenapata Ans  MeAULMHCKOro MNpPUMEHeHUs -  KIWHWYecKkoe  uccrnegoBaHue
nleKkapCTBEHHOro npenaparta ans MeguumHCKOro NpuMeHeHus, NPoBOAMMOE NMPou3BOANTESNEM
NeKapCTBEHHOro npenapaTa, rpaxaaHCckui o060opOoT KOTOPOro OCYLLEeCTBASETCH Mocne
rocygapCTBEHHOM pernctpauun, B Uendax [OnonHuTenbHoro cbopa daHHblIX O  ero
6e3onacHoCTM U 3PPEKTUBHOCTU, pPaACLUMPEHUS MOKA3AHMMA K MNPUMEHEHUIO LAHHOrO
NleKapCTBEHHOro npenaparta, a Takke BbISIBIEHUA HeXenaTernbHbIX peakuuMi NaunmeHToB Ha
€ero AencTBue;

MHdopmaums 06 usmeHeHusix:

@eldeparibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-®©3 nyHkm 45 cmambu 4
Hacmosiweao ®edeparibHO20 3aKOHa U3/I0XKEeH 8 HOBoU pedakyuu, ecmynarouwed e cuny ¢ 1
urorng 2015 a.

CmM. mekcm riyHkma e rpedbidyuwed pedakyuu

45) nccnepoBaHMe OMO3KBUMBANEHTHOCTU JleKapCTBEHHOro npenapata - Bug
KNMHMYECKOro  MUCCrefoBaHUA  NIeKapCTBEHHOro  npenapaTta, npoBefeHue  KOTOpOoro
OCyLLeCTBNAETCA ANa onpedeneHns CKOpOCTU BCacblBaHWS W BbIBEAEHWUS OAHOro W
HecKkonbkux obnagawowmx dapmMakonormyeckon akTMBHOCTbIO LEWCTBYIOLWMX BELLECTB,
KOonuyecTBa NekapCTBEHHOro npenaparta, [JOCTuralowero CUCTEMHONO KpOBOTOKA, U
pes3ynbTaTtbl ~ KOTOPOro  MNO3BOMAKT  cAenatb  BbiBOg O  BMO3KBMBANEHTHOCTU
BOCNPOU3BELEHHOrO fIeKapCTBEHHOro npenapaTa B onpeaenieHHbIX fekapCTBEHHON hopme U
A03UPOBKE, COOTBETCTBYIOLLMX OpME W [O03MPOBKE pedepeHTHOro nekapCTBEHHOro
npenaparTa;

46) wuccnegoBaHMe TepaneBTUYECKOM 3KBUBANEHTHOCTU  JlIeKapCTBEHHbIX
npenapartoB - BUA KIIMHMYECKOro UCCredoBaHNS flekapCTBEHHbIX NpenapaTtos, NpoBeAeHne
KOTOPOro OCyLecTBnseTCa [ANA  BbIIBIEHUS OAMHAKOBbIX CBOWCTB  NIEKAPCTBEHHbIX
npenapaToB onpedeneHHON nekapcTBeHHOM OpPMbl, a Takke Hanuyuns OOMHaKOBbIX
nokasatenen 6e3onacHocT N 3PEPEKTUBHOCTU NEKAPCTBEHHbLIX MPenapaTtoB, OOMHAKOBbIX
KNUHNYECKMX 3PPEKTOB NPU NX NPUMEHEHUN;

47) nNpoOTOKON KIIMHUYECKOro MuccrneaoBaHUsA JeKapCTBEHHOro npenaparta -
AOKYMEHT, B KOTOPOM onpefensawTcs uenu, QopMbl OpraHu3aumMm u  MeTOAOSorus
NpoBeAeHNs KITMHUYECKOro nccneaoBaHuns, ctatucTtnyeckme metoasl 06paboTkm pesynbtatos
Takoro wuccrnegoBaHnss wn Mepbl nNo obecrneyeHnto 6e3omacHOCTU  (PU3NYecKnx nu,
YYacCTBYIOLLMX B KITMHUYECKOM MCCIefOBaHUN NieKapCTBEHHOro npenapara;

48) bpowtopa uccrnepgoBaTesnisi - CBOAHOE U3NOXeEHWE pe3ynbTaToB AOKINHNUYECKOro
nccnegoBaHns NeKapCTBEHHONO CpeacTBa M KIMHUYECKOro UCCreAoBaHUs NeKapCTBEHHOro
npenapaTa 4nst MEQULNHCKOIO NPUMEHEHNS;

49) MH(pOPMALMOHHLIA FIUCTOK MauyuMeHTa - OOKYMEHT, B KOTOPOM coAepxaTtcsa B
AOCTYNHON (opMe CBedeHud, Kacawwumecsa npoBOAMMOro KIMHMYECKOro uccrnegoBaHus
NeKkapCcTBEHHOro npenapara, U B NMCbMeHHoN bopMme 0BpOBONbHOE cornacue naumMeHTa Ha
yvyacTue B KIIMHMYECKOM UCCedoBaHUM NekapcTBEHHOroO npenapara nocre 03HaKOMIIEHUS C
0COBEHHOCTSIMU KIMHNYECKOro UCCReAoBaHUs, UMEKLWMMN 3HaYEeHNEe ANS BblPaXXeHUS TaKoro
cornacus;

50) no6o4yHOe gencTBME - peakums opraHn3ama, BO3HUKLLIAA B CBA3M C MPUMEHEHMEM
NleKapCTBEHHOro npenapaTta B [03axX, PeKOMeHAYeMbIX B MHCTPYKUUKU MO ero NpUMEHEHUIO,
ANs NpoOMNakTUKK, ANarHOCTUKN, NeveHns 3abonesaHnsa nnu ons peabunuraumu;

MHdopmaums 06 usmeHeHusix:

@edeparibHbIM 3aKkoHoM om 22 Oekabps 2014 2. N 429-®3 cmames 4 Hacmosiwezo
®edeparnbHo20 3aKoHa dorosiHeHa ryHkmom 50.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
50.1) HexenaTtenbHasa peakuusa - HenpegHamepeHHas HebnaronpusTHast peakuus



opraHuama, Kotopas MoXeT BbITb CBsi3aHa C MPUMEHEHMEM NEeKapCTBEHHOrO Npenapara,;

51) cepbe3Hasa HexenaTteribHasA peakuus - HexenaTenbHas peakuusi opraHv3ma,
CBSA3aHHasi C NPUMEHEHMEM NEeKapCTBEHHOro npenapaTta, npuBeALlast K CMepTu, BPOXOEHHbIM
aHoManusM unuM nopokam pasBuTMs NUBO npeactaeBngawowas cobon  yrposy XU3HW,
Tpebylouwas rocnutanMsauun unu npuselias K CTOMKOW yTpate TpyAoCcnocobHOCTU n (Mnu)
MHBanNMOHoOCTW;

MHdopmaumns 06 usmeHeHusix:

@eldeparibHbIM 3akoOHOM om 22 Oekabpsi 2014 e. N 429-®©3 nyHkm 52 cmambu 4
Hacmosiweao ®edepasibHO20 3aKOHa U3/I0XKEeH 8 HOBoU pedakyuu, ecmynarouwed e cuny ¢ 1
urorng 2015 a.

CmM. mekcm riyHkma e rpedbidywed pedakyuu

52) HenpegBuaeHHas HexenaTtenbHaA peakUUa - HexenaTtenbHas peakuuns
opraHmama, KoTopasi CBsi3aHa C MNPUMEHEHMEM NEeKapCTBEHHOro npenapata B [O03ax,
pekoMeHOyeMbIX B MPOTOKONE ero KIIMHUYECKOro nccrneaoBaHusi, 6poluope nccnegosartens,
UM ¢ NPUMEHEHNEeM NeKapCTBEHHOIO npenapaTa B 403aX, PEKOMEHAYEMbIX B UHCTPYKLMMK MO
ero nNpPUMEHeHWO AOns nNpPodUNakTUKKA, OMarHoCTUKKW, TnedeHus 3aboneBaHust unu
MeOMUMHCKOM peabunutauum nauueHTa, U CyLWHOCTb, TSXKECTb WM UCXOL KOTOPOW He
COOTBETCTBYET MHGOPMaLUMM O NIeKapCTBEHHOM npenaparte, coaepKallencs B NpoTOKONe ero
KNUHUYECKOro nccnegoBaHns, 6poLlope nccrnegoBaTenst Unu B MHCTPYKUMK MO NMPUMEHEHUIO
NekapCTBEHHOro npenapara;

MHdopmaumsa 06 namMeHeHusx:

®eldeparnbHbiM 3aKkoHoM om 22 Oekabps 2014 e. N 429-®3 cmamesi 4 Hacmosiwezo
@eldeparibHO20 3aKkoHa dorioriHeHa rnyHkmom 52.1, ecmynarowum 8 cusny ¢ 1 urons 2015 a.
52.1) chapmakoHap3op - BUMA OEATENbHOCTU MO MOHUTOPUHIY 3((EKTUBHOCTU W
6e30nacHOCTM NeKapCTBEHHbIX MpenapaToB, HanpaBfeHHbI Ha BbISIBNEHWE, OLEHKY W
npenoTBpaLleHne HexXenaTenbHblX NOCNeACTBUI NMPUMEHEHUS NTEKAPCTBEHHbIX NpenapaTos;

MHdopmauumsa 06 nameHeHusx:

®edeparnbHbiM 3aKkoHoM om 22 Oekabps 2014 e. N 429-®3 cmamesi 4 Hacmoswezo
@eldeparibHO20 3aKoHa OoriofiHeHa rnyHkmom 52.2, ecmynarowjum e cusy ¢ 1 urons 2015 a.
52.2) nnaH ynpaBrieHMA puckamm - noapobHOe onucaHne MeponpuUATUA No
bapmMakoHaa30py, HarnpaBfeHHbIX Ha BbISIBNEHWE, OLEHKY W npefoTBpalieHne  unm
MWHUMMU3ALMIO PUCKOB, CBA3aHHbIX C NeKapCTBEHHbIMW npenapaTtaMu, BKMHOYas OLEHKY
3P PEKTUBHOCTU AAHHBIX MEPONPUATUN;

MHdopmaumsa 06 nameHeHusx:

lMyHkm 53 usmeHeH ¢ 1 siHeapsi 2018 e. - ®edeparsibHbit 3akoH om 29 uwns 2017 a.
N 242-®3

Cwm. npeldbidywyro pedakyuro
TAPAHT:

MonoxeHns nyHkta 53 ctatbu 4 (B pepakuum PegepanbHoro 3akoHa ot 29 uiona 2017 .
N 242-®3) B 4acTu, kacawLwenca popMMpoBaHNSa 1 Bblgaun peLenToB Ha JNleKapCTBEHHbIE
npenapaTbl, COAepXalMe Ha3Ha4YeHue HapKOTUYECKUX CPeacTB UMM  MCUXOTPOMHbIX
BeLLEeCTB, B hopMe 3MEKTPOHHbIX JOKYMEHTOB, NpuMeHsatoTcs ¢ 1 aHBapsa 2019 r.

53) peuenT Ha nNnekapcTBEHHbLIN npenapar - MEAULMHCKAN LOKYMEHT YyCTaHOBMEHHOMN
dopMbl, coaepXalimin Has3HayeHue JieKapCTBEHHOro npenapata gngd  MeguuMHCKOro
NPUMEHEHNS, BblAAHHBIM MeAUUMHCKMM paboTHMKOM B Uensx OTnycka NeKapCTBEHHOro
npenapaTta WNU ero M3roToBfIEeHUs U OTnycka Ha OyMaXHOM HocuTene wunuM c cornacuvs
naumMeHTa WM ero 3akoHHOro npeacTaBuTenss B (OpMe SMEeKTPOHHOrO JOKYMEHTa,
NOAMNUCAHHOIO C MCMNOJSIb30BAHNEM YCUNEHHOW KBanuULMPOBAHHOW 3MEKTPOHHOW MOAMNUCK



MeANUUHCKOro  paboTHuMKa, nmMbo OOKYMEHT YCTaHOBMEHHOW (POpMbI, CcoaepXalun
Ha3Ha4YeHMe neKapCTBEHHOro npenapaTta Ansi BETEPUHAPHOrO MNPUMEHEHUSA, BblOaHHbIN
BEeTEpUHAPHbIM PabOTHMKOM B Lendx OTnycka JfleKkapCTBEHHOro nmnpenapata wnu ero
N3roTOBIIEHMS U OTNyCKa Ha ByMaKHOM HOCUTEnE;

54) TpeboBaHue MeAULIMHCKOW OpraHuM3auuuv, BeTEepUHaApHOW oOpraHu3auum -
AOKYMEHT YCTaHOBIEHHOW (OOPMbl, KOTOPbIN BbINUCAH MEAULMHCKMM WM BETEPUHAPHbLIM
pabOTHMKOM, WMMEKLLUMM Ha 39TO NpaBoO, WU COAEPXUT B MNUCbMEHHOW dopMe yKasaHue
anTeyHon opraHmsauum o6 OTnycke nekapcTBEHHOro npenapaTta WK O ero U3roTOBFIEHUN U
06 oTtnycke ana obecnevyeHus nevebHOro npouecca B MeOUUMHCKOW oOpraHu3aumm,
BETEpPMHAPHOMW OpraHM3aumm;

MHdopmaums 06 usmeHeHusix:

@edeparibHbIM 3aKkoHOM om 22 Oekabps 2014 2. N 429-®3 cmambes 4 Hacmosiwezo
®edeparnbHo20 3aKoHa dorosiIHeHa ryHkmom 55, ecmynarowum 6 cuny ¢ 1 urons 2015 a.

55) komnnekcHas oueHka nekapCcTBEHHOro npenapaTa - OueHKa 3aperncTpupoBaHHOro
nleKkapCTBEHHOro npenaparta, Bkoyawwas B cebs aHanua nHgopmauum O CpaBHUTENBHOWN
KNUHMYECKOM 3PPEKTUBHOCTM U 6GE30MacHOCTM NEKAapCTBEHHOrO mnpenapaTa, OLEHKY
9KOHOMMYECKMX MNOCNEACTBUA €ro NPUMEHEHUs, nu3yvyeHue OOMNOSHUTENbHbLIX NOCNeacTBUN
NPUMEHEHNS NEKapCTBEHHOro npenapata B UEenax MPUHATUA pelleHni O BO3MOXXHOCTU
BKIMIOYEHNA NeKapCTBEHHOro npenapara B rnepeyeHb XXU3HEHHO HEOOXOANMbBIX U BaXKHENLUNX
NEeKapCTBEHHbIX MpenapaToB, HOPMaTMBHblE MPaBOBble aKTbl W WHble OOKYMEHTbI,
onpegensowme MnopsAoK OKasaHUa MeAUUUHCKOW MOMOLUM, WAW  UCKMKYEHUS €ero us
YKa3aHHbIX NepeYHsi, akToB U AOKYMEHTOB;

MHdopmaums 06 usmeHeHusix:

Cmambsi 4 OornonHeHa ryHkmom 56 ¢ 1 sHeaps 2018 a. - ®edepasibHbIl 3aKkoH om 28
Oekabps 2017 2. N 425-@3
56) cuctemMa MOHUTOPUHra [OBUXEHUSI JEeKapCTBEHHbIX npenapaTtoB Ans

MeaAULIMHCKOro npuMmeHeHus - pegepanbHas rocygapcrBeHHas MHOpPMaunoHHas cuctema
MOHUTOPUHIa ABWXEHUS JeKapCTBEHHbIX MpenapaTtoB ANA MeOULMHCKOro MPUMEHEHUsS OT
npousBoauTENs OO0 KOHEYHOro notpebutenda C  UCNONb30BaHMEM B OTHOLUEHUU
NeKapCTBEHHbIX NpenapaToB A1 MEANLUHCKOrO NPUMEHEHNST CPeacTB NaeHTUMUKaUmK.

TAPAHT:

Cwm. KOMMEHTapun K ctatbe 4 HacTosLlero CDe,D,epaanoro 3aKOHa

naBa 2. MonHomouusa chegepanbHbIX OPraHOB UCNOJNTHUTENLHOWN BNacTU, OpraHoB
MCNOJIHUTENIbHON BnacTy cyobekToB Poccunckon Pepgepaumm npu odpaiieHumn
NneKapCcTBEHHbIX CpeaAcTB

Cratba 5. [lonHomouuss penepanbHbiX OPraHoB WCMOMHUTENBHOW BRactn npu
obpalleHnn nekapCcTBEHHbIX CPEACTB
K nonHomounam denepanbHbiX OpPraHoB WCMNOMHUTENbHOM BNacTu npu obpalleHnu
neKkapCTBEHHbIX CPEACTB OTHOCATCA:

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbIM 3akoOHOM om 22 Oekabps 2014 2. N 429-®3 e nyHkm 1 cmambu 5
Hacmosiuweao PedeparibHO20 3aKOHa BHECEHbI UBMEHEHUS, sacmyrnatowue 8 cusy ¢ 1 uronsa
2015 a.

CmM. mekcm nyHkma e rpedbidywed pedakuuu
1) npoBegeHne B Poccunckon depepaumm eguHOW roCyaapCTBEHHOW MNOMUTUKUA B
obnactn obecneveHnsa nekapcTBEHHbIMW NpenapaTamum rpaxaaH B Poccunckon ®epepauuu;



MHdopmaumsa 06 namMeHeHusx:

®edeparibHbIM 3akOHOM om 22 Oekabps 2014 2. N 429-©3 e nyHkm 2 cmambu 5
Hacmosiweao PedepasibHO20 3aKOHa 8HECEHbI U3MeHeHUs, ecmynarouwjue 8 cusny ¢ 1 urons
2015 a.

CmM. mekcm nyHkma 8 rnpedbidywed pedakuuu
2) yTBEpXKaeHNe obLmx hapmakonerHbix ctaten, hapmakonenHbix ctaTten, nsgaHue
rocygapCctBeHHon (papmakoneun, co3gaHue W BedeHue peectpa  (hapmakonenHbix
CTaHOapTHbIX 06pa3uoB;

MHdopmaums 06 nsmeHeHusIx:

®edeparibHbIM 3akoHOM om 25 utoHs 2012 e. N 93-®3 e nyHkm 3 cmambu 5 Hacmosiweao
®edepasnibHO20 3aKOHa 8HECEHbI U3MEHEHUS

CmM. mekcm nyHkma e rnpedbidywed pedakuuu
3) ocyulecTBrneHne rocyaapCTBEHHONO KOHTpons (Hagsopa) B cdepe obpalleHus
NeKapCTBEHHbIX CPELCTB;
4) nnueH3npoBaHMe MPOU3BOACTBA EKAapCTBEHHbIX CpeacTB U dpapmMaueBTUYECKON
AesaTenbHOCTN B COOTBETCTBUM C 3aKkoHoaaTenbcTBoM Poccurckon degepaumm;
FTAPAHT:

Cm. T[lonoxeHne O nNUUEH3MPOBaHMM  MNPOU3BOACTBA  JIEKAPCTBEHHbIX  CPEAcCTB,
yTBepXaeHHoe noctaHosreHnem lNpasutensctea PO ot 6 nonga 2012 r. N 686

MHdopmaumsa 06 nameHeHusx:

®eldeparibHbIM 3aKoHOM om 22 Oekabpsi 2014 e. N 429-®3 e nyHkm 5 cmambu 5
Hacmosiweao ®edeparibHO20 3aKOHa 8HECEeHbl USMeHeHUs, ecmynarouwue 6 cuny ¢ 1 urons
2015 a.

CmM. mekcm niyHkma e rnpedbidywed pedakuyuu
5) opraHusaumsi 3KCNepTu3bl JEKAPCTBEHHbIX CPEACTB, 3TUYECKOW 3KCMnepTusbl
BO3MOXXHOCTM MPOBEAEHUSA KITMHMYECKOro MUCCneaooBaHMsl NeKapCTBEHHOro npenapara ans
MeOMLUMHCKOrO NPUMEHEHNS, 3KCNepTMU3bl JOKYMEHTOB, NPeACTaBMeHHbIX AN onpeaeneHus
BO3MOXXHOCTM paccmaTpuBaTb NeKapCTBEHHbIM npenapaTr Ans MeauuMHCKOro NpuMeEHEeHUs
npw rocyaapCTBEHHON pernctpaumm B Ka4ectTse opdaHHOro NekapcTBEHHOro npenaparTa;

MHdopmaums 06 usmeHeHusIx:

®edeparibHbiM 3akoHoM om 22 Oekabpsi 2014 2. N 429-©3 cmambs 5 Hacmoswezo
®edeparnibHo20 3aKoHa dorosiHeHa ryHkmom 5.1, ecmynarowum 6 cusny ¢ 1 urons 2015 a.

5.1) opraHusauusi npoBegeHMUs KOMIMIEKCHON OLEHKU NEeKapCTBEHHOro npenapara B
LUensx MNpPUHATUS pelleHMA O BO3MOXHOCTM BKIIOYEHUA JIeKapCTBEHHOro npenapaTta B
nepeyeHb XKM3HEHHO HeoOXOOUMbIX W BaXHEWWWX JEeKapCTBEHHbIX npenapaTtos,
HOpMaTMBHbIE MPAaBOBblIE aKTbl M WHble OOKYMEHTbI, onpegenswolune nopsaok OkasaHus
MeOMLMHCKON NOMOLLM UIU UCKIIOYEHUS €ro N3 yKasdaHHbIX NepeYvHsi, akToB U JOKYMEHTOB;

6) BblAa4a paspeLlleHnin Ha NpoBeaeHNEe KITMHUYECKUX UCCeA0BaHUN SIeKapCTBEHHbIX
npenapaTtoB, BefeHWe peecTpa BblAaHHbIX paspelleHUn Ha npoBefeHne KIMHUYECKUX
nccrnegoBaHnin iekapCTBEHHbIX NpenapaTos;

7) rocygapCTBeHHas  perncrpauus  nekapCcTBEHHbIX — MpenapaTtoB, BedeHue
rocygapCTBEHHOro peectpa flekapCTBEHHbIX CPEACTB;

MHdopmaumsa 06 namMeHeHusx:

®eldepanbHbiM 3akoHoM om 22 Oekabpss 2014 e. N 429-®3 nyHkm 8 cmambu 5
Hacmosiuje2o @edeparibHO20 3aKOHa U3/10XXKeH 8 HogoU pedakuyuu, scmynarowel 8 cusny ¢ 1
siHeaps 2016 a.

Cm. mekcm nyHkma e rnpedbidywed pedakuuu
8) opraHmszauma un (Mnu) npoBedeHVME WHCNEKTMPOBaHWA CybbekToB obGpalleHus



NeKapCTBEHHbIX CPeACTB Ha COOTBETCTBME Npasuam Hagnexawemn nabopatopHom NpakTuKy,
npaBunamM Hagnexawen KIMHUYECKONW MpakTUKX, MNpaBunaM Hagnexawlen npakTuku
XpPaHEHNs1 1 MEepeBO3KM  JIEKApPCTBEHHbIX MpenapaTtoB, MNpaBunaM  Haanexaiien
ANCTPUOBLIOTOPCKOKM MPaKTUKK, NpaBunam Hagnexallen ante4yHom NPaKkTUKK;

MHdopmaums 06 usmeHeHusIx:

®edeparibHbiM 3akoHoM om 22 Oekabpsi 2014 2. N 429-©3 cmambs 5 Hacmoswezo
®edeparnbHo20 3aKoHa dorosiHeHa ryHkmom 8.1, ecmynarowum 6 cusny ¢ 1 urons 2015 a.
8.1) opraHmsauma u (Unn) nNpoBedEeHWE WHCNEKTMPOBaHUSA CyObekToB obpalleHus
NEeKapCTBEHHbIX CpPeacTB  Ha  COOTBeTCTBME  TpeboBaHMAM  rnpasusil  Hagnexallemn
NPOV3BOACTBEHHON MPaKTUKW, Bbldadya 3akflyYeHWn O COOTBETCTBMM MPOU3BOAMTENS
NeKapCTBEHHbIX CPeACTB TpeboBaHNAM NpaBuil Hagnexallen Npon3Bo4CTBEHHON NPaKTUKMY;

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3aKkoHoM om 22 Oekabps 2014 e. N 429-®3 cmamesi 5 Hacmoswezo
®edeparnibHo20 3aKoHa 0oriofiHeHa ryHkmom 8.2, ecmynarowum 8 cusy ¢ 1 urons 2015 a.

8.2) ycTaHoBneHue nopsidka BedeHWs W BefeHue T[OoCydapCTBEHHOro peecTpa
3aKITHOYEHMI O COOTBETCTBUMN NMPOM3BOANTENS NEKAPCTBEHHbIX CPeacTB TpeboBaHMsM npasun
Hagnexatllen npon3BoaCTBEHHOW NPAKTUKK;

9) rocyaapcTBeHHas permcTpauust ycTaHOBMEHHbIX NPON3BOAUTENAMM NIEKAPCTBEHHbIX
npenapaToB npeaesibHbIX OTMYCKHbIX LEH Ha >XWU3HEHHO HeobxoguMmble U BaHeuwwune
rNleKapCTBEHHbIE NpenapaTbl U BeAEHNe rocygapCTBEHHOIO peectpa npenenbHbIX OTNYCKHbIX
LeH Npou3BOAUTENEN Ha NIEKapCTBEHHbIE NpenapaThbl, BKAOYEHHbIE B MNepeyeHb XU3HEHHO
HEOBX0OUMbIX U BaXKHEWLLNX NEKapCTBEHHbLIX MPenapaTos.;

MHdopmaumns 06 usmeHeHusix:

®edeparnbHbiM 3akoHom om 13 urona 2015e. N 241-©3 cmambss 5 Hacmoswezo
®edeparnbHo20 3aKoHa QornosIHeHa rnyHKmMom 9.1
9.1) cornacoBaHne NPOEKTOB PELUEHUA OpraHOB UCMOSTHUTENbHOW BAacTn CcyObekToB
Poccunckon depepauum 06 ycTaHoBREHMM WU (MNIM) U3MEHEHUM MpeaesibHbIX pa3mMepoB
ONTOBbIX HaabaBOK W npedenbHbiX pPasMepoB PO3HUYHBLIX HaAbaBOK K pakTUYECKUM
OTNYCKHbIM LIEHaM, YCTaHOBMEHHbIM MPOM3BOAMTENAMM NEKAPCTBEHHbLIX MpenapaToB, Ha
NEeKapCTBEHHbIE nMNpenapatbl, BKAYEHHbIE B MeEpPeYeHb XKU3HEHHO HeobXoaMMbIX W
Ba)XXHENLUNX NEeKapCTBEHHbIX NPenapaTos.;

MHdopmaumsa 06 namMeHeHusx:

®eldepanbHbiM 3akoHOM om 22 O0ekabps 2014 2. N 429-®3 nyHkm 10 cmambu 5
Hacmosiuwezo @edepasibHO20 3aKOHa U3/I0XKeH 8 HosoU pedakyuu, ecmynarouwed e cusny ¢ 1
urons 2015 a.

Cm. mekem riyHKma 8 rnpeobioyuwel pedakuuu
10) ycTaHoBneHue nopsaka BBO3a JeKapCTBEHHbIX cpeacts B Poccunckyro
denepaumio 1 BbIBO3a NekapCTBEHHbIX cpeacTts u3 Poccuiickon ®eagepaumu;

MHdopmauumsa 06 nameHeHusx:

@eldeparibHbIM 3aKkoHOM om 22 Oekabpsi 2014 2. N 429-®3 cmampesi 5§ Hacmosiwezo
®eldeparibHo20 3akoHa dorioniHeHa rnyHkmom 10.1, ecmynarowum e cusny ¢ 1 urons 2015 a.
10.1) Bblgaya, yCTaHOBIEHWE nopsiaka BbldayM M POpPMbl  JOKYMEHTA, KOTOPbIN

NOATBEpPXAAeT, 4YTO MPOM3BOACTBO NEKAapCTBEHHOrO Mpenapata OCYLEeCTBNEHO B
cooTBeTCTBUM C TpeboBaHMAMM MpaBusl Haanexawen npousBOACTBEHHON MPaKTUKK, W
NOANEXUT NpeacTaBneHntio no TpeboBaHUIO YNONHOMOYEHHOro opraHa CTpaHbl, B KOTOPYHO
BBO3UTCS fleKapCTBEHHbIN Npenapar;

FTAPAHT:

Cm. AOMUHUCTPATMBHBLIA pernaMmeHT no npeacrtaeneHmio  MuHnpomTtoprom Poccun



rocydapCTBEHHOW YyCryrM MO Bbldaye [AOKYMEHTa, KOTOpbIA MoATBepXaaeT, udTo
NPON3BOACTBO NIEKAapCTBEHHOrO npenaparta Anst MeAUUUHCKOTO NPUMEHEHNSsT OCYLLECTBIIEHO
B COOTBETCTBMM C TpeboBaHWsSIMM MpaBUN Hagnexallen NpPou3BOACTBEHHOW MPaKTUKW, U
NOANEXWUT NPeACcTaBneHnto No TpeboBaHU0 YNOTHOMOYEHHOIO OpraHa CTpaHbl, B KOTOPYHO
BBO3MTCS NEKAPCTBEHHbIV Npenapart, YTBEPXXAEHHbIN npukasom MuHnpomTtopra Poccum ot
31 pekabps 2015 . N 4369

MHdopmaumns 06 usmeHeHusix:

@eldeparibHbiM  3akoHoM om 13 uronsa 20152, N 241-®3 e nyHkm 10.2 cmambu 5
Hacmosiuwe2o PedepasibHO20 3aKoHa 8HECEeHbl U3MEHeHUs

CmM. mekcm nyHkma e rnpedbidywed pedakuuu
10.2) Bblgava, yCcTaHOBMNeHWe nopsiaka Bbligaydn U opMbl JOKYMEHTa, codepXallero
CBeAEHUs O CTaausaX TEXHOMOrMYEeCKoro npouecca Nnpon3BoaCcTBa NekapCcTBEHHONO cpeacTea
AN MeOVUMHCKOro MpUMEHEeHUs, OcCYyLLeCcTBNseMblX Ha Tepputopuu EBpasunnckoro
9KOHOMMYECKOr0 COH33a;
FTAPAHT:

CM. AOmuHucTpatmBHbIN  pernameHT MwuHnpomTopra Poccum no npeaocTaBneHuto
rocygapCTBeHHOM YCryrn Mo Bblgave [OOKYMEHTa, COoAepXalero cBefeHuss O CcTagusix
TEXHOMNOrM4YeCcKoro npouecca nNnpoM3BoACTBa fIEKAPCTBEHHOIO cpeacTea ANst MeanLUMHCKOro
NPUMEHEHNSH, OCYLLECTBNSEMbIX Ha TeppuTopunM EBpPasMnCKOro 9KOHOMWYECKOrO COH3a,
yTBEpPXAEHHbIN npukazom MunnpomTtopra Poccum ot 31 aekabps 2015 r. N 4368

11) cosgaHve COBETOB MO BOMPOCaM, CBSA3aHHbIM C oObpalleHMeM neKapCTBEHHbIX

CpeacrTs;
12) aTTectauusa u ceptudunkaumsa cneunanmcTos;
13) yTpaTtun cuny;

MHdopmauumsa 06 nameHeHusx:
CmMm. mekem nyHkma 13 cmambu 5

@eldeparibHbIM 3aKkoHOM om 22 Oekabps 2014 2. N 429-®3 nyHkm 14 cmambu 5
Hacmosiwezo @edepasibHO20 3aKOHa U3/I0XKeH 8 Hosou pedakyuu, ecmynarouwed e cusny ¢ 1
urons 2015 a.

CmMm. mekcm nyHkma e rnpedbidyuwiel pedakyuu

14) ocywecTBrneHne hapMmakoHaa3opa;

15) yyactne B MeXxgyHapogHOM COTPYAHUYECTBE;

16) nonyyeHve noO  3anpocam  YMNOSIHOMOYEHHOro  doedepanbHOro  opraHa
WCMONHUTENbHOM BRacTu OT OpraHoB WCNOMHUTENbHOW Bractn cybbektoB Poccunckon
depepaumm, a Takke OT CyObeKkTOB ObpalleHUs nekapCTBEHHbIX CPeacTB AN MEOULMHCKOTO
NPUMEHEHNA UWHGOPMaUUKM MO BOMpPOCaM YCTAHOBMNEHUS W MNPUMEHEHUST LEH Ha
nekapCTBeHHble npenapaTbl U HagbaBoK K HUM;

17) NnpUMeHeHne Mep OTBETCTBEHHOCTU 3a HapyLLEHME 3akoHoAaTenbcTBa Poccnmnckon
depepaumm;

MHdopmaumsa 06 namMeHeHusx:
®edeparnbHbiM 3aKkoHoM om 22 Oekabps 2014 e. N 429-®3 cmamesi 5 Hacmoswezo
®edeparnibHo20 3aKoHa doriofiHeHa ryHkmom 18, ecmynarowum 8 cusy ¢ 1 urons 2015 e.

18) yTBepxaeHwe npaBun  Hagnexawen nabopaToOpHOW MPaKTUKK, NpaBusl
Hagnexawemn KINMHMYECKOW NPaKkTUKW, NpaBusl Hagnexalwen npousBOACTBEHHOW MPaKTUKW,
npaBsus Hagnexallen NPakTUKN XpaHeHUs 1 NepeBO3KN NeKapCTBEHHbIX NpenapaToB, NpaBus
Hagnexawen OuCTpubbIOTOPCKOM MNPaKTUKW, MNpPaBusl Hagnexalwen anTeyHoOM NpPaKTUKK,
npasus Hagnexawen npakTukM apmakoHagsopa JflekapCcTBEHHbIX MpenapaToB  Angd
MEANLNHCKOrO NPUMEHEHWS;



MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHoM om 22 Oekabpsi 2014 2. N 429-©3 cmambsi 5 Hacmosuwezo
®edeparnibHO20 3aKoHa doriosiHeHa ryHkmom 19, ecmynarowum 8 cusy ¢ 1 urons 2015 e.
19) ycTaHoBneHuve nopgagka  OPMUPOBAHUA  PEMMCTPALMOHHONO [OOCbe  Ha
nekapcTBEHHbIV nNpenapaTt n TpeboBaHMi K JOKyMEHTaM B ero cCoCcTaBe;

MHdopmaumns 06 usmeHeHusix:

®edeparibHbiM 3akoHoM om 22 Oekabpsi 2014 2. N 429-©3 cmambsi 5 Hacmoswezo
®edeparnbHo20 3aKoHa dorosiHeHa ryHkmom 20, ecmynarouwum 6 cury ¢ 1 urons 2015 a.
20) yTBepxaeHue npasusi paumoHanbHOro BbibOpa HaMMEHOBaHWU JEeKapCTBEHHbIX
npenapaTtoB AN9 MEANLUHCKOro NPpUMEHEHUS;

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3aKkoHoM om 22 Oekabps 2014 e. N 429-®3 cmamesi 5 Hacmoswezo
®edeparnibHO20 3aKoHa doriofiHeHa ryHkmom 21, ecmynarowum 8 cusy ¢ 1 urons 2015 e.
21) yTBEpXOEHUE rnepeyHs HaMMeHOBaHUIN NIeKapCTBEHHbBIX OPM;

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3aKkoHoM om 22 Oekabps 2014 e. N 429-®3 cmamesi 5 Hacmoswezo
®edeparnibHO20 3aKoHa Q0roJIHeHa MyHKmMom 22, ecmynarowum 8 cury ¢ 1 urons 2015 e.
22) hbopmupoBaHMe peectpa TUMOBbLIX MHCTPYKUMA NO MEAULMUHCKOMY MPUMEHEHNIO
B3aMMO3aMeHSAEMbIX JIEKAaPCTBEHHbIX NpenapaTos;

MHdopmaums 06 usmeHeHusix:

®edeparibHbIM 3akoHoM om 22 Oekabpsi 2014 2. N 429-©3 cmambsi 5 Hacmoswezo
®edepanbHo20 3aKoHa Q0orosIHeHa rnyHKmom 23, ecmynarouwum 8 cuny ¢ 1 urons 2015 a.
23) yTtBepxaeHue TpeboBaHUA K WHCTPYKUMM MO MEOULUHCKOMY MNPUMEHEHUIO
NEeKapCTBEHHbIX MpenapatoB W K WHCTPYKUMWM MO  BETEPUHAPHOMY  MPUMEHEHUIO
rNeKkapCTBEHHbIX NpenapaTos;

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHoM om 22 Oekabpsi 2014 2. N 429-©3 cmambsi 5 Hacmoswezo
®edepanbHo20 3aKoHa Q0MnosIHEHa nyHKmMom 24, ecmynarouwum 6 cuny ¢ 1 urons 2015 a.

24) nocynebHoe 3aKkpbITUe CanToB, CoOAepXKaLLiMX MHAOPMALMIO O PO3HUYHON Npoaaxe
ANCTAHUMOHHBIM Ccnocobom, npeasiokeHne o npuobpeTeHun AUCTaHUMOHHBLIM CMOCOOOoM,
AO0CTaBKe ANCTAHLUMOHHBIM Cnocobom u (Mnn) nepegade U3nN4ecKoMy nuuy ANCTaHUNOHHBIM
CNocoBbOM fEeKapCTBEHHbIX MNpenapaToB, HAPKOTUYECKUX FEKApCTBEHHbIX npenapaToB U
NMCUXOTPONMHbIX JEKAPCTBEHHbIX MpenapaToB, 3a WCKIOYEHWEM CryvyaeB, YCTAHOBIIEHHbIX
MpaButenbcTBoM Poccurickon degepaumn.

MHdopmaumsa 06 nameHeHusx:

Cmambsi 5 dorioniHeHa ryHkmom 25 ¢ 29 Hosibpsi 2019 e. - ®edeparsibHbIl 3akoH om 28
Hos16psi 2018 2. N 449-@3

Cwm. 6ydyuwyro pedakyuro
FTAPAHT:

CM. KOMMeHTapun K ctaTbe 5 HacTosLero PegepanbHOro 3akoHa

MHdopmaumsa 06 namMeHeHusx:

®edepanbHbiv 3akoHom om 13 uronsa 2015 2. N 233-©3 Hacmosiwul ®edeparibHbil 3aKOH
ooronHeH cmamsbel 5.1
Cratba 5.1. [lepepada oOcCyWeCTBNEHUS MNOMHOMOYMIA defepanbHbiX OpraHoB
NCNOSTHUTENbHOM BriacT nNpu obpalleHnn nekapCcTBEHHbIX CPEACTB OpraHam
NcnonHuTenbLHon BrnacTn cybbektoB Poccunckon depepaumm
MonHomouns henepanbHbiX OPraHoOB MCMOMHUTENBHONW BRactTu npu obpaleHun



NeKapCTBEHHbIX CpeacTB, NpedyCMOTpPeHHble HacToswum defepanbHbiM 3aKOHOM, MOryT
nepegaBaTbCs ANl OCYLLUECTBIIEHUS OpraHaMm MCMNOSIHUTENbHOM BracTu CcybbekToB
Poccuinckon depepauum noctaHosneHnamn [lpasutensctBa Poccunckon depepaumn B
nopsgke, ycraHoBneHHoM depeparnbHbiM 3akoHOM OT 6 okTabpsa 1999 roga N 184-03 "O6
o6LWMX NPUHLUMNAX opraHM3alumm 3akoHOAaTENbHbIX (NPeaACcTaBUTENbHbBIX) U UCNONHUTENbHbIX
OpraHoB rocygapCcTBeHHON BracTtn cyobekToB Poccurckon ®epepauunn”.

FAPAHT:

CM. koMmeHTapum kK ctaTbe 5.1 HacTosiero PefgepanbHOro 3akoHa

Cratba 6. lNonHOMO4YMs oOpraHoB MCNOSHUTENBHOW Bractu cybbekta Poccuickon

depepaumm npu obpaLleHnn NekapCcTBEHHbIX CPeACTB

K nosiHomMo4nsim opraHoB MCNOSTHUTENBHOM BnacTu cybbekTa Poccunckon denepaumm
Npy obpaLleHnmn nekapcTBEHHbIX CPeaCcTB OTHOCATCSA:

1) paspaboTka M peanusauusi permoHarnbHbIX Nporpamm obecneyeHusi HaceneHus
NeKkapCTBEHHbIMU NpenapaTamu;

2) yCTaHOBfEHME NpeaeribHbIX pa3mMepoB ONTOBbLIX HaA0aBOK M NpeAesibHbIX pa3mepos
PO3HWNYHbIX HaAbaBOK K haKTUYECKUM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM MPOM3BOAUTENAMM
NeKapCTBEHHbIX MpenapaToB, Ha NeKapCTBEHHble MpenapaTtbl, BKMIOYEHHblE B MepeyeHb
XXN3HEHHO HEOOXOANMbIX N BaXXHEWNLLUNX NEKAPCTBEHHbIX NPEnapaTos;

MHdopmaumns 06 usmeHeHusx:

®edeparbHbiM 3akoHOM om 25 utoHs 2012 2. N 93-®3 e nyHkm 3 cmambu 6 Hacmosiw,eao
®edeparibHO20 3aKOHa BHECEHbI U3MEHEHUS

Cm. mekem riyHKma 8 rnpeobidyuwel pedakuuu
3) ocyLecTBNeHne permoHanbHOro rocy4apCTBEHHOro KOHTPONS 3a NpUMEHEHNEM LieH
Ha neKkapCTBEHHble npenapaTtbl, BKMIOYEHHblE B MepeyvyeHb >XU3HEHHO HeobXOoAWMbIX |
BaXXHENLUNX JeKapCTBEHHbIX MNpenapaToB, OpraHM3auMsMu ONTOBOW TOProBv, anTeYHbIMU
opraHusaunamy, WHAMBMAYyarnbHbIMW NpeanpuHUMaTens M, UMEKLWMMN  JNIMUEH3NI0  Ha
(hapmaueBTUYECKYIO OeATENbHOCTb;

MHdopmaumsa 06 nameHeHusx:

Cmambs 6 donosiHeHa ryHKmom 4 ¢ 1 aHeaps 2018 a. - ®edeparibHbIl 3akoH om 29 urons
2017 2. N 242-@3
FTAPAHT:

MonoxeHns nyHkTa 4 ctatbn 6 (B pepakuum degepanbHoro 3akoHa oT 29 wmonsa 2017 .
N 242-®3) B 4acTu, KacawLwenca popMmMpoBaHNSa 1 Bblgaun peLenToB Ha JNleKapCTBEHHbIE
npenapaTbl, COAepXalMe Ha3Ha4YeHue HapKOTUYECKMX CPeacTB UMM MCUXOTPOMHbIX
BeLLEeCTB, B hopMe 3MEKTPOHHbIX JOKYMEHTOB, NpuMeHsatoTcs ¢ 1 aHBapa 2019 r.

4) npuHATHE peweHus o0 MCnonb3oBaHUM Ha TeppuTopun cybbekta Poccumnckon
depgepaumm Hapsgy C peuentaMmyv Ha NekapcTBeHHble npenapaTbl, O(OpPMAEHHbIMU Ha
Oyma)kHOM HocuTene, peLenToB Ha NekapCTBEHHble npenapaTbl, COOPMUPOBAHHbIX B opme
3NIEKTPOHHbIX JOKYMEHTOB.

FTAPAHT:

CM. KoMmeHTapum K ctatbe 6 HacTosiwero ®egepanbHOro 3akoHa

NnaBa 3. NlocypaapcTBeHHan cpapmakones

Cratba 7. PaspaboTtka u wu3gaHue rocyaapcTBEHHOW dapMakoneun, pasmMelleHune
JaHHbIX O Hen



1. lMNMopg rocygapcTBeHHOM hapmakoneen NOHUMAaEeTCA CBOA OO0LMX dpapMakonenHblx
cTaten n dapMakonemnHsix ctaTen.

MHdopmaumns 06 usmeHeHusix:

@®edeparibHbiM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 e vacmb 2 cmambu 7
Hacmosiueao PedeparibHO20 3aKOHa 8HECEHbI UBMEHEHUSs, scmyrnatowue 8 cusy ¢ 1 urons
2015 a.

CmMm. mekcm 4yacmu 8 rpeodbiOywel pedakyuu
2. PaspaboTtka obuwmx dapmakonemHblXx cTaten u apmakonenHblx cTaTen, B TOM
yucne papmMakonerHbix cTaTen Ha hapmakonenHble cTaHgapTHbIE 00pasLbl, U BKNIOYEHNE UX
B rOCydapCTBEHHYK (pbapmakonew OCYyLWeEeCTBAATCA B MOpsdke,  YCTaHOBMEHHOM
YNOSTHOMOY€EHHbIM dhefiepanbHbIM OPraHoOM UCMONHUTESTbHOW BIiacTu.

MHdopmaumsa 06 nameHeHusx:

®edeparibHbiM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 e yacmb 3 cmambu 7
Hacmosiuweao PedeparibHO20 3aKOHa BHECEHbI UBMEHEHUS, scmyrnatowue 8 cusy ¢ 1 urons
2015 a.

CmMm. mekcm 4acmu 8 rpeobidyweli pedakyuu

3. PaspaboTka hapmakonenHon ctaTbh Ha pedepeHTHbIN NIeKapCTBEHHbIN NpenapaT n
BKMOYEHNE ee B rOoCydapCTBEHHYK apMakonew B TeyeHue Cpoka [OeWCTBUA 3aluThbl
UCKMIOYNTENBHOMO MnpaBa, YAOCTOBEPEHHOrO MAaTEHTOM Ha pedepeHTHbIN JIeKapCTBEHHbIN
npenaparT, OCYyLLEeCTBASATCA C cornacua ero paspaboTyumka.

4. TocymapctBeHHas apmakornes wms3fgaeTcs  YrnorHOMOYeHHbIM  hefepalibHbIM
OpraHoM MCMOMHUTENBbHON BacTu 3a CYET CcpeacTB degepanbHoro Gwompkera U nognexut
nepensgaHnsiM He pexe Yem OOuH pa3 B NATb NeT, B Nepuoa Mexay KOTopbiMU M34atoTcs
NPUMNOXEHNA K rocyAapCTBEHHOM dapmakonee, cogepxawme obwme dapmakonenHble
ctatbu n (Unn) pbapmakonenHble CTaTbW, YTBEPXKAEHHbIE NOCNEe U34aHUa Unu nepensgaHng
rocygapcTBeHHOM (hapmMakonemu.

5. YnonHomMmoueHHbI eageparnbHbli OpraH WCMOSTHATENBHOM BRacTu pasMellaeT
AaHHble O rocyfapCTBEHHOW dhapMakornee U NpUNOXeHUAX K HeW Ha CBOeM oduLmManbHOM
cante B ceTu "VIHTepHeT" B yCTaHOBIIEHHOM UM MOPSIKE.

FTAPAHT:

CM. koMMeHTapumn K ctaTbe 7 HacToswero ®enepanbHOro 3akoHa

MhaBa 4. rocyﬂapCTBeHHbIVI KOHTpPOJb npu oGpameval JNNeKapCTBeHHbIX cpeacTB

Cratba 8. JlMueHaupoBaHMe nMpPOM3BOACTBA  JIEKAPCTBEHHbLIX  CPeacTB W
drapmaLeBTUYECKON AeATENBHOCTU
1. JlnyeHampoBaHMe NpPomM3BOACTBA fEKAPCTBEHHbIX CPeACcTB U dhapmaueBTUYECKON
DEesATEeNbHOCTN OCYLLEeCTBNSAETCA B COOTBETCTBMM C 3akoHopaTernscTtBoM Poccuinckon
depepauymn.
FTAPAHT:
Cm. T[lonoxeHne O nNUUEH3MPOBaHMM  MNPOU3BOACTBA  JIEKAPCTBEHHbLIX  CPEeAcCTB,
yTBepxaeHHoe nocrtaHoBreHnem lNpasutensctea PO ot 6 nona 2012 r. N 686
2. OO6s3atenbHbiM  YCrOBMEM MNPedoCTaBfEHUA JULUEH3UM Ha NPOM3BOACTBO
NEeKapCTBEHHbIX CPEeACTB SABNAETCA MNPUMIOXKEHWE K 3asiBNEHU0 couckaTens nuueH3un
nepeyvHsi fiekapCTBEHHbIX hopMm u (Mnn) BUMOOB (hapmaueBTuyecknx cybcTtaHumii, KOTopble
NpoM3BOAMTESb NIEKAPCTBEHHbLIX CPEACTB HAMEPEH NPOUN3BOAMUTD.
3. B cnyyae Heo6xoaAnMMOCTU pacluMpeHusi NPOM3BOACTBA JIeKapCTBEHHbIX CPEeACTB 3a
CYeT HOBbIX NTEKapPCTBEHHbIX (OOPM N BUOOB (hapmaueBTUYECKUX CybCTaHUUM Npon3BoanTenb



NEeKapCTBEHHbIX CPeACTB  [AOMMKEH MOMyYuTb HOBYK JIMUEH3WIO Ha NPOM3BOACTBO
neKapCcTBEHHbIX CPeacTB.
FAPAHT:

CM. koMmMeHTapumn K ctaTbe 8 HacTosLero PefgepansHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHoM om 25 urwHsa 20122, N 93-©3 cmambs 9 Hacmoswezo
®edeparnbHO20 3aKOHa U3JI0XXeHa 8 HO8OoU pedaKyuu

CmMm. mekcm cmamabu 8 rnpedbidywet pedakyuu

Cratba 9. [ocygapCTBEHHbI  KOHTponb  (Hagsop) B cdepe  obpalleHus

neKkapCcTBEHHbIX CpeaCcTB

1. locymapCTBEHHbIN KOHTponb (Hag3op) B cdepe obpalleHnss nekapCTBEHHbIX
CcpeacTB BKIo4YaeT B cebsi:

1) NULUEH3NOHHBLIN KOHTPOSb B chepe Npou3BOACTBA NEKapCTBEHHbIX CPeAcTB M B
cepe apmaLeBTUHECKON OEATENBHOCTY;

2) dhenepanbHbi roCygapCTBEHHbIM Haa30p B cdepe obpaleHus nekapCTBEHHbIX
CpPeAacTs;

MHdopmaumsa 06 nameHeHusx:

@eldeparsibHbIM 3akoHOM om 22 Oekabpsi 2014 2. N 429-©3 yacmb 1 cmambu 9
Hacmosiweao ®edepasibHO20 3aKoHa OOMOJIHeHa MyHKmMom 3, ecmynarowum 6 cuny ¢ 1
urons 2015 e.

3) BbI6OPOYHBIV KOHTPOSb Ka4yeCcTBa NleKapCTBEHHbIX CPEACTB.

2. JIMLUEH3NOHHBIN KOHTPONb B Cepe NpOou3BOACTBA JIEKAPCTBEHHbLIX CPEeACTB U B
cthepe  (papmaueBTUYECKOW — OEATENbHOCTM  OCYLIECTBASETCA  YNOSHOMOYEHHbIMU
deneparnbHbIM OpraHOM WCMNOSIHUTENbHOM BRAAcTM W opraHaMy WCMNOMHUTENbHOM Bractu
cybbekToB Poccuickon defepaummn CorriacHoO MX KOMMNETEHUUM B nopsigke, yCTaHOBNEHHOM
depgepanbHbIM 3akoHOM OT 26 gekabps 2008 roga N 294-03 "O 3awmte npaB LPUONYECKUX
nuy W uMHOMBMAYanbHbIX MpeanpuHuMartenen npu  OCyLEeCTBNEeHUN rocygapCTBEHHOrO
KOHTpons (Hagsopa) U MyHUUMNAanbHOIO KOHTpornsa", ¢ y4eToM 0CoOBeHHOCTEN opraHusaumm u
NpoBedeHUs MpOBEPOK, YCTaHOBMEHHbIX denepansHbiv 3akoHoMm oT 4 mas 2011 roga
N 99-®3 "O nuueH3npoBaHuM OTAENbHbIX BUOOB AeATENbHOCTN".

FTAPAHT:

Cwm. ALMUHUCTPATUBHBLIN pernameHT NCNoSTHEHNA MwuHnpomTOprom Poccun
rocygapCTBeHHON (OYHKUUW MO OCYLLECTBEHUD NULEH3MOHHOIO KOHTPOSS AeATeSfIbHOCTU
No  NPOW3BOACTBY  JIEKAPCTBEHHbIX CPeacTtB  ANns  MEeAWUMHCKOTO  NPUMEHEHUs,
yTBepXAeHHbIN npukazom MunnpomTtopra Poccum ot 4 oktabps 2013 r. N 1607
3. ®epepanbHbI rOCYyOapCTBEHHbIM Haa3op B cdepe obpalleHns NeKapCTBEHHbIX
CpeacTB OCYLLECTBSAETCA YMNOHOMOYEHHbIMU (hefepanbHbiM1U OpraHaMmn MUCNoSTHUTENBHOM
BNacTu (ganee - opraHbl rocyfapCTBEHHOIO Haa3opa) COrflacHO UX KOMNETEHUUN B NOpsiake,
ycTaHoBneHHoM [paBuTtensctBoM Poccuickon egepauu.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHoM om 22 Oekabpss 2014 2. N 429-©3 uvacmb 4 cmambu 9
Hacmosiwezo ®edeparibHO20 3aKOHa U3/IoXeHa 8 Ho8ouU pedaKkuyuu, ecmynaroued 8 cusy ¢
1 urona 2015 a.

CmMm. mekcm Yyacmu 8 rpeodbiOywieli pedakyuu
4. depepanbHbIi rOCYAapCTBEHHLIM Haa30op B cdepe obpalleHnss nekapCTBEHHbIX
CpeacTB BKIOYaeT B cebsi:
1) opraHusauuio 1M NpoBedeHME NPOBEPOK cobnogeHus cybbektamu obpaleHus



NeKapCTBEHHbIX CPeacTB YCTaHOBMEHHbIX HacTosAWwmnM degepanbHbiM 3aKOHOM Y MPUHATBIMA
B COOTBETCTBUN C HUM MHbIMU HOPMAaTUBHbLIMW NMpaBoBbIMM akTamn Poccunckon depepaumm
TpeboBaHNMN K AOKIIMHUYECKMM WCCNEeOOBaHUSM JeKapCTBEHHbLIX CPEACTB, KIMHUYECKUM
nccnegoBaHMsIM NEKapCTBEHHbIX MPenapaTtoB, XpaHEHMIO, NepeBO3ke, BBO3y B Poccuickyto
depepaumio, OTAYCKY, peanu3aunm nekapcTBEHHbIX CPeACTB, NMPUMEHEHUIO NeKapCTBEHHbIX
npenapaToB, YHUYTOXEHUKO  JIEKApCTBEHHbIX CPEACTB, a Takke  cobnwogeHus
YNOSTHOMOYEHHBIMW OpraHamu UCNONHUTENBHOW BriacTu cybbekTtoB Poccuinckon depepaunm
METOANKN YCTaHOBIIEHUSA MpederibHbIX pPa3MepoB OMTOBbLIX HaabaBoK W npeaeribHbIX
pasMepoB pPO3HWUYHbIX HaAbaBOK K (PaKTUY4ECKMM OTMYCKHbIM LieHaM, YCTaHOBEHHbIM
NPON3BOOUTENSAMN  NEKAPCTBEHHbIX MNpenapaToB, Ha JIEKAPCTBEHHbIE  npenaparhl,
BKINIOYEHHbIE B MNepeyeHb JKMU3HEHHO HeobXoAUMbIX W BaXXHEWULIMX FeKapCTBEHHbIX
npenapaToB (aanee - obs3artenbHble TpeboBaHNS);

2) opraHuMsauuio 1 npoBefeHMe NPOBEPOK COOTBETCTBUS NEKApCTBEHHbIX CPeacTs,
HaXOAALMXCS B rpaXkgaHCKOM 000opoTe, yCTaHOBNEHHbIM TPEOOBAHNAM K UX KQYECTBY;

MHdopmaums 06 nsmeHeHusix:

Hacmb 4 OononHeHa nyHkmom 2.1 ¢ 7 sHeaps 2019 e. - ®edeparsibHbil 3akoH om 27
Oekabpsi 2018 2. N 511-@3

2.1) npoBefeHMe KOHTPOSIbHbIX 3aKyMOK B Liensx NpoBepku cobniogeHns cybbektamm
obpalleHna  nekapCTBEHHbIX CPeACTB,  OCYLWECTBAAWUMA  PO3HUYHYKD  TOProBIO
NeKapCcTBEHHbIMX nNpenapataMmn  Ans  MeAUMUMHCKOrO MpUMEHEHUs, npaBun  OThycKa
NeKapCTBEHHbIX MpenapaToB ANa MegUUMHCKOro MpUMEeHeHust 1 (unu) sanpeta npopaxwu
hanbCUULUNPOBAHHBIX fIEKAPCTBEHHbIX CPeAcTB, HegoOpOKayeCTBEHHbIX JleKapCTBEHHbIX
CpeacTB M KOHTpaaKTHbIX NeKapCTBEHHbIX CPEACTB;

3) opraHusaumto n nposegeHne apmakoHaasopa;

4) npumMeHeHMe B nopsagke, YCTaAHOBMEHHOM 3akoHOAAaTeNbCTBOM Poccumnckon
depepaumn, Mep MO NpeceyvYeHno BbISBMEHHbIX HapylleHu obsasatenbHbiX TpeboBaHun n
(Mnun) ycTpaHeHuo NocneacTBUA TakuxX HapyLleHUW, B TOM 4YUCHEe MNPUHATUE peLleHns o
HaxXoX4eHUN NeKapCTBEHHbIX CpeacTB B obpalieHun, Bbigady npegnucaHun ob yctpaHeHum
BbISIBIIEHHbIX HapylleHun obsasaTenbHblX TpeboBaHWMM U MpuBreYeHne K OTBETCTBEHHOCTU
NN, COBEPLUMBLLMX TaKMe HapyLUEeHUS.

MHdopmaumns 06 nsmeHeHusix:

®edeparibHbIM 3akoHOM om 22 Odekabps 2014 2. N 429-©3 yacmb &5 cmambu 9
Hacmosiweao ®edeparibHO20 3aKOHa U3/IoXeHa 8 Ho8oU pedaKkuyuu, ecmyratouwel 8 cusy ¢
1 urons 2015 a.

CmM. mekcm 4yacmu 8 rpeOdbiOywel pedakyuu

5. ®epepanbHbI rOCyAapCTBEHHbIM Haa3op B cdepe obpauleHuss fiekapCTBEHHbIX
CpedCTB OCYLUeCTBNSAETCA B nNopsake, ycTtaHoBrieHHOM degepalibHbIM 3aKOHOM OT 26
aekabpsa 2008 roga N 294-03 "O 3awuTe npaB OPUANYECKUX NUL U MHOUBUOYASbHbIX
npegnpuHMmaTene npu  OCYLECTBNEHMM TOCYOApPCTBEHHOIO KOHTpons (Hagsopa) Wu
MYHUUMNANbHOrO KOHTPoOns", C y4eTOM OCOBEHHOCTEN, YCTAHOBMEHHbIX HaCTOSALWEN CTaTben.
lMpenoBapuTenbHOe corfacoBaHMe C OpraHamuM NPOKypaTypbl CPOKOB  MNPOBEOEHMS
BHEM/AHOBOW MNPOBEPKN CYyOBLEKTOB OOpalleHns nekapCcTBEHHbIX CPeAcTB, a Takke
npegBapuTenbHOE yBe4OMIIEHME IOPUANYECKUX NNL, MHANBUAYANbHbBIX NpeanpuHUMaTenen o
Havane npoBefdeHus 3Ton NpoBepkn He Tpebyetcs. OpraHbl NPOKypaTypbl U3BELLAKTCA O
NPOBEAEHUM BHEMNMAHOBOMW MNPOBEPKM CYObEKTOB OOpalleHns nekapCTBEHHbIX CpPeacTB
NOCpPeACTBOM HanpaBlieHUs COOTBETCTBYHOLLMX AOKYMEHTOB B TeyeHue Tpex paboumx gHen c
MOMEHTa OKOHYaHNA NPOBEAEHUS YKa3aHHOW BHEMMAHOBOW NPOBEPKN.

6. [JOSMKHOCTHbIE N1ua opraHa rocyfapCTBEHHOro Haa3opa B nopsaake, yCTaHOBIEHHOM
3akoHogaTtenbcTBoM Poccuinckon ®epepaumm, UMEKOT Npaso:



1) nonyyaTb Ha OCHOBAHWN MOTMBMPOBAHHbLIX MUCbMEHHbLIX 3aMpPOCOB OT CyObLEeKTOB
obpalleHnss nekapCTBEHHbIX CPEeACTB, OPraHOB WCMOSNHUTENbHOW BRacTn CcybbekToB
Poccuiickon ®egepauumn n opraHoB MECTHOIO CaMOyNpaBieHUs OKYMEHTblI U MHCpOpMaLmIo
no BonpocamM obpalleHns NeKkapCTBEHHbIX CPeacTB;

2) ©GecnpensTCTBEHHO MO npeabsBNEeHUN CnyXebHOro yaoCTOBEPEHUS M KOMUU
npukasa (pacnopsbkeHusl) opraHa rocyagapCTBEHHOro Haa3opa O Ha3Ha4yeHMM MNPOBEPKM
nocewiatb ncnonb3yemble topPUANYECKNMM nuuamn, NHANBMAYaNbHBIMN
npeanpvHMMaTensmu, SBNALWMMNCS cybbekTaMmm obpalleHns NekapCcTBEHHbIX CPeACTB, Mpu
OCYLLIECTBMNEHNN CBOEN OEATENbHOCTM TEPPUTOPUN, 3O0aAHUS, MOMELLEHUSI U COOPYXKEHUS B
Lensx NPoBeAeHNs MepoNpPUSTUIA NO KOHTPOSIO;

3) nposoanTb OTOOP 06pPa3UOB fieKapCTBEHHbIX CPeacTB, NpefHasHayeHHbIX Ans
peanusauMm wn peanuayemblix cyObekTamu oOpalleHns neKkapCTBEHHbIX CpeacTB, AOns
NPOBEPKM UX Ka4yecTBa, MNPOBEOEHUSI WCCNEeAOBaHWN, WUCMbITAHUA B COOTBETCTBUM C
npasunamm otbopa o6pasuoB, yCTAHOBIEHHbIMU YNOJTHOMOYEHHbIM heaepanbHbIM OpraHoM
NCNONHUTENBHOW BNAacTw;

MHdopmaumsa 06 namMeHeHusx:

Yacme 6 OononHeHa nyHkmom 3.1 ¢ 7 sHeapsi 2019 e. - ®edeparibHbili 3akoH om 27
Oekabpsi 2018 2. N 511-@3

3.1) NpoBOAMTb  KOHTPOSibHbIE  3aKyMKM  NEKapCTBEHHbIX NpenapaTtoB A
MEeLMLUMHCKOrO MpUMEHEHUS B LENAX MpoBepku cobnogeHna cybbektamu obpalleHus
NEKapCTBEHHbIX CPeACTB, OCYLUECTBASWMMA PO3HUYHYIO TOPrOBMK NEKAapPCTBEHHbIMU
npenapatamu ans MeanUMHCKOro NpUMEHEHWs, NpaBui OTNYyCKa NekapCTBEHHbIX NpenapaToB
ANs MEeAUUMHCKOro MnpuMeHeHust 1 (unu) 3anpeta npogaxu danbcnurumpoBaHHbIX
NeKapCTBEHHbIX CPeACcTB, HeJoOPOKAYECTBEHHbIX NEKAaPCTBEHHbIX CPEACTB U KOHTPAaKTHbIX
NEeKapCTBEHHbIX CPEACTB;

4) BblgaBaTb cybbekTam oOOpalleHns nekapCTBEHHbIX CPEACTB nNpeanucaHus o
NpekpaweHnn HapylweHui obsasatenbHbiX TpeboBaHUMM M 00 yCTpaHEHUM BbISBIIEHHbIX
HapyLeHun obasatenbHbIX TpeboBaHui;

5) HanpaBnsTb B YNOSIHOMOYEHHbIE OpraHbl MaTtepuarbl, CBA3aHHblE C HapPYyLUEHUSAMU
oba3aTenbHbiXx TpeboBaHW, ANA peLleHns BONPOCOB O BO30YXOEHWW YrofoBHbIX Aen Mo
npu3Hakam NPecTynieHnn.

MHdopmaumsa 06 namMeHeHusx:

®eldeparnbHbiM 3aKkoHoM om 22 Oekabps 2014 e. N 429-®3 cmamesi 9 Hacmoswezo
®edeparnibHO20 3aKoHa 0oriofiIHeHa Yacmbio 7, ecmynarouwed e cuny ¢ 1 uronsa 2015 a.

7. BblIOOPOYHBLIN KOHTPONb KayecTBa JI€KAapCTBEHHbIX CPEACTB OCYLLEeCTBSETCS
YNONHOMOYEeHHbIM dbefieparnbHbIM OPraHOM MCMOMHUTENBbHON BNAacTU B YCTAHOBIIEHHOM UM
nopsiake n BKo4YaeT B cebs:

1) obpaboTKy cBeaeHun, B 06s3aTeNbHOM MNOpsSiAKe NPeaoCTaBnsiEMbIX CyObeKkTamm
obpalleHnsa neKkapCTBEHHbIX CPeACTB, O CepusaX, MapTUsX JEKAapCTBEHHbIX CPeAacTs,
NOCTyNaLWnX B rpaxkgaHckmii obopoT B Poccuiickon ®epepauuu;

2) oTbop 06pa3LoB NekapCTBEHHbIX CPEACTB Yy CyObekToB ObpalleHNs riekapCTBEHHbIX
CPEeACTB B LEeNAX NpoBeAeHUs UCNbITaHUA Ha X COOTBETCTBUE TpeboBaHWSIM HOPMAaTUBHOM
AOKYMEHTauUn UM HopMaTUBHbBIX JOKYMEHTOB;

3) NpuHATME No pe3ynbTaTaM MNPOBEAEHHbIX MCMbITAHUN peLleHns O AarbHenweM
rpakgaHckom 060opoTe COOTBETCTBYHOLLErO NNEKAPCTBEHHOIO CPEeACTBa;

4) NpUHATME YNOMHOMOYEHHbIM beadeparnbHbIM OpPraHoOM WCMNOMHUTENBHOW BracTu
pelweHna O nepeBofe NeKapCTBEHHOro CpeacTBa Ha MOCEPUNHBLIN BbIGOPOYHbLIA KOHTPOISb
KayecTBa IeKapCTBEHHbIX CPeACTB B Cryvyae MOBTOPHOrO BbISIBNEHNA HECOOTBETCTBUS
KayecTBa NekapCTBEHHOrO CpeAcTBa YCTAHOBMEHHbIM TpeboBaHUAM U (Npu HEOBXO4MMOCTH)
O npoBepke cybbekTa obpaleHus nekapCcTBeHHbIX cpencTB. Pacxogpbl, CBs3aHHble C



nposeaeHnem I'IOCGpI/II?IHOFO Bbl60p0‘-IHOFO KOHTPOJIA KayecTBa JieKapCTBEHHbLIX CpencTB,
onlavymBaroTCA Mnpom3BoguTeEsNieM JieKapCTBEHHOIO cCpeacrtea nnbo aepxarenem unn
Bliagenbuem permctpaumMoHHOro ygoctoBepeHud nekapCrBeHHOro npenaparta.

TAPAHT:

CM. KoMMeHTapun K ctaTbe 9 HacTosLero PegepanbHOro 3akoHa

MnaBa 5. Pa3paboTka, JOKNTUHUYECKMe UccriefoBaHUsl IeKapCTBEHHbIX CPpeacTs, a
TaKkKe KNMHUYeCKne uccrefoBaHuUsA NieKapCTBEeHHbIX NpenapaTtoB ANl BeTepUHAPHOro
NpUMeHeHus

Cratba 10. PaspaboTka nekapCTBEHHbIX CPEACTB

1. PaspaboTka nekapCTBeHHbIX CpeacTB BkMo4YaeT B cebsa MOUCK  HOBbIX
hapMaKkonorM4eckn akTMBHbIX BELLECTB, MNOCMeaylLllee WU3yvyeHne WX JeKapCTBEHHbIX
CBOWCTB, AOKMMHUYECKME  UCCnegoBaHus, pas3paboTky  TEeXHOMorMi  nNpou3BOLCTBA
bapmaueBTU4eCcKnx cybcTaHuun, paspaboTky COCTaBOB M TEXHOMOrMM MNpPou3BOACTBA
NeKapCTBEHHbIX NpenapaTos.

2. ®nHaHcoBoe obecnedeHne pa3paboTky NekapCTBEHHbIX CPEACTB OCYLLECTBNSETCA
3a Ccyer:

1) cpencTB oeaepanbHOro GloaxeTa;

2) cpeacTB pa3paboTymMKoB NeKapCTBEHHbIX CPEACTB;

3) cpencts  npoum3BOAMTENEN  NEKAPCTBEHHbLIX CPEACTB  MpUM  BbIMOMHEHUN
Hay4HO-UccnegoBaTenbCcknx paboT no [OroBopy Mexay pas3paboTyMKOM NeKapCTBEHHbIX
CpeancTB 1 NPON3BOANTENEM NTEKAPCTBEHHbLIX CPEACTB;

4) MHbIX He 3anpeLLeHHbIX 3aKoHogaTenbcTBoM Poccunckon degepaumm MCTOHHUKOB.

3. [lpaBa paspaboTymka IEKapCTBEHHOIO CPEACTBa OXPAHATCA rpakgaHCKUM
3aKOHOOAaTENbCTBOM.

FAPAHT:

CmMm. kommeHTapum k ctatbe 10 HacTosiwero ®egepanbHOro 3akoHa

Cratba 11. [loknuHMYyeckoe wuccrnegoBaHWe NeEKapCTBEHHOrO cpeacrea  Ang
MEONLMHCKOro NpUMeHeHNs
1. [OKnuHuYyeckoe wuccrnegoBaHuMe IekapCTBEHHOrO cpeacTBa Ang MeOUUMHCKOro
NPUMEHEHNS NPOBOAMUTCA NyTEM NPUMEHEHNSA HAy4HbIX METOLOB OLEHOK B Lendax NonyyYyeHus
AokasaTenbcTB 6e3o0nacHOCTH, KavyecTBa U 3p(PEKTMBHOCTIN NIEKAPCTBEHHOIO CPEeACTBa.

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHoM om 22 Oekabpss 2014 2. N 429-©3 e vacmb 2 cmambu 11
Hacmosiuweao PedeparibHO20 3aKOHa BHECEHbI UBMEHEHUS, sacmyrnatowue 8 cusy ¢ 1 uronsa
2015 a.

CmMm. mekcm 4acmu 8 rpeobidyweli pedakyuu

2. [JOKNMHM4YeCcKoe uccrneaoBaHMe IeKapCTBEHHOro cpeactBa Anst MeAUMUMHCKOro
NMPUMEHEHNS MPOBOAUTCA B COOTBETCTBUM C MpaBunamu Hagnexawen nabopaTopHoOM
NPaKTUKN, YTBEPXXAEHHbIMW YMOJTHOMOYEHHbIM deaeparnbHbiM OpPraHOM MCMNONHUTENBHOM
BNacTMm.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHom om 2 urons 2013 2. N 185-03 e yacmb 3 cmambu 11 Hacmoswezo
®eldepalsibHO20 3aKOHa 8HeCeHbI U3MeHeHUs1, ecmyrnarouwue 8 cury ¢ 1 ceHmsbps 2013 .

CmMm. mekcm 4yacmu 8 rpeodbiOywel pedakyuu



3. [ina opraHusauumn 1 NpoBeaeHUs AOKMMHMYECKOTO UCCNenoBaHNA NieKapCTBEHHOIO
cpenctBa AN MeauMUMHCKOrO MpPUMEHEHUs pa3paboTyMKu NEKapCTBEHHbIX CPeacTB MOryT
npvBnekaTb Hay4HO-UccnegoBaTenbCkne opraHvsaumm, obpasoBaTesfibHble OpraHu3aumm
BbiCLLEr0 06pa3oBaHus, UMeEKLMne HeobxooMmyto MaTepuanbHO-TEXHUYECKYD 6asy wu
KBanMuUMpPOBaHHbIX CNeunanMcToB B COOTBETCTBYOLLEN 061acTh nccrnegoBaHus.

4. [loKnMHMYEeCKOe WCCrnedoBaHWE IeKapCTBEHHOro cpeactsa Ans MeAMLMHCKOro
NPUMEHEHNST NMPOBOAUTCA MO YTBEPXKAEHHOMY pa3paboTyMKOM neKapCTBEHHOro cpeacTea
NNaHy C BeOEHWEM MNPOTOKOMa 3TOro MCCNEAOBAaHUSA U COCTaBEHWEM OT4YeTa, B KOTOPOM
cogepxartcsa pesynbTaTbl 3TOr0 UCCreaoBaHWUs U 3aKoYeHne O BO3MOXHOCTU NpoBeAEHUS
KNMHMYECKOro UCCNeLoBaHMsA NEKapCTBEHHOIO nNpenapara Anst MeAULMHCKOrO NPUMEHEHMS.

MHdopmaums 06 usmeHeHusix:

@®edeparibHbiM 3akoHoM om 22 Oekabpsi 2014 e. N 429-©3 e vacmb 5 cmambu 11
Hacmosiueao PedeparibHO20 3aKOHa 8HECEHbI UBMEHEHUSs, scmyrnarowjue 8 cusy ¢ 1 urons
2015 a.

CmMm. mekcm 4yacmu 8 rpeOdbiOywel pedakyuu

5. MNpoBeaeHne NpoBepoKk CoObNIAEHUs NpaBul Haanexatlien nadbopaTopHON NPaKTUKK
M NPaBOBbIX HOPM UCMNOMb30BAHUS KMBOTHbIX NPU  NPOBEAEHUM  OOKITMHUYECKUX
nccrneaoBaHnn NeKapCTBEHHbIX CPeacTB AN MeAULMHCKOrO MPUMEHEHUsT OCYLLeCTBseTCH
YNOSTHOMOY€EHHbIM dhefepanbHbIM OPraHoOM UCMONHUTENbHON BriacTu.

6. Pesynbtatbl OOKMMHWYECKOrO MCCReAoBaHUA FeKapCTBEHHOro cpeacTsa  Ans
MEANLMNHCKOrO NPUMEHEHNA MOryT ObITb NpeacTaBneHbl B YNOMHOMOYEHHbLIN heaepanbHbIn
opraH WCMOMHUTENbHOM BflACTU B YCTAHOBMIEHHOM MOpsAKe B Lensx rocygapcTBEHHOM
perucrtpauum fiekapCTBEHHOro npenapara.

FTAPAHT:

CM. kommeHTapumn K ctaTbe 11 HacToswero ®efepansbHOro 3akoHa

Cratba 12. [JoknMHn4eckoe nccrnegoBaHne NnekapcTBEHHOro CPeacTBa U KIMHUYECKoe

nccrnegoBaHne fekapcTBEHHOrO Npenapara Ansa BeTepMHapHOro NpuMeHeHns

1. [oknuHmn4yeckoe wuccnegoBaHWe neKapCTBEHHOro CpeacTBa And BeTEpUHAapPHOro
NPUMEHEHNS NPOBOAMUTCA NMyTEM NPUMEHEHNSA Hay4HbIX METOLOB OLEHOK B Lendx nonyyvyeHus
aokasatenbcTB 6e3onacHoCTM, kadectBa U 3hEKTMBHOCTM JIEKAapCTBEHHOrO CpeacTBa, B
TOM 4ucne onpeaeneHnsa cpoka ero BbIBEOEHMS U3 opraHuaMa XWMBOTHOro, B Lendax
obecnevyeHna 6e30MacHOCTM MNPOAYKUMWN KMBOTHOMO MPOUCXOXAEHUS Mocne MNpUMeEHEHUs
COOTBETCTBYHOLLEro NekapcTBEHHOro npenapara.

2. [oknuHnyeckoe wuccrnegoBaHWe fEKapCTBEHHOIO CpeactBa WM KIMHUYECKoe
nccrnegoBaHue nekapCTBEHHOro npenapaTta Afnsi BETepUHAPHOro NpUMEHEHUs, nccriegoBaHme
BMO3KBMBANEHTHOCTY YKa3aHHOrO SIEKAapCTBEHHOIO nNpenapaTta NpoBOAATCS B COOTBETCTBUN C
npasunamMmu, yTBepXaeHHbIMU YNONMHOMOYEHHbIM doefiepalibHbIM OpraHOM WUCMONHUTESTbHON
BnacTu.

FAPAHT:

Cwm. MeTtoaun4yeckmne yKasaHus "lNpoBeneHne Ka4yeCTBEHHbIX nccnegoBaHum
OMO3KBMBANEHTHOCTU JEKAPCTBEHHbLIX CPeacTB", yTBepXaeHHble MuH3gpaBcoupas3BUTUS
Poccumn ot 30 aBrycta 2004 r.

3. [oknuHnyeckoe wuccrnegoBaHWe JIEKAPCTBEHHOIO CpeactBa M KIMHUYECKOe
nccrnegoBaHue nekapCTBEHHOro npenapaTa Ansg BeTEPUHAPHOro NpMMEHEHUst MPoOBOAATCS MO
YyTBEPXXAEHHOMY pa3paboTyMKOM NEeKapCTBEHHOIO CPeAcTBa MnaHy C BeAeHMEeM MPOTOKOMOB
3TUX WUCCReaoBaHUM U COCTaBIEHMEM OTYETOB, B KOTOPbIX COAEPXaTCA pe3yrnbTaTbl 3TUX
nccneaoBaHUn.

4. [Ins opraHnsaumm n npoBeaeHnsa OOKIMHUYECKOro UCCNeaoBaHUs NEeKapCTBEHHOrO



cpeacTBa M KIUHUYECKOro MCCreoBaHUsS NeKapCTBEHHOro npenapaTta Afns BeTepuHapHOro
NPUMEHEHNs pa3paboTuMK NeKapCTBEHHOro CpeacTBa MOXET MNpuBreKaTb OpraHusauuu,
umerwmne HeobxoaMmyro MatepuarnibHO-TEXHMYECKYD ©asy M KBannuuMpoBaHHbIX
crneumanucToB B COOTBETCTBYHOLLEN 061acTh UCCrneaoBaHus.

5. KnuHuyeckne wccnenoBaHusi NeKkapCTBEHHbIX MpenapaTtoB ANs BeTepUHAPHOro
NPUMEHEHNST MPOBOAATCA B  BETEPUMHAPHbIX OpraHu3aumsx W B OpraHu3auusx,
OCYyLLECTBNALNX pas3BedeHne, BblpalliMBaHne n cogepxaHme XXUBOTHbIX, B Llenax:

1) yCTaHOBMEHUA NEepeHOCUMOCTM FEeKapCTBEHHbIX MpenapaTtoB  340POBbIMU
XWBOTHbIMU;

2) nogbopa onTMManbHbIX LO3MPOBOK NIEKApPCTBEHHbIX NpenapaTtoB U Kypca NeyeHns
Ha KOHKPETHOW rpynne XMBOTHbIX C onpeaesieHHbIM 3aboneBaHnewm;

3) ycrtaHoBneHnsa 6e3onacHOCTM U 3PPEKTUBHOCTM NEKAPCTBEHHOrO npenapaTa,
npegHa3HayYeHHoOro And  fneveHna  onpeferieHHblx  3abonieBaHuMM  XUBOTHBIX, UK
3(PPEKTUBHOCTM NIEKAPCTBEHHOrO npenaparta Ans npodunakTuki 3abonesBaHUn 340pPOBbIX
XWBOTHbIX;

4)  n3y4deHUs  BO3MOXHOCTEMW  pacLUMpEeHUs  MOKasaHWn K MPUMEHEHUIO
3aperMcTpupoBaHHOro feKkapcTBEHHOro mnpenapata W BbISBIEHUA paHee HeU3BeCTHbIX
NOOOYHbIX AENCTBUN.

6. KnuHuyeckoe wuccnefoBaHvMe nekapcTBEHHOroO npenapata And BeTepuHapHOro
NPYMEHEHNS OCYLLLECTBNSETCA 3a CHET CpeacTB pa3paboTyumka fiekapCTBEHHOro cpeacTsa.

7. OT4yeTbl O pe3ynbTaTax OOKIIMHUYECKOrO UCCnenoBaHus nekapcTBEHHOro cpencTea
W KIMHUMYECKOTO  UCCNefoBaHWA  NeKapCTBEHHOro npenapata Ans  BeTepuHapHOro
NMPUMEHEHNS  COCTaBMATCA pa3paboTyMKOM  JfIeKapCTBEHHOrO0 CpeactBa € ydeToM
3aKNiYeHn opraHuMsauui, NpMHMMAaBLIMX y4acTue B OpraHusaumm u npoBeAEeHUUN ITUX
nccneaoBaHun.

8. KoHTposnb 3a npoBefeHneM LOKIUHUYECKUX UCCrefoBaHNN NEKApPCTBEHHbIX CPeacTB
N KITMHUYECKNX UCCreoBaHUN NekapCTBEHHbIX NpenapaToB A4S BeTepMHapHOro npuMeHeHns
OCYLLIeCTBNAETCHA YNONHOMOYEHHbBIM (beaepanbHbiM OpraHoM UCMOSNHUTENBHOMW BacTMy.

FTAPAHT:

CM. koMmmeHTapumn K ctaTbe 12 HacToswero ®efepanbHOro 3akoHa

MnaBa 6. OcyLwecTBNeHMe rocyaapcTBEHHOWN perucTpaumnm nekapcTBeHHbIX
npenapaToB

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHOM om 22 O0ekabps 2014 2. N 429-©3 cmamesi 13 Hacmosiuezao
®eldepalribHO20 3aKOHa U3/I0XeHa 8 Hoeou pedakyuu, ecmyraroweu e cuny ¢ 1 urns
2015 a.

Cm. mekcm cmamabu 8 rnpedbidyuwed pedakyuu
Cratbsa 13. [ocygapcTBeHHas perncrpaums nekapcTBeHHbIX NpenapaTos

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHom om 13 urons 2015 e. N 241-®3 yacme 1 cmambu 13 Hacmoswezo
®edeparnbHO20 3aKOHa U3/I0XXeHa 8 Ho8oU pedaKyuu

Cm. mekem dacmu 8 rpedbidywel pedakyuu
1. B Poccuickon degepaumm gonyckaroTcs NPpOU3BOACTBO, U3rOTOBIIEHNE, XpPaHEHME,
nepeBo3ka, BB03 B Poccuinckyto dPenepaunio, BbiBo3 U3 Poccunckon denepaunmn, peknama,
OTNyCK, peanu3aumd, nepegada, NpUMeEHeHUEe, YHUYTOXEHUEe JieKapCTBEHHbIX MpenapaTos,
€CNN OHU 3aperMcTpupoBaHbl COOTBETCTBYIOLUM YNOSTHOMOYEHHbIM dhefepanbHbiM OpraHoM



NCNOMHUTENbHOW BNacTM.

2. [ocypapcTBEHHOW pernctpauum nognexar:

1) BCe nekapcTBeHHble npenapaTbl, BNepBble nognexawue BBoOYy B obpalieHue B
Poccuinckon ®epepaunu;

2) nekapcTBeHHble npenapaTbl, 3aperncTpupoBaHHble paHee, HO Npou3BedeHHble B
APYrnx NeKapCTBEHHbIX dOpMax B COOTBETCTBUM C NEPEYHEM HAaMMEHOBAHUIN NEKAPCTBEHHbIX
dopM, B HOBOM [03MPOBKE MNpU [OOoKasaTenbCTBE €€ KIAMHMYECKOW 3Ha4YMMOCTU WU
3PP EKTUBHOCTH;

3) HOBble KOMBMHaLUNN 3aperMcCTpUPOBAHHbBIX paHee NekapCTBEHHbIX NpenapaTos.

3. [ocygapcTBEHHasa permcrTpauus fieKapCTBEHHbIX MpenapaTtoB OCYLLECTBSETCA MO
pesynbTaTtaMm 3KCrnepTu3bl JIeKapCTBEHHbIX CPeACTB, a rocygapCTBEeHHas perucrpauums
opdaHHbIX JIEeKapCTBEHHbIX MNpenapaToB OCYLECTBAAETCA MO pe3ynbTaTaM 3KCNepTU3bl
OOKYMEHTOB, MpeAcTaBfeHHbIX Ond  onpejeneHns  BO3MOXHOCTM  paccMaTtpuBaTtbhb
NEeKapCTBEHHbIN Npenapat Ans  MEeOUUUHCKOrO  MNPUMEHEHUS MpUM  OCYLLECTBIEHUN
rocygapCTBEHHOM perucTpaumMm B kadectBe opdpaHHOro fiekapCTBEHHOro npenapara, U no
pesynbTatam 3KCNepTu3bl NIEKapCTBEHHbIX CPEACTB.

4. locypapcTBeHHasi perucrtpaumsa fiekapCTBEHHOro npenapaTta OCyLWecTBnseTcs
COOTBETCTBYHOLLUMM YMONIHOMOYEHHbLIM hbedepanbHbIM OpraHOM WCMOMHUTENbHOW BRacTu B
CPpOK, He TnMpeBbllIalOWMA CcTa wWwectngecatn pabounx OHENn CcO  OHA  MPUHATUS
COOTBETCTBYIOLLErO 3asiBNEHMS O rOCYyQapCTBEHHOW  perucrpaumm  NieKapCTBEHHOrO
npenapaTta. B ykasaHHbIN CpOK BKMNOYaeTcs Bpemsi, Heobxogumoe [And MOBTOPHOrO
NPOBEOEHUS 3KCNEepTU3bl JIEKAPCTBEHHOINO CpeacTBa B COOTBETCTBMM CO cTaTben 25
HacToswero ®enepanbHoro 3akoHa. Cpok rocygapCTBEHHOW perncrpauum nekapcTBEHHOro
npenapata MWCYUCNSETCA CO AHA NPUHATUS  COOTBETCTBYHOLLUMM  YNOSTHOMOYEHHbIM
degepanbHbIM - OpraHOM  UCMOMHUTENBHOW  BfacTU  COOTBETCTBYIOLLErO 3asiBfieHUss O
rocygapCTBEHHOW perncTpaumm fekapCTBEHHOrO npenapaTta C NpUioXXeHnem HeobxoaMmblX
AOKYMEHTOB MO [deHb BbldayM pPerncTpaumoHHOro YOOCTOBEPEHUA  FeKapCTBEHHOrO
npenapata. Bpemsa, Heobxogumoe Ansi HanpaefeHWs YNONHOMOYEHHbIM doeaepasribHbIM
OpraHoOM MCMONHUTENbHOM BNacTy 3anpoca O npeacTaBneHMM HeobxoauMbIX MaTepuarnos U
npeacraBreHna 3asaBuUTeNeM OTBETa Ha AaHHbIWM 3anpoc B COOTBETCTBMU CO cTatbsamu 16, 19
n 23 Hactoswero ®PenepanbHOro 3akoHa, He Y4YuTblBaeTCs MNpU  UCHUCIIEHUU CPOKa
rocy4apCTBEHHOW perncTpaunmn nekapCTBEHHOro npenaparTa.

5. FocygapcTBEeHHOW perucTpauum He noasiexar:

1) nekapcTBeHHble npenapaTtbl, W3rOTOBMIEHHbIE aNTEeYHbIMW  OpPraHu3aumsMu,
BEeTEPUHAPHbIMK  anTeYHbIMU OpraHu3aunaMu, UHAUMBUAOYaANbHbIMU NpeanpuHUMaTENsSMu,
KOTOpble WMEKT JNMUEH3NI0 Ha dapMaueBTUYECKYD AeATeNbHOCTb, MO peuentam Ha
NeKapCTBEHHbIE NpenapaTtbl U TpPebOoBaHMAM MEAMUMHCKUX OpraHu3auun, BeTepUMHapHbIX
opraHmsauuu;

2) nekapCTBeHHbIE npenapaTbl, NpuobpeTeHHbIE PUNYECKMMN NMLaMN 3a npegenamm
Poccuinckon ®egepaunn n npegHasHadeHHble A IMYHOro NCNofib30BaHuS,

3) nekapcTBeHHble npenapartbl, BBO3UMble B Poccuiickyto ®eanepauunio ons okasaHus
MEAVNLUMHCKON MOMOLLM MO >KM3HEHHbIM MOKa3aHUSIM KOHKPETHOro naumeHTa Ha OCHOBaHUMU
paspelleHns, BblAAaHHOIO YMNOSIHOMOYEHHbIM efeparnbHbiM  OpraHoOM  UCMOMHUTESTbHON
BnacTu;

4) nekapcTBeHHble cpeacTBa, BBO3uMble B Poccuickyto degepaumio Ha OCHOBaHUM
BblAAHHOMO  YMOSIHOMOYEHHbIM  doefiepanbHbiM  OPraHoOM  MCMNOJSIHUTENBbHOMW  BRacTU
paspelleHnss W1 npeaHasHayeHHble Ans  NPOBEOEHUA  KIMHUYMECKUX  MccnegoBaHumn
NeKapCTBEHHbIX NpenapaToB U (MNK) NPOBEAEHUS IKCNEPTU3bI JIEKAPCTBEHHbBIX CPEeACTB ANs
OCYLLECTBMNEHNA rocyJapCTBEHHOW perncTpauumn nekapCTBEHHbIX NpenapaTos;

5) dhapmaueBTnyeckne cybectaHumu,



6) pagvodapMaueBTUYECKME  NEeKApCTBEHHble  MpenapaTbl,  M3roTOBMEHHbIE
HEMNOCPEACTBEHHO B MEOMUMHCKMX  OpraHu3auusix B nopsgke,  YCTaHOBIIEHHOM
YNOHOMOY€EHHbIM doefepanbHbIM OpraHOM UCMONTHUTENbHOW BNAcTy;

7) nekapcTBEHHbIE NpenapaTbl, NPOM3BOANMbIE AN IKCNopTa.

6. He gonyckaeTtca rocygapCcTBeHHas perncrpauns:

1) neKapCTBEHHbIX MpenapaTtoB, OTMMYAKOWMXCA Apyr OT Apyra KavyeCTBEHHbIM
COCTaBOM AENCTBYHOLLMX BELLECTB, NO4 OANHAKOBbIM TOProBbIM HAMEHOBaHUEM;

MHdopmaumsa 06 namMeHeHusx:
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2) ofHOro nekapcTBEHHOro npenaparta, nNpeaCcTaBNeHHOro Ha rocyaapCTBEHHYHO
perucTpaunio B OTHOLLIEHUN OAHOIO M TOrO Xe AepXaTens unu Bnagensua permcTpaumnoHHOro
yOOCTOBEPEHUSI NEKapCTBEHHOrO npenapata B Buae [ABYX W 06onee nekapCTBEHHbIX
npenapaTtoB NoAa pasnnyHbIMM TOProBbIMWA HAMMEHOBAHUSIMM.

7. Mo 3anpocy (B 9nNeKTpoHHOM dopme unm Ha OBymaxHOM HocuTene) cybbekta
obpalleHnsa nekapCcTBEHHbIX CPeACTB COOTBETCTBYIOLWMM YNOMHOMOYEHHbIM (hbeaepanbHbIM
OpraHoOM UCMOJSTHUTENbHOW BriacTh, OCYLLUECTBISIOWMM FOCYAapCTBEHHYIO perncrpaumio
NeKapCTBEHHbIX MNpenapaToB, B YCTAHOBMIEHHOM MM MOpPSiAKE OCYLECTBAAETCA HayyYHoe
KOHCYNbTUPOBAHME MO  BOMPOCaM, CBHA3aHHbIM C  MNPOBEAEHMEM  AOKINHUYECKUX
nccrnegoBaHMn, KIMHUYECKMX WCCREeoBaHUM  NEKapCTBEHHbIX nNpenapaTtoB, 3KCNepTu3bl
KayecTBa NeKapCTBEHHbIX CpeacTtB, 3EEKTMBHOCTN M BE30MacHOCTU, C OCYLLECTBIIEHNEM
rocygapCTBEHHOM  pernctpaumm  fiekapCTBEHHbIX  MpenapaTos. KoHcynbTupoBaHue
OCYLLECTBNAETCA C npuBnedeHnem enepanbHbiX  FOCYyQapCTBEHHbIX  BOHOAKETHbIX
yypexneHun, noaseaoMCTBEHHbIX AaHHOMY doeepasnibHOMY OpraHy UCMOSTHUTENbHOW BlacTu
M HE y4acTBYKOLINX B OpraHM3aumm npoBEeLEHUs SKCNEPTU3bl KayecTBa JIEKAPCTBEHHbIX
CpeacTB B Lendx OCYLEeCTBEeHUs UX rocyaapCTBEHHOM perncrpaumm B COOTBETCTBUM CO
ctatben 16 Hactoswero denepanbHOro 3akoHa, B Buae OTBeTa B MNMUCbMEHHOM hopme
YNOSTHOMOYEHHOIO dhefiepanbHOro opraHa WCMOMHUTENbHOW BRacTu Ha 3anpoc. Pasmep
B3MAeMoOW C 3asBUTENs nnaTtbl ONpeaensieTcsa B COOTBETCTBMM C 3aKOHO4ATESbCTBOM
Poccunckon depepauum 06 opraHuMsaumm  NpegocTaBrieHUss  FOCYOapPCTBEHHbIX U
MyHUUMNanbHbIX ycnyr. MHgopmauma o6 OCyLLeCTBNIEHMM HAY4YHOrO KOHCYNbTUPOBAHUSA, B
TOM 4ucne crtaTbn, 0O30pbl, CMNpaBO4YHble MaTepuanbl W WHas WHGopmaums o6
OCYLLECTBMIEHUN HAY4YHOrO KOHCYNbTMPOBaHUSA, pasMeLlaeTca Ha oduumanbHOM cante
YNOSTHOMOYEHHOIro defepanbHOro opraHa MCNosiHMTenbHOM Bnactn B cetu "UHTepHeT" €
cobnogeHnemM orpaHMYeHnn, yCTaHOBIEHHbIX 3aKOHOA4ATENbCTBOM O NEPCOHANbHbIX AaHHbIX,
KOMMepPYECKON 1 (Unn) rocyaapCTBEHHOW TarHe.

8. [ocymapcTBeHHasi perncrpaums  nekapCcTBEHHbIX  MNpenapaToB, KOTOpble
npegHasHayYeHbl Ang NPUMEHEHNS B YCITOBUSX BOEHHbIX AENCTBUI, Ype3BblHanHbIX CUTYaLNN,
NPOOUNAKTUKM N TeYeHus 3aboneBaHUn W MNOPAXKEHWUN, MOMYYEHHbIX B pe3ynbTaTe
BO34ENCTBMS HEDONAronpuATHbIX XMMUYECKNX, BUonormyecknx, pagumaumoHHbIX hakTopos, U
paspaboTaHbl N0  3agaHuio  dedepanbHblX  OpraHoB  MCMNOSIHUTENbHOW  BRacTw,
YNOSIHOMOYEHHbIX B obnactm 06OpoHbI  CTpaHbl KW ©e3omacHOCTM  rocygapcTea,
ocyLlecTBnAeTcqa B nopsiake, yctaHoBneHHoM [NpaButensctesoM Poccuinckon ®enepauuu.

FAPAHT:

CM. koMmmeHTapumn K ctaTbe 13 HacToswwero ®efepansHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edeparbHbiM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 cmambsi 14 Hacmosuwezo
®eldepanbHO20 3aKOHa U3/I0XKeHa 8 HOoBoU pedakyuu, ecmynarowel e cuny ¢ 1 urons



2015 a.

Cm. mekcm cmamabu 8 rnpedbidyuwed pedakyuu

Cratbsa 14. NpUHUMNbLI SKCNEPTU3bI NIEKAPCTBEHHbLIX CPEACTB

1. OKcnepTr3a NekapCTBEHHbIX CPeACTB OCHOBLIBAETCS Ha MPUHLMMIAxX 3aKOHHOCTH,
cobntogeHna npas u cBobog uyenoBeka W rpaxgaHwHa, npasB  OPUOMYECKOro nuvua,
He3aBUCMMOCTU 3KcnepTa, OOBLEKTUMBHOCTM, BCECTOPOHHOCTM M MOMHOTbI MUCCReaoBaHWUN,
NPOBOAMMbBIX C  WUCMOSIb30BAHWEM  COBPEMEHHbIX OOCTWXKEHUN HAyKM U TEXHUKM,
OTBETCTBEHHOCTU  befdeparibHOro  rocyaapCTBEHHOrO  OHOMKETHOro  ydpexgeHus  no
NPOBELEHNIO IKCNEPTU3bl NTEKAPCTBEHHbBIX CPEACTB M 3KCNEPTOB 3a NPOBEAEHNE N KaYyeCTBO
3KCNepTuU3bl.

2. 3OKcneptM3a feKapCTBEHHbIX MpenapatoB AN MEOUUUHCKOrO  MNpUMEHEHUs
BKMOYaeT B cebs:

1) 9KCnepTM3y [OOKYMEHTOB, MpeACTaBNEHHbIX ANA onpefeneHns BO3MOXHOCTU
paccMatpmBaTb JfIeKapCTBEHHbIM npenapaT Ansa  MeAUUMHCKOrO  MPUMEHEHUs  npu
OCYLLECTBMNEHNN TOCYOAPCTBEHHOW permctpaumMm B KadecTBe OpdaHHOro IekapCTBEHHOro
npenaparTa;

2) aKcnepTu3dy nNpensioKeHHbIX MeTOAOB KOHTPONSA KayecTBa JieKapCTBEHHOro
cpeaoctBa WM KadecTBa  NpeAcTaBrfieHHblX 06pasuoB  fleKapCTBEHHOro  cpefctBa  C
ncnonb3oBaHMeM 3TUX METOAOB (fanee - aKcrnepTu3a KayecTBa JiekapCTBEHHOrO CpeacTsa);

3) 9KCNepTU3dy OTHOLLUEHUS OXWOAeMOW MOofb3bl K BO3MOXHOMY PUCKY NPUMEHEHUSN
nekapCcTBEHHOro npenaparTa.

3. JkcnepTusa neKapCTBEHHbIX MpenapaToB ANs BeTepuMHapHOro nNpUMEHEHUN
BKIOYaeT B cebs aKcnepTusy KayecTBa fiekapCTBEHHOMO CpeacTBa U 3KCNepTU3y OTHOLLEHUS
OXngaemMom nosib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NIeKapCTBEHHOro npenaparTa.

FTAPAHT:

Cm. TlMonoxeHve o nopsake 3KCnepTusbl, WUCMbITAHUS W PerncTpauun BeTepuHapHbIX
npenapatoB B P®, yTtBepxaeHHoe [NaBHbIM roCcygapCTBEHHbIM  BeTEepUHapPHbIM
nHcnekTopom P® 3 oktsa6psa 1995 r.

CM. kKommeHTapum k ctatbe 14 HacTosiero ®egepanbHOro 3akoHa

Cratba 15. ®depepanbHOe rocygapCTBeHHOe OlooKeTHOe ydpexaeHue no
NPOBEOEHMIO KCMEPTM3bI NIEKAPCTBEHHbIX CPEACTB

JKcnepTrsa nekapCTBEHHbIX CPedcTB NpoBOAUTCA hefeparnbHbiM rocygapCTBEHHbIM
OOKETHLIM yYpeXaeHMEM COOTBETCTBYIOLWLEro YMNOHOMOYEHHOro denepanbHOro opraHa
NCMONHUTENbHOM BRacTu, CO34aHHbIM Ans obecneyeHust MCMNONHEHUsSI MONTHOMOYMIA 3TOro
denepanbHOro opraHa rno Bblgaye paspeLleHnin Ha nNpoBeaeHne KNUHNYECKNX nccregoBaHumm
NeKapCTBEHHbIX npenapatoB M (Unv) No rocygapCTBEHHOW pernctpaumm JiekapCTBEHHbIX
npenapaToB (ganee - 3KCNepTHOE yupexaeHue).

FTAPAHT:

CM. koMmmeHTapumn K ctaTbe 15 HacToswero ®efepanbHOro 3akoHa

MHdopmaumns 06 usmeHeHusix:

®edeparibHbiM 3aKoHOM om 22 Oekabpsi 2014 2. N 429-®3 HaumeHosaHue cmambu 16
Hacmosiweao ®edeparibHO20 3aKOHa U3/10)KEHO 8 HOBOU pedaKkuuu, ecmyrnarou,el 8 cusy ¢
1 urona 2015 a.

CM. mekcm HaumeHogaHUs 8 rpeobiOywel pedakyuu
Cratba 16. OpraHusaunsa npoBegeHUs 3KCNepTU3bl NeKapCTBEHHbIX CPEACTB
1. JOkcnepTu3a neKapCTBEHHbIX CPeAcTB MPOBOAUTCA KOMWUCCUEW 3KCNepToB



9KCMEPTHOro YYpexaeHusi, Ha3Ha4YeHHOW ero PyKOBOAMTENEM, Ha OCHOBaHMM 3afaHus Ha
NpoOBEeAEHME 3KCMEPTU3bl JIEKAPCTBEHHOIO CPEeacTBa, BbIAAHHOMO  YMOIHOMOYEHHbIM
denepanbHbIM OpraHoOM MCMNOSHUTENBbHON BriacTu. PykoBOAUTENb 3KCNEPTHOrO yypexaeHns
obecneunmBaeT Haanexawee nNpoBeOEeHNE IKCNEepTU3bl FEKApCTBEHHbIX CpeacTB B
COOTBETCTBMM C 3adaHWeEM, BblAaHHbIM YMOAHOMOYEHHbIM deaeparnibHbiM  OpraHoM
MCNOMHUTENBHOW BNAacTU, U OpraHM3yeT NoAroTOBKY CBOAHOMO 3aKMYEHUs 3TOM komuccuun. B
COCTaB 3TOW KOMWUCCUM MO PELUEHNI0 PYKOBOAWUTENSA IKCMNEPTHOro yypexaeHms MoryT ObiTb
BKJTFOYEHbI B KAYECTBE 3KCMEPTOB Nuua, He paboTaroLmne B JaHHOM 3KCNEPTHOM YUpEXOEeHNUN,
€ecnn nx cneuyunarnbHble 3HaHUSE HeobXo4MMbl NS MPOBEAEHUSA SKCNEPTM3bl U Takne aKCnepTbl
OTCYTCTBYIOT B JaHHOM 3KCMEPTHOM YYpPEXOEHMMN.

2. JkcneptoM NO NPOBEAEHUID IKCMEPTU3bl JIEKAPCTBEHHbIX CPeacTB SBNAETCA
aTTECTOBaHHbIN PAabOTHMK IKCMEPTHOIO YUPEXOEHNS, KOTOPbIA MMEET BbICLLIEE MEAUNLIMHCKOE,
apmaveBTU4eckoe, Ouonornyeckoe, BETEPUMHAPHOE WM XMMKU4Yeckoe obpasoBaHue U
NMPOBOANT 3KCNEPTU3Y NEKAPCTBEHHbIX CPEACTB B NMOPSIAKE MCMOMHEHUS] CBOUX OOIMKHOCTHBIX
obsi3aHHOCTEN (ganee - aKcnepT).

3. lpu npoBegeHnn 3KCNEpPTU3bl NEKAPCTBEHHbIX CPEACTB 3KCMEPT HE MOXeT
HaxoguTbCA B KakoW-nmbo 3aBMCUMMOCTM OT JNMua, Has3Ha4YMBLLEro 3Ty 3KCnepTusy,
paspaboTymka NekapCTBEHHOrO CpPeacTBa MMM APYIMX 3auMHTEpPECOBaHHbLIX B pesynbraTax
9KCNepTM3bl NuL,.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHoM om 25 Hosbps 2013 2. N 317-©3 vacmb 4 cmambu 16
Hacmosweao PedepalsibHO20 3aKOHa U3/1oXeHa 8 Ho8oU pedaKkyuu

CmM. mekcm 4yacmu 8 rpeodbiOywel pedakyuu

4. Tlpu npoBegeHMN IKCMNEPTU3bl JIEKApPCTBEHHbIX CPEACTB He JonycKkaeTcs
nctpebosatb y 3asBuTens nmMbo MHbIX UL MaTepuansl, Heobxoaumble ANs NPOBEeAEHUS
aKcnepTu3bl. B cnyyae HeagoCcTaToOMHOCTU NpeaCcTaBfeHHbIX 3KCNepTy MaTepuanoB Ans gadv
3aKNOYEeHNsT 3KCrepT CTaBWUT BOMPOC O NPeacTaBfieHUM emy HeobXxoauMMbIX MaTepuanos
nepen  pykoBoguTenemM  3KCNEepPTHOro  yyYpexaeHwus,  KOTopbld  obpawaetca C
COOTBETCTBYIOLUMM 3aNpoCOM B YMNOSTHOMOYEHHbIN hefeparbHbli OopraH MCNONHUTENbHON
BNacTu, BblAaBWWM 3adaHWe Ha npoBefeHMe 3KCNepTu3bl JeKapCTBEHHOro cpeacTsa.
YKkasaHHbIN heaepanbHbI OpraH UCNONTHUTENBHOM BNAcTN B TeYEHME NATU paboyumx aHEN co
OHSA NOCTYNMEeHNsa 3anpoca pyKoBOAUTENSA IKCMEPTHOrO yupexaeHus HanpasnseT 3adaBUTENo
3anpoc o npeacTasneHnn HeobxoamMmblx MaTepuanos. [aHHbIN 3anpoc MoXeT ObiTb NnepeaaH
YNOSTHOMOYEHHOMY MpPeacTaBuUTENIO 3asBUTENS NIMYHO MOA pacnucKy, HanpasfieH Mo noyte
3aKkasHbiM MUCbMOM WM NepedaH B 3MNEKTPOHHOW popMe No TerneKoOMMYHUKALMOHHbBIM
KaHanam cBa3u. B crnyvyae HanpaBneHusi 4aHHOro 3anpoca no novte 3akasHbliM MUCbMOM OH
cyMTaeTCs NonyyYeHHbIM N0 UCTEYEHUUN LECTN OHEN C AaTbl HanpaBneHWUs 3aka3Horo NMcbMa.

MHdopmaumns 06 usmeHeHusx:

®edeparibHbIM 3akoHoM om 25 Hosibpsi 2013 2. N 317-®3 cmamesi 16 Hacmosiwezo
®edeparnbHo20 3aKkoHa 0orosiHeHa Yacmebko 4.1
4.1. 3agsutenb o00s13aH nNpeacTaBuTb OTBET Ha 3anpoc  YNOSIHOMOYEHHOro
degepanbHOro opraHa WCMOMHUTENbHOM BNacTu B CPOK, HE MNpPeBbiakWNn OeBAHOCTA
pabounx OHEM CO [OHA €ero nonyyeHusi. YNOSHOMOYEHHbIN deaeparnbHblii - OpraH
NCMNOMHUTENBHON BNacTu, BblAABLUMA 3aaHNE HA NPOBeAEeHME 3KCMEePTU3bl NeKapCTBEHHOIoO
cpenctBa, B TeYeHue natm paboymx OHEW CO AHA NOCTYNSMEHMst OT 3asiBUTENd OTBeTa Ha
AaHHbIM  3anpoc HanpaenseT TakoM OTBeT B 3KCNepTHoe yypexaeHue. B cnyvae
HenpeacTaBneHns No UCTEYEHUN OEBAHOCTA pabounx OHEN 3asiBUTENeM OTBETa Ha OaHHbIN
3anpoc YMNoSIHOMOYEHHbIN bedepanbHbI  OpraH WCMOSIHUTENbHOWM BrliacTW, BblAaBLUWIA
3agaHne Ha NpoBedEeHME IKCNEPTM3bl NIEKAPCTBEHHOIO CPeacTBa, B TEYEHUE MATUM paboumx



OHel HanpaBnseT B OSKCMEPTHOE Yy4YpexaeHue yBeAOMIeHWe O HenpeacTaBneHnm
3afBUTENEeM OTBEeTa Ha 3anpoc ykasaHHOro opraHa. Bpemsi co gHs HanpaBneHnus 3anpoca
9KCMEPTHOro yYpexaeHus B yNonHOMOYEHHbIV deaepanbHbiii opraH UCMONHUTENBHON BNacTu
[0 [OHSA TMOMyYeHUss 3KCMEepPTHbIM Y4YpexOeHnem OTBeTa Ha 3anpoc WNM yBeOdOMIEHUS O
HenpeacTaBneHn OTBETa Ha 3anpoc He YYUTbLIBAETCH MPU UCUYUCIEHUM CpoKa NpoBeaeHUs!
3KCMepTU3bl NIEKaPCTBEHHOTO CpeacTBa.

MHdopmaumns 06 usmeHeHusix:

Cmambs 16 dononHeHa Yacmbto 4.2 ¢ 15 uroHsA 2018 2. - @edeparibHbIl 3aKOH 0m 4 UOHS
2018 2. N 140-®3
4.2. Ecnn B cOoCTaBe perMcTpaumMoHHOrO [OCbe Ha feKapCTBEHHbIM MNpenapart ans
MEeANLUNHCKOrO NPUMEHEHUST COOAEPXKNTCA NpeaycMoTpeHHas ctatben 18, yactetlo 1.1 cTtatbu
30 n crateen 34 Hactosiwero dPenepanbHOro 3akOHa KOMUSA peLleHUs YNOSTHOMOYEHHOro
defepanbHOro  opraHa WUCMOMHUTESNIbHOW BRactTM O NPOBeAEeHUW  MHCMEKTUPOBaHUSA
NpOM3BOOMTENS JEeKapCTBEHHbIX CPeacTB, 3KCNepTy A0 OoopMneHna pesynbTaTos
9KCNepTu3bl feKapCTBEHHOro CpeacTBa NpefocTaBndeTcs B MNopsigke M Ha  YCroBUSX,
KOoTOopble MpeaycMoOTpeHbl 4Yactamm 4 n 4.3 HacToswen cTaTbu, KOMUA 3akfoyvyeHnsa o
COOTBETCTBUN NPOU3BOAUTENS NIEKAPCTBEHHbIX CPeACcTB TpeboBaHMSAM npasusl Haanexawiemn
NPOV3BOACTBEHHON MPAKTUKW, BbIJAHHOIO YMNOSIHOMOYEHHbIM bedeparnbHbIM  OpraHoOM
NCNOMHUTENBHOW BNAcTW.

MHdopmaumsa 06 namMeHeHusx:

Cmamebs 16 OononHeHa Yacmbio 4.3 ¢ 15 uroHs 2018 2. - ®edeparibHbIU 3aKOH om 4 UOHS
2018 2. N 140-03
4.3. 3asButenb 006s3aH npeacTtaBuTb B YMNOSITHOMOYEHHbIN dhefepanbHbli opraH
MCMOMHUTENBHON  BNacTM  KOMWK  3aKMOYEHMSI O  COOTBETCTBMW  MPOU3BOAUTENS
neKapCTBEHHbIX CpeacTB TpeboBaHUAM Npasusl Hagnexawen npon3BoaACTBEHHON NPaKTUKN B
CPOK, HE NPEBbILLAKLLNA CTa BOCbMUAECATM paboumx OHEN CO OHS NONyYeHnsa 3anpoca o ee
npegoctaBneHnn. YNONMHOMOYEHHbIN  doedepanbHblii - OpraH  UCMOMNHUTENbHOWM  BRacTw,
BblAaBLUMIA 3aaHNe Ha NPOBEAEHNE IKCMEPTM3bl NNEKAPCTBEHHOIO CPEACTBA, B TEYEHNE NATU
pabounx OHeN Co OHA MNOCTYNNEeHUs OT 3adABUTENS KOMUWU 3aKMioYeHUA O COOTBETCTBUM
Npon3BOOUTENS  JIEKAPCTBEHHbIX  CPeacTB  TpeboBaHMAM  npaBun  Hagnexawien
NPON3BOACTBEHHOW MpPaAKTUKW, HanpaBndeT ee B 3KCNepTHoe yudpexaeHwe. B cnyyae
HenpeacTaBneHns 3asBMTENEM B YKa3aHHbIA CPOK KOMUM 3aKMYeHUst O COOTBETCTBUM
npou3BoAUTENS  NEKAapCTBEHHbIX  CpeactB  TpeboBaHmaAM  npaBuil  Hagnexawen
NPOV3BOACTBEHHOW MpPaKTUKM YNOMHOMOYEHHbIN hbefeparnbHbii OpraH WUCNOSTHUTESbHOM
BNacTW, BblAaBLWWM 3agaHWe Ha NPOBEeAEHME JKCNepTu3bl JIEKApCTBEHHOrO CpeacTBa, B
TeyeHne naATM paboumx AHEN HanpaBnseT B IKCNEPTHOE YYPEXOAEHWe yBEOOMIEHME O
HenpeacTaBneHMn 3asiBUTENEM KOMUM  3aKflOYEHUS O COOTBETCTBUM Npou3BoamnTens
NeKapCTBEHHbIX CpeacTB TpeboBaHMAM npaBusl Hagnexawen Npon3BoACTBEHHOW NPaKTUKMN.
Bpemss co OHA HanpaBneHus 3anpoca 3SKCNEPTHOro YYPeXAeHWs B YNONIHOMOYEHHbIN
denepanbHbii - OpraH  MUCMOSMHUTENBbHOW BNactTM 00 AHA  MONYYEeHUs  3KCNEepPTHbIM
yuypexneHmem Konuu 3akrovyeHUsi 0 COOTBETCTBMM NMPOU3BOAUTENS NEKApPCTBEHHbIX CPeacTB
TpeboBaHNAM NpaBun Hagnexalwen nNPou3BOLACTBEHHOW MNPAKTUKNM WUNN YBEOOMIEHUS O ee
HenpeacTaBNeHUN He YYUTbIBAETCA MPU  UCYUCIIEHUM CPOKa MNpoBeOEeHUs IKCMepTu3bl
rNeKapCTBEHHOro cpeacTaa.
5. OkcnepTt npu npoBegeHMM TMOPYYEHHOW €My pyKoBOOUTENEM 3KCNepTHOro
yupexaeHmst aKCnepTm3bl IEKAPCTBEHHOIO cpeacTBa 06s3aH:
1) NpoBecTn MNOSIHOE uccregoBaHWe npeacTtaBfeHHbIX eMy OObEeKTOB, MaTepuaros,
AaTb 060CHOBaHHOE M OOBLEKTMBHOE 3aKMKYEeHMEe No MOCTaBMEHHbIM MEpen HUM BoMnpocam
MM MOTMBUMPOBAHHOE 3aKfIlOYEHWE O HEBO3MOXHOCTU MPOBEAEHUS UM  3KCNepTu3bl
NEKapCTBEHHOrO CpeacTBa, €CnvM  MNOCTaBfEHHbIE  BOMPOCHI  BbIXOOAT 3a nNpedensl



crneumanbHbIX 3HAHWA 3KcnepTa, 00bLEeKTbl UCCNefoBaHW M MaTepuanbl HENPUIOAHbI MK
HeaoCTaTOuYHbl ONs NPOBEAEHUS MUCCReLOBaHUM M Aayvv 3akniodeHuss nmbo CoBpPEMEHHbIN
YPOBEHb Pa3BUTUA HAYKN HE MO3BONSIET OTBETUTb HA NOCTABMEHHbIE BOMPOCHI;

2) He pasrnawaTb CBeJeHUd, KOTOpble CTanu eMy M3BECTHbl B CBS3M C NpoBeAeHMEM
9KCNepTu3bl  NeKapCTBEHHOr0  CcpeactBa, a  Takke  CBedeHus,  CocTaBnsowime
rOCy4apCTBEHHYO, KOMMEPYECKYIO UITN UHYHO OXPaHSAEMYIO 3aKOHOM TalHy;

3) obecneunTb COXPaAHHOCTb NPEACTaBMEHHbIX OOBLEKTOB WUCCNeaoBaHuMM U
mMaTepuanos.

6. OKcnepT He Bnpase:

1) npoBOAMTb  3KCNEpPTU3y  FEeKapCTBEHHOro  cpeactBa No  obpalleHuto
HEenocpeacTBEHHO K HEMY OpraHM3aumi nnmn pusanyecknx nuu;

2) camocTtoATenbHO cobupaTb MaTepuanbl AN NPOBEAEHUs  3KCNepTusbl
rnleKapCTBEHHOro CpeacTBa;

3) NpoBOANTb 3KCNEPTU3y NEeKapCTBEHHOroO CpeacTBa B Ka4yeCTBe HEerocyaapCTBEHHOrO
aKcnepTa.

7. B cnyyae HeobxogumMoCTM 3KCMEPT BMApaBe XogaTalmcTBOBaTb Nepea
PYKOBOAUTENEM SKCMEPTHOMO YYPEXOEHUS O NPUBIIEYEHUN K MPOBELAEHMIO 3KCNEPTU3bI
NeKkapcTBEHHOro cpeacTBa APYrnX SKCNepToB.

8. Kaxgbln akcnepT, BXOOSLWMW B COCTaB KOMUCCUM IKCNEPTOB, KOTOPOW MOPYHEHO
npoBefeHne 3KCnepTusbl JeKapCTBEHHOrO CpeacTBa, HEe3aBUCUMO W CaMOCTOATENbHO
NPOBOAMT WCCNEefOBaHUA, OLEHMBAEeT pes3ynbTaTbl, MOMyYEHHbIE WM JIMYHO W APYrUMM
akcneptamu, n opMynupyeT BbIBOAbl OTHOCUTENBHO MOCTaBMEHHbIX BOMPOCOB B npegenax
CBOMX CrneumanbHbIX 3HaHUNA.

9. PesynbTaTbl 3KCNepTU3bl fIeKapCTBEHHOrO cpeacTBa oPOPMMAITCA 3aKITiO4YEHNEM
KOMMCCUM SKCMEepTOB. B 3akmnoyeHMn KOMWUCCUMM IKCNEPTOB YKa3bIBAKOTCSA MNepeyeHb
nccnegoBaHu, o6beM MPOBEOEHHbIX KaXKAbIM 3KCMEPTOM UCCNefoBaHWA, YCTaHOBMEHHbIE
KaxabiM u3 HUX pakTbl U caenaHHble B pe3ynbTaTe uccnegoBaHui BbIBOAbl. OKCMepT,
MHEHMe KOTOpPOro He coBnagaeT C pelleHneM KOMUCCUM SKCMepTOB, BNpase BblpasuTb CBOE
MHEHWe B MMCbMEHHON hOpME, KOTOPOE NPMoBLLAETCs K 3aKMOYEHNI0 KOMUCCUN SKCNEPTOB.

10. QkcnepThl, BXOASALWME B COCTAB KOMUCCUN, NpeaynpexnatTcs o6 OTBETCTBEHHOCTH
B COOTBETCTBUM C 3akoHozaTtensctBoM Poccunckon ®Pepepauumn 3a Jady 3akroyeHus,
cogepxallero HeoboCHOBaHHble UNK hanbCUUUNPOBaHHbIE BbIBOAbI, O YeM OHW AaroT
NOAMUCKY.

11. OnpegeneHne ypoBHSA NpodeccnoHanbHONM NOLIOTOBKM 3KCMEPTOB M aTTecTauums
MX Ha MNpaBO MNPOBEAEHUA IKCMEepPTU3bl JeKApCTBEHHbIX CPEACTB  OCYLLECTBISKTCS
3KCMNepTHO-KBanMrKaunoHHbIMN KOMUCCUSIMN B nopsake, YyCTaHOBIIEHHOM
COOTBETCTBYHOLUM YMNOSTHOMOYEHHbIM oefepanbHbiM OpraHoOM WCMOSHUTENbHON BRacTw.
YpoBeHb NpodeccroHanbHON NOArOTOBKM 3KCMEPTOB MOASIEXUT MEepecMoTpy YKa3aHHbIMU
KOMUCCUSMWN He pexe YeM OAWH pa3 B NATb JeT.

MHdopmaumsa 06 nameHeHusx:

®edeparibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-®3 vacmb 12 cmambu 16
Hacmosiweao PedepasibHO20 3aKOHa U3/10KeHa 8 Hog8oU pedakyuu, scmyrnarouel 8 cusy ¢
1 urona 2015 a.

Cm. mekcm yacmu e rpedbidywel pedakyuu
12. lpaBuMna npoBeOeHMs 3KCNEepPTU3bl NEKAPCTBEHHbIX CPeaCTB M OCOOEHHOCTU
9KCMNEepTM3bl OTAENbHbIX BUOOB NEKApCTBEHHbLIX NpenapaToB (pedepeHTHbIX NIeKapCTBEHHbIX
npenapaTos, BOCMNpPOU3BEAEHHbIX NeKapCTBEHHbIX npenapaTos, Buronormyecknx
nekapCTBEHHbIX npenapaTtoB, 6uoaHanorosbix (6b1MonogobHbIX) NekapcTBEHHbLIX MpenapaTos
(bnoananoros), roMeonaTtMyecknx  JfEKapCTBEHHbIX  MpenapaTtoB,  JIEKAPCTBEHHbIX



pacTUTENbHbIX NPenapaToB, KOMOUHALMIA NEeKapCTBEHHbIX NpenapaToB), opMbl 3aKNOYEHMN
KOMMCCUm 3KCNepToB yCTaHaBNMBaKTCS COOTBETCTBYHOLLMM YNONTHOMOY€EHHbIM
denepanbHbIM OpPraHOM UCMONTHUTENBHOW BRACTW.

FAPAHT:

CM. kKommeHTapum k ctatbe 16 HacTosiero ®egepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

@eldeparibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-©3 cmambsi 17 Hacmosiw,ez2o
®eldeparnibHO20 3aKOHa U3/I0XKeHa 6 Hoeou pedakyuu, ecmyrnarowed e cuny ¢ 1 urns
2015 e.

Cm. mekem cmamaeu 8 rnpedbidywed pedakuyuu

Cratba 17. lNogaya n paccMoTpeHue 3aaBNeHus O rocydapCTBEHHOW perncrpauum

neKapCTBEHHOro npenapara Ans BeTePUHaApPHOro NpMMeHeHus

1. [Ons rocygapCTBEHHOW  perucTpauuuM  NiekapCTBEHHOro  npenaparta  Ans
BETEPUHAPHOIO MNPUMEHEHNA pa3paboTyMK Takoro JieKapCTBEHHOro npenapata  Wnu
YNONTHOMOYEHHOE UM Apyroe opuanyeckoe nuuo (ganee B HaCTOALWEN cTaTbe - 3asBUTENb)
npeactaBsndeT B  YMNOSIHOMOYEHHbIN  (pedepanbHbli  OpraH  WCMOMHUTENbHOW  BRacTw,
OCYLLECTBNALWNA FOCYAAPCTBEHHYIO pPerucTpauuio  JfiekapCTBEHHbIX rpenapaTtoB  Ans
BETEPUHAPHOIO MNPUMEHEHUS, B 3MEKTPOHHOW popmMe unn Ha OymaxHOM HocuTene
3asBreHMe O rocyJapCTBEHHOW  peructpaumm  fnekapcTBEHHOro npenaparta  Ang
BETEPUHAPHOIO MPUMEHEHUS, a TakkKe B MOPsSAKe, YCTAHOBMIEHHOM COOTBETCTBYHOLLNM
YNOSTHOMOYEHHbIM (hefeparnbHbIM OpraHoM UCMOMHUTENBLHOW BNAcTW, B 3N1IEKTPOHHOM dhopme
unm Ha OymMaxHOM HocuTene HeobxoauMble [OOKYMEHTbI, M3 KOTOpbIX hopmupyeTcs
perncTpaumoHHoe 4OCbe Ha flekapCTBEHHbIV NpenapaTt AN BeTEPUHAPHOro NPUMEHEHNS.

2. B 3agBneHMn O rocygapCTBEHHOW perucTpaunmn fiekapCTBEHHOro npenapaTta gns
BETEPUHAPHOIo NPUMEHEHUS YKa3blBaOTCA:

1) HammeHOBaHME W agpec 3asBuTens, paspabotuMka W NPOM3BOAUTENS
NeKapCTBEHHOro npenapata [Ansg BeTEepUHApPHOro MpUMMEHeHus U agpec MecTa
OCYLLECTBMEHNA  MNPOM3BOACTBA  JIEKAPCTBEHHOro  npenapata Ans  BeTepuMHapHOro
npumMeHeHns (B Criydae Hanuuma HeCKOSbKMX YYaCTHMKOB rpouecca npousBoacTBa
HeobXx0aUMO yKasaTb KaXaoro u3 HuX);

2) HauMMeHOBaHWe JIeKapCTBEHHOro npenaparta Afs BeTepUHApHOro nNpUMEHEeHUs
(MexxgyHapoaHoe HenaTeHTOBaHHOE, WU FPYNnNUPOBOYHOE, UMW XMMWYECKOE U TOProBoe
HanMeHOBaHus);

3) nepevyeHb OENCTBYKOLWMX WM BCNOMOraTenbHbIX BELECTB, BXOASALWMX B COCTaB
NekapCTBEHHOro npenapaTta gns BeTepuHapHOro MNpUMEHEHUs, C yKasaHuUeM KonundecTsa
KaXK4oro n3 Hux;

4) nekapcTBeHHast ¢popma, [03MpOBKa, CNocobbl BBEAEHWUS U MPUMEHEHUS, CPOK
rogHOCTW NieKapCTBEHHOIO NpenapaTta A9 BETEPUHAPHOro NPUMEHEHNS;

5) dhapmakoTepaneBTMyeckas rpynna;

6) Heob6X0aMMOCTb NPUMEHEHNSA YCKOPEHHOW MpoLeaypbl 3KCNEPTM3bl NIEKAPCTBEHHbIX
CpeacTB B Lienax rocyapCTBEHHOW perucTpaumm nekapcTBeHHOro npenapara;

7) KON JOKYMEHTOB, NOATBEPXAAOLWMX YNraTy rocy4apCTBEHHON NOLUSNUHbI:

a) 3a npoBefeHMe 3KCNepTu3bl KadecTBa JIeKapCTBEHHOro CpeacTBa U 3KCNepTusbl
OTHOLUEHMSI OXMAAEMOM MNOSib3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI JIeKapCTBEHHOIO
npenapaTa 4Nna BETEPUHAPHOro NPUMEHEHNSA NPU ero rocyaapCTBEHHON perucTpaumu;

0) 3a Bblgavy perncTpaumMoHHOro yaoCTOBEPEHMWS IEKAPCTBEHHOMO nNpenapara;

MHdopmaumsa 06 nameHeHusx:

®edeparbHbiM 3akoHOM om 13 utonsg 2015 2. N 241-®3 6 nyHkm 8 yacmu 2 cmambu 17



Hacmosuweeo @edepaanoeo 3aKOHa 8HeCeHbl USMEeHEeHUs

Cm. mekcm riyHKma 8 rpeobiOyuwel pedakuyuu
8) Hanuuue cornacus, NpenyCMOTPEHHOro 4acTbid 7 HaCTOsIWEW cTaTbu, €cnv C
MOMEHTa perucTpauum pegepeHTHOro feKapCTBEHHOroO npenaparta And BeTepuHapHOro
NPUMEHEHNS NPOLLSIO MEHEE YEM LLECTb NET.
3. PernctpaunoHHoe gocbe B LEnsX 3KCNepTu3bl JIEKapCTBEHHOro npenapara ans
BETEPUHAPHOIO NPUMEHEHUSA hOpPMUPYETCA N3 CReayLWNX AOKYMEHTOB:

MHdopmaums 06 nsmeHeHusix:
[lyHkm 1 usmereH ¢ 15 uroHs 2018 2. - ®edeparibHbit 3akoH om 4 utoHs1 2018 2. N 140-®3

Cm. npedbidywyto pedakyuro

1) KonMna nUUEH3MM Ha MPOU3BOACTBO JIEKAPCTBEHHbLIX CPEACTB, BblAaHHON
NPON3BOOUTENIO  PErUCTPUPYEMOro NekapcTBEHHOro npenapata [Ans BeTepuHapHOro
NPUMEHEHNA, OS5 POCCUNCKUX NPON3BOAUTESNEN;

MHdopmaumsa 06 nameHeHusx:
[MyHkm 2 usmeHeH ¢ 15 uroHs 2018 2. - @edeparibHbil 3akoH om 4 utoHs 2018 2. N 140-03

Cwm. npeodbidywyro pedakyuro

2) KoMMsS TNWUUEH3MM Ha MNPOM3BOACTBO JleKapCTBEHHbIX CPEeACTB, BbldaHHOW
npounsBoauTento dapmaueBTMYEeCKOM cybCTaHuuKM, BXOOSALWENW B COCTaB PErMcTtpupyemoro
NeKapCTBEHHOro npenapata AN BETEPUHAPHOro  MPUMEHEeHUsi, [AOns  POCCUNCKUX
npoussoauTeneu;

MHdopmaumns 06 usmeHeHusx:

Hacme 3 OornonHeHa riyHkmom 2.1 ¢ 15 urwoHs 2018 2. - @edeparibHbIl 3aKOH O0m 4 UKHS
2018 2. N 140-®3
21) konua  OOKYMEHTa, BbIAAaHHOMO  YMOSIHOMOYEHHbIM  OpPraHoM  CTpaHbl
npousBoauTENs AN KaXOoW  NPOU3BOACTBEHHOW — NIOWAAKM  pPerucTtpupyemoro
NeKapCTBEHHOro npenapata Ans BeTepUHApHOro nNpUMEHEHUs W NOATBepXOaroLlero
COOTBETCTBME MNPOU3BOOUTENSA  JIEKapCTBEHHOro npenapata TpeboBaHUAM  npasusl
Hagnexallen npoM3BoACTBEHHON MPaKTUKW, U ero NepeBo Ha PYCCKUM A3blK, 3aBEPEHHbIE B
YCT@HOBMEHHOM MOps/Ke, a TaKkKe KOMuUs 3akri4vyeHUs O COOTBETCTBUM NPOM3BOAUTENS
NeKapCTBEHHbIX CpeacTB TpeboBaHUAM NpaBun Haanexawlen Npou3BOACTBEHHOW MPAKTUKWM,
BblAAHHOMO YNOSTHOMOYEHHbIM doefiepasibHbIM OpPraHOM UCMOMHUTESNTbHOW BAACTU OS5 KaXaou
NPOM3BOACTBEHHON  MNMOWAOKM  PEerucTpupyemMoro  fiekapCTBEHHOro npenapata  Ans
BETEPUHAPHOIO MNPUMEHEHNHA, NUOO KOMUSA peLUeHNd O MPOBEAEHUN WHCMEKTUPOBAHUS
NPOV3BOAMTENS JeKapCTBEHHbIX CPeACTB, MPUHATONO YNOSIHOMOYEHHbIM beaepanbHbIM
OpraHoOM  WUCMOMHUTENbHOW  BNacTM  ANS  KaX4ouW  NPOM3BOACTBEHHOW  NSoWagKu
perncTpupyemMoro nekapcTBEHHOro npenapara Ans BEeTEPUHAPHOro NpUMeEHEHUs. YKasaHHbIe
OOKYMEHTbI NPeacTaBfsalTCA B Criyvyae, ecnu npou3BOACTBO JfieKapCTBEHHOro npenapaTta
ocyLiecTnsaeTcd 3a npegenamm Poccunnckon enepauuu;

MHdopmaumns 06 usmeHeHusix:

Hacme 3 OornonHeHa riyHkmom 2.2 ¢ 15 uroHs 2018 2. - @edeparibHbIl 3aKOH O0m 4 UKHS
2018 2. N 140-®3
2.2) konua  OOKYMEHTa, BbIAAaHHOMO  YMNOSIHOMOYEHHbIM  OpPraHoM  CTpaHbl
npousBoauTens dapmaueBTU4eckon cybcTaHumMnm W MOATBEpPXKAAaloLWero CooTBETCTBUE
npounsBoauTens dapmaueBTMyeckon cybctaHumm, BXOOsAWEN B COCTaB PErMcTpupyemoro
NeKapCTBEHHOro npenapaTta Ans BeTEPUHAPHOro NPUMEHEHUs, TpeboBaHuAM npasus
Hagnexallen npoM3BoACTBEHHON MPaKTUKW, U ero NepeBo Ha PYCCKUM A3blK, 3aBEPEHHbIE B
YCTaHOBMEHHOM rMopsake, B Cryyae, ecnv npou3BoACTBO dpapmaueBTUdeckon cybctaHumm
ocyLiecTensaeTcd 3a npegenamm Poccunnckon denepauuu;



3) nMpoekT HOpMaTMBHONO [OKYMEHTA Ha JeKapCTBEHHbIM npenapat Aang
BETEPUHAPHOIO NPUMEHEHNS;

4) [OKYMEHT, coepxawmin crnegylwyo uHgopmauuio o  dapmaueBTUYeCcKon
cybecTtaHuum mnu apmaueBTUYECKUX CYOCTaHUMAX, BXOAALWMX B COCTaB JIEKApPCTBEHHOrO
npenapaTa nsi BeTEPUHAPHOIro NPUMEHEHUS:

a) HauMeHoBaHWe hapmMaLueBTUYECKON CybCcTaHUMK, ee CTpyKTypa, obLine CBOMCTBA;

0) HaMMeHoBaHWe 1 agpec NPoOU3BOANTENS;

B) TexHOnormsi npou3BoACTBA C OMNUCAHMEM CTagun npou3BOACTBA W METOAOB
KOHTPONSs Ha BCeX CTaausax NPon3BOACTBA;

r) nHcbopmaumsa o NpuMecsx;

A) cneumdurkauma Ha papmMaLeBTUYECKYHO CyOCTaHLMIO;

€) onnucaHne MeTOAMK KOHTPONSA KavyecTBa;

X) pe3ynbTaTbl aHanu3a cepumn bapmaLeBTMyeckon cybctaHumm;

3) nepeyvyeHb CTaHOapTHbIX 0O0pasuoB WM BELWECTB, WCMNONb3yEMbIX MNpwU
OCYLLIECTBMNEHNN KOHTPOIA Ka4yecTBa;

N) ONUCaAHME XapPaKTEPUCTUK M CBOWCTB YMAKOBOYHbLIX MaTepuarioB M YKYMOPOYHbIX
CpencTB;

K) AaHHblE O CTabUNbHOCTK;

) CPOK rogHOCTU, YCITOBUSA XPaHEHWS;

5) otyeT 0 pesynbTaTax OOKIMHUYECKOrO MCCreaoBaHUSA NEKapCTBEHHONO CpeacTBa
A1 BETEPMHAPHOIO NPUMEHEHNS;

6) OT4eT 0 pe3synbTaTax KIMMHNUYECKOro NCCeA0BaHNSA NIEKAPCTBEHHOIO nNpenapaTa ans
BETEPUHAPHOIO MPUMEHEHNSA Y KaXAOr0 BMAA >KMBOTHBIX, YyKa3aHHbIX B WHCTPYKUMM MO
BETEPUHAPHOMY NPUMEHEHNIO;

7) NPOEKT MHCTPYKUMM MO BETEPMHAPHOMY NMPUMEHEHUIO NEKAapPCTBEHHOro npenapara,
cogepallen cnegyloLwme CBeaeHNs:

a) HaMMeHOBaHME fEeKapCTBEHHOro npenapata ANnd BETEPUHAPHOro MNpUMEHEHUS
(MexxgyHapoaHoe HenaTeHTOBaHHOE, WU FPYyNnNUPOBOYHOE, UM XMMWYECKOE U TOProBoe
HanMeHOBaHus);

0) nekapcTBeHHast oopma C ykasaHMEM HaMMEHOBAHUM M KONIMYECTBEHHOINO COCTaBa
AENCTBYHOLLNX BELLECTB M KAYECTBEHHOIrO COCTaBa BCMOMOraTenbHbIX BELLECTB;

B) OnuCaHue BHELWHero BMAA JIEKAPCTBEHHOrO npenapaTta Ans BeTepuHapHOro
NPUMEHEHNS;

) dhapmakoTepaneBTUYEeCcKasa rpynna fiekapCTBEHHOro npenapaTa Ansi BeTepuHapHoro
NPUMEHEHNS NNK YKa3aHne "romeonaTtuyeckui nekapcTBeHHbIN npenapart”;

n) hapmakogMHamuka n apMakOKMHETMKA (3a WCKAYEHMEM ()apMaKOKUHETUKN
roMeonaTMyeckmx JleKapCTBEHHbIX MpenapaTtoB W pPacTUTENbHbIX  JIEKAPCTBEHHbIX
npenapaToB) UK onucaHne NMMyHOBMONOrMYeCcKnx CBOMUCTB NEeKapCTBEHHOrO Npenapara;

€) NoKa3aHna ans NpUMeHeHNs;

) NpOTMBONOKa3aHUsA ANa NPUMEHEHWS;

3) Mepbl NPeAOCTOPOXHOCTU NPU MPUMEHEHWNN;

N) yKaszaHme BO3MOXHOCTU U OCOBEHHOCTEN NPpUMEHEHUs Y BepeMeEHHbIX XUBOTHbIX, Y
XMBOTHbIX B NEpUOA NakTaunm, y NOTOMCTBA XUBOTHbIX;

K) pexxumMm LO3MpoBaHus, cnocob BBeLEHNS U MPUMEHEHUS, NP HEOBXOOUMOCTM BpeEMS
npvema nekapCTBEHHOro npenapaTa Afsi BETEPUHAPHOro NPUMEHEHNS, NPOLAOIMKNTENBHOCTb
neveHus;

n) BO3MOXHble MOOOYHbIE OENCTBUA, HexenaTernbHble peakuMm npu NpUMEHEHUU
rfieKapCTBEHHOro npenapara Afs BeTepuHapHOro NpuMeHeHus;

M) CUMNTOMbI NEPESO3NPOBKM, MEPBI MO OKa3aHUIO NOMOLLN NPY NEePeaO3NPOBKE;

H) B3aMMogenCcTBmne C ApYyrMMun fiekapCTBEHHbIMU Npenapatammn u (Unu) Kopmamu;



0) chopmbl BbiNycka NiekapCTBEHHOrO Npenapara As1s1 BETEPMHAPHOIO NPUMEHEHNS;

n) ykasaHue (npM HeobxoaMmMocTn) OCOBEHHOCTEN [LEWCTBUA NEKapCTBEHHOrO
npenapaTa 4nsi BeTEPUHAPHOro NPUMEHEHUS NPy NEPBOM NpUeMe Uin Npu ero oTMEHe;

p) onncaHue (npyM Heob6xoaANMMOCTN) OENCTBUA BETEPUHAPHOrO Bpaya (BETEPMHAPHOIO
denbawepa), MHOro cneuuanucrta B obnactun BeTepuHapuu, Bnagenbua XUBOTHOMO MNpu
nponycke npuvemMa OAHOM WM HECKONMbKUX 003 NeKapCTBEHHOro npenaparta [Ans
BETEPUHAPHOIO NPUMEHEHNS;

C) CPOK rOAHOCTU M yKa3aHue Ha 3anpeT NpUMeHeHNs NnekapCcTBEHHOro npenapaTa angd
BETEPUHAPHOrO NPUMEHEHMSI NO UCTEYEHNN CPOKa FOAHOCTY;

T) YCNOBUS XPaHEHUS;

y) YyKasaHMe Ha HeObXOAMMOCTb XpaHEeHUs JleKapCTBEHHOro npenapata Ans
BETEPUHAPHOrO NPUMEHEHNS B MECTax, HEQOCTYMHbIX AN AeTen;

@) ykasaHue (npu HeobxoAUMMOCTM) chneuunanbHbIX Mep NPedoCTOPOXHOCTM MNpwu
YHUYTOXEHUN  HEUCNOMb30BaHHbIX JleKapCTBEHHbIX MpenapaTtoB ANS BETEpPUHAPHOro
NPUMEHEHNS;

X) CPOKM BO3MOXHOIMO MCMOMb30BaHUS NPOAYKLMM KUBOTHOrO NMPOUCXOXOEHUSA nocne
BBELEHMUS XXMBOTHOMY fIEKAPCTBEHHOrO NpenapaTa 451 BeTEPUHAPHOIo NPUMEHEHUS;

L) yCnoBus oTnycka;

4) HaMMEHOBaHMS W agpeca MNPOM3BOACTBEHHbIX NIOWAAOK NPOU3BOAUTENS
NeKkapcTBEHHOro npenapaTa Ans BeTEPUHAPHOro NPUMEHEHUS;

W) HauMeHoBaHWe, agpec opraHu3auuu, YMNoNHOMOYEHHOW AepXaTenem wnm
BnagenbLemM perMcTpaumMoHHOro yAOCTOBEPEHUS NEKapCTBEHHOrO npenapata Ha MNpUHATUE
NpeTeH3nn ot noTpebutens;

8) nNpoekTbl MakeToB MEPBUYHOM YMAKOBKM WU BTOPUYHOW YMAKOBKW JIEKAPCTBEHHOrO
npenapaTa nsi BeTEPUHAPHOIo NPUMEHEHUS;

9) cnegywwune cBedeHWs O JleKapCTBEHHOM MpenapaTe Ana BeTepuHapHOro
NPUMEHEHNS:

a) onucaHme 1 cocTas NekapCTBEHHOro npenapara Ang BeTepuHapHOro NpMMeHeHus;

6) onncanHune hapmaueBTUYECKON pa3paboTKu;

B) onncaHue npolecca NPon3BOACTBaA N €ro KOHTPONS;

) OnucaHwe KOHTPONS KPUTUYECKMX CTagun npou3BOACTBA U MPOMEXYTOYHOM
NpoAYKLUNN;

MHdopmaumsa 06 nameHeHusx:
®edeparbHbiM 3akoHom om 13 uronsa 2015 2. N 241-®3 e nodnyHkm "0" nyHkma 9 yacmu 3
cmambu 17 Hacmosiweao ®edeparibHo20 3aKOHa BHECEHbI U3MEHEHUS

Cm. mekcm nodnyHKkma 6 rpedbidywel pedakyuu

A) HauMMeHoBaHMA W agpeca paspaboTyumka, aepxatenda uwnu - Bnagenbua
PErMCTPALMOHHOIO  YAOCTOBEPEHMSI  NEeKApCTBEHHOrO npenaparta, MNpOU3BOLACTBEHHbIX
NnoLwagoK NPOM3BOANTENSA NEKAPCTBEHHOMO nNpenapaTa Ans BeTePUHAPHOro NPMMEHEHUS;

e) hapmaueBTn4eckas COBMeCTMMOCTb;

) MUKPOOMONOrMyeckme XxapakTepUCTUKK;

3) MmaTepmanbHbIM 6anaHc A4ns NPOU3BOACTBA CEPUM FOTOBOMO NPOAYKTa;

N) ONUCaHME XapPaKTEPUCTUK M CBOWCTB YMAKOBOYHbLIX MaTepuarioB M YKYMOPOYHbIX
CpencTs;

K) AOKyMEHTanbHoOe noaTBepXxaeHune (Banuaaumns) npoLeccoB n (M) NX OLIEHKA;

n) TpeboBaHUsA K Ka4yeCTBY BCMOMOraTesbHbIX BewecTB (cepTudukaTt, cneyndukaums
Ha BCNoMoOraTesibHble BELLLECTBA U X 0BOCHOBAHME);

M) aHanUTU4eCcKne MeToaNKN, NCMONb3yeMble NPU OCYLLECTBIEHMM KOHTPONSA KayecTBa
BCMOMOraTesibHbIX BELECTB;



H) [OOKyMeHTanbHoe noaTBepXaeHwe (Banuaauus) aHanuTUY4eCKMX MEeTOAVK,
NCNonb3yeMblX MPU OCYLLIECTBIIEHUMN KOHTPONSA KavYecTBa BCNOMOraTesbHbIX BEeLeCTB;

0) uHopmaumss o6 MCNOMb30BaHMM BCMNOMOraTesflbHbIX BELLECTB 4YesloBEYEeCKOro wu
XWBOTHOTIO NPOUCXOXAEHUS;

n) nHcpopmaumsi 06 NCnonb30BaHMM HOBbIX BCMOMOraTesbHbIX BELLECTB;

p) TpeboBaHusi K KadyecTBY JNleKapCTBEHHOro npenapata [Ans BeTepuHapHOro
npumMeHeHus (cepTudukat, cneumpmrkauna Ha nekapcTBEHHbIN npenapat n nx o6ocHoBaHue);

C) aHanuTuyeckne MeToaMKW, UCNOoSb3yeMble NMPU OCYLLEeCTBIIEHUN KOHTPONSA KavyecTBa
rfiekapCTBEHHOro npenapara A BeTepuHapHOro NpuMeHeHus;

T) [OOKYMEHTanbHOe MNOATBEPXAeHVe (Banuaaums) aHanuTUYecKux MeToauK,
MCNonb3yeMbiX MPU OCYLLECTBIIEHUM KOHTPOMSA KayecTBa NeKapCTBEHHOro npenapara Aans
BETEPUHAPHOro NPUMEHEHNS;

y) AOKYMEHT, NoATBEPXAAKLWNMN KavyeCTBO JeKapCTBEHHOro npenapata Tpex
NPOMBILLIIEHHbIX CepUi (NPOTOKOM aHanu3a unu ceptudukaT aHanuaa), ogHa cepus KOToporo
AOIMKHa coBnagatb C cepuen obpasua nekapCTBEHHOro npenapaTta, MOAAHHOIo Ha
perncrpauuio;

) xapakTepucTuka npumecen;

X) nepeyeHb CTaHA4apTHbIX 06pPa3yoB, UCMOMNb3YEeMbIX MPU OCYLLECTBIEHUN KOHTPONSA
KayecTBa SiekapCTBEHHOro nNpenapaTta N9 BeTEPUHAPHOIo NPUMEHEHNS;

L) AdaHHble O CTabunbHOCTM IEeKapCTBEHHOro npenapata Afs BeTepuHapHOro
NPUMEHEHWS;

10) konus OOKYMEHTa, coAaepkalwero MHoOpMauuio O Hanuyuun unm o6 oTCyTCTBUM
hakToOB perncrtpaumm nekapcTBEHHOro npenapata Afns BEeTEPUHAPHOro nNPUMEHEHUs 3a
npeaenamu Poccurckon depepaumm;

MHdopmaums 06 usmeHeHusix:
®edeparbHbiM 3akoHom om 13 urons 2015 e. N 241-@3 e nyHkm 11 yacmu 3 cmambu 17
Hacmosiueao ®edepasibHO20 3aKOHa BHECEHbI UBMEHEHUS

Cm. mekcem riyHKma 8 rpeobiOyuwiel pedakuyuu

11) cornacue B NUCbMEHHON bopme, NPeaYCMOTPEHHOE YacTblo 7 HACTOALWEN CTaTby,
B Criydae permcrpaumm BoCcnpousBeaeHHOro fiekapcTBEHHOro npenapara;

12) Konus JOKyMEHTa Ha PYyCCKOM A3blke, 3aBEPEHHOr0 B YCTAHOBIIEHHOM MOpPSAKE U
noaTBepXAdawLwero  NpaBOMOYHOCTb  3asiBfiEHUsT O  FOCYAapCTBEHHOW  permcrpauuu
NeKkapCcTBEHHOro npenapaTa Ans BeTEPUHAPHOro NPUMEHEeHUs (4OBEPEHHOCTD).

4. MNpun npoBeaeHNN YCKOPEHHOW Npoueaypbl 3KCNepTU3bl NeKapCTBEHHOro npenapara
ANS BETepuMHapHOro MNPUMEHEeHUs B Lendx ero rocyaapCTBEHHOM perucrtpaumm MoxeT
npencTaBnaATbCa MHGOPMaLUMs, NONyyYeHHas NpyU NPoBeLEHUU KITMHUYECKUX MUCCrefoBaHUN
NeKapCcTBEHHOro npenapata W onybnukoBaHHas B  CNeunanuanpoBaHHbIX MeYaTHbIX
N3gaHusXx, a Takke  [OOKYMEHTHI, cogepxawme  pesynbTaTtbl nccrnegoBaHus
OMO3KBMBANEHTHOCTN NeKapCTBEHHOrO Npenapara Ans BeTEPUHAPHOro NPUMEHEHNS.

5. Ha oaKkcnepTusy pasfnMyHbIX FfEeKapCTBEHHbIX OPM OOHOrO U  TOr0 Xe
NeKapCTBEHHOro npenaparta And BEeTEepUMHapHOro NPUMEHEHUs 3adBuTenb npeacraBnseT
OTAENbHbIE 3a8BMNEHNA U PerMcTpaunoHHbIE AOCbE Ha KaXaylt fekapCTBeHHyo cdopmy. [Mpu
YCNoBUM OLHOBPEMEHHOM MNOL4ayM Ha 3KCNepTU3y OAHOM JeKkapCTBEHHOW OOpMbl C
pasfiMyHbIMM  OO3MPOBKOMW, KOHUEHTpaumen, obbemMoM 3asiBuTernb npencraBnseTr OOHO
3as8BMNeHne N perncTpaumoHHOe [OCbe C MNPUIIOKEHMEM MAaKETOB YMAKOBOK Ha Kaxayto
A03UPOBKY, KaXOYH KOHLEHTpaUUIO, Kaxabi 06beM 1 Kaxgoe Konm4ecTso 403 B YNaKOBKe.

6. 3agBuTenb BMApaBe nNpeacTaBuUTb MO COOCTBEHHOW WHULMATMBE BMECTE C
3asBfieHMeM O rocyfJapCTBEHHOW  perncrpaumMm  JiekapCTBEHHOro npenapata gng
BETEPUHAPHOrO MNPUMEHEHMS [OOKYMEHTbl, NoATBepXpatowue ynnaTty rocyaapCTBEHHON



MOWSMHBI W YyKasaHHble B TMNyHKTe 7 4actu 2 HacTosiwen ctatbn. B cnyvyae wux
HenpeacTaBneHus COOTBETCTBYHOLLUMN YNOSTHOMOYEHHbLIN denepanbHbIN opraH
NCMONHUTENbHOW BRACcTK NpoBepsieT hakT ynnaTtbl 3asiBUTENEM rocya4apCTBEHHOMW MOLUMNHbI
NoCpeacTBOM  WUCMNONb30BaHUA UMHGOpMaumm o6 ynnate rocygapCTBEHHOW MOLUMVHbI,
cogepxawenca B [ocyaapCTBEHHOM WHGOPMAUWOHHOM CUCTEME O FOCYAApPCTBEHHbLIX U
MYHMUMNANbHbIX NnaTexax, Ha OCHOBaHUWN NpeACTaBNEeHHbIX 3adBUTENEM KOMUIN LOKYMEHTOB,
noaTeepXaaroLmnx ynnaTy rocygapcTBEHHOM MOLUSNHBI.

7. He ponyckaeTca wuCNonb3oBaHWME B KOMMEPYECKUX uendax WHdopmaumm o
pesynbTtatax [OOKAMHUYECKMX WCCReAOBaHUN JeKapCTBEHHbIX CPEeACTB W KIMHUYECKUX
nccnegoBaHW  NeKapCTBEHHbIX — MpenapaToB AN BETEPUHAPHOro  MpPUMEHEHNS,
npeacTaBreHHON 3asiBUTeneM A5 rOCyAapCTBEHHOM  pernctpaumm  fekapCTBEHHbIX
npenapaToBs, 6e3 ero cornacus B Te4eHne LWecTu NeT ¢ AaTbl roCyJapCTBEHHOW perncrpawmm
pedepeHTHOro niekapcTBEHHOro npenapata B Poccuinckon ®egepaunn.

FTAPAHT:

CMm. kKommeHTapum k ctatbe 17 HacTosiero ®egepanbHOro 3akoHa

MHdopmauumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHOM om 22 Oekabps 2014 e. N 429-03 HaumeHosaHue cmambu 18
Hacmosiujeeo ®edeparsibHO20 3aKoHa U3/10XKeHO 8 HO8oU pedaKkyuu, ecmynaroujeli 8 cusny ¢
1 urons 2015 a.

Cm. mekcm HaumeHogaHus 8 npeodbidywel pedakyuu
Cratba 18. [Nlogaya n paccMmoTpeHue 3aaBNeHus O rocydapCTBEHHOW perncrpauum
nekapcTBEHHOro npenapaTta 4ns MeauuUnHCKOro NpuMeHeHUs

MHdopmaumsa 06 nameHeHusx:

@eldeparibHbIM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 yacmb 1 cmambu 18
Hacmosiweao ®edeparibHO20 3aKOHa U3/IoXeHa 8 Ho8oU pedaKkuyuu, ecmyratouwel 8 cusy ¢
1 urons 2015 a.

Cm. mekem Yacmu 8 rpedbidywel pedakyuu

1. [Ana rocygapCTBEHHOW perucTpaumm nekapcTBeHHOro npenapara gnsi MeguumnHCKoro
NPUMEHEHNS  lOpyaMYeckoe nuuo, [Aencteywoulee B COBCTBEHHbIX MHTEpecax Wnu
YNOSIHOMOYEHHOE MpPeACcTaBnsATb WMHTepechbl APYroro pUAMYEecKoro nuvua m 3assnsgollee
NeKapCTBEHHbIV NpenapaTt Ha rocygapCTBEHHYIO perncTpaunto (ganee B HaCTOsLLEN CTaTbe -
3asBuTenb), nNpeacTaBnseT B YNOSIHOMOYEHHbI defepanbHbli OpraH MCNONHUTENBHOM
BMacTW, OCYLLECTBNAIOLLMIA FOCYAapCTBEHHYIO PErMCTPaLNIO NIeKapCTBEHHbIX NpenapaTos A
MEANLNHCKOrO NPUMEHEHUS, B 3NEKTPOHHOM hopMe N Ha ByMaXkHOM HocuTesne 3asiBNeHne o
rocydapCTBEHHOW  perucTpaumMmM  NnekapcTBEeHHOro  npenapata gns  MeguuMHCKOro
NMPUMEHEHNs, a TaKke B Mopsaake, YCTAHOBIIEHHOM YMNOSIHOMOYEHHbIM deaepasribHbIM
OpraHoOM WCMOSHUTENBHON BNacTW, B 3NEKTPOHHOW ¢opmMe M Ha OymaxkHOM HocuTene
HeobxoauMble OOKYMEHTbl, W3 KOTOPbIX popmMupyeTcs pernctpaumMoHHOe [JoCbe Ha
neKkapCTBEHHbIV NpenapaT AN MeAULUHCKOTO NPUMEHEHNS.

MHdopmaumns 06 usmeHeHusx:

@eldeparibHbIM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 yacmb 2 cmambu 18
Hacmosiueao PedeparsibHO20 3aKOHa U3/I0XKeHa 8 HogoU pedaKyuu, ecmynaru,el 8 cusy ¢
1 urons 2015 a.
CmM. mekcm 4yacmu 8 rpeOdbiOywel pedakyuu
2. B 3aaBneHun o rocygapcTBeHHOM perucTpauuu fekapCTBEHHOro npenaparta ans
MeLMLMHCKOro NPUMEHEHUs yKasblBaloTCS:

MHdopmaums 06 usmeHeHusx:



[MyHkm 1 usmeHeH ¢ 1 sHeaps 2018 a. - ®edepasnbHbil 3akoH om 28 dekabps 2017 a.
N 425-03

Cm. npedbidywyto pedakyuro

1) HaMmeHoBaHWe, agpec 3aaBUTENS M NPOU3BOAUTENS NEeKapCTBEHHOro npenapaTta
ANs MeOVMUMHCKOro  NpUMEHEHusl, cBedeHns o6 ux perncrpaumm B KadecTBe
Hanoronnatenblnka B CTpaHe perncrpaumm (458 POCCUUACKUX  PUOUYECKUX nuy -
NoeHTMPMKAUMOHHBbIN HOMep Hanoronnatenswmka (MHH), ana nHocTpaHHbIX HOPUANYECKNX
nuy, - CTpaHa perucrTpauuu, HaMMeHOBaHWe PerucTpupyrollero opraHa, permcTpaumoHHbIN
HOMEp, KOA4 HanoronnartenbliMka B CTpaHe pernctpaunm (MHKOpnopauun) Nnn ero aHanor) u
aZpec MecTa OCyLLeCTBIEHNS NPON3BOACTBA NlekapCTBEHHOro npenapaTta (B cnyyae Hann4ms
HECKONMbKMX YYaCTHMKOB npoLecca ero npou3BoacTBa HeOoOXoAMMO yKas3aTb Kaxgoro
y4yacTHUKa B COOTBETCTBUU C OCYLLECTBNAEMON CTagmen Nnpon3BoacTea);

2) HauMMeHOBaHME IEeKapCTBEHHOrO npenapata Ans MeOUUMHCKOro MNpUMEHEHUs
(MexxgyHapoaHoe HenaTeHTOBaHHOE, WU FPynnUPOBOYHOE, UMW XMMWYECKOEe U TOprosoe
HanMeHOBaHUs);

3) nepevyeHb [OENCTBYIOLWMX W BCNOMOraTesnbHbIX BeLecTB, BXOAALWMX B COCTaB
NeKapCTBEHHOro npenapata ang MeOUUMHCKOrO MPUMEHEHUs, C YKasaHWeM KOonmndecTsa
KaXkaoro n3 Hux;

4) nekapcTBeHHasi bopma, [03MpOBKa, CNocobbl BBEAEHUS M MPUMEHEHUS, CPOK
ro4HOCTM NEKapCTBEHHOIO npenapaTa Anst MeaULMHCKOro NPUMEHEHUS;

5) dapmakoTepaneBTUdeckaa rpynna, Kog aHaToMO-TepaneBTUYECKO-XMMUYECKON
Knaccugpukaumn,  pekomeHgoBaHHOM — BcemupHoM  opraHmMsaumen  34paBOOXpPaHEHus,
3aABMsiEMble MOKa3aHUA ANS NPUMMEHEHUs NIEKapCTBEHHOro npenapara ang MeguuMHCKOro
NPUMEHEHNS;

6) oTcyTCcTBME HEOOXOANMMOCTN NPESOCTABNEHNS OTYETA O pedyrbTaTtax KINMHUYECKOro
nccrnegoBaHns,  uUccnegoBaHust  OMOSKBMBANEHTHOCTU  FIEKAPCTBEHHOro  npenaparta,
paspeLleHHOro ans MeguumMHCKoro npumeHeHnst B Poccurickon ®epepaunmn 6onee asaguatu
neT, C yKasaHMEM HOPMATMBHbLIX MNPAaBOBbIX akTOB, MNOATBEPXOAKLWMX [OaHHbIN CPOK
NPUMEHEHWS;

7) HeobxoaMMOCTb ObopMIIEHNS pas3pelleHnss Ha BBO3 B Poccuickyto denepaumnto
KOHKPETHOW NapTuUM 3aperncTpupoBaHHbIX U (MNKM) HE3APErMCTPUPOBAHHbIX NEKAPCTBEHHbIX
CcpeacTB, NpeAHa3Ha4YeHHbIX ANsl NPOBEAEHNSA 3KCNEPTM3bl NEKapCTBEHHbIX CPEACTB B Lensax
rocygapCTBEHHOW perncrpaunu;

8) HeobxoaAMMOCTb NPOBEOEHUS IKCMepTU3bl [OKYMEHTOB, MpeAcTaBrieHHbIX Ans
onpeaeneHns BO3MOXHOCTU pacCMaTpyBaTh NIEKAPCTBEHHbIN npenapaT aAns MeguLMHCKOro
NPUMEHEHNS NMPU OCYLLECTBIIEHUN TOCYOapCTBEHHOW perncrpaumm B KadectBe opdraHHOro
fleKapCTBEHHOro npenapara;

9) Heob6XO0aUMOCTb NPUMEHEHNS YCKOPEHHOM NMpoLueaypbl 3KCNepTU3bl JIEKAaPCTBEHHbIX
CpeacTB B LIENsAX rocyaapCTBEHHOW perncTpaumm nekapcTBEHHOro npenapara;

10) Konun OKYMEHTOB, NOATBEPXKAAOLWMX yrnaTy rocyaapCTBEHHOW MOLUSIHbI:

a) 3a npoBedeHME ISKCNepTU3bl OOKYMEHTOB, MPEACTaBIEHHbIX ANA onpeneneHus
BO3MOXHOCTM paccMaTpuBaTb fIEKApPCTBEHHbIN npenapaTt Ans MeauuMHCKOro NpUMeHeHus
NpW OCYLLECTBMEHNN rOCY4apCTBEHHON perncTpaumm B kKa4ecTBe opdaHHOro fIEKapCTBEHHOIO
npenapara,;

0) 3a npoBefeHME IKCMEPTM3bl KAayYecTBa NEKAPCTBEHHOrO CpPeAcTBa M 3KCNepTU3bl
OTHOLWUEHUS OXMAAeMOM MnosSib3bl K BO3MOXHOMY PUCKY MPUMEHEHUS JlIeKapCTBEHHOIO
npenapara, paspelleHHOro Ans MeauuMHCKOro npumeHeHuss B Poccuinckon depepauumm
Oonee gBaguaTu neT, NPU OCYLECTBEHUN rOCyAapCTBEHHOW perncTpaumm fiekapcTtBeHHOro
npenaparTa;

B) 3a npoBedeHMe J3KCNepTU3bl KayecTBa feKapCTBEHHOro cpeacrtesa M aKCnepTusbl



OTHOLUEHUS OXMAAeMOM MosSib3bl K BO3MOXHOMY PUCKY MPUMEHEHUS JlIeKapCTBEHHOIO
npenapaTa 4N MeAUUUHCKOro NPUMEHEHUS NPU ero rocyAapCTBEHHOW perncTpaumm;

r) 3a npoBefeHMe 3KCMepTU3bl KayecTBa JIEKapCTBEHHOrO0 CpeAacTBa U 9KCNepTU3bl
OTHOLLEHMS OXMOaemMon MOofb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS NeKapCTBEHHOro
npenapata Ana MeauuUUMHCKOrO MNpPUMEHEHUs, B  OTHOLIEHUW KOTOPOro npoBeAeHbl
MeXOyHapOoAHble MHOTOUEHTPOBbIE  KIIMHUYECKME WCCNeAoBaHus, 4YacTb W3 KOTOPbIX
nposegeHa B Poccuickon degepaumm, Npyu oCyLeCcTBIEHUN rocygapCTBEHHOW permcrTpauum
NeKkapCcTBEHHOro npenaparTa;

11) Hannume cornacusa Npou3BOaUTENS fEeKapCTBEHHOro npenaparta, Npou3BOACTBO
KOTOpPOro ocyuwiecTtsnsetrcsa 3a npegenamm Poccunckon ®depepaunn, Ha npoBefeHue
WHCMEKTMPOBaHMS MPOU3BOAUTESNSE HA COOTBETCTBME TpeboBaHMsM npaBusl Haanexaliemn
NPOM3BOACTBEHHOW NPAKTUKW;

12) Hann4yme cornacusi, NpegyCMOTPEHHOro YacThio 18 HacTosIWen cTaTbuy;

13) ykasaHve BuOa NekapCTBEHHOro npenapaTa, NpeacTaBNeHHOro Ha perucrpaumio
(pethepeHTHbIN NeKapCTBEHHbLIN NpenapaT, BOCNPOU3BEOEHHbLIN JNIeKapCTBEHHbIM npenapar,
Ouonornyeckui nekapcTBeHHbIM npenapar, buoaHanoroBbin (61MonogobHbIN) NEeKapCTBEHHbIN
npenapat (bwoaHanor), roMeonaTU4yecKNin JeKapCTBEHHbIN npenapaT, JeKapCTBEHHbIN
pacTUTENbHbIA Npenapar).

MHdopmaums 06 usmeHeHusix:

@eldeparibHbIM 3akoHOM om 22 Oekabps 2014 2. N 429-03 yacmb 3 cmambu 18
Hacmosuweao PedeparibHO20 3aKOHa U3/I0XeHa 8 Ho8oU pedakyuu, ecmynarwel 8 cusy ¢
1 aHeaps 2016 2.

CmM. mekcm 4yacmu 8 rpeodbiOywel pedakyuu
3. PerncrtpaumMoHHoe [oCbe Ha neKkapcTBEHHbIM npenapaT Ana  MeauuMHCKOro
NPUMEHEHNs NpegocTaBnsieTcsi B opme 0bLEero TEXHNYECKOro JOKYMEHTA.

MHdopmaums 06 usmeHeHusix:

@eldeparibHbIM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 yacmb 4 cmambu 18
Hacmosiweao ®edeparibHO20 3aKOHa U3J/IoXeHa 8 Ho8oU pedaKkuyuu, ecmyratouwed 8 cusy ¢
1 aHeaps 2016 e.

CmMm. mekcm 4acmu 8 rpeobidyweli pedakyuu
4. Pasgen JoKyMeHTauum agMUHUCTPaTUBHOIO XapakTepa BKIloyaeT B cebs:
1) 3asBneHWe O rocygapCTBEHHOW perucTpauum nekapcTBEHHOro npenapaTta Ans
MeaMLMHCKOro NPUMEHEHUS B 3NEKTPOHHOM hopMe U Ha ByMaKHOM HOCUTene;
2) KON OOKYMEHTa Ha PYyCCKOM $A3blKe, 3aBEPEHHOro B YCTAHOBJIEHHOM Mopsaake u
NOATBEPXAALEro NpaBoMOYHOCTL 3asdABUTENs MoAaBaTb 3asBreHMe O rocyAapCTBEHHOM
perucrtpauumn nekapCcTBEHHOro npenapara ans MeguumMHCKOro npuMeHeHus (4OBEPEHHOCTD);

MHdopmaumsa 06 nameHeHusx:
[NyHkm 3 usmeHeH ¢ 15 uroHsa 2018 2. - ®edeparbHbit 3akoH om 4 utoHsi 2018 2. N 140-®3

Cm. npeodbidywyto pedaKkyuro
3) KOMUKO TMUEH3UM Ha MPOM3BOACTBO JIEKAPCTBEHHbLIX CPEACTB UMM KOMWUKO
3aKN0YEeHNs1 0 COOTBETCTBUM NPOMN3BOAMUTENS NEKAPCTBEHHbIX CPEeACTB TpeboBaHUAM rpaBuIl
Hagnexawen npou3BOLACTBEHHOW MNPAKTUKW, BblAAHHbLIX YMNOMHOMOYEHHbIM deaeparibHbIM
OpraHoOM  WUCMOSIHUTENbHOM BNacT B  OTHOWIEHWXM  MNPOM3BOACTBEHHOM  MNoWagKu
pPEerMcTpyupyemMoro  nekapcTBEHHOro npenapata, B Cnyyae, e€ecnu  npou3BoACTBO
nekapCTBEHHOro npenaparta ocyuiectenseTcs B Poccuinckon degepaumu;

MHdopmaumsa 06 namMeHeHusx:
[MyHkm 4 usmeHeH ¢ 15 uroHsa 2018 2. - @edeparbHbit 3akoH om 4 utoHs1 2018 2. N 140-®3
Cwm. npeodbidywyro pedakyuro



4) KOnuo BblAAHHOW YNOSTHOMOYEHHBLIM OpraHOM CTpaHbl NPON3BOAUTENS SIULIEH3UN Ha
NPOM3BOACTBO NIEKAPCTBEHHOIO MpenapaTta U ee nepeBoj Ha PYCCKUN A3blK, 3aBEPEHHbIE B
YCTaHOBMEHHOM MOPSAKe, a TakKe KOMUK 3akf4vyeHUss O COOTBETCTBUM MNPOM3BOAUTENS
NeKapCTBEHHbIX CPpeacTB TpebOoBaHUAM rpaBusl Haanexawlen npon3BOACTBEHHOW MPAKTUKM,
BblAAHHOMO  YMOSMIHOMOYEHHbLIM  dpefeparnbHbiM  OPraHOM  UCMOSIHUTESNIbHOW  BRactu B
OTHOLLEHMM MPOM3BOACTBEHHOW MNMOLWAAKN PEerncTpupyemMoro fnekapCTBEHHOro npenapara,
NN KOMUIO peLleHnsa YNosTHOMOYEHHOro heaepanbHOro opraHa MCMNoSTHATENbHOW BAacTu O
NpOBeAEHMN WHCNEKTUPOBAHUSA MNPOU3BOAMTENS JEeKapCTBEHHbIX CPeacTB, B Clyyae, ecrnu
NPON3BOACTBO JIEKApPCTBEHHOrO npenaparta oOcCyLllecTBnseTca 3a npegenamu Poccuinckon
depepaumm;

5) NPOEeKT UMHCTPYKUUN NO MEeOULMHCKOMY NMPUMEHEHMIO JIeKapCTBEHHOro npenapaTa,
cofepxallen cnegyowime cBeaeHus:

a) HaMMeHOBaHWe FfeKapCTBEHHOro npenapaTta (MexayHapoAHoe HenaTeHTOBaHHoe,
NN rPyNNMPOBOYHOE, NN XMMUYECKOE U TOProBOE HAaUMMEHOBAHNS);

0) nekapcTBeHHast oopma C ykas3aHMEM HaMMEHOBaHUM U KONMYECTBEHHOrO COCTaBa
OENCTBYIOLUMX BELLECTB W KayeCTBEHHOro cocTaBa BCNoMoOraTesibHbIX Bellects (npwu
HeobX0aUMOCTM KONMYECTBEHHOIO COCTaBa BCNOMOraTesbHbIX BELECTB);

B) OMucCaHWe BHELWHEero Buaa feKapCTBEHHOro npenapata Ans  MeguuMHCKOro
NPUMEHEHNS;

r) usmko-xmmmyeckmne cBoncTBa (ans pagnodapMaueBTUYECKNX NEKAPCTBEHHbIX
npenapaTos);

A) (apmakoTepaneBTMyeckas rpynna, Ko flekapCTBEHHOro npenapata Ans
MEANLUNHCKOrO NPUMEHEHUS MO aHaTOMO-TepaneBTUYECKO-XMMUYECKOW Krnaccudukauuu,
pekoMeHOoBaHHOM  BcemupHOM — opraHusaumen  30paBOOXPAHEHUsl, WK yKasaHue
"romeonaTtmnyecknin nekapcTBeHHbIN npenapat”;

e) hapmakognHammka M dapMakoKMHETUKA (3a MWCKNIYEHneM apMakoKMHETUKN
roMeornaTtuyecknx  fneKkapCcTBEHHbIX NpenapaTtoB W pacTUTENbHbIX  FIEKapCTBEHHbIX
npenapaToB);

X) NoKasaHua Ans npMMeHeHus;

3) NPOTMBOMNOKa3aHUA A51s NPUMEHEHUS;

N) Mepbl NPeLOCTOPOXHOCTU NPU NPUMEHEHUU;

K) yKaszaHne BO3MOXHOCTU M OCODEHHOCTEN MPUMEHEHUS NeKapCTBEHHOro npenapara
AN MeOUUMHCKOTO MNPUMEHEHNA OGepeMEeHHbIMU KEHLLMHAMW, >KeHLWMHaMn B nepuog
rPygHOro BCKapMIiMBaHus, AeTbMU, B3POCHbIMU, UMEIOLLMMIN XpOHMYeckue 3abonesaHus;

n) pexvm A03MpOBaHuA, crnocobbl BBEAEHUS U MPUMEHEHMS, Npu HeobxoaumocTu
BpeMss MpuMemMa NeKapCTBEHHOro npenapata Ansa  MeauUMHCKOro  MpUMEHEHMS,
NPOJOIMKNTESNTbHOCTDL fle4YeHUs , B TOM YUChe y AeTen 40 U Nocrne OAHOro roaa;

M) BO3MOXHble HexenaTefnbHble peakuum npy  NPUMEHEHUN fEeKapCTBEHHOMO
npenapaTta gng MeanUUHCKOro nNpuMMeHeHus;

H) CUMNTOMbI NePefo3MPOBKN, MePbI MO OKa3aHWI0 MOMOLLM NpU Nepeso3npPOBKeE;

0) B3aMMOenCTBMe C OPYrMMU JfleKapCTBEHHbIMU MNpenapatamu u (unum) nNuweBbIMU
NpoAyKTamu;

n) oopMbI BblfycKa JlekapCTBEHHOro npenapara;

p) YykasaHue (npy HeobxoaMMOCTU) OCOBEHHOCTEN [LEWCTBUSA NEeKapCTBEHHOrO
npenapaTta 4ng MeauUUHCKOro NpMMeHeHus Npu nepsoM npuemMe Unu npu ero OTMeHe;

C) onucaHue (Nnpu HeobxoaMmocTW) AencTBMi Bpaya (denbaliepa) u (Mnm) naumeHTa
npu nporycke npueMa OAHOW WKW HECKONbKUX [O03 JeKapCTBEHHOro npenapata Ans
MeOMLUMHCKOro NpUMEHeHUs;

T) BO3MOXHOE BNUSHWE NeKapCTBEHHOro npenapara ans MeguumHCKOro npuMeHeHus
Ha CNOoCcoBHOCTbL yNpaBnATb TPAHCNOPTHBIMKU CPpeaCTBaMU, MeXaHU3MaMu;



y) CPOK rogHOCTM M yKa3aHWe Ha 3anpeT NpuMeHeHnsa nekapcTBEHHOro npenapaTa ang
MeLMLMHCKOro NPUMEHEHUS N0 NCTEYEHMM CPOKA MOAHOCTU;

@) ycnoBusi XxpaHeHus;

X) YyKasaHue Ha HeobXoOUMOCTb XpaHeHUs JflekapCTBEHHOro npenapata Ang
MeaMLMHCKOro NPUMEHEeHNs B MecTax, HeJOCTYMNHbIX A4Na AeTen;

L) ykasaHue (Npy Heob6XxoauMOCTM) creumanbHbiX Mep MPeaoCTOPOXHOCTM Mpu
YHUYTOXEHUN  HEMCMOMb30BaHHbIX  JIEKAPCTBEHHbLIX MpenapaToB Ans  MEeOULMUHCKOro
NPUMEHEHNS;

4) yCrnoBus OTNycka;

W) HauMMEHOBaHUA W agpeca NPOU3BOACTBEHHbIX NIOWAAOK MPOM3BOAUTENS
NeKkapCTBEHHOro npenaparTa;

W) HauMMeHOBaHWe, agpec opraHusaumu, YNoSIHOMOYEHHOW [epXaTenem wnu
BnagenbLemM perucTpaumMoHHOro  yOOCTOBEPEHUS  NEKApCTBEHHOro npenapata  Ans
MeOMLMHCKOro NPUMEHEHUS Ha NPUHATUE NPEeTEH3U OT NnoTpebutens;

6) WHCTPYKLUMIO MO MEOULMHCKOMY TMNPUMEHEHUIO WM KPaTKyl XapaKTepUCTUKY
NeKkapCTBEHHOro npenapaTta, YTBepXAeHHble B CTpaHe Npou3BoaAnTens;

7) NPOEKTbl MakeToB MEPBMYHON YNaKOBKM M BTOPUYHOM YNAKOBKM NEKAPCTBEHHOrO
npenapaTa 4ns MeAUUUHCKOrO NPUMEHEHNS;

8) npoekT HOopMaTUBHOM AOKYMEHTAUMW WNNU  HOPMATUBHOrO [OOKYMEHTa Ha
NEeKapCTBEHHbI  npenapat  And  MEeOUUWHCKOro  MpuMeHeHuss  nubo  ykasaHue
COOTBETCTBYHOLLEN (hapMaKonenHon CTaTby;

9) AOKYMEHT, cogepxawimn umHopmauMio O Hanuuunm mnu ob otcyTcTBuM hakToB
perncTpauun rnekapcTBEHHOro npenaparta Ana MeAMUMHCKOro NpUMEeHeHus 3a npeaenamm
Poccuinckon ®epepaunu;

10) KONMM OOKYMEHTOB, 3aBEPEHHbIX B YCTAHOBMEHHOM MOPSIAKE M MOATBEPXKAAKLLMX
hakT perncrpauumn fnekapCcTBEHHOro npenapata B MHOCTPaHHbIX rocyaapcTBax B KadecTBe
opdaHHOro fiekapCTBEHHOro Npenapara;

11) nnaH ynpaBneHus puckamu ans 6uonorn4ecknx nekapcTBeHHbIX NpenapaTtoB Afis
MeLMLMHCKOro NPUMEHEHUS;

12) [OOKyMEeHT o cucteme apMakoHag3opa Jepxartenda wunv  Bnagensua
perncTpaumoHHOro yaoCcToBEPEHNS NIEKapCTBEHHOMO Npenapara;

13) [AOKYMEeHT, MOATBEepXAalLWmMi KayecTBO JleKapCTBEHHOro nMpenapaTta Tpex
NPOMBbILLUIIEHHbLIX CEPUI (MPOTOKOM aHanuMsa unu ceptudukaT aHanmsa), ogHa cepusi KOToporo
AOMMKHa coBnagaTtb C cepuein obpasua nekapcTBEHHOro npenapaTta Ansg MeguuMHCKOro
NPUMEHEHNS, NPeACTaBNEHHOro Ha rOCYAapCTBEHHYIO PErNCTPaLNIO.

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHoM om 22 0ekabps 2014 a. N 429-©3 yacmb 5 cmambu 18
Hacmosiweao PedeparsibHO20 3aKOHa U3/10KeHa 8 Hogou pedakyuu, scmyrnarouel 8 cusy ¢
1 aHeaps 2016 e.

Cm. mekcm yacmu e rpedbidywel pedakyuu

5. Pasgen xumuyeckon, dapmaueBTU4ECKON U OBUONOrM4yeckon OOKYMEHTauum
BKMOYaeT B cebsl AOKYMEHTbI, cogepalme nHopmanmio o dhapMmauleBTU4eckon cybcTaHumm
N NekapCTBEHHOM npenaparte AN MeAUUUHCKOro NpUMEHEHUs, NpoLecce ero NnpoM3BoaCcTBa
N MeTodax KOHTPOMA KayecTBa, B TOM YUChe:

1) KONMIO OOKYMEHTA, COAEPKALLEro CreayoLyo MHopMauuio 0 dapmaleBTUYECKON
cybCcTaHuum mnu apmaueBTUYEeCKUX CyOCTaHUMAX, BXOASALWMX B COCTaB JleKapCTBEHHOrO
npenaparTa:

a) HauMeHoBaHWe (papmMaLleBTUYECKON CybCcTaHLMK, ee CTpyKTypa, obLine CBOMCTBA;

0) HaMMeHoBaHWe N agpec NPOM3BOAUNTENS;



B) TEXHOMOrnms mnpou3BOACTBA C OMNWCaAHWMEM CTaguMi NPOM3BOACTBA M METOLOB
KOHTPOSISi HA BCEX CTaausaX NpOU3BOACTBA;

r) onucaHue paspaboTku npoLecca NPON3BOACTBA;

A) OnucaHme KOHTPOMSA KPUTUYECKMX CTaaun MpouM3BOACTBA W MPOMEXYTOYHOM
NPOAYKLNN;

€) OOKYMeHTanbHOEe NoATBEPXAEHME (BanugaLmsi) NPoLeccoB U (UNn) UX OLEHKa;

) CBOWCTBA M CTPYKTypa OENCTBYIOLLUX BELLECTB;

3) XapakTepucTuka npumecen;

n) cneymdurkaumsa Ha papmaueBTUYECKYI0 CybCcTaHUmMo 1 ee 060CHOBaHWE;

K) aHanMTu4ecKkne MeToamKu, UCNosfb3yeMble NPU OCYLLIECTBIIEHMM KOHTPOSS KavyecTBa
drapmaueBTUYECKON CyOCTaHLMK;

n) [OOKyMeHTanbHoe noAaTBepXaeHne (Banupaums) aHanuTUYeCcKUX MeToauK,
MCNONb3yeMblX NPU OCYLLIECTBIEHNM KOHTPOSA KayecTBa hapmaLeBTUYECKON CybcTaHLmm;

M) pe3ynbTaTbl aHanu3a cepuin papmMmaueBTUYECKON cybcTaHuuu;

H) nepeyeHb CTaHOAPTHbIX 00pasUoB WNN  BELECTB, WCMOMb3yeMbIX Npu
OCYLLECTBMNEHUN KOHTPOMNS Ka4yecTBa;

0) onucaHWe XapaKTepPUCTUK M CBOMWCTB YMaKOBOYHbIX MaTepuarnoB W YKYNOPOYHbIX
CpencTB;

N) AaHHble 0 cTabunbHOCTK hapmaleBTUYECKON CyOCTaHL MK,

p) CPOK rogHOCTH;

2) OOKYMEHT, coAepXallmin crieqyolme cBegeHus o fiekapCTBEHHOM npenapaTe Ang
MEANLNHCKOrO NPUMEHEHWS:

a) onvcaHne 1 CocTaB NNeKapCTBEHHOro Npenapara Ang MeguuMHCKOro NPUMEHEHNS;

0) onucaHme dapmaueBTudeckon paspabotkm (obocHoBaHMe BbIOOpa CoOCTaBa,
NepBUYHOM YNAKOBKM U NHOTO);

B) TexHOnormsi npou3BoACTBAa C OMNUCAHMEM CTagun npou3BOACTBA W METOAOB
KOHTPOJISi HA BCEX CTaausX NpOU3BOACTBA;

) oOnMcaHuMe KOHTPONS  KPUTMYECKUX CTaguih npouecca MpouM3BOACTBA U
NPOMEXYTOYHOW NPOAYKLNN;

A) HauMeHoBaHME W afdpec MecTa OCYLLECTBEHUS MPOU3BOACTBA JfleKapCTBEHHOIO
npenapaTta ANa MeOULUMHCKOro npuMeHeHus (B Criydyae Hanumumsa HECKONbKMX YYaCTHUKOB
npouecca Npon3BoACTBa HEOBXOAUMO yKa3aTb KaXaoro U3 HuX);

e) hapmaueBTU4eckas COBMeCTMMOCTb;

X) MUMKPOBMONOrnyeckne xapakTepuCTUKu;

3) MmaTepuanbHbI 6anaHc A4ns NPON3BOACTBa CEPUM FOTOBOMO NPOAYKTa;

N) ONMCaHME XapaKTEPUCTUK M CBOWCTB YMAKOBOYHLIX MaTepuanoB W YKYNOPOYHbIX
CpencTs;

K) OOKyMeHTanbHOe MNoATBepXAeHMe (Banvaaumsl) NpoueccoB Npou3BoAcTBa U (Mnn)
NX OLEHKA;

n) TpeboBaHMsA K Ka4eCTBY BCMOMOraTesnbHbIX BeLWeCTB (cepTudukaTt, cneyndukayms
Ha BCnomMmoraTtersbHble BewwecTBa u ux 06ocHoBaHue);

M) aHanUTU4YeCKne MeToOOUKKN, UCMOSb3yeMbIE NPU OCYLLECTBIEHNUN KOHTPOMSA KavyecTBa
BCMOMOraTesibHbIX BELLECTB;

H) [OOKyYMeHTanbHOoe noATBepXAaeHwe (Banuaauus) aHanuTUYeCKMX MEeTOANK,
MCNONb3yeMbIX NPU OCYLLIECTBIEHNM KOHTPOSIS Ka4yecTBa BCNOMOraTeSibHbIX BELLECTB;

0) uHopmaumss 06 MCNONb30BaHMM BCNOMOraTesflbHbIX BELLECTB YEerIOBEYECKOro W
XXNBOTHOIO NPOUCXOXAEHUS;

n) nHcopmaumsi 06 NCnonb30BaHMM HOBbIX BCOMOraTesnbHbIX BELLECTB;

p) TpeboBaHMA K KadeCTBY JlIEKApCTBEHHOro npenaparta pAns MeguLMHCKOro
npuMeHeHus (cepTudukat, cneumdmrkaumna Ha neKkapcTBEHHbIN npenapaTt n nx o06oCcHoBaHue);



C) aHanUTU4Yeckne MeToAMKM, NCNOSb3yeMble NMPU OCYLLECTBIIEHUN KOHTPONSA KavyecTBa
nekapCTBEHHOro npenapaTa ans MeanumMHCKOro NpMMEHEHNs;

T) [OOKYMEHTanbHOe NOATBEPXAEeHME (Banvaaumsl) aHanuUTUYECKUX MeToauK,
NCNONb3yeMbIX MPU OCYLLECTBIIEHNM KOHTPONS KayecTBa JIEKAPCTBEHHOro npenapaTta Aansd
MeLMLMHCKOro NPUMEHEHUS;

y) pesynbTaTbl aHanuM30B CEpUil NEeKapCTBEHHOro npenaparta Ans MeAMLMHCKOro
NPUMEHEHNS;

&) XxapakTepucTuka npuMecen;

X) NepeyeHb CTaHAApPTHbIX 06pa3uoB, MCMOMNb3YEMbIX MPU OCYLLECTBIIEHUN KOHTPONSA
KayecTBa NleKapCTBEHHOro npenapara Aanst MEAULMHCKOrO NPUMEHEHMS;

L) [OaHHble O CTabunbHOCTM NeKapCTBEHHOro npenapata Ans  MeguuMHCKOro
NMPUMEHEHWUS.

MHdopmaums 06 usmeHeHusix:

®edeparibHbiM 3akoHoM om 22 0ekabps 2014 2. N 429-©3 yacmb 6 cmambu 18
Hacmosiueao PedeparsibHO20 3aKOHa U3/I0XKeHa 8 HogoU pedaKyuu, ecmynaru,el 8 cusy ¢
1 aHeaps 2016 2.

CmMm. mekcm 4yacmu 8 rpeodbiOywel pedakyuu
6. Pasgen dpapmakonorn4eckon, TOKCMKONOrM4YeCKon AOKyMEHTauumn BKNoYaeT B cebs
OTYeTbl O pe3ynbTaTax OOKIMHUYECKMX WCCNedoBaHUA IEKapCTBEHHOrO cpeacrtea  ans
MEOVLMHCKOro NpuUMeHeHus, B TOM Yncne:
1) oT4yeT 0 hapMakoANHAMUNYECKNX NCCNEOOBAHUSX;
2) oTYET 0 (hapMaKOKMHETUYECKUX UCCIea0BaHNAX;
3) OTYET O TOKCMKONOrMYECKNX NCCReaOBaHUSX.

MHdopmaumns 06 usmeHeHusix:

@eldeparibHbIM 3akoHOM om 22 Oekabps 2014 e. N 429-©3 cmambsi 18 Hacmoswezao
®edepanbHo20 3aKoHa QornosIHeHa Yacmabko 7, ecmynarouw,el 8 curny ¢ 1 aHeaps 2016 e.

7. Pasgen KnMHUYECKOW [OKYMEHTauuum BKMoYaeT B cebsa OoTyeTbl O pesynbTaTax
KITMHUYECKMX UccrnenoBaHnin NEeKapcTBEHHOro npenaparta Ans MeanumMHCKOro NpUMMEHEHUs, B
TOM 4UCne:

1) otyetbl 006 wuccnegoBaHnax OMOOOCTYNHOCTM U BUOSKBMBANEHTHOCTH,
nccrnegoBaHnAax, yCTaHaBNUBaKOLWMX KOPPENnAunio pesynbTaTtoB, NoSlyYeHHbIX B YCNOBUSAX in
vitro n in vivo;

2) oT4eTbl O (papMaKOKUHETUYECKUX UCCIe0BaHNSAX;

3) oT4eThl 0 (hapmMakoANHAMUYECKMUX UCCEA0BaHNSX;

4) OTYETbI O KNMNHNYECKMX UCCreaoBaHuaX acpdekTMBHOCTN N 6e30nacHoOCTY;

5) oT4eT 0 NoCTperncTpaLmMoOHHOM OMbITe NPUMEHEHUS (MPY HANUYUK).

MHdopmaumsa 06 n3amMeHeHusx:

®edeparnbHbiM 3akoHOM om 22 O0ekabps 2014 2. N 429-©3 cmampesi 18 Hacmosiueao
®edeparnibHo20 3aKoHa dorosiIHeHa Yacmabto 8, ecmynarowel e cusny ¢ 1 aHeaps 2016 .

8. TpeboBaHua Kk o0b6bemMy WHpOpMauun, nNpenocTaBNseMon B  COCTaBe
pPErmcTpauuoHHOro Aocbe, [Ans OTAENbHbIX BUAOB JIEKAPCTBEHHbIX MpenapaTtoB [Ans
MeLMLMHCKOro NPUMEHEHUs yCTaHaBNMBAKOTCA YMNONIHOMOYEHHbIM dheaepanbHbIM OpraHoM
NCNOSTHUTENbHOW BNAaCTW.

MHdopmaumsa 06 nameHeHusx:

®edeparbHbiM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 cmambss 18 Hacmoswezo
®edepanbHo20 3aKoHa dornosiIHeHa Yacmaero 9, ecmynarouwel 8 cuny ¢ 1 aHeaps 2016 e.
9. B OTHOWEHMM neKapCTBEHHbIX MNpPenaparoB, paspeLlUeHHbIX ANs MeaUUMHCKOro
npumeHeHns B Poccuickon depepaumn ©Oonee paBaguatM net  (3a  UCKAKOYEHUEM
BMonorMyecknx neKapCTBEHHbIX MpenapaToB), AOMNyCKaeTCa BKNIOYEHME B COCTaB pasgena



capMaKkonorm4yeckon, TOKCUKONOrMYECKOW [OOKYMeHTauuMum W pasgena  KiMHUYECKOM
AOKYMEHTauum BMECTO oTyeTa paspaboTtyvka O pesynbTaTax COOCTBEHHbIX AOKIMHUYECKUX
NCcCcneaoBaHW NeKapCTBEHHbIX CPEACTB U KIMHUYECKUX WCCreaoBaHWUi fekapCTBEHHbIX
npenapaTtoB AN MEAMLMHCKOrO NpUMeHeHuss o063opa Hay4yHblX paboT o pesynbTaTax
AOKNNHUYECKUX WCCNEAOBAHMIN NEKAPCTBEHHbIX CPEeACTB M KIMHUYECKUX UCCreqoBaHuii
[AaHHbIX leKapCTBEHHbIX NpenapaToB, B TOM YMCIe BKIOYAs OMNbIT MX NOCTPErMCTPaLMOHHOIO
NPUMEHEHUS.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHOM om 22 O0ekabpsi 2014 2. N 429-©3 cmambs 18 Hacmosiwezo
®edeparnibHo20 3aKoHa doriofiHeHa Yacmbto 10, ecmynarowel 6 cusy ¢ 1 sHeapsi 2016 .

10. [pn rocygapCTBEHHOW peructpauMmM BOCMNPOU3BEAEHHbIX  JIeKapCTBEHHbIX
npenapaToB ANA MeAULMHCKOrOo NPUMEHEeHUs OOrMycKaeTCa BKMOYEeHME B COCTaB pasgena
hapMaKkonorM4eckom, TOKCUMKOSIOMMYECKOW  OOKYMEHTauuum W pasgena  KIMHUYeCKowm
AOKYMEeHTauun BMeCTO oTyeTa paspaboTyvka O pesynbTaTax COOCTBEHHbIX OOKIUHUYECKUX
nccnegoBaHWA  NeKapCTBEHHbIX CPeAcTB  0030pa  HayvHblX  paboT O  pesynbTaTax
AOKINMNHNYECKMX NCCreaoBaHMn pedepeHTHOro NekapCTBEHHOro NpenapaTa u npeacraBeHne
BMECTO KIMHWYECKMX WCCNeaoBaHMM B MOMIHOM o06beme, YCTaHOBMEHHOM pa3aernom
KNMUHUYECKOM AOKYMEeHTauuu, oTyeta O pesynbTatax muccrnegoBaHui GMO3KBMBANEHTHOCTU
BOCMNPOM3BEOEHHOIO JNeKapCTBEHHOro npenapata And MeguuMHCKOro npuMmeHeHnsa. He
TpebyeTca npeacTaBrneHve oTvyeTa O pesynbTatax uccrnegoBaHu OMO3KBUBANEHTHOCTU
BOCMNPOM3BEAEHHOIO JIEKAapCTBEHHOrO npenapaTta And MeAUUMHCKOrO MNPUMEHEHUS, €Cru
PErNCTPUPYIOTCS BOCMNPOU3BEAEHHbIE NEeKapCTBEHHble npenapaTtbl Ans  MeguLUMHCKOro
NPUMEHEHNS, KOTOpbIE:

1) npegHasHayeHbl ANA  nNapeHTepanbHOro  (MOAKOXHOMO,  BHYTPUMBbILLEYHOrO,
BHYTPMBEHHOTO, BHYTPUrNasHoro, BHYTPUMNOMOCTHOrO, BHYTPUCYCTaBHOrO,
BHYTPMKOPOHAPHOr0) BBEAEHUS U NpeacTaBnstoT cobon BOAHbIE pacTBOPbI;

2) NnpeacTaBnAlT cobon pacTBOpbl AN NepopanbHOro NPUMEHEHNS;

3) npousBegeHbl B opme MOPOLIKOB WM NModunn3aToB ANs MNPUroTOBIEHUSNA
pacTBOpPOB;

4) ABNAKOTCA rasamu;

5) aBnAlTCA  YWHBIMA UM [NasHbIMW  NeKapCTBEHHbIMKM  MpenapaTamu,
npovsBefeHHbIMU B (hOpMe BOAHbLIX pacTBOPOB;

6) npegHasHa4veHbl A1 MECTHOIO MPUMEHEHUS U NPUroTOBMEHbI B hOpME BOAHbIX
pacTBOpPOB;

7) NnpeactasnsaT coboM BOAHbIE pacTBOPbLI AN UCNOSMb30BaHUA B (hOpMe UHransumm
C nomoubo Hebynansepa nnu B Ka4yeCTBe HasalnbHbIX CMPeeB, NMPUMEHAEMbIX C NMOMOLLbIO
CXOOHbIX YCTPOWCTB.

MHdopmaumsa 06 namMeHeHusx:

®edeparbHbiM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 cmampbss 18 Hacmoswezo
®edeparnibHo20 3aKoHa doriofiHeHa Yacmbto 11, ecmynarowed 6 cuny ¢ 1 sHeapsi 2016 .
11. Ana cnydvaes, ykasdaHHbIX B nyHktax 1 - 3, 5 - 7 yactn 10 HacTosilen cTaTbMm,
BOCMPOM3BEAEHHbIN JleKapCTBEHHbIN Npenapat Ans MeOUUUHCKOTO MNPUMEHEHNA OOSDKEH
cojepXaTb TakuMe e BCcnomMoraTeribHble BeLlecTBa B TaKMX >Xe KOnuyecTBax, Kak W
pedyepeHTHbIM NeKapCTBEHHbIM npenapat. Ecnu coctaBbl BcnomMoraTesnbHbIX BeLLECTB
pasnuyaloTcs, 3asaBUTENb AOIMKEH NpeAcTaBUTb JoKa3aTenbCcTBa TOro, YTO MUCMOMb3yeMble B
AaHHbIX KOHLIEHTpaumMsix BCromoraTefbHble BelwecTBa He BnuaT Ha 6e3onacHOCTb U (Mnn)
9P hEKTUBHOCTb NEKApPCTBEHHOrO MpenapaTta Ans MeauumMHCKOro npumeHeHus. B cnydae,
ecnn 3asBuUTeNb He MOXeT NPeACTaBUTb Takne gokasaTenbcTBa U (M) He MeeT JocTyna K
COOTBETCTBYHOLWUM AaHHbIM, OH [OMKEH MPOBECTU COOTBETCTBYHOLUME uccrnenoBaHus Ansd
AokasaTenbCTBa OTCYTCTBUS  BMMSHUSA  pasHblX  BCMNOMOraTesibHbIX  BELWecTB  WUnn



BCNoOMOraTenbHbIX YCTPOUCTB Ha 6e3onacHoCcTb M (Mnun) aPEeKTUBHOCTb fEeKapCTBEHHOIO
npenapaTta gns MeguuMHCKOro NpUMMEHEHUs B Nopsigke, YCTAHOBMEHHOM YMNOSTHOMOYEHHbIM
denepanbHbIM OPraHOM MCMNOSHUTENBHON BNACTW.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHOM om 22 O0ekabpsi 2014 2. N 429-©3 cmambs 18 Hacmosiwezo
®edeparnibHO20 3aKoHa 0oriofiIHeHa Yacmbio 12, ecmynarowed 6 cusy ¢ 1 sHeapsi 2016 2.
12. Tpu rocygapCTBEHHOW pernctpauun KOMOMHaUMW paHee 3aperncTpupoBaHHbLIX
NeKapCTBEHHbIX NpenapaTtoB ANA MeOUUMHCKOro MpUMEHEHUS AOMyCcKaeTCa BKMAYEeHue B
cocTaB pasgena (apmakonormyeckor, TOKCUKOMONMYEeCKON [OOKyMeHTauum W pasgena
KNUHNYECKOM [OKyMeHTaLMM BMECTO oTyeTa paspaboTymka O pesynbTaTax COOCTBEHHbIX
OOKINMNHNYECKMX MWCCNEeLOBaHUM NEeKapCTBEHHbIX CpeacTB 0030pa  HaydHbix paboT o
pesynbTatax OOKIMUHUYECKUX WUCCNefoBaHUN pedepeHTHbIX NeKapCTBEeHHbIX npenapaTtos,
BXOOSALWMX B COCTaB KOMOWHAUUW NEKapCTBEHHbIX MpenapatoB, M 006 OTCYTCTBMM WX
B3anUMOLENCTBMA B O4HOW fleKapCTBEHHON dhopme.

MHdopmaums 06 usmeHeHusIx:

®eldeparibHbIM 3akoHOM om 22 Oekabps 2014 e. N 429-©3 cmambsi 18 Hacmoswezao
®edeparnbHo20 3aKoHa doriofiHeHa Yacmbko 13, ecmynarowel e cuny ¢ 1 sHeaps 2016 e.
13. Ha 9Kkcneptnsdy pasnuyHbliX HEeKapCTBEHHbIX )OPM OLHOMO WU TOro Xe
NeKapCTBEHHOro npenaparta Ansg MeguuMHCKOro NpUMEHEHNA 3adBuTeNnb npeacraBndet
OoTAEenNbHble 3asBIEHUSA N PErNCTPALMOHHBIE AOChE Ha KaXKayk nekapcTBeHHy cdopmy. Mpu
YyCroBMN OOHOBPEMEHHOW MNoAdayM Ha 3KCNepTu3dy OAHOW JieKapCTBEHHOW (opMbl C
pasnMYHbIMM  OO3UPOBKOW, KOHLUEHTpauuen, obbeMoM 3asBuTenb npeactaBnseTr ofHO
3as8BfieHMe U perncTpaumMoHHOe AOCbe C MNPUMOXKEHMEM MAaKeTOB YMaKoOBOK Ha Kaxayto
AO03NPOBKY, KXY KOHLEHTPAaLMIO, KaXKabl 06beM 1 Kagoe KONnM4ecTBO 403 B YNaKOBKE.

MHdopmaums 06 usmeHeHusIx:

®eldeparibHbIM 3akoHOM om 22 Oekabps 2014 e. N 429-©3 cmambsi 18 Hacmoswezao
®edepanbHo20 3aKoHa dorofiHeHa Yacmeko 14, ecmynarowel e cuny ¢ 1 sHeaps 2016 e.
14. Tlpu rocygapCTBEHHOW perucTpaumm opdaHHOro fekapCTBEHHOro npenapara
3asBuTENb nNpeacTaBnseT WHgopmauuo, Heobxoommyro Ona opmMuMpoBaHus pasgena
KNUHUYECKON OOKYMeHTaumn, B obbeme, YyCTaHOBMEHHOM YMNOSIHOMOYEHHbIM (beaeparnbHbIM
OpraHoOM UCMONHUTESTbHOW BRacTu.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHOM om 22 O0ekabpsi 2014 2. N 429-©3 cmambs 18 Hacmoswezo
®edeparnbHo20 3aKoHa doriofiHeHa Yacmbro 15, ecmynarowed e cuny ¢ 1 sHeaps 2016 e.

15. MNpun pernctpauum BGMONOrMYECKOro NIEKapCTBEHHOrO npenapara, Nofy4YeHHoro u3
KpOBM, Mna3mbl KPOBU YerioBEKA, B COCTaBe PErmcTpauMOHHOro AOCbEe Ha JeKapCTBEHHbIN
npenapaTt Ansa MeanLUMHCKOro NpMMEHeHUs OOSMKHbI ObiTb NpeaCcTaBneHbl 4OMOMHNTESbHO:

1) B pasgene OOKyMeHTauum agMUHUCTPaTMBHOIO Xapakrtepa AOKYMEHT, coaepXalinn
MHpopMaLMo 0 cybbekTax obpalleHns AOHOPCKOW KPOBU U (MNK) €e KOMMOHEHTOB, O TOM,
roe Obina ocywecTBrneHa AoHauus (KpoBu M (Mnu) nnasmbl KPOBWM), a Takke AaHHble 00
NHPEKUMNOHHBIX 3aboneBaHusx, nepefarwLlnxcsa napeHTeparnbHbIM NyTeM, WUHdoOpMauus o
cybbekTax obpaleHna OOHOPCKOW KPOBWU M (MNKN) ee KOMMOHEHTOB, B OTHOLLUEHMM KOTOPbIX
OCYLLECTBNAETCA KOHTPOSb AOHOPCKON KPOBU U (MSIN) ee KOMMOHEHTOB;

2) B pa3gene XumMmyeckon, hapmaueBTUYEeCKOn N BUONOrM4eckon JOKyMeHTaumm:

a) KpuTepumn 1 cnocobbl oTBopa, TPAHCNOPTUPOBAHNSA U XPAHEHUS JOHOPCKOW KPOBU U
(M) ee KOMMNOHEHTOB;

0) pe3ynbTaTbl UCCegoBaHUN OTOBPaHHBLIX JOHOPCKOM KPOBW U (Mnn) Nna3mMbl KPOBU U
NynoB Ha Hanuune BO3byauTenen MHekunn, BkNoYaa MHpopmMaunio 06 MCNoNb30BaHHbIX
MeToauMKax MCCnefoBaHUM U B ClyyYyae uccrnegoBaHus MyrnoB Mnasmbl KPOBW pes3ynbTathl



AOKYMEHTanbHOro NoATBepXXaeHus (Banmaaunn) MCnonb30BaHHbIX METOOMK;
B) TEXHMYECKME XapPaKTEPUCTUKM YMAKOBKM Ansi oTbopa AOHOPCKOWM KpoBWU U (Mnn)
nnasmbl KPOBW, BKMOYAs MHpopMaumnio 06 MCnonb3oBaHHbLIX PacTBOpPax aHTMKOAarynsiHToB.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHOM om 22 O0ekabps 2014 2. N 429-©3 cmamesi 18 Hacmosiweao
®edeparnibHo20 3aKoHa doriofiIHeHa Yacmbto 16, ecmynarowel 6 cusy ¢ 1 sHeapsi 2016 .
16. KnuHuyeckne wuccnenoBaHUsi NEKApCTBEHHOro npenaparta And MeguuMHCKOro
NMPUMEHEHNA B LeNnsX ero rocygapCTBEHHOW perucTpaumm nposoadatcsas B Poccuinckon
depepaumm B nopsake, yCcTaHOBNEHHOM cTtaTtbsaMu 38-44 HacTosiwero ®efepanbHOro 3akoHa.
OTyeT O MNpPOBEAEHHbIX WCCNEedOBaHUSAX BKMAKOYAETCA B COCTaB pasfena  KIMHUYECKOW
AOKYMEeHTauumM perncTpaumoHHOro OOCbe Ha NeKapCTBEHHbIM npenapaTt Ans MeguuMHCKOro
npuMeHeHns. [Ona nekapCTBEHHbIX npenapaToB AN MEAULUHCKOrO MNPUMEHEHUS, B
OTHOLUEHUM KOTOPbIX B pesynbTare 9KCNepTusbl [JOKYMEHTOB, MNpeAcTaBfieHHbIX Ans
onpeaeneHns BO3MOXHOCTU pacCMaTpuBaTh NIEKAPCTBEHHbIN npenapaT aAns MeauLMHCKOro
NPUMEHEHNA B KadecTBe Op(haHHOro feKapCTBEHHOrO npenapaTta, Takasi BO3MOXHOCTb
NpuU3HaHa U B OTHOLLUEHMM KOTOPbIX NPOBEAEHbI KIMMHUYECKME UCCENOBaHUS, BbINOSTHEHHbIE
3a npegenammn Poccunckon Pegepaunm B COOTBETCTBUM C MpaBuiiaMmy Hagnexaien
nabopaTopHOM MPaKTUKM N NpaBuraMmn Hagnexawen KNMHUYECKOW MPaKkTUKK, AOoMycKaeTcs
BKMOYEHNE B COCTaB pasgesfia KIMHUYECKOW OOKYMeHTauuMuM BMECTO OoTyeTa O pesynbratax
KIMHMYECKMX MCCReaoBaHUN NeKapCTBEHHOro npenapaTta Ans MeaUMUMHCKOro NPUMEHEHMS,
npoBedeHHbIX B Poccunckon depepaumn, otvyeta O pesynbTatax  KIMHUYECKUX
nccnenoBaHUK, BbIMOMHEHHBIX 3a Npegenamun Poccurckon depepaumn.

MHdopmaums 06 usmeHeHusix:

®eldeparibHbIM 3akoHOM om 22 Oekabps 2014 e. N 429-©3 cmambesi 18 Hacmoswezao
®edeparnbHo20 3aKoHa doriofiHeHa Yacmbko 17, ecmynarowed e cuny ¢ 1 sHeaps 2016 e.

17. 3agaBuTenb BnpaBe MpeacTaBuTb MO COOCTBEHHOW WHMUMATUMBE BMECTE C
3asBfeHMeM O rocyfJapCTBEHHOW  perncrpaumMm  JfiekapCTBEHHOro npenapata gng
MEAMLUNHCKOrO MNPUMEHEHUA OOKYMEHTbI, MOATBEpXAawowme ynnaTty rocyaapCTBEHHON
MNOWSMHBI WM YyKasaHHble B nyHkte 10 vactm 2 HacTtoswewn crtateM. B cnyyae wux
HenpeacTaBneHus COOTBETCTBYHIOLLUIN YNOSTHOMOYEHHbLIN denepanbHbIN opraH
NCMOMNHUTESNbHOW BRAcTX NpoBepsieT (PakT ynnaTtbl rocya4apCTBEHHOM MOLWMNHBI 3adBUTENEM
NOCPEACTBOM MCMNONb3oBaHWA uMHGopmaumm 00 ynnaTte rocyaAapCTBEHHOW MOLUSMHLI,
cogepxawenca B [ocyaapCTBEHHOM WHAOPMAUWOHHOM CUCTEME O FOCYAApPCTBEHHbLIX U
MYHUUMNANbHbIX NaTexax, Ha OCHOBaHMM NPeACTaBfEHHbIX 3asBUTENEM KOMUN LOKYMEHTOB,
noaTeepXaaroLmnx ynnaTy rocygapcTBEHHOM MOLUSNHBI.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHOM om 22 O0ekabps 2014 a. N 429-©3 cmamesi 18 Hacmosiuweao
®edeparnibHo20 3aKoHa doriofiIHeHa Yacmbko 18, ecmynarowed 6 cusy ¢ 1 sHeapsi 2016 .
18. He ponyckaetca wucnonb3oBaHME B KOMMEPYECKMX Lensx uHdopmMaumm o
pesynbTatax AOKMMHUYECKUX WCCNeLOBaHUN fEeKapCTBEHHbIX CPeaCcTB WM KIMHUYECKUX
nccnegoBaHW — NEKapCTBEHHbIX  MpenapaTtoB AN MEAULUMHCKOTO  MPUMEHEHNS,
NpeacTaBneHHOW 3adABuTEneM ANnd  rocyapCTBEHHOW  perncrpauum  nekapCTBEHHOro
npenapaTta, 6e3 ero cornacusi B Te4eHue WeCTn neT ¢ AaTbl rocyaapCTBEHHON perncrpaumm
pedepeHTHOro fiekapCcTBEHHOro npenapata B Poccuinckon ®epepaunn.

MHdopmaumns 06 usmeHeHusix:

®eldeparibHbIM 3aKkoHOM om 22 Oekabps 2014 e. N 429-©3 cmambsi 18 Hacmoswezao
®edeparnbHo20 3aKoHa doriosfiHeHa Yacmeto 19, ecmynarowed e cuny ¢ 1 sHeaps 2016 e.

19. [epxaTtenb unv Bnagenel perucTpaumoHHOro yaoOCTOBEPEHUS NeKapCTBEHHOIO

npenapata Ha OWOTEXHOMNOMMYECKUN WM OPdIaHHLIN JleKapCTBEHHbIM npenapaTt ob6s3aH



NpeaocTaBnsTb Ha BO3ME3aAHON OCHOBE 06pasLibl pedepeHTHOro fiekapCTBEHHOrO NpenapaTa
3agBUTENAM AN NPOBEAEHUs  KNUHUYEeCKUX uccneposaHuit. CTouMMocTb  o6Gpasua
pedEPEHTHOIrO  NIEKAapCTBEHHOro npenapaTta, BKMAKYEHHOrO B MNepeyYeHb  KU3HEHHO
HeoOXOOANMbIX U BaXHEMLUMX NeKapCTBEHHbIX MpenapatoB, He [OIMKHa MpeBbIWaTh
3aperncTpmMpoBaHHy0 NpPeaenbHY OTMNYCKHYH LEHY Ha pedepeHTHbIN feKkapCTBEHHbIN
npenapar UInu LieHy Ha NekapCTBEHHbIN NpenapaTt B CTpaHe Npou3BoaUTENS.

MHdopmaumns 06 usmeHeHusix:

@eldeparibHbIM 3akoHOM om 22 Oekabps 2014 e. N 429-©3 cmambesi 18 Hacmoswezao
®edeparnbHo20 3aKoHa dorofiHeHa Yacmbro 20, ecmynarouwel e cuny ¢ 1 sHeaps 2016 e.
20. 3asaBneHue o] rocyapCcTBEHHON permcrpauum BOCMpPON3BELEHHOIO
fleKapCTBEHHOro npenaparta Ans MeAUUUMHCKOrO MpPUMEHEHUss MOXeT OblTb MnogaHo B
YNOMHOMOYEHHbIN  (pefeparnbHbli  OpraH WCMNOMHUTENbHOW BNacTh, OCYLECTBIISOLWNN
rocyJapCTBEHHYIO perucTpaumio nekapcTBEHHbIX npenapaTos, N0 UCTEYEHUN YeTbipex neT C
AaTbl FOCYAapCTBEHHOW perucTpaumm pedepeHTHOro mnekapCcTBEHHOro npenapata B
Poccuinckon ®egepaunn.

MHdopmaumsa 06 n3amMeHeHusx:

®edeparnbHbiM 3akoHOM om 22 O0ekabps 2014 a. N 429-©3 cmambesi 18 Hacmosiweao
®edeparnibHo20 3aKoHa 0oriofiIHeHa Yacmbto 21, ecmynarowel 6 cusy ¢ 1 sHeapsi 2016 2.
21. 3asaBneHve O rocygapCTBeHHOW peructpauum buoaHanorosoro (6monogobHoro)
nekapcTBeHHOro npenapata (bwoaHanora) MoOXeT OblTb MNO4AHO B YNOSHOMOYEHHbIN
denepanbHbli  OpraH  MCNOSHUTENbHOM  BMACTW, OCYLLECTBASIOWMNA  FOCYAapPCTBEHHYIO
perncTpauuio nekapcTBeHHbIX NpenapaTos, N0 UCTEYEHUN TPeX NeT C AaTbl roOCyAapCTBEHHON
pernctpauumn pedepeHTHOro nekapcTeBeHHOro npenapara B Poccunckon degepaumn.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHOM om 22 O0ekabps 2014 2. N 429-©3 cmambesi 18 Hacmosiueao
®edeparnibHo20 3aKoHa 00rofIHeHa Yacmbko 22, ecmynarouel e cury ¢ 1 sHeaps 2016 e.
22. [epxaTtenb nnu Bnagenel peructpaumoHHOro yaoCTOBEPEHUS NeKapCTBEHHOro

npenapara npeacraBnseT B YNOSIHOMOYEHHbIN defeparnbHbii  OpraH WUCNOSTHUTESTbHOM
BMacT, OCYLLECTBASIOWMN PYHKLUUN MO KOHTPOMNIO U Haa3opy B cdepe 34paBOOXpaHEHMS,
OTYET MO pe3ynbTatamMm papMakoHag3opa OAWH pa3s B LUECTb MECALEB B TeYEeHMe OByX neT
nocrie rocyaapCTBEHHOM perncrpaumm nekapcTBeHHOro npenapata B Poccuinckon
depnepaummn, exxerogHo B TeYEHUE nocneayrwmx Tpex NeT 1 B anbHENLWEM OAMH pa3 B NATb
ner.

FTAPAHT:

CmMm. kommeHTapum k ctatbe 18 HacTosiwero ®egepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®eldeparibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-©3 cmambsi 19 Hacmosiwez2o
®eldeparnibHO20 3aKOHa U3/I0XeHa 6 Hoeou pedakyuu, ecmyrnaroweu e cuny ¢ 1 urns
2015 e.

Cm. mekcm cmamaeu 8 rnpedbidywed pedakuyuu
Cratbsa 19. lNpuHATME peweHna O Bblgade IKCNEePTHOMY YYPEXAEHWO 3adaHus Ha
npoBefeHne 3KCNepTM3bl SIeKapCTBEHHOIO CpeacTBa

1. B TeyeHune gecatn paboumx gHen co AHA NPUHATUA 3asiBIIEHNSA O roCyAapCTBEHHON
perncrpaumm neKkapCTBEHHOrO npenapaTta COOTBETCTBYHOLLUN YNONHOMOY€EHHbIN
drefepanbHbI OpraH UCMONHUTESTbHOW BracTu NPOBOAMUT MPOBEPKY MOMHOTLI, JOCTOBEPHOCTMU
N NPaBuUbHOCTM OPOPMIIEHNS NMPeaCTaBneHHbIX AOKYMEHTOB pPeruMcTpaumMoHHOro AoCbe Ha
fNleKapCTBEHHbIN nNpenapaT 1 NpMHUMaeT peLleHne O Bblgaye 3ajaHnd Ha NnpoBegeHue:



1) 93KcnepTu3bl AOKYMEHTOB, MpPeACTaBfeHHbIX AN onpederieHnss BO3MOXHOCTU
paccmatpvBaTb fleKapCTBEHHbIM  npenapaTt Ans  MeOuMUMHCKOro  MNPUMEHEHUa  npu
OCYLLECTBMNEHUN roCyJapCTBEHHOW pernctpaumm B KadecTBe OpdhaHHOro J1IeKapCTBEHHOMO
npenaparTa;

2) 9KCNepTU3bl JIeKapCTBEHHOrO0 CpeAcTBa B 4acTM  3KCNepTu3bl  KadecTBa
NEeKapCTBEHHOrO CpeacTBa WM 3KCNepTU3bl OTHOLLEHUS OXMOAeMOW MNOMb3bl K BO3MOXHOMY
PUCKY NPUMEHEHUS NIEKapCTBEHHOro npenaparta Ans MeguuUMHCKOro NPUMeEHeEHNS;

3) 9KcnepTmM3bl JIEKApPCTBEHHOrO0 CpeactBa B 4YacTU  3KCNepTusbl  KavecTBa
NeKapCTBEHHOro cpeacTBa M 9KCNepTU3bl OTHOLIEHUSA OXMOAeMOW MNOSib3bl K BO3MOXHOMY
PUCKY NPUMEHEHUN NeKapCTBEHHOro npenapaTta Ans MeguuUHCKOro NpUMEeHeHNsa B nopsake
YCKOPEHHOM Npouenypbl 9KCNepTU3bl SIeKapCTBEHHbIX CPEACTB B COOTBETCTBUM CO CTaTheln 26
HacTodwero degepanbHOro 3aKoHa;

4) aKkcnepTu3bl NEeKapCTBEHHOrO CpeAcTBa B OTHOLLEHUWN fieKapCTBEHHOro npenapaTa
ANS BETEPUHAPHOIO NPUMEHEHNS.

2. YNosHOMOYeHHbI dhefepasibHbI OpraH UCMOSTHUTENbHOW BRactu yBeaoMnsdeT B
3NEKTPOHHOM (bopMe unu Ha BymMaKHOM HocuTerne 3asBUTENSA U SKCNEepPTHOEe yypexaeHue o
NPUHATOM peLUeHN O Bblgaye 3aJaHun Ha NpoBedeHMEe 3KCnepTus, npenyCMOTPEHHbIX
YyacTblo 1 HacTosLLen cTaTbn, U B CnyYyae HeobxoaMMOCTM O BblAaye paspeLleHnsa Ha BBO3 B
Poccunckyto ®defepaumio  KOHKPETHOW MapTuW, CepUn  3aperncTpupoBaHHbIX W (Unun)
He3aperMCTpMpoOBaHHbIX NEKapCTBEHHbIX CpeactB unum o6 oTkasze B NpoBeLeHMM
NpenyCMOTPEHHbIX 9KCNEPTU3 C yKa3aHNeM NPUYMH Takoro OTKasa.

3. B cnyyae BbisIBNeHMss OTCYTCTBUS WM HELOCTOBEPHOCTU  MHpopmMaumn,
cogepxawemca B NpeacTaBrfieHHbIX — 3asBUTENEM  JOKYMEHTaX,  YNOSIHOMOYEHHbIN
denepanbHbIi - OpraH  WUCMOMHUTENbHON BNAacTM  HanpaBnsdeT 3aaBUTENO 3anpoc 06
YTOUYHEHUN 3TOW WMHpopMaumn (ganee - 3anpoc YNoSIHOMOYEHHOro hefdeparibHOro opraHa
MCNONHUTENBHOM  BRacTu), KOTOPbIN  MOXeT ObiTb nepefaH  yNosIHOMOYEHHOMY
npeacTaBuUTeNiO 3asBUTENA NIMYHO MO PacrnUCKy, HanpaserieH no noyTe 3aka3HbiM NMUCbMOM
UNu nepefaH B 3NeKTPOHHOW hopme Mo TENEKOMMYHMKaLMOHHbLIM KaHanam cBasun. B cniyyae
HanpaBneHus 3arnpoca YnoSIHOMOYEHHOro doeZiepanbHOro opraHa WUCMONHUTESNTbHOW BRacTu
MO NoYTe 3aKasHbIM NMUCbMOM OH CYUTAETCHA NOJSTYYEHHbIM MO UCTEYEHUN LIECTU OHEN C AaThbl
HanpaBneHns 3aKa3Horo nucbma.

4. 3agsutenb o06s3aH npeactaBUTb  OTBET Ha  3anpoc  YNOSIHOMOYEHHOro
doefepanbHOro opraHa MWCMNOSIHUTENbHOW BMacTM B CPOK, He npeBblalwmnn geBaHoCTa
pabounx AHen co AHA ero nonyveHusa. CpoK, yKasaHHbI B 4acTi 1 HaCTOALEN CTaTbW,
NPUOCTaHaBNMBaAEeTCA CO [HA HanpaslfieHUs 3asiBUTENl0  3anpoca  YrNOSfIHOMOYEHHOro
hbegeparnbHOro opraHa UCMOMHUTENbHOW BracTv OO AHA NOMYYEeHUA UM COOTBETCTBYIOLLENO
oTBeTa.

5. OcHoBaHMeM Ons OTkasa B OpraHu3auuu aKcnepTus, npefyCMOTPEHHbIX YacTbio 1
HacTodAwen cTaTbk, 4HBMASETCA nNpeactaBneHne HeobxoauMmblx  Ans  NpOBeAeHUs
NPeayCMOTPEHHbIX 3KCNepTn3 [OKYMEHTOB B HeMnofiHoM obbeMe wunu HenpeacraBrieHue
3asBUTENEM B YCTAHOBIMIEHHbLIM CPOK OTBETa Ha 3anpoc YMOSIHOMOYEHHOro denepansbHOro
opraHa WCMNOMHUTENbLHOM BRacTW, a Takke npeactaBrieHne OOKYMEHTOB, He codepXalimx
ncYepnbiBatoLLEro nepeyHst HeoBXoaNMbIX CBEAEHWMN.

FTAPAHT:

CMm. kommeHTapum K ctatbe 19 HacTosiwero ®egepanbHOro 3akoHa

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHOM om 22 O0ekabpsi 2014 2. N 429-©3 cmambs 20 Hacmosiwezo
®eldepalribHO20 3aKOHa U3/I0XeHa 8 Hoeou pedakyuu, ecmyraroweu e cuny ¢ 1 ukns



2015 a.

Cm. mekcm cmamabu 8 rnpedbidyuwed pedakyuu
Cratba 20. O3Okcneptvsa [OOKYMEHTOB, MpPeACTaBfEHHbIX ANs  onpeaeneHus
BO3MOXXHOCTM paccMaTpuBaTb NIEKApPCTBEHHbIN npenapaT ans MeauuuHCKOro
NPUMEHEHNSA NMPU OCYLLECTBNEHUN rOCY4apPCTBEHHOW PErMcTpaunm B KadecTee
opchaHHOro nekapcTBEHHOro npenapaTa

1. OkcnepTu3a OOKYMEHTOB, MPEACTaBMEHHbIX AN OnpedeneHns BO3MOXHOCTU
paccmaTpuBaTb JIEKAPCTBEHHbIN  npenapaT Ans  MeAUUMHCKOrO  NPUMEHEHNa  npu
OCYLLECTBMNEHUN TOCYJapPCTBEHHOW pErncTpaumm B KadecTBe OpdaHHOro JIEKapCTBEHHOIO
npenaparta, COCTaBfiEHNE KOMMUCCMEW 3JKCMEPTOB 3aKMOYEHUA O BO3MOXHOCTM UMK
HEBO3MOXHOCTU paccMaTpmuBaTh NIEKApPCTBEHHbIN npenapaT Ang MeANLUHCKOro NpUMEHeHus
NpW OCYLLECTBEHUN rocy4apCTBEHHON perncTpaumm B Ka4ectese opdaHHOro nekapcTBEHHOro
npenapaTta M HanpaBfieHME OAHHOrO 3aKNYEHUS B YNOSTHOMOYEHHbIV dhefepanbHbii OpraH
MCMNOMHUTENBHON BMACTM OCYLLECTBIISKOTCA B CPOK, HE MpeBblaWmn Tpuauatn pabodmnx
OHEN CO [OHA MNOMyYEHUS OSKCNEPTHbIM  yYPEXOAEHWEM 3afaHusi  YNOSTHOMOYEHHOrO
dreiepanbHOro opraHa UCMNOTHUTENBHOM BIAaCTU U B ANIEKTPOHHOW hopMe unm Ha BymakHbIX
HOCMTENAX HEOOXOANMBIX JOKYMEHTOB, yKa3aHHbIX B nyHkTax 1, 2, 5, 6, 10 yactn 4 n B 4actu
7 ctatbk 18 HacToswero ®egepanbHOro 3akoHa.

2. [JokymMeHTbl, cogepXxawimecsa B perncTtpauuoHHOM [OCbe Ha JIeKapCTBEHHbIN
npenapaTt M MNOCTynNMBLUME Ha OyMaXHbIX HOCUTENHAX B 3KCMEPTHOE YyypexaeHue ans
OCYLLECTBMNEHUA UX IKCMNEPTM3bl ANA  OonpeaeneHnsl BO3MOXHOCTM  paccMmaTpuBaTb
NeKkapCTBEHHbIM npenapaT Ansg MeauuUMHCKOro npuUMEeHeHMa B KadecTBe opchaHHoro
NleKapCTBEHHOro npenapara, noanexar Bo3BpaTy B YMNOSIHOMOYEHHbIN heaepanbHbI opraH
NCNOMHUTENBHOWN BIACTU O4HOBPEMEHHO C 3aKMIOYEHNAMM COOTBETCTBYHOLLMX SKCNEPTU3.

FAPAHT:

CmMm. kommeHTapum k ctatbe 20 HacTosiero ®egepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

@eldeparibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-©3 cmambsi 21 Hacmosiwezao
®eldeparnibHO20 3aKOHa U3/I0XKeHa 6 Hoeou pedakyuu, ecmyrnaroweu e cuny ¢ 1 urns
2015 e.

Cm. mekem cmamaeu 8 rnpedbidywed pedakyuu
CraTtbsa 21. PeweHne o BO3MOXHOCTM paccMmaTpuBaTb fieKapCTBEHHbIN npenapaT npu
OCYLLIECTBMNEHNN TFOCYAAPCTBEHHOM perucTpaumm B KayvyecTBe OpdaHHOro
nekapCTBEHHOro npenapara

1. B cpoK, He npeBbiWwarowmin Nt pabounx AHEN CO OHA NOMyYEHUS 3aKNYeHus,
ykaszaHHoro B 4acty 1 craten 20 Hactoduwero degeparnbHOro 3akoHa, YNOSTHOMOYEHHbIN
dbefeparnbHbli  OpraH WUCMOSTHUTENbHOW BAACTU  OCYLLECTBASET OLUEHKY MNOSTyYeHHOro
3aKnoyYeHMss  Ong  onpedeneHus  ero  COOTBETCTBMA  3aaHUI0  Ha  npoBedeHue
COOTBETCTBYIOLLEN 3KCNepTusbl U yBeOOMMSET 3afABUTENS B 3ANEKTPOHHOW (hopMe Unun Ha
OymMaxxHOM HocuTene o pesynbTaTax MPOBEOEHHOW 3KCMEPTM3bl C MPUMIOXKEHWEM KOMUU
9KCMNEPTHOro 3akrtoyYeHns (C coxXxpaHeHneM KOHMUAeHUManbHOCTM MHGOpMaumMmM O cocTaBe
9KCNEepTHOM KOMMUCCUMM) U O BO3MOXHOCTM UMW  HEBO3MOXHOCTW  paccMmaTpuBaTb
NeKapCcTBEHHbI npenapat Ans  MeOUUUHCKOrO  NPUMEHEHUS Npu  OCYyLLEeCTBNEeHUN
rocygapCTBEHHOM pernctpauumn B kKa4ectese opdraHHOro fiekapCTBEHHOMO npenapara.

2. [lpyn BbIHECEHMM KOMWUCCMEW IKCMEPTOB  3aKMOYEHUA O  BO3MOXHOCTU
paccMaTtpvBaTb JleKapCTBEHHbIW npenapat And  MeOUUUHCKOro  MpUMEHEeHus  npu
OCYLLIECTBMNEHNN TOCYOAPCTBEHHOW permctpaumMm B KadecTBe OpdaHHOro JiekapCTBEHHOro
npenapaTta YnosIHOMOYEHHbIN doefeparibHbI OpraH MCMNOSIHUTENbHOW BIiacTU B CPOK, He



NpeBbILAWNA NATU pabounx OHEN CO OHS MONyYeHUs AAaHHOrO 3akNoYeHusl, NMpUHMMaeT
pelleHne O Bbldaye 3adaHUA Ha MpoBedeHMe JKCMepTU3bl KayecTBa IEeKapCTBEHHOro
cpeacTBa U 3KCMepTM3bl OTHOLLEHUS OXUOAEMOWN MONb3bl K BO3MOXHOMY PUCKY MPUMEHEHWS
NeKapcTBEHHOro npenapata Ans MEOULMHCKOTO MPUMEHEHUS B MOPSAOKE YCKOPEHHOMN
npoueaypbl 3KCMepTU3bl JeKapCTBEHHOro cpeacTBa B COOTBETCTBMM CO cTathel 26
HacToswero ®eaepanbHOro 3akoHa.

3. B cnyyae npuHATMS peLleHns 0 HEBO3MOXXHOCTU paccMaTpuBaTh feKapCTBEHHbIN
npenapaTt ans MeguLMHCKOro MPUMEHEHUS NpU roCydapCTBEHHOW perncrpauun B KayecTse
opdaHHOrO  NEeKapCTBEHHOrO  MNpenapaTta  YrNofHOMOYEHHbI  dedepanbHbIi  opraH
NCMONMHUTENBHON  BnacTX Npekpawaet npoueaypy rocyAapCTBEHHOW  perucrpaumu
nekapcTBEHHOro npenaparta. 3asiBUTeNb BnpaBe obpaTUTbCA B PErMCTPUPYIOLLNIA OpraH ¢
3asBNeHMeM O TOCYAapCTBEHHONW perucTpaumu ykasaHHOro rekapCTBEHHOro npenapaTta B
COOTBETCTBUM CO cTaThel 18 HacTosiwero degepanbHOro 3akoHa.

FAPAHT:

CM. KommeHTapum k ctatbe 21 HacTosiero ®egepanbHOro 3akoHa

Cratbsa 22. YTtpaTtuna cuny ¢ 1 nona 2015.

MHdopmaumsa 06 nameHeHusx:
Cm. mekem cmambu 22

®edeparbHbiM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 cmambsi 23 Hacmosuwezo
®edepanbHO20 3aKOHa U3/I0XKeHa 8 HOoBoU pedakyuu, ecmynarowel e cuny ¢ 1 urons
2015 e.

CmM. mekcm cmamabu 8 rpeodbidywiet pedakyuu
Cratba 23. 0OkcneptM3a KayecTBa JEKapCTBEHHOrO CpeactBa WM 3KcnepTmsa
OTHOLUEHUS OXMOAeMOW Momfb3bl K BO3MOXHOMY PUCKY MPUMEHEHUs
fleKapCTBEHHOro npenapara Ans MegULMHCKOro NpUMEHEHNS

1. OkcnepTu3a KadecTBa JlEKAPCTBEHHOrO cCpeacTBa W 3KCNepTu3a OTHOLWEHUSA
OXMOaemMom Mnonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEKapCTBEHHOro npenapara nng
MEOVUUMHCKOrO MPUMEHEHUS, COCTaBfIEHME KOMMUCCUSAMM 3KCMEPTOB 3aKMOYeHMW Mo
pesynbTatam NpPoBeAEHHbIX AKCNEPTU3 N HaNpPaBfiEHNE 3TUX 3aKNYEHUN B YNONTHOMOYEHHbIN
drefepanbHbI OpraH UCNOMHUTENbHOW BACTU OCYLLECTBNATCS B CPOK, HE MpeBbILLaoLLmii
cTa gecatn paboumx gHen Co OHS NONYYEHMST AKCMEPTHBIM YYpEeXaeHMEM COOTBETCTBYHOLLENO
3aaHnd yrnonHOMOYeHHoro defepasibHoro opraHa UCNoMHUTESNbHOW BracTu U HeOBXOANMbIX
AOKYMEHTOB B 3NIEKTPOHHOM (hopMe nnmn Ha ByMakHbIX HOCUTENSX.

2. B TeyeHne peBAHOCTA OHEN CO OHA MOMNYyYEHUS peLleHUs YNOSTHOMOYEHHOrO
degepanbHOro  opraHa  UCMOSIHUTENbHOW — BMacTM O NPOBELEHUMM  JKCMEpTUs,
NpegyCMOTPEHHbIX YacTblo 1 HacTosWwen cTaTbM, 3adBUTENb MPeACTaBrsieT B 3KCNepTHoe
yypexaeHve Onsi npoBedeHUsa 3KCMepTM3bl KayecTBa JfleKapCTBEHHOro cpeactea obpasupbl
nekapCTBEHHOro npenapata Ans  MeauUMHCKOro MNPUMEHEHUs, MNPOU3BEAEHHOIo B
COOTBETCTBMM C TpebOoBaHMSAMWU  OMbITHO-NPOMBILLAEHHOTO U (UNX)  NPOMbILLIIEHHOrO
pernameHToB, YTBEPXOEHHbIX PYKOBOAUTENEM NPOU3BOAUTENS NEKapCTBEHHbIX CPeacTs, a
Takke B COOTBETCTBYWOLMX crniydasx obpasubl  dapmaueBTudeckon cybctaHumm,
TecT-lTaMmmMa MUKPOOPraHM3MoB, KynbTypbl KNeToK, obpasubl BELWeCTB, NPUMMEHSIEMbIX AN
KOHTPOSSi KayecTBa JIEKapCTBEHHOrO0 CpeacTtBa MyTEM CPaBHEHUS C HUMKW UCCnenyemMoro
NeKapCTBEHHOrO CPeAcCTBa, B KONMMYECTBAX, HEOOXoauMbIX Onsi BOCNPOU3BEAEHUS METOA0B
KOHTPOSIS KadecTBa.

3. lMpu nonyyeHnn oO6pasLOB NeKapCTBEHHOro npenapata M dapmMaueBTU4eCKon
CyOCTaHUMM SKCMEPTHOE YyupeXaeHne BblOaeT 3asBUTEN0 AOKYMEHT, MOATBEpXOatoLwmin
nofny4yeHne ykasaHHbIX 00pa3uoB, M B CPOK, He MpeBbllalowmm Tpex paboumx gHewn,



yBeOOMNSAET B 9NIEKTPOHHON bopme unm Ha BymakHOM HocuTerne 06 3TOM YyNOSTHOMOYEHHbIN
dreaepanbHbIN OpraH UCNOSTHATENBHOW BIIACTM.

4. YKasaHHble B 4YacTtax 2 M 3 HacCToOdAWeW cTaTbM CPOK ONA npeacTaBfeHus
3aaBuTenemM o0pasLoB fekapCTBEHHOro npenapata u dapMaueBTUYecKon cybcTaHumm u
CPOK yBeOOMSIEHMSI 3KCNEepTHbIM y4ypexaeHnem o6 3ToM Ha 6yMaxHOM HocuTene
YNOIHOMOYEHHOro heaepanbHOro opraHa UCMONTHUTENbHOW BacTW He BKITKOYAlTCA B CPOK
NpoBeAeHUs SKCNepTU3, NPeayCMOTPEHHbIX YacTblo 1 HacTosALWwen cTaTbu.

5. [JokyMeHTbl, MOCTYNUBLLME B 3KCNEPTHOE yUYpexaeHne ANnA NpoBedeHUA 3KCNnepTus,
NpenyCMOTPEHHbIX YacTblo 1 HacTosiwen cTaTbW, noanexart BO3BpaTy B YMNOSHOMOYEHHbIN
denepanbHbIn - OpraH  UCMOSTHUTENBbHOW  BNactM  OOHOBPEMEHHO C  3aKIMHOYEHUSMH,
NONYYEHHbIMW NO pe3ynbTaTam COOTBETCTBYHOLLMX SKCNEPTU3.

FTAPAHT:

CM. KommeHTapum k ctatbe 23 HacTosiero ®egepanbHOro 3akoHa

Ctatba 24. JOkcneptmsa KayecTBa JieKapCTBEHHOrO cpeactBa M 3KcnepTusa
OTHOLUEHUS OXMOAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
nekapCTBEHHOro nNpenapara ans BeTepuHapHOro npuMeHeHnsa

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHomM om 13 urons 20152, N 241-©3 e yacmb 1 cmambu 24
Hacmosiueao ®edepasibHO20 3aKOHa BHECEHbLI UBMEHEHUS

Cm. mekem dacmu e rpedbidywel pedakyuu

1. OkcnepTu3a KadecTBa JIEKApPCTBEHHONO cCpeacTBa W 3KCnepTu3a OTHOLEHUSA
OXnaaemonm nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEKapCTBEHHOro npenapara gngd
BETEPMHAPHOIO MNPUMEHEHNHA, COCTaBfieHME KOMUCCUSIMW SKCMNEPTOB  3aKMOYEeHUrM no
pesynbTaTtaM yKasaHHbIX 3KCNepTU3 N HanpaBfieHMEe TakKUX 3aKMOYEHUA B YMNONTHOMOYEHHbIN
drefiepanbHbI OpraH UCMOMHUTENbHOM BAacTU OCYLLECTBNAITCA B CPOK, He MpeBbiLLaoLWLmm
cta pecatm paboymx [HEeW CO AHA MNOSyYeHUs SKCMEPTHbIM  yupexaeHuem 3agaHus
YNONTHOMOYEHHOro  doeflepasribHOro opraHa WCNOSHUTENbHOW BracTu C  [JOKYMEeHTaMu,
yKasaHHbIMKM B 4acTu 3 ctaTbn 17 HacToswero ®efepanbHOro 3akoHa.

2. B TeyeHne ngatHaguatm paboumx [OHEN CO AOHA  NOMyYeHUs  peLleHusd
YNOSTHOMOYEHHOIO  (pefepanbHOro opraHa WCMNOMHUTENbHOM BRacTM O MPOBEAEHUM
yKa3aHHbIX B YacT 1 HacTosiIlen cTaTbu SKCNepTU3 3adBUTENb NPeacTaBnseT B SKCNepTHoe
yuypexaeHve Onsi npoBedeHnsa 3KCMNepTM3bl KayecTBa fleKapCTBEHHOro cpeactea obpasupbl
nekapCTBEHHOro npenapata Ans BeTEepPUHAPHOro MNPUMEHEHUs, MNpPOouU3BEAEHHOIo0 B
COOTBETCTBMM C  TpeboBaHMAMM  TEXHOMOIMYECKMX  PErfIaMEHTOB,  YTBEPXKOEHHbIX
pykoBOoAMTENEM  MNPOU3BOAMTENS  JNEeKApCTBEHHbIX  CPeactB, a Takke  obpasey,
hapmaueBTUYecCKkon cybCcTaHuMM B KOnMyecTBax, HeobxoaumbiX Ansi BOCNPOM3BELEHUS
METOAO0B KOHTPOSS Ka4yecTBa.

3. lNpu nonyyeHmn obpasuoB nekapCTBEHHOro npenapata u dapmMaueBTU4ECKON
cybCTaHUMM 3KCNepTHOE YypexaeHue BblAaeT 3aaBUMTEN0 OOKYMEHT, MNoATBEpXAatoLLni
nonyyYyeHMe ykasaHHbIX 00pasuoB, M B CPOK, HE MpeBbllalWun Tpex pabounx aOHen,
yBegomnsieT B MUCbMEHHOMW opme 006 9TOM YMNOMHOMOYEHHbIN doefepanbHbli  OpraH
NCNOMHUTENBHOWN BNACTW.

4. Cpok Oons npeacrtaBneHust 3aasutenem obpasuoB NekapcTBEHHOro npenapara u
dhapmaueBTUYeckon cybcTaHUMmM U CPOK yBELOMIIEHUS] AKCNEPTHBIM ydpexaeHnem o6 aTom B
NMMCbMEHHOMN (POpMe YMNONTHOMOYEHHOro efepanbHOro opraHa MCNOSIHUTENbHOW BracTy,
yKasaHHble B 4acTdax 2 M 3 HacTosIWen CcTaTbW, He BKMKYaKTCa B CPOK MNpoBedeHUs
yKa3aHHbIX B YacTu 1 HacTosiLen cTaTbu IKCNepTuUs.

5. [IOKyMeHTbIl, NOCTYNUBLUNE B IKCMNEPTHOE y4pexaeHne Ans npoBeneHUst YKasaHHbIX



B 4Yacty 1 HacTosiwen CcTaTbW 3IKCNepTus, nognexar BO3BpaTy B YMNOSTHOMOYEHHbIV
defepanbHbIn - OpraH UCMONHUTENbHOM BflaCTM  OOHOBPEMEHHO C  3aKMNYEHUAMU NO
pesynbTaTtam yKasaHHbIX 9KCNepTus.

FTAPAHT:

CM. KomMmeHTapum K ctatbe 24 HacTosiero ®egepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edeparibHbIM 3akoHOM om 22 Oekabpsi 2014 2. N 429-03 HaumeHogaHue cmambu 25
Hacmosiwe2o @edeparsibHO20 3aKOHa U3IIOXEeHO 8 Ho8oU pedaKyuu, scmyrnarouel 8 curly ¢
1 urons 2015 a.

CM. mekcm HaumeHogaHUsl 8 rpeobiOyuwel pedakyuu
Cratbsa 25. [NloBTOpHOE NpoBefeHMe IKCNEePTU3bl NIEeKapCTBEHHbIX CPeaCTB

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHomM om 22 Oekabps 2014 e. N 429-®3 e wacmb 1 cmambu 25
Hacmosiweao ®edepasribHO20 3aKOHa BHECEHbI U3SMEHEHUs, scmynaruwue 8 cusry ¢ 1 urns
2015 a.

CmMm. mekcm Yyacmu 8 rpeodbiOywieli pedakyuu

1. B cny4asx HegoCTaToO4YHOM 0O0CHOBAHHOCTU UIN HEMOJSTHOTHI 3aKIMIOYEHNSA KOMUCCUN
9KCMEepPTOB, HanMMuMa B HEM NPOTUBOPEYMBBLIX AaHHblX, anbcudurkaumm BbIBOOOB
3KCMEepPTU3bl NEKAPCTBEHHOrO CPeacTBa, COKPbITUSA OT YMOSIHOMOYEHHOro denepanbHoro
opraHa WCNOSHMTENbHOW BNacTM OCHOBaHUW ANA OTBOAA 3KcnepTa BCMEeACTBME €ro
3aMHTEPECOBAHHOCTU B pe3ynbTaTax COOTBETCTBYHOLLEN 3KCMEPTU3bl, HANMU4YMS OaHHbIX O
npsiMom 6o KOCBEHHOM BMeELLATENbCTBE B MPOLIECC COOTBETCTBYHOLLEN IKCNEPTU3bI NNL, He
y4acTBYIOLLMX B €€ MPOBEAEHUUN, HO OKa3aBLUMX BIUSHME HA MpPOLECC U pes3ynbTaTbl ee
npoBedeHnsi, YNOSIHOMOYEHHbIM  dbedeparnibHbIM  OpPraHOM  UCMOMHUTENBHOM  BNacTy
Ha3Ha4yaeTcsa MOBTOPHAasi 3KCMepTU3a JEeKapCTBEHHOrO cpeactBa M (Mnm) aTudeckas
aKcnepTm3a.

MHdopmaumsa 06 namMeHeHusx:

®edepanbHbiM 3akoHoM om 22 Oekabpss 2014 2. N 429-03 e yacmb 2 cmambu 25
Hacmosuwe2o PedepasibHO20 3aKOHa BHECEHbI UBMEHEHUSs, scmynaruwue 8 cuny ¢ 1 urns
2015 a.

CmMm. mekcm 4yacmu 8 rpeodbiOywieli pedakyuu
2. [loBTopHasa 9aKcnepTM3a JieKapCTBEHHOrO CpeacTBa NPOBOAUTCA C  Y4ETOM
pe3ynbTaToB paHee NPOBELEHHOW 3JKCNEepTM3bl B CPOK, YCTAHOBMEHHbIA YNONTHOMOYEHHbIM
deneparnbHbIM OpraHoM UCMOMHUTENBHOM BNAcTM U He MpeBbllalowmnn Tpuguatn paboymx
OHEN CO [HA NONyYeHMs1 IKCMEPTHbIM ydpexaeHMeM 3afaHus Ha npoBefeHWe MOBTOPHOM
9KCMNepTM3bl NIEKAapPCTBEHHOrO CpeacTaa.

MHdopmaumsa 06 nameHeHusx:

®edeparibHbiM 3akoHoM om 22 O0ekabps 2014 e. N 429-©3 e wacmb 3 cmambu 25
Hacmosiweao PedeparibHO20 3aKOHa BHECEHbI UBMEHEHUSs, sacmyrnatowue 8 cusy ¢ 1 uronsa
2015 a.

CmMm. mekcm 4acmu 8 rpeobidyweli pedakyuu
3. ®uHaHcoBoe obecnevyeHne BbIMOMHEHMS 3adaHUA Ha NpPOBeAEHWE MOBTOPHOM
9KCNepTM3bl NTEKAPCTBEHHOIO CPeaCTBa HE OCYLLECTBMASETCS.
TAPAHT:

CM. KOMMeHTapun K ctaTbe 25 HacTosero PegepanbHOro 3akoHa



Cratbs 26. yCKOpeHHaFI npouenypa 3KCnepTn3bl NEeKapCTBEHHbLIX CPenCTB

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHomM om 13 urons 20152. N 241-©3 e vyacmb 1 cmambu 26
Hacmosiweao ®edepalsibHO20 3aKOHa 8HECEHbI USMEHEeHUSs

CmMm. mekcm 4yacmu 8 rpeOdbiOywel pedakyuu

1. YckopeHHas npouefypa 9KCMepTU3bl JIEKapCTBEHHbIX CPeAcTB B - Lensx
rocyJapCTBEHHOM perncrpaumm nekapcTBEHHbIX MpenapaTtoB MPUMEHSETCH B OTHOLUEHUU
opdaHHbIX NeKapCTBEHHbIX nNpenapaTtoB, MepBbIX TPexX feKapCTBEHHbIX MpenapaTos,
peructpupyembix B Poccuinckon ®efepauumn B Ka4ecTBe BOCNPOU3BELAEHHbIX NeKapCTBEHHbIX
npenapaToB, O4YepefHOCTb KOTOpbIX OnpeAdenseTca B COOTBETCTBMM C HOMEPOM U [aTou
BXOOALWMX 3asBMEHUN O roCydapCTBEHHOM perucTpauum JekapCTBEHHbIX MpenapaTtoB B
pamMkax OAHOro MeXAyHapoOHOro HenaTeHTOBaHHOMO HaWMEHOBAHWA JieKapCTBEHHOro
npenapata WNU TrPynNnnNUPOBOYHOINO HaMMEHOBaHUS  JleKapCTBEHHOro npenaparta, WU
NeKapCTBEHHbIX NpenapatoB, NpefHa3HAYeHHbIX UWCKMYUTENbHO O NPUMEHEHUs
HecoBepLUEHHONETHUMU rpaxgaHamu.

MHdopmaumsa 06 nameHeHusx:

@eldeparnibHbIM 3akoHOM om 22 Oekabps 2014 2. N 429-03 yacmb 2 cmambu 26
Hacmosiweao ®edeparibHO20 3aKOHa U3JIoXeHa 8 Ho8oU pedaKkyuu, ecmyratouwed 8 cusy ¢
1 urona 2015 e.

CmMm. mekcm 4acmu 8 rpeobioyweli pedakyuu

2. YckopeHHas npouefypa 9KCMNepTu3bl JIeKapCTBEHHbIX CPeAcTB B Lensx
rocygapCTBEHHOM perncTpaunmn riekapCTBeHHbIX npenapaToB He NPUMEHAETCA B OTHOLUEHWUH:

1) GuoaHanorosbIx (bUoNoaobHbIX) NiekapCTBEHHbIX NpenapaTos (bunoaHanoros);

2) pedepeHTHbIX JleKapCTBEHHbIX npenapaToB (3@ MWCKNIYEeHUeM opdaHHbIX
neKkapCcTBEHHbIX NpenapaTos);

3) BOCMpPOM3BEAEHHbIX NEeKapCTBEHHbIX MnpenapaToB (3a MCKNIOYEHWEeM MnepBbIX Tpex
pernctpupyemMbix B Poccuickon ®efepaumm B Ka4ecTse BOCNPOU3BEOEHHbIX NEKapCTBEHHbIX
npenapaToB W JiIeKapCTBEHHbIX MpenapaTtoB, npeaHasHa4YeHHbIX WCKMIYUTENbHO AfS
NPUMEHEHNS] HECOBEPLUEHHONETHUMW rpaxgaHamm);

4) HOBbIX KOMBMHaLMI 3aperMCTPMPOBaHHbIX PaHee NeKapCTBEHHbIX NpenapaTos;

5) nekapcTBeHHbIX MpenapaToB, 3aperncTpupoBaHHbIX paHee, HO NPOW3BEAEHHbIX B
ApYrux nekapcTBeHHbIX )opMax B COOTBETCTBUU C NepeyHeM HauMeHOBaHUN NeKapCTBEHHbIX
dOopM 1 B HOBOW 0O3MPOBKE.

MHdopmauumsa 06 nameHeHusx:

@eldeparibHbIM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 yacmb 3 cmambu 26
Hacmosiujeeo ®edeparnibHO20 3aKoHa U3/loXKeHa 8 Ho8ol pedaKkyuu, ecmynaroujel 8 cusny ¢
1 urons 2015 a.

Cm. mekem dacmu 8 rpedbidywel pedakyuu

3. YckopeHHas npoueaypa 9KCNepTu3bl NEeKapCTBEHHbIX CpeAcTB MNpoBOAUTCHA MO
peLIeHN0 COOTBETCTBYIOLLIErO YNONIHOMOYEHHOrO hbeaepanbHOro opraHa MCNONHUTENbHON
BNacTV Ha OCHOBaHWUW 3adABMEHUs 3asiBUTENS B CPOK, He MpeBbIWaKWMi BOCbMUOECATU
pabounx aHen. lNMpun 3TOM 3KcCnepTM3a [OKYMEHTOB, COAEpPXalUMXCS B pPernctpauuoHHOM
A0Cbe Ha NeKkapCTBEHHbIN npenapat, NPOBOAUTCS B CPOK, HE MPEBbILLAOLWMA AeCATU pabounx
OHeN, aKcnepTn3a KayecTBa NeKapCTBEHHOIO CPeACTBa U IKCNepTM3a OTHOLLEHUST OXXUAAEeMON
NONb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUSI NEeKapCTBEHHOro npenapara nNpoBOAATCS B CPOK,
He NpEeBbILLAKLLMA LECTUAECATN pabounx gHEN.

MHdopmaums 06 usmeHeHusix:

@eldeparibHbIM 3akoHOM om 22 Oekabpsi 2014 2. N 429-©3 cmampbsi 26 Hacmosiweza0



®edeparnbHo20 3aKoHa dorosiHeHa Yacmeko 3.1, ecmynarowel 6 cuny ¢ 1 urons 2015 e.

3.1. B oTHOWEHUM ophaHHbIX NEKAaPCTBEHHbIX NpenapaTtoB MOryT O6bITb NPeACTaBMNEHbI
pesynbTatbl OOKIMHUYECKMX WCCNedOBaHWA JEeKapCTBEHHbIX CPeACTB U KIMHUYECKUX
nccneoBaHuii NekapCTBEHHbIX NpenapaToB ANg MeOULMHCKOro NPUMEHEHUS, BbIMOMHEHHbIX
3a npegenammn Poccunckon Pegepaunm B COOTBETCTBUM C MpaBuiiaMmy Hagnexailen
nabopaTopHOM NPaKTUKM U NpaBunamMy Hagnexallen KIMHUYECKOM NPakTUKK.

4. YckopeHHass npouegypa 3KCnepTusbl JIeKapCTBEHHbIX CpPeacTB MPOBOAUTCA B
nopsiake, yctaHoBneHHoMm cratbsamm 17 - 20, 23 n 24 HacToswero ®enepanbHOro 3akoHa, u
He O3HadaeT CHWXKeHua TpeboBaHMM K ©Ge3onacHOCTW, KadecTBY M 3PPEKTUBHOCTU
NeKkapCTBEHHbIX NpenapaTos.

FTAPAHT:

CM. KOMMeHTapun K cTaTbe 26 HacTosLwero ®efepansHOro 3akoHa

CraTtbsa 27. PelweHune o rocyaapCTBEHHOW perncTpawmm nekapcTBeHHOro npenapara

MHdopmaumsa 06 nameHeHusx:

®edepanbHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-©3 e vacmb 1 cmambu 27
Hacmosiujeeo ®edeparibHO20 3aKOHa BHECEHbI U3MEHEeHUs, scmynarowue 8 cusy ¢ 1 urns
2015 e.

Cm. mekem dacmu 6 rpedbidywel pedakyuu

1. B cpok, He npeBbIAOWMA AeCATU pabounx AHENW CO AHS MONyYeHUs 3aKNYeHUn
KOMMCCMM IKCNEPTOB MO pe3ynbTatamM 3KCNepTU3bl KayecTBa JIEKapCTBEHHOro cpeacTtsa U
3KCNepTu3bl OTHOLUEHUA OXMOaemMoW NoSib3bl K  BO3MOXHOMY PUCKY NPUMEHEHUSNA
neKapCTBEHHOro npenapaTta, COOTBETCTBYHOLLMA YMNOSTHOMOYEHHbIN doefepanbHbii opraH
NCMNOSTHATENBHOW BACTMU:

1) pasmeLlaeT Ha cBoeM odmumnanbHoM canTte B ceTu "HTepHeT" cooTBETCTBYOLINE
3aKIOYEHNsT KOMUCCUW  3KCMEPTOB U OCYLIECTBRSET MX OUEeHKYy Ana onpegeneHus
COOTBETCTBUSA 3a[aHMIO0 Ha NPOBEAEHME ITUX AKCMNEPTUS;

2) NnpMHMMaeT peLLeHne O rocydapCTBEHHOM perucTpauumn nekapcTBeHHOro npenaparta
unu o6 oTkase B rocyapCTBEHHOW perncTpaunm nekapcTBEHHOro npenapara;

3) BHOCMUT Mpu MPUHATUN peLleHna O rocygapCTBEHHOW perncTpauumn nekapCTBEHHOMO
npenapaTta AaHHble O 3aperncTpMpoBaHHOM fleKapCTBEHHOM npenapaTte, B TOM 4ucre o
hapmaLeBTU4eCcKon cybecTaHumMM, BXOAsSLWEN B COCTaB JfleKapCTBEHHOro npenapaTta, B
rocyJapCTBEHHbIA PeEECTp NeKapCTBEHHbLIX CPEACTB M BblAaeT 3asBUTEMN0 permcTpaunoHHoe
yOOCTOBEpPEHNE  NEeKapCTBEHHOro  npenapaTta, (@Qopma  KOTOporo  yTBepXpaetcs
YNOSIHOMOYEHHbIM  (beaepanbHbIM  OpraHoOM  UCMOJSTHUTENbHOW  BRacTW, COrfacoBaHHbIE
HOPMAaTVBHYIO [OKYMEHTaLM0, HOPMATUBHLIA [OOKYMEHT, WHCTPYKUMIO MO MPUMEHEHUIO
fleKapCTBEHHOro npenapara U MakeTbl NEPBUYHOM YNAKOBKN U BTOPUYHOW (NOTPEOUTENLCKON)
YNakoBKM C yKa3aHMEM Ha HUX HOMepa pPerucTpaumoHHOro yaoCTOBEPEHUSA NeKapCTBEHHOIO
npenapaTa n gaTbl €ro rocy4apCTBEHHOW perncTpauumn unm B criydae npuHATUS pelleHns ob
OTKase B rOCydapCTBEHHOW pernctpauun nekapcTBEHHOro npenapaTta yBedOMIIsieT B
NMMCbMEHHON hopMe 3aaBuTeniss 06 3TOM C yKkasaHMEM MPUYMH Takoro oTkasa. 3a Bblaady
perncTpaunoHHOro yOoCTOBEpPEHNS nekapCcTBEHHOro npenapara B3nMaeTcs
rocygapcTtBeHHasi NoLWsnMHa B COOTBETCTBUMN C 3akoHodaTernscTBoM Poccurckon ®epepauunm
0 Harnorax u cbopax.

MHdopmaumsa 06 nameHeHusx:
Yacmb 2 usmeHeHa ¢ 15 uroHs 2018 a. - @edeparnbHbiti 3akoH om 4 uroHs 2018 2. N 140-@3

Cm. npeodbidywyto pedakyuro
2. OcHoBaHMEM pansa oOTKasa B rOCyLapCTBEHHOW peructpauum nekapCTBEHHOro



npenapata Ons MeAMUMHCKOTO MNPUMEHEHUS1 SIBNSIETCS 3aKMYeHMe COOTBETCTBYHOLLEIO
YNoNIHOMOYEHHOro deepanbHOro opraHa MCMOSHUTENbHOMW BNacT O TOM, YTO Ka4yecTBO U
(Mnn) 3dbEKTUBHOCTL PErmcTpMpPYEMOro riekapCTBEHHOrO npenapaTta Ans MeAULMHCKOro
NPUMEHEHUsI He NoATBEepPXAEHbl NOMYyYEeHHbIMU AAHHBIMU UM YTO PUCK MPUYUHEHUS Bpeaa
300pOBbI0 YenoBeka BCMNEACTBME Mpuema NekapCTBEHHOro npenapata ans MeauumMHCKOro
NpUMeHeHNst NpeBbilaeT 3pPEKTUBHOCTL Er0 NPUMEHEHUSI.

MHdopmaumns 06 usmeHeHusix:

Q®edeparibHbiM 3akoHoM om 22 0Oekabps 2014 2. N 429-©3 yacmb 3 cmambu 27
Hacmosiueao PedeparsibHO20 3aKOHa U3/I0XeHa 8 HogoU pedaKyuu, ecmynaru,el 8 cusy ¢
1 urona 2015 a.

CmM. mekcm 4yacmu 8 rpeodbiOywel pedakyuu
3. MNoBTOpHOE NpeacTaBneHne B COOTBETCTBYIOLWMIA YNONHOMOYEHHbIN doefepanbHbIi
opraH UCNoJSTHUTENbHOM BNacTy NekapCcTBEHHOrO rnpenapara, B OTHOLEHUN KOTOPOro nostyvyeH
OTKa3 B rocyJapCTBEHHOW perncrTpauum n KoTopbIn BNOCNEACTBUN MOABEPICA U3MEHEHUIO B
yacTM ero CcocTaBa, pacCMaTpuMBaeTCA Kak npencTaBfeHne HOBOro JieKapCTBEHHOro
npenapata Ha €ero rocygapCTBEHHYIO pPerncTpaumio He3aBUCMMO OT COXPaHEHUS ero
NepBUYHOr0 HAaMMEHOBAHUA.

MHdopmaumsa 06 nameHeHusx:

Cmames 27 donornHeHa Yacmbto 4 ¢ 15 uroHsa 2018 2. - ®edeparnbHbil 3aKOH 0m 4 UHS
2018 e. N 140-®3
4. lMpn npegocTtaBneHUn 3asiBUTENEM B COCTaBe PErMCTpaLMOHHOrO [O0Cbe Ha
NeKapCTBEHHbIN  MNpenapaTt  Ans  BETEPUHAPHOrO  MNMPUMEHEHUA  KOMUM  peLleHus
YNONTHOMOYEHHOrO  (pefepanbHOro opraHa WCMOMHUTENbHOM BMacTM O MpOBeAeHUn
MHCMNEKTUPOBaHUA MNPOU3BOAUTENS JIEKAPCTBEHHbBIX CPEACTB CPOK MNPUHATUS pPELLUEHUS O
rocygapCTBEHHOM  perucTpauuMmM  fnekapCTBEHHOro npenapata Ans  BeTepuHapHOro
NPUMEHEHNS NMPUOCTAHABINBAETCA CO AHS MOSTyYEHUsT 3aKNYEHUIN, yKasaHHbIX B 4Yactu 1
HacToswen cTaTtbM, OO [OHSA MNPUHATUA  YNOSTHOMOYEHHbIM  (pedeparnbHbiM — OpraHoMm
MCMNOMHUTENBHON BNacTu pelleHust O Bblgadye unm o6 OTkase B Bblgade 3akr4yeHust O
COOTBETCTBUN NPOU3BOAUTENS NIEKAPCTBEHHbLIX CPEACTB TpeboBaHMAM NpaBusl Haanexaliemn
NPOM3BOACTBEHHOM NPAKTUKK, HO He Boriee Yem Ha CTO BOCEMbAECAT paboumx gHEN.

MHdopmaumsa 06 nameHeHusx:

Cmamebs 27 dononHeHa Yacmbio 5 ¢ 15 uroHs 2018 a. - ®edeparnbHbil 3aKOH 0m 4 UOHS
2018 e. N 140-®3
5. OcHoBaHuMeM pns OTKkasa B rOCyAapCTBEHHOW perucrpauum nekapCTBEHHOro

npenapaTta AN BETEPUHAPHOrOo MNPUMEHEHUS SBMSETCA 3aknioveHue YnoSIHOMOYEHHOro
defepanbHOro  opraHa WCMNOMHUTENbHOM BRacTM O TOM, YTO KavyectBOo U (4nu)
APPEKTUBHOCTb  PEruCTPUPYEMOro nekapcTBEHHOro npenapata Ans  BeTepUHApPHOro
NPUMEHEHNS HE NOATBEPXAEHbI MOSTYYEHHBIMU AAHHBIMW UMW YTO PUCK NPUYUHEHUS Bpena
300POBbLI0 XXMBOTHOMO BCEACTBME NpMEMa NIEKapCTBEHHOro npenapara Ans BeTepUHapHoOro
NPUMEHEHNS nNpeBbIlaeT 3PPEKTUBHOCTL €ro MNPUMEHEHUS, OTKa3 YMNOSIHOMOYEHHOro
deoepanbHOro opraHa WUCMOMHUTENbHOM BMAacTM B Bbldayve 3aKNYeHUst O COOTBETCTBUMU
npou3BoAUTENS  NEKApCTBEHHbIX  CcpeactB  TpeboBaHuAM npasun Hagnexatlemn
NPOM3BOACTBEHHON MPAKTUKN ONS KaXOOW NpOM3BOLACTBEHHON NAOLWAAKN PErnCcCTpupyemMoro
nleKkapCTBEHHOro nNpenaparta Afs BETEPMHAPHOrO NPMMEHEHUs B Criyyae, ecrnv Npou3BOACTBO
NeKapCTBEHHOro npenapata Ans BeTepUHaApHOro rMpUMMEHEeHUs OcCyLlecTBngeTcs 3a
npegenamu Poccuinckon degepaumm, Nnu oTCyTCTBME TAKOrO 3aKOYEHNS.

FAPAHT:

CM. KommeHTapum K ctatbe 27 HacTosiero ®egepanbHOro 3akoHa



MHdopmaumsa 06 namMeHeHusx:

®edeparbHbiM 3akoHOM om 22 dekabpsi 2014 2. N 429-©3 Hacmoswut ®edeparibHbil
3aKoH doriosiHeH cmameed 27.1, ecmynarowet 8 curny ¢ 1 urons 2015 e.

Cratba 27.1. [lopsigok onpegeneHns B3aMMO3aMEHSEMOCTM  NIeKapCTBEHHbIX

npenaparos A1 MeANLNHCKOrO NpUMeEHEHMS

1. B3aMmo3aMeHAeMOCTb  NEeKapCTBEHHbIX MpenapaTtoB Ans  MeAUUMHCKOro
NPUMEHeHNa onpegenaeTca B rnopsagke, ycrtaHoBneHHom [lpasutenbctsom Poccuinckon
degepaumm, Ha OCHOBaHUM CrieayroLmMx napaMmeTpoB:

1) 9KBMBaANEHTHOCTb (ons  OGuoaHanoroBbix (6MonNogoOHbLIX)  NEKapCTBEHHbIX
npenapatoB (6uoaHanoroB) - COMOCTaBMMOCTb) Ka4eCTBEHHbIX W  KONMMYECTBEHHbIX
XapakTepucTuk dapmMaueBTUYECKMX CybCcTaHUuun (MCNONMb30BaHWE pPa3fIUYHBLIX  COMENn,
3bMpoB, KOMMNIEKCOB, N3OMEPOB, KpUCTaNIMyYecknx oopM 1 gpyrux npousBOLHbIX OAHOro ”
TOro e [EeWCTBYIOLLEro BellecTBa He SBNSeTCA NpensTcTBUEM ANA B3aMMO3aMeEHSEMOCTU
NEeKapCTBEHHbIX MpenapaToB, €Cnv Nnpu NPOBEAEHUN MUccneaoBaHuMs GUMO3KBMBANEHTHOCTU
NeKkapCTBEHHOro npenapaTa unu B criydae HeBO3MOXHOCTWN NPOBEAEHMS 3TOr0 UCCreaoBaHUA
npM NpPOBEAEHUM UWCCNEeAOBaHUA TepaneBTUYECKOW SKBMBANEHTHOCTM NEKapCTBEHHOrMO
npenapaTta [oKas3aHO OTCYTCTBME KIMHMYECKM 3HAYUMbIX Pa3nmyunin papMakOKUHETUKN U
(vnun) BGesonacHOCTM M 3APPEKTUBHOCTU NEKapCTBEHHOro npenapata Ansg MeauuuHCKOro
NPUMEHEHNS);

2) 3KBMBANEHTHOCTb JlekapCTBEHHON (POPMbI (N0 SKBMBANEHTHBbIMU NeKapCTBEHHbLIMN
dopMaMy NMOHMMAOTCA pasHble NekapCTBeHHble POPMbl, UMEILNe OOUHAKOBble Crocob
BBeAEeHMA 1 cnocob npumeHeHus, obnagatowime ConoctaBMMbIMU hapMaKOKUMHETUYECKMMU
Xapaktepuctmkamv 1 apMakonormyeckum gencteMem K - obecnedmBarowme  Takxe
AOCTUWXEHNE HeobxoamMMoro KnuHuyeckoro agpdpekta. Pasnuuma nekapcTBeHHbIX GOpM He
ABNATCA MpenaTcTBMEM ANs  UX  B3aUMO3aMEHSeMOCTW, €ecnu npu  NpoBeAeHUn
nccnegoBaHMst  OMO3KBMBANEHTHOCTM  NeKApCTBEHHOro npenapara  wnnm B Crniyyae
HEBO3MOXHOCTW MNpOBEAEHMS 3TOr0 UCCnefoBaHUA Mpu  NPOBEAEeHUW UccrneaoBaHus
TepaneBTUYECKOW OSKBMBANEHTHOCTM JleKapCTBEHHOro npenapaTta [JokKa3aHo OTCyTCTBME
KIMHMYECKM  3HAYUMbIX  pasnuumin  papMakokMHeTukm u  (unu)  6e3onacHoCTM  un
3PPEeKTUBHOCTU NEKAapCTBEHHOIO nNpenapaTa aAns MeauumMHCKOro NpuMeHeHus);

3) 93KBMBASIEHTHOCTb WM COMOCTAaBMMOCTb COCTaBa BCMOMOraTesibHbIX BeLLeCcTB
NEeKapCTBEHHOro npenapata [Ans  MeOUUUHCKOrO  MpUMEHEHUs  (pasnuumsa  cocTasa
BCMOMOraTesnbHbIX BELLECTB JIeKapCTBEHHOrO npenapara Ans MeAUUMHCKOro NpUMeHeHNs He
ABNAIOTCA NpenaTcTBMEM AN UX  B3aMMO3aMEHAEMOCTM, €Cnv  npu  NpoBeOEHUN
nccnegoBaHMst OMOSKBUBANEHTHOCTW NeKapCTBEHHOro npenapata  And  MeguuMHCKOro
NMPUMEHEHNS UMM B Crlydae HEBO3MOXHOCTM MNPOBEAEHUS JTOr0 MCCreAoBaHUs npu
NpoBefEeHNN UCCreAoBaHUSA TepaneBTUYECKON SKBUBANEHTHOCTW fleKapCTBEHHOroO nNpenapaTa
ANS MeOULMHCKOro MPUMEHEHUST OOKa3aHO OTCYTCTBME KIMHWYECKM 3HAYMMbIX Pasnvyuunin
hapmakoknHeTuku n (nnun) 6esonacHoCcTN 1 apPEKTUBHOCTU NEKapCTBEHHOIO Npenapara angd
MeLMLUMHCKOro npumMmeHeHus. pu aTom pasnuyusa coctaBa BCMOMOraTesibHbIX BELEeCTB He
OOIMKHbI  MPUBOAUTL K PUCKY BO3HUKHOBEHUS Cepbe3HblX HeXenaTemnbHbIX peakunn y
OTAENbHbIX rPYNN NALNEHTOB UMM NOBbLILLEHNSA YACTOTbl UX BOSHUKHOBEHNS);

4) NAEHTNYHOCTb cnocoba BBEAEHUS U MPUMEHEHUS;

5) oTcyTCTBME KAMHMYECKM 3HAYUMbIX PasfnMynMn nNpu nNpoBeAEHUN WuccnenoBaHUS
OMO3KBUBANEHTHOCTN NEeKapCTBEHHOro npenapata uWnM B Clydae HEBO3MOXHOCTU
NpoBeAEHNS 3TOr0 UCCrNeAoBaHUSA OTCYTCTBME KIMHUYECKN 3HAYMMbIX Pa3findnin nokasaTtenen
BbesonacHocTM ©n  3PPEKTUBHOCTM  NEeKapCTBEHHOro npenapata npu  nNpoBeAeHun
nccneaoBaHus TepaneBTUYECKON SKBMBANEHTHOCTU. [aHHbI napameTp He NpUMEHSIeTCH B
OTHOLLIEHMM BOCMNPOUN3BEAEHHbIX NEeKapCTBEHHbIX NpenapaToB, ykasaHHbIX B Yactu 10 ctaTtbu
18 HacTosiwero depepanbHoro 3akoHa. B oTHoweHun 6GuoaHanoroBbix (61MONOAO0GHbLIX)



neKapCTBEeHHbIX npenapaTtoB (buoaHanoroB) gaHHble 06 OTCYTCTBUM KITIMHUYECKM 3HAYUMbIX
pasnuuun 6e3onacHoCcTn, 3PPHEKTUBHOCTM U MMMYHOTEHHOCTU JIEKAPCTBEHHOrO npenapara
No pesynbTatam MPOBEeAEHNSA KIMHUYECKMX WUCCredoBaHW NpefoCTaBfsalTCA B nopsigke,
YCTaHOBMEHHOM HaCTOSILLLEN YaCTbio;

6) CoOTBEeTCTBME MPOU3BOAUTENS  FIEKAapCTBEHHOro cpeactea TpeboBaHusM
HaZnexatlen npon3BoaCTBEHHOW NPAKTUKN.

2. CpaBHeHMe napamMeTpoB perucTpupyembiX JieKapCTBEHHbIX MpenapaTtoB Ans
MEANLNHCKOTO  MPUMEHEHUSI  OCYLLECTBIISETCA  KOMWUCCUEN  SKCMEPTOB  3KCNEPTHOro
yuypexaeHusi npyn NnposBegeHnn SKCnepTn3bl TakKNX NEKapCTBEHHbIX NpenapaToB B npouecce nx
rocygapCTBEHHOMW pernctpaumn. BbiBOoAbl 3KCNEpPTOB O  B3aMMO3aMEHAEMOCTU UMK
HEeB3aMMO3aMEHSAEMOCTM JIEKAPCTBEHHbIX MpenapaTtoB AN MEOMUWHCKOrO MNPUMEHEHUS,
caenaHHble B peaynbTaTte 3TOr0 CpaBHEHUA, OOPMNSAITCA B BUAE MNPUITOXKEHUA K
3aKIOYEHMIO  3KCNEepToB MO dqoopMe, YTBEPXKAEHHOW YMNOSIHOMOYEHHbIM heaepanbHbIM
OpraHoOM UCMONHUTENTbHOW BRacTu.

3. TllonoxeHuss HacToslwlenW CcTaTbM He pacnpoCcTpaHATCa Ha pedepeHTHble
rNleKapCTBEHHbIE NpenapaTbl, JIeKAapCTBEHHbIE pacTUTENbHbIE NpenapaTbl, roMeonaTnyeckmne
NneKkapCTBEHHbIE npenapaTtbl M NeKapCTBEHHble MpenapaTtbl, KOTOPble paspelleHbl A
MeanUnHCKOro npumeHeHnsa B Poccunckon degepaumm bonee aggaguatv NeT U B OTHOLLEHUN
KOTOpPbIX HEBO3MOXHO NpoBeAeHNE UCCrnegoBaHNs UX OMO3KBMBANEHTHOCTW.

FAPAHT:

CM. KommeHTapum K ctatbe 27.1 HacTosiwero PegepanbHOro 3akoHa

CraTtbsa 28. PerncrpauynoHHoe yooCTOBEPEHMNE NIEKAPCTBEHHOIO NpenapaTta

1. PeructpaunoHHoe yaoCcToBepeHue nekapcTBEHHOro mnpenapata € ykasaHuem
NEeKapCTBEHHbIX (OPM U  [O3UPOBOK  BblaaeTcss  6eccpoyHO, 3a  UCKIHYEHMEM
PErMCTPaLMOHHOIO YAOCTOBEPEHUS NIEKApCTBEHHOro npenapaTa, Bbl4aBaeMoro CO CPOKOM
OencTBus  naTb  feT, Ha BnepBble peructpupyemble B Poccunckon depepaumm
rniekapCTBEHHble npenaparTbl.

2. [lo uctedyeHuM ykasaHHOro B 4acty 1 HacTosAWwen CcTaTbM CpoKa BblaaeTcd
OeccpoyHoe perncTtpaunmoHHoe yAOCTOBEpPEeHue nekapcTBEHHOro npenapaTta npu yCrioBuu
NOATBEPXKAEHWS €ro rocyaapCTBEHHOW perncTpaumm.

MHdopmaumns 06 usmeHeHusix:

@eldeparibHbIM 3akoHOM om 22 Oekabps 2014 e. N 429-©3 cmambs 28 Hacmosuwezao
®edepanbHo20 3aKoHa dorosIHeHa Yacmaero 3, ecmynarowel 6 cuny ¢ 1 uronsa 2015 e.

3. B cnyyae BHeceHns B cooTtBeTcTBUM co cTtatbamu 30 u 31 HacTosero
depepanbHOro 3akoHa W3MEHEeHWW B codepXalwumecs B pPerucTtpaumMoHHOM [O0Cbe Ha
3aperncTpupoBaHHbIN NEKapCTBEHHbIM npenapaTt [OKYMEHTbl, 3aTparnBaromx CBeAeHWUs,
OTPaXXeHHble B  PEerucTpauMoHHOM  yOOCTOBEPEHWM  FIeKapCTBEHHOro  npenapara,
YNOMMHOMOYEHHbIN  doeepanbHbIi - OpraH  UCMOSIHUTENbHOM  BNacTU  BblgaeT  HoOBOE
perncTpaumoHHoe yaoCTOBEPEHME NEeKapCTBEHHOrO npenapara, coaepxallee BHEeCEHHble B
Hero U3aMeHeHus.

MHdopmaumns 06 usmeHeHusix:

@eldeparibHbIM 3akoHOM om 22 Oekabps 2014 e. N 429-©3 cmambs 28 Hacmosuwezao
®edepanbHo20 3aKoHa dorosiIHeHa Yacmaero 4, ecmynarowel 6 cuny ¢ 1 urons 2015 e.

4. B cnyyae yTpaTbl WNU NOBPEXOEHUS PEerucTpauuoHHOro YAOCTOBEpPEeHUs
NeKapCcTBEHHOro rnpenapaTta Mo 3asdBfeHUI0 B MUCbMEHHOM dopme [JepxaTens wunu
Bnagenbua permcTpaumoHHOro  yAOCTOBEPEHUA  NleKapCTBEHHOro  npenaparta  WUnu
YNOMMHOMOYEHHOMO UMW OpYyroro  lpuvauvyeckoro nvua o  Bblgaye  gybnukarta
PErmcTpaumoHHOro  yOOCTOBEPEHUs  NeKapCTBEHHOro  npenaparta  YrNOSIHOMOYEHHbIN



deneparnbHbIi opraH UCMOMHUTENBHOW BRAacTM B CPOK, HE MPEBbILAOWMIA OeCAaTn paboymx
AHEN CO OHA NOCTYNNEHNs 3asBneHns, BbiaaeT AyonvkaT permcTpaLmoHHOro yaoCcTOBEPEHNS
NeKapCTBEHHOro npenapaTta. 3a Bblgady Aybnukata permctpauyMoHHOro YA4OCTOBEpEeHUs
NeKapCTBEHHOro npenapaTta B3MMaeTCs roCyfapCTBEHHAs MOWMHA B COOTBETCTBUM C
3akoHopartensctsoM Poccunckon degepaumm o Hanorax u cbéopax.

FTAPAHT:

CM. KommeHTapum k ctatbe 28 HacTosiero ®egepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®eldeparibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-©3 cmambsi 29 Hacmosiwez2o
®eldeparibHO20 3aKOHa U3/IoXeHa 8 HoeoU peldaKuuu, ecmynaroweu e curiy ¢ 1 sHeaps
2017 a.

Cm. mekem cmamaeu 8 rnpedbidywed pedakuyuu

Cratba 29. [loaTBepXxaeHWe roCydapCTBEHHOM perucTpauum  JfiekapCTBEHHOro

npenapaTta

1. TlNoaoTBepxgeHue rocydapCTBEHHOW perucrTpauum fekapCTBEHHOro npenapaTta
OoCyLlecTBNdeTca npu  Bblgade  GECCPOYHOro  PEerncTpaumoHHOro  yA4oCTOBEPEHMUS
NeKapCTBEHHOro npenapaTta B cCfyyae, YKasaHHOM B 4acTu 2 cTaTtbM 28 HaCTOALEro
depgepanbHOro 3akoHa, B CPOK, He NpeBbIAlWNA LecTuaecsatn pabounx OHen co AHA
NONy4YeHUs COOTBETCTBYIOLUM YMNONTHOMOYEHHbIM ddefieparibHbIM OpraHOM UCMONHUTESTbHON
BNactu 3asiBfieHMss O MNOLTBEPXAEHUM TrOCygapCTBEHHOW perncrtpaumm nekapcTBEHHOro
npenapata. He ocyuwecTBnaeTcsa MOATBEPXOAEHWE TOoCygapCTBEHHOW peructpauun B
OTHOLLEHNM NEKApPCTBEHHOro npenaparta, He HaxoguBlierocsi B obpauieHun B Poccuickon
depepaumm B TeyeHne Tpex n 6onee net, a Takke B OTHOLLUEHUM NTEKAPCTBEHHOrO CPeacTBa,
NPON3BEOEHHOIO C HapyleHMeM TpeboBaHus, YCTAHOBMEHHOro 4acTtelo 3.7 ctatbn 71
HacToswero ®enepanbHOro 3akoHa.

2. 3asBneHve O NOATBEPXAEHUM TOCYyAAPCTBEHHOW pPeErncTpaunmn nekapCTBEHHOMO
npenapaTta npeacTaBnseTcsd B COOTBETCTBYIOLMN YMNONMHOMOYEHHbIN ddefeparibHbI opraH
MCMNOMHUTENBHON BNAacTM He paHee YeM 3a CTO BOCEMbAECAT OHEW A0 WUCTEYEHUs Cpoka
OEeNCTBUS perncTpaLmoHHOro yaoCToBepeHUs fiekapCTBEHHOro npenaparTa.

3. [llogTeBepxaeHne rocygapCTBEHHOM perucTpaumm rfekapcTBEHHOro rnpenapara
OCyLLeCTBNAeTCsa No pesynbTaTaM 3KCNepTU3bl OTHOLWEHUS OXUAAaeMOW Monb3bl K
BO3MOXHOMY PUCKY NMPUMEHEHUSA NEKaApCTBEHHOro npenaparta Ha OCHOBaHWWM pe3ynbTaToB
MOHUTOPUHra 3PdEKTUBHOCTM M BGE30MacHOCTU NEeKapCTBEHHOro npenapara, NpoBOAUMOro
aepxarenem unuM  BragenbueM  perucTpauyMoHHOrO  yOOCTOBEPEHUSA  FIEKAPCTBEHHOO
npenapaTta NM60 yNnonHOMOYEHHbIM UMW HOPULONYECKUM NIMLOM, @ TaKKe COOTBETCTBYHOLLUM
YNOSTHOMOYEHHbIM (heaepanbHbiM OpraHoOM WUCMOMHUTENbHOW BNAcTM B COOTBETCTBUN C
TpeboBaHuamK ctatbn 64 HacTtoswero PegepanbHOro 3akoHa.

MHdopmaumsa 06 nameHeHusx:
Yacmb 4 usmeHeHa ¢ 15 uroHs 2018 a. - @edeparnbHbiti 3akoH om 4 uroHss 2018 2. N 140-@3

Cm. npeodbidywyto pedakyuro

4. K 3aaBrneHnio 0 NOATBEPXOEHUN rOCYyAapCTBEHHOM perncrpauum NekapCTBEHHOro
npenapaTa 4na MeanuUHCKOro NpuMeHeHus npunaratoTes:

1) [OOKYMEHTbl, coaepXxawme pesynbTaTtbl MOHUTOPMHra 3MEOEKTUBHOCTN U
©e30MacHOCTM NekapCTBEHHOro npenaparta Ans MeauUUHCKOro NpUMeHeHnd, npoBeaeHHoro
aepxatenem wnu BragenbLeM  pPerucTpauMoHHOrO0  YAOCTOBEPEHUS  NEKapCTBEHHOrO
npenapaTta gns MeguUMHCKOro npuMeHeHUa nnbo YNONMHOMOYEHHbIM UM  HOPUANYECKAM
nuuyom, no  dopme, YTBEPXKOEHHOM  YNOSIHOMOYEHHbIM  befeparibHbiM  OpraHoMm



NCNOMHUTENbHOW BNAacTW;

2) KONus NMLEH3UN Ha NPOMN3BOACTBO FIEKAPCTBEHHbIX CPEACTB UM KOMUA 3aKNiYeHns
O COOTBETCTBMM NPOM3BOAUTENST JIEKApPCTBEHHbLIX CpeactB TpeboBaHMsM  rpaBurl
Hagnexawen npou3BOLCTBEHHOW MNPAKTUKW, BblAaHHbLIX YMNOMHOMOYEHHbIM deaeparibHbIM
OpraHoM  WUCMOSIHUTENIbHOM BNacT B  OTHOWEHWX  MNPOM3BOACTBEHHOM  MNoWagKu
fleKapCTBEHHOro npenapara Ansi MeEQUUMHCKOro NPUMEHEHUS, rocyaapCTBEHHAA perncrtpauus
KOTOPOro nogTBepXgaeTcs B criydae, ecrnv npou3BOLCTBO fleKapCTBEHHOro npenapaTta gng
MeOVLMHCKOro NnpuMmeHeHna ocyuectenseTcs B Poccuinckon ®epepaunm;

3) KOnusi Bbl4AHHOW YMOSIHOMOYEHHbIM OpPraHOM CTpaHbl NMPON3BOAUTENSA NNLEH3UM Ha
NPOM3BOACTBO NIEKAPCTBEHHOrO npenapara anst MeAMLMHCKOro NPUMEHEHUS U ee NepeBo Ha
PYCCKUN NA3blK, 3aBepeHHble B YCTAHOBIIEHHOM MOPSAKE, a TaKkKe KOMUS 3akroyeHus o
COOTBETCTBUN NPOU3BOAUTENS NIEKAPCTBEHHbLIX CPEACTB TpeboBaHMsM NpaBusl Haanexawiemn
NPON3BOACTBEHHOMW MPAKTUKW, BbIJAHHOMO YMNOSTHOMOYEHHbIM bedepasibHbIM - OpraHoMm
MCMNOMHUTENBHON BMAcTU B OTHOLLUEHUW MNPOM3BOACTBEHHOW MIOLWAOKN NEeKapCTBEHHOIO
npenapata And MeAOUUUHCKOrO MpUMEHEeHUs, rocydapCTBEHHas permcrpauus KoToporo
noaoTBEPXOAAETCA, WM KOMUA  pELUEHUA  YyNONHOMOYEHHOro deaepanbHOro opraHa
MCMNOSTHUTESNbHOM BNacTn O NPOBEAEHUM MHCNEKTUPOBAHUS NPOU3BOAMTESNS NIEKAPCTBEHHbIX
CpeacTB B crydae, ecnv Npou3BOACTBO JIEKAPCTBEHHOrO npenapata Ansi MeguLMHCKOro
NpUMEHEHNs ocyLLecTBnseTcs 3a npegenammu Poccuickon egepaumm.

MHdopmaumsa 06 namMeHeHusx:

Cmampbs 29 dononHeHa Yacmbto 4.1 ¢ 15 uroHa 2018 2. - @edeparibHbIl 3aKOH 0m 4 UOHS
2018 2. N 140-03
4.1. B oTHOWEHUN BUONOrMYECKMUX NEKAPCTBEHHbIX MpenapaToB ANA MeOULWHCKOro
NMPUMEHEHNs]  3asBUTENb  AOMONIHUTENbHO MNPEACTaBnseT pes3ynbTaTbl  MEepPOnpUATUN,
NPEeAYyCMOTPEHHbLIX MMAaHOM  YMNpaBNeHUa puckamu, YTBEPXKOEHHbIM  YMNOMHOMOYEHHbIM
denepanbHbiM OpraHoOM MCMOSTHUTENBHOW BMNAcTM MpU OCYLLECTBIEHNN FOCYyaapCTBEHHOW
perncTpauumn nekapcTBEHHOro npenapara ans MeguuUmMHCKOro NpUMeHeHus.

MHdopmaumsa 06 namMeHeHusx:

Cmamebs 29 OononHeHa Yacmbio 4.2 ¢ 15 uroHs 2018 2. - ®edeparibHbIl 3aKOH om 4 UOHS
2018 e. N 140-®3
4.2. K 3aaBneHno 0 NOATBEPXKOEHMM rOCYAapCTBEHHOW perncTpaumm nekapcTBeHHOro
npenapaTta Ansi BETEPUHAPHOro MNPUMEHEHUSA npunaralTcss LOOKYMEHTbl, CcoaepXxaljume
pesynbTaTbl MOHUTOPUHIa 3(PPeKTMBHOCTN 1 Be3onacHOCTM NekapcTBEHHOro npenapaTa Ans
BETEPUHAPHOIO NPUMEHEHNS, NpoBOAVMOrO aepxarenem nnm BrnagenbLem
PErMCTPaLMOHHOINO YAOCTOBEPEHUS JIEKApCTBEHHOro npenapata Ans  BeTepuHapHOro
NPUMEHEHNSA NMMBO YNONMHOMOYEHHBIM UM HOPUONYECKMM JTMLOM, NO dOopMe, YTBEPXKOAEHHON
YNOSIHOMOYEHHbIM ~ dpefeparibHbiM  OpraHOM  UCMOMNHUTENbHOM BNacTtu, W  OOKYMEHTbI,
yKasaHHble B nyHkTax 1, 2 - 2.2, nognyHkrax "a", "6", "k", "n" nyHkta 4 yactu 3 ctatbun 17
HacTosLwero ®egepanbHOro 3akoHa.

MHdopmaumsa 06 namMeHeHusx:

Cmamebs 29 OononHeHa Yacmbio 4.3 ¢ 15 uroHs 2018 2. - ®edeparibHbIU 3aKOH om 4 UOHS
2018 2. N 140-@3
43. C 3aaBneHMeMm O TMOATBEPXOEHUM  TOCYAApCTBEHHOM  permcrpauuu
rnekapCTBEHHOro npenapaTta 3aaBUTENb npencraBnseT KOMnuio AOKYMEHTAa,
noaTBepXKaatoLero ynnaTty rocygapCTBeHHOM NOLUSINHBI 3a noaTBep>XaeHne
rocygapCTBEHHOW perncTpauun nekapCTBEHHOro npenaparta, nNuMbo MOXeT npeacTtaBuTb
yKa3aHHbI JOKYMEHT No CoOBCTBEHHOM MHMUMaTuBe. B cnyyae HenpeacTaBneHns ykasaHHOro
OOKYMeHTa YMNOSITHOMOYEHHbIN doefepanbHbii OpraH WUCMONHUTENLHOM BRNacTu npoBepsieT
gakT ynnaTtbl roOCygapCTBEHHOW MOLWUMAMHBI 3asiBUTENeM MNOoCPeacTBOM  UCMONb30BaHUSA



MHopMaumn ob ynnate rocygapCTBEHHOM MOLWUMUHLI, cogepxallencs B [ocyaapCTBEHHON
NHPOPMALIMOHHON CUCTEME O FOCYAAaPCTBEHHbLIX U MYHULMNANbHbIX NaTexax, Ha OCHOBaHUK
npeacTaBrneHHOn 3aaBUTENEM Konum OOKYMEHTa, noaTBep)KaatoLero ynnarty
rocy4apCTBEHHOW MOLLSNHBI.

5. B TeueHune gecatn pabounx gHen co AHS NPUHATUS 3asiBIEHUS O NOATBEPXOEHUN
rocygapCTBEHHOW perncTpaumMm nekapCTBEHHOro npenapaTta M AOKYMEHTOB, COAepKallmx
pe3ynbTaTbl MOHUTOPUHra 3PdEKTUBHOCTM M 6e30MacHOCTU feKapCTBEHHOro npenapaTa,
NpoBOAMMOrO  gepXaTenem unu  BragenbueM  pPerMcTpauyoHHOro  yAOCTOBEpPEHUS
NeKkapCTBEHHOro npenapata MO0  YNOSIHOMOYEHHBIM VUMW HOPUANYECKUM  NULOM,
YNONHOMOYEHHbIN beaeparnbHbI OpraH UCNOMHUTENBHOW BNacTu:

1) npoBOAUT NPOBEPKY MOSMHOTbI CBEOEHUW, COAepXKalmxcs B MpeacTaBreHHbIX
3aaBUTENEM LOKYMEHTAX;

2) NpyHUMaeT pelleHne o npoBefeHunM unn o6 oTkase B NPOBEOEHMM IKCNepTU3bl
OTHOLUEHMSI OXMOAEMOM MNOSb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUSI JIEKAapCTBEHHOIO
npenapata Ha OCHOBaHWW pe3ynibTaTOB MOHUTOPUHra 9¢¢eKkTMBHOCTU M 6Be3onacHOCTU
neKapCTBEHHOro npenaparTa, NpoOBOAVMOrO aepxarenem nnm BrnagesnbLem
pPErmcTpaLmoHHOro yaoCTOBEPEHUS NeKapCTBEHHOro npenapara MnMbo ynosITHOMOYEHHBbIM MU
IOPUONYECKMM NULIOM, a Takke denepanbHbiM OpraHoM WCMOMIHUTENbHOM Bnactm B
COOTBETCTBUM C TpeboBaHMsAMU cTaTbk 64 HacTosiwero PegepanbHOro 3aKoHa;

3) yBegomnsaeTr B ONEKTPOHHOM opMe WNn MNUCbMEHHON opme 3asBUTENSA W
9KCNepTHOE yupexaeHue 0 NPUHATOM peLleHun NMbo B cnyyae NpuHATUS pelleHnst o6 oTkase
B MPOBEAEHUN SKCNEPTU3bI YKa3bliBAET NPUYNHBI TAKOro OTKasa.

6. B cny4ae BbIsIBNeHNA HeOOCTOBEPHOCTM M (MNWN) HEAOCTaTOMHOCTU WHAOpPMaLuu,
cogepxawlenmcsa B NpeacTaBfieHHbIX — 3asiBUTENEM  JOKYMEHTaX,  YNOSIHOMOYEHHbIN
degepanbHbIl - OpraH UCMOSTHUTENBbHOW BfAaCTU  HanpaensieT 3asBuUTento 3anpoc o6
YTOUYHEHUN YKa3aHHOW WHopMauun. 3anpoc YNOSIHOMOYEHHOro deaepanbHOro opraHa
MCNONHUTENBHOM Bractm MoxeT ObiTb nepegaH  YNoONHOMOYEHHOMY NPeaCTaBUTENIO
3a8BUTENS NIMYHO MO PacnucKy, HanpaeBfeH no noyTe 3akasHbiM NMMCbMOM WK NepenaH B
3IEKTPOHHOM POpMe MO TeNeKOMMYHUKAUVMOHHbIM KaHanam cBa3u. B crnyyae HanpasneHus
3anpoca YNOSIHOMOYEHHOro heaepanbHOro opraHa MWCMNOSIHUTENBHOM BRAacTM MNO no4yTe
3aKa3HbIM MUCbMOM OH CYMTaeTCs [MOSflyYeHHbIM MO WCTEeYEeHUW LWecTn AHen C aaTbl
HanpaBfeHusl 3aKka3Horo NucbMa.

7. 3agButenb o0643aH npeactaBuTb  OTBET Ha  3anpoc  YNOSIHOMOYEHHOro
denepanbHOro opraHa WCNOMHUTENBbHOM BlaCTU B CPOK, He MpeBbliaWwmn gessiHocTa
paboumx aHen co gHA ero nonyveHus. Cpok, yKasaHHbIi B 4YacTu 5 HacTosien cTaTtbM,
NPMOCTaHaBNMBAETCA CO [AHA HanpaefeHus 3asiBUTENO 3anpoca  YrNOSIHOMOYEHHOro
dreiepanbHOro opraHa MCMNOSTHUTENBHOW BIlaCTU A0 AHA NOMyYEeHUA UM COOTBETCTBYIOLLErO
OTBETA W HEe Y4YUTbIBAEeTCA MNPU WCYUCIIEHUM CpOKa MOATBEPXKAEHUS FOCYyaapCTBEHHOM
perucTpaunmn nekapcTtBEHHOro npenapara.

8. OcHoBaHMeM Ans oTkasa B NPOBEAEHUM IKCMepTu3bl OTHOLUEHMS OXuaaemMown
NONb3bl K BO3MOXHOMY PUCKY TMPUMEHEHUs NeKapCTBEHHOro npenaparta sBnseTcs
npeacraBrneHne [OKYMEHTOB, coepXalwmx pesynbTaTtbl MOHUTOPUHra 3dEKTUBHOCTM U
6e3onacHOCTM NeKapCTBEHHOro npenapata, W (MnNn) B  OTHOWEHUM BUONOrNYECKMX
NeKapCTBEHHbIX MpenapaToB pe3yfibTaToB OCYLLECTBEHUS MEPONpUATUA B COOTBETCTBUUN C
NNaHoOM ynpaBfeHns puckamu, YTBEPXOEHHbIM YMNOMHOMOYEHHbIM defeparnbHbiM OpraHom
NCNOMHUTENBbHON  BRacTu Npy  OCYLLECTBMEHUN rocygapCTBEHHOW  perncrpaumm
NEeKapCTBEHHOro  npenapaTta, B  HenormHoM ob6beme, OTCyTCTBME  WMHpopmauun,
nogTeepXxgawowen d¢akt  ynnatel rOCy4apCTBEHHOM MOLWIMWHBLI 32  MOATBepXaeHue
rocyaapCTBEHHON perncTpauumn nekapcTBEHHOro npenaparta, nvMbo HenpeactaBreHue
3asiBUTENIeM B YCTAHOBJSIEHHbIN CPOK OTBETa Ha yKa3aHHbIM B 4YacTu 6 HacToswen craTbu



3anpoc YMNOMIHOMOYEHHOro defepanbHOro opraHa WCMOMHUTENbHOM BRactu, a Takke
OTCYTCTBME B YKa3aHHbIX JOKYMEeHTax nHopMaunm, KoTopas JOImKHa ObiTb B HUX OTpaxeHa.

9. BKcnepTv3a OTHOLWIEHUS OXMAAeMOW MOfb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS
NeKapCTBEHHOro npenapata B LUensax noaATBEPXOEHUS rocyaapCTBEHHOW perncrpauun
NleKapCTBEHHOro npenapara NpoBOAUTCA KOMUCCUEN IKCMEPTOB IKCMEPTHOro yYpeXaeHusa B
CPOK, HE MPEBbILLAKOLLMIA COpOoKa paboymx gHEN.

10. B cnyyae HegoCTaTOMHOCTM NpPeACTaBMEHHbIX JKCNepTy MaTtepuanoB Ans Sauu
3aKnoYeHnss  aKcnepT obpawaeTca K PYKOBOAMTEMK  OKCMEPTHOrO  yyYpexaeHus O
npegocTaBneHnn emy HeobxoauMblx MaTepuanoB. PykoBoauTenb 9KCNEPTHOMO yypexaeHus
obpallaetca C COOTBETCTBYHLMM 3anpoOCOM B YMNOMHOMOYEHHLIM dhefepanbHbii opraH
MCMNOMHUTENBLHON BMacTW, BblAaBWIMWA 3afdaHWe Ha npoBefeHMe IKCNepTU3bl OTHOLUEHUS
OXMAAeMOW MONb3bl K BO3MOXHOMY PWUCKY MNPUMEHEHUS NeKapCTBEHHOro npenapata Ha
OCHOBaHWM [OKYMEHTa, coepxallero pesynbTatbl MOHUTOpPUHra 3EKTUBHOCTU U
6e3onacHOCTM nekapCTBEHHOro npenapaTta. B TeyeHne natm pabounx OHenW CO  AOHSA
NOCTYNMEHUN 3anpoca PyKOBOOUTENSA SKCMEPTHOro yvpexaeHusl ykasaHHbIM heaepanbHbIn
OopraH WCMOMHUTENbHOW BMAacTM HanpaeBnseT 3adBUTENO 3anpoc O MpeacTaBreHun
HeobXoOuUMbIX  MaTepuanoB, KOTOpbIM MOXeT OblTb nepegaH  YNOSIHOMOYEHHOMY
NpeacTaBUTENO 3aABUTENS NUYHO NOA PacnUCKy, HanpasfieH Mo MoyTe 3akasHbiM MUCbMOM
UNn nepefaH B 3MeKTPOHHOW (bopMe MO TENEKOMMYHUKALUMOHHBIM KaHanam cesasu. B cnyyae
HanpasneHns 3anpoca YNOfHOMOYEeHHOro defepanbHOro opraHa UCMOSTHUTENbHOW BNacTu
MO NMoYTe 3aKasHbIM NMMCbMOM OH CHMTAETCs NOSTyYeHHbIM MO UCTEYEHUN LLIECTU OHEeW C AaThbl
HanpaBfieHns 3aKas3HOro NUCbma.

11. 3asasutenb o0683aH npeacTaBUTb OTBET Ha  3anpoc  YNOSTHOMOYEHHOrO
deaepanbHOro opraHa MCNOMHUTENBbHOW BNacTu B CPOK, HE MNpPEeBbILAWNM WeCcTnaecaTu
pabounx gHen CO OHA MONyYeHUs yKasaHHOro 3anpoca. YNOMHOMOYEHHbIN heaepanbHbIn
OopraH UCNoSTHUTENbHOW BNACcTW, BblAaBLUUA 3a4aHe Ha NpoBeAeHNe 3KCNepTU3bl OTHOLLEHNS
OXnaaeMmonm Mnosib3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS JIeKapCTBEHHOro npenaparta Ha
OCHOBaHWW [OOKyMEHTa, coaepXalwiero pesynbTaTbl MOHUTOPUHra 3MEEKTUBHOCTU U
6e30nacHOCTM fEeKapCTBEHHOro mnpenaparta, B TevyeHuMe nATn paboumx OHEen co  AHA
MNOCTYNMEHNA OT 3asiBUTENs OTBEeTa Ha 3anpoc YMNOMHOMOYEHHOro deaepanbHOro opraHa
MCMNONMHUTENBLHON BRacTuM HanpaBnseT 3TOT OTBET B 3KCNepTHoe y4dpexaeHwe. B cnyyae
HenpeacTaBneHnss No UCTeYeHun LwectnaecatTn paboynmx OHen 3asBuTeneM oTBeTa Ha
yKasaHHbI 3arnpoc  YNOSIHOMOYEHHbIN peaepanbHblM  OpraH WUCMOMNHUTESNTbHOW  BNacTw,
BblJaBLWUMA 3aJaHWe Ha npoBedeHUEe 3IKCNepTU3bl OTHOLUEHUS OXMOaemMon nonb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUS FEeKapCTBEHHOro npenapara Ha OCHOBAHWW [OKYMEHTa,
cofepxallero pesyrnbTatbl MOHUTOPUHIa 3PEKTUBHOCTU U 6€30MacHOCTU fleKapCTBEHHOIO
npenapaTta, B TeyeHMe nNaTM paboumx AHeW HanpaBnaeT B 3KCNEpPTHOE yypexaeHue
yBeOMSIEHNe O HenpeacTaBfeHun 3asBuUTENneM OTBeTa Ha 3anpoc YyKasaHHOro opraxa.
Bpemss co OHA HanpaBneHus 3anpoca 3SKCNEePTHOro YYPeXAeHWs B YNONTHOMOYEHHbIN
dbefeparnbHbli  OpraH WUCMOSMHUTENbHOW BRacTU OO OHA  MNONYYEHUs  IKCNEpPTHbIM
yypexaeHvem OTBeTa Ha 3anpoc unv yBeOMISIEHUS O HenpeacTaBfeHuM OTBETa Ha 3arnpoc
He y4uTblBaeTCA MPU UCHUCNEHUN CpOKa MPOBELEHUS IKCMEPTU3bl OTHOLLEHUA OXunaaemou
NONb3bl K BO3MOXHOMY PUCKYy NPUMEHEHUA JeKapCTBEHHOro npenapata Ha OCHOBaHWUU
OOKYMEeHTa, cofepxallero pesynbTtaTtbl MOHUTOPUHra 3d@eKTMBHOCTU M 6He3onacHoCcTn
rnekapCTBEHHOro npenapara.

12. B CpOK, He npeBbIlWaoWnn 4ecaTn pabounx gHEN CO AHA NONYYEeHUs 3aKIoYeHus
KOMMUCCUM OKCMEpPTOB MO pesynbTaTaM 9KCNepTU3bl OTHOLUEHUS OXWOAeMOW Monb3bl K
BO3MOXHOMY  PUCKY TMPUMEHEHMS  NeKapCTBEHHOro npenapata, COOTBETCTBYHOLLMM
YNONTHOMOY€EHHbIV (beaepanbHbI OpraH UCNOSTHUTENbHOW BNacTu:

1) ocyliecTBNSET OLEHKY 3TOr0 3aKMyeHus Ons onpeferieHus ero coOoTBeTCTBUSA



3aaHuio Ha NpoBeAeHne ykasaHHOW 3KCNepTU3bI;

2) nMpWUHMMaeT pelleHne O TOATBEPXKAEHUM TOCYAapCTBEHHOW  perucTpaumm
nekapcTBEHHOro nmnpenapata wunu o6 oTkase B MOATBEPXKOEHWM TFOCYAapCTBEHHOM
perncTpauun riekapCTBEHHOro npenapaTa;

3) BHOCUT MpU NPUHSATUN PELLEeHNst O NOATBEPXOEHUN FOCYyAapCTBEHHOW perncTpaumm
neKapcTBEHHOro npenapaTta CBeAEHUS B FOCYAapCTBEHHLIN peecTp fekapCTBEHHbIX CpeacTs
M BblOaeT 3asiBUTEN0 OEeccpoyHOoe perncTpaumoHHOEe YOOCTOBEPEHWE JEeKapCTBEHHOMo
npenapara.

MHdopmaums 06 usmeHeHusix:

Hacmb 13 usmeHeHa ¢ 15 uwHa 2018 a. - ®edeparibHbit 3akoH om 4 utoHsa 2018 e. N
140-®3

Cwm. npeodbidywyro pedakyuro

13. OcHoBaHveM [ans oOTka3a B MOATBEPXOEHUUM TOCYOapCTBEHHOW perncrpauuu
NeKkapCcTBEHHOro npernapaTta SBNAeTCA 3akrnovyeHne COOTBETCTBYHOLEro YrNOSHOMOYEHHOro
doefepanbHOro opraHa WCMOMHUTENbHOM BracTU O TOM, YTO PUCK MPUYMHEHUS Bpeda
300pOBbI0 YernoBeka WM XMBOTHOIO BCIEACTBME MpuMeMa NekapCTBEHHOro rnpenaparta
npesblwaeT 3 PEKTUBHOCTb €0 NPUMEHEHUS.

14. B nepuwon npoBefeHust npoueaypbl  NOATBEPXKAEHUA  rOCyAapCTBEHHON
perncTpaummn nekapCTBEHHOro npenaparta ero obpaiweHne B Poccuinckon depepaumm He
npuocTaHaBnnBaeTcs.

15. [onyckaetca oOpalweHne nekapcTBEHHbIX MpenapaTtoB Anst MeauUMHCKOro
NPUMEHEHNS 0O UCTEYEHNA CpOKa rOOHOCTU, NPOU3BEOEHHbLIX B TEYEHNE CTa BOCbMUAECATU
KaneHgapHblX OHen nocrne Aatbl NPUHATUS YNONMHOMOYEHHbIM dbeadeparnbHbIM - OpraHoM
MCMNOMHUTENBHON BNAacTU peLlleHns O MOATBEPXAEHUU TOCYyAapCTBEHHOM perucTpauuu, B
COOTBETCTBUM C MH(POpMaLMEN, cooepKaLlLeENC B JOKYMEHTaAX PerMcTpaunoHHOro 4ocke Ha
neKapCTBEHHbIN npenapaT 40 AaTbl NPUHATUS Takoro peLleHus.

FTAPAHT:

CM. KommeHTapum k ctatbe 29 HacTosiero ®egepanbHOro 3akoHa

Cratbsa 30. BHeceHne nameHeHun B JOKYMEHTbI, COAepKaLmMecsa B permcTpaymoHHOM
A0Cbe Ha 3aperncTpmpoBaHHbIN NlekapCTBEHHbIV nNpenapaT AN MeguLMHCKOro
npUMeHeHns

MHdopmaumsa 06 nameHeHusx:
Yacmb 1 usmeHeHa ¢ 15 uroHs 2018 a. - @edeparnbHbiti 3akoH om 4 uroHs 2018 2. N 140-@3

Cm. npeodbidywyto pedakyuro

1. B uenax BHeCceHNA U3MEHEHUW B LOKYMEHTbI, COAepXaluneca B perncTpaLmoHHOM
A0Cbe Ha 3aperncTpupoBaHHbIN NeKapCTBEHHbIN NpenapaT ANd MeAUUUHCKOro NpUMeHeHus,
aepxatens Unu Bnagernel perMcTpaumoHHOro yAOCTOBEPEHUS NeKapCTBEHHOro npenapaTta
UM YNONMHOMOYEHHOE MM [pyroe tpuguvyeckoe nuuo (ganee B HacTosWwen cTaTbe -
3aaBUTENb) NpeacTaBnsieT B YMNOJIHOMOYEHHbLIN defepanbHbii OpraH MCNONHUTENBHOM
BNacTu 3asiBfieHNe O BHECEHUN TakKUX U3MEHEeHUn no dopme, YCTaHOBEHHON
YNONMHOMOY€EHHbIM (beepanbHbIM OpraHoOM UCNOSTHUTENBHOM BNACTU, U NpunaraemMble K HeMy
M3MEHEHNSS B YyKasaHHble [JOKYMEHTbl, a Takke [JOKyYMeHTbl, noaTeepxaatoLine
Heo6X04MMOCTb BHECEHUS TaKNX N3MEHEHWNA.

MHdopmaumns 06 usmeHeHusix:

Cmampbsi 30 dononHeHa Yacmbto 1.1 ¢ 15 uroHsa 2018 2. - @edeparibHbIl 3aKOH 0m 4 UHS
2018 2. N 140-03
1.1. Tlpn HeobxO0AMMOCTM BHECEHMss B  OOKYMEHTbl, coaepxawimecs B



perMcTpaumoHHOM [OCbe Ha 3aperucTpuMpoBaHHbIA  FIEKAPCTBEHHbLIM npenapaTt  Aans
MeOVLMHCKOro NPUMEHEHNA, U3BMEHEHNI, YKa3aHHbIX B NMYHKTE 3 YacTu 2 HACTOALLEN CTaTbU U
Tpebyowmx npoBefeHNs SKCNepTU3bl KadecTBa JIEKapCTBEHHbIX CPeacTB, 3asiBUTESb
OOMOSNHUTENbLHO NMPeacTaBnisieT B YNOMIHOMOYEHHbIN (heaepanbHbi OpraH UCMOSNTHUTESNbHOM
BNacTU KOMWUIO NIMLEH3NN Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB UMM KOMUIO 3aKNYeHns
O COOTBETCTBUM NPOU3BOOAMTENSA JNEKAPCTBEHHbIX CcpeactB TpeboBaHuaM  npaBun
Hagnexawen npou3BOLACTBEHHOW MNPAKTUKW, BblAaHHbBIX YMNOHOMOYEHHbIM doefepasibHbIM
OpPraHOM WCMNOMHUTENbHOM BRacTW B OTHOLEHUM W3MEHEHHOMW W (Mnn) AONOSIHEHHOM
NPON3BOACTBEHHOW MNNOLWAAKMA NekapcTBEHHOro npenaparta, B crnyyae, ecrnv nNpousBoACcTBO
NleKapCTBEHHOro npenapara ocyuwiectensetca B Poccuickon degepaumm, nmbo Konuto
BblAAHHOW YNOSTHOMOYEHHBIM OpPraHOM CTpaHbl MPOU3BOANUTENS NULLEH3UN HA MPOU3BOACTBO
NleKapCTBEHHOro npenapaTta u ee NepeBo Ha PYCCKUM A3blK, 3aBEPEHHbBIE B YCTAHOBIEHHOM
nopsiake, a Takke KOMUI 3akSloYEHUSs O COOTBETCTBMM MNPOM3BOAUTENST NEKAPCTBEHHbIX
cpenctB TpeboBaHMAM npaBusl Haanexallen nNPOM3BOACTBEHHOW MPAaKTUKKW, BblO4AHHOIO
YNOSTHOMOYEHHBIM  (pefepanbHbiM  OpraHOM  UCMOJSTHUTENBbHOM  BfacTM B OTHOLUEHWUM
N3MEHEHHON W (UnM) [JOMNOSTHEHHOW MPOU3BOACTBEHHOM MNIOWAAKN  FIeKapCTBEHHOrO
npenapaTta, Uin KOnui peLleHnst yNnoTHOMOYEHHOro doeepasibHoro opraHa UCMNONHUTENTbHON
BNacTu O NPOBEAEHUN MHCNEKTUPOBAHUSA NMPOM3BOANTENS NEKAPCTBEHHbLIX CPEACTB B Cryyae,
eCcnu npou3BOACTBO JleKapCTBEHHOro npenapata oOcCywecTBnseTcs 3a npegenamu
Poccuinckon ®epgepaunn.

MHdopmaums 06 usmeHeHusix:

Cmampbsi 30 dononHeHa Yacmbto 1.2 ¢ 15 uroHsa 2018 2. - @edeparibHbIl 3aKOH 0m 4 UoHS
2018 a. N 140-®3
1.2. [Tlpn HeobxO0AMMOCTM BHECEHMST B  OOKYMEHTbl, coaepxawimecs B
pPerMcTpaumoHHOM [OCbe Ha 3aperucTpupoBaHHbIA  FIEKAPCTBEHHbLIM npenapaTt  Aans
MeOVLMHCKOro NPUMEHEHNA, U3BMEHEHWI, YKa3aHHbIX B NMYHKTE 4 4acTu 2 HACTOALLEN CTaTbU U
Tpebyouwmx npoBeeHNs JKCNepTU3bl KadecTBa JIEKapCTBEHHbIX CPeacTB, 3asiBUTESb
OOMOSNHUTENbLHO NMPeacTaBnisieT B YNOMHOMOYEHHbIN (heaepanbHbii OpraH UCMNOSNTHUTESNbHOM
BNacTU KOMWUIO NIMLEH3NN Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB UMM KOMUIO 3aKNYeHns
O COOTBETCTBUM NPOU3BOOAMTENSA JNEKAPCTBEHHbIX CpenctB TpeboBaHuAM  npasus
Hagnexawen npou3BOLCTBEHHOW MNPAKTUKW, BblAaHHbBIX YMNOHOMOYEHHbIM doedepasibHbIM
OpraHoOM  WCMOMHUTENbHOW BNactTM B  OTHOLIEHWA  MPOU3BOACTBEHHOM  MNSIOWAAKU
fleKapCTBEHHOro npenapaTa, B Crydae, ecnv MNpou3BOACTBO JIEKAapPCTBEHHOro npenapaTta
ocywectBndetca B Poccunckon Pepepaunm, nubo Konmio Bbl4AHHOW  YNOSIHOMOYEHHbLIM
OpraHoM CTpaHbl NPOM3BOAUTENS NIMLEH3MN Ha NPOM3BOACTBO NIEKAPCTBEHHOMO npenapaTa u
€ee NnepeBOa Ha PYCCKUM $3blK, 3aBEPEHHble B YCTAHOBMIEHHOM MOPSIAKE, a TakKKe KOMuto
3aKMN0YEeHNs1 0 COOTBETCTBMM NPOM3BOAMUTENS NEKAPCTBEHHbIX CPEeACTB TpeboBaHUAM npaBus
Hagnexawlen npou3BOACTBEHHOM MNPAKTMKW, BblAAHHOMO YMNONTHOMOYEHHbIM doeaeparibHbIM
OpraHoM  WUCMOSIHUTENbHOM BNacT B  OTHOLIEHWX  MNPOU3BOACTBEHHOM  MNoWagKu
NleKapCTBEHHOro npenapaTta, UM KOMuio peLleHns yNnorIHOMOYEHHOro deaepanbHOro opraHa
MCMNOSTHUTESNbHOM BMACcTU O NPOBEAEHUN MHCMEKTUPOBAHUS NPOU3BOAUTENS NIEKAapCTBEHHOIO
cpencTtBa B Cnyyae, ecnv nNpou3BOACTBO FIEKAPCTBEHHOrO npenapara OCyLecTBNdeTca 3a
npeaenamun Poccurckon degepaumn.

MHdopmaumsa 06 namMeHeHusx:

Cmampbs 30 dononHeHa Yacmbro 1.3 ¢ 15 uroHa 2018 2. - @edeparibHbIl 3aKOH 0m 4 UOHS
2018 e. N 140-®3
1.3. lNpuHATME peweHnss O BHECEHUN WU3MEHeHMn unn o6 oTkase BO BHECEHUU
M3MEHEHUA B  [OOKYMEHTbl, coAepXawuecs B  PErMCTPauMOHHOM  [OCbe  Ha
3aperMcTpupoBaHHbIN NeKapCTBEHHbIN NpenapaT Ana MeauuMHCKOro NnpuMeEHeHus, B criydae
Heob6Xo0OMMOCTM MPOBEAEHNA OKCMEPTU3bl KayecTBa NEKapCTBEHHbLIX CpeactB u  (unu)



SKCMEPTU3bl OTHOLLEHWUSI OXWOAeMOW MOoMb3bl K BO3MOXHOMY PWUCKY MPUMEHEHWS
nekapcTBEHHOro npenapaTta Ansi MeaMUMHCKOro NMPUYMEHEHUST OCYLLIECTBMSIeTCA B CPOK, He
npeBbllLalOWnn - AeBsHocTa pabounx [OHel, a B OCTanbHbIX Cry4asX B CpPOK, He
NpeBbILLaoLWNA TpuaLaTn paboynx gHewm co OHSA NPUHATUSE YNONHOMOYEHHbIM dbeaeparnbHbIM
OpraHOM UCMONHUTENBHOW BNACTU 3asiBNEHMS O BHECEHUW TaKUX U3MEHEHWIA.

MHdopmaumsa 06 n3amMeHeHusx:

®edepanbHbiM 3akoHOM om 22 0ekabps 2014 2. N 429-03 yacmb 2 cmambu 30
Hacmosiweao PedepasibHO20 3aKOHa U3/10KeHa 8 Hogou pedakyuu, scmyrnarouel 8 cusy ¢
1 aHeaps 2016 e.

Cm. mekem yacmu 8 rpedbidywel pedakyuu

2. 3OKcneptM3a NeEKapCTBEHHbIX CPeACTB B 4YacTM  3KCNepTM3bl  KavecTBa
NeKapcTBEHHOro cpeactBa W (MNKW)  3KCNepTu3bl OTHOLIEHUA OXWOaeMOW NoMb3bl K
BO3MOXHOMY PUCKY TMPUMEHEHNS FEKapCTBEHHOro npenapata And  MeguuMHCKOro
NPUMEHEHNS NPOBOAUTCA B Criydyae BHECEHWS U3MEHEHUW B JOKYMEHTbl, coaepXalimecs B
perncTpaumoHHOM JOCbEe Ha 3apernCTpMpOBaHHbIN NEeKapCTBEHHLIN Npenapar, B OTHOLEHWN:

1) cBedeHWW, yKasaHHbIX B  WHCTPYKUMM NO  MEAUUMHCKOMY  MPUMEHEHUIO
NeKkapCTBEHHOro npenaparTa:

a) nekapcTBeHHasa oopMa C yKkasaHMEM HaVMeHOBaHUM U KONMYECTBEHHOro cocTaBa
OENCTBYIOLUMX BELLECTB W KayeCTBEHHOro cocTaBa BCMNoMoOraTesibHbIX BeLllects (npwu
Heo6Xxo04MMOCTIN KONMMYECTBEHHOMO COCTaBa BCNOMOraTeNbHbIX BELLECTB);

0) dapmakognHammka u apMakoKMHETUKA (3@ MCKNIYEHneM (apMakoKMHETUKN
roMeonaTnMyeckmx JeKapCTBEHHbIX MpenapaTtoB W PacCTUTENbHbIX  JNIEKAPCTBEHHbIX
npenapaToB);

B) NOKa3aHus nsi NPUMEHEeHUs;

) npoTnBONoOKasaHns Ang NpMMeHeHus;

A) Mepbl NPefOCTOPOXHOCTUN NPU NPUMEHEHWM;

€) ykasaHve BO3MOXHOCTU N 0COBEHHOCTEN NPUMEHEHUA NekapCTBEHHOro npenapara
ANs  MEOUUMHCKOTO MNPUMEHEHUS OGepeMEHHbIMU KEHLMHAMW, >KEeHLWMHaMn B nepuog
rPyoHOro BCKapMIiMBaHUg, A4eTbMU, B3POCbIMU, UMEIOLLUMMUN XpOHMYeCcKue 3abonesaHus;

X) pexuvm [03upoBaHWs, Cnocobbl BBEAEHWUSI U MPUMEHEHUS, NMpu HeobxoaumocTu
BpeMs npuemMa nekapCTBEHHOro npenapara, NpPogoSIKUTENbHOCTb flie4YeHns, B TOM 4ucrne y
AeTen 0o 1 nocne O4HOro roaa;

3) BO3MOXHble MOBOOYHbIE OENCTBUA U HexenaTemnbHble peakunn npyv NpUMEHEHUU
NeKkapCTBEHHOro npenaparTa;

N) CUMNTOMbI NEPEeA03MPOBKN, MEPbI MO OKa3aHWIO MOMOLLM NPy NeEPeLo3MPOBKE;

K) B3aMModencTeBme C OPYrMMW NEKapCTBEHHbIMW npenapatamn un (Mnun) nNULLEBbIMMI
NpoAyKTamu;

n) bopMbI BbIMyCKa fIeKapCTBEHHOro nNpenapara;

M) ykaszaHue (npy HeobxooMmocTM) OCOBEHHOCTEN OENCTBUS NEKapCTBEHHOrO
npenapaTa npy NepBOM NpuemMe Unm Npu ero oTMeHe;

H) cBeOEHNA O BO3MOXHOM BIIMSIHUX NEKapCTBEHHOro npenaparta gns MeguumMHCKOro
NPYMEHEHNST HA CNOCOBHOCTb YNPaBnsiTb TPAHCNOPTHLIMU CPEACTBAMMU, MEXAHU3MaMMU;

0) CPOK FOAHOCTWN N yKasaHue Ha 3anpeT NpUMMEHEHUs NIeKapCTBEHHOro npenapata no
NCTEYEHMUN CPOKa rO4HOCTU;

M) YCNOBUSI XpaHEHUS;

p) ycrnoBus oTnycka;

2) cocTaBa NnekapCTBEHHOro npenapara ans MeguumMHCKOro NpUMeHeHus;

3) n3MeHeHnss MmecTa MpOM3BOACTBA NEKApPCTBEHHOro npenapata Ans MeauuUMHCKOro
NPUMEHEHNS;



4) naMeHeHna rnokasaTternen KayecTBa fieKapCTBEHHOro npenapaTa Ana MeguUMHCKOro
NMPUMEHEHNSS U (UNM) METOAOB KOHTPONS KayecTBa JleKapCTBEHHOrO npenapaTta Ans
MEOVLMNHCKOro NpUMEHEHNS;

5) n3amMeHeHuMss cpoka rOAHOCTM JIEKApPCTBEHHOro npenapaTta And MeauUMHCKOro
NPUMEHEHNS;

6) cBegeHunm O HeoBXOOMMOCTM BHECEHUSI MHbIX W3MEHEHUN B WHCTPYKUMIO MO
MEANUNHCKOMY MPUMEHEHUIO NEKapCTBEHHOro npenapaTta, a Takke B WHble [LOKYMEHThI,
cogepxawimecs B pPErncTpauMoOHHOM [OCbEe Ha 3aperucTpuUpOBaHHbLIN  JNIEKAPCTBEHHbIN
npenapar. [1pn 3TOM peLleHne 0 NPoBEeAEHNN IKCNEPTU3bI KaYeCcTBa NIEKApPCTBEHHbIX CPEACTB
n (UNn) 3KCnNepTr3bl OTHOLLUEHUS OXMAAEMOMW MNOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
nekapCTBEHHOro npenaparta ans MeauuMHCKOro NpUMeHeHnst MPUHMMaEeTCs B COOTBETCTBUM C
YTBEPXKXOEHHOW  YMOMHOMOYEHHbIM  hbeaepanbHbIM  OpraHOM  UCMOMHUTENBHOW  BracTu
knaccudukaumen UsSMeHeHUn, BHOCUMbIX B JOKYMEHTbI, coaepXalwmecsa B permctpaLmoHHOM
[0Cbe Ha 3aperncTpupoBaHHbIN NIEKApPCTBEHHbIN Npenapar.

MHdopmaums 06 nsmeHeHusix:

®edeparibHbiM 3akoHoM om 22 0ekabps 2014 2. N 429-©3 yacmb 3 cmambu 30
Hacmosiweao ®edeparibHO20 3aKOHa U3/10)KeHa 8 HOBOU pedaKkuuu, ecmyrnarou,el 8 cusy ¢
1 uronsa 2015 a.

CmMm. mekcm 4yacmu 8 rpeodbiOywel pedakyuu

3. C 3asaBneHMemM O BHECEHUN W3MEHEHUA B [OOKYMEHTbl, cogepXalinecs B
PErMCTPaUMOHHOM [OCbE Ha 3aperncTpMpoBaHHbIA  JNIEKAPCTBEHHbIA npenapaTt  Ans
MEANLUNHCKOrO NPUMEHEHNSA, Hapsdy C AOKYMEHTaMmW, yka3aHHbIMW B 4acTu 1 HacTosiwen
cTaTtbu, 3asBUTENb MNPeAcTaBnsieT KOMUW  OOKYMEHTOB, MNOATBEPXOAKWMX ynnaty
rocy4apCTBEHHOM NOLSIMHBbI 3@ BHECEHWE B JOKYMEHTbI, COAepXallnecs B permctpaLmoHHOM
A0Cbe Ha 3aperncTpuUpOBaHHbIN NEKAPCTBEHHbIN NpenapaT ANg MeAULUHCKOrO NpUMEHeHUs,
N3MEHEHNN, TpebyWnX npoBeaeHNs 3KCNepTU3bl JEKAapCTBEHHbIX CPeacTB B 4acTu
3KCNepTM3bl KayecTBa JIEKAPCTBEHHOrO cpeactBa WM (MnM)  3KCNEpTM3bl  OTHOLLUEHUSA
OXngaemonm nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEeKapCTBEHHOro npenaparta gngd
MEANLNHCKOrO MPUMEHEHUS, TOCYyAApPCTBEHHOW MOLWMMHbI 3@ BHECEHWE B [OOKYMEHThI,
cogepxawmecss B pPErnMCTpaLMOHHOM [OCbe Ha 3apermcTtpupoBaHHbIN  FIEKAPCTBEHHbLIN
npenapat ana MeOULUMHCKOrO MNPUMEHEHUS, M3MEHEHUN, He Tpeldylwux npoBeaeHus
9KCnepTn3bl JIEKAapCTBEHHOrO cpeacTtea, nmMbo BnpaBe npeactaBUTb MO  COBCTBEHHON
WHULMATMBE YKa3aHHble [OOKYMEHTbl. B cnyyae ux HenpeacTtaBneHust YNONHOMOYEHHbIN
drefiepanbHbIi OpraH UCMOMHUTENbHOW BracTu npoBepsieT dakT ynnaTbl rocyAapCTBEHHbIX
MOWSMNH  3asdBUTENEM  MOCPEenCTBOM  UCMONb3oBaHusa  uMHdopmaumm 06  ynnate
rocygapcTBEHHbIX MOLWWSNH, cogepxallenca B locygapCTBEHHON MHAOPMALNOHHOM cucteme
O TrOCydapCTBEHHbIX W MYHAUMNANbHbLIX MfaTexax, Ha OCHOBaHWM MNpeacTaBEHHbIX
3asBUTENEM KOMNUN JOKYMEHTOB, NOATBEPXKAAKLWMX yrnaTy rocya4apCTBEHHON NOLUSIMHbI.

4. B TeyeHne pecatn paboumx OHEW CO AOHA MOCTYNNEHUs ykaszaHHOro B 4actu 1
HacToswen CcTaTbW 3asiBNeHMss W HeobXoAMMbIX  JOKYMEHTOB  YMONIHOMOYEHHbIN
doeaepanbHbIN OpraH UCNOSTHAUTENBHOW BIACTMU:

1) NpoBOAUT NPOBEPKY MOMHOTbI M OOCTOBEPHOCTU CBEOEHUW, COoOepXalumxcs B
NpeacTaBrieHHbIX 3asBUTENEM MaTepuanax;

2) npuHMMaeT pelleHve O MPOBeAEHUM YKasaHHbIX B 4acTu 2 HaCcTosWen cTaTbu
COOTBETCTBYHLLMX IKCNEPTU3 NIEKAPCTBEHHOIO CpeacTBa unmn 06 oTkase B UX NPOBEAEHUY;

MHdopmaums 06 usmeHeHusix:

®edeparibHbIM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 e nyHkm 3 yacmu 4 cmambu 30
Hacmosiweao PedeparsibHO20 3aKOHa BHECEHbI U3MEeHeHUs], ecmynatouwue 8 cusy ¢ 1 urrns
2015 e.



Cm. mekcm riyHKma 8 ripeobiOyuwiel pedakuyuu
3) yBeoOMNsSieT B 3IEKTPOHHOW WKW MUCbMEHHOW )OpME 3aaABUTENS O MPUHSTOM
peweHnun nnu B crnyyae NpUHATUSA pelleHns ob oTkase B NpoBefeHMM COOTBETCTBYHOLLEN

3KCNepTM3bl C yKazaHMeM MPUYNH TaKoro oTkasa.

MHdopmaums 06 usmeHeHusIx:

®edeparibHbiM 3akoHoM om 25 Hosibps 2013 2. N 317-©3 cmambss 30 Hacmoswezo
®edeparnbHo20 3aKkoHa 0orosiHeHa Yacmeko 4.1
41. B cny4yae BbIsIBNIeHUSS HeOOCTOBEPHOCTU CBeAEHuW, coaepxawmxca B
NpeAcTaBneHHbIX 3asBUTENEM MaTepuanax, YMNOMHOMOYEHHbIN deaeparnbHbIin  OpraH
WCMONHUTENbHOM BRacTU HanpaensieT 3asBMTENO 3anpoc 06 YTOYHEHUU YKa3aHHbIX
cBefeHun. [aHHbld 3anpoc MOXeT ObITb nepefaH YNofHOMOYEHHOMY MpeacTaBUTENO
3aaBUTENS NIMYHO MO PacnuCKy, HanpaeBneH no noyTe 3akasHbiM NMMCbMOM WU NepenaH B
3NEKTPOHHOM hopme MO TENEKOMMYHMKALMOHHbLIM KaHanam cBs3u. B cnyyae HanpasneHus
AaHHOro 3anpoca Mo Mno4yTe 3akasHbiM MUCbMOM OH CYMTAETCHA MONYYEHHLIM MO UCTEYEHUU
LUeCTN AHEN C AaTbl HanpaBreHUsa 3aka3HOro NMcbMa.

MHdopmaumsa 06 n3amMeHeHusx:

®edeparnbHbiM 3akoHoM om 25 Hosibpsi 2013 e. N 317-®3 cmambesi 30 Hacmosiwezo
®edeparsibHo20 3aKoHa 00rosiHeHa Yacmbio 4.2
4.2. 3agsutenb o00s3aH nNpeacTaBUTb OTBET Ha 3anpoc  YNOfHOMOYEHHOro
defepanbHOro opraHa WCMOMHUTENbLHOM BNacTM B CPOK, HEe MNpeBbIakLWMn OeBAHOCTa
paboyunx gHen Co OHSA NofnyyYeHus gaHHoro 3anpoca. Cpok, yKasaHHbIM B YacTu 4 HacToswen
cTaTbu, NPUOCTAHABNMBAETCH CO AHS HaNpaBieHUsl 3asiBUTENO 3anpoca YnosIHOMOYEHHOro
dreepanbHOro opraHa MCNOSIHUTENbHOM BRacTuU 40 OHS MNOMyYeHUs UM oTBeTa Ha AaHHbIN
3anpoC M He Yy4YUTbIBAETCA MPU MCYUUCIIEHUN CpPOKA MPUHATUS PELUEHUA O BHECEHUMU
M3MEHEHWA B  [OKYMEHTbl, coAepXawuecd B  permcTpauMoHHOM  [OCbe  Ha
3apernMcTpuUpoOBaHHbIN NTEKAPCTBEHHbBIV NpenapaTt AN MeAULMHCKOro NPUMEHEHUS.

MHdopmaums 06 usmeHeHusix:

®edeparibHbiM 3akoHomM om 22 O0ekabps 2014 e. N 429-©3 6 wacmb 5 cmambu 30
Hacmosiweao ®edeparibHO20 3aKOHa BHECEHbI U3MEHEHUSs, ecmynarouwue 8 cusy ¢ 1 urns
2015 e.

CmM. mekcm 4yacmu 8 rpeOdbiOywel pedakyuu

5. OcHoBaHveM Ons OoTKasa B NPOBEAEHUMN yKa3aHHbIX B YacTy 2 HACTOsILEn CTaTbu
3KCNepTu3 sBngeTCA npeacTaBNeHne [OOKYMEHTOB, MepeyvucrieHHblx B 4actax 1 wm 3
HacTosIWen cTaTbn, B HEMOMHOM Oobbeme, HenpeacTaBneHne 3asiBUTENEM B YCTAHOBIEHHbIN
CPOK OTBETa Ha YyKas3aHHbI B 4actu 4.1 HacToswen cTaTtbu 3anpoc YNOSTHOMOYEHHOro
defepanbHOro opraHa MCNOSIHUTENbHOW BRacTu, a Takke OTCYTCTBME B MPEeACTaBIIEHHbIX
AOKYMEHTax [OCTaTOYHbIX CBEeAEeHWMW, NOoATBEPXOAWMX HeobXOAMMOCTb BHECEeHUs
W3MEHEeHUN, WNU  OTCYyTCTBME  WHopmMauun, noaTeepxpawwen  dakt  ynnaTtbl
rocy4apCTBEHHbIX MOLUSINH, YKa3aHHbIX B 4acTu 3 HACTOSALLEN CTaTbu.

6. YKasaHHble B 4acTu 2 HacCTosILeW cTaTbW 9KCMNepTusbl MPOBOAATCA B nopsgke,
YCTaHOBIEHHOM cTaTbel 23 HacToswero ®eaepansbHOro 3akoHa.

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHoM om 22 Oekabps 2014 e. N 429-®3 e wacmb 7 cmambu 30
Hacmosiuweao PedeparibHO20 3aKOHa BHECEHbI UBMEHEHUS, sacmyrnarowue 8 cusy ¢ 1 uronsa
2015 a.

CmMm. mekcm 4acmu 8 rpeobidyweli pedakyuu
7. B cpokK, He npeBblaoWnn gecatn paboumx AHen Co OHS NONYyYeHUs 3aKtoYeHN
KOMMCCUI 9KCMNEPTOB NO pesyrbTaTaM yKasaHHbIX B 4acTu 2 HACTOSILEW CTaTbW IKCMepTus,
YNOMHOMOYEHHbIN befeparnbHbIv OpraH UCNOMHUTENBHOW BracTu:



1) NpYHMMaeT pelleHne O BHECEeHUUM WU3MEHEHUA B AOKYMEHTbI, coepalmecs B
PErMCTPaUMOHHOM [OOCbE Ha 3apermcTpMpoBaHHbIA  JNIEKAPCTBEHHbIA npenapaTt  Ans
MEOVLMHCKOro NpUMeHeHusd, unm ob oTkase BO BHECEHUN TakUX U3MEHEHWUI;

2) BHOCUT B rOCYy[apCTBEHHbIN pPEEeCTp JIEKapCTBEHHbLIX CPEeACTB Ha OCHOBaHWUK
peleHnsa 0 BHECEHUN N3MEHEHU B JOKYMEHTbI, coaepalmecsa B permcTpaumoHHOM JOCbe
Ha 3aperncTpuMpoOBaHHLIM JEKAPCTBEHHbLIA npenapaTt Ans MEOULMHCKOrO MPUMEHEHUs,
HeobxoanMble U3MEHEHNS N BO3BpPALLLAET X 3asiBUTENIO;

3) BblgaeT 3asBUTENI0 HOBOE pPErMCTPaUMOHHOE YAOOCTOBEPEHME FEKAPCTBEHHOMO
npenapaTta B Crly4ae U3MeHeHNsa CBe4eHNN, COAEPXKALLNXCS B HEM.

8. OcHoBaHMeM ans oTkasza BO BHECEHUN U3MEHEHMWI B OOKYMEHTbI, COAepalmecs B
perMcTpaunuoHHOM [OOCbe Ha 3aperncTpupoBaHHbIN  NeKapCTBEHHbIM npenapaTt Aans
MEANLNHCKOTO MNPUMEHEHUS, SABNSAETCA 3aKfloYeHMEe YNONHOMOYEHHOro deaeparnbHOro
opraHa WCMOSIHATESNIbHOM BMNacTM O BO3MOXHOCTU CHWXEHUs 6e30MacHOCTU, KayecTsa,
9(PPEKTUBHOCTH NEKapCTBEHHOIO CPeCcTBa B Cllydae BHECEHUS TaKNX U3MEHEHUN.

MHdopmaums 06 nsmeHeHusix:

®edeparibHbiM 3akoHoM om 22 0ekabps 2014 2. N 429-©3 yacmb 9 cmambu 30
Hacmosiweao ®edeparibHO20 3aKOHa U3/10)KeHa 8 HOBOU pedaKkuuu, ecmyrnarou,el 8 cusy ¢
1 uronsa 2015 a.

CmMm. mekcm 4yacmu 8 rpeodbiOywel pedakyuu
9. [onyckaeTcss oOpalleHne neKapCTBEHHbIX MNpenapatoB Ans  MeAUUMHCKOro

NPUMEHEHNST OO0 UCTEYEHUs] CPOKa FOAHOCTU, NPOU3BEAEHHbIX B TeYEHNE CTa BOCbMUOECSTH
AHen nocne gatbl NPUHATUS YMONTHOMOYEHHbIM dheaepanbHbiM OpPraHOM WCMOSTHUTENbHOWN
BMacTN peLleHns 0 BHECEHUM N3MEHEHN B AOKYMEHTbI, COAepKallMecs B pernctTpaumoHHOM
A0Cbe, B COOTBETCTBUM C MHGOPMaUMEN, COAepXKaLlLencs B JOKYMEHTAxX PerncTpaumoHHOro
AO0CbE Ha NeKapCTBEHHbIN NpenapaT 40 AaTbl NPUHATUS] TAKOTO pPeLLeHUs.

FAPAHT:

CM. kommeHTapun k ctaTbe 30 HacTosLwero ®efepansbHOro 3akoHa

CraTtbsa 31. BHeceHvne nameHeHnin B JOKYMEHTbI, COAepKaLMecs B permcTpaumoHHOM
AOoCbe  Ha  3aperncTpupoBaHHbI  FIEeKapCTBEHHbIM  npenapaTt  Ansd
BETEPMHAPHOro NPUMEHeHUs

MHdopmauumsa 06 nameHeHusx:
Hacmb 1 usmeHeHa ¢ 15 uroHs 2018 2. - ®edeparibHbit 3akoH om 4 utoHs 2018 2. N 140-®3

Cwm. npeodbidywyro pedakyuro

1. B uensax BHeCeHUs1 USMEHEeHUN B JOKYMEHTbI, cogepalimecs B pernctpaumoHHOM
A0Cbe Ha 3aperncTpupoBaHHbIN NeKapCTBEHHbIW Npenapart Ans BeTEPUHAPHOIO NPUMEHEHMS,
aepxartenb unu Brageney perMcTtpaunuoHHOro yaoCTOBEPEHUSA NeKapCTBEHHOro npenapaTta
MM YNOSTHOMOYEHHOE WM [pyroe lopuandeckoe nuuo (Janee B HacToswen craTbe -
3asBuTeNb) npeactaBnseT B YMNOMHOMOYEHHbIN defepanbHbii OpraH MCNOSTHUTENBHOM
BNacTu 3adBneHMe O BHECEHUN TakKMX WU3MEHEHUM no dopme, YCTaHOBIIEHHOM
YNOSTHOMOY€EHHbIM doefiepasibHbIM OpraHOM UCMOSTHUTENBHOW BIAaCTU, U NpunaraemMble K HeMy
M3MEHEHNA B YyKasaHHble [OOKYMEHTbl, a Takke [OOKYMEeHTbl, MoATBepXxaatowme
HeoBXO0OUMOCTb BHECEHUSA TakUX U3MeHeHun. [pn HeobXxoaUMOCTM BHECEHUS U3MEHEHNA B
OOKYMEHTbI, cogepXawmecsa B pPerucTpauMoOHHOM [0Cbe Ha  3aperncTpupoBaHHbIN
NeKapCTBEHHbIN npenapaT Afsi BETEPUHAPHOrO NPUMEHEHNSA, B CryyYasX U3MEHEHUs N (Mnn)
AOMNOMHEHNS MPOM3BOACTBEHHOW NNOLAAKN NeKapCTBEHHOro CpeacTBa, a Takke U3MEHeHUs
nokasaTtenen KayecTBa fieKapCTBEHHOro npenapara gnsi BETepUHAPHOro NPUMEHEHUs n (unu)
MEeTOO0B KOHTPONA KayecTBa NeKapCTBEHHOro npenapaTta And BeTepUHapHOro NpUMeEHEHUs



3asBuTENb AOMNOSHUTENBHO MpeacTaBndeTr B YNOMHOMOYEHHbIM bedeparnbHbIn - OpraH
MCNONHUTENBHOW BNAacTu crieayoLlmne JOKYMEHTbI:

1) KonMna nUUEH3MM Ha MPOU3BOACTBO JIEKAPCTBEHHbIX CPeACTB, BblAaHHOW
NPOV3BOAMTENO JEKApPCTBEHHOrO npenapata AN BeTEepUMHapHOro MpPUMEHeEHWs, [Ons
POCCUNCKMUX NPOM3BOAUTENEN;

2) KonNnA NUUEH3MM Ha MPOM3BOACTBO JleKApCTBEHHbLIX CPEACTB, BblAAHHOM
npounsBoauTento apmaueBTMYeCcKOM CyOCTaHUuM, BXOASLLEN B COCTaB feKapCTBEHHOro
npenapaTa Ans BeTePUHAPHOro NPUMEHEHUS, AN POCCUNCKUX NPOU3BOANTENEN;

3) Konusa OOKYMEHTa, Bbl4AaHHOMO YNOMHOMOYEHHbIM OpraHOM CTpaHbl NPOM3BOAUTENS
ANA KaXaon NpovM3BOACTBEHHOW MIOLWAAKM NeKapCTBEHHOrO npenapaTa Afs BeTepUHapHOro
NPUMEHEHNS U1 NOATBEpPXAallero COOTBETCTBME NPOM3BOAUTENS  NeKapCTBEHHOro
npenapaTa TpeboBaHWAM Npasus Hagnexallen NpomM3BoACTBEHHOW NPAKTUKKU, U ero NnepeBos,
Ha PYCCKMM A3blK, 3aBEpPEeHHble B YCTAHOBMIEHHOM MOpSAAKe, a TakkKe KOMUS 3akniyYeHus o
COOTBETCTBUN NMPOU3BOAMUTENS NEKAPCTBEHHbIX CPeacTB TpeboBaHNSAM NpaBun Haanexatllemn
NPON3BOACTBEHHOMW MPAKTUKW, BbIJAHHOMO YMNOSHOMOYEHHbIM bedepasibHbIM  OpraHoMm
MCNONHUTENBHOM BNAcTU ANA Kaxaon NPOu3BOACTBEHHOW MOWAaAKM NeKapCTBEHHOro
npenapaTta Ans BeTEepUHaApPHOro npUMeEHeHnsa, nnbo Konua pelleHuMst O NpoBedeHUM
MHCNEKTMPOBAHNA MPOM3BOAUTENSA NEeKapCTBEHHbIX CPeacTB, MPUHATOrO YMNOMHOMOYEHHbIM
deepanbHbIM OpraHoOM UCMONTHUTENBHOM BAACTU AN KaXKA0W NPON3BOL4CTBEHHOW NSIOLWaaKM
NeKapCTBEHHOro npenapata And BeTEepPUHAPHOro MNpPUMEHEHUs. YKasaHHble [OKYMEHTbI
npeacTaBndaAlTCa B Crydyae, €cnuM  Npou3BOACTBO fIEKApCTBEHHOro npenapaTta  Ans
BEeTepMHAPHOro NpUMEHeHUs OCyLLEeCTBNSETCA 3a Npeaenammn Poccunckon degepaumm;

4) Konusa OOKYMEHTa, BblAAaHHOMO YMNOSIHOMOYEHHbLIM OpPraHoOM CTpaHbl MPOU3BOAUTESS
hapmaLeBTU4ecKo cybCcTaHuuMM ¥ noaTBepXAallero CcOoOTBETCTBME NPOU3BOAUTENS
hapmaueBTudeckon cybcTtaHummn, Bxogswen B COCTaB JflekapCTBEHHOro npenaparta gng
BETEPUHAPHOrO MNpUMEHeHnd, TpeboBaHMAM Mpasurl  Hagnexawemn npous3BOLCTBEHHON
NPaKTUKN, U ero nepeBo[ Ha PYCCKUN £A3blK, 3aBepeHHble B YCTAaHOBMEHHOM nopsgke, B
crnyyae, ecnu nNpou3BOACTBO (papMaueBTUYeCcKOM CcyObCcTaHumMm ocyllecTBnseTcs 3a
npegenamu Poccuinckon degepaumu.

MHdopmaumsa 06 nameHeHusx:

Cmames 31 dononHeHa Yacmbio 1.1 ¢ 15 uroHs 2018 2. - ®edeparibHbIU 3aKOH om 4 UOHS
2018 e. N 140-®3
1.1. B cnyyae wu3amMeHeHns U1 (Mnun) AONOSIHEHUS MNPOU3BOLCTBEHHOW MoOLaLKM
NIEKApCTBEHHOIO CpeAcTBa [OOKYMEHTbl, YyKasaHHble B 4acTu 1 HacTodlwen cTaTbw,
npeacTtaBnAaAlTCsa  3adBuTENneM B OTHOLWIEHUWM U3MEeHseMon U (Mnn)  OOMOSHAEMOWN
NPOV3BOACTBEHHOW NIIOLLAAKN NekapCTBEHHOro cpeacTtea. PeweHne 0 BHECEHUN N3MEHEHUI
B [OOKYMEHTbl, coepXalinecs B perncTpaumoHHOM [OCbe Ha 3aperncTpupoBaHHbIN
NeKapCTBEHHbIN NpenapaT Ansi BETEPUHAPHOro NPUMEHEHUSA, unn o6 OTKase B X BHECEHWUU
NPUHUMaETCS B criydae Heob6XOAMMOCTUN NPOBEAEHNSA IKCNEePTU3bl NeKapCTBEHHOro cpeacTaa
B CPOK, HE MpeBblLaLWMA AeBAHOCTA paboumx OHEW, a B OCTalnbHbIX CrydyasX B CPOK, HE
NpeBbIlaLWMi TpuauaTn paboumnx gHen co AHS NPUHATUSA YNONHOMOYEHHbIM beaepanbHbIM
OpraHoM UCMONHUTENbHOW BNacTU 3asBfIEHMUSI O BHECEHUUN TaKUX N3MEHEHUM.

MHdopmaumns 06 usmeHeHusix:

®eldeparibHbIM 3aKkoHoM om 22 Oekabpsi 2014 2. N 429-©3 e vacmb 2 cmambu 31
Hacmosiweao PedeparsibHO20 3aKOHa BHECEHbI U3MEeHeHUs], ecmynatouwue 8 cusy ¢ 1 urrns
2015 .

CmMm. mekcm 4yacmu 8 rpeOdbiOywel pedakyuu
2. B cnyyae BHeceHVs UBMEHEHUI B LOKYMEHThI, COAEPXaLlMecsi B permctTpaumoHHOM
A0CbE Ha 3aperncTpupoBaHHbIN NeKapCTBEHHbIV NpenapaT Ansi BeTEPUHAPHOIO NPUMEHEHMS,



B OTHOLUEHWN CBEAEHWWN, yKasaHHbIX B rnognyHkrax "e", "x", "k", "n", "n", "c", "x" nyHkra 7
yactn 3 cratbu 17 HacTtosiwero degepanbHOro 3akoHa, M3MEHeHUs U (Unn) OONOSTHEHUS
NPON3BOACTBEHHOM MNNOLWAAKA NEeKapCTBEHHOrO CpPeAcTBa, a Takke B Crydae M3MEeHeHus
nokasaTenen kayecTBa NieKapCTBEHHOro npenapara Ansi BETEPUHAPHOro NPUMEHEHUs 1 (Unu)
METOAOB KOHTPONS KayeCcTBa JIeKapCTBEHHOro npenapata Ansa BeTEPUHAPHOro NpUMEHEHUs
NPOBOANTCH 3KCMepTU3a feKapCTBEHHOro cpeactBa And BETepUHApPHOro npuMeHeHus. B
cnyyae HeobXO0OUMOCTM BHECEHUS WHbIX M3MEHEeHUMW B [OOKYMEHTbl, coaepXawuecsa B
perMcTpaumoHHOM [OCbe Ha 3aperucTpuvpoBaHHbIA  FIEKAPCTBEHHbLIM npenapaTt  Ans
BETEPMHAPHOIrO MNPUMEHEHUNS, IKCMEepPTMU3a NEKapCTBEHHOro cpeacrtea Afisi BETEPUHAPHOro
NPUMEHEHNA He NPOBOAUTCS.

MHdopmaums 06 usmeHeHusix:

®edeparibHbIM 3akoHOM om 22 okmsbps 2014 e. N 313-©3 e wacmb 3 cmambu 31
Hacmosiweao ®PedepasibHO20 3aKOHa 8HEeCeHbl U3MeHeHus, ecmynarouwue 8 cuny ¢ 1
sHeaps 2015 a.

CmMm. mekcm 4yacmu 8 rpeOdbiOywel pedakyuu

3. C 3asaBneHMemMm O BHECEHUN W3MEHEHUA B [OOKYMEHTbl, cogepxalinecss B
perMcTpaumoHHOM [OCbe Ha 3aperucTpuMpoBaHHbIA  FIEKAPCTBEHHbLIM npenapaTt  Aans
BETEPUHAPHOIO NPUMEHEHUS, Hapsay C OOKYMEHTaMW, ykasaHHbIMW B 4acTu 1 HacToswen
cTaTbu, NPeacTaBnaAlTCAa AOKYMEHTbI, NOATBEPXKAAOLLME yrnaTy rocyaAapCTBEHHOW MOLUMMHbI
3a BHeceHWe B [OKYMEHTbl, codepXawuecs B  perucrpaumMoHHOM [OCbe  Ha
3apEerMCTpUpPOBaHHbLIN  NEKAPCTBEHHbIM  NpenapaTt Ans  BETEPUMHAPHOro  NPUMEHEHUS,
n3MeHeHnn, TpebylLwmMx NpoBedeHUs JKCMepTU3bl FEeKapCTBEHHOro cpeacTsa  Afnis
BETEPUHAPHOIO MNPUMEHEHUS, UM U3MEHEHWUN, He Tpebyrwmx NpoBeAEHMS IKCMEPTM3bI
nekapCTBEHHOro cpeacTea Ans BeTEPUHAPHOro NpUMeHeHUs.

4. B CpoK, He npeBbILWaoLWnn ecATn pabounx gHEN CO OHA NOCTYNNEHUS yKa3aHHOro
B yactn 1 HacToswen ctaTbu 3asiBfieHUs U HeOBXOAMMbIX OOKYMEHTOB, YMNONHOMOYEHHbIN
deaepanbHbIN OpraH UCNOSTHUTENBHOW BIACTMU:

1) NpoBOAUT NPOBEPKY MOMHOTbI W OOCTOBEPHOCTU CBEOEHWW, COOepXalunxcs B
NpeacTaBrieHHbIX 3asBUTENEM OOKYMEHTaX;

2) npuMHMMaeT pelleHne O MPOBeAEeHUN IKCNepTU3bl fIeKapCTBEHHOro cpeacTsa Ans
BETEPUHAPHOIo NPUMEHEHNS nnm 06 oTkase B ee NpoBeAEHUM;

3) yBegomMnsieT B NMCbMEHHOMN hopMe 3asiBUTENSA O NPUHATOM PeLUEHUN UK B Cryyae
NPUHATUA pelleHns 06 oTka3e B MPOBEAEHUM IKCMEPTU3bl JIEKAPCTBEHHOrO CpeacTBa Ans
BETEPUHAPHOIo NPUMEHEHNSA C YKa3aHWEM MPUYMH Takoro OTkasa.

MHdopmaumsa 06 namMeHeHusx:

Cmamebs 31 dononHeHa Yacmbio 4.1 ¢ 15 uroHs 2018 2. - ®edeparibHbIU 3aKOH om 4 UOHS
2018 2. N 140-03
4.1. B cnyyae BbIBNEHUA HeLOCTOBEPHOCTU U (MNKN) HeOOCTaTOMHOCTU CBEAEHUN,
cogepxawmxcss B NPEACTaBMEHHbIX  3adABUTENEM  OOKYMEHTaX,  YNOSIHOMOYEHHbI
denepanbHbIl - OpraH UCMOSTHATENBbHOW BflAaCTU  HanpaensieT 3asBuTento 3anpoc o6
YTOUYHEHUN YKa3aHHbIX CBedeHWN. 3anpoc MoXeT ObiTb nepegaH yNoSTHOMOYEHHOMY
npeacTaBuUTeNio 3adaBUTENS MO PacnucKy, HamnpaBneH Mno noyTe 3akasHbIM MUCbMOM WK
nepegaH B 3MEKTPOHHOM oopMe MO TeNeKOMMYHUKAUMOHHbIM KaHanam cBasn. B cnyyae
HanpaBneHus 3anpoca 0b yTOYHEHUM YKa3aHHbIX CBeAEHWI NO NoYTe 3aKka3HbiM MMCbMOM OH
CYMTaeTCs NOSTy4YEHHbIM MO UCTEYEHUM LLECTN OHEN C AaTbl HANPaBEHNS 3aKa3HOro NMCbMa.

MHdopmaums 06 nsmeHeHusix:

Cmamps 31 dononHeHa Yacmbto 4.2 ¢ 15 uroHA 2018 2. - @edeparibHbIl 3aKOH 0m 4 UOHS
2018 2. N 140-@3
4.2. 3asasutenb o00s3aH npeactaBuTb OTBET Ha  3anpoC  YNOSIHOMOYEHHOro



dheepanbHOro opraHa MWCMNOSIHUTENbHOM BRacTM B CPOK, He npeBblalwmnn geBsaHocTa
pabounx OHEW CO AHA MofydYeHus gaHHoro 3anpoca. Cpoku, ykasaHHble B 4Yactu 1.1
HacTosWwen CcTaTbW, NPUOCTAHABNMBAKOTCA CO [AHS HanpaBfeHus 3asBuTento 3anpoca
YNONMHOMOYEHHOIo (heaepanbHOro opraHa MWCNOMHUTENbHOW BNAacTU OO0 AHA NOSyYeHus
OTBEeTa Ha [aHHbIM 3arnpoC U He YYUTHLIBAOTCS NMPU UCHUCTIEHUN CPOKa NPUHATUS peLleHns o
BHECEHUM W3MEHEHWA B [OOKYMEHTbl, coAepXXallmecs B pPerucTtpaumMoHHOM [OCbe Ha
3aperMcTpupoBaHHbIN NTeKapCTBEHHbIN NpenapaTt AN9 BETEPUHAPHOIO NPUMEHEHNS.

MHdopmaumsa 06 namMeHeHusx:
Yacmb 5 usmeHeHa ¢ 15 uroHss 2018 a. - @edeparnbHbiti 3akoH om 4 uroHss 2018 2. N 140-®3

Cwm. npedbidywyro pedaKyuro

5. OcHoBaHMeM N4 oTkasa B NPOBEAEHUM SKCNEPTU3bl IEKAPCTBEHHOIO cpeacTBa Ans
BETEPUHAPHOIO NPUMEHEHNSA ABNAETCS NpeacTaBneHne JOKYMEHTOB, YKa3aHHbIX B YacTsax 1 u
3 HacTodwen ctaTtbi, B HENOSIHOM O6bEME UM OTCYTCTBME B NPEACTaBMNEHHbIX AOKYMEHTax
AOCTaTOYHbIX CBEAEHUN, NoaTBepXAallmx HeoOXOAMMOCTb BHECEHUSI U3MEeHEHWn, nnbo
HenpeacTaBneHne 3asiBUTENieM B YCTAHOBMEHHbLIN CPOK OTBETa Ha yKasaHHbI B 4YacTtu 4.1
HacTofAlen cTaTbM 3anpoc YMNOSIHOMOYEHHOro heaepasnibHOro opraHa WCMNONHUTENbHOM
BracTu.

6. OKcnepTu3a fNekapCcTBEHHOrO CpeacTBa AN BETEPUMHAPHOro NMPUMEHEHUS B LIENSX
BHECEHMS WM3MEHEHUA B [OOKYMEHTbl, coAepxalwmecs B pPErncTpaumoHHOM [OOCbe Ha
3apermcTpupoBaHHbIN  FIEKAPCTBEHHbLIM  Npenapat Ana  BeTEPUHApPHOro  NPUMEHEHUs,
OCYyLLEeCTBNAETCA B MNOPsSAKe, YCTAHOBMEHHOM cTatben 24 Hactoswero ®enepanbHOro
3aKoHa.

MHdopmaumsa 06 namMeHeHusx:

®edepanbHbiM 3akoHOM om 22 okmsbps 2014 2. N 313-©3 cmambsa 31 Hacmosiwezo
®eldeparnbHo20 3akoHa OorosiHeHa 4Yacmbio 6.1, ecmynarowel 8 cusy Mo ucmeyYyeHuu
mpuduamu OHel rocrie OHA ohuyuabHo20 orybriukoeaHusi HaseaHHO20 ®edeparibHo20
3aKoHa

6.1. B cpok, He npeBbiWwalWwmnn NGt paboumx AHEN CO OHS MONYyYeHUs 3aKniYeHus
KOMMCCUM IKCMEPTOB MO pesyribTaTaM yKa3aHHOW B 4YacTu 2 HACTOSALWEN CTaTbW 3KCNepTUsbl,
YNOMHOMOY€EHHbIN befeparnbHbIv OpraH UCNOMHUTENBHOW BracTu:

1) NpvHMMaeT pelleHne O BHECEeHUUM W3MEHEHUN B [OOKYMEHTbl, coepxalimecs B
PEerMcTpaumoHHOM [OCbe Ha 3aperucTpuMpoBaHHbIA  NEKApPCTBEHHbIM npenapaTt  Aans
BETEPUHAPHOIO NPUMEHEHUS, Unn 06 oTKaze BO BHECEHUM TaKUX N3MEHEHWUN;

2) BHOCUT B rOCy[apCTBEHHbIN pPEeecTp JIEeKapCTBEHHbIX CPeaCTB Ha OCHOBaHWUK
peleHna 0 BHECEHUN N3MEHEHU B JOKYMEHTbI, coaepalimeca B permcTpaumoHHOM JOCbe
Ha 3aperncTpupoBaHHbIA JIEKAPCTBEHHbIN npenapaT Ans BeTEePUHAPHOro MNPUMEHEHUS,
HeobXxoauMble N3MEHEHMS 1 BO3BPALLAET 3TN AOKYMEHTbI 3asiBUTENIO.

MHdopmaums 06 usmeHeHusix:

Cmames 31 OononHeHa Yacmbio 6.2 ¢ 15 uroHs 2018 2. - ®edeparibHbIlU 3aKOH 0m 4 UOHS
2018 a. N 140-®3
6.2. B cnyyae BHeceHWd WU3MeHEeHWA B [OOKYMEHTbl, coepxailimecs B
PEerMcTpaumoHHOM [OCbe Ha 3aperucTpuMpoBaHHbIA  NEKApPCTBEHHbIM npenapaTt Aans
BETEPUHAPHOIO MPUMEHEHUs,, B 4acTW, Kacawlencs wunsmeHeHus un (unu) AOOMNOSNHEeHUs
NPOW3BOACTBEHHOW NNOLWAaAKN IeKapCTBEHHOrO Npenapara, Npy NpeacTaBneHnn 3asaButenem
B COOTBETCTBUM C MYHKTOM 3 4acTu 1 HaACTOsLEN CTaTby KONUU peLleHUst YrorHOMOYEHHOro
degepanbHOro opraHa WCMOMHUTENbHOWM BMAacTM O NPOBEAEHUM  MHCNEKTUPOBAHUS
Npoun3BOaAUTENS NIeKapCTBEHHbIX CPeACTB CPOK, YKa3aHHbIM B YacTu 6.1 HacToswen ctaTtby,
NPUOCTaHaBNIMBAETCS CO AHS MONYYEHUS 3aKNOYEHNA KOMUCCUM SKCNEPTOB 40 AHSA NMPUHATUS
YNOSTHOMOYEHHbIM doefieparnibHbIM OPraHoOM UCMNOSTHUTENBHOM BNACTU peLleHns O Bblgaye unm



06 oTkase B Bblgaye 3akSIlOYEHUS1 O COOTBETCTBUMN NPOU3BOAMUTENS NEKapCTBEHHbIX CPEeaCcTB
TpeboBaHnAM rpasusi Hagnexawen npoM3BOACTBEHHOW MPaKTUKK, HO He Bonee 4Yem Ha CTo
BOCEMbAECAT paboumx gHEN.

MHdopmaumsa 06 namMeHeHusx:
Yacmb 7 usameHeHa ¢ 15 uroHss 2018 a. - @edeparnbHbiti 3akoH om 4 uroHss 2018 2. N 140-©3

Cwm. npedbidywyro pedakyuro

7. OcHoBaHVeM AN OTKa3a BO BHECEHUN U3MEHEHUW B OKYMEHTbI, coAepXxalumecs B
perncTpaumoHHOM [0Cbe Ha 3apermcTpupoBaHHbLIN  NEKapCTBEHHbIW npenapart Ans
BETEPMHApPHOrO MNPUMEHEHUS, B Cny4dasix, He Tpebylwnx npoBeAeHUs 3IKCnepTusbl
neKapCcTBEHHOro cpeacTBa, SBNAETCS NpeaAcTaBrieHne AOKYMEHTOB, YKa3aHHbIX B YacTsax 1 u
3 HacToslLLen cTaTbl, B HEMOMHOM O6beMe Unu OTCYTCTBME B NpeacTaBfeHHbIX JOKYMEHTax
CBeeHWI, KoTopble AOMKHbI BbITb B HUX OTpaxeHbl, NMBO HenpeacTaBreHne 3asaBuUTENEeM B
YCTaHOBMNEHHbIM CPOK OTBeTa Ha ykasaHHbIn B 4acty 4.1 HacToswen cTaTbu 3anpoc
yMOSTHOMOYEHHOro doefepanbHOro opraHa UCMOSTHUTENBHON BNAaCTW.

MHdopmaumsa 06 nameHeHusx:

Cmamebs 31 dononHeHa Yacmbto 7.1 ¢ 15 uroHs 2018 2. - ®edeparibHbIl 3aKOH om 4 UOHS
2018 e. N 140-®3
7.1. OcHoBaHMeM Ans oTKasa BO BHECEHUN U3MEHEHUN B LOKYMEHTLI, coaepalimecs
B PErncTtpauMoHHOM [OOCbE Ha 3aperncTpuMpoBaHHbIA NEKAapCTBEHHbIN Npenapat Aans
BETEPUHAPHOIO  MNPUMEHEHUSA, B  Criyvyasix, Tpebylwmnx npoBeaeHns  IKCNepTu3bl
NeKapCTBEHHOro CpeacTBa, SABMAAeTCs 3aKnoveHne ynosTHOMOYEHHOro oeiepasibHoro opraHa
MCMOMHUTENBHONW  BNactMi O  BO3MOXHOCTM  CHWXeHMsi  ©e30rmacHOCTM, KadecTBa,
3(hpeKTUBHOCTN NEeKapCTBEHHOrO Npenaparta BCneacTBue BHECEHNSA N3BMEHEHWI B YKa3aHHble
AOKYMEHTbI, OTKa3 YMNOSIHOMOYEHHOro heaepanbHOro opraHa WCMNOSIHUTENbHOW Bnactu B
Bblaaye 3aKnio4YeHns 0 COOTBETCTBUN NPOU3BOAMNTENS NIEKAPCTBEHHBLIX CPeAcTB TpeboBaHNAM
npasun  Hagnexawen npou3BOLACTBEHHOW MPAKTUKM B Crydae W3MeHeHus u  (unu)
AOMNOJTHEHNS NPON3BOACTBEHHOM NMOLWAAKM NEKAapCTBEHHOrO Npenaparta, ecnu Npon3BoACTBO
NleKapCTBEHHOro npenapata Ans BETEePUHAPHOro MPUMMEHEHUs OCyLecTBMgeTcs 3a
npegenamu Poccuinckon degepaumum, UnNu OTCyTCTBME 3TOrO 3aKIMOYEHUS.

MHdopmaumsa 06 nameHeHusx:

®edeparibHbiM 3akoHomM om 22 0Oekabps 2014 2. N 429-©3 yacmb 8 cmambu 31
Hacmosiweao PedeparibHO20 3aKOHa U3/I0XeHa 8 Ho8oU pedaKyuu, ecmynaru,el 8 cusy ¢
1 urons 2015 a.

CmMm. mekcm 4acmu 8 rpeobidyweli pedakyuu
8. [onyckaetca ob0palleHne nekapCTBEHHbIX MpenapaTtoB Ansi BETEPUHAPHOro

NPUMEHEHNA 0O UCTEYEHUS CPOKa rO4HOCTU, NPOM3BEOEHHBIX B TEYEHME CTa BOCbMWUOECATU
AHen nocne AaTbl NPUHATUS YNOMHOMOYEHHbIM doeaeparibHbIM OpraHOM WUCMONHUTESTbHON
BNacTu peLleHns 0 BHECEHUN U3MEHEHUN B JOKYMEHTbI, CoOAepKalmeca B pernctTpaumoHHOM
0OCbe Ha NeKapCTBEHHbIN npenapaTt, B COOTBETCTBMM C MHOpmMauunen, cogepxaliencs B
AOKYMEeHTax perucTpauuoHHOro [OCbe Ha JiekapCTBEHHbIM npenapaTt 4O AaTbl NPUHATUSA
TaKOro peLUeHus.

FTAPAHT:

CM. kommeHTapumn K ctaTbe 31 HacToswero ®efgepanbHOro 3akoHa

CraTtbsa 32. OTMeHa rocygapCTBEHHOW permcrTpaumnm nekapCcTBeHHOro npenapara

PeweHne 06 oTMeHe rocyaapCTBEHHOM permcrtpauumn nekapcTBEHHOro npenapaTta u
NCKITIOYEHUM FEeKapCTBEHHOro npenaparta M3 rocyAapCTBEHHOro peecTpa JleKapCTBEHHbIX
CpeancTB NPUHUMAETCS YNOSTHOMOYEHHbIM dbeaeparibHbIM OPraHoOM WCMOMHUTENbHOW BNacTu



B Criyyae:

1) npencTaBneHWsi COOTBETCTBYIOLMM YMNOMHOMOYEHHbIM hbeaepanbHbiM  OpraHoM
WCMONMHUTENbHON BracTW 3aKMOYEeHUss O puUcke unm ob yrpose 340pOBbIO, KU3HM YernoBeka
WNW  KMBOTHOTO MpU  MNPUMEHEHWMM FNEeKapCTBEHHOro npenapaTta, MpeBbllaoWmx ero
9(PPEKTUBHOCTb, MO pe3ynbTaTaM OCYLIECTBNSEMONO MM MOHUTOPUHra Ge3onacHOCTH
neKkapcTBEHHOro npenapara;

MHdopmaumns 06 usmeHeHusix:

@eldeparibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-®3 & nyHkm 2 cmambu 32
Hacmosiweao ®edeparsibHO20 3aKOHa 8HECEeHbl U3MeHeHUs, ecmynaruwue 6 cusny ¢ 1 urons
2015 a.

CmM. mekcm riyHkma e rpedbidywed pedakyuu

2) nogadn pgepxartenem wunuM  BragenbueM pPerncTtpaumMoHHOro  yooOCTOBEPEHUS
NEeKapCTBEHHOro npenapata WunuM  YnofiHOMOYEHHbIM UM OPYIMM  IOPUONYECKUM  NULIOM
3aaBrieHns 06 oTMeHe rocyaapCcTBEHHOM perncTpaumm nekapcTBEHHOro npenapara;

3) HenoaTBepXAeHUs rocygapCTBEHHOW perncTpaumm fekapCTBEHHOro npenapara no
NCTEYEHMM CpoKa OENCTBUSA PEMMCTPALMOHHOIO YAOCTOBEPEHUS, BbIAAHHOMO Ha NATb NeT;

4) HenpeacTaBneHus 3asBuTenemM MHAOpMaLMK, KOTopass MOXeT MoBredb 3a cobon
HeoBXO0OUMOCTb BHECEHUS U3MEHEHU B OOKYMEHTbI, cofepXalumecss B pernctpalmoHHOM
AOCbe Ha 3aperucTpupOBaHHbLIN NEKApPCTBEHHLIM NpenapaTt, B Te4yeHue TpuauaTtn paboumx
AHEen CO OHSA HaCTYNEHUs 3TUX N3MEHEHWUI;

MHdopmaumsa 06 namMeHeHusx:

®eldepanbHbiM 3akoHOM om 22 Oekabps 2014 2. N 429-©3 e nyHkm 5 cmambu 32
Hacmosiujeeo ®edeparibHO20 3aKOHa 8HECEHbI U3MEHEeHUs, scmynarowue 8 cusy ¢ 1 urns
2015 e.

Cm. mekem riyHKma 8 rnpeobidyuwel pedakuuu
5) ocyuiecTBneHns rocygapCcTBEHHOM permcrTpauum nekapcTBEHHOro npenaparta nojg
TOProBblIM  HauMMeHOBaHWEM  3apermcTpupoBaHHOIO  paHee o4 3TUM  TOProBbIM
HanMeHOBaHVEM JleKapCTBEHHOro npenapaTa, OTNMYalLWerocsd KavYeCTBEHHbIM COCTaBOM
OEeNCTBYIOLWUNX BELECTB;
MHdopmaumsa 06 nameHeHusx:

[MyHkm 6 usmeHeH ¢ 15 uroHs 2018 2. - ®edeparsibHbil 3akoH om 4 utoHs 2018 2. N 140-03

Cwm. npeodbidywyro pedakyuro
6) ocyLLeCcTBNeHUs rocygapCTBEHHOW pernctpaumm OgHOro N TOro e NeKapCTBEHHOO
npenapaTa B OTHOLUEHWM OOHOrO W TOro Xe AepxaTens unu sBnagenbua perncTpaumoHHOro
yOOCTOBEPEHNSA fEeKapCTBEHHOro npenapata B Buae [AByx M 0Gonee nekapcTBEHHbIX
npenapaToB NOA pasnnyHbIMU TOProBbIMW HAMMEHOBaHUSMU;
7) BblHECEHUSI CyAOM pelleHuMst O HapyleHuu npas npasoobnagjatens oO0bLeKToB
WHTENNeKTyanbHON COGCTBEHHOCTM NpU obpaLLeHnn NeKkapCTBEHHbLIX CPEACTB;

MHdopmaumns 06 usmeHeHusix:

®edeparibHbIM 3akoHOM om 22 Oekabps 2014 e. N 429-©3 cmampbs 32 Hacmosuwezao
®edeparnibHo20 3aKoHa 0orosIHeHa ryHkmom 8, ecmynarouwum 6 cusy ¢ 1 urons 2015 e.
8) oTcyTCTBMA NEeKapCTBEHHOro npenapaTa B obpalieHnn B Poccuiickon degepaunn B
TeueHune Tpex un bonee neT;

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHOM om 22 O0ekabps 2014 2. N 429-©3 cmambesi 32 Hacmosiueao
®edeparibHO20 3aKoHa QoriofiIHeHa rnyHkmom 9, ecmynarouwum 6 cusy ¢ 1 urons 2015 e.

9) HeBbINOMHEHUA AepXaTenem unu BnagenbLuemM perMcTpaumoHHOro yaoCcToBEepEHNS

NeKapCTBEHHOro npenaparta fiMbo YMONTHOMOYEHHBIM UMW LPYTMM  HOPUAMYECKMM  JTULOM



MeponpusaTui no obecneyeHnto 6e30MacHOCTU fNIeKapCTBEHHbIX NpenapaToB, YCTaHOBMEHHbIX
YNONMHOMOY€EHHbIM (hbefepanbHbiM OpraHoOM WUCMOMHUTESNTIbHOW BNacTM B COOTBETCTBUN C
yactammn 3 n 4 crtaten 64 Hactoswero defepanbHOro 3akoHa, B pamMKax OCYLECTBIEHUS
drapmakoHag3opa;

MHdopmaums 06 usmeHeHusIx:

®edeparibHbIM 3akoHOM om 22 Oekabps 2014 e. N 429-©3 cmampbs 32 Hacmosuwezao

®edeparnbHo20 3aKoHa dorosiHeHa ryHkmom 10, ecmynarowum 6 cusny ¢ 1 urons 2015 a.

10) oTKasa pgepxatens wnuM BRagenbua pPerucTpauMoHHOro  yOOCTOBEpPEHUS
nekapCTBeHHOro npenapara nMbo ynosIHOMOYEHHOrO UMW APYroro Hpuanyeckoro nuua ot
BHECEHUS W3MEHEHWA B WHCTPYKUMIO MO TMNPUMEHEHUIO feKapCTBEHHOro npenapaTa,
KacaloLmxcsl HOBbIX MOATBEPXKAEHHbBIX JaHHbIX O TOM, YTO PUCK NPUYMHEHNSA Bpeaa 340POBbLH0
yerioBeka WM >XMBOTHOrO BCNeACTBME NpuemMa NekapCTBEHHOro npenapata npesbiaeT
3PPEKTUBHOCTb €0 NPUMEHEHNS.

FTAPAHT:

CM. kKommeHTapum k ctatbe 32 HacTosiero ®egepanbHOro 3akoHa

Cratbsa 33. [ocygapCTBEHHbIV peecTp fekapCTBEHHbIX CPeaCcTB
FTAPAHT:

Cwm. lMonoxeHne o ['ocydapCTBEHHOM peecTpe JfeKapCTBEHHbIX CPeacTB, YTBEPXKOAEHHOE
MwuHsgpasom PO 1 gekadbpa 1998 r. N 01/29-15
1. TocypapcCTBeHHbI peecTp feKapCTBEHHbIX CPeAcTB COAEPXUT NepeyveHb
NeKapCTBEHHbIX nNpenapaToB, Mpoweawnx rocygapCTBEHHYIO perucTpaumio, nepeveHb
hapmaLeBTUYECKNX CyOCTaHUMiA, BXOOALMX B COCTaB JieKapCTBEHHbLIX MNpenapatoB, W
crneayoLyo ntHopMauuio:
1) B OTHOLLUEHUN NTeKapCTBEHHbIX NpenapaTos:

MHdopmaumsa 06 nameHeHusx:

@eldeparibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-®3 8 nodnyHkm "a" nyHkma 1
yacmu 1 cmambu 33 Hacmoswezao @edepanibHO20 3aKOHa BHECEHbI U3MEHEHUS,
ecmynarowjue 8 cuny ¢ 1 urons 2015 a.

CmM. mekcm nodrnyHkma 8 rpedbidywed pedakyuu
a) HaMMeHOBaHWe neKapCTBEHHOro npenapaTta (MexayHapoaoHoe HenaTeHTOBaHHOE,
UK rpynnUMPOBOYHOE, NN XMMUYECKOE U TOProBOE HavMeHOBaHUS);
0) nekapcTBeHHasi popma C ykasaHMeM LO3MPOBKM FIEKapCTBEHHOro npenapaTa u ero
Konu4yectBa B NOTPeOUTENBCKOM YNaKOBKE;

MHdopmaumsa 06 n3amMeHeHusx:

[ModnyHkm "8" usameHeH ¢ 1 aHeapsi 2018 e. - ®edeparnbHbil 3akoH om 28 Oekabps 2017 a.
N 425-03

Cm. npedbidywyto pedakyuro

B) HauMMeHOBaHWe fepXaTens unu Bnagenbua perncTpaumoHHOro yAoCTOBEPEHUS
NeKapCTBEHHOro npenapata W CBEAEHMST O perucTpauumn gepxartens wnu Bnagenbua
pPerucTpaunoHHOro yaoCTOBEPEHUSA fIeKapCTBEHHOro npenapata Ana  MeauuuHCKOro
NMPUMEHEHNS B KayecTBe HanoronnartenbliMka B CTpaHe perncrpaumm (ans pOCCUCKUX
IOPUONYECKNX NUL, - WAEHTUMPUKAUMOHHBIN HOMep Hanoronnatenswuka (MHH), ans
WHOCTPAHHbIX HPUANYECKUX NUL, - CTpaHa pernctpaunmn, HauMeHoBaHWE PErmcTpupyoLLEero
opraHa, pPermcTpauMoHHbIN HOMEpP, KOA4 HamnoronnatenblMka B CTpaHe perncrpaumm
(MHKOpPNOpaUUK) UK ero aHanor);

MHdopmaumns 06 nsmeHeHusx:

n_n

[TodnyHkm "2" usameHeH ¢ 1 gHeaps 2018 a. - ®edeparibHbIlU 3akoH om 28 Oekabpsi 2017 a.



N 425-@3

Cwm. npedbiOywyto pedakyuro
r HaMMEHOBaHWEe U agpec NPOu3BOAMTENSA NEKAPCTBEHHOroO npenapaTta U CBEAEHUs O
perncTpauum npoms3BoauTens NIeKapCTBEHHOrO Npenapara Afsi MEOULMHCKOrO NPUMEHEHUS B
KayecTBe HanoronnaTtenblunka B CTpaHe permcrpaumm (4ns poCCUNCKUX IOPUANYECKUX NNL, -
NMOEHTUMPUKALMOHHBIM HOMep Hanoronnatenswmka (MHH), ansa vHOCTpaHHbIX pUaANYECKUX
nuy, - CTpaHa perucrTpauum, HaMMeHOBaHWE PEerMcTpupyrtollero opraHa, permcTtpaumoHHbIN
HOMep, Ko HanoronnaTesnbLuka B CTpaHe pernctpaumm (MHKopnopauumn) nnm ero aHanor);

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHOM om 22 dekabpsi 2014 2. N 429-®03 nodnyHkm "0" nyHkma 1 yacmu
1 cmambu 33 Hacmoswezo ®edeparsibHO20 3aKOHa U3J/I0XEeH 8 HoeoU pedaKkyuu,
ecmynatowied e cusny ¢ 1 urons 2015 e.

CmM. mekcm nodriyHkma 8 rpedbidyuwied pedakyuu

4) dapmakoTepaneBTUdeckaa rpynna, KoOA4 JleKapCTBEHHOro npenapara Mo
aHaTOMO-TepaneBTUYECKO-XUMUYECKON  Knaccudukauum, pekomeHgoBaHHOM BcemupHomn
opraHusaumen 3gpaBoOXpaHeHus;

€) NoKasaHusa 1 NPOTMBOMNOKa3aHUSA K MPUMEHEHUIO NTeKapCTBEHHOro npenapaTa;

X) nobo4Hble JeNCTBUS NeKapCTBEHHOro npenapara;

3) CPOK FOAHOCTW NeKapCTBEHHOro npenapara;

N) yCNoBUSA XpaHEHNs NekapcTBEHHOro rnpenapara;

K) yCrnoBus oTnycka nekapCTBEHHOro npenapara;

n) HoMep hapMakornenHon cTaTbl UAN B Criyd4ae ee OTCYTCTBUA HOMEpP HOPMAaTUBHOM
AOKyMeHTauum nnbo HopMaTUBHOMO JOKYMEHTA;

MHdopmauumsa 06 nameHeHusx:

®edeparibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-03 e nodnyHkm "m" nyHkma 1
yacmu 1 cmambu 33 Hacmosiuwjeeo ®@edepaslbHO20 3aKOHa BHeCceHbl U3MEeHEeHUS,
ecmynatowjue 8 cusny ¢ 1 urons 2015 e.

CmM. mekcm nodriyHkma 8 ripedbidyuwied pedakyuu
M) [fgaTa rocygapCTBEHHOW peructpauumn JfiekapCTBEHHOro npenapata U ero
PEerncTpaumnoHHbIM HOMEpP, AaTa 3aMeHbl PerMcTpaLMoHHOIO YAOCTOBEPEHMUS NEKAPCTBEHHOMO
npenaparta Ha BGeccpoyHoe perncTpauvmoHHOe yO4OCTOBEpeHue nekapCTBEeHHOro npenapara,
Aata nogayun 3asBneHusi 0 NoATBEPXAEHUN rOCyLapCTBEHHOW perncTpauumn nekapcTBEHHOro
npenapaTta, AaTta OTMeHbl rOCy4apCTBEHHOW perncTpaumm nekapcTBeHHOro npenapara;

MHdopmaumsa 06 n3amMeHeHusx:

®edeparbHbIM 3akoHoM om 22 dekabps 2014 e. N 429-®3 nyHkm 1 yacmu 1 cmambu 33
Hacmosiweao PedeparsibHO20 3aKoHa 0orosiHeH nodnyHkmom "H", ecmynarowyum 6 cusy ¢ 1
urons 2015 a.
H) Ka4yeCTBEHHbIN COCTaB W KONMMYECTBEHHbIA COCTaB AEWCTBYHOLLIMX BELECTB W
Ka4yeCTBEHHbIN COCTaB BCMOMOraTesbHbIX BELLECTB fIeKapCTBEHHOro npenapara;

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHoM om 22 dekabps 2014 e. N 429-®3 nyHkm 1 yacmu 1 cmambu 33
Hacmosiweao PedeparsibHO20 3aKoHa 0orosiHeH rnodnyHkmom "o", ecmynarowjum 8 cusy ¢ 1
urons 2015 a.
0) uHopmaumsa o060 BCeX paspelleHHbIX BuAax BTOPUYHOM (MOTPEOUTENBLCKOWN)
YNaKOBKM;

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHoM om 22 dekabps 2014 e. N 429-®3 nyHkm 1 yacmu 1 cmambu 33
Hacmosiwezao PedeparsibHO20 3aKoHa 0orosiHeH rnodnyHkmom "n", ecmynarowum 6 cusy ¢ 1



utosnss 2015 e.

I'I) gata npuHATNA peweHnda O BO3MOXHOCTU paccMaTtpuBaTb HeKapCTBeHHbIVI
npenapar npu Focy,D,apCTBeHHOIZ perncTpaumn B Ka4decTBe OpCbaHHOFO JIeKapCTBEHHOIO
npenapara,

MHdopmaums 06 usmeHeHusIx:

®edeparibHbIM 3akoHoM om 22 Oekabps 2014 2. N 429-®3 nyHkm 1 yacmu 1 cmambu 33
Hacmosiwezo PedeparibHO20 3aKoHa AornosiHeH nodnyHkmom "p", ecmynarowum 6 cuny ¢ 1
urons 2015 e.
p) Hanunuyne neKkapCTBEHHOro npenapata B repeqyHe XXU3HEHHO HeobGXoAUMbIX |
BaXKHENLLNX NeKapCTBEHHbIX NpenapaTtos;

MHdopmaums 06 usmeHeHusix:

®edeparibHbIM 3akoHoM om 22 dekabps 2014 2. N 429-®3 nyHkm 1 yacmu 1 cmambu 33
Hacmosiwezo PedeparibHO20 3aKoHa O0rosiHeH noonyHkmom "c”, ecmynarnouwum 6 cusny ¢ 1
urons 2015 a.

C) HanuMyue B NEeKapCTBEHHOM npenapaTe HapKOTUYECKUX CPeacTB, MCUXOTPOMHbIX
BEeWeCcTB M WX NPEeKypcopoB, nognexawmx KoHTponto B Poccuinckon dPepepauuun, B
COOTBETCTBMM C  3akoHogatenbctBoM Poccurckon depepaumn, MexgyHapoaHbIMU
porosopamn Poccunckon denepaunmn, B TOM yucrne EMHON KOHBEHUMEN O HapKOTUYECKUX
cpeactBax 1961 roga n KoHBeHLMeN 0 NCUXOTPONHbIX BewecTBax 1971 roaa;

MHdopmaumsa 06 n3amMeHeHusx:

®edeparnbHbiM 3akoHoM om 22 dekabps 2014 e. N 429-®3 nyHkm 1 yacmu 1 cmambu 33
Hacmosiwe2o ®edeparibHO20 3aKoHa 00rosIHeH rnoornyHKmMom "m”, ecmynatouwum 6 cusy ¢ 1
urons 2015 a.
T) wuHoOpMauMs O TOM, SABNAETCA NU  [OaHHbIA  NeKapCTBEHHbIN  npenapart
pedepeHTHbIM NleKapCTBEHHbLIM NpenapaTomMm;

MHdopmauumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHoM om 22 dekabps 2014 e. N 429-®3 nyHkm 1 yacmu 1 cmambu 33
Hacmosiwezo PedeparibHO20 3aKoHa O0rosiHeH noornyHkmom "y", ecmynarowum 6 cusny ¢ 1
urons 2015 a.
y) cBegeHuss O nogave 3asBfeHWss O BHECEHUMM W3MEHEHWA B [OOKYMEHTbI,
cofepXalumecs B permcTpaumMoHHOM A0Cbe Ha NekapCTBEHHbIN Npenapar;

MHdopmaumsa 06 nameHeHusx:

®edeparibHbIM 3akoHoM om 22 Oekabpsi 2014 2. N 429-®3 nyHkm 1 yacmu 1 cmambu 33
Hacmosiwe2o ®edeparibHO20 3aKoHa 00rosIHeH rnoornyHKmMom "¢", ecmynarowum 6 cusy ¢ 1
urons 2015 a.

@) cBeieHNs 0 B3aMO3aMeHAEMOCTH JIekapCTBEHHOro npenapara;

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbIM 3akoHoM om 22 dekabps 2014 e. N 429-®3 nyHkm 1 yacmu 1 cmambu 33
Hacmosiweao PedeparibHo20 3aKoHa O0rnosiHeH NodnyHkmom "x", ecmynarnuwum 8 cuny ¢ 1
urons 2015 e.

X) CPOK BBEAEHUS NIEKAapCTBEHHOrO nNpenapaTa B rpakgaHckum oboporT;

2) B OTHOLIEHWM (hbapMaLeBTUYECKUX CyBCTaHLMIA:

MHdopmaumsa 06 nameHeHusx:

®edeparibHbIM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 e nodnyHkm "a" nyHkma 2
yacmu 1 cmambu 33 Hacmoswezo @edeparibHO20 3aKoHa BHECEHbl U3MEHEHUS,
ecmynarowjue 8 cuny ¢ 1 urons 2015 a.

CmM. mekcm nodrnyHkma 8 rpedbidywed pedakyuu
a) HanMeHoBaHne dapmaneBTMYECKOMN cybcTaHumm (mexxgyHapoaHoe



HenaTeHTOBaHHOE, UM rPyNNUPOBOYHOE, UM XUMNYECKOE N TOProBoe HaMMEHOBAHUSA);

0) HaMmeHoBaHMe 1 agpec NPoM3BOANTENS hapMaLEeBTUYECKON cybcTaHUuu;

B) CPOK rogHOCTU (papmaLeBTMYeCcKkon cybcTtaHumm;

) yCrnoBus XpaHeHust apmaueBTUYECKON CyOCTaHLMK;

) Homep dhapMakonemnHon ctaTtbM UK B Criydae ee OTCYTCTBUS HOMEpP HOPMaTUBHOM
AOKyMeHTauum nnbo HOpMaTUBHOIO JOKYMEHTA;

MHdopmaumns 06 usmeHeHusix:

®edeparibHbIM 3aKkoHoM om 22 dekabps 2014 2. N 429-®3 nyHkm 2 yacmu 1 cmambu 33
Hacmosiuweao ®edeparibHo20 3aKOHa O0rosIHeH noonyHKmMom "e", ecmynarowum e cusy ¢ 1
uronis 2015 a.

e) Hanuyue dapmaueBTUYeckonm CcybCTaHUuMM B repeyHe HapKOTUYECKUX CpeacTs,
NMCUXOTPOMHbIX BELLECTB M MX MNPEKYypcopoB, noanexawmnx KoHTponto B Poccuinckon
depepaumm, B COOTBETCTBMM C  3akoHogaTenbCcTBOM  Poccunckon  dPegepaunn,
MexXayHapogHbiMu gorosopamu Poccuinckon denepauumn, B ToM Yncne ELMHON KOHBEHUMEN
0 HapkoTunyeckux cpeactBax 1961 roga n KoHBeHUmen O NCUXOTPOMHbIX BewectBax 1971
roga.

MHdopmaums 06 usmeHeHusix:

@edeparibHbIM 3akoHOM om 22 0Oekabps 2014 2. N 429-®3 yacmb 2 cmambu 33
Hacmosiweao ®edeparibHO20 3aKOHa U3/IoXeHa 8 Ho8oU pedaKkuyuu, ecmyratouwed 8 cusy ¢
1 urons 2015 a.

CmM. mekcm 4yacmu 8 rpeodbiOywel pedakyuu

2. ®apmaueBTudeckan cybctaHums, npou3BefeHHas ONA peanu3auuu, MoxeT ObiTb
BKIOMEHA B rOCYAapCTBEHHbIN PEECTP NEeKapCTBEHHbIX CPeACTB Ha OCHOBAaHUWU 3asiBMEHUS
paspaboTymka nnu NPoM3BOAUTENS FlEKapCTBEHHOro cpefcTea NMbo yNONHOMOYEHHOIO UMK
lopuaNYEeCcKoro nuua npu ycrioBUM NPOBEAEHUS B OTHOLUEHUW Takow dapmaueBTUYECKOM
cybGCTaHUMM  9KCMepTU3bl KayecTBa (papmMaueBTUyeckonm cybcTtaHumm B nopsgke,
yCTaHOBMeHHOM cTaTben 34 Hactodwero ®depepanbHOro 3akoHa. B oTHoweHwun
dapmaueBTUYECKMX CybCTaHUMA, MPOU3BEOEHHbLIX ANS peanu3auuu, B rocyaapCTBEHHOM
peecTpe nekapCTBEHHbIX CPEACTB COAEPXKNTCA crneayoLasa nHopMauns:

1) HanMeHoBaHue dapmaueBTUYECKOMN cybcTaHumm (MexxgyHapoaHoe
HenaTeHTOBaHHOE, UMW FPYNMMPOBOYHOE, UMM XMMUYECKOE N TOProBOE HAaMMEHOBaHWS);

MHdopmaumsa 06 nameHeHusx:

[MyHkm 2 usmeHeH ¢ 1 sHeaps 2018 2. - ®edepasnbHbil 3akoH om 28 Oekabps 2017 a.
N 425-03

Cwm. npeldbidywyro pedakyuro

2) HaumeHoBaHwue, agpec NpPousBoanTensa apmaueBTUYeckon cybcTaHunn, a Takke B
OTHOLUEHMM JIEKAPCTBEHHbIX CPeacTB ANA  MEeAUMLUUHCKOrO MPUMEHEHUs CBedeHna o
peructpauuu nponssoguTens drapmaueBTUYECKON cybcTtaHumm B KayecTBe
HanoronnatenblimMka B CTpaHe perncrpaumm (4ns POCCUUACKUX  OPUOUYECKUMX UL -
NOEHTUMPUKALNOHHBLIN HOMep Hanoronnatenswwmka (MHH), anga vHoOCTpaHHbIX PUANYECKUX
nuy, - CTpaHa perucrTpauuu, HaMMeHOBaHWEe PEerMcTpupyrollero opraHa, permctpaumoHHbIN
HOMeEp, KO HarnoronnartenbLlinka B CTpaHe perucrpaumm (MHKopnopaunun) Unn ero aHanor);

3) CpOK rogHoOCTK hapmaLeBTUYECKON CyOCTaHLMK;

4) ycnoBusi XxpaHeHusa hapmaLeBTU4ECKON CybcTaHumm;

5) Homep dhapmakonenHon ctaTbn NMBO B criydyae ee OTCYTCTBUA HOMEP HOPMAaTUBHOW
AOKYMeHTauum Unnm HopMaTUBHOIO JOKYMEHTa;

6) Hanuuue dapmaueBTUYECKON CyOCTaHUMM B rnepeyHe HapKOTUYECKUX CpeacTs,
MCUXOTPOMHbIX BELLECTB W WX MPEKYpPCOpPOB, Mnoanexawmx KOHTponio B Poccunckon
depepaumm, B COOTBETCTBMM C  3akoHogaTenbcTBOM  Poccurickon  depepaunn,



MexayHapoaHbiMu gorosopamu Poccunckon ®egepauumn, B TOM Yncne EQnHON KOHBEHUMEN
0 HapkoTunyeckux cpencrtsax 1961 roga n KoHBeHUmen O NCUXOTPOMHbIX Bewectsax 1971
roga;

7) paTta BKMOYEeHus dapmaueBTUYECKOM CyOCTaHUMM B rOCyAapCTBEHHbIN peecTp
NeKapCTBEHHbIX CPeaCcTB, faTa BHECEHWA W3MEHEHUA B [OOKYMEHTbl hapMaueBTU4eCKOmn
cybCcTaHuuM, para WUCKNYeHns dapmaleBTMYeCcKon CyOoCTaHUMM U3 rocyaapCTBEHHOrO
peecTpa nekapCTBeHHbIX CPeACTB.

3. [lNopsgok BedeHus rocygapCTBEHHOrO peecTpa NeKapCTBEHHbIX CPeacTB Ans
MeANLNHCKOro NPUMEHEHNA U NopsaaoK BeAEHUA rocyAapCTBEHHOINO peectpa fekapCTBEHHbIX
cpeaoctB ans BETEPUHAPHOIO NPUMEHEHNS yTBEpPXKOAAKTCSA COOTBETCTBYHOLLNM
YNOSTHOMOY€EHHbIM dhefiepanbHbIM OPraHoOM UCMONHUTESNTbHOW BiacTu.

FAPAHT:

CmMm. kommeHTapum k ctatbe 33 HacTosiero ®egepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHOM om 22 Oekabps 2014 e. N 429-03 HaumeHosaHue cmambu 34
Hacmosiujeeo ®edeparsibHO20 3aKoHa U3/10XKeHO 8 Ho8oU pedaKkyuu, ecmynaroujeli 8 cusny ¢
1 urons 2015 a.

CM. mekcm HaumeHogaHUsl 8 rpeobiOyuwel pedakyuu
Cratba 34. BkniwodeHne B rocygapCTBEHHbIA PeecTp NeKapCTBEHHbIX CPeacTs W
UCKINIOYEeHNe W©3 TOCydapCTBEHHOINO peecTpa JleKapCTBEHHbIX CpencTB
dhapmaLeBTU4ECKOM CyGCTaHUMW, MPOM3BEAEHHON OIS peanu3aumnm

MHdopmaumsa 06 nameHeHusx:

®edeparbHbiM 3akoHoM om 22 Oekabps 2014 e. N 429-®3 8 wacmb 1 cmambu 34
Hacmosiweao PedepasribHO20 3aKOHa BHECEHbI U3MEHEHUs, scmynaruwue 8 cusny ¢ 1 urns
2015 a.

CmMm. mekcm Yyacmu 8 rpeodbiOywieli pedakyuu
1. [Ona BkAw4veHnsa dapmaueBTMyeckorn  cybcTaHuuu, NPOM3BEAEHHOW  ANs
peanusauuun, B rocygapCTBEHHbIN peecTp fNeKapCTBEHHbIX CPeacTB, MPOBOAUTCS IKCnepTm3a
ee KayecTBa.

MHdopmaums 06 usmeHeHusix:

®eldeparibHbIM 3aKkoHOM om 22 Oekabps 2014 2. N 429-03 (8 pedakyuu PedepasibHO20
3akoHa om 13 uronisa 2015 2. N 241-®3) yvacmpb 2 cmambu 34 Hacmosuwe2o ®edeparibHO20
3aKoHa Uu3rioXeHa 8 Hogou pedakyuu, ecmynaroweud 8 cusy ¢ 1 sHeaps 2016 e.

CmMm. mekcm 4yacmu 8 rpeodbiOywel pedakyuu
2. JKkcnepTn3a kayecTBa ykasaHHOM B 4YacTu 1 HaAcTodALWen ctatbm papMaueBTUYECKON
cybCcTaHumMM, COCTaBneHMEe KOMWUCCMEWN JKCNEPTOB 3aKMYeHUn no pesynbTatam 3TOWu
3KCMNepTU3bl U UX HanpaeneHne B YNOSIHOMOYEHHbIN beaeparnbHbi OpraH UCNOSHUTENbLHON
BMacTU OCYLLECTBNAOTCA B CPOK, HE MNPEBbIIAWNA LWEeCTUAeCATU pabounx AHEW CO AHS
MNONYYEHUsT IKCMEPTHbIM YYpexaeHMEM COOTBETCTBYIOLLErO 3afaHusa  YNOSIHOMOYEHHOro
dreiepanbHOro opraHa UCMNONMHUTENBHOW BNAcTU U Crieayowmx JOKYMEHTOB:

MHdopmaumsa 06 nameHeHusx:
[lyHkm 1 usmereH ¢ 15 uroHs 2018 2. - ®edeparibHbit 3akoH om 4 utoHs1 2018 2. N 140-®3

Cm. npeodbidywyto pedakyuro
1) KONUA NULLEH3UN HA NPON3BOACTBO NIEKAPCTBEHHbLIX CPEACTB MMM KOMUS 3aKMioYeHNs
O COOTBETCTBMM NPOU3BOAUTENSA  JEKApPCTBEHHbIX CpeactB  TpeboBaHuAM  npaBus
Haanexawen npousBOACTBEHHON MNPAKTUMKKU, BblAAHHbLIX YMNOMHOMOYEHHbIM heaepanbHbIM
OpraHoM MUCMNONHUTENBHOW BNAacTu, B Criyyae, ecnu Npon3BoACTBO fIEKapCTBEHHOMO CpeacTsa



ocywectendaeTca B Poccuiickon egepauuu;

MHdopmaumsa 06 namMeHeHusx:
[MyHkm 2 usmeHeH ¢ 15 uroHs 2018 a. - ®edeparibHbil 3akoH om 4 utoHs 2018 2. N 140-03

Cwm. npeodbidywyro pedaKkyuro
2) KOnusa OOKYMEHTA, BblQAHHOMO YNOSTHOMOYEHHbIM OpraHoM CTpaHbl NPOU3BOAUTENS
NeKkapcTBEHHOro  cpeactea M NnoATBEPXAalLWero  paspelleHve  Npous3BoAcCTBa
NeKapCTBEHHOro cpeacTsa, U ero nepeBo Ha PYCCKUM A3blK, 3aBepPeHHble B YCTaHOBIEHHOM
nopsiake, a Takke KOMWSA 3aKMiYeHUs O COOTBETCTBUM MNPOU3BOAUTENS NEKapCTBEHHbIX
cpeactB TpeboBaHMAM MpaBurl Hagnexawlem npou3BOLACTBEHHON MNPaKTUKK, BblOAHHOMO
YNOMHOMOYEHHbIM (heaepanbHbiM OpraHOM UCMOMHUTENBHOM BRacTn, NMbo Konus peLueHus
YNOSTHOMOYEHHOrO  (pefepanbHOro opraHa WCMOMHUTENbHOM BRacTu O MpOBedeHUn
MHCNEKTMPOBAHNA MPOU3BOAMTENS FEKapCTBEHHOro cpeactsa. YKasaHHble [OOKYMEHThI
npencTaBnAlTCA B Crnyyae, ecrnv Npou3BOACTBO NIEKapCTBEHHOIO CpeacTBa OCyLEeCTBNAeTCs
3a npegenamun Poccurickon degepauumm;
3) OOKYMEHT, coaepalumi cnegyrowme ceeaeHmst o papmaLleBTUYeCcKon cybcTaHumm:
a) HauMmeHoBaHWe (hapmMaLleBTUYECKON CybCcTaHLMK, ee CTpyKTypa, obLine CBOMCTBA;
6) HanmeHoBaHWe 1 agpec NPON3BOAUTENS;
B) TExXHOMorus mnpou3BoACTBa C OMNWCaHWEeM CcTagui nNpou3BOACTBA M METOAOB
KOHTPONS Ha BCeX CTaausax Npon3BOACTBA;
) onucaHue pa3paboTkn npouecca NPon3BOACTBA;
A) OnucaHuMe KOHTPOMs  KPUTUYECKMX CTaguin npouecca npov3BOACTBA MU
NPOMEXYTOYHOW NPOAYKLNN;
€) OOKYMeHTanbHOEe NOATBEPXAEHME (BanugaLmsi) NPoLeccoB U (UNN) UX OLEHKa;
) CBOWCTBA M CTPYKTypa OENCTBYIOLLNX BELLECTB;
3) XapakTepucTuka npumecen;
n) cneymdurkaumsa Ha papmaueBTUYECKYI0 CybCTaHUmMIo 1 ee 060CHOBaHKE;
K) aHanuTn4eckme MeToaukun, UCNonb3yemble NPy OCYLLECTBNEHNUN KOHTPONSA KavyecTBa
drapmaueBTUYEeCKon CyOCTaHLMK;
n) [OOKYMeHTanbHOe MOoATBepXaeHue (Banupauusl) aHanuTUYeckux MeToauk,
NCNonb3yeMbliX MPU OCYLLIECTBIIEHUN KOHTPOSIS KadecTBa hapMaueBTUYECKON cybCcTaHuuu;
M) peaynbTaTbl aHanuaa cepuin papmMmaueBTUYECKON cybcTaHuuu;
H) nepeyeHb CTaHOapTHbiXx 06pa3yoB WM BELWECTB, WUCMONb3yeMblX Mpu
OCYLLIECTBMNEHNN KOHTPOIS Ka4yecTBa;
0) onucaHWe XapaKTepPUCTUK M CBOMCTB YMaKOBOYHbIX MaTepuarnioB U YKYNOPOYHbIX
CpeAacTs;
N) AaHHble 0 cTabunbHOCTK hapmaLeBTUYECKON CyOCTaHLMK;
p) CPOK rogHOCTH;
MHdopmaumns 06 usmeHeHusx:
Hacme 2 dornonHeHa nnyHKmoMm 4 ¢ 1 sHeaps 2018 a. - ®edepasibHbIlU 3aKoH om 28 dekabps
2017 2. N 425-@3
4) DOKYMEHT, coepXalmin CBegeHUs O pernctpalmm Nnpons3BoaMTENs NeKapCTBEHHbIX
cpenctB And MeauUMHCKOro MNpPUMEHEHWA B KavecTBe Hanoronnatenblinka B CcTpaHe

peructpauun (ONs POCCUMCKUX OPUOUYECKUX §UL, -  WUAEHTUPUKAUMOHHBIA  HOMep
Hanoronnatenblmka (MHH), ons uMHOCTpaHHbIX IOPUANYECKUX NUL, - CTpaHa perucTpaumu,
HaumMeHoBaHuWe pPerncTpupyoLLero opraHa, perncTpaLmnoHHbIN Homep, kopn,

HanoronnatenbLinKa B CTpaHe perucrpaumm (MHKopnopaumn) Unun ero aHanor).

3. [Ins npoBefeHUs 3KCNepTU3bl KadecTBa yKasdaHHOW B 4YacTu 1 HaACTOsLWEN cTaTbu
hapmaueBTudeckon  cybcTtaHuMm  3aaBuTENb  NpPeAcTaBnseT B YNOSIHOMOYEHHbIN
dreaepanbHbIN OpraH UCNOSTHUTENBHOW BIIACTMU:



1) 3asBreHne O BKMIOYEHUU B rOCYOapCTBEHHbLIA pPeecTp NeKapCTBEHHbIX CpeacTB
AaHHON dhapMaueBTUYECKON CyOCTaHLMK;

MHdopmaumns 06 usmeHeHusix:

®edeparibHbIM 3akoHOM om 22 dekabpsi 2014 2. N 429-®3 nyHkm 2 yacmu 3 cmambu 34
Hacmosiweao ®edepasibHO20 3aKOHa U3/I0XKeH 8 HoBoU pedakyuu, ecmynarouwed e cuny ¢ 1
uronis 2015 a.

CmM. mekcm riyHkma e rpedbidyuwed pedakyuu

2) KonMusi OOKYMeHTa, MOATBepXAalowero ynnaTty rocyaapCTBEHHOM MNOLWSIMHbLI 3a
BKMOYEHNE B T[OCYOapCTBEHHbIN peecTp JeKapCTBEHHbIX CpeacTB dapmMaueBTUYEeCKON
cybCcTaHuuM, npousBegeHHoM pAna peanusauuu, nmMbo no CoBCTBEHHOW UMHMLMATUBE
yKasaHHbI OOKYMeHT. B cnyyae ero HenpegctaBneHua 3adBUTENEM YNOSTHOMOYEHHbIN
doefepanbHbI OpraH MUCMOMNHUTENbHOW BNacTu npoBepseT pakT ynnaTtbl rocygapCTBEHHOW
MNOLWMMHbI  3asBUTENEM C MCMNOMb30BaHMEM MHGOpMaumm o6 ynnate rocyaapCTBEHHOM
nowsivHbl,  cogepxawenca B [ocygapcTBeHHOM — MHGOPMaUMOHHOW  cUCTeMe O
rocygapCTBEHHbIX UM MyHUUMNAnNbHbIX NnaTexax, Ha OCHOBaHMM npeacTaBeHHON
3asBUTENEM KONUKN LOKYMEHTA, MOATBEPXKAAOLLErO ynnaTy rocy4apCTBEHHON NOLUSNNHDI;

MHdopmauumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHOM om 22 dekabps 2014 e. N 429-®3 e nyHkm 3 yacmu 3 cmambu 34
Hacmosiujeeo ®edeparibHO20 3aKOHa 8HECEHbI U3MEHeHUs, scmynarowue 8 cusy ¢ 1 urons
2015 .

Cm. mekem riyHKma 8 rnpeobidywel pedakuuu
3) OOKYMEHTbI, YKa3aHHble B 4acTy 2 HAcTosLWEeN cTaTby;

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHoM om 22 0ekabps 2014 2. N 429-0©3 yacmb 3 cmambu 34
Hacmosiweao ®edeparsibHo20 3akoHa QoriosiHeHa ryHKkmom 4, ecmynatrowum 6 cusy ¢ 1
urons 2015 a.
4) 3aaBneHne o Bblgaye paspelleHnsa Ha BBO3 B Poccuinckyto degepaumo KOHKPETHON
napTMm He3aperncTpMpoBaHHOIO JEKApCTBEHHOro CpeacTBa, MpeAHasHayYeHHoro Ars
NpoBefeHNs YKa3zaHHOW 3KCNepTu3bl.

MHdopmauumsa 06 nameHeHusx:

@eldeparibHbIM 3aKkoHOM om 22 Oekabpsi 2014 2. N 429-@3 &8 yacmb 4 cmambu 34
Hacmosiuweao PedeparsibHO20 3aKOHa 8HECEHbI USMEHeHUs], ecmynatouue 8 cusy ¢ 1 urrns
2015 .

CmM. mekcm 4yacmu 8 rpeodbiOywel pedakyuu

4. B TedyeHne pecAatM paboymx OHEN CO AHA NPUHATUS 3adBNEeHUs O BKIHOYEHUU
yKazaHHoOM B 4actu 1 HacTodAwen cTaTbl dapmMmaueBTU4ecKon cybecTtaHuum B
rocy4apCTBEHHbIN PEECTP NeKapCTBEHHbIX CPEACTB U JOKYMEHTOB, NepevncrieHHbIX B YacTu 1
M NyHKTe 2 4actu 3 HacTosWen cTaTbW, YMNOMHOMOYEHHbIN denepanbHbi  opraH
NCMONHUTESTbHOW BRacTu:

1) npoBOAMT NPOBEPKY MOSIHOTbI WM AOCTOBEPHOCTUM [AaHHbIX, COAEepXallunxcs B
npeacTaBrieHHbIX 3asBUTENEM JOKYMEHTaX;

2) NpUHUMaeT pelleHMe O HanpasfieHUMM B IJKCMEPTHOE YyypexaeHue 3afaHusa Ha
npoBedeHne 9SKCNepTu3bl KayecTBa YyKasaHHOMW B 4Yactm 1 HacTosien craTbu
hapmaLeBTU4eCcKon cybcTaHumm nnm ob oTkase B TaKOM HarnpasieHuu;

3) yBegoMnsieT B 3MIEKTPOHHOM WM MUCbMEHHOM doopMe 3adBUTENS O MPUHSTOM
peLleHnn Unu B crnydae oTkasa C ykadaHueM NMpuYmnH Takoro oTkasa.

MHdopmaums 06 usmeHeHusix:

@edeparibHbIM 3akoHoM om 25 Hosbpss 2013 2. N 317-®3 cmambes 34 Hacmoswezao



®edeparnbHo20 3aKkoHa 0orosiHeHa Yacmbko 4.1

41. B cny4yae BbISIBlIeHUSS HEeOOCTOBEPHOCTU CBeAEHUW, coaepXawmxca B
NpeacTaBfieHHbIX 3asBUTENeM Martepuanax, YnoSIHOMOYEHHbIN bedepanbHbI - OpraH
WCMONHUTENbHOM BRacTU HanpaensieT 3asBUTENIO 3anpoc 06 YTOYHEHUU YKa3aHHbIX
ceBedeHun. [laHHbIM 3anpoc MOXeT OblTb nepedaH YNoSIHOMOYEHHOMY MpeacTaBuUTENto
3aaBUTENS NIMYHO MO PacnuCKy, HanpaeBneH no noyTe 3akasHbiM NMMCbMOM WX NepenaH B
9NEKTPOHHON hopMe MO TeNIEKOMMYHUKALMOHHBLIM KaHanam csda3n. B cnyvyae HanpaBneHus
AaHHOro 3anpoca Mo Mno4yTe 3akasHbiM MUCbMOM OH CYMTAETCHA MONTYYEHHbIM MO UCTEYEHUU
LLECTW OHEN C AaTbl HaNpaBfiEHUs 3aKas3HOro NMcbma.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHoM om 25 Hosibpsi 2013 e. N 317-®3 cmambesi 34 Hacmosiwezo
®edeparsibHo20 3aKoHa 00rosiHeHa Yacmbio 4.2
4.2. 3agsutenb o00s3aH npeacTaBUTb OTBET Ha 3anpoc  YNOAHOMOYEHHOro
doefepanbHOro opraHa WCMOMHUTENbLHOM BNacTM B CPOK, HEe MNpeBbIakWnMn OeBAHOCTa
paboyunx gHen Co OHA NofyyYeHus gaHHoro 3anpoca. Cpok, yKasaHHbIM B YacTu 4 HacToswen
cTaTbu, NPUOCTAHABNMBAETCH CO AOHS HaNpaBieHUsl 3asiBUTENO 3anpoca YnosIHOMOYEHHOrO
dreepanbHOro opraHa MCNOSIHUTENbHOM BRacTU OO0 OHS MNOfyYeHUs UM oTBeTa Ha AaHHbIN
3anpoc 1 He y4MTbIBAeTCA NPU MCUYNCIEHNN CPOKa SKCNEPTU3bl kKadecTBa hapmaLeBTUYECKON
cybCcTaHuumM, HenCnosib3yemoun npu NpoM3BOACTBE JIeKapCTBEHHbIX NpenapaTos.

MHdopmaumsa 06 namMeHeHusx:

®edepanbHbiM 3akoHOM om 22 0Oekabps 2014 2. N 429-©3 yacmb 5 cmambu 34
Hacmosuwe2o ®edepasibHO20 3aKOHa U3JIoXeHa 8 Ho8oU pedaKyuu, scmynarouwel 8 cusly ¢
1 urona 2015 a.

Cm. mekcm yacmu 8 rpedbidywel pedakyuu

5. OcHoBaHMeM Ans oTKasa B HanpaBIieHUWM B SKCMNEPTHOE yYpexaeHwe 3afaHus Ha
npoBeeHNne 3KCNepTu3bl KayecTBa YKasaHHOM B 4actu 1  HacTosiwen craTtbu
hapmaLeBTUYECKOM CybGCTaHuMM SBNSETCA HenpeacTaBrieHne AOKYMEHTOB, YKa3aHHbIX B
YacTu 2 HacTosdlen cTaTbW, OTCYTCTBME WHGOpMauuK, noAaTeepxgarolen dakt ynnaThbl
rocyaapCTBEHHOWN NOLUMMHBI 3@ BKNOYEHME hapMaLleBTMYECKON cybCcTaHuuKn, Npon3BeaeHHON
Ans peanusauuu, B rocyfapCTBEHHbIN peecTp NeKapCTBEHHbIX CPenCTB, HenpeacTaBrieHne
3asBUTENEM B YCTAHOBIMIEHHbLIW CPOK OTBETA Ha YKa3aHHbIM B YacTu 4.1 HacTosLwen craTbu
3anpoc  YMNOSIHOMOYEHHOro hegepanbHOr0 opraHa  MCMNOSIHUTENbHOM  BRactm  uUnu
NpeacTaBneHne LOOKYMEHTOB, He COAepXalluMx MCHEpnbIBAKOLWEro nepeyHss HeobXxoammbixX
CBEeIeHUI.

MHdopmaumsa 06 nameHeHusx:

®eldepanbHbiM 3akoHoM om 22 Oekabpsi 2014 2. N 429-©3 e yacmb 6 cmambu 34
Hacmosiujeeo ®edeparibHO20 3aKOHa 8HECEHbI U3MEHEeHUs, scmynarowue 8 cusy ¢ 1 urns
2015 e.

Cm. mekem 4acmu 8 rpedbidywel pedakyuu

6. B TeyeHne natHaguatm pabouMx [OHEN CO AOHA  NOMyYeHUs  peLleHusd
YNOSTHOMOYEHHOro beaeparnbHOro opraHa WCMNOMHUTENBHOW BRacTM O HanpaBneHuu B
3KCnepTHOE yypexaeHue 3ajaHnda Ha npoBedeHne 3KCNepTU3bl KadecTBa yKa3aHHOM B 4acTu
1 HacTodwen cTaTbn papmaueBTUYECKOM CyOCTaHUuMM 3asBuTenb npencTaBnsieTr B
9KCMNEepPTHOE yupexaeHne ansa npoBeAeHns JaHHON aKenepTm3bl obpasubl hapmaueBTuyeckon
cybCTaHuuMM B KOMM4YeCcTBe, HeobXoOMMOM ANt BOCMPOU3BEOEHUS METOLOB KOHTPOMA
KayecTBa. OKCNepTHOE yupexaeHwe npu nonydeHun obpasuoB ykazaHHOM B 4Yactu 1
HacToswen CcTaTbn dapmaueBTUYECKONn CyOCTaHUMM BblgaeT 3asBUTEN0  OOKYMEHT,
NOATBEPXAAOLWMIA NonyYyeHne 3Tux obpasLoB, M B CPOK, HE MpPeBbIIAWNA Tpex pabounx
OHen, yBeoOMIISiET B 3NIEKTPOHHOM WM NUCbMEHHOW ¢opme 06 3TOM YMNOSIHOMOYEHHbIN



denepanbHbIl  OpraH UCMOSTHATENbHOW BfacTu. 3TU CPOKM HEe BKNHYAKTCA B CPOK
NpoBeAEHNA AaHHOW SKCNEPTU3bI.

7. JOKyMeHTbI, MOCTYNMBLUME B 3KCMEPTHOE yuYpexaeHue Ass npoBedeHnsa aKCnepTusbl
KayecTBa ykaszaHHOM B 4actm 1 HacTodwen cTaTbn papmMaueBTUYECKOW CyOCTaHLUuMM,
nognexar BO3BpaTy B YMOMIHOMOYEHHbIN doedeparibHbIi OpraH MCMOMHUTENBbHOM BRAcTU
OAHOBPEMEHHO C 3aKNKYEHUsAMM NO pe3ynbTaTaM NPOBEAEHHOW 3KCNEPTU3bI.

8. B cpok, He npeBbiwawowmi NaTn paboymx OHeW CO OHS MONyYeHUs 3aKnioYeHus
KOMMUCCMM SKCMEPTOB MO pesyrbTartam 3KCNepTM3bl KayecTBa YykaszaHHOM B 4actn 1
HacTosLWen cTaTb hapMaueBTUYeCKon CybCTaHL MK, YNOMHOMOYEHHbIN doeepanbHbli opraH
WCMNONHUTENbHOW BNacTu:

1) ocyLiecTBNSIeT OUEHKY TaKoro 3aknuveHus ONa onpefenieHus ero CoOoTBeTCTBUS
3aaHnio Ha NPoBeAEHMNE AAaHHOW 3KCNEepTU3bl;

2) NPUHUMAET pelleHne O BKIIYEHUU YKasaHHOM B 4acTu 1 HacToswen cTaTbu
dapmaueBTUYECKON CyBCTaHUUM B rOCY4apPCTBEHHbIA PEECTP NIEKAPCTBEHHbBIX CPEACTB Unun
pelweHne ob oTkase B TaKOM BKAOYEHWUMU;

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbIM 3akoHOM om 22 dekabps 2014 e. N 429-®3 e nyHkm 3 yacmu 8 cmambu 34
Hacmosuwe2o PedepasibHO20 3aKOHa BHECEHbI UBMEHEeHUSs, scmynaruwue 8 cuny ¢ 1 urns
2015 a.

Cm. mekcm riyHKma 8 ripeobiOyuwiel pedakuyuu
3) BHOCUT NPU MPUHATUN PELUEHUS O BKIOYEHUWN YKa3aHHOW B 4acTu 1 HacCTosLLEeNn
ctatbuM papmaueBTMYecKoM CcybCTaHUMM B TOCYAApCTBEHHbIN peecTp NeKapCTBEHHbIX
CpeacTB MpPefycMOTPEeHHY nyHkTom 2 4vacty 1 crtatem 33 Hactodwero PepepanbHOro
3aKoHa WHQopMauui 1 ysegomnseT 06 3TOM B 3MEKTPOHHOW WU MUCbMEHHOW dhopMe
3aaBuTENS.

MHdopmaums 06 usmeHeHusix:

Yacmb 9 usmeHeHa ¢ 15 uroHs 2018 a. - ®edeparbHbiti 3akoH om 4 uroHs 2018 2. N 140-©3

Cm. npeodbidywyto pedakyuro
9. OcHoBaHMeM [Ansi OTka3a BO BK/OYEHWW YKa3aHHOM B 4actu 1 HacTosLewn
cTaTbk (hapmaueBTUYECKON CyOGCTaHUuMM B TOCYOAPCTBEHHbIA  PEEeCcTp JieKapCTBEHHbIX
CpeacTB SBMSIETCA 3aKNiYeHue COOTBETCTBYHOLLErO YMNOSIHOMOYEHHOrO dheaepanbHoro
opraHa MCMNOMHUTENBHOW BfacTM O TOM, YTO KayecTBO bapMaLeBTMYECKOW cybCcTaHumn He
NoATBEPXKAEHO NOSTYYEHHBIMWU LaHHBIMMN.

MHdopmauumsa 06 nameHeHusx:

@eldeparibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-©3 cmambsi 34 Hacmosiwez2o
®edeparnibHo20 3aKoHa doriosiHeHa Yacmbto 10, ecmynarowed 6 cusy ¢ 1 uronsa 2015 e.
10. He ponyckaeTcsi BKNOYEHUE B rOCyAapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeacTB
ofHON hapmMaLeBTUYECKOM CybGCTaHuMu, NPOU3BEAEHHOW ANA peanu3auun n BbiMyCKaeMou
OQHVM 1 TEM Xe NPOoM3BOAUTENEM, B BuAe ABYX U Bonee peecTpoBbIX 3anmncen.

MHdopmaumsa 06 nameHeHusx:

®eldeparibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-©3 cmambsi 34 Hacmosiwez2o
®edeparnbHo20 3aKoHa dorosiIHeHa Yacmaeto 11, ecmynarowed 6 cuny ¢ 1 uronsa 2015 e.

11. BHeceHue wn3MeHeHMn B [OOKYMEHTbl Ha apMaueBTUYECKYH cybcTaHuumio,
NPOU3BEOEHHYID ONA  peanuM3auun U BKIKOYEHHYHO B FOCYyJapCTBEHHbIM  peecTp
neKapCTBEHHbIX CPenCTB, OCYLLUECTBNSAeTCA B nopsake, ycraHoBrieHHoM ctatbamu 30 n 31
HacToswero  ®epfepanbHOro  3akoHa, C  ynraTon  rocyAapCTBEHHOW  MOLLSWHBI,
NpenycMOTPEHHON 3akoHogaTenscTBoM Poccuinckon degepaumm o Hanorax n cbopax.

MHdopmaumsa 06 nameHeHusx:



®edepanbHbiM 3akoHOM om 22 O0ekabps 2014 a. N 429-©3 cmambesi 34 Hacmosiueao
®edeparnibHO20 3aKoHa doriofiIHeHa Yacmabto 12, ecmynarowel 6 cuny ¢ 1 utons 2015 a.

12. [JonyckaeTtca obpaweHne capmaueBTMYeckux cybcTtaHummn, nponsseneHHbIX Afs
peanu3auuun, B TeYEHWe CTa BOCbMUOECATU OHEN OO0 U MOCNe NPUHATUS YNONTHOMOYEHHbBIM
denepanbHbIM OpraHoM WCMOMHUTENBbHON BRAAcT pelleHns O BHECEHUM W3MEHEHUN B
AOKYMEHTbl Ha apMaueBTUYECKYyl0 CyOCTaHUMIO, MNPOM3BEAEHHYK ANA peanu3auun u
BKITHOYEHHYIO B FOCYAApPCTBEHHbIN PEecTp fieKapCTBEHHbIX CPeaCTB.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHOM om 22 O0ekabps 2014 2. N 429-©3 cmambesi 34 Hacmosiueao
®edeparnibHO20 3aKoHa doriofiIHeHa Yacmabto 13, ecmynarowel 6 cuny ¢ 1 utons 2015 a.

13. PelwieHne 06 MCKMOYEeHUN U3 rocyaapCTBEHHOMO peecTpa fiekapCTBEHHbIX CPEACTB
dapmaueBTUYECKOM CcyOGCTaHuuK, NPOM3BEAEHHOW AOns  peanu3auuu, NpUHUMaEeTCa
YNOTHOMOY€EHHbIM doefepanbHbIM OPraHOM UCMOSTHUTENbHOW BNACcTU B Criyyae:

1) npencraBneHns COOTBETCTBYHOLLMM YMNOMHOMOYEHHbIM heaeparnbHbIM  OpraHom
NCNOSTHUTENbHOW BMACTU 3aKMOYEeHUA O pucke unm 00 yrpo3e >XM3HWU WUnuM 300POBbHO
yernoseka b0 XMBOTHOIO NMPU UCNOSIb30BAHUN NTEKAPCTBEHHOIO CPEACTBA;

2) nogaynm pas3paboTyYMKOM IEeKapCTBEHHOrO CpeacTBa WM Npou3BogUTENEM
NeKapCTBEHHOro cpeacTBa MO0 YMNONMHOMOYEHHBIM UMW OPYrMM  HOPUONYECKM NALIOM
3aaBneHnss 006 WCKIKYEHUN U3 rOoCyAapCTBEHHONO peecTpa JNeKapCTBEHHbIX CPeacTB
dhapmaueBTUYECKON CyOCTaHLMW, MPON3BEAEHHON ANSA peanu3aunu;

3) oTcyTcTBMA (hapmaLeBTMYEeCKOM CcybCcTaHuuK, Npou3BeseHHON AN peanu3aumn, B
obpawieHnn B Poccunckon ®egepaunn B TeveHne Tpex n bonee ner.

FAPAHT:

CM. koMmmeHTapumn K ctaTbe 34 HacToswwero ®efepansHOro 3akoHa

Cratbsa 35. YTpaTtuna cuny ¢ 1 nona 2015.

MHdopmauumsa 06 nameHeHusx:

CMm. mekcm cmambu 35

®edeparibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-©3 cmampbsi 36 Hacmosiwezao
®eldepanibHO20 3aKOHa U3/I0XKeHa 8 HoeoU pedakyuu, ecmynarowed e cuny ¢ 1 urons
2015 e.

CmMm. mekcm cmamabu 8 rpedbidywel pedakyuu

Cratba 36. O6xanoBaHve pelweHna o6 oTka3e B Bblgavye paspelleHns Ha
npoBedeHne KIMHUYECKOTO UCCNeaoBaHWs  NeKapCTBEHHOro npenapara,
peweHnsa 06 oOTkase B rocyaapCTBEHHOW perncTpaumm nekapcTBEHHOro
npenaparta, 3aKk4YeHNsS KOMUCCUM IKCNEPTOB IKCNEPTHOrO yYpexaeHns unm

3aKNYEHNs coBETa NO 3TUKE
PeweHune COOTBETCTBYIOLLENO YNONIHOMOYEHHOIo denepansHoro opraHa
NCNOSNHUTENbHOW BnacTun o6 OoTkase B Bblgaye paspelleHnsl Ha NpoBedeHMEe KITMHUYECKOro
nccnegoBaHns NeKapCTBEHHOrO npenaparta, pelleHne YKasaHHOro degepanbHoOro opraHa
ncnonHuTenbHoM BnacTn o6 OTkase B rOCYyAapCTBEHHOW perncrpauumn IekapCTBEHHOro
npenapaTa, 3aKkroyYeHne KOMUCCUN IKCMEPTOB IKCMEPTHOrO yYpexaeHus unu 3aknoveHue
coBeTa Mo 3TUKe MOXET OblTb 006XanoBaHO B Nopsiake, yCTaHOBNEHHOM 3aKOHOAATENbCTBOM
Poccunckon depepaummn. 3aknoveHne akcnepTa, opopMieHHOEe MO UToram 3KCNepTusbl B
Luensax onpegeneHns  B3aMMO3aMEHSIEMOCTU  3apEerMcTpUpPOBAHHOIO  NIEKAPCTBEHHOIO
npenapaTta, MoXeT ObITb 0OXanoBaHO AepXaTtenem unu BnagenbuemM perucTpaumoHHOro
yOOCTOBEPEHUS] NIEKAPCTBEHHOrO0 npenapata B  KOMWUCCUIO  3KCMEPTOB  SKCMEPTHOro



yupexaeHus. 3aknoyeHme KOMUCCUN IKCNePTOB SKCNEPTHOMO yupexaeHusi, opopMIIeHHOE Mo
uToram nepecMmoTpa 006>XanoBaHHOrO 3aKMlYEHNA 3JKCnepTa, MOXEeT OblTb OCMNopeHo
aepxatenem unu  BriagenbueM  perucTpaumMoHHOrO  yOOCTOBEPEHUSA  FIEKAapCTBEHHOMO
npenapata nM6o0  YNOSTHOMOYEHHbIM MMM NMUOM B MNopsgke,  YCTaHOBMEHHOM
3aKoHOOaTeNbLCTBOM Poccunckon depepauymm. Mpwn obxanosaHum peLleHns
YNOSTHOMOYEHHOIO heaepanbHOro opraHa MCMNONHUTENBbHOW BNacTy, 3aKNiYEeHUs aKcnepTta
UM KOMUCCUWN IKCMEPTOB 3SKCMEPTHOrO YYpEeXOeHUs, 3akfiyeHus coBeTa Mo 3TUKe
aepxarenb unu Brnageney permcTpaunuoHHOro yaoCTOBEPEHNSA NEKAapCTBEHHOrO npenapaTta
nmbo  yNoNHOMOYEHHOE UMM  NUUO  BrnpaBe nNpencTaBUTb pes3ynbTaTbl  3KCNEepTU3bI
NleKapCTBEHHOro npenapara, NPOTOKOSbl NOMYYEHHbIX aKKpeaAUTOBAHHBbIMU UCMbITATENbHBIMU
nabopaTtopusiMu (LeHTpaMn) pe3yrbTaToB UCCeA0BaHUN, UCMbITAHUN.

FTAPAHT:

CM. kommeHTapum k ctatbe 36 HacTosiero ®egepanbHOro 3akoHa

Cratba 37. WVHdopmauusi, cBsi3aHHas C OCYLLECTBIIEHMEM TOCYAapCTBEHHON
pernctpauuu neKapCTBEHHbIX npenaparTos, MHdopmMauusa o]
3aperucTpupoBaHHbIX  FEKapCTBEHHbIX nNpenapatax W  feKapCTBEHHbIX
npenapaTax, WCKMIOYEHHbIX W3 rocyAapCTBEHHOro peectpa IeKapCTBEHHbIX
cpeacTts

MHdopmaumns 06 usmeHeHusx:

@edeparibHbIM 3aKkoHoM om 22 Oekabps 2014 2. N 429-©3 e vacmb 1 cmambu 37
Hacmosiweao PedeparsibHO20 3aKOHa BHECEHbI U3SMEHEHUs, ecmynatowue 8 cusy ¢ 1 urns
2015 a.

CmMm. mekcm 4acmu 8 rpeobidyweli pedakyuu

1. CoOOTBETCTBYIOLWMIN YNONMHOMOYEHHbLIM deaeparnbHblii  OpraH UCMONHUTESTbHON
BNactu pasmMeliaetr Ha cBoeM odumumanbHoM caute B cetu "NHTepHeT" wuHdopmauwmio,
CBSI3aHHYIO C OCYLLECTBNEHNEM rOCy4apCTBEHHON perncTpaunm nekapCTBEHHbIX NpenapaTos,
B TOM 4uUCre NpoBedeHWEM 3KCMepTU3bl SIeKapCTBEHHbIX CPeacTB (BKMoYasa pesynbtatbl ee
npoBeAeHns), WHGOPMAaUUIO O 3apermcTpMpoBaHHbIX JIEKAPCTBEHHbLIX Mpenapatax Wu
NeKapCTBEHHbIX npenapartax, UCKMYEHHbIX N3 rocydapCTBEHHOrO peecTpa JiekapCTBEHHbIX
CpencTB, He No3gHee YeM 4vepes NaTb paboumx AHEN COo AHSA NOSyYeHUss COOTBETCTBYOLUM
YNONMHOMOYEHHbIM  ddefilepalribHbiM  OpraHoOM  UCMOSTHUTENBHOW  BriacTU  3asiBfieHUs O
rocygapCTBEHHOM permcTpaunmn nekapCTBEHHOro npenaparTa.

MHdopmauumsa 06 nameHeHusx:

@eldeparibHbIM 3aKkoHoM om 22 Oekabpsi 2014 2. N 429-©3 e vacmb 2 cmambu 37
Hacmosiweeo PedepasibHO20 3aKOHa BHECEHbI U3MEeHeHUsi, sacmynarouwue 8 cusny ¢ 1 utons
2015 a.

Cm. mekem dacmu 8 rpedbidywel pedakyuu
2. Cpoku 1 ropsaok pasMmeleHus ykasaHHOM B 4acTm 1 HacTosiwen cTaTbu
MHdopMaLmnm yCTaHaBnMBaKTCA YNONTHOMOYEHHbIM denepanbHbIM opraHom
ncnonHuTenbHon snactu. MHdopmaums, ykasaHHas B 4actu 1 HacToswen ctatbu, ABnseTcs
OTKPbITON 1 06LLEOOCTYNHON M NPEeaOCTaBNsAeTCa 3aMHTEPECOBAHHBIM NMLAM B COOTBETCTBUMU
C 3aKoHoaaTenbcTBOM Poccumnckon degepauum.
TAPAHT:

CMm. kommeHTapum k ctatbe 37 HacTosiero ®egepanbHOro 3akoHa

NnaBa 7. KnuHnyeckne nccnenoBaHus riekapcTBeHHbIX NpenapaTtoB Ans
MeAULMHCKOro NPUMEeHeHUs, [OroBop 06 ux npoBeaeHUn, npaBa NaLMeHToOB,



y4acCTBYHOLWMUX B ITUX UccrnegoBaHuUAX

Cratba 38. KnuHudeckme wuccnegoBaHWa NEKaApCTBEHHbIX MpenapaTtoB  Ans
MeANLMHCKOro NpUMeHeHUs

MHdopmaumsa 06 namMeHeHusx:

®edepanbHbiM 3akoHoM om 22 Oekabpss 2014 2. N 429-03 e yacmb 1 cmambu 38
Hacmosuwe2o PedepasibHO20 3aKOHa BHECEHbI UBMEHEHUSs, scmynaruwue 8 cuny ¢ 1 urns
2015 a.

Cm. mekcm yacmu 8 rpedbidywel pedakyuu

1. KnuHnuyeckme wnccnegoBaHus neKapCTBEHHbIX MNpenapaToB Ans MeauUMHCKOro
NMPUMEHEHNS:, B TOM 4YUCNEe MeXAyHapoAHble MHOrOLEHTPOBbIE, MHOMOLEHTPOBbLIE,
NOCTPErncTpaunoHHbIe, NPOBOAATCHA B OAHON UMW HECKONbKUX MEAULMHCKNX OpraHn3aumsix B
COOTBETCTBUM C nNpaBunaMmy Hagnexawen KIMHUYECKON NpakTUKW, YTBEPXOEHHbIMU
YNOMHOMOY€EHHbIM beaepanbHbIM OpraHoOM WCMOSTHUTENbHOW BNAacTW, COOTBETCTBEHHO B
cnegylowmnx Lensx:

1) ycrtaHoBneHve 6e30MacHOCTU NeKapCTBEHHbIX MNpenapaTtoB And  340POBbIX
nobposonbLeEB U (MNN) NEPEHOCMMOCTM UX 300POBbIMU LOOPOBONbLLAMU, 3a UCKIOYEHNEM
TakMx WCCNeaoBaHUM JEKapCTBEHHbIX MpenapaTtoB, MPOM3BEAEHHbIX 3a npegenamu
Poccuinckon ®egepaunu;

2) nogbop onTManbHbIX 4O3MPOBOK JIEKAPCTBEHHOIO NpenapaTta u Kypca feyeHus ans
NaUnMeHToOB C oOnpeaeneHHbIM 3aboneBaHnemM, ONTUManbHbIX A03 M CXeM BaKuMHauuu
NMMYHOBNONOrMYECKNMM NEKAPCTBEHHBbIMM NpenapaTtammu 340poBbIX 4OOPOBONbLEB;

3) ycTaHoBrneHne 6e30nacHOCTM NekapcTBEHHOro npenapaTta U ero apgekTMBHOCTH
ANs NaumMeHToB C onpedeneHHbiM 3aboneBaHnem, npodunakTndeckon 3PPeKTUBHOCTU
MMMYHOBMNONOrM4YeCKNX NeKapCTBEHHbIX NpenapaToB AN 300p0oBbiX 406POBOSbLEB;

4) n3yyeHne BO3MOXHOCTWN pacCLUMPEHNSA NOKa3aHUM ANst MEAULMHCKOrO NPUMEHEHNS U
BbISIBIIEHNS] paHee HEeM3BECTHbIX NOOOYHbLIX OENCTBUN 3aperMcTpupoOBaHHbIX NEKAapPCTBEHHbIX
npenapaTos.

2. B OTHOLLEHMN BOCNPOU3BEAEHHbIX NEeKapCTBEHHbLIX NpenapaToB Ans MeauunHCKOro
NPUMEHEHNS NPOBOAATCA MCCreaoBaHNs ONO3KBMBANEHTHOCTM W (MNKN) TepaneBTUYECKON
9KBMBANEHTHOCTU B MOPSiAKE, YCTAHOBMIEHHOM YMOJSIHOMOYEHHbIM deaepanbHbiM OpraHoM
NCMONHUTENBbHOW BRacTu.

3. Opranuzaumio npoBeAeHns  KNUHUYECKUX  UCCreaoBaHUMA  NEeKapCTBEHHOrO
npenapaTta 4ng MeANLNHCKOro NPMMEHEHUs BNpaBe OCYLLECTBNATL:

1) pa3paboTumk NekapCcTBEHHOro npenapara uin ynosiHoOMoOYeHHOE UM NULO;

MHdopmaumsa 06 n3amMeHeHusx:

®edepanbHbiM 3akoHOM om 2 uronsa 2013 e. N 185-®03 nyHkm 2 yacmu 3 cmambu 38
Hacmosiweao PedepasibHO20 3aKOHa U3/10XKeH 8 Ho8ou pedakyuu, ecmynarouwed 8 cusny ¢ 1
ceHmsbps 2013 e.

Cm. mekcm riyHKma 8 ripeobiOyuwiel pedakuyuu
2) obpasoBaTenbHble  OpraHuvsauuMuM  Bbiclero  obpasoBaHus,  opraHusaumm
AOMNOSTHUTENBHOro NPoeccnoHanbHOro odpasoBaHus;
3) Hay4YHO-UccregoBaTeNnbCKUe opraHMsaunu.
MHdopmaumsa 06 nameHeHusx:
®edeparnbHbiM 3akoHom om 13 urona 20152, N 241-©3 e vyacmb 4 cmambu 38
Hacmosiueao ®edepasibHO20 3aKOHa BHECEHbLI UBMEHEHUS

Cm. mekem dacmu 8 rpedbidywel pedakyuu
4. KnuHuyeckne wuccnegoBaHUs JeKapCTBEHHOro mnpenapata gns MeguuMHCKOro



NPUMEHEHNA TMPOBOAATCA HA OCHOBaHUM pa3peLlEeHns Ha MNpPoBeAEHUEe KITMHUYECKOro
nccnegoBaHUsl NeKapcTBEHHOrO npenaparta, BblOaHHOMO YMNOSTHOMOYEHHbIM doeaeparibHbIM
OpraHoM UCMNOSTHNTENbHOW BRacTU. YNONMHOMOYEHHbIN dheaeparnbHbli OpraH MCNOSHUTENbHON
BNacTu BeOEeT PEECTp BblAaHHbIX Pa3peLleHnii Ha NPOBeAEHNE KITMHUYECKMUX MCCreaoBaHUN
rnieKkapCTBEHHOro npenapara, cogepXalluin ykazaHme Ha ux Lenb unm uenu, B yCTaHOBIEHHOM
3TUM OpraHom NMopsiake.

5. YTpatuna cuny ¢ 1 unona 2015 r.

MHdopmaumsa 06 namMeHeHusx:

CmMm. mekcm yacmu 5 cmambu 38

6. K opraHmsaumm npoBefeHNA KIMMHUYECKUX WCCreoBaHUM  NekapCTBEHHOIO
npenapaTta Ans MeguuMHCKOro MpUMEeHeHUs pa3paboTyMkoM rfekapCTBEeHHOro npenapara
MOryT MNPUBIEKATLCS lOpUanYeckne nvua nwobon opraHusaumMoHHO-NPaBoBON POPMbI MpU
ycrnoBun obecrneyeHnss COOTBETCTBUSA ITUX UccnegoBaHu TpeboBaHUAM  HaCTOSALLEro
depepanbHOro 3akoHa.

7. KnuHunyeckne wuccrnegoBaHWA neKapCTBEHHbIX MpenapaTtoB ANd  MeOULMHCKOro
NPUMEHEHNS NpoBOASATCSA B MeaULMHCKNX opraHusaumsx, aKKpeaANTOBaHHbIX
YNOSIHOMOYEHHbIM  (befeparnbHbiM  OpraHOM  UCMOSMIHUTENbHOMW  BRacTu B MOpsAKe,
ycTaHoBrieHHoM [NpaButenbctBom Poccurckon degepaumm.

8. lNepeyeHb MeAUUMHCKNX OpraHM3aunn, UMeKLKnX npaBo MPOBOAUTL KIUMHUYECKUE
nccnefoBaHUs NEeKapCTBEHHbIX NpenapaTtoB ANs MeAUUMHCKOTO MNPUMEHEHUSA, U peecTp
BblAAHHbIX paspelleHnin Ha npoBeAeHUE KIMHUYECKUX WCCreaoBaHUN feKapCTBEHHbIX
npenapaTtoB ony6rIMKOBbLIBAIOTCA U pa3MeLLalnTcs YNONHOMOYEHHbIM ddefepanbHbiM OpraHoM
MCMNOMHUTENBHOW BNAacTM B YCTAHOBMEHHOM MM MoOpsagKke Ha cBoeM oduumanbHOM caunTe B
cetn "HTepHeT".

FTAPAHT:

CM. koMmeHTapumn K ctaTbe 38 HacTosLwero ®efepansbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edeparibHbIM 3aKkoHOM om 22 Oekabps 2014 2. N 429-®3 cmambss 39 Hacmosuwezo
®eldepanbHO20 3aKOHa U3/I0XKeHa 8 HOoBoU pedakyuu, ecmynarowed e cuny ¢ 1 urons
2015 e.

CmMm. mekcm cmamabu 8 rpeodbidywiet pedakyuu

Cratbsa 39. PeweHne o0 npoBeaeHUM KIIMHUYECKOrO UccrenoBaHUs feKapCTBEHHOro

npenaparta ans MeanuuHCKoro npuMeHeHus

1. KnuHuyeckoe wuccrnegoBaHue IeKapCTBEHHOroO mnpenapaTta Ansg MeguuMHCKOro
NPUMEHEHNA MPOBOAMTCA HA OCHOBAHUM paspeLlleHns Ha npoBedeHne KIIMHUYECKOro
nccnegoBaHUs NekapcTBEHHOrO npenaparta, BblOaHHOMo YNOSIHOMOYEHHbIM doeaeparibHbIM
OpraHoM MCMOMHUTENBbHON BNAacTy MO pe3ynbTaTtaM 3KCNepTusbl AOKYMEHTOB, HEOBX0O4MMbIX
ANS NonyYeHnsa paspeLlleHns Ha NpoBedeHne KIMHMYECKOro UCCrneoBaHUs NeKapCTBEHHOMO
npenapaTa u 3TU4ECKOWN SKCNEepPTU3bI.

2. [Ons nonyyeHus paspelleHns Ha MpoBeAEeHne KIMHUYECKOro UnccrneaoBaHus
nekapCTBEHHOro npenapata Ans MeauuMHCKOro NpUMeHeHuUsa 3asiBUTenb npeactaBnseT B
YNONHOMOYEHHbIN befeparnbHbIv OpraH UCNOMHUTENBHOW BracTu:

1) 3aaBneHve O Bblaade paspelleHns Ha npoBedeHUE KIMHUYECKOro uccrnegoBaHus
rfiekapCTBEHHOro npenapara ans MeauLMHCKOro NpUMeEHEHNS;

2) KOnuM [OOKYMEHTOB, NoATBepXAdawlmx ynnaTty rocygapCTBEHHOM MOLWSIMHbIL 3a
npoBeAeHNEe ITUYECKON IKCNEPTU3bl, IKCNEPTU3bI JOKYMEHTOB Ha NEKAPCTBEHHbIN nNpenapaT
A58 NonyyYeHnsa paspelleHns Ha npoBefeHne KNUHUYECKOro UccrneoBaHUs fekapCTBEHHOMO
npenapaTta Ond MeAUUWHCKOrO MpUMEHEHUs, 3a Bblgayy paspelleHns Ha npoBeaeHue



KITMHNYECKOro MCCneaoBaHUs feKapCTBEHHOro npenaparta Aans MeauMUUHCKOro NpUMEHEHUs,
3a MpoBeAEHME IKCMEPTU3bl OOKYMEHTOB Ha JEKAPCTBEHHbIN npenapaT Ans nosfyvyeHus
paspelweHns Ha npoBedeHMe  MeXAyHapOAHOr0  MHOrOLEHTPOBOrO  KIMHWUYECKOro
nccnegoBaHUsl NEKapCTBEHHOro npenapaTta Anst MeguUMHCKOro NPUMEHEHUs, 3a Bblaady
paspelweHns Ha nNpoBedeHMe  MeXAyHapOAHOr0  MHOrOLEHTPOBOrO  KIMHWUYECKOro
nccnegoBaHns NEKapCTBEHHOrO npenapaTa Anst MeAULMHCKOro NPUMEHEHNS, 3a NpoBeAEHNEe
9TUYECKOW SKCMNepTU3bl, IKCMEepTU3bl [JOKYMEHTOB Ha JleKapCTBEHHbIM npenapaT nngd
MNONyyYeHUst  paspelleHMss Ha  MpPOBEAEHWEe  MNOCTPErnCTPaLMOHHOIO  KIMHWUYECKOro
nccnegoBaHUs NEeKapCTBEHHOro npenapaTta Ans MeguuMHCKOro NpUMEHEHUs, 3a Bblady
paspelweHns Ha NpoBedeHMe MNOCTPErmcTpaunuoHHOroO  KIMHUYECKOrO  MUCCNenoBaHus
NeKapCTBEHHOro npenapata Ans MeauuMHCKOro MNpUMEHEHUs, unm no coBCTBEHHOW
WHULMATMBE YyKa3aHHble OOKYMEHTbl. B criyyae HenpeacTtaBneHusi 3asiBUTENEM YyKas3aHHbIX
AOKYMEHTOB YMOSTHOMOYEHHbIW beaeparnbHbli opraH WCNOSTHUTENbHOW BracTu npoBepsieT
dakT ynnaTbl rocy4apCTBEHHOW MOWMMHBI C MUCNOMb30BaHMEM WHdopMauuu 06 ynnate
rocygapCcTBeHHOM MOLWMWHBI, copepxawenca B [ocygapCTBEHHOWM  UHAOPMaLMOHHON
CUCTEME O FrOCYyAapPCTBEHHbLIX N MYHUUMNAMNbHbIX NnaTtexax, Ha OCHOBaHUW NpeaCcTaBNEHHbIX
3a8BUTENEM KOMUA AOKYMEHTOB;

3) nNpOTOKON KIIMHMYECKOrO0 WCCReAoBaHWSA FEKApCTBEHHOro npenaparta Aans
MEANLNHCKOrO NPUMEHEHUS;

4) 6powutopy uccrneposartens;

5) MHOPMALMOHHBIN INCTOK NALMEHTA;

6) cBegoeHnss 006 onbiTe paboTbl uccrnegoBaTenend MNo  COOTBETCTBYHOLLMM
cneumanbHOCTAM U UX ONbiTe paboTbl MO NPOBEAEHUIO KIMMHUYECKUX MCCIea0BaHNN,

7) cBeOEHMS O MEOULIMHCKUX OpraHM3aumsax, B KOTOpPbIX npegnonaraeTcs NpoBeaeHne
KITMHNYECKOro uccrnegoBaHus fNeKapCTBEHHOrO npenapata Ans MeAUUMHCKOro NpuUMeHeHus
(nonHoe ” COKpalleHHOEe HauMMeHOBaHWUS, OpraHu3auuoHHO-NpaBoBasd dopma, MecTO
HaxoOXOeHUs W MeCTO OCYLLEeCTBIieHUs [OedTenbHoCTU, TenedoH, Tenedakc, agpec
3IEKTPOHHOM MOYThI KaXXA0W MEeANLMHCKON OpraHu3aumm);

8) cBegeHus 0 npegnosiaraeMblX Cpokax NpoBedeHUS KITMHUYECKOro uccregoBaHus
rfieKkapCTBEHHOro npenapara ans MeauLMHCKOro NpUMEHEHNS;

9) konmo goroBopa 06A3aTenbHOro CTpaxoBaHWs, 3aKMOYEHHOTO0 B COOTBETCTBUM C
TUMNOBLIMY Npasuriamn 06sa3aTenbHOro CTpaxoBaHUsl, C yKkasaHneM npeaeribHon YMCEHHOCTH
NauneHToB, Y4acTBYHOLLMX B KITMHMYECKOM UCCredOoBaHUW NeKapCTBEHHOro npenapara Aans
MEANLMNHCKOro NPUMEHEHWS;

10) wvHdopmauuio O cocTaBe JfeKapCTBEHHOro npenapata Ansg  MeguunHCKOro
NPUMEHEHWS;

11) OOKYMEHT, COCTaBfIEHHbIA MPOU3BOAUTENEM JNEKapCTBEHHOro rnpenapara Aans
MEAMLUMNHCKOrO MPUMEHEHUS W CcoAepXalwMi nokasaTenn (XapakTepucTuku), a Takke
CBeJeHNa O NekapCTBEHHOM npenapaTte Ans MeOUUMHCKOrO MPUMEHEHUs!, NpouM3BeaeHHOM
ANs NpoBeAEeHNS KIMMHUYECKUX NCCNeLOoBaHUM;

MHdopmaumsa 06 nameHeHusx:
[TyHkm 12 usmeHeH ¢ 15 uroHs 2018 2. - @edeparibHbil 3akoH om 4 utoHs 2018 2. N 140-®3

Cm. npedbidywyto pedakyuro
12) KOMMO NUUEH3MM Ha NPOU3BOACTBO JIEKAPCTBEHHLIX CPeACcTB B Criyvyae, ecnu
NPOn3BOACTBO fleKapCTBEHHOrO npenapaTta ocyllectenaeTca B Poccunckon depepaumm, nnm
KOMWIO  3aKMYeHUss O COOTBETCTBUM  MNPOM3BOAUTENS  FIEKApCTBEHHOro npenapata
TpeboBaHNAM  NpaBun  Hagnexawen  NpoOU3BOACTBEHHOW  MPAKTUKKW,  BblIOAHHOMO
YNOSTHOMOYEHHbBIM OPraHOM CTpaHbl MPOU3BOANTESNS NEKAaPCTBEHHOMO npenapara.
3. B cpok, He npeBbiwakowmin nAatTn paboumx AHEn CO AHA NPUHATUS YKa3aHHOro B



nyHkTe 1 4Yactm 2 HacTosilwen craTtbM 3adBneHuss U HeobXoaAMMbIX [JOKYMEHTOB,
YNONHOMOYEHHbIN beaeparnbHbI OpraH UCNOMHUTENBHOW BracTu:

1) NpoBOAUT NPOBEPKY MOMHOTbI W OOCTOBEPHOCTU CBEOEHUW, COOepXaluMxcs B
NpeAcTaBneHHbIX 3asBUTENeM AOKYMEeHTaXx;

2) NPUHUMaeET pelleHne O NPoBeLEeHUUN IKCMepTU3bl AOKYMEHTOB Af1s1 MOfyYeHus
paspeLleHnsa Ha NpoBefeHne KITMHUYECKOro UCCneaoBaHns NekapCTBEHHOro npenapaTa gns
MEANLUNHCKOrO MNPUMEHEHNA U 3TUYECKOW 3IKCnepTusbl unim o6 oTKase B MNpoBedeHUM
YKa3aHHbIX 9KCMepTun3;

3) yBeooOMIISieT B 9NEKTPOHHOW dhopMe Mnu Ha BymaXHOM HocuTene 3asButens o
NPUHATOM pelleHun nmbo B criydyae MNpuHATUA pelleHuss 06 OTKase Takke C YyKa3aHuem
MNPUYMH TaKOro OTKasa;

4) noarotaBnvMBaeT M HanpaBngeT B 3KCNEPTHOE YYpexaeHue U COBET MO 3Tuke
3afiaHune Ha npoBefeHMe COOTBETCTBYIOLLNX KCNEPTUS.

4. B cny4ae BbISIBMIEHUSI HEMOMHOTHI WM (MNKN) HEAOCTOBEPHOCTU WHAOPMaLUW,
cogepxawienmcsa B NpeacTaBrfieHHbIX — 3asBUTENEM  JOKYMEHTaX,  YNOSIHOMOYEHHbIN
denepanbHbIi - OpraH  UCMOMHUTENbHON BNAcTM  HanpaBnsdeT 3adABUTENHO 3anpoc 06
YTOYHEHUN  yKa3aHHOW  WHpopmMaumn. [aHHbIW  3anpoc  MOXeT OblTb  nepegaH
YNONTHOMOYEHHOMY MPEeACTaBUTENO 3asiBUTENSA NIMYHO MOL PacnucKy, HanpasfieH no noyte
3aKa3HbIM MUCbMOM WM nepefaH B 3MEeKTPOHHOM opMe MO TeneKOMMYHUKAUWOHHbLIM
KaHanam cBa3n. B cnyvyae HanpaBneHnsa gaHHOro 3anpoca fno novte 3aka3HbiM NMMCbMOM OH
cyMTaeTCs MnosyyYeHHbIM N0 UCTEYEHUN LIEeCTU OHEN C JaTbl HanpaBneHUs 3akasHoro nucbMma.
3asButenb 06s3aH NpeacTaBnTb OTBET Ha 3anpoc YNOMHOMOYEHHOro (heaepanbHOro opraHa
MCMNOMHUTENBHON BNacTW B CPOK, HE MpeBbIWakLWnin AeBAHOCTa paboymx AHEen cOo OHS ero
nony4deHnsi. Cpok, yKasaHHbI B 4acTu 3 HACTOALWen cTaTbW, NPUOCTaHaBNMBAETCH CO AHS
HanpaBneHns  3asBUTEN0  3anpoca  YNOSIHOMOYEHHOro  doedepanbHOro  opraHa
MCNONHUTENBHOMW BRactTm [0 [OHA MNONYYEHUA WM COOTBETCTBYIOLWIEr0 OTBETa U He
YYUTBIBAETCA MPU UCHUCIIEHUN CPOKa MPUHATUSA YNONHOMOYEHHbIM doefepalibHbIM OpraHoMm
MCNONHUTENBHOM BNACTU peELUeHNa O NPOBEAEHUN IKCNepTU3bl AOKYMEHTOB 115 MNOMyYeHus
paspeLlleHna Ha NpoBedeHNE KIMHUYECKOro UccneoBaHus NekapCTBEHHOro npenapara ans
MeOMLMHCKOro NPUMEHEeHUS.

5. OcHoBaHveM Ona OTKasa B NPOBEAEHUN IKCNepTU3bl AOKYMEHTOB ANA MOnyyYeHus
paspeLleHnsa Ha NpoBefeHne KITMHUYECKOro NCCneaoBaHus fiekapCTBEHHOro npenapaTa gns
MeANLUNHCKOro NPUMEHEHUS U 3TUYECKOW IKCNepTU3bl ABNSETCH npeacTtasneHne JOKYMEHTOB,
NPeayCMOTPEHHbIX YacTbio 2 HacTosLWen cTaTbW, B HEMOMHOM obbeme, HenpeacTaBrieHue
3asBUTENEeM B YCTAHOBIMEHHbIN CPOK OTBETa Ha YKa3aHHblM B 4acTu 4 HacCTodALWen cTtaTbu
3anpoc yrnofHOMOYEHHOro heepanbHOro opraHa UCNONMHUTENBHOM BNacTu nnbo oTcyTcTBME
B NpeACTaBNEHHbIX JOKYMEHTax ncYepnbiBaoLero nepevHs Heobxoaumon nHopmaumm nnm
MHopMauUnn, KoTopas OOSMKHa OblTb OTpaXeHa B HUX, a TakKke OTCYTCTBME WHdopmauumu,
nogTeepXaarolen gakTt ynnaTbl rocygapCTBEHHOM MOLWMMHBI 32 npoBefeHVEe 3TUYECKOW
3KCNepTU3bl, 3KCNepTu3bl [OOKYMEHTOB Ha JfleKapCTBEHHbIN MpenapaTt Ang nosyyYyeHus
paspeLlleHna Ha npoBedeHNe KIMHUYECKOro UccrneoBaHUsa NekapCTBEHHOro npenapara ans
MeOMLUMHCKOro MNpUMEHEHNs, 3a Bblgady paspelleHns Ha npoBedeHne  KIMHUYECKOro
nccnenoBaHUs fiekapCTBEHHOro npenapaTa Ans MeauuuHCKOro NpuMeHeHna, 3a nposegeHue
3KCNepTM3bl JOKYMEHTOB Ha JleKapCTBEHHbIM npenapaTt Ans MNofyyYeHus paspelueHus Ha
nposegeHue MeXayHapogHoro MHOIOLIEHTPOBOIrO KNUHUYECKOro nccnegoBaHus
NeKkapcTBEHHOro npenaparta Ans MeauuUMHCKOro NpUMEHEHWs, 3a Bbigady paspelleHus Ha
nposegeHue MeXayHapoaHoro MHOrOLIEHTPOBOIrO KNUHUYECKOro nccnegoBaHus
NeKkapcTBEHHOro npenaparta Ans MeauuUHCKOro NPUMEHEHUs, 3a NPoBeAEeHWe 3TUYECKOW
3KCNepTu3bl, 9KCNEepTU3bl [OOKYMEHTOB Ha JieKapCTBEHHbIA npenapaTt and MonyyYeHus
paspelleHns  Ha npoBedeHue MOCTPErucTpaumMoOHHOrO  KITIMHMYECKOrO  MCCrneaoBaHus



fleKapCTBEHHOro npenapaTta Ans MeauuMHCKOrOo NMpUMEHEeHUs, 3a Bblgady paspelueHusi Ha
npoBefeHne  NOCTPErncTpPaLMoOHHOIO  KIMHWYECKOro  UCCNefoBaHWA  NIeKapCTBEHHOrO
npenapaTta gng MeauLUUHCKOro NpMMeHeHus!.

6. NpoBeaeHmne akcnepTU3bl JOKYMEHTOB ANA NOMyYeHUs paspeLlleHnsa Ha npoBeaeHne
KITMHMYECKOro uccrefoBaHna nekapCTBEHHOro npenapaTa Afs MeauuMHCKOro NpUMeEHeHUs 1
3TUYECKOM IKCMepTu3bl, COCTaBfEHME KOMMUCCUEN IKCNEPTOB W COBETOM MO 3TUKe
3aKIYEHMA O BO3MOXHOCTU WSIM  HEBO3MOXHOCTU MPOBEAEHUA TaKoro KIMHUYECKOro
nccrneoBaHNA M HanpasfeHne 3TUX 3aKioYeHU B YNOSTHOMOYEHHbIN dhefeparbHbi opraH
MCMNOMHUTENBHON BMACTM OCYLLECTBIISAKOTCA B CPOK, HEe MpeBblakWmn Tpuauatn paboumnx
OHENW CO [OHS MOMyYeHUs 3KCMNEepTHbIM  ydpexaeHnem 3afdaHus  YNONHOMOYEHHOrO
heepanbHOro opraHa UCNOSTHUTENBHOM BNAcTU C NPUOXKEHNEM OOKYMEHTOB, YKa3aHHbIX B
nyHkrax 3, 4, 10 m 11 yactm 2 HacTosAwen cTaTbM, U COBETOM MO 3TUKE 3aJaHus
YNOSIHOMOYEHHOIO  befeparibHOro opraHa WCMOMHUTENTbHONW BNacTu C  MPUNOXeEHUEM
OOKYMEHTOB, YKa3aHHbIX B NyHKTax 3 - 6, 8 1 9 yacTtn 2 HacToALEeN CTaTbu.

7. B cpok, He npesbllWaWnn NaTn paboumx gHEN CO AHA MONyYeHUsT 3aKmYeHUn,
yKasaHHbIX B 4actm 6 HacToswen cTaTbW, YMNONMHOMOYEHHbIN doeaepanbHblii  OpraH
NCNOMHUTENBHOWN BNAcCTu:

1) ocywecTBnAeT OLUeHKY MOCTYNUBLUMX 3akioYeHun [Ons  onpedeneHnsa  umx
COOTBETCTBUSA 3aaHMsIM Ha NpoBefeHNe COOTBETCTBYIOLLNX IKCNEPTUS;

2) NpyHMMaeT pelleHne O Bblgave paspelleHns Ha npoBefeHue  KITMHUYECKOro
nccnegoBaHUs nNekapcTBEHHOro Npenaparta ang MeauumMHCKoro npuMeHeHnsa unm ob otkase B
BblJaye yKa3aHHOro paspeLueHus;

3) BblgaeT paspelleHne Ha NpoBedeHue  KIIMHMYECKOro  uccregoBaHus
NeKkapCcTBEHHOro npenapaTta AN MeOUUMHCKOro NpUMEHeHus wunu peweHve ob oTkase B
BblAaye yKa3aHHOro paspeLleHuns C ykasaHMeM NpuYmH oTkasa.

8. OcHoBaHMeM Onsi OTKasa B Bblaadve paspelleHus Ha NpoBeAeHWe KITMHUYECKOro
nccnenoBaHUs NeKapCTBEHHOro npenapata Ans MeAuUMHCKOrO MpUMEHeHus SABnaeTcs
HanuuMe 3aKMlYeHUs KOMMUCCUM 3KCMEepTOB WM  3aknioveHus coBeTa Mo 3TuMKe O
HEBO3MOXHOCTU NPOBEAEHNA KIMHUYECKOro UCccrneoBaHUsa fNekapCTBEHHOro npenapara Aans
MeOMLUMHCKOro NpUMEHEHUs MO pesynbTaTaM MNPOBEAEHHbIX 3KCNepTus, npesyCMOTPEHHbIX
YyacTblo 6 HACTOALLEN CTaTbM.

9. PeweHne o6 oTkase B MNpoBeOEHUM IKCNEepTU3bl AOKYMEHTOB ANA MNONyYeHUs
paspeLlleHns Ha npoBedeHNe KIMHUYECKOro UccrneoBaHus NekapCTBEHHOro npenapara Aans
MEeOMLUMHCKOrO MNPUMEHEHUS W 3TUYECKOW SKCMepTM3bl U B BblAaye paspelleHus Ha
npoBeAeHne KINMHUYECKOro MUCCcrneoBaHUsA fnekapCTBEHHOro npenapata ans MeguumHCKOro
NPUMEHEHNsS MOXeT ObiTb obXanoBaHO B MopsAke, YCTAaHOBMEHHOM 3aKOHOAATEelbCTBOM
Poccunckon ®epepauun.

FTAPAHT:

CMm. kommeHTapum k ctatbe 39 HacTosiero PegepanbHOro 3akoHa

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 Hacmoswul PedeparbHbil
3aKoH dorosiHeH cmameeu 39.1, ecmynarowet 8 curny ¢ 1 urons 2015 e.
Cratbsa 39.1. OTnyeckasn akcnepTunsa
1. OTnyeckaa akcnepTm3a NPOBOAUTCA COBETOM MO 3TUKE, CO34aHHbIM B MOPSAKE,
YCTAHOBMEHHOM YMONIHOMOYEHHbIM dheaeparibHbiIM OpraHoM WCMOSHUTENbHOW BRacTu, B
Luenax Bbldayn 3aknoyeHus o6 aTtnyeckom OBOCHOBAHHOCTM BO3MOXHOCTM MNPOBEAEHMS
KNUHNYECKOro nccnenoBaHna nekapCTBEHHOro npenapara Ans MeauuMHCKOro NpUMeHeHNs.
2. Jkcneptamu coBeTa NO 3TUKE MOryT ObiTb nNpeacTaBuTeENUM  MeOULMHCKMX



opraHuMsaumn, HaydHblX  OpraHu3auumni, obpasoBaTenbHbIX  OpraHu3auuMi  BbICLLErO
obpasoBaHusa, a TaKkke npeacTtaBuTeENM OOLLECTBEHHbIX OpraHusauumn, pPenurmo3HbiX
opraHusaummn n cpeacts maccoBon MHdopmMauumn. [JaHHble 3KCNepTbl HE AOMKHbI HAXOAUTLCS
B Kakon-rnmbo 3aBMCUMOCTU OT pa3paboTuMKOB NIEKAPCTBEHHbLIX NpenapaToB U APYrux nuy,
3aMHTEepPeCcOBaHHbIX B pe3ynbTatax 3TUYECKON 3KCNepTU3bl.

3. Onnarta ycnyr SKCNepToB COBETa MO 3TMKE OCYLLUECTBISAETCA Ha OCHOBaHWUK
aorosopa, 3aKMNYEHHOro Mexgy  YNONHOMOYEHHbIM deaepanbHbIM opraHom
NCMNOMHUTENBHON BracTun, KOTOPbIM CO34aH COBET MO 3TUKE, U IKCNEPTOM COBETA MO 3TUKe, 3a
cyeT OHOKETHbIX aCCUrHOBaHWUW, MNPeayCMOTPEHHbIX YMNOSTHOMOYEHHOMY denepansHOMY
OpraHy WCMONHUTENbHOM BRacTX, KOTOPbIM CO34aH COBET MO 3Tuke, B deaeparibHOM
OooKkeTe Ha COOTBETCTBYHOLWMA rof Ha obecnedyeHwe ero OesTenbHOCTW, B pasmepax,
ycTaHoBIeHHbIX [MpaButensctBoM Poccunckon denepauumm.

4. OkcnepTbl coBeTa MO 3TUKE HECyT OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHogartenscTteom Poccuickon depepaumn.

5. CocTaB coBeTa no aTuke, nonoxeHne ob 3ToM coBeTe, NOPSIAOK ero AesTenbHOCTH,
TpeboBaHna K kBanudukaumm u onbiTy paboTbl MO 3KCNEPTHOM OLEHKE Hay4HbIX,
MEOVUUMHCKMUX W  OTUYECKMX acCfeKTOB KIMHMYECKUX UCCNedoBaHUM  NEeKapCTBEHHbIX
npenapaToB AN MEOULMHCKOrO MPUMEHEHUS, MpeabsBrgeMble K 3KCrnepTtam coBeTa Mo
3TUKEe, MOpsaoK OpraHu3aumm nU NPoBEeAEHUs ITUYECKOW 3SKCNepTusbl, hopma 3aKnoveHus
coBeTa MO OTUKE YCTaHaBMMBAKTCA  YNOMHOMOYEHHbIM  doefdepanbHbiM  OpraHoM
MCMNONHUTENBbHOM BRactu. Yucno npeacraBuTenen MeamuMHCKUX OpraHuM3auunm He MOXET
NpeBbIWaTb NOSIOBMHY OT OBLLEro Yncna aKCnepToB COBETA MO 3TUKE.

6. VHdopmaumna o coctaBe coBeTa NO 3TUKe, NraHax ero paboTbl M TeKyLlen
DesATenbHOCTU pasMmellaeTcs Ha oduumanbHOM cauTe YNOSHOMOYEHHOro eneparibHoro
opraHa UCnosiHUTeNbHOM BNactu B ceTn "VIHTepHeT" B yCTaHOBNEHHOM UM MOPSIAKE.

FAPAHT:

CmMm. kommeHTapum k ctatbe 39.1 HacTosiwero PegepanbHOro 3akoHa

Cratbsa 40. [MpoBegeHne KINMHUYECKOTO MUCCNenoBaHMs NIEKAPCTBEHHOrO npenapara
ANs MegULMHCKOro NPUMEHEHNs

MHdopmaumsa 06 namMeHeHusx:

®edepanbHbiM 3akoHomM om 22 Oekabps 2014 2. N 429-03 e yacmb 1 cmambu 40
Hacmosiweao ®edeparsibHO20 3aKOHa 8HECEeHbI USMEHEeHUSs, ecmynaruwue 6 cuny ¢ 1 urons
2015 e.

Cm. mekem 4acmu 8 rpedbidywel pedakyuu

1. PykoBoguTernb MeOVLUMHCKOM OpraHu3aumm, KoTopasi MNpoBOAUT KIMHUYECKoe
nccnegoBaHMe neKapCTBEHHOro npenapaTta ana MeauUUHCKOro MPUMEHEHUs!, Ha3HayaeT
nccrnegosartens, OTBETCTBEHHOIO 3a MpPOBeAEHME Takoro WcCrnegoBaHMs U UMELWEro
ne4yebHylo cneunanbHOCTb, COOTBETCTBYIOLLYO MPOBOANUMOMY KIMHUYECKOMY UCCIeaoBaHUI0
NeKapCTBEHHOro MpenapaTta, CO CTaxem paboTbl MO nporpaMmaM  KITMHUYECKUX
nccnegoBaHNn NEKapCTBEHHbIX NpenapaToB HE MEeHee YeM Tpu roga v no ero NpeasioXkeHuto
Ha3Ha4aeT couccrnegoBaTernen n3 vyicra Bpadven 3Ton MeguLMHCKON opraHu3aumn.

2. WccnepoBaTtenb ocyllecTBnsieT BblOOp MaUMEHTOB, KOTOpble MO MEAULMUHCKAM
NOKa3aHUAM MOryT OblTb MpuMBMEYEHbl K Y4acTU0 B  KIMHWYECKOM UCCrneaoBaHum
nekapCTBEHHOro npenapara ans MeauuuHCKOro NpuMeHeHus:.

3. ccnepoBatenb n counccnegoBaTtenu AOSMKHbI ObITb O3HAKOMIEHbI C pe3ynbTaTtaMu
OOKMNHUYECKOro MCCNneaoBaHUsl NEeKapCTBEHHOrO CPeacTBa, coaepXawumuca B Opolwutope
nccnegoBartens, MNPOEKTOM MPOTOKOMNa KIIMHMYECKOro UCCneaoBaHuMs NeKapCTBEHHOro
npenapata AN MEAUUMHCKOrO  MPUMEHEHUS, pa3paboTaHHbiM  pa3paboTymKom



JIeKapCTBEHHOIO npenaparta i1 nHbiM LOpnan4eckKknm nnMuom, nNnpuBJiEKaEMbIM K OpraHmn3auunm
npoBeaeHnda KrIiMHn4ecKoro mccrneanoBaHnAa J1eKapCTBEHHOro npenaparta gnda meguumnHCKOro
NnPUMEHEHUA, N OPpYyrmMmn MatTepuanamMmm Takoro nccregoBaHu4.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHOM om 29 Hos6ps 2010e. N 313-©3 cmambss 40 Hacmosiweao
®eldeparnibHO20 3aKoHa doriofiHeHa Yacmbio 3.1, ecmynarowed 6 cusny ¢ 1 aHeaps 2011 e.
3.1. PykoBogutesnb MeOVUMHCKOW OpraHu3auuMm B CPOK, He NpeBbIWAlWnn Tpex
paboumx gHEW CO OHA Hayana nNpoBeAeHMs] KIMMHUYECKOro MUCCNenoBaHus NeKapCTBEHHOro
npenapata And MeAUUMHCKOrO MNpUMEHEHUs, coobwaer 06 3TOM B  YNOSIHOMOYEHHbIN
defepanbHbIn OpraH MCNOMHUTENBHOW BNacTW, BblOaBLUMWA paspelleHMe Ha npoBefeHune
TaKoro nuccrnegoBaHusi, NO YCTaHOBIEHHON UM bopMe.

MHdopmaumsa 06 namMeHeHusx:

®edepanbHbivM 3akoHomM om 11 okmsbps 20102. N 271-®3 e yacmb 4 cmambu 40
Hacmosiujeeo @edeparibHO20 3aKOHa 8HECEHbl U3MEHEeHUSs

CmMm. mekcm 4yacmu 8 rpeOdbiOywel pedakyuu

4. OpraHusaumm, OCYLLUECTBMSOWME OpraHu3auuio MpoBeAEHUA  KIMHUYECKOro
nccrnegoBaHna nekapcTBEHHOro npenapata ans MeguumMHCKOro npuMeHeHNsa 1 ykasaHHble B
yactu 3 crtatbu 38 HacTosdwero defepanbHOro 3akoHa, B criydyae HeobXxoaMMOCTU BHECEHUS
M3MEHEHNN B TMPOTOKOS KINMHMYECKOro WCCreaoBaHUA JeKapCTBEHHOro npenapara ans
MEANLNHCKOrO NpUMeHeHnst coobwatoT 06 9TOM B YNONMHOMOYEHHbLIN dheaeparnbHbli opraH
NCMNOSTHATENbHOM BRACTW, BblAaBLUMA paspeLlleHme Ha NpoBedeHne Takoro uccrnegoBaHust, no
YCTaHOBJIEHHOW UM bopMe.

MHdopmaumsa 06 nameHeHusx:

®edeparibHbiM 3akoHOM om 11 okmsbpsi 2010e. N 271-©3 cmambesi 40 Hacmosiuezao
®edeparibHo20 3aKoHa 0orosiHeHa Yacmbiho 4.1
4.1. dopma cCOOOLIEHNSA O BHECEHUM W3MEHEHWA B MPOTOKOM KIMHUYECKOro
nuccrnegoBaHNA NekapcTBEHHOro npenapata  Ansg  MeauUMHCKOrO  MpUMEHEeHust OOfKHa
cogepxaTtb crnegyloLwme cBegeHus:
1) HaumeHoBaHVe, NOEHTUPUKALMOHHBIA HOMEp W [aTta MpPOTOKOMa KIMHUYECKOro
nccnegoBaHns;
2) pata BHECEHNSA N3MEHEHUIN B MPOTOKON KITMHMYECKOro uccrneoBaHus;
3) HauMeHoBaHNE N MECTO HaXOXAEHWS 3asiBUTENS;
4) HauMMeHOBaHWe OpraHu3auuun, npuBNEeYEeHHON pa3paboTYMKOM FfEeKapCTBEHHOMO
npenapaTta K opraHu3aumm NnpoBeAeHUs KITIMHUYECKOro nccneoBaHms (Npu Hanmimm);
5) HanmeHOBaHMA W MecTa HaxOXOEeHUS MeOUUMHCKMX OpraHu3aumin, B KOTOpPbIX
NPOBOANTCS KMMHNYECKOE UCCeaoBaHNE;
6) gaTa Bblgaun paspelleHusl Ha NpoBedeHne KITMHUYECKOro uccrefoBaHna u Homep
3TOro paspeLleHus;
7) N3MEHeHWs, BHOCUMbIE B NPOTOKON KIMHNYECKOro UCCIea0BaHNS.

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHoM om 22 Oekabps 2014 e. N 429-®3 e wacmb 5 cmambu 40
Hacmosiuweao PedeparibHO20 3aKOHa BHECEHbI UBMEHEHUS, sacmyrnatowue 8 cusy ¢ 1 uronsa
2015 a.

CmMm. mekcm 4acmu 8 rpeobidyweli pedakyuu
5. B cpok, He npeBbiwaowmi TpuauaTn pabounx gHEN CO AHA NMOMyYeHUs yKasaHHOro
B 4acTm 4 HacTosien CcraTtbun COOOLEHNHA, YMNOMHOMOYEHHbIN beaepanbHbI  OpraH
NCMNONHUTENbHOW BNacTu paccmaTpuBaeT 3TO COOOLLUEHNE B YCTAHOBIEHHOM UM Mopsaake U
NPUHMMAET peLleHMe O BHECEHUN W3MEHEHUN B MNPOTOKOS KIIMHUYECKOro UccreaoBaHus
nekapcTBEHHOro npenapaTta Aans MeauUMHCKOro NMpuMMEHEHust unu ob oTkase BO BHECEHUU



Taknx nameHeHun. MNpun paccmMoTpeHumn coobLleHmns 0 Heo6Xo0AMMOCTN BHECEHUS UBMEHEHUI B
MPOTOKON KIMMHUYECKOrO WCCNeAoBaHWA fEeKapCTBEHHOro npenapaTta nnd MeauuUMHCKOro
NPUMEHEHNS B LENsX OueHKM 0OOCHOBAHHOCTU npeaniaraemMbliX M3MEHEHU U onpeneneHus
CTEMEHN pUCKaA AONS MauMEHTOB, NPUHMMAIOLIMX y4acTME B KIMHUYECKUX WCCNEenOBaHUsIX,
YNOSIHOMOYEHHbIM dhefeparnbHbiM OpPraHoOM WCMOMHUTENBHOW BNacTM MOryT MNpuBrekaTbcs
3KCnepTbl COBETA MO 3TUKE.

6. KnuHuyeckoe wuccrnegoBaHWe nEKApCTBEHHOro npenapata And MeguuMHCKOro
NPUMEHEHNSA MOXeT ObiTb MNPUOCTAHOBMIEHO UMM MNpPeKpaweHo, ecnu B Mpouecce ero
npoBeAeHnss O6HapyXeHa OnacHOCTb AN XXKW3HKW, 340poBbs  nNauueHToB. B cnyyae
BO3HWKHOBEHMSI OMACHOCTWU ANSA XWU3HW, 300POBbSA NaLMeEHTa, Y4acTBYHOLWEro B KIMMHNYECKOM
nccnegoBaHun nekapCcTBEHHOro npenapara ans MeONLIMHCKOro NPUMEHEHNS,
nccnegoBsatenn o06s3aHbl  NpovHgopmMpoBate 006 3TOM  pyKOBOAUTENS MELMLMHCKON
opraHuM3aumn 1 opraHu3aumio, NonyYmMBLLYIO paspeLleHne YNOoNHOMOYEHHOro dpegepansHOro
opraHa UCMONHUTENbHOW BNacTM Ha OpraHn3aumio NPoBeAEHNST KITMHMYECKOro UccrneaoBaHns
nekapcTBeHHOro npenapata. PeweHne O NpuMOCTaHOBMNEHMU KIMHUYECKOro MCCneaoBaHus
NeKapCTBEHHOro npenapata Ans MeAULUHCKOrO MNPUMEHEHUS MNPUHUMAKOT PYKOBOAUTESb
MEOMUWHCKOW  opraHmMsauuum u  (Mnu)  opraHusauusi, nosiyuvBllas  paspelleHue
YNOSTHOMOYEHHOIO  pefepanbHOro opraHa MCMNOMHUTENbHOM BNacTM Ha OpraHM3aumto
NPOBEAEHUST KNMHUYECKOrO UCCreLoBaHUS NeKapCTBEHHOro npenaparta ans MeguumHCKOro
NPUMEHEHNS, peLlEeHNE O NPeKpaLLeHMM Takoro nccnegoBaHns NPUHUMAET YNONTHOMOYEHHbIN
denepanbHbI OpraH UCMOSTHATESNTIbHOW BNacTW Ha OCHOBAHWM COOOLLUEHUSI B MUCbMEHHON
dopmMe pykoBOAMUTENA MEAMUMHCKOW OpraHusauum WM opraHu3auusi, nonyymnsLLas
paspelleHne ynorHOMOYEHHOro defepansbHOro opraHa WCNOMHUTENBHOW BRactu  Ha
opraHM3aumio NpoBeAEHUSA KIMHUYECKOrO MUCCNenoBaHUs fEeKapCTBEHHOro npenaparta ans
MEOVLMHCKOro NpUMeEHeHMs.

7. B cpok, He npeBblwawWmMn natm paboumx [OHEW CO [OHA 3aBEPLUEHUS,
NPUOCTAHOBIIEHUS UMW MNpPeKpaLleHns  KIMHUYECKOro UCCnefoBaHUs  nekapCTBEHHOro
npenapata Aans MeOUUUHCKOro MpUMEHEHUs, coolbuleHne o6 9ToM HanpasnsdeTcd
opraHuMsaumMamMm, ykasaHHbIMKM B YacTu 3 ctaTbn 38 Hactosiwero degeparnbHOro 3akoHa, B
YNOMHOMOYEHHbIN doefepanbHbI OpraH WCMOMHUTENbHOW BracTM MO YCTAHOBMIEHHOW UM
dopwme.

8. ®opma coobweHna o 3aBeplleHun, NPUOCTAHOBMEHUM WM  MpeKpalleHnn
KITMHNYECKOro uccrnefoBaHUs fieKkapCTBEHHOro npenapata Ans MeauuUMHCKOro npuMeHeHns
OOIMKHA coaepXaTb:

1) vHOpMaLMlO O MeOUUMHCKOW OpraHmsauuvM WUnu MeauvuMHCKUX OpraHu3aumsx,
NPOBOAMBLUNX AaHHOE UccrenoBaHue;

2) onucaHve JaHHOro uccrneoBaHus;

MHdopmaumsa 06 nameHeHusx:

®edeparibHbiM 3akoHoM om 11 okmsabps 2010 e. N 271-®3 e nyHkm 3 yacmu 8 cmamsu 40
Hacmosuje2o PedepasibHO20 3aKOHa 8HECEHbI U3MEHEeHUS

CmM. mekcm riyHkma e rpedbidywed pedakyuu

3) OaHHble uccnegosaTtens (pamunusa, uMs, oT4eCcTBO, MecTo paboTbl, 3aHMMaemas
AOIMKHOCTb, CneumanbHOCTb, CTax paboTbl MO nporpamMmamM KIMHUYECKUX MCCrneaoBaHUN
NEeKapCTBEHHbLIX MpenapaToB, MNepeyeHb KINMHUYECKUX WUCCNedoOBaHUM JIEKapCTBEHHbIX
npenapaToB, B KOTOPbIX OH MNPWUHMMAanN y4vactue (nepuvoabl yyactusi) B KayecTBe
nccnegoBartensa unu couccregoBartens);

4) pesynbTaT [[aHHOIO WUCCnegoBaHus (3aBeplleHue, MPUOCTAHOBIIEHME UMK
NpekpalleHne OaHHOro UCCnedoBaHUS C yKasaHMeM WX MPUYUH U BAUSIHUS Ha OLIEHKY ero
pe3ynbTatoB, OOLLYK OLEHKY pucKa U OXMOAEMOW MNOMb3bl OT MPUMEHEHUS UCCreayemMoro



JIEKapPCTBEHHOIO npenaparta, a Takke npegnonaraemMmbie AanbHenwmne }J,GVICTBI/IF!).

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHomM om 13 urona 20152, N 241-©3 yacmb 8.1 cmambu 40
Hacmosweao PedepalsibHO20 3aKOHa U3/1oXeHa 8 Ho8oU pedaKkyuu

CmMm. mekcm 4yacmu 8 rpeOdbiOywel pedakyuu

8.1. [llpn BbigBneHun degepanbHbiM  OpraHOM  UCMOJSTHUTENBHOM  BRacTw,
OCYLLECTBNAWNM  (PYHKUMM MO KOHTPONK W Hagsopy B cdepe 340paBOOXPaHEHUS,
HapyLeHW rpasusil Hagnexalwen KIMHUYEeCKOW MPakTUKM Npu NpoBeAEHUN KIMHUYECKOro
nccnenoBaHUs NekapcTBEHHOro npenaparta, BIMSIOWMX Ha MOMHOTY U (Mnu) 4OCTOBEPHOCTb
OAHHOro KIIMHWYECKOro UccrieoBaHusA, yKasaHHbI doefepanbHbli opraH UCMONMHUTENbHOM
BnactTu npuocTtaHaBnnBaeT npoBefeHuMe [aHHOro KIMHUYECKOro uccrnefoBaHUs U BbIHOCUT
MEAMLUNHCKOW OpraHmM3auuu, B KOTOPOW MPOBOAUTCS AAHHOE KIMHMYECKOe uccrenoBaHue,
npeanucaHne o6 ycTpaHeHWM BbISIBIIEHHbIX HapyLlleHui. [pn HeycTpaHeHun MeauLMHCKON
opraHu3saumen BbISIBMIEHHbIX HapyLleHU B YCTAHOBJSIEHHbIN B NMPeanMcaHMm CPpoK YKasaHHbIN
defepanbHbIi  OpraH WCMOMHUTENBHON BNacTM MPUHUMAaET pelleHMe O rMpekpaweHumn
NpOBEeAEHUS KIMHUYECKOrO WCCReaoBaHUA JIeKapCTBEHHOrO npenapaTta v HanpasnsieT B
dbeneparnbHbIi OpraH UCMOMHUTENBHOW BRAacTh, OCYLLECTBASOWMI PyHKUMM No BbipaboTke n
peanu3aumm rocygapCTBEHHOMW MOMAUTUKM U HOPMATMBHO-NPABOBOMY pPEryfiMpoBaHui0 B
cthepe 3OpaBOOXpaHEHMs, 3aKMlOYEHME O BbISBIIEHMM NpPUM  NPOBEAEHMM  LOAHHOrO
KITMHMYECKOro nccnefoBaHns HapyLeHu nNpaBuin Haanexallen KIMHUYeCcKOW NpakTuK1 ong
NPUHATUA peleHns o6 OTMEHe paspelleHus Ha OpraHuM3auuio NpoBeAEHNA OaHHOro
KITMHMYECKOro uccrefoBaHnsa ¢ AaTbl MPUHATUS peLlleHns O NpUOCTaHOBIIEHMM NPOBeLeHNS
KIMHMYECKOro nccneoBaHus NeKapCTBEHHOMO npenapara.

9. YNonHOMOYeHHbIN beaeparbHbI OpraH UCMOMHUTESNbHOW BNacTn onybrnvkosbiBaeT
N pasMeLlaeT Ha CBOeM ouumanbHOM cante B ceTh "MIHTepHeT" coobLyeHme O 3aBepLUEHUN,
NPUOCTAHOBMEHNUN UMM MpPeKpaweHUn  KIMHUYECKOro  WUCCNedoBaHUs  NeKkapCTBEHHOro
npenapata ana MeauuMHCKOro NPUMEHEHNSA B CPOK, HE MPEBbIWAKLWMIA NATU pabounx gHen
CO OHS ero nonyvYeHns, B yCTaHOBIEHHOM UM NOPSIAKE.

10. YNonHOMOYeHHbIN (heaeparnbHbii OpraH UCNOSTHUTENBbHOW BNAacTU OCyLLecTBRAaeT
BeJeHue peecTpa wuccrnegoBatenen, nNpPoBOSAWMX WM MNPOBOAMBLUMX  KIUMHUYECKUE
MCCnegoBaHUs  NIEKAPCTBEHHbIX  MpenapatoB  Anst  MEAULMHCKOrO  NPUMEHEHUs, B
COOTBETCTBUU C YTBEPXKAEHHBLIMM UM MpaBunamMm U pasmMeLlaeT ero Ha cBoeMm odumumnanbHOM
cante B cetn "WHTepHeT" B YyCTAHOBMEHHOM WM MoOpsake. YKa3aHHbIN pPeecTp COoOepXuT
NHOPMaLMIO, NPEAYCMOTPEHHYIO NMYHKTOM 3 YacTu 8 HacTOALLEN CTaTbu.

11. OT4yeT O pesynbraTax KAMHUYECKOrO UCCreaoBaHUSA NeKapCTBEHHOrO npenapaTta
ANs MegUUMHCKOro NPUMEHEHUS1 COCTaBMSETCA OpraHu3aumen, ykasaHHoOM B YacTu 3 cTaTby
38 Hactosawero denepanbHOr0 3akOHa, Ha OCHOBAHMM  3aKMNKOYEHUA  MEOULMHCKUX
opraHuMsaumn, NpoBOAUBLUMX 3TO MCCRefoBaHWe, U nNpeacrtaBndeTcs B YNOSTHOMOYEHHbIV
defepanbHbI OpraH MCNOMHUTENBHOW BNacTW, BblOaBLUMWA paspelleHMe Ha rnpoBefeHune
9TOr0 UCCreaoBaHus, B CPOK, He MNpeBbIWAaWNn Tpex MecsueB CO OHS ero 3aBeplueHus,
MPUOCTAHOBMEHNA WNU NpeKkpaweHusl, B Mopsgke, YCTAHOBMNEHHOM  YMNOSTHOMOYEHHbIM
degepanbHbIM OpraHoM UCMOSNHUTESTbHOW BiacTu.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 e yacmb 12 cmambu 40
Hacmosuwe2o PedepasibHO20 3aKOHa BHECEHbI UBMEHEHUSs, scmynaruwue 8 cuny ¢ 1 urns
2015 a.

Cm. mekcm yacmu e rpedbidywel pedakyuu
12. HapyweHue npasui Hagnexaiwen KIMHUYECKON npakTukn, danscudukaums
pe3ynbTaTtoB KIMHUYECKOro MUCCredoBaHUA NekapCTBEHHOro npenaparta ans mMeauumMHCKOro



NPUMEHEHNS BrEeKyT 3a COOOM OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOOATENbCTBOM
Poccuinckon ®epepaunn.

MHdopmaumns 06 usmeHeHusix:

@edeparibHbIM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 e wyacmb 13 cmambu 40
Hacmosiuweao PedeparsibHO20 3aKOHa 8HECEHbI USMEHeHUs], ecmynatouwue 8 cusy ¢ 1 urorns
2015 .

CmMm. mekcm 4yacmu 8 rpeodbiOywel pedakyuu
13. lMpn NpoBeAeHUN KIMHUYECKOrOo UCCNeaoBaHUs NeKapCTBEHHOro npenaparta Aans
MeLMLMHCKOro NpUMEHeHnsa aonyckaeTcs 3abop y nauvMeHToB GUMONOrM4ecknx martepuanos
(obpasubl BMONOrMYEeCcKUX XUAKOCTEN, TKAHEW, CEKPETOB U MPOAYKTOB XU3HEAEATENIbHOCTU
yenoseka, PM3MONONMYECKMX U MNATONOrMYECKMX BbIOENEHUA, Ma3KoB, COCKOOOB, CMLIBOB,
MUKPOOpPraHM3amoB, BuoncumHeln maTepuan) gna ux ndydeHus B Poccuinckon depepaumm u

(nnu) 3a npegenamu Poccuinckon denepaumn.

MHdopmaumsa 06 nameHeHusx:

®edeparibHbIM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 e wyacmb 14 cmambu 40
Hacmosiweao PedeparsibHO20 3aKOHa BHECEHbI U3MEHEHUs], ecmynatowue 8 cusy ¢ 1 urns
2015 e.

CmMm. mekcm 4acmu 8 rpeobidyweli pedakyuu
14. lNMopsgok BBo3a B Poccurickyto depepaumio M BbiBO3a 3a npegenbl Poccunckon
depepaumm BGUONOrMYECKNX MaTepuanos, MOMYYEHHbIX NPU MPOBEAEHUN KITMHUYECKOrO
nccrnegoBaHna  NekapcTBEHHOro npenapata  Aans MEAMLMHCKOrO  MPUMEHEHMS,
ycTtaHasnmBaetcs NpaButensctsom Poccunckon denepaunu.
FTAPAHT:

CMm. koMMeHTapun k ctaTbe 40 HacTosero PegepanbHOro 3akoHa

Cratba 41. [loroBop O NpOBEAEHUN KIMHWUYECKOrO MCCREeAoBaHUSA NEeKapCTBEHHOrO
npenapaTa ana MeanuuHCKOro NpuMeHeHus

1. KnuHuyeckoe wccrnegoBaHue rnekapCTBEHHOro npenapata Ans MeauuUMHCKOro
NpUMeHeHUsT MNPOBOOUTCA B COOTBETCTBUM C [OrOBOPOM O MPOBEOEHUM KIMHUYECKOro
nccnegoBaHns NekapCcTBEHHOro npenapaTa Ans MeQUUUHCKOrO NPUMEHEHUS, 3aKroyaeMbim
MeXxay opraHusaumen, nonyymBlLEN pa3pelleHne YnosriHOMOYEHHOro eaepanbHOro opraHa
UCNOSTHUTENbHOW BMacTM Ha OpraHvM3auuilo MpoBEAEHWA Takoro WUccneaoBaHus, U
MeANLNHCKOW OpraHnsaumen, ocyLLecTBALWeN NpoBeaeHne Takoro uccrnegoBaHns.

2. [loroBop O NpoBeAEeHUN KITMHUYECKOrO UCCNeLOBaHNA NeKapCTBEHHOro npenapara
A5151 MeQULIMHCKOro NPUMEHEHNSA JOMKEH coaepaThb:

1) yCnoBus 1 CPOKM NPOBEAEHNS AAHHOIO UCCIeAOBaHUS;

2) onpegeneHne obuen cTOMMOCTN NporpaMmMbl AaHHOIO UCCeAoBaHNA C yKa3daHueM
CyMMbl, NpefHa3Havaowencs ang BoinnaT nccnegoBartensam, comcecnenoBaTensm;

3) onpegeneHve ¢OpMbl NpeacTaBfieHUs pe3ynbTaToOB [AAHHOMO MCCreaoBaHUs B
YNONHOMOY€EHHbIN beaeparnbHbIv OpraH UCNOMHUTENBHOW BracTu.

FTAPAHT:

CM. koMmmeHTapumn K ctaTbe 41 HacToswero ®efepansbHOro 3akoHa

Cratbsa 42. duHaHcoBOe obecneveHne KIMHNUYECKOro NccrneaoBaHust NeKkapcTBEHHOIO
npenapaTa ans MeAnLUHCKOro NpUMeHeHUs
®dunHaHcoBoe obecrneyeHne KNMHUYECKOro UCCrneaoBaHus NekapcTBEHHOro npenapaTta
ANs MeAMLUMHCKOro NpUMEHEHUs1 OCYLLLECTBSIETCS 3a CYeT:
1) cpencTs dpegepanbHOro broaxeTa;



2) cpedcTB opraHuMsauun, MonyYMBLUMX paspelleHne Ha opraHusauuio nNpoBedeHus
AAaHHOro nccrnenoBaHusl, B COOTBETCTBUM C YCIOBUSIMU LOrOBOpa O €ro NpoBeAEHWUM;
3) UHbIX He 3anpeLLeHHbIX 3akoHogaTenscTBOM Poccuinckon denepaumm MCTOMHUKOB.
TAPAHT:

CM. KommeHTapum k ctaTtbe 42 HacTosiero ®egepanbHOro 3akoHa

Cratba 43. [lpaBa nauneHTOB, Yy4acTBYIOLMX B KIMHUYECKOM WCCrNeaoBaHUM
rieKkapCcTBEeHHOro npenapaTta ans MeauumMHCKOro npuMeHeHus
1. YyacTne naumeHTOB B KIMHWYECKOM WCCrieloBaHUN JIeKapCTBEHHOro rnpenapara
ANA MeANLMHCKOro NpUMeHeHns ABnsieTcs JOO6POBOSIbHBLIM.
FAPAHT:

O6 opraHusaumm OTAENEHUN KIANMHUYECKNX WCMbITaHUN NEKAPCTBEHHbIX MpenapaTtoB Ha
300poBbIX obpoBonbUax cM. npuka3 Munsgpasa P® ot 25 aBrycta 1992 r. N 235

2. lNMaumMeHT MnNu ero 3aKOHHbIM NpeacTaBuTENb AOMMKEeH ObiTb MH(pOPMMPOBaH B
NMMCbMEHHON (hopme:

1) O nekapcTBeHHOM npenapaTte Ans MeAULMHCKOrO MPUMEHEHUS U CYLLHOCTU
KITMHNYECKOro nccriegoBaHne 9TOro fIeKapCTBEHHOrO Npenapara;

2) o 6e30MacHOCTM NiekapCTBEHHOrO npenapaTa Ans MeguuUMHCKOro NPUMEHEHUS, ero
oxmngaemon apPEKTUBHOCTU N CTENEHU pUCKa AN NaUNeHTa;

3) 06 ycnoBusx y4yacTusi naumeHTa B KAMHWUYECKOM WUCCReaoBaHUM feKapCTBEHHOro
npenaparta ans MeguuUnUHCKOro NpMMeHeHus;

4) o0 uenu wunn uUenax W NpPOJOIHKUTESNIbHOCTU  KIMHUYECKOrO  MCCreoBaHus
nekapCTBEHHOro npenapara ans MeguuuHCKOro NpuMeHeHus;

5) o0 penctBuaAx naumMeHTa B cnyyae HenpeaBuAeHHbIX 3ddEKTOB BNUAHUSA
nekapCTBEHHOro npenapara ans MeguuuHCKOro NpMMeHeHns Ha COCTOSIHUE ero 340pPOBbS;

6) 06 ycrnoBusix 0683aTeNbHOr0 CTPaxoBaHWs XN3HKU, 300POBbSA NALMEHTA;

7) O TrapaHTMaxX KOHMUAEHUMArbHOCTU Yy4acTus naumeHTa B KIIMHUYECKOM
nccrnegoBaHnm ekapCTBEHHOo NpenapaTta Ang MeANLUHCKOro NPpUMEHEHUs.

3. [dobpoBonbHOE cornacue nauuMeHTa Ha yvacTue B KIMHWYECKOM uccrnegoBaHum
NeKapCTBEHHOro npenapata And MeOUMUMHCKOro MNPUMEHEHWA MNOATBEPXKOAETCA  €ero
noanUCbI0 UM NOAMUCBID €ro 3aKOHHOro npeactaBuTens Ha WMHAPOPMALMOHHOM JIMCTKE
nauuneHTa.

4. MNaumeHT unu ero 3akOHHbIM NpeacTaBUTENb UMEET NPaBO OTKa3aTbCs OT y4acTus B
KITMHMYECKOM UCCreaoBaHnn NiekapCTBEHHOIO NpenapaTta ANng MeANLUHCKOro NpUMEHEHUs Ha
nobor cTagmMm NpoBeAEHUs TaKoro UCCreaoBaHmS.

MHdopmaums 06 usmeHeHusix:

@edeparibHbIM 3akoHOM om 22 okmsbpss 2014 e. N 313-©3 e wacmb &5 cmambu 43
Hacmosiweao ®@edepanibHO20 3aKOHa BHECeHbl U3MEHEeHUsl, ecmyrnaruwue 8 cusy o
ucmeyeHuu mpuodyamu OHel rocrie OHSA ochuyuaribHo20 orybnukogaHusi Ha3eaHHO20
®edepanbHo20 3aKOHa

Cm. mekem 4acmu 8 rpedbidywel pedakyuu

5. [lpoBeneHvie KIMHUYECKOTO WCCNedoBaHWSA feKapCTBEHHOro npenaparta Aans
MeOMLMHCKOro NPMMEHEHUS C y4acTMEM B KayecTBe NaLuMeHTOB AeTen A0oMnycKaeTcs TOSbKO C
cornacms B NUCbMEHHOW dopMe UX poauTenen, YycobliHoBuTenen. [Letn  moryt
paccMmaTpyBaTbCA B KayecTBe MNOTEHUMarnbHbIX MaLMEeHTOB TaKOro MCCrefoBaHUSA, TONbKO
ecnn ero npoeegeHne HeobxoauMO AN yKpenneHwsa 3400pOoBbsA AeTen MM NpodunakTUKm
NH(PEKLMOHHBIX 3aboneBaHnin B 4ETCKOM BO3pacTe NMbo ecnu Lienbio Takoro nccnegoBaHus
ABMSETCA MNosiydeHne [aHHbIX O Haunydlwewn OO03UPOBKE NeKapCTBEHHOro npenapaTta ans
neyeHns peten. B aTux cnyyadax TakoOMy WCCNedoBaHUMIO [OMKHO npelecTBoBaTh



KIMHN4YEeCKoe uccregoBaHne nekapCTBEHHOro npenapara Ansg MeguuuHCKOro NnpuMeHeHust Ha
COBEpPLUEHHONETHUX rpaxpgaHax, 3a MWCKNKYEeHMeM CryvaeB, €ecnu  uccrnegyembii
NeKapCTBEHHbIM npenapaTt Ans MeauuMHCKOro NpUMEHEeHUst npegHasHadYeH WCKMYUTENbHO
ANs1 UCNONb30BaHNSA HECOBEPLLEHHONETHNUMM rpakgaHamu.

6. 3anpewaeTtca npoBeAeHME  KIMHUYECKOrO UCCNedoBaHUsl  NekapCTBEHHOro
npenapaTta ong MeANLNHCKOrO NPMMEHEHUS C y4acTMEM B KQ4YeCTBE MNALNEHTOB:

1) neTen-cnpoT u geten, octaBunxca 6e3 noneyveHns pogutenen;

2) XeHLWMH B nepmnog 6epeMeHHOCTH, XKEHLWMH B NEPUOA rPYAHOro BCKapMMBaHus, 3a
NCKITIOYEHMEM CIlyvaeB, ecrnv NPOBOAMTCHA KIIMHUYECKOEe WuccrefoBaHWe reKapCTBEHHOro
npenapaTta, npeaHasHa4YeHHOro ANs YyKasaHHbIX >XEHLUWH, MpU YCroBMM HEOBX0OMMOCTU
nonyyYyeHnss MHOpPMaUUN TOMNbKO BO BPEMSA NPOBELEHUS COOTBETCTBYHOLLMX KIMHUYECKNX
nccnegoBaHU N NPUHATUSA BCEX HEOBXOAUMbIX MEP MO UCKITIOYEHMIO pUCKa HAHECEHUA Bpeaa
XeHLWmnHe B nepuon 6epeMeHHOCTU, XEHLUMHE B nepuon rpygHoOro BCKapMmmMBaHWA, nnogy
nnn pebeHky;

3) BOEHHOCNyXalux, 3a WCKMIOYEHNEeM CcrydaeB nNpoBeOeHUs  KIMHUYECKOro
nccnegoBaHns NekapcTBEHHOro npenapaTta, cneunanbHo pa3paboTaHHOro Ansi NpUMEeHEeHUs
B YCNOBUAX BOEHHbIX OEWUCTBUN, 4Ypes3BblMarHbIX CUTyauun, MpOOUNakTUKM U feyvyeHus
3aboneBaHNn N MNOpPaXKeHUM, MOMyYEHHbIX B pe3ynbTaTe BO34EWCTBUA HebnaronpusTHbIX
XUMUYECKMX, BUONOrMYeCcKknx, pagnaumoHHbix dakTopos. KnnHnyeckoe nccnegoBaHme Takoro
NeKapCTBEHHOro MpenapaTta MOXET NpPOoBOAMTLCSA C Yy4YaCcTUEM B KadeCcTBe MaUMEHTOB
BOEHHOCHY>XaLLUMX, 3a WUCKITHOYEHMEM BOEHHOCHYXXaLLMX, MNPOXOASALLMX BOEHHYH Crnyxby no
npu3bIBy, ¢ cobniogeHnem TpeboBaHnin, yCTaHOBIEHHbIX HacTosAwmm deaepanbHbIM 3aKOHOM
B OTHOLLUEHUWN rpaXkgaHCKUX nnu,;

4) COTPYAHMKOB NMPaBOOXPaHUTESTbHbIX OPraHoOB;

5) nuu, oTObIBaKOWMX Haka3aHMe B MecTax IvweHuss csBoboabl, a Takke nuu,
HaXOAALLMXCS NOA CTPaXen B CNeACTBEHHbIX N30MATOpPaX.

7. [onyckaeTca rpoBedeHWe  KIWHUMYECKOro  UCCreaoBaHus  JIekapCTBEHHOro
npenapara Ans MeauUUMHCKOro NpMMEHEHUs, NpeaHa3Ha4YeHHOoro Anst neyYeHnust NCUXMYecKnx
3aboneBaHnin, C y4acTMem B KayecTBe MauMeHTOB NUL C NCUXMYecKnmun 3aboneBaHusiMu,
MPU3HAHHbLIX  HeaeecnocobHbIMM B MOpsiAKe, YCTAHOBIEHHOM  3aKOHO4ATENbCTBOM
Poccunckon depepaunn. KnnHudeckoe nccrnegoBaHue rekapCTBEHHOrO npenaparta B 3TOM
cnyyae npoBOAUTCS MPWM  HanMMuuM  corfacuss B MUCbMEHHOW OpMe  3aKOHHbIX
npegcraBuTenen ykasaHHbIX NuL.

FAPAHT:

CMm. kKoMMeHTapun K ctaTbe 43 HacTosero PegepanbHOro 3akoHa

MHdopmaumsa 06 namMeHeHusx:

®edepanbHbiM 3akoHOM om 29 Hos6ps 2010e. N 313-©3 cmambsi 44 Hacmosiueao
®eldepalribHO20 3aKOHa U3J/IoXeHa 8 HoeoU peldaKkuuu, ecmynaroweu 8 cury ¢ 1 sHeaps
2011 a.

Cm. mekcm cmamabu 8 rnpedbidyuwed pedakyuu

Cratba 44. Oba3aTenbHOEe CTpaxoBaHWE XU3HW, 300POBbSA NauMeHTa, Y4acTBYOLLEro
B KIMHMYECKOM  WCCMedOBaHUM  FIeKapCTBEHHOro  npenaparta  Ans

MeANLMHCKOro NpUMeHeHUs
1. OpraHusauus, nonyyMBlLIas paspelleHne Ha opraHu3auuio  npoBedeHus
KIMHMYECKOro UccrefoBaHnsa nekapcTBEHHOro npenaparta gng MeguuMHCKOro NpUMEHEeHUs,
oba3aHa B kadyecTBe CTpaxoBaTenia CTpaxoBaTb PUCK NPUYMHEHUS Bpeda XU3HW, 340POBbLIO
nauneHTa B pesynbTate nMpoBeAeHNA KIMHUYECKOro WUCCredoBaHna nekapCTBEHHOro
npenapaTta ANS MeOuUMHCKOro NpUMEHEHMs 3a CBOM CYET MyTeMm 3aknioveHus [Jorosopa



00s13aTeNnbHOro CTpaxoBaHuS.

2. O6bekTomM 00s3aTeNbHOr0 CTpPaxoBaHUA SIBASIETCA WUMYLLECTBEHHbLIM MHTEpPEC
naumMeHTa, CBA3aHHbIA C NPUYMHEHMEM Bpeda ero XU3HW WM 300pOBbI0 B pesyrbTaTe
NpoBeAEHNS KITMHMYECKOrO UCCneaoBaHWs NeKapCTBEHHOro npenapata Ans MeguuMHCKOro
NPUMEHEHNS.

3. CTpaxoBbIM criydaem no JOroBopy o6s3aTeNbHOro CTpaxoBaHWUS SIBMSETCS CMepTb
nauneHTa unu yxyaweHne ero 34opoBbsi, B TOM 4ucrie Briekyllee 3a cobon yctaHoBneHue
WHBaNMAHOCTU, NMPU HanMyun NPUYNHHO-CNEACTBEHHOW CBA3WM MEXAY HacTynieHuem 3TOro
cobbITMA 1 yyacTMeM naumeHTa B KNMHUYECKOM UCCeAoBaHUN NIeKapCTBEHHOrO npenaparTa.

4. TpeboBaHus 0 BO3MeELLEHUM Bpeaa, MPUYUHEHHOTO XXU3HN UM 340POBbLI0 NauueHTa,
NPeAbsABNAITCA B TEYEHME CPOKOB MCKOBOW [AABHOCTW, YCTAHOBIIEHHbIX [PaXOaHCKUM
3aKoHOAAaTeENbCTBOM.

5. Pasvep cTpaxoBou Bbinnatbl MO AOroBopy 006s3aTenbHOro CTpaxoBaHWUA
coCTaBnserT:

1) B crny4yae cmepTU NauMeHTa [[Ba MUNIMOHa pybnem Ha Kakgoro naumeHTa,
y4aCTBOBABLLEro B KIMMHUYECKOM UCCeA0BaHUN NiekapCTBEHHOrO npenapara;

2) Npy yxyALleHun 300poBbs NauneHTa:

a) nosnekwem 3a cobon ycTaHOBReHWe WHBaNUOHOCTM | rpynnbl, OOWH MUMSIMOH
NATLCOT ThicAY pybnenm Ha Kaxgoro nauueHTa, Y4acTBOBaBLUETNO B KIMHUYECKOM
nccnegoBaHuM NekapcTBEHHOro nNpenapara;

0) noBnekwem 3a cobon ycTaHoBreHne uHBanugHoctu |l rpynnbl, OAWH MWUIFINOH
pybne Ha Kaxgoro nauueHTa, y4acTBOBaBLUEro B  KIIMHUYECKOM UCCrneaoBaHuu
nekapcTBEeHHOro npenapara;

B) noBnekwemM 3a cobon ycTtaHoBneHne uHBanuaHoctu Il rpynnbl, NATLCOT ThiCAY
pybnen Ha Kaxgoro nauueHTa, y4acTBOBaBLUEro B  KIIMHUMYECKOM  UCCRNeaoBaHMM
NeKkapCTBEHHOro npenaparTa;

MHdopmauumsa 06 nameHeHusx:

®edeparibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 nodnyHKkm "2" nyHkma 2 4yacmu
5 cmambu 44 Hacmoswezo ®edepasibHO20 3aKOHa U3J/I0XKEeH 8 HoeoU pedaKkuuu,
ecmynaroweu 8 cuny ¢ 1 urons 2015 a.

CmM. mekcm nodriyHkma 8 rpedbidyuwied pedakyuu

r) He noBnekwem 3a cobon yCTaHOBNEHUS WHBaNWOHOCTM, He OGonee 4em Tpucta
TbiCAY pybnem Ha Kaxgoro naumeHTa, ydacTBOBaBLUErO B KIAMHWYECKOM WCCReaoBaHWUN
NEeKapCTBEHHOro npenapara, UCXOAst M3 HOPMATUBOB, OTPaXalLMxX XapakTep W CTeneHb
NOBPEXAEHNS 300pOBbs, a Takke (aKTUYECKM MOHECEHHbIX MaunMeHTOM pacxonos,
Bbl3BaHHbLIX MOBPEXOEHMEM 300POBbS, HA MEOUUMHCKYHD MNOMOLWb, MpuobpeTeHune
NleKapCTBEHHbIX NpenapaTos.

6. YTpatuna cuny ¢ 1 uona 2015 r.

MHdopmaumsa 06 n3amMeHeHusx:

Cm. mekcm yacmu 6 cmambu 44
7. Cpok poroBopa o6sA3aTenibHOro CTpaxoBaHUA HE MOXET ObiTb MEeHee, YeM CpPOoK
NpoBefeHNs KNMHNYECKOro NCCnefoBaHNA NekapCTBEHHOro npenapara.

MHdopmaumsa 06 namMeHeHusx:

®eldeparnbHbiM 3akoHoM om 22 Oekabpsi 2014 2. N 429-©3 e yacmb 8 cmambu 44
Hacmosiujeeo ®edeparibHO20 3aKOHa BHECEHbI U3MEHEeHUs, scmynarowue 8 cusy ¢ 1 urns
2015 e.

Cm. mekem 4acmu 6 rpedbidywel pedakyuu
8. YcnoBusa pgorosopa 06A3aTtenbHOro CTpaxoBaHus, B TOM YMcne CTpaxoBble Tapudbl
no o6a3aTenbHOMY CTpaxoBaHWUIO, NepevyeHb HeOBXOANMbIX JOKYMEHTOB NS OCYLLECTBNEHUS



CTpaxoBOW  BbIMMaTtbl, MNOPSAOK YCTAHOBMEHUS  CTpaxoBaTenem  WHAMBMAOYanbHOro
NOEHTUMKALUMOHHOIO Koga naumMeHTa, nopsgok  MHOPMUMPOBAHMS  CTpaxoBaTenem
CTpaxoBLyuKa O NPUBNEYEHHbIX K KIMMHUYECKOMY UCCIeA0BaHNI0 NeKapCTBEHHOrO npenapara
Anst MEANLNHCKOro NPUMEHEHNSA nauMeHTax, NopsiAoK ynnaTbl CTPaxoBOW NpemMun, Nopsgok
peanusaunmn onpegeneHHbix HacToawmum deagepanbHbIM 3aKOHOM U ApYrMMn doeepanbHbIMU
3aKoHaMu npaB 1 06513aHHOCTEN CTOPOH MO 4OroBopy 06A3aTENbHOrO CTpaxoBaHUs, a Takke
HOPMaTKMBbI, OTpaXkaroLmMe Xapaktep U CTeneHb NoBpeXAeHUa 300pOBbs, YCTaHaBIMBAKOTCS
TUMNOBLIMY NpaBunamMmm 0b6a3aTenbHOro CTpaxoBaHuUs.

9. B cnyyae npuynHEeHUs Bpeda XU3HW MaumeHTa, y4acTBOBaBLUErO B KIIMHUYECKOM
nccnegoBaHMM  NEKAPCTBEHHOrO  npenaparta, BbirogonpuobperarensaMm  no  AOroBopy
0b64a3aTenbHOro CTpaxoBaHUs SBAAIOTCA rpaxgaHe, MMetoLme nNpaBo Ha BO3MeLleHne Bpeaa
B Crlydae CMEpTM KOpMuibLa B COOTBETCTBUM C rpakQaHCKMM 3aKOHOAATENbLCTBOM, MPU
OTCYTCTBMM TaKUX rpaxgaH - pogutenu, cynpyr, AeTu ymepLuero naumeHTa, y4acTBoBaBLLErO
B KIMHUYECKOM WCCNeaoBaHUM FIEKAPCTBEHHOro npenapara, B CrlyYyae CMEpTUM MNauMueHTa,
y4acTBOBAaBLLErO B KITMHUYECKOM UCCNefoBaHUM NeKapCTBEHHOMO npenapara U He MeBLLEro
CaMOCTOATENbHOIO A0Xxo4da, - rpaxgaHe, Ha WKOMBEHUMM KOTOPbIX OH Haxoawuncd, B
OTHOLIEHMM BO3MELLEHUs pacxodoB Ha norpebeHve nauueHTa, ydacTBOBaBLUEro B
KITMHMYECKOM UCCneaoBaHnn NIeKapCTBEHHONO NpenaparTa, - NMMLOo, NOHECLIEee Takne pacxonbi.

10. CtpaxoBas BbinnaTa B CY4ET BO3MELLEHNA Bpeaa, NPUYNHEHHOIO XU3HW NauueHTa,
y4yacTBOBaBLUEIO B KITMHUYECKOM nccnegoBaHMM  NIeKapCTBEHHOMo npenaparTa,
pacnpegensieTcs Mexay BbirogonpuobperarensaMm MNponopUMOHANbHO MX KOMUMYECTBY B
paBHbIX OONAX.

11. Mpun HacTynneHMn CTpaxoBOro crnyyas NauueHT, y4acTBOBaBLUMN B KITMHUYECKOM
nccnegoBaHMM NIEKAPCTBEHHOrO Mpenaparta, BbirogonpuobpeTtaTtenb BNpaBe MPeabsiBUTb
HEeNnoCpPeACTBEHHO CTPaxoBLMKY TpeboBaHMEe O BO3MELLEHUW MPUYUMHEHHOro Bpeaa.
CtpaxoBas BbiNnaTa OCYLIECTBMASAETCA CTPaxOBLUMKOM B TeveHWe Tpuauatu OHEN CO AHSA
npeacTaBneHns HeobxoauMMblX LOKYMEHTOB. [lauMeHT, y4acTBOBaBLUMW B KIMHUYECKOM
nccnegoBaHMM NIeKapCTBEHHOrO npenapara, unu Bbirogonpuobpetatens 0b64d3aH CooOWnNTb
CTpaxoBLUMKY ans OCyLLEeCTBMNeHus CTpaxoBoWn BbInnaThbl NHOMBUAYaNbHbIN
NOEHTUMKALUMOHHBIA KO4 NauMeHTa, YCTaHOBMEHHbIA CTpaxoBaTenemM B COOTBETCTBUM C
TUMNOBLIMY NpaBunamMmm 0b6a3aTenbHOro CTpaxoBaHUs.

12. [Jo nonHoro onpegeneHna pasmepa noanexawero BO3MELLEeHMIO Bpeaa
CTPaxOBLUK MO 3asdABMNEHU0 MauueHTa, yyYacTBOBaBLUEro B KIMHUYECKOM WccnenoBaHuu
fleKapCTBEHHOro npenapara, Unu 3asiBfieHno Bbirogonpuodpetartensa BnpaBe OCYLLECTBUTb
YacTb CTpaxOBOM BbIMMaTbl, COOTBETCTBYHIOLLYIO (aKTUYEeCKM onpenerieHHon 4yacTtu
NPUYNHEHHOTO Bpeaa.

13. CtpaxoBas Bbinfata B COOTBETCTBUM C AOrOBOPOM 06A3aTENbHOro CTpaxoBaHWUSA
OCYLLECTBNAETCS HE3aBMCUMO OT BbINAAT, NPUYMTAIOLLNXCA MO APYIMM BUL4AM CTpaxoBaHUS.

14. He ponyckaeTcs yyacTue naumeHTa B NpoBeLeHUN KIMHUYECKOro MccrnenoBaHus
nieKkapCTBEHHOro npenapara npy OTCyTCTBUKM JOroBopa 06a3aTeNibHOro CTpaxoBaHus.

15. KOHTpomnb 3a uCnosiHeHMeM opraHuvsauven, norydmBlLLEN paspelleHne Ha
OpraHn3aumio NpoBeAEHUs1 KIMMHUYECKOro UCCreaoBaHMsa JeKapCTBEHHOro npenapara Aans
MEeOMLUMHCKOrO MNPUMEHEHNS, YCTAHOBMEHHOMW HacTosen cratben o0683aHHOCTU Mo
06s13aTenbHOMY CTPaxoBaHMIO XXMU3HW, 300POBbSA NaUMEHTa, yd4acTBylowero (y4acTBOBaBLLErO)
B KITMHMUYECKOM nccrnegoBaHMM  FieKapCTBEHHOMO npenapara, ocyLecTBnsaeTcs
YNOSIHOMOYEHHbIM  doefiepanbHbiM  OpraHoOM  UCMOSIHUTENbHOW  BNacTW,  BblAaBLUMM
paspeLleHne Ha npoBeaeHne KIMMHUYECKNX UCCeaoBaHNN NeKapCTBEHHbIX NpenapaToB Ansd
MEOVNLUMHCKOro NPUMeEHEHMS.

FAPAHT:

CM. koMmmeHTapumn K ctaTbe 44 HacToswero ®egepanbHOro 3akoHa



MnaBa 8. Npoun3BoACTBO N MapKUPOBKA JNIeKapCTBEHHbIX CPeacTB

Cratbs 45. NMpon3BoaCcTBO NEKAPCTBEHHbIX CPEACTB

MHdopmaums 06 usmeHeHusix:

@eldeparibHbIM 3akoHoM om 22 Oekabpss 2014 2. N 429-©3 e yacmb 1 cmambu 45
Hacmosiuweao ®PedeparsibHO20 3aKOHa 8HECEHbI U3MEHeHUs], ecmynatouwue 8 cusy ¢ 1 urrns
2015 e.

CmMm. mekcm 4yacmu 8 rpeodbiOywel pedakyuu

1. Npon3BOACTBO NEKAPCTBEHHLIX CPEeACTB AOMKHO COOTBETCTBOBATb TpPebOOBaHUAM
npasun  Hagnexaiwlen npou3BOACTBEHHON MPAKTUKK, YTBEPXAEHHbIM YNOSTHOMOYEHHbIM
degepanbHbIM OpraHoM McnonHuTenbHon Bnactn. OcobeHHOCTM nepexoga nNpovM3BOACTBA
OTAENbHbIX NIeKapCTBEHHbIX CPEACTB K MX MPOM3BOACTBY B COOTBETCTBUM C TpeboBaHMs MU
npaBuvn Haanexawen npou3BOACTBEHHOW MPAKTUKM ycTaHaBnusatoTcs [lpaBuTenbCTBOM
Poccuinckon  depepauun. Bblgada 3aknioyeHMin O COOTBETCTBUM  Mpou3BoamnTens
NEeKapCTBEHHbIX cpeacTB TpeboBaHMsM NpaBun Hagnexauwen npoM3BOACTBEHHOM MPaKTUKK
OCYyLLEeCTBNAeTCsa MO pes3ynbTaTtaM WHCNEKTUPOBaHWUSA MNpou3BoguTenen nekapcTBEeHHbIX
cpenctB B nopsgke, yctaHosneHHom [lpaButenbctBom Poccunckon ®epepauuun. Pasmvep
nnaTbl 3a Bblga4dy 3aKNYEeHUs O COOTBETCTBMM MPOU3BOAUTENS NEKAPCTBEHHbLIX CPeAcCTB
TpeboBaHnaAM npaBuni  Hagnexawen npou3BOACTBEHHOW MPaKTUKWM YyCTaHaBnMBaeTCA
MpaButenbctBom Poccunckon depepaumn. [lopsgok  opraHmsaumMm  n nNpoBeaeHus
WHCNEKTUPOBAHNS NMPON3BOANTENEN NEKAPCTBEHHbLIX CPEACTB Ha COOTBETCTBME TpeboBaHUAM
npaBuvn Hagnexaiwien npou3BOACTBEHHOM MNPaKTUKM YycTaHaeBnmBaeTcs [lpaBuMTEnbCTBOM
Poccuinckon ®egepaunn.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHoM om 22 Oekabpss 2014 2. N 429-03 e yacmb 2 cmambu 45
Hacmosiujeeo ®edeparibHO20 3aKOHa BHECEHbI U3MEHEeHUs, scmynarowue 8 cusy ¢ 1 urns
2015 e.

Cm. mekem Yacmu 8 rpedbidywel pedakyuu

2. [lpousBoacTBO  nekapcTBEHHbIX cpeactB B Poccunckon — depepaummn
OCYLLIEeCTBNAETCA MPOM3BOOUTENAMU NEKapCTBEHHbIX CPEACTB, MMEKLWWMMN NULEH3NI0 Ha
NPON3BOACTBO NleKapCTBEHHbIX cpeacTB. [loaTBepxaeHne COOTBETCTBUSA fNuueH3naTa
npasunaMm Hagnexaiwienh npou3BOLACTBEHHON TMpPaKTUKM OCYLLEeCTBMASETCHS B  pamkax
NNUEH3NOHHOrO KOHTPOMA B COOTBETCTBMM C 3akoHogaTenbCcTtBoM Poccuinckon denepaumm ¢
y4eTOM 0COBEHHOCTEN, YKa3aHHbIX B YacTy 1 HacTosLWEN CTaTbW.

3. [Mpon3BoaCTBO NEKapCTBEHHbIX CPEACTB OcyllecTBndetrca ¢ cobniogeHvem
TpeboBaHNN MPOMBILWIIEHHOIO perfamMeHTa, KOTOpbIA  YyTBEpPXAAaeTcsa pyKoBOAUTENEM
NPOM3BOAMTENS NEKApPCTBEHHbIX CPEACTB W BKOYaeT B cebs nepeyeHb WCNONb3yeMblX
hapmaueBTUYecknx cybecTaHunin M BCrnoMoraTesibHbIX BeLeCcTB C YKa3aHMeM Konm4yecTBa
Kakgoro mM3 HuX, gaHHble 06 ucnonb3dyemMom ob6opyaoBaHWM, OnNuUcaHue TEXHOSTOrMYeCcKoro
npouecca n MeTOAOB KOHTPOSSA Ha BCEX aTanax Npon3BoAcTBa NeKapCTBEHHbIX CPeACTB.

MHdopmauumsa 06 nameHeHusx:

@eldeparsibHbIM 3aKkoHoM om 22 Oekabpsi 2014 2. N 429-©3 e yacmb 4 cmambu 45
Hacmosiweeo PedepasibHO20 3aKOHa BHECEHbI U3MEeHeHUsi, sacmynarouwue 8 cusny ¢ 1 utons
2015 a.

Cm. mekem dacmu 8 rpedbidywel pedakyuu
4. lNMpn nNpoun3BoACTBE NleKapCTBEHHbIX CPeACTB MCMNOSb3YTCA dpapmaueBTUdeckue
cybCTaHumMK, BKMIOYEHHbIE B TOCYLAapCTBEHHbIN peecTp NeKapCTBEHHbIX CpeacTs, 3a



UCKMOYeHneM  dpapMaueBTUYeCKuX  CcybCTaHuMi, NpoM3BOAUMBIX AN NpoBedeHUs
KITMHUYECKMX UccnegoBaHui n ans akcnopta. K npoueccy nponssoacTtea papmaLeBTUHECKON
cybcTaHuMM OTHOCATCA nNiobble CcTagun  TEXHOMOrMYecKkoro npouecca, Mo3BonsawLmne
MNONYYMTb rOTOBbLIN NPOAYKT, COOTBETCTBYHOLWMI TpeboBaHNAM bapmMakonenHon ctaTbn, B TOM
yucne  depmeHTauusi,  OKCTpaKUMs, OYUCTKA, BbleneHve,  nepekpuctannmMsauus,
BbICYLLUMBaHWE, U3MerbYeHe.

MHdopmaumns 06 usmeHeHusix:

@eldeparsibHbIiM 3akoHoM om 14 Oekabpsi 20152. N 374-®3 yacmb 4.1 cmambu 45
Hacmosiweao PedepasibHO20 3aKOHa U3rioXeHa 8 Hogou pedakyuu

Cm. mekem yacmu 8 rpedbidywel pedakyuu

4.1. [lepevyeHb nNeKaApCTBEHHbIX MNpenapaToB And MeOUUWMHCKOro MNPUMEHEHUS, B
OTHOLUEHMM KOTOPbIX YCTaHaBnMBaKwTCA TpeboBaHMs K 0O6bemMy Tapbl, YnNakoBKe U
KOMMSEKTHOCTU, NepeyeHb nekapCTBEHHbIX npenapaToB AN BETEPUHAPHOro NPUMEHEHMUS, B
OTHOLUEHUM KOTOPbIX YCTaHaBnmMBaTCca TpeboBaHusa K 06beMy Tapbl, a Takke TpeboBaHUA K
o6bemMy Tapbl, yNakoBKE M KOMMMEKTHOCTM JleKapCTBEHHbIX NpenapaTtoB Ans MeAULMHCKOro
npuMeHeHus, TpeboBaHna K 0O6beMy Tapbl NeKapCTBEHHbLIX NpenapaToB ANS BETEPUHAPHOIO
NMPUMEHEHNS  OMpeaensTCa COOTBETCTBYHOLWUMK  YNOSTHOMOYEHHbIMU  dpefepanbHbIMU
opraHamu  UCMOMHUTENbHOW  BfacTM B Nopsagke, YycTaHOBMAEHHOM  [1paBUTENLCTBOM
Poccuinckon ®epgepaunn.

MHdopmaumns 06 usmeHeHusx:

®edeparibHbiM 3akoHom om 3 uronsa 2016 2. N 261-©3 cmambu 45 Hacmoswezo
®edepanbHo20 3aKoHa 0oroIHeHa Yacmebiko 4.2, ecmynarouwel 6 cuny ¢ 1 aHeaps 2017 e.

4.2. OpraHusauuu, oCcyLecTBAILWNE NPOM3BOACTBO (hapMaLeBTMYECKON CybCcTaHLmMm
cnvpTa 3TUNOBOro (3TaHona) Ans nNpou3BOACTBA CNUPTOCOAEPXKaLMX NeKapCTBEHHbIX
npenapaTtoB, 00513aHbl OCYLIECTBNATL YyYeT U AeKrnapupoBaHue B NOpsAke, YCTaHOBNEHHOM
ctatbsamn 8 n 14 depgepanbHOro 3akoHa oOT 22 Hosibpa 1995 roga N 171-¢3 "O
rocyaapCTBEHHOM perynupoBaHuMm Npon3BoacTsa n obopoTa aTUNIOBOro CNupTa, ankorosibHON
N cnvpTocogepXallen npogykumm n o6 orpaHndeHnn notpebneHns (pacnutnga) ankoronbHOM
npogykunn”.

MHdopmaumsa 06 nameHeHusx:
Cmambs 45 donosiHeHa Yacmeio 4.3 ¢ 1 aHeaps 2018 e. - ®edeparibHbIl 3akoH om 29
urons 2017 e. N 278-®3

4.3. ngmeuayanbeHble NpegnpuHMmaTeny u opuguyeckme nvua, ocyulecTBnsowune
3aKyrnKy U Mcnosib3oBaHue hapmaueBTMYeCcKOn cybcTaHuun cnupTa 3TUNOBOro (3TaHona), a
TakKke NpoM3BOACTBO, U3rOTOBIEHNE U (MNK) 0BOPOT (3a UCKNIOYEHNEM PO3HUYHOW NPOOAXKM)
CMpTOCOAEepXalUMX NeKapCTBEHHbIX npenapatoB, 00SA3aHbl OCYWeECTBNATb WX yyeT U
AeknapupoBaHue B nopsgke, yCTaHOBNEHHOM cTaTbsamu 8 n 14 depepanbHOro 3akoHa oT 22
HoA6psa 1995 roga N 171-03 "O rocygapcTBEHHOM perynmpoBaHun NpouM3BoacTBa U obopoTa
3TUNOBOrO CNMpPTa, arnkorofbHOM W CNMPTOCOAEpXallen npoaykuum m o6 orpaHuyeHun
noTpebneHns (pacnnTnsa) ankorosibHON NpoayKuumn".

5. 3anpellaeTcs npoM3BOACTBO:

1) nekapCTBEHHbIX CPeacTB, HE BKIMYEHHbIX B TFOCYAApCTBEHHbLIN  peecTp
NEKapCTBEHHbIX CPEACTB, 3a WUCKIOYEHWEM NeKapCTBEHHbIX CPeAcCTB, MPOM3BOAMMbIX AN
NpoBeAeHNs KNMHNYECKUX NCCneaoBaHum U AN 3KCnopTa;

2) panbcnrunpoBaHHbIX NeKapCTBEHHbIX CPEaCTB;

3) NekapCTBEHHbIX cpeacTB 6e3 NMUeH3nn Ha NPOM3BOACTBO JIEKapPCTBEHHbIX CPeaCTB;

4) nexkapCTBEHHbIX CPEeACTB C HapylEeHMEM MpaBusil OpraHu3auun npous3BOACTBaA U
KOHTPONS Ka4yeCcTBa fiekapCTBEHHbIX CPEACTB;

MHdopmauumsa 06 nameHeHusx:



Yacme 5 dononHeHa nyHkmom 5 ¢ 1 aHeaps 2018 e. - ®edeparibHbIl 3akoH om 29 ukons
2017 2. N 278-®3
5) hapmaueBTUYecKkon cybCcTaHumMm cnvpTa 3TUNOBOro (dTaHoMa) Ha TEXHOOrMYeCcKoM

obopynoBaHMM, KOTOpPOE He 3aperMcTpupoBaHO UMM 3aKOHCEPBUPOBAHO B COOTBETCTBUU C
depeparnbHbIM - 3akOHOM OT 22 Hosibpa 1995 rogpa N 171-03 "O rocymapCTBEHHOM
perynupoBaHun npou3BoactBa M obopoTta  3TUMOBOrO  CNMpTa,  arnkorofibHoM U
cnvpTocogepXawen npoaykumMm n ob orpaHudyeHun noTpebneHnsa (pacnutus) ankoronbHOn
npoaykumn".

MHdopmaums 06 usmeHeHusix:

@®edeparibHbiM 3akoHoM om 22 O0ekabps 2014 e. N 429-©3 e wacmb 6 cmambu 45

Hacmosiueao PedeparsibHO20 3aKOHa 8HECEHbI UBMEHEHUSs, sacmyrnarowue 8 cusy ¢ 1 urns

2015 a.

CmM. mekcm 4yacmu 8 rpeOdbiOywel pedakyuu
6. Mpn BBOAE NEKAPCTBEHHbIX CPEACTB B rpaXgaHCKM 060pOT YyNOSTHOMOYEHHOE NNLO
Npon3BOAUTENS JIeKapCTBEHHbIX CPeaCTB OCYyLWecTBASeT MNOoATBEpPXAeHUe COOTBETCTBUSA
NEeKapCTBEHHbIX CpeacTB TpeboBaHUAM, YCTAHOBMIEHHbIM MPUM WX [OCY4apCTBEHHOM
perucrtpauuu, 1 rapaHTMpyeT, YTO NieKapCTBEHHble CpeaCcTBa Npou3BeneHbl B COOTBETCTBUN C
TpeboBaHnAMM rpasunsl Hagnexallen NPomM3BoLCTBEHHON NPaKTUKN.

MHdopmaumsa 06 namMeHeHusx:

®eldepanbHbiM 3akoHOM om 22 okmsabps 2014 2. N 313-©3 vacmb 7 cmambu 45
Hacmosiwezo PedepasibHO20 3aKOHa U3J/I0XeHa 8 HOo8oU pedakuyuu, scmynarouwel 8 cusy
Mo ucmevyeHuu mpuouyamu OHel rocrnie OHA oghuyuaribHo20 ornybriukoeaHusi Ha3eaHHO20
®edeparibHO20 3aKOHa

CmMm. mekcm 4acmu 8 rpeobidyweli pedakyuu

7. YNONMHOMOYEHHbIM NULIOM NPOU3BOAMTENS NEKAPCTBEHHbIX CPEeACTB SIBMSETCHA €ro
paboOTHWMK, aTTEeCTOBAHHbIA B YCTAHOBMEHHOM YMOSTHOMOYEHHbIM hbeaepanbHbIM OpraHoMm
WCMNONHUTENbHOW BMAcTU Mopsake U UMEKLWUA cTax paboTbl HE MeHee 4em NATb NneT B
obnactm npousBOACTBa W (UNIM) KOHTPONA KayecTBa JEeKapCTBEHHbIX CPeacTB, BbiCLUEE
obpasoBaHMe COOTBETCTBEHHO MO OAHOW M3 cneuuanbHocTeM W (MnNK) OLHOMY U3
HanpaBneHWn nNOAroToBKM: Ouonorns, OGUOTEXHONOrnsi, BETEPUHAPUS,  KITMHMYECKas
MeaMUUHa, paduvauuoHHasl, XuMmudeckass W Buonorndeckas  3awmTta,  dapmauus,
dyHAaMeHTanbHaa MeanumHa, XumMmyeckas TEXHONOMMA, XUMUIS.

MHdopmaumsa 06 nameHeHusx:

Yacmb 8 usmeHeHa ¢ 1 sHeaps 2018 e. - ®edepasibHbiti 3akoH om 29 urona 2017 e.
N 278-083

Cwm. npeodbidywyro pedakyuro

8. lNpousBoauTenn nekapCTBEHHbIX CPeACTB (3a WUCKIYeHMeM dapMaueBTU4EeCKOn
cybCcTaHuuM cnupTa 3TUNOBOro (dTaHona) MOryT OCYLIECTBAATb NPOAAXy NeKapCTBEHHbIX
CpencTB UNu nepegasaTtb UX B YCTAHOBIIEHHOM 3akoHoAaTenbCcTBOM Poccuickon denepaumm
nopsake:

1)  ApyrMMm  npou3BOAUTENSAM  NIEKapCTBEHHbIX CPeacTB  ANnA  Npov3BOACTBa
NEeKapCTBEHHbIX CPEACTB;

2) opraHu3aumsim oNTOBOW TOProBIiv NekapcTBEHHLIMU CpeacTBaMU;

3) anTeyHbiM  OpraHusauusm, BETEPMHAPHbLIM  aNnNTeYHbIM  OpraHu3auusamMm,
WHOMBMAOYanNbHbIM  NpeanpuHUMaTenaM, WUMEKLWNM NUUEH3NI0 Ha  dapMaueBTUYECKYHO
AEeATENbHOCTb UMW NIMLEH3NIO HA MEOVLIMHCKYO AEATENbHOCTb;

4) Hay4dHO-uccrnegoBaTesibCKMM  OpraHuM3aumam  Ans  Hay4yHO-UccreaoBaTeslbCKon
paboThbl;



5) MeguuUMHCKUM opraHM3aumsiM U BeTEPMHAPHbIM OpraHn3aumsm;
6) opraHusauuMsiM, OCYLLECTBNSIOLWNM pasBedeHne, BblpallMBaHWe U coaepkaHue
XVBOTHBIX.

MHdopmaumsa 06 namMeHeHusx:

Cmampbs 45 dononHeHa yacmbio 9 ¢ 1 gHeaps 2018 2. - @edeparibHbIl 3akoH om 29 urons
2017 e. N 278-®3
9. lMpownsBoguTtenu apmaueBTUYECKON CybCTaHuuM cnupTa 3TUMOBOro (3TaHona)

00s13aHbl  OCYLLECTBNATL peanu3auuio (nepegadvyy B YCTAHOBIEHHOM 3aKOHOAATENbCTBOM
Poccunckon degepaummn nopsgke) apmaueBTUYeCKOM CcyObCcTaHuMM cnvpTta  3TUIIOBOro
(3TaHONa) npou3BoaAMTENAM JEKAPCTBEHHbLIX CPEACTB ANSA MPOM3BOACTBA JEKAPCTBEHHbIX
cpeactB B eMKocTsax obbemom He 6Gonee 1 nutpa u (unu) He meHee 1000 nuTpos, a
opraHmM3aumsaM, ykasaHHbIM B nyHKTax 2 - 6 yactu 8 HacToswen ctaTbn, B Tape 06bEMOM He
bonee 1 nutpa.

FAPAHT:

CM. KommeHTapum k ctatbe 45 HacTosiero ®egepanbHOro 3akoHa

CraTtbsa 46. MapkupoBka nekapcTBeHHbIX CPEeACTB
FTAPAHT:

Cm. [TlonoxeHne O nMpoBedEHUN IKCMEPUMEHTaA MO MapKUPOBKE  KOHTPOSbHbIMU
(MOEHTUUKALMOHHBIMW)  3HAaKaMW W MOHUTOPUHIY 3a 06OpPOTOM OTAENbHbIX BUAOB
neKapCcTBEHHbIX  npenapaTtoB  And  MeOUUMHCKOrO  MNMPUMEHEHUs,  YTBEpPXOEeHHOoe
noctaHosneHnem MNpasutensctea P® ot 24 aHueapsa 2017 r. N 62

MHdopmauumsa 06 nameHeHusx:

@eldeparibHbiM 3akoHoM om 11 okmsbpsi 20102. N 271-®3 e yacmb 1 cmambu 46
Hacmosiwe2o ®edepasibHO20 3aKOHa BHECEHbI U3MEHEHUS

CmMm. mekcm 4acmu 8 rpeobidyweli pedakyuu
1. JlekapCTBeHHble npenapaTtbl, 3a WCKIOYEHNEM JIEKapCTBEHHbIX MpenapaTos,
N3roTOBIIEHHbLIX aNTEeYHbIMU OPraHM3auMsaMun, BETEPMHAPHLIMU anTeYHbIMXU OpraHM3aunsaMu,
MHOVBMAOYanNbHbIMK NpeanpuHUMaTensaMy, UMEKLWUMM NULUEH3NI0 Ha dapmaueBTUYECKyHo
AEeATenNbHOCTb, AOMKHbI NOCTYNaTh B obpalleHne, ecnu:

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHOM om 22 dekabps 2014 e. N 429-®3 e nyHkm 1 yacmu 1 cmambu 46
Hacmosiujeeo ®edepasribHO20 3aKOHa 8HECEHbI U3MEHEeHUs], scmyrarowue 8 cusy ¢ 1 urons
2015 a.

CmM. mekcm nyHkma 8 rnpedbidywed pedakuuu
1) Ha UX NEepBNYHON YNAKOBKE (32 NCKNIOYEHNEM NEPBUYHON YNAKOBKN FIEKapCTBEHHbIX

pacTUTENbHbLIX MpenapaTtoB) XOPOWO YUTaeMbiM LWPUAPTOM Ha PYCCKOM s3blke YKasaHbl
HaMMEHOBaHME JEKApCTBEHHOro npenapaTta (MexayHapooHOe HenaTeHTOBaHHOe, Wnu
rpynnMpoBOYHOE, UMM XMMUYECKOe, WKW TOProBoe HavMeHOBaHue), HOMep cepuu, fata
BbiNycka (4N MMMYHOBMOMOrMYECKNX JEKapCTBEHHbIX MpenapaToB), CPOK TOAHOCTMH,
A03UpOBKa NN KOHLEHTpauusi, o6bemM, akTMBHOCTb B eAMHULAX OeNCTBUS UNU KONMYECTBO
Aog3;

MHdopmaumns 06 usmeHeHusix:

®edeparibHbIM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 e nyHkm 2 yacmu 1 cmambu 46

Hacmosiueao PedeparibHO20 3aKOHa BHECEHbI UBMEHEHUS, scmyrnarowue 8 cury ¢ 1 uronsa

2015 e.

CmM. mekcm nyHkma e rpedbidywed pedakuuu
2) Ha uUX BTOPUYHOM (NOTPEOUTENBLCKOM) YNAKOBKE XOPOLLUO YMTaeMbiM LLPUETOM Ha



PYCCKOM £I3blkeé YyKasaHbl HauMMeHOBaHMEe IeKapCTBEHHOro mnpenaparta (MexayHapogHoe
HenaTeHTOBaHHOE, WNWN TPYNMUMPOBOYHOE, UIM XMMUYECKOE M TOProBOE HaMMEHOBaHMS),
HauMeHOBaHMEe MPOU3BOAUTENS NEKAPCTBEHHOIO MpenapaTa, HOMep cepuu, Aata Bbinycka
(Ans  MMMYHOOMONOrMYECKNX IEeKapCTBEHHbLIX MpenapaToB), HOMEpP PerncrpaumMoHHOro
YAOCTOBEPEHMS, CPOK FOAHOCTU, CNOcob NpUMEHEHUSs, O3MPOBKa MITN KOHLEHTPaLMS, OGBbEM,
aKTMBHOCTb B eAnHMLAaxX AeACTBUSA NMnMbo KONMYeCTBO A03 B YNaKOBKe, NekapcTBeHHas dopma,
yCrnoBusi OTMYyCKa, YCIoBMS XpaHeHusl, NpeaynpeauTenbHble Haamnmucu.

MHdopmaumsa 06 namMeHeHusx:

®edepanbHbiM 3akoHoM om 22 Oekabpss 2014 2. N 429-03 e yacmb 2 cmambu 46
Hacmosuwe2o PedepasibHO20 3aKOHa BHECEHbI UBMEHEeHUSs, ecmynaruwue 8 cuny ¢ 1 urns
2015 a.

Cm. mekcm yacmu 6 rpedbidywel pedakyuu

2. ®apmaueBTU4eckMe cybecTaHuMM OOMKHbI NOCTynaTb B obpalleHune, ecnn Ha ux
NEepBUYHOM YMakoBKE XOPOLIO YMTAaeMbiM LIPUEPTOM Ha pPYCCKOM A3blke yKasaHbl
HavMeHoBaHMe papmMaueBTUYECKOM CybCcTaHuMn (MexayHapooHoe HemnaTeHTOBaHHOe, WIu
rpynnMpoBOYHOE, WKW XMMWYECKOEe WU  TOpProBoe HauMEHOBaHWdA), HauMMeHOBaHue
npousBoauTens dapmaueBTU4eckon cybcTaHumMM, HOMEep cepuuM U gaTa WU3roTOBMEHMS,
KONMMYEeCTBO B YNakoBKe W eOUHULUblI U3MEPEHUS KONuMyecTBa, CPOK FOAHOCTU U YCroOBUS
XpaHeHus.

3. JlekapcTBeHHble cpeacTBa B KAa4eCTBEe CbIBOPOTOK JOMMKHbI NOCTyNaTh B obpalleHune
C YKa3aHMeM >XWBOTHOrO, W3 KPOBW, MNa3Mbl KPOBW, OPraHOB M TKaHEW KOTOPOro OHU
NONyYeHbI.

4. Ha BTOpUYHYI0 (NOTPEeOUTENBCKYI0) YNAKOBKY NTEKAapPCTBEHHbIX CPEACTB, NOMyYeHHbIX
M3 KpOBW, MNSfia3Mbl KPOBM, OpPraHOB W TKaHEW 4enoBeka, OOMMKHA HaHOCUTBLCA HagnuUChb:
"AHTutena k BWY-1, BNY-2, k Bupycy renatuta C M NOBEPXHOCTHLIM aHTUIEH BUpyca
renatuta B oTcyTtcTByOT".

5. Ha nepBMYHYO ynNnakoBKy W BTOPMYHYK (MOTPEOUTENBLCKYID)  YNakoBKY
pagnodapmaleBTUYeCckMX  JIeKapCTBEHHbIX  CPeaCcTB  OOMKEeH  HaHOCUTbCA  3HakK
pagnaumoHHOM ONacHOCTH.

6. Ha BTOpmYHyo (NOTPpebuTenbCKyt) YMakoBKYy rOMeornaTuyeckmx IeKapCTBEHHbIX
npenaparoB AofMKHa HaHOCUTLCA Haanucek: "fomeonaTnyeckuin”.

7. Ha BTOpu4Hyto (NOTPEOUTENbLCKYK) YNaKOBKY J1EKAPCTBEHHbLIX pPaCTUTENbHbIX
npenapaTtoB SOSMKHA HAHOCUTbCA Haanuck: "MpoayKumnsa npoLna paguaunoHHbIN KOHTPONb".

MHdopmaums 06 usmeHeHusIx:

®edeparibHbiM 3akoHoM om 22 O0ekabps 2014 e. N 429-©3 e wacmb 8 cmambu 46
Hacmosiueao PedeparibHO20 3aKOHa 8HECEHbI UBMEHEHUSs, scmyrnarowue 8 cusy ¢ 1 urons
2015 a.

CmMm. mekcm 4yacmu 8 rpeodbiOywel pedakyuu

8. Ha nepBu4YHyl0 ynakoBKy (€Cnu gnsa 3TOro CywecTByeT TeXHUYecKasd BO3MOXHOCTb)
N BTOPUYHYIO (NOTPeBbUTENbCKY) YNakoBKY NEKApCTBEHHbIX NpenapaToB, NpegHasHaYeHHbIX
ONst  KNUHWYECKNX uccnegoBaHuW, AOMmkKHa HaHOCUTbCA Haanucb: "[Ons  KNUHUYECKUX
nccnenosaHum”.

9. YnakoBka neKapCTBEHHbIX CPEeACTB, MNpeAHa3Ha4YeHHbIX WCKIIYNTENBbHO ONS
3KCMnopTa, MapKMpyeTcs B COOTBETCTBUMN C TPEOOBaAHNAMU CTPaHbI-MMIopTEpa.

10. Ha TpaHcnopTHyl Tapy, KoTopasi He npegHasHadeHa nnga notpebutenenm m B
KOTOPYIO TMOMELLEHO IneKapCTBEHHOe CpeacTBO, AOSMKHA HaHOCUTBCA WHopMauma o
HanMeHOBaHWUN, Cepun NeKkapcTBEHHOro CpeacTBa, faTe BbiNyCKa, KONMYecTBE BTOPUYHbLIX
(noTpebuTenbCcknx) ynakoBOK NeKapCTBEHHOro CpeacTBa, Mpou3BoauTENe NeKapCTBEHHOro
cpefcTBa C ykazaHMeEM HaMEHOBaHUSA U MECTOHAXOXAEHNA NPOU3BOAMTENS NIEKAPCTBEHHOIO



cpeactea (agpec, B TOM 4ucne cTpaHa M (Mnyv) MecTo NpPOM3BOACTBA JlEKapCTBEHHOro
CpeacTBa), a Takke O CpOKe rof4HOCTM FeKapCTBEHHOro cpeactBa M 06 ycrnoBusx ero
XpaHeHUs N NepeBO3KU, Heobxoaumble npeaynpeauTeribHble HaaNMcu U MaHUNynsaTopHble
3HaKu.

11. Ha nepBMYHYIO YMakoBKY W BTOPUYHYIO (MOTPEOMTENbCKY)  YNakoBKY
NeKapCTBEHHbIX CPeaCTB ONs BETEPUMHApPHOro MPUMEHEHUS LOMKHA HaHOCUTbCS HaOMNUChb:
"[lNa BeTEpUHAPHOro NPUMeEHeHNS".

12. Ha BTOpu4YHylO (NOTPEOUTENLCKYK) YMNAKOBKY JEKApCTBEHHOro mnpenapaTta
HaAHOCUTCS LUTPUXOBOW KOA.

FAPAHT:

CM. KommeHTapum K ctatbe 46 HacTosiero ®egepanbHOro 3akoHa

WHdbopmaLms 06 nsmeHeHusix:

®edeparnbHbiM 3akoHoM om 6 Oekabps 2011 e. N 409-®3 e HaumeHosaHue enaebl 9
Hacmosiujeeo ®eldepanibHO20 3aKOHa BHECEHbl U3MEHEHUs, ecmyrnarwue 6 cusy o
ucmeyeHuu mpuouyamu OHel rocne OHSA oghuyuaibHo20 orybnukogaHuUsi Ha38aHHO20
®edeparibHO20 3aKOHa

CM. mekcm HaumeHogaHUs 8 rpeobiOywel pedakyuu

MnaBa 9. BBo3 nekapcTBeHHbIX cpeacTB B Poccunckyro Pegepaumio n BbIBO3
neKapcTBeHHbIX cpeacTB n3 Poccuinckon ®epgepauum

WHdbopmaLms 06 nsmeHeHusix:

@eldeparibHbIM 3akoHOM om 6 Oekabpsi 2011 e. N 409-03 e HaumeHosaHue cmambu 47
Hacmosweeo ®edepasibHO20 3aKOHa BHECEeHbl U3MEHEHUsl, ecmyrnarujue 8 cury o
ucmedyeHuu mpuduyamu OHelu rocrie OHSA ogbuyuasibHo20 orybriukoeaHuss Ha38aHHO20
®edeparibHO20 3aKOHa

CmM. mekcm HaumeHo8aHUs 8 rpeodbiOyweli pedakyuu
Cratbsa 47. lNopagok BBO3a feKapCTBEHHbIX cpeacTB B Poccuinckyto degepaumio m
BbIBO3a fnekapCTBEHHbIX cpeacTts n3 Poccuiickon egepauyunm

WHdopmaumsi 06 usMeHeHusIX:

®edepanbHbiM 3akoHomM om 6 Oekabps 2011e. N 409-®3 e uvacmb 1 cmambu 47
Hacmosiweao ®eldepasibHO20 3aKOHa BHeCeHbl U3MEHEeHUs, scmyrarowue 8 cusy o
ucmeyeHuu mpuouyamu OHel rocne OHSA ochuyuaibHo20 orybrnukogaHusi Ha3eaHHO20
®edeparsibHO20 3aKOHa

CmMm. mekcm 4yacmu 8 rpeodbiOywel pedakyuu
1. BBO3 nekapcTtBeHHbIX cpeactB B Poccuickyto depepaumio OCyLecTBnAeTcs B
nopsgke, ycraHosrieHHoM [lpaButenbctBom Poccuiickon depepauuum, B COOTBETCTBUM C
TaMOXeHHbIM 3aKoHO4aTernbCTBOM TaMOXEHHOro cots3a B pamkax EBpA3DC (panee -
TamMoxeHHbI coto3) 1 (Mnu) 3akoHogaTenscteom Poccunckon degepaumm 0 TaMOXEHHOM
aene.

WHdbopmaLums 06 nsmeHeHusix:

®edepanbHbiM 3akoHomM om 6 Oekabps 2011e. N 409-®3 6 uvacmb 2 cmambu 47
Hacmosiujeeo ®eldepanibHO20 3aKOHa BHECEHbl U3MEHEHUs, ecmyrnarwue 6 cusy o
ucmeyeHuu mpuouyamu OHel rocne OHSA oghuyuabHo20 ornybnukogaHusi Ha38aHHO20
®edeparibHO20 3aKOHa

CmM. mekcm 4acmu 8 rpeobidyweli pedakyuu
2. Beosumble B Poccuinckyto defepaunto nekapcTBeHHble cpeacrtBa A0SMKHbl ObiTb



BKIMHOYEHbI B Focy,D,apCTBeHHblﬁ peecTp nekapCTBeHHbIX CpeacTB.

MHdopmaumsa 06 namMeHeHusx:

®edepanbHbiM 3akoHomM om 6 Oekabps 2011e. N 409-®3 e uvacmb 3 cmambu 47
Hacmoswezo ®edepasribHO20 3aKOHa BHECEHbl U3MEHEHUsl, ecmyrnaruwue 8 cusy o
ucmeyeHuu mpuouyamu OHel rocne OHSA ochuyuasibHo20 orybnukogaHusi Ha3eaHHO20
®edeparsibHO20 3aKOHa

CmMm. mekcm 4yacmu 8 rpeodbiOywel pedakyuu

3. [Honyckaetca BBO3 B Poccuinckyto  degepaumio  KOHKPETHOM  napTum
3aperucTpupoBaHHbIX M (UX)  HEe3aperncTpUpPOBaHHbIX  NIEKApPCTBEHHbIX  CPeacTs,
NpegHa3HayYeHHbIX A9  NPOBeAeHUs  KITMHUYECKUX  UCCNefoBaHWM  NIEKapCTBEHHbIX
npenapaToB, MNPOBEAEHUS OSKCNepTU3bl JleKapCTBEHHbIX CPeACcTB [ANA  OCYLLeCTBNeHUs
rocyJapCTBEHHOM  perucTpauun  nekapcTBEeHHbIX npenapaTtoB WM ANs  OKa3aHus
MEANUNHCKOM MOMOLLM MO XWU3HEHHbIM MOKa3aHWAM KOHKPETHOro nauuMeHTa Ha OCHOBaHWUU
paspeLleHunsi, BblAAHHOMO YMNOMHOMOYEHHbIM doefepanbHbiM  OpPraHoOM  MCMOJSTHUTENBHOM
BNacTu Mo 3asdABfeHusM Nuu, ykasaHHbIX B cTaTbe 48 Hactoswero denepanbHOro 3akoHa.
PaccMmoTpeHne Takoro 3asiBfieHUs U NPUHATUE PelleHus O Bblgaye paspelleHusl Ha BBO3
KOHKPETHOW napTuM 3aperncTpupoBaHHbIX U (MNN) HEe3aperucTpPUpOBaHHbLIX feKapCTBEHHbIX
CpencTB, nNpeaHasHavyeHHbIX ONA NPOBEAEHUS KITMHUYECKUX UCCNeAoBaHUN NleKapCTBEHHbIX
npenapaToB, MNPOBEAEHUS SKCNEPTU3bl JIEKAPCTBEHHbIX CPEACTB [Af9 OCYLLECTBIEHMUS
rocy4apCTBEHHOM  peructpauumn  fnekapcTBEeHHbIX npenapaTtoB WM ANS  OKa3aHus
MEANLMNHCKOM NMOMOLLM MO XXM3HEHHbBIM MOKa3aHMSAM KOHKPETHOro naumeHta nmbo ob oTkase B
Bbldaye yKa3aHHOro paspelueHusi NMPOom3BOAATCA B CPOK, He MpeBblwalowmin Nt paboumnx
AHen. Nnarta 3a Bblgavy ykasaHHOro paspeLleHns He B3MMaeTCs.

MHdopmaumns 06 usmeHeHusix:

®edeparbHbiM 3akoHom om 6 Odekabpss 2011 2. N 409-©3 e yacmb 4 cmambu 47
Hacmosiweao ®edepasibHO20 3aKOHa BHECEHbl U3MEHEHUS, 8cmyrnarowue 8 cusy Mo
ucmeyeHuu mpuoduyamu OHel rocrie OHSA ochuyuaribHo20 orybnukogaHusi Ha3eaHHO20
®edepanbHo20 3aKOHa

CmMm. mekcm 4yacmu 8 rpe0dbidyuwel pedakyuu
4. B Poccuickyto defepaumio MOXHO BBO3UTb JleKapCTBEHHble CpeacTBa, KayecTBO
KOTOPbIX  NOATBEPXOEHO CepTUdUKATOM Mpou3BOAUTENSA  NEKAapCTBEHHbLIX CPEAcCTB,
yOOCTOBEPSAOLMM  COOTBETCTBME BBO3UMbIX JIEKAPCTBEHHbLIX CPEeACTB  TpeboBaHUsM
hapMakonenHblx ctaTen nNuMbo B crydae MX OTCYTCTBMSI HOPMaTMBHOW LOKYMEHTauum unm
HOPMaTMBHOIO AOKyMEHTA.

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHom om 6 Odekabps 2011 2. N 409-©3 e yacmb 5 cmambu 47
Hacmosiweao @edepanibHO20 3aKOHa BHECEeHbl U3MEHEHUsl, ecmyrnarujue 8 cury o
ucmeyeHuu mpuouyamu OHel rocrie OHSA ochuyuaribHo20 orybnukogaHusi Ha3eaHHO20
®edepanbHo20 3aKOHa

CmMm. mekcm 4yacmu 8 rpeodbidyuwel pedakyuu
5. 3anpewaetca BBo3 B Poccunckyio depepaumio  hanbcudpumuUMpoBaHHbIX
NeKapCTBEHHbIX CPeacTB, HeAOOpPOKaYECTBEHHbIX NIEKapPCTBEHHbIX CPEACTB, KOHTpaaKTHbIX
NEeKapCTBEHHbIX CPEACTB.

MHdopmaumsa 06 namMeHeHusx:

®edepanbHbiM 3akoHomM om 6 Oekabps 2011e. N 409-®3 e vacmb 6 cmambu 47
Hacmoswezo ®edepasibHO20 3aKOHa BHECEHbl U3MEHEHUsl, ecmyrnaruwue 8 cusy o
ucmeyeHuu mpuouyamu OHel rocne OHSA ochuyuaibHo20 orybnukogaHusi Ha3eaHHO20
®edeparsibHO20 3aKOHa



CmMm. mekcm 4yacmu 8 rpeodbiOywieli pedakyuu

6. danbcMdmunMpoBaHHbIE IEKAPCTBEHHbIE CpeAcTBa, HeaobpoKaydeCTBEHHbIe
nekapCTBEHHble cpeAcTBa Nnoanexar U3bATUIO U NocreayowemMy YHUHTOXEHUIO UK BbIBO3Y
n3 Poccunckon Pepepaumn, KoOHTpadpakTHble JleKapCTBEHHblE CpeacTBa - U3BATUIO WU
nocrnegyowemMy YHUYTOXEHUIO. YHUYTOXEHWe wunu BbiBO3 K3 Poccunckon degepaumm
hanbCUULUNPOBAHHBIX FIEKAPCTBEHHbIX CPeAcTB, HeJoOpOKaYeCTBEHHbIX JleKapCTBEHHbIX
CpencTB, KOHTpadaKTHbIX JIeKapCTBEHHbIX CPeaCTB OCYLEeCTBAsSeTCA 3a CcveT nvua,
OCYLLEeCTBMBLUETO MX BBO3. [lOpALOK YHUYTOXEHUS U3bATbIX  PanbCUPULMPOBAHHbIX
NeKapCTBEHHbIX CpeacTB, HeJOOpPOKaYeCTBEHHbIX FIEKapPCTBEHHbIX CPeACTB, KOHTpaaKTHbIX
neKkapCTBEHHbIX CpeaCcTB ycTaHaBnueaeTcs [paButensctBoMm Poccuimnckon ®enepauuu.

MHdopmaums 06 usmeHeHusix:

®edeparibHbiM 3akoHomM om 6 Odekabpss 2011 2. N 409-0©3 e yacmb 7 cmambu 47
Hacmosiuweao ®edepasibHO20 3aKOHa B6HECeHbl U3MEHEHUs, ecmyrarowue 8 cusny Mo
ucmedyeHuu mpuduyamu OHeu riocrie OHSA oghuyuaribHo20 orybriukoeaHuss Ha38aHHO20
®edeparibHO20 3aKOHa

CmMm. mekcm Yyacmu 8 rpeodbiOywieli pedakyuu
7. Jlnya, ocywectenswwme Beo3 B Poccurckyro ®enepaunio anbcuduumpoBaHHbIX
NeKapCTBEHHbIX CPeacTB, HeAOOpPOKayYeCTBEHHbIX JIEKapCTBEHHbIX CPEeACTB, KOHTpadaKTHbIX
NEeKapCTBEHHbIX CPeACTB, HEeCyT OTBETCTBEHHOCTb B COOTBETCTBUM C TaMOXEHHbIM
3akoHodartenscTtBOM TaMOXeHHOro cowsa u (unu) 3akoHogaTernscTteom Poccunckon
depepaumm 0 TaMOXEHHOM ene.

MHdopmaums 06 usmeHeHusix:

@®edeparibHbiM 3akoHoM om 22 Oekabpsi 2014 e. N 429-©3 e yacmb 8 cmambu 47
Hacmosiuweao PedeparibHO20 3aKOHa BHECEHbI UBMEHEHUSs, sacmyrnatowue 8 cusy ¢ 1 uronsa
2015 a.

CmM. mekcm 4acmu 8 rpeobidyweli pedakyuu
8. BbiBO3 nekapcTBeHHbIX cpeacTtB n3 Poccuiickon depepaumn ocywiectensaeTcs 6e3
NPUMEHEHNSA OrpaHUYEHNI, YCTAaHOBIEHHbIX TAMOXEHHbIM 3aKOHO4ATENBCTBOM TaMOXEHHOro
cow3a wun (Mnn) 3akoHogatenoctBoM Poccuinickon dPegepaumm O rocygapCTBEHHOM
perynMpoBaHnn BHELLHETOProBOW AEATENbHOCTH.

MHdopmaumsa 06 nameHeHusx:

Cmamebs 47 dononHeHa 4Yacmbio 9 ¢ 29 Hosibpsi 2019 2. - PedeparibHbil 3aKoH om 28
Hos16psi 2018 2. N 449-®3

Cwm. 6ydyuwyro pedakyuro
TAPAHT:

CM. KOMMeHTapum Kk ctaTbe 47 HacTosilero defeparnbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edeparibHbiM 3akoHoM om 6 Oekabps 2011 2. N 409-©3 e cmambio 48 Hacmoswezo
®edepanbHO20 3aKOHa BHECEeHbl U3MEHEHUS, ecmyrnarwue 6 cusly Mo UCmeYyeHuU
mpudyamu OHel rocsie OHA ohuyuanbHo20 orybriukoeaHusi HaseaHHO20 ®edeparibHo20
3aKoHa

CmMm. mekcm cmamabu 8 rnpedbidyuwelt pedakyuu
CraTtbsa 48. lOpugndeckue nuua, KOTOpbIM paspeLleH BBO3 NeKapCTBEHHbIX CPeacCTB B
Poccunckyto denepaumto
INNekapcTtBeHHble cpeacTBa B Poccunckyo degepauuio MOryT BBO3UTh:!
1) npon3BOANTENMN NEKAPCTBEHHbLIX CPEACTB ANs Lenen COOCTBEHHOrO NpPoM3BOACTBaA
NEeKapCTBEHHbIX CPEACTB;



2) WHOCTpaHHble pa3paboTyMkM  FNeKapCTBEHHbIX CPEACTB WM UHOCTPaHHbIe
NPOU3BOANTENN NEKAPCTBEHHbIX CPEACTB MU Apyrve topuauyveckne nuua no nopyyeHuio
paspaboTyMka nNeKapCTBEHHOrO CpeacTBa Ans NPOBEAEHUSI KMMHUYECKUX WCCreaoBaHUM
neKapcTBEHHOro npenapara, OCYLLLECTBNEHMS rocyaapCTBEHHOM permcTpauum
nekapcTBEHHOro  npenaparTa, BKNIOYEHMS  dpapMaueBTUYeckon  cybcTaHuum B
roCyapCTBEHHbIA PEECTP NEKAPCTBEHHbIX CPEACTB, KOHTPONS KayecTBa JeKapCTBEHHbIX
cpeacTB  MNpyM  HanMMuuuM  paspelleHus  YNoriHOMOYeHHoro  dedepanbHOro  opraHa
NCMNONMHUTENbHON BNacTu Ha BBO3 KOHKPETHOW NapTUN fIeKapCTBEHHbIX CPEeACTB;

3) opraHusaLumn oNTOBOW TOProBfv feKapCTBEHHbIMU CPEACTBAMU;

MHdopmaumsa 06 namMeHeHusx:

®edepanbHbiM 3akoHom om 2 ukonisa 2013 2. N 185-®3 6 nyHkm 4 cmambu 48 Hacmosiu,eao
®edepalsibHO20 3aKOHa 8HeCeHbI U3MeHeHUs1, ecmyrnarouwue 8 cury ¢ 1 ceHmsbps 2013 .

CmM. mekcm riyHkma e rpedbidyuwed pedakyuu

4) HaydHO-uUccregoBaTernbCkMe opraHusaumu, obpasoBaTenbHble OpraHM3auuu
Bbicllero obpa3oBaHUs, MPOM3BOAUTENM NEKAPCTBEHHbLIX CPeacTB Ans paspaboTky,
nccrnegoBaHun, KOHTponsa ©e3onacHocTW, KadvecTBa, 3(MEKTUBHOCTU NEKApPCTBEHHbIX
CpeactB  NpU  HanmuMyuu  paspelleHusl  YrNoriHOMOYEeHHOoro  dpefepanbHoro  opraHa
NCMNONHUTENBbHOW BRacTy;

MHdopmaumsa 06 namMeHeHusx:

®edepanbHbiM 3akoHOM om 12 mapma 2014 2. N 33-®3 e nyHkm 5 cmambu 48
Hacmosiuje2o @edepasibHO20 3aKOHa 8HECEHbI USMEHEHUS

CmM. mekcm niyHkma e rpedbidywed pedakuuu
5) MeanuuHckMe opraHmsauumn, MHble yKkasaHHble B nyHkTax 1 -4 HacTodlen ctaTbu

opraHusaummn gnsa okasaHust MEOULMHCKON MOMOLLUM MO XXU3HEHHbIM NOKa3aHUAM KOHKPETHOro
nauymMeHta npu  Hanuuaumm  paspeLleHnss  YNOSIHOMOYEHHOro  hefepanbHOro  opraHa
WCMOSTHATESNTIBHOW BMNacTM Ha BBO3 KOHKPETHOM MNapTUM JNEeKapCTBEHHOro npenapara,
BblJAHHOIO B YCTaAHOBSIEHHOM nopsiake B dOPMe 3NEKTPOHHOro LOKYMEHTa, NOoAnMCcaHHOro
YCUNEHHON KBaNnUUUMPOBAHHOW 31EKTPOHHOW MOAMUCHHO.

FAPAHT:

CMm. kKoMMeHTapun K ctaTbe 48 HacTosero PegepanbHOro 3akoHa

MHdopmaumsa 06 n3amMeHeHusx:

®edepanbHbiM 3akoHoM om 6 Oekabps 2011 e. N 409-03 e HaumeHosaHue cmambu 49
Hacmoswezo ®edepasribHO20 3aKOHa BHECEHbl U3MEHEHUsl, ecmyrnaruwue 8 cusy o
ucmeyeHuu mpuouyamu OHel rocne OHSA ochuyuasibHo20 orybnukogaHusi Ha3eaHHO20
®edeparsibHO20 3aKOHa

CM. mekcm HaumeHogaHUs 8 rpeobiOywel pedakyuu
Cratba 49. [JOKymMeHTbl, NpeacTaBnsieMble B TaMOXeHHble opraHbl Poccuickon
depepaumm npy BBO3E NeKapCTBEHHbIX cpeacTB B Poccunckyo ®enepauyunto

MHdopmaumsa 06 nameHeHusx:

®edeparibHbiM 3akoHoM om 6 Oekabpsi 2011 2. N 409-©3 e yacme 1 cmambu 49
Hacmosiweao ®edeparibHO20 3aKOHa BHECEHbl U3MEHEHUS, 8cmyrnarowue 8 cusy Mo
ucmeyeHuu mpuoyamu OHel rocrie OHSA ochuyuaribHo20 orybnukogaHusi Ha3eaHHO20
®edepanbHo20 3aKOHa

CmMm. mekcm 4yacmu 8 rpeodbidyuwet pedakyuu
1. Mpn BBO3e nekapCTBEHHbIX cpeAcTB B Poccuinckyto degepaumio B TaMOXEHHbIe
opraHbl Poccuickon ®Pepepauumn Hapsgy C  AOKYMEHTaMW, NpeacTaBfieHne KOTOpPbIX
npegyCMOTPEeHO  TaMOXEHHbIM  3aKOoHOAATesNlbCTBOM  TaMOXEHHOro cot3a U (Mnn)



3akoHopartensctBoM Poccuinckon ®Pefepaumm O TaMOXEHHOM Jerne, npeacTaBnsTCcA
cnegytowime JOKYMEHTbI:

1) cepTudumkat npPoOM3BOAUTENS JIEKApCTBEHHOrO CpencTBa, YOOCTOBEPSAIOLNN
COOTBETCTBME BBO3MMOIO JIEKAPCTBEHHOrO cpeacTBa TpeboBaHMAM hapMakonenHon ctaTbu
nnbo B cnyyae ee OTCYTCTBUS HOPMATMBHOW AOKYMEHTaLUUN Ui HOPMaTUBHOIO AOKYMEHTA;

2) paspeLlleHne ynosIHOMOYEHHOro doeepanbHOro opraHa UCNOSTHUTENBHOM BNACTU Ha
BBO3 KOHKPETHOM MapTUM NeKapCTBEHHOro CpeacTBa B ClyyasiX, YCTAHOBMEHHbIX YacTbio 3
ctaTtbk 47 HacTodwero ®enepanbHOro 3akoHa.

MHdopmaums 06 usmeHeHusix:

®edeparibHbiM 3akoHoM om 6 Oekabpsi 2011 2. N 409-©3 e uvacmb 2 cmambu 49
Hacmosiuweao ®edepasibHO20 3aKOHa B6HECEeHbl U3MEHEHUs, ecmyrarowue 8 cusny Mo
ucmedyeHuu mpuduyamu OHel riocrie OHSA ogbuyuasibHo20 orybriukoeaHuss Ha38aHHO20
®edeparibHO20 3aKOHa

CmMm. mekcm 4yacmu 8 rpeodbiOywieli pedakyuu
2. [OKyMeHTbl, yKadaHHble B nyHktax 1 W 2 4yactm 1 HacTosWwen cTaTby,
NPeacTaBnsaAlTCA B TaMOXeHHble opraHbl Poccurickon degepauum npy  NpuodbITUN
nekapcTBeHHbIX cpencTB B Poccunckyro deagepauuio.
FTAPAHT:

CM. koMmmeHTapumn K ctaTbe 49 HacToswwero ®efepansbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHoM om 29 urwoHs 2015 2. N 160-®3 e HaumeHosaHue cmambu 50
Hacmosiweao ®edepasibHO20 3aKOHa 8HECEHbI USMEHEeHUSs

CM. mekcm HaumeHogaHUs 8 rpeobiOywel pedakyuu
Cratba 50. BBO3 nekapcTBeHHbIX MnpenapatoB B Poccuinckyo Pepepauuio ans
NIMYHOrO MCMNOSb30BaHUA W WHbIX HEKOMMEPYECKMX Uuenen, a Takke ans
NCMONb30BaHWs Ha TEPPUTOPUN MEXOYHAPOLHOro MeANLMHCKOro KrnacTtepa
MHdopmaumsa 06 namMeHeHusx:

®edepanbHbiM 3akoHomM om 6 Oekabps 2011e. N 409-®3 e vacmb 1 cmambu 50
Hacmoswezo ®edepasibHO20 3aKOHa BHECEHbl U3MEHEHUsl, ecmyrnaruwue 8 cusy o
ucmeyeHuu mpuouyamu OHel rocne OHSA ochuyuasibHo20 orybnukogaHusi Ha3eaHHO20
®edeparsibHO20 3aKOHa

CmMm. mekcm 4yacmu 8 rpeOdbiOywel pedakyuu
1. JlekapcTBeHHbIe NpenapaTbl MOryT ObiTb BBe3eHbl B Poccuiickyto ®epgepauunio 6e3
yyeta TpeboBaHW, NpeayCMOTPEHHbIX dactamu 1-4 cratenm 47, crateamu 48 wn 49
HacTosiwero ®efepanbHOro 3akoHa, ecrnm oOHU npeaHasHavyeHbl Ans:

MHdopmaumsa 06 nameHeHusx:

®edepanbHbiM 3akoHoM om 2 uwHs 2016e. N 163-®3 nyHkm 1 yacmu 1 cmamsbu 50
Hacmosiuje2o @edepasibHO20 3aKOHa U3MOoXeH 8 Ho8oU pedaKkuyuu

CmM. mekcm nyHkma e rpedbidywed pedakuuu

1) NWUYHOro MCNonb3oBaHUA uandeckummn numuamu, npubbislMMKN B Poccunckyto
®epepaumio. pu atom BBO3 B Poccuickyto defepaumio nekapCTBEHHbIX MpenapaTos,
cogepxawmx cunbHogencTBywwme u  (Mnu)  900BUTble  BELLECTBA,  BKIOYEHHbIE
COOTBETCTBEHHO B CMWCOK CUMbHOAEUCTBYIOLWNX BeWecTs And uUenen yrorioBHOro
3akoHogartenscTBa Poccuinckon degepaumm M B CNUCOK SAOBUTLIX BELLECTB AN Lenen
YrofioBHOro 3akoHogartensctBa Poccunckon depepaumn, ytBepxaeHHble [1paBUTenbCTBOM
Poccunckon denepaumm, OCyLLeCTBNAETCS NPU HaNMMYUM OOKYMEHTOB (3aBEpPEHHbIX KOMuK
OOKYMEHTOB WNU  3aBEPEeHHbIX BbIMUCOK U3 HUX), MOATBEPXOAKLWMX HasHavYeHune



(PM3MYEeCKOMY  NULY  YKa3aHHbIX  JIeKapCTBEHHbIX npenapatoB (3a  MCKNIOYEHUeM
NeKapCTBEHHbIX MNpenapaTtoB, 3apernctpmpoBaHHbix B Poccuinckon ®depepaummn  w
oTnyckaemblx B Poccunckon ®Pepepauum ©6e3 peuenta Ha feKapCTBEHHbIN npenapar).
MoaTeBepxaaroLwime OOKYMEHTbI (MX 3aBEpeHHble KOMUW UM 3aBepPeHHble BbINUCKN U3 HUKX)
OOIMKHbl  cofdepaTb CBeAEHUs O HaMMEeHOBaHMM U KONMYEeCTBE  Ha3HaYeHHOro
nekapcTBEHHOro npenapara. B cnyyae, ecnvu nogreepxgatolime JOKYMEHTbl (MX 3aBEPEHHbIe
KOMUW WM 3aBepeHHble BLIMUCKM M3 HUX) COCTaBrfieHbl Ha MHOCTPAHHOM 4A3blke, K HUM
npunaraeTca HoTapuarnbHO 3aBEPEHHbIN NepeBos Ha PYCCKUN A3bIK;

2) ncnornb3oBaHUa paboTHMKaMWU AUNNOMATUYECKOro Kopryca unv npeacraButensmm
MeXOYHapOoOHbIX opraHnsaumin, akkpeanToBaHHbIX B Poccunckon denepaumm;

3) neYeHus naccaXxXvpoB W YNEHOB JKUMaXeW TPaHCMOPTHbIX CPeAcTB, NOe3aHbIX
Opuvrag v BogmMTenen TpaHCNOPTHbLIX CPeacTB, NpmbbiBwKnX B Poccuinckyto Pegepaunio;

4) nevyeHns y4aCTHUKOB MEXOYHapOAHbIX KYNbTYPHbIX, CMOPTUBHbLIX MEPOMNPUATUA U
YYaCTHUKOB MEXAYHAPOAHbIX 3aKCneanLmni;

5) neyeHns KOHKPETHbIX XMBOTHbLIX B 300Mapkax, a TakKe >XWBOTHbIX, BBO3UMbIX B
Poccuiickyto ®efepaumio ang y4actnsa B CNOPTUBHBIX Y 3pENULLHBIX MEPOMNPUATUSX;

MHdopmaums 06 usmeHeHusx:

®edeparbHbiM 3akoHoM om 29 utoHs 2015 e. N 160-©3 yacmb 1 cmambu 50 Hacmosuwezo
®eldeparibHO20 3aKoHa 00r1ofIHeHa rMyHKmMom 6
6) NCNoNb30BaHUSA Ha TEPPUTOPUM MEXOYHAPOAHOro MEeAMLMHCKOro Knacrepa.

MHdopmaums 06 nsmeHeHusIx:

®edeparibHbiM 3akoHomM om 6 Odekabpss 2011 2. N 409-©3 e yacmb 2 cmambu 50
Hacmosiuweao ®edepasibHO20 3aKOHa B6HECEeHbl U3MEHEHUs, ecmyrarowue 8 cusny Mo
ucmeyeHuu mpuduyamu OHel rocrie OHA ochuyuarbHo20 orybnukogaHusi Ha3eaHHO20
®edeparibHO20 3aKOHa

Cm. mekcm yacmu 8 rpedbidywel pedakyuu
2. B cny4asx, npegyCMOTpPeHHbIX YacTblo 1 HacToswen cTtaTtbu, JONycKaeTcsl BBO3 B
Poccunckyto depgepaumio  nekapcTBEHHbIX MpenapaToB, He 3aperMcTpupoBaHHbIX B
Poccunckon ®epepauun.

MHdopmaumsa 06 nameHeHusx:

®edeparbHbiM 3akoHomM om 6 Odekabpss 2011 2. N 409-©3 e yacmb 3 cmambu 50
Hacmosiweao ®edepanibHO20 3aKOHa BHECEHbl U3MEHEHUS, ecmyrnarwue 6 cusly o
ucmeyeHuu mpuodyamu OHel rocrie OHSA ochuyuaribHo20 orybnukogaHusi Ha3eaHHO20
®edepanbHO20 3aKOHa

Cm. mekem 4acmu 8 rpedbidywel pedakyuu

3. JlekapcTBeHHble npenapaTbl, NpegHasHavyeHHble Afs [YMaHUTapHOW MOMOLLM
(cogencTBusa) MnNM NOMOLUM MPU  Ype3BblYaAWHbLIX CUTyaumsax, BBO3ATCSA B Poccuickyto
depepaumio B rnopsake, yctaHosrneHHoMm [lpaButenbctBoMm Poccuiickon ®degepaumn.
3anpewaeTtca BBO3 B Poccuickyo Pefepaumio Hes3apermcTpupoBaHHbIX eKapCTBEHHbIX
npenapaToB, NpefHa3Ha4YeHHbIX AN r'YMaHUTapHOW NOMOLLM (CO4EeNCTBMSA) UM NMOMOLLN MPpK
YypesBblYarHbIX CUTyauUNaX.
FTAPAHT:

CM. kommeHTapum K ctaTbe 50 HacToswero ®egepanbHOro 3akoHa

Cratba 51. CoTpyaHudecTBO befeparibHOro opraHa MWCMNOSIHUTENBHOW BRacTw,
YNOMIHOMOYEHHOro B 061aCTM TaMOXEHHOro Aena, u Apyrnx ynosIHOMOYEHHbIX
dreepanbHbIX OpraHoB UCMOMTHUTENBHOM BAACTU

1. YNonHOMO4YeHHble (hefeparbHble opraHbl UCNOMHUTENBHOW BAacTU NpeaocTaBnsoT



B pacnopskeHue eaepanbHOro opraHa MWCMOMHUTENBbHOM BRNAacTW, YMNOSIHOMOYEHHOro B
obnactn TamMOXEHHOro Aena, rocyfapCTBEHHbIN PEeecTp NEeKapCTBEHHbIX CPEACTB, a Takxke
nHOpMaUUKD O BblAaHHbIX paspelleHnsX Ha BBO3 KOHKPETHOW MapTUM NneKapCTBEHHbIX
CpeacTB B cCryvadx, YCTaHOBMEHHbIX 4acTblo 3 cratenm 47 Hactoswero ®denepanbHOro
3aKoHa.

MHdopmaumsa 06 n3amMeHeHusx:

®edepanbHbiM 3akoHomM om 6 Oekabps 2011e. N 409-®3 6 uvacmb 2 cmambu 51
Hacmoswezo ®edepasribHO20 3aKOHa BHECEHbl U3MEHEHUsl, ecmyrnaruwue 8 cusy o
ucmeyeHuu mpuouyamu OHel rocne OHSA ochuyuaibHo20 orybrnukogaHusi Ha3eaHHO20
®edeparsibHO20 3aKOHa

CmM. mekcm 4yacmu 8 rpeodbiOywel pedakyuu
2. ®epepanbHbli OpraH MCNOSIHUTENBHOW BNACTWU, YMNOIHOMOYEHHbLIM B obractu

TaMOXEHHOro fena, WHQoOpMUMpyeT yKasaHHble B 4actu 1 HacTosilwen craTbu
YNOSTHOMOY€EHHbIE (heaeparnbHble OpraHbl UCMOMHUTESNTbHOW BACcTU O BBO3€ JIEKAPCTBEHHbIX
cpenctB B Poccuickyto defepaumio M BbiBO3€ JleKapCTBEHHbIX cpencTtB u3 Poccunckon
depnepaumm no opme 1 B nopsagke, Kotopble yctaHoBneHbl [paButensctBom Poccunckon
depnepaumn.

FTAPAHT:

CM. koMMeHTapum k ctaTbe 51 HacTosilero defeparnbHOro 3akoHa

MaBa 10. ®apmaueBTMYeCKan AeATeNIbHOCTb

FAPAHT:

Cm. locygoapcTtBeHHyko nporpammy P® "Passutne apmaueBTUYECKON M MEOULMHCKOWN
npombiwsieHHocTn" Ha 2013 - 2020 rr., yTBEpPXXOEHHY noctaHosreHnem [paBuTenbcTBa
P® ot 15 anpens 2014 r. N 305

Cratbsa 52. OcywecTBneHne gpapmaleBTUYeCKOn AeATENbHOCTU

MHdopmaumsa 06 namMeHeHusx:

®edeparbHbiM 3aKkoHOM om 25 Hosibps 2013 2. N 317-®3 e yacmb 1 cmambu 52
Hacmosiwe2o ®edepalsibHO20 3aKOHa 8HECEHbI USMEHEHUS

CmM. mekcm 4yacmu 8 rpeOdbiOywel pedakyuu

1. ®apmaueBTudeckass OeATerlbHOCTbL OCYLEeCTBNAeTCsa opraHv3aumMsiMm OnTOBOW
TOProBfM fEeKapCTBEHHbIMW CpeACcTBamMK, anTeYHbIMW OpraHuM3auusMn, BeTepUHapPHbIMU
anTeyHbIMM  OpraHusaumsaMu,  UHAMBMAYyanbHbIMW - NpeanpuHUMaTensaMu,  UMeKLWMMn
NUUEH3N0  Ha apMaueBTUYECKYD AeATeNnbHOCTb, MEeAVLUHCKUMW  OpraHuM3auusmu,
UMELWUMU NULEH3NI0 Ha dapMaueBTUYECKy0 OeATeNbHOCTb, U UX 060CoBneHHbIMM
nogpasgeneHnamn  (ambynatopusmu, enbawepckumm U enbaLepcKo-akyLepckuMim
NyHKTamun, uUeHTpamu (otaeneHnamun) obwen BpavebHOM  (CEMEMHOM)  NPaKTUKW),
PacrnonoXeHHbIMW B CENbCKMX HAacCereHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble
opraHusauum, U  BeTepuHapHbIMM  OpraHu3aunsaMy,  UMEeLWUMM  JNIMLEH3WI0  Ha
dapmaLeBTNYECKYI0 OeATEeNbHOCTb.
FTAPAHT:

Cwm. lMonoxeHne o0 nuueH3npoBaHUM apMaueBTUHECKON OeATeNnbHOCTU, YTBEpPXOAEHHOe
noctaHosneHnem lNpasutensctea P® ot 22 gekabps 2011 r. N 1081

CM. meToamyeckme ykasaHust MO OCYLLECTBIIEHUIO OpraHamMm rocygapCTBEHHOW BracTu
cybbektoB PP nepepaHHbix nonHoMoumn PO no nuueHanpoBaHuio hapMaueBTUYECKON
OeATenbHOCTN, YyTBepXAeHHble rnpukasom MwuHsgpascoupassutus Poccun o1 6 UIOHS
2008 r. N 263H



MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHom om 27 urons 2010 e. N 192-®3 yacmb 2 cmambu 52 Hacmoswezo
®edeparsibHO20 3aKOHa U3r10XKeHa 8 Hogou pedakuyuu

CM. mekcm yacmu 8 npedbidywel pedakyuu
2. ®duanyeckne nuua MOryT OCYLLECTBMATb (hapMaueBTUYECKYD AEATENbHOCTb Mpu

HanMuun BbICLLErO WNKN cpegHero dapmaueBTMyeckoro obpasoBaHus U cepTudukaTa
crneuvanncTa, BbICLLEro WM cpegHero BeTepuHapHoro obpasoBaHus u ceptudukaTa
cneumnanucTa, a Takke BbICLLEro UM cpegHero MeguumHcKoro obpasoBaHus, cepTudukarta
crneuvanucTa u OONOSHUTENbHOro npodeccnoHanbHoro obpasoBaHUs B 4acTu PO3HUYHOM
TOProBNN feKapCTBEHHbIMM MpenapaTtamuM Npyu ycnoeBun ux paboTbl B 060COBNEHHbIX
noapasgeneHnsax MeanLUMHCKMX opraHn3auni, ykasaHHbIX B 4acT 1 HacTosLWEen cTaTbu.

FAPAHT:

CM. KommeHTapum k ctatbe 52 HacTosiero ®egepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®eldeparibHbll 3aKoH dorosiHeH cmameel 52.1 ¢ 29 Hos6ps 2019 a. - ®edeparibHbIlU 3aKOH
om 28 Hosi6psi 2018 2. N 449-@3
Crtatba 52.1. BBog B rpaxgaHckun oOOPOT IeKapCTBEHHbIX MpenapaTtoB Ans
MEeANLNHCKOro NpUMeHeHus

1. lepen BBOOOM B rpakaaHCKMM OOOPOT KaKOOW CEepuM WNU KaXaow napTum
npounsseneHHoro B Poccunckon degepaunm nekapCTtBEHHOro npenapata gng MeanuuHCKOro
NPUMEHEHNHA, 3a UCKIIYEHMEM UMMYHOBUONMOrMYECKNX FEeKapCTBEHHbIX MpenapaTos,
npou3BoauTENb TaKOro fieKapCTBEHHOro npenaparta npegcrasnseT B dedepasribHbI opraH
NCMNOJSTHATESNTbHOMN BIACTU, OCYLLUECTBNAKLWNA DYHKLUMM MO KOHTPOSMK M Haasopy B cdepe
34paBOOXpaHeHnsi, JOKYMEHT NPOM3BOAUTENS NEeKapCTBEHHOIrO CpeacTBa, NoOATBEPXKOatoLWwmm
KauyecTBO IleKapCTBEHHOro npenapaTta, W NOATBEPXOEHUE YMONMHOMOYEHHOro nuvua
npou3BoauTeNa NeKapCcTBEHHbIX CPeACTB COOTBETCTBUS NEeKapCTBEHHOro npenapata
TpeboBaHNAM, YCTAHOBIIEHHbIM NPW €ro rocyaapCTBEHHON perncrpauuu.

2. llepea BBOOAOM B rpakgaHCKM OOOPOT KakOoou Cepun UM Kakaoow napTtum
BBO3MMOro B Poccunckyo degepaumio nekapCcTBEHHOro npenapata Ansg MeauuMHCKOro
NPUMEHEHNHA, 3a MWCKIMIOYEHMEM UMMYHOBNONMOrMYECKNX FEKapCTBEHHbIX MpenapaTos,
opraHusaums, OCyLLeCTBNSALWas BBO3 JleKapCTBEHHOro npenapata B Poccunckyro
depepaumnio, npeactasnsger B dpedeparnbHblii OpraH  UCMOMHUTENbHOW  BNacTw,
OCYLLECTBNALWMA  PYHKLMN MO KOHTPONK W Haas3opy B cdepe 34paBoOOXpaHEHUs,
cepTudukat npomsBoanTENs JIeKapCTBEHHOro CpencTBa, YOOCTOBEPANLWINN COOTBETCTBUE
BBO3MMOIO JIEKAapCTBEHHOrO npenapara TpeboBaHnsM (hapmakonenHon ctatbu, a B cCnyyae
OTCYTCTBUS (papmakonermHon ctatbM TpeboBaHMAM HOPMATUBHOM OOKyMEHTauuu, W
noaTBepXAeHne npeacTaBuTeNs OpraHu3auuu, OCYLLECTBASKWEN BBO3 JIEKapCTBEHHOMoO
npenapata B Poccuickyto Pegepaumto U ynosiTHOMOYEHHOW MHOCTPaHHbLIM Npou3BoauTeNnemM
NeKapCTBEHHbIX  CPeACcTB, COOTBETCTBUA  BBO3UMMOIO  JIEKAPCTBEHHOro  rnpenaparta
TpeboBaHNAM, YCTAHOBIIEHHbIM NPW €ro roCy4apCTBEHHON perncrpauuu.

3. lNopsigok npeacrtaBneHMs B COOTBETCTBUM C 4vactamun 1 M 2 HacTosILWEW CcTaTbu
AOKYMEHTOB U CBEAEHWUN O NeKapCTBEHHbIX MpenapaTtax, BBOANUMbIX B rpaXkgaHCkum obopoT,
ycTaHasnmBaetcs Npasutensctsom Poccunckon ®enepaumn.

4. B OTHOWeEHWN NepBbiX TPEX Cepun UM napTui JfeKapCTBEHHOro npenapara,
BnepBble npoussBedeHHoro B Poccuinckon ®depepaumm wnu  Bnepsbie BBO3MMOIO B
Poccunckyto  depepaumto, B edepanbHbid  OpraH  UCMNOSTHUTENBHOW  BracTy,
OCYLLECTBNALWMA  PYHKLUMN MO KOHTPONK W Haas3opy B cdepe 34paBoOXpaHEeHUs,



AOMONHUTENbHO NPeacTaBnseTca NPOTOKOM MCNbITAHUA O COOTBETCTBUMM CEPUM UNN NAPTUU
NIEKApCTBEHHOro npenapaTta Ans MEeAUUMHCKOrO MNPUMEHEHUs MoKa3aTensdm KayvecTsa,
NPegyCMOTPEHHBIM  HOPMAaTUBHOW  AOKyMeHTauuen (ganee - NpPOTOKOSNT  UCMbITaHUM),
NPOBOAUMbBIX aKKPeAUTOBAHHbIMM B COOTBETCTBUM C 3akoHOAATeNbLCTBOM Poccuinckon
depepaumm 06 akkpeguTauuMm B HaUMOHANbHOW CUCTEME akkpeauTaumm enepanbHbIMU
rocy4apCTBEHHbIMU OHOIKETHBIMU  YUYPEXAEHUAMMU, NOABEAOMCTBEHHbIMM heaepanbHOMY
OopraHy UCMOMHUTENBHOM BNACTW, OCyLeCTBASALWEMY OYHKUUN Mo BbipaboTke u peanusaumm
rocygapCTBEHHOM MNOSIUTUKA WU HOPMAaTUBHO-MPABOBOMY  pPErynMpoBaHuio B  cdepe
34paBOOXpaHeHus, U pegepansHOMY OpraHy MCNOSIHATENBHOW BRACTU, OCYLLECTBASOLEMY
YHKLMN NO KOHTPOIIO N HAg30py B cdepe 3apaBooxpaHeHus. MNMopsaaok Bblgadunm ykasdaHHbIMA
degepanbHbIMM FTOCYOaPCTBEHHBIMU BHOMKETHBIMU  YYPEXOAEHUAMU OAHHOrO MpOTOKOoNa u
pasmep nnaTbl 3a ero Bblgadvy yctaHasnmBarTca [NpasutensctBom Poccunckon degepaumm.

5. BExxerogHo He nosgHee 1 heBpana NpPoOM3BOAUTENM NIEKAPCTBEHHbLIX CPEACTB WUNn
opraHuMsaumn, OCYLLEeCTBNALWMNE BBO3 JIEKAPCTBEHHbIX npenapatoB B Poccuinckyto
depepaumo, nNpeactaBnaAlT B (pedepanbHbii OpraH  UCMOSIHUTENbHOW  BNacTy,
OCYLLECTBNAKOLWLMA PYHKLMM MO KOHTPOMIO U Haa30py B cdepe 34paBOOXpaHEHUSA, NPOTOKOS
UCMbiTaHWA MNOCTYNMBLLErO B TeYeHWe roda B rpaxgaHckui o06OopoT nekapcTBEHHOro
npenapaTta KOHKPETHOro Npou3BoauMTens (Ha OQHY CEPUI0 KaXgoro TOProBoro HAaMMEHOBaHMS
C Yy4YeTOM JieKapCTBEHHOW (POopMbl U [O3MPOBKKU), MNPOBOAUMBIX aKKPEAUTOBAHHbLIMK B
COOTBETCTBUM C 3akoHogaTernsctBom Poccuinckon depepaumm o6 akkpegutauum B
HaUWOHanNbHOM CUCTEME aKKpeauTauumn ucnbltatensHbeiMu nabopaTopusamMmm (LeHTpamm).
FAPAHT:

[MyHKT 6 BCTynaeT B cuny ¢ 28 Hosi6pst 2018 .

6. lNMponssBoguTenu nekapCTBEHHbIX CPeacTB UMW opraHu3aumu, OcCyLlecTBnsALme
BBO3 NleKapCTBEHHbIX npenapaTtoB B Poccunckyo degepaumio, He MeHee YeM 3a OAWH rog oo
NNaHupyemMbiX MNPUOCTAHOBMEHUS WNU  MpekpalleHuss NpouM3BOACTBA  NIEKapPCTBEHHbIX
npenapaToB unu ux Beosa B Poccunckyto ®egepauunio yBegoMnawT 06 aToM heaepanbHbIn
OopraH WCMOMHUTENbHON BracTW, OCYLLECTBASWMN (DYHKUMM MO KOHTPOMK W Hag3opy B
cthepe  3OpaBooxpaHeHusi w1 defepanbHbIl - OpraH  UCMAOSIHUTENbHOM  BNacTy,
OCYLLECTBNALMIA PYHKLMM NO NIMLEH3UPOBAHMIO MPOM3BOACTBA JIeKapCTBEHHbIX CPEACTB.

7. BeBog B rpaxgaHckmh  0BOPOT  KaKOOW CepuuM WKW KakOou  naptum
MMMYHOBMOMOrMYECKOro nekapcTBEHHOro npenapara, npousBedeHHoro B Poccunckon
depgepaumm nnu Beo3umoro B Poccunckyto degepaumio, OCyLLECTBSETCA Ha OCHOBaHWUU
paspeLueHus, BblA4aHHOro dheneparnbHbIM OpraHom NCNOSTHUTENbHOWN BnacTu,
OCYLLECTBNAWNM (YHKUUN MO KOHTPOMK M HaA30py B cdepe 30paBOOXPAHEHUS, Ha
OCHOBaHUWN BblAAHHOrO defeparibHbIMU roCygapCTBEHHBIMU BOIOAKETHBIMUN YUpPEXAEHUSAMMU,
yKasaHHbIMM B 4acTu 4 HacTosILWEN cTaTbM, 3aKMOYEHNS O COOTBETCTBMM CEPUN MU NapTUn
MMMYHOBKNOOrM4YEeCKOro NekapcTBEHHOro npenapata TpeboBaHNsIM, YCTAHOBIEHHbLIM MPU ero
rocygapcTBeHHOM perucTpaumn. opsagok Bblgadn paspelleHns Ha BBOA B rpaXaaHCKUK
060poT cepun MNU NapTUM UMMYHOBUOSOrMYECKOro NeKapCTBEHHOrO npenaparta, a Takke
NOPSAA0K BblgAayn YKa3aHHOro 3akfioMeHus 1 pasMep nnaThbl 3a ero Bblgady ycTaHaBnmBarTCs
MpaButenbctsom Poccumrckon depepaumm.

8. 3a HenpegcrtaBneHne WM HeCBOEBPEMEHHOE npeacTaBrieHne OOKYMEHTOB W
cBefeHNN, npeaycMoTpeHHbix Yactavmn 1, 2, 4, 5 n 6 HacToswen ctaTtbu, NPOM3BOOUTENN
NEeKapCTBEHHbIX CpPeAcTB U opraHuM3aumn, OCYLLeCTBNSAKLWME BBO3 JIEKAPCTBEHHbIX
npenapatoB B Poccuinckyto ®degepaumio, HecyT OTBETCTBEHHOCTb B COOTBETCTBUWU C
3akoHogartenbcTBoM Poccuinckon degepaumn.

9. lNpencraBneHne OOKYMEHTOB W CBEOEHUW, NPedyCMOTPeHHbIX vactamu 1, 2 n 4
HacToswen cTaTtbM, W MNOSlyYeHue npedyCMOTPEHHOro 4acTbio 7 HacToswen cTaTby
paspeLleHns Ha BBOL MMMYHOOMOMOrMYeckoro nekapCTBEHHOro npenaparta B rpakaaHCKUM



000poT He TpebyTca B OTHOLIEHUW JIEKapCTBEHHbLIX MpenapaToB, NpefHa3HayYeHHbIX And
NPOBEAEHUs] KIMUHMYECKUX WUCCreoBaHWW JeKapCTBEHHbLIX MnpenapaToB, MNpoBeaeHnA
3KCNepTu3bl NeKapCTBEHHbIX CPeAcTB ANs OCYLWECTBMEHUA rocygapCTBEHHOW perncrpaumm
neKapCTBEHHbIX MpenapaTos, a Takke B OTHOLLEHUM HE3apeErmMcTpUpPOBaHHbIX JIEKAPCTBEHHbIX
npenapaToB, nNpeaHasHa4YeHHbIX AN OKa3aHMs MeaUUMHCKOM MNOMOLWM MO KU3HEHHbIM
nokKasaHMAM KOHKPETHOro nauuneHTa, BBO3uMbIX B Poccunckyto Penepaunio B COOTBETCTBUN C
yacTbto 3 cTaTbk 47 HacToswero ®PegepanbHOro 3akoHa.

10. lMpwn BbISBNEHUN B rpakgaHCKOM 0BOpOTE cepun UMM NapTUM NEKapCTBEHHOro
npenapaTta, AOKYMEHTbl U CBeOeHUsI O KOTOpPbIX, NPeayCMOTPeHHble 4dactamu 1, 2 un 4
HacTosILen craTbW, He npencrasBfieHbl B hefeparbHbid OpraH WUCNOSTHUTENBbHOW BRacTw,
OCYLLECTBNALWNA (PYHKUUM MO KOHTPOM M Hag3opy B cdepe 3apaBooxpaHeHus, nmbo
cepum unu NapTmm UMMYHOBMONOrMYECKOro nekapcTBEHHOrO npenapata, He MMerLmX
paspelleHns Ha BBOA4 B rpakgaHCcKunm obopoT, npefyCMOTPEHHOro 4acTbld 7 HacToswen
cTaTbW, (peneparnbHbii OpraH WCMOMHUTENbHOW BNacTW, OCYLLECTBASWMA YHKUMM No
KOHTPOSIIO W Hag3opy B cdepe 30paBOOXpaHeHusi, B nopsigke, YyCTaHOBIEHHOM
MpaButenbctBom Poccunckon denepauunun, MpuUHUMAET pelleHne o nNpekpalleHuu
rpaxgaHckoro obopoTa Takmx cepum unm naptTum 4o npeacTaBfieHnst Yka3aHHbIX JOKYMEHTOB
N cBeaeHun nmbo nonyvyeHnst ykaszaHHOro paspeLleHust.

MHdopmaumsa 06 namMeHeHusx:

Cmamebs 53 usmeHeHa ¢ 1 sHeapss 2018 2. - ®edeparibHbit 3akoH om 29 uronsa 2017 e.
N 278-083

Cm. npedbidywyto pedakyuro
Cratba 53. lNpopaxa, nepegava NeKapCcTBEHHbIX CPeACTB OpraHu3aumamMm OnNTOBOM
TOProBfn NekapCTBEHHbIMU CPeaCcTBaMm

1. OpraHumsauyum ONTOBOM  TOProBAW  JfIEKAPCTBEHHbIMM  CpeacTBaMu  MOTyT
OCYLLECTBNATb NpOoAaxy IEeKapCTBEHHbIX CPeacTB WNM nepedaBaTb UX B YCTAHOBIIEHHOM
3akoHogaTtenbcTBoM Poccuickon ®egepaunm nopsigke:

1) opyrMm opraHnsauusmMm onToBOW TOProBv fIEKAPCTBEHHbIMU CPEeACTBAMM;

2) npou3BOAMTENAM  JNEeKapCTBEHHbIX CpeAcTB  Ans  uenen  npovsBOACTBa
NeKapCTBEHHbIX CPEACTB;

3) anTeYHbIM opraHM3aunsam U BeTepMHapHbIM anTeYHbIM OpraHu3aunsaMm;

4) Hay4HO-uUcCCneaoBaTENbCKMM OpraHM3aumMam Ans  Hay4yHO-UCCreaoBaTeNbCKON
paboThbl;

5) NHOMBMAYANbHbLIM npegnpuHMMmaTensm, NMeLLUM NULIEH3NIO Ha
hapmaueBTUYECKYIO OeATENbHOCTb UMK NIULEH3NIO HA MEOULIMHCKYIO AeATEeSNbHOCTb;

6) MeanLMHCKNM OpraHm3aumnsam, BeTepMHapPHbIM OpraHM3aumsam;

7) opraHusauusaMm, OCyLIeCTBASALWNM pa3BefeHue, BblpallMBaHue U cogepxaHue
>KUBOTHBbIX.

2. OpraHusauum onToOBOW TOProBIiM fleKapCTBEHHLIMU CpeAcTBamMu 00dA3aHbl XpaHUTb
3aKynreHHyo dhapMaueBTUYECKY0 CyOCTaHUMIO cnMpTa 3TUNOBOMO (3TaHOMa), OCYLLECTBIATL
ee peanu3aumio unM nepegady B YCTAHOBMEHHOM 3akoHogaTtenbcTBoM Poccumnckon
depepaumm nopsiake opraHM3aumnsaMm, ykasaHHbIM B nyHkTax 1 - 7 yactu 1 HacToswen ctaTby,
B Tape o6bbeMom He Bonee 1 nutpa.

FAPAHT:

CM. KommeHTapum k ctatbe 53 HacTosiero ®egepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

@edeparibHbIM 3aKoHOM om 22 Oekabpsi 2014 2. N 429-©3 e cmambto 54 Hacmosiwezao



®edeparnibHO20 3aKOHa 8HECEHbI USMEHEHUSs, ecmynarouwue 6 cuny ¢ 1 urons 2015 e.

Cm. mekcm cmamabu 8 rnpedbidyuwed pedakyuu
CraTtbs 54. [paBuna onToBON TOProBnx NekapcTBEHHLIMU CpeacTBamMum
OnToBas TOproens neKapCTBEHHbIMU cpencTeamu ocyLecTBnsaeTcs
NPOV3BOAMTENAMY  JIEKAPCTBEHHbIX CPeACTB W OpraHu3auusmMu  ONTOBOW  TOProBMM
NeKapCTBEHHbIMW CpeacTBaMy MO Mnpasuiiam Hagnexawen OUCTpubbioTOPCKOM MPaKTUKU Y
npaBunaMm Hagnexawen npakTUKU XpaHeHUs WU NepeBO3KW NEeKapCTBEHHbIX NpenapaTtos,
YTBEPXKOEHHBIM ~ COOTBETCTBYIOLIMMU  YNOSTHOMOYEHHbIMM  dbefepanbHbiMKM  OpraHamm
NCNOSTHUTENbHOM BNACTW.
FTAPAHT:

O6 o0CcOoBeHHOCTAX NpoOaXuM NEeKapCTBEHHbIX MpenapaTtoB W M3Oenun MeauuMHCKOro
Ha3Ha4yeHunsa cMm. noctaHoBneHue MNpasutensctea PO ot 19 aHBapsa 1998 r. N 55

CM. koMmMeHTapumn K ctaTbe 54 HacToswero ®egepanbHOro 3akoHa

Cratbs 55. nOpﬂﬂ,OK pO3HI/I‘-IHOl71 TOProBJ1N NeKapCTBEHHbIMU MNMpenapatamMmin

MHdopmaumsa 06 namMeHeHusx:

®edeparbHbiM 3akoHoM om 22 Oekabps 2014 e. N 429-®3 e wacmb 1 cmambu 55
Hacmosiweao ®edepasribHO20 3aKOHa BHECEHbI U3SMEHEHUs, scmyrnaruwue 8 cusny ¢ 1 urns
2015 a.

Cm. mekcm yacmu e rpedbidywel pedakyuu

1. PosHuyHaa TOproBns  nekapCcTBEeHHbIMM  npenapatamMm B KONMUYecTBaXx,
HeobXxoauMbIX AN BbINONHEHUS BpadebHbIX (penbalepCcknx) HasHavYeHU Unn HasHayvyeHun
cneuvManucToB B 00nacTn BeTepuMHapUK, OCYLLECTBASETCHA anTedHbiMy  OpraHv3aumsmu,
BETEPUHAPHbIMM  anTeYHbIMKU OpraHu3aunaMu, WHAUMBUAOYANbHbIMU NpeanpuHUMaTENSMH,
UMELWUMM  JIMUEH3NI  Ha  dapMaueBTUYECKYl  AeATeNbHOCTb,  MeAUUUHCKUMMU
opraHMsaumamMu, WUMEKLLMMU NULEH3NI0 Ha (apmMaueBTUYECKYD AeATeNbHOCTb, U UX
060Cc06NEHHBbIMK nogpasgeneHnuamm (ambynatopusimu, denbaLepckumm n
henbawepcKo-akyLLepCKUMN  NYHKTaMK, LeHTpamu (oTaeneHusmn) obuwen BpadebHom
(cemenHon) npakTuKK), PacnoSIOKEHHbIMU B CESIbCKMX HacCeneHHbIX MyHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeudHble opraHusauuu, M BeTepuMHapHbIMU OpraHuM3aunamu, UMeLUMn
NULEH3NI0 Ha hapMaLeBTUYECKY0 OeAaTeNbHOCTb. PaspelueHa po3HUYHas TOProeris TOMbKO
nekapCTBEHHbIMM npenapaTtamun, 3apernctpypoBaHHbiMM B Poccuickon degepaummn vnm
N3roTOBMEHHbIMW anTeYHbIMU OpraHn3auusaMm, BeTepUHaPHbIMN anTeYHbIMU OpraHM3aumsMu,
MHOMBMAYaNbHbIMW NpeanpuHMMaTENnsSIMn, UMEKLLMMU NIULEH3UI0O Ha dapMaueBTUYECKYHO
AeaTenbHOCTb. PO3HWYHaA TOProBns NeKkapCTBEHHbIMW MpenapaTamMu OCYLLEeCTBASEeTCa Mo
npasunamMm  Hagnexawien anTeyHOW  NpakTUKW,  YTBEPXOEHHbIM  YNOSTHOMOYEHHbIM
deaepanbHbIM OpPraHOM UCNOSHUTENBHOW BracTu.

MHdopmaumns 06 usmeHeHusix:

®edeparibHbIM 3aKoHOM om 25 Hosibps 2013 2. N 317-®3 e yacmb 2 cmambu 55
Hacmosiweao ®edepasibHO20 3aKOHa BHECEHbI UBMEHEHUS

Cm. mekcm yacmu e rpedbidywel pedakyuu

2. Buagpbl anTeyHbIX opraHMsaumi n npasuna oTnycka nekapCcTBEHHbIX NpenapaTos And
MeONLMHCKOro NPUMeHeHns anTeyHbIMK opraHusauusmu, MHOMBMAYanbHbIMN
npeanpyHMMaTenamMn, UMEKLWMMM NULEH3NI0 Ha (apmaueBTUYECKYD OeATeNnbHOCTb, a
Takke npasuna OTNycka JEeKapCTBEHHbIX MpenapaTtoB AN MeOUUMHCKOro MNPUMEHEHUs
MEOULUMHCKAMW  OpraHvM3auusMy,  UMELWMMU  NIMUEH3MI0  Ha  (papMaueBTUYECKYIO
AeaTenbHOCTb, N nx 060cobneHHbIMM nogpasgeneHnamm (ambynatopusamm, enbaepCKumm
n denbalepcKo-akyLepckumMm MNyHKTaMu, LeHTpamu (oTaeneHnsmn) obuwen BpavyebHom



(ceMenHol) npakTUKK), PacronioXEHHbIMU B CENbCKUX HAacCeNeHHbIX MyHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHu3auun, yTBepXAalTcs YrNOMHOMOYEHHbIM deaepanbHbIM
OpraHoOM UCMONHUTENBHOW BRacTw.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHom om 3 uronst 2016 2. N 305-03 e yacmb 3 cmambu 55 Hacmosiwezo
®edeparsibHO20 3aKOHa 8HECEHbI USMEHEHUS

CmMm. mekcm 4yacmu 8 rpeodbiOywel pedakyuu

3. [lpaBuna oTnycka HapKOTUYECKMX CPEencTB UM MNCUXOTPOMHbIX  BELLECTB,
3aperMcTpuUpoOBaHHbIX B KAYECTBE NIEKAPCTBEHHbIX NpenapaToB, IEKAPCTBEHHbIX NpenapaTos,
coAaepXalumMx HapKOTMYeckue CcpeacTtBa M MNCUXOTPOMHblIE BELLECTBA, YTBEpXAakTca
YNONHOMOY€EHHbIM beaepanbHbIM OpraHoM WCMNOMIHUTENbHOW BAAcTU MO COrnacoBaHUiO C
deneparnbHbIM OpraHoM MCMNOSHUTENBbHOM BNAcTU, YNOSTHOMOYEHHbIM B cdepe BHYTPEHHUX
aen.

4. JlekapCTBEHHble npenapaTtbl AN BETEPMHAPHOIO NMPUMEHEHUs noanexaT OTnycKy
BETEPUHAPHBIMM  aNTEYHbIMW  OpraHM3aunsamu, BETEPUHAPHBIMM  OpraHu3auusaMu,
MHOVBMAOYaNbHbIMU NpeanpuHUMaTENaMM, UMEKLWUMM NULUEH3NIO Ha apmaueBTUYECKYHO
aedarenbHocTb. [lpaBuna oOTNycka feKapCTBEHHbIX npenapaTtoB ANns  BETEepPUMHapPHOro
NPUMEHEHNST YTBEPXKOAKTCS YNOSTHOMOYEHHbIM deaeparnbHbIM OpraHOM MCMONHUTENBHOM
BMNacTu.

MHdopmaumns 06 usmeHeHusx:

®edeparibHbIM 3aKoHOM om 25 Hosibps 2013 2. N 317-®3 e yacmb 5 cmambu 55
Hacmosiweao PedepasibHO20 3aKOHa 8HECEHbI U3MEHEHUS

Cm. mekem 4acmu 8 rpedbidywel pedakyuu

5. MepeyeHb MEOVUMHCKMX  OpraHusauun, UMELWKNX  JNIMLEH3UI0 Ha
hapmaueBTUYECKYID OeATEeNbHOCTb, U UX 060cobneHHbIX nogpasgeneHun (ambynatopun,
denbawepckux u  denbalepcKko-akyLepCckMX MYHKTOB, LEHTpoB (oTAeneHun) obLiewn
BpayebHOM (CeMenHOon) MpakTUKK), PacrofIOKEHHbIX B CENbCKUX HacCereHHbIX MyHKTax, B
KOTOpbIX OTCYTCTBYIOT anTedHble opraHuMsaumm, a Takke nepevyeHb feKapCTBEHHbIX
npenapaToB (3a UCKMYEHNEM HAPKOTUYECKUX NeKapCTBEHHbIX NpenapaTtoB N NCUXOTPOMHbIX
NEeKapCTBEHHbIX MpenapaToB), NpoAaXa KOTOPbIX MOXET OCYLEeCTBNATbCA YKa3aHHbIMU
opraHusaunamn n ux obocobneHHbIMM nogpasfernieHnsMu, yCTaHaBnMBalTCA opraHamu
ncnonHuTenbHom Bnactn cybvektoB Poccuiickon deaepaumn.

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHoM om 25 Hosbps 2013 2. N 317-©3 vacmb 6 cmambu 55
Hacmosiueao ®edepasibHO20 3aKOHa U3/10)KeHa 8 HO80U pedaKyuu

Cm. mekem dacmu 6 rpedbidywel pedakyuu
6. AnTeyHble oOpraHusauuu, wHOuBUAYyasnbHble nNpeanpuHUMaTenu, uMeoLlne
NULUEH3NI0 Ha hapMaLEeBTUYECKYI0 AesATenbHOCTb, 0083aHbl obecnevnBaTb YTBEPXKAEHHbIN
MpaBsutenbctBoM Poccuickon degepaumm n oopmMupyemMbii B YCTAHOBNIEHHOM UM MoOpsiake
MWHUMarnbHbIN aCCOPTUMEHT JEKapCTBEHHbIX MpenapaTtoB, HeobXxoAuMMblX ANA OKasaHus
MeANLNHCKOM MOMOLLMN.

MHdopmaumsa 06 namMeHeHusx:

®edepanbHbiM 3akoHOM om 25 Hosibpss 2013 2. N 317-©3 e yacmb 7 cmambu 55
Hacmosiujeeo @edeparibHO20 3aKOHa 8HECEHbl U3MEHEeHUs

CmM. mekcm 4yacmu 8 rpeOdbiOywel pedakyuu
7. AnTeyHble opraHvMsauuMu, uMHAMBUAYyanbHble NpeanpuHUMaTenu, uMerome
NNLEH3NI0 Ha hapMaLeBTUYECKY0 AEATEeNbHOCTb, HApsiAy C NekapCTBEHHbIMM NpenapaTtamm
UMerT npaBo npuobpeTatb M NpodaBaTb MEAWUUMHCKME u3genus, AesvHuumpyowme



cpeacTtBa, nNpeaMeTbl M CPEACTBA JIMYHOWM TUMMEHbI, MOCYAy AN MEeOMUMHCKUX Lenew,
npeaMeTbl U cpeacTea, npeaHasHayeHHble AN yxoda 3a GonbHbIMU, HOBOPOXOEHHLIMU U
AETbMU, He OOCTUILMMU BO3pacTa Tpex feT, OYKOBYH OMTUKY M CpeadcTBa yxoda 3a Hew,
MUHepanbHble BOAbl, NPOAYKTbl Nne4yebHOro, [MOEeTCKoro U  OWEeTUYECKOro  MUTaHus,
Guonornyeckn akTuBHbIE N06aBkK, NapgoMepHbIe U KOCMEeTUYeCKMe cpeacTsa, MeanLMHCKue
N CaHUTapPHO-NPOCBETUTENbHbIE MNEeYaTHble M3OaHus, npefHasHayYeHHble Ons nponaraHgbl
300POBOro 0bpasa XKU3HW.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHomM om 13 urons 20152, N 262-©3 e yacmb 8 cmambu 55
Hacmosiweao ®edepalsibHO20 3aKOHa BHEeCEeHbl U3MeHeHusl, ecmynarowue 8 cury ¢ 1
siHeaps 2016 a.

Cm. mekcm yacmu 6 rpedbidywel pedakyuu
8. [eaTenbHOCTb anTeudHblX opraHudauui BoopyxeHHbix Cun  Poccuickon

depepaumn, Opyrux BOWCK, BOMHCKMX (OOPMWPOBAHUM W  OpPraHoB, B  KOTOPbIX
3akoHogatenbctBoM Poccunckon ®Pepepauumn npeaycCMOTPEHO MNPOXOXOEHUEe BOEHHOM
cnyx6bl unu deagepanbHON rocygapCTBEHHON CnyXbbl, CBA3AHHOW C NPaBOOXPaHUTENbHOM
AeATerbHOCTbIO, pernameHTupyeTcs HacTosawmm PeaepanbHbIM 3aKOHOM U YTBEPXKAEHHBIMU
COOTBETCTBYHOLWMMKN defepanbHbiMKU OpraHaMm WCNOSHUTENBHON BRacT MOSOXEHUSMN.
KoHTponb 3a cobnogeHMeM  yKasaHHbIMM - anTeYHbIMU  OpraHm3auus My MONOXEHUN
HacToswero degepanbHOro 3akoHa OCYLLECTBAAETCS COOTBETCTBYHOWUMU dreaepanbHbIMU
opraHamu UCNONHUTENbHOW BNacTu.

FTAPAHT:

CM. kKoMMeHTapumn K cTaTbe 55 HacToswwero ®efepansHOro 3akoHa

CraTtbs 56. MI3rotoBneHne n oTnyck fIekapCTBEHHbIX NpenapaTos
FTAPAHT:

Cwm. EgmHble npaBuna ogopMneHust NekapcTs, NPUroTOBIISIEMbIX B @anNTEYHbIX YYPEXOEHUSAX
(NpeanpuaTnAx) pasnuyHbix ¢GoOpM COBCTBEHHOCTW, YTBepXAeHHble MuHMCTEPCTBOM
3apaBooxpaHeHus PO ot 24 uionsa 1997 r.

1. W3rotoBneHne nekapCTBEHHbIX MNpPenapaTtoB  anTeYHbIMW  OpraHM3auusMu,
BETEPUHAPHBLIMM  anTEeYHbIMWU OpraHuM3aunsaMu, WHAUMBUAOYANbHBIMU NpeanpuHUMaTENSMHU,
UMEKLWNMM  JIMUEH3NI0 Ha dapMaueBTUYECKYlD [OeATenbHOCTb, OCYyLWecTBAgeTcs Mo
peuentaMm Ha IiekapcTBeHHble npenapaTbl, N0 TpeboBaHMsSM MeAUMLMHCKUX OpraHu3auun,
BETEPUHAPHbIX OpraHu3auum B COOTBETCTBUM C MpaBuiamMmn W3rOTOBMEHUA M OTMycka
NleKapCTBEHHbIX MpenapaToB, YTBEPXAEHHbIMU YMNOSTHOMOYEHHbIM doefeparnbHbiM OpraHoMm
NCNOSTHUTENbHOW BNACTW.

2. lMpn n3roToBNEHUM nEeKapCTBEHHbIX MpenapaTtoB anTeYHbIMKM OpraHn3aumsMu,
BETEPUMHAPHBLIMW anTeYHbIMW  OpraHM3aumsamMu, WHOMBUAYaNbHbIMK NpeanpuHUMaTenamu,
UMEKLWNMM  JNULEH3NID  Ha  (bapmMaueBTMYECKYD  OeATeNbHOCTb,  UCMONb3YyHTCH
hapmaLeBTU4eCKMe cybCcTaHUMn, BKIKOYEHHbIE COOTBETCTBEHHO B rOCY4AaPCTBEHHbIA peecTp
NEeKapCTBEHHbIX CPeACcTB ANA MeAULMHCKOrO MNPUMEHEHUA W TFOCYAApCTBEHHLIN peecTp
NEeKapCTBEHHbIX CPeACTB ANA BETEPUHAPHOro NpUMEHEHUs B YCTaHOBMEHHOM nopsiake. He
AOMNyCcKaeTcs WM3roTOBMEHWE anTevyHbIMW OpraHM3aumamu, BeTepuUHapHbIMU  anTeYHbIMU
opraHusauusamun, WHAMBMAYarnbHbIMW NpeanpuUHUMaTEns M1, UMEKLWMMU  JNIMUEH3NIO  Ha
hapmaueBTUYECKYID OEATENbHOCTb, FIEKAPCTBEHHbIX MNpenapaToB, 3aperncTpuMpoBaHHbIX B
Poccunckon ®epepauun.

3. MapkupoBka  NeKapCTBEHHbIX  MpenapaTtoB,  WU3rOTOBMIEHHbLIX  aNTEYHbIMU
opraHusaunsamy, BeTepUHapHbIMW  anTeYHbiIMM  OpraHmMsaumsaMun,  MHAMBUAYaANbHbIMU
npegnpuHMMaTensMn, UMEKLWUMN JIMUEH3NI0 Ha apMaLeBTUYECKYD OEATENbHOCTb, U



odhopMsieHMe Takmx NpenapaToB LOMMKHbI COOTBETCTBOBATbL NpaBuiam, ykasaHHbIM B YacTtu 1
HacTosALEeN cTaTbu.

4. AnTeyHble opraHmM3auuun, BeTEpUHApPHbIE anTeYHble opraHnsauumn, UHaMBMAyanbHbIe
npegnpuHMMaTeny, MMerwme NULEH3NI0 Ha (apMaueBTUYECKYHD AEATENbHOCTb, HECYyT
OTBETCTBEHHOCTb 3a HecobnogeHue npaBun WU3roTOBMEHUS M OTMNyCKa NeKapCTBEHHbIX
npenapaTtoB B COOTBETCTBUKN C 3aKoHOAaTenbCTBOM Poccunckon denepauum.

FAPAHT:

CM. kKoMMeHTapun K cTaTbe 56 HacTosLwero ®efepansHOro 3akoHa

Cratbsa 57. 3anpeweHne npogaxun danbcudnumMpoOBaHHbIX NTEKAPCTBEHHbLIX CPEACTB,
HegoOpOoKa4YeCTBEHHbIX neKapCTBEHHbIX cpeacTs, KOHTpaaKkTHbIX
neKapCTBEHHbIX CPeaCcTB

Mpopaxa danbCcudULMpoBaHHbLIX NEKAPCTBEHHbLIX CPencTB, HeAoOpOKayYeCTBEHHbIX

NeKapCTBEHHbIX CPEACTB, KOHTPA(aKTHbIX NIeKapCTBEHHbIX CPEACTB 3anpeLlaeTcs.
FTAPAHT:

CM. KommeHTapum k ctatbe 57 HacTosiero ®egepanbHOro 3akoHa

CraTtbsa 58. XpaHeHue nekapCTBEHHbIX CPeaCTB

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbIM 3akoHOM om 22 okmsbpss 2014 e. N 313-©3 e yacmb 1 cmambu 58
Hacmoswezo ®edepasibHO20 3aKOHa BHECEHbl U3MEHEHUsl, ecmyrnaruwue 8 cusy o
ucmeyeHuu mpuouyamu OHel rocne OHSA ochuyuaibHo20 orybrnukogaHusi Ha3eaHHO20
®edeparsibHO20 3aKOHa

CmM. mekcm 4yacmu 8 rpeodbiOywel pedakyuu

1. XpaHeHue rneKapCTBEHHbIX CpPeACTB  OCyLWeCTBNseTcs  Mnpou3BoguTensamu
NleKapCTBEHHbIX CPEACTB, OpraHM3aunsamMm ONTOBON TOProBMM NIEKAPCTBEHHBbIMU CPEACTBAMMN,
anTe4YyHbIMU opraHmsauunsamum, BETEPUHAPHbLIMM anTe4YHbIMK opraHmMsaumnsamum,
WHOMBMAYaNbHbIMW NPEeaNPUHMMATENSMN, UMEKLLMMU JNIULEH3UID Ha dapMaueBTUYECKYH
OeATeNbHOCTE  UAW  NIUUEH3UKD  Ha  MEOUUMHCKYK  OeATeNnbHOCTb,  MeAMUUHCKUMMU
opraHmM3aumnsamu, BETEPUHAPHBLIMMU opraHmM3aumnamm " NHbIMU opraHmsauusaimm,
OCYyLLeCTBNAWNUMN  obpalleHne §eKapCTBEHHbIX CpeAcTB. XpaHeHue nekapCTBEeHHbIX
CpeactB  Ona  BETEepUHaApHOro  MNPUMEHEHUS  OpraHM3auusiMM U UHOMBUAYaNbHbIMU
npegnpuHMMaTensMmn B criydasax, ecrii OHU UCMNONb3YHTCA UCKNIYUTENbHO NpWU pasBedeHuu,
BblpalLMBaHUN, COAEPXKAHUM U NIEYEHNN XKMUBOTHLIX, MOXET OCYLLECTBNATLCA ©6€3 nonyyeHus
NMUEH3Mn Ha bapmaLeBTUYECKYIO OesATeNbHOCTb.

2. lNpaBvna xpaHeHusi NeKapCTBEHHbIX CPEACTB YTBEPXKOAKTCA COOTBETCTBYHOLLMM
YNOSTHOMOYEHHbIM dhefiepanbHbIM OPraHoOM UCMONHUTESNTbHOW BiacTu.

3. XpaHeHne HapKOTUYECKNX NIEKAPCTBEHHbLIX CPEACTB, NCUXOTPONMHbIX JIEKAPCTBEHHbLIX
cpenctBs,  pagvodhapmMaueBTUYECKUX — NIeKapCTBEHHbIX  CPeAcTB  OCYLLEeCTBMSEeTCA B
COOTBETCTBUM C 3akoHogaTeNnLcTBoM Poccuinckon denepaumn.

FAPAHT:

O mMepax no yny4leHuto y4yeTa, XpaHeHu s, BbIMUCbIBAHUA U UCMNOSTb30BAHUSA HAPKOTUYECKUX
CpeacTB M MNCUXOTPOMHbIX BeLlecTB cM. npuka3 MuHsgpasa P® ot 12 Hos6pa 1997 r. N 330

CM. KommeHTapum k ctatbe 58 HacTosiero ®egepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®eldeparibHbIM 3akoHOM om 25 Odekabpsi 2012 2. N 262-®3 enasa 10 Hacmosiwez2o
@eldeparnbHo20 3akoHa doriosiHeHa cmameel 58.1, ecmynarouwjel 8 cusny Mo ucmeyeHuu



cma eocbmudecsmu OHel rocne OHA oguuyuanbHo20 onybrukosaHuss Ha3eaHHO20
®edeparsibHO20 3aKOHa
Cratba 58.1. [lpeaMeTHO-KONMMYECTBEHHbIA Y4YeT JieKapCTBEHHbIX CpeacTB Ans
MeAMLMHCKOro NpUMeHeHMUs
1. MNepeyeHb NekapCTBEHHbIX CPEACTB ANA MEAULMHCKOrO NPUMEHEHWS, Nnognexaimx
NPeAMETHO-KONIMYECTBEHHOMY  YYeTy, YTBepXdaeTCca YMNONHOMOYEHHbIM deaepanbHbIM
OpraHoOM MCMOMHUTENbHON BNacTu.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHOM om 3 uwnsa 2016 2. N 305-©3 e yacmb 2 cmambu 58.1
Hacmosiwe2o ®edepalsibHO20 3aKOHa 8HECEHbI USMEHEeHUSs

CmM. mekcm 4yacmu 8 rpeodbiOywel pedakyuu

2. [NopsaoKk BKAKOYEHUST NEKAPCTBEHHbIX CPeACTB ANs MeAUMLMHCKOro NpUMEHEeHus B
nepeyeHb JEKApPCTBEHHbIX CPeACTB And MEeAUUMHCKOro MNPUMEHEeHUs, nognexalumnx
NpeaMeTHO-KONMYECTBEHHOMY YYeTy, yCTaHaBNMBaeTCs YMNOSIHOMOYEHHbIM doedeparnbHbIM
OpraHoM  UCMOSTHATESNBHOW  BfliacTM MO COrfacoBaHMio € doedeparnbHbIM - OpraHoMm
NCMNONHUTENBbHOW BNAcTU, YNONIHOMOYEHHbLIM B cdhepe BHYTPEHHUX Aen.

3. lNpeoMeTHO-KONNUYECTBEHHbIN y4eT NeKapCTBEeHHbIX CpeacTB ANA MeOUUMHCKOro
NPUMEHEHNsS BeOyT NPOU3BOAMTENN FEKAPCTBEHHbIX CPenCTB, OpraHuM3auum OnTOBOM
TOProBfAM NEKapCTBEHHbLIMW CPeACTBaMM, anTeYHble OpraHu3auum, uHanBUAyarbHblE
npegnpuHMMaTeny, UMelwme InuUUEeH3N Ha dapmaueBTUYECKYD OeATenbHOCTb UMK
NNUEH3NI0 HA MEANLNHCKYIO AEATENbHOCTb, U MEOULIMHCKME OpraHM3aunmn, ocyLLeCcTBASOLWNE
obpalleHne nekapCTBEHHbIX CPeacTB AN MeOULMHCKOrO NMpUMEHeHus, nyTeM perncrpaumm
NoBbIX CBA3aHHLIX C MX ObpalleHneM onepaunin, Npyu KOTOPbIX M3BMEHSAETCS NX KONTIMYECTBO U
(nnun) cocTosiHMe, B creuumarnbsHbIX XypHarnax yyeta onepauumn, CBA3aHHbIX C obpalleHnem
NeKapCTBEHHbIX CPEACTB ANt MEOMLMHCKOrO NPUMEHEHNSA (aanee - cneunarnbHble XXypHarbl).

4. [lpaBuna perncTtpauum onepauuin, CBA3aHHbIX C ObpalleHMeM neKkapCTBEHHbIX
CpeancTB Anst MEAULMHCKOrO NPUMEHEHNS, BKITHOYEHHbIX B NEPEYEHb JIEKAPCTBEHHbIX CPEACTB
AN MeOUUMHCKOrO MpUMEHeHus, nognexawux npeameTHO-KONMYEeCTBEHHOMY Y4YeTy, B
cneumanbHbIX >XypHanax W rnpasuia BeOEHUA WM XpPaHEHUs cneumanbHbIX XypHanos
YTBEPXKOAKTCSA YNONIHOMOYEHHbLIM (heaepanbHbIM OpraHoM UCNOSTHUTENBHOW BNAcCTW.

5. KoHTponb 3a cobniogeHMem npaBun pernctpaumm onepauuimi, CBA3aHHbIX C
obpaweHnemMm nekapCcTBEHHbIX CPEeACTB ANd MEOMLUMHCKOrO MPUMEHEHUS, BKIOYEHHbIX B
nepeyvyeHb JEKApCTBEHHbIX CPEACTB [AM9 MEOVMUMHCKOro MNPUMEHEHUS, noanexalumx
NpegMeTHO-KONMYECTBEHHOMY YYeTy, B crneumarnbHbIX XXypHanax, a Takke 3a cobniogeHnem
NpaBuN BEAEHUS N XPaHEHUs1 cneumarnbHbIX XXYpHanoB BO3faraetca Ha YMNONHOMOYEHHbIE
denepanbHble oOpraHbl WUCMAOSHUTENbHOM BNAacTu U OpraHbl  UCMOSTHUTENbHOW BMacTw
cybbektoB Poccurickon ®depepaummn, OCyLECTBASAOLWNE IMUEH3NPOBAHNE NPOU3BOACTBA
NeKapCTBEHHbIX CPeACTB, hapMaLeBTUYECKON AEATENbHOCTU U MEAULMHCKON OEATENIbHOCTH,
N OCYLLECTBIAETCSA B PaMKax JIMLLEH3NOHHOIO KOHTPOSSI.

FTAPAHT:

CM. AOMVHUCTPATUBHBIA pernameHT ucnonHeHua denepanbHon cnyxbon no Hags3opy B
chepe 30paBOOXPaHEHUs roCyAapCTBEHHOM (PYHKLMM MO OCYLLECTBNEHUIO NULEH3MOHHOIO
KOHTpONsa apMaueBTUYECKON [OeATENbHOCTU, YTBEPXAEHHbIN npukasom MwuH3gpasa
Poccun ot 1 ceHTabpsa 2017 r. N 585H

CmMm. kommeHTapum k ctatbe 58.1 HacTosiwero PegepanbHOro 3akoHa

MaBa 11. YHU4YTOXeHue nekapcTBeHHbIX CPeACTB



Cratba 59. OcHoBaHuA U NnopAAOK YHUHTOXEHUA JTEKAPCTBEHHbIX CpPeaCTB

MHdopmaumsa 06 namMeHeHusx:

®edepanbHbiM 3akoHoM om 22 Oekabpss 2014 2. N 429-©3 6 yacmb 1 cmambu 59
Hacmosuwe2o PedepasibHO20 3aKOHa BHECEHbI UBMEHEHUSs, ecmynaruwue 8 cuny ¢ 1 urns
2015 a.

Cm. mekcm yacmu 8 rpedbidywel pedakyuu
1. HepobpokadecTBeHHble FEKapCTBEHHble CpeacTBa, (hanbcnrumpoBaHHbIe
neKkapcTBeHHble cpeacTBa noarnexar U3bATUI0 U3 0BpalleHUst U YHUUTOXEHUIO B ropsiake,
yctaHoBsrneHHoM [NpasutensctBom Poccuinckon denepaumm. OCHOBaHNEM ANS YHUYTOXEHUSN
NeKapCTBEHHbIX CPeACTB SBMSETCA pelleHne Brnagenbla fekapCcTBEHHbIX CPeACTB, peLleHne
COOTBETCTBYHIOLLErO YrNONHOMOYEHHOro hefeparibHOro opraHa MUCMNONMHUTENBHOW BNacTn unu
pelleHve cyaa.

MHdopmaumsa 06 nameHeHusx:

®edepanbHbiM 3akoHoM om 22 Oekabpsi 2014 2. N 429-©3 6 yacmb 2 cmambu 59
Hacmosiujeeo ®edeparibHO20 3aKOHa 8HECEHbI U3MEHEeHUs, scmynarowue 8 cusy ¢ 1 urns
2015 e.

Cm. mekem 4acmu 8 rpedbidywel pedakyuu

2. KoHTpaaKkTHble nekapCTBEHHbIe CpeacTBa nognexar U3bAaTuio u3 obpalleHuns u
YHUYTOXEHUIO MO pelleHnto cyaa. [opsaaok YHUYTOXEHUS KOHTPadaKTHbIX JIEKAaPCTBEHHbIX
cpencTtB ycTaHasnmBaetcs NpasutensctsoMm Poccurickon ®enepaunu.

3. Pacxoabl, CBA3aHHbIE C YHUHMTOXEHMEM KOHTpPagaKTHbIX JIEKAapCTBEHHbIX CPEeACTB,
HeaobpOKaYeCTBEHHbIX JeKapCTBEHHbLIX CPeacTB, anbCUPUUMPOBAHHBIX NEKAaPCTBEHHbIX
CpencTB, BO3MELLAITCA UX Bragenbuem.

4. Bnageney nekapcTBEHHbIX CPeACTB OOMMKEH MpeactaBuTb B YMNONHOMOYEHHbIN
deaepanbHbI OpraH UCNOSTHUTENBHOW B1AaCTU AOKYMEHT UIM 3aBEPEHHYI0 B YCTAHOBIEHHOM
nopsaake ero Konuo, noaTeepxgaroLime oakT YHUITOXEHUS SIeKapCTBEHHbIX CPeACTB.

5. CoOTBETCTBYIOLWNA YMNOIHOMOYEHHbLIN doefepanbHbli  OpraH  UCNOSTHUTENBHOWN
BNacTn, NPUHABLINIA pelleHne 06 YHUYTOXEHUW NEeKapCTBEHHbIX CPeACTB, OCYLUeCTBNSeT
KOHTPOJSIb 3a UX YHUUTOXEHMEM.

6. YHUYTOXEHNe nekapCcTBEHHbIX CPeaCTB NPOM3BOAUTCSH OpraHn3auusMn, UMerLmMm
COOTBETCTBYHOLLYIO NMULEH3MIO, HA cneunanbHO 060pyaoBaHHbIX Nnowagkax, nosiMroHax u B
cneumanbHoO 060pyAOBaHHbIX NOMELLEHUSIX C cobnogeHnem TpeboBaHun B 06nacTn oxpaHbl
OKpYy)KatoLlen cpeabl B COOTBETCTBUM C 3akoHodaTensctsoM Poccumnckon degepaumn.

7. HapkoTudeckue nekapCTBEHHble CpeAcTBa, MCUXOTPOMHbIE JeKapCTBEHHbIE
cpenctBa, paguodapMaueBTUYECKME  JIEKAapCTBEHHbIE  CPEACTBAa  YHMYTOXAKTCA B
COOTBETCTBUM C 3akoHogaTenLcTBOM Poccuickon ®eaepaumn.

FTAPAHT:

CM. KommeHTapum K ctatbe 59 HacTosiwero ®egepanbHOro 3akoHa

MnaBa 12. locypapcTBeHHOE perynmpoBaHue LieH Ha fieKapCTBEeHHbIe npenapaTbl Ans
MeAULIMHCKOro NnpuMeHeHus

Cratba 60. ocygapcTBEHHOE perynupoBaHMe LIeH Ha fekapCTBEHHble npenaparhbl
ANst MeQULMHCKOro NpUMeHeHUs!
FocynapcTBEHHOE perynMpoBaHMe LeH Ha JeKapcTBeHHble npenapaTtbl  Ons
MeANLIMHCKOro NPUMEHEHWSI OCYLLIECTBNSIETCS NOCPEACTBOM:

MHdopmaumns 06 nsmeHeHusx:

@eldeparibHbIM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 nyHkm 1 cmamsu 60



Hacmosiweao ®edepasibHO20 3aKOHa U3/I0XKEeH 8 HOBoU pedakyuu, ecmynarouwed e cusny ¢ 1
urons 2015 e.

CmM. mekcm riyHkma e rpedbidyuwed pedakyuu

1) ytBepxgeHus [lpaButenbctBoM Poccuickon degepaumm nepevHsi XU3HEeHHO
HEOOXOOUMbBIX W BaXHEWMLIMX JIEKAPCTBEHHbIX MpenapaTtoB, KOTOpbI COPMUPOBaH B
YCTaHOBMEHHOM UM MOpPsKE HA OCHOBE KOMMMEKCHOM OLEHKU NeKapCTBEHHbIX npenapaTos,
BKIOYast aHanm3 CBe4EHUN O CPABHUTENTbHON KIMMHNYECKON 3PPEKTUBHOCTU 1 BE30NaCHOCTH
NEeKapCTBEHHOr0  CpeAacTBa,  OLEHKY  3KOHOMMYECKMX  MOoCrneacTBuMrM  NPUMEHEHUS
NEeKapCTBEHHOrO0 CpeacTBa M U3ydeHue OOMNONHUTENbHbIX NOCAEACTBUA  NPUMEHEHUN
rfleKapCTBEHHOro CpeacTBa;

MHdopmaumsa 06 namMeHeHusx:

®eldepanbHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-©3 e nyHkm 2 cmambu 60
Hacmosiujeeo ®edeparibHO20 3aKOHa 8HECEHbI U3MEHEeHUs, scmynarowue 8 cusy ¢ 1 urns
2015 e.

Cm. mekem riyHKma 8 rnpeobidyuwel pedakuuu

2) yTBEPXOEHUS METOAMKM YCTAHOBMEHUS NPOU3BOAUTENAMMU  JIEKApCTBEHHbIX
npenapaToB npefernbHbIX OTMYCKHbIX LUEH Ha feKkapCTBEHHble npenapatbl, BKOYEHHblE B
nepeyeHb XU3HEHHO HeOBXOOMMbIX U BaKHEWLIMX JeKapCTBEHHbIX MpenapaTtoB, a Takke
BHEAPEHUS MEXaHN3MOB (POPMUPOBAHUS CUCTEMbI pedPEPEHTHbIX LieH;

3) rocyaapCTBEHHOM perncTpauumn yCTaHOBNEHHbIX NPOU3BOAUTENAMM JIEKapCTBEHHbIX
npenapaToB npeaenbHbIX OTMYCKHbIX LUEH Ha feKkapCTBEHHble npenapatbl, BKOYEHHblE B
nepeyeHb XN3HEHHO HEOOXOANMbBIX U BaXXHEWLLIMX NEKAPCTBEHHbIX NpenapaTos;

4) BegeHnsa rocygapCTBEHHOIO peecTtpa npeaenbHblX OTMNYCKHbIX LIEH NPOM3BOANTENEN
Ha neKkapCTBEHHble npenapaTtbl, BKIKOYEHHbIE B MNepeyvYeHb >XU3HEHHO HeobXOAWMbIX |
BaXXHENLINX NeKapCTBEHHbIX NpenapaTos;

5) yTBepXOeHuUs MEeTOAMKM YCTAHOBMNEHUS oOpraHamu WCNOSHUTENBHOW BIlacTu
cybbektoB Poccuiickon ®defepaummn  npedenibHbIX  pa3MepoB  ONTOBbIX HaabaBok U
npeAenbHbIX pa3MepoB  PO3HUYHBIX HaAbaBoOK K (PaKTUYECKMM  OTMYCKHbIM  LieHam,
YCTAHOBMEHHbIM MPOM3BOAUTENSAMM FNEKapCTBEHHbIX MpenapaToB, Ha fleKapCTBEHHble
npenapaTbl, BKIOYEHHbIE B MNEpPeYEeHb KMU3HEHHO HEeOOXOAMMBbIX W BaXXHEWLWUX
neKkapCcTBEHHbIX NpenapaTos;

6) ycTaHOBNEeHUs npeesbHbiX pasmepoB ONTOBbIX HAA0aBOK 1 NpeAenbHbIX pa3MepoB
PO3HWNYHbIX HAaAbaBOK K paKTUYECKUM OTMYCKHbIM LieHaM, YCTaHOBEHHbIM MPOM3BOAUTENAMM
NeKapCTBEHHbIX MpenapaToB, Ha NneKapCTBEHHble Mpenapartbl, BKMIOYEHHble B MepeyeHb
XM3HEHHO HEOBXOANMBIX U BaXXHEWLLMX NEKapCTBEHHbIX NpenapaTos;

7) yTBEpPXAEHMA MNopsaka Bblgayu nNpeanucaHuii opraHam MUCMNOMHUTENBHOW BNacTu
cybbekToB Poccuiickon degepaumm 0 npuBegeHMM B COOTBETCTBME C 3aKOHOAATENLCTBOM
Poccuiickon ®depepauun peweHni 06 yCTaHOBNEHUU NpeneribHbIX pa3mMepoB OMTOBbIX
HaabaBoOK M NpeaenbHbIX pa3MepoB PO3HUYHBIX HaABaBOK K (PaKTUYECKMM OTMYCKHbIM LieHaM,
YCTaHOBMEHHbIM  MPOU3BOAUTENAMU NIEKApPCTBEHHbIX MNpenapaToB, Ha JeKapCTBEHHbIe
npenapaTbl, BKIOYEHHbIE B MEpeYeHb JKU3HEHHO HeOobXOAMMbIX W BaXXHEWLWKX
NeKapCTBEHHbIX MNpenapaTtoB, €CNU OHU MNPUHATLI C  HapyleHWeM 3akoHodaTenbCTBa
Poccunckon depgepaumn, B nopsake, ycTtaHoBreHHoMm [lpaButensctBoM Poccuinckon
depepauymm;

8) HanpaBneHust YNnosIHOMOYeHHbIM dhefeparnbHbiM OPraHoOM UCMOMHUTENBLHOW BlacTu
opraHam wucnonHutTenbHon Bnactn cybvektoB Poccuiickon ®Pepepaunm npegnucaHnin o
npuBedeHUn B COOTBETCTBME C 3akoHogaTenbCcTBOM Poccuickon dPepepauumn NpUHATBIX C
HapyleHnem 3akoHogaTtenbctBa Poccunckon ®Pepepauumn peweHurn 06 yCTaHOBNEHUU
npegenbHbIX pa3MepoB ONTOBLIX HA40aBOK U NpeAesibHbIX pa3MepoB PO3HUYHbLIX Hag0aBoK K



LleHaM Ha NeKapCTBEHHble npenapaTbl, BKIOYEHHbIE B NEPEYEHDb KU3HEHHO HEOGXOOUMBIX U
Ba)KHEMLLMX NeKapCTBEHHbIX NpenapaTos.;

MHdopmaumns 06 usmeHeHusix:

®edeparbHbIM 3akoHoM om 25 utoHsa 2012 2. N 93-03 nyHkm 9 cmambu 60 Hacmosiw,eao
®edeparibHO20 3aKOHa U3/10)KeH 8 HO80U pedakuuu

Cm. mekcm nyHkma e rnpedbidywed pedakuuu
9) ocyuwiecTBneHnsa denepanbHOro rocyaapCTBEHHOrO Haa3opa B cepe obpalleHns
NeKapCTBEHHbIX CPeacTB W PEerMoHasribHOro rocyJapCTBEHHOrO KOHTPONA 3a MpPUMEHEHWEM
LEeH Ha nekapCTBEHHble npenapaTtbl COOTBETCTBEHHO YMOMHOMOYEHHbIMU beaepanbHbIMU
opraHamu MCMOMHUTENBbHONW BNacTM W oOpraHaMmy WCMNONHUTENBHOW Bractn CcybbekToB
Poccunckon depepaumm cornmacHO UX KOMMeTeHUMM B Mopsgke, YCTaHOBMEHHOM
MpaButenbcTBoM Poccurickon degepaumm;
10) npymeHeHus NpefyCMOTPEHHbIX 3akoHodaTenbCcTBOM Poccunckon Pepepauunu
Mep OTBETCTBEHHOCTM 3a HapylleHue nopsaka UueHoobpas3oBaHMs Ha  XU3HEHHO
HeobxoaMMble U BaKHENLLME NeKapCTBEHHbIE NpenapaTbl.
FTAPAHT:

CM. kommeHTapumn Kk ctaTbe 60 HacTosLwero ®efepansHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHomM om 8 mapma 2015e. N 34-03 HaumeHosaHue cmambu 61
Hacmosuwe2o ®edepasibHO20 3aKOHa U3JIOXEeHO 8 HO8oU pedaKyuu, scmynarouwel 8 cusly ¢
1 urons 2015 e.

CmM. mekcm HaumeHog8aHUs 8 rpeodbiOyuwieli pedakyuu
Cratba 61. [ocymapcTBeHHas perncrpauusi ycTaHaBfMBaEMbIX MPOU3BOAUTENAMMU
NEeKapCTBEHHbIX NpenapaToB NpeaesbHbIX OTNYCKHbIX LEeH Ha fIeKapCTBEHHbIE
npenaparbl, BKIOYEHHbIE B MEPEYEHb XXU3HEHHO HEOOXOAMMBIX U BaXKHEMLINX
NeKapCTBEHHbIX NpenapaTos

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHoM om 8 mapma 2015 e. N 34-©3 yacme 1 cmambu 61 Hacmosiweao
®eldeparibHO20 3aKOHa U3/I0XeHa 8 Hoeou pedakyuu, ecmyraroweu e cuny ¢ 1 urns
2015 a.

CmMm. mekcm 4yacmu 8 rpeodbiOywieli pedakyuu
1. YcTaHaBnMBaeMble NpoOU3BOOMTENAMMU NEKAPCTBEHHbIX MpenapaTtoB npeferbHble
OTNYCKHblE LEHbl Ha JfeKapCTBEHHbIE MNpenaparbl, BKIOYEHHbIE B MNepeyvYeHb XU3HEHHO
HeobXoOMMbIX M BaKHEWLWMX FNEeKapCTBEHHbIX MNpenapaTtoB, NOoANeXaT rocyaapCTBEHHON
peructpauum B nopsiake, yctaHoBneHHom lNpasutenscteom Poccuiickon egepauuu.

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHoM om 8 mapma 2015 e. N 34-©3 yacmb 2 cmambu 61 Hacmosiw,eao
®eldeparnibHO20 3aKOHa U3/I0XKeHa 6 Hoeou pedakyuu, ecmynaroweu e cuny ¢ 1 urns
2015 a.

CmMm. mekcm 4yacmu 8 rpeodbidyuwel pedakyuu
2. Ha ocHoBaHumM nogaHHoro Ao 1 oktabpsa Kaaoro roga 3asiBfieHUst NPon3BoAnTeNs
NeKapCTBEHHbIX MpenapaToB, BKMIOYEHHbIX B [epPeYeHb JKU3HEHHO HeobXoaUMbIX W
BaXXHENLUNX NeKapCTBEHHbIX NpenapaToB, 3aperncTpupoBaHHas npegerbHas oTnyckHasa ueHa
Ha nekapCTBEHHbIM npenapaT MoxeT OblTb nepeperncTpupoBaHa oguH pa3 B KaneHgapHOM
rogy B riopsifake, ycraHoBneHHoMm lNpasutensctBomM Poccuinckon denepaumn.
FTAPAHT:



CMm. cnpaBky O npedenbHbiX pasmepax OMTOBbIX HagbaBOK M MpedenbHbIX pas3Mepax
PO3HUYHbLIX HaAbaBOK K LieHaM Ha XWU3HEHHO HeobxoauMmble U BaXHeWLIMe feKapCTBeHHbIe
npenapatsbl (XKHBJIM), yctaHoBNEHHbIE B cybbekTax PO

2.1. YTpatuna cuny ¢ 1 nonsa 2015 .

MHdopmaums 06 usmeHeHusIx:

CmMm. mekcm yacmu 2.1 cmambu 61
2.2. Y1patuna cuny ¢ 1 nona 2015 r.

MHdopmaumsa 06 n3amMeHeHusx:
Cm. mekem yacmu 2.2 cmambu 61

®edeparsbHbiM 3akoHOM om 8 mapma 2015 2. N 34-03 yacmb 3 cmambu 61 Hacmosiwezao
®eldeparnibHO20 3aKOHa U3/I0OXeHa 6 Hoeou pedakyuu, ecmynaroweu e cuny ¢ 1 urns
2015 e.

CmMm. mekcm 4yacmu 8 rpe0dbiOyuwel pedakyuu

3. PacyeT npeaernbHbIX OTAYCKHbIX LUEeH, yKa3aHHbIX B YacTax 1 1 2 HacToswen ctaTtby,
npy UX TrOCYAapCTBEHHOW perucTpaumm unuv nepeperucTpaumm ocyLlecTBnsieTcs B
COOTBETCTBUM C MeToauKoMu, yTBepxaeHHown [lpaButenbctBom Poccunckon Pepepauumn u
yuuTbIBaOLLEN, B YACTHOCTH:

1) cobniogeHne GanaHca WHTepecoB NOTpebuTener neKkapCTBEHHbIX MpenapaTos,
BKMIOYEHHbIX B rMepevyeHb JXU3HEHHO HEeoOXOAUMbBbIX U  BaXHEWLWUX NeKapCTBEHHbIX
npenapaTtoB, WU nNpou3BoAuTENen IeKkapCTBEHHbIX MnpenapaToB, BK/IOYEHHbLIX B MNepeveHb
XM3HEHHO HEOBXOANMBIX U BaXXHENLLNX NEeKapCTBEHHbIX NpenapaTos;

2) bakTMYecKyto OTMYCKHYK LEeHy Ha rekapCTBeHHble rnpenapatbl B Poccunckon
depepaumun, LeHy BBO3a NeKapCTBEHHbIX npenapaTtoB B Poccuiickyto degepaunio, a Takke
LeHbl Ha aHanoruyHble feKapCTBEHHble npenapaTtbl, Haxogswmecsa B obOpaweHun B
Poccuinckon ®epepaunu;

3) 3artpatbl Npou3BOAMTENA JIeKapCTBEHHOro rnpenapata Ha Mpou3BOACTBO W
peanuaauuio iekapCcTBEHHOro npenapara;

4) uUeHy Ha neKapCTBEHHbIN npenapaT MHOCTPaAHHOro MPOU3BOACTBA, €ro LeHy B
CTpaHe npou3BoAUTENS W B CTpaHax, B KOTOPbIX MpenapaT 3apernctpuposaH u (unu) B
KOTOpble NOCTaBMsAETCA NHOCTPAHHbBIM NPOU3BOAUTENEM.

FTAPAHT:

Cm. MeToaunky ycTaHOBRAEHNSA NPOM3BOANTENSMU NIEKAaPCTBEHHbIX NpenapaToB npeaenbHbIX
OTMYCKHbIX LIEH Ha neKkapCcTBEHHble Mnpenaparbl, BKIOYEHHbIE B MNEepevYeHb XXU3HEHHO
HEOOXOOMMbBIX W BaXXHEWLUMX JEKAPCTBEHHbIX MpenapatoB, YTBEPXKOAEHHYID MNPUKaA30M
MwuHucTepcTBa 34paBOOXpaHEHUs U coumansHoro passntna PO n ®egepansHon cnyxbbl no
Tapudam ot 3 Hos16psa 2010 r. N 961H/527-a

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbim 3akoHom om 3 urons 2016 2. N 350-03 e yacmb 4 cmambu 61 Hacmoswezo
®edeparsibHO20 3aKOHa 8HECEHbI USMEHEHUS

CmM. mekcm 4yacmu 8 rpeOdbiOyweli pedakyuu
4. He gonyckatoTcsa peanusauuns n oTnycK NieKapCTBEHHbIX NpenapaToB, BKITHOYEHHbIX B
nepeyeHb XU3HEHHO HEOOXOAMMbIX U BaXKHEWLLMX NEeKapCTBEHHbIX NpenapaToB, Ha KOTopble
NnpPou3BOAMTENAMM JIEKApPCTBEHHbIX MNpenapaToB He 3aperucTtpupoBaHa npenenbHas
OTNyCKHas LeHa, peanusaums U OTNycK NPOW3BOAUTENSIMU NEKAapCTBEHHbIX NpenapaToB Mo
LeHaMm, nNpeBbllalWwmM 3aperncTpupoBaHHble NpedenbHble  OTMYCKHble  LeHbl Ha
NeKkapCTBEHHble npenapartbl.

MHdopmaums 06 usmeHeHusix:

®edeparbHbiM 3akoHoM om 8 mapma 2015e. N 34-©3 cmambss 61 Hacmoswezo



®edepanbHo20 3aKoHa 0oriofIHeHa Yacmbko 5, ecmynarouwed e cuny ¢ 16 mapma 2015 e.

5. OcobeHHOCTM rocyaapCTBEHHOIO PErynMpoBaHnst NpederibHbIX OTMYCKHbIX LIEH Ha
NeKapCTBEHHbIE npenapaTtbl, BKMAOYEHHbIE B [MEPEYEHb XU3HEHHO HeobXoauMMbIX W
BaXHEMLWUNX JIEKAPCTBEHHbIX MpPEenapaTtoB, B 3aBMCUMOCTU OT 3KOHOMMUYECKUX WU (Unn)
coumarnbHbIX KpuTepueB (M3MEHeHWe YCMoBWUIA, Nopsaka WM CTOMMOCTM MNPOW3BOACTBA
NeKapCTBEHHbIX MpenapaToB, WCMNOMb30BaHNWE HOBLIX OPM, METOOOB M crnocobos
rocyJapCTBEHHOIO perynnmpoBaHUs LEeH Ha feKapCTBEHHble npenapaTtbl, B TOM 4ucne Ha
OCHOBE MexaHu3Ma pedepeHTHOro ueHoobpa3oBaHNA, W3MEHEHWA MNOpsiAka OKasaHus
MEeANLNHCKOM MOMOLLU, U MHblE U3MEHEeHUs1) ycTaHaBnuaatTcs [NpaButensctBoM Poccnmnckon
depepaumn.

FAPAHT:

CM. koMMeHTapumn K cTaTbe 61 HacToswwero ®efepansHOro 3akoHa

CraTtbsa 62. [OCyaapCTBEHHLIN peecTp NpeaernbHbIX OTMYCKHbIX LIEeH Npon3BoauTenemn
Ha JleKkapCTBEHHble MpenapaTtbl, BKMAOYEHHbIE B MNEPeYeHb KU3HEHHO
HEOBX0OMMBbIX U BaXXHEWLLMX NIEKAaPCTBEHHbIX NpenapaTos

1. 3apernctpupoBaHHble nMpefesibHble OTMYCKHble LUeHbl Ha JeKapCTBEHHble
npenapaTtbl, BKMOYEHHbIE B MeEpeYvYeHb XU3HEHHO HEeoOXoOMMbIX W BaXKHEWLWnX
NeKapCTBEHHbIX MpenapaTtoB, Mogfexar BKAYEHUK B  rOCYAapCTBEHHLIM  peecTp
npegenbHbIX OTAYCKHbIX LEeH NPOoM3BOAUTENEN Ha NekapCcTBEHHbIE npenaparbl, BKAYEHHbIE
B NEPEYEHb XN3HEHHO HEOBXOAMMBIX U BaXKHENLLMX NEKapPCTBEHHbLIX MpenapaToB.

2. locypapCTBeHHbIN peecTp npefenbHbiX OTMAYCKHbIX LEeH Npou3BoauTeENnen Ha
NEeKapCTBEHHbIE nMNpenapaTbl, BKMAYEHHbIE B MNEPEYEHb XKU3HEHHO HEOoBXOAUMLIX W
BaXKHENLUNX NIeKapCTBEHHbIX NpenapaToB, COAePXXNT B cebe crieayoLyto MHopMaumio:
MHdopmaumsa 06 namMeHeHusx:

[MyHkm 1 usmeHeH ¢ 1 sHeaps 2018 a. - ®edepasnbHbil 3akoH om 28 Oekabps 2017 a.
N 425-03

Cm. npeodbidywyto pedakyuro
1) HaumeHoBaHWe AepxaTend unuM Bnagenbla pPerucTpaunoHHOrO YAOCTOBEPEHUS
NeKapCTBEHHOro npenapara, HaMMeHOBaHWe NPOU3BOAUTENSA JeKapCTBEHHOro npenapaTa,
CBeJEeHNs O perncTpaumm gepxatenss unu Bnagenbla perncrpalyoHHOro yooCTOBEPEHUS
NEeKapCTBEHHOro npenaparta, CBeAEHWA O peructpauMM Npov3BOAMTENS FEeKapCTBEHHOMO
npenapata nns MeOUUUHCKOrO MpMMEHEHUA B KayecTBe HanoronnaTtenbliMka B CTpaHe

peructpauun (ONA POCCUUCKUX KOPUOANYECKUX NUL -  WUOEHTUPUKALMOHHBIA  HOMeEp
Hanoronnatenswuka (MHH), ons MHOCTpaHHbIX HOPUOMYECKMX NUL, - CTpaHa perncrpauuu,
HanMeHoBaHue perncTpupytoLero opraHa, perncTpaunoHHbIN HoMmep, Kog

Hanoronnatenblinka B CTpaHe perucTpauum (MHKopnopauuuM) unm ero adanor), MecTo
HaxoXO4eHUs MPOM3BOACTBEHHbIX MNMOWAA0K, Y4acTBYHOLWMX B MNpouecce NpovM3BOACTBA
NeKapCTBEHHOro npenapaTa, C ykazaHmemM ctagumn npouecca Npon3BoacTBa;

MHdopmaumsa 06 nameHeHusx:

®edeparibHbIM 3akoHOM om 22 Oekabpsi 2014 2. N 429-®3 e nyHkm 2 yacmu 2 cmambu 62
Hacmosiweeo @edepasibHO20 3aKOHa BHECEHbI U3MEeHeHUsi, sacmynarouwue 8 cusny ¢ 1 utons
2015 a.

Cm. mekem riyHKma 8 rnpeobidywel pedakuuu
2) HanMeHOBaHWe feKapCTBEHHOro npenapaTta (MexayHapodHoe HenaTeHTOBaHHoe,
UIn rpynnUPOBOYHOE, NN XUMUYECKOE U TOProBOE HauMeHOBaHUS);
3) HOMep perncTpaumoHHOro YyAOCTOBEPEHUS NeKapCTBEHHOrO npenapara;
MHdopmaumsa 06 namMeHeHusx:



®edeparnbHbiM 3akoHOM om 22 dekabps 2014 e. N 429-®3 e nyHkm 4 yacmu 2 cmambu 62
Hacmosuwe2o PedepasibHO20 3aKOHa BHECEHbI UBMEHEeHUSs, ecmynaruwue 8 cuny ¢ 1 urns
2015 a.

Cm. mekcm nyHkma 8 rnpedbidywed pedakuuu
4) nekapCTBEHHasa hopma C yKasaHMEM [O3MPOBKU NIEKAPCTBEHHOrO NpenapaTta u ero
KonumyectBa BO BTOPUYHOWN (NOTPebUTENbCKOM) yNakoBKe, a TakkKe KOMMNIIEKTHOCTb;
5) sapeructpmpoBaHHasa npegenbHasi OTnyckHas LueHa B pybnsix;

MHdopmaums 06 nsmeHeHusix:

®edeparibHbIM 3akoHoM om 22 dekabps 2014 2. N 429-®3 nyHkm 6 yacmu 2 cmambu 62
Hacmosiweao ®edepasibHO20 3aKOHa U3/I0XKEH 8 HOBOU pedakyuu, ecmynaruwed 6 cuny ¢ 1
urons 2015 a.

CmM. mekcm nyHkma e rpedbidywed pedakuyuu
6) oaTa n HomMep npukKasa yrnosrIHOMOYEHHOro dpefepanbHOro opraHa UCNOSTHUTENBHOWN
BNacTu 0 rocygapCTBEHHOW pernctpauuun, nepeperucrpaumm npegesibHon oTnyCcKHOW LeHbl Ha
NeKapCTBEHHbIN Npenapar, BKIIOYEHHbIN B NepeyeHb XNU3HEHHO HEOBXOOUMbIX N BaXKHENLLMX
neKkapCTBEHHbIX NpenapaTos;

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHoM om 22 0ekabps 2014 2. N 429-©3 yacmb 2 cmambu 62
Hacmosiweao ®edepasibHO20 3aKoHa OOMOJSIHeHa MyHKmMom 7, ecmynarowum 6 cusniy ¢ 1
urona 2015 e.

7) LWTPUXOBOW KOA, HAHECEHHbIM Ha BTOPUYHYHO (NOTPEBUTENDBCKYHD) YNakoBKY
NeKkapCTBEHHOro npenaparTa;

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHoM om 22 0ekabps 2014 a. N 429-©3 yacmb 2 cmambu 62
Hacmosiweao ®edeparsibHo20 3akoHa doriosiHeHa ryHKkmom 8, ecmynatowum 6 cusy ¢ 1
urons 2015 a.

8) KOO nekapCTBEHHOro npenapata MO aHaTOMO-TepaneBTUYECKO-XMMUNYECKOMN
Knaccudgukaumm, pekomeHgoBaHHoM BcemupHon opraHnsauuen 3gpaBooxXpaHeHus.

3. locygapcTtBeHHasa peructpaums npeferibHbiX OTMNYCKHbIX LeH Ha JleKapCTBEHHbIE
npenapatbl, BKIMOYEHHbIE B MeEpPeYeHb XKU3HEHHO HEOOXOAMMBbIX W BaXXHEWLUX
NeKkapcTBEHHbIX MpenapaToB, BeJeHWe rocyaapCTBEHHOro peecTtpa npeaenbHbIX OTMYCKHbIX
LeH Npou3BoaAMTENEN Ha NneKapCTBEHHble npenapaTbl, BKIYEHHble B NepedYeHb XU3HEeHHO
HEeOOXOAMMBIX U BaXKHEWLMX feKapCTBEHHbIX MpenapaToB, OCYLUECTBASAIOTCA B NOpsaAke,
ycTaHoBneHHoM [paBuTtensctBoMm Poccuickon enepauum.

FTAPAHT:

CMm. AOMuHUCTpaTMBHBIM  perniameHT MwuH3gpaBa Poccum no  npegocTaBrieHuMIo
rocygapCTBEHHOM YCMyru rno rocyAapCTBEHHOW perucTpaumm npegeribHbIX OTMYCKHbIX LieH
Ha neKapCTBEHHble npenapaTbl, BKAOYEHHbIE B MNepevYeHb >XM3HEHHO HeobXoOuMbIX U
Ba)XXHENLUMX JIEKAPCTBEHHbIX MNpenapaToB, YTBEPXAEHHbIN npukazom MwuHUCTepcTBa
3apaBooxpaHeHust ot 24 utonsa 2012 r. N 42H

CM. KoMmeHTapum K ctatbe 62 HacTosiero ®egepanbHOro 3akoHa

Cratba 63. YcraHoBNeHwe opraHamm WCMNOMHUTENbHOM BRactm CyObekToB
Poccuinckon ®depepaummn npegenbHbiX pasmMepoB OMNTOBbIX HanbdaBokK W
npegenbHbiX pasmMepoB PO3HMYHbIX HagbaBoOK K (pakTUYECKMM OTMYCKHbIM
LeHaM, YCTaHOBMEHHbIM MPOU3BOAUTENSIMU JIEKAapPCTBEHHbBIX NpenapaToB, Ha
nekapcTBeHHble npenapaTtbl ANs Me4UUMHCKOro NpUMeHeHns

MHdopmaums 06 usmeHeHusx:



®edeparnbHbiM 3akoHom om 13 urons 20152, N 241-©3 e yacmb 1 cmambu 63
Hacmosiwe2o ®edepalsibHO20 3aKOHa 8HECEHbI USMEHEeHUSs

CmM. mekcm 4yacmu 8 rpeOdbiOywel pedakyuu

1. OpraHbl ucnonHuTenbHOM BRactu cybbektoB Poccuinckon  Pegepauunm
yCTaHaBnMBaKT nMpeaefibHble pa3mepbl OMNTOBbIX HaabaBOK M nNpedenbHble  pas3mepsbl
PO3HUYHbIX HAaAbaBOK K haKTUYECKMM OTMYCKHbIM LleHaM, YCTaHOBSIEHHbIM NPOU3BOAMTENAMMU
NeKapCTBEHHbIX MpenapaToB, Ha NEeKapCTBEHHblIE MpenapaTtbl, BKMNIOYEHHbIE B MEPEYEHb
XW3HEHHO HEeOobXOAUMBIX M BaXXHEMWLUMX FNEeKapCTBEHHbLIX MpenapatoB, B COOTBETCTBMU C
yTBEPXOEHHON B nopsiake, ycTtaHoBreHHoM [lIpaButenbctBoMm Poccuickon dPenepauum,
METOAMKOW YCTAHOBMEHUS oOpraHaMm WCMOMHUTENbHOW Bractn cybbekToB Poccuinckon
depnepaumm npegenbHbIX pa3MepoB ONTOBbIX HAA6aBOK U NpeaesnibHbIX Pa3smMepoB PO3HUYHbIX
HagbaBoOK K (PaKTMYECKMM  OTMYCKHbIM  LieHaM, YCTaHOBMEHHbIM MpPOoU3BOaUTENAMMU
NeKapCTBEHHbIX MpenapaToB, Ha NEeKapCTBEHHblIe MpenapaTtbl, BKMNIOYEHHbIE B MepeyeHb
XW3HEHHO HEODXOOMMbIX U BaXKHEWLWIMX NeKapCTBEHHbIX npenapaTtoB. [1pOeKTbl peLueHnn
OpraHoB MCMNONHUTENBbHOM Bnactu cybbekToB Poccunckon depepaumm o6 yCcTaHOBNEHUU U
(vnn) unameHeHUn npefenbHbIX pa3MepoB OMNTOBbIX Ha4b0aBOK M MNpefernbHbIX pa3mMepoB
PO3HUYHbIX HaabaBOK K paKTUYECKMM OTMYCKHbIM LleHaM, YCTaHOBIIEHHbIM NPON3BOAMUTENAMMU
NeKapCTBEHHbIX MpenapaTtoB, Ha JleKApCTBEHHble MpenapaTbl, BKIOYEHHbIE B MNepevYeHb
XU3HEHHO HEOOXOAMMLIX W  BaXHEWLWMUX NEeKapCTBEHHbIX MNpenapaToB, noanexar
cornacoBaHuio Cc degepanbHbiM  OpraHOM MCMOSTHUTENBHOW BRAcCTU, YMNOSHOMOYEHHbIM
OCYLLECTBNATb NPaBOBOE perynmpoBaHne B cdepe rocygapCTBEHHOrO perynmpoBaHus LIEH
(TapudpoB) Ha TOBapbl (ycnyru), B nopsake, ycraHoBrieHHoM [lpaButensctBoM Poccuinckon
depepauymn.
FAPAHT:

Cwm. lMpaBuna ycTtaHOBNEHUA npeferibHbIX pasMepoB OMTOBbIX U NpPeAesibHbIX pa3MepoB
PO3HMYHbIX HagbaBoK K  (QakTUYECKMM  OTMYCKHbIM  LeHaM nNpou3BoAMTENEn Ha
NeKkapCTBEHHble MpenapaTbl, BKMAOYEHHblE B NepeyYeHb XWU3HEHHO HEeoOXOAUMbIX U
BaXKHEMLUMX  NeKapCTBEHHbIX  MNpenapatoB, B cybbekrax P®, yTBepXOeHHble
noctaHoBneHnem MNpasutensctea PP ot 29 oktsabpsa 2010 r. N 865
2. OpraHusaumm onToBOW TOProBnn n (MNKN) anTeYHble opraHM3aumm, MHANBMUAYyasbHbIe
npeanpyHMMaTenn, UMewwmne  NUUEH3NID Ha  dapMaueBTUYECKYD  OeATEeNbHOCTb,
OCYLLECTBNAT peanu3aumio  fneKkapCTBEHHbIX MNpenapaTtoB, BKMIOYEHHbIX B MNepeYeHb
XM3HEHHO HEeOOXOAMMBIX U BaKHEWLIMX NeKapCTBEHHbIX MpenapaToB, MO LUeHam, ypOBEHb
KOTOpPbIX He MpeBblllaeT CymMMy akTU4EeCKOW OTMYCKHOM LeEHbl, YCTaHOBMEHHOM
NPOM3BOAMTENEM FfEKAapCTBEHHbIX NPenapaTtoB U He MpeBblalowen 3aperncTpupoBaHHON
npegenbHOM OTMYCKHOM LEHbl, N pa3Mep OMTOBOM HagbaBku M (Unn) pasmep PO3HUYHOW
HaabaBkW, He MpeBbllaloLLe COOTBETCTBEHHO pasmepa npeaenbHOM ONTOBOWM HagbaBKu U
(nnun) pasmepa npenenbHOM PO3HUYHOW HagbaBKW, YCTAHOBMNEHHbIX B cybbekTe Poccumnckon
depepaumn.
3. OpraHbl ucnonHUTenbHOM Bnactu cybbvektoB Poccuinckon degepaunmn pasmeLlaroT
B ceTn "MIHTepHeT" nnun onybnmkoBbLIBalOT MHpOPMaLNIO O 3aperMcTpupoBaHHON NpeaeribHON
OTNYCKHOW LiEHEe Ha JeKapCTBEHHble npenapatbl, BKMIOYEHHbIE B MNEPEYEHb >KUIHEHHO
HeobXoOMMbIX N BaXHEWLINX NEeKapCTBEHHbIX npenapaTtoB, 06 YCTAHOBMEHHbLIX B CybObekTe
Poccunckon ®depepaummn pasmepe npegenbHoM ontoBouM Hagbaskm wn  (Mnu) pasmepe
npeaenbHOM PO3HUYHOM HanbaBKM K YCTAHOBIIEHHbIM MNPOWU3BOAUTENSMWU NEKapCTBEHHbIX
npenapaTtoB PakTUYECKUM OTMYCKHbIM LleHaM Ha NeKapCTBEHHbIE NpenapaTbl, BKIHOYEHHbIE B
nepeyeHb >XU3HEHHO HeOOXOAMMBIX M BaXHEWLWMX JleKapCTBEHHbIX npenapaTtoB, n 06
yKazaHHOW B 4Yactym 2 HacToswen ctatbM cymme. WHdopmauus, npegycMoTpeHHas
HaCcTOALLEN YacTblo, AO/MKHA pas3MeLLaTbCs Takke B anTeYHbIX OpraHuM3auusx B OOCTYMHON



ONs CBedeHWa BCeX 3aMHTepecoBaHHbIX nuy, gopmMe u OBHOBRATLCA MO Mepe ee
onybnMkoBaHus.

4. MNpuHATbIE C HapylweHueM 3akoHogaTenbcTBa Poccurckon degepaumm pelleHus
OpraHoB WCNONHUTENbHOM BriactTun cybvekta Poccuinckon Pepepauum 06 ycTaHOBNEHMMU
npegenbHbIX pa3MepoB ONTOBLIX HA40aBOK U NpeAesibHbIX pa3MepoB PO3HUYHbLIX Hag0aBoOK K
3aperncTpupoBaHHbIM NpeaenbHbIM  OTMNYCKHbIM LEeHaM Ha JekapCTBEHHble npenapaTsl,
BKMIOYEHHbIE B MepeyeHb JKU3HEHHO HeoOXOOMMbIX W BaXXHEWLUMX FeKapCTBEHHbIX
npenapaToBs, NoanexaT oTMeHe B cyaebHOM nopsake.

FTAPAHT:

CM. kKoMMeHTapumn K cTaTbe 63 HacTosLwero ®efepansHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edeparibHbIiM 3aKoHOM om 22 Oekabps 2014 e. N 429-©3 e HaumeHogaHue enasebl 13
Hacmosiwezao PedeparibHO20 3aKOHa BHECEHbI U3MEHEHUSs, ecmynarouwue 8 cury ¢ 1 uwns
2015 e.

CM. mekcm HaumeHogaHUs 8 rpeobiOywel pedakyuu

Fnaea 13. MoHUTOpUHr 3chheKTUBHOCTU N 6e30NacHOCTU NeKapCTBEeHHbIX NpenaparTos,
Haxoaswmxca B obpaweHun B Poccunckon Pepgepaumm

MHdopmaumsa 06 nameHeHusx:

®eldeparibHbIM 3aKkoHOM om 22 Oekabpsi 2014 e. N 429-©3 cmambsi 64 Hacmosiwezao
®edepanibHO20 3aKOHa U3/IOXKeHa 8 HoeoU pedakyuu, ecmynarowed e cuny ¢ 1 urons
2015 e.

CmMm. mekcm cmamabu 8 rpedbidywel pedakyuu

Cratbsa 64. PapmakoHagsop

1. JlekapcTBeHHble npenapaTtbl, Haxogswwuecs B obOpaweHnn B Poccuinckon
depgepaumm, nognexar MOHUTOPUHTY 3PEEKTUBHOCTM N BE30MacHOCTU B LIENSX BbISIBIIEHUS
BO3MOXHbIX HErATMBHbIX NOCNEACTBUA UX NPUMEHEHNS, MHANBUOYANbHOW HENEPEHOCUMOCTH,
npegynpexneHnss MeguUMHCKUX paboTHUKOB, BETEPUMHAPHbBIX CNeunanucToB, NauneHToB nnm
BnagenbLeEB XUBOTHbIX U UX 3aLlUTbl OT NPUMEHEHUSA TaKNX NIEKAPCTBEHHbIX NpenapaTos.

2. ®dapmakoHag3op — OCyLWecTBASeTCs  COOTBETCTBYHLUMM  YNOSTHOMOYEHHbIM
deaepanbHbIM OpraHoOM MCMOSTHUTENBHOW BracTM B YCTAHOBMIEHHOM UM nopsgke nyTem
aHanmsa npegocrtaBndemMon cydbbekTaMmmn obpalleHus nekapcTBeHHbIX CpencTB MHpopmaumm
0 NOBOYHBbIX OENCTBUSAX, HEXENATENbHbBIX PeakUumsax, CEPbE3HbIX HEXeNnaTernbHbIX peakumsix,
HenpeaBUAEHHbIX HeXenaTemnbHbIX peakunsax npyu NpUMEHEeHU NekapCTBEHHbIX NpenapaTtos,
00 wuHOMBMAOyanbHOW HENepeHOCUMOCTU, OTCYTCTBUM IPPEKTUBHOCTM NEKAPCTBEHHbIX
npenapaToB, a Takke 06 MHbIX hakTax N 0BCTOATENLCTBAX, NPEACTaBASOWNX YIPO3Yy XKU3HU
Unn 300pPOBLI0 YenoBeka NMBO KMBOTHOTO NMpU NPUMEHEHNN FIEKAPCTBEHHbIX NpenapaToB U
BbIIBNEHHbIX Ha BCEexX dTanax oOpalleHus nekapCcTBeHHbIX npenapatoB B Poccuinckon
depnepaumm n gpyrnx rocygapcraax.

3. CyObekTbl oObpalleHus nekapCTBEeHHbIX CpeacTB B MOpsAKe, YCTaHOBIEHHOM
YNOSTHOMOY€EHHbIM beaeparibHbIM OPraHOM MCMONTHUTENBbHOW BnacTn, 06sa3aHbl cooblaTb B
YNOSTHOMOYEHHbIM dhefepanbHbii OpraH UCMOMHUTESNTbHOW BNactv O NOBOYHbIX AENCTBUSX,
HexxenaTenbHbIX peakuusiX, CEepbe3HbIX HeXenaTernbHbIX peakumsax, HenpeaBuaEHHbIX
HeXenaTenbHbIX  peakumsax nNpu  MNPUMEHEHUM  NIEKApCTBEHHbIX  NpenapatoB, 0O
WHOMBMAYANbHOW  HEMEPEHOCMMOCTWU,  OTCYTCTBUM  3PAEKTUBHOCTM  NEKAPCTBEHHbIX
npenapaToB, a Takke 06 MHbIX hakTax N 0BCTOATENLCTBAX, NPEACTaBASOWNX YIPO3Yy XKU3HU
Unn 300pOBLI0 YenoBeka NMBO KMBOTHOMO NMpPUM NPUMEHEHNN NIEKAPCTBEHHbIX NpenapaToB U



BbIIBNEHHbIX Ha BCEeX 3Tanax oOpalleHus nekapCTBeHHbIX npenapatoB B Poccuinckon
degepaumm n gpyrnx rocygapcraax.

4. [epxaTtenu unu Bnagenblbl PerMcTpauyoHHbIX YOOCTOBEPEHUN NEeKapCTBEHHbIX
npenapaToB, OpUOUYECKME NMUA, HA UMS KOTOPbIX BblAaHbl paspelleHus Ha NpoBedeHue
KNUHMYecknx nccnegosanum B Poccuninckon ®egepauum, nmbo ynosHOMOYEHHbIE UMW Apyrve
topuanyeckne nvua B pamkax obecneveHns 6e30MacHOCTU fEKapCTBEHHbIX MpenapaToB B
nopsgke, YCTaHOBMEHHOM COOTBETCTBYIOLWIUM YMNOMHOMOYEHHbIM defeparnbHbiM  OpraHoM
NCNONMHUTENBHON Bnactn, 06s3aHbl OCYLWECTBNATbL MpueM, y4yeT, ob6paboTky, aHanu3 wu
XpaHeHne nocTynawwmux B ux agpec oT cybbekToB obpalleHnss NeKkapCTBEHHbIX CPeacTB U
OpraHoB rocyaapCTBEHHOW BriacTu coobuweHnn O MOBOYHbIX AENCTBUSX, HEXenaTenbHbIX
peakumax, Cepbe3HbIX HeXenaTenbHbIX U HenpeaBUOEHHbIX HeXenaTeribHbIX peakumsax npu
NPUMEHEHNN NEKAPCTBEHHbIX NpenapaToB, 06 0COBEHHOCTAX MX B3aMMOLENCTBUSA C OPYTMMU
nekapCTBEHHbIMM MpenapaTtamu, MHANMBUOYaNbHOW HEenepeHOCUMOCTU, a Takke 00 WHbIX
drakTax n 06CTOATENLCTBAX, NPEACTABNSALWNX YIPO3Yy XU3HMU UNN 340POBbIO YernoBeka nmbo
XWBOTHOMO WUSIM BAUAIOWNX HA U3MEHEHME OTHOLLUEHUS OXWOAeMOW Mosb3bl K BO3MOXHOMY
PUCKY NPUMEHEHMNS NNEKAPCTBEHHbIX NpenapaTos.

5. lpn BbiIgBNEHMN wuHGOPMALUM O Cepbe3HbIX HexenaTemnbHbIX peakuusx wu
HenpeaBUAEHHbIX HEXenaTenbHbIX peakunsax npu NpUMEHEHNN NEKAPCTBEHHbIX NpenapaTos,
06 O0COBEHHOCTAX WX B3aMMOOEUCTBUA C APYrMMU  NEeKapCTBEHHbIMM MpenapaTtamu,
NHOMBUAYANbHOWM HEMEpPEeHOCMMOCTM, a Takke 00 uMHbIX aktax u obcToaTenbcTBax,
BNUSAIOWMX HA WU3MEHEHWE OTHOLUEHUS OXMO4AeMOW MONb3bl K BO3MOXHOMY  PUCKY
NPUMEHEHNS NEKAPCTBEHHbIX NpenapaToB, AepXaTenu unv Bragenblbl PErncTpaumoHHbIX
yOOCTOBEPEHNIN NlEKapCTBEHHbIX NpenapaToBs, opuanyeckme nuua, Ha MMs KOTOpbIX BblAaHbI
paspelleHna Ha NpoBedeHnEe KIMHUYECKUX uccrnegoBaHuin B Poccuinckon ®epepaunn, nnbo
YNOSTHOMOYEHHbIE MU OpYyrne topuanyeckme nuiua obssaHbl NPUHATL Mepbl, HanpaBneHHbIe
Ha yCTpaHeHWe HeraTMBHbIX MOCMEACTBUMA NPUMEHEHNA TakMX NEKAPCTBEHHbIX NpenapaTos,
npeaynpexneHne MpuUYnHEHNs Bpeda XM3HM WNU 340POBbI0 YenoBeka NMBO XUBOTHOIO,
3aWMTy UX OT MPUMEHEHUS TakMX NEeKapCTBEHHbIX MpenapaToB, Ha LOMOMHUTENbHbIN cOop
AaHHbIX 06 3 EKTUBHOCTM N 6E30NACHOCTM TaKMX NEKapCTBEHHbLIX NpenapaToB.

6. 3a HecoobLuleHMe unn CcokpbiTMe uHGOPMaLMKU, NPeayCMOTPEHHOW YacTbio 3
HacToswen cTaTbW, [gepXaTtenu wnu Bragenbubl PerucTpauuoHHbIX  YOOCTOBEPEHUN
NleKapCTBEHHbIX NpenapaTos, pUaANYEeCcKne nuua, Ha UM KOTOPbIX Bbl4aHbl pa3peLleHns Ha
npoBeAeHne KNUHUYeCcKnx nccnegosanHui B Poccuiickon ®egepaumm, nubo ynoriHOMOYEHHbIE
UMK Opyrve puaudeckme nuua, a Takke OOSMKHOCTHbIE Nnuua, KOTOpbIM 3Ta MHGOopMaums
cTana u3BecTHa no poay MX NpodeccnoHaribHON OesATeNnbHOCTU, HECYT OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKoHOAaTeNnbLCTBOM Poccuiickon ®eaepaumn.

7. lNpn nonyyeHUM YrNONMHOMOYEHHbLIM doefepalibHbIM OpPraHoOM WCMOSTHUTENBHOWN
BNacT B paMKax OCYLLECTBIEHUS MM (hapMakoHaa3opa [oKa3aTenbCTB O HECOOTBETCTBUM
NEKapCTBEHHOrO0 npenapaTta yCTaHOBMEHHbIM  TpeboBaHMAM  MAM  NpUM  NOSTyYEeHUU
MHOPMAUMM O HECOOTBETCTBUM [AaHHbIX 00 addekTMBHoCTM M O 6GesonacHocTu
nekapCTBEHHOro npenapata AdaHHbIM O JIeKapCTBEHHOM rMpenapaTte, cogep)Xalwmmcs B
MHCTPYKUMN MO €ro nNpUMEHEHMO (B TOM YMCIE BbISBAEHHbIX B XO4E€ OCYLUECTBIEHMS
papmakoHag3opa  KOHTPOJSIbHO-HAO30pPHbIMW  OpraHamMu  MHOCTPaHHbIX  rOCydapcTB),
YNONHOMOYEHHbIN (heaeparnbHbii OpraH WCMOMHUTENbHOW BIlaCTM B YCTAHOBIIEHHOM UM
nopsiike paccMaTpuBaeT BOMPOC O NPUOCTAHOBNEHUN MPUMEHEHUS] TAKOro fNekapCTBEHHOroO
npenaparTa.

FAPAHT:

Cm. Metoanueckne pekomengaumm "OpraHusaumsi cnyx6bl MOHUTOpWUHra 6e3onacHoOCTH

NneKkapcTBEHHbIX cpeacTs (dbapmakoHagsopa) B KOMMNaHUAX npon3BoanTENAX
NeKapCTBEHHbIX CPeacTB  wnv  gepXaTtenax  permcTpauMoHHbIX  yOOCTOBepeHun",



yTBepxaeHHble Poc3gpaBHaa3opom oT 25 oktabps 2008 r.
CM. KomMmeHTapum Kk ctatbe 64 HacTosiero ®egepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

@eldeparibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-©3 cmambsi 65 Hacmosiwezao
®eldeparnibHO20 3aKOHa U3/I0XKeHa 6 Hoeou pedakyuu, ecmynaroweu e cuny ¢ 1 urns
2015 e.

Cm. mekem cmamaeu 8 rnpedbidywed pedakuyuu

Cratbs 65. NpuoctaHoBNeHNe NPUMEHEHNSA NleKapCTBEHHOIO NpenapaTta

1. MNpu nonyyeHun uHOPMAUUM O HEXenaTesnbHbIX peakumsax MNpu MNPUMEHEHUN
NeKapCTBEHHOro npenapara, He yKasaHHbIX B MHCTPYKUUKU MO NPUMEHEHUIO JIEKapCTBEHHOMO
npenapaTta, Cepbe3HbIX HeXernaTenbHbIX peakumsax, 06 0CobeHHOCTAX ero B3anMoaencTBums ¢
ApYrMMU nekapCTBEHHbIMU NpenapaTamMu, KOTopble MOryT NpeAcTaBnsaTb Yrpo3y XU3HU UNu
300pOBbID  YernoBeka NMBO KMBOTHOMO, a TakKkKe O HEeCOOTBETCTBUMM [aHHbIX 006
3hPeKTUBHOCTM N O BE30MacHOCTUN NeKapCTBEHHOro npenapaTta AaHHbIM O NekapCTBEHHOM
npenapaTte, COAEpXaWMMCA B MHCTPYKUMW MO €ro MNPUMEHEHUIO, B TOM 4ucne oT
YNOSTHOMOYEHHbBIX OPraHOB WHOCTPAHHbLIX FOCyAapCTB, OOMEH KOTOPOW OCYyLeCTBNAeTCs B
COOTBETCTBMM C COMMaWEHUAMM MeXay YNONHOMOYEHHbIM doefepanbHbiM  OpraHoM
WUCMONHUTESNTbHOW BNactTM U  YNOSITHOMOYEHHbIMM OpraHaMy WHOCTPAaHHbLIX rOCyaapcCTB,
YNOMHOMOYEHHbIN (heaiepanbHbI OpraH UCMONHUTENbLHOW BlacTU paccMmaTtpmBaeT BOMNPOC O
BO3MOXXHOCTWN NPMOCTAHOBIEHMSA 0bpalleHnst TaKoro fiekapCTBEHHOro npenapara B nopsiake,
YCTaHOBMEHHOM YMNOSTHOMOYEHHbIM dhefeparnbHbiM OPraHoOM UCMONHUTESNbHOW BRacTu.

2. [llpn HeuCrnonHeHUW wnM HeHaanexawlem WUCMONHEHUN AepxaTtensaMmm unm
Bnagenbuamm perncTpaunoHHbIX yOOCTOBEPEHUI neKapCTBEHHbIX npenapaTos,
IOPUANYECKUMU NNLAMU, HA UMSA KOTOPbIX Bbl4aHbl paspeLlleHnsi Ha NpoBeaeHne KIMHNYECKNX
uccrnegosaHnn B Poccuinckon degepaumn, WNn - YNOAHOMOYEHHbIMW UMW OPYTUMU
lopyaMyeckumMn  nuuammn  0b6A3aHHOCTEN, YCTAHOBMEHHbIX Yactamu 3 uM 4 cratbu 64
HacToswero ®PepepanbHOro 3akoHa, NMMOO B cnyyasx NpeacTtaBneHusi COOTBETCTBYHOLLMM
YNONTHOMOYEHHbIM  doefiepanbHbIM  OPraHOM  UCMOMHUTENbHOM BMacTu  3aKMi4YeHna o
He4OCTOBEPHOCTM pe3yrnbTaToOB KIMWMHUYECKOro WUCCNefoBaHusl JNleKapCTBEHHOrO npenapata
A5 MeQUUNHCKOro NPUMEHEHUs, KOTOpoe OCHOBAHO Ha pe3ynbTaTtax NMpoBEepKU MeaULNHCKON
opraHusaummn, NpoOBOAMUBLLEN YKa3aHHOE KIMHUYECKOEe UCCnefoBaHMe C HapyLleHneMm rnpasusi
Hagnexallen KrnMHUYeCKon NpakTuKn, 1 NPUBENO K NOMyYeHU0 HeJOCTOBEPHbIX Pe3yribTaToB,
nmnbo B criydae HeBbINOSIHEHUSA NpeanncaHuns, BblAaHHOMO YNONHOMOYEHHbLIM dhefepanbHbIM
OpraHoOM WCMOMHUTENBbHON BNAacTM MO WUTOram OCYLLUECTBMEHUS BbIGOPOYHOrO KOHTPONA
KadecTBa  JeKapCTBEHHOro npenapaTta, YMNOSIHOMOYEHHbI  pefeparnbHbiA - OopraH
WUCMONHUTESNTIbHOW BriaCTM B YCTAHOBMIEHHOM WM TOps[Kke paccMmaTpuBaeT BOMNPOC O
NPUOCTaHOBMEHNN NPUMEHEHNSA TAKOro NeKapCTBEHHOrO Npenapara.

FTAPAHT:

O npepocTaBneHun TepputopmanbHbiMn YnpasneHnamm Poc3gpaBHagsopa nHdopmMauum o
HegobpoKaYeCTBEHHbIX U hanbCUPULNMPOBAHHBLIX NEKAPCTBEHHbLIX CPeACTBax CM. Mpukas
depepanbHoOn Cnyxbbl N0 HAA30py B chepe 34paBOOXPAHEHUS U COLMANbHOrO pasBuTUSA oT
8 cbeBpans 2006 r. N 255-Ip/06

MHdopmaumsa 06 nameHeHusx:

Cmambs 65 OorionHeHa Yacmbio 3 ¢ 15 uroHs 2018 2. - @edeparibHbIlU 3aKOH om 4 UKOHS
2018 2. N 140-®3

3. YnonHomoueHHbIn  dedeparnibHblii - OpraH  UCMNOSIHATENbHOW  BRactu  npwu

npeacTaBneHNn emy CBeOEeHUNn O HECOOTBETCTBUM NPOU3BOAUTENS NEKapCTBEHHbIX CPeacTB



TpeboBaHnAM npaBu Hagnexawen npousBOACTBEHHOM MNPaKTUKM M (UNM) O HapyLlleHun
NNUEH3NOHHbIX  TpeboBaHui, KoTopble ObiNM  BbISIBMIEHbI B X04e  MNPOBEAEHUs
MHCMNEKTUPOBAHUS  MPOMU3BOAUTENS  FIEKAPCTBEHHbIX  CPeACTB WM OCYLLEeCTBIEHUS
NMUEH3MOHHOrO KOHTPOns B cdepe Npon3BoACTBA JIEKAPCTBEHHbBIX CPEACTB U NPUBENN UK
MOryT nMpPMBECTU K MPOU3BOACTBY JIEKAPCTBEHHbLIX MpenapaTtoB Ans  MegULMHCKOro
NPUMEHEHUS, MPUYMHUBLLMX UITM CNOCOOHBIX NPUYNHUTL BPES, XXN3HN U 300POBbLI0 rpaxaaH,
paccMmaTpMBaeT BOMPOC O MPUOCTAHOBIIEHUM NMPUMEHEHNSA NEKAPCTBEHHbIX NpenapaToB Ans
MEANLMNHCKOrO NPUMEHEHUS B YCTAHOBIIEHHOM UM NOPSAKE B CreayloLmx cnyyasx:

1) coctaB u (MnNM) TEXHOMNOrMa MPOM3BOACTBA JleKapCTBEHHOro npenapaTta Ans
MEANLUNHCKOrO MNpUMEHEeHMst (C  OnucaHMem CcTaguri NpPouM3BOACTBA) OTNMYAKTCA  OT
3asiBNIEeHHbIX B PErMCTPaLUnMoHHOM OOCbHE;

2) nekapCTBEHHbIN npenapaT AN MeOUUMHCKOrO MNPUMEHEHUs1 Npou3BEedEeH Ha
NPON3BOACTBEHHOM NnoLwagKke, He yKa3zaHHOW B perMcTpaunoHHOM OChHE;

3) y npou3BOAUTENS  NEKAPCTBEHHbIX CPEeACTB  OTCYTCTBYKT  [LOKYMEHTHI,
noaTBep)KAalLmMe COOTBETCTBME KayeCTBa feKapCTBEHHOro npenapara Ana MeguumMHCKOro
NPUMEHEHNS, BBOOUMOIO B rpaxkgaHCKmin obopoT, TpeboBaHMsIM, YCTaHOBMEHHbLIM MpU €ero
rocygapCTBEHHOM perncrpauuu,

4) npon3BOANTENEM NEKAPCTBEHHbBIX CPEACTB B COMMacoBaHHbIA C COOTBETCTBYHOLLNM
YNOSTHOMOYEHHbIM dbefepasibHbIM OpraHOM WCMOMHUTESNTbHOW BMacTM CPOK HE YCTPaHeHbI
HapyweHus TpeboBaHUM MpaBu Hagnexawen nNPOM3BOACTBEHHON MPaAKTUKM WU (Unun)
NMNUEH3NOHHbLIX  TpeboBaHu, KoTopble ObiNM  BbIIBNIEHbl B X04e  NpPOBeAeHUus
WHCMEKTUPOBAHUA  MPOM3BOAUTENS  JIEKAPCTBEHHbIX CPEeACTB WM OCYLLECTBIEHMS
NNLEH3NOHHOIO KOHTPONS B cdepe Npomn3BOACTBA NIEKAPCTBEHHbIX CPEACTB U NPUBENN UNK
MOryT TMPMBECTUM K NPOU3BOACTBY JIEKAPCTBEHHbIX MpenapaTtoB AnNs  MeOUUMHCKOro
NPUMEHEHUS, MPUYMHUBLLNX UMK CNOCOOHBLIX MPUYNHUTD BPEA KU3HW UM 300POBLI0 rpaXkaaH.

MHdopmaumsa 06 namMeHeHusx:

Cmambs 65 OorionHeHa Yacmbto 4 ¢ 15 uroHs 2018 2. - @edeparibHbIlU 3aKOH om 4 UKOHS
2018 2. N 140-03

4. YNONHOMOYEHHbIN doefeparbHbIi OpraH UCMOMHUTENbHOM BRAACTU NPU Hanuyum y
HEro CBeAEHUN O HEeCOOTBETCTBUN MPOM3BOAUTENS NEKAPCTBEHHbLIX CPeacTB TpeboBaHMAM
npaBun Hagnexawen Npou3BOACTBEHHOW MPAKTUKM U (MNK) O HapyLUEHWUU NULEH3UOHHbIX
TpeboBaHun, KoTOpble ObIM  BbISIBEHbl B X04€ NPOBEAEHUSI  MHCMNEKTUPOBAHUSA
NPOM3BOAMTENSA NEKAPCTBEHHbLIX CPEACTB UIM OCYLLECTBMNEHUS NULEH3MOHHOIO KOHTPOMSA B
cthepe npom3BoACTBA FEKAPCTBEHHbLIX CPEACTB M MNPUBENWA WM MOTYyT MPUBECTU K
NPOM3BOACTBY NEKAPCTBEHHbIX NpenapaToB ANA BETEPUHAPHOIO NPUMEHEHUS, MPUHNHUBLLNX
NI CMOCOBHbBIX NPUYNHUTDL BPEL XM3HW UM 300POBLI0 XXMBOTHLIX, pacCMaTpmBaeT BONPOC O
NPUOCTAHOBMEHNUN peanu3auMm W NPUMEHEHUs JIeKapCTBEHHbIX MpenapaToB  ANs
BETEPUHAPHOIO NPUMEHEHNSA B YCTAHOBNEHHOM MM MOPSIAKE B CreayroLwmx crnyvasax:

1) coctaB wn (MnNKn) TEXHOMOrMA NPOU3BOACTBA JleKApPCTBEHHOrO npenapaTta Angd
BETEPUHAPHOIO MNPUMEHEHMsT (C OMMCaHMEM CTaguh NPOM3BOACTBA) OTNMYAKTCA OT
3asBIEHHbIX B PEMMCTPALNOHHOM A0ChE;

2) neKapCTBEHHbIN npenapaTt ANns BETEPUHAPHOro MNPUMEHEHMSI NPOu3BEeAEH Ha
NPOM3BOACTBEHHOW NNoLlaaKke, He YKkadaHHOW B PErmMcTpaumoHHOM OOCHLE;

3) y npou3BOAUTENS  NEKAPCTBEHHbIX CPEeACTB  OTCYTCTBYKT  [LOKYMEHTHI,
noaTBepXXaarolLne CoOOTBETCTBME KayeCcTBa JIEKAPCTBEHHOrO npenapaTa And BETEPUHAPHOro
NPUMEHEHNS], BBOOAUMOIO B rpaxkgaHCkmin obopoT, TpeboBaHMsM, YCTaHOBMEHHbLIM MpU ero
rocygapcTBEHHOM perncrpauuu,

4) npon3BOANTENIEM NEKAPCTBEHHbBIX CPEACTB B COrNacoBaHHbI C COOTBETCTBYHOLLNM
YNOfIHOMOY€EHHbIM beaepanbHbiM OpraHoOM WUCMOSTHUTENbHOW BNACTM CPOK He YCTpaHEeHbI
HapylweHus TpeboBaHUM MpaBuil Hagnexawen nNPOM3BOACTBEHHON MPaKTUKM WU (Unun)



NMWUEH3NOHHbLIX  TpeboBaHMI, KOTOpble ObiNMM  BbISIBNIEHbl B XO4e  MPOBEAEHMUS
WHCMEKTUPOBAHMS  NMPOM3BOAUTENS  NEeKapCTBEHHbIX CPEACTB MM OCYLLECTBIEHMS
NMUEH3NOHHOIO KOHTpONs B cdepe MPOM3BOACTBA NEKAPCTBEHHbIX CPEACTB M NPUBENN UMK
MOryT MpPUBECTU K NPOU3BOACTBY JIEKAPCTBEHHbIX MpenapaToB Ans BeTepuHapHOro
NPUMEHEHUS, MPUYMHUBLLMX WU  CMOCODOHBLIX MPUYUHUTL BPEA >KU3HWU WM 300POBbIO
YKMBOTHbIX.

FAPAHT:

CM. kKoMMeHTapumn K cTaTbe 65 HacTosLwero ®efepansbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

@®edeparibHbiM 3akoHoM om 22 0ekabps 2014 2. N 429-03 6 cmambero 66 Hacmosuweao
®edeparnbHO20 3aKOHa 8HECEHbI USMEHEHUS, scmynarouwue 6 cuny ¢ 1 urons 2015 e.

Cm. mekem cmamaeu 8 rnpedbidywed pedakuyuu
CraTtbsa 66. VIHpopmauuma o pesynbtatax dpapmakoHagsopa
YNnonHoOMoYeHHbIN doefepanbHbI opraH UCMNOSTHATENBHOW BRacTW, OCYLLECTBAKOLLNN
hapmakoHaa3op, Haxoadwmxca B obpaweHun B Poccuiickon depgepaumm, no pesynbtatam
dapmakoHag3opa pasmellaer Ha cBoeM odumuyuanbHoMm cante B cetu  "UHTepHeTt"
MHOPMAaUUIO O NPUHATLIX PELLUEHUSIX O BHECEHUN U3MEHEHUS B MHCTPYKLMIO NO NMPUMEHEHUIO
fleKapCTBEHHOro npenapara, O NPUOCTAHOBNEHMM NPUMEHEHMUS NEKApPCTBEHHOro npenapara,
00 n3baATMM 13 obpalleHus nekapcTBEHHOro npenapara unm o BO30OHOBNEHNN NPUMEHEHNS
rfleKapCTBEHHOro npenapara.
FTAPAHT:

CM. koMMeHTapumn K cTaTbe 66 HacToswero ®egepanbHOro 3akoHa

MHdopmaums 06 usmeHeHusix:

HaumeHoesaHue u3ameHeHo ¢ 1 siHeapsi 2018 e. - ®edeparibHbIl 3aKkoH om 28 Oekabps
2017 2. N 425-@3

Cwm. npedbidywyro pedaKkyuro

Nnaea 14. UHcpopmauma o nekapcTBeHHbIX Nnpenapartax. Cuctema MOHUTOPUHra
ABWXEHUS fleKapCTBEHHbIX NpenapaToB AN MeAULUHCKOro NpUMeHeHus

MHdopmaumsa 06 nameHeHusx:

HaumeHosaHue u3ameHeHo ¢ 1 siHeapsi 2018 e. - ®edeparibHbIl 3akoH om 28 Oekabps
2017 2. N 425-@3

Cwm. npeldbidywyro pedakyuro
Cratba 67. VHopmauma o nekapcTBeHHbIX npenapatax. Cuctema MOHUTOPUHra
ABWXEHWS NekapCTBEHHbIX NpenapaTos A1 MeANLMHCKOrO NPpUMEHEHMUS

1. WHdopmauua o nekapcTBEHHbIX Mpenapatax, OTnyckaemMblX MO peuenTty Ha
rnekapcTBeHHbIV npenapar, OPKHa COAepXaTbCsa TONbKO B CNeLnann3npoBaHHbIX N3AaHUSIX,
NpeAHasHayYeHHbIX AN MeguuMHCKMX, hapmaueBTUYeCKUX, BeTepUHapHbIX pPabOTHWUKOB.
MHdopmaums o nekapcTBeHHbIX npenapatax Ans cneuuanuctoB B obnactu obpalleHus
NeKapCTBEHHbIX CPeaCcTB MOXET coaepXaTbCsd B MOHOrpaduax, cripaBOYHUKAX, Hay4YHbIX
cTaTbdAX, B JOKNajax Ha KOHrpeccax, KOHepeHumsax, CMMNo3nymax, Hay4dHblX coBeTax, a
TaKkKe B MHCTPYKUNAX NO NPUMEHEHUIO JIeKapCTBEHHbIX NpenapaTos.

2. NHdopmaums O nekapCTBEHHbIX Mpenapartax, OoTnyckaeMblx 06e3 peuenta Ha
NeKapCTBEHHbIA Npenapart, MOXeT coaepXaTtbCsa B nybnukaumax n o6bABMEHUsIX CPeacTs
MaccoBor MHdopMaumn, cneunannuanpoBaHHbIX Y OBLLNX NevaTHbIX U3AaHUSX, NHCTPYKLUUAX



MO MPUMEHEHUIO FEKAPCTBEHHbIX MNPEnapaToB, WHbIX W34aHUsIX CyObekToB 0b6palleHus
neKkapcTBEHHbIX cpeacTB. PeknamHble MaTepuanbl O JeKapCTBEHHOM npenaparTe,
oTnyckaemoMm 6e3 peuenTa Ha eKapCTBEHHbIN MpenapaTt, AOMKHbl COOTBETCTBOBaTb
MHCTPYKLMM MO NPYMEHEHMIO NEKAPCTBEHHOMO Npenapara.

3. HonyckaeTcs ucnonb3oBaHue NObIX MaTepuanbHbIX HOCUMTENEW, MO3BOMSHOLLIMX
XpaHWTb, NepefdaBaTb M MCNONb3oBaTh UHOPMALMIO O NleKapCTBEHHbIX NpenapaTtax 6e3 ee
NCKaXKEHMSI.

MHdopmaumsa 06 namMeHeHusx:

Cmampbsi 67 OononHeHa Yacmbeio 4 ¢ 1 aHeapsi 2020 e. - ®edepasibHbil 3akoH om 28
Oekabpsi 2017 2. N 425-@3

4. [Ona uenen wuaeHTUUKaUMKM YNaKoBOK JleKapCTBEHHbIX MpenapaToB Afs
MEANLUNHCKOTO MPUMEHEHUS NPOM3BOAMTENW JEKAPCTBEHHbIX CPEACTB B nopsigke,
ycTaHoBneHHoMm [lpasutenbctBom Poccunckon degepaumm, HaAHOCAT Ha MNEPBUYHYIO
yNakoBKy (B OTHOLUEHUM NEKApPCTBEHHbLIX NpenapaTtoB Afsi MEAULUHCKOrO NPUMEHEHNS, aAns
KOTOPbIX He npefycMOTpeHa BTOpMYHAas ynakoBKa) W BTOPUYHYHKD (MOTPebuTenbCkyto)
YNaKoBKY JEKAPCTBEHHbIX MpenapaTtoB Ana MEeOUMUMHCKOrOo NPUMEHEHUs CcpeacTsa
naeHTMdnKaumm, 3a WUCKIYEHNEM JleKapCTBEHHbLIX npenapaToB Afs  MeOUUMHCKOro
NPUMEHEHNSA, NPOM3BOAUMbBIX AN NPOBEAEHMS KIUHUYECKMX WCCREeAOoBaHUN, 3KCMopTa,
NleKapCTBEHHbIX MpenapaToB ANs MeOUUMHCKOrO MPUMEHEHUs!, yKa3aHHbIX B 4acTax 5 un 8
ctaTtbk 13 HacTodwero ®enepanbHOro 3akoHa.

MHdopmaums 06 nsmeHeHusIx:

Cmamesi 67 OonosiHeHa Yacmeto 5 ¢ 1 gHeaps 2018 e. - ®edeparibHbil 3aKkOH om 28
Oekabps 2017 2. N 425-@3
5. XapakTepuctmkm cpeactsa MaeHTUMuKaunm, Nopssaok ero HaHeceHus n TpebosaHus
K CTpyKType un dopmaTy uHGopmMaumm, KOTOPYK COOEPXKUT CPenCcTBO MAeHTUdUKaumu,
onpegenstotca MNpasutensctBom Poccuinckon ®eaepaumn.

MHdopmaums 06 usmeHeHusix:

Cmamesi 67 OonosiHeHa Yacmeto 6 ¢ 1 gHeaps 2018 ea. - ®edeparibHbil 3aKkOH om 28
Oekabps 2017 2. N 425-@3
6. Mopsagok co3gaHud, passuTus, BBOAA B 3KCMNyaTaumio, aKCnnyaTtaumm u BoelBoga u3
aKcnsyatauum  CUCTEMbl  MOHUTOPWUHra [OBWXEHUA JNleKapCTBEHHbIX npenapaToB  And
MEeLMLMHCKOro MPUMEHEHUS, MopsaoK NpefocTaBreHus MHopMauuu, codepxalencs B
CUCTEME MOHUTOPUHra [OBMXKEHUA JieKapCTBEHHbIX npenapatoB AnNs  MegULMHCKOro
NPUMEHEHWS, U NOPSA0K B3aMMOOENCTBUSA YKa3aHHON CUCTEMbI C UHBIMU FOCYAapCTBEHHbIMU
NHPOPMALMOHHBIMKM CUCTEMaAMN N UHAPOPMALNOHHBIMU CUCTEMaMWN HOPUANYECKUX NnL, U
nHaMBMOYyanbHbIX npeanpuHMMaTenen, ykasaHHblx B 4acTtax 7 u 10 HacToswen crtaTtby,
yctaHasnmBatTca [MpaButensctBom Poccunckon Pepgepaumn. OnepaTopamMmn  CUCTEMBbI
MOHUTOPWUHIa [ABWXEHUS JEKapCTBEHHbIX MpenapaTtoB ANS MEOUUUHCKOrO MpPUMEHEHMS
ABNATCA  (pefepanbHbI - OpraH  UCMAOMHUTENbHOM BflacTM WM (MNKW)  opraHusaums,
ynonHoMo4eHHble [paButensctBoM Poccuinckon ®epepaunn.

MHdopmaumns 06 usmeHeHusix:

Cmamesi 67 OonosiHeHa Yacmbeto 7 ¢ 1 gHeaps 2020 e. - ®edeparibHbil 3aKkoOH om 28
Oekabpsi 2017 2. N 425-03
7. KOpuandeckne nvua v uHOMBUAyanbHble NpeanpuHUMaTenu, OCyLLecTBASLWne
NpPoun3BOACTBO, XpaHeHne, BBo3 B Poccuiickyto Peagepaunio, oTNycK, peanusauuio, nepegady,
NPUMEHEHNE U YHUUTOXEHME NEKAPCTBEHHbLIX NpenapaToB A MEeAULMHCKOrO NPUMEHEHMS,
obecne4ynBaloT B Nnopsgke U B coctase, KOTopble ycTaHoBreHsbl MNMpaButensctsoMm Poccunckon
degepaumm ¢ y4eToM BUAA OCYLLECTBAAEMON UMN OEATENBHOCTU, BHECEHNE MHOPMaLUKN O
NeKapCTBEHHbIX npenapatax And MeAWUUHCKOrO MPUMEHEHUss B CUCTEMY MOHUTOPUHra



OBNXEHUA JIEKAPCTBEHHbLIX NnpenapartoB And MeaununHCKOro npuMeHeHus.

MHdopmaumsa 06 namMeHeHusx:

Cmampbsi 67 dononHeHa Yacmero 7.1 ¢ 29 Hosibpsi 2019 2. - ®edeparnbHbil 3akoH om 28
Hos16psi 2018 2. N 449-@3

Cwm. 6ydyuwyro pedakyuro

Cmamebsi 67 OonosniHeHa 4Yacmbeio 8 ¢ 1 aHeaps 2018 a. - ®edeparibHbil 3aKkOH om 28
Oekabpsi 2017 2. N 425-03

8. OpraHusaunss WHGPOPMALMOHHOIO B3aMMOOENCTBUS CUCTEMbI  MOHUTOPUHra
OBWKEHUS NEeKapCTBEHHbIX MpenapaToB ANd  MeAULMHCKOrO MNPUMEHEHUA C  WUHbIMU
rocyaapCTBEHHbIMM  MH(OPMAUMOHHBIMU  cucTeMamu obecneymBaeTca B TOM  4ucne
NOCPEACTBOM  MHAPACTPYKTypbl, obecneuymBatolien MHGPOPMaLMOHHO-TEXHONOMMYECKoe
B3aUMOAENCTBUE WMH(POPMALMOHHBLIX CUCTEM, WCNOMb3yeMblX Ond npefocTaBneHus
rocy4apCTBEHHbIX WM MyHUUMNAnbHbIX  YCAYr W UCMNOMIHEHUSI FOCYAAPCTBEHHbIX U
MYHUUUNANbHbIX (PYHKLUUIW B 9NEKTPOHHOW dhopMe.

MHdopmaumsa 06 nameHeHusx:

Cmamebsi 67 OonosiHeHa Yacmbero 9 ¢ 1 aHeaps 2018 a. - ®edeparibHbil 3aKkOH om 28
Oekabpsi 2017 2. N 425-03
9. O6buwepocTtynHas nHopmauna, cogepXxallasics B CUCTEME MOHUTOPUHIa OBMXKEHNS
NeKapCTBEHHbIX MpenapaTtoB AN  MEOUUMHCKOrO  MNPUMEHEHUs, pa3MellaeTcs B
NH(POPMaLIMOHHO-TENEKOMMYHUKAUNOHHON ceTn "WHTepHeT" (B TOM u4ucrne B dopme
OTKPbITbIX AaHHbIX) B NOpsKe, ycTtaHoBNeHHoM [MpaButenbctBoM Poccunckon denepaumn.

MHdopmauumsa 06 nameHeHusx:

Cmampsi 67 OononHeHa Yacmbro 10 ¢ 1 sHeapsi 2018 2. - ®edepasibHbIl 3aKkoH om 28
Oekabps 2017 2. N 425-@3
10. lNpon3BoguTenn nekapCTBEHHbIX CPEeACTB MOMyYyarT coaepXallylocd B CUCTEME
MOHUTOPUHIa [AOBWXKEHUS JieKapCTBEHHbIX MpenapaToB AN MeAULMHCKOrO MpUMeHeHUs
MHopMaLMIO O cepuax U NapTUMAX JeKapCTBEHHbIX NpenapaTtoB, MPOM3BOAMMBIX UMW U
Haxogsawmxcs B rpaxgaHckom obopoTe B Poccuinckon ®enepauunn, 6€3803mMe3aHO.

MHdopmaumsa 06 nameHeHusx:

Cmambsi 67 OornonHeHa Yacmbio 11 ¢ 1 gHeaps 2020 e. - ®edepasibHbil 3aKkoH om 28
Oekabpsi 2017 2. N 425-@3
11. 3a nNpon3BoaCTBO MM NpoAaxy feKapCTBEHHbIX npenapatoB ANd MeLUUMHCKOro
npuMeHeHna 6e3 HaHeceHuss CPencTB WMAEHTUdMUKALMW, C HapyLUEHWEM YCTaHOBIEHHOIO
nopsgka WX HaHeceHusl, a Takke 3a HEeCBOEBPEMEHHOE BHECEHMEe [aHHbIX B CUCTEMY
MOHUTOPUHra OBWKEHUS NEKAPCTBEHHbIX NpenapaToB Af9 MeOUUMHCKOro NPUMEHEHUS UK
BHECEHME B Hee HeOOoCTOBEpPHbIX [aHHbIX lopuandeckue nuua W uHAMBMAYarnbHble
npegnpMHMMaTenu, ykasaHHble B 4acTsx 4 U 7 HacTOSLLEN CTaTbW, HECYT OTBETCTBEHHOCTL B
COOTBETCTBUM C 3aKOHOOaTeNbLCTBOM Poccuiickon ®eaepaumn.

MHdopmaumsa 06 namMeHeHusx:

Cmambsi 67 OornonHeHa Yacmbio 12 ¢ 1 gHeaps 2018 e. - ®edeparibHbIl 3akoH om 28
Oekabpsi 2017 2. N 425-@3

12. [MpaButenbcteo Poccuickon ®Pepepauumn BnpaBe YCTaHOBUTb OCODEHHOCTU
BHEAPEHUS CUCTEMbl  MOHWUTOpPMHIra AOBWXKEHUS  NEKapCTBEHHbIX MpenapaToB  Ans
MEANLUNHCKOrO NMPUMEHEHUs1, BKMNOYasa CPOKU ee BHeLpEeHUs, B OTHOLUIEHUM NeKapCTBEHHbIX
npenapaTtoB ANs MeOULUMHCKOrO MNPUMEHEHWUHA, BKIIOYEHHbIX B MNEpeyYeHb XXU3HEHHO
HeOBOXOOUMBIX W BaXXHEWLMX FeKapCTBEHHbIX MpenapaToB, JleKapCTBEHHbIX MnpenapaTos,
npeaHasHayeHHblx Ans  obecneveHuss nuu, OOMNbHbLIX reMouMen, MyKOBUCLMOO030M,
rmnousapHbiM  HaHU3MoM, 6onesHbio [owe, 3rokayecTBEHHbIMWU HOBOOOpA30BaHNAMMU



NMMAOUAHON, KPOBETBOPHOW W POACTBEHHBLIX MM TKaHeW, pacCesiHHbIM CKMepo3oM, nuL
nocrne TpaHchnnaHTauuMnm opraHoB W (UNnn) TKaHeW, MHbIX NeKapCTBEHHbIX MpenapaToB Ans
MEANLIMHCKOIO NPUMEHEHNS.

FAPAHT:

CM. KoMmeHTapum K ctatbe 67 HacTosiero ®egepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edeparibHbIM 3akoHOM om 25 Hos6pss 2013 2. N 317-®3 Hacmoswul DedeparsibHbIlU
3aKoH QoriosiHeH enasou 14.1

Nnasa 14.1. OrpaHnyeHuns, HanaraemMmble Ha opraHM3auum, ocyLecTBRAOLWMue
OeATeNbHOCTb NO OOpaLLeHUI0 NeKapCTBEeHHbIX CPeacTB

Cratba 67.1. OrpaHunyeHusi, Hanaraemble NpW OCYLLECTBIIEHUN [OeATEeNbHOCTN B

chepe obpalleHnsa nekapCTBEHHbIX CPEACTB

1. OpraHunsauumn, 3aHnmatromecs paspaboTkon, NPON3BOACTBOM M (UMW) peanusaunen
NeKkapCcTBEHHbIX NpenapatoB AN MeOULMHCKOro NpuMeHeHus, opraHusauuu, obnagawoLiune
npaBaMyM Ha WCNONb30BaHME TOProBOr0 HaMMEHOBaHMS NEeKapCTBEHHOro npenaparta Aans
MeOMLUMHCKOro NpMMEHEHUs, opraHm3aLmMm ONTOBOW TOProBnN fekapCTBEHHbIMU CpeacTBamu,
anTeyHble opraHu3auun (ux NpeacTaBUTENU, WUHble U3NYECKME W HOpUAMYECKME nvua,
OCYLLECTBNAOLWME CBOK [OeATEeNbHOCTb OT WMEHW 3TUX OpraHusaunin) B OTHOLUEHUU
MeLMLUMHCKMX pabOTHMKOB N pyKOBOAUTENEN MEOULIMHCKUX OpraHM3aLmi He Bnpase:

1) Bpy4aTb nogapku, BbiNfa4MBaTb [AEHEeXHble cpeactBa (3@ UCKAKYEHUEM
BO3HarpaXxgeHum no [oroBopam  Npu  NPOBEAEHUUN  KIUHUYECKMX  UCCReaoBaHUN
NeKapcTBEHHbIX NpenapaToB AN MEOULMHCKOro NpUMEHeHUs, BO3HarpaXXaeHum, CBA3aHHbIX
C OCYyLEeCTBMEHMEM MeAUUMHCKUM pabOoTHUKOM nedarormvyeckon u  (Unu) HayyvyHowm
AeATenbHOCTU), B TOM 4YuCre onnadvBaTb pasBreyvyeHus, oTablX, Npoess K MecTy oTabixa, a
TaKke NpuMBMNEKaTb K y4acTUo B pasBfiekaTernbHbIX MEpOonpUATUAX, NPOBOAUMbBIX 3a CYeT
CBOWX CPeACTB;

2) 3aknwyaTb COrMaweHns O Has3Ha4YeHUnm wunu pekomMeHgaumm nauveHTam
NeKapcTBEHHbIX NpenapaTosB ANnd MeAUMUMHCKOro NpMMeHeHUs (3a UCKITIoYeHNeM 4OroBOpoB O
NpOBeAEHNN KIMHUYECKUX UCCNeaoBaHUA NEeKapCTBEHHbIX npenapaTtoB Ans MeguLMHCKOro
NPUMEHEHNS);

3) npepocTaBnATb 00pasubl eKapCTBEHHbIX MpenapaToB Ans  MeAULMHCKOro
NPUMEHEHNS B LENsX BpyYeHWs naumeHTam (3a MWCKMIYEHMEM CryvaeB, CBA3a@HHbIX C
npoBeAeHNEM KIMHUYECKMX UCCNeaoBaHW NeKapCTBEHHbIX NpenapaToB ANs MeguLMHCKOro
NPUMEHEHNS);

4) npeaoCcTaBnsaTb HEAOCTOBEPHYIO U (UNTN) HENOMHYIO MH(OPMALMIO O NTEKAPCTBEHHbIX
npenapaTtax aAnsg MeguuMHCKOro NPUMEHeHus;

5) nocewatb nx B paboyee BpeMsa Ha paboymx MecTax, 3a WCKITHOYEHMEM CIy4aes,
CBSI3aHHbIX C MPOBEAEHMEM KIMMHUYECKMX UCCNeaoBaHWA NeKapCTBEHHbIX MpenapaTtoB And
MEeOMLUMHCKOrO MPUMEHEHUs, C ydacTuem B MNOpsaKe, YCTaHOBIIEHHOM PYKOBOAUTENEM
MeLMLMHCKON opraHnsaumnm, B cobpaHmax MeanuUnHCKMX paboTHUKOB N MHBIX MEPONPUATUSX,
HanpaBIieHHbIX Ha MOBbILEHNE MX NPOCECCUOHANBHOrO YPOBHA WAW Ha npefocTaBrieHne
MHopmMaLnn, CBA3aHHOM C OCYLLECTBIIEHMEM MOHUTOPMHra 6e30MNacHOCTU NEKapCTBEHHbIX
npenaparTos;

6) nobyxgaTb K BbIMUCbIBAHMIO JEKAPCTBEHHbIX MNpenapaToB AN MeAULMHCKOro
NPUMEHeHNs Ha BnaHkax, cogepXawmx MHPOPMaLMI0 PEKNaMHOro xapakrepa, a Takke Ha
peuenTypHbiX GraHkax, Ha KOTOpPbIX 3apaHee HaneyaTaHO HanMeHOBaHWE NEeKapCTBEHHOro



npenapaTa 4nst MEQULNHCKOIO NPUMEHEHNS.

2. OpraHusauumn, ykasaHHble B ab3ale nepBoM 4Yacty 1 HacTosWen CTaTbW, U MX
NpeacTaBUTENN B OTHOLLEHUN dapMaueBTUYECKMX PabOTHUKOB M PYKOBOAUTENEN anTeYHbIX
opraHu3auumn He Brnpase:

1) BpyYaTb nNogapku, BbiNnaynmBaTb AEHEXHbIe CpeacTBa, B TOM 4ucre onnavvBaTb
pasBreyYeHns, oTablX, Npoe3s K MecTy OTAblxa, ¥ NpUBNeKaTb K y4acTuo B pa3BneKkaTesnbHbIX
MEepOonpuUATMAX, MPOBOAUMbBIX 3@ CHET CBOUX CPEACTB;

2) npepocTaBnATb 00pasubl JleKapCTBEHHbIX MpenapaToB Ans  MeAULMHCKOro
NPUMEHEHNST ANSA BPYYEHUSA HACENEHUIO;

3) 3aknwyatb COrfaweHuss O MpeanoXeHWW  HaceneHuro  onpeaeneHHbIX
NeKapCTBEHHbIX NpenapaToB A1 MEANLMHCKOrO NMPUMEHEHMS;

4) npeaoCcTaBnsaTb HEAOCTOBEPHYIO U (UNTN) HEMOMHYH MH(OPMAaLMIO O NEKAPCTBEHHbIX
npenapatax Ans MEOUUUHCKOrO MPUMEHEHUSl, B TOM YMCMEe WMEKLWNX OOUHaKoBOe
MeXOyHapoAHOe HenaTeHTOBaHHOEe HauMeHOBaHWMe.

FTAPAHT:

CM. koMmmeHTapun K ctaTbe 67.1 HacTodwero ®egepanbHOro 3akoHa

Cratba 67.2. TpeboBaHus K opraHusauum M NPOBEAEHUID Hay4HbIX MEPONPUATUN,
WHBbIX MEPOMPUATUIN, HaMNpPaBMNEHHbIX Ha MNOBbIWEHNE NPOdeCCNOHANbLHOMO
YPOBHSA MEOULMHCKMX pabOTHMKOB WMNU Ha npegocTaBrieHMe WHdopmauumu,
CBSI3aHHOW C OCYLLECTBIIEHNEM MOHUTOpPMHra 6e30nacHOCTU NEKapCTBEHHbIX
npenapaTos

1. Mpn nNpoBedeHUM HayYHbIX MEPOMNPUATUN, UHBLIX MEPOMNPUATUIA, HanNpaBfeHHbIX Ha
NoBblllEHME  MPOMPECCUOHANbLHOMO  YPOBHSA  MEAUUUHCKMX  pabOTHMKOB WM Ha
npegocTaBneHne  CBSA3aHHOM  C OCYLLECTBNEHMEM  MOHUTOpWHra  6e3onacHocTu
NeKapCTBEHHbIX MpenapaTtoB UHGOpPMauuK, OpraHndyemblX OpraHmsauusiMy, ykasaHHbIMWU B
absaue nepBom 4actu 1 crtatem 67.1 Hactodwero degepanbHOro 3akoHa, WX
npegcrasutenamMm n (unu) dUHaHCUPYEMbIX 3a CYeT CpPeacTB ITUX OpraHuMsauum um ux
npeacraBuUTENEN, 3anpeLlaeTcs NpPenaTcTBOBaTh YY4aCTUIO B YKa3aHHbIX MEPOMNPUATUAX UHBIX
opraHuMsaumn, KoTopble MNPOU3BOOAT WAW peanu3yloT JeKapCTBEHHble npenapaTbl Ang
MEANLMNHCKOrO NMPUMEHEHUSI CO CXOXMM MEXaHM3MOM (bapMaKoSiorMyeckoro aencrems, nnbo
co3faBaTb OUCKPUMUHALMOHHbBIE YCNOBUA N9 OOHMX YYACTHUKOB MO CPaBHEHWUIO C APYrUMuU
y4YacTHMKaMn, a UMEHHO:

1) NnpepocTaBnsaATb pasnNUYHOE KONMYECTBO BPEeMeHW ONSA BbICTYMSIEHUN YyYaCTHMKOB,
pasfMyHble Mo pasMepy 3aHMMaeMoW nnowagn Mecta Ond OeMOoHcTpauuu obpasuos
rnieKapCTBEHHbIX NpenapaToB 4151 MeANLMHCKOrO NMPUMEHEHUS U PeKaMHbIX MaTepuarnos O
NeKapCTBEHHbIX NpenapaTax Ansa MeAULMHCKOrOo NMPMMEHEHUST Ha 3KCMO3nUmMsaX, CTeHaax, 3a
NCKITIOYEHMEM CIyYaeB, eCNU Takue YCroBus 3akpenseHbl B CornalleHnsx 3Tux opraHmsauun,
nx npegcraButenen o (OUHAHCMPOBAHMM YKa3aHHbIX MeponpuatTun un  0ByCnoBrEHbI
pasfiMYHbIMK 3aTpaTamMu Y4aCTHUKOB Ha UX OpraHn3auuio;

2) ycTaHaBnuBaTb pas3Mmep B3HOCA ANS YYaCTHUKOB MEPOMNPUATUN, YKa3aHHbIX B
ab3aue nepBOM HaCTOSAWEWN 4YacTW, MpeBbIWAWUn CyMMy 3aTtpaT Ha OpraHu3auumio
yKasaHHbIX MEpOnpuATUA U Beaywun K HEeOoDOCHOBAHHOMY OFPaHMYEHUID 4Yucna ux
Y4aCTHUKOB.

2. OpraHusaumn, ykasaHHble B absaue nepsom 4actm 1 crtatem 67.1 HacToswero
depepanbHOro 3akoHa, WX nNpeacTaBUTENW, OCYLWEeCTBASALWMe opraHmsauuio n  (unu)
(PMHaHCUPOBAHNE MEPOMPUATUMIA, YyKasaHHblX B 4Yacty 1 HacToswen ctaTtbu, 00643aHbl
obecneunBatb OOCTYN K MHoOpMauun O gaTte, MecTe U BpeMeHU NPOBeLEeHUS YKa3aHHbIX
MEPOMNPUATUA, NraHax, nporpammMmax nMpOBEAEHNSA YKa3aHHbIX MeEpPonpuUATUN n Temax,



NNaHUpyembiX AN PacCMOTPEHUS, COCTaBe WX YYaCTHUKOB MyTeM pasmelleHus
COOTBETCTBYIOLLEN MHGOPMALMM Ha CBOMX oduumanbHbIX cantax B ceTun "MHTepHeT" He
nos3gHee ABYX MecsLUeB A0 Havana npoBefeHUs yKa3aHHbIX MEPONPUATUNA.

3. NHopmaumss 0 npoBeeHUN MEPONPUATUN, YKas3aHHbIX B 4YacTu 1 HacTosLwen
cTaTbu, B CPOK, YCTAHOBSIEHHbIW YacCTbl 2 HACTOsWEN CTaTbW, AOMMKHA ObITb HanpasneHa B
deaepanbHbI OpraH UCMONHUTENBHOW BNacTu, OCYLLECTBAAKLWMNA OYHKLMN MO KOHTPOSIO U
Haa3opy B cpepe 3a4paBOOXpaHeHUs, ANA NocrneayrLwero pasmeLleHnsa ee Ha ouLmanbHOM
canTe aToro opraHa B cetn "UHTepHeT".

FTAPAHT:

CM. koMmMeHTapun K ctaTbe 67.2 HacTosdwero ®egepanbHOro 3akoHa

MnaBa 15. OTBeTCTBEHHOCTb 3a HapylleHue 3aKkoHoaaTenbcTBa Poccumnckon
Penepaumm npm obpalleHMn neKkapcTBEHHbIX CPeACcTB U BO3MeELLeHne Bpeaa,
NPUYNHEHHOIO 340POBbLIO rpaxaaH BCneacTBmMe NpMMeHeHUs fieKapCTBEHHbIX

npenapatoB

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHOM om 22 Oekabps 2014 2. N 429-03 e cmambio 68 Hacmosiwezo
®eldeparibHO20 3aKOHa 8HeCeHb! U3MeHeHus, scmynarowue 8 cury ¢ 1 urons 2015 e.

CmM. mekcm cmamabu 8 rpedbidywiel pedakyuu
Cratba 68. OTBEeTCTBEHHOCTb 3a HapylwleHue 3akoHodaTenbcTBa Poccuiickon
depepaumm npu obpaLleHnn nNekapCcTBEHHbIX CPeACTB
1. HapyweHne 3akoHogaTenoctBa Poccuiickon ®egepaummn npu  obpalieHum
NEeKapCTBEHHbIX CPeacTB BreyYeT 3a CcoboM OTBETCTBEHHOCTb B COOTBETCTBUMM C
3akoHogartenscTBoM Poccuiickon ®eagepaumn.

MHdopmauumsa 06 nameHeHusx:
Hacmb 2 usmeHeHa ¢ 15 uroHs 2018 2. - ®edeparibHbit 3akoH om 4 utoHs 2018 2. N 140-®3

Cwm. npeodbidywyro pedakyuro
2. 3a HenpeacTaBreHne UnNn HeCBOEBPEMEHHOE NpeacTaBneHne nHopmaumm n (unum)
AOKyMeHTOB nnbo npeacTaBneHne HeAOCTOBEPHbIX WMHAopMauMM u (Mnn) LOKYMEHTOB,
NpegyCMOTPEHHbIX  HacToswmMm  depepanbHbiM - 3aKOHOM,  CyObekTbl  obpaleHus
NEeKapCTBEHHbIX CPeaCTB HEeCYyT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOOATENbCTBOM
Poccuinckon ®egepaunn.
FTAPAHT:

CM. KommeHTapum k ctatbe 68 HacTosiero ®egepanbHOro 3akoHa

Cratba 69. BoamelleHne Bpefa, NpUYMHEHHOrO 300POBbLIO rpaxgaH BcneacTeue
NPUMEHEHNs NeKkapCTBEHHbIX NpenapaTos

1. [pousBoguTens nekapcTBeHHOro rnpenapata ob6s3aH BO3MECTUTb  Bpef,
MPUYUHEHHbIV 300POBbLI0 FpaxdaH BCreAcTBUE NPUMEHEHUA JeKapCTBEHHOro npenapara,
ecnu JokasaHo, YTo:

1) nekapcTBEHHbI npenapat MPUMEHANCA MO Ha3Ha4YeHW B COOTBETCTBUMM C
WHCTPYKUUWEn No NpUMEHEHUIO JIeKapCTBEHHOrO npenapaTa v Npu4nHOn Bpena ABUIcs BBO4 B
rpaxgaHckuin o6opoT HeobpoKayeCTBEHHOIO NIeKapCTBEHHOIO npenapara;

2) Bpea 300pOBbHO  MPUYMHEH  BCNeACTBME  HEOOCTOBEPHOM  MHAdopMauuw,
cogepxawiemcs B WMHCTPYKUUMM NO MNPUMEHEHUIO JleKapCTBEHHOro npenaparta, Wu3gaHHOWu
Npov3BoaMTENEM NIEKapCTBEHHOMO nNpenapara.



MHdopmaumsa 06 namMeHeHusx:

®edeparbHbiM 3akoHOM om 25 Hosibps 2013 2. N 317-®3 e yacmb 2 cmambu 69
Hacmosiweao ®edepalsibHO20 3aKOHa 8HECEHbI USMEHEeHUSs

CmM. mekcm 4yacmu 8 rpeodbiOywet pedakyuu

2. B cny4yae, ecnu Bpen 300pOBbHO rpaaaH MPUYMHEH BCReaCTBME MNPUMEHEHUS
NleKapCTBEHHOro npenapaTta, NpULEeALWero B HErogHOCTb B pe3ynbTaTe HapyLleHust npaBun
XPaHEHNs1 NEeKapCTBEHHbIX CPeaCcTB, MpaBuSl  ONTOBOM TOProBNM  NEKapCTBEHHbIMU
npenapatamu, npaBuil OTNyCKa JEKAapCTBEHHbIX MpenapaTtoB, MpaBuil M3rOTOBMEHUA U
OTnycKa NekapCTBEHHbIX NMpenapaToB, BO3MeELLeHE Bpeaa OCYLLEeCTBSAETCH COOTBETCTBEHHO
opraHusaunen OonToBOW TOProBIiM JIEKAPCTBEHHbIMU CpeacTBaMu, anTeYHOM opraHusaumen,
NHOMBUAYaANbHLIM NpegnpuHMMaTenieM, MMeWUMN JULEH3UI0 Ha  (apMaueBTUYECKYH
AEeATENbHOCTb NN NULEH3NIO HA MEOULMHCKYO OEATENbHOCTb, MEOULIMHCKON OpraHu3aumnen,
MMELLENn NUUEH3NK Ha  dapMaueBTUYECKYD AedATeNbHOCTb (ee  060COoBMneHHbIM
nogpasaeneHnemM (ambynatopuen, enbawepcknmM 1 genballepCcKo-akyLWepCkUM MyHKTamu,
LeHTpoM (oToeneHnem) obuwen BpadebHOM (CeMenHOM) MpPaKTUKK), PaCMNOSIOKEHHbIM B
CENbCKOM HACEefieHHOM [MyHKTe, B KOTOPOM OTCYTCTBYET anTeyHass opraHusauus),
AO0NYCTUBLLMMU NPOAAXKY UM OTNYCK TAKOro nekapcTBEHHOro npenapara.

3. BoamelueHnne Bpeaa, NpUYMHEHHOrO 340POBLIO rpaXkgaH BCNeACTBME NMPUMEHEHUS
NeKapCTBEHHbIX NpenapaTtoB WM COBEPLUEHUA MNPOTUBOMPABHbIX AENCTBUA Ccybbektamm
obpauweHns NEeKapCTBEHHbIX  CPEeAcCTB, ocyLlecTBnsaeTcs B COOTBETCTBUU c
3akoHogartenscTteom Poccuickon ®eaepaumn.

FAPAHT:

CM. KommeHTapum k ctatbe 69 HacTosiero ®egepanbHOro 3akoHa

MnaBa 16. 3aknouyuTenbHbIe NONOXEeHUsA

Cratba 70. O npusHaHuMM yTpaTUBLUMMMK CUNY OTAENbHbIX 3aKOHOAATENbHbIX aKTOB
(mnonoxeHun 3akoHoaaTenbHbIX akToB) Poccuiickon ®epepauunm

Mpu3HaTb yTpaTUBLLUUMK CUNY:

1) depepanbHbin 3akoH oT 22 uioHa 1998 roga N 86-®3 "O nekapCTBEHHbIX
cpeactBax" (CobpaHue 3akoHogatenbcTBa Poccuinckon ®egepaumnmn, 1998, N 26, ct. 3006);

2) ®epepanbHbli 3akoH OT 2 aHBaps 2000 roga N 5-9©3 "O BHECEHUN U3MEHEHUSA n
pononHeHnn B depgepanbHbin  3akoH  "O  nekapcTBeHHbIX cpeactBax"  (Cobpanue
3akoHogartenbcTBa Poccuiickon ®egepaumm, 2000, N 2, cT. 126);

3) cratbio 40 depepanbHoro 3akoHa oT 10 aHBaps 2003 roga N 15-9©3 "O BHeceHun
N3MEHEHMN 1 OOMNOSIHEHM B HEKOTOpPble 3akoHodaTeNbHble akTbl Poccunckon degepaumm B
cBa3nM c npuHatvem ®depepanbHoro 3akoHa "O NMUEH3MPOBaHUM OTAENbHbIX BUMAOOB
aeatenbHocTn" (CobpaHne 3akoHogaTenbcTBa Poccunckon degepaumn, 2003, N 2, cT. 167);

4) crateto 31 depepanbHoro 3akoHa ot 30 uioHa 2003 roga N 86-d3 "O BHeceHuu
N3MEHEHNN WU OOMNOSIHEHU B HEKOTOpble 3akoHoAaTenbHble akTbl Poccuiickon depepaumn,
NPU3HAHUN  yTpaTUBLLMMK CUNy OTAENbHbIX 3aKOHOAATENbHbLIX akToB Poccuinckon
depepaumm, NpegocTaBneHNN OTAENbHbIX rapaHTUA COTPYOAHUKAM OpraHoB BHYTPEHHUX Oen,
OpraHoB MO KOHTPOSI0 3a 0OOPOTOM HAPKOTUYECKUX CPELCTB U MCUXOTPOMHbLIX BELLECTB U
ynpasgHsieMbix peaepanbHbiX OpraHOB HANOroBOW NONULMK B CBA3KN C OCYLLECTBIIEHNEM MepP
MO COBEPLLEHCTBOBAHUIO rocygapcTBeHHoro ynpaenenus" (CobpaHme 3akoHodaTenbCcTBa
Poccunckon ®egepaunn, 2003, N 27, ct. 2700);

5) crateto 101 ®depepanbHoro 3akoHa oT 22 aerycta 2004 roga N 122-03 "O
BHECEHMM M3MEHEeHU B 3akoHodaTenbHble akTbl Poccuiickon depepaumm M NpU3HaAHUK



yTpaTMBLUMMK CUY HEKOTOPbIX 3akoHoAaTenbHbIX akToB Poccuiickon degepaunm B CBA3M C
NpuHATNEM heaepanbHbiX 3aKoHOB "O BHECEHMM U3MEHEHNI 1 JONONHEHUN B DeaepanbHbIn
3akoH "O6 o6wux npuHUMNax opraHusauuuM 3akoHogaTenbHbiX (NpPeacTaBUTESbHLIX) U
NCMNONHUTESNbHBLIX OPraHoOB rocyaapCTBEHHOM Bnactn cybbektoB Poccuinckon ®epepauun” n
"O6 obLwmnx NpUHUMNax opraHMsaunun MecTHoro camoynpaeneHus B Poccuiickon degepaumn”
(Cobpanue 3akoHogaTenbcTBa Poccuiickon ®eagepauun, 2004, N 35, ct. 3607);

6) ctatblo 28 ®epepanbHoro 3akoHa ot 18 gekabps 2006 roga N 231-d3 "O BBegeHun
B AeNCTBME 4acTu detBepton [paxpgaHckoro kogekca Poccunckon depepaumn” (CobpaHue
3akoHopartenbcTBa Poccuickon ®eagepauun, 2006, N 52, cT. 5497).

FAPAHT:

CmMm. kommeHTapum k ctatbe 70 HacTosiero ®egepanbHOro 3akoHa

Cratba 71. BctynneHue B cuny HacTosiwero ®egepansHOro 3akoHa

1. HacTtosawwmn denepanbHbln 3akoH BCTynaeT B cuny ¢ 1 ceHTabpsa 2010 roga.

2. JlekapCTBeHHble CpeacTBa, 3aperncTpupoBaHHble A0 AHS BCTYNMEHUS B CUny
HacTosawero deagepanbHOro 3akoHa, Moanexart BKIYEHW0 B roCyapCTBEHHble peecTpbl
NEKapCTBEHHbIX CPeACTB C BHECEHMEM YyKasdaHHbiXx B 4actm 1 craten 33 HacToswero
depepanbHOro 3akoHa cBedeHur 00 3TUX NEeKapCTBEHHbIX cCpeacTBax 6e3 MpoxXoXKaeHus
BHOBb MpoLeaypbl roCyaapCTBEHHON pernctpawmm nekapcTBEHHbIX NpenapaTos.

MHdopmaumns 06 usmeHeHusx:

®edeparnbHbiM 3akoHom om 11 okmsbps 2010e. N 271-®3 e yacmb 3 cmambu 71
Hacmosiweao PedepasibHO20 3aKOHa 8HECEHbI U3MEHEHUS

Cm. mekem 4acmu 8 rpedbidywel pedakyuu
3. [ocymapcTBeHHas perncrpaums nekapcTBEHHbIX MNpenapaToB, 3a WCKITHYEHUEM
NeKapCTBEHHbIX npenapatoB AN MeOULMHCKOro MNPUMEHEeHUs, npeacTaBneHHbIX Ha
yKa3aHHyl pernctpauuio 4o AHSA BCTYNMeHus B curny Hactoswero denepanbHOro 3akoHa,
OCYLLeCTBNAETCA B COOTBETCTBUM C HacToAwmMm defepanbHbiIM 3aKOHOM Ha OCHOBaHWUU
AOKYMEHTOB M [aHHbIX, MpeAcTaBrieHHbIX A0 [AHA BCTYNMEHUA B CuUry HacTosLWwero
depepanbHOro 3akoHa.

MHdopmaumsa 06 nameHeHusx:

@edeparibHbIM  3akoHOM om 29 Hosibpsi 20102. N 313-©3 vacmb 3.1 cmambu 71
Hacmosiwezo PedepasibHO20 3aKOHa U3J/I0KeHa 8 HO8oU pedakuyuu, scmynarouwel 8 cusy
co OHS ocbuyuanbHo2o onybrnukogaHuss Ha3gaHHo20 ®eldepasibHO20 3aKkoHa U
pacripocmpaHsuelcs Ha npasoomHouweHusi, 803HuUKkwue ¢ 1 ceHmsbps 2010 a.

CmMm. mekcm 4acmu 8 rpeobidyweli pedakyuu

3.1. ['ocypapcTBeHHada perncrpauma nekapCcTBEHHbIX npenapaTtoB Ans MeguuMHCKOro
NPUMEHEHUS, NPeACTaBfiEHHbIX Ha FOCYAapCTBEHHYK perncTpaumio Ao OHA BCTYNneHusa B
cuny Hactoswero ®efepanbHOro 3akoHa, U rocyfapCTBEHHasa perncrpauus fekapcTBeHHbIX
npenapaToB AN  MEOUUMHCKOTrO  MNPUMEHEHUs, MpeAcTaBfeHHbIX Ha  9KCnepTusy
NeKapCTBEHHbIX CPeacTB A0 AHSA BCTYrreHus B cury Hactoswero denepanbHOro 3akoHa B
Lensx uMx nocregyrouwen rocygapCTBEHHOW perncrpaumm, OCyLeCTBNAITCA Ha OCHOBaHWUU
OOKYMEHTOB W [AaHHbIX, NPeACTaBfieHHbIX A0 [AHS BCTYNNEHUA B CUMNY HacTodALero
depgepanbHOro 3akoHa, a TakkKe 3asBfieHMss O rocyJapCTBEHHOW — perucrpauum
NEeKapCTBEHHOro  npenapaTta, NpeaCTaBfeHHOro  NPOU3BOAUTENEM  NEKapCTBEHHbIX
npenapaToB UKW YNOAHOMOYEHHbIM UM NIULLOM B COOTBETCTBUM C HacTodAwmm PeagepasnbHbIM
3aKOHOM B YMNOJSTHOMOYEHHbIN doefepanbHbI opraH UCMONHUTENbLHOM Bnactm 0O 1 mapTa
2011 ropa, ©6e3 TpeboBaHMs ynnaTbl rOCYAApPCTBEHHOM MOLWWSUHLI, MPeayCMOTPEHHOM
3akoHogartenscteoM Poccunckon degepaumm o Hanorax un cbopax.

MHdopmaums 06 usmeHeHusix:



®edeparnbHbiM 3akoHOM om 29 Hosibps 20102. N 313-©3 wvacms 3.2 cmambu 71
Hacmosiweao ®PedeparsibHO20 3aKOHa U3/I0KeHa 8 Ho8oU pedakyuu, ecmynarwel 8 cusy
co OHA ocbuyuanbHo2o onybrnukogaHuss HadgaHHo20 ®eldepasibHO20 3akoHa U
pacripocmpaHsirouwelcsi Ha rnpasoomHoweHus!, 803HUKwWue ¢ 1 ceHmsbps 2010 a.

CmMm. mekcm 4yacmu 8 rpeOdbiOywel pedakyuu

3.2. MNoaTBepxaeHne rocygapCTBEHHOM perncTpaunmn nekapCTBEHHbIX NpenapaTos Ans
MEeLMLUMHCKOrO NPUMEHEHUs, NpeAcTaBNeHHbIX Ans NOATBEPXOEHUA rocyaapCTBEHHON
peructpauum [[O [AHA BCTynreHus B cuiy Hactodwero ®defepanbHOro 3akoHa, W
NOATBEPXAEHWE  TOCYLapCTBEHHOW  peructpauuuM  NekapCTBEHHbIX npenapatoB  Ans
MeANLUNHCKOrO NpUMEHEHUS, NPeaCTaBeHHbIX Ha 3KCNepTu3y JiekapCTBEHHbIX CPeacTB OO0
OHSA BCTynneHuss B cuny Hactoswero ®PefepanbHOro 3akoHa B LEnsx nocrneaylowero
NOOTBEPXAEHNA WX TOCYyAAapPCTBEHHOM perncTpaumm, OCyLeCTBAATCS Ha OCHOBaHUU
OOKYMEHTOB W [AaHHbIX, NPeACTaBfieHHbIX A0 [HS BCTYNNEHUA B CUMY HacToALero
depgepanbHOro 3akoHa, a Takke 3asBNeHust O MOATBEPXAEHMUM ToCcyaapCTBEHHOM
perncrpaumm NeKapCTBEHHOro npenaparTa, npeacTaBneHHOro npoussBoguTenemM
neKapCTBEHHbIX NpenapaToB UM YNOoHOMOYEHHbIM UM NIMLOM B COOTBETCTBUMN C HACTOSLLMM
depeparnbHbIM 3aKOHOM B YNOSTHOMOYEHHbIN doeaepanbHbI OpraH UCMONMHUTENBLHOM BacTu
po 1 wmapta 2011roga, ©e3 TpeboBaHna ynnaTbl rOCy4apCTBEHHOW  MOLUSIUHbI,
NpenycMOTPEHHON 3akoHoaaTenscTBoM Poccuinckon degepaumm o Hanorax n cbopax.

MHdopmaumns 06 usmeHeHusix:

®edeparibHbiM 3akoHOM om 29 Hosibps 2010e. N 313-©3 vacmb 3.3 cmambu 71
Hacmosiweao ®edeparsibHO20 3aKOHa U3/I0XeHa 8 Ho8oU pedaKkyuu, ecmynarwel 8 cusy
co OHA ocbuyuanbHo20 ornybrnukogaHussi Ha3gaHHo20 ®eldepasibHO20 3akoHa U
pacripocmpaHsouelicss Ha npasoomHouweHusi, 803HuUKwue ¢ 1 ceHmsbps 2010 a.

Cm. mekcm yacmu e rpedbidywel pedakyuu

3.3. lpuHATME pelleHna O BHECEHUN U3MEHEHUA B [OKYMEHTbl, coaepxalumecs B
permcTpauuMoHHOM [0Cbe Ha 3aperycTpupoBaHHbIN  JfleKapCTBEHHbIM  npenapat  Ans
MEANLUNHCKOrO MpPUMEHEHUs U npencTaBneHHble 0O AHA BCTYMIEeHUd B CUITy HaCTOSALWEero
denepanbHOro 3akoHa, WM MPUHATUE peELLUEeHUS O BHECEHUN W3MEHEHUA B [OOKYMEHTHI,
cogepxawmecs B pPerncrtpauMoHHOM [OCbe Ha 3aperucTpupoBaHHbIN JleKapCTBEHHbIN
npenapaT Ans  MeOuMUMHCKOro MNpPUMEHEHWs U1 NpedcTaBfeHHble Ha  3KenepTusy
NeKapCTBEHHbIX CPeAcTB A0 AHA BCTYMNSieHUs B cuny Hactoswero deneparnbHOro 3akoHa,
OCYLLECTBNATCA Ha OCHOBAHWW [OOKYMEHTOB W [aHHbIX, NpeacTaBrieHHbIX [0 [AHA
BCTYNneHna B curny Hactoswero PefepanbHOro 3akoHa, a Takke 3asiBlieHUss O BHECEHUU
U3MEHEeHUN B  [OOKYMEHTbl, codepxawuecs B  perucTtpauMoHHOM  [OCbe  Ha
3aperucTpupoBaHHbIN  FIeKapCTBEHHbIM  Mpenapat  Ansg  MeOUUMHCKOro  NPUMEHEHUS,
npeAcTaBnNeHHOro NpouM3BoOAMTENEM JEeKapCTBEHHbIX NpenapaTtoB UM YyNoIHOMOYEHHBIM UM
NMUOM B COOTBETCTBUM C HacTosAwmum degeparnbHbIM  3aKOHOM B YNOSTHOMOYEHHbIN
degepanbHbIn opraH ucnonHutenoHon Bnactm go 1 maprta 2011 roga, 6e3 TpeboBaHus
ynnatbl rocyAapCTBEHHOM MOLWMMHBLI, NPeAyCMOTPEHHOM 3akoHoaaTternscTsoM Poccunckon
depnepaumm o Hanorax n cbopax.

MHdopmaumsa 06 nameHeHusx:

®edepanbHbiM 3akoHOM om 29 Hosibps 20102. N 313-©3 wvacmb 3.4 cmambu 71
Hacmosuwezo ®edepanibHO20 3aKOHa U3/I0XeHa 8 HOo8oU pedaKkuuu, ecmynarouwel 8 cusy
co OHS odbuyuanbHo20 onybrnukogaHuss Ha3gaHHo20 ®edepasibHO20 3aKkoHa U
pacripocmpaHsuelcs Ha npasoomHouweHusi, 803HuUKkwue ¢ 1 ceHmsbps 2010 a.

CmMm. mekcm 4acmu 8 rpeobidyweli pedakyuu
3.4. Bblgada paspewleHnn Ha npoBedeHWe  KIMHUYECKUX  MccregoBaHum
nekapCTBEHHbIX NpenapaToB ANS MeAULMHCKOro NPUMMEHEHNS Mo 3asiBfieHUsIM, No4aHHbIM O



OHA BCTynneHua B cuny Hactosiwero defepanbHOro 3akoHa, a Takke MO 3asiBMEHUSM,
NOAaHHbLIM NOCMe AHA BCTYNNeHus B cuny Hactoswero degepanbHOro 3akoHa Ha OCHOBaHUM
9KCNepTu3, NpoBedeHHbIX OO OHSA BCTyNNeHus B cuny Hactoswero denepanbHOro 3akoHa,
OCYLLECTBNSAETCA B COOTBETCTBMM C HactoAwmm degepanbHbIM 3aKOHOM Ha OCHOBaHMMU
AOKYMEHTOB M AaHHbIX, NpeAcTaBfeHHbIX WM MNOSyYeHHbIX OO0 OHS BCTYMAEHUA B Cuny
HacToswero degepanbHOro 3akOHa, a TaKKe Ha OCHOBaHMM KOMWUW NpeaBapuTESIbHOro
aoroBopa o0643aTeNibHOro CTpPaxOBaHUS >KU3HW, 300POBbS MAaUMEHTOB, Y4acTBYHOLMX B
KITMHMYECKOM WUCCreaoBaHUN NIEKAPCTBEHHOrO npenapaTta ans MeAMUUMHCKOro NPUMEHEHMS,
WA  KONMM OoroBopa o00s3aTeNibHOro CTPaxOBaHUS  KU3HW, 340POBbS  MAUWEHTOB,
y4acTBYHOLLMX B KITMHUYECKOM UCCIIeA0BaHNN NIEKAPCTBEHHOrO npenapaTa Ans MeguLmMHCKOro
npumMeHeHnda, nuMbo npeacTtaBneHHOM Konuu aoroBopa o06s3aTenibHOro  CTpaxoBaHu4,
3aKITIOYEHHOrO B COOTBETCTBUM C TUMOBLIMWU MNpaBunamu 06s3aTeNbHOro CTPaxoBaHUA, C
yKazaHneMm npegenbHOM  YUCNEeHHOCTW MauMeHTOB, Y4acTBYKOLMX B KIIMHUYECKOM
nccrnegoBaHMM  NEKApPCTBEHHOrO  nNpenapata  Ans  MeOuMUMHCKOro  NpUMeEHeHusi, 6e3
TpeboBaHnA ynnaTbl rocyAapCTBEHHOM MOLWWHbI, NPEegyCMOTPEHHOW 3aKOoHOA4ATEeSIbCTBOM
Poccunckon ®epepaunn o Hanorax n cbopax.

MHdopmaums 06 usmeHeHusx:

®edeparnbHbiM 3akoHoM om 11 okmsbps 2010e. N 271-©3 cmamesi 71 Hacmosiuweao
®edeparibHo20 3aKkoHa 0ornosHeHa Yacmbio 3.5
3.5. B3apeructpmpoBaHHble B WHOCTPAHHOW BaniTe [0 OHSA BCTYNNeHUs B Cuny
HacToswero ®egepanbHOro 3akoHa MpefenbHble  OTAYCKHblEe  LEeHbl  MHOCTPaHHbIX
npousBoguTENEN Ha NneKapCTBEHHble npenapatbl, BKMOYEHHbIE B MepevYeHb XWU3HEHHO
HeobX0aUMbIX N BaXXHENLLMX NleKapCTBEHHbIX NpenapaToB, noanexar nepecyety B pybnv no
kypcy LleHTpanbHoro ©GaHka Poccuickon ®depepaumm Ha gaty, YCTaHOBIEHHYH
MpaButenbctBom Poccuinckon Pepepauunn, 6e3 npeactaBneHuss 3asiBieHUs O nepecyete
LeHbl C BHECEHMEM COOTBETCTBYHOLUUX U3MEHEHUI B roCy4apCTBEHHbIM peecTp npeaenbHbIX
OTNYCKHbIX LUEeH Npou3BoguTenen Ha fnekapCTBEHHble npenaparbl, BKIOYEHHbIE B NepeYeHb
XN3HEHHO HEOOXOANMbIX U BaXKHEWNLLMX NEeKapCTBEHHbIX NpenapaTos.

MHdopmaums 06 usmeHeHusix:

®edeparnbHbiM 3akoHoM om 11 okmsbps 2010e. N 271-©3 cmames 71 Hacmosiwezao
®edeparbHo20 3aKkoHa dorosHeHa Yacmbio 3.6
3.6. 3apernctpmpoBaHHble OO0 AHSA BCTynreHust B curny Hactosiwero degepanbHOro
3aKoHa npedenbHble OTMNYCKHblE LiEeHbl POCCUUCKUX MNPOU3BOOUTENEN HA JeKapCTBEHHbIE
npenapaTtbl, BKMOYEHHbIE B MNEPEYEHb KU3HEHHO HEOOXOoOMMbIX W BaXkKHEWLUNX
nekapCTBEHHbIX MpenapartoB, nognexart uHaekcaumm ¢ 1 Hosdpsa 2010 roga mcxogs w3
MNPOrHO3NPYEMOro YPOBHS MHPNALMK, yCTaHOBNEHHOro deaeparnbHbiM 3akoHOM OT 2 aekabps
2009 roga N 308-93 "O cenepansHom BrogxkeTe Ha 2010 rog n Ha nnaHoBbIi nepuog 2011 u
2012 ropoB" Ha 2011 roga.

MHdopmaums 06 usmeHeHusix:

®edeparibHbiM 3akoHoM om 6 Oekabps 2011 2. N 409-©3 e yacmb 3.7 cmambu 71
Hacmosiuweao ®edepasibHO20 3aKOHa B6HECEeHbl U3MEHEHUs, ecmyrarowue 8 cusy Mo
ucmeyeHuu mpuduyamu OHel rocrie OHSA ochuyuarbHo20 orybnukogaHusi Ha3eaHHO20
®edeparibHO20 3aKOHa

Cm. mekcm yacmu e rpedbidywel pedakyuu
3.7. Nocne 1 mapta 2011 roga He gonyckalTcsa NPOn3BOACTBO UM BBO3 B Poccumnckyo
depepaumio nekapcTBEHHbIX MpenapaToB B yNakoBKax C MapKMpOBKOW, koTopas 6bina
HaHeceHa OO0 AOHA BCTynneHus B cury Hactoswero denepanbHoro 3akoHa. Mo ncreyeHuu
YKas3aHHOro  Cpoka  [aHHble  JlekapCTBEeHHble  npenapaTtbl  MOryT  OTNycKaTbCH,
peanu3oBbIBaTbCS, NepefaBaTbCA U NPUMEHSTLCH 40 UCTEYEHUST UX CPOKa FOAHOCTMW.



4. Co gHA BCTynneHua B cuny Hactoswero ®egepansHoro 3akoHa n no 30 anpens
2011 roga BKNHOUYMTENbHO [OMyCKaeTCcA NpoBeLEeHWEe SKCNepTU3bl JIEKAaPCTBEHHbIX CPenCTB
aKcnepTamMm 3IKCNEePTHOro yYpexaeHns OO NPOXOXAEeHUss UMK aTTecTaumm B Nopsdke,
YCTaHOBMEHHOM YNOSTHOMOYEHHbIM (hbeaepanbHbiM OpraHoM UCMOSTHUTENBHOW BaCTW.

5. Co gHa BcTynneHus B cuny Hactodwero degepanbHoro 3akoHa n no 31 gekabps
2013 roga BKMIOYUTENBHO OCYLLECTBSAETCA Nepexod K MNpOouM3BOACTBY JIeKAPCTBEHHbIX
CpeacTB B COOTBETCTBUWM C NpaBuiiamMu opraHusauuu npousBOACTBa M KOHTPOSS KayecTBa
NeKapCTBEHHbIX CPeACTB, yKasdaHHbIMM B 4actu 1 crtatem 45 Hactoswero PepepanbHOro
3aKoHa, B nosiHom obbeme. Cpoku nepexoda NpoOuM3BOACTBA NEKAPCTBEHHbIX CPeacTB K UX
NPOM3BOACTBY B COOTBETCTBUM C KOHKPETHbIMW TpebOOBaHWAMW OaHHbIX MpaBurl, BKO4Yas
CPOKM aTTecTaumm YnosTHOMOYEHHbIX NUL, YKasaHHbIX B YacTsax 6 n 7 ctaten 45 HacToALWero
depnepanbHOro 3akoHa, ycraHasnmsatTcs NpasutensctBom Poccuinckon ®eaepaumn.

6. JlnyeHanm Ha Npom3BOACTBO NEKAPCTBEHHbIX CPeACTB, BblgaHHble A0 1 sHBaps
2014 ropga, penctBytoT nocrne 1 aHBapsa 2014 roga 0O UCTEYEHUS CpOKa UX OEUCTBUSA Npu
YyCroBMN COOTBETCTBUA JfMUEH3MaTa npasuriam opraHmsauun npousBOACTBA M KOHTPONS
KayecTBa NeKapCTBEHHbIX CPEeACTB, YKasaHHbIM B 4Yactu 1 crtatem 45 HacToswero
depeparnbHOro 3akoHa.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHoM om 29 Hos6ps 2010e. N 313-©3 cmambss 71 Hacmosuwezo

®eldeparibHO20 3aKOHa O0MOSIHEHa Yacmbto 7, cmynarouweli 8 cusy co OHS oghuyuaibHoO20

onybrnukosaHusi HasgaHHo020 ®edeparibHO20 3aKOHa

7. ®opmMypoBaHMEe rocyapCTBEHHOrO 3adaHWs Ha NpoBedeHMe  3KCnepTu3bl

NeKapCTBEHHbIX CpeacTB eaepanbHOMY rocyaapCTBEHHOMY OHOKETHOMY YUYpPEXAEHMIO NO
NPOBEAEHNI0  3KCNepTu3bl JleKapCTBEHHbIX CpeacTB U (mMHaHcoBoe obecneyeHue
BbINOSIHEHNSA 3TOr0 3aJaHnA OCYLLECTBNAOTCA B nopsigke, ycTaHoBneHHOM depeparnbHbiM
3akoHoM oT 12 aHBapa 1996 roga N 7-93 "O HekoMMepYeCKnx opraHm3aumnax”.

FTAPAHT:

CM. KoMMeHTapum kK ctaTbe 71 HacTosilero defeparnbHOro 3akoHa

MpesnageHT Poccuiickon ®eaepaumn . MeoBenes

Mockea, Kpemnb
12 anpenga 2010 .
N 61-03



