depnepanbHbin 3akoH oT 12 anpenst 2010 r. N 61-93
"O6 obpalyeHnn nekapCTBeHHbIX cpencTs”

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

CM. koMmMeHTapumn K HacTosiweMy degepanbHOMY 3aKOHY
naBa 1. O6wWwue nonoxeHus

Cratbsa 1. [NpegmeT perynupoBaHusa Hactosiwero ®egepanbHOro 3akoHa

MHdopmaums 06 usmeHeHusix:

Q®edeparibHbiM 3akoHOM om 6 Oekabps 2011 2. N 409-®3 e vacmb 1 cmambu 1
Hacmosiwezo ®edepasribHO20 3aKOHa BHECEeHbl U3MEHEHUs, 8cmyrarowue 8 cusy Mo
ucmeyeHuu mpuduyamu OHel rocrnie OHSA ochuyuaribHo20 orybnukogaHusi Ha3eaHHO20
®edeparibHO20 3aKOHa

CmMm. mekcm Yyacmu 8 rpeodbiOywieli pedakyuu
1. Hactoswmn deneparnbHbI 3aKOH perynupyeTt OTHOLLEHUS, BO3HUKaOLWNe B CBA3MN C
obpawieHnem - paspaboTkon, OOKIIMHUYECKMMU  UCCNefoBaHUSMW,  KIUMHUYECKUMU
nccrnegoBaHNAMU, 9KCNEPTU30ON, rocydapCTBEHHOM perucTpaumen, co ctaHgapTu3aumen u c
KOHTpONeM KadecTBa, NPOU3BOACTBOM, U3rOTOBMEHNEM, XPaHEHNEM, NepeBO3KOW, BBO3OM B
Poccunckyto ®epepaumio, BbiBO3oM K3 Poccunckon depepaumun, pekriamon, OTMYCKOM,
peanusauuen, nepegadvyen, NpUMEHeHNEM, YHNUTOXEHNEM NEeKapCTBEHHbIX CPEACTB.

MHdopmaumsa 06 nameHeHusx:

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

CmM. mekcm 4acmu 8 rpeodbidyweli pedakyuu
2. Hactoawmun depeparnbHbld 3aKOH YCTaHaBnNuBaeT MPUOPUTET rocyapCTBEHHOro
perynupoBaHnsa 6e30nacHoOCTu, kavyecTBa U 3EKTUBHOCTM NEKAPCTBEHHbIX CPEACTB NPU UX
obpawieHnn.
FTAPAHT:

CM. koMmmeHTapumn K ctaTbe 1 HacToswero ®enepanbHOro 3akoHa

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

CM. KoMMeHTapum K ctatbe 2 HacTosilwero ®egepanbHOro 3akoHa

CraTtbsa 3. 3akoHogaTenbcTBO 06 0bpaLleHnn NEKApCTBEHHbIX CPeaCTB

1. 3akoHogaTenbcTBO 006 oOpalweHnn nekapCTBEeHHbIX CpPeacTB COCTOUT K3
HacToswero ®efepanbHOro 3akoHa, Apyrux egepanbHbiX 3aKOHOB M UHbIX HOPMAaTUBHbIX
npaBoBbIX akToB Poccurickon degepaumn.

MHdopmaumsa 06 nameHeHusx:

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



IOPUONYECKNX  NUL, W vHAMBMAOYANbHbIX  NpegnpuHuMartenierd,  OCyLeCTBASLWNX
AEeATENbHOCTb Ha TEPPUTOPUN MEXOYHAPOL4HOrO0 MEAMLMHCKOro Kracrtepa, NpUMeHsieTcs C
y4eToM o0cObBeHHOCTeN, YycTaHoBreHHbIX ®PenepansHbiv  3akoHoMm "O  MexgyHapogHOM
MEANLMNHCKOM KIlaCcTepe W BHECEHUN W3MEHEHUN B OTAENbHblE 3aKOHOLATElNbHbIE aKThbl
Poccuinckon ®egepaunn”.

2. [dencteme Hactosiwero degepanbHOro 3akoHa pacnpocTpaHaeTcs Ha obpalleHue
HaPKOTUYECKNX NIeKapCTBEHHbIX CPEACTB U MCUXOTPOMHbIX FIEKAPCTBEHHbIX CPEACTB C y4ETOM
0COBGEHHOCTEN,  YCTAHOBMEHHbIX  3akoHopatensctBoMm  Poccunckon  dPepepaumm 0
HapKOTUYECKNX CpeacTBax, NCUXOTPONHbLIX BewecTBax 1 06 nx npekypcopax.

3. Hdencteme Hactosiwero degepanbHOro 3akoHa pacnpocTpaHaeTcs Ha obpalleHue
paguodapmaleBTUYECKMX  NeKapCTBEHHbIX  CPeacTB € y4eToM  OCOBeHHOoCTew,
YCTaHOBMEHHbIX 3akoHopatensctBoM Poccunckon depepaumm B obnactu obecnedeHus
pagnaumoHHon 6e3onacHoOCTu.

4. Ecnu mexagyHapogHblM goroBopom Poccunckon depepauum yCTaHOBIIEHbI UHbIE
npaBuna, 4Yem Te, KOTOpble npefycMOTpeHbl HacTtodwmm PegepanbHbIM - 3aKOHOM,
NPUMEHSIOTCA NpaBuia MexxgyHapoaHoro 4orosopa.

5. B Poccuinckon ®depepaumm B COOTBETCTBMM C MEXOYHAPOOHbLIMW [OroBopamm
Poccunckon degepaumm n (Mnu) Ha OCHOBE MpUHLMNA B3aMMHOCTU MPU3HAKOTCA pesyrbTaThl
KITMHNYECKMX UCCMegOoBaHUN fleKapCTBEHHbIX MpenapaTtoB Ans MEOUUMHCKOrO NPUMEHEHUS,
NpoBeAeHHbIX 3a Npegenamu Tepputopumn Poccuinckon ®epepaunn.

FAPAHT:

CM. koMmeHTapumn K ctaTbe 3 HacToswero ®enepanbHOro 3akoHa

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

[na uenen Hactodwero deaepanbHOro 3akoHa UCMONb3YTCH CreAylwmne OCHOBHbIE
NOHATUSA:

1) nekapcTBeHHble cpeacTBa - BewecTBa UMM UX KOMOWHauMM, BCTynawuwme B
KOHTaKT C OpraHn3MoM YefioBEeKa U XUBOTHOrO, MPOHUKAaKOLLME B OpraHbl, TKaHW opraHnama
yenoBeka WM >KMBOTHOrO, TMpUMEHsieMble Ans  npodunakTuKK, OuMarHoCTUKM  (3a
NCKITIOYEHMEM BELLECTB UMN UX KOMOWHAUUKN, HE KOHTaKTUPYIOLWNX C OPraHM3MOM YeroBeka
NI XXUBOTHOTO), NneyeHuns 3aboneBaHus, peabunuraunmn, Ans CoxpaHeHus, NpeaoTBpaLLeHns
Unu npepbiBaHNa 6epeMeHHOCTU WM MOSfyYeHHble U3 KPOBW, MNNa3Mbl KPOBW, U3 OPraHos,
TKaHEn opraHM3ma 4YerioBeKa WS XKXMBOTHOIO, PacTEHU, MUHEpPanoB METo4aMn CUHTE3a UK
C npuMeHeHnem 6Guonornyecknx TexHonormn. K nekapcTBEHHbIM cpeacTBamM OTHOCATCS
dapmaueBTUYECKME CyOCTaHLMM 1 NEKAPCTBEHHbIE Npenaparhl;

MHdopmaumns 06 usmeHeHusix:

@eldeparibHbIM  3aKkoHOM om 22 Oekabpsi 2014 e. N 429-®3 nyHkm 2 cmambu 4
Hacmosiweao ®edepasibHO20 3aKOHa U3/I0XKeH 8 HOBoU pedakyuu, ecmynarouwed 6 cuny ¢ 1
urorng 2015 a.

CmM. mekcm riyHkma e rnpedbidywed pedakyuu

2) dhapmaueBTUYECKaA CyOCTaHLMA - NNeKapCTBEHHOE CPeaCcTBO B BMAE OAHOrO Mnu
HecKonbkux obnagarowmx apmakonormyeckon akTUBHOCTbIO OENCTBYHOLMX BELLECTB BHE
3aBMCUMOCTN OT MPUPOAdbl NPOUCXOXAEHUS, KOTOpPOe NpedHasHadYeHo AN Npou3BOACTBA,
N3roTOBNEHUS NEKAPCTBEHHbIX NpenapaToB 1 onpeaenseT nx 3odeKTUBHOCTb;

3) BcnomoraTtesibHble BelecTBa - BELLECTBA HEOPraHMYeCcKoro Uim OpraHN4ecKkoro
NPOVCXOXAEHWS, UCNONb3yeMble B MpoLecce NpOu3BOACTBA, U3rOTOBIEHMS NEKAPCTBEHHbIX
npenapaToB Ans NpuaaHUs UM HEOOX0ANUMbIX PUINKO-XUMNYECKNX CBOMCTB;

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



peabvnutaumm, Ans coxpaHeHus, NpeaoTBpaLLEHNsa Unn NpepbiBaHUs 0epeMeHHOCTY;

5) nekapcTtBeHHas dopmMa - COCTOSiHME  JeKapCTBEHHOro  npenapara,
cooTBeTCTBYylOLWEee cnocobam ero BBeAeHMS N NPUMEHEHNA U obecneymBatoLLiee JOCTUXKEHNE
Heobxoanumoro ne4vebHoro apdekTa;

MHdopmaums 06 usmeHeHusx:

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

5.1) mo3upoBKa - cogepXaHue OOHOro WM HECKOSbKMX AENCTBYIOLWINX BELECTB B
KONMMYECTBEHHOM BbIpaXXeHUN Ha eauvHuULy 003bl, UK eguHuly obbema, unn eanHuLy Maccbl
B COOTBETCTBMM C NEKapCTBEHHOW dhopmMon nmMbo Ons HEKOTOPbIX BUOOB FEKAPCTBEHHbIX
dOpM KONMYecTBO BbICBOOOXKAAEMOro U3 fiekapCTBeHHOM hopMbl OENCTBYIOLLEro BelecTBa
3a eANHNLY BPEMEHMN;

6) nepe4vyeHb XU3HEHHO HeOOXOAMMbLIX U BaXHEWWUX JeKapCTBEHHbIX
npenapaTtoB - exerogHo yTtBepXxgaembln [lpaButensctBoM Poccuinckon dPepepaumm
nepeyveHb NeKapCTBEHHbIX NpenapaToB A1 MeULMHCKOrO NpuMeHeHusi, obecnedmnBaroLLmnx
NPUOPUTETHbLIE MOTPEOHOCTM 30PaBOOXPAHEHUA B LENAX NPOMUNIAKTUKM U NeYeHus
3aboneBaHun, B TOM 4ucne npeobrnagatowmnx B CTpykType 3abonesaemoctn B Poccumnckon
depepaumm;

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

6.1) opdraHHble rneKapcTBeHHble npenapaTbl - JIEKAPCTBEHHbIE npenapaThl,
npegHa3HayYeHHble MUCKNIYUTESNbHO ANS ANAarHOCTUKM WU NaTOreHeTUYeCcKoro JieyeHus
(nevyeHnsa, HanpaBnEeHHOro Ha MexaHu3M pas3BuTUA 3aboneBaHund) pegkux (opdaHHbIX)
3aboneBaHui;

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3aKkoHoM om 22 Oekabps 2014 e. N 429-®3 cmamesi 4 Hacmosuwezo
®edeparibHO20 3aKoHa doriosiIHeHa ryHkmom 6.2, ecmynarowum 8 cusy ¢ 1 urons 2015 a.
6.2) buonornyeckme rnekapcTBeHHble npenapaTbl - JIeKapCTBEHHblEe npenapaThl,
AEeNCTBylOLLEee BEeLEeCTBO KOTOPbIX MNPOU3BEAEHO WM BblgeneHo w3  Buonorn4yeckoro
WUCTOYHMKA N ONA onpefenieHns CBOMCTB M KayecTBa KOTOpbIX Heobxoamma KOMOBuHaums
ouonormyecknx un  OU3NKO-XMMUYecknx meTtogoB. K Buonormyeckum nekapcTBeHHbIM
npenapaTamMm OTHOCATCA MMMYHOBMOSOrMyeckme nekapcTBeHHbIE nNpenaparbl, lekapCTBEHHbIE
npenapaTbl, NOMy4YeHHble U3 KPOBW, Nia3mbl KPOBWU YeroBeKka M XMBOTHbIX (3@ UCKMOYEHNEM
LenbHOM KpoBW), BMoTexHonornyeckne nekapcTBeHHble npenapaTbl, reHoTepaneBTUdeckue
neKkapcTBEHHble npenaparTbl;

MHdopmaums 06 usmeHeHusix:

@eldeparibHbIM  3aKkoHOM om 22 Oekabpsi 2014 e. N 429-®3 nyHkm 7 cmambu 4
Hacmosiweao ®edeparibHO20 3aKOHa U3/I0XKEH 8 HOBOU pedakyuu, ecmynarouwed 6 cuny ¢ 1
urons 2015 a.

CmM. mekcm niyHkma e rpedbidywed pedakuuu
7) UMMyHOOMONoOruM4vyeckue JeKapCTBeHHble npenapatbl - JIeKAapPCTBEHHbIE
npenapaTbl, NpegHa3Ha4YeHHble Anst POPMUPOBaAHUSA aKTUBHOIO UM NACCUBHOIMO MMMYHUTETA
nmMbo  OMarHoCTMKM  HanuumMst  UMMYHUTETa UM OUArHOCTUKM  cneumduyeckoro
NpMoBpPEeTEHHOIrO M3MEHEHUS MMMYHOSOMMYECKOro OTBETA Ha anneprusvpyrolme BewecTsa.
K nmmyHOGMONOrnyeckMm nekapcTBEHHbIM Mpenapartam OTHOCATCHA BaKUMHbI, aHATOKCUHbI,
TOKCMHbI, CbIBOPOTKN, UMMYHOTTOGYNUHbBI 1 annepreHbl;

MHdopmaumsa 06 nameHeHusx:

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



®edeparnibHo20 3aKoHa dorosiIHeHa ryHkmom 7.1, ecmynarowum 6 cusy ¢ 1 urons 2015 a.
7.1) OuoTexHoOnorMyeckMe reKapcTBEHHble npenapatbl - JIEKAPCTBEHHbIE
npenapaTbl, Npon3BOACTBO KOTOPbIX ocyLecTBnseTca c NCNoNb30BaHMEM
onoTexHonornyecknx npoueccoe u wmetogoB (B Tom umcne [OHK-pekomGuHaHTHOM
TEXHOMOrMN, TEXHOSOMMMU KOHTPOSNIMPYEMOW 3KCMPECCUN FEHOB, KOOMPYHOLLMX BGMONornyecku
akTmBHble 6enknm B MNpokapuoTax W 3ykapuoTax, BKMYAS W3MEHEHHbIe  KNeTKu
MIIEKONUTaIOLLMX), TMOPMAOMHOro MeToga U MeToA4a MOHOKMOHAsbHbIX aHTUTEN,

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3aKkoHoM om 22 Oekabps 2014 e. N 429-®3 cmamesi 4 Hacmosuwezo
®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 OCYLLUECTBNATbL pPErynMpoBaHne, penapauuio, 3ameHy, gobaBneHve wnu
yOaneHne reHeTU4Yeckon nocnenoBaTenbHOCTY;

8) HapkoTu4yeckuMe neKapCTBEeHHble CpeacTBa - JeKapCTBEHHblIE npenapaTbl U
hapmaueBTUYeCkMe CyObCcTaHUMMK, cofepXallue HapKoTMYeckue cpencTBa M BKIOYEHHbIE B
[TepeyeHb HapPKOTMYECKMX CPEACTB, MCUXOTPONHLIX BELLLECTB U UX NMPEKYPCOPOB, NoAexaLumnx
KoHTponto B Poccuiickon degepauumn, B COOTBETCTBUMM C 3aKOHOOATENLCTBOM Poccuinckom
depepaummn, mexgyHapogHeiMu gorosopamu Poccuinckon depepaunn, B ToM yucrne EgnHon
KOHBEHLMEN O HapKoTuyecknx cpeacrteax 1961 roaa;

9) ncuxoTponHble JieKapCTBEHHbIe CpeacTBa - JIEKAPCTBEHHblE npenapaTbl U
(hapmaueBTUYeckme cyobcTaHumMuK, cogepXalline NCUXOTPOMHbIE BELLECTBA U BKIHOYEHHbIE B
[lepeyeHb HaPKOTMYECKMX CPEACTB, MCUXOTPONHLIX BELLLECTB U UX NMPEKYPCOPOB, NoAneXaLumnx
KoHTponto B Poccuiickon degepauunmn, B COOTBETCTBMM C 3aKOHOOATENLCTBOM Poccuinckom
depepaummn, MexgyHapogHbiMu gorosopamun  Poccumnckon depepauuun, B TOM  uYucne
KoHBeHUMen 0 NCMXoTponHbIX BewecTteax 1971 roaa;

10) papgumodapmaueBTUYECKNE NeKapCTBEHHble CpeacTBa - JIeKapCTBEHHbIE
cpencTBa, KOTopble cogepXaT B roTOBOW AN UCMONb30BaHUsS (hopMe OAUH pagnoHyKua unm
HECKONbKO PaAMOHYKIMAOB (paanoakTUBHbBIX M30TOMOB);

MHdopmaums 06 usmeHeHusix:

@eldeparibHbiM  3akoHoM om 13 urona 20152, N 241-®3 e nyHkm 11 cmambu 4
Hacmosiweao @edepasribHO20 3aKOHa 8HECEHbI USMEHEHUS!

Cm. mekcm riyHKma 8 rpeobiOyuwiel pedakuyuu
FAPAHT:

HJo 1 auBaps 2016 r. gna uenen Hactoduwero degepanbHOro 3akoHa (B pedakuuu
®epepanbHoro 3akoHa oT 13 wmona 2015r. N 241-d3) B kayecTBe pedepeHTHOro
neKapCTBEHHOrO npenapara paccMaTpyMBaeTCa OPUrMHanNbHbINM NEeKapCTBEHHbIN NnpenapaT
11) pedpepeHTHbIN NleKapCTBEHHbLIN Npenapar - IeKapCTBEHHbIN nNpenapaT, KOTOPbIN
BnepBble 3apernctpypoBaH B Poccuinckon degepauum, kKayvectBo, 3M@PEKTUBHOCTb U
6e30nacHOCTb  KOTOPOro  AOKasaHbl Ha  OCHOBaHWW  pe3ynbTaToOB  AOKIMHUYECKMX
nccrneaoBaHMn  NIEKapCTBEHHbIX CPEACTB U KIIMHMYECKMX WCCNeaoBaHUA NeKapCTBEHHbIX
npenapaToB, NPOBEAEHHbLIX B COOTBETCTBMM C TpeboBaHmamMM yacten 6 m7 cratbn 18
HacToswero degepanbHOro 3akoHa B  OTHOLIEHUW NEKapCTBEHHbIX CPeacTB  Ans
MeLMLMHCKOro npMMeHeHus nnbo B COOTBETCTBUM C TpeboBaHUsMK cTaTbi 12 HacTOALWEro
depgepanbHOro 3akoHa B OTHOLWIEHUM NEKapCTBEHHbIX CPeaCTB ANs BeTepUMHApPHOro
NPUMEHEHNS!, W  KOTOPbIA  UCMOMb3yeTcs Ans  OueHkM OUOIKBMBANEHTHOCTM UMK
TepaneBTUYECKON  3KBMBANEHTHOCTW, KadecTBa, 9ddeKkTMBHOoCTM U 6e3onacHoCTU
BOCMNPOM3BEAEHHOrO nnn 6ruoaHanorosoro (6Monogo6bHOro) NnekapCcTBEHHOro 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, scmynarouwel 8 cury ¢ 1
uronsa 2015 a.

Cm. mekcm nyHkma 8 rnpedbidywed pedakuuu
12) Bocnpou3BeAeHHbIA NeKapCTBEeHHbIW npenaparT - NIeKapCTBEHHbIA npenapar,
KOTOPbIN MMEET TaKOM K& Ka4eCTBEHHbI COCTaB M KONMMYECTBEHHbIN COCTaB AEWCTBYHOLLNX
BELWECTB B TaKOW Xe JieKapCTBEHHON doopmMe, 4YTO U pedepeHTHbIN NneKapCTBEHHbIN
npenapaT, “ OWO3KBMBANEHTHOCTb WNN TepaneBTUYECKas IKBMBANEHTHOCTb KOTOPOro
peepeHTHOMY  nekapCTBEHHOMY  npenapaTty  MOATBEpXAeHa  COOTBETCTBYHOLUUMM
nccnegoBaHNsaMN;

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3aKkoHoM om 22 Oekabps 2014 e. N 429-®3 cmamesi 4 Hacmosuwezo
®edeparibHO20 3aKoHa doriofiHeHa ryHkmom 12.1, ecmynatowum 8 cusy ¢ 1 urons 2015 e.
12.1) TepaneBTUYECKasAs  3IKBUBASNIEHTHOCTb -  [OCTMXKEHWE  KIMHUYECKU
COMOCTaBMMOro TepaneBTU4ecKoro agpdekta nNpyu NPUMEHEHUN fNeKapCTBEHHbIX NpenapaToB
AN MegUUMHCKOro NPUMEHEHUSA A9 OOHOM M TOW Xe rpynnbl O0MNbHbIX N0 O4HUM U TEM Xe
MNOKa3aHUAM K MPUMEHEHMUIO;

MHdopmaums 06 usmeHeHusix:

@edeparibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-®3 cmambesi 4 Hacmosiwezo
®edepanbHo20 3aKoHa AorosiIHeHa rnyHkmom 12.2, ecmynarowum 6 cuny ¢ 1 urons 2015 a.
12.2) buoaHanoroBbIn (6MONOAOOHLIN) NeKapCTBEeHHbIM npenapart (buoaHanor) -
OvonornyeckMin  NEeKapCTBEHHbLIM  MpenapaTt, CXOXUM No napameTpaMm  KayecTsa,
appekTuBHOCTM U Be3onacHOCTM C  pedepeHTHbIM  BMOMNOrMYeckuM NeKapCTBEHHbIM
npenapaTomM B TaKOW XXe NiekapCTBEHHON ddOpMe N UMEKOLLMIA MOAEHTUYHbINM CNOCO6 BBEAEHUS;

MHdopmaumsa 06 nameHeHusx:

®eldeparnbHbiM 3aKkoHoM om 22 Oekabps 2014 e. N 429-®3 cmamesi 4 Hacmosuwezo
@eldeparibHO20 3aKkoHa OoriofiHeHa rnyHkmom 12.3, ecmynarowjum 8 cusy ¢ 1 urons 2015 a.

12.3) B3aumo3aMeHsieMbIn NleKapCTBEHHbIM Npenapar - IeKapCTBEHHbIN npenapaT
C [OKasaHHOM TepaneBTMYECKON OKBMBANEHTHOCTbIO UM OMO3KBMBANEHTHOCTLIO B
OTHOLLUEHMN pedepeHTHOro IeKapCTBEHHOro npenapaTta, UMEKLWMA 3KBMBASIEHTHbIE eMmy
Ka4yeCTBEHHbIN COCTaB W KOSIMMECTBEHHbIM COCTaB [OEWCTBYIOLWNX BewecTB, COCTaB
BCMOMOraTesbHbIX BELWECTB, NNeKapCTBEHHYO hopMy 1 cnocob BBeaeHUS;

13) nekapcTBeHHOE pPacCTUTESNIbHOE Cblpbe - CBEXME WU BbICYLUEHHbIE paCTEeHUS
nnbo mx yactu, ucrnonb3yemMmble AN NPOU3BOACTBA NEKapCTBEHHbIX CPEACTB OpraHn3aunamm
- MpOM3BOOMTENAMU JIEKAPCTBEHHbIX CPEACTB WM U3FOTOBIIEHUSI  JNIeKapCTBEHHbIX
npenapaToB anTeyHbIMKU OpraHu3auusmMu, BeTepUHAPHbIMW anTeYHbIMU  OpraHu3auusmMu,
MHOVBMAYanbHbIMK NpeanpuHUMaTENaMM, UMEKLWUMU NMUEH3NIO Ha (hapmaueBTUYeCKyo
AEATENbHOCTb;

14) nekapCTBEeHHbIA pacTUTENIbHbIA MpenapaT - JleKapCTBEHHbIN npenapar,
NPOV3BeaEHHbIN UMW N3rOTOBMEHHBIN U3 OAHOrO BUAA NEKapCTBEHHOMO PacTUTESbHOMO Chipbs
WIIN HECKOMNbKNX BUOOB TAKOro Cbipbs U peanudyeMblii B pacacoBaHHOM BMAE BO BTOPUYHOM
(noTpebuTenbckon) ynakoBke;

MHdopmaumsa 06 nameHeHusx:

®edepanbHbiM 3akoHOM om 22 0Oekabps 2014 2. N 429-®3 nyHkm 15 cmambu 4
Hacmosiuwezo PedepasibHO20 3aKOHa U3/I0XKeH 8 HoeoU pedakyuu, ecmynarouwed e cusny ¢ 1
urons 2015 a.

CmM. mekcm nyHkma e rpedbidyuwied pedakyuu
15) romeonaTu4ecKkum JieKapCTBEHHbLIN MpenapaTt - JiekapCTBEHHbIM npenapar,



npousBefeHHbIA UMW U3FOTOBIIEHHbIN N3 (bapMaLeBTMYEeCKOM  CyOCTaHuuMM  unu
drapmaueBTUYECKMX CyBCTaHUUM B COOTBETCTBUMN C TpeboBaHMsIMK OBLLMX hapmMakonemnHbix
ctaTeM K romeonaTUyYecKMMm JeKapCTBEHHbIM npenapataMm WM B COOTBETCTBUM C
TpeboBaHnaMM bapmakonen cTpaHbl MPON3BOANTENS TAKOro fIEKAPCTBEHHOIO nNpenapara;

MHdopmaums 06 usmeHeHusx:

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

CmM. mekcm niyHkma e rpedbidywed pedakyuu
16) MeXxayHapoaHoe HenaTeHTOBaHHOE HauMeHOBaHMe JlieKapCTBEeHHOro
cpencTtBa - HaMMeEHOBaHWE [AEWNCTBYIOLWLErO BeLlecTBa hapmaueBTMYEeCKON cybGcTaHumu,
pekomMmeHaoBaHHoOe BceMupHon opraHnsauven 3apaBooOXpaHeHUs;

MHdopmaumsa 06 nameHeHusx:

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

CmMm. mekcm riyHkma e rpedbidywied pedakyuu
17) ToproBoe HaMMeHOBaHME JIeKapCTBEHHOro cpeacTBa - HauMMeHOBaHue
NeKapCcTBEHHOrO0  CpeAacTBa, MNPUCBOEHHOe ero paspaboTynkom, Aepxartenem  wunu
BnagensuemM pernctTpaumoHHOro yaoCToBepeHus ekapCTBEHHOMo npenapara;

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-©3 cmambss 4 Hacmosuwezo
®edeparibHO20 3aKoHa doriofiHeHa ryHkmom 17.1, ecmynatowum 8 cusy ¢ 1 urons 2015 e.
17.1) rpynnMpoBOYHOE HaMMeHOBaHWEe JeKapCTBEHHOro npenaparta -
HauMEHOBaHME  NEeKapCTBEHHOro  npenaparta, He  MMeWLWero  MexayHapoaHoro
HenaTeHTOBAHHOMO HaMMEHOBaHUS, WNU  KOMOMHaUMWM NeKapCTBEHHbIX MpenapaTtos,
ncnonb3yemMoe B Lensax o0beanHeHns ux B rpynny nog eavHbiM HauMeHOBaHMEM UCXOAs M3
O[MHAKOBOro cocTtaBa AeNCTBYIOLINX BELLECTB;

MHdopmaumsa 06 nameHeHusx:

®edeparibHbIM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 e nyHkm 18 cmambu 4
Hacmosiuweao ®edepasribHO20 3aKOHa BHECEHbI U3SMEHEHUs, scmyrnaruwue 8 cusry ¢ 1 urns
2015 a.

Cm. mekcm nyHkma e rnpedbidywed pedakuuu

18) obwan cpapmakonenHas cTaTbA - AOKYMEHT, YTBEPXKOEHHbIN YNOMHOMOYEHHbIM
denepanbHbIM OpraHoM WCMONHUTENBbHOW BRAacTM M COAEpXallMih nepeyeHb nokasartenem
KayectBa W (MNKN) METOAOB KOHTPOMSA KayecTBa KOHKPETHOM JeKapCTBEHHOW dopMbl,
NEKapPCTBEHHOTO  PacCTUTENbHOrO  Cbipbsl, OMNUCaAHUSA  BUONOrMYECKnX, OBUOXUMUYECKUX,
MUKPOBNONOrNYECKUX, PUINKO-XMMUYECKNX, (PU3MYECKMX, XUMUYECKUX U OpYyrux MeTOAOB
aHanu3a neKkapCTBEHHOro cpeactBa, a Takke TpeboBaHMA K WCNONb3yeMbiM B LEnsixX
npoBeAeHVst 4aHHOro aHanu3a peaktMsaMm, 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, ecmynarouwue 6 cusny ¢ 1 urons
2015 a.

CmM. mekcm riyHkma e rnpedbidywed pedakyuu
19) dcpapmakonenHaas cTaTbA - [OOKYMEHT, YTBEPXAEHHbIA YNONHOMOYEHHbIM
deepanbHbIM OpraHOM MCMNOJSTHUTENBHOM BracTu U coAepXawun nepedeHb nokasaTenem
KayecTBa U METOLOB KOHTPOMS KayecTBa fiekapCTBEHHOIo CPeacTBa;



MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHoM om 22 Oekabpss 2014 2. N 429-©3 cmambs 4 Hacmosiuwezo
®edeparnibHo20 3aKoHa doriofiHeHa ryHkmom 19.1, ecmynatowum 6 curny ¢ 1 urons 2015 e.
19.1) ctaHpapTHble o6pasubl - BellecTBa, NOCPEACTBOM CPaBHEHUS C KOTOPbIMU
OCYLLIECTBNAETCA KOHTPOSb KayecTBa MCCredyemblX NeKapCTBEHHbIX CPeACTB C MOMOLLbIO
PU3MKO-XMMUYECKUX U BUOMOrMYecKnx MeToOOoB B Uensx MnoATBEepPXOEHUS COOTBETCTBUA
NeKapCcTBEHHbIX cpeacTB TpeboBaHMAM HOPMATMBHOW OOKYMEHTAUWUWU, YCTaHOBMEHHbIM Npu
OCYLLECTBMEHUN rOCYyAapCTBEHHOW perncTpaunmn, U KoTopble NPUMEHSIOTCA ANS KannbpoBKu
CTaHOapTHbIX 06pa3uoB NPOM3BOAUTENSA FEKAPCTBEHHbIX CPEeACTB, WUCNOMb3yeMblX And
KOHTPOSIS Ka4ecTBa M MHbIX Lernen npyn obpaleHnm nekapCTBEHHbIX CPeACTB;

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHoM om 22 Oekabpsi 2014 2. N 429-©3 cmambsi 4 Hacmosuwezo
®edeparnibHo20 3aKoHa doriofiHeHa ryHkmom 19.2, ecmynatowum 8 cusy ¢ 1 urons 2015 e.

19.2) apmakonerMHbI CcTaHAApPTHbIA oObOpa3sew - cTaHgapTHbIM obpaseu,
Nnpou3BeeHHbI B COOTBETCTBUN C (hapMaKkonenHom cTaTben;
20) HopmaTMBHasA AOKyMeHTauusi - [OOKYMEHT, coAepXawuh nepeyvyeHb

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

21) HOpMaTUBHbIN AOKYMEHT - OKYMEHT, COAepKaLMm nepeyvyeHb onpeaensaemMblx no
pesynbTatam COOTBETCTBYIOLUMX 9SKCNEPTU3 MokasaTtenem kadectea M (Mnu) MeTonoB
KOHTPONS KayecTBa feKapCTBEHHOM (OPMbI, OnNMcaHnsa OMONMOrn4ecknx, BUOXMMUYECKUX,
MUKPOOMONOrMYecknx, OU3NKO-XUMUYECKMX, (PUBNYECKNX, XMUMUYECKMX M OPYrMx MeTonoB
aHanusa JfeKapCTBEHHbIX CPeAcTB [Ana BETEPUHAPHOrO MNpPUMEHeHud, TpeboBaHua K
ncnonb3yemMbiM B LEnsX MNpoOBEAEeHMs OaHHOro aHanu3a peakTMBaM, TUTPOBaHHbIM
pacTtBopam, MHAMKaTopaMm M YCTaHOBMEHHbIW ero Npon3BoauTenem;

MHdopmaumsa 06 namMeHeHusx:

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

21.1) obWMN TEeXHUYECKUN [AOKYMEHT - KOMMIIEKT AOKYMEHTOB W MaTepuarnos,
COCTOSILLMIA W3 HECKONbKUX pasfgenoB - AOKYMEHTauun aAMWHUCTPATUBHOIO Xapaktepa,
XUMUYeckon, dapmaueBTUdeckon n Buonornyeckon AOKyMeHTauuun, apmakonormyeckon,
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 NleKapCTBEHHOro cCpeaAcTBa - COOTBETCTBME NIEKAapCTBEHHOMO CpeacTBa
TpeboBaHnamM dapmakonenmHon ctatbM nNMOBO B cnyvyae ee OTCYTCTBUS HOPMaTUBHOW
AOKYMEHTauumn UM HopMaTMBHOIO JOKYMEHTA;

23) 6e30nacHOCTb JIeKapCTBEHHOro CpeAcTBa - XapakKTepucTuka feKapCTBEHHOro
CpeacTBa, OCHOBaHHAasi Ha CpaBHUTENbHOM aHanmse ero 39gdEKTUBHOCTM U pucka
NPUYNHEHNA Bpeaa 340POBbI;

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

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

26) perucrtpauuoHHoe yaoCTOBepeHue rieKapCTBEHHOro npenaparta - JOKYMEHT,
noaTBepXX4atoLnn dakT rocygapCTBEHHON perncTpauumn nekapCTBEHHOMo npenapaTa;



MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHoM om 22 Oekabpss 2014 2. N 429-©3 cmambs 4 Hacmosiuwezo
®edeparibHO20 3aKoHa doriofiHeHa ryHkmom 26.1, ecmynartowum 8 cusy ¢ 1 urons 2015 e.
26.1) pepxaTtenb wnuM  BrnageneL  perucTpauMoHHOro yaAoCTOBepeHUs
NeKapCTBEHHOro npenapara - pa3paboTynk NeKapCTBEHHOro CpencTBa, NPOM3BOAUTENDb
NEKapCTBEHHbIX CPeACTB UMM MHOE topuandeckoe nuuo, obnagatoliee npaBoM BnageHus
pPEerucTpaunoHHbIM  YOOCTOBEPEHNEM, KOTOpPblE HECYT OTBETCTBEHHOCTb 3a KayecTBo,
3P EKTUBHOCTb 1 6€30MacHOCTb fIEKapCTBEHHOrO Npenapara;
27) perncTtpauuoHHbIW HOMep - KogoBoe  00O3HayeHue, MPUCBOEHHOE
nekapcTBEHHOMY npenapaTy Npu ero rocyaAapCTBEHHOW perncTpaumm;

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHomM om 6 Oekabps 2011 e. N 409-®3 6 nyHkm 28 cmambu 4
Hacmosiweeo ®edepasibHO20 3aKOHa BHECEHbl U3MEHEHUS, 8cmyrarouwue 8 cusy Mo
ucmeyeHuu mpuouyamu OHel rocne OHSA ochuyuaibHo20 orybnukogaHusi Ha3eaHHO20
®edeparsibHO20 3aKOHa

CmM. mekcm niyHkma e rpedbidywed pedakyuu

28) obpaweHue rekapcTBeHHbIX cpeacTB - paspaboTka, OOKIMHUYEeCKue
nccnegoBaHns, KIMHUYECKME WUCCnefoBaHWs, 3KCNepTu3a, rocygapCTBEHHas perucrpaums,
CTaHAapTM3aLums U KOHTPOSb KayecTBa, NPOU3BOACTBO, N3rOTOBEHME, XpaHEHME, NEPEBO3Ka,
BBO3 B Poccuinckyio dPepnepaunio, BbiBO3 M3 Poccuinckon depepaumm, pekrnama, OTMAYCK,
peanusauus, nepegaya, NPUMeEHeHne, YHUUTOXEHNE NEKapCTBEHHbIX CPEACTB;

29) cyObeKTbl obpalleHUsa neKapCTBEeHHbIX CpeacTB - u3nmdeckme nuua, B TOM
yucne wuHauBMAOyasnbHble MpeanpuHUMaTenu, W puaudeckne nuua, OocyllecTBnsAwLme
AeaTenbHOCTb Npu obpalleHnn NekapCTBEHHbIX CPEACTB;

MHdopmaums 06 usmeHeHusx:

@eldeparibHbIM 3akoHOM 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 rnpedbidywed pedakyuu

30) pa3paboTumK NnekapcTBEHHOro cpeacTBa - opraHu3aums, obnagaroLlasa npasamm
Ha pesynbTaTbhl OOKIMUMHUYECKUX WCCNeaOoBaHWA NeKapCTBEHHOrO CpPeacTBa, KIMHUYECKUX
nccnegoBaHWA  NIEKApCTBEHHOro npenapata v (MNK) Ha TEXHONMOTMMK MNPOUM3BOACTBA
NeKapCTBEHHOro CpeacTBa;

31) Npou3BOACTBO JIEKAPCTBEHHbLIX CPeACTB - AEATEeNbHOCTb MO MNPOM3BOACTBY
NEeKapCTBEHHbIX CPEACTB OpraHM3aumsamu - NMPOU3BOAUTENSMWN NEKAPCTBEHHbLIX CPeaCTB Ha
OLHOW CTaaun, HECKOSIbKUX MMM BCEX CTagusiX TEeXHONOrM4yeckoro npouecca, a Takke Mo
XPaHEHUIO 1 peanu3aumm Npon3BeaeHHbIX NEKAPCTBEHHbLIX CPEACTB;

MHdopmaumsa 06 nameHeHusx:

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

31.1) npousBoACTBEeHHas nowaaka - TepputopnanbHo 060COBNEHHBIN KOMMMEKC
NpoOn3BOAUTENS FEKAPCTBEHHbIX CPEACTB, MNpefHa3HaYeHHbI Ons BbINOMIHEHUS BCEro
npouecca NPon3BOACTBA NleKapCTBEHHbIX CPEACTB UMK ero onpeaeneHHon craguu,

32) npousBoauTeNb JIeKaApCTBEHHbIX CpPeAcCTB - OpraHM3aumd, OCyLecTBnsAoLas
NPOM3BOACTBO JIEeKApPCTBEHHbIX CPEeACTB B COOTBETCTBUM C TpeboBaHMSIMW HaCTOALLEro
depnepanbHOro 3akoHa;

33) chapmaueBTMYECKaA [OEeATENbLHOCTb - OEATENbHOCTb, BKMYawwas B cebs
ONTOBYK TOPrOBMIO JIEKAPCTBEHHBIMU CPEACTBAMWU, WX XpPaHEHWe, MNepeBO3Ky W (Mnn)
PO3HUYHYKO TOProBIIKO JIEKAPCTBEHHbIMU Mpenapartamu, UX OTMNYCK, XpaHeHWe, NepeBOo3Ky,



N3roTOBMNEHME NEKAPCTBEHHbIX NpenapaTos;
34) opraHusauMsa ONTOBOM TOProBNMU JleKapCTBEHHbIMU CpeacTBaMU -

opraHu3aumsi, OCYLLECTBNSOLWIAs ONTOBYI TOPrOBMO JIEKAPCTBEHHBIMKU CpeacTBamMu, MX

XpaHeHue, NepeBo3Ky B COOTBETCTBUN C TpeboBaHMsMKU HacToswero ®egepanbHOro 3akoHa;

MHdopmaums 06 usmeHeHusx:

@eldeparibHbIM 3aKkoHOM om 25 Hosibpsi 2013 2. N 317-®3 8 nyHkm 35 cmambu 4
Hacmosiweao ®edepasibHO20 3aKOHa 8HECEHbI USMEHEHUS

Cm. mekcm riyHKma 8 rpeobiOyuwiel pedakuyuu

35) anTteyHas opraHuM3auua - oOpraHusauusi, CTPYKTypHOe rnoapasgeneHue
MeOMLUMHCKOM OpraHnsaumn, OCYLECTBAALWME PO3HUYHYIO TOProBt0 fleKapCTBEHHbIMU
npenapaTamMu, XpaHeHue, NnepeBOo3Ky, U3roTOBMEHNE U OTMYCK JIeKapCTBEHHbIX NnpenapaTros
ANs MeOuMUMHCKOro MNpUMEHEeHUs B COOTBETCTBUM C  TpeboBaHUSMW  HacTosLEro
depepanbHOro 3aKoHa;

36) BeTepuMHapHaa anTe4yHas oOpraHusauumsi - OpraHusauusi, CTPYKTYpHOe
nogpasgeneHne BeTepuMHapHOW OpraHu3aumn, OCYLLECTBASWNE PO3HUYHYKD TOProBIio
NeKapCcTBEHHbIMX MpenapaTamu, XpaHeHwe, W3roToBMeHne W OTMYCK JleKapCTBEHHbIX
npenapaToB AN BETEPMHAPHOIO NPUMEHEHMS B COOTBETCTBMM C TpebOBaHNAMM HACTOALLErO
depnepanbHOro 3akoHa;

37) banbcucdmnyumpoBaHHoe nNnekapcTBEHHOE CPeaAcTBO - NIeKapCTBEHHOE CPEACTBO,
COMpOBOXOaeMoe JTIOXKHOW MHGhopMauunen O ero coctase 1 (Unn) Npou3BoanUTeEnNE;

38) HepobpokayecTBEHHOE NeKapCTBEHHOE CPeACcTBO - flIeKapCTBEHHOE CPEeACTBO,
He cooTBeTCTBYyOLWEee TpeboBaHNAM hapmakonenHon craten NMOO B criydae ee OTCYTCTBUS
TpeboBaHNAM HOPMATUBHOW AOKYMEHTaLMN UM HOPMATUBHOIO JOKYMEHTA;

39) KoHTpachakTHOE rieKapCTBEHHOe CpeACTBO - JleKapCTBEHHOE CpeacTBo,
Haxogsweecs B 060poTe C HapyLIEHMEM IPaXJaHCKOro 3aKkoHO4aTerbCTBa;

40) poKnNUHUYecKoe uccrnegoBaHUe JfleKapCTBEHHOro cpeacTtBa - Buonorndeckue,
Mukpobuonornyeckme, UMMYHOSOrMYECKNe, TOKCUKOMornmyeckme, apmakonornyeckue,
du3myeckme, XUMMUYECKMe W Apyrme uccrnefoBaHUs JeKapCTBEHHOro cpeacrea nytem
NPUMEHEHNST HayYHbIX METOAOB OLIEHOK B Lensx nonyyeHnsa gokasatenbcTB 6e3onacHocTw,
KayecTBa U 3(p(PEeKTMBHOCTM SIeKAapCTBEHHOIO CPEeACTBa;

41) KNUHUYECKOe uccnepoBaHMEe JEeKapCTBEHHOro npenaparta - WU3yyeHue
ONarHOCTUYeCKnX,  JieyedHbIX,  npodunakTudeckux,  apmakosiorMyeckux  CBOWCTB
NeKapCTBEHHOro npenapata B npouecce ero NpUMEHEHUs y YenoBeKka, XMBOTHOrO, B TOM
yucrie npouLeccoB BcCacbiBaHUs, pacnpefeneHns, W3MeHeHWs W BbiBeAeHUd, nyTemM
NPUMEHEHNS Hay4HbIX METOAOB OLIEHOK B Lensx nonyyeHnsa gokasatenbcTB 6e3onacHocTw,
KadecTBa W 3(PPEKTMBHOCTU feKapCTBEHHOro npenapaTta, AaHHbIX O HexenaTenbHbIX
peakunsix opraHM3aMa 4YesioBeKa, XXMBOTHOIO Ha NPUMEHEHWe NekapCTBEHHOro npenapara u
06 adpekte ero B3aMMOAEWCTBUS C APYrMMW NEKAPCTBEHHbIMWU npenapartamu un (unu)
NYLLEBBLIMU NPOAYKTaMMK, KOPMaMMU;

42) MHOroULeHTpPOBOE KIMHUYECKOe MUccrneaoBaHMe NeKapCTBEHHOro rnpenapara
Ansi  MeAWLUMHCKOro TMPUMEHEeHUs1 - KIMHUMYECKOE UCCredoBaHue feKapCTBEHHOro
npenapata gns MeguuMHCKOro NpUMEHEHUs, NPoBOAMMOE pPa3paboTYMKOM feKapCTBEHHOIO
npenapata B [ABYyXx W 0onee MeOUUWHCKUX oOpraHu3aumsax Mo eAuHOMY  MPOTOKONy
KITMHMYECKOro nccneoBaHus fNekapCTBEHHOro npenapara;

43) MeXxayHapoaHoe MHOroLeHTpoBOE KNUHU4Yeckoe uccrnenoBaHue
NleKapCTBEHHOro npenapata Ans MeAUUMHCKOro MNpPUMEHEeHUs -  KIMHUYecKoe
nccnegoBaHve nekapCTBEHHOro npenapaTta Ans MeguuUHCKOro npUMeEHEeHUs, nNpoBoauMoe
pa3paboTyMKOM feKapCTBEHHOro npenapaTta B pasfuyHbiX CTpaHax no eauHoMy MpOTOKOSY
KIMMHNYECKOro nccneoBaHns nekapCTBEHHOro npenapara;



44) nocTperucTtpaumMoHHoe KIIMHUYeCKOoe uccriegoBaHue JleKapCTBEHHOro
npenapata Ans  MeAULMHCKOro MNpPUMEHeHUs -  KIWHWYecKkoe  uccrnegoBaHue
nekapCTBEHHOro npenaparta ans MeguumHCKOro NpuMeHeHus, NPoBOAMMOE NMPou3BOANTESNEM
NeKapCTBEHHOro npenapaTa, rpaxaaHCckui o060opOoT KOTOPOro OCYLLEeCTBASETCHA Mocne
rocygapCTBeHHOM pernctpauun, B Uendax LOMonHuTenbHoro cbopa pdaHHblIX O  ero
6e3onacHOCTM U 3PPEKTUBHOCTU, pPaACLUMPEHUS MOKA3AHMMA K MNPUMEHEHUIO [AHHOrO
NleKapCTBEHHOro npenaparta, a Takke BbISIBIEHUA HexenaTesnbHbIX peakuuMi NaunmeHToB Ha
€ero JencTBue;

MHdopmaums 06 usmeHeHusx:

@eldeparibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-®©3 nyHkm 45 cmambu 4
Hacmosiweao ®edepasibHO20 3aKOHa U3/I0XKeH 8 HOBoU pedakyuu, ecmynarouwed 6 cuny ¢ 1
urorng 2015 a.

CmM. mekcm niyHkma e rnpedbidywed pedakyuu

45) nccnepoBaHMe OMO3KBUMBANEHTHOCTU JleKapCTBEHHOro npenapata - Bug
KIMHMYECKOro  MUCCrefoBaHUA  NIeKapCTBEHHOro  npenapaTta, npoBedeHuMe  KOTOpOoro
OCyLLeCTBNAETCA ANa onpedeneHns CKOpOCTU BCacbliBaHWS W BbIBEAEHWUS OAHOro W
HecKonbkux obnagawowmx dapmMakonormyeckon akTMBHOCTbIO LEWCTBYIOLWMX BELLECTB,
KOonuyecTBa NekapCTBEHHOro npenaparta, [JOCTuralowero CUCTEMHONO KpOBOTOKa, U
pesynbTatbl ~ KOTOPOro  MNO3BOMAKT  caenatb  BbiBOg O  OMO3KBMBANEHTHOCTU
BOCNPOU3BELEHHOrO fIEKapCTBEHHOMo npenapaTa B onpeaeneHHbIX fIekapCTBEHHON hopme U
A03UpOBKE, COOTBETCTBYIOLLMX OpME W [O03MPOBKE pedepeHTHOro neKkapCTBEHHOro
npenaparTa;

46) wuccnegoBaHMe TepaneBTUYECKOM 3KBUBANEHTHOCTU  JlIeKapCTBEHHbIX
npenapartoB - BUA KIIMHMYECKOro UCCNedoBaHNS flekapCTBEHHbIX NpenapaTtos, NpoBeAeHne
KOTOPOro OCyLecCTBnSeTCA [ANA  BbIIBIEHUS OAMHAKOBbIX CBOWCTB  NEKAPCTBEHHbIX
npenapaToB onpedeneHHON nekapcTBeHHOM OpPMbl, a Takke HanuMyuns OOMHaKOBbIX
nokasarenen 6e3onacHocT N 3GPEPEKTUBHOCTU NEKAPCTBEHHbLIX MpPenapaTtoB, OOMHAKOBbLIX
KNUHNYECKMX 3PPEKTOB NPU NX NPUMEHEHUN;

47) nNpoOTOKON KIIMHUYECKOro MuccrneaoBaHUs JeKapCTBEHHOro npenaparta -
OOKYMEHT, B KOTOPOM onpefensawTcs uenu, QopMbl OpraHu3aumMm u  MeTOAOSorus
NpoBeAeHNs KIIMHUYECKOro nccneaoBaHuns, ctatucTtnyeckme metoabl 06paboTkm pesynbtaTos
Takoro wuccrnegoBaHns M Mepbl No obecrneyeHuto 6e3omacHOCTU  (PU3NYecKux nu,
YyYacCTBYIOLLMX B KITMHUYECKOM MCCIe4OBaHUN NiekapCTBEHHOro npenapara;

48) bpowtopa uccrnepgoBaTesns - CBOOHOE U3NOXeHWE pe3ynbTaToB AOKINHUYECKOro
nccnegoBaHNs NeKapCTBEHHOMO CpeacTBa M KIMHUYECKOrO UCCreAoBaHUs NekapCTBEHHOro
npenapaTa 4nst MEAULUHCKOIO NPUMEHEHNS;

49) MH(pOPMALMOHHbLIA JNIUCTOK MauyuMeHTa - OOKYMEHT, B KOTOPOM coAepxaTcsa B
AOCTYNHON (opMe CBedeHud, Kacawwumecsa npoBOAMMOrO KIIMHMYECKOro uccrnegoBaHus
neKkapcTBEHHOro npenapara, U B NMCbMeHHon bopMme 0BpOBONbHOE cornacue naumMeHTa Ha
y4yacTue B KIIMHMYECKOM UCCedoBaHUN NekapcTBEHHOroO npenapara nocre 03HaKOMIIEHUS C
0COBEHHOCTSIMN KIMHNYECKOro UCCReAoBaHUs, UMEKLWMMN 3HaYEeHUEe ANS BblPpaXXeHUS Takoro
cornacus;

50) no6o4yHOe gencTBMe - peakums opraHn3ama, BO3HUKLLIAA B CBSA3M C MPUMEHEHMEM
NeKapCTBEHHOro npenapaTta B [03axX, PeKOMeHAYyeMbIX B MHCTPYKUMKU MO ero NpUMEHEHUIO,
ANa NpomNakTMKK, OUarHOCTUKN, NeveHns 3aboneBaHnsa nnu gns peabunuraumu;

MHdopmaums 06 usmeHeHusix:

@edeparibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-®3 cmamesi 4 Hacmosiwezo
®edeparnbHo20 3aKoHa doroniHeHa ryHkmom 50.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
50.1) HexXenaTtenbHasa peakuusa - HenpegHamepeHHas HebnaronpusiTHas peakuus



opraHuama, Kotopas MOXeT BbITb CBsi3aHa C MPUMEHEHMEM NeKapCTBEHHOrO Npenapara,;

51) cepbe3Haa HexenaTtenibHasA peakuus - HexenaTenbHas peakuusi opraHu3ma,
CBSA3aHHasi C NPUMEHEHMEM NeKapCTBEHHOro npenapaTta, npuBeaLlas K CMepTu, BPOXOEHHbBIM
aHoManusM unM nopokam pas3sBuTMst NMBO npeacTaensowas cobon  yrposy >KU3HWU,
Tpebylouwas rocnutanusauun unu npuseLlias K CTOMKOW yTpate TpyAoCnocobHOCTU n (Mnu)
MHBanNMOHOCTW;

MHdopmaums 06 usmeHeHusix:

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

CmM. mekcm riyHkma e rpedbidywed pedakyuu

52) HenpegBuAeHHas HexenaTtenbHaA peakuUa - HexenaTtenbHas peakuus
opraHmama, KoTopasi CBsi3aHa C MNPUMEHEHMEM NEeKapCTBEHHOro npenapata B [Oo03ax,
pekoMeHOyeMbIX B MPOTOKONE ero KIMHUYECKOro nccrneaoBaHusi, 6poluope nccnegoBartens,
UM ¢ NPUMEHEHNEeM NeKapCTBEHHOIO npenapaTa B 403aX, PEKOMEHOYEMbIX B UHCTPYKLMMK MO
ero nNpPUMEHeHWO AOns nNPodUNaKkTUKKA, OMarHoCTUKKW, InedeHus 3aboneBaHust unu
MeOMUMHCKON peabunutauum nauueHTa, U CyLWHOCTb, TSXKECTb WM MUCXOL KOTOPOW He
COOTBETCTBYET MHGOPMaUMM O NIeKapCTBEHHOM npenaparte, CoaepKaLlencs B NpOTOKOme ero
KNUHUYECKOro nccnegoBaHns, 6poLutope nccrnegoBaTenst Unu B MHCTPYKUMK MO NMPUMEHEHMUIO
nekapCTBEHHOro npenapara;

MHdopmaumsa 06 namMeHeHusx:

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

MHdopmauumsa 06 nameHeHusx:

®edeparnbHbiM 3aKkoHoM om 22 Oekabps 2014 e. N 429-®3 cmamesi 4 Hacmosuwezo
@eldeparibHO20 3aKoHa OoriofiHeHa rnyHkmom 52.2, ecmynarowum e cusy ¢ 1 urons 2015 a.

52.2) nnaH ynpaBrieHMA puckamm - nNoapobHOe onucaHne MeponpuUATUA No
bapmMakoHaa30py, HarnpaBlieHHbIX Ha BbISIBNEHWE, OUEHKY W npefoTBpalieHne  unm
MUHMMU3ALMIO PUCKOB, CBSA3AHHLIX C JIEKAPCTBEHHbIMM Mpenapatamu, BKNHOYas OLEHKY
3P PEKTUBHOCTU AaHHBIX MEPONPUATUN;

53) peuenTt Ha neKapCTBEHHbIA npenapar - [MUCbMEHHOE Ha3HaveHue
NEeKapCTBEHHOro npenapata no YCTaHOBMAEHHOW opMe, Bbl4aHHOE MEOULUNHCKUM Wn
BETEPUHAPHbIM PaAbOTHMKOM, UMEKLMM Ha 3TO MpPaBO, B LENAX OTNycka fneKapCTBEHHOro
npenapaTa unm ero U3roToBreHNst N OTNYCKa;

54) TpeboBaHue MeAULIMHCKOW OpraHuM3auuuv, BeTepuHapHOW oOpraHu3auum -
AOKYMEHT YCTaHOBMEHHOW (POpPMbl, KOTOPbIN BbIMMCAH MEAVUMHCKAM UMW BETEPUHAPHbIM
pabOTHMKOM, WMMEKLIMM Ha 3TO NPaBoO, WU COAEPXUT B MNUCbMEHHOW OpMe YyKasaHue
anTeyHon opraHm3auum ob oTnycke fekapCTBEHHOro npenaparta Unn O ero U3roTOBMEHUU U
06 oTtnycke ana obecnevyeHuss nevyebHOro npouecca B MEOUUMHCKOW oOpraHu3aumm,
BeTepMHaApPHOW opraHuMsauuu;

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-©3 cmambsi 4 Hacmosuwezo
®edepanbHo20 3aKoHa dornosiHeHa rnyHkmom 55, ecmynarowum 6 cuny ¢ 1 urons 2015 a.
55) komnnekcHas oueHKa fekapCTBEHHOro npenaparta - oueHKa 3aperMcTpupoBaHHOIo
fleKapCTBEHHOro npenaparta, Bkfovawuwas B cebsa aHanua nHgopmauum O CpaBHUTENBHOWN
KNUHM4eckon 9pdeKTMBHOCTM U 6e30MacHOCTU NEKapCTBEHHOrO npenaparta, OLEHKY



9KOHOMMYECKMX MOCNEACTBUMA €ro MPUMEHEHUs!, U3yYeHWe OOMONHUTENbHBLIX MOCMeACTBUN
NPUMEHEHUs eKapCTBEHHOro npenapaTa B LENsX MPUHSTUS peLllieHuid O BO3MOXHOCTU
BKIIOYEHUS NEKAPCTBEHHOrO npenapaTa B NepeyeHb XU3HEHHO HEOBXOAMMbIX U BaXKHEMLLNX
NeKapCTBEHHbIX MpenapaTtoB, HOPMaTMBHbIE MPaBOBble akTbl W WHble [LOKYMEHTbI,
onpegensiiolMe MNOPSAOK OKasaHWs MEAMLMHCKOW MOMOLLM, UMM  WCKMYEHUs ero u3
yKa3aHHbIX NepeYHsi, akToB 1 JOKYMEHTOB.

FAPAHT:

CM. koMMeHTapumn K ctaTbe 4 HacToswero PefepanbHOro 3akoHa

Maga 2. NMonHomouuna cheaepanbHbIX OPraHOB UCMOSIHUTENIbHOMN BNacTU, OpraHoB
MCNOJIHUTENIbHON BnacTn cyobekToB Poccunckon Pepgepaumm npu odpaiueHnmn
NeKapCTBEHHbIX CpeacTB

Crtatba 5. [lonHomouuss dpenepanbHbiX OPraHoB WCMOMHUTENBHOW BRactn npu
obpalleHnn nekapCcTBEHHbIX CPeACTB
K nonHomounam denepanbHbiX OpraHoB WMCMNOMHUTENbHOW BNacTtu npu obpalleHnu
neKkapCTBEHHbIX CPEACTB OTHOCATCA:

MHdopmaumsa 06 nameHeHusx:

@eldeparibHbIM 3aKkoHOM om 22 Oekabpsi 2014 e. N 429-®3 e nyHkm 1 cmambu 5

Hacmosuwe20 ®edepasnibHO20 3aKOHa 8HECEHbI U3MEHeHUs, scmynaroujue 6 cusy ¢ 1 uworns
2015 a.

CmM. mekcm niyHkma e rpedbidywed pedakuyuu
1) npoBegeHne B Poccunckon depepaumm eguHOW roCyaapCTBEHHOW MNOMUTUKA B
obnactn obecneveHnsa nekapcTBeHHbIMW NpenapaTamu rpaxxaaH B Poccunckon ®epepauunu;
MHdopmaumsa 06 nameHeHusx:

®edeparibHbIM 3akoOHOM om 22 Oekabps 2014 2. N 429-©3 e nyHkm 2 cmambu 5

Hacmosiweao PedepasibHO20 3aKOHa 8HECEHbI U3MeHeHUs, ecmynaruwue 8 cusny ¢ 1 urons
2015 a.

CmM. mekcm niyHkma e rpedbidywed pedakuuu
2) yTBEpXKAEHMNE 00X hapmakonerHbix ctaten, hapmakonenHbix ctaTten, nsgaHue
rocygapctBeHHon (papmakoneun, co3gaHMe W BedeHue peectpa  (hapmakonenHbix
CTaHOapTHbIX 06pa3uoB;

MHdopmaumns 06 usmeHeHusix:

®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 rocyaapCTBEHHOro KOHTpons (Hagsopa) B cdepe obpalleHus
nNeKapCTBEHHbIX CPEACTB;
4) nuueHanpoBaHMe MPOU3BOACTBA JEKapCTBEHHbIX CpeacTB U dpapmaueBTUYECKON
OesaTenbHOCTN B COOTBETCTBUM C 3aKkoHoaaTenbcTBOM Poccurckon degepaumm;
FTAPAHT:

Cwm. [llonoxeHne O nWUEH3MPOBaHUM MPOM3BOACTBA  JleKApCTBEHHbIX  CPEeAcTB,
yTBepXaeHHoe rnoctaHosrieHeM lNpasutensctea PO ot 6 nona 2012 r. N 686
MHdopmaumsa 06 nameHeHusx:

®edeparibHbIM 3akoHOM om 22 Oekabps 2014 2. N 429-©3 e nyHkm 5 cmambu 5

Hacmosuwe20 ®edepasnibHO20 3aKOHa 8HECEHbI U3MEHeHUs, ecmynaroujue e cusy ¢ 1 uworns
2015 a.



Cm. mekem riyHKma 8 rpeobiOyuwel pedakyuu
5) opraHuMsauma 9KCNepTu3bl JEKAPCTBEHHbIX CPEACTB, 3TUYECKOW 3SKCNepTusbl
BO3MOXHOCTM MPOBEAEHUST KIMHUYECKOro MUCCNnegoBaHUsi NekapCTBEHHOro npenapaTta Aans
MEANLMNHCKOrO NPUMEHEHUS1, SKCNEPTU3bl AOKYMEHTOB, NPeACTaBMEHHbIX NS OnpeaeneHus
BO3MOXHOCTM paccMaTpuBaTb fEKApCTBEHHbIN npenapaTt Ans MeauUMHCKOro NpUMeHeHus
Npw rocygapCTBEHHOW perncTpauumn B kKa4ectse opdaHHOro NeKapCTBEHHOMO npenapara;

MHdopmaums 06 usmeHeHusix:

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

5.1) opraHusauusi npoBeaeHMUs KOMIMIEKCHON OLEHKU NEeKapCTBEHHOro npenapara B
LUensx MNpPUHATUS pelleHMA O BO3MOXHOCTM BKIOYEHUA JIeKapCTBEHHOro npenapaTta B
nepeyeHb KM3HEHHO HeOoOXOOUMbIX W BaXHEWWWX JeKapCTBEHHbIX npenapaTtos,
HOpPMaTMBHbIE MpPaBOBble aKkTbl U MHble AOKYMEHTbI, Onpegensiowme nopsagok oKasaHus
MeOMLMHCKOMN NOMOLLM UIU UCKIIOYEHUS €ro N3 yKasdaHHbIX NepeYvHsi, akToB U JOKYMEHTOB;

6) BblAa4a paspeLlleHnin Ha NpoBeaeHnEe KITMHUYECKNX UCCeA0BaHNN SIeKapCTBEHHbIX
npenapaToB, BeJeHWe peecTpa BblAaHHbIX paspelleHnin Ha npoBefeHUe KIMHUYECKUX
nccnegoBaHnin NiekapCTBEHHbIX NpenapaTos;

7) rocygapCTBeHHas  perncrpauus  nekapCcTBEHHbIX — MpenapaTtoB, BedeHue
rocy4apCTBEHHOIO peecTpa nekapCTBEHHbIX CPeaCTB;

MHdopmaumsa 06 namMeHeHusx:

®edepanbHbiM 3akoHOM om 22 Oekabpss 2014 2. N 429-©3 nyHkm 8 cmambu 5
Hacmosiwezao @edepasibHO20 3aKOHa U3/10XKeH 8 Ho8oU pedakyuu, ecmynarouwed 8 cusny ¢ 1
siHeaps 2016 a.

Cm. mekcm riyHKma 8 rpeobiOyuwiel pedakyuu
8) opraHmszauma un (Mnu) nNpoBedeHVME WHCNEKTMPOBaHUA CybObekToB obGpalleHus
NeKapCTBEHHbIX CPeACTB Ha COOTBETCTBME NpaBunam Hagnexauwen nabopatopHom NpakTUKy,
npaBunamM Hagnexawen KIMHUYEeCKOW MpPaKTUKK, NpaBuriaM Haanexawen npakTuku
XPaHEeHNs 1 MEepeBO3KM  JIEKApPCTBEHHbIX MpenapatoB, NpaBunaM  Haanexailen
ANCTPUOBLIOTOPCKONM MPaKTUKK, NpaBunam Haanexailen ante4yHom NPakTUKK;

MHdopmaumsa 06 nameHeHusx:

Q®edeparibHbiM 3akoHoM om 22 Oekabpsi 2014 2. N 429-©3 cmambs 5 Hacmoswezo
®edepanbHo20 3aKoHa dornosiHeHa rnyHkmom 8.1, ecmynarowum 6 cuny ¢ 1 urons 2015 a.
8.1) opraHusaums u (Unu) NpoBeAeHME MHCMNEKTUPOBaHUS CyOBLEKTOB oObGpalleHus
NeKapCcTBEHHbIX CpeacTB  Ha  COOTBeTCTBME  TpeboBaHWsAM  rnpaBuil  Hagnexailewn
NPON3BOACTBEHHOMW MNPAaKTUKKW, Bbldava 3akfyeHMn O COOTBETCTBUW MPOU3BOAUTENS
neKkapcTBEHHbIX CpeacTB TpeboBaHNAM NpaBun Hagnexallen Npon3BoACTBEHHON NPAaKTUKMY,

MHdopmauumsa 06 nameHeHusx:

®eldeparibHbIM 3aKoHOM om 22 Oekabpss 2014 2. N 429-®3 cmambsi 5§ Hacmosiwezo
®edeparnibHo20 3aKoHa 0orosiIHeHa ryHkmom 8.2, ecmynarowum 8 cusry ¢ 1 urons 2015 a.

8.2) ycTaHoBneHWe ropsaka BedeHMs W BedeHue TroCyaapCTBEHHOro peectpa
3aKNIOYEHNI O COOTBETCTBUM NPOU3BOAMUTENS NEKAPCTBEHHbIX CPeacTB TpeboBaHMsIM NpaBun
Haasexallemn npon3BoaCcTBEHHOW NPaKTUKN;

9) rocygapcTBEHHAs pernctpaums yCTaHOBMEHHbIX MPOM3BOAUTENSAMM NIEKapCTBEHHbIX
npenapaToB npeferibHblX OTMYCKHbIX LUEH Ha XW3HEHHO Heobxogumble U BaXHeWwune
neKkapCcTBEHHble npenapaTbl U BeAeHWe rocyLapCTBEHHOro peecTtpa npeferibHbIX OTAYCKHbIX
LeH npousBoaMTENen Ha NekapCTBEHHble npenaparbl, BKNIOYEHHbIE B NepeyeHb XU3HEHHO
HeoB6X04MMbIX N BaXXHENLUNX NIEKAPCTBEHHbIX NpenapaTos;

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHom om 13 urona 2015e. N 241-®3 cmambss 5 Hacmosuwezo



®eldeparibHO20 3aKkoHa doriosiHeHa rnyHKkmom 9.1
9.1) cornacoBaHMe MPOEKTOB PELUEHUI OpPraHOB MCMNOJSTHUTENBbHOW BNactu CyObekToB
Poccunckon depepauum 06 ycTaHoBREeHMUM WU (UNIM) U3MEHEHUU MpefesibHbIX pa3mMepoB
ONTOBbIX HaabaBOK W npedenbHbiX pasmMepoB PO3HUYHbIX HaabaBOK K (PaKTUYECKUM
OTNYCKHbIM LieHaM, YCTaHOBSIEHHbIM MPOU3BOAUTENAMM JlEeKapCTBEHHbLIX NpenapaTtoB, Ha
NeKapCcTBEHHble MpenapaTbl, BKIOYEHHble B MNepevYeHb J>KU3HEHHO HeobXxoauMbIX W
BaXKHENLUNX NIeKapCTBEHHbIX NpenapaTos;

MHdopmaumsa 06 namMeHeHusx:

®eldeparnbHbiM 3akoHOM om 22 0ekabps 2014 2. N 429-®3 nyHkm 10 cmambu 5
Hacmosiwezao @edepasibHO20 3aKOHa U3/10XKeH 8 Ho8oU pedakyuu, ecmynarouwed 8 cusny ¢ 1
urons 2015 a.

Cm. mekcm riyHKma 8 rpeobiOyuwiel pedakyuu
10) ycTaHoBneHue rnopsaka BBO3a JeKapCTBEHHbIX cpeacts B Poccunckyro
denepaumio 1 BbIBO3a NekapCTBEHHbIX cpeacTts u3 Poccuiickon ®eagepaumu;

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3aKkoHoM om 22 Oekabps 2014 e. N 429-®3 cmamesi 5 Hacmoswezo
®eldeparibHo20 3akoHa dorioniHeHa rnyHkmom 10.1, ecmynarowum e cusny ¢ 1 urons 2015 a.
10.1) Bblgaya, ycCTaHOBEHWE nopsaka BbldauM M POpPMbl  JOKYMEHTA, KOTOPbIN
NOATBEPXAAET, YTO MPOM3BOACTBO JIEKAPCTBEHHOrO npenapata OCYyLWECTBNEHO B
COOTBETCTBUM C TpeboBaHWAMM NpaBuil Haanexawlen npou3BOACTBEHHOW MpPaKTUKK, W
NOANEXUT NpeacTaBneHnto No TpeboBaHMo YNOSTHOMOYEHHOrO opraHa CTpaHbl, B KOTOPYH
BBO3UTCH NIEKAPCTBEHHbIA Npenapar;

MHdopmaumsa 06 nameHeHusx:

®eldeparbHbiM 3akoHomM om 13 utona 20152. N 241-®3 e nyHkm 10.2 cmambu 5
Hacmosiwe2o ®edepasibHO20 3aKOHa BHECEHbI U3MEHEHUS

CmM. mekcm nyHkma e rpedbidywed pedakuyuu

10.2) Bblgava, yCTaHOBMNEHME Nopsigka Bblgayun U popMbl AOKYMEHTA, COLEpXKallero
CBEAEHUs O CTaausaX TEXHOIOrMYECKOro npouecca nNnpon3BoaCcTBa NeKapCcTBEHHONO cpeacTea
AN MeOVUMHCKOrO MPUMEHEHMUs, OCYLLEeCTBNSieMbIX Ha Tepputopun EBpasunckoro
3KOHOMMYECKOro COoH3a;

11) cosgaHve COBETOB MO BOMpPOCaM, CBSA3aHHbIM C obpalieHMeM neKapCTBEHHbIX
CpencTs;

12) aTTectauusa u cepTudunkaumsa cneumnanmcTos;

13) yTpatun cuny;

MHdopmaumsa 06 nameHeHusx:
Cm. mexkem nyHkma 13 cmambu 5

®edepanbHbiM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 nyHkm 14 cmambu 5
Hacmosiwezao @edepasibHO20 3aKOHa U3/10XKeH 8 Ho8oU pedakyuu, ecmynarouwed 8 cusny ¢ 1
urons 2015 a.

Cm. mekcm riyHKma 8 rpeobiOyuwiel pedakuyuu

14) ocywecTBneHne papMmakoHaa3opa;

15) yyactne B MexgyHapogHOM COTPYOHMYECTBE;

16) nonyyeHve O  3anpocam  YMOSMIHOMOYEHHOro  doedepanbHOro  opraHa
WCMONHUTENbHOM BRacTU OT OpraHoB WCMNOMHUTENbHOW Bractnm cybbektoB Poccunckon
depepaummn, a Takke oT cybbekToB 0OpaLleHNsa NekapCcTBEHHbIX CPeACcTB ANa MeAULMHCKOro
NPUMEHEHNS WHGOPMauuKM MO BOMpPoOCaM YCTAHOBMEHUS U MNPUMEHEHUST LEeH Ha
nekapcTBeHHble npenapaTbl U HaabaBOK K HAM;

17) NnpUMeHeHne Mep OTBETCTBEHHOCTU 3a HapyLLeHue 3akoHodaTenbcTBa Poccumnckon



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 nMpasBuil  Hagnexawen nabopaToOpHOW MPaKTUKK,  NpaBusl

Hagnexawemn KIMHUYECKOW NPaKkTUKW, Npasuil Hagnexalwlen npousBOACTBEHHOW MPaKTUKW,
npaBun Hagnexawen NpakTuKn XpaHeHns 1 NepeBo3KN NeKkapCTBEHHbLIX NpenapaTos, NpaBun
Hagnexawen OuCTpubbOTOPCKOM MNPaKTUKWA, NpPaBuST Hagnexallen anTeyHoOW NpPaKTUKK,
npaBun Hagnexawen npakTukn dapmakoHag3opa JeKapCTBEHHbIX MpenapatoB Ans
MEANLNHCKOrO NPUMEHEHWS;

MHdopmaumns 06 usmeHeHusix:

Q®edeparibHbiM 3akoHoM om 22 Oekabpsi 2014 2. N 429-©3 cmambs 5 Hacmoswezo
®edeparnbHo20 3aKoHa dorosiHeHa ryHkmom 19, ecmynarowum 6 cuny ¢ 1 urons 2015 a.
19) ycTaHoBneHMe nopsgka OPMUPOBAHUA  PETMMCTPALMOHHONO [OOCbe  Ha
rniekapCTBEHHbIN npenapaTt 1 TpeboBaHUn K JOKYMEHTaM B ero COCTaBe;

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3aKkoHoM om 22 Oekabps 2014 e. N 429-®3 cmamesi 5 Hacmoswezo
®edeparnibHo20 3aKoHa dorosiHeHa ryHkmom 20, ecmynarowum 8 cusny ¢ 1 urons 2015 e.
20) yTBepxaeHue npaBun paumoHanbHOro BbiOOpa HaMMEHOBAHUA JEKaPCTBEHHbLIX
npenapaTtoB Afs1 MEAULNHCKOTO NPUMEHEHNS;

MHdopmaumsa 06 nameHeHusx:

®edeparibHbiM 3akoHoM om 22 Oekabpsi 2014 2. N 429-©3 cmambs 5 Hacmoswezo
®edepanbHo20 3aKoHa dornosiIHeHa rnyHkmom 21, ecmynarowum 6 cuny ¢ 1 urons 2015 a.

21) yTBEpXOeHue nepeyHss HaMMeHOBaHUN NlekapCTBEHHbIX POPM;
MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-©3 cmambs 5 Hacmoswezo
®edepanbHo20 3aKoHa O0MoIHEHa NMyHKMom 22, ecmynaruwum 8 cuny ¢ 1 urons 2015 a.
22) cbopmupoBaHMe peecTpa TUMOBbLIX MHCTPYKUMA NO MEAULUUHCKOMY MPUMEHEHUIO
B3aMMO3aMeHSAEeMbIX JIeKapCTBEHHbIX NpenapaTos;

MHdopmauumsa 06 nameHeHusx:

®eldeparibHbIM 3aKkoHOM om 22 Oekabpss 2014 2. N 429-®3 cmampesi 5 Hacmosiwezo
®edeparnibHO20 3aKoHa QorosIHeHa ryHkmom 23, ecmynarowum 8 cury ¢ 1 urons 2015 e.
23) yTBepxaeHue TpeboBaHMM K WHCTPYKUMM MO  MEAULMHCKOMY MNPUMEHEHNIO
NEKapCTBEHHbIX MpenapatoB W K WHCTPYKUMW MO  BETEPUHAPHOMY  MPUMEHEHMIO
neKkapcTBEHHbIX NpenapaTos;

MHdopmauumsa 06 nameHeHusx:

®eldeparibHbIM 3aKkoHOM om 22 Oekabpss 2014 2. N 429-®3 cmambsi 5§ Hacmosiwezo
®edeparnibHo20 3aKoHa Q0rosIHeHa rnyHKmMom 24, ecmynarouwum 6 cuny ¢ 1 urons 2015 a.

24) pocynebHoe 3akpbITe CanToB, coaepXalumx MHpopmMaumio 0 PO3HUYHON Npoaaxe
ANCTAHUMOHHBIM CnocoboM, npeasiokeHne o npuobpeTeHun AUCTaHUMOHHBIM ChOCOOOoM,
AOCTaBKe ANCTAHLUMOHHBIM cnocobom u (Mnn) nepegaye U3N4ecKoMy nuuy ANCTaHUNOHHBIM
CNocoBbOM feKapCTBEHHbIX MpenapaToB, HAPKOTUYECKUX FEeKapCTBEHHbIX npenapaToB U
NMCUXOTPONMHbIX JEeKApPCTBEHHbIX MpenapaToB, 3a WCKIOYEHUEM CryvyaeB, YCTAHOBIIEHHbIX
MpaBuTtenbctBoM Poccurckon degepaumn.

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 cmameel 5.1
Cratba 5.1. [lepepada ocCywecTBNeHUs MOMHOMOYMIA defepanbHbiX OpraHoB
NCMONHUTENbHOW BNacT npu obpalleHnn NnekapcTBEHHbIX CPEACTB OpraHam
NCnonHUTENbLHON Briactn cybbekToB Poccunckon degepaunm
MonHoMouMst doegepanbHbIX OPraHoOB WCMOMHUTENbHOM BractTu npu  obpaweHum
NeKapCTBEHHbIX CpeacTB, NpeayCMOTPeHHble HacToswum defepanbHbiM 3aKOHOM, MOryT
nepegaBaTbCs ANl OCYLLUECTBIIEHUS OpraHaMm MWCMNOSIHUTENbHOW BracTu CcybbekToB
Poccuinckon depepauum noctaHosneHnamn [lpasutensctBa Poccunckon depepaumn B
nopsgke, ycraHoBneHHoM deneparnbHbiM 3akoHOM OT 6 okTabpsa 1999 roga N 184-03 "O6
o0LWMX NpUHUMNaxX opraHMsaunn 3akoHogaTenbHbIX (NMpeacTaBUTENbHbBIX) U UCMONTHUTENBbHbIX
OpraHoB rocygapCTBeHHON BracTtn cybbekToB Poccurckon ®epepauunn”.
FAPAHT:

CM. koMmmeHTapum K ctaTbe 5.1 HacTosiero PegepanbHOro 3akoHa

Cratba 6. lNonHOMO4YMS oOpraHoOB MCNOSHUTENBbHOW BRactu cybbekta Poccuiickon

depepaumm npu obpaLleHnn nekapCcTBEHHbIX CPeACTB

K noniHomMo4nsim opraHoB MCNONHUTENBHOM BnacTu cybbekta Poccunckon denepaumm
npu obpaLleHnn rnekapcTBEHHbIX CPeaCcTB OTHOCATCS:

1) paspaboTka M peanu3auusi permoHasnbHbIX MNporpamm obecrneyeHusi HaceneHus
NeKkapCTBEHHbIMU NpenapaTamu;

2) ycTaHoBIfieHMEe NpeeribHbIX pa3mMepoB ONTOBbLIX HaA0aBOK M NpeaesibHbIX pasmepos
PO3HWNYHbIX HaAbaBOK K haKTUYECKUM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM MPOM3BOAUTENAMM
NeKapCTBEHHbIX MpenapaToB, Ha NeKapCTBEHHble MpenapaTtbl, BKMIOYEHHblE B MepeYeHb
XM3HEHHO HEOOXOANMbIX U BaXKHENLLMX NEeKapCTBEHHbIX NpenapaTos;

MHdopmaums 06 usmeHeHusix:

®edeparibHbIM 3akoHOM om 25 utoHs 2012 2. N 93-®3 e nyHkm 3 cmambu 6 Hacmosiweao
®edeparibHO20 3aKOHa BHECEHbI U3MEHEHUS

Cm. mekem riyHKma 8 rnpeobidywel pedakuuu
3) ocyLecTBNeHne permoHanbHOro rocy4apCTBEHHOro KOHTPONS 3a NpUMEHEHNEM LieH
Ha nekapCTBEHHble npenapaTtbl, BKMIOYEHHblE B MNepeyvYeHb >XU3HEHHO HeobXOANMBLIX |
BaXXHENLUNX FeKapCTBEHHbIX MNpenapaToB, OpraHM3aunsMu ONTOBOW TOProBnuv, anTeYHbIMU
opraHusauuamu, UHAMBUAYyarnbHbIMW NpeanpuHUMaTens M, UMEKLWMMN  JNIMUEH3NI0  Ha
(hapmaueBTUYECKYIO OeATENBbHOCTb.
FTAPAHT:

CM. KoMmeHTapum K ctatbe 6 HacTosiwero ®egepanbHOro 3akoHa

MnaBa 3. NlocypnapcTBeHHan cpapmakones

Cratba 7. Paspabotka u wm3gaHue rocyaapcTBEHHOW dapmMakoneun, pasmMelleHune
JaHHbIX O Hen
1. lMNMop rocymapctBeHHOW hapmakoneen NOHMMAaeTCa cBOA 0OWmMX dhapmMakonemnHbIX
cTaTen n papmakonemnHblx cTaTen.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 e yacmb 2 cmambu 7
Hacmosiweao ®edepasribHO20 3aKOHa BHECEHbI U3SMEHEHUs, scmynaruwue 8 cusry ¢ 1 urns
2015 a.



Cm. mekem yacmu 6 rpedbidywel pedakyuu
2. PaspaboTtka o0umx dhapmakonernHbix cTater n apmMakonemnHbix CTaTen, B TOM
yucne hapmakonenHblx cTaTen Ha papmakonenHble cTaHgapTHbIE 06pasLbl, U BKAKOYEHNE UX
B rOCyOapCTBEHHYK (bapmakonew OCYLWECTBAATCA B MOPsAKe,  YCTaHOBMEHHOM
YNOSTHOMOY€EHHbIM dhefiepanbHbIM OPraHoOM UCMONHUTESNTbHOW BiacTu.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbIiM 3akOHOM om 22 0ekabps 2014 2. N 429-®3 e yacmb 3 cmambu 7
Hacmosuwe2o PedepasibHO20 3aKOHa BHECEHbI UBMEHEeHUSs, ecmynaruwue 8 cuny ¢ 1 urns
2015 a.

Cm. mekcm yacmu 6 rpedbidywet pedakyuu

3. PaspaboTka chapmakonernHomn ctatbh Ha pedyepeHTHbIV NeKapCTBEHHbIN npenapart u
BKITIOYEHNE ee B roCyfdapCTBEHHYK (papmakorner B TeyeHue Ccpoka AencTBUSA 3aluuThbl
UCKMIOYNTENBHOrO rpasa, YAOCTOBEPEHHOrO0 NaTEHTOM Ha pedepeHTHbIM JleKapCTBEHHbIN
npenapaT, OCyLLEeCTBMASATCA C cornacusa ero paspaboTyumka.

4. [ocymapcTBeHHas papmakones wu3gaetcs  YrorHOMOYEeHHbIM — doedeparibHbIM
OpraHoM MCMOMHUTENBbHOW BlacTu 3a cYeT cpeAcTB defepanbHoro bompkera U nognexut
nepensgaHvsiM He pexe 4YeM OOuH pa3 B MATb NeT, B Nepuoa Mexay KOTopbiMU M34akTcs
NPUIOXEHNA K TrOCydapCTBEHHOM dhapmakonee, cogepxawme obwme dapmakonenHbie
cTatby 1 (UnNn) dapmMakonenHble cTaTbM, YTBEPXKOEHHbIE NOCNe U34aHus Unn nepensgaHnd
rocygapcTBeHHOM (hapMakonem.

5. YNonHOMOYeHHbIN heneparnbHbld OpraH WCNOSTHATESNbHOW Bractu pasmellaeT
AaHHble O rocygapCTBEHHOW dhapMakornee U NpUNOXEHUAX K HENM Ha CBOeM oduLManbHOM
cante B ceTu "VIHTepHeT" B yCTAHOBIIEHHOM UM MOPSIZKE.

FTAPAHT:

Cwm. KOMMEHTapun K ctatbe 7 HacTosLero CDe,D,epaanoro 3aKOHa

MhaBa 4. Focy,qapCTBeHan?l KOHTpPOJb Nnpu o6pau4eva JNNeKapCTBeHHbIX cpeacTB

Cratba 8. JlMueHaupoBaHMe nMpPOM3BOACTBA  JIEKAPCTBEHHbIX  CPeaCTB W
drapmaueBTUYECKON OeATENBHOCTHU
1. JlMueHampoBaHne NPOU3BOACTBA NEKAPCTBEHHbIX CPEeACTB M dpapMaLeBTUYECKOMN
AeATernbHOCTU OCYLLeCTBNAeTCd B COOTBETCTBMM C 3akoHodaTenbcTBOoM Poccunckon
depepaumn.
FTAPAHT:
Cm. T[lonoxeHne O nNUUEH3MPOBaHMM  MNPOU3BOACTBA  JIEKAPCTBEHHbIX  CPEAcCTB,
yTBepxaeHHoe noctaHosreHnem lNpasutensctea PO ot 6 nonga 2012 r. N 686
2. OO6szatenbHbiM  YCrOBMEM NPeOoOCTaBfEHUA JNULUEH3MM Ha NpPOM3BOACTBO
NEeKapCTBEHHbLIX CPEeACTB SBMASAETCS MNPUNOXKEHME K 3asiBIEHUIO CcoucKaTens nuueH3uu
NepeyHsi NekapCTBEHHbIX hopMm n (Mnn) BUMOOB hapmaueBTnyecknx cybcTaHumii, KOTopble
Npon3BOAUTENb JIEKAPCTBEHHbBIX CPEACTB HAMEPEH NPOMN3BOAMUTD.
3. B cnyyae Heob6xoanMMOCTH pacLuMpeHnsi NPOM3BOACTBA JIEKAPCTBEHHbBIX CPEACTB 3a
CYeT HOBbIX NTEKAPCTBEHHbBIX (OOPM 1 BUAOB hapmaueBTUYECKMX CybCTaHUUn Npon3BoanTenb
NEeKapCTBEHHbIX CPeacTB  AOSMKEH MNOMyYUTb  HOBYK  JIMLEH3UMIO Ha NPOM3BOACTBO
nekapCTBEHHbIX CPeACTB.
FTAPAHT:

CM. KomMmeHTapum K ctatbe 8 HacTosiwero ®egepanbHOro 3akoHa

MHdopmaumsa 06 namMeHeHusx:



®edeparnbHbiM 3akoHoM om 25 urwHs 20122. N 93-®3 cmambs 9 Hacmoswezo
®edeparsibHO20 3aKOHa U3r10KeHa 8 Hogou pedakuuu

CmM. mekcm cmamabu 8 rpedbidywel pedakyuu
Cratba 9. [ocygapCTBEHHbI  KOHTponb  (Hag3op) B cdepe  obpalleHus
NeKapCTBEHHbIX CPeaCTB

1. [ocygapCTBEHHbIN KOHTPONb (Hag3op) B cdepe obpalweHus fekapCTBEHHbIX
CpencTB BKIOYAET B cebs:

1) NULUEH3NOHHBLIN KOHTPONb B chepe Npou3BOACTBA NeKapCTBEHHbLIX CPeAcTB M B
chepe hapmaueBTMHECKON OEATENBHOCTY;

2) dbegepanbHbIi roCygapCTBEHHbIM HaA30p B chepe obpalleHnsa riekapCTBEHHbIX
CpPeAacTs;

MHdopmaums 06 usmeHeHusx:

®edeparibHbiM 3akoHOM om 22 Oekabpsi 2014 2. N 429-©3 vacmb 1 cmambu 9
Hacmosiweao ®edeparsibHO20 3aKkoHa OOrosIHEHa rnyHKmom 3, ecmynatowum 6 cusy ¢ 1
urona 2015 e.

3) BbIOOPOYHbIN KOHTPOSb KayeCcTBa NeKapCTBEHHbIX CPEACTB.

2. JINUEH3NOHHBLIN KOHTPOMb B Chepe NPOU3BOLCTBA JlEeKApCTBEHHbIX CPeACTB M B
cepe dapmaueBTMYECKON  OEATENbHOCTU ocyLiecTendaeTcs YNOSTHOMOYEHHbIMM
deneparnbHbIM OpraHOM WCMOSTHUTENbHOM BRAacTM M opraHaMy WCMNOMHUTENbHOW Bractu
cybbekToB Poccuickon defepaummn CorfiacHoO MX KOMMNETEHUUM B nopsigke, yCTaHOBNEHHOM
depgepanbHbIM 3akoHOM OT 26 gekabps 2008 roga N 294-03 "O 3awmte npaB LPUONYECKUX
My WU UHOMBMAYanbHbIX MNpeanpuHuMartenen npu  OCyLWeCTBNEeHUU rocygapCTBEHHOMO
KOHTpons (Hag3opa) U MyHUUMNAnbHOIO KOHTponsa", ¢ y4eToM 0COBEeHHOCTEN opraHM3aumm u
NpoBeAeHUs MpPOBEPOK, YCTaHOBMEHHbIX PefepansHbiv 3akoHoMm oT 4 wmas 2011 roga
N 99-03 "O nuueH3npoBaHUn OTAENbHbLIX BUOOB AEATENBHOCTN".

FTAPAHT:

Cwm. ALOMUHUCTPATUBHBLIN pernameHTt NCrnonHeHns MwuHnpomMTOprom Poccumn
rocygapCTBEHHON (OYHKUMM NO OCYLLECTBNEHUD NULEH3MOHHOIO KOHTPOSS AeATeNIbHOCTU
Nno nNPOM3BOACTBY JIEKAPCTBEHHbLIX CPeacTB  ANd  MEOUUMHCKOrO  NPUMEHEHWUS,
yTBEpPXAEHHbIN npukazom MunnpomTtopra Poccum ot 4 oktabps 2013 r. N 1607
3. ®engepanbHbi rOCYyAapCTBEHHbIN HAA30p B cdepe obpalleHnsa nekapCTBEHHbIX
CpeaCTB OCYLLUECTBNAETCA YNOMHOMOYEHHbIMU doeaepanbHbIMU OpraHaMn UCNONHUTENbHON
BnacTu (ganee - opraHbl rocygapCTBEHHOro Haj3opa) COorflacHO X KOMNeTeHUMn B nopsake,
ycTaHoBneHHoM [paBuTtensctBoM Poccuiickon depepaummn.

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHoM om 22 Oekabpss 2014 2. N 429-©3 vyacmb 4 cmambu 9
Hacmosiujeeo ®edeparsibHO20 3aKoHa U3/loXKeHa 8 Ho8ol pedaKkuyuu, ecmynaroujeli 8 cusny ¢
1 urons 2015 a.

Cm. mekcm dyacmu 8 rpedbidywel pedakyuu

4. ®epepanbHbli roCyAapCTBEHHbIN HAA30p B cdepe obpalleHnsa nekapCTBEHHbIX
CpeacTB BKIo4vaeT B cebsi:

1) opraHu3auuio ¥ npoBedeHMe NpPOBEepoK cobnogeHus cybbektamm obpalleHns
NeKapCTBEHHbIX CPeACTB YCTAHOBIEHHbIX HacToAWwmMM deaepanbHbiM 3aKOHOM U MPUHATBIMU
B COOTBETCTBUN C HUM MHbIMW HOPMAaTUBHbLIMW NMpPaBoOBbIMM akTamn Poccumnckon depepauunm
TpeboBaHMN K AOKIIMHUYECKMM WCCNEeAOBaHUSM JIeKapCTBEHHbIX CPEeACTB, KIMHUYECKUM
nccrnegoBaHNAM NekapCTBEHHbIX npenapaToB, XpaHeHWo, nepeBo3ke, BBO3Yy B POCCUICKYHO
denepaumio, OTAYCKy, peanu3aunm NekapcTBEHHbIX CPEeACTB, NPUMEHEHUIO JNIEKAaPCTBEHHbIX
npenapaToB, YHUYTOXEHWIO  FEKApPCTBEHHbIX CPeAcTB, a Takke  cobniogeHus
YNOSTHOMOYEHHBIMW OpraHamu UCNONHUTENBHON BracTu cybbektoB Poccuinckon depepaunm



MEeTOOMKN YCTAHOBMNEHUS npeaeribHblX pa3MepoB OMNTOBbIX HaabaBOK W npedernbHbIX
pa3mMepoB pPO3HMYHbIX HaAbaBOK K (aKTUY4ECKMM OTMYCKHbIM LieHaM, YCTaHOBIIEHHbIM
NpoOM3BOAMTENSAMM  NEKAPCTBEHHbIX MpenapaTtoB, Ha NeKapCTBEHHble  npenaparthl,
BKIMIOYEHHbIE B MepeyYeHb XXU3HEHHO HeOoBXOOUMBbIX W  BaXHEWLWUX feKapCTBEHHbIX
npenapaToB (aanee - obssartenbHble TpeboBaHUS);

2) opraHuMsaumio U nNpoBedeHWe NPOBEPOK COOTBETCTBUSA JIEKApPCTBEHHbIX CPEACTB,
Haxo4sALWMXCs B rpaXgaHckoM 060opoTe, YCTaHOBMNEHHbIM TPEOOBAHNAM K UX Ka4eCTBY;

3) opraHusaumto n nposegeHne apmakoHaasopa;

4) npumMeHeHMe B TMOpsiAKke, YCTaHOBMEHHOM 3akoHogaTenbCcTBOM Poccuiickon
depepaumn, Mep MO NpPeCceyvYeHUIo BbISBMEHHbIX HapylleHu obasatenbHbix TpeboBaHun n
(vnn) ycTpaHeHuto NocrneacTBU TakMX HapyLIEHW, B TOM 4MCNEe MNPUHATUE pPeELLEHMS O
HaxoX4eHUN NeKapCTBEHHbIX CpeacTB B obpaleHun, Bbigady npegnucaHun ob yctpaHeHum
BbISIBNEHHbIX HapylleHMn obs3aTenbHbiX TpebGoBaHW U MpuBReYeHne K OTBETCTBEHHOCTU
NN, COBEPLUMBLLMX TaKUE HapyLUEHUS.

MHdopmaums 06 usmeHeHusx:

®edeparibHbiM 3akoHOM om 22 0ekabps 2014 2. N 429-©3 wvacmb 5 cmambu 9
Hacmosiueao PedeparsibHO20 3aKOHa U3/I0XKeHa 8 HogoU pedaKkyuu, ecmynaru,el 8 cusy ¢
1 uronsa 2015 a.

CmMm. mekcm 4yacmu 8 rpeodbiOywel pedakyuu

5. ®epepanbHbI rOCyAapCTBEHHbIM Haa3op B cdepe obpalleHuss fiekapCTBEHHbIX
CpedCTB OCYLLUEeCTBNAETCA B nNopsake, ycTtaHoBfieHHOM defepalibHbIM 3aKOHOM OT 26
aekabpsa 2008 roga N 294-03 "O 3awuTe npaB OpPUANYECKUX NUL U MHOUBUOYASbHbIX
npegnpuHMmaTene npu  OCYLECTBNEHMM TOCYOAPCTBEHHOIO KOHTpons (Hagsopa) Wu
MYHUUMNANbHOIO KOHTpons", ¢ ydeTOM OCOBEHHOCTEN, YCTAHOBMEHHbIX HAaCTOSALWEN CTaTben.
lMpenBapuTenbHOe corfacoBaHMe C OpraHamuM MNPOKypaTypbl CPOKOB  MNPOBEOEHMS
BHEMMAHOBOW MNPOBEPKN CYyOBLEKTOB OOpalleHns nekapCcTBEHHbIX CPeAcTB, a Takke
npegBapuTenbHOe yBe4OMIIEHME IOPUANYECKNX NNL, MHAUBUAYANbHbBIX NpeanpuHUMaTenen o
Havane npoBefdeHus 3Ton NpoBepkn He Tpebyetcs. OpraHbl NPOKypaTypbl U3BELLAKTCA O
NPOBEAEHUM BHEMNNAHOBOW MNPOBEPKM CYObEKTOB OOpalleHns neKkapCTBEHHbIX CpPeacTB
NOCpPeACTBOM HanpaBlieHUs COOTBETCTBYHOLLMX AOKYMEHTOB B TeyeHue Tpex paboumx gHen c
MOMEHTa OKOHYaHNA NPOBEAEHUS YKa3aHHOW BHEMMAHOBOW NPOBEPKN.

6. [JOSMKHOCTHbIE N1ua opraHa rocyfapCTBEHHOIo Haa3opa B nopsaake, yCTaHOBIEHHOM
3akoHogartenbcTtBoM Poccuinckon ®eaepaumm, UMEKOT Npaso:

1) nonyyaTb Ha OCHOBAHWN MOTMBMPOBAHHbLIX MUCbMEHHbLIX 3arMpOCOB OT CyObeKkToB
obpalleHna nekapCTBEHHbIX CPEeACTB, OpPraHoB WCMOMHUTENbHOW BracTn CyObLEKTOB
Poccunckon defepaummn n opraHoB MECTHOrO caMoynpaBfieHUst AOKYMEHTbI U MHopMaLuio
no Bonpocam obpalleHns NekapCTBEHHbIX CPEACTB;

2) ©GecnpensiTCTBEHHO MO npeabsBNEeHUN CnyXebHOro yaoCTOBEPEHUS M KOMUU
npukasa (pacnopsikeHusl) opraHa roCydapCTBEHHOro Haa3opa O Ha3HayeHuu MPOBEPKM
nocelaTb ncrnonb3yemble tOpPUANYECKNMM nvuuamm, NHANBMAYaNbHBIMN
npegnpuHMMaTensMn, ABNAKLWMMNCS CyObekTaMmmn obpalleHnst NekapcTBEHHbLIX CPEACTB, Npu
OCYLLIECTBMNEHNN CBOEN OEATENbHOCTU TEPPUTOPUN, 3O0aAHUS, MOMELLEHUS U COOPYXKEHUS B
Lensix NpoBeaeHns MEPONPUATUIN NO KOHTPOITHO;

3) nposoanTb OTOOP 06pPa3UOB fieKapCTBEHHbIX CPeAcTB, NpeAHasHa4yeHHbIX Ans
peanu3aumm un peanudyembix cybbekTamm obpalleHns nekapCTBEHHbIX CpPeacTs, Ans
NPOBEPKM WUX Ka4vecTBa, MNPOBEOEHUSI WCCNeAOBaHWN, WCMbITAHUA B COOTBETCTBUM C
npasunamm otbopa o6pasLoB, YCTAHOBMEHHbIMY YNONIHOMOYEHHbLIM heaepanbHbIM OpraHoMm
NCNONHUTENBHOW BNAacTw;

4) BblgaBaTb cybbekTam oOOpalleHns nekapCTBEHHbIX CPEeACTB nNpeanucaHus o



NpekpaweHnn HapylweHni obsasatenbHbiX TpeboBaHUMM M 00 yCTpaHEHUM BbISBIIEHHbIX
HapyLeHun obasatenbHbix TpeboBaHui;

5) HanpaBnsTb B YNOSTHOMOYEHHbIE OpraHbl MaTtepuarbl, CBA3aHHblE C HapyLUEHUSAMU
obsa3aTenbHbiX TpeboBaHW, ONA peLleHns BONPOCOB O BO30OYXXOEHUWU YrOfOBHbIX Aen Mo
npu3Hakam NPecTynieHnn.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3aKkoHoM om 22 Oekabps 2014 e. N 429-®3 cmamesi 9 Hacmosuwezo
®eldeparibHO20 3aKoHa 0oriofIHeHa Yacmbio 7, ecmynarouwed e cuny ¢ 1 uronsa 2015 a.

7. BblIOOPOYHBLIN KOHTPONb KayecTBa JI€KAapCTBEHHbIX CPEeACTB OCYLLEeCTBSETCS
YNONHOMOYEeHHbIM doefieparnbHbIM OPraHOM MCMOMHUTENBbHON BNAacTU B YCTAHOBIEHHOM UM
nopsiAke n BKoYaeT B cebs:

1) obpaboTKy cBeaeHun, B 06s3aTeNbHOM MNOpsiAKe NPeaoCTaBnsiEMbIX CyObeKkTamu
obpalleHnsa neKkapCTBEHHbIX CPeACTB, O CepusaX, MapTUsX JEeKapCTBEHHbIX CPeAacTs,
NOCTyNaLWnX B rpaxgaHckmii obopoT B Poccurickon ®epepauuu;

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

3) NpuHATME No pesynbTaTaM MNPOBEAEHHbIX MCMbITAHUN peLleHns O AarbHenwem
rpakgaHckom o60opoTe COOTBETCTBYHOLLErO NNEKAPCTBEHHOIO CPEeACTBa;

4) NpUHATME YNONHOMOYEHHbIM beadeparnbHbIM OpPraHoOM WCMNOMHUTENBHOM BracTu
pelweHna O nepeBofe NEeKapCTBEHHOrO CpeacTBa Ha MOCEPUNHBLIN BbIGOPOYHBLIA KOHTPOISb
KayecTBa IeKapCTBEHHbIX CPeACTB B Cryvyae MOBTOPHOrO BbISIBIEHNA HECOOTBETCTBUS
KayecTBa NekapCTBEHHOro CpeAcTBa YCTAHOBMEHHbIM TpeboBaHUAM U (Npu HEOBXO4MMOCTH)
O npoBepke cybbekTa obpaleHus nekapCcTBeHHbIX cpencTB. Pacxoabl, CBs3aHHble C
npoBefeHMEM MNOCEPUNHOTO BbIGOPOYHOrO KOHTPOMSA KayecTBa JeKapCTBEHHbIX CPenacTs,
onfiayYnBaloTCa NPOU3BOAUTENEM NEeKapCTBEHHOro cpeacTtBa nmMbo gepxaTtenem  uvnm
BnagenbLemM perncTpaumMoHHOro yaoCTOBEPEHUS NEKapCTBEHHOro npenapara.

FTAPAHT:

CM. KoMMeHTapun K ctaTbe 9 HacTosLero PegepanbHOro 3akoHa

MnaBa 5. Pa3paboTka, JOKNUHUYECKMe UCCreOBaHUs NlIeKapCTBEHHbIX CpeacTB, a
TaKKe KNMHUYeCKne uccrnefoBaHuUsA NeKapCTBEeHHbIX NpenapaTtoB ANl BeTepUHapPHOro
NnpUMeHeHus

Cratba 10. PaspaboTka nekapCTBEHHbIX CPEACTB

1. PaspaboTka nekapCTBEHHbIX CpeacTB BkMo4YaeT B ceba  MOUCK  HOBbIX
bapMaKonorMyeckn akTUBHbIX BELLECTB, MNOCMeaylolWee WU3YyYeHMEe WX JNEeKapCTBEHHbIX
CBOWCTB, [OOKMUHUYECKME  uUccnegoBaHus, pa3paboTky  TEeXHOMorMM  nNpou3BoACTBaA
dapmaueBTUdeckux cybctaHumn, pas3paboTKy COCTaBOB WM TEXHOMOMM MNPOU3BOLCTBA
NeKapCTBEHHbIX NpenapaTos.

2. ®uHaHcoBoe obecnedeHne paspaboTku NeKapCTBEHHbLIX CPEACTB OCYLLECTBNSETCA
3a cyeT:

1) cpeacTs oeaepanbHOro GroaxeTa;

2) cpeacTs pa3paboTymMKoB NeKapCTBEHHbIX CPEACTB;

3) cpenctB  NpouM3BOAMTENEN  NEKAPCTBEHHbLIX CPEeACTB  MpUM  BbIMOMHEHUN
Hay4YHO-UccnegoBaTenbCcknx paboT no AoroBopy Mexay pas3paboTyMKOM neKapCTBEHHbIX
CpeancTB 1 NPON3BOANTENEM NTEKAPCTBEHHbBIX CPEACTB;

4) MHbIX He 3anpeLLeHHbIX 3aKoHodaTenbcTBOM Poccunckon degepaumm MCTOMHUKOB.



3. [llpaBa paspaboTymka IEeKapCTBEHHOIO CPeacTBa OXPAHAKTCA rpaxaaHCKUMm
3aKoHO4ATENbCTBOM.
FAPAHT:

CM. kommeHTapun k ctaTbe 10 HacToswero ®efepansbHOro 3akoHa

Cratba 11. [JoknuHM4yeckoe wuccrnegoBaHWe NEKapCTBEHHOro cpeactea  Angd
MEOMULMHCKOro NpUMeHeHns
1. [JoknuHuyeckoe unccnegoBaHMe IekapCTBEHHOro CpeacTBa Ansa MeOUUMHCKOro
NPUMEHEHNS NPOBOAMUTCA NyTEM NPUMEHEHNSA Hay4HbIX METOLOB OLEHOK B Lendx nonyyvyeHus
aokasatenbcTB 6e3onacHoCTH, kavyecTBa N 3PEKTUBHOCTN NEKAPCTBEHHOrO CpeacTBa.

MHdopmaumsa 06 nameHeHusx:

®edepanbHbiM 3aKkoHoM om 22 Oekabps 2014 2. N 429-©3 e vacmb 2 cmambu 11
Hacmosiujeeo ®edeparibHO20 3aKOHa BHECEHbI U3MEHEeHUs, scmynarowue 8 cusy ¢ 1 urns
2015 e.

Cm. mekem dacmu 8 rpedbidywel pedakyuu

2. [oknuHuyeckoe uccrnegoBaHMe reKapCTBEHHOro cpeacresa Ans MeauuUMHCKOro
NPUMEHEHNS NPOBOAUTCA B COOTBETCTBMM C MpaBuiamMn Haanexawen nabopaTtopHou
NPaKTUKW, YTBEPXOEHHLIMU YMNOSTHOMOYEHHbIM (heaeparnbHbiM OpraHoM WUCMONHUTESTbHON
BNacTun.

MHdopmauumsa 06 nameHeHusx:

®edeparibHbIM 3akoHom om 2 utons 2013 2. N 185-03 e vacmb 3 cmambu 11 Hacmosiweao
®edeparnibHO20 3aKOHa 8HECEHbI USMEHEHUS, ecmynaruue 8 cuny ¢ 1 ceHmsabps 2013 e.

Cm. mekem yacmu e rpedbidywet pedakyuu

3. [Ins opraHu3aumm n NpoBeAEHUS OOKITMHMYECKOrO UCCNeaoBaHNA NEKapCTBEHHOMO
cpenctBa Ans MegUUMHCKOro NPUMEHEHUs pa3paboTymMKku feKapCTBEHHbIX CpeacTB MOoryT
npuBnekaTb Hay4yHO-UCCreaoBaTeENbCKME oOpraHmnsauuu, obpasoBaTeribHble OpraHusauum
BbiClIEro obpa3oBaHus, UMeLne HeobXxoauMMyd MaTepuanbHO-TEXHUYEeCKylo 6asy u
KBannMduLuMpoBaHHbIX CNeumannucToB B COOTBETCTBYOLLEN 061acTn nccrneaoBaHms.

4. [loknuHM4yeckoe uccrnegoBaHMe IEeKapCTBEHHOro cpeactBa Ans MeauuUMHCKOro
NPUMEHEHNS NPOBOAUTCA MO YTBEPXAEHHOMY pa3paboTyuMKOM neKapCTBEHHOrO CpeacTea
nnaHy Cc BedeHMeM MPOTOKOSla 3TOr0 UCCredoBaHWA U COCTaBfiEHMEM OT4eTa, B KOTOPOM
cogepxarcsa pesynbTaTbl 3TOF0 UCCNELOBaHMS U 3aKIOYEHME O BO3MOXHOCTM NMpOBEAEHUS
KITMHNYECKOro nccregoBaHna NekapCcTBEHHOMo npenapaTta ansa MeauumnMHCKOro NpUMeHEHUS.

MHdopmaumsa 06 namMeHeHusx:

®edepanbHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-©3 e vacmb 5 cmambu 11
Hacmosuwe2o PedeparibHO20 3aKOHa BHECEHbI UBMEHEeHUSs, ecmynaruwue 8 cuny ¢ 1 urns
2015 a.

Cm. mekem yacmu 6 rpedbidywet pedakyuu

5. NpoBeaeHne NpoBepok cobnoaeHns npasus Hagnexatiien nabopaTopHoOn NpakTUKK
M NpaBOBbIX HOPM WCMOMb30BaHUA >KMBOTHbIX MNPU  MNPOBEAEHUM  OOKMMHUYECKUX
nccnegoBaHMi NEKapCTBEHHbIX CPeACTB ANs MEOULUHCKOrO NMPUMEHEHNSA OCYLLEeCTBSETCS
YNONMHOMOYEeHHbIM dhefieparnbHbIM OPraHOM UCMOSTHUTENbHOW BNAcTu.

6. PesynbTaTbl AOKMMHMYECKOTO WCCNeOBaHWA NeKapCTBEHHOro cpeactea  Angd
MeOMLUMHCKOro NpMMeHeHus MoryT BbITb NpeacTaBneHbl B YNOHOMOYEHHbIM heaepanbHbIn
OopraH MWCMNOMHUTENbHOM BNACTU B YCTAHOBMIEHHOM MOPSiAKE B LENsX rocyaapCTBEHHOM
perncTpauumn nekapcTBEHHOro npenapara.

FTAPAHT:

CmMm. kommeHTapum k ctatbe 11 HacTosiero ®egepanbHOro 3akoHa



CraTtbsa 12. [JoknnHU4eckoe nccnegoBaHne NeKapCTBEHHOIO CPeACTBa U KIMMHNYECKOE

nccrnegoBaHne fekapcTBEHHOroO Npenapara Ansa BeTepMHapHOro NpuMeHeHns

1. [oknuMHnyeckoe wuccrnegoBaHWe NEKapCTBEHHOrO cCpeacTtBa Ans BETEPUHAPHOro
NPUMEHEHNS NPOBOAMUTCA NyTEM NPUMEHEHNSA HAY4YHbIX METOLOB OLEHOK B Llendx nonyyvyeHus
JokasatenbcTB 6e3onacHoCcTM, kadectBa U 3hEKTMBHOCTM JIEKAapCTBEHHOrO CpeacTBa, B
TOM 4ucne onpeaerieHns cpoka €ero BbIBEOEHMS U3 opraHuaMa XWMBOTHOro, B Lensx
obecneyeHnsa 6Ge30MacHOCTM MNPOAYKUMWN KMBOTHOMO MPOUCXOXAEHUS MOCne MNpPUMEHEHUS
COOTBETCTBYHLLErO NekapcTBEHHOro npenapara.

2. [oknuMHMyeckoe wuccrnegoBaHWe JEKApCTBEHHONO CpeacTBa M KNMHUYECKOEe
nccrnegoBaHne NekapcTBEHHOrO Npenaparta ans BeTEPUHApPHOro NPUMEHEHUS, nccregoBaHme
BMO3KBMBANEHTHOCTY YKa3aHHOrO NIEKAapCTBEHHOIO npenapaTta NpoBOAATCS B COOTBETCTBUN C
npasuvnamMmn, yTBepXaeHHbIMU YNONMHOMOYEHHbIM doefeparibHbIM OpraHOM WUCMONHUTESTbHON
BfacTu.

FAPAHT:

Cwm. MeTogunyeckue yKasaHus "lNpoBeneHune Ka4yeCTBEHHbIX nccnegoBaHum
OMO3KBMBANEHTHOCTN JeKapCTBEHHbIX CpeacTB", yTBepXaeHHble MuH3gpaBscoupas3BuTus
Poccun ot 30 aBrycta 2004 r.

3. [oknuHnyeckoe wuccnegoBaHWe JIEKAPCTBEHHOIO CpeactBa M KIMHUYECKOe
nccnegoBaHME NEKapCTBEHHOIO npenapaTa Afsi BETEPUHAPHOro NPUMEHEHUS NPOBOASATCA NO
yTBEPXKOEHHOMY pa3paboTyMKOM NeKapcTBEHHOro cpeacTBa niaHy ¢ BeAeHUeM NpoTOKOSOB
3TUX WUCCREeOoBaHUM U COCTaBIEHMEM OTYETOB, B KOTOPbIX COAEPXATCA pe3ynbTaTbl 3TUX
nccnegoBaHun.

4. [Ina opraHM3aumn 1 NpoBeaeHNs] OOKITMHUYECKOrO MCCreaoBaHUs NeKapCTBEHHOIO
CpeacTBa M KIIMHUYECKOro UccrenoBaHWsA NEKapCTBEHHOro npenapara Ans BeTEPUHapPHOro
NpUMEHEHNss pa3paboTymMKk NEKapCTBEHHOINO CpeAcTBa MOXET MpuBnekaTb oOpraHuMsauuu,
nMerLme HeobxoauMMyo MaTepuanbHO-TEXHUYECKYD 6asy U KBanMUUMPOBAHHbIX
cneunanncToB B COOTBETCTBYIOLLLEN 06MACTM nccrnegoBaHus.

5. KnuHn4yeckme wvccnegoBaHusi fEKapCTBEHHbIX MpenapaTtoB ANs BeTepUHapHOro
NMPUMEHEHNS MNPOBOAATCA B  BETEPUHAPHbLIX OpraHM3aumMax W B OpraHuM3aumsx,
OCYyLLECTBNALNX pas3BeeHne, BblpalliMBaHne n cogepxaHme XXUBOTHbIX, B Llenax:

1) yCTaHOBNEHWS MNEPEHOCMMOCTU  JIEKAPCTBEHHbIX NpenapatoB  340POBbIMU
XXVUBOTHbIMU;

2) noagbopa onTuManbHbIX AO3NMPOBOK FIEKAPCTBEHHbIX NpenapaToB U Kypca NedYeHus
Ha KOHKPETHOW rpynne XMBOTHbIX C onpeaesieHHbIM 3abonesaHnewm;

3) ycrtaHoBneHus 6e3onacHOCTM U 3PPEKTUBHOCTM NEKApPCTBEHHOrO npenapaTa,
npeaHasHayYeHHOro Ons  JfeYeHust  onpederneHHblX  3aboneBaHWin  XXUBOTHbIX,  WUNK
3(PPEKTUBHOCTM FIEKAPCTBEHHOrO npenaparta Ans npodunakTuki 3abonesBaHun 340pPOBbIX
XVUBOTHBbIX;

4)  n3ydeHUA  BO3MOXHOCTEMW  pacLUMpEeHUs  MOKasaHWn K MPUMEHEHUIO
3apermcTpupoBaHHOrO JIEKAPCTBEHHOIO Mpenapata W BbISIBIEHUST paHee HEU3BECTHbIX
NOOOYHbIX AENCTBUN.

6. KnunHuyeckoe wuccnegoBaHue fEKapCTBEHHOrO npenapata Ana BeTepuHapHOro
NPUMEHEHNS OCYLLIECTBIISIETCSA 3a CHET CPeACTB pa3paboTymka nekapCTBEHHOrO CpeacTBa.

7. OT4yeTbl O pe3yrnbTaTax QOKIIMHUYECKOrO NUCcnenoBaHUs nekapcTBEHHOro cpencTea
M KIMHUYECKOrO WCCNeAoBaHMA NEKapCTBEHHOro npenapata [Ans  BeTepuHapHOro
NPUMEHEHNST  COCTaBMATCA pa3paboTyYMKOM  NEKapCTBEHHONO CpeacTtBa C  y4eToMm
3aKIOYEHM OpraHu3aumn, NpPUHMMaBLLUMX Yy4acTue B OpraHu3aumm u MNpOBEAEHUN ITUX
nccnegoBaHUN.

8. KoHTposb 3a npoBegeHMEM OOKITMHUYECKUX UCCIeQ0BaHUN NEKapCTBEHHbLIX CPeACTB



N KIMMHWYECKMX UCCreaoBaHNA NekapCTBEHHbIX NpPenapaToB Ansl BEeTEPMHAPHOIO NPUMEHEHMS
OCYLLIECTBNSIETCS YNOMHOMOYEHHbIM dbeaeparnbHbiM OpraHoM UCNOSHUTENBHOW BNAacTy.
FAPAHT:

CM. koMmMeHTapumn K ctaTbe 12 HacToswwero ®efepansHOro 3akoHa

MnaBa 6. OcyLwecTBNeHne rocyaapcTBEHHOW perucTpaumnm nekapcTBeHHbIX
npenaparoB

MHdopmauumsa 06 nameHeHusx:

®eldeparibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-©3 cmambsi 13 Hacmosiwezao
®eldeparnibHO20 3aKOHa U3/I0XKeHa 6 Hoeou pedakyuu, ecmyrnarowed e cuny ¢ 1 urns
2015 e.

Cm. mekem cmameu 8 rnpedbidyuwed pedakyuu
Cratbsa 13. [ocygapcTBeHHas perncrpaums nekapcTBeHHbIX NpenapaTos

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiv 3akoHom om 13 uronsg 2015 2. N 241-®3 yacme 1 cmambu 13 Hacmoswezo
®edeparsibHO20 3aKOHa U3ri0KeHa 8 Hogou pedakuuu

CmMm. mekcm 4yacmu 8 rpeodbiOywel pedakyuu

1. B Poccuiickon degepaumm gonyckaroTcs NpOM3BOACTBO, U3rOTOBIIEHNE, XpPaHEHME,
nepeBo3ka, BB03 B Poccuinckyto denepaunio, BbiBo3 U3 Poccunckon denepaunn, peknama,
OTNyCK, peanu3aumd, nepegada, NpUMEHeEHUE, YHUYTOXEHUEe JieKapCTBEHHbIX MpenapaTos,
€CNN OHU 3aperMcTpupoBaHbl COOTBETCTBYIOLUM YNOSTHOMOYEHHbIM dhefepanbHbiM OpraHoM
WUCMONMHUTENbHOW BNacTu.

2. [ocypapcTBEHHOW pernctpauum nognexar:

1) BCe nekapcTBeHHble npenapaTbl, BepBble nognexawue BBoOy B obpalieHve B
Poccuinckon ®epepaunu;

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

3) HOBble KOMBMHaUNN 3aperMCTpUPOBAHHbBIX paHee NeKapCTBEHHbIX NpenapaTos.

3. [ocypapcTBeHHas perncTpaumsi nekapcTBEHHbIX MpenapaToB OCYLLECTBASETCA Mo
pesynbTatam 9KCNepTU3bl JeKapCTBEHHbIX CPEACTB, a rocydapCTBEHHas perncrpaums
opdaHHbIX JIEeKapCTBEHHbIX MNpenapaToB OCYLECTBAAETCA MO pe3ynbTaTaM 3KCNepTU3bl
OOKYMEHTOB, MpeAcTaBfeHHbIX Ond  onpejeneHns  BO3MOXHOCTM  paccMaTtpuBaTtbh
NEeKapCTBEHHbIN Npenapat Ans  MEeOUUUHCKOrO  MNPUMEHEHUS MpUM  OCYLLECTBIEHUN
rocygapCcTBEHHOM perucTpaumMm B kadectBe opdpaHHOro fiekapCTBEHHOro npenapara, U no
pesynbTaTtam 3KCNepTu3bl IEKAPCTBEHHbIX CPEACTB.

4. locypapcTBeHHast perucrtpaumsa fiekapCTBEHHOro npenapaTta OCyLWecTBnseTcs
COOTBETCTBYHOLLUMM YMNONIHOMOYEHHbLIM hbedepanbHbIM OpraHoOM WCMOMHUTENbHOW BRacTu B
CPpOK, He TnMpeBbllIAOWMA CcTa wWwectngecatn pabounx OHENn CcO  OHA  MPUHATUS
COOTBETCTBYIOLLErO 3asiBNEHMS O rOCy4apCTBEHHOW  perucrpaumMm  NeKapCTBEHHOro
npenapaTta. B ykasaHHbIN CpOK BKMNtOYaeTcss Bpemsi, Heobxogumoe [AnS MOBTOPHOrO
NPOBEAEHUS 3KCNEepTU3bl JIEKAPCTBEHHOINO CpeacTBa B COOTBETCTBMM CO cTaThben 25
HacToswero ®enepanbHoro 3akoHa. Cpok rocygapCTBEHHOW perncrTpauum nekapcTBEHHOro
npenapata MWCYNCNSETCA CO AHA NPUHATUS  COOTBETCTBYHOLLUMM  YNOSTHOMOYEHHbIM
degepanbHbIM - OpraHOM  UCMOSHUTENBHOW  BfacTU  COOTBETCTBYIOLLErO 3asiBfieHUs O
rocygapCTBEHHOW perncTpaumm fekapCTBEHHOro npenapaTta C NpUioXXeHnem HeobxoanMbIX



AOKYMEHTOB MO [AdeHb BbldayM pPerucTpaumoHHOro YyOOCTOBEPEHUSA  NEKapCTBEHHOMO
npenapata. Bpems, Heobxogumoe AOnsi HanpaefeHUs YMNONHOMOYEHHbIM doeaeparibHbIM
OpraHoM UCMNOSTHUTENbHOW BfacTu 3anpoca O NpeacTaBfeHUM HEODXOAUMbIX MaTepuanoB U
npeacTaBreHns 3asBUTENEM OTBETa Ha JaHHbIN 3anpoc B COOTBETCTBUKM CO ctaTbamn 16, 19
n 23 Hactoswero ®PenepanbHOro 3akoHa, He Y4YuTbiBaeTCs MpU  UCYUCIIEHUUM CPOKa
rocygapCTBEHHOW pErmcTpaunmn NekapCTBEHHOro npenaparTa.

5. FocygapCTBEHHOW perucTpauum He noasiexar:

1) nekapcTBEHHble npenapaTbl, W3roTOBMIEHHbIE anNTEeYHbIMW  OpPraHu3aumsMu,
BETEPUHAPHbIMK  anTeYHbIMKU OpraHu3aunaMu, WHAUMBUAOYaANbHbIMU nNpeanpuHUMaTENSMH,
KOTOpble WMMEKT JNMUEH3NI0 Ha dapMaueBTUYECKYD AOeATeNbHOCTb, MO peuentam Ha
nekapCTBEHHble npenapatbl U TpPebOBaHUAM MeOULMHCKUX OopraHusaumin, BeTepUHapHbIX
opraHusaumm,

2) nekapCTBEHHble nNpenapaThbl, NpMobpeTeHHbIe PU3MYECKUMU NULAMK 3a npegenamm
Poccuinckon ®enepaunmn 1 npegHasHadeHHble 44 JIMYHOro NCNoSib30BaHUS;

3) nekapcTBeHHble npenapatbl, BBO3UMble B Poccuiickyto ®egepauunio ons okasaHus
MEANLMNHCKOM NMOMOLLM MO XKM3HEHHbIM MOKa3aHWAM KOHKPETHOro nauMeHTa Ha OCHOBaHWUU
paspelleHns, BblAAaHHOMO YMNOSIHOMOYEHHbIM heaeparnbHbiM  OpraHOM  UCMOSNHUTESTbHON
BNacTu;

4) nekapcTBeHHble cpeacTBa, BBO3uMble B Poccuickyto degepaumio Ha OCHOBaHUM
BblAAHHOMO  YMOSTHOMOYEHHbIM  d)efepanbHbiM  OPraHOM  MCMNOJSIHUTENBbHOW  BRacTU
paspelleHnss W1 npeaHasHayYeHHble Anst  NPoBEeOEeHUA  KIMHUYECKUX  MCccnegoBaHumn
NleKapCTBEHHbIX NMpenapaToB U (MNK) NPOBEAEHUSA SKCNEPTU3bl JIEKAPCTBEHHbLIX CPEACTB ANs
OCYLLECTBMEHNSA rocygapCTBEHHOW perncTpauumn nekapCTBEHHbIX NpenapaTos;

5) dapmaueBTHnyeckne cybectaHumu;

6) paguocbapmaleBTMYECKME  FIeKapCTBEHHble  MpenapaTbl,  U3rOTOBMEHHbIE
HEMOCPEACTBEHHO B MEOMUMHCKMX  OpraHu3auusix B nopsgke,  YCTaHOBMIEHHOM
YNOSTHOMOY€EHHbIM dhefiepanbHbIM OPraHoOM UCMONHUTESTbHOW BracTy;

7) nekapcTBeHHbIE Npenapatbl, NPOM3BOANMbIE AN IKCNopTa.

6. He gonyckaeTtcsa rocygapcTBeHHas perncrpauns:

1) neKapCTBEHHbIX MpenapaTtoB, OTMMYAOLWMXCA Apyr OT Apyra KavyeCTBEHHbIM
COCTaBOM JEeNCTBYIOLINX BELLECTB, N0 OANHAKOBLIM TOProBblIM HAMMEHOBAHUEM;

2) OOHOro neKapCTBEHHOro npenaparta, BbIMyCKaeMoro npou3sBogutenemMm nog
pasfiMyHbIMU  TOProBbIMM HAaUMEHOBAHWAMM W MPeACTaBfeHHOr0 Ha rocygapCTBEHHYHO
pernctpaumio B Buae AByx n 6onee nekapCTBEHHbIX NpenapaTos.

7. Mo 3anpocy (B 9nNeKTpoOHHOM dopme unm Ha OBymaxHOM HocuTene) cybbekta
obpalleHnsa nekapCcTBEHHbIX CPeACTB COOTBETCTBYIOLWMM YNOMHOMOYEHHbIM hbeaepanbHbIM
OpraHoOM UCMOSTHUTENbHOW BriacTW, OCYLUECTBISIOWMM FOCYAapCTBEHHYIO perncrpaumio
NeKapCTBEHHbIX MNpenapaToB, B YCTAHOBMIEHHOM MM MOPSAKE OCYLWECTBAAETCA HaydHoe
KOHCYNbTUPOBaHWE MO  BOMPOCaM, CBA3aHHbIM C  MNPOBEeAEHUEM  OOKIMHUYECKUX
NccnegoBaHMn, KITMHUYECKMX WCCNEeaoBaHUM  NEKapCTBEHHbIX npenapaTtoB, 3KCNepTu3bl
KayecTBa NeKapCTBEHHbIX CPeacTB, aP(EKTUBHOCTN M 6e30nMacHOCTU, C OCYLLECTBNEHNEM
rocygapCTBEHHOM  pernctpaumm  fieKapCTBEHHbIX  MpenapaTos. KoHcynbTupoBaHue
OCYyLLEeCTBNAETCA C npuBneyYeHnem degepanbHbiX  FOCYyAapCTBEHHbIX — BOHOAXKETHbIX
yypexaneHun, nogBeaoMCTBEHHbIX AaHHOMY doeeparnibHOMY OpraHy UCNOSTHUTENbHOW BriacTu
M He y4yacTBYKOLMX B OpraHM3auMm npoBeLeHUs IKCMepTU3bl KavecTBa IeKapCTBEHHbIX
CpeacTB B LEeNnaAxX OCYLECTBMEHUS UX rOoCyaapCTBEHHOW perncrpaumm B COOTBETCTBUM CO
ctatben 16 Hactoswero denepanbHOro 3akoHa, B Buae OTBeTa B MUCbMEHHOM hopme
YNONHOMOY€EHHOro doefiepanbHOro opraHa WCMNOSIHATENbHOW BracTum Ha 3anpoc. Paswmep
B3UMaeMON C 3asBUTENa nnaTbl OnNpeaensieTcss B COOTBETCTBMM C 3aKOHOLATESIbCTBOM
Poccunckon depepauum 06 opraHMsaumm  NpPegoCcTaBieHUss  FOCYOAPCTBEHHbIX U



MyHUUMNanbHbIX ycnyr. MHgopmauusa o6 ocyLecTBfieHMM Hay4YHOro KOHCYNbTUPOBAHUSA, B
TOM 4ucne cratbl, 0630pbl, CApaBoYHble MaTepuanbl W MHaa uMHPopmauus 06
OCYLLECTBMEHUN HAY4YHOr0 KOHCYNbTUPOBaHUSA, pasMellaetca Ha oduumanbHOM cante
YNOMHOMOYEHHOro (pefeparnbHOro opraHa ucnonHuTenoHon Bnactn B cetn "MHTepHeT" C
cobnogeHnemM orpaHMYeHUn, yCTaHOBEHHbIX 3aKOHOA4ATeTbCTBOM O MEPCOHaNbHbIX AaHHbIX,
KOMMepPYeCKOn 1 (Unn) rocyaapCTBEHHON TanHe.

8. [ocymapctBeHHass perncrpaumMs  nekapcTBEHHbIX  MnpenapaToB,  KOTOpble
npeaHasHayeHbl N9 NPUMMEHEHNS B YCNOBUSX BOEHHbIX OENCTBUN, Ype3BblHalHbIX CUTYyaLun,
NPOUNIaKTUKN W JieyeHus 3aboneBaHUn W MNOPaXeHWN, MOSyYEeHHbIX B pesyrnbTaTe
BO3AENCTBUS HEONaronpuUATHbIX XUMUYECKUX, Bruonornyecknx, pagmaumoHHbIX akTopoB, U
paspabotaHbl nNo  3agaHuio  dedeparibHbIX  OpPraHoOB  UCMOMHUTENbHOW  BRacTw,
YNOSTHOMOYEHHbIX B obnactm o06OpoHbI  CTpaHbl K ©e3onacHOCTM  rocygapcTea,
OCyLLecTBNAeTCs B nopsigke, yctaHoneHHoM [paBuTtensctBom Poccuiickon egepauum.

FTAPAHT:

CmMm. kommeHTapum k ctatbe 13 HacTosiero ®egepanbHOro 3akoHa

MHdopmauumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHOM om 22 O0ekabps 2014 a. N 429-©3 cmamesi 14 Hacmosiueao
®eldeparnibHO20 3aKOHa U3/I0XKeHa 6 Hoeou pedakyuu, ecmynaroweu e cuny ¢ 1 urns
2015 a.

Cm. mekem cmamaeu 8 rnpedbidywed pedakyuu

Cratbsa 14. [NpuHUMNBLI SKCNEPTU3bI JIEKAaPCTBEHHbIX CPeACcTB

1. OkcnepTm3a NeKapCTBEHHbIX CPEACTB OCHOBLIBAETCH Ha MPUHLUMNAX 3aKOHHOCTMW,
cobntogeHna npaB u cBobog uyenoBeka W rpaxgaHuwHa, npasB  OPUOMYECKOro nuvua,
HEe3aBMCMMOCTU 3KcnepTa, OOBLEKTUMBHOCTU, BCECTOPOHHOCTM W MOSIHOTbI UCCreaoBaHUN,
NPOBOAUMBIX C  WCMOSIb30BAaHMEM  COBPEMEHHbIX OOCTMXKEHUW Hayku U TEXHUKM,
OTBETCTBEHHOCTM  bedepanbHOro  rocyJapCTBEHHOro  BOIKETHOro  ydpexgeHus  no
NPOBEAEHUIO IKCMEPTU3bl NEKAPCTBEHHbLIX CPEACTB U 3KCNEepPTOB 3a NpOBeAdEeHne U KayecTBO
3KCNepTU3bI.

2. JkcneptmM3a JiekapCTBEHHbIX npenapaTtoB ANs  MeOUUMHCKOTO  NPUMEHEHUs
BKITlOYaeT B cebs:

1) aKcnepTn3dy [OOKYMEHTOB, MpeACTaBfeHHbIX AN onpegeneHuss BO3MOXHOCTU
paccmaTpmBaTb NEKapCTBEHHbIM MpenapaT Ansg  MeauMUMHCKOrOo  NMPUMEHEHUa  rpu
OCYLLECTBMNEHUN rocygapCTBEHHOW pernctpaumm B KadecTBe OpdraHHOro JiekapCTBEHHOro
npenaparTa;

2) 9KCcnepTudy npenriokKeHHbIX MeTOAOB KOHTPOMSA KavecTBa FeKapCTBEHHOrO
cpeactBa W KayecTBa NpeacTaBrieHHbIX 00pasLoB  NleKapCTBEHHOro  cpeactsa  C
NCcrnonb3oBaHMEM 3TUX MeTOLO0B (Jarnee - aKcnepTM3a KayecTBa NekapCTBEHHOro CpeacTaa);

3) aKcnepTu3y OTHOLLUEHUS OXMAAEMOW MOMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS
rnekapCTBEHHOro npenapara.

3. OkcnepTmsa nekapCTBEHHbIX MpenapaToB [Ans BETEePUHAPHOro MNpUMEHEHNS
BKIOYaeT B cebs aKCnepTusy KayecTBa fiekapCTBEHHOMO CPeacTBa U 3KCNEPTU3Y OTHOLLEHUS
OXMAaeMon Nosnb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NTEKapCTBEHHOrO npenapara.

FTAPAHT:

Cwm. [lMonoxeHne O nopsiAKe 3KCMEpPTU3bl, WUCMbITAHUS W PerncTpauun BeTepUHapPHbIX
npenapatoB B P®, yTtBepxaeHHoe [NaBHbIM roCcygapCTBEHHbIM  BeTEpPUHAaPHbLIM
nHcnektopom P® 3 oktsabpsa 1995 r.

CM. koMmmeHTapumn K ctaTbe 14 HacToswero ®efepanbHOro 3akoHa



Cratba 15. ®epepanbHoe rocygapCTBEHHOE  OHOLKETHOE — yypexaeHwe Mo
NpOBEAEHMIO 3KCNEPTU3bI NIEKAPCTBEHHbIX CPeacTB

OkcnepTnsa nekapCTBEHHbIX CPEACTB NpoBoauTCA dheaepanbHbiM rocyAapCTBEHHbLIM
OLOAXKETHBIM YYpEXAEHMEM COOTBETCTBYHOLLEro YMNOSIHOMOYEHHOrO deaepanbHOro opraHa
WCMNONMHUTENbHOM BracTu, CO34aHHbIM Ana obecnedyeHnsi UCMOSHEHUS MOSMTHOMOYUA 3TOro
denepanbHOro opraHa no Bblgaye paspeLleHnii Ha NPoBeAEHNE KIMMHUYECKUX UccnegoBaHni
NeKapCTBEHHbIX NpenapaToB M (UNM) NO roCyAapCTBEHHOM PErucTpauumn NeKapCTBEHHbIX
npenapaTtoB (4anee - 3KCnepTHOe yupexaeHue).

FTAPAHT:

CM. kommeHTapum k ctatbe 15 HacTosiwero ®egepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHOM om 22 Oekabps 2014 e. N 429-03 HaumeHosaHue cmambu 16
Hacmosiujeeo ®edeparsibHO20 3aKOHa U3/10XKeHO 8 HO8oU pedaKkyuu, ecmynaroujeli 8 cusny ¢
1 urons 2015 a.

Cm. mekcm HaumeHogaHus 8 npeodbidywel pedakyuu

Cratbsa 16. OpraHnsauunsa npoBeaeHUs 3KCNepTU3bl JIeKapCTBEHHbIX CPeACTB

1. OkcnepTmsa neKkapCTBEHHbIX CPeacTB MNPOBOAUTCA  KOMWUCCUEN  3KCNepToB
9KCNEepPTHOro y4pexaeHus, HasHa4yeHHOW ero pykoBoAuTeNnemM, Ha OCHOBaHUM 3aaHus Ha
npoBedeHne 3KCNepTusbl JIEKapCTBEHHOrO0 CPeAcTBa, BbIAAHHOMO  YNOMHOMOYEHHbIM
dreepanbHbIM OpraHoM UCMOJSTHUTENBHOW BNnacTn. PykoBoauTESb 3KCNEPTHOro ydpexaeHus
obecrneunBaeT Hagnexailee npoBedeHVWe OKCMepTU3bl JEeKapCTBEHHbIX CpeacTB B
COOTBETCTBMM C 3adaHWeM, BblaHHbIM YMNONHOMOYEHHbIM efepanbHbiM  OpraHoM
NCNOJSTHUTENbHOW BNAacTW, U OpraHM3yeT NOAroTOBKY CBOAHOIO 3aKIT0YEHNa 3ToON komuccuun. B
COCTaB 3TOW KOMWUCCUM MO PELUEHWNIO PYKOBOAUTENSA IKCNEPTHOro ydpexaeHnsa moryT ObiTb
BKITHOMEHbI B Ka4eCTBE 3KCNepTOB Nuua, He paboTtaroLme B JaHHOM 3KCNEPTHOM yuYpexxaeHuu,
ecnn nx cneymnarnbHble 3HaHUS HeOBXo4MMbI A4S NPOBEAEHUSA SKCNEPTM3bl U TakMe aKCnepTbl
OTCYTCTBYIOT B JAHHOM 3KCMEPTHOM YUYPEXAEHUMU.

2. JKcneptoM MO MPOBEAEHUIO SKCMEepPTU3bl NEeKapCTBEHHbIX CPencTB sBMseTcs
aTTeCToBaHHbIN PabOTHMK IKCNEPTHOrO yYpexaeHus, KoTopbli MMeeT BbiCLlee MeANLMHCKOE,
hapmaveBTu4eckoe, Ouonornyeckoe, BeTEPUMHApPHOE WM XMMU4Yeckoe obpasoBaHue U
NPOBOAMT 3KCMEPTU3Y NEKApPCTBEHHbIX CPeaCTB B NOpsaKe UCMOSMHEHNS CBOMX AOMKHOCTHbIX
o6a3aHHOCTEN (panee - aKcnepT).

3. lpn npoBegeHuM 3KCNepTU3bl JfEKAPCTBEHHbLIX CPEeACTB OKCMEPT He MOXeT
HaxoouTbCA B KakoW-nmbo 3aBMCUMMOCTM OT JNMua, Has3Ha4YuBLLEro 3Ty 3KCnepTusy,
paspaboTymka rekapCTBEHHOro CpeacTBa UMW ApYrux 3avHTEepecOBaHHbIX B pesynbTaTax
3KCNepTU3bl N,

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHoM om 25 Hosbps 2013 2. N 317-©3 vacmb 4 cmambu 16
Hacmosiueao ®edepasibHO20 3aKOHa U3/10)KeHa 8 HO80U pedaKyuu

Cm. mekem dacmu 8 rpedbidywel pedakyuu
4. Tlpu npoBegeHUN 3IKCMNEPTU3bl JIEKApPCTBEHHbIX CPEACTB He JonycKkaeTcs
nctpebosatb y 3aaBuTens nMbo MHbIX NUL MaTtepuanbl, Heobxoaumble ANS NPOBEAEHUS
aKcnepTu3bl. B cnyyae HeagoCcTaToOMHOCTU NpeacTaBfeHHbIX 3KCNepTy MaTepuanoB Ans gadv
3aKNOYEeHNsT IKCnepT CTaBWUT BOMPOC O MNpPeacTaBfieHUM emy HeobXxoauMMbIX MaTepuanos
nepen  pykoBoguTenemM  3KCMEepPTHOro  yyYpexaeHwus,  KOTopbld  obpawaetca C
COOTBETCTBYIOLUMM 3aNpoCOM B YMNOSTHOMOYEHHbIN hefeparibHbli OpraH MCMNOMHUTENbHON



BNacTu, BblAaBWWM 3adaHWe Ha npoBefeHMe 3KCNepTu3bl JeKapCTBEHHOro cpeacTsa.
YKkasaHHbIN heagepanbHbI OpraH UCNONTHUTENBHOM BNACTN B TeYEHME NATU paboyumx aHen co
OHSA NOCTYNMEHNsa 3anpoca pyKoBOAUTENSA IKCMEPTHOrO yupexaeHus HanpasnseT 3adaBUTenNio
3anpoc o npeacTaBneHnn HeobxoamMMblx MaTepuanos. [aHHbIN 3anpoc MoXeT ObITb NnepeaaH
YNOSIHOMOYEHHOMY MpPeacTaBUTENIO 3asBUTENS NIMYHO MOA pacnucKy, HanpasfieH Mo noyte
3aKkasHbiM MUCbMOM WM NepedaH B 3NEKTPOHHOW bopMe No TerneKOMMYHUKALMOHHbBIM
KaHanam cBsa3u. B crnyvyae HanpaBneHust 4aHHOro 3anpoca no noyvte 3akasHbliM MUCbMOM OH
cyMTaeTCs NonyyYeHHbIM N0 UCTEYEHUN LECTN OHEN C AaTbl HanpaBneHWs 3aKka3Horo NMcbMa.

MHdopmaums 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 nNpencTaBuTb OTBET Ha 3anpoc  YNOSIHOMOYEHHOro
degepanbHOro opraHa WCMOMHUTENbHOM BNacT B CPOK, HE MNpeBbiakWnn OeBAHOCTa
pabounx OHEM CO [OHA €ero nonyyeHusi. YNOSHOMOYEHHbIN deaeparnbHbli  OpraH
MCMNOSTHUTENBbHOM BNacTu, BblAaBLUMW 3aaHNEe Ha NpoBedEeHNEe IKCNepTU3bl NeKapCTBEHHOrO
cpenctBa, B TeYeHue natm paboymx OHEW CO AHA NOCTYNMEHMst OT 3asiBUTENd OTBeTa Ha
AaHHbIN  3anpoc HanpaensieT TakouM OTBeT B 3KCNepTHoe yypexaeHue. B cnyvae
HenpeacTaBneHns No UCTEYEHUN OEBAHOCTA pabounx OHEN 3asiBUTENeM OTBETA Ha OaHHbIN
3anpoc YMNoSsIHOMOYEHHbIN bedepanbHbI  OpraH WCMOSIHUTENbHOM BriacTW, BblAaBLUWIA
3agaHne Ha NpoBedEeHMNE IKCNEPTM3bl JIEKAPCTBEHHOIO CPeacTBa, B TEYEHUE MATUM paboumx
OHEeNn HanpaBnseT B OKCMEpPTHOE yyYpexaeHue yBedOMMeHWe O HenpeacrtaBneHuu
3asBUTENEM OTBETA Ha 3anpoC YyKasaHHOro opraHa. Bpemsi co gHs HanpaBneHus 3anpoca
9KCMEPTHOrO YYpEeXAeHM B YNONTHOMOYEHHbI heepanbHbli OpraH UCMONHUTENBHOW BRacTu
A0 [OHA NONyYEHUs 3KCNEPTHbIM YYpeXOAeHMEM OTBeTa Ha 3anpoc unM yBeOOMIIEHUS O
HenpeacTaBneHnn oTBeTa Ha 3anpocC He Y4YMTbIBAeTCs NPU UCYUCIIEHUM CPOKa NPOBeOEHUS
3KCNepTM3bl NEKAPCTBEHHOIO CPeaCTBa.

5. OkcnepT npu npoBegeHMM TMOPYYEHHOW eMy pyKoBOOUTENEM 3KCNepTHOro
yUpexXneHnst aKCnepTm3bl IEKApPCTBEHHOIO cpeacTBa 0653aH:

1) NpoBecTU MNOSIHOE UuccrefoBaHWe npeactaBfeHHbIX eMy OObeKTOB, MaTepuaros,
AaTb 060CHOBaHHOE M OOBLEKTMBHOE 3aKMYEeHMe No MOCTaBMEHHbIM MEpen HUM Bonpocam
MM  MOTMBMPOBAHHOE 3aKfIlOYEHWE O HEBO3MOXHOCTU MPOBEAEHUS UM  3KCNepTu3bl
NIEKapCTBEHHOrO CpeAcTBa, €CnvM  MNOCTaBfEHHbIE BOMPOCHI  BbIXOOAT 3a nNpedensl
cneumnanbHbIX 3HaHWMIA 3KcnepTa, OObeKkTbl UCCNeaoBaHUn U MaTepuanbl HENPUrogHbl UK
HegoCTaTOuHbl ANS NPOBEAEHMS UCCMEOOBaAHUN M AayM 3aKn4vyeHUss NGO COBPEMEHHbLIN
YPOBEHb Pa3BUTUA HAYKN HE MO3BONSIET OTBETUTb HA NOCTABMEHHbIE BOMPOCH!;

2) He pasrnaiwatb CBEOEHUs, KOTOPbIE CTanu €My U3BECTHbI B CBSA3U C NPOBEOEHMEM
9KCNepTm3bl  NIEKApCTBEHHOr0  CPeAcTBa, a  TakkKe  CBedEHUsl,  cocTaBnstoLlimne
rocy4apCTBEHHYIO, KOMMEPYECKYIO UITU MHYIO OXPAHAEMYIO 3aKOHOM TauHy;

3) obecneunTb COXPaHHOCTb MNPEeACTaBMNEHHbIX OOBLEKTOB MCCegoBaHUM W
MaTepuanos.

6. OKcnepT He Bnpase:

1) npoBOAMTbL  3KCNEpPTM3y  JIEKAPCTBEHHOrO  cpeactBa NO  obpalleHuto
HenocpeacTBEHHO K HEMY OpraHmM3aumni nnmn pusanyecknx nu;

2) camocToATenbHO cobupaTb MaTepuanbl 4N NPOBEAEHMST  9KCNepTu3bl
nekapCTBEHHOro CpeacTBa;

3) NpoBOANTb AKCNEPTU3Y NIEKAPCTBEHHOIO CPeaCTBa B Ka4YeCTBE HEroCyaapCTBEHHOIO
akcnepTa.

7. B cnyyae HeobxogumMoCTM 3KCMEpT BMApaBe XogaTancTBoBaTb nNepes
pyKkoBOoOMTENEM 3KCMEPTHOrO Yy4YpexaeHUa O MNpUBIIEYEHUM K MPOBEAEHUI0 3KCNepTu3bl
rfekapCTBEHHOro cpeacTBa ApYrmx aKCnepToB.



8. Kaxgbln akcnepT, BXOOSLWMUW B COCTaB KOMUCCUM IKCNEPTOB, KOTOPOW MOPYHEHO
npoBefeHne 3KCnepTusbl JeKapCTBEHHOrO CpeacTBa, HE3aBUCUMO W CaMOCTOATENbHO
NPOBOAUT UCCReAoBaHUs, oOueHMBaeT pe3ynbTaTbl, MNOSIyYeHHble UM FUYHO U OPYrnMu
akcneptamu, n opMynupyeT BbIBOAbl OTHOCUTENBHO MOCTAaBMEHHbIX BOMPOCOB B npegenax
CBOMX crieunasbHbIX 3HaHUN.

9. PesynbTaTbl 3KCNepTU3bl fIeKapCTBEHHOrO cpeacTBa O0POPMMAITCA 3aKITiOYEHNEM
KOMMUCCUM  3KCMepToB. B 3aknoyeHMn KOMWUCCUM  IKCNEPTOB  yKa3blBalOTCA MNepeveHb
nccnegoBaHu, o6beM MPOBEOEHHbIX KaXKAbIM 3KCMEPTOM UCCNefoBaHWA, YCTaHOBMEHHbIE
KaxabiIM M3 HUX pakTbl WU cAenaHHble B pes3ynbTate WUccnegoBaHWM BbIBOAbl. JKCMepT,
MHEHMe KOTOpPOro He coBnafaeT C pelleHneM KOMUCCUM IKCMepTOB, BNpaBe BblpasuTb CBOE
MHEHMEe B MMCbMEHHON hopMe, KOTopoe NpUodLLaeTcs K 3aKnYeHUI0 KOMUCCUN SKCNEPTOB.

10. BKcnepThl, BXOASLWME B COCTaB KOMUCCUN, NpeaynpexaarnTcsa 06 0OTBETCTBEHHOCTU
B COOTBETCTBUM C 3akoHopaTtenscTtBoM Poccuickon ®epepauumn 3a Jady 3akroyeHus,
cogepxalliero HeobocHoOBaHHblEe UNK (hanbCUUUNPOBaHHbIE BbIBOAbI, O YeM OHW AatoT
NOAMNUCKY.

11. OnpegeneHne ypoBHSA NpodeccnoHanbHOM NOLrOTOBKM SKCMEPTOB M aTTecTaums
MX Ha nMpaBO MNPOBEOEHUS 3KCMepTU3bl JIeKapCTBEHHbIX CPeACTB OCYLeCTBNATCS
3KCMNepTHO-KBaNMMKauNOHHbIMN KOMUCCUSIMN B nopsiake, yCTaHOBEHHOM
COOTBETCTBYHLUMM YNOAHOMOYEHHbIM defepanbHbiM OpraHOM WCMOMHUTENbHOW BMAacTw.
YpoBeHb NpodeccroHanbHON NOArOTOBKM 3KCMEPTOB MOASNEXUT MNEepecMoTpy YKa3aHHbIMU
KOMUCCUSIMU HEe pexe YeM OOMH pa3 B NsATb JieT.

MHdopmaumsa 06 namMeHeHusx:

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

Cm. mekcm yacmu 8 rpedbidywet pedakyuu
12. lpaBuMna npoBeOeHUs 3KCNEepPTM3bl NEKAPCTBEHHbIX CPeaCcTB M OCOBEHHOCTU

9KCNEepPTM3bl OTAENbHbIX BUOOB NIEKApCTBEHHbLIX NpenapaToB (pedepeHTHbIX JIeKapCTBEHHbIX
npenapaTos, BOCMNPOU3BELEHHbIX NeKapCTBEHHbIX npenapaTos, Buronormyecknx
neKapCTBEHHbIX npenapaTtoB, 6uoaHanoroBbix (6b1MonogobHbIX) NekapcTBEHHbLIX MpenapaTos
(bnoananoros), roMeonaTtMyecknx  JNEKapCTBEHHbIX  MpenapaTtoB,  JIEKAPCTBEHHbIX
pacTUTeNbHbIX NpenapaToB, KOMOMHaUMI NekapCTBEHHbLIX NpenapaToB), POPMbl 3aKNOYEHWN
Komuccum 9KCNepToB yCTaHaBNMBaKTCA COOTBETCTBYHOLLUM YNOMHOMOYEHHbIM
denepanbHbIM OpraHOM UCNOSTHUTENbHOW BNACTW.

FTAPAHT:

CM. kKommeHTapum k ctatbe 16 HacTosiero ®egepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®eldeparibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-©3 cmambsi 17 Hacmosiwez2o
®eldeparnibHO20 3aKOHa U3/I0XeHa 6 Hoeou pedakyuu, ecmynarowed e cuny ¢ 1 urns
2015 e.

Cm. mekem cmamaeu 8 rnpedbidywed pedakyuu
Cratbsa 17. lNogaya n paccMoTpeHue 3adBneHus O rocygapCTBEHHOW perncrpaumm
NeKkapCcTBEHHOro npenapaTta A5 BETEPUHAPHOro NpUMeEHeHns
1. [Ons rocygapCTBEHHOW  perucTpauuuM  fiekapCTBEHHOro  npenaparta  Ans
BETEPUHAPHOrO MNpPUMeEHeHMs pa3paboTynmKk Takoro JeKapCTBEHHOro npenapata Wunu
YNOSIHOMOYEHHOE UM ApYroe opuamnyeckoe nuuo (ganee B HaCTOSALWEN cTaTbe - 3asBUTESb)
npeactaBndeT B YMNOSIHOMOYEHHbIN  (pedepanbHbli  OpraH  WCMOMHUTENbHOW  BRacTw,



OCYLLECTBNAOLWMIA FOCYAApPCTBEHHYKD PErncTpaumuio NeKapCTBEHHbIX MNpenapatoB Ans
BETEPUHAPHOIO MNPUMEHEHUS, B 3NEKTPOHHOW opmMe unn Ha OymaxHOM HocuTene
3asBNeHne O TrOCyOQapCTBEHHOW  perumctpaumMmM  NekapCcTBEHHOro  npenapata  And
BETEPUHAPHOIO MPUMEHEHUS], @ TakKkKe B MOpPsAKe, YCTAHOBMIEHHOM COOTBETCTBYHOLLNM
YNOSTHOMOY€EHHbIM cheaepasnibHbiM OpraHoOM UCNOSNTHUTENbHOW BNAcTW, B SNEKTPOHHON dhopme
unm Ha OymMaxHOM HocuTene Heobxoaumblie [OOKYMEHTbI, M3 KOTOpbIX hopmupyeTcs
perncTpaumnoHHoOe A0CbE Ha NEeKapCTBEHHbIN NpenapaT AN BeTePUHAPHOro NPUMEHEHMS.

2. B 3agBneHMn O rocygapCTBEHHOW perucTpaunmn fiekapCTBEHHOro npenapata gns
BETEPUHAPHOrO NPMMEHEHNS YKa3blBalOTCA:

1) HammeHOBaHME W agpec 3asBuTens, paspabotuMka ©n  NPOM3BOAUTENS
NEeKapCTBEHHOro npenapata [Ans  BeTEpMHApPHOro NPUMEHeHUs W agpec  MecTa
OCYLLECTBMNEHNA  MPOM3BOACTBA  JIEKAPCTBEHHOro npenapata Anss  BeTepMHapHOro
NPUMEHEHNsT (B Cryvyae Hanuumsa HEeCKONbKMX Y4aCTHMKOB Mpouecca npou3BoAcCTBa
Heob6XxoauUMO yKasaTb KaXagoro u3 HuX);

2) HaMMmeHOBaHME fEeKapCTBEHHOro npenapata And BETEPUHAPHOro MNpUMEHEHUS
(MexxgyHapoaHoe HenaTeHTOBaHHOE, UMW FPYNnNUPOBOYHOE, UM XMMWYECKOE U TOProBoe
HanMeHoBaHus);

3) nepevyeHb OENCTBYKOLWMX WU BCNOMOraTenbHbIX BELLECTB, BXOASALWMX B COCTaB
NeKapCTBEHHOro npenaparta Afs BETEPMHAPHOIO MPUMEHEHWs, C yKa3aHWeM KOonmyecTBa
KaXKaoro n3 HuXx;

4) nekapcTBeHHast ¢hopma, [03MpOBKa, CNocobbl BBEAEHWUSI U MPUMEHEHUS!, CPOK
rogHOCTW NeKapCTBEHHOIO NpenapaTta A9 BETEPUHAPHOIO NPUMEHEHNS;

5) dhapmakoTepaneBTMyeckas rpynna;

6) Heob6X0aMMOCTb NMPUMEHEHUS YCKOPEHHOM NMpoLeaypbl 3KCNEPTU3bl JIEKAPCTBEHHbIX
CPEACTB B LieNsiX rocyAapCTBEHHON pernctpawmm nekapcTBEHHOro npenapara;

7) KON JOKYMEHTOB, NOATBEPXAAOLWMX YNaTy rocy4apCTBEHHON NOLUSNNHbI:

a) 3a npoBedeHWe 3KCNepTu3bl KadyecTBa NEKapCTBEHHOro CpeactBa U 3KCnepTusbl
OTHOLUEHUSI OXMAAEMOM NOSib3bl K BO3MOXHOMY PUCKY MPUMEHEHUS JIeKapCTBEHHOIO
npenapaTa 4nsi BeTEPUHAPHOro NPUMEHEHUS NPY ero rocygapCTBEHHOW perncTpauuu;

0) 3a Bblgavy perncTpaumMoHHOro yaoCTOBEPEHMWS NIEKAPCTBEHHOMO nNpenapara;

MHdopmauumsa 06 nameHeHusx:

®edeparbHbiM 3akoHOM om 13 utonsg 2015 2. N 241-®3 6 nyHkm 8 yacmu 2 cmambu 17
Hacmosiweao PedepasibHO20 3aKOHa 8HECEHbI U3MEHEeHUS

Cm. mekcm riyHKma 8 rpeobiOyuwiel pedakuyuu

8) Hanuuue cornacus, NpenyCMOTPEHHOro 4YacTbid 7 HaCTOsIWEeW cTaTbu, €cnv C
MOMEHTa perucTpauum pegepeHTHOro feKapCTBEHHOroO npenaparta And BeTepuHapHOro
NPUMEHEHNS NPOLLSIO MEHEE YEM LLECTb NET.

3. PernctpaunoHHoe gocbe B LENnsX 3KCNepTu3bl JIEKapCTBEHHOro npenapara ans
BETEPUHAPHOIO NPUMEHEHUA POPMUPYETCA N3 CreayoLWnNX AOKYMEHTOB:

1) KONUS OOKYMEHTa Ha PYCCKOM £3blKe, BblJAaHHOrO KOMMNETEHTHbIM OpPraHoM CTpaHbl
npousBoguTena  Onsg Kaxxgom Npoun3BOACTBEHHOM nnowagku pPErmcTpmpyemMoro
NeKapCTBEHHOro npenapata Ans BeTEepUHApPHOro npuUMeEHeHus (B TOM 4ucne Ans
npounsBoauTensa dapmMaueBTU4YECKONn cybCcTaHumm), 3aBEPEHHOIO B YCTAHOBMIEHHOM MOPSAKE
N NoATBEPXKOAALWEro COOTBETCTBME MNPOM3BOAUTENS PETMCTPUPYEMOro feKapCTBEHHOro
npenapata [Ans BETEpPUMHApHOro MpPUMEHEeHUst TpeboBaHMsM NpaBuil  Hagnexawen
NPOM3BOACTBEHHOW MNPAaKTUKW, NNMOO KON FNUUEH3UM Ha MNPOU3BOACTBO JlEKApPCTBEHHbIX
CpeacTB AN BETEPUHAPHOIO NPMMEHEHUS ANs POCCUNCKMX NPON3BOAUTENEN;

FAPAHT:

[MyHKT 2 yactu 3 cTtatbk 17 HacTosiwero PegeparnbHOro 3akoHa BCTyrnaeT B cuny ¢ 1 aHBaps



2017 r.

2) KONUA 3aKkrlYeHNss O COOTBETCTBMM MPOWU3BOAUTENS JNEKapCTBEHHOro npenapara
ANS BETEPMHAPHOrOo MPUMEHEHUS TpebOoBaHWAM NpaBusil Hagnexawlem npou3BOACTBEHHOW
NPaKTUKKW, BblAAHHOIO YMOMHOMOYEHHbIM doefeparbHbIM OpPraHOM WCMOMHUTENbHON BNacTu
ANS KakOaow NpoM3BOACTBEHHOW MIOWaAKM pPermcTpupyemoro fiekapCTBEHHOro npenapaTta
ANS BETEpPUHAPHOro nNpuMMeHeHus (B TOM 4ucne And npoussBoauTens apmaueBTUYecKon
cybctaHumm), nmbo Konusa nUUEH3MM Ha NPOM3BOACTBO JlEeKApPCTBEHHbLIX CPeACcTB AN
BETEPMHAPHOIo NPUMEHEHNSA AN POCCUMCKUX NPOU3BOAUTENEN;

3) nMpoekT HOpMaTMBHONO [OKYMEHTa Ha JeKapCTBEHHbIM npenapat Ang
BETEPUHAPHOIO NPUMEHEHNS;

4) [OKYMEHT, coepxawmin crnegylwyo uHgopmauuio o  dapmaueBTUYeCcKon
cybcTaHumMm nnn dapmaueBTUYeckux cybCcTaHUMAX, BXOASLWMX B COCTaB fEeKapCTBEHHOro
npenapaTa 4nsi BeTEPUHAPHOIo NPUMEHEHUS:

a) HauMmeHoBaHMe (hapmMaLueBTUYECKON CybCcTaHUMK, ee CTPyKTypa, obLine CBOMCTBA;

0) HaMMeHoBaHWe 1 agpec NPoOU3BOANTENS;

B) TEXHOMorms mnpou3BOoACTBA C OMNWCaHWMEM CTaguri Npou3BOACTBA M METOAOB
KOHTPONs Ha BCeX CTaausax Npon3BOACTBA;

) MHOpMAaLMSA O NPUMECSIX;

A) cneumdurkauma Ha papmMaLeBTUYECKYHO CyOCTaHLUMIO;

€) onvMcaHne MeToauK KOHTPOIS KavyecTBa,;

X) pe3ynbTaTbl aHanu3a cepumn bapmaLeBTMyeckon cybctaHumm;

3) nepedvyeHb CTaHOapTHbIXx 06pasuoB WM BeWecTB, WUCMNONb3yeMbIX Mpu
OCYLLIECTBMNEHNN KOHTPOSA Ka4yecTBa;

M) ONUCaHMe XapakTepPUCTUK M CBOWCTB YMAKOBOYHbIX MaTepuarnioB M YKYMOPOYHbIX
CpencTB;

K) AaHHblE O CTabUNbHOCTK;

1) CPOK roQHOCTU, YCITOBUSA XPaHEHUS;

5) oTyeT 0 pesynbTaTax AOKMMHUYECKOro MCCredoBaHUSA NeKapCTBEHHOro cpeacTBa
AN1S1 BETEPUHAPHOIO NPUMEHEHNS;

6) oTyeT 0 pesynbTaTax KIMHUYECKOrO UCCNeoBaHWUs NekapCTBEHHOro npenapara ang
BETEPUHAPHOTO MNPUMEHEHNSA Y KaXAOr0 BMAA >KUBOTHBIX, YKa3aHHbIX B WHCTPYKUMM MO
BETEPUHAPHOMY NMPUMEHEHMWIO;

7) NPOEKT MHCTPYKUMM NO BETEPMHAPHOMY NPUMEHEHUIO NEKAapPCTBEHHOro npenapara,
cofepxallen cnegyoLime cBeaeHus:

a) HaMMeHOBaHME feKapCTBEHHOro npenapata ANnd BETEPUMHAPHOro MNpUMEHEHUS
(MexgyHapo4HOe HenaTeHTOBaHHOe, UNv rpynnMpoOBOYHOE, UIM XMMWUYEcKoe U ToproBoe
HanMeHOBaHus);

0) nekapcTBeHHasa popMa C yKasaHMEM HaMMEHOBaHWUM U KONMYECTBEHHOro cocTaBa
AENCTBYHOLLNX BELLECTB M KAYECTBEHHOIO COCTaBa BCMOMOraTesnbHbIX BELLECTB;

B) ONWCaHWe BHELLIHero BwuAa JleKapCTBEHHOro rnpenapaTta Ans BeTepuHapHOro
NPUMEHEHNS;

r) dpapmakoTepaneBTUYeCckas rpynna fiekapCcTBEHHOro npenapara ans BeTepuHapHoOro
NPUMEHEHNS NNK YKa3aHue "romeonaTuyeckui nekapcTBeHHbIN npenapart”;

n) hapmakogMHamuka W apMakOKMHETMKA (3a WUCKAYEHMEM ()apMaKOKUHETUKN
roMeonaTMyeckmx JeKapCTBEHHbIX MpenapaTtoB W pPacCTUTENbHbIX  JIEKAPCTBEHHbIX
npenapaToB) UK onMcaHue MMMyHOBMONOrMYeckux CBOMNCTB fIeKapCTBEHHOrO npenaparTa;

€) NoKa3aHna Ans NpUMeHeHNs;

X) NpOTUBONOKa3aHWs AN NpUMMeHeHUs;

3) Mepbl NPeAOCTOPOXHOCTU NPU MPUMEHEHWUN;

N) ykasaHne BO3MOXHOCTN N OCOBEHHOCTEN MPUMEHEHUS Y BEpEMEHHbIX XXUBOTHBbIX, Y



XXMBOTHbIX B NEPMOA NakTaumm, y NOTOMCTBA XUBOTHbIX;

K) pexxumMm 0O3MpoBaHus, cnocob BBeAEHUS U MPUMEHEHUS, NPU HEOBXOOMMOCTM BpEMS
npvema nekapCTBEHHOro npenapaTa Ansi BETEPMHAPHOro NPUMEHEHNS, NPOLAOMKNTENBHOCTb
neyeHus;

n) BO3MOXHble MOOOYHbIE OENCTBUSA, HeXenaTernbHble peakuMm npyu NpUMEHEHUU
NeKkapcTBEHHOro npenapaTa Ans BeTEPUHAPHOro NPUMEHEHUS;

M) CUMNTOMbI NEPESO3NPOBKM, MEPLI MO OKa3aHMKO NOMOLLM NP NEPEeA03NPOBKE;

H) B3anmMogencTBme ¢ ApYrMmMu nekapCcTBEHHbIMU NpenapataMmu 1 (Unu) Kopmamu;

0) cbopmbl BbiNycka NiekapCTBEHHOrO Npenapara a1 BETEPMHAPHOIO NPUMEHEHNS;

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

p) onncaHue (npyM Heob6xoANMMOCTN) OENCTBUN BETEPUHAPHOrO Bpayva (BETEPMHAPHOIO
denbawepa), MHOro cneuuwanucrta B obnactun BeTepuHapuu, Bnagenbua XUBOTHOMO Mnpu
nponycke npuvemMa OAHOM WM HECKONbKUX 003 NeKapCTBEHHOro npenaparta [Ans
BETEPUHAPHOIO NPUMEHEHNS;

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

T) YCNOBUS XPaHEHUS;

y) YyKkasaHume Ha HeobXoOUMOCTb XpaHeHUsi JfeKapCTBEHHOro npenapata Aang
BETEPUHAPHOrO NPUMEHEHNSI B MECTax, HEQOCTYMHbIX AN AeTen;

@) ykasaHue (npu HeobxoAUMOCTM) chneuunanbHbIX Mep NPedoCTOPOXHOCTM MNpwu
YHUUYTOXEHUN  HEUCNOMb30BaHHbIX JIeKapCTBEHHbIX MpenapaTtoB ANS BeTEpPUMHAPHOro
NPUMEHEHNS;

X) CPOKW BO3MOXHOMO MCMOMb30BaHNS NPOOYKLMM XXMBOTHOIO NPOUCXOXOEHUSA nocne
BBEAEHUS XXMBOTHOMY fIEKAPCTBEHHOrO NpenapaTa Ansi BeTEPUHAPHOIo NPUMEHEHUS;

L) yCnoBus oTnycka;

4) HaMMeEHOBaHMA W agpeca MpPOM3BOACTBEHHbIX NIOWAAOK NPOU3BOAUTENS
nekapcTBEHHOro npenapaTa Ans BeTePUHAPHOro NPUMEHEHUS;

W) HauMeHoBaHWe, agpec opraHu3auuu, YMNorIHOMOYEHHOW AepXXaTenem wnm
BnagenbLuemM perucTpaumMoHHOro yAOCTOBEPEHUS NEKapCTBEHHOro npenapata Ha MNpuHATUE
NpeTeH3un ot notTpedbutens;

8) nNpoekTbl MakeToB MEPBUYHOM YMaKOBKM WU BTOPUYHOW YMaKOBKW JEKapCTBEHHOro
npenapaTa Ansi BeTEPUHAPHOIo NPUMEHEHUS;

9) cnegywwme cBedeHWs O JeKapCTBEHHOM MpenapaTe Ana BeTepuHapHOro
NPUMEHEHNS:

a) onucaHmne 1 cocTas NekapCTBEHHOro npenapara Ang BeTepUHapHOro NpMMeHeHus;

6) onncaHune hapmaueBTUYECKON pa3paboTKu;

B) onncaHue npowecca NPonu3BOACTBA N €ro KOHTPONS;

) OnucaHwe KOHTPONS KPUTUYECKUX CTagun npou3BOACTBA U MPOMEXYTOYHOM
NpOAYKUNN;

MHdopmauumsa 06 nameHeHusx:
®edeparibHbiM 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 unu - Bnagenbua
PErMCTPaLMOHHOIO  YAOCTOBEPEHMS  NEKApCTBEHHOrO npenaparta, MNpOU3BOLACTBEHHbIX
nnowagoK NPOM3BOANTENS NEKAPCTBEHHOMO nNpenapaTa Ans BeTEPUHAPHOIo NPUMEHEHUS;
e) hapmaueBTn4eckas COBMeCTUMOCTb;
X) MUKPOOMONOrMyeckme XxapakTepUCTUKM;



3) MatepuanbHbIi GanaHc 4na Npon3BoACTBa CepUM rOTOBOrO NPOAYKTa;

N) ONUCaAHME XapPaKTEPUCTUK M CBOWCTB YMAKOBOYHbLIX MaTepuarioB U YKYMOPOYHbIX
CpeacrTs;

K) AOKyMEHTanbHoe noaTBepXxaeHune (Banuaauns) npoLeccoB n (M) NX OLEHKA;

n) TpeboBaHusA K Ka4eCTBY BCMOMOraTesnbHbIX BewecTB (cepTudukaTt, cneyndukaums
Ha BCNoMoraTesibHble BELLECTBA U X 0BOCHOBAHME);

M) aHanUTU4ecKne MeToaukun, UCNofb3yemble NPU OCYLLECTBIEHUN KOHTPOMSA KavyecTBa
BCMOMOraTesibHbIX BELECTB;

H) [OOKyMeHTanbHoe noATBepXaeHwe (Banuaauus) aHanuTUYeCKMX MeTOAVK,
MCNonb3yeMbiX NPU OCYLLIECTBIIEHUN KOHTPONS Ka4ecTBa BCMOMOraTefibHbIX BELLECTB;

0) uHopmaums o6 MCNoMb30BaHMM BCNOMOraTesflbHbIX BELLECTB 4YesioBEYEeCKOro wu
XXNUBOTHOIO NPOUCXOXAEHUS;

n) nHcpopmaumsi 06 NCnonb30BaHMM HOBbIX BCMOMOraTesbHbIX BELLECTB;

p) TpeboBaHMA K KayecTBy JeKapCTBEHHOro npenapata Ans BeTepuHapHOro
npuMeHeHus (cepTudukat, cneumpmrkauna Ha neKkapcTBEHHbIN npenapat n nx o06ocHoBaHue);

C) aHanMTM4YecKne METOONKUN, NCNOSTb3YEMbIE MPU OCYLLECTBIEHNN KOHTPOMA KadecTBa
nekapCTBEHHOro npenapara ans BeTepuHapHOro NpUMeHeHus;

T) [OOKyMeHTanbHOoe noATBeEPXAeHWe (Banuaauusl) aHanuTUYeckux MeToauKk,
MCNonb3yeMblX MPU OCYLLECTBIEHUM KOHTPOMSA KayecTBa feKapCTBEHHOro npenapara Aans
BETEPUHAPHOIO NPUMEHEHNS;

y) [AOKYMEHT, MoATBEPXAAKLWNMN KavyeCTBO JeKapCTBEHHOro npenapata Tpex
NPOMBbILLUSIEHHbIX CEPUIA (MPOTOKOM aHanuMs3a unu ceptTudukaT aHanmsa), ogHa cepusi KOToOporo
JOMMKHa coBnagaTtb C cepuen obpasua nekapCTBEHHOro npenapaTta, MNo4aHHOro Ha
perncTpaumio;

) xapakTepucTuka npumecen;

X) nepeyeHb CTaHO4apTHbIX 06pa3uoB, UCMONb3yEMbIX MPU OCYLLECTBNEHUM KOHTPOSS
KadecTBa NlekapCTBEHHOIO npenapaTa Af1si BETEPUHAPHOIO NPUMEHEHUS;

L) Q[OaHHble O CTabunbHOCTU NEKapCTBEHHOro npenapata A BeTepuHapHOro
NPUMEHEHNS;

10) Konus QOKYMEeHTa, coAepkalwero MHoOpMauuio O Hanuyuun mnm o6 oTCyTCTBUM
¢akToB perucrtpaumm IekapCTBEHHOro npenapaTta ANl BeTEePUHApPHOro nNpUMEHEeHnsa 3a
npeaenamu Poccurickon ®egepaumm;

MHdopmauumsa 06 nameHeHusx:
®edeparbHbiM 3akoHom om 13 urons 2015 e. N 241-@3 e nyHkm 11 yacmu 3 cmambu 17
Hacmosuwezo ®edeparibHO20 3aKOHa 8HECEHbI USMEHEHUS

Cm. mekcm riyHKma 8 rpeobiOyuwiel pedakuyuu

11) cornacue B NnUCbMEHHON hopme, NPeaYCMOTPEHHOE YacTbio 7 HACTOALWEN CTaTby,
B Criydae permcrpaumm BoCcnpomsBedeHHOro fiekapcTBEHHOro npenapara;

12) Konus JOKyMEHTa Ha PYyCCKOM A3blke, 3aBEPEHHOr0 B YCTAHOBIIEHHOM MOpPSAKE U
noaTBepXA4alwLwero  NpaBOMOYHOCTb  3asiBfiEHUsT O  FOCYAapCTBEHHOW  permcrpauuu
NeKkapCTBEHHOro npenapaTa Ans BeTEPUHAPHOro NPUMEHEeHUs (4OBEPEHHOCTD).

4. MNpun npoBeaeHNN YCKOPEHHOW Npoueaypbl 3KCNepTU3bl NekapCTBEHHOro npenapara
ANS BETepuMHapHOro MNPUMEHEeHUs B Lendx ero rocyaapCTBEHHOM perucrtpaumm MoxeT
npencTaBnaATbCa MHGOPMaLMs, NONyYeHHas NpyU NPoBeLEHUU KITMHUMYECKUMX MUCCrefoBaHUn
NeKapCcTBEHHOro npenapata W onybnukoBaHHaa B  CNeUManuanpoBaHHbIX MeYaTHbIX
N3gaHusXx, a Takke  [OOKYMEHTHI, cogepxawme  pesynbTaTbl nccrnegoBaHns
OMO3KBMBANEHTHOCTN NeKapCTBEHHOIO Npenapara Ans BeTEPUHAPHOro NPUMEHEHNS.

5. Ha oaKkcneptusy pasfnMyHbIX FfeKapCTBEHHbIX OPM OOHOrO U  TOr0  Xe
NeKapCTBEHHOro npenaparta And BeTepUMHapHOro NPUMEHEHUs 3adBuTenb npeacraBnseT



OTAENbHbIE 3a8BNEHNA U PerMcTpaunoHHbIE AOChEe Ha KaXKayr fekapCTBeHHY copmy. [Mpu
YCNoBUM OOHOBPEMEHHOM MNOL4ayM Ha 3KCNepTu3y OAHOM JeKkapCTBEHHOW OpMbl C
pasfiMyHbIMM  OO3MPOBKOMW, KOHUEHTpaumen, obbemMoM 3asiBuTenb npencraBnseT OOHO
3asABMNeHne U perncTpaumoHHOe [OCbe C MNPUIIOKEHMEM MAaKETOB YMAKOBOK Ha Kaxayto
A03UPOBKY, KaXOYH KOHLEHTpaUMIO, Kaxablin 06beM 1 Kaxgoe Konm4ecTso 403 B YNaKOBKe.

6. 3agBuTenb BApaBe nNpeacTaBuUTb MO COOCTBEHHOW WHULMATUMBE BMECTE C
3asBfieHMeM O roCyfJapCTBEHHOW  perncrpaumMm JiekapCTBEHHOro npenapata gng
BETEPUHAPHOrO MNPUMEHEHMS [OOKYMEHTbl, noATBepXpatowue ynnaTty rocyaapCTBEHHON
MOWSMHBI W YyKasaHHble B TMNyHKTe 7 4actu 2 HacTtosiwen ctatbn. B cnyvyae wux
HenpeacTaBneHus COOTBETCTBYHOLLNIN YNOSTHOMOYEHHbIN denepanbHbIN opraH
MCNOMHUTENBHON BriacTu npoBepsieT dhakT ynnaTbl 3asBUTENIeM rocygapCTBEHHON MOLUSIMHbI
NoCpeacTBOM WUCMNOMb30BaHUA UMHGoOpMaumm o6 ynnate rocygapCTBEHHOW MOLUMVHGI,
cogepxawienca B [ocyaapCTBEHHOM WHAOPMAUWMOHHOM CUCTEME O [OCYAAapPCTBEHHbLIX W
MyHMUMNAnNbHbIX NnaTexax, Ha OCHOBaHUWN NpeACTaBNEHHbIX 3agBUTENEM KOMUIN LOKYMEHTOB,
noaTeepXaaroLmnx ynnaTy rocygapCcTBEHHOM MOLUSNHBI.

7. He ponyckaeTca wuCNonb3oBaHWME B KOMMEPYECKUX uendax WHdopmaumm o
pesynbTatax [OOKIIMHUYECKUX WCCNedoBaHNA NeKapCTBEHHbIX CPeaCTB W KIMHUYECKNX
nccnegoBaHWM  NEKapCTBEHHbIX — MpenapaTtoB AN BETEPUHApPHOro  MPUMEHEHMS,
npeacTaBreHHON  3asiBUTeneM A5 rOCyAapCTBEHHOM  pernctpaumm  fekapCTBEHHbIX
npenapaToBs, 6e3 ero cornacus B Te4eHne LWecTu NeT ¢ AaTbl rocyJapCTBEHHOW perncrpawmm
pedepeHTHOro nNekapcTBEHHOro npenapata B Poccurickon degepaumn.

FTAPAHT:

CM. KoMMeHTapun K ctaTbe 17 HacTosero PegepanbHoro 3akoHa

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHOM om 22 Oekabps 2014 e. N 429-©3 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 MeauuUUHCKOro NpUuMeHeHUs

MHdopmaumsa 06 nameHeHusx:

@eldeparibHbIM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 yacmb 1 cmambu 18
Hacmosiweeo ®@edeparibHO20 3aKoHa U3foxeHa 8 Hosou pedaKyuu, scmynarouel 8 curly ¢
1 urons 2015 a.

Cm. mekem dacmu 8 rpedbidywel pedakyuu

1. [Ana rocygapCTBEHHOW perucTpaumm nekapcTBeHHOro npenapara gnst MeguumnHCKoro
NPUMEHEHNS  lOpyaMYeckoe nuuo, [Aencteyloulee B COBCTBEHHbIX MHTEpecax Wunu
YNOSIHOMOYEHHOE MpPeACcTaBnsaATb WHTepechbl APYroro puaMYecKoro nuvua m 3asensgollee
NeKapCTBEHHbIV NpenapaTt Ha rocygapCTBEHHYIO perncTpaunto (ganee B HaCTosLLEN CcTaTbe -
3asBuTenb), nNpeacTaBnseT B YMNOSIHOMOYEHHbI defepanbHbli OpraH MCNOSTHUTENBHOM
BMacTW, OCYLLECTBNAIOLLMIA FOCYAapCTBEHHYIO PErMCTPaLMIO NIeKapCTBEHHbIX NpenapaTos AN
MEANLNHCKOrO NPUMEHEHUS, B SNEKTPOHHOM hopMe N Ha ByMaXkHOM HocuTerne 3asiBfeHne o
rocydapCTBEHHOW  perucTpaumMmM  NekapcTBEeHHOro  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 opmMupyeTcss pernctpaumMoHHOe [JoCbe Ha
neKkapCTBEHHbIV NpenapaT AN MeAULUHCKOTO NPUMEHEHNS.

MHdopmaums 06 usmeHeHusix:
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2. B 3agBneHMn O rocygapCTBEHHOW perucTpauumn fiekapCTBEHHOro npenapaTta gns
MEeANLNHCKOro NpYMEHEeHUs YKa3blBatoTCA:

1) HaMmeHoBaHWe 1 agpec 3asBUTENS U NPOU3BOAUTENS NEKApPCTBEHHOrO npenapaTta
AN MegUUMHCKOro NPUMEHEHWS M agpec MecTa OCYLEeCTBfEeHUS ero npou3BoncTBa (B
CNnyyae HanuMyusi HEeCKOSIbKMX YYaCTHMKOB Mpouecca Npom3BoACTBa HEOOXooMMO yKasaTb
KaXK[oro y4acTHMKa B COOTBETCTBUM C OCYLLIECTBIIEMOWN CTagnen Npon3BoLCTBa);

2) HauMeHOBaHME IeKapCTBEHHOrO npenapata Ans MeOUUMHCKOro MNpPUMEHEHUs
(MexxgyHapoaHoe HenaTeHTOBaHHOE, WU FPynnUpPOBOYHOE, UMW XMMWYECKOEe U TOprosoe
HanMeHOBaHs);

3) nepevyeHb [OENCTBYIOLWMX W BCNOMOraTesnbHbIX BeLecTB, BXOAALWMX B COCTaB
NleKapCTBEHHOro npenaparta Aang MeOULUMHCKOTO MPUMEHEHUs, C YKasaHWeM KOonmndecTBa
KaXkaoro u3 HuXx;

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

5) dapmakoTepaneBTudeckaa rpynna, Ko aHaToMO-TepaneBTUYECKO-XMMUYECKON
Knaccupukaumn,  pekomeHgoBaHHOM — BcemupHoM  opraHmMsaumen  3OpaBOOXpPaHEHus,
3aABMsiEMble MOKa3aHUA ANS NPUMMEHEHUs1 NIEKapCTBEHHOro npenapara ang MeguuMHCKOro
NPUMEHEHNS;

6) oTcyTCcTBME HEOOXOAMMOCTN NPEOOCTABNEHNS OTYETA O pedyrbTaTtax KINMHNUYECKOro
nccrnegoBaHns,  uUccnegoBaHust  OMOSKBMBANEHTHOCTU  FIEKAPCTBEHHOro  npenapara,
paspeLleHHOro ans MeguumMHCKoro npumeHeHns B Poccurickon ®epepaunmn 6onee apaguatu
neT, C yKa3aHMEM HOPMATMBHbIX MNPAaBOBbIX akTOB, MOATBEPXOAKLWMX [OaHHbIN CPOK
NPUMEHEHWS;

7) HeobxoaMMOCTb ObopMIIeHNS pas3pelleHnss Ha BBO3 B Poccuickyto denepaumnto
KOHKPETHOW NapTuM 3aperncTpuMpoBaHHbIX U (MNM) HE3APErMCTPUPOBAHHLIX NEKAPCTBEHHbIX
CcpeacTB, NpeAHa3Ha4vYeHHbIX ANsl NPOBEAEHNSA KCNEPTM3bl NEKapCTBEHHbIX CPEACTB B Lensax
rocygapCTBEHHOW perncrpauuu;

8) HeobxoAMMOCTb NPOBEOEHUS IKCMEepPTU3bl [OKYMEHTOB, MpeAcTaBrieHHbIX Ans
onpeaeneHns BO3MOXHOCTU pacCMaTpuBaTh NIEKAPCTBEHHbIN npenapaT aAns MeauLMHCKOro
NPUMEHEHNS MPU OCYLLECTBIIEHUN TOCYOapCTBEHHOW perncrpaumm B KadectBe opdraHHOro
fleKapCTBEHHOro npenapara;

9) Heob6XO0aUMOCTb NPUMEHEHNS YCKOPEHHOM NMpoLueaypbl 3KCNepTU3bl JIEKAPCTBEHHbIX
CpeacTB B LIENsAX rocya4apCTBEHHOW perncTpaumm nekapcTBEHHOro npenapara;

10) Konuwn OKYMEHTOB, NOATBEPXKAAKLWMX yrnaTy rocyaapCTBEHHOW MOLUSIMHbI:

a) 3a npoBedeHMe JSKCNepTu3bl OOKYMEHTOB, MPEACTaBIEHHbIX ANSA onpeneneHus
BO3MOXXHOCTM paccMaTpuBaTb fEKapCTBEHHbINM npenapaTt Ans MeauuMHCKOro NpUMeHeHus
NpW OCYLLECTBIEHNN rOCY4apCTBEHHON perncTpaumm B Ka4ectse opdaHHOro nekapcTBEHHOIo
npenapara,;

0) 3a npoBefeHME IKCMEPTM3bl KAayecTBa NEKAPCTBEHHOrO CpPeAcTBa M 3KCNepTU3bl
OTHOLWUEHUS OXMAAeMOM MosSib3bl K BO3MOXHOMY PUCKY MPUMEHEHUS JlIeKapCTBEHHOIo
npenapara, paspelleHHOro Ans MeauuMHCKOro npumeHeHuss B Poccuinckon depepauumm
Oonee gBaguaTu neT, NPU OCYLECTBEHUN rOCyAapCTBEHHOW perncTpaunm fiekapcTtBeHHOro
npenaparTa;

B) 3a npoBedeHMe 3KCMepTU3bl KayecTBa feKapCTBEHHOro cpeacTBa M aKCnepTusbl
OTHOLUEHMSI OXMOAEMOM MNOSb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI JIEKAapCTBEHHOIO
npenapaTa 4ng MeanLUHCKOro NpMMEeHeHus Npu ero rocyaapCcTBEHHOW perncTpaumm;



r) 3a npoBefeHMe 3KCMepTU3bl KayecTBa JIeKapCTBEHHOro0 CpeAacTBa M 9KCNepTU3bl
OTHOLLUEHMS OXMOaemMon MOofb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS FNeKapCTBEHHOro
npenapata Anga MeauuUMHCKOrO MNpPUMEHEHUs, B  OTHOLIEHUW KOTOPOro npoBefeHbl
MeXAyHapoAHble MHOTOUEHTPOBbIE  KIIMHUYECKME WUCCReAoBaHus, 4YacTb W3 KOTOPbIX
npoBedeHa B Poccuinckon degepaumm, Npyn oCyLeCcTBEHUN rocygapCTBEHHOW permcrpauum
neKkapCTBEHHOro npenaparTa;

11) Hanunume cornacusa Npou3BOaUTENS feKapCTBEHHOro npenaparta, Npou3BOACTBO
KOTOpPOro ocyuwiecTtsnsetrcsa 3a npegenamm Poccunckon ®depepaunn, Ha npoBefeHue
MHCMNEKTUPOBaHUSA NPOU3BOAUTENS Ha COOTBETCTBME TpeboBaHUAM MpaBus Hagnexawen
NPOM3BOACTBEHHOW NMPAKTUKW;

12) Hann4yme cornacus, NnpegyCMOTPEHHOro YacThio 18 HacTosWwen cTaTbuy;

13) ykasaHve BuAa NekapCTBEHHOro npenapaTa, NpeacTaBNeHHOro Ha perucrpaumio
(pethepeHTHbIN NeKkapCTBEHHbLIN NpenapaT, BOCNPOU3BEOEHHbLIN JNIeKapCTBEHHbIM Npenapar,
Ovonornyeckui nekapcTBeHHbIM npenapar, buoaHanoroBbin (61MonogobHbIN) NeKapCTBEHHbIN
npenapat (bwoaHanor), roMeonaTU4yecKUin JeKapCTBEHHbIN npenapaT, JeKapCTBEHHbIN
pacTuTenbHbIM Npenapar).

MHdopmaums 06 usmeHeHusix:

®edeparibHbiM 3akoHoM om 22 0ekabps 2014 2. N 429-©3 yacmb 3 cmambu 18
Hacmosiueao ®edeparibHO20 3aKOHa U3/I0XKeHa 8 HogolU pedaKkyuu, ecmynaru,el 8 cusy ¢
1 aHeaps 2016 a.
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3. PerncrtpaumMoHHoe [oCbe Ha neKkapcTBEHHbIM npenapaT Ana  MeauuMHCKOro
NPUMEHEHNs NpegocTaBnsieTcsi B popme obLEero TEXHNYECKOro 4OKYMEHTA.

MHdopmaums 06 usmeHeHusx:
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4. Pasgen JoKyMeHTauum agMUMHUCTPaTUBHOIO XapakTepa BKItoyaeT B cebs:

1) 3asiBneHWe O rocygapCTBEHHOW perucTpauum nekapcTBEHHOro npenapaTta Ans
MeOMLMHCKOro NPUMEHEHUS B 3NEKTPOHHOM hopMe U Ha ByMaXKHOM HOCUTene;

2) KON OOKYMEHTa Ha PYyCCKOM $3blKe, 3aBEPEHHOro B YCTAHOBJIEHHOM Mopsaake w
NOATBEPXAALEro NpaBoMOYHOCTL 3asdABUTENsS MoAaBaTb 3asBreHMe O rocyAapCTBEHHOM
pernctpaumnmn iekapCTBeHHOro npenapaTta Ang MeanunuHCKOro npuMeHeHus (0OBEepPEeHHOCTb);

3) KOMUIO JNULEH3UM Ha MPOM3BOACTBO JIEKAPCTBEHHbLIX CPeacTB MWW KOMUKo
3aKNOYEHNsT O COOTBETCTBMM NPOM3BOAMTENS NEKAPCTBEHHbIX CpeacTB TpeboBaHMsaM npasusi
Hagnexawien npouM3BOACTBEHHOW MPaKTUKW, BblAAHHbIE YNOSTHOMOYEHHbIM deaepanbHbIM
OpraHoOM WCMOJSTHUTENbHOW BMacTu, B Cnyyae, ecnu npou3BOACTBO JIeKAapCTBEHHOIO
npenapaTta ocyulectensieTca B Poccunckon ®enepaunu;

4) KOnuio BblAAHHOW YNOJSTHOMOYEHHBLIM OPraHOM CTpaHbl MPON3BOAUTENS JIULIEH3UN Ha
NPOM3BOACTBO NIEKapCTBEHHOro npenapaTa U ee nepesoj Ha PYCCKUN A3blK, 3aBEPEHHbIE B
YCTaHOBMEHHOM TMOpPsAdKe, W KOMUKO  3akNiYeHUs O COOTBETCTBUM NPOU3BOAUTENS
NeKapCTBEHHbIX CpeacTB TpeboBaHUAM npasusi Hagnexawen Npon3BoACTBEHHOW NPaKTUKK,
BblAHHOMO YMNOSIHOMOYEHHbIM (beaepanbHbIM OpraHoOM UCMOSTHUTENBHOW BracTu, B crnydyae,
ecnn npou3BOACTBO JIEeKapCTBEHHOrO MpenapaTta OcylwecTBnseTca 3a npegenamu
Poccuinckon ®epgepaunu;

5) NPOEKT WMHCTPYKUUX NO MeOULMHCKOMY NPUMEHEHUI0 NekapCTBEHHOro npenapara,
cofepxallen cnenyolme CBeAeHs:

a) HaMMeHOBaHWe fnekapCTBEHHOro npenapaTta (MexayHapogHoe HenaTeHTOBaHHOE,



NN rPYNNMPOBOYHOE, NN XMMUYECKOE U TOProBOE HAaMMEHOBaHNS);

0) nekapcTBeHHasa popMa C yKa3aHMEM HaAMMEHOBaHWUM U KONMYECTBEHHOro cocTaBa
OENCTBYIOLUMX BELLECTB W KayeCTBEHHOro cocTaBa BCMNoMoraTesibHbIX BellectB (npu
Heo6X04MMOCTIN KONMYECTBEHHOMO COCTaBa BCNOMOraTeNlbHbIX BELLECTB);

B) OMucaHWe BHELWHEro Buaa JEeKapCTBEHHOro npenapata Ans MeguuMHCKOro
NPUMEHEHNS;

r) usmko-xmmmyeckme cBoWCTBa (ANs pagnodapMaueBTUYECKNX feKapCTBEeHHbIX
npenapaToB);

A) dapmakoTepaneBTMYecKasi rpynna, Ko JieKapCTBEHHOro npenapata Angd
MEeOMLMHCKOrO MNPUMEHEHNS MO aHaTOMO-TepaneBTUYECKO-XMMUYECKOW Knaccudumkaumu,
pekomeHOoBaHHOW  BcemupHOW  opraHuMsauuen  34paBOOXpPaHEHWsi, WM - ykasaHue
"romeonaTtn4eckuim nekapcTBeHHbIN npenapar”;

e) capmakogMHammka u apMakoKMHETMKa (3a WCKNYEHNEM apMaKOKMHETUKN
roMeonaTtMyeckmx NeKapCTBEHHbIX MpenapaTtoB W pacTUTENbHbIX  NIEKAPCTBEHHbIX
npenapaTos);

) nokasaHus AN NpMMeEHeHus;

3) NPOTMBOMNOKa3aHUs A5 NPUMEHEHUS;

n) Mepbl NPEeSOCTOPOXHOCTU NPU NPUMEHEHWM;

K) yka3aHue BO3MOXHOCTM U OCOBEHHOCTEN NMPUMEHEHWUS NeKkapCTBEHHOro npenapaTa
ANs  MeAUUMHCKOTO MNPUMEHEHNS 6GepeMEeHHbIMU XKEHLLMHaMW, >KeHLWMHaMn B nepuog
rPy4HOro BCKapMIiMBaHuS, A4eTbMU, B3POCIbIMU, UMEIOLLMMU XPOHMYECKMe 3aboneBaHuns;

n) pexum AO03UpoBaHUSA, Cnocobbl BBEAEHUS U MPUMEHEHUSA, NpPU HEOoBXOOUMOCTU
BpEMSs MpuMemMa JNneKapCTBEHHOro npenapata Ans  MeAUMUMHCKOrO  MPUMEHEHMS,
NPOAOIMKUTENBHOCTD NIeYeHUs, B TOM YMcne y AeTen 4o U nNocne ogHoro roaa;

M) BO3MOXHble HeXenaTefbHble peakuMm npu  NPUMEHEHUN NEKAapCTBEHHOMO
npenapaTa 4ns MeAULUHCKOIO NPUMEHEHNS;

H) CUMNTOMbI NepPeao3VPOBKM, MEPbI MO OKa3aHW0 MOMOLUM NpU Nepeao3npPOBKE;

0) B3aMMoOOencTeue C APYrMMWU NeKkapCTBEHHbIMW npenapataMmn u (unu) nuwieBbiMu
NpoAyKTamu;

N) dbopMbl BbiNyCKa fekapCTBEHHOro nNpenapara;

p) ykasaHue (Mpu Heob6XoAMMOCTM) OCOBEeHHOCTeW [OeNCTBUS NEeKapCTBEHHOro
npenapaTa Ans MeauuUHCKOro NpUMEHeHUs Npu NepBOM NpuemMe Unun Npu ero OTMeHE;

C) onucaHue (npu HeobxoaAMMOCTW) AeNcTBUiA Bpada (cdenbawepa) v (Mnun) naumeHTa
npyu nponycke npueMa OOHOW WM HECKONbKMX [O03 JleKapCTBEHHOro npenaparta Ans
MeLMLMHCKOro NPUMEHEHUS;

T) BO3MOXHOE BIIMSIHWE NeKapCTBEHHOro rnpenapara ans MeauumHCKOro npuMmeHeHns
Ha CNOCOBHOCTbL YyNPaBnATb TPAHCMNOPTHBIMU CPeaCTBaMU, MEXaHU3MaMW;

Y) CPOK roOHOCTM 1 yKa3aHne Ha 3anpeTt NpuMeHeHns nekapcTBEeHHOro npenapaTa ang
MeLMLMHCKOro NPUMEHEHUS MO NCTEYEHMM CPOKA MOAHOCTU;

@) ycnoBusi XxpaHeHus;

X) yKasaHMe Ha HeobXxoAMMOCTb XpaHeHUs fekapCTBEHHOro npenapaTta Ans
MeaMLMHCKOro NpUMEHeHns B MecTax, HeJOCTYMNHbIX ANa AeTen;

L) YykasaHue (npu HeobxoouMMOCTW) chneumanbHbIX Mep NpPeaoCTOPOXHOCTM Npu
YHUYTOXEHUN  HEUCMOMb30BaHHbIX  NIEKapCTBEHHbLIX MpenapaToB Ans  MeOUUUHCKOro
NPUMEHEHNS;

4) yCnoBusa OTMNycKa;

W) HaMMEHOBaHUA W agpeca NPOU3BOACTBEHHbLIX NMOWAAOK MPOM3BOAUTENS
nekapcTBEeHHOro npenaparTa;

W) HavMeHOBaHWe, agpec opraHu3auun, YrnorHOMOYEHHOW AepXaTtenem wnu
BnagenbuemM perucTpaumMoHHOro  yOOCTOBEPEHUS  NIeKapCTBEHHOro npenapata  Ans



MEAVLMHCKOro NPUMEHEHNS Ha NPUHATUE NPETEH3UI OT noTpebuTtens;

6) MHCTPYKUMIO NO MEOMUMHCKOMY MPUMEHEHUIO WIM KPaTKyK XapakTepUCTUKY
nieKkapCTBEHHOro npenapara, yTBep>KaeHHble B CTpaHe Npou3BOANTENS;

7) NPOEKTbl MAKETOB MEPBUYHON YMaKOBKM U BTOPUYHOM YMNAKOBKW JIEKAPCTBEHHOIO
npenaparta ans MeauuUnuHCKOro NpMMeHeHus;

8) npoekT HOpMaTMBHOW [OKYMEHTauMm WunM HOPMAaTMBHOMO [AOKyMEHTa Ha
NeKapCTBEHHbIN  npenapaT  AnNs  MeAUUMHCKOro  npuMeHeHuss  nubo  ykasaHue
COOTBETCTBYIOLLEN (hapMaKONenHON CcTaTby;

9) AOKYMEHT, cogepxawimn uHopmauuio O Hanuyuuu mnu o6 oTcyTCTBUM (PaKTOB
pernctTpaunmn nekapcTBEHHOro npenaparta gnd MeguuMHCKOro NpUMEHEHUst 3a npegenamu
Poccuinckon ®egepaunu;

10) KONUM AOKYMEHTOB, 3aBEPEHHbIX B YCTAHOBIEHHOM MOpPSAKe M NOATBEPXKAAIOLLNX
dhakT perncrpaumm nekapCTBEHHOro npenapata B MHOCTPaHHbIX rocygapcTBax B KayecTBe
opdaHHOro nekapcTBEHHOro npenapara;

11) nnaH ynpaBneHus puckamu ans 6uonornyecknx nekapcTBeHHbIX npenapaTtoB Afis
MEANLNHCKOrO NPUMEHEHUS;

12) [pOKyMEHT O cucteMe apmakoHag3opa fgepxaTtens wnv  Bnagensua
pPErMcTpaLmoHHOro yaoCTOBEPEHNS NEKAPCTBEHHOIO Npenapara;

13) [OOKYMEeHT, noATBepXJawLWMih KadeCTBO JIeKapCTBEHHOro mnpenapata Tpex
NPOMBbILLUSIEHHbIX CEPUIA (MPOTOKOM aHanMs3a unu ceptTudukaT aHanmsa), ogHa cepusi KOToOporo
AOfMKHa coBnagatb C cepuen obpasua NnekapCTBEHHOro npenaparta ans MeauuMHCKOro
NPUMEHEHNS, NPEACTaBNEHHOrO Ha rocy4apCTBEHHYHO PErncTpaumio.

MHdopmaums 06 usmeHeHusix:

@eldeparibHbIM 3akoHOM om 22 Oekabps 2014 2. N 429-©3 yacmb 5 cmambu 18
Hacmosiweao ®edeparibHO20 3aKOHa U3/IoXeHa 8 Hog8oU pedaKkuyuu, ecmyratouwed 8 cusy ¢
1 aHeaps 2016 2.

CmMm. mekcm 4yacmu 8 rpeodbiOywel pedakyuu

5. Pasgen xumuyeckon, dapmaueBTUHeCKOn U Buonornyeckon [OOKyMeHTauum
BKMOYaAET B cebs1 AOKYMEHTbI, coaepawme nHopmanumo o hapMaueBTUHECKON CybCcTaHLmK
N NekapCcTBEHHOM npenaparte A MeAULMHCKOro NpMMEHEHMUs, NpoLecce ero NpoM3BoaCcTBa
N MeTogax KOHTPONSA KayecTBa, B TOM YuChne:

1) KONUIO OOKYMEHTa, CoAep KaLlero cneayoLwyo nHopMauuio 0 dpapmauleBTUYeCKON
cybcTaHumMm nnn dapmaueBTUYeCcKkMx cybCcTaHUMAX, BXOASLWMX B COCTaB fEeKapCTBEHHOro
npenaparTa:

a) HauMeHoBaHMe (hapmMaLueBTUYECKON CybCcTaHUMK, ee CTPyKTypa, obLine CBOMCTBA;

0) HaMMeHoBaHWe 1 agpec NPoOU3BOANTENS;

B) TEXHOMorns mnpou3BOACTBA C OMNWCaHWMEM CTagui nNpou3BOACTBA M METOAOB
KOHTPOMs Ha BCeX CTaausax Npon3BOACTBA;

r) onucaHue pa3paboTkm npouecca NPon3BOACTBA;

A) onucaHme KOHTPONs KPUTMYECKMX CTaaui NPOM3BOACTBA WM  MNPOMEXYTOYHOWN
NPOAYKUNN;

€) JOKYMeHTanbHoe NoATBepXaeHue (Banvgaumsi) npoLeccoB U (Uin) UX OLUEHKa;

) CBOMCTBA M CTPYKTypa OENCTBYHOLLMX BELLECTB;

3) XapaKTepucTuka NpuMecen;

n) cneymdmrkaumsa Ha papmaueBTUYECKYIO CyOCTaHUMIO 1 ee 060CHOBaHWE;

K) aHannTn4eckme MeTogukn, NCNosb3yemMble NP OCYLLECTBNEHNN KOHTPONSA KavyecTBa
dhapmaueBTUYECKON CyOCTaHLMK;

n) [OOKYMeHTanbHOe MOATBepXaeHue (Banugauusl) aHanuTUYecKux MeToauk,
MCNONb3yeMbIX NPU OCYLLIECTBEHNM KOHTPOSSA KayecTBa hapmaLeBTUYEeCKon cybcTaHumm;



M) pe3ynbTaTbl aHanu3a cepuin hapmMaueBTn4eckon cybctaHumu,

H) nepeyeHb CTaHOapTHbiXx 06pa3yoB WM BELLECTB, WUCMONb3yeMbIX Mpu
OCYLLIECTBMNEHNN KOHTPOISA Ka4yecTBa;

0) OnucaHMe XapakKTEPUCTUK U CBOMCTB YNaKOBOYHbIX MarepuanoB U YKYNOPOYHbIX
CpeacrTs;

N) AaHHblE O cCTabunbHOCTM hapmaLeBTUYECKON CyOCTaHLMK;

p) CPOK rogHOCTH;

2) OOKYMEHT, coaepallimi crnegyolme CBegeHus O NekapCTBEHHOM npenaparte ans
MEANLNHCKOro NPUMEHEHMUS:

a) onucaHne 1 cocTaB NeKapCTBEHHOrO npenapara anst MeAUUNHCKOro NPUMEHEHUS;

0) onucaHve dapmaueBTudeckon paspabotkm (obocHoBaHMe BbIOOpa coOCTaBa,
NepBUYHOM YNAKOBKM U NHOTO);

B) TEXHOMOrms mnpou3BOACTBA C OMNWCaAHWMEM CTagui NPOM3BOACTBA M METOLOB
KOHTPOSISi Ha BCEX CTaausaX NpON3BOACTBA;

) onucaHuMe KOHTPONSA KPUTMYECKMX CTagui npouecca npou3BoacTBa MU
MPOMEXYTOYHON NPOAYKLUUUK;

A) HaMMeHOoBaHMe M agpec MecTa OCYLEeCTBIIEHMS NPOW3BOACTBA J1EKAPCTBEHHOMO
npenapaTta Ans MeOUUMHCKOro NPUMEHEHUs (B Crlydae Hannimsi HECKOSNbKUX YYaCTHUKOB
npolecca Npon3BoacTBa HEOOX0OMMO yKa3aTb KaXaoro n3 Hux);

e) dhapmaueBTn4eckas COBMECTMMOCTb;

X) MUKPOBMONOrMyeckne XxapakTepuCTUKK;

3) MmatepuanbHbIi 6anaHc ona Npon3BoACTBa CEPUM FOTOBOIO NPOAYKTA;

M) OnNUcCaHMe XapakTePUCTUK M CBOWCTB YMAKOBOYHbLIX MaTepuarioB M YKYMOPOYHbIX
CpencTB;

K) OOKyMeHTanbHOe MnoAaTBepXaeHue (Banvaauums) NpoueccoB NpomsBoAacTBa U (Mnu)
NX OLIEHKA;

n) TpeboBaHuA K Ka4yecTBy BCMoOMoOraTenbHbIX BELWECTB (cepTudumkat, cneumdpukaumns
Ha BCnoMoraTtesibHble BeLlecTBa U MX 060CHOBaHME);

M) aHanNnUTU4eCKMe MeTOANKN, NCMONb3yeMbIE NPU OCYLLECTBIIEHMM KOHTPONA KayecTBa
BCNOMOraTenbHbIX BELLECTB;

H) AOKYMEeHTanbHOe MOATBEPXAeHue (Banupauusl) aHanuTU4ecKUX MEeTOAMK,
MCNonb3yeMbIX MPU OCYLLIECTBIIEHUN KOHTPONS KavyecTBa BCNOMOraTesfibHbIX BELLECTB;

0) WHdopmauma 06 MCnonb3oBaHMKM BCMOMOraTesibHbIX BELLECTB YEesIOBEYECKOro U
XMBOTHOIO NMPOUCXOXAEHUS;

n) nHdopmaumsa 06 NCnonb3oBaHMM HOBbIX BCMIOMOraTeNbHbIX BELLECTB;

p) TpeboBaHMs K KayecTBY JleKapCTBEHHOro npenapata Ans  MeauuUHCKOro
NpUMeHeHns (cepTudmnkat, cneundmrkauma Ha NekapCcTBEHHbIN Nnpenapart u ux o6ocHoBaHue);

C) aHanuMTM4Yeckne MeToaUKN, NCNOSTb3yEMbIE MPU OCYLLECTBIEHNN KOHTPOMA KadecTBa
NekapCTBEHHOro npenapara Ans MeauuMHCKOro NpUMEHEHNS;

T) [OOKyMeHTanbHoe noaTBepXaeHwe (Banuaauusl) aHanuTUYecKux MeToauKk,
MCNONb3yeMbIX NPU OCYLLECTBMEHMM KOHTPONSA KadecTBa flEKapCTBEHHOro npenapaTta gns
MEANLMNHCKOro NPUMEHEHUS;

y) pesynbTaTbl aHanuM3oB CEPU FNEKapCTBEHHOro npenaparta And MeOUuUUHCKOro
NPUMEHEHWS;

) xapakTepucTuka npumecen;

X) nepeyeHb CTaHO4apTHbIX 06pasLoB, UCMONb3yeMbIX MPU OCYLLECTBNEHUM KOHTPOSS
KayecTBa NekapCTBEHHOro NpenapaTta Ana MeANLUHCKOro NPpUMEHEeHUs;

L) JAaHHble O CTaburbHOCTU NeKapCTBEHHOro npenapata  Aans  MeauuuHCKOro
NPUMEHEHWS.

MHdopmaumsa 06 nameHeHusx:



®eldepanbHbiM 3akoHOM om 22 0ekabps 2014 2. N 429-03 yacmb 6 cmambu 18
Hacmosiujeeo ®edeparibHO20 3aKoHa U3/loXeHa 8 Hogol pedaKkyuu, ecmyrnarouwel 8 cusy ¢
1 aHeaps 2016 e.

Cm. mekcm yacmu 6 rpedbidywel pedakyuu
6. Pasgen dhapmakonorn4eckon, TOKCMKONOrMYEeCKON AOKYMEHTaUUKM BKNOYaeT B cebs
OTYyeTbl O pes3ynbTaTax OOKIUMHUYECKMX WCCNedoBaHUA JeKapCTBEHHOro cpeacrtea  Ans
MEANLMNHCKOro NPUMEHEHUS, B TOM YUCHE:
1) oT4yeT 0 hapMakoANHAMUNYECKNX UCCEOBaHUSX;
2) OTYET 0 hapMaKOKMHETUYECKNX UCCIIEA0BAHNSAX;
3) OTYET O TOKCMKONOrMYECKNX UCCcrnegoBaHUsX.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHOM om 22 O0ekabps 2014 2. N 429-©3 cmamesi 18 Hacmosiweao
®edeparnibHo20 3aKoHa QorosIHeHa Yacmabko 7, ecmynarouw,el e cusy ¢ 1 aHeaps 2016 .

7. Pasgen knuHW4YecKom AOOKyMeHTauuu BKoYaeT B cebsi oTyeTbl O pesynbTatax
KITMHMYECKMX UCCnenoBaHMi NIEKapCTBEHHOIO npenapaTa Ang MeauunHCKOro NPUMEHEHNS, B
TOM YUCne:

1) otyeTbl 06 wuccnegoBaHusax 6GUOOOCTYNMHOCTM U BUOSKBMBANEHTHOCTMH,
nccrneaoBaHnax, yCTaHaBNUBaKOLWMX KOPPENAUUIo pesynbTaTtoB, NOSTyYeHHbIX B YCOBUAX in
vitro u in vivo;

2) oTyeTbl 0 hapMaKOKUHETUYECKMUX NCCNEA0BaHMSX;

3) oT4eThl O (hapmMakoANHAMMUYECKUX UCCIEA0BaAHUSAX;

4) oTYeTbI O KNUHMYECKMX UCCneaoBaHnsaX aeKTMBHOCTN U Be30MacHOCTHU;

5) oT4yeT 0 NoCTperncTpaLmMoOHHOM OMbITE NPUMEHEHUS (MPU HANUYUN).

MHdopmaums 06 usmeHeHusx:

®edeparibHbIM 3akoHOM om 22 Oekabps 2014 e. N 429-©3 cmampesi 18 Hacmoswezao
®edepanbHo20 3aKoHa dornosiIHeHa Yacmaero 8, ecmynarouwel 8 cuny ¢ 1 aHeaps 2016 e.

8. TpeboBaHna «k ob6bemy uHdOpPMauMM, npegocTtaBnseMoM B  COCTaBe
permcTpauuoHHOro [Jocbe, [Ans OTAeNbHbIX BUAOB JIEKApPCTBEHHbIX MpenapaTtoB [Ans
MEANUNHCKOrO MPUMEHEHUs YCTaHaBIMBAKOTCA YMNOMHOMOYEHHbIM beaeparibHbIM OpraHoMm
NCNOJSTHUTENbHOM BNACTW.

MHdopmauumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHOM om 22 O0ekabps 2014 2. N 429-©3 cmampesi 18 Hacmosiweao
®edeparnbHo20 3aKoHa dorosiIHeHa Yacmbko 9, ecmynarowel e cusy ¢ 1 aHeaps 2016 e.

9. B OTHOWEHUN nekapCTBEHHbIX MNpenapaToB, paspelUeHHbIX ANnd MeaULMHCKOro
npumeHeHnss B Poccuiickon ®degepauun 6Gonee paABaguatm neT (3@ UCKIOYEHUEM
Buonormyecknx nekapCcTBEHHbIX MpenapaToB), AOMycKaeTCcs BKMNIOYEHWE B COCTaB pasgena
papMakonormMyeckon, TOKCUKOMOIrMYEeCKOM [OOKyMeHTauumM W pasgena  KIMHUYecKoum
AOKYMEeHTauun BMeCTo oTyeTa paspaboTyvka O pesyrbTaTax COOCTBEHHbIX OOKIUHUYECKUX
nccnegoBaHM NEKAPCTBEHHbIX CPeACTB U KIMHUYECKMX WCCReLOBaHUN NeKapCTBEHHbIX
npenapaToB ANS MeOUUMHCKOrOo npuMeHeHns ob3opa HayyHbIXx paboT o pesynbTaTax
OOKINMMHNYECKMX WCCNEeAOBaHUN NEKApCTBEHHbIX CPEeACTB M KIMHUYECKUX UCCNeLoBaHunin
AaHHbIX NIeKapCTBEHHbIX NpenapaToB, B TOM YMCrie BKNYas OnbIT UX NOCTPErncTpaLmMoHHOro
NPUMEHEHNS.

MHdopmaumsa 06 nameHeHusx:

®edeparbHbiM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 cmampbss 18 Hacmoswezo
®edepanbHo20 3aKoHa doroniHeHa Yacmero 10, ecmynarowel e cuny ¢ 1 sHeaps 2016 e.
10. [llpuM rocygapCTBEHHOW perucTpauumM  BOCMPOU3BEAEHHbIX  FeKapCTBEHHbIX
npenapaToB ANA MeAWLMHCKOrOo NpUMEHEeHUs AOrMycKaeTCca BKMOYeHMe B COCTaB pasfena
papMakonormnyeckon, TOKCUKONMOrMYEeCKOM [OOKyMeHTauumM W pasgena  KIMHUYeCcKom



AOKyMeHTauuMmM BMeCTO oTyeTa paspabotumka O pesynbTaTax COOCTBEHHbIX OOKIMHUYECKNX
nccnegoBaHM  NekapCTBEHHbIX  CpeAcTB  0030pa  HaydHblX  paboT O  pesynbTaTax
OOKITMHMYECKMX UccrnegoBaHnin pedpepeHTHOro nekapCTBEHHOro npenapara n npegcraBneHne
BMECTO KIMHWYECKUX WCCNeaoBaHMM B MOMIHOM 0O0beme, YCTAHOBMEHHOM pa3gernom
KITMHMYECKOM [OOKYMeHTauuu, oTyeTa O pesynbTaTax uccnegoBaHu GUMO3KBMBANEHTHOCTU
BOCMPOM3BEOEHHOIO NEeKapCTBEHHOro npenapata And MeguuMHCKOro npumeHeHnsa. He
TpebyeTca npeactaBneHne oTvyeTa O pesynbTaTax uccrnegoBaHuMM OMO3KBUBANEHTHOCTHU
BOCMNPOM3BEOEHHOIO JIeKapCTBEHHOrO npenapaTta And MeauUMHCKOrO MNPUMEHEHUS, ecru
PErMCTPUPYIOTCA BOCMNPOU3BEOEHHbIE FEeKapCTBEHHble npenapaTtbl AN  MeLULMHCKOro
NPUMEHEHNS, KOTOpbIE:

1) npegHasHadeHbl AOns  nNapeHTepanbHOro  (MOOKOXHOro,  BHYTPUMbBILLEYHOTO,
BHYTPVBEHHOTO, BHYTPUrNasHoro, BHYTPUMOMOCTHOrO, BHYTPUCYCTaBHOrO,
BHYTPUKOPOHAPHOro) BBEAEHUS U NPeacTaBnsoT cOO0M BOAHbIE pacTBOpbI;

2) npeacTtaBnAlT cobon pacTBopbl ANA NepopanbHOro NPUMEHEHNS;

3) npousBedeHbl B (popmMe MOPOLKOB WM NMounn3aToB ANS MNPUroTOBMEHUNA
pacTBOpPOB;

4) ABNAKOTCA rasamu;

5) 4aBnAlTCA  YWHbBIMA UM [NasHbIMW  NleKapCTBEHHbIMKM  MpenapaTamu,
npoun3BeaeHHbIMU B (hopMe BOLHbIX pacTBOPOB;

6) npegHasHa4vyeHbl A1 MECTHOro MPUMEHEHUS U NPUroToBfeHbl B hOpMe BOAHbIX
pacTBOpPOB;

7) npenctaensaT cobon BOAHbIE pacTBOPbLI ANs MCNOMb30BaHUA B (hOpMeE MHransumm
C NoMoLb0 Hebynansepa unn B KadecTBe Ha3amnbHbIX Cnpees, NMPUMEHSIEMbIX C MOMOLLbIO
CXOAHbIX YCTPOMUCTB.

MHdopmaumns 06 usmeHeHusix:

®eldeparibHbIM 3akoHOM om 22 Oekabpsi 2014 2. N 429-©3 cmampbsi 18 Hacmosiweao
®edeparnbHo20 3aKoHa doriofiHeHa Yacmeto 11, ecmynarowed e cuny ¢ 1 sHeaps 2016 e.
11. Ona cny4aes, ykasaHHbIX B nyHktax 1 - 3, 5 - 7 yactnm 10 HacToswen cratby,
BOCMPOWN3BEAEHHbIN NEKapCTBEHHbIN npenapaT Ans MeOULUUHCKOrO MPUMEHEHUST OOSMKEH
cogepxaTb TaKme e BCMOMOraTenbHble BELUECTBA B TaKMX K€ KONMUYECTBaX, Kak W
pedepeHTHLIM NEeKapCTBEHHbIN npenapat. Ecnu coctaBbl BchomMoraTesnbHbIX BeELLECTB
pasnuyarTcs, 3aaBUTENb OOMMKEH NpeacTaBUTb AOKasaTenbCTBa TOro, YTO UCMOSb3yeMbie B
AaHHbIX KOHLIEHTpaLumMsx BCroMoraTeribHble BewecTBa He BuST Ha 6e3onacHOCTb U (unu)
3PPEKTUBHOCTb JIEKAPCTBEHHOrO npenapaTta And MeAMUUHCKOro npumeHeHus. B cnydae,
€Cnu 3aaBuUTENb HEe MOXET NpeacTaBuUTb Takne AokasaTtenbCcTBa n (M) He nMeeT JOCTyna K
COOTBETCTBYHOLUMM [aHHbIM, OH [OSPKEH MPOBECTU COOTBETCTBYKOLIME MCCReaoBaHUA On4
JokasaTenbcTBa OTCYTCTBUA  BAUAHUA  pasHbIX  BCMOMOraTesibHbIX  BEWecTB  UNu
BCNOMOraTenbHbIX YCTPOMCTB Ha 6e3onacHocTb n (Mnu) 3EPEKTUBHOCTb FEKAPCTBEHHOIO
npenapaTta gns MeguuMHCKOro nNpuMeHeHuUs B nopsigke, YCTaHOBIEHHOM YMOSTHOMOYEHHbIM
deaepanbHbIM OpPraHOM UCNOSHUTENBHOW BracTu.

MHdopmaums 06 usmeHeHusix:

®eldeparibHbIM 3akoHOM om 22 Oekabpsi 2014 2. N 429-©3 cmampbsi 18 Hacmosiweao
®edeparnbHo20 3aKoHa doriofiHeHa Yacmbio 12, ecmynarowed e cuny ¢ 1 sHeaps 2016 e.
12. Tpun rocygapCTBEHHOW pernctpauun KomOuMHauum paHee 3apermcTpupoBaHHbIX
NeKapCTBEHHbIX MpenapaTtoB And MeAUUMHCKOro NpUMEHEHUA [OrnyckaeTcsl BKAYEeHWE B
cocTtaB pasgena ¢apMakosiormyeckon, TOKCUMKOMONMYEeCKON [OOKYMeHTaumnm u pasgena
KNMHMYECKOM OOKYMeHTauum BMeCTO oTyeTa paspaboTymka O pesynbratax COOCTBEHHbIX
OOKITMHMYECKMX UCCNedoBaHUM NEeKapCTBEHHbIX cpeacTB o063opa  HayyHbix paboT o
pesynbTatax OOKIMHUYECKUX WCCNedoBaHUN pedepeHTHbIX JleKapCTBEHHbIX npenapaTos,
BXOOSALWMX B COCTaB KOMOMHaUUW neKapCTBEHHbIX NpenapaTtoB, M 00 OTCYTCTBUM WX



B3anMOLENCTBMA B OQHOW NleKapCTBEHHON hopmMe.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHOM om 22 O0ekabps 2014 2. N 429-©3 cmamesi 18 Hacmosiueao
®edeparnibHo20 3aKoHa doriofiHeHa Yacmbto 13, ecmynarowed 6 cusy ¢ 1 sHeapsi 2016 2.
13. Ha oakcnepTvM3y pasnuyHbiX JEeKapCTBEHHbIX OPM OAHOrO0 UM  TOr0 Xe
NeKapCcTBEHHOro npenapaTta Ans MeAUUMHCKOrO MpUMEHEHUS 3adBuTenb npeacraBnset
OTAEenNbHblE 3asiBNIEHUSA N PErNCTPALMOHHbBIE AOCbE Ha KaXKayt NnekapcTBeHHyto dopmy. MNpu
YCNoOBUM OOHOBPEMEHHOM MNOL4ayM Ha 3KCNepTu3y OAHOM JekapCTBEHHOW OpMbl C
pasnUYHbIMM 0O3MPOBKOMW, KOHLUEHTpauuen, obbemom 3asiBuTenb npeacraBnseT OAHO
3as8BMNeHne N perncTpaumoHHOe [OCbe C MNPUIIOKEHMEM MAaKETOB YMAKOBOK Ha Kaxayto
O03NPOBKY, KaXKAYH KOHLEHTPALMIO, KaXKabl 06beM 1 Kagoe KONMYeCcTBO 403 B YNaKOBKE.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHOM om 22 O0ekabps 2014 2. N 429-©3 cmamesi 18 Hacmosiueao
®edeparnibHo20 3aKoHa doriosfiIHeHa Yacmbto 14, ecmynarowed 6 cusy ¢ 1 sHeapsi 2016 .
14. Tpn rocygapCTBEHHOW peructpauun opdaHHOro JiekapCTBEHHOro npenapaTta
3aaBUTENb MNpeacTaBnseT WHgopmaunmo, Heobxoommyro Onsa opmMuMpoBaHus pasgena
KNMUHNYECKON OOKYMeHTaumm, B obbeme, YyCTAaHOBNEHHOM YNOSTHOMOYEHHbIM dheaepanbHbIM
OpraHoOM UCMONHUTENbHOW BRacTu.

MHdopmaums 06 usmeHeHusix:

®eldeparibHbIM 3akoHOM om 22 Oekabps 2014 e. N 429-©3 cmambsi 18 Hacmosiwezao
®edepanbHo20 3aKoHa dorofiHeHa Yacmeko 15, ecmynarowed e cuny ¢ 1 sHeaps 2016 e.

15. Mpwn pernctpaumm GMONOrMYECKOro feKapCcTBEHHOro npenaparta, Mosly4YeHHOro u3
KpOBM, Mnasmbl KPOBU YerioBeka, B COCTaBe PerMcTpauMOHHOro AO0Cbe Ha JleKapCTBEHHbIN
npenapaT 4Nns MEOULUHCKOrO NPUMEHEHNS AOMKHbI ObITb NpeacTaBneHbl JONONHUTENBHO:

1) B pasgerne OoKyMeHTauuMM agMUHUCTPATMBHOIO XapakTtepa OOKYMEHT, coaepXalumm
MHpopmauunio 0 cybbekTax obpalleHns JOHOPCKOW KPOBWU U (MMN) €€ KOMMOHEHTOB, O TOM,
roe Obina ocyuwlectsrieHa goHauus (KpoBu M (UMW) nnasmbl KPOBW), a TakkKe OaHHble 00
WMH(EKUMOHHBbIX 3aboneBaHusaX, nepefarwLmnxca napeHTeparnbHbiM nyTeM, MHGOpMaunsa o
cybbekTax obpalieHns OOHOPCKOW KPOBU M (MNKN) ee KOMMOHEHTOB, B OTHOLLUEHMM KOTOPbIX
OCYLLIECTBNAETCHA KOHTPOSIb JOHOPCKON KPOBU U (MNN) €€ KOMMOHEHTOB;

2) B pasfgene XMMn4eckon, hapmaueBTn4eckon n Bnonornyeckon AoKyMeHTauuu:

a) KpuTepun 1 cnocobbl oT6opa, TPAHCNOPTUPOBAHNSA N XPAHEHUSI OHOPCKOW KPOBU M
(Mnn) ee KOMNOHEHTOB;

0) pe3ynbTaTbl MCCeaOBaHUN OTOBPaHHBLIX JOHOPCKOM KPOBW 1 (Mnn) Nna3mMbl KPOBU U
nNynoB Ha Hanuune BO3byauTenen MHMeKunn, BkNoYaa MHopMaunio 06 MCNOoSb30BaHHbIX
MeToauKax MCCnefoBaHWUM U B CnyyYyae uccnegoBaHWs MyrnoB Mnasmbl KPOBW pes3ynbTathl
AOKYMEHTanbHOro NoATBepXXaeHus (Banmaaunn) MCnosrb3oBaHHbIX METOOMK;

B) TEXHMYECKME XapPaKTEPUCTUKM YMAKOBKM Ansi oTbopa AOHOPCKOW KpoBWU U (Mnn)
nnasmbl KPOBW, BKOYas MHpopmaumnio 06 MCnonb3oBaHHbIX PpacTBOpPax aHTMKOAarynsiHToB.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHOM om 22 O0ekabps 2014 a. N 429-©3 cmamesi 18 Hacmosiueao
®edeparnbHo20 3aKoHa doriofiHeHa Yacmbto 16, ecmynarowed e cuny ¢ 1 sHeapsi 2016 e.
16. KnuHuyeckne wnccnepoBaHUs NeKapCTBEHHOro npenaparta gns MeauvuMHCKOro
NMPUMEHEHNS B LUENsX ero rocygapCTBEHHOW perucTpaumm npoBogaTcs B Poccunckon
denepaumm B nopsake, yCcTaHOBNEHHOM cTaTtbsamMu 38-44 HacTosiwero ®efepanbHOro 3akoHa.
OT4yeT O nNpOBEOEHHbIX MWCCredOBaHUAX BKIKOYAETCA B COCTaB pasfgena  KIMHUYeCKOW
AOKYMEHTauun permcTpaumMoHHOro AOCbe Ha NeKapCTBEHHbLIN npenapaTt Ans MeguuMHCKOro
npuMeHeHns. [Ona nekapCcTBeHHbIX npenapaTtoB [Afs MeOULMHCKOro MpUMEHEHUs, B
OTHOLLEHMM KOTOPbIX B pe3ynbTaTte 3KCNepTu3bl [LOKYMEHTOB, NPEeACTaBEHHbIX AnS



onpeneneHnsi BO3AMOXXHOCTU pacCcMaTpuBaTh fleKapCTBEHHLIM NpenapaTt Ana MeguuuHCKOro
NMPUMEHEHNS B KayecTBe OphaHHOro IekapCTBEHHOro npenapaTa, Takash BO3MOXHOCTb
npu3HaHa U B OTHOLLEHUN KOTOPbIX NPOBEAEHbI KITMHNYECKME UCCenOoBaHUSs!, BbIMOSIHEHHbIE
3a npegenamn Poccunckon Pegepaunm B COOTBETCTBUM C MNpaBuramMy  Hagnexailen
nabopaTopHOM MPaKTUKM N npaBuriaMmn Hagnexawen KIMHUYECKOW MpPakTUKK, AOoMnycKaeTcs
BKMIOYEHNE B COCTaB pasgernia KIMHUYECKOW OOKYMEHTauMM BMECTO OT4yeTa O pesynbrarax
KITMHNYECKMX UCCNeAoBaHMM NeKapCTBEHHOro npenapaTta Angd MeauvuuHCKOro npuMeHeHus,
npoBefeHHbIX B Poccuickon ®depepaummn, otyeta O pesynbTatax  KIMHUYECKUX
nccrnenoBaHuK, BbIMONMHEHHBIX 3a Npeaenamun Poccurckon degepaumn.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHOM om 22 O0ekabps 2014 a. N 429-©3 cmamesi 18 Hacmosiweao
®edeparnibHo20 3aKoHa doriosfiIHeHa Yacmbto 17, ecmynarowed 6 cusy ¢ 1 sHeapsi 2016 .

17. 3asBuTENnb BNpaBe npeacTtaBUTb MO COOCTBEHHOM WHMUMATMBE BMECTE C
3a8BNeHNEeM O T[OCYyOapCTBEHHOW perncrpauumn  nekapCcTBEHHOro npenapata And
MEeLMLUMHCKOrO MNPUMEHEHUS [OOKYMEHTbl, MOATBepXpawwme ynnaTy rocyaapCTBEHHON
NOWSIMHBI N yKa3aHHble B nyHkte 10 vactm 2 Hactosawen crtatbn. B cnydae wux
HenpeacTaBneHns COOTBETCTBYHOLLUN YNOMHOMOYEHHbIN denepanbHbIv opraH
NCNOSTHUTENbHOW BNacTu nNpoBepsieT dakT ynnaTbl rocya4apCTBEHHON NOLWWWNHBI 3asBUTENEM
NOCPeacTBOM  WCMNOMNb30BaHUA MHGoOpMaumm 06 ynnate rocygapCTBEHHOW MOLUSMHGI,
cogepxawienca B [ocynapCTBEHHONM WMHAOPMALMOHHOW CUCTEME O [OCYOapCTBEHHbIX W
MYHMUMNANbHbIX NNaTexax, Ha OCHOBaHUWN NPeACTaBNEHHbIX 3asBUTENEM KOMUIN LOKYMEHTOB,
NOATBEPXAAKLLMX YyNaTy rocy4apCTBEHHOWN MOLUMMHbI.

MHdopmaumns 06 usmeHeHusix:

®edeparibHbIM 3akoHOM om 22 Oekabps 2014 e. N 429-©3 cmambsi 18 Hacmosiwezao
®edeparnbHo20 3aKoHa doriofiHeHa Yacmbko 18, ecmynarowel e cuny ¢ 1 sHeaps 2016 e.
18. He ponyckaeTca ucCnonb3oBaHME B KOMMEPYECKMX Uendax WHdopmauum o
pesynbTtatax [OOKAUMHUYECKMX WCCReAOBaHUN JIeKapCTBEHHbIX CPEeACTB W KIMHUYECKUX
UCCrneaoBaHNn  fIEKApCTBEHHbIX  MpenapaToB  ANs  MEOUMUMHCKOrO  MPUMEHEHMS,
npeacTaBreHHON 3aaBuTENeM ANns  rocygapCTBEHHOW  perncrpaumm  nekapcTBeHHOro
npenapaTta, 6e3 ero cornacusa B Te4EHME LLIECTU NET C AaTbl rOCy4apCTBEHHON permcTpauum
pedepeHTHOro niekapcTBEHHOro npenapata B Poccuickon ®egepaunn.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHOM om 22 O0ekabps 2014 a. N 429-©3 cmambesi 18 Hacmosiueao
®edeparnibHo20 3aKoHa doriofiHeHa Yacmbto 19, ecmynarowed 6 cusy ¢ 1 sHeapsi 2016 .
19. [JepxaTtenb vunu Bnageney perncTtpaunoHHOro ya4oCTOBEPEHUSI NEKApPCTBEHHOMO
npenapata Ha OWOTEXHOMNOIMMYECKUN WM OpPdIaHHLIN JIEKAPCTBEHHbIM npenapaTt o06s3aH
NpeaoCcTaBNATb HA BO3ME34HON OCHOBE 06pasubl pehepeHTHOro NekapCcTBEHHOro nNpenapaTa
3aaBuUTENSM  ONS  NpOBEAEHMSs  KIMHMYECKuX uccrnegoBaHun.  CrtoumocTb  obpasua
pedepeHTHOro NeKapCTBEHHOrO npenapaTa, BKIKYEHHOr0 B MNEepeyvYeHb  KUIHEHHO
HeobXoOMMbIX UM BaXHEWLWWUX JieKapCTBEHHbIX MNpenapatoB, He [JOSKHa MpeBbiWaTh
3aperncTpupoBaHHy0 npeaeribHyr OTMYCKHYI0 LEeHY Ha pedepeHTHbIN neKkapCTBEHHbIN
npenapaT unu LeHy Ha NekapCTBEHHbIW NpenapaT B CTpaHe NpoM3BoguTenNs.

MHdopmaums 06 usmeHeHusix:

@edeparibHbIM 3akoHOM om 22 Oekabps 2014 e. N 429-©3 cmambsi 18 Hacmoswezao
®edepanbHo20 3aKoHa doroniHeHa Yacmeko 20, ecmynarouwel e cuny ¢ 1 sHeaps 2016 e.
20. 3asaBneHue o] rocyapCTBEHHON permcrpauum BOCMpPON3BELEHHOIo
fleKapCTBEHHOro npenaparta Ans MeAUUUMHCKOrO MPUMEHEeHUss MOXeT OblTb MnogaHo B
YNOMHOMOYEHHbIN  (pefeparnbHbli  OpraH WCMNOMHUTENbHOW BNacTh, OCYLECTBIISOLWNN
rocy4apCTBEHHYIO perucTpaumio nekapcTBEHHbIX nNpenapaTos, NO UCTEYEHUN YeTbipex neT C



AaTbl rOCydapCTBEHHOM peructpauun pedepeHTHOro fekapCcTBEHHOro mnpenapaTta B
Poccuinckon ®epepaunn.

MHdopmaums 06 nsmeHeHusix:

®edeparibHbIM 3akoHOM om 22 Oekabps 2014 e. N 429-©3 cmambsi 18 Hacmosiwezao
®edeparnbHo20 3aKoHa doriofiHeHa Yacmebto 21, ecmynarowed e cuny ¢ 1 sHeaps 2016 e.
21. 3asBneHnMe O rocygapCTBeHHOW peructpauum buoaHanorosoro (6nonogobHoro)
nekapcTBeHHoro npenapaTta (bwoaHanora) MoXeT OblTb MNO4AHO B YNOSHOMOYEHHbIN
defepanbHbIn - OpraH  WUCMOSIHUTENbHOM  BIlaCTW, OCYLLECTBASAIOWMUA FOCYyAapCTBEHHYIO
perucTpauuio nekapCcTBeHHbIX NpenapaToB, N0 UCTEYEHUN TpeX NeT € AaTbl FocyaapCTBEHHOM
perncTpauunmn pedepeHTHOro nekapcTtBeHHoro npenapara B Poccunckon depepauumn.

MHdopmaumns 06 usmeHeHusix:

®edeparibHbIM 3akoHOM om 22 Oekabps 2014 e. N 429-©3 cmambsi 18 Hacmosiwezao
®edeparnbHo20 3aKoHa 00roIHeHa Yacmbko 22, ecmynarouwel e cuny ¢ 1 sHeaps 2016 e.
22. [epxaTtenb wnnu Bnagenel peructpaumoHHOro yaoCTOBEPEHUS NeKapCTBEHHOIMO

npenapaTta npeacTaBnsieT B YNOMHOMOYEHHbIM efepanbHbld OpraH UCMOMHUTENTbHON
BNacTU, OCYLLECTBNAKLWNA PYHKLUMM MO KOHTPOSMO U Haa3opy B cdepe 34paBOOXpaHEHUS,
OTYeT MO pesynbTataMm (hapMakoHagas3opa OOWH pa3s B LWIECTb MecsLeB B TeYeHue OByX neT
nocne rocygapCTBEHHOMW perncrtpauum fnekapcTBeHHOro npenapata B Poccuinckon
denepaummn, exxerogHo B TeHeHue nocneayrwmx Tpex feT 1 B anbHenwemM oanH pas B NaTb
ner.

FTAPAHT:

CM. koMmmeHTapumn K ctaTbe 18 HacToswero ®efepansbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edeparibHbiM 3aKkoHOM om 22 Oekabps 2014 2. N 429-®3 cmambss 19 Hacmoswezo
®eldepanbHO20 3aKOHa U3/I0XeHa 8 HOoBoU pedakyuu, ecmynarowed e cuny ¢ 1 urons
2015 e.

CmMm. mekcm cmamabu 8 rpeodbidywel pedakyuu

Cratba 19. lNpuHATME pelleHns O Bblgade IKCNEPTHOMY YYPEXAEHWUIO 3adaHus Ha

npoBegeHne 3KCNepTM3bl IEKAPCTBEHHOIO cpeacTaa

1. B TeyeHune gecatmn paboumx gHEN Co AHA NPUHATUA 3asiBIEHNSA O rOCyAapCTBEHHON
peructpayuu neKkapcTBEHHOro npenapaTta COOTBETCTBYHOLLMI YNOSTHOMOYEHHbIV
deneparnbHbIi OpraH UCMOMHUTENBbHON BNAcTU NPOBOANUT NPOBEPKY NOSHOThLI, AOCTOBEPHOCTHU
N NPaBUMbHOCTN OPOPMIIEHUS NPeACcTaBfiEHHbIX OOKYMEHTOB pPerMcTpauuoHHOro Aocbe Ha
neKkapCcTBEHHbIV NpenapaT 1 NpUHUMAaeT peLLeHne O Bbldaye 3agaHusa Ha npoBefeHune:

1) 93KcnepTu3bl AOKYMEHTOB, MpPeACTaBfeHHbIX AN onpederieHnss BO3MOXHOCTU
paccmaTpmBaTb NEKapCTBEHHbIM NpenapaT Ansg  MeOUMUMHCKOrO  NPUMEHEHUs  npu
OCYLLECTBMNEHUN roCyJapCTBEHHOW pernctpaumm B KadecTBe OpdhaHHOro J1IeKapCTBEHHOMO
npenaparTa;

2) 9KCNepTU3bl JleKapCTBEHHOrO0 CpeAcTBa B 4acTM  3KCNepTu3bl  KadecTBa
NEeKapCTBEHHOrO CpeacTBa WM 3KCNepTU3bl OTHOLLEHUS OXMOAeMOW MNOMb3bl K BO3MOXHOMY
PUCKY NPUMEHEHNS NeKapCTBEHHOro npenapara ans MeguuUMHCKOro NpUMeEHeEHNS;

3) 9aKcnepTmM3bl JIEKApPCTBEHHOrO0 CpeacTtBa B 4acTU  3KCNepTusbl  KadecTBa
NeKapCTBEHHOro cpeacTBa U 9KCNepTU3bl OTHOLIEHUSA OXMOAEMOW MNOSib3bl K BO3MOXHOMY
PUCKY MPUMEHEHMS NEeKapCTBEHHOro npenapaTta Ang MeguuMHCKOro NpUMeEHeHUs B Nopsiake
YCKOPEHHOM npouenypbl 9KCNepTU3bl JIeKapCTBEHHbIX CPeACTB B COOTBETCTBUM CO CTaTheln 26
HacToswwero degepanbHOro 3akoHa;

4) aKkcnepTu3bl NEeKapCTBEHHOro CpeAcTBa B OTHOLLUEHUWN feKapCTBEHHOro npenapaTa
ANS BETEPUHaAPHOro NpUMEHEHUS.



2. YNosHOMOYeHHbI dhefeparibHbI OpraH MUCNOSTHUTENbHOW Bnactu yBeaoMndeT B
3NEKTPOHHOM bopMe unu Ha BymMaKHOM HocuTerne 3asBUTENSA U SKCNEepPTHOEe yuypexaeHue o
NPUHATOM peLUeHN O Bblgaye 3aJaHun Ha NpoBedeHMe 3KCNepTus, npenyCMOTPEHHbIX
YyacTblo 1 HacTosLLen cTaTbn, U B Cnyvyae Heo6xoauMOCTM O BblAaye paspeLleHnsa Ha BBO3 B
Poccunckyto ®defepaumio  KOHKPETHOW MapTuK, CepUn  3aperncTpupoBaHHbIX W (Unn)
He3aperMCTpMpoOBaHHbIX NEKapCTBEHHbIX CpeacTB wunum o6 oOTkase B NpoBeLeHMM
NpenyCMOTPEHHbIX 9KCNEPTU3 C yKa3aHNeM NPUYMH Takoro OTkasa.

3. B cnyyae BbIsSIBNeHMss OTCYTCTBUS WM HELOCTOBEPHOCTU  MHpopmMaumn,
cogepxawienmca B NpeacTaBfeHHbIX — 3asBUTENEM  JOKYMEHTaX,  YNOSIHOMOYEHHbIN
denepanbHbIi - OpraH  UCMOMHUTENbHON BNAcTM  HanpaBnseT 3adABUTENHO 3anpoc 06
YTOUYHEHUN 3TOW WMHpopMaumn (ganee - 3anpoc YNoSITHOMOYEHHOro hefdeparibHOro opraHa
MCNONHUTENBHOM  BRactu), KOTOPbIN  MOXeT ObiTb nepefaH  yNnosIHOMOYEHHOMY
npeacTaBuUTeNio 3asaBUTENSA NIMYHO MO PacnUCKy, HanpaerieH no noyTe 3akasHbiM NMUCbMOM
WUNn nepefaH B 3NEKTPOHHOW (hopme Mo TENEKOMMYHMKALMOHHBLIM KaHanam cBsasun. B cniyyae
HanpaBneHus 3anpoca YnoSIHOMOYEHHOro doefepanbHOro opraHa WUCMOMHUTESNTbHOW BRacTU
MO NoYTe 3aKasHbIM MUCbMOM OH CHUTAETCHA NOJSTYYEHHbIM MO UCTEYEHUN LLIECTU OHEN C AaThl
HanpaBneHns 3aKa3Horo nMcbma.

4. 3aasutenb o06a3aH npeacTtaBuTb  OTBET HA  3anpoc  YNOSIHOMOYEHHOro
heepanbHOro opraHa MWCMNOSIHUTENbHOM BRacTM B CPOK, He npeBblalwWmnn geBsaHoCcTa
pabounx gHenm co AHA ero nony4veHusa. CpoK, yKasaHHbI B 4acTi 1 HaCTOALLEN CTaTbW,
NpUoCTaHaBNMBaeTCs CO [HA HanpaefieHUs 3asiBUTEN0  3anpoca  YrNOSIHOMOYEHHOro
dbeneparnbHOro opraHa WUCMOMHUTENbHOW BRacTv OO AHA NONYYEHUA UM COOTBETCTBYIOLLENO
oTBeTa.

5. OcHoBaHMeM AOns OTkasa B OpraHu3auuu aKCnepTus, npefyCMOTPEHHbIX YacTbio 1
HacToswen cTaTbW, HABNAETCA nNpeAacTaBneHne  HeobxoguMblx  ONd  NpoBefeHus
NPeayCMOTPEHHbIX 3KCNepTU3 [OKYMEHTOB B HEMNonHOM obbeMe wunu HenpeacraBrieHue
3asBUTENEM B YCTAHOBMIEHHbLIM CPOK OTBETa Ha 3anpoc YMNOSIHOMOYEHHOro denepansbHOro
opraHa WCMNOMHUTENbLHOM BRacTW, a Takke npeactaBrieHne OOKYMEHTOB, He coAepXalimx
ncyepnbiBatoLLLEro NepeyHst He0BXoANMbIX CBEAEHWMN.

FTAPAHT:

CMm. kommeHTapum K ctatbe 19 HacTosiwero ®egepanbHOro 3akoHa

MHdopmaumsa 06 M3aMeHeHusx:

®edeparnbHbiM 3akoHOM om 22 0ekabpsi 2014 2. N 429-©3 cmambs 20 Hacmosiwezo
®eldeparnibHO20 3aKOHa U3/IOXeHa 6 Hoeou pedakyuu, ecmyrnarowed e cuny ¢ 1 urns
2015 a.

Cm. mekcm cmamabu 8 rnpedbidyuwed pedakyuu

Cratba 20. Okcrneptvsa [OOKYMEHTOB, MpeAcTaBfeHHbIX ANna  onpeneneHus
BO3MOXHOCTU paccMmaTpmBaTbh NeKapCTBEHHbIN npenapaT Ans MeauUMHCKOro
NPUMEHEHNA MpU OCYLLECTBNEHUN rocygapCTBEHHOW pernctpaunm B KadecTse

opdaHHOro nekapcTBeHHOro npenapaTta
1. OkcnepTu3a [OOKYMEHTOB, MpeACTaBfeHHbIX AN onpeferieHns BO3MOXHOCTU
paccmaTtpvBaTb EeKapCTBEHHbI npenapaTt Ans  MeauMUMHCKOro  MNPUMEHEHUa  rpu
OCYLLECTBMNEHUN rocygapCTBEHHOW perncrtpaumm B KadecTBe OpdraHHOro JieKapCTBEHHOrO
npenapaTta, COCTaBfeHME KOMMUCCUEN OKCMEPTOB 3aKMYEHUS O BO3MOXHOCTU  UIK
HEBO3MOXHOCTU paccMaTpmBaTh NeKapCTBEHHbIN npenapaT Ana MeAnUUHCKOro npuMeHeHus
NPy OCYLLECTBIIEHUN rOCYJapCTBEHHOW perncTpauumn B kKayectse opdaHHOro fekapCTBEHHOMo
npenapaTta U HanpasfeHue OaHHOro 3aKioYeHUs B YNOSTHOMOYEHHbIV dhefepanbHbii opraH
MCNONHUTENBHOM BNacTU OCYLLECTBASAIOTCA B CPOK, He MpeBbilarwmi Tpuguatn padbounx



OHEen CO [OHS [MOfyYeHUs 3KCNepTHbIM  ydpexgeHnem 3afaHus  YNONHOMOYEHHOro
deaepanbHOro opraHa UCMNONMHUTENBHOM BNACTU U B 3NEKTPOHHOW hopMe unm Ha BymMadkHbIX
HOCUTENAX HEOOXOOUMBIX JOKYMEHTOB, YKa3aHHbIX B nyHkTax 1, 2, 5, 6, 10 yactn 4 n B 4actu
7 ctatbk 18 HacTosAwero ®enepanbHOro 3akoHa.

2. [JokyMeHTbl, copepXawimeca B pPerucTtpauMoHHOM [0Cbe Ha JeKapCTBEHHbIN
npenapaT M NOCTynNMBLIME Ha OyMaXHblX HOCUTENAX B 3KCMEpPTHOE YyupexaeHuwe [Ons
OCYLLECTBMNEHNS UX 3KCNepTu3bl AOns  onpegeneHns BO3MOXHOCTM  paccMmaTtpusaThb
NneKapCTBEHHbIN rnpenapat Ans MeAMUUMHCKOro MNpUMEHEeHWA B KadecTBe OpdpaHHOro
nekapcTBEHHOro npenapara, noanexar Bo3BpaTy B YNONMHOMOYEHHbIN ddefiepanbHbli opraH
NCNOMHNTENBHOWN BN1AaCTN OQHOBPEMEHHO C 3aKMIOYEHNAMN COOTBETCTBYIOLLMX SKCNEPTU3.

FAPAHT:

CM. kommeHTapumn k ctaTbe 20 HacToswwero ®efepansbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edeparibHbIM 3akoHOM om 22 Oekabps 2014 e. N 429-©3 cmambs 21 Hacmosiwezao
®eldepanbHO20 3aKOHa U3/I0XKeHa 8 HOoBoU pedakyuu, ecmynarowel e cuny ¢ 1 urons
2015 e.

CmMm. mekcm cmamabu 8 rpeodbidywel pedakyuu
Crtatbsa 21. PelueHne 0 BO3MOXHOCTU paccMaTpuBaTh fleKapCTBEHHbIW npenapaT npu
OCYLLECTBMEHUN TrOCyAapCTBEHHOM pernctpauun B KayvecTBe OpdraHHOro
nekapcTBEHHOro npenapaTta

1. B CpoOK, He npesbiwalWnn NSTM pabounx gHENW CO OHSA MNOMyYeHUss 3aKIYeHus,
ykaszaHHoro B 4actm 1 craten 20 Hactoduwero degepanbHOro 3akoHa, YNOSHOMOYEHHbIN
defepanbHbIi - OpraH UCMOMHUTENBbHOMW BMNacTM  OCYLLECTBNSET OUEeHKY MOoSly4eHHOro
3aKknYeHns  ana  onpedeneHns ero  COOTBETCTBUSA  3adaHWi0  Ha  npoBefeHue
COOTBETCTBYIOLLEN IKCNEPTU3bl U yBeOOMISET 3asiBUTENS B ONEKTPOHHOW opmMe unn Ha
OymaxxHOM HocuTene o pesynbTaTax MPOBEOEHHOW 3SKCMepTU3bl C MPUMOXEHNEM Konuu
9KCNEepPTHOro 3aKknioyYeHnsa (C coxpaHeHnem KoHMAeHUuanbHOCTU MHGOopMauMmM O cocTaBe
9KCNEepTHOM  KOMWUCCMM) U O BO3MOXHOCTM UM HEBO3MOXHOCTW  paccmaTpuBaTb
NeKapCTBEHHbIN npenapat Ans  MeOWUUHCKOro  MPUMEHEHWA Mpu  OCYLLEeCTBREeHUN
rocyapCTBEHHOW perncrpawmm B Ka4ecTse opdpaHHOro nekapcTBeHHOro npenaparTa.

2. [llpn BbIHECEHMM KOMMUCCUEMN 3IKCMEPTOB  3aKMOYEHUA O  BO3MOXHOCTHU
paccmatpvBaTb fEeKapCTBEHHbI npenapaTt Ans  MeOuMUMHCKOro  NPUMEHEHUa  rpu
OCYLLECTBMNEHUN rocygapCTBEHHOW pernctpaumm B KadecTBe OpdraHHOro JieKapCTBEHHOrO
npenapara YnoNHOMOYEHHbIN defepanbHbIi opraH WCMOMHUTENbHOW BIiacTU B CPOK, He
npeBbIWAaWmMn NATM pabodunx OHEW CO OHA NONyYEeHUS! LaHHOro 3aKYeHWs, NpUHUMaeT
peleHne O Bbldaye 3adaHus Ha NpoBedeHWE JKCNepTusbl KayecTBa fleKapCTBEHHOMO
cpencTBa M 3KCnepTU3bl OTHOLLEHUS OXUOaeMOW Morb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS
NeKkapcTBEHHOro npenapata And MeauMUMHCKOro MpUMEHEHUs B MNOpsiaKe YCKOPEHHOW
npouenypbl 3KCNepTU3bl JIeKapCTBEHHOrO CpeacTBa B COOTBETCTBUM CO cTatben 26
HacTosLwero PegepanbHOro 3akoHa.

3. B crnyvae NpuvHATUSA pelleHnss 0 HEBO3MOXHOCTU paccMaTpuBaThb fEeKapCTBEHHbIN
npenapaT 4ns MeauuMHCKOro NpUMeHeHUs Npu rocyfapCTBEHHOW perncrpauumn B KavecTse
opdaHHOro  fEeKapCTBEHHOro npenapaTta  YMNOMHOMOYEHHbIN  defeparnbHbli  opraH
MCNONHUTENBHOM  BNacTU  npekpawaeT npouenypy rocygapCTBEHHOW — perncrpauuu
NeKkapCcTBEHHOro npenapata. 3asBuTenb BrnpaBe 06paTUTbCS B PErMCTPUPYIOLWMA OpraH C
3a8BMNeHNeM O rocyJapCTBEHHOW perncrpauumn ykasaHHOro fekapCTBEHHOro rnpenapata B
COOTBETCTBUU CO cTaThben 18 HacTodAwero deagepanbHOro 3akoHa.

FTAPAHT:



CM. kKommeHTapum k ctatbe 21 HacTosiero ®egepanbHOro 3akoHa

CraTtbsa 22. YTtpaTtuna cuny ¢ 1 nona 2015.

MHdopmauumsa 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.

CmMm. mekcm cmamabu 8 rpeodbidywiel pedakyuu
Cratba 23. 0OkcnepTM3a KayecTBa JEKApCTBEHHOrO cCpeactBa WM 3KcnepTmsa
OTHOLUEHUS OXMOAeMOW MNomfb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
rfieKapCTBEHHOro npenapara Ans MeguLMHCKOro NpUMEHEHNS

1. OkcnepTu3a KadecTBa JIEKAPCTBEHHOrO cpeacTBa W 3KCNepTu3a OTHOLWEHUSA
OXMOaemMom Mnonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEKapCTBEHHOro npenapara nng
MEOVUUMHCKOrO MPUMEHEHUS, COCTaBfIEHME KOMMUCCUAMM 3KCMEPTOB  3aKMOYEeHUMW Mo
pesynbTatam NpPoBeAEHHbIX SKCNEPTU3 N HANpPaBfiEHNE 3TUX 3aKNYEHUN B YNONTHOMOYEHHbIN
drefiepanbHbI OpraH UCNOMHUTENbHOM BACTU OCYLLECTBNATCS B CPOK, HE MpeBbILLaoLWmim
cTa gecatn paboumx gHen Co OHS NONYYEHMST AKCMEPTHBIM YYpEeXOeHMEM COOTBETCTBYHOLLENO
3a4aHuns yrnorIHOMOYEHHOro dpeepanbHOro opraHa UCNOMHUTENBHON BRacT N Heo6XoaMMbIX
AOKYMEHTOB B 3NIEKTPOHHOM (hopme Unmn Ha ByMakHbIX HOCUTENSX.

2. B TedyeHne peBAHOCTA OHEN CO OHA MOMYyYEeHUS peLleHUs YNOSTHOMOYEHHOro
degepanbHOro  opraHa  UCMOSIHUTENbHOW — BRlacTM O NPOBELEHUMUM  JKCMEpTUs,
NpegyCMOTPEHHbIX YacTbio 1 HacTosWwen cTaTbM, 3adBUTENb MPeACTaBrsieT B 3KCNepTHoe
yuypexaeHve Onsi npoBedeHUsa 3KCNepTM3bl KayecTBa SfleKapCTBEHHOro cpeactea obpasupbl
nekapCTBEHHOro npenapata ans  MeauUMHCKOro  MNPUMEHEHUs, MNPOU3BEAEHHOIo0 B
COOTBETCTBMM C TpebOoBaHMSAMWU  OMbITHO-NPOMBILLAEHHOTO ©  (UNX)  NPOMbILLIIEHHOrO
pernaMmeHToB, YTBEPXOEHHbIX PYKOBOAUTENEM NPOU3BOAUTENS NEeKapCTBEHHbIX CPeacTs, a
Takke B COOTBETCTBYWOLMX crniydasx obpasubl  dapmaueBTudeckon cybctaHumn,
TecT-lTaMmmMa MUKPOOPraHM3MOB, KynbTypbl KNeToK, obpasubl BELWeCTB, NPUMMEHSIEMbIX AN
KOHTPOSSi KayecTBa JIEKapCTBEHHOrO0 CpeacTtBa MyTEM CPaBHEHUS C HUMW UCCnenyemMoro
NeKapCTBEHHOrO CPeAcTBa, B KONMMYECTBaX, HEOO6XoauMbIX Onsi BOCNPOU3BEAEHUS METOA0B
KOHTPOSIS KadecTBa.

3. lMpu nonyyeHnn o6pasLOB NeKapCTBEHHOro npenapata M dapmMaueBTU4eCKon
CyOCTaHUMM SKCMEPTHOE YyuYpeXaeHne BblOaeT 3asBUTEN0 AOKYMEHT, MOATBEPXOatoLwmin
nofny4yeHne ykasaHHbIX 00pa3uoB, M B CPOK, HEe MpeBbllalowmm Tpex paboumx [Hewn,
yBEOOMNSET B ANEKTPOHHON bopme unm Ha BymakHOM HocuTerne ob 3TOM YyNOSTHOMOYEHHbIN
deaepanbHbIN OpraH UCNOSTHNTENBHOW BIACTM.

4. YKasaHHble B 4acTdax 2 W 3 HaACToAWEW cTaTbW CPOK AONns npeacTaBieHus
3aaBuTenem o0pasLoB fekapCTBEHHOro npenapata u apMaueBTMYecKon cybecTaHumMm wm
CPOK yBEOOMIIEHMSI 3KCNEpPTHbIM y4ypexaeHnem o0 3ToM Ha 6ymMaxHOM HocuTene
YNOSTHOMOYEHHOro befeparibHoro opraHa UCMOMHUTESNTbHOW BNACTU He BKIKYAKTCHA B CPOK
NpoBeAEeHUs IKCNEePTU3, NPEAYCMOTPEHHbIX YacTblo 1 HACTOALWEN CTaTbW.

5. [lokyMeHTbl, NOCTYNUBLUME B 3KCNEPTHOE yupexaeHue Ans npoBefeHUst KCnepTus,
NPenyCMOTPEHHbIX YacTblo 1 HacTosIWen cTaTbW, noanexart BO3BpaTy B YMNOSIHOMOYEHHbIN
denepanbHbil - OpraH  UCMOMHUTENBbHOW BNacT OOHOBPEMEHHO C  3aKMOYEHUSIMH,
NONYyYEHHbLIMW NO pedynbTaTam COOTBETCTBYHOLLMX SKCNEPTUS.

FAPAHT:

CM. koMmeHTapumn K ctaTbe 23 HacToswero ®egepanbHOro 3akoHa



CtatbAa 24. O3kcrnepTv3a KayecTBa JIEKAPCTBEHHOrO CpeacTBa W 9KcnepTusa
OTHOLUEHUS OXMWOAemMoW MoMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS
NeKapCTBEHHOrO npenapara ans BEeTEpUHaPHOro NpMMEHEeHUs

MHdopmaums 06 usmeHeHusx:

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

Cm. mekem yacmu 6 rpedbidywet pedakyuu

1. OkcnepTu3a KayecTBa JeKapCTBEHHOrO CpeacTBa M 9KCNepTM3a OTHOLIEHUS
OXMAAEeMOW MNoMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS IeKkapCTBEHHOro npenapaTta and
BETEPUHAPHOIO MNPUMEHEHUSA, COCTaBNEHUE KOMWUCCUAMM SKCNEPTOB 3akNiYeHUn no
pesyrnbTataMm YKa3aHHbIX 3KCMepTU3 U HarnpaBfeHne Takmx 3aknioyeHUn B YNONTHOMOYEHHbIN
dreiepanbHbI OpraH UCMOMHUTENbHOW BacTU OCYLLECTBNAITCA B CPOK, HE MpeBbiLLaoLWmim
cTa pgecatm pabounMx OHeNn CO AHSA MOSMyYEeHUS SKCMEPTHbIM  YYpexaeHueM 3adaHunsd
YNONTHOMOYEHHOro  doeflepasribHOro opraHa WCNOSTHUTENbHOW Bractu C  [OKYMeHTaMmu,
yKasaHHbIMK B 4acTu 3 ctaTtbn 17 HacToswero ®efepanbHOro 3akoHa.

2. B TeyeHne ngatHaguatm paboumx [OHEN CO AOHA  NOMyYeHUs  peLleHusd
YNOMHOMOYEHHOro  dpefepanbHOro opraHa WCNOSIHUTENbHOW BAacTm O  MpoBedeHUn
yKa3aHHbIX B 4acTu 1 HacTosLWen CTaTbM IKCNEpPTU3 3adBUTENb NPeAcTaBnaeT B 3KCNepTHOe
yuypexaeHve Ons npoBedeHUsa 3KCrnepTu3bl KayecTBa JfleKapCTBEHHOro cpeactea obpasubl
NeKapCTBEHHOro npenapata Ans  BeTepUHApPHOro MNPUMEHEHWS, MNPOU3BEOEHHOI0 B
COOTBETCTBMM C  TpeboBaHMAMM  TEXHOMOTMYECKUX  PErfiaMeHToB,  YTBEPXOEHHbIX
pykoBoauTenem  nNpou3BOAUTENS  fEeKapCTBEHHbIX  CpeacTB, a Takke  obpasel
hapmaueBTUdeckon cybCTaHuMM B KonmMyecTBax, HeobxoaumbiX Ofs BOCNpOU3BeneHUs
MEeTO40B KOHTPONS Ka4yecTBa.

3. lNpu nonyyeHun oO6pasuoB nekapCTBEHHOro npenapata u dapmMaueBTU4eCKOn
cybCTaHUMM 3KCnepTHOe YyypexaeHue BblAaeT 3aaBUTEN0 OOKYMEHT, MNoATBepXAatoLLini
nonyyYyeHMe YykasaHHbIX 00pasuoB, M B CPOK, He MpeBbllawWun Tpex pabounx aOHen,
yBEeOOMNSET B MNUCbMEHHOW popme 06 3STOM YNONMHOMOYEHHbIN dbeaeparnbHbI  OpraH
NCMONHUTESTbHOW BRacTu.

4. Cpok gons npeAacTtaBneHus 3assuTeneMm ob6pasuoB NekapCTBEHHOro npenapaTta u
drapmaueBTU4eckon cybcTaHUMmM U CPOK yBeLOMIIEHUS SKCMEPTHBIM ydpexaeHnem o6 aTom B
NMMCbMEHHON (PopMe YMONMHOMOYEHHOrO pefepanbHOro opraHa WCMOMHUTENbHOM BRacTw,
yKasaHHble B 4acTsax 2 U 3 HacTOdAWeW cTaTbW, He BKIYaKTCA B CPOK MPOBeAEeHUs
yKasaHHbIX B YacTu 1 HaCTOSLLEN CTaTbW IKCNepTU3.

5. [lokyMeHTbl, NOCTYNUBLUME B IKCNEPTHOE yupexaeHue ans npoBefeHus ykasaHHbIX
B 4YacTu 1 HacTOdAWeW cTaTbM IKCNepTus, noanexar BO3BpaTy B YMNOSIHOMOYEHHbIN
defepanbHbIi - OpraH  MCNOSIHATENbHOM BNAacTM  OOHOBPEMEHHO C  3aKMYeHusAsMU no
pesynbTatam yKasaHHbIX 9KCNepTus.

FTAPAHT:

CM. kKoMMeHTapun K cTaTbe 24 HacToswwero ®efepansbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edeparbHbiM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 HaumeHosaHue cmambu 25
Hacmosiueao PedeparibHO20 3aKOHa U3II0XKEHO 8 HO8OU pedaKyuu, ecmynaru,el 8 cusy ¢
1 uronsa 2015 a.

CmM. mekcm HaumeHogaHUs 8 rpeobiOywel pedakyuu
Crtatbsa 25. [ToBTOpPHOE NpoBeAeHMEe SKCNEePTM3bl NIeKAapPCTBEHHbLIX CPeaCTB

MHdopmaums 06 usmeHeHusix:



®edeparnbHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-03 e yacmb 1 cmambu 25
Hacmosuwe2o PedeparibHO20 3aKOHa BHECEHbI UBMEHEeHUSs, ecmynaruwue 8 cuny ¢ 1 urns
2015 a.

Cm. mekcm yacmu 6 rpedbidywel pedakyuu

1. B cnyyasx HegoctaTtoyHoM 060CHOBAHHOCTU UM HEMOJSTHOTbI 3aKMHOYEHNSA KOMUCCUM
3KCMEPTOB, HanMMuMss B HEM MPOTUBOPEYMBBLIX [AaHHbIX, danbcnudukaumm BbIBOOOB
3KCNepTM3bl JIEKAPCTBEHHOIO CPEeACTBa, COKPbITUS OT YMOSIHOMOYEHHOro denepanbHOro
opraHa WCMONHUTENbLHOM BIIACTM OCHOBaHMW ANs OTBOAA 3KcrnepTa BCReacTBue €ero
3aMHTEPECOBAHHOCTM B pe3yfibTaTax COOTBETCTBYHOLLEN 3KCMEPTU3bl, HanMyus OaHHbIX O
NPSAMOM MO0 KOCBEHHOM BMeLLaTeSbCTBE B MPOLIECC COOTBETCTBYIOLEN 3KCNepTU3bl nL, He
y4yacTBYHOLMX B €€ NPOBEeLEHMU, HO OKasaBLUMX BIIMSIHUE HA MpPOLECC U pe3ynbTaTbl ee
NpoBeAeHns, YMNOMHOMOYEHHbIM  bedepanbHbIM  OpraHOM  MCMOSMIHUTENbHOM  BRAacCTU
Ha3Ha4YaeTcs MOBTOpPHAsl 9KCMepTu3a feKapCTBEHHOroO cpeactBa WM (Unn)  3TUMYeckas
aKcnepTuaa.

MHdopmaumsa 06 namMeHeHusx:

®eldeparnbHbiM 3akoHoM om 22 Oekabpss 2014 2. N 429-03 e yacmb 2 cmambu 25
Hacmosiujeeo ®edeparibHO20 3aKOHa BHECEHbI U3MEHEeHUs, scmynarowue 8 cusy ¢ 1 urns
2015 e.

Cm. mekem yacmu 6 rpedbidywet pedakyuu
2. T[loBTopHas aKcnepTM3a JekapCTBEHHOro CcpeacTtsa  MPOBOAUTCA C YY4ETOM
pes3ynbTaTtoB paHee NpoBeLEHHOW 3KCNepTU3bl B CPOK, YCTAHOBIIEHHLINA YMNOAHOMOYEHHbLIM
deaepanbHbIM OPraHOM WUCMOMHUTENBHOW BNAacTU U HE MpeBbIAWUIA TpuauaTn paboumnx
OHEeNn Co OHSA MNOSyYEHMs] SKCMEPTHbIM yYpexaeHuemMm 3adaHnd Ha npoBefeHuMe NOBTOPHON
AKCNepTU3bl fIeKapCTBEHHOIO cpeacTBa.

MHdopmaumsa 06 nameHeHusx:

®edeparbHbiM 3akoHoM om 22 Oekabps 2014 e. N 429-®3 e wacmb 3 cmambu 25
Hacmosiweao PedeparibHO20 3aKOHa 8HECEHbI UBMEHEHUS, sacmyrnatowue 8 cusy ¢ 1 uronsa
2015 a.

CmMm. mekcm 4acmu 8 rpeobidyweli pedakyuu
3. duHaHcoBoe obecneveHne BbIMOMHEHUA 3afaHuMs Ha MpoOBeAEHWE MOBTOPHOM
3KCNepTu3bl TEKapCTBEHHOIO CpeAcTBa He OCyLLeCTBNsAEeTCS.
FAPAHT:

CM. KoOMMeHTapun K ctaTbe 25 HacTosero PegepanbHoOro 3akoHa

CraTtbs 26. YckopeHHas npoueaypa aKcnepTm3bl IEKapCTBEHHbIX CPeaCTB

MHdopmaums 06 usmeHeHusix:

®edeparnbHbiM 3akoHom om 13 urona 20152, N 241-©3 e vyacmb 1 cmambu 26
Hacmosiueao ®edepasibHO20 3aKOHa BHECEHbLI UBMEHEHUS

Cm. mekem dyacmu 8 rpedbidywel pedakyuu

1. YckopeHHass npouegypa 9OKCNepTu3bl JEeKapCTBEHHbIX CpeacTts B - Lensax
rocyfapCTBEHHOW perncrpauumn nekapCcTBEHHbIX NpenapaTtoB MNPUMEHSETCAS B OTHOLLEHUM
opdraHHbIX TEeKapCTBEHHbIX npenapaToB, MNepBblX TpeX JIeKapCTBEHHbIX MpenapaTos,
pernctpupyemMbix B Poccuickon ®efepaumm B Ka4ecTse BOCNPOU3BEOEHHbIX NIEKapCTBEHHbIX
npenapaToB, OYepefHOCTb KOTOPbIX onpedenseTcs B COOTBETCTBUM C HOMEPOM U OaTou
BXOOALMX 3asBfIEHUN O rocyJapCTBEHHOW pernctpauum nekapCTBEHHbIX npenapaTtoB B
paMKax OJHOro MeXAyHapOAHOro HenaTeHTOBAHHOrO0 HauvMEeHOBaHUS feKapCTBEHHOro
npenapata WM rpynnNMPOBOYHOIO HaAMMEHOBAHWS  NEeKapCTBEHHOro npenapaTa, U
NeKapCTBEHHbIX MpenapaTtoB, npefHas3Ha4YeHHbIX WUCKMIOYUTENBHO ANA  NPUMEHEHUSN



HeCOBEpPLUEHHONTETHUMI TpaXXaaHaMu.

MHdopmaumsa 06 namMeHeHusx:

®eldepanbHbiM 3akoHOM om 22 0ekabps 2014 2. N 429-03 yacmb 2 cmambu 26
Hacmosuwe2o ®edeparibHO20 3aKOHa U3JIoXeHa 8 Ho8oU pedaKyuu, scmynarouwel 8 cusly ¢
1 urona 2015 a.

Cm. mekcm yacmu 8 rpedbidywel pedakyuu

2. YckopeHHas npouedypa 3KCMepTU3bl JIeKapCTBEHHbIX CPeAcTB B Lensx
rocyapCTBEHHOW perncrpawmm nekapcTBeHHbIX NpenapaToB He MPUMEHSETCH B OTHOLLEHUMN:

1) 6BuoaHanorosbIx (6MonogobHbIX) NekapcTBEHHbIX NpenapaTos (buoaHanoros);

2) pemdepeHTHbIX JEKapCTBEHHbIX MNpenapaToB (3@ MWCKNYEeHneM opdaHHbIX
neKapCTBEHHbIX Npenapartos);

3) BOCNpPOU3BEAEHHbIX NEKapCTBEHHbIX NpenapaToB (3a MCKMYEeHUeM MepBbIX Tpex
peructpupyembix B Poccuinckon ®efepauumn B Ka4ecTBe BOCNPOU3BELAEHHbIX NeKapCTBEHHbIX
npenapaTtoB W JleKapCTBEHHbIX nNpenapaTtoB, MpeAHas3HayYeHHbIX WCKITYUTENBHO ANS
NPUMEHEHNS HECOBEPLUEHHONETHUMU rpaxgaHamm);

4) HOBbIX KOMOMHALMIA 3apEerMCTPUPOBaHHbIX PaHee NekapCTBEHHbIX NpenapaTos;

5) nekapCTBEHHbIX MpenapaToB, 3aperMCTPUpPOBaHHbLIX paHee, HO NPou3BedeHHbIX B
APYrux nekapcTBeHHbIX opmMax B COOTBETCTBUM C NepeyHeM HaMMEeHOBaHU NeKapCTBEHHbIX
¢OpM 1 B HOBOW O3MPOBKE.

MHdopmaums 06 usmeHeHusix:

®edeparibHbiM 3akoHoOM om 22 0ekabps 2014 2. N 429-©3 yacmb 3 cmambu 26
Hacmosiueao PedeparibHO20 3aKOHa U3/I0XeHa 8 Ho8oU pedaKkyuu, ecmynaru,el 8 cusy ¢
1 urons 2015 a.

CmMm. mekcm 4acmu 8 rpeobidyweli pedakyuu

3. YckopeHHass npoueaypa 9KCNepTu3bl NEKAapCTBEHHbIX CPeAcTB MNpoOBOAUTCA MO
peLeHnio COOTBETCTBYIOLEro YnoSIHOMOYEHHOro dyefepasribHOro opraHa MCnoSIHUTENbHOM
BNacTW Ha OCHOBaHWW 3asiBIEHUS1 3asBUTENSA B CPOK, HE MpPEBbIAKLWNIA BOCbMUAECATU
pabounx aHewn. lMpun 3TOM 3KcCnepTM3a [OKYMEHTOB, COAEPXKALUMXCS B PErnmcTpauuoHHOM
A0Cbe Ha NekapCTBEHHbIM Npenapar, NPOBOAUTCA B CPOK, HE NMpPEeBbILLALWNIA AeCATN pabounx
OHEeNn, 9KcnepTm3a KadecTBa NIeKapCTBEHHOIO CpeaCcTBa M 3KCNepTM3a OTHOLLEHNSA OXNOAeMOMn
NONb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUSI NEKapCTBEHHOrO npenapara NpoBOAATCS B CPOK,
He NPEeBbILLAKLWMA LWECTNAECATN pabounx gHEN.

MHdopmaumsa 06 nameHeHusx:

®edeparbHbiM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 cmambsi 26 Hacmosuwezo
®edepanbHo20 3aKoHa dorosiHeHa Yacmeko 3.1, ecmynarowed 6 cuny ¢ 1 uronsa 2015 a.

3.1. B oTHOWEHNN OphaHHbIX NEKAPCTBEHHbIX NpenapaToB MOryT ObiTb NpeacTaBneHbl
pesynbTtatbl OOKMAMHUYECKMX WCCNeLOBaHWA JEKapCTBEHHbIX CPEeACTB UM KIMHUYECKUX
nccnefoBaHU NeKapCTBEHHbIX NpenapaTtoB A MeAULMHCKOrO NPUMEHEHUS], BbIMOMHEHHbIX
3a npegenammn Poccunckon Pegepaunm B COOTBETCTBUM C MpaBuiamMy Haganexailen
nabopaTopHOM NPAKTUKM U NpaBunamMy Hagnexallen KIMHUYEeCKOM NPakTUKN.

4. YckopeHHass npoueaypa 9KCnepTu3bl JIEKapCTBEHHbIX CPeaCcTB MPOBOAUTCA B
nopsgke, ycTtaHoBreHHOM ctaTtbsamun 17 - 20, 23 n 24 HacTtosawero ®enepansbHOro 3akoHa, u
He O3HayaeT CHWXKeHus TpeboBaHMM K ©Ge3onacHOCTU, KavecTBy M 3PPEKTUBHOCTU
neKkapCTBEHHbIX NpenapaTos.

FTAPAHT:

CM. KomMmeHTapum K ctatbe 26 HacTosiero ®egepanbHOro 3akoHa

CraTtbsa 27. PelweHune o rocyaapCTBEHHOW perncTpaumm nekapcTBEHHOro npenapara



MHdopmaumsa 06 namMeHeHusx:

®edeparbHbiM 3akoHoM om 22 Oekabpss 2014 2. N 429-©3 e vacmb 1 cmambu 27
Hacmosiwezo ®edepasribHO20 3aKOHa BHECEHbI U3MEHEHUs, scmynaruwue 8 cusry ¢ 1 urns
2015 a.

Cm. mekcm yacmu 6 rpedbidywel pedakyuu

1. B CpoK, He npeBblWwamWwmnn Aecatn pabounx gHen Co AHA NOSTyYEHUS 3aKNHYEHUN
KOMMCCUM IKCNEePTOB MO pes3ynbTataM 3KCNepTuU3bl KayecTBa JIeKapCTBEHHOro cpeacTtsa U
3KCNEepTM3bl OTHOLWIEHUA OXMOAEMOM NOMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUSA
NeKapCTBEHHOro npenaparta, COOTBETCTBYHOLWMM YNOSTHOMOYEHHbIN dhefepanbHblii  OpraH
WCMNONHUTENbHOW BNacTu:

1) pa3meLlaeT Ha cBoeM oduumnanbHoM canTte B ceTu "HTepHeT" cooTBETCTBYOLINE
3aKIOYEHNST KOMUCCUM IKCMEPTOB W  OCYLLUECTBASIET MX OUEHKY Ana onpegeneHus
COOTBETCTBUSA 3a4aHMI0 Ha NpoBeAEHNE 3TUX IKCNEPTUS;

2) NpMHMMaET pPELLEHNE O FOCYAapCTBEHHOW permcTpauumn nekapcTBEHHOro npenapaTta
unu o6 oTkase B rocygapCTBEHHOM pernctpaunm nekapcTBeHHOro npenapara;

3) BHOCUT Mpu MNPUHATUN PELLEHNSA O rOCy4apCTBEHHOW permcrpauumn fekapCcTBEHHOo
npenapata AaHHble O 3aperncTpuMpoBaHHOM JIEKAPCTBEHHOM npenapaTte, B TOM 4ucne o
dapmaueBTUYECKOM CyOCTaHLMM, BXOOSWEN B COCTaB JIEKAPCTBEHHOro npenapaTa, B
rocy4apCTBEHHbIA peecTp NekapCcTBEHHbIX CPeACTB U BblAaeT 3asBUTEN0 perncTpaunoHHoe
yOOCTOBEPEHNE  NEKAPCTBEHHOrO  npenapaTa, dopma  KOTOpPOro  yTBEpXOaeTcsa
YNOSIHOMOYEHHbIM  (beaepanbHbiM  OpraHOM  UCMOMHUTENBbHOW BacTW, COrfacoBaHHbIE
HOPMAaTVBHYIO [AOKYMEHTaLMO, HOPMATUBHBIA [OOKYMEHT, WHCTPYKUMIO MO MPUMEHEHUIO
fleKapCTBEHHOro npenaparta U MakeTbl NePBUYHOM YNAKOBKN U BTOPUYHOW (NOTPEOUTENLCKON)
YNaKOBKM C yKa3aHMEM Ha HUX HOMEpa PErncTpaLmMOHHOrO yAOCTOBEPEHUSA NEKAPCTBEHHOMO
npenapaTa 1 gaTbl €ro rocy4apCTBEHHOW perncTpauun unm B criydae npuHAaTUS pelleHns ob
OTKa3e B rOCyJapCTBEHHOW perncTpauum nekapcTBEHHOro npenaparta yBeAOMIsieT B
NMCbMEHHON hopMe 3aaBuTenis 06 9TOM C ykasaHMeM MpPUYMH Takoro oTkasa. 3a Bblgady
perncTpaunoHHOro yOOCTOBEPEHUSA neKapCTBEHHOro npenapaTa B3MMaeTcA
rocygapcTtBeHHasi NoLwsinMHa B COOTBETCTBUM C 3akoHoaaTernbctBoM Poccurckon ®egepauunu
0 Hanorax u cbopax.

MHdopmaums 06 usmeHeHusix:

@edeparnbHbiM 3akoHomM om 11 okmsbpss 2010e. N 271-@3 e yacmb 2 cmambu 27
Hacmosiweao PedepasibHO20 3aKOHa 8HECEHbI U3MEHEeHUS

Cm. mekem yacmu 6 rpedbidywet pedakyuu
2. OcHoBaHuMeM [ns oOTKasa B rOCydapCTBEHHOW perucrpauuuM rnekapCTBEHHOro
npenapaTta sBMASETCA peleHne COOTBETCTBYIOLWEro YnosIHOMOYEHHOro deaepasibHoro
opraHa WCMOMHUTENbHOM BRactTM O TOM, 4YTO Ka4yectBO U (unn) 3PPEKTUBHOCTb
perncTpmpyemoro fnekapcTBeHHOro npenaparta He NoATBepXKAeHbl NOSTyYeHHbIMU OaHHbIMU
UM YTO PUCK NPUYMHEHUS Bpeda 340POBbI0 YEloBEKa WM XXMBOTHOrO BCReACTBME Npuema
rfieKkapCTBEHHOro npenaparta npesbiwaeT 3PPEKTUBHOCTb €ro NPUMEHEHMUS.

MHdopmaumsa 06 namMeHeHusx:

®edepanbHbiM 3akoHOM om 22 0ekabps 2014 2. N 429-®3 yacmb 3 cmambu 27
Hacmosiujeeo ®edeparsibHO20 3aKoHa U3/loXKeHa 8 Ho8ol pedaKkuyuu, ecmynaroujeli 8 cusny ¢
1 urons 2015 a.

Cm. mekcm dacmu 8 rpedbidywel pedakyuu
3. [NoBTOpHOE npefcTaBneHe B COOTBETCTBYIOLLMIA YNONMHOMOYEHHbLIN ddefeparibHbIv
opraH UCMoNHUTENbLHOW BracTu NleKapCTBEHHOro npenapara, B OTHOLLEHUX KOTOPOro nostyyeH
OTKa3 B rocyapCTBEHHOM perucTpauum n KOTopbli BMOCNEOCTBUM MOABEPICH U3MEHEHUIO B
4YacTu ero cocTtaBa, paccMmaTpuBaeTCsl Kak npeacTaBreHMe HOBOro  N1eKapCTBEHHOro



npenapata Ha e€ero rocygapCrBeHHyro pernmcrtpaunido He3aBUCUMO OT COXpaHeHuda ero
nepBnM4YHOro HaMMeHoBaHUA.
FAPAHT:

CM. kKoOMMeHTapun K cTaTbe 27 HacToswwero ®efepansbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edeparbHbiM 3akoHOM om 22 dekabpsi 2014 e. N 429-©3 Hacmoswut ®edeparibHbIl
3aKkoH donosiHeH cmambed 27.1, ecmynarowed e cuny ¢ 1 uronsa 2015 a.

Cratba 27.1. [lopsgok onpedeneHnsl B3aMMO3aMEHSEMOCTUM  FleKapCTBEHHbIX

npenapaToB 419 MEANLMHCKOrO NPUMEHeHUs

1. BsaumosameHsieMOCTb NneKapCTBEHHbIX npenapaTtoB ANA  MeOUUMHCKOro
NPUMEHeHNsa onpegenaeTca B rnopsaake, ycraHoBneHHom [lpasButenbctsom Poccuinckon
depgepaumm, Ha OCHOBaHUM CrieyroLmMx napaMmeTpoB:

1) oaKBMBaANEHTHoCTb (ans 6GuoaHanoroBblXx  (6MONOAOOHBLIX)  NEKAPCTBEHHbLIX
npenapatoB (6woaHanoroB) - COMOCTaBMMOCTb) Ka4eCTBEHHbIX W  KONUYECTBEHHbIX
XapakTepucTuk dapMaueBTUYECKMX CybcTaHuun (MCNOMb30BaHWE pPasfUYHbIX  COMEn,
a(hnpoB, KOMMMEKCOB, U3OMEPOB, KPUCTANIMYeCcknx qoopm 1 Apyrux npousBoaHbIX OLHOMO U
TOro XXe OEeWCTBYHOLLEro BewecTBa He ABNAeTCs NpensaTcTBMEM A9 B3aMMO3aMEHAEMOCTH
NEeKapCTBEHHbIX NpenapaTtoB, €Cnv Npu NPOBEAEHUN MnccrneaoBaHus GUMOIKBUBANEHTHOCTU
fleKapCTBEHHOro npenapara unu B cryyae HeBO3MOXXHOCTW NPOBEAEHNS 3TOMO UCCrneaoBaHus
npy npoBedeHUN UCCreaoBaHUs TeparneBTUYEeCKOW OKBUBASIEHTHOCTU eKapCTBEHHOro
npenapaTta [OKa3aHO OTCYTCTBME KIAMHUYECKM 3HAYUMbIX Pasnuunin papMakOKMHETUKU U
(vnn) GesonacHoCT N 3PPEKTUBHOCTM NEKAPCTBEHHOMO npenapata Ansa MeauuMHCKOro
NPUMEHEHNS);

2) 3KBMBANEHTHOCTb JlekapCTBEHHOMN (POPMbI (MO SKBMBANEHTHbIMU NeKapCTBEHHbLIMN
dopMmamMu MOHUMAIOTCA pasHble JleKapCTBEHHbIE (POPMbI, UMEOLME OLMHAKOBbLIE CMOCOO
BBeAEeHMA 1 cnocob npumeHeHus, obnagatowime ConoctaBMMbIMU hapMaKOKUMHETUYECKMMU
Xapaktepuctmkamn 1 (papmakonormdyeckmm genctemem 1 obecneymBalowme Takke
AOCTMXKEHNE HeobXoauMOoro KnmMHM4Yeckoro adpdekTta. Pasnunums nekapcTBeHHbIX (hopMm He
ABMAKTCA NPensaTcTBMEM ANA WX B3aMMO3aMEHSEMOCTM, €Cnu  npu  npoBeneHun
nccnegoBaHMst  OMO3KBMBANEHTHOCTM  NEeKApCTBEHHOro npenapara  wnnm B Crniyyae
HEBO3MOXHOCTU MPOBEAEHNA 3TOr0 UCCnegoBaHuss Npyu NPOBEOEHUM  UCCNenoBaHus
TepaneBTUYECKOM OSKBMBANEHTHOCTM JleKapCTBEHHOro npenapaTta [JokKa3aHO OTCyTCTBME
KIMHMYECKM  3HAYUMbIX  pasnuumin  apMakokMHeTukm u  (unu)  6es3onacHoCTM  u
3PPEeKTUBHOCTU NEKapCTBEHHOIO npenapara Ans MeauumMHCKOro NpuMeHeHus);

3) 9KBMBASNIEHTHOCTb WM COMOCTAaBUMMOCTb COCTaBa BCMOMOraTesfibHbIX BeLLEeCTB
NeKapCTBEHHOro npenapata And MeAWUMHCKOro  NPUMEHEHUA  (pasnuums  cocTaBa
BCNOMOraTenbHbIX BELLECTB NeKapCTBEHHOro npenaparta Ang MeguunHCKOro NpuMeHeHNsa He
SABNAOTCA NPEendaTcTBMEM ANS  UX  B3aMMO3aMEHSIEMOCTW, €Cnv  Mpu  NpPOBEAEHUN
nccnegoBaHnss GUOSKBMBANEHTHOCTM JIEKAPCTBEHHOro npenapata  Ans  MeguuMHCKOro
NMPUMEHEHNS WAN B ClnyyYyae HEBO3MOXHOCTM NPOBEAEHUSI 3TOr0 WCCNegoBaHus MNpu
NpoBeAeHUn nccnefoBaHns TepaneBTUHECKON 3KBMBANEHTHOCTU SIeKapCTBEHHOrO npenapara
AnNst MEOULMHCKOrO MPUMEHEHUSI [OOKAa3aHO OTCYTCTBME KITMHUYECKN 3HAYMMbIX pPasfivyunm
hapMaKOKMHETUKN 1 (Mnun) 6esonacHOCTU 1 3P PEKTUBHOCTM NeKapCTBEHHOrO Npenapara gng
MEANLMNHCKOro npumMeHeHus. MNpu 3ToM pasnuuusi coctaBa BCMOMOraTeslbHbIX BELLECTB HEe
OOIKHbI  MPUBOAUTL K PUCKY BO3HUMKHOBEHUSI CEPbE3HbIX HexenaTeSibHbIX peakunn y
OTAENbHbIX rPYNM NaUMEHTOB UMM MOBbLILIEHNSA YaCTOTbl UX BO3HUKHOBEHMS);

4) VAEHTUYHOCTb cnocoba BBeOEHUS U MPUMEHEHUS;

5) OTCyTCTBME KIIMHMYECKM 3HAYUMbIX Pa3nuynMi Npu NpPoOBEAEHUN UCCReaoBaHUA



OMO3KBMBANEHTHOCTU  JIEKApCTBEHHOrO npenapata WM B Clyd4ae HEeBO3MOXHOCTU
NpOBEAEHUS 3TOr0 UCCNeAoBaHNA OTCYTCTBME KIMHUYECKN 3HAYMMbIX Pa3nnyumii nokasatenen
0e3onacHoCTM U 3(PPEKTUBHOCTM FNEKAPCTBEHHOro npenapata npu MNpoBeaeHUU
nccnegoBaHnUsl TEPaneBTUYECKON SKBUBANEHTHOCTWU. [JaHHbIA napameTp He NMpUMEHsieTCs B
OTHOLUEHUM BOCMPOU3BEAEHHbIX NIEKaPCTBEHHbIX NpenapaToB, YKka3aHHbIX B 4actu 10 ctatbu
18 HacTosiwero PepepanbHOro 3akoHa. B oTHoweHun OGuoaHanoroBbix (61MonogobHbIX)
neKkapCTBEeHHbIX npenapaTtoB (buoaHanoroB) gaHHble 06 OTCYTCTBUM KITIMHUYECKU 3HAYUMbIX
pasnuuun 6e3onacHoCcTn, 3PPEKTUBHOCTM U MMMYHOTEHHOCTU JIEKAPCTBEHHOrO npenapara
No pesynbTatam MPOBEAEHNSA KIMHUMYECKMX WUCCRedoBaHW NpefoCTaBfsalTCA B nopsigke,
YCTaHOBMEHHOM HaCTOSILLLEN YaCTbio;

6) CoOTBEeTCTBME MPOM3BOAUTENS  FIEKAapCTBEHHOro cpeactBa TpeboBaHusM
HaZnexatlen npon3BoaCTBEHHOW NPAKTUKN.

2. CpaBHeHMe napamMeTpoB perucTpupyembiX JiekapCTBEHHbIX MpenapaTtoB Ans
MEANLUNHCKOrO  MPUMEHEHUS1  OCYLLECTBIMSETCA  KOMUCCMEN  SKCMEPTOB  IKCMEPTHOro
yuypexaeHusi npyn NnpoBeaeHnn SKCNepTU3bl TakKNX NEKapCTBEHHbIX MpenapaToB B npouecce nx
rocygapCTBEHHOW pernctpaumn. BbiBogbl 3KCNEpTOB O  B3aMMO3aMEHAEMOCTU UMK
HEeB3aMMO3aMEHSAEMOCTM JIEKAPCTBEHHbIX MpenapaTtoB AN MEeOMUUHCKOTrO MNPUMEHEHUS,
caenaHHble B peaynbTaTte 3TOr0 CpaBHEHUA, OOPMNSITCA B BUAE MNPUITOXKEHUA K
3aKIOYEHMIO  3KCNEepToB MO  doopMe, YTBEPXKAEHHOW YMNOSIHOMOYEHHbIM heaepanbHbIM
OpraHoOM UCMONHUTENbHOW BRacTu.

3. [lonoxeHuss HacToslWwen CcTaTbM HEe pacnpocTpaHAalTCs Ha pedepeHTHble
fneKapCTBEHHbIE NpenapaTbl, JIeKAapCTBEHHbIE pacTUTENbHbIE NpenapaTbl, roMeonaTn4eckmne
NneKkapCTBEHHbIE npenapaTtbl M NeKapCTBEHHble MpenapaTtbl, KOTOpble pas3pelleHbl A
MeanUUHCKOro npumeHeHnsa B Poccunckon degepaumm bonee aggaguatv NeT U B OTHOLLEHUN
KOTOpPbIX HEBO3MOXHO NpoBeAeHNE UCCeaoBaHNs UX OMO3KBMBANEHTHOCTW.

FAPAHT:

CM. KommeHTapum K ctatbe 27.1 HacTosiwero degepanbHOro 3akoHa

CraTtbsa 28. PerncrpaunoHHoe yooCTOBEPEHNE NIEKAPCTBEHHOIO NpenapaTta

1. PeructpauynoHHoe yaocToBepeHue nekapcTBEHHOro npenapata € ykasaHuem
NEeKapCTBEHHbIX (OPM U  [O3UPOBOK  BblaaeTcsas  6GeccpoyHo, 3a  UCKIHYEHMEM
pPErMcTPaLmMoHHOro yAOCTOBEPEHUS NIEKApPCTBEHHOro npenapaTa, Bbl4aBaeMoro CO CPOKOM
OencTBus naTb  feT, Ha BnepBble peructpupyemble B Poccunckon depepaumm
rniekapCTBEHHble npenapaTbl.

2. [lo uctedyeHuM ykasaHHOro B 4acty 1 HacTosAwen cTaTbM CpoKa BblaaeTcd
OeccpoyHoe perncTtpaumoHHoe yAOCTOBEPEHWe nekapcTBEHHOro npenapaTta npu yCroBuu
NOATBEPXKAEHWS €ro rocyaapCTBEHHOW perncTpaumm.

MHdopmaums 06 usmeHeHusix:

®edeparibHbIM 3akoHOM om 22 Oekabps 2014 e. N 429-©3 cmambs 28 Hacmosiuwezao
®edeparnbHo20 3aKoHa dorosiIHeHa Yacmabro 3, ecmynarowel e cuny ¢ 1 uronsa 2015 e.

3. B cnyyae BHeceHusas B cootBeTcTBMM cO cTatbamm 30 wn 31 HacToswero
depepanbHOro 3akOHa W3MEHEHWA B cogepxalmecss B pPermcTpaumMoHHOM [Jocbe Ha
3aperncTpupoBaHHbIN NEKapCTBEHHbIM npenapaTt [OKYMEHTbl, 3aTparnBaromx CBeAeHWUs,
OTPaXeHHble B  perncTtpauMoHHOM  yOOCTOBEPEHUW  NleKapCTBEHHOro  npenapara,
YNOMHOMOYEHHbIN  doeepanbHbii - OpraH  UCMNOSIHUTENbHOM  BNacTuU  BblgaeT  HoOBOe
perncTpaumoHHoe yaoCcToBepeHue feKkapCTBEHHOro npenapaTa, coaepkalwee BHeCeHHble B
Hero U3aMeHeHus.

MHdopmaums 06 usmeHeHusix:

@edeparibHbIM 3akoHOM om 22 Oekabps 2014 e. N 429-©3 cmambsi 28 Hacmosiuwezao



®edeparnbHo20 3aKoHa 0orosiIHeHa Yacmabio 4, ecmynarowel e cuny ¢ 1 urons 2015 e.

4. B cnyyae yTpaTbl WNXU NOBPEXOEHUST PErMCTPALNOHHOIO YAOCTOBEPEHUS
NekapCTBEHHOro npenapata no 3asiBieHW0 B MUCbMEHHOW opMe aepxatens unu
Bnagenbua pPermcTpaumoHHOro  yOOCTOBEPEHUSA  NIEKApPCTBEHHOrO  npenaparta  WUnu
YNOSITHOMOYEHHOrO  MMW  OPYyroro  lpuMaMyeckoro nvua o  Bblgade  gybnukarta
PErMcTpaunoHHOro  YAOCTOBEPEHMSI  JIEKAPCTBEHHOro  npenapata  YNOSIHOMOYEHHbI
deaepanbHbIi OpraH UCNOMNMHUTENbHOW BNAacTU B CPOK, HE MPEBbLILALWNA AeCATU paboumnx
OHEeN co OHA NOCTYNNeHus 3asiBNeHns, BblgaeT oybnvkaTt permcTpaunoHHOro yaoCToBepPEHMS
nekapCTBeHHOro npenaparta. 3a Bblgayy Aybnukata perMcTpauuoHHOro yaoCTOBEPEHUS
NIeKapCTBEHHOro npenaparta B3MMaeTCs rOCydapCTBEHHas MOWMHa B COOTBETCTBUM C
3akoHogartensctsoM Poccunckon degepaumm o Hanorax u cbopax.

TAPAHT:

CM. KommeHTapum k ctatbe 28 HacTosiero ®egepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHOM om 22 O0ekabps 2014 2. N 429-©3 cmames 29 Hacmosiuezao
®eldeparibHO20 3aKOHa U3/IoXeHa 8 HoeoU peldaKuuu, ecmynaroweu e curiy ¢ 1 sHeaps
2017 e.

Cm. mekem cmambu 8 6yOywed pedakyuu
Cratba 29. [loagTBepxaeHWe roCydapCTBEHHOM perucTpauum  JiekapCTBEHHOro
npenaparta

MHdopmauumsa 06 nameHeHusx:

®eldeparibHbiM  3akoHoM om 13 wuroniga 20152, N 241-03 e yacmb 1 cmambu 29
Hacmosiweao PedepasibHO20 3aKOHa 8HECEHbI U3MEHEeHUs

Cm. mekem yacmu 6 rpedbidywet pedakyuu

1. [MogTeepxaeHne rocygapCTBEHHOW perncTpauum nekapcTBEeHHOro npenapara
ocywiecTBndeTca npu  Bblgade  BGECCPOYHOro  PEermcTpaumoHHOro  yAOCTOBEPEHUS
nekapCTBEHHOro npenaparta B Clliydae, YKa3aHHOM B 4acTu 2 cTaTbM 28 HaCTOSALWEero
depepanbHOro 3akoHa, B CpPOK, He MpeBbllakowmi aeBsHoOCTa paboumx gHen cOo AHSA
NOMny4YeHns COOTBETCTBYIOLNM YNOSIHOMOYEHHbIM (heaepanbHbiM OpraHOM MCMONHUTENBHON
BNactTu 3asiBfieHUss O NOATBEPXAEHUN roCygapCTBEHHOM pernctpaumm nekapCTBEHHOro
npenapaTta Ans MeguuuHCKOro npuMeHeHusi, 0OpPMIIEHHOrO B COOTBETCTBUWM C YacTbl 2
ctrateu 18 Hactoswero ®PefepanbHOro 3akoHa, MO0 3asBneHuMss O MOATBEpPXAEeHUU
rocydapCTBEHHOW  peructpaummM  fiekapCTBEHHOro  npenapata And  BeTepuMHapHoro
npuMeHeHnsl, O(OPMISIEHHOrO B COOTBETCTBUM C YacTbio 2 cTtatbm 17 HacToswero
depepanbHOro 3akoHa.

MHdopmaums 06 usmeHeHusix:

®eldeparibHbIM 3akoHOM om 29 Hosibpss 2010e. N 313-©3 vacmb 2 cmambu 29
Hacmosiweao ®edeparibHO20 3aKOHa U3JIoXeHa 8 Ho8oU pedaKkuyuu, ecmyratouwel 8 cusy ¢
1 aHeaps 2011 a.

CmM. mekcm 4yacmu 8 rpeodbiOywel pedakyuu
2. [logTeBepxaeHne rocygapCTBEHHOM perucTpaummn rekapcTBEHHOro npenapara
OCyLLeCTBNAeTCsa No pesynbTaTtaM 3KCNepTU3bl OTHOLWEHUS OXUAAeMOW Monb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOrO npenapaTta, a Takke 3KCNnepTu3bl KayecTsa
NeKapCTBEHHOro cpeacTsa, NPOBOAMMOW B Cllyvyae BHECEHUS U3MEHEHUW B HOPMAaTMBHYHO
AOKYMEHTauM 0 NN HOPMaTUBHbBIA JOKYMEHT.

MHdopmaumsa 06 namMeHeHusx:

®edepanbHbiM 3akoHOM om 29 0Oekabps 20152. N 389-03 yacmb 3 cmambu 29



Hacmosuweao PedeparibHO20 3aKOHa U3/I0XeHa 8 Hogou pedakyuu, ecmynaruwel 8 cusy ¢
1 aHeaps 2016 2.

CmMm. mekcm 4yacmu 8 rpeodbiOywel pedakyuu

3. K3aaBneHnio 0 nogTBepXAeHUn rocygapCTBEHHOW perncTpaumm nekapCTBEHHOMO
npenapaTta ANd MeAWUMHCKOrO MPUMEHEHUS MpunaralTCa OOKYMEHT, MOATBEpXAatoLmi
ynnaTty rocygapCTBEHHOM MOLWMMHbI 3a MNOATBEPXAEHWE TOCy4apCTBEHHOW perncrpaumnm
NeKapCTBEHHOro npenapata And MeAWUMHCKOTO MNPUMEHEHUs, OOKYMEHT, coaepKaluuin
pesynbTaTbl MOHUTOPUHra ©e30MacHOCTU NeKapCTBEHHOro npenapata ans MeguuMHCKOro
NPUMEHEHNs, NPOBOAUMOro 3asBuTenem, no opme, yCTaHOBMEHHOW COOTBETCTBYHOLLUM
YNOSIHOMOYEHHbIM  dpefeparnbHbiM  OpPraHoOM  UCMOSTHUTENbHOW  BNAcTW,  OOKYMEHT,
nepeBefeHHbI Ha pPYCCKAM A3blK, MNOATBEPXAAKOWMUA COOTBETCTBME MPOmU3BOAUTENS
NeKapCTBEHHOro npenapata Ansg MeaMUUHCKOro npuMeHeHust TpeboBaHuaM  npaBus
Hagnexawen npousBOACTBEHHOW MPaKTUKW, BblOAHHbIA KOMMETEHTHbIM OpPraHoM CTpaHbl
Npoun3BOAUTENS NEKApCTBEHHOro npenapaTa Ans MeguUMHCKOro NpuMeHeHNs U 3aBepeHHbIN
B YCTAHOBMNEHHOM MNopsake, OOKYMEHT, NepeBeAeHHbI Ha PYCCKUIN A3blK, MOATBEPXAAOLLMNI
COOTBETCTBME NpPOM3BOAUTENS apMaueBTUYECKONn cybcTaHuum TpeboBaHnAM npasun
Hagnexawen npousBOACTBEHHOW MPaKTUKW, BblOAHHbIA KOMMETEHTHbIM OpraHoM CTpaHbl
npounsBoauTens gapmaueBTUYeckon CyoCTaHUuKM, 3aBEPEHHbIN B YCTAHOBIIEHHOM NOPSAKE U
cogepxaLymmn HanMeHoBaHMe  dapmaueBTUYeckon  cybeTaHuum  (MexayHapoaHoe
HenaTeHTOBAHHOE WSIM XMMUYECKOe M TOProBoe HauMMeHOBaHWS), HaMMeHOBaHue U agpec
npounsBoauTensa dapmaueBTUdeckon cybcTtaHummn, CpoK rogHOCTM  dhapmaueBTUYECKON
cybcTaHumm.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHOM om 13 uwnsa 20152. N 241-®3 cmambss 29 Hacmosiuweao
®edeparibHo20 3aKoHa 0ornosiHeHa Yacmbio 3.1
3.1. K 3aaBneHunto 0 noaTBep>KAEHUN roCcygapCTBEHHOW perncTpauumn nekapCTBEHHOMO
npenapaTta Ansi BETEPUHAPHOINO NPUMEHEHUSA MpunaralTcss LOKYMEHT, NOATBEpXAatoLni
ynnaTty rocygapCTBEHHOM MOLWMMHBI 3a MNOATBEPXAEHWE TOCy4apCTBEHHOW perncrpaumnm
NIeKapCTBEHHOro npenapaTta Ans BETEPUHAPHOrO MPUMEHEHUs, OOKYMEHT, COoAepXKallni
pesynbTaTbl MOHUTOPUHra ©6e30MacHOCTM JleKapCTBEHHOro npenapaTta, nNPOBOAMMOro
3aaButenem, no dopmMe, YCTaAHOBMNEHHOW  COOTBETCTBYHLUMM  YMNOSTHOMOYEHHbLIM
dreepanbHbIM OpraHoOM MUCMNOSTHUTENBHOW BIIAaCcTU, a Takke AOKYMEHTbI, YKa3aHHble B MyHKTe
1 n nognyHkTax "a", "6", "k", "n" nyHkta 4 yactm 3 ctatbn 17 Hactoswero denepanbHOro
3aKoHa.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHOM om 13 urwnsa 20152. N 241-®3 cmambss 29 Hacmosiweao
®edeparsibHo20 3aKoHa 0orosiHeHa Yacmbio 3.2

3.2. HopmaTuBHaa OOKyMeHTaunsa UM HOPMaTUBHBIA OOKYMEHT, MPOEKT UHCTPYKLUK
MO MPUMEHEHMIO NEKAPCTBEHHOro npenapaTta, NPOEKTbl MakeTOB MNEPBUYHOM YMNaKOBKUA U
BTOPUYHOM (NOTpebuTenbCckon) YMNakoBKM NeKapCTBEHHOro npenapata npunaralTca K
3aABMEHMIO O MOATBEPXOEHMM FOCYOQAPCTBEHHOW perncTpauumn fiekapCTBEHHOro npenapara
BHOBb TOSbKO B Cily4yae, eCin B HUX BHOCATCS U3MEHEHUS.

4. B TeyeHne pgecatn pabouymx OHEN CO OHS NPUHATUA 3asiBNEHUST O NOLTBEPXOEHUM
rocy4apCTBEHHOM perncTpauumn fnekapcTBEHHOro npenapata U HeobxoauMbIX [LOKYMEHTOB
COOTBETCTBYIOLLUNIM YNOMHOMOYEHHbIN doeaepanbHbI OpraH UCNOSTHUTENBHOW BIACTMU:

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

MHdopmaums 06 usmeHeHusix:

®edeparbHbiM 3akoHOM om 29 Hosibpsi 2010 e. N 313-®3 nyHkm 2 yacmu 4 cmambu 29



Hacmosiweao ®edepasibHO20 3aKOHa U3/I0XKeH 8 HoBoU pedakyuu, ecmynaruwed 6 cusny ¢ 1
sHeaps 2011 a.

CmM. mekcm niyHkma e rnpedbidywed pedakyuu

2) NpUHUMaEeT pelleHrMe O npoBedeHun nnu ob oTkase B MPOBELEHMM IKCNepTU3bl
OTHOLLEHMSI OXMOAEeMOW MOofb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS1 NeKapCTBEHHOro
npenapaTa, a Takke 3KCnepTU3bl KayecTBa JlekapCTBEHHOrO CpeacTBa, NPOBOANMON B Criyvyae
BHECEHUSI UIBMEHEHMWI B HOPMATUBHYIO JOKYMEHTALMIO NN HOPMATUBHbIN LOKYMEHT;

3) yBegomMnseT B NUCbMEHHON hopMe 3asBUTENSI O NPUHATOM peLleHUn Unu B criyvae
NPUHATUSA peleHna o6 oTKasze B MPOBEAEHWMM SKCMEPTU3bl C YKas3aHMEM MNPUYMH Takoro
oTKasa.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHoM om 25 Hosibpsi 2013 e. N 317-®3 cmambsi 29 Hacmosiwezo
®edeparibHo020 3aKoHa 0orosiHeHa Yacmbiko 4.1
41. B cnyyae BbiSiBNEHWSS HEeOOCTOBEPHOCTM CBEOEHWW, COAeEpXKalMxcs B
NpeAcCTaBnEeHHbIX 3asBUTENEM MaTepuanax, YMNOMHOMOYEHHbIN deaepanbHbIin  OpraH
WCMONHUTENbHOM BRacTWU HanpaensieT 3asiBUTENt0 3anpoc 06 YTOYHEHUMM yKa3aHHbIX
ceefgeHun. [aHHbii 3anpoc MOXeT ObITb nepefaH YNofHOMOYEHHOMY MpeacTaBuUTENIO
3a8BUTENS NIMYHO MO PacnucKy, HanpaeBneH no noyTe 3akasHbiM NMMCbMOM WK NepefaH B
3MEKTPOHHOM POpPME MO TENEKOMMYHUKALMOHHLIM KaHanam cBs3n. B cnyyae HanpaBneHus
AaHHOro 3anpoca Mo no4yte 3akasHbiM MUCbMOM OH CYMTaeTCHA MOSTyYEHHbIM MO UCTEYEHUU
LUECTN OHEN C AaTbl HAaNpPaBfEHUSA 3aKa3HOro NMCbMa.

MHdopmaums 06 usmeHeHusx:

®eldeparibHbIM 3akoHoM om 25 Hosibpsi 2013 e. N 317-®3 cmamesi 29 Hacmosiwezo
®edeparnbHo20 3aKoHa 00rosIHeHa Yacmeio 4.2
4.2. 3asasutenb o006s13aH npeacrtaBuTb OTBET Ha  3anpoC  YNOSTHOMOYEHHOro
denepanbHOro opraHa WCNOMHUTENBbHOM BlaCTU B CPOK, HEe MpeBblaWmn geBsHocTa
pabounx AHen co OHA NonyvYeHust JaHHOro 3anpoca. Cpok, yKasaHHbIN B 4acTu 4 HacTosALEeN
cTaTbW, NPUOCTaHaBNUBAETCA CO OHSA HarnpaBneHus 3asBUTENt0 3anpoca YnosIHOMOYEHHOro
dreiepanbHOro opraHa MCNOSIHUTENbHOM BracTu 40 OHSA MOMyYeHUs UM oTBeTa Ha AdaHHbIN
3anpoc M He Yy4uTbiBaeTCA MNpU WMCYUCIIEHUM CpOKa MOATBEPXKOEHUS rocyaapCTBEHHOM
perucrtpauum nekapCcTBEHHOro npenapara.

MHdopmaumsa 06 nameHeHusx:

Q®edeparibHbIM 3aKoHOM om 25 Hosibps 2013 2. N 317-®3 e yacmb 5 cmambu 29
Hacmosiweao ®edepasibHO20 3aKOHa BHECEHbLI UBMEHEHUS

Cm. mekem dyacmu 8 rpedbidywel pedakyuu

5. OcHoBaHveM [ns oOTKasa B MPOBEAEHUM 3KCMepTU3bl OTHOLUEHUA OXMOaemown
NOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NekapCTBEHHOro npenaparta u (Mnu) akcnepTusbl
KayecTBa NeKapCTBEHHOro CpeacTBa ABNAETCA npeacrtaBreHne OOKYMEHTOB, yKas3aHHbIX B
yactax 1 n 3 HacToswen ctaTbu, B HEMONHOM ObbemMe, HenpeacCTaBreHne 3asiBUTENEM B
YCTaAHOBMNEHHbIM CPOK OTBeTa Ha ykasaHHbIn B 4acTty 4.1 HacTosiwen cTaTtbu 3anpoc
YNONMHOMOYEHHOro dpeepanbHOro opraHa UCNOSTHUTENbHOW BRacTWu, a Takke OTCYTCTBME B
NPeACTaBMNEHHbIX [OOKYMEHTaxX MCYepnbiBalOWMX CBEOEHUN, KOTopble [OMKHbl  ObITh
OTpa)KeHbl B HUX.

MHdopmaumsa 06 nameHeHusx:

@eldeparibHbIM  3akoHOM om 29 Hosibpss 2010e. N 313-©3 vacmb 6 cmambu 29
Hacmoswezo ®edepanibHO20 3aKOHa U3/I0XeHa 8 Ho8oU pedaKkuuu, ecmynarouwel 8 cusy
co OHS ocbuyuanbHo20 onybnukogaHuss Ha3gaHHo20 ®edepasibHO20 3aKkoHa U
pacripocmpaHsouwelics Ha npasoomHouweHusi, 603HuUKkwue ¢ 1 ceHmsbps 2010 a.



Cm. mekem yacmu 6 rpedbidywel pedakyuu

6. OKcnepTvM3a OTHOLWIEHUS OXMOAEMOW MONb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
fleKkapCTBEHHOro npenaparta M (MnNu) aKcnepTM3a KayecTBa JNeKapCTBEHHOrO cpeacTsa B
Lensix MOATBEPXOAEHUST TrOCYLAapCTBEHHOM perncTpauum nekapcTBEHHOro npenapata
NPOBOAATCS Ha OCHOBaHMM [OOKYMEHTOB, YKa3aHHbIX B 4acTu 3 HacToswen craTbu, B
nopsiake, yCTaHOBMEHHOM YacTtamu 5-8 ctaten 23 U ctaTben 24 Hactodwero deneparnbHOro
3aKoHa.

7. B nepuog npoBefeHunsa npoueanypbl NOATBEPXOEHUS rOCYAapCTBEHHOM perncrpaumm
NeKapCTBEHHOro npenapata ero rpaxgaHckun o6opoT OCyLLeCTBNSETCS Ha Tepputopun
Poccuinckon ®epepaunn.

MHdopmaumns 06 usmeHeHusix:

®edeparibHbIM 3akoHOM om 22 okmsbps 2014 2. N 313-©3 cmambsa 29 Hacmosiuezao
®eldepanbHo20 3akoHa OornosiHeHa 4Yacmbio 8, ecmynarowel 6 cusly Mo ucmedyeHuu
mpudyamu OHeu rocrie OHs ouyuaribHo20 orybriukosaHusi HaseaHHo20 ®edeparibHO20
3aKoHa
8. OcHoBaHueM gOna oOTkasa B MNOATBEPXOEHUM rOCYAApPCTBEHHOM peructpaumm
NleKapCTBEHHOro npenapata SBNSeTCs pelleHne COOTBETCTBYHOLLEro YNOSTHOMOYEHHOMO
defepanbHOro opraHa WCMNOMHUTENBHOW BflacTM O TOM, YTO KayectBO UM (4nn)
3P PEKTUBHOCTb SIEKAPCTBEHHOIO NpenapaTa He NOATBePXXAeHbl NOMYyYEHHbIMU AaHHBIMU UK
4YTO PUCK NPUYMHEHMS Bpeda 340POBbI0 YerioBeKka WM XMBOTHOMO BCreacTBue npvema
rfieKkapCTBEHHOro npenaparta npesbiwaeT 3PPEKTUBHOCTb €ro NPUMEHEHMUS.
FTAPAHT:

CM. KommeHTapum k ctatbe 29 HacTosiero ®egepanbHOro 3akoHa

Cratbsa 30. BHeceHvne nameHeHun B JOKYMEHTbI, COAepKaLlmMecsa B permcTpaymoHHOM
AOCbe Ha 3aperncTpupoBaHHbIN NlekapCTBEHHbIV npenapaT AN MeguLMHCKOro
npUMeHeHns

MHdopmaumsa 06 nameHeHusx:

®eldeparibHbIM 3aKkoHOM om 22 Oekabps 2014 2. N 429-03 (8 pedakyuu PedepasiobHO20
3akoHa om 13 urons 2015 e. N 241-®3) yvacmb 1 cmambu 30 Hacmosuweao ®edeparibHO20
3aKoHa u3rioXeHa 8 Hogol pedakyuu, ecmynarouwed 8 cusy ¢ 1 sHeaps 2017 e.

CmM. mekcm 4yacmu 8 bydyuwed pedakyuu

1. B uensx BHeCEHUS1 UBMEHEHUN B JOKYMEHTbI, coaepalimecs B pernctpaumoHHOM
[OCbe Ha 3apermcTpupoBaHHbIN NIEKAPCTBEHHbIN NpenapaT Afs MeauLMHCKOro NPUMEHEHUS,
3asBUTESb NPeacTaBnisgeT B YNONHOMOYEHHbIN dpeieparnbHbI OpraH NCNOSTHUTESTbHOW BlacTu
3asBfieHMe O BHECEHUW Takux WM3MEHeHUN Nno (opme, YCTaHOBIIEHHOW YMNONHOMOYEHHbIM
defepanbHbIM OPraHoOM WCMOSHUTENBHON BNAcTW, U MPUIOXEHHbIE K HEMY M3MEHEHUs B
yKasaHHble OOKYMEHTbI, a Takke AOKYMEHTbl, NOATBepXxaatowme HeobxoamMmMoCTb BHECEHUS
Takux U3amMeHeHun. MNpuHaTME peLleHns O BHECEHUU TakKMX U3MEHEHU unn o6 oTkase B MX
BHECEHMM OCYLLECTBMNSAETCA B CPOK, He MpeBbIIAoWmMi OeBAHOCTa paboyunx OHen co AHS
NPUHATUSA YNOSTHOMOYEHHBIM dhefepanbHbiM OpraHoOM MCMNOSTHUTENBHOW BRACcTU 3asiBNEHUs O
BHECEHUWN TaKNX NU3MEHEHUN.

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHoM om 22 0ekabps 2014 a. N 429-©3 yacmb 2 cmambu 30
Hacmosiweao PedeparsibHO20 3aKOHa U3/10KeHa 8 Hogou pedakyuu, scmyrnarouel 8 cusy ¢
1 aHeaps 2016 a.

CmM. mekcm 4acmu 8 rpeodbidyweli pedakyuu
2. OKcnepTtM3a neKapCTBEHHbIX CPeACTB B 4YacTM  3KCNepTu3bl  KavecTBa



NEeKapCTBEHHOrO0 CcpeactBa W (MnNW) 3KCNepTU3bl OTHOLUEHUS OXWOAeMOW Momnb3bl K
BO3MOXHOMY PUCKY TMNPUMEHEHNS FEeKapCTBEHHOro npenapata And  MeguuMHCKOro
NPUMEHEHNST NPOBOANTCA B Cllydae BHECEHWS U3MEHEHU B OOKYMEHTbI, coaepXalimecsa B
pPEerncTpaumoHHOM JOCbEe Ha 3aperncTpUpOBaHHbIN NeKapCTBEHHbIN Npenapar, B OTHOLEHWN:

1) cBegeHun, yKasaHHblX B  WHCTPYKUMM NO  MEAUUMHCKOMY  MNPUMEHEHMUIO
nekapCcTBEHHOro npenaparTa:

a) nekapcTBeHHasa oopMa C yKasaHMEM HaMMEHOBaHMM U KONMYECTBEHHOrO cOoCTaBa
OENCTBYIOLUMX BELLECTB W KayeCTBEHHOro cocTaBa BCMoMoraTesibHbiX Bellects (npwu
Heo6Xo04MMOCTIN KONMMYECTBEHHOMO COCTaBa BCNOMOraTeNbHbIX BELLECTB);

0) dapmakognHammka u apMakoKMHETUKA (3@ WCKNIYEHNEM (apMaKOKUHETUKN
roMmeonaTtnyeckmx JeKapCTBEHHbIX MpenapaTtoB W PacCTUTENbHbIX  JNIEKAPCTBEHHbIX
npenapaToB);

B) NOKa3aHus Onsi NPUMEHEeHUs;

) npoTuBONoOKasaHns Ang NpMMeHeHus;

A) Mepbl NPegOCTOPOXHOCTU NPU NPUMEHEHWM;

€) ykasaHve BO3MOXHOCTU N 0COBEHHOCTEN NPUMEHEHUSA NeKapCTBEHHOro npenapara
AN MeOMUMHCKOTO MNPUMEHEHUS OGepeMEHHbIMU KEHLMHAMW, >KEeHLWMHaMn B nepuog
rPyoHOro BCKapMIiMBaHUA, A4eTbMU, B3POCbIMU, UMEIOLLNMUN XpOHMYecKne 3abonesaHus;

X) pexuvm [03MpoBaHMs, Cnocobbl BBEAEHWUSI U MPUMEHEHUS, NMpU HEeobXxoaumMocTu
BpeMs npuema nekapCTBEHHOro npenapara, NpPogoSIKUTENbHOCTb flie4YeHns, B TOM 4ucrne y
AeTen 4o 1 nocne ogHoro roaa;

3) BO3MOXHble MOBOYHbIE OENCTBUA U HexenaTemnbHble peakunm npyv NpUMEHEHUU
NeKkapCTBEHHOro npenaparTa;

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

K) B3aMMogencTesme C OPYrMMW NEKAapCTBEHHbIMW npenapatamn un (Mnun) nNULLEBbIMMI
NpoAyKTamu;

n) oopMbI BbIMyCKa fIeKapCTBEHHOro npenapara;

M) yKkasaHue (npy HeobxoguMmocTn) OCOBEHHOCTEN OENCTBUS NEeKapCTBEHHOrO
npenapaTa npy NepBoM NpuemMe Unm Npu ero OTMeHe;

H) cBeJEeHNA O BO3MOXHOM BIIMSIHUW NEeKapCTBEHHOro npenaparta gns mMeguumMHCKOro
NPUMEHEHNST HA CNOCOBHOCTb YNpaBnsTb TPAHCMOPTHLIMU CPEACTBAMMU, MEXAHN3MaMMU;

0) CPOK FOAHOCTWN N yKasaHue Ha 3anpeT NpUMMEHEHUs NleKapCTBEHHOro npenaparta no
NCTEYEHUN CPOKa rO4HOCTMU;

M) YCNOBUSI XpaHEHUS;

p) YCNoBWUA OTMNYyCKa;

2) cocTaBa NnekapCTBEHHOro npenapara ans MegMumMHCKOro NpUMeHeHus;

3) N3MeHeHnss MmecTa NpPOM3BOACTBA NEKApPCTBEHHOro npenapata Ans MeauuMHCKOro
NPUMEHEHNS;

4) nameHeHua rnokasaTernen KayecTBa fekapCTBEHHOro npenapaTa Ana MeguunHCKOro
NPUMEHEHNs W (MNW) MeTOOOB KOHTPOMsS KadecTBa JleKapCTBEHHOro npenapata [Ans
MeLMLUMHCKOro NPUMEHEHUS;

5) M3MeHeHMs cpoka TrO4HOCTU feKapCTBEHHOro npenaparta Ansg MeauuMHCKOro
NPUMEHEHNS;

6) cBegeHUn O HeobBXOOMMOCTM BHECEHUSI MHbIX WU3MEHEHUW B MHCTPYKUMIO MO
MeOMLUMHCKOMY MPUMEHEHUNIO NEKapCTBEHHOrO npenapaTta, a Takke B WHble [OKYMEHTHI,
cojepXawimeca B pPerucTpaumMoHHOM [0Cbe Ha 3aperMcTpypOBaHHbIA  NeKapCTBEHHbIV
npenapat. [1pyn 9TOM peLLeHne 0 NPOBEAEHNN IKCMEPTU3bI KaYecTBa JIeKapCTBEHHbIX CPeaCTB
n (MNn) aKcnepTusbl OTHOLUEHUSA OXWOAEMOW MNOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHMS
NeKkapCTBEHHOro npenapara Ang MeguuMHCKOro NpUMeEHeHUs NpUHMMaeTCcs B COOTBETCTBUM C
YTBEPXAEHHOW  YMNOMHOMOYEHHbIM  doefeparnbHbiM  OpPraHOM  UCMOSTHUTESNbHOW  BMacTu



Knaccudgukaumen nameHeHum, BHOCUMbIX B JOKYMEHTbI, cogepXalimecs B pernctpaumoHHOM
[0Cbe Ha 3aperncTpupoBaHHbIN NIEKApPCTBEHHbLIN Npenapar.

MHdopmaums 06 nsmeHeHusix:

®edeparibHbiM 3akoHoM om 22 0ekabps 2014 2. N 429-©3 yacmb 3 cmambu 30
Hacmosiweao ®edeparnibHO20 3aKOHa U3/1I0)KeHa 8 HOBOU pedaKkuuu, ecmyrnarouiel 8 cusy ¢
1 uronsa 2015 a.

CmMm. mekcm 4yacmu 8 rpeodbiOywel pedakyuu

3. C 3agaBrneHMem O BHECEHUN W3MEHEHUA B [OOKYMEHTbl, cogepxalinecss B
perMcTpaunmoHHOM [OOCbe Ha 3aperncTpupoBaHHbIN  fleKapCTBEHHbIM npenapaTt ansd
MEANLUNHCKOrO NPUMEHEHNSA, Hapsdy C AOKYMEHTaMW, yka3aHHbIMW B 4acTu 1 HacTosiwen
cTaTtbu, 3asiBUTESNb MpeAacTaBnseT KonNuu  OOKYMEHTOB, NOATBEpXJawwux ynnaty
rocy4apCTBEHHOM MOLUSIMHBbI 3@ BHECEHNE B LOKYMEHTbI, COAepXKalnecs B permctpaLmMoHHOM
[OCbe Ha 3apermcTpupoBaHHbIN NIEKAPCTBEHHbIN NpenapaT Afs MeauLMHCKOro NpUMEHEHNS,
N3MEHEHNN, TPEeOYLWNX MPOBEAEHNA JKCMEPTU3bl JEKAPCTBEHHbIX CPeaCTB B 4acTu
3KCNepTu3bl KayecTBa JieKapCTBEHHOro cpeactea M (UMW)  3KCNepTU3bl  OTHOLLUEHUSA
OXnaaemonm nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSA NEKapCTBEHHOro npenapara nngd
MEANUNHCKOrO MPUMEHEHUs, TOCydapCTBEHHOW MOWISMHbI 32 BHECEHWe B [OOKYMEHThI,
cogepxawmecs B pPerncTpaumMoHHOM [OCbe Ha 3aperucTpuUpOBaHHbLIN JNIEKAPCTBEHHbIN
npenapaTt ana MeOUUMHCKOrO MNPUMEHEHUS, M3MEHEHUN, He Tpedylwux npoBeaeHus
9KCnepTn3bl JIEKApCTBEHHOrO cpeacTtea, nmMbo BnpaBe npeactaBUTb MO  COBCTBEHHON
WHMUMATMBE YKasaHHble OOKYMEeHTbl. B cnyyae ux HenpeactaBneHWs YNOSTHOMOYEHHbIN
drefepanbHbIi OpraH UCMONHUTENbHOW BracTu nposBepsieT dakT ynnaTbl rocyAapCTBEHHbIX
MOWMNH  3asdBUTENEM  MOCPEenCTBOM  UCMONb3oBaHusa  uMHdopmaumm o6  ynnate
rocygapcTBEHHbIX MOLWWSNH, cogepxallenca B locygapCTBEHHON MHAOPMALNOHHOM cucteme
O TrOCydapCTBEHHbIX W MYHAUMNANbHbLIX MfaTexax, Ha OCHOBaHWM NpeacTaBEHHbIX
3asBUTENEM KONUN JOKYMEHTOB, NOATBEPXAAOLWMX yrnaTy rocya4apCTBEHHON NOLUSIMHbI.

4. B TeyeHne pecatn paboumx OHEW CO AOHA MOCTYNNEHUs1 ykaszaHHoro B 4actu 1
HacToswen CcTaTbW 3asiBNeHuss U HeobXoAMMbIX  JOKYMEHTOB  YMOSNIHOMOYEHHbIN
dreaepanbHbIN OpraH UCNOSTHUTENBHOW BIIACTMU:

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

2) npuHMMaeT pelleHve O MPOBeAEHUM YKasaHHbIX B 4acTy 2 HaCcTosWwen CcTaTbu
COOTBETCTBYHLLMX IKCNEPTU3 NIEKAPCTBEHHOIO CpeacTBa unmn 06 oTkase B UX NPOBEAEHUN;

MHdopmaums 06 usmeHeHusix:

®edeparibHbIM 3akoHOM om 22 0ekabps 2014 e. N 429-®3 e nyHkm 3 yacmu 4 cmambu 30
Hacmosiueao PedeparsibHO20 3aKOHa 8HECEHbI U3MEHeHUs], ecmynarouwue 8 cusy ¢ 1 urrns
2015 e.

CmM. mekcm riyHkma e rnpedbidywed pedakyuu
3) yBeooMInsieT B 3fIEKTPOHHOW WM MUCbMEHHOW d)OpMe 3aaBUTENS O MPUHSTOM
peweHnn UnNn B criyyae NpuHATUA pelleHnss o6 oTkase B MPOBEOEHUN COOTBETCTBYHOLLEN

3KCNEepTM3bl C yKa3aHMEM NPUYMH TaKOro oTkasa.

MHdopmaumsa 06 nameHeHusx:

®eldeparibHbIM 3akoHoM om 25 Hosibpsi 2013 2. N 317-®3 cmampesi 30 Hacmosiuea0
®edeparibHo20 3aKoHa 0orosiHeHa Yacmbiho 4.1

41. B cnyyae BbiSiBNEHWss HEOOCTOBEPHOCTM CBEOEHWW, COAep)KalMxcsa B
NpeAcTaBnEeHHbIX 3asBUTENEM MaTepuanax, YMNOMHOMOYEHHbIN deaepanbHbIin  OpraH
WCNOSTHUTENbHOW BMAcTU HanpasnseT 3asBUTENo 3anpoc 00 YTOYHEHWW yKasaHHbIX
ceefgeHun. [aHHbin 3anpoc MOXeT ObITb nepefaH YNofHOMOYEHHOMY MpeacTaBuUTENO
3a8BUTENS JIMYHO MO PacrnucKy, HampassieH MO No4yTe 3akasHbIM MUCbMOM WNW NepefaH B



SJ'IeKTpOHHOﬁ cbopme no TeJIeKOMMYHUKAaUNOHHbIM KaHallaM CBA3WU. B Clnydae HarnpaBleHuda
OJaHHOro 3anpoca no no4vyrte 3aka3HblM MNCbMOM OH CHMUTAETCA MOJTyYeHHbIM MO UCTEYEHUN
LLeCTn gHen ¢ aaThl HanpaBJ1IEHNA 3aKa3HOro n1Mcbma.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHoM om 25 Hosibpsi 2013 e. N 317-®3 cmampesi 30 Hacmosiwezo
®edeparsibHo20 3aKoHa 0orosiHeHa Yacmbio 4.2
4.2. 3agsutenb o00s3aH npeacTaBUTb OTBET Ha 3anpoc  YNOSHOMOYEHHOro
defepanbHOro opraHa WCMOMHUTENbLHOM BNacTM B CPOK, HE MNpeBbIakWnn OeBAHOCTa
paboyunx gHen Co OHA NofyyYeHus gaHHoro 3anpoca. Cpok, yKka3aHHbIM B YacTu 4 HacToswen
cTaTbu, NPUOCTAHABNMBAETCS CO AHS HaNpaBieHUs 3asiBUTENO 3anpoca YnosIHOMOYEHHOrO
dheiepanbHOro opraHa MCNOSIHUTENbHOM BRacTu 40 OHS MOfyYeHUs UM oTBeTa Ha AaHHbIN
3anpoC M He Y4YUTbIBAETCA MPU MCYUUCIIEHUN CpPOKA MNPUHATUS PELUEHNA O BHECEHUMU
M3MEHEHNWA B  [OKYMEHTbl, coAepXawuecd B  permcTpauMoHHOM  [OCbe  Ha
3aperMcTpuUpOBaHHbIN NTEKAPCTBEHHbBIV NpenapaTt AN MeANLMHCKOro NPUMEHEHUS.

MHdopmaums 06 usmeHeHusx:

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

CmMm. mekcm 4yacmu 8 rpeodbiOywel pedakyuu

5. OcHoBaHMeM Ons OoTKasa B NPOBEAEHUM YKa3aHHbIX B YacTy 2 HACTOSALWEN CTaTby
3KCNepTu3 sBngeTCa npencTaBNeHne [OOKYMEHTOB, MepeyvucrieHHblx B 4actax 1 m 3
HacTosIWen cTaTbn, B HEMOMHOM OoObeme, HenpeacTaBneHne 3asiBUTENEM B YCTAHOBIEHHbIN
CPOK OTBETa Ha YyKas3aHHbI B 4actu 4.1 HacToswen cTaTtbu 3anpoc YNOSTHOMOYEHHOro
deepanbHOro opraHa MCMNoOSIHUTENbHOW BRacTU, a TakkKe OTCYTCTBME B MPeACTaBIIEHHbIX
AOKYMEHTax [OCTaTOYHbIX CBEeAEeHWMW, NoATBEPXOAKWMNX HeobXoAMMOCTb BHECEeHUs
W3MEHEeHUN, WNU  OTCYyTCTBME  WHopmauun, noaTeepxpawwen  dakt  ynnaTtbl
rocy4apCTBEHHbIX MOLUSINH, YKa3aHHbIX B 4acTu 3 HACTOSALLEN CTaTbu.

6. YKasaHHble B 4acTu 2 HacCTOosILEeW cTaTbW IKCNepTU3bl MPOBOAATCA B nopsgke,
YCTaHOBIEHHOM cTaTbel 23 HacToswero ®efepansHOro 3akoHa.

MHdopmaumsa 06 nameHeHusx:

@eldeparibHbIM 3akoHoM om 22 Oekabpss 2014 2. N 429-©3 e yacmb 7 cmambu 30
Hacmosiweao PedeparsibHO20 3aKOHa BHECEHbI U3MEHEHUs], ecmynatouwue 8 cusy ¢ 1 urns
2015 e.

CmMm. mekcm 4yacmu 8 rpeobidyweli pedakyuu

7. B cpoK, He npeBblaOWnn gecatn paboumx AHEN Co OHS NONYYEeHUs 3aKtoYEHN
KOMMCCUI 9KCMNEPTOB NO pesyrbTaTaM yKasaHHbIX B 4acTu 2 HACTOSILEW CTaTbW IKCNepTus,
YNOMHOMOY€EHHbIN befeparnbHbI OpraH UCNOMHUTENBHOW BracTu:

1) NpyHMMaeT pelleHne O BHECEeHUUM W3MEHEHUA B [OOKYMEHTbl, coepalimecs B
pPerMcTpaunuoHHOM [OOCbe Ha 3aperncTpupoBaHHbIN  NEKapCTBEHHbIA npenapaTt Aans
MEANLNHCKOro NPUMEHEHUS, Unn 06 0TKka3e BO BHECEHUN TaKNX U3BMEHEHUN;

2) BHOCUT B rOCY[apCTBEHHbLIA pPeecTp JeKapCTBEHHbIX CPeaCTB Ha OCHOBaHWUK
peweHns 0 BHECEHUN U3MEHEHUN B JOKYMEHTbI, coaepXalimecs B permcTpaunmoHHOM JOCkbe
Ha 3aperncTpMpoBaHHbIN NEKapCTBEHHbIM npenapaTt AN MeOUMLUUHCKOrO MNPUMEHEHUS,
HeobXxoauMble N3MEHEHMUS U BO3BPALLAET MX 3asBUTENIO;

3) BblgaeT 3asBUTEN0O HOBOE pPErMCTPaUMOHHOE YOOCTOBEPEHME FEeKapCTBEHHOMO
npenapaTta B criy4ae U3aMeHeHnsa CBeleHUN, COAepXKaLnXCs B HEM.

8. OcHoBaHMeM ans oTkasa BO BHECEHUWN U3MEHEHMWI B OOKYMEHTbI, CoOAepalmecs B
perMcTpaunmoHHOM [OOCbe Ha 3aperncTpupoBaHHbIN  fleKapCTBEHHbIM npenapaTt And
MEANLNHCKOrO MNPUMEHEHUS, SABNSAETCA 3akfloyeHue YNONHOMOYEHHOro deaeparibHoro



opraHa WCMOSIHATENIbHOM BMNacTM O BO3MOXHOCTU CHWXeHUs 6e30MacHOCTU, KayecTsa,
9(PPEKTUBHOCTM NEKAaPCTBEHHOIO CPeCcTBa B Cllydae BHECEHUS TaKNX U3MEHEHUM.

MHdopmaums 06 nsmeHeHusix:

®edeparibHbiM 3akoHoM om 22 0ekabps 2014 2. N 429-©3 yacmb 9 cmambu 30
Hacmosiweao ®edeparnibHO20 3aKOHa U3/1I0)KeHa 8 HOBOU pedaKkuuu, ecmyrnarouiel 8 cusy ¢
1 uronsa 2015 a.

CmMm. mekcm 4yacmu 8 rpeodbiOywel pedakyuu
9. [onyckaetca obpalieHne nekapCcTBEHHbIX MpenapaTtoB Ans  MegUUMHCKOro

NPUMEHEHNSA 0O UCTEYEHUS CPOKa rO4HOCTU, NPOM3BEOEHHbBIX B TEYEHME CTa BOCbMUOECATU
AHen nocne AaTbl NPUHATUS YNOMHOMOYEHHbIM doeaeparibHbiM OpraHoOM WUCMONHUTESTbHON
BNacTu peLleHns 0 BHECEHUN U3MEHEHUN B JOKYMEHTbI, CoOAepXKalmeca B pernctpaumoHHOM
[0Cbe, B COOTBETCTBUM C MH(POpMaumMen, coaepxallenca B JOKYMEHTax perncrpalyoHHOro
[OCbe Ha NeKkapCTBEHHbIM NpenapaT 40 AaTbl MPUHATUS TAaKOro peLleHuns.

FAPAHT:

CM. kommeHTapumn k ctaTbe 30 HacToswwero ®efepansbHOro 3akoHa

CraTtbsa 31. BHeceHne nameHeHuin B JOKYMEHTbI, COAepKaLMecs B permcTpaumoHHOM
AOCbe  Ha  3aperncTpupoBaHHbI  FIEeKapCTBEHHbIM  npenapaTt  Ans
BETEPMHAPHOro NPUMEHeHUs

MHdopmauumsa 06 nameHeHusx:

®edeparibHbiM  3akoHoM om 13 urns 2015e. N 241-®3 e yacmb 1 cmambu 31
Hacmosiweao PedepasribHO20 3aKOHa 8HECEHbI U3MEHEeHUS

Cm. mekem yacmu e rpedbidywet pedakyuu

1. B uenax BHeceHNA U3MEHEHUW B LOKYMEHTbI, COAepXalluneca B perncTpaLmoHHOM
[OCbe Ha 3aperncTpmpoBaHHbIA IEKAPCTBEHHbIN NpenapaT Ans BETEPUHAPHOIO NPUMEHEHUS,
aepxarenb unu Brnageney permcTpaunuoHHOro yaoCTOBEPEHUSA NEKAapCTBEHHOrO npenapaTta
UM YNosIHOMOYEHHOE UM [pyroe topuanyeckoe nuuo (ganee B HacCTosWeWn cTaTbe -
3aaBUTENb) NpeacTaBnsieT B YMNOIHOMOYEHHbLIN defepanbHbii OpraH MCNONHUTENBbHOM
BNacTu 3asiBfieHNe O BHECEHUN TakMX U3MEHeHUn no dopMe, YCTaHOBEHHON
YNOSTHOMOY€EHHbIM defepanbHbiM OPraHOM UCMONHUTENbHOW BRACTU, U NPUMOXEHHbIE K HEMY
M3MEHEHNA B YyKa3aHHble [OOKYMEHTbl, a Takke [OKYMEeHTbl, noaTeepxjatrouime
HeObBXOOUMOCTb BHECEHUSA TakUX W3MEHEHUN. [MpuHATUE peLUeHnss O BHECEHUM TaKux
M3MEHEHNNn unn ob OTKase B UX BHECEHUM OCYLLECTBMISIETCH B CPOK, He MpeBblLaoLWmm
AeBsHOCTa paboumx OHEeW CO OHA NPUHATUS YNOSIHOMOYEHHbIM dedepanbHbIM OpraHoM
WMCNONHUTENBHOW BNacTu 3asiBNEHNS O BHECEHUN TaKUX U3MEHEHUI.

MHdopmaumsa 06 namMeHeHusx:

®edepanbHbiM 3aKkoHoM om 22 Oekabps 2014 2. N 429-03 e vacmb 2 cmambu 31
Hacmosuwe2o PedepasibHO20 3aKOHa BHECEHbI UBMEHEHUSs, ecmynaruwue 8 cuny ¢ 1 urns
2015 a.

Cm. mekem yacmu 6 rpedbidywet pedakyuu

2. B cnyyae BHeceHUs UIBMEHEHUN B OKYMEHTbI, coAepXaLimecs B perucrpaymoHHOM
AO0Cbe Ha 3aperncTpmpoBaHHbIA NEKAPCTBEHHbIN NpenapaT Ans BETEPUHAPHOIO NPUMEHEHUS,
B OTHOLUEHWW CBEAEHWW, yKasaHHbIX B rnoanyHkrax "e", "x", "k, "n", "n", "c", "x" nyHkra 7
yactn 3 ctatbum 17 HacTosiwero degepanbHOro 3akoHa, M3MEHeHUs U (M) OONOSTHEHUS
NPON3BOACTBEHHOW MNNOLWAAKA NEeKapCTBEHHOrO CpeacTBa, a Takke B ClyyYyae W3MeHeHus
nokasaTenen Ka4ecTBa fiekapCTBEHHOro npenapara Ansg BeTEPMHAPHOrO NPUMEHEHNa 1 (Mnn)
METOAOB KOHTPONS KayecTBa fIEKApCTBEHHOro npenaparta Ans BETEPUHAPHOrO NMpUMEHEHUs

npoBOANTCA IKCMNepTu3a JeKapCTBeHHOro cpeactBa AJid BeTEPUHAPHOro rnpuMeHeHus. B



crnyyae HeobXOAMMOCTU BHECEHMSI WMHbIX W3MEHEHWIA B [OOKYMEHTbI, coAepXalivecss B
pPermcTpaumMoHHOM [oCbe Ha 3aperncTpupoBaHHbIA  NeKapCTBEHHbIN npenapat  Ans
BETEPUHAPHOrO MPUMMEHEHMS!, IKCMepTM3a NEKAPCTBEHHOIO CpPeAcTBa Afs BETEepUHAPHOro
NPUMEHEHUSI HE NPOBOANTCS.

MHdopmaums 06 usmeHeHusx:

®edeparibHbIM 3akoHOM om 22 okmsbps 2014 e. N 313-©3 e wacmb 3 cmambu 31
Hacmosiweao ®PedepasibHO20 3aKOHa 8HEeCeHbl U3MeHeHus, ecmynarouwue 8 cuny ¢ 1
ssHeapsi 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, NPeacTaBnaAlTCA AOKYMEHTbI, NoATBEpXKAAoLWMe yrnaTy rocyaapCTBEHHOW MOLSNHbI
32 BHeceHWe B [OKyYMEHTbl, coAepXawmecs B  perucrpaumMoHHOM  [OCbe  Ha
3apermcTpupoBaHHbIN  FIEKApPCTBEHHbLIM  MNpenapat Ana  BeTEepUHapHOro  nNpUMEHEHUs,
N3MEeHeHNN, TpebylLwmMx NpoBeAEeHUs JKCNepTU3bl FEKAapCTBEHHOro cpeacTsa  Ans
BETEPUHAPHOTO MPUMEHEHUS, UMW WU3MEHEHUN, He Tpebylwmnx NpPoBeAEHUS 3KCNepTU3bl
nekapCTBEHHOro cpeacTBa Asisi BeTepuMHapHOro NpUMEHEHMS.

4. B CpoK, He npeBbILWaoLWnn ecaTn pabounx gHEN CO OHA NOCTYNNEHUS yKa3aHHOro
B yactn 1 HacToswen ctaTbu 3asiBrieHUss U HeOBXOAMMbIX OOKYMEHTOB, YMNOSHOMOYEHHbIN
dreaepanbHbIN OpraH UCNOSTHUTENBHOW BIACTMU:

1) NpoBOAUT NPOBEPKY MOMHOTbI W OOCTOBEPHOCTU CBEOEHUW, COOepXalumxcs B
NpeacTaBrieHHbIX 3asiBUTENEM OOKYMEHTaX;

2) npuMHMMaeT pelleHue O NMPOBeAEeHUN IKCNepTU3bl FNIeKapCTBEHHOro cpeacTBa Ans
BETEPUHAPHOIo NPUMEHEHNS nnm 06 oTkase B ee NpoBeAEHUM;

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

5. OcHoBaHMeM ans oTkasa B NPOBELEHUN SKCNEPTU3bI NIEKAPCTBEHHOIO CpeacTBa Ans
BETEPUHAPHOIo NPUMEHEHNSA ABNAETCS NpeacTaBreHne JOKYMEHTOB, YKa3aHHbIX B YacTsax 1 u
3 HacTosiLen cTaTbW, B HEMOIHOM OObEME UnM OTCYTCTBME B NMPEACTaBIEHHbIX JOKYMEHTaX
AOCTaTOYHbIX CBEAEHMN, NOATBEPXKAAKOLLNX HEOBXOAMMOCTL BHECEHUSI UIBMEHEHUN.

6. OKcnepTu3a NekapcTBEHHOrO CpeacTBa AfA BETEPMHAPHOrO NPUMEHEHUS B LENsxX
BHECEHUS W3MEHEHUA B [OOKYMEHTbl, coAepxawmecs B permcTpaumoHHOM [OCbe Ha
3apEeruMCTpUpPOBaHHbLIN  NEKAPCTBEHHbIM  MNpenapaTt Ans  BETEPUHAPHOrO  NPUMEHEHUS,
OCyLLeCTBNAeTCsa B nopsigke, yCTaHOBNEHHOM cTtatben 24 Hactoswero ®PepepanbHOro
3aKoHa.

MHdopmaums 06 usmeHeHusix:

®edeparibHbIM 3akoHOM om 22 okmsbps 2014 2. N 313-©3 cmambsa 31 Hacmosiwezao
®edepanbHo20 3akoHa OornosiHeHa 4Yacmbio 6.1, ecmynarowel 6 cusy Mo ucmeyYyeHuu
mpuduyamu OHeu rocrie OHs ouyuaribHo20 orybriukosaHusi HazeaHHo20 ®edeparibHo20
3aKoHa

6.1. B cpok, He npeBbiWwaWnn Nt paboumx AHEN CO OHS MONyYeHUs 3aKniYeHus
KOMMCCUM IKCMEPTOB MO pesysfibTaTaM yKa3aHHOW B 4YacTu 2 HACTOSLWEN CTaTbW SKCNEpPTU3bl,
YNONHOMOY€EHHbIN beaeparnbHbIM OpraH UCNOMHUTENBHOW BNacTu:

1) NpyHMMaeT pelleHne O BHECEeHUUM WU3MEHEHUA B OOKYMEHTbI, coepalwmecs B
PErMcTpaumoHHOM [OCbe€ Ha 3aperucTpvpOBaHHbIA  NleKapCTBEHHbIM  npenapat  Ans
BETEPUHAPHOro NPUMeEHEHNS, unn 06 oTkase BO BHECEHUM TaKUX U3MEHEHWUI;

2) BHOCUT B TOCYAapCTBEHHbIN peecTp eKapCTBEHHbIX CPeACTB Ha OCHOBaHWUU



PELUEHNs O BHECEHUM U3MEHEHWIN B JOKYMEHTbI, COAepallnecss B perncTpaLlmoHHOM A0Che
Ha 3aperucTpMpPOBaHHbIN NeKapCTBEHHbIN npenapaTt Ansi BeTEPUHaApPHOro MNPUMEHEHMS,
HeobXxoaNMble N3MEHEHMS 1 BO3BPALLAET 3TN JOKYMEHTbI 3asiBUTENIO.

7. OcHoBaHMeM Onsl oTka3a BO BHECEHUU M3MEHEHWUI B [OKYMEHTbI, coAepalumecs B
PEermcTpauuMoHHOM [OCb€ Ha 3aperncTpupoBaHHbI  NeKapCTBEHHbIN npenapat  Ans
BETEPUHAPHOrO MPUMEHEHUs, SIBMSIETCA 3akfioYyeHne YNoNTHOMOYEHHOro dheaepanbHOro
opraHa WCMONHUTENbHON BMacTu O BO3MOXHOCTM CHWXEHUsI 6e30macHOCTW, KavecTsa,
9P EKTUBHOCTM FeKapCTBEHHOro npenapata Ansi BETepMHapHOro MpPUMEHEHUs B criyyae
BHECEHMS U3BMEHEHUI B yKa3aHHbIe JOKYMEHTbI.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 yacmb 8 cmambu 31
Hacmosiweao PedeparsibHO20 3aKOHa U3/10KeHa 8 Hog8ou pedakyuu, scmyrnarouwel 8 cusy ¢
1 urona 2015 a.

Cm. mekcm yacmu 8 rpedbidywel pedakyuu
8. [onyckaetca obpalieHne nekapCTBEHHbIX MpenapaTtoB [Ans BeTepuHapHOro

NPUMEHEHNA 0O UCTEYEHUs1 CPOKa rogHOCTU, NPOM3BEAEHHbBIX B TEYEHME CTa BOCbMUOECATU
AHen nocne AaTbl NPUHATUS YMNOMHOMOYEHHbIM doefeparibHbIM OpraHoOM WCMONHUTESTbHON
BNacTu peLleHnst 0 BHECEHUN U3MEHEHUIN B LOKYMEHTbI, COAepKaLMECH B PErNMCTPaLMOHHOM
[OCbe Ha neKkapCTBEHHbIM npenapaT, B COOTBETCTBMM C MHGOpMaUMeENn, coaepxaliencs B
AOKYMEHTax permcTpauuoHHOro [OCbe Ha JiekapCTBEHHbIM npenapaTt 4O AaTbl NPUHATUSA
TaKOro peLUeHms.

FAPAHT:

CM. koMmmeHTapumn K ctaTbe 31 HacToswwero ®efepansHOro 3akoHa

CraTtbsa 32. OTMeHa rocyfapCTBEHHOW permcTpaumm fnekapcTBEHHOro npenapara

PeweHne 06 oTmMeHe rocygapCTBEHHOW pernctpauvy nekapCTBEHHOro npenaparta u
MCKITIOYEHMN NEKAPCTBEHHOrO npenaparta M3 rocyAapCTBEHHOrO peecTpa JeKapCTBEHHbIX
CcpencTB NpUHUMaETCs YNOSTHOMOYEHHbIM dbefeparibHbIM OpraHOM UCMOSIHUTENbHOM BNacTu
B Ccriyyae:

1) npegcraBneHUs COOTBETCTBYHOLLMM YMOMHOMOYEHHbIM beaeparibHbIM  OpraHoMm
MCMNOMHUTENBHON BNACTU 3aKMOYEHNA O pucke unm o6 yrpose 340pPOBbLI0, XXMU3HU YeroBeKa
M KMBOTHOIO MpU  MNPUMEHEHUN JIEKApPCTBEHHOro npenapaTta, npeBbiarWwmx ero
3(PPEKTUBHOCTb, MO pe3ynbTatamMm OCYLIECTBMASEMOrO WM MOHUTOpPUHra 6e3onacHoCTH
rnekapCTBEHHOro npenapara;

MHdopmaumsa 06 nameHeHusx:

@eldeparibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-®3 e nyHkm 2 cmambu 32
Hacmosiweao ®edeparibHO20 3aKOHa 8HECEeHbl USMeHeHUs, ecmynarouwue 6 cuny ¢ 1 urons
2015 a.

CmM. mekcm niyHkma e rpedbidywed pedakuuu

2) nogadn pgepxartenem wunu BragenbueM pPerncTtpaumMoHHOro  yooCTOBEPEHUS
NeKapCTBEHHOro npenapata WM  YNOfTHOMOYEHHbIM UM APYrUM  HOPUANYECKUM  NULOM
3aaBreHns 06 0TMeHe rocyaapCTBEHHOM pPeErncTpaumm nekapcTBEHHOro npenapara;

3) HenoAaTBepXAEeHUS] TOCYJapCTBEHHOW perncTpaumm fekapCTBEHHOro npenapara no
NCTEYEHUM CpoKa OENCTBUA PEMMCTPALMOHHOIO YAOCTOBEPEHMS, BbIAAHHOMO Ha NATb NET;

4) HenpeacTaBreHnst 3asiBuTenemM MHpopMaumm, KOTopas MOXET MoBreyvb 3a cobon
HEOBXOOUMOCTb BHECEHUS U3MEHEHUA B OOKYMEHTbI, coAepXalunmecss B pernctpaLmoHHOM
AOCbEe Ha 3apermcTpupoBaHHbIN NEKapCTBEHHbIA NpenapaT, B Te4yeHne Tpuauatn paboumx
OHEen CO OHS HACTYNMeHNa 3TUX N3MEHEHWUI;

MHdopmaums 06 usmeHeHusix:



®eldepanbHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-©®3 e nyHkm 5 cmambu 32
Hacmosuwe2o PedeparibHO20 3aKOHa BHECEHbI UBMEHEeHUSs, ecmynaruwue 8 cuny ¢ 1 urns
2015 a.

Cm. mekcem riyHKma 8 rpeobiOyuwel pedakuuu

5) ocyulecTBneHnss rocyaapCTBEHHON perucTpaumm nekapcTBEHHOro npenapaTta nog
TOProBbiM  HaMMEHOBaHMEM  3apPEermcTpupoBaHHOrO paHee nog  STMM  TOProBbIM
HaVMeHOBaHMEM IeKapCTBEHHOro npenapaTa, OTAMYalrLWerocs KavyeCTBEHHbIM COCTaBOM
OENCTBYIOLLNX BELLECTB;

6) ocyLlecTBneHMa rocygapCTBEHHOW perucTpaumm sasiButesieM OAHOro U TOro Xe
NeKkapCTBEHHOro nNpenapaTa nog pasnnyHbiMy TOProBbIMM HAMMEHOBAHUSIMN;

7) BblHECEHMSI CyAOM PpEeLleHMsi O HapyleHuu npaB npaBoobnagatens o6bLEKTOB
WHTENNEeKTyanbHON COGCTBEHHOCTM NpU obpaLLEeHNN NeKapCTBEHHbIX CPEACTB;

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHOM om 22 O0ekabps 2014 2. N 429-©3 cmambes 32 Hacmosiueao
®edeparnibHo20 3aKoHa QorosIHeHa ryHkmom 8, ecmynarowum 6 cusy ¢ 1 urons 2015 e.
8) oTcyTCTBMA NekapCTBEHHOro npenapaTa B obpalieHnn B Poccuiickon degepaunn B
TeyeHune Tpex u bonee ner;

MHdopmaumsa 06 nameHeHusx:

@eldeparibHbIM 3akoHOM om 22 Oekabps 2014 e. N 429-©3 cmambs 32 Hacmosiuwezao
®edepanbHo20 3aKoHa 0orosIHeHa nyHkmom 9, ecmynarouwum 6 cusny ¢ 1 urons 2015 e.

9) HeBbINOMHEHUA AepXaTenem unu BnagenbLemM perMcTpaumoHHOro yaoCcToOBEPEHNS
NeKapCTBEHHOro npenapaTta NMbO YMNONTHOMOYEHHBIM UMW APYrMM OPUAMYECKMM NULIOM
MeponpuaTuii Nno obecneyeHnto 6€30MacHOCTN NEKapCTBEHHbIX NpenapaToB, YCTAHOBIEHHbIX
YNONMHOMOYEHHbIM  dpefeparnbHbiM OpraHoM WCMOSTHUTESNbHOW BriacTM B COOTBETCTBUM C
yactamn 3 n 4 crtaten 64 Hactoswero denepanbHOro 3akoHa, B pamMKax OCYLLECTBIIEeHUS
dapmakoHaa3opa;

MHdopmauumsa 06 nameHeHusx:
®edeparnbHbiM 3akoHOM om 22 O0ekabps 2014 2. N 429-©3 cmambesi 32 Hacmosiueao
®edeparnibHo20 3aKoHa dorosiHeHa riyHkmom 10, ecmynarowum 8 cusry ¢ 1 uronsa 2015 e.

10) oTKasa pgepxatens wnuM Brnagensua pPerucTpauMoHHOro  yooOCTOBEpeHus
NeKkapCcTBEHHOro npenaparta nNMbo yNnOfHOMOYEHHOrO UMW OPYroro HpuaANYEeCcKoro nuua ot
BHECEHUS] W3MEHEHWA B WHCTPYKUMIO MO MPUMEHEHUIO JeKapCTBEHHOro npenapara,
KacatoLMXCs HOBbIX NOATBEPXKAEHHbBIX AAHHbBIX O TOM, YTO PUCK NPUYNHEHMS Bpeaa 300POBbHO
YyenoBeka WM XMBOTHOIO BCIEACTBME NpuemMa fekapCTBEHHOro npenapaTta npeBbiaeT
3(P(PEKTUBHOCTb €ro NPUMEHEHUS.

FTAPAHT:

CM. KommeHTapum K ctatbe 32 HacTosiero ®egepanbHOro 3akoHa

CraTtbsa 33. [ocygapCTBEHHbIV PEECTP NIEKAPCTBEHHbIX CPEACTB
FTAPAHT:

Cwm. lMonoxeHne o ocyoapCTBEHHOM peecTpe NeKapCTBEHHbIX CPeacTB, YTBEPXAEeHHOoe
MwuHsgpasom PO 1 gekadbpa 1998 r. N 01/29-15
1. [ocynapCTBeHHbI peecTp JeKapCTBEHHbIX CPeACTB  COAEPXUT  MepeyveHb
NeKapCTBEHHbIX MnpenapaToB, MPOLWeEeALWMX [OCYAapCTBEHHYID perncTpaumio, nepeyeHb
hapmaLeBTUYECKMX CyOCTaHUMiA, BXOOALMX B COCTaB JieKapCTBEHHbIX MNpenapatoB, W
cnefyoLLyo MHopMaunto:
1) B OTHOLLEHWN NEKapCTBEHHbIX NpenapaTos:

MHdopmaumns 06 usmeHeHusix:



®edeparnbHbiM 3akoHOM om 22 Oekabps 2014 2. N 429-®©3 e nodnyHkm "a" nyHkma 1
yacmu 1 cmambu 33 Hacmosiwezo @edepasrlbHO20 3aKoHa BHECEHbl U3MEHEHUS,
ecmynarowjue 6 cuny ¢ 1 urons 2015 a.

CmM. mekcm nodrnyHkma 8 rpedbidywed pedakyuu
a) HaMMEHOBaHME NEeKapCTBEHHOro npenapaTta (MexayHapoOHOe HenaTeHTOBaHHoe,
UM rpynnUMPOBOYHOE, NN XMMUYECKOE U TOProBOE HauMeHOBaHUS);
6) nekapcTBeHHas popma C yKasaHMeM O03MPOBKM JIEKAPCTBEHHOIO npenapara u ero
Konu4yectBa B NOTPeOUTENBCKOM YNaKOBKE;

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbIM 3aKkoHOM om 22 0ekabps 2014 2. N 429-®3 nodnyHkm "8" 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
B) HaVMeHOBaHWe AepXxaTens Wnu Bragenbua perucTpauuoHHOro yaoCTOBEPEHUSA
nekapcTBEHHOro npenaparTa;
r) HAaMMeHOBaHWe N agpec NPon3BOaUTENS NeKapCTBEHHOro rnpenapara;

MHdopmaumsa 06 nameHeHusx:

®edeparbHbIM 3akoHOM om 22 dekabpsi 2014 2. N 429-®3 nodnyHkm "0" nyHkma 1 yacmu
1 cmambu 33 Hacmosiwezo @edepanibHO20 3aKOHa U3/IOXEeH 68 HosoU pedaKyuu,
ecmynaroweu 8 cuny ¢ 1 urons 2015 a.

CmM. mekcm nodrniyHkma 8 ripedbidywed pedakyuu

A) (apmakoTepaneBTMyeckas rpynna, Ko JleKapCTBEHHOro npenapata no
aHaTOMO-TepaneBTUYECKO-XMMNYECKON  Knaccudumkaumm, pekoMmeHgoBaHHoOM BcemupHom
opraHusaumen 3apaBOOXPaHEHNS;

€) NoKa3aHnsA N NPOTMBOMOKa3aHUSA K MPMMEHEHMIO NEKAPCTBEHHOrO NpenapaTa;

X) NoboYHbIe AENCTBMS NNEKAPCTBEHHOrO Npenapara;

3) CPOK rOAHOCTM NEeKapCTBEHHOro npenapara;

1) yCrNoBUSA XpaHEeHUs NekapCTBEHHOro npenapara;

K) yCrnoBus oTnycka nekapCTBEHHOro npenapara;

n) HOMep hapMakonenHon CTaTbl MU B Criy4ae ee OTCYTCTBUA HOMEpP HOPMaTUBHOM
AOKyMeHTauumn nmbo HOPMaTMBHOIO JOKYMEHTA;

MHdopmaumsa 06 namMeHeHusx:

®edeparibHbIM 3aKkOHOM om 22 Oekabpsi 2014 2. N 429-03 e nodnyHkm "m" nyHkma 1
yacmu 1 cmambu 33 Hacmosiwezo @edeparibHO20 3aKoHa BHECEHbl U3MEHEHUS,
ecmynarowjue 6 cuny ¢ 1 urons 2015 a.

CmM. mekcm nodrnyHkma 8 rpedbidywed pedakyuu
M) [fJaTta TrocyfapCTBEHHOW perncTpaumm JNeKapCTBEHHOro npenapata u  ero
PErncTpaLmnoHHbIA HOMEP, AaTa 3aMeHbl PErMCTPaLMOHHOTO YAOCTOBEPEHMUS NEKAPCTBEHHOMO
npenaparta Ha 6eccpoyHoe pernmcTpaumoHHOe yOOCTOBEPEHWE NEeKapCTBEHHOro npenapara,
Aata nogayun 3asaBneHust 0 NoATBEPXKAEHUN rOCyLapCTBEHHON perncTpauumn nekapcTBEHHOro
npenapara, faTa OTMEHbI FOCyJapCTBEHHOW perncTpaunm nekapcTBEHHOro NpenaparTa;

MHdopmaums 06 usmeHeHusx:

®edeparibHbIM 3aKkoHoM om 22 Oekabps 2014 2. N 429-®3 nyHkm 1 yacmu 1 cmambu 33
Hacmosiweao ®edeparibHO20 3aKoHa A0NosIHeH nodnyHKmMom "H", ecmynarowum 6 cusy ¢ 1
urorns 2015 a.
H) KayeCTBEHHbIN COCTaB W KOMWYECTBEHHbIN COCTaB [LEWCTBYIOLMX BELLECTB U
KayeCTBEHHbI COCTaB BCMOMOraTesnbHbIX BELECTB NIeKapCTBEHHOIo npenapara;

MHdopmaums 06 usmeHeHusx:



®edeparnbHbiM 3akoHoM om 22 dekabps 2014 e. N 429-®3 nyHkm 1 yacmu 1 cmambu 33
Hacmosiweao PedeparibHO20 3aKoHa 0orosiHeH rnodnyHkmom "o", ecmynarowjum 8 cusy ¢ 1
urorns 2015 a.
0) uvHopmaumsa o000 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 3aKkoHa 0orosiHeH rnodnyHkmom "n", ecmynarowum 6 cusy ¢ 1
urorns 2015 a.

n) pata nNpUHATUS peleHns O BO3MOXHOCTM paccMaTpuBaTbh JleKapCTBEHHbIN
npenapaTt npuv rocygapCTBEHHOW perncrpaumMm B KadecTBe Op(haHHOro nekapcTBeHHOro
npenapara;

MHdopmaums 06 usmeHeHusix:

®edeparibHbIM 3aKkoHoM om 22 dekabps 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) HanuMuymMe neKkapCTBEHHOro npenapata B MepevyHe XWM3HEHHO HeobGXoAUMbIX |
BaXKHENLLNX NeKapCTBEHHbIX NpenapaTos;

MHdopmaums 06 usmeHeHusix:

®edeparibHbIM 3aKkoHoM om 22 Oekabps 2014 2. N 429-®3 nyHkm 1 yacmu 1 cmambu 33
Hacmosiweao PedeparibHo20 3aKkoHa A0rnosiHeH NodnyHkmom "c”, ecmynarnwum 8 cuny ¢ 1
urons 2015 e.

C) Hannume B NeKapCTBEHHOM npenapate HapKOTUYECKUX CpeacTB, MCUXOTPOMHbIX
BELWeCTB M WX [MPEeKypcopoB, noanexawmx KoHTponw B Poccuickon dPepepauum, B
COOTBETCTBMM C 3akoHogatenbctBoM Poccurckon depepaumm, MexgyHapoaHbIMU
porosopamun Poccunckon degepaumn, B TOM dncne EOMHOM KOHBEHLMEN O HAPKOTUYECKUX
cpeactBax 1961 roga n KoHBeHLMeEN 0 NCUXOTPONHbIX BewecTBax 1971 roaa;

MHdopmaumsa 06 namMeHeHusx:

®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 NW  [OaHHbIA  NeKapCTBEHHbIN npenapart
pedepeHTHbIM NleKapCTBEHHbLIM NpenapaTomM;

MHdopmauumsa 06 nameHeHusx:

®edeparsibHbIM 3aKkoHOM om 22 dekabpsi 2014 2. N 429-®3 nyHkm 1 yacmu 1 cmambu 33
Hacmosiuwezo PedeparsibHO20 3aKoHa O0rosiHeH noornyHkmom "y", ecmynarowum 6 cusny ¢ 1
urons 2015 a.
y) cBegeHuss O nogave 3asdABfeHUss O BHECEHUM W3MEHEHWA B [OOKYMEHTbI,
cofepXalumecs B permcTpaumMoHHOM 0Cbe Ha NekapCTBEHHbIN npenapar;

MHdopmauumsa 06 nameHeHusx:

®edeparibHbIM 3aKkoHOM 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 e.

@) cBeeHNs 0 B3aMO3aMeHAEMOCTH JIekapCTBEHHOro npenapara;

MHdopmaumsa 06 nameHeHusx:

®edeparibHbIM 3akoHoM om 22 dekabps 2014 e. N 429-®3 nyHkm 1 yacmu 1 cmambu 33
Hacmosiweao PedeparibHo20 3aKoHa A0rnosiHeH NodnyHkmom "x", ecmynarowum 6 cuny ¢ 1
urona 2015 e.



X) CPOK BBEAEHWS NIEKapCTBEHHOrMO npenapara B rpaxgaHckuin obopoT;
2) B OTHOLLUEHNN hapMaLEeBTUYECKUX CyOCTaHLMN:

MHdopmaums 06 nsmeHeHusix:

@eldeparibHbIM 3aKkoHOM om 22 Oekabpsi 2014 e. N 429-®3 8 nodnyHkm "a" nyHkma 2
yacmu 1 cmambu 33 Hacmosuwezo ®edepasribHO20 3aKOHa BHECEHbl U3MEHEHUS,
ecmynarowjue 8 cuny ¢ 1 urons 2015 a.

CmM. mekcm nodryHkma 8 rpedbidywied pedakyuu

a) HanMeHoBaHue dapmaueBTUYECKON cybcTaHumm (MexxgyHapoaHoe
HenaTeHTOBaHHOE, UMW FPYNMNMPOBOYHOE, UM XMMUYECKOE N TOProBOE HAaMMEHOBaHWS);

0) HaMMeHoBaHWe N agpec NPoM3BoANTENSA hapMaLeBTUYECKON cybcTaHuuu;

B) CPOK rogHOCTM (hapMaLeBTUYECKOM CyOCTaHUnK;

) yCnoBus XxpaHeHus doapmaueBTUYeCKon CyOCTaHL MK,

) Homep dhapmakonenHon ctaTtbu UNKU B Criydae ee OTCYTCTBUS HOMepP HOPMaTUBHOM
AOKyMeHTauum nnbo HopMaTUBHOIO JOKYMEHTA;

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHoM om 22 dekabps 2014 e. N 429-®3 nyHkm 2 yacmu 1 cmambu 33
Hacmosiwe2o ®@edeparibHO20 3aKkoHa 0oriofiHeH nodryHKmom “e", ecmynarowum 6 cusy ¢ 1
urons 2015 a.

e) Hanunume dapmaueBTUYEeCKON CcybCTaHuMM B MNepeyHe HapKOTMYECKUX CPEeAcCTB.,
NMCUXOTPOMHbIX BELEeCTB M UX MNPEeKypcopoB, noanexawmnx KoHTpono B Poccuinckon
depepaumm, B  COOTBETCTBMM C  3akoHogaTenbCTBOM  Poccuirckon  Pepepaunn,
MexayHapoaHbiMu gorosopamu Poccurckon depgepauum, B TOM Ynucne EQnHON KOHBEHLMEN
0 HapkoTunyeckux cpeactBax 1961 roga n KoHBeHUmen O NCUXOTPOMHbIX BewlectBax 1971
roga.

MHdopmaumsa 06 nameHeHusx:

@eldeparibHbIM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 yacmb 2 cmambu 33
Hacmosiujeeo ®edeparibHO20 3aKoHa U3/l0XKeHa 8 Ho8ol pedaKkyuu, ecmynaroujeli 8 cusny ¢
1 urons 2015 a.

Cm. mekcm Yyacmu 8 rpedbidywel pedakyuu

2. ®apmaueBTnyeckas cybcTtaHumsi, Npom3BeAeHHaa ANnd peanu3auuu, MoxeT ObiTb
BKMOYEHA B rOCYJapCTBEHHbIA PEECTP NEKaApCTBEHHbLIX CPEACTB HA OCHOBAHWWU 3asiBIIEHMUS
paspaboTymka unuM Npom3BoaUTENS NeKapCTBEHHOro cpeactea nNMbo ynosIHOMOYEHHOrO UMK
IOPUOMYECKOrO Nvua npu ycrnoBuM MpPOBEAEHNA B OTHOLLEHMM Takon dhapmaueBTUYECKON
cybcTaHumMmM  aKkcnepTm3bl  kayecTBa  apmaueBTU4eckorM cybcTaHumm B nopsake,
yCTaHOBMEHHOM cTaTbenn 34 Hactodwero ®degepanbHOro 3akoHa. B oTHoweHun
hapmaLeBTU4eCKNX cybCTaHUMn, NPOM3BEOEHHbIX ONs peanu3auuu, B rocyaapCTBEHHOM
peecTpe nekapcTBEHHbIX CPEACTB COAEPXUTCA crieaytoLlasa nHpopmMauns:

1) HauMeHoBaHue hapmaueBTU4eCKON cybcTtaHumm (MexxgyHapoaHoe
HenaTeHTOBAHHOE, UM FPYNMNUPOBOYHOE, UM XMMNYECKOE N TOProBoe HaMMEHOBAHUSA);

2) HaMMeHoBaHMe 1 agpec NpomsBoauTensa apmaueBTUYEeCcKon cybcTaHumm;

3) CpOK rogHOCTM hapmaLeBTMYECKON CybCcTaHLmu;

4) ycnoBusi XxpaHeHusa hapmaLeBTU4EeCKOn CybcTaHumm;

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

6) Hanuuue dapmaueBTUYECKOM CyOCTaHUMM B rnepeyHe HapKOTUYECKUX CPeacTs,
MCUXOTPOMHbIX BELLECTB W WX MPEKYpPCOpPOB, Moanexawmx KOHTponio B Poccunckon
depepaumm, B COOTBETCTBMM C  3akoHogaTenbcTBoM  Poccunickon  depepaunn,
MexayHapoaHbiMu gorosopamu Poccurckon depepauuu, B TOM Yncne EanHon KoHBEHUMEN
0 HapkoTunyeckux cpeacrtBax 1961 roga n KoHBeHUMen O NCUXOTPOMHbIX BewlectBax 1971



roga;

7) paTa BKMOYEeHus dapmaueBTUYECKOM CyOCTaHUMM B rOCyAapCTBEHHbIN peecTp
NeKapCTBEHHbIX CPeACcTB, faTa BHECEHWA W3MEHEHWA B [JOKYMEHTbl hapMaueBTU4eCKOon
cybcTaHumM, faTta uckyYeHus dapMaueBTMYeckon cybcTaHumMmM U3 rocygapCTBEHHOro
peecTpa nekapcTBEHHbIX CPEACTB.

3. [lopsagok BedeHMs roCydapCTBEHHOrO peecTpa  JieKapCTBEHHbIX CpeAacTB Ang
MEeANLNHCKOro NPUMEHEHNA 1 NopsaaoK BeAEHUA rocy4apCTBEHHOIO peectpa feKkapCTBEHHbIX
CpeAcTB AN BETEPUMHAPHOro  MPUMEHEHMS  YTBEPXAATCA  COOTBETCTBYHOLLMM
YNOSTHOMOY€EHHbIM dhefepanbHbIM OPraHoOM UCMONHUTESNTbHOW BiacTu.

FTAPAHT:

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 HaumeHogaHus 8 npeodbidywel pedakyuu
Cratba 34. BkniwodeHne B rocygapCTBEHHbIA pPeecTp feKapCTBEHHbIX CpeacTB W
UCKINIOYEeHNe ©3 TOCydapCTBEHHOIO peecTpa JeKapCTBEHHbIX CpencTB
dhapmaLeBTU4ECKOM CyGCTaHUMM, MPOM3BEAEHHON OIS peanu3aumnm

MHdopmaumsa 06 nameHeHusx:

®edeparbHbiM 3akoHomM om 22 0O0ekabps 2014 e. N 429-®3 e wacmb 1 cmambu 34
Hacmosiweao ®edepasribHO20 3aKOHa BHECEHbI U3SMEHEHUs, scmyrnaruwue 8 cusry ¢ 1 urns
2015 a.

Cm. mekem yacmu 6 rpedbidywet pedakyuu
1. Ona BkAw4veHns dapmaueBTMyeckon cybcTaHuuu, NPOM3BEAEHHOW  AONs
peanusauuun, B rocygapCTBEHHbIN peecTp feKapCTBEHHbIX CPeaCcTB, MPOBOAUTCA 3KCnepTm3a
ee KayecTBa.

MHdopmaums 06 usmeHeHusIx:

®eldeparsibHbIM 3aKkoHOM om 22 Oekabps 2014 2. N 429-03 (8 pedakyuu ®PedepasiobHO20
3akoHa om 13 uronis 2015 2. N 241-®3) yvacmpb 2 cmambu 34 Hacmosuwe2o ®edeparibHO20
3aKoHa u3rioxeHa 8 Hogou pedakuyuu, ecmynarowed 8 cusy ¢ 1 sHeaps 2016 e.

CmMm. mekcm 4yacmu 8 rpeodbiOywel pedakyuu

2. JKkcnepTn3a kayecTBa ykasaHHOM B 4YacTu 1 HaAcTodALWen ctatbm papMaueBTUYECKON
cybCcTaHumMM, COCTaBneHMe KOMWUCCMEN JKCNEPTOB 3aKMYeHUn no pesynbTatam 3TOu
3KCMNepTU3bl U UX HarnpaeneHne B YNOSIHOMOYEHHbIN heaeparnbHbii OpraH UCNOSHUTENBHON
BMacTN OCYLLECTBNAOTCA B CPOK, HE NPEBbIIAWNA LWEeCTNAeCATn pabounx AHEW CO AHS
MNONYYEHMsT IKCMEPTHbIM Y4YpexaeHMeM COOTBETCTBYIOLLErO 3afaHusa  YNOSIHOMOYEHHOro
dreiepanbHOro opraHa UCMNONHUTENBHOW BNAacTu U Crieayowmx JOKYMEHTOB:

1) KONUSA NNLEH3UN Ha NPON3BOACTBO NIEKAPCTBEHHbLIX CPEACTB UM KONUA 3aKIToYeHUs
O COOTBETCTBMM NPOU3BOOAMTENSA JNEKAPCTBEHHbIX cpeactB TpeboBaHuaAM  npasus
Hagnexawen npou3BoACTBEHHOW MPAKTUKK, BblOAaHHbIE YMOMHOMOYEHHbIM doeaepasribHbIM
OpraHoOM WCMOJSIHUTENbHOW BMacTu, B Cnyyae, ecnu npou3BOACTBO JIeKAapCTBEHHOIoO
npenapaTta ocyulectsnsieTca B Poccunckon ®epepaunu;

2) KOnus BblAHHOW YNOMIHOMOYEHHbLIM OPraHoOM CTpaHbl NPOU3BoAMTENSA NMUUEH3NUU Ha
NPON3BOACTBO NEeKapCTBEHHOrO CpeAcTBa M ee MepeBOd Ha PYCCKUN A3blK, 3aBepeHHble B
YCT@HOBMEHHOM MOpSAKe, M  KOMUSA  3aKNMiYeHUst O COOTBETCTBUM NPOM3BOAUTENS
NeKapCTBEHHbIX cpeacTB TpeboBaHMsM NpaBun Hagnexauwen npon3BoACTBEHHON MPaKTUKM,



BblAAHHOMO YMNOSIHOMOYEHHbIM (beaepanbHbIM OpraHoOM UCMOSTHUTENBHOW BRacTu, B cry4yae,
€CI1 Npomn3BOACTBO JIEKAPCTBEHHOIO CpeacTBa OCYLLECTBSAETCS 3a npegenamm Poccumnckon
depepaumm;

3) OOKYMEHT, coaepXallmin cregyolme cBeaeHnsa o papmMaueBTU4ECKon cybcTaHumnm:

a) HauMeHoBaHWe (hapmMaLleBTUYECKON CybCcTaHUMK, ee CTpyKTypa, obLine CBOMCTBA;

0) HaMMeHoBaHMe N agpec NPOM3BOAUNTENS;

B) TexHONorms npou3BoACTBa C OMNUCaHMEM CTagun npou3BOACTBA W METOAOB
KOHTPOSISi HA BCEX CTaausaX NPpON3BOACTBA;

) onucaHue pa3paboTkn npouecca NPon3BOACTBA;

A) OnMcaHMe KOHTPONSA KPUTUYECKMX CTagui  npouecca npou3BoacTtBa U
NPOMEXYTOYHON NPOLYKLUUU;

€) OOKYMeHTanbHOe NoATBEPXAEHME (BanugaLmsi) NpoLeccoB U (UNn) UX OLEHKa;

) CBOWCTBA M CTPYKTypa OENCTBYIOLLNX BELLECTB;

3) XapakTepucTuka npumecen;

n) cneymdurkaumsa Ha bapmaueBTUYECKYI0 CyBCTaHUuMo 1 ee 060CHOBaHWE;

K) aHanMTUn4ecKne MeToamKu, UCMosfb3yeMble NPU OCYLLIECTBIIEHMM KOHTPOSS KavyecTBa
drapmaueBTUYEeCKOn CyOCTaHLMK;

n) [OOKyMeHTanbHoe noAaTBepXaeHne (Banupaums) aHanuTUYecKUx MeToauK,
NCNonb3yeMblX MPU OCYLLLECTBIIEHUN KOHTPOSIS KadecTBa hapMaueBTUYECKON CybCcTaHuuu;

M) peaynbTaTbl aHanu3a cepuin papmMaueBTUYECKon cybcTaHuuu;

H) nepeyeHb CTaHOapTHbiXx 06pa3yoB WM BELWECTB, WUCMONb3yeMblX Mpu
OCYLLECTBMNEHUN KOHTPONS KayecTBa;

0) OnuUcaHMe XapakTEPUCTUK U CBOMCTB YNaKOBOYHbIX MaTepuanoB U YKYNOPOYHbIX
CpencTB;

N) AaHHble 0 cTabunbHOCTK hapmaleBTUYECKON CyOCTaHLMK;

p) CPOK rogHOCTW.

3. [na npoBefeHUs SKCnNepTu3bl KavyecTBa yKa3aHHOW B 4acTu 1 HacCTosLen CTaTbu
apmaueBTUdeckon  cybcTtaHuMm  3asaBUTENb  NPEAcTaBnseT B YNOSIHOMOYEHHbIN
deaepanbHbIN OpraH UCNOSTHUTENBHOW BIACTMU:

1) 3asiBfeHne O BKMNIOYEHUN B rOCY[apCTBEHHbLIA PEECTP NEeKapCTBEHHbIX CpeacTB
AaHHOW (bapMaLeBTMYECKON cybCcTaHuuu;

MHdopmaumsa 06 nameHeHusx:

®edeparibHbIM 3akoHoM om 22 dekabpsi 2014 . N 429-®3 nyHkm 2 4acmu 3 cmambu 34
Hacmosiweao @edepasibHO20 3aKOHa U3/10XKeH 8 Ho8ou pedakyuu, ecmynarouwed 8 cusny ¢ 1
urons 2015 a.

Cm. mekcm riyHKma 8 rpeobiOyuwiel pedakuyuu
2) KonMusi OOKYMEHTa, MOATBEpXAalowero ynnaTty rocyaapCTBEHHOM MNOLWSMHbI 3a

BKMIOYEHNE B T[OCYAapCTBEHHbIN peecTp JeKapCTBEHHbIX CpeacTB dhapmMaueBTUYEeCKON
cybCTaHuuM, npousBegeHHOW pAna peanusauuu, nmMbo no CoBGCTBEHHOW MHMUMATUBE
yKasaHHbI OOKYMeHT. B cnyyae ero HenpeactaBreHusa 3adBUTENEM  YNOSTHOMOYEHHbIN
doefepanbHbI OpraH MCMONHUTENbHOW BnacTu npoBepseT pakT ynnaTtbl rocygapCTBEHHON
MNOWSMNHbI 3asiBUTENEM C WCNOMb3oBaHMEM UWHopMaumm o6 ynnaTte rocyaapCTBEHHOW
nowsnvHbl, cogepxawenca B [ocygapcTBeHHOM — MHGOPMAUMOHHOW  cUCTEME O
rocygapCTBEHHbIX UM MYHUUMNAmNbHbLIX MnaTexax, Ha OCHOBaHMM npeacTaBfeHHON
3asBUTENEM KONUKN LOKYMEHTA, MOATBEPXKAAOLLErO ynnaTy rocygapCTBEHHOWN NOLUMNHbI;

MHdopmaums 06 usmeHeHusix:

®edeparibHbIM 3akoHOM om 22 dekabps 2014 2. N 429-®3 e nyHkm 3 yacmu 3 cmambu 34

Hacmosiueao PedeparibHO20 3aKOHa 8HECEHbI UBMEHEHUSs, scmyrnarowue 8 cusy ¢ 1 urons

2015 e.



Cm. mekem riyHKma 8 rpeobiOyuwel pedakyuu
3) OOKYMEHTbI, YKa3aHHbIE€ B 4acTy 2 HAcCTOSALWEN CTaTby;

MHdopmaums 06 nsmeHeHusix:

@eldeparibHbIM 3akoHOM om 22 0Oekabps 2014 2. N 429-0©3 yacmb 3 cmambu 34
Hacmosiweao PedepasibHO20 3aKkoHa O0rosIHeHa ryHKmom 4, ecmynarowum 6 cusy ¢ 1
uronis 2015 a.
4) 3agaBneHne o0 Bblgaye paspelleHnda Ha BBO3 B Poccuinckyto degepaumio KOHKPETHON
napTMnM He3aperncTpMpoBaHHOIO JIEKAPCTBEHHOrO CpeacTBa, NpeAHa3Ha4YeHHoro Ans
NpoBeAeHUs YKa3aHHOW 9KCNepTu3bl.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHoM om 22 Oekabpsi 2014 2. N 429-©3 8 yacmb 4 cmambu 34
Hacmosuwe2o PedepasibHO20 3aKOHa BHECEHbI UBMEHEeHUSs, scmynaruwue 8 cuny ¢ 1 urns
2015 a.

Cm. mekem yacmu 6 rpedbidywel pedakyuu

4. B TeyeHne pecatn paboumx OHEN CO AHA NPUHATUS 3asBNEHUS O BKITHOYEHUU
yKazaHHOW B 4actu 1 HacToswen crtaTbl dapmMmaueBTU4ecKkon cybecTtaHuun B
rocy4apCTBEHHbIN PEeCTp NeKapCTBEHHbIX CPEACTB Y JOKYMEHTOB, NepeYvncrieHHbIX B YacTu 1
M NyHKTe 2 4actu 3 HacTosWen cTaTtbW, YMNONMHOMOYEHHbIN deaepanbHbi  opraH
WMCNOMNHUTENBHOW BNAaCTU:

1) npoBOAMT MPOBEPKY MOMHOTbI M [OCTOBEPHOCTU [AaHHbIX, COAEepXallMxcs B
npeacTaBreHHbIX 3asBUTENeM JOKYMEHTaXx;

2) NPUHUMAET peLleHMe O HamnpaBfieHUM B IKCMEPTHOE YuYpexXaeHue 3adaHus Ha
npoBeJeHne SKCNepTu3bl KayecTBa YykasaHHOW B 4Yactm 1  HacTosiwen craTbu
dhapmaueBTUYeCKon CybCcTaHumMmM Unmn ob oTkase B TaKOM HanpaBreHuu;

3) yBegoMnseT B 3IEKTPOHHOM WU MUCbMEHHOM doopMe 3adBUTENA O MPUHSATOM
peLleHnn nnm B criydae oTkasa C ykazaHueM NpUYnH Takoro oTkasa.

MHdopmauumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHoM om 25 Hosibpsi 2013 e. N 317-®3 cmambsi 34 Hacmosiwezo
®edeparibHo20 3aKkoHa 0orosiHeHa Yacmebiho 4.1
41. B cnyyae BbiSiBNEHWSs HeOOCTOBEPHOCTM CBEOEHWW, COAEpXKaLMxcsa B
NpeAcTaBneHHbIX 3asBUTENEM MaTepuanax, YMNOMHOMOYEHHbIN deaepanbHbIin  OpraH
WCMONHUTENBbHOM BRacTU HanpaensieT 3asiBUTENt0 3anpoc 06 YTOYHEHUMM yKa3aHHbIX
ceefeHun. [aHHbii 3anpoc MOXeT ObITb nepefaH YNofHOMOYEHHOMY MpeacTaBuUTENIO
3a8BUTENS NIMYHO MO PacnucKy, HanpaeBfeH no noyTe 3akasHbiM NMMCbMOM WK NepefaH B
3IEKTPOHHOM POpMe MO TeNeKOMMYHUKaAUWMOHHbIM KaHanam cBa3u. B cnyyae HanpaeneHus
AaHHOro 3anpoca Mo no4yte 3akasHbiM MUCbMOM OH CYMTaAETCHA MOSTYYEHHLIM MO UCTEYEHUU
LEeCTV OHEN C AaTbl HaNpaBieHUS 3aKas3HOro NMcbma.

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHomM om 25 Hosibps 2013 2. N 317-©3 cmambsi 34 Hacmoswezo
®edeparnbHo20 3aKoHa 00rosIHeHa Yacmeio 4.2
4.2. 3asasutenb o006s3aH npeacTtaBuTb OTBET Ha  3anpoC  YNOSIHOMOYEHHOro
denepanbHOro opraHa WCNOMHUTENBbHOM BlaCTU B CPOK, HE MpeBblaWmn geBsHocTa
pabo4ynx AHen co OHA NonyvYeHust JaHHOro 3anpoca. Cpok, yKasaHHbIN B 4acTu 4 HacTosALen
cTaTbW, NPUOCTaHaBNUBAETCA CO OHA HarnpaBneHus 3asBUTENt0 3anpoca YnosIHOMOYEHHOro
dreiepanbHOro opraHa MCNOSIHUTENbHOM BracTu 0 OHSA MOMyYeHus UM oTBeTa Ha AdaHHbIN
3anpoc 1 He y4nTbIBaeTCs NpU MCHUCIIEHUN CPOKa IKCNepTu3bl KayecTBa papmMaLeBTUYeCKom
cybCcTaHumMm, Hemcnonb3yemMon nNpu NPON3BOACTBE NIEKAPCTBEHHbIX NPenapaTos.

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHoM om 22 0ekabps 2014 2. N 429-0©3 yacmb 5 cmambu 34



Hacmosiueao PedeparsibHO20 3aKOHa U3/I0XKeHa 8 HogoU pedaKkyuu, ecmynarou,el 8 cusy ¢
1 urong 2015 e.

CmMm. mekcm 4yacmu 8 rpeodbiOywel pedakyuu

5. OcHoBaHMeM AN oTKasa B HanpaBSfieHUUM B 3KCMEPTHOE yYpexaeHwe 3afaHus Ha
npoBefeHne 3KCnepTu3bl KayecTBa YKasaHHOM B 4acty 1  HacTosiwen cTraTtbu
hapmaueBTUYECKON CyOCTaHUUKM SBRSETCA HenpeacTtaBrneHne [LOKYMEHTOB, YKa3aHHbIX B
yacTu 2 HacTosdwen cTaTbW, OTCYTCTBME WHGOpMaUuK, noaTBepxgarowen dakt ynnaTthbl
rocy4apCTBEHHOM MOLUSNHBLI 3a BKNKOYEeHUe dapmaueBTUyYeckon cybcTaHumMm, NponssegeHHON
Ans peanusauuu, B rocyfapCTBEHHbIN PEEecTp NEKaApCTBEHHbIX CPEeACTB, HeENpeacTaBrieHne
3asBUTENEeM B YCTAHOBSIEHHbLIM CPOK OTBETA Ha YKa3aHHbIM B YacTu 4.1 HacToswen craTbu
3anpoc  YMoOJIHOMOYEHHOro dhegepanbHOro  opraHa  MCMNOSIHUTENbHOW  BNactm  uUnu
npegcraBrneHne OOKYMEHTOB, He coepXalimx WucyepnbiBalowWero nepeyvyHss HeobxoaumbixX
CBEAEHUN.

MHdopmaumns 06 usmeHeHusix:

Q®edeparibHbiM 3akoHoM om 22 Oekabpsi 2014 2. N 429-©3 e yacmb 6 cmambu 34
Hacmosiweao PedeparibHO20 3aKOHa BHECEHbI UBMEHEHUS, sacmyrnatowue 8 cusy ¢ 1 uronsa
2015 a.

CmMm. mekcm 4yacmu 8 rpeobidyweli pedakyuu

6. B TeyeHne naTHaguatM paboumx OHEM CO AOHA  NOSMyYEHUA  peLleHus
YNONTHOMOYEHHOIro doefepasribHOro opraHa WCMNOMHUTENbLHOW BMNacTM O HanpasneHuu B
3KCNepTHOE yuypexaeHne 3agaHnda Ha NpoBedeHne aKCNepTM3bl Ka4ecTBa yKa3aHHOM B YacTu
1 HacToswen cTatbn apMaueBTMYECKON CybCcTaHuMM 3aaBuTenb MpeacTaBnseT B
3KCNepTHOE yYpexaeHne Ans NnpoBeAeHnsa JaHHOM aKcnepTm3abl 06pasubl hapmMaueBTUYECKON
cybCcTaHuMM B KOnu4yecTtBe, HeobGXoaMMOM ANns BOCMPOM3BELAEHMS METOAOB KOHTPONA
KayecTBa. OKCMNepTHOE yuyYpexaeHwe npu nonyyvyeHun o6pasuoB ykasaHHOM B 4actn 1
HacTodAwen cratbn apmMaueBTU4EeCcKOM CyOCTaHuMM BblOaeT 3asBUTEN0  JOKYMEHT,
noaTBepXAaloLWnin nonyvyeHme atux obpasuyoB, U B CPOK, HE MpeBbilalWmMm Tpex pabounx
OHeN, yBeoOMNSAEeT B 3NIEKTPOHHOM WAW NUCbMEHHON dopme 06 3TOM YNOSHOMOYEHHbIN
degepanbHbIl  OpraH WCMNOSTHUTENbHOW BRacTu. ATU CPOKM HEe BKMNKYalTCA B CPOK
npoBeaAeHNst AaHHOW 3KCNepTuM3bl.

7. JOKyMEHTbI, MOCTYNMBLUME B KCMEPTHOE yuYpexaeHne Ans npoBeaeHnsa aKCnepTuabl
KayecTBa ykaszaHHOM B 4acTu 1 HacTosiwen ctaTtbl papMaueBTUYECKON CyOGCcTaHumu,
nognexart BO3BpaTy B YMNONHOMOYEHHbIN doefepanbHbii OpraH MCNOMHUTENbHOW BracTu
OLHOBPEMEHHO C 3aKNYeHUsMU Mo pesyrnbTaTaM NpoBeAEeHHOW 3KCNepTU3bI.

8. B cpok, He npeBbiwawowmi NatTn paboymx OHEN CO LHS MONYYEeHUsT 3aKnNiYeHUus
KOMUCCUM OKCMEPTOB MO pesyrbTaTtaMm 3KCnepTusbl KavyecTBa YKaszaHHOW B 4actu 1
HacTosLWEN CTaTbn hapMaueBTUYECKON CyOCTaHL MK, YNOMHOMOYEHHbIN doeaepanbHbl opraH
NCMNOSTHUTENBHOW BACTMU:

1) oCyLLeCcTBNSIET OUEHKY TaKoro 3aknouveHus LN onpeaenieHus ero CoOoTBETCTBUS
3aaHu1Io Ha NpoBeaeHNEe JaHHOW IKCNeEPTU3bI;

2) NPUHUMAET peLUeHne O BKMIOYEHUW YKasaHHOM B 4acTu 1 HacTosIWEen cTaTbu
hapmaLeBTU4ECKOM CybGCTaHLUMM B FOCYAapCTBEHHbIN PEECTP NEKAapCTBEHHbLIX CPEACTB MUn
pelleHne 06 O0TKase B TakOM BKIHOYEHUN;

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbIM 3akoHOM om 22 dekabps 2014 e. N 429-®3 e nyHkm 3 yacmu 8 cmambu 34
Hacmosiujeeo ®edeparibHO20 3aKOHa 8HECEHbI U3MEHEeHUs, scmynarouwue 8 cusy ¢ 1 urns
2015 e.

Cm. mekem riyHKma 8 rpeobioywel pedakuuu
3) BHOCUT NpU MPUHATUN PeLleHns O BKIHYEHUWN YKas3aHHOW B 4acTu 1 HacTosdLlen



ctatbuM papmaueBTMYecKoM CcybCTaHUMM B TOCYAapCTBEHHbLIN peecTp NeKapCTBEHHbIX
CpeacTB MpPefycMOTPEeHHY nyHkTom 2 4vactu 1 crtatem 33 Hactodwero depepanbHOro
3aKoHa WHQopMauui 1 ysegomnser o6 3TOM B 3MEKTPOHHOW WU MUCbMEHHOW dhopMme
3aaBuTENS.

MHdopmaums 06 usmeHeHusx:

®edeparibHbIM 3akoHOM om 22 okmsbps 2014 2. N 313-©3 cmambs 34 Hacmosiwezao
®edepanbHo20 3akoHa OornosiHeHa 4Yacmbio 9, ecmynarowel 6 cusly Mo ucmedyeHuu
mpudyamu OHeu rocrie OHs ouyuarnibHo20 orybriukosaHusi HazeaHHo20 ®edeparibHO20
3aKoHa
9. OcHoBaHMeM pAnsi OTka3a BO BK/HOYEHWW YKa3aHHOM B 4actu 1 HacTosLewn
cTtaTtbu (bapmaLeBTMYeCcKoM CybCTaHUuMM B FOCYAApPCTBEHHbIN  PEECTp NeKapCTBEHHbIX
CPEeACTB SABMSETCH pelleHne COOTBETCTBYHOLLEro YNONHOMOYEHHOro defepanbHOro opraHa
UCMONHUTESNIbHOM BflaCTM O TOM, YTO KayecTBO (papmaLeBTMYEeCKOM CcybCTaHumMuM He
NOATBEPXKAEHO NOMYYEHHbIMU AaHHbLIMM.

MHdopmaums 06 usmeHeHusx:

®edeparibHbIM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 cmambsi 34 Hacmosuwezo
®edeparnbHo20 3aKoHa dorosiHeHa Yacmabro 10, ecmynarowel 6 cuny ¢ 1 uronsa 2015 e.
10. He pgonyckaeTtcs BKMOYEHWE B rOCYyapCTBEHHbBIN PEECTP JIEKAaPCTBEHHbIX CPEACTB
O4HOW (hapMaueBTUYECKOW cybcTaHummn, Npou3BeeHHOW ANs peanu3auuy U BbinycKaemMou
OAHVM 1 TEM X€ NPOM3BOAUTENEM, B Buae ABYX U Bonee peecTpoBbIX 3anncen.

MHdopmaumns 06 usmeHeHusix:

®edeparibHbIM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 cmambsi 34 Hacmosuwezo
®edepanbHo20 3aKoHa dorosiHeHa Yacmaero 11, ecmynarowed 6 cuny ¢ 1 uronsa 2015 e.

11. BHeceHwe wun3MeHeHUn B [OOKYMEHTbl Ha dapMaueBTUYEeCKyl CybGcTaHumIo,
NPOV3BEOEHHYID ANd  peanu3aumm W BKITOYEHHYI0 B FOCYAApCTBEHHbLIN  peecTp
NeKapCTBEHHbIX CPeACTB, OCYLIEeCTBNsgeTca B nopsigke, ycrtaHoBreHHoMm crtaTtbsamu 30 n 31
HacTodwero  ®egepanbHOro  3akoHa, C  ynNraTon  rocyd4apCTBEHHOW  MOLUMVWHBI,
NpenyCcMOTPEHHON 3akoHoaaTenscTBoM Poccuinckon degepaumm o Hanorax n cbopax.

MHdopmaums 06 usmeHeHusix:

®edeparibHbIM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 cmambsi 34 Hacmosuwezo
®edeparnbHo20 3aKoHa dorosiIHeHa Yacmero 12, ecmynarowed 6 cuny ¢ 1 uronsa 2015 e.

12. JonyckaeTcs obpaweHne hapmaueBTUYeCKUX cybCcTaHLmMi, Npon3BeaeHHbIX ANS
peanusauun, B Te4eHMe CTa BOCbMUAECATU OHEW OO0 W MOCMe NPUHATUS YNOAHOMOYEHHbIM
deaepanbHbIM OpPraHoOM WCMOSTHUTENBHOW BMNacTM PELIeHUst O BHECEHUM W3MEHEHUN B
AOKYMEHTbl Ha dhapMaueBTUYECKYD CyOCTaHUMIO, NPOM3BEAEHHYH N9 peanu3auum U
BKITHOYEHHYIO B FOCYAAPCTBEHHbIN PEECTP NeKapCTBEHHbIX CPeaCTB.

MHdopmaumsa 06 nameHeHusx:

QedeparibHbiM 3aKkoHOM om 22 Oekabps 2014 2. N 429-©3 cmambs 34 Hacmosuwezo
®edepanbHo20 3aKoHa dorosiIHeHa Yacmero 13, ecmynarowed 6 cuny ¢ 1 uronsa 2015 e.

13. PewweHne 06 nUCKMoYeHnn 13 rocyaapCTBEHHOMO peecTpa fiekapCTBEHHbIX CPEACTB
apmaueBTU4ECKON CyOGCTaHuuK, NPOM3BEAEHHOW AOns  peanu3auuu, NpuHUMaeTca
YNOSTHOMOYEHHbIM dhefiepanbHbIM OPraHoOM UCMONHUTESTbHOW BriacTu B Cryyae:

1) npeacTtaBneHWss COOTBETCTBYHOLUM YMOMHOMOYEHHbLIM deaepanbHbiM  OpraHomM
WCNOSTHUTENbHOW BMAcCTU 3aKMOYEeHUA O pucke unm 06 yrpos3e >KM3HWU WUnu 300POBbHO
Yyenoseka NMbo XMBOTHOIO NPU NCNONb30BaHUN SIEKapPCTBEHHOIO CPeACTBa;

2) nogayn pa3paboTyYMKOM IEeKapCTBEHHOrO CpeacTBa WM Npou3BoguTENEM
NeKapcTBEHHOro cpeacTBa MO0  YNOMHOMOYEHHbIM UMK APYrUM  HOPUONYECKM  FULIOM
3aaBneHnss 00 WUCKIIYEHUN U3 rOoCyAapCTBEHHONO peecTpa JNeKapCTBEHHbIX CPeacTB
hapmaueBTUYECKON CyOCTaHLMK, NPON3BEAEHHON AN peanu3aunu;



3) otcyTcTBMA hapmaLeBTMYEeCKOM CybCcTaHuuK, Npou3BeseHHON AN peanu3aumn, B
obpawieHnn B Poccunckon ®egepaunn B Te4eHne Tpex n bonee ner.
FTAPAHT:

CM. koMmmeHTapumn K ctaTbe 34 HacToswwero ®efepansHOro 3akoHa

Cratbsa 35. YTpaTtuna cuny ¢ 1 nonsa 2015.

MHdopmauumsa 06 nameHeHusx:

Cm. mekcm cmambu 35

®edeparibHbIM 3akoHOM om 22 Oekabps 2014 e. N 429-©3 cmampbsi 36 Hacmosiwezao
®eldeparnibHO20 3aKOHa U3/IOXeHa 8 HoeoU pedaKkyuu, ecmynarowed e cuny ¢ 1 urons
2015 e.

CmM. mekcm cmamabu 8 rpedbidywel pedakyuu
Cratba 36. O6xanoBaHve pelweHna o6 oTka3e B Bblgavye paspelleHns Ha
npoBedeHVe KIMHUYECKOTO UCCNeaoBaHWs NeKapCTBEHHOro npenapara,
peweHnsa 06 oOTkase B rocyaapCTBEHHOW perncTpaumm nekapcTBEHHOro
npenaparta, 3aKyYeHNsS KOMUCCUM IKCNEPTOB IKCNEPTHOrO yUYpexaeHus unm
3aKNHYEHNs coBETa NO 3TUKE
PeweHune COOTBETCTBYIOLLENO YNONIHOMOYEHHOIo denepansHoro opraHa
MCNONHUTENBHOM BnacTn o6 oTkase B Bblgade paspelleHns Ha npoBefeHue KINMHUYECKOro
nccnefoBaHUs NeKapCTBEHHOrO npenapaTta, pelleHne ykasaHHOro eageparnbHOro opraHa
MCNONHUTENBHOM Bractm 006 OTka3e B rOCYJapCTBEHHOW perncTpauum nekapCTBEHHOro
npenapaTa, 3aKkrtoyYeHne KOMUCCUM IKCMEPTOB IKCMEPTHOrO yYpexaeHus unv 3aknoveHue
coBeTa Mo 3TUKEe MOXET OblTb 006XanoBaHO B Nopsiake, yCTaHOBNEHHOM 3aKOHOAATENbCTBOM
Poccunckon depepaummn. 3aknodeHne 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. 3aknioveHme KOMMCCUN SKCMEPTOB AKCMEPTHOMO yuYpexaeHus, opopmrieHHoe no
nToram nepecmoTpa 0O0XXaroBaHHOMO 3aKMYEeHUs 3JKcrnepta, MOXET OblTb OCMOPEHOo
agepxatenem wnu BragenbLUeM pPerucTpaumMoHHOrO0  YAOCTOBEPEHUS  NIEKapCTBEHHOMO
npenapata nmMboO  YNONMHOMOYEHHbIM UMM  NUUOM B NOpsSdKe, YCTaHOBEHHOM
3aKoHOOATENbCTBOM Poccuinckom depepauyum. Mpwn obxanoBaHnn peLleHns
YNOSIHOMOYEHHOro dhefeparnbHOro opraHa MCMNOMHUTENbHOW BACTW, 3aKIOYEeHUsa akcnepTa
MNN  KOMWUCCUM IKCMEPTOB IKCMEPTHOrO YYPEeXOeHUs, 3akryeHns coBeTa Mo  3TuKe
aepxatenb Unu Bnagenel peruMcTpaumoHHOro yAOCTOBEPEHMSI NEKApPCTBEHHOro npenapaTta
nmbo  ynonHOMOYEHHOE MMW NUUO BNpaBe MpPeAcTaBuUTb pes3ynbTaTbl  3KCNEpPTU3bl
NeKapCTBEHHOro npenapaTa, NPOTOKOSbl MOMYyYEHHbIX akKpeanTOBaHHLIMU MUCMbITaTENbHbIMN
nabopatopusimu (LeHTpaMn) pe3ynbTaToOB UCCNEA0BAHNN, UCMbITAHUNA.
FTAPAHT:

CM. koMMeHTapumn K cTaTbe 36 HacTosLwero ®efepansHOro 3akoHa

Cratba 37. WHdopmauusi, cBA3aHHAdA C OCYLECTBIIEHMEM rOCYy4apCTBEHHOMN
permcrpauum nekapCTBEHHbIX npenapartos, MHGOpMaLnA 0]
3aperncTpupoBaHHbIX NIEKAPCTBEHHbIX nNpenapatax W  feKapCTBEHHbIX
npenapaTax, MCKMIOYEHHbIX W3 roCydapCTBEHHOro peectpa feKapCTBEHHbIX
cpeacTs

MHdopmauumsa 06 nameHeHusx:



®edeparnbHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-©3 e vacmb 1 cmambu 37
Hacmosuwe2o PedeparibHO20 3aKOHa BHECEHbI UBMEHEeHUSs, ecmynaruwue 8 cuny ¢ 1 urns
2015 a.

CmMm. mekcm Yyacmu 8 rpeodbiOywieli pedakyuu

1. CoOOTBETCTBYIOLWMIA YNONMHOMOYEHHbLIN deaeparnbHblii  OpraH UCMONHUTENTbHON
BNacTu pasMellaeT Ha cBoeM oduumanbHom caute B cetun "WHTepHeT" uHpopmauuio,
CBSI3aHHYIO C OCYLLLECTBNEHNEM rOCyJapCTBEHHOW perncTpalmm nekapCTBEHHbIX NpenapaTos,
B TOM 4uUCre NpoBedeHMEM 3KCMepTU3bl SIEKAapCTBEHHbBIX CPeaCcTB (BKMoYasa pesynbtatbl ee
nposefeHns), MHPOPMaUMIO O 3aperucTpMpOBaHHbIX JlIeKapCTBEHHbIX MpenapaTtax U
NeKapCTBEHHbIX npenapartax, UCKMYEHHbIX U3 rocyJapCTBEHHOrO peecTpa JleKapCTBEHHbIX
CPeAcCTB, He No3gHee YeM Yepes NATb pabounx OHEeN CO OHA NOMyYeHUss COOTBETCTBYIOLLMM
YNOSIHOMOYEHHbIM  doefepalribHbiM  OpraHOM  UCMOSTHUTENBHOW  BflaCTU  3asiBfiEHUs O
rocy4apCTBEHHOWN perncrpawmm nekapcTBEHHOro npenaparTa.

MHdopmaumns 06 usmeHeHusix:

@eldeparnibHbIM 3aKkoHoM om 22 Oekabps 2014 2. N 429-©3 e vacmb 2 cmambu 37
Hacmosiweao PedeparsibHO20 3aKOHa BHECEHbI U3MEHEHUs, ecmynarowue 8 cusy ¢ 1 urns
2015 e.

CmMm. mekcm 4yacmu 8 rpeobidyweli pedakyuu
2. Cpoku 1 ropsAaok pasMmeleHus ykasaHHOM B 4acTm 1 HacTosiwen cTaTbu
nHdopmauum yCTaHaBnMBalTCA YNONTHOMOYEHHbIM deaepanbHbIM opraHom
ncnosiHuTernsHonm Bnactn. IHgopmauums, ykasaHHasa B Yactu 1 HacTosiLen cTtaTtbun, ABNAeTCA
OTKpbITOM M 00LLEeA0CTYNHOMN 1 NpeaoCcTaBNAeTCa 3anHTepeCcoBaHHbIM ML amM B COOTBETCTBUM
C 3akoHogaTenbcTBOoM Poccumnckon degepauumn.
FAPAHT:

CM. koMmmeHTapumn K ctaTbe 37 HacToswero ®efgepanbHOro 3akoHa

naBa 7. KnuHun4yeckmne nccnegoBaHUA NekapCTBEeHHbIX NpenapaTtos Ans
MeAULMHCKOro NpMMeHeHuns, 4oroBop o6 ux nposeaeHun, npaBa NaLlueHTOB,
y4acTBYKOLUX B 3TUX UCCrnenoBaHUAX

Cratba 38. KnuHuyeckne wuccnegoBaHus JIEKapCTBEHHbLIX nNpenapaTtoB A4
MeJNUMNHCKOro npuMmeHeHuns

MHdopmaums 06 usmeHeHusix:

@eldeparibHbIM 3aKkoHoM om 22 Oekabpsi 2014 2. N 429-©3 e yacmb 1 cmambu 38
Hacmosuweao ®edepanibHO20 3aKOHa 8HECEHbI USMEHEHUS, ecmynaruwue 6 cuny ¢ 1 urons
2015 a.

CmM. mekcm 4yacmu 8 rpeodbiOywel pedakyuu

1. KnuHn4yeckme wnccrnenoBaHus neKkapCcTBEHHbIX MNpenapaToB ANs MeauUMHCKOro
NMPUMEHEHNsA, B TOM 4YUCNEe MeXAyHapOAHble MHOrOLEHTPOBbIE, MHOIOLEHTPOBLIE,
NOCTPErncTpaunoHHbIe, NPOBOAATCHA B OAHON UMW HECKONbKUX MEAULMHCKNX OpraHn3aumsx B
COOTBETCTBUM C nNpaBunaMy Hagnexawen KIMHUYECKON NPaKTUKW, YTBEPXOEHHbIMU
YNOSIHOMOYEHHbIM beaepanbHbIM OpraHoOM WCMOSTHUTENbHOW BNacTW, COOTBETCTBEHHO B
cnegyrowmnx Lensx:

1) yctaHoBneHve 6e30MacHOCTU NeKapCTBEHHbIX MNpenapaTtoB Ana  340POBbIX
nobpoBonbLEB U (MNN) NEPEHOCMMOCTM UX 300POBbIMU 4OOPOBONbLAMU, 3a UCKIHOYEHNEM
TakMx WCCNeaoBaHU JEeKapCTBEHHbIX MpenapaTtoB, MPOM3BEAEHHbIX 3a npegenamu
Poccuinckon ®epepaunu;



2) nogbop onTMarnbHbIX 4O3VMPOBOK JIEKAPCTBEHHOINO NpenapaTa u Kypca feyvyeHus ans
NauMeHTOB C onpeenieHHbIM 3aboneBaHueM, ONTUMarnbHbIX 003 M CXeM BaKLMHaLuu
UMMYHOBUNOOrMYeCKNMM NeKapCTBEHHbIMM NpenapaTtamMmu 340poBbIX JOOPOBONbLEB;

3) yctaHoBneHne 6e30MacHOCTM NeKapcTBEHHOro npenapaTta M ero acpdekTMBHOCTH
ANs naumeHToB C onpeferieHHbIM 3aboneBaHneM, npodunakTndeckon 3hekTMBHOCTU
MMMYHOBUNONOrM4YeCcKNX NekapCTBEHHbIX NpenapaToB AN 300p0oBbiX 40O6POBOMbLEB;

4) n3yyeHne BO3MOXHOCTWN pacLUMPEHNSA NoKa3aHUM Anst MeAULUHCKOro NPUMEHEHNS U
BbISIBNIEHNSA paHee HEeU3BECTHbIX MOOOYHbIX ENCTBUIN 3aperncTpUpoBaHHbIX NEKapCTBEHHbIX
npenapaTos.

2. B oTHOLWEHUN BOCNPON3BEAEHHbIX NEKapCTBEHHbIX NpenapaToB Ans MeauunHCKOro
NPUMEHEHNS NPOBOAATCA MCCreoBaHUs OUOSKBMBANEHTHOCTM W (MNK) TepaneBTUYECKOW
9KBMBANEHTHOCTU B MOPSiAKE, YCTAHOBMEHHOM YMOSIHOMOYEHHbIM dheaeparnbHbiM OpraHoM
NCMONHUTESTbHOW BRacTu.

3. OpraHusauunto npoBeOeHUA  KIMHUYECKUX  UCCNeaoBaHuMM  NieKapCTBEHHOrO
npenapaTta gng MeanLUHCKOro NpMMeHeHus BnpaBe OCYLLECTBIATb:

1) pa3paboTymnk NekapCTBEHHOro npenapara uinm ynosiIHOMOYeHHOE UM NULO;

MHdopmaums 06 usmeHeHusix:

@eldeparibHbiM 3akoHOM om 2 utonis 2013 e. N 185-03 nyHkm 2 yacmu 3 cmambu 38
Hacmosiweao ®edepasibHO20 3aKOHa U3/I0XKEeH 8 HOBoU pedakyuu, ecmynarouwed e cuny ¢ 1
ceHmsibps 2013 e.

CmM. mekcm riyHkma e rnpedbidywed pedakyuu
2) obpasoBaTenbHble  OpraHuM3auuMM  Bbiclero  obpasoBaHus,  opraHusaumm
AOMOITHUTENBHOrO NpodeccnoHanbHOro o6pasoBaHus;
3) Hay4YHO-UccnegoBaTeNbCKUe opraHmMsaunu.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHomM om 13 urons 20152. N 241-©3 e vyacmb 4 cmambu 38
Hacmosiwezo ®edepasibHO20 3aKOHa 8HECEHbI USMEHEHUS

CmM. mekcm 4acmu 8 rpeobidyweli pedakyuu

4. KnunHunyeckue wccnegoBaHUs IeKapCTBEHHOro npenapata Ang MeauuuHCKOro
NMPUMEHEHNS NPOBOAATCA Ha OCHOBAHUW paspelleHna Ha npoBedeHue KIMHUYECKOro
nccnegoBaHns NekapCcTBEHHOro npenapaTa, BblAAHHOMO YMNOfIHOMOYEHHbIM beaepanbHbIM
OpraHoM MCMNONHUTENBbHOM BNacTu. YNOMHOMOYEHHbIW hefepanbHbli OpraH UCNONHUTENBHOM
BNacTn BeJeT peecTp BblOaHHbIX pa3pelleHuid Ha NpoBedeHne KIMHUYECKUX UCCreaoBaHun
neKapCTBEHHOro npenapara, cogepXalluin ykazaHve Ha ux Lenb unmv uenu, B yCTaHOBIEHHOM
3TUM OpraHoM nopsake.

5. Ytpatuna cuny ¢ 1 niong 2015.

MHdopmaumsa 06 nameHeHusx:

Cm. mekcm yacmu 5 cmamsbu 38

6. K opraHusaumm npoBeaeHust KIMHUYECKUX WCCnegoBaHUM NeKapCTBEHHOro
npenaparta Ana MeAUUMHCKOrO MNPUMEHEHUs pa3paboTyMKOM JliekapCTBEHHOro rnpenapara
MOryT NPUBREKaTbCS topuanyeckne nvua nwobon opraHu3auMoHHO-NPaBoBON (OOPMbI Mpu
ycrnoBun obecnevyeHnss COOTBETCTBUS ITUX MCCredoBaHun TpeboBaHMAM HaCTOALEro
depnepanbHOro 3akoHa.

7. KnuHuyeckne wuccrnenoBaHUa feKapCTBEHHbIX MpenapaToB Ans MeaULMHCKOro
NpPUMeHeHns NpoBOAATCS B MeaNLIMHCKNX opraHusaumsx, aKKpeANTOBaHHbIX
YNONTHOMOYEHHbIM  (pefeparnbHbiM  OpraHOM  UCMOMHUTENbHOM  BracTu B MOpsSAKe,
ycTaHoBneHHoM [paBuTtensctBoM Poccuiickon Pepepauum.

8. lNepeyeHb MeguUUMHCKUX opraHmsauun, UMerLmMx npaBo NPOBOAUTL KIMHUYECKME
nccrnegoBaHUs NeKapCTBEHHbIX MpenapatoB ANns MEAUUMHCKOrO MPUMEHEHUS, N peecTp



BblAAHHbIX paspelleHnin Ha npoBeAeHUEe KIMHUYECKUX WCCreAoBaHUn feKapCTBEHHbIX
npenapaTtoB ony6rIMKOBbLIBAIOTCA M pa3MeLLalnTcs YNONHOMOYEHHbIM doeepanbHbiM OpraHoM
MCMNOMHUTENBHOW BNAacTW B YCTAHOBMEHHOM MM MoOpsagKke Ha cBoeM oduumanbHOM caunTe B
cetn "HTepHeT".

FTAPAHT:

CM. koMmeHTapumn K ctaTbe 38 HacToswwero ®efepansHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edeparibHbiM 3aKkoHOM om 22 Oekabps 2014 e. N 429-©3 cmambs 39 Hacmosuwezo
®eldepanbHO20 3aKOHa U3/I0XKeHa 8 HOoBoU pedakyuu, ecmynarowel e cuny ¢ 1 urons
2015 e.

CmMm. mekcm cmamabu 8 rpeodbidywiel pedakyuu

Cratbsa 39. PeweHne o0 npoBeaeHUM KIIMHUYECKOrO UccrnenoBaHUs feKapCTBEHHOro

npenapaTa ana MeauuuHCKOro NpuMeHeHus

1. KnuHuyeckoe wccrnegoBaHue rnekapCcTBEHHOro npenapata Ans MeauuMHCKOro
NMPUMEHEHNS NPOBOOAUTCA Ha OCHOBaHUM paspelleHna Ha npoBedeHue KIMHUYECKOro
nccnegoBaHUs NeKkapCcTBEHHOro npernapaTa, BblAAaHHOrO YMNONHOMOYEHHbIM deaepanbHbIM
OpraHoM MCMOMHUTENBbHON BNAacTy MO pe3ynbTaTtaM 3KCNepTusbl AOKYMEHTOB, HEOBX0O4MMbIX
ANA NonyyYeHns paspelleHns Ha npoBefeHne KNMHUYECKOro UccnenoBaHns nekapCTBEHHOMo
npenapaTa u 3TU4YECKOWN SKCNepPTU3bI.

2. [Ona nonyyeHus paspelleHna Ha npoBedeHUe KIMHUYECKOro uccnegoBaHus
neKapCTBEHHOro npenapara ans MeguUMHCKOro NpUMEHEHWsA 3asBUTEeNb npeacTtaBnseT B
YNOMHOMOYEHHbIN befeparnbHbI OpraH UCNOMHUTENBHOW BracTu:

1) 3asBneHve O BblAade paspelleHns Ha npoBedeHUE KIMHUMYECKOro uccrnegoBaHus
nekapcTBEHHOro npenapaTa 4ns MeauUnHCKOro NpUMMeHeHuUs;

2) KOnuM [OOKYMEHTOB, MNoATBepXAawlmxX ynnaTty rocygapCTBEHHOM MOLWSIMHbI 3a
npoBefeHne 3TUYECKON SKCMEePTU3bl, IKCNEepTU3bl JOKYMEHTOB Ha NeKapCTBEHHbIN npenapaT
A58 NonyyYeHnsa paspelleHns Ha nposBefeHne KNMHUYECKOro UccrneoBaHUs ekapCTBEHHOMO
npenapaTta Ans MeauUMHCKOrO MNPUMEHEHUS, 3a Bblgady paspelleHus Ha npoBefeHue
KIMHMYECKOro UccrefoBaHnsa nekapcTBEHHOro npenaparta gng MeguumMHCKOro NpUMEHEeHUs,
3a npoBedeHue 3KCNepTU3bl OOKYMEHTOB Ha JleKapCTBEHHbIM npenapat Ans nonyyeHus
paspelweHns Ha npoBedeHuMe  MeXOyHapOAHOro  MHOrOUEHTPOBOrO  KIMHUYECKOro
nccnegoBaHUs NekapCTBEHHOro npenaparta Ans MeauuMHCKOro npUMeHeHus, 3a Bblgauvy
paspelweHns Ha npoBedeHuMe  MeXOyHapOAHOro  MHOrOUEHTPOBOrO  KIMHUYECKOro
nccnegoBaHUs NekapCTBEHHOMo npenapara Ans MeguuMHCKOro NpMMeHeHus, 3a nposeaeHne
3TUYECKON 3IKCMepTu3bl, 3SKCNepTu3bl [JOKYMEHTOB Ha JleKapCTBEHHbIM npenapaTt ans
NOMnyyYeHUss  paspelleHnMs Ha  npoBedeHWe  MOCTPErucTpaumMoOHHOro  KIMHWUYECKOro
nccnenoBaHUs NEeKapCTBEHHOro npenapaTta Ansg MeguuMHCKOro NpUMEHEHUs, 3a Bblaady
paspelleHns  Ha npoBedeHue MOCTPErucTpaumMoOHHONO  KITMHMYECKOrO  MCCrneaoBaHus
NEeKapCTBEHHOro npenapata And MeAWMUMHCKOrO MPUMEHEHUsl, WM NO COBGCTBEHHON
MHUUMaTMBE yKasaHHble OOKYMEHTbl. B crnyvyae HenpeacTaBneHWs 3asBUTENEM YKa3aHHbIX
AOKYMEHTOB YIMOMHOMOYEHHbIN doefieparibHbI OpraH UCNONHUTENBLHOW BriacTu npoBepsieT
akT ynnaTbl rocyadapCTBEHHOW MOLSMHBI C WCMOMb30BaHWEM WHMopmauun ob ynnarte
rocygapCcTBeHHOM MOLWMWHBI, codepxawenca B [ocygapCTBEHHOWM UMHAOPMaLMOHHON
CUCTEME O rOCYyAapCTBEHHbIX U MYHULMNAMbHbIX NnaTexax, Ha OCHOBaHWW NMpeacTaBrneHHbIX
3asBuUTENEeM KONun JOKYMEHTOB;

3) nNpPOTOKON KIAWHWYECKOro UCCrefoBaHUA JieKapCTBEHHOro npenapaTta Ang
MeANLUNHCKOro NpUMeHeHus;

4) BpoLwutopy uccrneposartens;



5) NHOPMALMOHHBIN INCTOK NALMEHTA;

6) cBegoeHnss o006 onbiTe paboTbl uccrnegoBaTenend No  COOTBETCTBYHOLLMM
cneumanbHOCTAM U UX ONbiTe paboTbl MO NPOBEAEHUIO KIMMHUYECKUX MCCIea0BaHNN,

7) cBeOEHMS O MEOULIMHCKUX OpraHmM3aumsax, B KOTOpPbIX npegnonaraeTcsi NnpoBeaeHne
KITMHNYECKOro uccrnegoBaHUs feKapCTBEHHOro npenapata Ans MeAUUMHCKOro NpUMeHeHns
(nonHoe ” COKpalleHHOEe HauMMeHOBaHWUS, OpraHu3auuoHHO-NpaBoBasd dopma, MecCTO
HaxOXOEeHUs1 W MeCTO OCYLLUEeCTBIeHUss AedTenbHOCTH, TenedoH, Tenedakc, agpec
3MEKTPOHHOM MOYThI KaXXA0W MEANLMHCKOWN OpraHn3aumm);

8) cBegeHus 0 npegnosiaraeMblX CpoKax NPOBeAEeHUS KITMHUYECKOro uccrenoBaHus
rfieKapCTBEHHOro npenapara Ans MeauLMHCKOro NpUMEHEHNS;

9) konuto goroBopa ob6s3aTeribHOro CTpPaxoBaHWUA, 3aKIHOYEHHOrO B COOTBETCTBUMU C
TUNOBLIMU NpaBuriamm 06sa3aTenbHOro CTpaxoBaHUsl, C yKkazaHMeM NpeaeribHon YMCNEHHOCTH
NaUneHToB, Y4acTBYHOLLMX B KIIMHMYECKOM MCCredoBaHUU fieKapCTBEHHOro npenaparta gns
MEANLMNHCKOrO NPUMEHEHMS;

10) wHdopmauuio O cocTaBe JflekapCTBEHHOro npenapata Ans  MeguuMHCKOro
NPUMEHEHNS;

11) OOKYMEHT, COCTaBfIEHHbIA MPOM3BOAUTENEM JEeKapCTBEHHOro npenapara Ans
MEANLNHCKOrO TMPUMMEHEHUS W COAEepXalwMi MokasaTenn (XapakTepuUCTUKM), a Takke
CcBeAeHNsa O NeKapCTBEHHOM npenapaTte Ans MeOUUMHCKOrO NMPUMEHEHUs!, NPOM3BEAEeHHOM
AnNs NPOBEAEHNSA KIMMHUYECKUX NCCNEeLOBaHWUMN;

12) KOoMMO NUUEH3MM Ha NPOU3BOACTBO JIEKAPCTBEHHbLIX CPeACTB B Criyvyae, ecnu
NPOn3BOACTBO fleKapCTBEHHOroO npenapaTa ocyllectenaeTca B Poccunckon ®egepaunmn, nnm
KOMUIKO  3aKMYeHUss O COOTBETCTBMM MPOU3BOAUTENS JIEKAPCTBEHHOro npenaparta
TpeboBaHnaAM  npaBun  Hagnexawem  nNPOU3BOLACTBEHHOW  MPaKTUKW,  BblAAHHOMO
KOMMETEHTHbIM  YNOSIHOMOYEHHLIM OpPraHOM CTpaHbl MPOU3BOAUTENS  NeKapCTBEHHOro
npenaparTa.

3. B cpok, He npesblalWnn NATU paboumx OHENW CO OHS MPUHATUSA yKa3aHHOro B
nyHKTe 1 4Yactm 2 HacTosilen crTaTtbM 3adBNeHuss UM HeobXOAMMbIX [LOKYMEHTOB,
YNONTHOMOY€EHHbIV (beaepanbHbI OpraH UCNOSTHUTENbHOW BNacTu:

1) nNpoBOAUT NPOBEPKY MOMHOTbI M AOCTOBEPHOCTU CBEOEHWI, COOEpXaluMxcs B
npencTaBrieHHbIX 3asBUTENeM JOKYMEHTaXx;

2) NPUHUMAET peLleHne O NPOBEeLEHUUN IKCMEepPTU3bl AOKYMEHTOB Af1si MOfyYeHus
paspeLleHns Ha NpoBedeHNE KIMHMYECKOro UCCneaoBaHus NeKapCTBEHHOrO npenapaTta ans
MEANLUNHCKOrO MNPUMEHEHNA U 3TUYECKOW 3IKCnepTusbl unm o6 oTKase B NpoBeAeHUM
yKa3aHHbIX 3KCnepTus;

3) yBeooOMIsieT B 9NEKTPOHHOW hopMe MM Ha BymaXHOM HocuTene 3asBUTENsS O
NPUHATOM peleHun nmbo B crnyvyae MNpuHATUA peweHust 06 OTKase Takke C YyKa3aHuem
MNPWUYMH TaKOro OTKasa;

4) nogrotaeBnvBaeT M HanpaenseT B 9KCMEPTHOE y4dYpexaeHwe W CoBeT Mo 3Tuke
3afaHvne Ha npoBefeHMe COOTBETCTBYIOLLNX IKCNEPTMS.

4. B crnyvyae BbISIBfIEHUS HEMOMHOTbI WU (MNW) HEOOCTOBEPHOCTU WHAOpMauuu,
cogepxawenmcsa B NpeacTaBrfieHHbIX — 3asBUTENEM  JOKYMEHTaX,  YNOSIHOMOYEHHbIN
denepanbHbli  OpraH WCMOMHUTENBHOM BNAacTM HanpaenseT 3asBuTento 3anpoc 06
YTOUYHEHUN  yKa3aHHOW  WHpopmMaumn. [aHHbIM  3anpoCc  MOXeT OblTb  nepegaH
YNOSTHOMOYEHHOMY MpeacTaBUTENIO 3asBUTENS NMYHO MO pacnucKy, HanpasfieH Mo noyte
3aKa3HbIM MUCbMOM WM nepefaH B 3MEKTPOHHOW dopMe MO TeNeKOMMYHUKALWUOHHbLIM
KaHanam cBa3u. B crniydae HanpaBneHus 4aHHOro 3anpoca no noyvte 3akasHbiM NMUCbMOM OH
CYMTaeTCs MosyyYeHHbIM MO UCTEYEHUN LLIECTU OHEW C AaTbl HANpaBneHUs 3akasHoro nucbMa.
3asButenb 06s13aH NpeacTaBnTb OTBET Ha 3anpoc YNOSIHOMOYEHHOIo heaepanbHOro opraHa
MCMNOSNTHUTENbHOM BNacTu B CPOK, HE MpEBbILAOWMIA AeBAHOCTA pabounx AHEen Co OHS ero



nonyyeHusi. Cpok, ykasaHHbIM B 4YacTu 3 HacTosIlWen cTtaTbu, NMPUOCTaHaBIMBAETCHA CO [HS
HanpaBneHns  3asBUTEN0  3anpoca  YNOMIHOMOYEHHOro  dpefepanbHOro  opraHa
NUCMNOMHUTENBHON BracTu [0 [JHA MOfyYeHUs UM COOTBETCTBYHOLLEro OTBeTa WU  He
YUMTbIBAETCA MPU UCYUCIIEHMM CPOKa MPUHATUSA YNONHOMOYEHHBIM dbefepanbHbiM OpraHoM
MCMNOMHUTENBHON BAACTU peLleHna O NPOBEeAEHUN 3KCMepTU3bl JOKYMEHTOB AS1S NONyYeHus
paspeLleHnsa Ha NpoBefeHne KITMHUYECKOro NCCneaoBaHns NiekapCTBEHHOro npenapaTa gns
MEeANLNHCKOro NPUMEHEHMS.

5. OcHoBaHMeM Ona OTKa3a B NPOBEAEHUM IKCMEPTU3bl AOKYMEHTOB ANS NONyYeHUs
paspeLlleHns Ha NpoBeAeHNE KIMHUYECKOro UccneoBaHus fekapCTBEHHOro npenapara ans
MeLMLMHCKOro NPUMEHEHUS N 3TUYECKOWN IKCNepTU3bl ABNSeTCa npeacTaBfieHne JOKYMEHTOB,
NPenyCMOTPEHHbIX YacTbl 2 HaCTOSLWEN cTaTbW, B HEMOMIHOM obbeme, HenpencTaBneHue
3asiBUTENIEM B YCTAHOBSIEHHbIN CPOK OTBETa Ha yKa3aHHbIN B 4acTu 4 HacCTosWen cTaTby
3anpoc YNONHOMOYEHHOro doefepanbHOro opraHa UCNONHUTENbHOM BNacTn nmbo oTcyTCcTBUE
B NpeAcCTaBfeHHbIX JOKYMEHTax ucyepnbiBaroLLero nepevyHs Heobxoanmon nHdopmMmaumm nnm
MHOopMaLMKN, KoTopasa OOMKHa ObiTb OTpakeHa B HUX, @ TakkKe OTCYTCTBME WHdOopMauuu,
nogTeepXxagarowen akt ynnaTtbl rocy4apCTBEHHOM MOLUSIMHBLI 3@ MPOBeAEHNE ITUYECKOM
9KCNepTU3bl, 3KCNepTMU3bl [LOKYMEHTOB Ha feKapCTBEHHbIN npenapaT Ans nosiyvdeHus
paspeLleHnsa Ha NpoBefeHne KITMHUYECKOrO NCCneaoBaHns NekapCTBEHHOro npenapaTa gns
MEAMLUUHCKOrO MNPUMEHEHUs, 3a Bblgady paspelleHna Ha npoBedeHne  KIMHUYECKOro
nccnenoBaHWs NekapCTBEHHOMo npenapara Ans MeguuMHCKOro NpMMeHeHus, 3a NnposeaeHne
9KCNepTU3bl JOKYMEHTOB Ha feKapCTBEHHbIN npenapaT Ansa MofyyYeHus paspelleHns Ha
nposefeHne MEeXayHapOaHOro MHOIOLEHTPOBOro KIMUHNYECKOro nccnepoBaHus
fieKapCTBEHHOro npenapaTta Ans MeAuLMHCKOrO NMpUMMEHEeHUs, 3a Bblgady paspelueHusi Ha
nposefeHne MEeXAyHapOaHOro MHOIOLEHTPOBOro KIUHNYECKOro nccnegoBaHus
NeKapCTBEHHOro npenapata ans MeguuMHCKOro MpUMEHeHUs, 3a NpoBedeHUNEe 3TUYECKOW
9KCNepTM3bl, 3KCNepTu3bl [OOKYMEHTOB Ha JleKapCTBEHHbIN MpenapaTt Ana nonyyYyeHus
paspelweHns Ha npoBedeHue MOCTPEerucTpauuoHHOro  KIMHUYECKOro  MUccrneoBaHus
NeKkapcTBEHHOro npenaparta Ans MeauuUMHCKOro NpUMeEHEHWs, 3a Bbigady paspelleHus Ha
npoBedeHne  MOCTPEerucTpauuoHHOro  KNMHUYECKOro  UCCnefoBaHUs  fnekapCTBEHHOro
npenapaTa 4N MeQUUUHCKOrO NPUMEHEHNS.

6. [MpoBeaeHne akcnepTM3bl AOKYMEHTOB A4 NOSTyYeHUs paspeLleHnsa Ha npoBedeHue
KIMMHNYECKOro nccneaoBaHus nekapCTBEHHOro npenapaTa angd MeauunHCKOro NpUMeEHeHUs 1
3TUYECKON OKCMNepTU3bl, COCTaBlEHNE KOMMUCCUEN IKCNepTOB W COBETOM MO 3TuUKe
3aKN4YeHn O BO3MOXHOCTU WM HEBO3MOXHOCTM MPOBEAEHUA TaKoro KIMHUYECKOro
nccnenoBaHUs M HarnpasneHne 3TUX 3akMioYeHUn B YNOSTHOMOYEHHbIN dhefepanbHblii opraH
MCNONHUTENBHOM BNAcTU OCYLLECTBNSAIOTCA B CPOK, He MpeBbIWAKLWmMi Tpuauatn padbodmnx
OHEN CO [OHA MNOMyYeHWa SKCNEepTHbIM  yyYpexaeHnem 3afaHus  YNOSTHOMOYEHHOro
hegeparnbHOro opraHa MUCMNOMHUTENbHOW BNAacTU C NPUMOXEHNEM LOKYMEHTOB, YKa3aHHbIX B
nyHktax 3, 4, 10 m 11 yactm 2 HacTosAwen cTaTbM, U COBETOM MO 3TUKE 3adaHus
YNONHOMOYEHHOro beepanbHOro opraHa WCNOSIHUTENbHOM BNactu C  MPUMOXEHNEM
AOKYMEHTOB, YKa3aHHbIX B MyHKTax 3 - 6, 8 1 9 yactu 2 HacTosaLwen cTaTbu.

7. B cpok, He npeBbllWaoWmnin Natn paboumx gHEN CO AHA MONYyYeHUsT 3aKMoYeHUNn,
yKasaHHbIX B 4acTm 6 HacToswen CcTaTbW, YMNONHOMOYEHHbIM eaepanbHbid  opraH
NCNONHUTENBHOW BNACTU:

1) ocywecTBnseT OueHKY [MOCTYNMBLUMX 3aKM4vYeHUn Ana  onpegeneHns  ux
COOTBETCTBUA 3aaHNsIM Ha NpoBefeHNe COOTBETCTBYHOLLNX IKCNEPTUS;

2) npuHMMaeT pelleHMe O Bblgade paspelleHus Ha npoBedeHue  KIMHUYECKOro
nccnegoBaHUs NekapcTBEHHOro npenapara aAng MeayMumMHCKOro npuMeHeHus unm ob otkase B
Bblaye yKa3aHHOro paspeLueHus;

3) BblgaeT paspelleHMe Ha  NpoBedEeHWe  KIIMHUYECKOro  uccrnegoBaHus



nekapCTBEHHOro npenapaTta Anss MeOUUMHCKOrOo MPUMEHEHUSI UNu pelleHne ob oTkase B
BblAaye yKa3aHHOro paspeLleHuns C ykadaHMeM NpUYmMH oTKasa.

8. OcHoBaHMeM Ons OTKa3a B Bblgaye paspelleHus Ha NpoBedeHUEe KITMHUYECKOro
nccnegoBaHUs NEKapCTBEHHOro npenapata Ansi MEeAULMHCKOrO MPUMMEHEHUs SABNSAeTCS
HanMumMe 3akfloYEeHUs KOMUCCUM SKCMEPTOB WNM  3aKfioYeHust coBeTa No 3TUKE O
HEBO3MOXHOCTU NMPOBEAEHNSA KIMHNUYECKOrO MCCreaoBaHUsA NEKapCTBEHHOrO npenapara ans
MEANLUNHCKOrO NPUMEHEHNSA MO pesynbTataM NpoBeOEHHbIX 3KCNepTus, npenyCcMOTPEHHbIX
yacTbo 6 HaACTOSALLEN CTaTbW.

9. PeweHne o006 oTKase B NpoBeLeHUWN IKCNEPTU3bl LOKYMEHTOB AN MOMyyYeHus
paspeLlleHns Ha NpoBeAEHNE KIMHUYECKOrO UCCNeaoBaHUs NEKapCTBEHHOrO npenapara ans
MEOVLUMHCKOrO TMPUMEHEHUSI N 3TUYECKOW IKCMepTU3bl M B Bblgaye paspelieHns Ha
NpoBeAEHNE KIMMHUYECKOrO MUCCNeaoBaHUsA NEeKapCTBEHHOro npenapata ans MeguumMHCKOro
NpUMeHeHNss MoXeT ObiTb 0bXanoBaHO B MOpsiAKe, YCTaHOBMEHHOM 3aKOHOOAaTeNbCTBOM
Poccuinckon ®epepaunn.

FAPAHT:

CM. koMmmeHTapumn K ctaTbe 39 HacToswwero ®efepansbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edeparibHbiM 3akoHOM om 22 dekabpsi 2014 2. N 429-03 Hacmoswulu ®edeparibHblU
3aKkoH donosiHeH cmambel 39.1, ecmynarowed e cuny ¢ 1 uronsa 2015 a.

Cratbsa 39.1. OTnyeckas akcnepTnsa

1. OTnyeckass akcnepTmM3a MNPOBOAUTCA COBETOM MO 3TUKE, CO34aHHbIM B nopsgke,
YCTaHOBIIEHHOM YMOMHOMOYEHHbIM doefepalibHbIM OPraHoOM WCMNOSTHUTENbHOW BracTu, B
LUensx Bblgayu 3aknoyeHust o6 aTtmyeckom 0BOCHOBAHHOCTU BO3MOXHOCTU MNPOBEOEHMS
KITMHNYECKOro nccregoBaHna fiekapCTBEHHOMo npenaparta Ang MeauumnMHCKOro NpuMeHeHus.

2. JkcneptamuM coBeTa MO 3TMKE MOryT OblTb nNpeacTaBUTeENM MEeAULUHCKUX
OpraHusauuin, HaydHblX  OpraHudauun, obpasoBaTenbHbIX  OpraHM3aunin  BbICLLETO
obpasoBaHuda, a Takke npeacTtaBuTeNnn OOLLECTBEHHbIX OpraHusauumn, pPenurmo3HbiX
opraHuMsaumn n cpeacts MaccoBoW MHopMaunn. [laHHble 3KCnepTbl He OOMKHbI HAXOAUTBLCH
B Kakon-rmbo 3aBMCUMOCTM OT pa3paboTyMKOB NEKapCTBEHHbLIX NpenapaToB U APYrux nuy,
3aMHTEepeCcoBaHHbIX B pe3ynbTaTax 3TUYEeCKON 3KCnepTUsbl.

3. Onnarta ycnyr 9KkCcnepToB coOBeTa MO 3TMKE OCYLLUECTBISIETCA Ha OCHOBaHWUK
aorosopa, 3aKNYEHHOro Mexgy  YNONMHOMOYEHHbIM deaepanbHbIM opraHom
NCMNOMHUTENBHON BRAacTU, KOTOPbLIM CO34aH COBET MO 3TUKE, U 3KCNEePTOM COBETa Mo 3TuKe, 3a
cyeT OHOAXKETHbIX aCCUrHOBAHWA, MNPEAYCMOTPEHHbLIX YMNOMHOMOYEHHOMY doeaepanbHOMY
opraHy WCMOMHUTENbHOM BRacTX, KOTOPbIM CO34aH COBET MO 3Tuke, B deaepasibHOM
OookeTe Ha COOTBETCTBYHOLWMA rog Ha obecnedyeHne ero OesTenbHOCTW, B pasmepax,
ycTaHoBneHHbIX [NpaButensctsom Poccurckon ®epepaunu.

4. QOkcnepTbl coBeTa MO 3TUKE HECyT OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHogartenscTteom Poccuickon ®eaepaumn.

5. CocTtaB coBeTa N0 3TUKe, NosoXxeHne o6 3TOM coBeTe, NOPSAO0K ero AesTEeNbHOCTH,
TpeboBaHna K kBanudpukaumm u onbiTy paboTbl MO 3KCNEPTHOW OUEHKEe Hay4HbIX,
MEONUNHCKUX W 3TUYECKMX acCnekToB  KMMHUYECKMX WCCNedoBaHUA  NEKapCTBEHHbIX
npenapaTtoB ANs MEOULUMHCKOrO MNPUMEHEHUs, NpeabsaBisieMble K 3Kcrneptam coBeTa Mo
3TUKe, MOpPSAAO0K OpraHusaumMmM 1M NpoBeAEeHUs STUYECKOW 3KCMepTU3bl, oopma 3aKniYeHus
coBeTa MO 9TUKE YCTaHaBMMBAKTCA  YNOMHOMOYEHHbIM  doefeparnbHbiM  OpraHoM
MCMNONMHUTENBbHOM BRactu. Yucno npeacraBuTenen MeauUMHCKUX OpraHu3auum He MOoXeT
NpeBbIWaTh NOSIOBMHY OT 06LLEero Yncna aKCnepToB coBeTa No 3TUKE.

6. VHdopmauma o coctaBe coBeTa NO 3TUKE, NnaHax ero paboTbl M TeKyLlen



AeATenbHOCTU pasMellaeTcd Ha oduunanbHOM canTe YMNONIHOMOYEHHOro deaepasibHOro
opraHa ucnosnHuTenbHoOn Bractu B cetn "MIHTepHeT" B yCTaHOBMIEHHOM UM NOpPSiAKe.
FTAPAHT:

CM. kommeHTapum K ctatbe 39.1 HacTodwero ®egepanbHOro 3akoHa

Crtatbsa 40. lNpoBeaeHne KIMHUYECKOrO UCCNEeAoBaHMA NEeKapCTBEHHOro npenapata
Ans MeauLUMHCKOro NpuMeHeHus

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHomM om 22 Oekabps 2014 e. N 429-®3 e wacmb 1 cmambu 40
Hacmosiweao PedeparibHO20 3aKOHa BHECEHbI UBMEHEHUSs, sacmyrnarowue 8 cusy ¢ 1 uronsa
2015 a.

CmM. mekcm 4acmu 8 rpeodbidyweli pedakyuu

1. PykoBoauTenb MeOVLUMHCKOW OpraHu3aumm, KoTopasi MNpoBOAUT  KIMHUYECKOe
nccrnegoBaHne nekapcTBEHHOro npenapaTta gngd MeguuuMHCKOro MpUMEHEHUs, Ha3Hadaet
nccrnegoBartens, OTBETCTBEHHOro 3a MNpPOBEAEHWE Takoro WCCreaoBaHUa W UMEKLWero
neyebHyO cneumnanbHOCTb, COOTBETCTBYHOLLYIO NMPOBOAUMOMY KITMHUYECKOMY UCCNeL0oBaHMIo
NEeKapCTBEHHOro npenaparta, CO cTaxem paboTbl MO nporpamMamMm  KIMHUYECKUX
nccrnefoBaHUM NIEKAapCTBEHHbBIX NpenapaToB HE MEHEE YeM TPpU roga u rno ero npearioXeHuto
Ha3Ha4aeT couccnegoBaTtesien n3 Ynucrna Bpavyen 3Tom MeanLMHCKON OpraHn3auum.

2. NccnepoBaTenb oOCyLeCTBASET BbIOOpP MauMeHTOB, KOTOpble MO MEeOULMHCKAM
NoKaszaHMaM MOryT OblTb MNPUBMEYEHbI K Yy4acTUO B  KIIMHMYECKOM MCCregoBaHUK
nekapCTBEHHOro npenapara ans MeguuuHCKOro NpuMeHeHus:.

3. VccnepoBaTtenb 1 couccrneaoBaTeniv AOMKHbI OblTb O3HAKOMIIEHBI C pe3ynbTaTaMm
AOKITMHMYECKOro MccnegoBaHUsl NEKapCTBEHHOrNO CpeacTBa, coaepXawummucs B Gpolutope
nccrnegoBartens, NPOEKTOM MpPOToKoMa KAWMHUYECKOro UCCNedoBaHUs NEKapCTBEHHOro
npenapata Ond  MEOWUUHCKOrO  MPUMEHEHUsi,  pas3paboTaHHbIM  pa3paboTyYnKOM
NeKapCTBEHHOro npenapaTa Unm UHbIM IPUANYECKUM NULIOM, NPMBEKaeMbIM K OpraHm3aumnm
NPOBEeAEHUST KNMHUYECKOrO UCCReLOBaHUSA NeKapCTBEHHOro npenapara ans MeguumHCKOro
NPUMEHEHNS, N OPYITMMU MaTepuanamm Takoro UccriegoBaHms.

MHdopmaumsa 06 nameHeHusx:

®eldeparibHbIM 3akoHOM om 29 Hosibps 2010e. N 313-©3 cmambesi 40 Hacmosiwez2o
®edeparnibHo20 3aKoHa doriofiHeHa Yacmbto 3.1, ecmynarowed e curny ¢ 1 aHeaps 2011 e.
3.1. PykoBogutenb MeOUUMHCKOM OpraHu3aumMm B CPOK, HE NpeBbIAWNA Tpex
paboynx gHEen Co OHA Havana NpPoBeAEHUSA KIMMHUYECKOro MCCRedoOBaHUsA NeKapCTBEHHOro
npenapata AnNd MeAUUMHCKOrO MNpUMeEHeHns, coobwaeTr o6 3TOM B  YNONHOMOYEHHbIN
doefiepanbHbI OpraH UCMOMHUTENbHOM BNAacTW, BblOaBLUMW paspelleHne Ha nposefeHue
TakKoro nccnegoBaHus, No yCTaHOBIIEHHOW UM (bopMe.

MHdopmauumsa 06 nameHeHusx:

®eldeparibHbiM 3akoHoM om 11 okmsbpsi 20102. N 271-®3 6 yacmb 4 cmambu 40
Hacmosiweao PedepasibHO20 3aKOHa 8HECEHbI U3MEHEeHUS

Cm. mekem yacmu 6 rpedbidywet pedakyuu

4. OpraHu3aumm, OCYLLUECTBMAKOWME OpraHu3auuio MNpoBEAEHUSA  KIMHUYECKOro
nccrnegoBaHna nekapcTBEHHOro npenapaTa ans MeguumMHCKOro NpUMeHeHNa 1 ykasaHHble B
yactu 3 crtatbu 38 Hactosdwero ®enepanbHOro 3akoHa, B criydyae HeobXxoaMMOCTU BHECEHUS
M3MEHEHNA B MPOTOKOS KIMMHMYECKOrO WCCreaoBaHUSA JeKapCTBEHHOro npenaparta Aans
MEANLMNHCKOrO NpUMEHeHMst coobwatoT 06 3TOM B YMNONMHOMOYEHHLIM doeaeparnbHbIn opraH
NCMNOSTHATENTbHOW BRACTU, BblAaBLUMA paspeLlleHme Ha NpoBedeHne Takoro uccrnegoBaHust, no
YCTaHOBJIEHHOW UM hopme.



MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHoM om 11 okmsbps 2010e. N 271-©3 cmames 40 Hacmosiwezao
®edeparibHo20 3aKoHa 0ornosiHeHa Yacmbio 4.1
4.1. dopma COOOLIEHNS O BHECEHUM WU3MEHEHWA B MPOTOKOM KIMHUYECKOro
nccnegoBaHUs NEKaApCTBEHHOro npenapata  Ans MeauUMHCKOrO MPUMEHEHUst OOSKHa
cogepxaTtb crnegyloLme cBegeHus:
1) HaumeHoBaHve, NOEHTUPMKALMOHHBIA HOMEP W [aTa MpPOTOKOMa KIMHUYECKOro
nccnenoBaHus;
2) pata BHECEHNSA N3MEHEHUIN B MPOTOKON KITMHMYECKOro UCccrnenoBaHus;
3) HauMeHoBaHMEe N MECTO HaXOXAEeHWS 3asBUTENS;
4) HanMeHOBaHME OpraHM3aumn, MpMBMAEYEHHOW pa3paboTyMKOM FeKapCTBEHHOIO
npenapaTa K opraHu3aumm NpoBeaeHUs KIIMHUYECKOro nccnegosaHus (Npu Hanmyum);
5) HanmMeHOBaHMA M MecTa HaxOXOEHUS MEOUUMHCKUX OpraHu3aumn, B KOTOPbIX
NPOBOANTCS KNUHMYECKOE UCCIEeaoBaHMNE;
6) mata Bblgaun paspeLleHnst Ha NPoBeAEHNE KITMHUYECKOro UCCreaoBaHnsa u Homep
9TOro paspeLleHus;
7) N3MEHEHNS, BHOCUMbIE B MPOTOKON KIMHNYECKOrO NCCrea0BaHNS.

MHdopmaumns 06 nsmeHeHusx:

®eldeparibHbIM 3aKkoHoM om 22 Oekabpsi 2014 2. N 429-03 e yacmb 5 cmambu 40
Hacmosiuweao PedeparsibHO20 3aKOHa 8HECEHbI USMEeHeHUs], ecmynatouwue 8 cusy ¢ 1 urrns
2015 e.

CmMm. mekcm 4yacmu 8 rpeodbiOywel pedakyuu

5. B cpok, He npeBbiwaowmi Tpuauatn pabounx gHen co AHA NonyyYeHus yKkasaHHOro
B 4Yactm 4 HacTosilen cTaTbl COOOLLUEHNS, YNONHOMOYEHHbIN heaepanbHbI  OpraH
MCMNOMHUTENBHON BNacTu paccMaTpmBaeT 3TO CcooOLieHne B YCTAHOBMEHHOM MM MOpsKe U
NPYHUMAET pelleHne O BHECEHUW WU3MEHEHWUA B MPOTOKOS KIMHUYECKOro WccrneaoBaHus
rlekapCTBEHHOro rnpenapara gns MeauuuHCKOro npumeHeHuss nnu o6 oTkase BO BHECEHWUU
TaknMx nameHeHun. MNMpun paccMoTpeHnn coobLLeHna 0 HE0BX04MMOCTM BHECEHUSA NBMEHEHN B
MNPOTOKON KIMMHUYECKOrO WUCCredoBaHUA feKapCTBEHHOro npenapaTta gnd MeguuMHCKOro
NPUMEHEHNS B LiensiX oueHKkn 06OCHOBAHHOCTU npegnaraeMbiXx U3MEHEHU U onpeneneHus
CTENeHn pucka Ans NaumeHToB, NPUHUMALWMX ydacTue B KIMHUYECKUX UCCeoBaHusX,
YNONMHOMOYEHHbIM doefeparnbHbIM OpPraHOM WMCNOSTHUTENbHOW BRacTn MOryT MNpuUBREKaTbCs
9KCNepTbl COBETA MO 3TUKE.

6. KnuHuyeckoe wuccrnegoBaHue nekapCTBEHHOro npenapata Ans MeauuMHCKOro
NpUMEHEHNss MOXeT ObiTb MPMOCTAHOBIIEHO WM NpekpaweHo, ecnu B npouecce ero
npoBefeHns oOOHapyXeHa OMacHOCTb AN JKM3HM, 340pOBbS NaumMeHToB. B cniyyae
BO3HWKHOBEHMWSI OMACHOCTWU ANSA XWU3HW, 300POBbA NauMeHTa, y4acTBYHOLWEro B KIMMHNYECKOM
nccnegoBaHMM  NEKApPCTBEHHOro  npenapata And  MEOUUUHCKOTO  MPUMEHEHMS,
nccnegosatenn ob6s3aHbl NpovHgopmMupoBatb 06 9TOM pykoBOAUTENS MeLULMHCKOM
OopraHusauum n opraHm3aumio, NOMy4YMBLLYIO paspeLleHne YyrnormHOMOYEHHOro deaeparbHOro
opraHa UCMONHUTESTIbHOW BNacTy Ha OpraHn3aumio NpoBeaeHUsT KINMHMYECKOro nccrnegoBaHns
NeKkapcTBEHHOro npenaparta. PelweHne o0 NpUOCTaHOBNEHUN KIIMHUYECKOro MCCreaoBaHus
fNleKkapCTBEHHOro npenapata gng MeAuUUHCKOro MNpUMEHEHUS MNPUHUMAKOT PYKOBOAUTESb
MeOMLUMHCKOM  opraHuMsaumm w1 (Unu)  opraHu3auus, nonyyuBllas  paspeLleHue
YNOSTHOMOYEHHOIO  pefepanbHOro opraHa MWCMNOSIHUTENbHOM BRacTM Ha OpraHu3aumto
NpoBeAEHNS KITMHMYECKOrO UCCneaoBaHWs NeKapCTBEHHOro npenapata Ans MeguuMHCKOro
NPUMEHEHNS, peLleHne O NpekpaLweHm Takoro nccnegoBaHus NpUHUMaeT YNONHOMOYEHHbIN
denepanbHbIi OpraH UCMOMHUTENBHON BMACTUM HAa OCHOBaHUM COOOLLEHMS B MUCbMEHHOM
dopme pykoBoAMTENA MEAMUMHCKOM OpraHusauumM Wnu  opraHus3auusi, nonyyusluas
paspelleHne YrnofIHOMOYEHHOro peaepanbHOro opraHa WCMOMHUTENbHOW BRacTm Ha



OpraHn3aumio NpoBeAEHUs1 KIMHUYECKOro UCCreaoBaHMs JeKapCTBEHHOro npenaparta Aans
MEANLNHCKOrO NPUMEHEHMS.

7. B cpok, He npeBblwawwWmnn natm paboumx [HEW CO [OHA  3aBepLUeHus,
NPUOCTAHOBMEHNA WM MpPEKpaWeHnss  KIMHUYECKOro  WUCCNeaoBaHUs  NeKapCTBEHHOro
npenapata Ans MeOUUUHCKOrO MpUMEHEHUs, coollleHne o6 9ToM HanpasnsdeTcsd
opraHusaumsamMmn, ykasaHHbIMM B 4vactu 3 cTtaTbk 38 Hactoswero denepanbHOro 3akoHa, B
YNOSTHOMOYEHHbIV dbefeparibHbIi OpraH WUCMNOMAHUTENBHOW BNactv MO YCTAHOBIIEHHOW UM
dopme.

8. ®dopma coobuweHna o 3aBeplleHnn, NPUOCTAHOBMEHUM WKW MpeKpalleHnn
KITMHMYECKOro UccnenoBaHMst NeKapCcTBEHHOro npenaparta gnd MeAuLMHCKOro NpUMEHEHUS
AOMKHa coaepXxaTb:

1) mvHoOpMaLuMlO O MEeOUUMHCKOM OpraHmsauum WUnu MeauUMHCKUX OpraHu3aumsx,
NPOBOAMBLUNX AaHHOE UCcregoBaHuE;

2) onnucaHne OaHHOro UccreaoBaHus;

MHdopmaums 06 usmeHeHusx:

®edeparibHbiM 3akoHoM om 11 okmsabps 2010 2. N 271-®3 8 nyHkm 3 yacmu 8 cmambu 40
Hacmosiweao ®@edepasibHO20 3aKOHa 8HECEHbI USMEHEHUS!

Cm. mekcm riyHKma 8 rpeobiOyuwiel pedakuyuu

3) OaHHble uccnegosaTtens (pamunusa, UMsi, OTY4ECTBO, MecTo paboTbl, 3aHMMaemas
AOITKHOCTb, CneumanbHOCTb, CTax paboTbl MO nporpamMmamM KIMHUYECKUX MCCreaoBaHUN
NEKapCTBEHHbIX MpenapaTtoB, MNepevYeHb KIMHUYECKUX WCCNeaoBaHUA  NIEKAapPCTBEHHbIX
npenapaToB, B KOTOPbIX OH MpuHMMan y4yactve (nepuvodbl ydacTusd) B KayecTBe
nccnegoBartens unmM couccrnegoBaTtens);

4) pesynbTaT [AaHHOrO MCCregoBaHUsA (3aBeplUueHMe, MNPUOCTaAHOBMEHNE WNN
NpeKpaLleHne OaHHOro UCCNedoBaHMUS C yKasaHWMEM WX MPUYUH U BIUSIHUSA HA OLIEHKY €ro
pe3ynbTaTtoB, OOLY OLEHKY pyUCKa M OXWOAeMOW Monb3bl OT MPUMEHEHUS UCCEeQyeMOoro
NleKapCTBEHHOro nNpenapara, a Takke npegnonaraemble ganbHenwme geNcTems).

MHdopmaumns 06 usmeHeHusIx:

®edeparnbHbiM  3akoHoM om 13 uwna 20152. N 241-@3 yacmb 8.1 cmambu 40
Hacmosiweao PedepasibHO20 3aKOHa U3/ioXeHa 8 Hogol pedakuyuu

Cm. mekcm 4acmu 8 rpedbidywel pedakyuu

8.1. [Ilpn BbigBNeHun depgepasribHbIM  OpPraHOM  UCMOMHUTENBbHOW  BRacTw,
OCYLLECTBNAOWNM  (PYHKLUMM MO KOHTPOMNK M Hag3opy B cdepe 34paBOOXPaAHEHUS,
HapyLeHWn rpasurl Hagnexawen KIMHUYEeCKOW MPakTUKM Npu npoBedeHUn KIMHUYECKOro
nccnegoBaHns NekapcTBEHHOro npenaparta, BIMSIOWMX Ha NOMAHOTY U (Mnn) 4OCTOBEPHOCTb
AAHHOro KIIMHMYECKOro uccrnefoBaHus, ykasaHHblM doefeparibHbli opraH UCMONHUTESTbHOW
BNactTu npuocTtaHaBnMBaeT NpoBefeHME OAHHOrO KIMMHUYECKOro MUCCnefoBaHUs U BbIHOCUT
MeANUNHCKOW OpraHm3auuu, B KOTOPOW MPOBOAUTCH AAHHOE KIIMHMYEeCcKoe uccregoBaHue,
npegnucaHne o6 ycTpaHeHUW BbISIBEHHbIX HapyleHun. [pyn HeycTpaHeHun MeLUuLMHCKON
opraHvsaumen BbIABMNEHHbIX HapYyLIEHUN B YCTAHOBIIEHHbIA B NpeannucaHum CpoK yKasaHHbIN
denepanbHbIA  OpraH MCMOSIHATENBHOM BRAacTU MPUHMMAET peleHne O MnpekpalleHun
NpoBeAEHUs KIMHUYECKOro WUCCIedoBaHUA JiekapCTBEHHOro npenapaTta v Hanpasnsietr B
deaepanbHbI OpraH UCNONMHUTENbHOW BNACTU, OCYLLECTBASAOLWNA (PYHKUMKM NO BbipaboTke n
peanu3aumm rocygapcTBEHHOMW TMOMUTUKM N HOPMAaTUBHO-MPABOBOMY pPErynmpoBaHui0 B
chepe 3OpaBOOXpaHEHUs, 3aKkflOY4eHME O BbISBIIEHMM NpUM  NPOBEOEHMM  LAHHOrO
KITMHMYECKOro nccnefoBaHvs HapyLleHU nNpaBuin Haanexallen KIMHUYeCcKoW NpakTukn Ong
NPUHATUA pelleHns o6 OTMEeHe paspelleHus Ha oOopraHuMsauuio npoBeAeHNd OaHHOro
KITMHMYECKOro uUccrefoBaHnsa ¢ AaTbl MPUHATUS peLlleHns O NpUOCTaHOBIIEHUU NPOBeaeHUs
KITMHMYECKOro nccneoBaHus NekapCTBEHHOMo npenapara.



9. YNosnHOMOYeHHbIN beaeparibHbI OpraH UCMOMHUTESNTbHOW BNacT onybrvkoBbIBaeT
N pa3mellaeT Ha CBOEM oduLmanbHOM canTe B ceTu "HTepHeT" coobLueHne 0 3aBepLueHuni,
NPUOCTAHOBMEHNUN UMM MpPeKpaweHUn  KIMHUYECKOro  WUCCNedoBaHUs  NeKkapCTBEHHOro
npenapaTta ANsg MegULMHCKOro NPUMEHEHUS B CPOK, He MpEeBbIWALWMIA NATU pabounx gHen
CO OHS ero nonyvYeHns, B yCTaHOBIEHHOM UM NOPSIAKE.

10. YNonHOMoYeHHbIN (heaeparnbHbii OpraH UCNOSTHUTENBHOW BNAacTU OCyLLecTBnaeT
BeJeHue peecTpa wuccrnegoBatenen, nNpPoBOSAWMX WM MPOBOAMBLUMX  KIUMHUYECKUE
nuccnefoBaHWs  NEKapCTBEHHbIX  MpenapaTtoB AN MEAUUMHCKOTO  MPUMEHEHWUd, B
COOTBETCTBUU C YTBEPXKAEHHLIMM UM MpaBuinamMm U pasmMeLLaeT ero Ha cBoemMm odumunanbHOM
cante B cetn "WHTepHeT" B YyCTAHOBMEHHOM WM MoOpsake. YKa3aHHbIN PeecTp COoOepXuT
MHOpPMaUUIo, NPeayCMOTPEHHYIO MYHKTOM 3 YacTu 8 HacTOosILWEN cTaTbMy.

11. OTyeT 0 pesynbTaTax KIMHUYECKOro MUCCredoBaHUs NiekapCTBEHHOro npenapara
A5 MeQUUMHCKOro NPUMEHEHUS1 COCTaBIISIETCA OpraHu3aumen, ykasaHHoOM B YacTu 3 cTaTby
38 Hactosawero denepanbHOro 3akOHa, Ha OCHOBAHMM  3aKMKOYEHUA  MEOULMHCKUX
opraHuMsaumn, NpoBOAUBLUMX 3TO MCCrefoBaHWe, U nNpeacrtaBndeTcs B YNOSIHOMOYEHHbIN
defepanbHbI OpraH MCNOMHUTENBHOW BNacTW, BblOaBLUMWA paspelleHMe Ha npoBefeHune
3TOro MCCrneaoBaHUs, B CPOK, He MNpeBbILWAWNN Tpex MecsiLeB CO [HS ero 3aBeplueHus,
NPUOCTAHOBMEHMUS WNU  MNpeKpaweHnsa, B MNOpsiaKke, YCTaHOBIIEHHOM  YMOMHOMOYEHHbIM
dreepanbHbIM OpraHoM UCMONHUTESTbHOW BIiacTu.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbIM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 e yacmb 12 cmambu 40
Hacmosiweao PedepasibHO20 3aKOHa 8HECEHbI U3MeHeHUs, ecmynaruwue 8 cusny ¢ 1 urons
2015 e.

Cm. mekem yacmu 6 rpedbidywet pedakyuu
12. HapyweHue npasun Hagnexawen KIMHUYECKOW MNpPakTUKK, danbcudmkaumns
pe3ynbTaToB KIMHUYECKOrO UCCReAOoBaHUSA SIekapCTBEHHOro npenapaTta gng MeauuuHCKOro
NPUMEHEHNS BMEeKyT 3a CoOON OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOOATESNbCTBOM
Poccuinckon ®egepaunn.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 e yacmb 13 cmambu 40
Hacmosiujeeo ®edeparibHO20 3aKOHa 8HECEHbI U3MEHEeHUs, scmyrnarowjue 8 cusy ¢ 1 urns
2015 e.

Cm. mekem 4acmu 8 rpedbidywel pedakyuu
13. lMpn npoBeAeHUN KIMHUYECKOro UccnenoBaHUs feKapCTBEHHOro npenapara Aans
MeOMLUMHCKOro NpUMEHeHus gonyckaeTcs 3abop y naumMeHToB BUorormdyecknx marepuanos
(o6pasubl Bronornyecknx XnakocTen, TKaHEW, CEKPETOB M MPOAYKTOB XXU3HEAEATENbHOCTU
yenoseka, (PU3NONOMMYECKUX W MNATOMNOrMYecknx BblOerieHUn, MaskoB, COCKOOOB, CMbIBOB,
MUKPOOPraHM3MoB, BMONCUIHBLIN MaTepuan) Ansa ux ndydvenna B Poccuiickon degepaumm u

(nnu) 3a npegenamu Poccuinckon denepaumn.

MHdopmauumsa 06 nameHeHusx:

®eldeparibHbIM 3akoHOM om 22 Oekabpsi 2014 2. N 429-®3 8 wvacmb 14 cmambu 40
Hacmosiweeo PedepasibHO20 3aKOHa BHECEHbI U3MEeHeHUsi, scmynarouwue 8 cusny ¢ 1 ukrns
2015 a.

Cm. mekem dacmu 8 rpedbidywel pedakyuu
14. lNMopsgok BBo3a B Poccurckyro defepaunio M BbiBo3a 3a npegesibl Poccunckon
depepaumm BUOMOrMYECKNX MaTepuanos, MOMYYEHHbIX MNPU MNPOBEOEHUN KITMHUYECKOro
nccnegoBaHWst  NEKApPCTBEHHOro  npenapata  Ans MeOULMHCKOro  MPUMEHEHNS,
ycTtaHasnmBaeTcs Npasutenbctsom Poccunckon degepaumm.
FTAPAHT:



CmMm. kommeHTapum k ctatbe 40 HacTosiero ®egepanbHOro 3akoHa

Cratba 41. [loroBop O NpOBEAEHUN KIMHUYECKOrO MCCReAoBaHUSA NEeKapCTBEHHOrO
npenapaTa ana MeauuuHCKOro NpuMeHeHus

1. KnuHuyeckoe wccrnegoBaHue nekapCTBEHHOro npenapata Ans MeauuUMHCKOro
NpUMeHeHNsT MNPOBOAUTCA B COOTBETCTBUM C [OrOBOPOM O MPOBEOEHUM KIMHUYECKOro
nccnegoBaHWs NeKkapcTBEHHOro npenapaTa Ans MeQUUUHCKOrOo NPUMEHEHUS, 3aKIoyaeMbim
MexXay opraHusaumen, nonyymBlLEN pa3pelleHne YnoriHOMOYEHHOro egepanbHOro opraHa
MCNONHUTENBHOM BMacTM Ha OpraHuM3auuio NpoBeAEHWs Takoro WccneaoBaHus, U
MeANLUNHCKOW OpraHnsaumen, ocyLLecTBAIWEN NpoBeAeHNe Takoro UccrnegoBaHns.

2. [loroBop O NpoBeAEeHUN KITMHUYECKOrO UCCNefOoBaHNA NekapCTBEHHOro npenapara
A5 MeQULIMHCKOro NPUMEHEHNSA JOMKEH coaepaThb:

1) yCnoBus 1 CPOKM NPOBEAEHNS AAHHOIO UCCIeAOBaHUS;

2) onpegeneHne obuen cTOMMOCTN NporpaMmMbl AaHHOMO UCCeAoBaHNA C yKa3daHueMm
CyMMbl, NpefHa3Havaowencs ang sbinnaT uccnegoBartensam, comccnenoBaTtensm;

3) onpegeneHue ¢oOpMbl NPeAcTaBfieHUs pe3ynbTaToOB [AAHHOMO0 MCCreaoBaHus B
YNONHOMOYEHHbIN dbefeparnbHbIM OpraH UCNOMHUTENBHOW BracTu.

FTAPAHT:

CM. koMmmeHTapumn K ctaTbe 41 HacToswero ®efepansbHOro 3akoHa

Cratbsa 42. duHaHcoBOe obecneveHne KIMHNUYECKOro NccrneaoBaHust NekapcTBEHHOIO
npenapaTta ana MeauuuHCKOro nNpuMeHeHus

®durHaHcoBOe obecneyeHne KIMHUYECKOro nccrneaoBaHus nekapcTBEHHOro npenapara
A5 MegULIMHCKOro NPUMEHEHNSA OCYLLIECTBIISIETCA 3a CYeT:

1) cpeacTs oeagepanbHOro 6roaxeTa;

2) cpefcTB opraHuMsauun, MOnyYMBLUMX paspelleHne Ha opraHusauuio npoBedeHus
AAHHOro UccrneaoBaHusl, B COOTBETCTBMM C YCNOBUSIMU AOroBopa O ero nposefeHnu;

3) UHbIX He 3anpeLLleHHbIX 3akoHogaTenscTBoM Poccunckon degepaumm MCTOHHUKOB.

FTAPAHT:

CM. KOMMeHTapun K ctaTbe 42 HacToslero PegepanbHOro 3akoHa

Cratba 43. [lpaBa nauMeHTOB, Yy4acTBYHOLIMX B KIIMHMYECKOM WUCCreaoBaHUn
neKapCTBEHHOro npenapara ans MeguUuHCKOro NpMMeHeHns
1. YyacTne nauueHToB B KIIMHMYECKOM WCCREeAOBaHWW JIEKAPCTBEHHOrO npenapaTta
Ansa MeAULMHCKOro NpuMeHeHns aBnseTcs 4oO6pOBONbHbIM.
FAPAHT:

O6 opraHuzaumn OTAENEHUN KIANMHUYECKUX WCMbITAHUA JEKAPCTBEHHbIX MpenapaTtoB Ha
300poBbIX 4obpoBonbuax cM. npukas MuHsgpasa PO ot 25 asrycta 1992 r. N 235
2. lNMaumMeHT vnNu ero 3aKOHHbLIM MNpeacTaBuUTENb AOMMKEeH ObiTb MH(pOpPMUPOBaH B
NMMCbMeHHON dhopMme:
1) O nekapcTBeHHOM npenapate Ans MeAUUMHCKOrO MPUMEHEHUS U CYLLHOCTU
KITMHMYECKOro nccnenoBaHus 3TOro JIeKapCTBEHHOrO nNpenaparTa;
2) o 6e30MacHOCTM fiekapCTBEHHOro npenapaTa Ans MeguuMHCKOro NpUMEHEHUS, ero
oXngaemon 3(peKTUBHOCTU U CTEMEHN pUCKa AN NauneHTa;
3) 06 ycrnosusax y4yacTus naumeHtTa B KAMHWUYECKOM WUCCedoBaHUM feKapCTBEHHOro
npenapaTta 4ng MeANLNHCKOro NPUMEHEHUs;
4) o0 uenu wunu uenax W NPOJOIMKUTESNIbHOCTU  KIMHUYECKOro  UccrneoBaHus
fleKapCTBEHHOro npenapara Ans MeauLMHCKOro NpUMEHEHNS;



5) 0 penctBuaAx naumMeHTa B cnyyae HenpenBuAeHHbIX 3ddEKTOB BUAHUA
neKkapCTBEHHOro npenapaTa Ans MeanUUHCKOro NPUMEHEHUSI HA COCTOSIHUE ero 300pO0BbS;

6) 06 ycrnoBusix 06a3aTeNbHOr0 CTPaxoBaHUs XU3HKU, 300POBbSA NALMEHTA;

7) O rapaHTMaX KOH(MAEHUMAnNbLHOCTM yyacTMs nauMeHTa B KIMHUYECKOM
nccnegoBaHMM NEKapCTBEHHOMO NpenapaTa AN MEAULNHCKOIO NPUMEHEHNS.

3. [dobpoBonbHOE cornacue nauueHTa Ha yvacTne B KIMHWYECKOM uccrnegoBaHum
fleKapCTBEHHOro npenapata And MeOuMUMHCKOro MNpUMEHEHWA MOATBeEpXOaeTca  ero
NOAMUCBID UNN NOAMUCBI0 €ro 3aKOHHOro MNpeacTaBUTeENd Ha WH(OPMAUMOHHOM JIMCTKE
naumeHTa.

4. MaumeHT nnun ero 3aKOHHbIN NpeacTaBUTENb MMEET NPaBO OTKa3aTbCsA OT y4acTus B
KNUHNYECKOM 1CCreaoBaHMmM NeKapCTBEHHOro npenapaTa Anst MEAULUHCKOro NPUMEHEHNS Ha
nobon cTagum NpoBeAeHNs Takoro nccrneaoBaHus.

MHdopmaumns 06 usmeHeHusix:

®edeparibHbIM 3akoHOM om 22 okmsbpsi 2014 2. N 313-©3 e yacmb &5 cmambu 43
Hacmosiweao @edepalsibHO20 3aKOHa BHECeHbl U3MEHEeHusl, ecmyrnarujue 8 cusly o
ucmeyeHuu mpuduyamu OHel rocrie OHA ochuyuaribHo20 orybnukogaHuUsi Ha3eaHHO20
®edeparibHO20 3aKOHa

Cm. mekem yacmu e rpedbidywet pedakyuu

5. [lpoBeneHve KIAMHUYECKOTO WCCNeaoBaHUSA JEeKapCTBEHHOro npenaparta Aans
MEeANLNHCKOro NpUMEHEHNS C y4acTMeM B Ka4yecTBe NnauueHToB AeTen AonyCcKaeTcs TOMbKO C
cornacuss B MUCbMEHHOM (opme UX poauTenen, YycblHoBUTenen. [etn moryT
paccmaTpMBaTbCs B KayecTBe MNOTeHUMarbHbIX MaunMeHTOB TaKoro MccrnenoBaHWs, TOMbKO
€Cnu ero npoBedeHne HeobxoammMo AONst YKPEeNnneHust 340pOoBbs AeTer Unu npodmnakTukm
MHAEKUNOHHbIX 3aboneBaHnin B 4ETCKOM BO3pacTe Nnbo ecnn uenblo Takoro nccrnegoBaHus
SIBNSIETCA MNOSlyYeHME [aHHbIX O Haunydwen OO03UPOBKE NEKapCTBEHHOro npenapaTta ans
nevyeHns pgeten. B aTmx cnyyaax TakoMy WUCCRegoBaHWIO OOMMKHO npewecTtBOoBaTb
KIMHMYECKOE nccnenoBaHMe NekapcTBEHHOro npenapaTa aAns MeguumMHCKOro NpMMEHeHns Ha
COBEpPLUEHHOMNETHUX rpaxgaHax, 3a MWCKNIYeHneM CcrydaeB, ecnu  uccregyembli
NeKapCTBEHHbIN nNpenapaT ANd MeOULMHCKOro NPUMEHEHUs npefHasHayvyeH MCKMIOYUTESbHO
AN UCnonb3oBaHMA HECOBEPLUEHHONETHUMM FpaXKgaHaMmu.

6. 3anpewaeTcs npoBeAEHWE KIIMHMYECKOrO UCCNeaoBaHUs  NEKapCTBEHHOrO
npenapaTta 4ng MeanLUHCKOro NpMMEHeHUs ¢ y4acTMeM B Ka4yeCcTBe NauueHToB:

1) neTen-cnpoT u geTen, octaBunxca 6e3 noneyveHns poautenen;

2) XeHLWWMH B nepnog 6epeMeHHOCTH, XKEHLWMH B Nepuos rpyaHoro BCKapmnMBaHus, 3a
NCKITIOYEHMEM CIlyYyaeB, €Cnv NPOBOAMTCHA KITMHUYECKOE WCCreaoBaHWE JeKapCTBEHHOIO
npenapaTta, npeAHasHa4YeHHOro ANS YyKasaHHbIX >XEHLUWH, MpU YCroBUMM HeobXoauMOCTU
nonyyYyeHMss MHOPMaUUN TONbKO BO BPEMSA MNPOBELAEHUS COOTBETCTBYHOLLMX KIMHUYECKNX
nccrnegoBaHNn U MPUHATUS BCEX HEODXOANMBIX Mep MO UCKIIOYEHUIO pUcka HaHeceHus Bpeda
XEHLWWHe B nepuoa 6epeMeHHOCTU, XEHLWUHE B Nepuoa rpyaHOro BCKapMIiMBaHUS, nroay
nnu pebeHky;

3) BOEHHOCNyXaluMX, 3a WCKINIOYEHNEM CrydaeB NPOBEOEHUS  KIMHUYECKOrO
nccrnegoBaHNA NeKapCcTBEHHOro npenapara, cneumanbHo pa3paboTaHHOro Anst NPUMeEHeHus
B YCNOBUAX BOEHHbIX OEWCTBUN, Ypes3Bbl4arHbIX CUTyauun, MPOMUIAKTUKM U NeyeHus
3aboneBaHNn W MNOpaXeHUn, MOSMyYeHHbIX B pes3ynbTaTe BO34eNCTBUA HebnaronpusiTHbIX
XUMUYECKNX, BNONOrMYeckmx, pagnaumoHHbiX akTopoB. KnnHnyeckoe nccnegoBaHmMe Takoro
NeKapCTBEHHOro npenapaTta MOXeT MNpoBOAUTLCSA C yyacTUEM B KadecTBe MauMeHTOoB
BOEHHOCMY>XaLLUMX, 3a WCKITIOYEHMEM BOEHHOCHYXALLMX, NPOXOAALLUMX BOEHHYH Cnyxby no
npu3bIBy, ¢ cobntogeHnem TpeboBaHnin, yCTaHOBIIEHHbIX HacTosAWwmM degeparnbHbIM 3aKOHOM
B OTHOLLIEHUN FPaXKA4aHCKNX N,



4) COTPYAHMKOB NPaBOOXPaHUTENbHbIX OPraHoB;

5) nuu, oTObIBaKOWMX Haka3aHMe B MecTax nuweHust csoboabl, a Takke nuu,
HaxogsALWMXCA Nog, CTPaXewn B CreACTBEHHbIX N30NATOpax.

7. [OonyckaeTca npoBefeHME  KIMHUYECKOro  WUCCnefoBaHWUs  NieKapCTBEHHOro
npenapaTta Ang MeauMUMHCKOro NpUMEHEHUs, NpegHa3Ha4YeHHOro Ans feyYeHns NCuXmyecknx
3aboneBaHnin, C y4acTMeM B KayecTBe MauMeHTOB NUL C NCUXuYecknmun 3aboneBaHusMU,
NPU3HAHHbIX HEAEeecrnoCcobOHbIMM B MOPsiAKe, YCTAHOBMEHHOM  3aKOHO4ATENbCTBOM
Poccuinckon ®depepaunn. KnmHudeckoe uccrneoBaHue fekapCTBEHHOro npenapara B 9TOM
crnydae nNpoBOAMTCS MPU  HanmMuMm  cornacuss B MUCbMEHHOM  dopMe  3aKOHHbIX
npeacTaBUTENen ykasaHHbIX nn,.

FTAPAHT:

CM. koMmmeHTapumn K ctaTbe 43 HacToswwero ®efepansHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edeparbHbIM 3akoHOM om 29 Hos6ps 2010e. N 313-©3 cmambesi 44 Hacmosiwezao
®eldepanbHO20 3aKOHa U3/I0XeHa 8 HosoU pedaKkuuu, ecmynarowel e cuny ¢ 1 sHeaps
2011 e.

CmMm. mekcm cmamabu 8 rpeodbidywel pedakyuu
CraTtbsa 44. Ob6sa3aTenbHOe CTpaxoBaHME XU3HWU, 300POBbS NauMeHTa, y4acTBYIOLLENO
B KIMHMYECKOM  WCCNEeAOBaHUM  JIEKApPCTBEHHOro  npenapata  gns
MeANLMHCKOro NpUMEHEHS

1. OpraHusauusi, nonyuYMBLUAA paspelleHne Ha OpraHu3auuio  npoBedeHus
KITMHMYECKOro UCCreaoBaHnsa fnekapcTBEHHOro npenapaTta Ang MeguUMHCKOro NPUMEHEHMS,
o6s3aHa B kadeCTBe CTpaxoBaTens CTpaxoBaTb PUCK NPUYMHEHMS Bpeda >KU3HW, 340POBbIO
nauneHTa B pesynbTate nMNpoOBEeAEHNA KIAMHUYECKONO WUCCReaoBaHUa neKkapCTBEHHOro
npenapaTta ANS MeOMUMHCKOro NpUMEHEHMS 3a CBOM CYET MyTeM 3aknioveHus 4oroeopa
0b6d3aTenbHOro CTpaxoBaHus.

2. O6bekToMm 0643aTenbHOr0 CTPaxOBaHUA SBMSETCA WMMYLLECTBEHHbIN UHTEPEC
NauneHTa, CBs3aHHbIA C MPUYMHEHWEM Bpeda €ro XW3HWU unM 300pOBbl0 B pesynbTaTte
NpOBeAEHNS KITMHMYECKOrO UCCneaoBaHWst NeKapCTBEHHOro npenapata Ans MeguuMHCKOro
NPUMEHEHMS.

3. CTpaxoBbIM crlydaem no JOroBopy o6a3aTeNnbHOro CTpaxoBaHWUS SIBMSETCS CMepTb
nauneHTa unu yxyaweHne ero 34opoBbsi, B TOM 4YuCre Briekyllee 3a cobon yctaHoBNeHue
WHBaNMAHOCTN, NPU HanMyYnMn NPUYMHHO-CIIEACTBEHHON CBA3M MeXAY HACTynneHnemMm 3TOoro
CcobbITUA N yYacTUEM NauMeHTa B KNMHUYECKOM UCCNeLOBaHMM NekapcTBEHHOrO npenapara.

4. TpeboBaHus 0 BO3MELLEHUM Bpeaa, MPUYNHEHHOTO XU3HN UM 340POBbLI0 NaUUeHTa,
NpeabaABNATCA B TEYEHME CPOKOB WCKOBOW [ABHOCTW, YCTAHOBMEHHbLIX pPaXgaHCKUM
3aKOHOOATENbCTBOM.

5. Pasmep cTpaxoBou BbiNnaTbl MO A0OroBopy 06s3aTenNbHOr0 CTpaxoBaHUS
COCTaBnserT:

1) B cnyyae cMepTM nauueHTa ABa MWUNMMOHA pybnenm Ha Kaxaoro nauueHTa,
y4aCTBOBABLLErO B KIMMHUYECKOM UCCeA0BaHUN NIeKapCTBEHHOrO npenapara;

2) Npun yxyaLweHnn 3gopoBbsa NauyneHTa:

a) nosnekwem 3a cobon ycTaHOBREHWE WHBANUOHOCTM | rpynnbl, OOWH MUMASIMOH
NATbCOT ThicAY pybnem Ha Kaxgoro nauueHTa, Y4yacTBOBaBLUErO B KIMHUYECKOM
nccnegoBaHUM NeKapCTBEHHOMO Npenapara;

0) noBnekwem 3a cobon ycTaHoBneHue uHBanugHoctu |l rpynnbl, OAWH MWIFINOH
pybnen Ha Kaxgoro nauueHTa, Yy4aCTBOBaBLUErO B  KIIMHUYECKOM  MUCCReaoBaHMu
rieKapCTBEHHOro npenapara;



B) nosnekwem 3a cobon ycTaHoBneHne uHBanuaHoctu Il rpynnbl, NSTLCOT ThiCAY
pybne Ha Kaxgoro nauueHTa, y4acTBOBaBLUEro B  KIIMHUYECKOM  UCCrneaoBaHuu
nekapcTBEeHHOro npenaparTa;

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbIM 3aKOHOM om 22 dekabps 2014 2. N 429-®3 nodnyHKkm "2" nyHkma 2 4yacmu
5 cmambu 44 Hacmoswezo ®@edepasibHO20 3aKOHa U3J/IOXKEH 8 HoeoUu pedaKkyuu,
ecmynatowjed 8 cusny ¢ 1 urons 2015 e.

Cm. mekcm nodnyHKkma 6 rpedbidywel pedakyuu

r) He noBnekwem 3a cobor yCTaHOBMEHUA WHBaNMAHOCTM, He 6Gonee 4em Tpucta
TbicAY pybnem Ha Kaxaoro naumeHTa, ydacTBOBaBLLUErO B KAMHWYECKOM WUCCreaoBaHUn
nekapCTBEHHOro npenapaTta, Mcxoas M3 HOPMaTUBOB, OTpaXalLwMX Xapaktep W cTeneHb
noBpexaeHnsa 300pOoBbs, a Takke aKTUYEeCKM MOHECEHHbIX MauueHTOM pPacxodos,
Bbl3BaHHbIX MOBPEXOEHMEM 300pPOBbS, HA MEOULMHCKYD MNOMOLWb, MpuobpeTeHune
NeKapCTBEHHbIX NpenapaTos.

6. Ytpatuna cuny ¢ 1 niong 2015.

MHdopmaumsa 06 nameHeHusx:

Cm. mekem yacmu 6 cmambu 44
7. Cpok pgoroBopa 06s3aTeNbHOr0 CTPaxoBaHUs HE MOXET ObiTb MeHee, YeM CpOK
NPOBEAEHUS KITMHMYECKOrO NCCneaoBaHUs NNEKAPCTBEHHOMO npenapara.

MHdopmaumsa 06 nameHeHusx:

®edeparbHbiM 3akoHoM om 22 Oekabps 2014 a. N 429-©3 e yacmb 8 cmambu 44
Hacmosiweao PedeparibHO20 3aKOHa 8HECEHbI UBMEHEHUS, sacmyrnatowue 8 cusy ¢ 1 uronsa
2015 a.

CmMm. mekcm 4acmu 8 rpeobidyweli pedakyuu

8. YcnoBua goroBopa 06s3aTeNbHOr0 CTpaxoBaHUs, B TOM YMUCNE CTpaxoBble Tapudbl
no ob6s3aTenbHOMY CTpaxoBaHMIO, NepeyeHb He0BXO0OMMbIX AOKYMEHTOB 4151 OCYLLEeCTBEHMS
CTpaxoBOM  BbiNNaTbl, MOPSAOK  YCTAHOBMEHWS  CTpaxoBaTenem  WHAUBMAYarbHOMO
WOEHTUMPUKALUMOHHONO Koda NauueHTa, MopsaoK  WH(OPMUMPOBaHUS  CTpaxoBaTtenem
CTpaxoBLiMKa O NMPUBMEYEHHbIX K KIMMHUYECKOMY MCCNeaoBaHUIO NIeKapCTBEHHOro npenapara
Ans MeOUUUHCKOro NpuMeHeHnsa nauueHTax, NopsiaoK ynnaTbl CTpaxoBoW NpemMuu, nopsgok
peanusauun onpegerieHHbIX HacTosawum deaepanbHbiM 3aKOHOM U ApyriuMuy beepanbHbIMK
3aKkoHamu npae 1 06s13aHHOCTEN CTOPOH MO 4OroBopy 06A3aTenbHOro CTpaxoBaHWs, a Takke
HOPMaTMBbI, OTpaxarLlmMe xapakTep W CTeneHb NOBPEeXAeHUs 300pOBbHA, YCTaHaBMMBAKOTCA
TUNOBbLIMK NpaBunamn 06a3aTenbHOro CTpaxoBaHUS.

9. B cnyyae npuymMHeHUs Bpeda XW3HW NaumeHTa, y4acTBOBaBLUErO B KIMHUYECKOM
nccnegoBaHMM  NeKapCTBEHHOro  npenaparta, Bblrogonpuobpertatenamu no  SOroBopy
obA3aTENLHOrO CTpaxoBaHUsa ABNAOTCA rpaxaaHe, MMetoLne npaBo Ha BO3MeELLeHne Bpeaa
B Crly4yae CMepTuU KopMmumbLa B COOTBETCTBUM C rpaXQaHCKMM 3aKOHOAATesIbCTBOM, MNpU
OTCYTCTBUW TaKkuX rpaxagaH - poguTenu, cynpyr, 4eTu yMepLuero naunmeHTa, y4acTBoBaBLUErO
B KIMHUYECKOM WCCNefoBaHUM feKapCTBEHHOro npenaparta, B Clyvyae CMepTU NauueHTa,
y4yacTBOBAaBLUEro B KIMMHUYECKOM UCCNeoBaHWUM fieKapCTBEHHOrO npenaparta n He UMeBLLEro
CaMOCTOATENbLHOIO [0Xo4da, - rpaxaaHe, Ha WKOMBEHUM KOTOPbIX OH Haxo4wusicd, B
OTHOLLUEHMM BO3MELLEHUA pacxodoB Ha norpebeHne naumeHTa, Yy4yacTBOBaBLUErO B
KIMHMYECKOM UccrieoBaHnn NiekapCTBEHHOro npenapara, - NMUuUo, NOHecLee Takue pacxombl.

10. CtpaxoBas BbinsiaTa B cHeT BO3MELLEHUNA Bpeaa, NPUYMHEHHOTO XMU3HM NauneHTa,
y4yacTBOBaBLUErO B KIMHUYECKOM  MUCCreJoBaHUM  JIeKapCTBEHHOro  rnpenapara,
pacnpegenseTcsa Mexgy BblrogonpuodbperaTensaMuv nNponopumMOHanbHO WX KOMUYECTBY B
paBHbIX AONAX.

11. lNMpn HacTynneHnn CTpaxoBOro criydas naumeHT, y4acTBOBaBLUMA B KIMHUYECKOM



nccrnegoBaHMM NIEKAPCTBEHHOMO npenaparta, BbirogonpuobpeTtatens BApaBe NpeabsaBUTb
HEMNOCPEACTBEHHO CTPaxoOBLiMKY TpeboBaHME O BO3MELLEHUM MPUYMHEHHOrO Bpeaa.
CTpaxoBas BbiNnaTa OCYLWECTBMASETCA CTPaxOBLUMKOM B TeyeHwe Tpuauatu OHEeWn cO AHA
npeacraBneHns HeobxoammbiX LOOKYMEHTOB. [laumeHT, y4acTBOBaBLUMA B KIMHUYECKOM
nccrnegoBaHMM fIEKApPCTBEHHOrO npenapara, unn Bblirogonpuobpetatens 0643aH CooOLWNTL
CTPaxOBLUMKY ans OCYLLECTBNEHUS CTpaxoBoWn BbInnaTbl NHOMBUAYANbHbIN
NOEHTUPUKALUMOHHBIN KOA4 NauMeHTa, YCTaHOBMEHHbI CTpaxoBaTenemM B COOTBETCTBUM C
TUMNOBLIMY NpaBunamMmm 0b6a3aTenbHOro CTpaxoBaHUs.

12. [Jo nonHoro onpegeneHna pasmepa noanexawero BO3MELLEHMIO Bpeaa
CTPaxOBLWUK MO 3asABNEHUI0 MaUMEHTa, y4YacTBOBaBLLUErO B KIMHUYECKOM WCCNegoBaHum
NleKapCTBEHHOro npenaparta, Unu 3asiBfieHno Bbirogonpuobpertatens BnpaBe OCYLLECTBUTb
YaCcTb CTPaxOBOW BbINSfiaTbl, COOTBETCTBYIOLLYIO (PaKTUYEeCKn oOrnpeneneHHom 4YacTu
NPUYNHEHHOTO Bpeaa.

13. CTpaxoBas Bbinnata B COOTBETCTBMM C AOrOBOPOM 00S3aTENbHOrO CTpaxoBaHUs
OCYyLLEeCTBNAETCS He3aBMCUMO OT BbINaT, MPUYMTAIOLLNXCA MO APYrMM BUAAM CTpaxoBaHUs.

14. He ponyckaeTtcs yyacTue naumeHTa B NpoOBeAEeHUU KIMHUYECKOro uccrenoBaHns
rfieKapCTBEHHOro npenapara npu OTCyTCTBUM JOroBopa ob6a3aTesibHOro CTpaxoBaHus.

15. KOHTpoOnb 3a WCMNOMHEeHMEM oOpraHusaumen, MonyymBlLUEN pa3peLlleHne Ha
OpraHn3aumio NpoBeAEHUs1 KIMMHUYECKOro UCCReaoBaHuUs JIeKapCTBEHHOro npenaparta Aans
MEANLNHCKOTO MPUMEHEHUS, YCTaAHOBIEHHOMW HacTosiwen craTtbern 006s3aHHOCTM No
0bs13aTenbHOMY CTPaxoBaHMIO XXMU3HW, 300POBbSA NaUMeHTa, yd4acTsyrowero (y4acTBOBaBLUErO)
B KIMHMYECKOM  UCCNefoBaHMM  JNIEKAPCTBEHHOro  npenaparta,  OCyWecTBNseTcs
YNOSIHOMOYEHHbIM  doefiepanibHbIM ~ OpraHOM  UCMOSIHUTENbHOM  BNacTW,  BblAaBLUMM
paspelleHne Ha NpoBeAeHNE KIMHUYECKUX UCCNEeAOBaHNA NEKAaPCTBEHHbBIX NpenapaTtoB Ans
MEOVNLMHCKOro NPUMeEHEHMS.

FTAPAHT:

CM. KoMMeHTapun K ctaTbe 44 HacTosero PegepanbHOro 3akoHa

MnaBa 8. Npou3BoaACTBO N MapKUPOBKA FNIeKapCTBEHHbIX CpeacTB

Cratbs 45. Mpon3BoaCcTBO NEKAPCTBEHHbIX CPEACTB

MHdopmaums 06 usmeHeHusix:

@eldeparibHbIM 3akoHoM om 22 Oekabpsi 2014 2. N 429-©3 e yacmb 1 cmambu 45
Hacmosiweao PedeparsibHO20 3aKOHa BHECEHbI U3SMEHEHUs], ecmynatowue 8 cusy ¢ 1 urns
2015 e.

CmMm. mekcm 4yacmu 8 rpeodbiOywel pedakyuu

1. [poM3BOACTBO NEeKapCTBEHHLIX CPEeACTB AOIMKHO COOTBETCTBOBaTb TpeboBaHWAM
npasun  Hagnexaiwlen npou3BOACTBEHHON MPAKTUKK, YTBEPXAEHHbIM YNOJTHOMOYEHHbIM
deepanbHbIM OpraHoM McnonHuTenbHon Bractn. OcobeHHOCT nepexoga nNpou3BoaCcTBa
OTAENbHbIX NIEeKapCTBEHHbIX CPEACTB K MX MPOM3BOACTBY B COOTBETCTBUM C TpeboBaHMs MU
npaBuvn Hagnexawen npou3BOACTBEHHOW MPAKTUKM ycTaHaBnusatoTcs [1paBuTENbCTBOM
Poccuinckon  depepauun. Bblgada 3aknioyeHMin O COOTBETCTBUM  Mpou3BoaMTENS
NeKapCTBEHHbIX CpeaCcTB TpeboBaHUAM npaBui Hagnexawien npovM3BOACTBEHHOW NPaKTUKM
OCyLLEeCTBNAeTCsa MO pes3ynbTaTtaM WHCNEKTUPOBaHUSA nNpou3BoguTenen nekapcTBEeHHbIX
cpencTtB B nopsigke, yctaHosneHHom [lpaButenbctBom Poccunckon depepauuun. Paamep
nnaTbl 3a Bblda4dy 3akNiYeHUs O COOTBETCTBUMM MPOU3BOAUTESNS NEKapCTBEHHbIX CPeacTB
TpeboBaHnaAM npaBun  Hagnexawen npouM3BOACTBEHHOM MPaKTUKM YyCTaHaBnMBaeTCsA
lMpaButensctBoM Poccuinckon depepaumn. [lopsgok  opraHMsauunm U NpoBedeHus



WHCMNEKTMPOBaHMS NPON3BOAUTENEN NEKAaPCTBEHHbIX CPEACTB HA COOTBETCTBME TpeboBaHUAM
npaBun Hagnexawen npouM3BOACTBEHHOW MNPaKTUKM YycTaHaBnuBaeTcsa [1paBUTENbLCTBOM
Poccuinckon ®egepaunn.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHoM om 22 Oekabpss 2014 2. N 429-03 e yacmb 2 cmambu 45
Hacmosuwe2o PedepasibHO20 3aKOHa BHECEHbI UBMEHEeHUSs, ecmynaruwue 8 cuny ¢ 1 utns
2015 a.

Cm. mekem yacmu 6 rpedbidywet pedakyuu

2. [lpousBoacTBO  nekapCTBEHHbIX cpeactB B Poccunckon — depepaumm
OCYLLIECTBNAETCA MPOM3BOOUTENAMU NEKapCTBEHHbIX CPEACTB, MMEKLWWMMN NULEH3NI0 Ha
NPON3BOACTBO JleKapCTBEHHbIX cpeacTB. [loaTBepxaeHWe COOTBETCTBUSA NuuUeH3naTa
npasuraM Hagnexaiwienh npou3BOLACTBEHHON TMpPaKTUKM  OCYLLEeCTBMNSETCHS B  pamkax
NNUEH3NOHHOrO KOHTPOMA B COOTBETCTBMM C 3akoHogaTenbcTtBoM Poccuinckon denepaumm c
y4eTOM 0COBEHHOCTEN, YKa3aHHbIX B YacTy 1 HacTosLWweN CTaTbu.

3. [Mpon3BoaCTBO NEKapCTBEHHbLIX CPEACTB OcyllecTBnAetrca ¢ cobniogeHvem
TpeboBaHU MPOMBILWSIEHHOIO perfamMeHTa, KOTOpbI  YyTBEpPXA4aeTCsa pyKoBOAUTENEM
NPOM3BOAMTENS NEKApPCTBEHHbIX CPEACTB W BKMOYaeT B cebA nepeyeHb MCNONb3yeMblX
hapmaueBTUYecknx cybecTaHunin M BCrnoMoraTesibHbIX BeLecTB C YKa3aHMeM Konm4yecTBa
KaXgoro M3 HuX, aHHble 06 ucnonb3yeMom obopyaoBaHuM, OnNuUcaHue TEXHOSTOrMYecKoro
npouecca u MeTofoB KOHTPOMS Ha BCeX 3Tanax Npou3BOACTBaA NeKapCTBEHHbIX CPeaCTB.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHoM om 22 Oekabpss 2014 2. N 429-03 e yacmb 4 cmambu 45
Hacmosiujeeo ®edeparibHO20 3aKOHa BHECEHbI U3MEHeHUs, scmynarowue 8 cusy ¢ 1 urns
2015 e.

Cm. mekem dyacmu 8 rpedbidywel pedakyuu

4. lNMpn npounsBoaCTBE NEeKapCTBEHHbIX CPEeACTB MCMNOSb3YTCa dpapmaueBTUdeckue
CyOCTaHUMKM, BKIOYEHHbIE B T[OCYAApPCTBEHHLIN peecTp JIeKapCTBEHHbIX CpPeacTB, 3a
UCKIoYeHnem  bapmaueBTMYeCKUX  CybCTaHUUW, MpPOM3BOAUMBLIX ONs  NPOBEAEHMS
KITMHUYECKMX UccnegosaHum u ans akcnopta. K npoueccy npoussoactea papmaLeBTUHECKON
cybCcTaHumMm OTHOCATCA Ntobble CTagun  TEXHOMOrMYEecKoro npouecca, Mo3BoNsAoLme
NONYYMTb rOTOBLIN NPOAYKT, COOTBETCTBYHOLWMI TpeboBaHNAM bapmMakonenHon ctaTbn, B TOM
yucne  depmeHTauusi,  OKCTPaKUMsA, OYUCTKA, BblereHve, nepekpuctannmMsauus,
BbICyLUMBAHNE, U3MESIbYEHNE.

MHdopmauumsa 06 nameHeHusx:

®eldeparibHbiM 3akoHoM om 14 Oekabpsi 2015 2. N 374-®3 yacmb 4.1 cmambu 45
Hacmosiwe2o @edepasibHO20 3aKOHa U3/l0XeHa 8 Hogou pedakyuu

CmMm. mekcm 4acmu 8 rpeodbidyweli pedakyuu

4.1. llepevyeHb neKapCTBEHHbIX MNpenapaToB A9 MeOUUUMHCKOro MNPUMEHEHUS, B
OTHOLUEHUM KOTOPbIX YCTaHaBnMBaKwTCA TpeboBaHMs K o0O6bemMy Tapbl, YynakoBke W
KOMMMEKTHOCTW, NepeYeHb NeKapCTBEHHbIX NpenapaToB ANs BETEPUHAPHOIO NPUMEHEHUs, B
OTHOLUEHUM KOTOPbIX YyCTaHaBnmMBalTCcsa TpeboBaHusa K 06beMy Tapbl, a Takke TpeboBaHUA K
o6beMy Tapbl, yNakoBKE M KOMMMEKTHOCTM JieKapCTBEHHbIX NpenapaTtoB Ans MeAULMHCKOro
npuMmeHeHus, TpeboBaHusa K 06beMy Tapbl NeKapCTBEHHbLIX NpenapaToB ANS BETEPUHAPHOIo
NPUMEHEHNS  ONPedensaiTcsa COOTBETCTBYHOLWMMU  YNOSTHOMOYEHHbIMN  dbeeparnbHbIMM
opraHamu  UCNOSHUTENbHOW  BRacTM B Nopagke, ycTaHoBreHHOM  [MpaBuTensLcTBOM
Poccuinckon ®epepaunn.

5. 3anpeulaeTcs npoM3BOACTBO:

1) nekapCTBEHHbIX CPeacTB, HE BKIMYEHHbIX B FOCYAapCTBEHHbIN  peecTp



NeKapCTBEHHbIX CPeaCTB, 3a WCKIOYEHMEM JleKapCTBEHHbIX CPeACTB, NPOU3BOAMMBLIX ANS
NpoBeAeHNs KNMHUYECKUX NCCneaoBaHum U AN 9KCnopTa;

2) panbcnnunpoBaHHbIX NEKapCTBEHHbIX CPEACTB;

3) nekapCTBEHHbIX cpeacTB 6e3 NMueH3nn Ha NPoM3BOACTBO JIeKapCTBEHHbIX CPEACTB;

4) nekapCTBEHHbIX CPeACTB C HapyLleHMeM npasusi OpraHmsauuu npousBOACTBa U
KOHTPONS Ka4yeCcTBa fiekapCTBEHHbIX CPEACTB.

MHdopmaums 06 usmeHeHusix:

®edeparibHbiM 3akoHoM om 22 O0ekabpss 2014 e. N 429-©3 e wacmb 6 cmambu 45
Hacmosiueao PedeparibHO20 3aKOHa 8HECEHbI UBMEHEHUSs, scmyrnarowue 8 cusy ¢ 1 urosns
2015 a.

CmMm. mekcm 4yacmu 8 rpeodbiOywel pedakyuu
6. Mpn BBOAE NEKAPCTBEHHbIX CPEACTB B rpaXgaHCKM 060pOT YyNOSTHOMOYEHHOE NNLO
Npou3BOAUTENS JIeKapCTBEHHbIX CPeACTB OCYyLWecTBASeT MNOoATBEPXAeHUe COOTBETCTBUSA
NEeKapCTBEHHbIX CpeacTB TpeboBaHUAM, YCTAHOBMIEHHbIM MPUM WX [OCY4apCTBEHHOM
perucrtpauuu, N rapaHTMpyeT, YTO NieKapCTBEHHble cpeaCcTBa Npou3BeneHbl B COOTBETCTBUN C
TpeboBaHNAMM rpasusl Hagnexallen NPomM3BoLCTBEHHON NPaKTUKN.

MHdopmauumsa 06 nameHeHusx:

®edepanbHbiM 3akoHOM om 22 okmsabps 2014 2. N 313-©3 yacmb 7 cmambu 45
Hacmosiwezo PedepasibHO20 3aKOHa U3J/I0XeHa 8 HO8oU pedakuyuu, scmynarouwel 8 cusy
Mo ucmevyeHuu mpuouyamu OHel rocrnie OHS oghuyuaribHo20 ornybriukoeaHusi Ha3eaHHO20
®edeparibHO20 3aKOHa

CmMm. mekcm 4acmu 8 rpeobidyweli pedakyuu

7. YNONHOMOYEHHbLIM NMLOM NPOU3BOAUTENSA NEKAPCTBEHHbIX CPEACTB SABMSETCSA ero
paboOTHWMK, aTTEeCTOBAHHbIA B YCTAHOBMEHHOM YMOSTHOMOYEHHbIM hbeaepanbHbIM OpraHoMm
WCMOSTHATENBbHON BNacTu nopsake U UMEewLWnn ctax paboTbl HE MeHee 4eM NATb feT B
obnactm npousBoAcCTBa W (UNIM) KOHTPONA KayecTBa JiEKapCTBEHHbIX CPeacTB, BbiCLUEE
obpasoBaHMe COOTBETCTBEHHO MO OAHOW M3 cneuuanbHoCcTeEM W (MNK) OLHOMY U3
HanpaBneHWnM nNOAroToBKM: Ouonorns, OGuOoTEeXHONOrusi, BETEPUHAPUS,  KITMHUYECKas
MeauumMHa, paguauuoHHasa, Xumumyeckas W buonormdeckas  3awmTta, apmaums,
dyHAaMeHTanbHaa MeanumHa, XumMmyeckas TEXHONOMMA, XUMUIS.

8. [pomsBoauTenun nekapCcTBEHHbIX CPeaCcTB MOryT OCYLEeCTBNATb  Npogaxy
NEeKapCTBEHHbIX CPEeACTB WNU nepefaBatb MX B YCTAHOBMIEHHOM 3aKOHOAATENbCTBOM
Poccuinckon degepaunm nopsagke:

1) OpyrMMm  nNpou3BOAUTENSAM  NEKApPCTBEHHbIX CPEeACTB AN NPOou3BOACTBA
NneKapCTBEHHbIX CPeACTB;

2) opraHu3aumsim oNTOBOW TOProBriv NekapcTBEHHbIMU CpeacTBaMy;

3) anTeyHbiM  OpraHu3auusiM,  BETEPUHAPHBLIM  anTeYHbIM  OpraHM3aumsam,
MHOVBMAOYaNbHbIM  MPEeAnpUHUMATENsaM, UMEKLWMM JMUEH3NI0 Ha (hapmaueBTUYECKYHo
AEeATEeNbHOCTb UMK JIMLEH3NIO HA MEOVULMHCKYIO AEATENbHOCTD;

4) Hay4dHO-uccregoBaTesibCKMM  OpraHu3aumam  Ans  Hay4yHO-UccrieaoBaTenbCKon
paboThl;

5) MeguuUMHCKMM OpraHM3aumam 1 BeTepUHapPHbIM OpraHM3aLmsam;

6) opraHmsauusMm, OCYLLEeCTBNSAWMUM pa3BedeHne, BblpaliMBaHME W copepXaHue
YKUBOTHbIX.

FAPAHT:

CM. KoMMeHTapun K ctaTbe 45 HacTosLero PegepanbHOro 3akoHa

CraTtbsa 46. MapkupoBka nekapcTBEHHbIX CPEACTB

MHdopmaums 06 usmeHeHusix:



®edepanbHbivM 3akoHomM om 11 okmsbps 20102. N 271-®3 e yacmb 1 cmambu 46
Hacmosiujeeo @edeparibHO20 3aKOHa 8HECEHbI U3MEHEeHUS

CmMm. mekcm 4yacmu 8 rpeodbiOywel pedakyuu
1. JlekapcTBeHHble npenapaTbl, 3a WCKIIOYEHMEM JeKapCTBEHHbIX npenapaTos,
N3roTOBMEHHbIX anTe4YHbIMW OpraHM3auusiMi, BeTePUHAPHLIMK anTeYHbIMU OpraHM3auusiMu,
MHOVBMAYanNbHbIMK MNpeanpuHUMaTENaMM, UMEKLWUMM NMLEH3NIO Ha apmaueBTUYECKYHO
AeATenbHOCTb, OMKHbI NOCTyNaTh B obpalleHne, ecnu:

MHdopmaumns 06 usmeHeHusix:

®edeparibHbIM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 e nyHkm 1 yacmu 1 cmambu 46
Hacmosiweao PedeparsibHO20 3aKOHa BHECEHbI U3MEHEHUs], ecmynatowue 8 cusy ¢ 1 urns
2015 e.

CmM. mekcm niyHkma e rpedbidywed pedakuuu
1) Ha NX NEepBMYHON YNaKOBKe (3a UCKNIOYEHNEM NEePBUYHON YNAKOBKN NleKapCTBEHHbIX

pacTUTENbHbIX MpenapaTtoB) XOPOLWO YUTaeMbiM LWPUAPTOM Ha PYCCKOM £A3blke YyKasaHbl
HaMMeHOBaHME neKapCTBEHHOro npenapata (MexayHapogHoe HenaTeHTOBaHHoe, WK
rpynnUPOBOYHOE, UMW XMMUYECKOE, UMW TOProBoe HauMeHOBaHWe), HOMep cepuu, faTa
BblNyCcka (4N8 MMMYHOOMOMOrMYeckux JieKkapCTBEHHbIX nNpenapaTtoB), CPOK TFOOHOCTH,
A031POBKa UMM KOHUEHTpaunsa, o6beM, akTMBHOCTb B €AuHMLAX AENCTBUS UM KONMYECTBO
Aog3;

MHdopmaumsa 06 nameHeHusx:

®edeparibHbIM 3akoHOM om 22 Oekabpsi 2014 2. N 429-®3 e nyHkm 2 yacmu 1 cmambu 46

Hacmosiwe2o PedepasibHO20 3aKOHa 8HECEHbI U3MeHeHUSs, ecmynaruwue 8 cusny ¢ 1 urons

2015 a.

Cm. mekem riyHKkma 8 rpeobioyuwel pedakuuu

2) Ha nX BTOPUYHOM (NOTPebUTENbLCKOM) YNakoBKe XOPOLIO YMTaeMbiM LWPUETOM Ha
PYCCKOM £3blke yKasaHbl HauvMeHOBaHWe JekapCTBEHHOro npenaparta (MexayHapogHoe
HenaTeHTOBAHHOE, UMW TPYNNMPOBOYHOE, WM XMMWUYECKOE W TOProBO€ HaMMEHOBaHUS),
HavMeHOBaHMe MPOM3BOOUTENSA NEKapCTBEHHOro npenaparta, HoMep cepun, aTa Bbinycka
(ans  uMmyHOBMONOrMYecknx nekapcTBEeHHbIX MpernapaTtos), HOMEp perucTpaunuoHHOro
yOOCTOBEPEHWUS, CPOK FOAHOCTU, CNOCOD NPUMEHEHUS, O3NPOBKA UIM KOHLEHTpauns, obbem,
aKTUBHOCTb B eAnHMLAaxX AeNncTBms NMBOo KONMYeCcTBO 403 B YNAKOBKE, fleKapCTBEeHHas dhopma,
yCroBUSA OTNycCKa, YCIOBUS XpaHeHusl, npeaynpeanTernbHble Haanucu.

MHdopmaumns 06 usmeHeHusix:

@eldeparibHbIM 3aKkoHoM om 22 Oekabpsi 2014 2. N 429-03 e yacmb 2 cmambu 46
Hacmosiuweao PedeparsibHO20 3aKOHa 8HECEHbI USMEHeHUs], ecmynatouue 8 cusy ¢ 1 urrns
2015 e.

CmM. mekcm 4yacmu 8 rpeodbiOywel pedakyuu

2. ®apmaueBTU4eckne cybecTaHuMM OOMKHbI NOCTynaTb B obpalleHune, ecnn Ha ux
NEepPBUYHOM YMaKOBKE XOPOLIO YMTAaeMbiM LPUEGPTOM Ha pPYCCKOM N3blke yKasaHbl
HanmeHoBaHMe dapmaLeBTU4eCcKon cybcTaHumMm (MexayHapoaHOe HenaTeHTOBaHHoe, WUNu
rpynnMpoBOYHOE, WM  XMMWYECKOoe WU  TOpProBoe HauMEHOBaHWUS), HaMMeHOBaHue
npousBoauTens dapmaueBTU4eckon cybcTaHumMmM, HOMEp cepurM W gaTa WU3roTOBIEHMS,
KONMNYeCTBO B YMNakoBKE M eOuHULbl M3MEPEHMUSI KONMMYecTBa, CPOK FOAHOCTU M YCroOBUS
XpaHeHus:.

3. JlekapcTBeHHbIE cpeacTBa B Ka4eCTBe CbIBOPOTOK AOSMKHbI MOCTynaTh B obpalleHne
C YKa3aHMEM >XMBOTHOrO, M3 KPOBW, MNa3Mbl KPOBW, OPraHOB M TKaHEW KOTOPOro OHU
NOsy4YeHbl.

4. Ha BTOpUYHYIO0 (NOTPEeOMTENBCKY0) YNAKOBKY NTEKApPCTBEHHbIX CPEACTB, NOMyYEeHHbIX



M3 KpoBW, MNSia3aMbl KPOBM, OpPraHOB W TKaHEW 4enoBeka, OOMMKHA HaHOCUTBLCA HagnuChb:
"AHTutena k BUY-1, BNY-2, k Bupycy renatuta C M NOBEPXHOCTHLIM aHTUIEH BUpyca
renatuta B otcyTtcTByloT".

5. Ha nepBMYHYO ynNnakoBKy W BTOPMYHYK (MOTPEOUTENBLCKYID)  YNakoBKY
pagnodapmaleBTUYeCcKUX  JIeKapCTBEHHbIX  CPeacTB  OOMKEeH  HaHOCUTbCA  3HakK
pagnaumoHHOM ONacHOCTH.

6. Ha BTOpu4HytO (NOTPEBUTENbCKYH) YNakoBKYy roMeonaTtu4yeckmx JekapCTBEHHbIX
npenaparoeB AofMKHa HaHOCUTLCA Haanucek: "fomeonaTnyeckuin”.

7. Ha BTOpu4Hyto (NOTPEOUTENLCKYK) YNaKOBKY J1IEKAPCTBEHHbLIX pPaCTUTENbHbIX
npenapaTtoB SOSMKHA HAHOCUTbCA Haanuck: "MpoayKumnsa npoLwna paguaunoHHbIN KOHTPONb".

MHdopmaumns 06 usmeHeHusix:

®edeparibHbiM 3akoHoM om 22 O0ekabpss 2014 e. N 429-©3 e wacmb 8 cmambu 46
Hacmosiueao PedeparibHO20 3aKOHa 8HECEHbI UBMEHEHUSs, sacmyrnarowue 8 cusy ¢ 1 ursns
2015 a.

CmMm. mekcm 4yacmu 8 rpeOdbiOywel pedakyuu

8. Ha nepBu4YHyl0 ynakoBKy (ecnu gnsa 3TOoro CywecTByeT TeXHM4eckasd BO3MOXHOCTb)
N BTOPUYHYHO (NOTPeBUTENbCKY) YNakoBKY NEKapCTBEHHbIX NpenapaToB, NpegHasHaYeHHbIX
ONs  KNUHWUYECKNX uccnegoBaHUW, AOMmKHa HaHOCUTbCA Haanucbk: "[Ons  KNUHUYECKUX
uccnegosaHnn".

9. YnakoBka mneKapCTBEHHbIX CpPeacTB, NpeaHasHa4yeHHbIX WCKIIYUTENBHO Ans
3KCnopTa, MapKNMpyeTcsa B COOTBETCTBMM C TPEOOBaHMAMN CTpaHbl-uMnopTepa.

10. Ha TpaHcnopTHyl Tapy, KoTopas He npegHasHadeHa nna notpebutenenm m B
KOTOPYID TMOMELLEHO INEeKapCTBEHHOE CpPeacTBO, AOSMKHA HAaHOCUTBCA WHpopmMauma o
HaMMeHOBaHWUN, Cepun NekapCcTBEHHOro CpeacTBa, AaTe BblNyCka, KONMYeCcTBe BTOPUYHBLIX
(noTpebuTenbCckmnx) ynakoBOK NEKApCTBEHHOro CpeacTtBa, NpoM3BOAUTENE NEeKapCTBEHHOrO
cpencTBa C ykazaHMeM HaMeHOBaHUS U MECTOHAXOXAEHUA NPOU3BOAMTENS SIEKAaPCTBEHHOIO
cpeactBa (agpec, B TOM 4ucre cTtpaHa M (Mnu) MecTo NPOM3BOACTBA JIEKAPCTBEHHOIO
cpenctBa), a Takke O CpPoOKe roAHOCTU feKapCTBEHHOro cpenctBa U o6 ycnoBusix ero
XpaHeHUs1 N nNepeBo3kn, HeobxoanMble MpeaynpeauTenbHble HaaNMUCU U MaHUMYNATOPHbIE
3HaKu.

11. Ha nepBMYHyl0 yNakoBKY W BTOPUYHYK (MOTPEOUTENBCKYID)  YMNakoBKY
NeKapCTBEHHbIX CPeacTB ANs BEeTEPUHAPHOro NPUMEHEHUA O0SMKHA HaHOCUTbCS HaAnUChb:
"[Ins BeTepuHaApHOro NpuMmeHeHns".

12. Ha BTOpu4YHYKO (NOTPEOUTENbLCKYK) YMaKoBKY JleKapCTBEHHOro mnpenapaTta
HaHOCUTCA LUTPUXOBOM KOA,.

FTAPAHT:

CM. koMMeHTapun K cTaTbe 46 HacToswwero ®efepansHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHoM om 6 Oekabpss 2011 2. N 409-03 e HaumeHosaHue anaebl 9
Hacmosiweao ®edepanibHO20 3aKOHa BHECEHbl U3MEHEHUS, ecmyrnarwue 6 cusly o
ucmeyeHuu mpuoyamu OHel rocrie OHSA ochuyuaribHo20 orybnukogaHusi Ha3eaHHO20
®edepanbHoO20 3aKOHa

Cm. mekcm HaumeHogaHus 8 npeodbidywel pedakyuu

MaBa 9. BBo3 nekapcTBeHHbIX cpeacTB B Poccunckyro ®epgepauuio 1 BbiBO3
neKapcTBeHHbIX cpeacTB u3 Poccunckon ®epgepauumn

MHdopmaumsa 06 namMeHeHusx:



®edepanbHbiM 3akoHoM om 6 Oekabps 2011 e. N 409-03 e HaumeHosaHue cmambu 47
Hacmoswezo ®edepasribHO20 3aKOHa BHECEHbl U3MEHEHUsl, ecmyrnaruwue 8 cusy o
ucmeyeHuu mpuouyamu OHel rocne OHSA ochuyuaibHo20 orybnukogaHusi Ha3eaHHO20
®edeparsibHO20 3aKOHa

CM. mekcm HaumeHogaHUs 8 rpeobiOyuwel pedakyuu
Cratbsa 47. Nopagok BBO3a fneKapCTBEHHbIX cpeacTB B Poccuinckyto degepaumio m
BblBO3a fleKapCTBEHHbIX cpeacTs n3 Poccunckon denepaumm

MHdopmaumns 06 usmeHeHusix:

®edeparbHbiM 3akoHom om 6 Odekabpss 2011 2. N 409-0©3 e yacmb 1 cmambu 47
Hacmosiweao ®edepasibHO20 3aKOHa BHECEHbl U3MEHEHUS, ecmyrarowue 8 cusy Mo
ucmeyeHuu mpudyamu OHel rocrie OHSA ochuyuasibHo20 orybnukogaHusi Ha3eaHHO20
®edepanbHoO20 3aKOHa

CmMm. mekcm 4yacmu 8 rpeodbidyuwel pedakyuu
1. BBO3 nekapcTtBeHHbIX cpeAcTB B Poccuickyto defepaumio OCyLlecTBnseTcs B
nopsigke, ycraHosrneHHom [lpaButenbctBom Poccuiickon depepauumm, B COOTBETCTBUM C
TaMOXeHHbIM 3aKoHO4aTernbCTBOM TaMOXeHHOro cotws3a B pamkax EBpA3lC (manee -
TaMOXeHHbIN cot3) 1 (Mnn) 3akoHogatenscteom Poccunckon degepaumm 0 TaMOXEHHOM
aene.

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHom om 6 Odekabpss 2011 2. N 409-0©3 e yacmb 2 cmambu 47
Hacmosiweao @edepanibHO20 3aKOHa BHECEeHbl U3MEHEHUsl, ecmyrnaroujue 8 cury o
ucmeyeHuu mpuouyamu OHel rocrie OHSA ochuyuaribHo20 orybnukogaHusi Ha3eaHHO20
®edepanbHo20 3aKOHa

CmMm. mekcm 4yacmu 8 rpedbidyuwel pedakyuu
2. Beosumble B Poccuinckyto defepaunto nekapcTBeHHble cpeacrtBa A0SMKHbl ObiTb
BKIMIOYEHbI B rOCY4apCTBEHHLIN PEECTP NEKAPCTBEHHbLIX CPEACTB.

MHdopmaums 06 usmeHeHusx:

@eldeparibHbIM 3akoHoM om 6 Oekabpss 2011 2. N 409-®3 e vacmb 3 cmambu 47
Hacmosiuweao ®edepasibHO20 3aKOHa B6HECEeHbl U3MEHEHUs, ecmyrarowue 8 cusy Mo
ucmeyeHuu mpuduyamu OHel rocrie OHA ochuyuaribHo20 orybnukogaHusi Ha3eaHHO20
®edeparibHO20 3aKOHa

CmMm. mekcm Yyacmu 8 rpeodbiOywieli pedakyuu

3. [Honyckaetca BBO3 B Poccunckyto ®Pegepaumio  KOHKPETHOW  napTum
3aperucTpupoBaHHbIX M (UN)  HEe3aperncTpPUPOBAHHbLIX  NIEKAPCTBEHHbLIX  CPeAcTs,
npegHasHayeHHbIX ANd  NpoBeAeHUs  KIMMHUYECKUX  UCCNedoBaHuMM  NeKapCTBEHHbIX
npenapaTtoB, NPOBeOEHUS 3KCNepTU3bl JIEKAapCTBEHHbIX CPeACcTB AN  OCYLEeCTBEHUS
rocyAapCTBEHHOM  perucTpaumMmM  feKapCTBEHHbIX npenapaTtoB  WAM  ONs  OKasaHus
MEANLUNHCKOM MOMOLLM MO XKM3HEHHbIM MOKa3aHWAM KOHKPETHOro nauMeHTa Ha OCHOBaHWUU
paspeLleHns, BbIAHHOIO YMOMHOMOYEHHbIM (hbeaepanbHbiM  OPraHOM  UCMOMHUTENBHOM
BNacTn No 3asiBNEeHUsM JN1u, YKa3aHHbIX B cTaTbe 48 HacTosiwero degepanbHOro 3akoHa.
PaccmoTpeHre Takoro 3asiBNeHWss U MpUHATUE peLleHns O Bbldaye paspelleHns Ha BBO3
KOHKPETHOW napTuM 3aperncTpupoBaHHbIX U (MNKM) He3aperMCTPUpOBaHHbLIX NeKapCTBEHHbIX
CpPeAcTB, NpefHa3HavYeHHbIX ANA NpoBefeHUs KIMHUYECKUX UCCReAOBaHUN JNieKapCTBEHHbIX
npenapaTtoB, NPoOBeOEHUS] 3KCNepTU3bl JIeKAapCTBEHHbIX CPeACcTB AN  OCYLEeCTBEHUS
rocyAapCTBEHHOM  peructpaumMmM  feKapCTBEHHbIX npenapaTtoB  WAM  ONs OKasaHus
MeANLNHCKOM NOMOLLM MO XXM3HEHHBIM MOKa3aHUSM KOHKPETHOro naumeHta nmbo ob oTkase B
Bbldaye YKa3aHHOro paspelleHns Npou3BOOATCA B CPOK, He MpeBbllaroWwmnin natm padoumnx
AHen. [naTta 3a Bblga4vy ykasdaHHOro paspeLleHnsa He B3nMaeTCs.



MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHom om 6 Odekabpss 2011 2. N 409-©3 e yacmb 4 cmambu 47
Hacmosiweeo ®edeparibHO20 3aKOHa BHECEHbl U3MEHEHUS, 8cmyrarouwue 8 cusy Mo
ucmeyeHuu mpuouyamu OHel rocne OHSA ochuyuasibHo20 orybnukogaHusi Ha3eaHHO20
®edeparsibHO20 3aKOHa

CmMm. mekcm 4yacmu 8 rpeodbiOywel pedakyuu
4. B Poccuickyto ®efepaumio MOXHO BBO3UTb JIeKapCTBEHHbIE CpeacTBa, KayecTBO
KOTOPbIX MNOATBEPXKOEHO CepTUdUKATOM NpPou3BOAUTENS  NIEKAPCTBEHHbLIX CPEACTB,
yOOCTOBEPAIOWNM  COOTBETCTBME BBO3MMbLIX JIEKAPCTBEHHbIX CpPeAcTB  TpeboBaHMsM
dhapMakonenHblx ctaTten nuMbo B crydae MX OTCYTCTBMSI HOPMaTMBHOW LOKYMEHTauum unm
HOPMaTUBHOIO JOKYMEHTA.

MHdopmaumsa 06 namMeHeHusx:

®edepanbHbiM 3akoHomM om 6 Oekabps 2011e. N 409-®3 e uvacmb 5 cmambu 47
Hacmosiweeo ®edeparibHO20 3aKOHa BHECEHbl U3MEHEHUs, 8cmyrarouwue 8 cusy Mo
ucmeyeHuu mpuouyamu OHel rocne OHSA ochuyuaibHo20 orybnukogaHusi Ha3eaHHO20
®edeparsibHO20 3aKOHa

CmMm. mekcm 4yacmu 8 rpeodbiOywel pedakyuu
5. 3anpewaetca BBo3 B Poccunckyto ®depepaumio  hanbcudpmumpoBaHHbIX
NeKapCTBEHHbIX CPeAcTB, HeQOOpPOKaYeCTBEHHbIX NIEKAPCTBEHHbIX CPEeACTB, KOHTpAaKTHbIX
NEeKapCTBEHHbIX CPEeACTB.

MHdopmaumsa 06 nameHeHusx:

@eldeparsibHbiM 3akoHoM om 6 Oekabpss 2011 2. N 409-®3 e vacmb 6 cmambu 47
Hacmosiujeeo ®eldeparibHO20 3aKOHa BHECEHbl U3MEHEHUs, ecmynarwue 6 cusy o
ucmeyeHuu mpuouyamu OHel rocne OHSA oghuyuaibHo20 ornybnukogaHuUsi Ha38aHHO20
®edeparibHO20 3aKOHa

CmM. mekcm 4acmu 8 rpeobidyweli pedakyuu

6. danbcMduMuMpoBaHHbIE IEKAPCTBEHHbIE CpeacTBa, HeaobpoKaydeCTBEHHbIe
neKapCTBEHHble cpeAcTBa noanexar U3bATUIO U NoCcreayowemMy YHUHTOXEHUIO UM BbIBO3Y
n3 Poccunckon Pepepaunmn, KoHTpadakTHble JlEeKAapCTBEHHbIE CpeacTBa - WU3bATUIO WU
nocrnegyowemMy YHUYTOXEHUIO. YHUYTOXeHWe wunu BbiBO3 U3 Poccunckon depepaumm
PanbCUPUUMPOBAHHBLIX NEKapCTBEHHbLIX CPeACTB, HeA0bpOKAYeCTBEHHbIX NeKapCTBEHHbIX
CpencTB, KOHTpadaKTHbIX JIeKapCTBEHHbIX CPeaCTB OCYLEeCTBRsSeTcAa 3a cveT Jnvua,
OCYLLECTBMBLUErO WX BBO3. [lOpPSAOK YHUYTOXEHMS U3BATbIX GanbCUPULMPOBAHHBIX
NEeKapCTBEHHbIX CPeacTB, HeAOOPOKAYECTBEHHbIX NIEKAPCTBEHHbBIX CPEACTB, KOHTpadaKTHbIX
neKapCTBEHHbIX CPeaCcTB ycTaHaBnueaeTcs [paButensctBom Poccuiickon egepauum.

MHdopmauumsa 06 nameHeHusx:

®eldeparibHbIiM 3akoHoM om 6 Oekabpss 2011 2. N 409-®3 e vacmb 7 cmambu 47
Hacmoswezo ®edepalslbHO20 3aKOHa BHEeCeHbl U3MEHEeHUsl, ecmyrnaruwue 8 cusy o
ucmeyeHuu mpuduyamu OHel rocrie OHA ochuyuaribHo20 orybnukogaHusi Ha3eaHHO20
®edeparibHO20 3aKOHa

CmMm. mekcm Yyacmu 8 rpeodbiOywieli pedakyuu
7. Jluua, ocywectensawwme Beo3 B Poccunckyto degepauunto dpanbcumnumpoBaHHbIX
NeKapCTBEHHbIX CPeAcTB, HeAOOPOKA4YECTBEHHbBIX JIEKAPCTBEHHbBIX CPEACTB, KOHTpPadaKTHbIX
NEKapCTBEHHbIX CPEeACTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C TaMOXEHHbLIM
3akoHogatenscTtBoM TaMOXeHHOro cowsa u (Mnu) 3akoHogaTenscTteom Poccunckon
depepaumm 0 TaMOXEHHOM ene.

MHdopmaums 06 usmeHeHusix:

QedeparibHbiM 3akoHoM om 22 Oekabpsi 2014 2. N 429-©3 e yacmb 8 cmambu 47



Hacmosiweao ®edeparibHO20 3aKOHa 8HECEHbI U3MeHeHUs], ecmyrnarwue e cuny ¢ 1 urns
2015 a.

CmMm. mekcm 4yacmu 8 rpeodbiOywel pedakyuu
8. BbiBO3 nekapcTBeHHbIX cpeacTtB n3 Poccuickon defepaunn ocywectenseTcs 6e3
NPUMEHEHNST OrpaHNUYEHNIA, YCTAHOBMNEHHbIX TAaMOXXEeHHbIM 3aKoHOA4aTeNlbCTBOM TaMOXXeHHOro
cow3a wun (M) 3akoHogatenbcTBoM Poccuinckon dPegepaumm O rocygapCTBEHHOM
perynMpoBaHnN BHELLHETOProBOW AEATENTIbHOCTH.
FAPAHT:

CM. KOMMeHTapum Kk ctaTbe 47 HacTosilero degeparnbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHoM om 6 Oekabps 2011 2. N 409-©3 e cmambio 48 Hacmoswezo
®edepanbHO20 3aKOHa BHECEeHbl U3MEHEHUS, ecmyrnarwue 6 cusly Mo UucCmeyYyeHuu
mpudyamu OHel rocrie OHS ohuyuarbHo20 orybriukoeaHusi HaseaHHO20 ®edeparibHo20
3aKoHa

CmMm. mekcm cmamabu 8 rpedbidyuwielt pedakyuu
Cratbsa 48. IOpugmnyeckune nvua, KOTOpbIM paspeLLeH BBO3 NIEKapCTBEHHbIX CPeaCcTB B
Poccuinckyto denepaumio

INNekapcTtBeHHble cpeacTBa B Poccunckyo ®egepauunio MOryT BBO3UTh:!

1) nponsBoanTENN NEeKapCTBEHHbIX CPEeACTB AN Lenen cobCTBEHHOro Npon3BoAcCTBa
NeKapCTBEHHbIX CPeACTB;

2) WHOCTpaHHble pa3paboTyMKM  NEKapCTBEHHbIX CPeACTB W UHOCTPaHHble
NPOV3BOAMTENN NEKapCTBEHHbIX CPeACTB WUnv Apyrue opuaudeckne nuua no rnopyyvyeHuto
pa3paboTumka neKkapCTBEHHOro CcpeacTBa [ANs MNpPOBeAEeHUSs KITMHUYECKUX WCCreaoBaHUN
NeKkapCcTBEHHOrO npenapara, OCYLLIeCTBNEHNS rocyaapCTBeHHOM perncrpauuu
NeKkapCTBEHHOrO npenapara, BKITHOMEHNS dapmaLreBTU4ECKOM cybcTtaHumm B
roCyapCTBEHHbIN peecTp IeKapCTBEHHbIX CPEeACTB, KOHTPOSS KadecTBa feKapCTBEHHbIX
CPeAcTB  NPW  HanmuMuuu  paspelleHnss  YNOSIHOMOYEHHOro  dpefeparnbHOro  opraHa
NCNOJSTHUTESTbHOW BNACcTN HAa BBO3 KOHKPETHOW NapTUX NeKapCTBEHHbIX CPEACTB;

3) opraH1saLmm ONTOBOW TOProBSN NIEKapCTBEHHBIMU CPeaCcTBaMMU;

MHdopmaums 06 usmeHeHusix:

®edeparibHbIM 3akoHom om 2 utons 2013 2. N 185-®3 e nyHkm 4 cmambu 48 Hacmosiw,e2o
®edeparnibHO20 3aKOHa 8HECEHbI USMEHEHUS, ecmynaruue 8 cuny ¢ 1 ceHmsbps 2013 e.

CmM. mekcm nyHkma e rnpedbidywed pedakuuu

4) HaydHO-uUccrnegoBaTeNnbCKMEe OpraHusaumu, obpasoBaTenbHble OpraHM3auuu
BbicLlero obpasoBaHuns, MNPOU3BOAUTENN JEKAPCTBEHHbIX CPeacTB Ans  pas3paboTku,
nccnegoBaHnn, KoHTponst 6e3onacHOCTW, KadecTBa, 3PAEKTUBHOCTM  NEKAPCTBEHHbIX
CpeacTB  NpU  HanmuMyuu  paspelleHusl  YyrNoriHOMOYEHHOro  dpefepanbHoro  opraHa
WCMNONHUTENbHOW BNacTu;

MHdopmaums 06 usmeHeHusix:

®eldeparibHbiM 3akoHOM om 12 mapma 2014 2. N 33-®3 e nyHkm 5 cmambu 48
Hacmosiweao PedepasibHO20 3aKOHa 8HECEHbI U3MEHEHUS

CmMm. mekcm nyHkma e rnpedbidywied pedakyuu
5) MegnuuHCcKMe opraHmsauuu, UHble yKasaHHble B nyHkTax 1 -4 HacToswen craTbu
opraHusauum ang okasaHus MeauUMHCKOW MOMOLLM NO XU3HEHHbLIM NMOKa3aHUAM KOHKPETHOro
nauueHTa npu  HanuuMm  paspelleHuss  YNOorIHOMOYEHHOro  pegepanbHOro  opraHa
WCNOSTHUTENbHOW BNacTM Ha BBO3 KOHKPETHOM MapTMM feKapCTBEHHOro npenapara,
BblJAHHOIO B YCTAHOBNEHHOM nopsaake B popMe 3MeKTPOHHOro OOKYMEeHTa, NoAnMCaHHOro



YCUMNEHHON KBaNUUUMPOBAHHOW 351EKTPOHHON MOAMUCHHO.
TAPAHT:

CM. kKommeHTapum k ctatbe 48 HacTosiero ®egepanbHOro 3akoHa

MHdopmauumsa 06 nameHeHusx:

®eldeparibHbIM 3akoHOM om 6 Oekabpsi 2011 e. N 409-03 e HaumeHosaHuUe cmambu 49
Hacmosiujeeo ®eldepanibHO20 3aKOHa BHECEHbl U3MEHEHUs, ecmynarwue 6 cusy o
ucmeyeHuu mpuduyamu OHel rocne OHSA oghuyuaibHo20 ornybnukogaHuss Ha38aHHO20
®edeparibHO20 3aKOHa

CmM. mekcm HaumeHog8aHUs 8 rpeobiOywel pedakyuu
Cratba 49. [JOKymMeHTbl, NpeacTaBnsieMble B TaMOXeHHble opraHbl Poccuickon
depepaumm nNpy BBO3E NeKapCTBEHHbIX cpeacTB B Poccunckyo ®enepauyunto

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHomM om 6 Odekabpsi 2011 2. N 409-©3 e vacmb 1 cmambu 49
Hacmosiweao ®edepasibHO20 3aKOHa BHeCeHbl U3MEHEeHUs, scmyrarowue 8 cusy o
ucmeyeHuu mpuouyamu OHel rocne OHSA ochuyuasibHo20 orybnukogaHusi Ha3eaHHO20
®edeparsibHO20 3aKOHa

CmMm. mekcm 4yacmu 8 rpeodbiOywel pedakyuu

1. Mpn BBO3e nekapCTBEHHbIX cpeAcTB B Poccuinckyto depepaumio B TaMOXEHHbIe
opraHbl Poccuinckon Pegepauum Hapsgy € OOKYMEHTamu, npeactaBiieHMe  KOTOpbIX
npegyCMOTPEHO  TaMOXEHHbIM  3aKOHOAATeNlbCTBOM  TaMOXEHHOro cot3a U (Mnn)
3akoHogartenscTtBoM Poccunckon dPegepauum O TaMOXEHHOM [fene, npeacTtaBnsoTcs
cnegyouine AOKYMEHTbI:

1) cepTudmkat npoM3BOAUTENS JIEKAPCTBEHHOIO CPeAcTBa, YOOCTOBEPSAIOLNN
COOTBETCTBME BBO3UMOIO NEKapCTBEHHOro cpeactBa TpeboBaHMsM hapmakonenHom ctaTbu
nnbo B cnyyae ee OTCYyTCTBUS HOPMATMBHOW AOKYMEHTALUN UM HOPMaTMBHOIO AOKYMEHTA;

2) paspelleHune ynosITHOMOYEHHOro doefiepanbHOro opraHa UCNoSTHATENBHOM BIAcTU Ha
BBO3 KOHKPETHOMW MapTUM NEeKapCTBEHHOINO CpeacTBa B ClyyasiX, YCTAHOBMEHHbIX 4YacTbio 3
ctaTbh 47 HacToswero ®eagepanbHOro 3akoHa.

MHdopmaumsa 06 namMeHeHusx:

®eldepanbHbiM 3akoHomM om 6 Oekabpss 2011 2. N 409-®3 e wvacmb 2 cmambu 49
Hacmosiweao ®eldepasibHO20 3aKOHa BHecCeHbl U3MEHEeHUs, scmyrarowue 8 cusy o
ucmeyeHuu mpuouyamu OHel rocne OHSA ochuyuaibHo20 orybnukogaHusi Ha3eaHHO20
®edeparsibHO20 3aKOHa

CmMm. mekcm 4yacmu 8 rpeOdbiOywel pedakyuu
2. [oKyMeHTbl, YyKasaHHble B nyHktax 1 M 2 4yactm 1 HacToswen cTaTby,
npeacTaBnAlTCA B TaMOXeHHble opraHbl Poccuiickon ®epepaumm npyu  nNpubbiTvm
nekapCcTBEHHbIX cpencTB B Poccunckyto degepauuio.
FTAPAHT:

CM. kommeHTapum k ctatbe 49 HacTosiero ®egepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®eldeparibHbiM 3akoHoM om 29 uwHs 2015 e. N 160-®3 e HaumeHosaHue cmambu 50
Hacmosiuje2o PedepasibHO20 3aKOHa 8HECEHbI UBMEHEHUS

CM. mekcm HaumeHogaHUs 8 rpeodbiOyuwel pedakyuu
Cratba 50. BBO3 nekapcTBeHHbIX npenapatoB B Poccuinckyto Pepepauuio ans
NINYHOTO UCMNOJSIb30BaHUA W WHbIX HEKOMMEPYECKUX Lenen, a Takke ans



MCNOJIb30OBAHUA Ha TEPPUTOPUN MeXOYyHapOoOAHOro MegnuunHCKOro Kracrtepa
MHdopmaumsa 06 namMeHeHusx:

®edepanbHbiM 3akoHomM om 6 Oekabps 2011e. N 409-®3 e wacmb 1 cmambu 50
Hacmosweao ®edepasribHO20 3aKOHa BHECEHbl U3MEHEHUsl, ecmyrnaruwue 8 cusy o
ucmeyeHuu mpuouyamu OHel rocne OHSA ochuyuaibHo20 orybnukogaHusi Ha3eaHHO20
®edeparsibHO20 3aKOHa

CmMm. mekcm 4yacmu 8 rpeodbiOywel pedakyuu
1. JlekapcTBeHHbIe NpenapaTbl MOryT ObiTb BBe3eHbl B Poccuiickyto ®epepauunio 6e3
yyeta TpeboBaHW, NpeayCMOTPEeHHbIX dactamu 1-4 cratenm 47, crateamu 48 wn 49
HacTosiwero ®eaepanbHOro 3aKkoHa, eCnv OHM NpegHa3HayYeHbl ON4:

MHdopmaumsa 06 nameHeHusx:

®edepanbHbiM 3akoHoM om 2 uwHs 2016e. N 163-®3 nyHkm 1 yacmu 1 cmambu 50
Hacmosiuwe2o ®edepasibHO20 U3JI0XKeH 8 HOBOU pedaKyuu

CmM. mekcm nyHkma e rpedbidywed pedakuuu

1) NWUYHOro MCNoOnb3oBaHUA uandeckummn numuamu, npubbiBlMMKU B Poccumnckyto
®epepaumio. pu atom BBO3 B Poccuickyto defepaumio nekapCTBEHHbIX MpenapaTos,
cogepxawmx  cunbHogencTBywowme u  (MnNu)  900BUTbIE  BELLECTBA,  BKIOYEHHbIE
COOTBETCTBEHHO B CMWCOK CUMbHOAENCTBYIOLWNX BelWecTs And uUenen yrorioBHOro
3akoHopartenscTBa Poccuinckon degepaumm M B CNUCOK SAOBUTLIX BELLECTB AN Uenen
YrofioBHOro 3akoHogartensctBa Poccunckon depepaumn, ytBepxaeHHble [1paBUTenbCTBOM
Poccunckon denepaumm, OCyLLECTBNAETCS NPU HanMyYuMuM OOKYMEHTOB (3aBEPEHHbIX KOMuin
OOKYMEHTOB WNU  3aBEPEeHHbIX BbIMUCOK U3 HUX), MOATBEPXOalLWmMxX HasHavdeHune
PM3MYECKOMY  NULY  YKa3aHHbIX  JIEKapCTBEHHbIX nNpenapatoB (3a  MCKNIOYEHUeM
NeKapCTBEHHbIX npenapaToB, 3aperncTpypoBaHHblx B Poccuickon ®epepauumn  w
oTnyckaemblx B Poccunckon ®Pepepaumm 06e3 peuenta Ha feKapCTBEHHbIN npenapar).
lMoaTBepxaarowme OOKYMEHTbl (MX 3aBepeHHble KOMUU UIM 3aBEPEHHbIE BbIMUCKU U3 HUX)
OOIMKHbl  coaepXaTb CBEAEHUS O HaMMEHOBaHMM W KONMYECTBE  Ha3HAYEHHOro
nekapCcTBeHHOro npenaparta. B cnyyae, ecnv nogreepxgaroLwime JOKYMEHTbI (UX 3aBEPEHHbIEe
KOMMWU WM 3aBEpPEHHble BLIMUCKM M3 HUX) COCTaBfeHbl Ha MHOCTPAHHOM 43blke, K HUM
npunaraeTca HoTapuarbHO 3aBepPEHHbIN NePeBO Ha PYCCKUN A3bIK;

2) ncnonb3oBaHUsa paboTHMKaMM AUMNNOMATUYECKOrO Kopryca unv npeacraButensmm
MeXOyHapOOHbIX OpraHn3auunn, akkpeamtoBaHHbIX B Poccuinckon denepaumm;

3) neYyeHus naccaXxMpoB W YNIEHOB JKUMAXEW TPaHCMOPTHbIX CPeAcTB, NOEe3aHbIX
Opurag 1 BoguTenemn TpaHCNOPTHbIX CPeacTB, NpubbIBLLMX B Poccuinckyto deaepaumio;

4) nevyeHnss y4yaCTHUKOB MEXAYHAPOAHbIX KYNbTYPHbIX, CMOPTUBHbLIX MEPOMNPUATUA U
YYaCTHUKOB MeXOYHapOaHbIX 3KCneanunn;

5) neyeHns KOHKPETHbIX XMBOTHbLIX B 300Mapkax, a TakKe >XWMBOTHbIX, BBO3UMbIX B
Poccunckyto denepaumio ons y4acTusa B CNOPTUBHbBIX U 3pENULLHBLIX MEPONPUATUSX;

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHom om 29 uroHs 2015 e. N 160-®3 yacmb 1 cmambu 50 Hacmoswezo
®edeparnibHo20 3aKoHa O0MNoSIHEHaA MyHKMom 6

6) UCnonNb30BaHWSA Ha TEPPUTOPUN MEXKIYHAPOAHOrO MeAULMHCKOro Krnacrepa.
MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHomM om 6 Odekabpss 2011 2. N 409-©3 e yacmb 2 cmambu 50
Hacmoswezo ®edepasribHO20 3aKOHa BHECEHbl U3MEHEHUsl, ecmyrnaruwue 8 cusy o
ucmeyeHuu mpudyamu OHel rocsie OHSA ochuyuasibHo20 orybnukogaHusi Ha3eaHHO20
®edepanbHO20 3aKOHa

Cm. mekcm dacmu 8 rpedbidywel pedakyuu



2. B cny4asx, npegyCMOTpPeHHbIX YacTblo 1 HacToswen ctatbu, JOMNycKaeTcsl BBO3 B
Poccuinckyto  ®epiepaumio  nNekapCTBEHHbIX nNpenapaToB, He 3apermcTtpupoBaHHbIX B
Poccuinckon ®egepaunn.

MHdopmaumsa 06 namMeHeHusx:

®edepanbHbiM 3akoHomM om 6 Oekabps 2011e. N 409-®3 e vacmb 3 cmambu 50
Hacmoswezo ®edeparibHO20 3aKOHa BHECEHbl U3MEHEHUsl, ecmyrnaruwue 8 cusy o
ucmeyeHuu mpuouyamu OHel rocne OHSA ochuyuaibHo20 orybnukogaHusi Ha3eaHHO20
®edeparsibHO20 3aKOHa

CmMm. mekcm 4yacmu 8 rpeodbiOywel pedakyuu

3. JlekapcTBeHHble npenapaTbl, MNpefHas3HayYeHHble ONA TYMaHUTapHOW MOMOLLN
(cogencTensa) MnNuM NOMOLLUM MNPU  Ype3Bbl4aWHbLIX CUTyauusax, BBO3ATCA B Poccuinckyto
depgepaumo B rnopsiake, yctaHoBneHHom [paButenbctBoM Poccuiickon ®depepaumn.
3anpelwaeTtcsa BBo3 B Poccunckyro degepaumio He3aperMcTtpupoBaHHbIX feKapCTBEHHbIX
npenapaToB, NpegHa3HayYeHHbIX A9 ryMaHUTapHOW NOMOLLM (CO4ENCTBUA) UMM MOMOLLN NpKU
YypesBblYalrHbIX CUTYaUUsX.
FTAPAHT:

CM. kommeHTapumn Kk ctaTbe 50 HacToswwero ®efepansbHOro 3akoHa

Cratba 51. CoTpyaHudectBo beaeparnbHOro opraHa MWCMNOSIHUTENBHOW BRacTw,
YNOHOMOYEHHOro B 0611aCTM TaMOXEHHOro Aena, u Apyrmx ynosIHOMOYEHHbIX
denepanbHbIX OpraHoB UCMOMHUTESTBLHOW BNacTu

1. YNonHoMo4eHHble peaepanbHble opraHbl UCMONMHUTENBHOM BNacTy NpegoCTaBnsaoT

B pacnopshkeHne deaepanbHOro opraHa MWCMOMHUTENbHOW BRNAacTW, YMNOSIHOMOYEHHOro B
obnacTn TamMOXEeHHOro Aerna, rocygapCTBEHHbIA PeecTp NEKapCTBEHHbIX CPEACTB, a Takke
WHOPMAaUUIO O BblAAHHbIX paspeLlleHnax Ha BBO3 KOHKPETHOW MNapTUM NeKapCTBEHHbIX
CpeacTB B ChnyvasiX, YCTAHOBMEHHbIX 4YacTbio 3 ctatbu 47 Hactosiwero denepanbHOro
3aKoHa.

MHdopmauumsa 06 nameHeHusx:

@eldeparibHbiM 3akoHoM om 6 Oekabpss 2011 2. N 409-®3 & uvacmb 2 cmambu 51
Hacmosiweeo @edepasibHO20 3aKOHa BHECeHbl U3MEHEeHUsl, ecmyrnarujue 8 cusly o
ucmeyeHuu mpuouyamu OHel rocne OHSA oghuyuabHo20 ornybnukogaHusi Ha38aHHO20
@eldeparibHO20 3aKoHa

CmMm. mekcm 4acmu 8 rpeodbidyweli pedakyuu
2. ®epepanbHbli OpraH MCMNOSHUTENBHOW BNACTW, YMOMHOMOYEHHbLIM B obracTtu

TaMOXEHHOro fena, WHQopMMpyeT yKasaHHble B 4actu 1 HacTosilwen craTbu
YNONHOMOY€EHHbIE hefeparibHble OpraHbl UCMOMHUTENBbHON BRacTh O BBO3€ NEKapCTBEHHbIX
cpenctB B Poccuiickyto defgepauumio M BbiBO3€ JleKapCTBEHHbIX cpencTtB u3 Poccumnckon
depepaumm no opme n B nopsgke, KOTopble yCTaHOBMEHbI [1paButenscTtBoM Poccuimckon
depepauymn.

FTAPAHT:

CM. kKommeHTapum k ctatbe 51 HacTosiwero ®egepanbHOro 3akoHa

MnaBa 10. ®apmaueBTUYEeCKan AeATENIbHOCTb

FAPAHT:
CwMm. ®epepanbHyto Uernesy nporpammy "Passutue cdapmaueBTUYecKon U MeguLMHCKON
npombiwieHHocTn Poccuinckon Pepepauumn Ha nepuogn o 2020 roga v ganbHenLWwyro
nepcrnekTusy", yTBepXAeHHy nocTtaHoBrieHem [lpasutensctBa P® ot 17 deBpans



2011 r. N 91

Cwm. CrpaTteruto pa3sutus hapmaueBTM4eckon npombinieHHoctn PO Ha nepuoa go 2020
r., YTBEPXOEHHY0 npunkazom MuHnpomTopra Poccum ot 23 oktabps 2009 r. N 965

CraTtbsa 52. OcyuwecTBneHne gapmaleBTUYECKON AEATENBHOCTM

MHdopmauumsa 06 nameHeHusx:

®eldeparibHbIM 3akoHOM om 25 Hosibpss 2013 2. N 317-©3 e yacmb 1 cmambu 52
Hacmosiwe2o ®edepasibHO20 3aKOHa BHECEHbI U3MEHEHUS

CmMm. mekcm 4acmu 8 rpeodbidyweli pedakyuu

1. ®apmaueBTnyeckas [eATEeNbHOCTb OCYLWECTBSAETCS OpraHM3auusimm OrTOBOW
TOProBfn nekapcTBEHHbIMW CpPeAcTBaMM, anTeYHbIMM OpraHM3aunsmMu, BeTepuHapHbIMK
anTeYHbIMM  OpraHM3auusMu, MHAMBMAYANbHbIMM  NPeanpUHUMAaTENaMKU,  MMEKLWUMN
NUUEH3NI0  Ha (apMaueBTUYECKyl OeATEeNbHOCTb, MEAUUMHCKMMM  OpraHn3aumsimu,
UMEKLNMM NULEH3NI0 Ha dapMaueBTUYECKYD [OeATEeNnbHOCTb, M UX 060CcOBNeHHbIMU
nogpasgeneHuamm (ambynatopusamu, Qenbawepckumn 1 - denbalepcKo-akyLwepcKkumm
nyHKTamn, uUeHTpammn (oToeneHnsamu) obwen BpadebHOM (CEMENHOM) NPaKTUKNM),
pPacnosioXXeHHbIMU B CESNbCKMX HAaCENeHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYHT anTeuYHble
opraHuMsaumn, W  BETEPUHAPHbIMW  OpraHu3auuMsiMi,  UMEKLMMU  JIULEH3NI0  Ha
(hapmaueBTUYECKYO OeATENbHOCTb.
FTAPAHT:

Cwm. lMonoxeHne O nuUeH3npoBaHUM apMaueBTUYECKON OeATEeNbHOCTU, YTBEPXKOAEHHOE
noctaHosneHnem MNpasutensctea PP ot 22 pekabps 2011 r. N 1081

CM. meToamyeckue ykasaHuUs MO OCYLLECTBIIEHUO OpraHamMy rocyfapCTBEHHOW BriacTu
cybbektoB P® nepefaHHbix nosiHOMouMin P® no nuueH3mpoBaHuO apMaueBTUYEeCKOn
NeATenbHOCTN, YyTBepXAeHHble rnpukasoMm MwuH3gpascoupassutus Poccum o1 6 UKOHS
2008 r. N 263H

MHdopmauumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHOM om 27 urons 2010 e. N 192-@3 yvacmb 2 cmambu 52 Hacmosiueao
®edeparibHO20 3aKOHa U3r10KeHa 8 Hogou pedakuuu

CmM. mekcm 4acmu 8 rpeodbidyweli pedakyuu
2. ®duanyeckne nuvua MOryT OCYLLUECTBMATb (hapMaueBTUYECKYD AEATEeNbHOCTb Mpu

HanMuMM BbICLLEro wnNu cpegHero apmaueBTnyeckoro obpasoBaHuss M cepTudumkarta
crneuvanucTa, BbICLLEro WM cpefHero BeTepuHapHOro obpasoBaHWA W cepTudukaTta
cneumnanucTa, a Takke BbICLLErO UM cpeaHero MeguumHCKoro obpasoBaHus, cepTtudukarta
crneuvanicTa u OONOSHUTENbHOro npodeccnoHanbHoro obpasoBaHUs B 4acTu PO3HUYHOM
TOProBNN feKapCTBEHHbIMM MpenapaTtamuM Npyu ycnoeBun ux paboTbl B 060COBGNEHHbIX
nogpasgeneHnax MeanunMHCKUX OpraHn3auuni, ykasaHHbIX B 4acTi 1 HAcCTOSsILLEN CTaTbMW.

FAPAHT:

CM. koMMeHTapumn K ctaTbe 52 HacToswero ®egepanbHOro 3akoHa

Cratbsa 53. lNpopaxa, nepegava NeKapCcTBEHHbIX CPeACTB OpraHn3aumamMm OnNTOBOM
TOProBfn NekapCTBEHHbIMU CPeaCTBaAMM
OpraHnsayum ornToBOM TOProBfN FIEKAapCTBEHHBIMU CpeaCcTBaMy MOMYT OCYLLECTBIATb
npogaxy  JNeEeKapCTBEHHbIX CpPeacTB WM nepegaBatb WX B YCTAHOBSIEHHOM
3akoHogaTtenbcTBoM Poccuiickon ®egepaunmn nopsigke:
1) opyrMm opraHnsauumsmM onToBOW TOProBMv fIEKAPCTBEHHbIMU CPEeACTBAMM;



2) npou3BOOMTENAM  JIEKAPCTBEHHbIX CPeACcTB And  uenen  npousBOACTBa
NeKapCTBEHHbIX CPEACTB;

3) anTeyYHbIM OpraHM3aumsiMm 1 BETEPUHAPHbBIM anTe4YHbIM OpraHn3aunsam;

4) HaydHO-UccnegoBaTeNnbCKMM  OpraHmM3aumMsiM  Onsi  HaydHo-uccnegoBaTenbCKom
paboTbl;

5) NHONBMAOYaNbHbIM npeanpvHMMaTensm, nMerLwmm NULEH3NIO Ha
hapmaLeBTUYECKYI0 OeATENBHOCTb UM NMNLEH3NI0 HAa MEOVULMVHCKYO AEATENbHOCTb;

6) MeguLUMHCKMM OpraHM3aumsmM, BeTepuHapHbIM OpraHM3aumsim;

7) opraHMsaumsiM, OCYLLECTBNAOLWMM pa3BedeHne, BblpallMBaHUe U copepxaHue
XXNBOTHBbIX.

FAPAHT:

CM. kKoMMeHTapumn K cTaTbe 53 HacTosLwero ®efepansHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edeparibHbiM 3akoHoM om 22 0ekabps 2014 2. N 429-03 e cmambro 54 Hacmosuwezo
®edepanbHO20 3aKOHa 8HECEHbI USMEHEHUS, scmynarouwue 6 cuny ¢ 1 urons 2015 e.

Cm. mekem cmamaeu 8 rnpedbidywed pedakyuu
CraTtbs 54. [NpaBuna onToBOW TOProsnn nNekapcTBEHHbIMU cpeacTBaMum
OnToBas TOprosns neKkapcTBEeHHbIMU cpeacTBamu ocyLlecTBnsaeTca
NPOU3BOAUTENSAMU  JIEKAPCTBEHHbLIX CPEeACTB W OpraHu3aumMsiMu  ONTOBOW  TOProBnu
NeKapCTBEHHbIMU CpeAcTBaMU MO NpasBuiam Hagnexawien ANCTPUBLIOTOPCKOM MPaKTUKU U
npaBuvnaM Hagnexawen npakTuKu XpaHeHWd W NepeBO3KU JleKapCTBEHHbIX npenapaTos,
YyTBEPXAEHHbIM  COOTBETCTBYHOLUMMM  YNOSTHOMOYEHHbIMU  dbefeparnbHbIMM  OpraHamm
NCMONHUTESTbHOW BracTu.
FTAPAHT:

O6 o0CcObBeHHOCTSAX MNpogaXu JfeKapCTBEHHbIX MpenapaTtoB W U3genun MeguLMHCKOro
Ha3Ha4yeHunsa cM. noctaHoeneHue lMNpasutensctea 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:

®edepanbHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-©3 e yacmb 1 cmambu 55
Hacmosiujeeo ®edeparibHO20 3aKOHa 8HECEHbI U3MEHeHUs, scmyrnarowjue 8 cusy ¢ 1 urns
2015 e.

Cm. mekcm dacmu e rpedbidywel pedakyuu

1. PoO3HMYHass TOproBnsa neKapCcTBEHHbIMW MpenapataMy B KONMMYECTBaX,
HeobXxoauMbIX AN BbINONHEHUS BpadebHbIX (penballepCknx) Ha3HaYeHUM N HasHayeHun
cneuvManicToB B 06nacTm BeTEpUHAPUKM, OCYLLECTBASIETCHA anTedHbiMyY  OpraHv3aumsmu,
BETEPUHAPHBbIMM  anTEeYHbIMKU OpraHu3aunsaMu, WHAUMBUAOYANbHbIMU NpeanpuHUMaTENSMHU,
UMELWUMM  JIMUEH3NI0  Ha  dapMaueBTUYECKYD  AeATEeNbHOCTb,  MEeAULUHCKUMM
opraHuMsaumsamMm, WUMEKLLMMU JIULEH3NI0 Ha (apMaueBTUYECKYID AEATENbHOCTb, U UX
060Cco6neHHbIMK noapasgeneHnamm (ambynatopuamu, denbaLepckumm n
denbalepCcKo-aKyLWepCkUMM  NyHKTaMK, LUeHTpamu (oTaeneHusamn) obuwen BpayvyebHon
(cemenHon) MNpakTUKK), PacrnoONOXEHHbIMU B CEeNbCKUX HacCeSleHHbIX MyHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeudHble oOpraHusauuu, M BeTEepuMHApPHbIMU OpraHM3aumamu, UMeLUMn
NULEH3MI0 Ha hapMaLeBTUYECKY0 OeATeNnbHOCTb. PaspelueHa po3HMYHast TOProerst TOMbKO
NeKapCTBEHHbIMW npenapaTtaMmn, 3apernctpypoBaHHbiMuM B Poccuinckon degepaumm mnu
N3roTOBIEHHLIMWN anTEYHbIMM OPraHM3aunamMmn, BETEPUHAPHBIMU anTeYHbIMU OpraHn3aunsamMu,



NHOMBUAYaNbHLIMU MpeanpUHUMaTENSaIMU, UMELWMMN NIMLEH3NI0 Ha (apMaueBTUYECKYH
AeaTenbHOCTb. PO3HWYHaA TOProBns NekapCTBEHHbIMW MpenapaTamMu OCyLLeCTBASEeTCa Mo
npaBMnaM  Hagnexawien anTeyHoOW  NpakTUKW,  YTBEPXOEHHbIM  YNOSTHOMOYEHHbIM
deaepanbHbIM OpPraHOM UCNOSHUTENBHOW BracTu.

FTAPAHT:

Cm. [llopagok  oTnycka  NekapCcTBEHHbIX  CPeacTB,  YTBEPXAEHHbIN  MpUKasoMm
MwuH3sgpascoupa3ssutna Poccum ot 14 gekabpsa 2005 r. N 785

MHdopmaumsa 06 nameHeHusx:

@eldeparibHbIM 3akoHOM om 25 Hosibpss 2013 2. N 317-@3 e yacmb 2 cmambu 55
Hacmosiwe2o ®edepasibHO20 3aKOHa BHECEHbI U3MEHEHUS

CmM. mekcm 4acmu 8 rpeodbidyweli pedakyuu

2. Buabl anTeyHbIX opraHmsauum 1 npaeuna oTnycka fiekapCTBEHHbIX NpenapaToB Ans
MeaMLMHCKOro NPUMEHEHNS anTeYyHbIMM opraHusauusamu, NHANBMAOYaNbHBIMN
npegnpuHMMaTensMn, UMEKLWUMN JIMUEH3NI0 Ha (apMaLeBTUYECKYID AEeATENbHOCTb, a
TaKke npasBuna OTMyCcKa NeKapCTBEHHbIX MpenapaTtoB Ana MeaUMUMHCKOro NpUMEHEeHUs
MEANUNHCKAMM  OpraHmsauusiMM,  UMEKLWUMM  JIMUEH3NIO  Ha  (papMaueBTUYECKYH
AEeATenbHOCTb, U X 060cobneHHbIMK Nnogpa3geneHmamm (ambynatopuamm, enbawepCcKMMm
N enbawepcko-akyLEePCKUMN MyHKTaMK, LeHTpamu (oTaeneHusamn) obuien BpadebHon
(cemenHon) NpakTUKK), PacrnoONOXEHHbIMU B CEeNbCKUX HacCeSleHHbIX MyHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTe4yHble OpraHu3auum, YTBEpPXKOalTCA YNOSHOMOYEHHbIM deaepanbHbIM
OpraHoOM WCMOMHUTENBbHON BNacTu.

3. [lpaBuna oTnycka HapKOTUYECKNUX CPeacTB U MNCUXOTPOMHbIX  BELLEeCTB,
3aperncTpupoBaHHbIX B KAYeCTBE NEeKapCTBEHHbIX NpenapaToB, NIeKapCTBEHHbIX NpenapaTos,
cogepxalmx HapkoTMYeckMe CcpeactBa UM MCUXOTPOMHbIE BELWeCTBa, YTBEpXAarTca
YNONHOMOY€EHHbIM beaepanbHbIM OpraHoM WCMNOMIHUTENbHOW BMAAacTU MO COrnacoBaHUiO C
degepanbHbIM - OpraHoOM  UCMONHUTENbHOW  BaCTW, OCYLIECTBASAWNM  YHKUMK  NO
BblpaboTKe rocyaapCTBEHHOM MOMUTUKN, HOPMATMBHO-NPABOBOMY PEryNIMPOBaHUIO, KOHTPOSIO
N Haps3opy B cepe ob6opoTa HAPKOTUYECKMX CPEACTB, MCUXOTPOMHbLIX BELLECTB U WX
NPEeKypcopoB, a Takke B 06nactn npoTMBOAENCTBUS X HE3AKOHHOMY 060pOTY.

4. JlekapCTBEHHble NpenapaTtbl AN BETEPMHAPHOro NPUMEHEHNSA nognexaT OTMyCKy
BETEPUHAPHbIMX  anTEYHbIMW  OpraHM3auusiMu, BETEPUHAPHBbIMX  OpraHM3auusMu,
NHOMBUAYANbHLIMU NPeAnpUHUMATENSAMU, UMEKLWMMN JIMLEH3NI0 Ha (apmMaueBTUYECKYHO
aedarenbHocTb. [lpaBuna oOTnycka feKapCTBEHHbIX npenapaTtoB ANns  BETEPUMHapPHOro
NPUMEHEHNS YTBEPXKOAKTCA YNOSTHOMOYEHHbIM heaeparnbHbiM OpraHoM WUCMONHUTESNTbHON
BNacTu.

MHdopmaumsa 06 nameHeHusx:

®edeparibHbiM 3aKkoHOM om 25 Hosibps 2013 2. N 317-®3 e yacmb 5 cmambu 55
Hacmosiwezao PedeparibHO20 3aKOHa 8HECEHbI U3MEHEHUS

Cm. mekem dyacmu 8 rpedbidywel pedakyuu

5. MepeyeHb MEOVUMHCKNX  OpraHu3auumn, NMELWNX  JNIULEH3NI0 Ha
dapmaueBTUYECKYD OEATENbHOCTb, MU UX 060CcObBNeHHbIX nogpasgeneHun (ambynatopun,
denbawepcknx u  penbawepcko-akyLepckux MNyHKTOB, LEHTPOB (OTAeneHun) oobuwen
BpayebHOM (CEMENHOWN) MpPaKTUKK), PaCMOSIOXKEHHbIX B CENbCKMX HaCEeNeHHbIX MyHKTax, B
KOTOpPbIX OTCYTCTBYIOT anTedHble opraHMsaumm, a Takke nepevyeHb JfeKapCTBEHHbIX
npenapaToB (3a UCKMOYEHNEM HAPKOTMYECKUX NeKapCTBEHHbIX NPenapaToB N NCUXOTPOMHbIX
NEeKapCTBEHHbIX MpenapaToB), NpoAaxa KOTOPbIX MOXET OCYLEeCTBNATLCA YKa3aHHbIMN
opraHusaunamn n ux obocobneHHbIMM noapasfeneHnsaMu, YCTaHaBnMBalTCA oOpraHamu



NCNONHUTENbHOW BracTn cybbekToB Poccurckon ®epepauuu.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHOM om 25 Hosibps 2013 e. N 317-®3 vacmb 6 cmambu 55
Hacmosweao PedepasibHO20 3aKOHa U3/1oXeHa 8 HoeoU pedaKkyuu

CmMm. mekcm 4yacmu 8 rpeodbiOywel pedakyuu
6. ANTe4yHble oOpraHusauuu, WHOuBUAYyalnbHble nNpeanpuHUMaTenn, uMetoLmne
NULEH3NI0 Ha hapMaLEeBTUYECKYI0 AeATeNbHOCTb, 00a3aHbl obecnevnBaTb YTBEPXKAEHHbIN
MpaBsutenbctBoM Poccuiickon denepaumm n oopmMupyemMbi B YCTAHOBNEHHOM UM MOpsiake
MUHMMaIbHbLI ACCOPTUMEHT JIEKAPCTBEHHbLIX MpPenapaTtoB, HEOOXOAMMbLIX ONA OKa3aHus
MeOMLIMHCKON MOMOLLN.

MHdopmaumsa 06 nameHeHusx:

®edepanbHbiM 3akoHOM om 25 Hosibpss 2013 2. N 317-©3 e yacmb 7 cmambu 55
Hacmosiuje2o @edepasibHO20 3aKOHa 8HECEHbI USMEHEHUS

CmM. mekcm 4acmu 8 rpeodbidyweli pedakyuu

7. AnTeyHble opraHv3auuMu, uMHAMBMAyanbHble NpeanpuHUMaTenu, uMerowme
NLEH3MIO HAa hapMaLeBTUYECKY0 AEATENbHOCTb, HApsiAy C NeKapCTBEHHbIMM NpenapaTtamm
UMEKT npaBo npuobpeTatb M NpodaBaTb MeAWUMHCKME u3genuvs, AesvHduumpyowme
cpeacTBa, nNpegMeTbl U CPeAcTBa JIMMHOW TUIMMEHbl, nocyay Ans MeOuUMHCKUX Lenew,
npeameTbl U CpeacTBa, NpeaHasHadeHHble Ans yxoda 3a 60MbHbIMW, HOBOPOXAEHHBIMU U
AeTbMW, He OOCTUrIMMM BO3pacTa Tpex NeT, OYKOBYK OMTUKY M CpeacTBa yxoda 3a Hewn,
MUHepanbHble BOAbl, MNPOAYKTbl ne4yebHOro, [EeTCKOro W  ANETUYEeCKOro MUTaHus,
Ononornyeckn akTuBHbIE 4OOaBKM, NapdoMepPHbLIE U KOCMETUYECKNE CPeaCcTBa, MeAULMHCKNE
N CaHUTapHO-NPOCBETUTENbHbIE MEeYaTHble M3OaHus, nNpefHas3HavyeHHble ANA nponaraHabl
300poBoro obpasa XXuUsHu.

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHom om 13 urona 20152, N 262-©3 e yacmb 8 cmambu 55
Hacmosuwez2o ®edeparibHO20 3aKOHa BHECEHbl U3MEHeHusl, ecmyrnarouwue e cuny ¢ 1
saHeaps 2016 a.

CmMm. mekcm 4acmu 8 rpeobidyweli pedakyuu
8. [eaTenbHOCTb anTeudHblX opraHusdaumni BoopyxeHHbix Cun  Poccuiickon

degepaumn, Opyrux BOWCK, BOUHCKMX (OPMWUPOBAHUM W  OpPraHoB, B  KOTOPbIX
3akoHopatenoctBoM Poccunckon depepaumm  npegycMOTPEHO  MPOXOXOEHWE BOEHHOW
cnyx6bl unu degepanbHON rocygapCTBEHHON ChyXbbl, CBA3aHHOW C NPaBOOXPaHUTENbHOM
AEeATeNnbHOCTbIO, pernameHTupyeTca Hactoawmm degepanbHbIM 3aKOHOM U YTBEPXKOEHHBIMU
COOTBETCTBYHOLWMMUN defepanbHbiMU OpraHaMn UCMOSHUTENBHON BNacTu MOMOXEHUSMN.
KoHTponb 3a cobniogeHnem ykasaHHbIMM  anTeYHbIMW  OPraHM3aumsaMn  NOJTIOKEHUN
HacToswero degepanbHOro 3akOHa OCYLLECTBAAETCS COOTBETCTBYWOWUMU dreaepanbHbIMU
opraHamu UCMOMHUTENbHOW BNacTu.

FTAPAHT:

CM. KoMMeHTapumn K cTaTbe 55 HacToswwero ®efepansHOro 3akoHa

CraTtbs 56. MI3rotoBneHne 1 oTnyck fIekapCTBEHHbIX NpenapaTos
FTAPAHT:

Cwm. EgnHble npaBuna ogopMeHns NekapcTs, NPUroTOBIISIEMbIX B @anTEYHbIX YYpPEeXOEHUSX
(NpeanpuaTUAX) pasnuuHbIX OPM COOGCTBEHHOCTU, YTBEpPXAEHHble MwuHUCTEPCTBOM
3apaBooxpaHeHus PO ot 24 wionsa 1997 r.

1. W3roToBneHne nekapCTBEHHbIX nMpenapaTtoB anTeYHbIMWU  OpraHu3aunamu,
BETEPUHAPHBbIMM  anTEeYHbIMW OpraHM3aunsaMu, WHAUMBUAYANbHbIMU NpeanpuHUMaTENSMHU,



UMEKLWNMM  JNIMLEH3NIO Ha dapMaueBTUYECKYylD OeATenbHOCTb, OCYyLWecTBAgeTcs o
peuentaMm Ha IekapCTBeHHbIe npenapaTbl, N0 TpeboBaHWAM MEOULUHCKUX OpraHusauumn,
BETEPUHAPHbIX OpraHM3aunn B COOTBETCTBUM C MpaBusiamMy W3FOTOBMEHUS W  OTNycka
NIeKapCTBEHHbIX MpenapaToB, YTBEPXAEHHbIMU YMNOSTHOMOYEHHbIM doefdeparnbHbiM OpraHoMm
WUCMONTHUTENbHOW BNacTu.

2. lMpn n3roToBNEHUM neKapCTBEHHbIX MpenapaTtoB anTeYHbIMXM OpraHu3aumsamu,
BETEPUHAPHBLIMU  anTeYHbIMU  OpraHusaunamMu, WHAMBMAOYanNbHbIMU npeanpuHUMaTEensSMu,
UMELMMN  NINLEH3UIO Ha  dapmaueBTMYECKYID  OEATENbHOCTD, NCnonb3yrTcs
(hapmaueBTUYeckme CyobCcTaHLUMuK, BKITOYEHHbIE COOTBETCTBEHHO B rOCYAapCTBEHHbLIN peecTp
NEKapCTBEHHbIX CPEeACTB ANA MEAULMHCKOrO MNPUMEHEHUA W TOCYAApPCTBEHHLIN peecTp
NeKapCTBEHHbIX CPeaCTB Af1 BEeTepUHapHOro NpUMeHeHus B YCTaHOBIIEHHOM nopsgke. He
AOMNycKaeTcs W3roTOBMEHWE anTeYyHbIMU OpraHM3aumsamu, BeTEepPUMHAPHbIMU  anTeYHbIMU
opraHvsaumamMu, UWHAMBMAOYaNbHbIMU  NpegnpuHMMaTenaMn, UMEKLMMU  JIMLEH3UI0  Ha
dapmaueBTUYECKYID OEATENbHOCTb, FIEKAPCTBEHHbIX MNpenapaToB, 3aperncTpUMpoOBaHHbLIX B
Poccuinckon ®egepaunn.

3. MapknpoBka nekapCTBEHHbIX MpPenapaTtoB,  W3rOTOBMEHHbIX  anTeYHbIMU
opraHuMsaumamMu, BeTepuHapHbIMW  anTeYyHbIMW  OpraHu3auusMn,  UHOMBUAYaSTbHbIMU
npegnpuHMMaTens M, UMEKLWUMN JIMUEH3NI0 Ha apMaLeBTUYECKYIO OEATENbHOCTb, U
odhopMsieHMe Takmx npenapaToB LOMMKHbI COOTBETCTBOBATbL NpaBuiaMm, ykasaHHbIM B YacTtu 1
HacTosALEN cTaTbu.

4. AnTeyHble opraHM3auuun, BeTepUHapHbIE anTeyHble opraHnsauumn, MHaMBMAyanbHble
npegnpuHMMaTeny, MMerLWme NULEH3NI0 Ha (apMaueBTUYECKYHD AEATENbHOCTb, HECyT
OTBETCTBEHHOCTb 3a HecobnogeHue npaBun WU3roTOBNEHUS M OTMNyCKa feKapCTBEHHbIX
npenapaTtoB B COOTBETCTBUN C 3aKoHOoAaTenbCTBOM Poccunckon denepauum.

FAPAHT:

CM. koMMeHTapumn K ctaTbe 56 HacToswero ®efgepanbHOro 3akoHa

CraTtbsa 57. 3anpewieHre npogaxu anbCcuuLMpPOBaHHbIX NEKapCTBEHHbIX CPeacTB,
HeJobpoKaYeCTBEHHbIX NeKapCTBEHHbIX CpPeacTs, KOHTpadaKTHbIX
neKapCTBEHHbIX CPeacTB

Mpopaxa danbCudULMpPOBaHHbIX NEKAPCTBEHHbLIX CPEenCcTB, HeAoOpOKayYeCTBEHHbIX

neKapCTBEHHbIX CPeACTB, KOHTPA(aKTHbIX SleKapCTBEHHbIX CPeACTB 3anpeLlaeTcs.
FTAPAHT:

CM. KommeHTapum Kk ctatbe 57 HacTosiero ®egepanbHOro 3akoHa

CraTtbsa 58. XpaHeHue nekapcTBEHHbIX CPeaCTB

MHdopmaumsa 06 nameHeHusx:

®edeparibHbIM 3akoHOM om 22 okmsibpss 2014 e. N 313-©3 e wacmb 1 cmambu 58
Hacmosiweao @edepanibHO20 3aKOHa BHECeHbl U3MEHEeHUsl, ecmyrnaruue 8 cusy o
ucmeyeHuu mpudyamu OHel rocrie OHSA ochuyuasibHo20 orybnukogaHusi Ha3eaHHO20
®edepanbHO20 3aKOHa

Cm. mekem dacmu 8 rpedbidywel pedakyuu
1. XpaHeHve rneKapCTBEHHbIX CpPeACTB  OCYLWeCTBNseTcs  Mnpou3BoguTensamu
NeKapCTBEHHbIX CPeaCTB, OpraHn3aumnsiMm ONTOBOW TOProBN NeKapCTBEHHbIMU CpeacTBamu,
anTeyYHbIMU opraHuMsaumnamu, BeTEPUHAPHbLIMM anTeYHbIMK opraHuMsaumnamu,
MHOVBMAYanbHbIMU NpeanpuHUMaTENaMM, UMEKLWUMU NUUEH3NI0 Ha (hapmaueBTUYecKyto
OEATeNbHOCTE  UAW  NIUUEH3UK  Ha  MEOUUMHCKYK  OeATEeNnbHOCTb,  MeAULUHCKUMMU
opraHusauunsamu, BETEPUHAPHbIMX  OpraHmMs3aumMsMm M UHbIMW  OpraHM3auusMu,



OCYLLEeCTBNAWNUMN  obpalleHne FneKapCTBEHHbIX CpeacTB. XpaHeHue nekapCTBEeHHbIX
CpeactB  Ona  BETEepUHaApHOro  MNPUMEHEHUS  OpraHM3auusiMM U UHOMBUAYaNbHbIMU
npegnpuHMMaTensMmn B criydasax, ecrii OHU UCMNOSNb3YHTCA UCKNIYUTENbHO NpWU pasBedeHuu,
BblpalLMBaHUN, COAEPXKAHUM U NIEYEHNN XKMBOTHLIX, MOXET OCYLLECTBNATLCA ©6€3 nonyyeHus
NMUEH3nn Ha bapmaLeBTUYECKYIO OesATeNbHOCTb.

2. lNpaBuvna xpaHeHusi NeKapCTBEHHbIX CPEACTB YTBEPXKOAKTCA COOTBETCTBYHLLMM
YNOSTHOMOY€EHHbIM dhefiepanbHbIM OPraHoOM UCMONHUTESNTbHOW BiacTu.

3. XpaHeHne HapKOTUYECKNX NIEKAPCTBEHHbLIX CPEACTB, NCUXOTPONMHbIX JIEKAPCTBEHHbLIX
cpenctBs,  pagvodhapmMaueBTUYECKUX — NIeKapCTBEHHbIX  CPeACTB  OCYLLEeCTBMSeTCH B
COOTBETCTBUM C 3akoHogaTeNnLcTBOM Poccuinckon deaepaumn.

FAPAHT:

O mMepax no ynyyweHuto ydeTa, XpaHeHus!, BbIMUCbIBAHNSA U UCMOSTb30BaHNSA HAPKOTUYECKNX
CpPeaCTB M NCUXOTPONHbIX BeWwecTB cM. npuka3 MuHsgpasa PO ot 12 Hos6ps 1997 r. N 330

CM. KommeHTapum k ctatbe 58 HacTosiero ®egepanbHOro 3akoHa

MHdopmauumsa 06 nameHeHusx:

@eldeparibHbIM 3akoHOM om 25 Odekabpsi 2012 2. N 262-®3 enasa 10 Hacmosiwezo
®eldeparnbHo20 3akoHa doriosiHeHa cmameel 58.1, ecmynarowel 8 cusny Mo ucmeyeHuu
cma eocbmudecsmu OHel rocne OHA oguuuanbHo20 onybrnukosaHusi Ha38aHHO20
®edeparnibHO20 3aKOHa

Cratba 58.1. [lpeaMeTHO-KONMYECTBEHHbIA Y4YeT JieKapCTBEHHbIX CPeacTB Ans

MEANLMHCKOro NpUMEHEHMNS

1. NepeyeHb nekapcTBEHHbLIX CPEACTB ANt MEOULMHCKOINO NPUMEHEHNS, Noanexalumx
NPeAMETHO-KONIMYECTBEHHOMY  YYeTy, YTBEepXAaeTCca YMNONMHOMOYEHHbIM dbeaeparnbHbIM
OpraHoOM UCMONHUTESTbHOW BRacTu.

2. [Nopsaok BKAKOYEHUSI NEKAPCTBEHHbIX CPEeACTB ANs MEeOAMLUMHCKOrO NMPUMEHEHUs B
nepeyvyeHb JEKapCTBEHHbIX CPeAcTB AN9  MEeOUUMHCKOro NPUMEHEHUS, noanexalumx
NPeAMETHO-KONIMYECTBEHHOMY YYeTy, YCTaHaBNMBaETCs YMNOMHOMOYEHHbIM dheaepanbHbIM
OpraHOM  UCMONHUTENBbHOW BflaCTM NO  COrfacoBaHUK C  defepanbHbiM  OpraHoM
MCNONMHUTENBHOM BacTW, OCYLLUECTBAALWMM (YHKLMM MO BblpaboTke rocyaapCTBEHHOM
NONNUTUKN, HOPMATUBHO-NPABOBOMY PErynMpoOBaHMIO, KOHTPOSMIO 1 Haa30py B cdepe obopoTa
HapKOTUYECKNX CPeacTB, MCUXOTPOMHbIX BELLECTB M UX MPEKYpPCOpOB, a Takke B obnactu
NPOTUBOOENCTBUSA NX HE3AKOHHOMY 0DOpOTY.

3. lMpeamMeTHO-KONNUYECTBEHHbLIN Yy4eT NeKapCTBEHHbIX CPEeACTB ANS MeAULMHCKOro
NPUMEHEHNsS BeOyT NPOU3BOAMTENN FEKAPCTBEHHbIX CPeACTB, OpraHuM3auum OnTOBOM
TOProBNN NEeKapCTBEHHbIMM CpPeACTBaMu, anTeuvHble OpraHv3auuu, WHAMBUAOYanbHble
npegnpuHMMmaTeny, WMelwme JnUUEH3N0 Ha dapMaueBTUYECKYD OeATEeNbHOCTb UMK
MNLEH3NIO0 Ha MEOULMHCKYIO OEATENbHOCTb, U MEANLMHCKNE OpraHn3aumm, OCyLLeCcTBAIOLNe
obpalleHne nekapCTBEHHbIX CPeacTB AN MEOULMHCKOrO NMPUMEHEeHUs, NyTeM perncrpaumm
nobbIX CBA3aHHbIX C UX obpalieHnemM onepaunin, Npu KOTOPbIX N3MEHAETCHA UX KONIMYECTBO U
(nnun) cocTosiHMe, B crneuumanbsHbIX XypHanax yyeTa onepauumn, CBA3aHHbIX C obpalleHnem
NeKapCTBEHHbIX CPEACTB ANA MeaMLUMHCKOro NpUMeHeHns (aanee - cneumarnbHble XypHanbl).

4. [lpaBuna perncrtpauum onepauun, CBA3aHHbIX C OOpalleHMEeM NeKapCTBEHHbIX
CcpeacTB Anst MEAULMHCKOrO NPUMEHEHUS, BKITHOYEHHbIX B NEPEYEHb JIEKAPCTBEHHbIX CPEACTB
ANs MEeAULMHCKOrO MpUMEHEeHUs, nognexawunx npeamMmeTHO-KONMYECTBEHHOMY Y4YeTy, B
crneuvanbHbIX JKypHanmax W rnpasBuna BeAEHUS W XpaHEeHUs CcneuunarnbHbIX XKypHanos
YyTBEPXKOAKTCSA YNONHOMOYEHHbLIM (heaeparnbHbiM OPraHoOM UCNOSTHUTENBHOW BNACTW.

5. KoHTponb 3a cobniogeHvem npasBui perncTpauum onepaumi, CBSI3aHHbIX C
obpalleHnemM neKkapCTBEHHbIX CPeAcTB ANA MEeAMUUHCKOrO MNPUMEHEHUS, BKIOYEHHbIX B



nepeyeHb JeKapCTBEHHbIX CPeAcTB ANA  MEOUUWHCKOrO MPUMEHEHMs, noAanexalinx
NPeaMETHO-KONIMYECTBEHHOMY Y4YeTY, B CreumarnbHbIX XXypHanax, a Takke 3a cobnogeHnem
NpaBun BEAEHUS N XpaHEHUsI cneumnanbHbIX XYpHarioB BO3faraeTcs Ha YNOSIHOMOYEHHbIEe
denepanbHble OpraHbl WUCMOSHUTENbBHOM BRactM W OpraHbl  UCMOSNHUTENBbHOW BNacTu
cybbekToB Poccunckon ®Pepepaumn, ocywecTBAAOWME JMUEH3UPOBAHNE MNPOU3BOACTBA
NeKapCTBEHHbIX CpeacTB, hapMaLeBTUYECKON AEATENBHOCTM U MEOULMHCKON AEATENbHOCTH,
N OCYLLLECTBNSIETCS B pamMKaX NIMLEH3MOHHOIO KOHTPOSS.
FTAPAHT:

CmMm. kommeHTapum k ctatbe 58.1 HacTosiwero PegepanbHOro 3akoHa

MmaBa 11. YHU4YTOXeHue nekapcTBeHHbIX CPeACTB

CraTtbsa 59. OcHOoBaHUA N NOPALOK YHNUTOXEHUS SIeKapCTBEHHbIX CPeacTB

MHdopmaumsa 06 nameHeHusx:

®eldeparibHbIM 3aKkoHoM om 22 Oekabpsi 2014 2. N 429-©3 & yacmb 1 cmambu 59
Hacmosiweao PedeparsibHO20 3aKOHa BHECEHbI U3MEHEHUs], ecmynatouwue 8 cusy ¢ 1 urns
2015 e.

CmMm. mekcm 4acmu 8 rpeobidyweli pedakyuu
1. HepoOpokadecTBEHHble fleKapCTBEHHble CpeacTtBa, danbCcudnUnpoBaHHbIE
NeKapCTBEHHbIE CpeacTBa noanexar M3bATUI0 U3 0BpalleHns U YHUUTOXEHUIO B ropsake,
ycTaHoBneHHoM [NpasuTtensctBom Poccuinckon denepaumm. OCHOBaHMEM ANS YHUUTOXEHUS
neKapCTBEHHbIX CPEeACTB SABMSAETCSH pelleHne Bnagernbla nekapCTBEeHHbIX CPeacTB, peLleHne
COOTBETCTBYHOLLErO YNOMHOMOYEHHOro heaepanbHOro opraHa MCMNOMHUTENBHOW BNacTu unu
pelleHuve cyaa.

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHomM om 22 Oekabps 2014 e. N 429-®3 8 wacmb 2 cmambu 59
Hacmosiweao ®edepasribHO20 3aKOHa BHECEHbI U3SMEHEeHUs, scmynaruwue 8 cusry ¢ 1 urns
2015 a.

CmMm. mekcm 4acmu 8 rpeodbidyweli pedakyuu

2. KoHTpadhakTHble nekapCTBEHHbIE CpPeacTBa Noanexar U3bsATUI0 13 obpalleHnsa m
YHUYTOXEHUIO MO pelleHnto cyaa. [1opsaaok YHUYTOXKEHUS KOHTPadakTHbIX JIeKapCTBEHHbIX
cpenacTs ycTaHasnmBaeTtcs [NpaButensctBoM Poccunckon denepauum.

3. Pacxogabl, CBA3aHHbIE C YHUHMTOXEHMEM KOHTpad)akTHbIX JIeKapCTBEHHbIX CPeacTB,
He[OoOpOKaYeCTBEHHbIX JIEKAPCTBEHHbBIX CPeAcTB, (hanbCcMdUUMPOBAHHbBIX NEKAaPCTBEHHbIX
CpeacTB, BO3MELLAOTCA UX BNagesbLemM.

4. Bnagenew nekapCcTBEHHbIX CPEACTB AOMMKEH MpPeAcTaBuUTb B YMNONTHOMOYEHHbIN
dhefepanbHbI OpraH UCNOSTHUTENBHOW BIACTU AOKYMEHT USM 3aBEPEHHYI0 B YCTAHOBNIEHHOM
nopsagke ero Konuw, noaTeepxaarowme oakT YHUITOXKEHNS NTEKAaPCTBEHHbIX CPEACTB.

5. CoOTBETCTBYIOLWNA YMNONHOMOYEHHbLIN defepanbHbli  OpraH  UCNOSTHUTENBHOWN
BNacTu, NPUHSABLLUMA pelleHne 06 YHUYTOXEHUM NEeKapCTBEHHbIX CPEACTB, OCYLLUECTBMSET
KOHTPOSb 32 UX YHUYTOXEHUEM.

6. YHUUTOXEHNE NEeKapCTBEHHbIX CPEACTB NPOM3BOAUTCSA OpraHn3aumsiMn, MMerLMMn
COOTBETCTBYHOLLYIO NMULEH3MIO, Ha crneunanbHO 06opyaoBaHHbIX Nfowagkax, nosiMroHax u B
cneumnanbHO 060pyaOBaHHbIX MOMELLEHUAX ¢ cobnogeHmem TpeboBaHui B 0611acTy oxpaHbl
OKpYy)XatoLlen cpebl B COOTBETCTBUU C 3akoHodaTensctsoM Poccunckon degepaumn.

7. HapkoTudeckme nekapCTBEHHblE CpPEACTBa, MNCUXOTPOMHbIE JIEKAPCTBEHHbIE
cpenctBa, paguodapMaueBTUYECKME  JIeKapCTBEHHble  CpPeAcTBa  YHUYTOXAKTCA B
COOTBETCTBUM C 3akoHogaTeNnLcTBoM Poccuinckon deaepaumn.



FAPAHT:
CM. KommeHTapum K ctatbe 59 HacTosiwero ®egepanbHOro 3akoHa

MnaBa 12. locypapcTBeHHOE perynmpoBaHue LieH Ha fleKapCTBeHHbIe npenapaTbl Ans
MeAULIMHCKOro npuMeHeHus

Cratba 60. ocygapcTBeHHOE perynupoBaHMe LIeH Ha fekapCTBEHHble npenaparhbl
ANst MeOULMHCKOrO NpUMeHeHUs!
FocynapcCTBEHHOE perynMpoBaHMe LeH Ha JeKapCTBeHHble npenapaTtbl  Ans
MeANLIMHCKOro NPUMEHEHNSsI OCYLLLECTBNSIETCSA NOCPEACTBOM:

MHdopmaums 06 usmeHeHusix:

@eldeparibHbIM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 nyHkm 1 cmamsu 60
Hacmosiweao ®edepasibHO20 3aKOHa U3/I0XKeH 8 HOBoU pedakyuu, ecmynaruwed e cuny ¢ 1
urons 2015 a.

CmMm. mekcm riyHkma e rpedbidywed pedakuyuu

1) ytBepxaeHus [lpaButenbctBOoM Poccuickon degepaumm nNepeyvHst XKU3HEHHO
HeobXoOMMbIX W BaXXHEWLUMX FEKapCTBEHHbIX NpenapaTtoB, KOTOpbIA CopMupoBaH B
YCT@HOBMEHHOM UM MOpPsKE HA OCHOBE KOMMMEKCHOM OLEHKU NeKapCTBEHHbIX MpenapaTos,
BKIOYas aHanM3 CBe4EHUN O CPABHUTENTbHON KIMMHNYECKON 3PPEKTUBHOCTU 1 6E30NaCHOCTU
NEKapCTBEHHOrO  CpPeAcTBa,  OLEHKY  3KOHOMMYECKMX  MOCNeAcTBUMA  NMPUMEHEHUS
NeKapCTBEHHOro CcpeactBa W U3ydeHWe OOMOMHUTESbHBbIX NOCNeaCTBUA  MPUMEHEHUS
nleKkapCTBEHHOro CpeacTBa;

MHdopmauumsa 06 nameHeHusx:

@eldeparibHbIM 3aKkoHOM om 22 Oekabpsi 2014 2. N 429-©3 e nyHkm 2 cmambu 60
Hacmosiweeo PedepasibHO20 3aKOHa BHECEHbI U3MEeHeHUs, scmynaruwue 8 cusny ¢ 1 utrns
2015 a.

Cm. mekem riyHKma 8 rnpeobioywel pedakuuu

2) yTBEPXOEHUS METOAMKM YCTAHOBMEHUS NPOU3BOAUTENAMMU  JIEKapCTBEHHbIX
npenapaToB MNpeaeribHbIX OTMYCKHbIX LlEeH Ha feKapCTBEHHble MpenapaTtbl, BKAOYEHHbIE B
nepeyveHb XU3HEHHO HeOoOXOAUMBbIX M BaXKHEMLWUMX NEKaApCTBEHHLIX MpenapaTtoB, a Takke
BHEAPEHNS MEXaHN3MOB (DOPMUPOBAHUS CUCTEMbI PEPEPEHTHBIX LIEH;

3) rocynapCTBEHHOM perncTpanmm yCTaHOBIIEHHbIX MPOM3BOAUTENAMMU NIEKapCTBEHHbIX
npenapaToB NpeferibHbIX OTMYCKHbIX LlEeH Ha fleKapCTBEHHble MpenapaTtbl, BKAOYEHHbIE B
nepeYveHb XXN3HEHHO HEOOXOOMMBIX U BaXXHENLLMX NIEKAPCTBEHHbLIX NPenapaTos;

4) BegeHunsa rocygapCTBEHHOIO peecTtpa npeaenbHbiX OTMNYCKHbIX LIEH NPOM3BOANTENEN
Ha NEeKapCTBEHHble npenapaTbl, BKOYEHHbIE B MNEPEYEHb XU3HEHHO HEOOXOAUMbBIX W
Ba)KHENLLNX NEeKapCTBEHHbIX NpenapaTos;

5) yTBepXOeHua MeToAMKM YCTAHOBMEHUSI OpraHamMu WCMOMHUTENbHOM BRactu
cybbektoB Poccuiickon ®Pefepaummn npedenibHbIX  pa3MepoB  ONTOBbIX HaabaBok U
npeAenbHbIX pasMepoB  PO3HUYHBIX HagbaBoOK K (PakTUYECKMM  OTMYCKHbIM  LieHam,
YCT@HOBMEHHbIM  MPOM3BOAUTENAMU JIEKAPCTBEHHbLIX MNpenapaToB, Ha JeKapCTBEHHbIE
npenapaTtbl, BKMOYEHHbIE B MEPEYEHb KU3HEHHO HEOoOXOoOMMbIX W BaXKHEWLUNX
NeKapCTBEHHbIX NpenapaTos.;

6) ycTaHOBNEHUN npeesbHbIX pa3smepoB ONTOBbIX HAA0aBOK 1 NpeAenbHbIX pa3MepoB
PO3HUYHbIX HaABaBOK K hakTUYECKUM OTMNYCKHbIM LieHaM, YCTaHOBIEHHbIM NPOM3BOANTENSAMU
NEeKapCTBEHHbIX MpenapaToB, Ha NEKapCTBEHHblIE Npenapartbl, BKMIOYEHHbIE B MEPEYEHb
XWN3HEHHO HEOOXOOUMBbIX N BaXKHENLLUNX NEKAPCTBEHHbIX NPenapaTos;

7) yTBEpPXAEHMA MNOopsaka Bbldayu nNpeanucaHuii opraHaMm MUCMNOMHUTENBHOW BNacTu



cybbekToB Poccurickon degepaumm 0 npuBegeHMM B COOTBETCTBME C 3aKOHOAATENLCTBOM
Poccunckon depepauum pelweHnin o6 yCTaHOBMEHUW NpedenbHbIX pPas3MepoB OMNTOBbLIX
HagbaBoK M NpederibHbIX pa3mMepoB PO3HUYHbLIX HA40aBOK K (DaKTUYECKMM OTNYCKHbIM LieHaM,
YCTAHOBMEHHbIM MPOM3BOAUTENSAMU NEKapCTBEHHbIX MpenapaToB, Ha JfleKapCTBEHHble
npenapaTbl, BKMOYEHHblE B MNepevYeHb XU3HEHHO HEeoOXoOMMbIX U BaXKHEWLWnX
NEeKapCTBEHHbIX MpenapaToB, €CNM OHW MNPUHATbI C  HapyLlleHWeM 3akoHogaTenbCTBa
Poccunckon depgepaumn, B nopsgke, ycTtaHoBreHHoMm [lpaButensctBoMm Poccuinckon
depepaumm;

8) HanpaBneHust YyNosIHOMOYeHHbIM dhefeparnbHbiM OPraHoOM UCMOMHUTENBLHOW BlacTu
opraHam wucnonHutTenoHon Bnactn cybvektoB Poccuiickon ®Pepepaunm npegnucaHnin o
npuBedeHUM B COOTBETCTBME C 3akoHogaTenbCcTBoM Poccuickon dPepepauumn NpUHATBIX C
HapyleHnem 3akoHogaTtenbctBa Poccunckon ®Pepepauumn peweHurn 06 yCTaHOBNEHUU
npegenbHbIX pa3MepoB ONTOBbIX HA40aBOK 1 NpeAesibHbIX pa3MepoB PO3HUYHbLIX Hag0aBoOK K
LleHaM Ha nekapCTBEHHble npenapaTbl, BKNIOYEHHbIE B NepeYeHb XXU3HEHHO HEOBXOaUMbIX U
BaXXHENLUNX NIeKapCTBEHHbIX NpenapaTos;

MHdopmaumsa 06 namMeHeHusx:

®edepanbHbiM 3akoHom om 25 uroHs 2012 2. N 93-03 nyHkm 9 cmambu 60 Hacmosiueao
®edeparsibHO20 3aKOHa U3/10)KeH 8 Ho8oU pedakuuu

CmM. mekcm riyHkma e rnpedbidywed pedakyuu
9) ocywecTBneHus enepanbHOro rocygapCTBEHHOrO Haa3opa B cepe obpalleHus
NEKapCTBEHHbIX CPEACTB U PErmoHanbHOro rocygapCTBEHHOIO KOHTPONS 3a MPUMEHEHWEM
LEeH Ha nekapCTBEHHble npenapaTtbl COOTBETCTBEHHO YMOSHOMOYEHHbIMU heaeparnbHbIMU
opraHamu WCMNOSIHUTENBbHOW BNAcTM W OpraHamu WUCMNOSTHUTENbHOW BacTn CyObLEKTOB
Poccuiickon  ®depepaumm  cornacHo MX  KOMNETEHUMW B MNopsake, YCTaHOBIIEHHOM
MpaButenbctesom Poccumrckon denepaumm;
10) NpuymeHeHuss NpefyCMOTPEHHbIX 3akoHodaTenbCcTBOM Poccunckon Pepepauunm
MEep OTBETCTBEHHOCTM 3a HapyleHne nopsgka UueHoobpasoBaHWA Ha  XKU3HEHHO
HeobxoaMMble 1 BaXKHENLLIME NeKapCTBEHHbIE NpenapaTbl.
FTAPAHT:

CmMm. kommeHTapum k ctatbe 60 HacTosiero ®egepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

@eldeparibHbIiM 3akoHoM om 8 mapma 2015e. N 34-©3 HaumeHosaHue cmambu 61
Hacmosiujeeo ®edeparsibHO20 3aKOHa U3/10XKeHO 8 HO8oU pedaKkyuu, ecmynaroujel 8 cusny ¢
1 urons 2015 a.

Cm. mekcm HaumeHogaHus 8 npeodbidywel pedakyuu
Cratba 61. [ocygapcTBeHHas peructpauusi ycTaHaBfvMBaeMbIX MPOU3BOAUTENSMA
NeKapCTBEHHbIX NpenapaToB npeaernbHbIX OTNYCKHbIX LEeH Ha fieKapCTBEHHbIEe
npenapaTbl, BKIOYEHHbIE B NepeYyeHb XU3HEHHO HEODXOOMMbIX U BaXKHENLLUNX
NeKapCTBEHHbIX NpenapaTos

MHdopmaums 06 usmeHeHusix:

®edeparibHbiM 3akoHoM om 8 mapma 2015 e. N 34-03 yvacmb 1 cmambu 61 Hacmoswezo
®edeparnibHO20 3aKOHa U3/IOXeHa 8 HoeoU pedaKkyuu, ecmynarowed e cuny ¢ 1 urons
2015 e.

CmMm. mekcm 4yacmu 8 rpeodbiOywel pedakyuu
1. YcTaHaBnMBaeMble NPOU3BOOAMTENSAMM NEKAPCTBEHHbIX MpenapaTtoB npeaenbHble
OTNYCKHble LEHbl Ha NeKapCTBEHHble MpenapaTbl, BKIHOYEHHbIE B MNepeveHb XU3HEHHO
HeobXoOMMbIX M BaKHEWMLMX FNEeKapCTBEHHbIX MNpenapaToB, NoAnexaT rocyaapCTBEHHON



peructpauum B nopsiake, yctaHosrneHHoMm NpaButensctBom Poccuiickon ®eagepauuu.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHoM om 8 mapma 2015 e. N 34-03 yacme 2 cmambu 61 Hacmosiw,eao
®eldepalribHO20 3aKOHa U3/I0XeHa 8 Hoeou pedakyuu, ecmyraroweu e cuny ¢ 1 urns
2015 a.

CmMm. mekcm Yyacmu 8 rpeodbiOywieli pedakyuu
2. Ha ocHoBaHun nogaHHoro Ao 1 oktabpsa Kaaoro roga 3asiBfieHust Npon3BoanTens
NeKapCTBEHHbIX MpenapaToB, BKMIOYEHHbIX B MEPeYEeHb >KU3HEHHO HeobXoaAUMbIX W
BaXXHENLUNX NeKapCTBEHHbIX NpenapaToB, 3aperncTpupoBaHHas npegeribHas oTnyckHas ueHa
Ha nekapCcTBEHHbIM npenapaT MoXeT OblTb nepeperncTpupoBaHa oguH pa3 B KaneHgapHOM
rogy B riopsiake, ycraHoBneHHoMm NpasutensctBomM Poccuinckon denepaumn.
2.1. Ytpatuna cuny ¢ 1 uona 2015 .

MHdopmaumsa 06 nameHeHusx:

Cm. mekem yacmu 2.1 cmambu 61
2.2. Ytpatuna cuny ¢ 1 uonga 2015 r.

MHdopmaumsa 06 nameHeHusx:
Cm. mekem yacmu 2.2 cmambu 61

®edeparnbHbiM 3akoHoM om 8 mapma 2015 e. N 34-03 yacmb 3 cmambu 61 Hacmosuwezo
®eldepalribHO20 3aKOHa U3/I0XeHa 8 Hoeou pedakyuu, ecmyraroweu e cuny ¢ 1 ukns
2015 a.

CmMm. mekcm Yyacmu 8 rpeodbiOywieli pedakyuu

3. Pac4yeT npegenbHbIX OTNYCKHbIX LEH, YKa3aHHbIX B YacTax 1 1 2 HacToALWen cTaTby,
Npu WX TrOCYyAApCTBEHHOM perucTpauum wunuv nepeperucrpauum  OcyLlecTBnsieTca B
COOTBETCTBUM C MeToauKOW, yTBepxaeHHon [lpasutenbctBom Poccuinckon degepauum u
yYnTbIBaOLLEN, B YACTHOCTMU:

1) cobniogeHne 6GanaHca MHTEpecoB nNOTpebutenen nekapcTBEHHbLIX NpenapaTos,
BKIMIOYEHHbIX B MEpPeYeHb XKU3HEHHO HEeOOXOAUMbBbIX W BaXHEWULINX FleKapCTBEHHbIX
npenapaToB, M NPOU3BOAUTENEN NEKApPCTBEHHbLIX MPENapaToB, BKMOYEHHbIX B MEpPEYEHb
XXU3HEHHO HEOBXOOUMBbIX N BaXKHENLLUNX NEKAPCTBEHHbIX NpenapaTos;

2) akTMyecKyto OTMYCKHYK LIEHY Ha eKkapCTBEHHble npenapartbl B Poccuimnckon
depepaummn, LeHy BBO3a flekapCTBEHHbIX NpenapaTtoB B Poccurckyto Pepepauunio, a takke
LeHbl Ha aHarnornmyHble IeKapCTBEHHbIE npenapaTbl, Haxoasdwmecss B obpalleHun B
Poccuinckon ®egepaunu;

3) 3arpatbl Npou3BOOMTENSA JEKApCTBEHHOrOo nMpenaparta Ha NpoM3BOACTBO W
peanu3aunio nekapCcTBEHHOro npenapara;

4) uUeHy Ha feKapCTBEHHbIN npenapaT MHOCTPAHHOINO MPOM3BOACTBA, €ro LEHYy B
CTpaHe Npou3BOAUTENS M B CTpaHax, B KOTOPbIX npenapaTt 3aperucTtpupoBaH u (Mnu) B
KOTOpble NOCTaBNSIETCA NHOCTPAHHBIM NPON3BOAUTENEM.

FAPAHT:

Cm. MeToaunky yCTaHOBMEHMS MPOM3BOAUTENAMM NEKAPCTBEHHbIX NpenapaToB npeaeribHbIX
OTNYCKHbIX LEH Ha NeKapCTBEHHble MpenapaTbl, BKIOYEHHblE B MEpPeYeHb XXU3HEHHO
HEODOXOAMMBIX W BaXKHEWLUMX JIEKAapCTBEHHbIX MNpPenapaTtoB, YTBEPXOEHHYK MNpPUKa3oM
MwuHuncTepcTBa 30paBOOXpaHEHNst U coumnanbHoro pas3sutua PO n degepanbHon cnyxoObl No
Tapudam ot 3 Hos16psa 2010 r. N 961H/527-a

MHdopmaums 06 usmeHeHusix:

®edeparbHbiM 3akoHoM om 8 mapma 2015e. N 34-@3 cmambss 61 Hacmoswezo
®edeparnbHo20 3aKoHa dorosiIHeHa Yacmabio 4, ecmynarouwel e cuny ¢ 1 urons 2015 e.
4. He ponyckatoTcs peanu3aumsa n oTnycK NeKkapCcTBEHHbIX NpenapaToB, BKMHOYEHHbIX B



nepeyvyeHb XU3HEHHO HEOOXOOMMBIX U BaXKHENLLMX JIeKapCTBEHHbIX NpenapaToB, Ha KOTopble
NpoOV3BOOMTENSAMM  JeKapCTBEHHbIX MNpenapaTtoB He 3aperncrpupoBaHa npeaenbHas
OTNYCKHasa UeHa, peanusauusi U OTNYCK NPOU3BOAUTENSIMU JIEKapCTBEHHbIX npenapaToB Mo
LeHaMm, MpeBbllalWwmM  3aperncTpupoBaHHble NpedenbHble  OTMYCKHble LUeHbl Ha
fnekapCTBEHHble npenapaTbl, a Takke peanusaumsa M OTNYCK NleKapCTBEHHbIX MnpenapaTos
opraHusauusamMn OnTOBOW TOProBfvM M PO3HUYHOW TOPrOBfW fEKapCTBEHHbIMU NpenapaTtamu
MO LieHaM, YPOBEHb KOTOPbLIX C y4eTOM npedenbHOM OMNTOBOM HaabaBkm WM npeaesribHon
PO3HUYHON HaabaBkM NpeBbIaeT pasmep PakTUYECKON OTNYCKHOM LiEHbI.

MHdopmaums 06 usmeHeHusx:

®edeparbHbiM 3akoHoM om 8 wmapma 2015e. N 34-©3 cmambss 61 Hacmoswezo
®edepanbHo20 3aKoHa 0oriofIHeHa Yacmbko 5, ecmynarouwed e cuny ¢ 16 mapma 2015 e.

5. OcobeHHOCTM rocyaapCTBEHHOIO PEryniMpoBaHns NpederibHbIX OTMYCKHbIX LIEH Ha
NeKapCTBEHHbIE npenapaTtbl, BKMAOYEHHbIE B MNEPEYEHb XU3HEHHO HEeOobXOOMMbLIX WU
BaXHENLWUNX JIEKAPCTBEHHbIX MpPenapaTtoB, B 3aBMCUMOCTU OT 3KOHOMMUMYECKUX U (Unn)
coumarnbHbIX KpuTepueB (M3MEHeHWe YCMoBWUA, nopsaka WM CTOMMOCTM NPOW3BOACTBA
NEKapCTBEHHbIX MpenapaToB, MWCMNOMb30BaHNWE HOBLIX OPM, METOOOB M crnocobos
rocy4apCTBEHHOIO perynnmpoBaHusa LEeH Ha feKapCTBEHHble npenapaTtbl, B TOM 4ucne Ha
OCHOBE MexaHu3Ma pedepeHTHOro ueHoobpa3oBaHNA, W3MEHEHW MNOpsiAka OKasaHus
MeANLNHCKOM MOMOLLU, U MHblE U3MEHEeHUs1) ycTaHaBnuaatkTcs [NpaButenscTtBoM Poccnmnckon
depepaumn.

FAPAHT:

CM. koMMeHTapumn K cTaTbe 61 HacToswwero ®efepansHOro 3akoHa

CraTtbsa 62. [OCyaapCTBEHHLIN peecTp NpeaesnbHbIX OTMYCKHbIX LIEeH Npon3BoauTenemn
Ha JleKkapCTBEHHble MpenapaTtbl, BKMAOYEHHbIE B MNEpPeYeHb KU3HEHHO
HEOBX0OMMBbIX U BaXXHEWNLLMX JIEKAaPCTBEHHbIX NpenapaTos
1. 3apernctpupoBaHHble nMpefesibHble OTMYCKHble LUeHbl Ha feKapCTBEHHble
npenapaTbl, BKMOYEHHbIE B MNEpPeYEeHb KU3HEHHO HEOoOXOoOMMbIX U BaXKHEWLnX
NeKapCTBEHHbLIX MpenapartoB, Mogfexar BKAKYEHUK B  rOCYAAapCTBEHHLIM — peecTp
npegenbHbIX OTAYCKHbIX LEeH NpoM3BOAUTENEN HA NeKapCTBEHHbIE npenaparbl, BKAOYEHHbIE
B MEPEYEHb XXN3HEHHO HEOBXOOMMBIX U BaXKHENLLMX NEKapCTBEHHbLIX NpenapaToB.
2. [ocypoapCTBeHHbIM peecTp npedesibHbIX OTMNYCKHbIX LEeH npousBoguTenen Ha
NEeKapCTBEHHbIE MNpenapatbl, BKMOYEHHbIE B MNEPEYEHb XKU3HEHHO HEOoOXOAUMLIX W
BaXKHENLUNX NIEKapCTBEHHbIX NpenapaToB, COAEPXKNT B cebe creayoLLyto MHopMaumio:

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHoM om 22 dekabps 2014 e. N 429-®3 nyHkm 1 yacmu 2 cmambu 62
Hacmosiwe2o @edepasibHO20 3aKOHa U3/I0XKeH 8 HoeoU pedakyuu, ecmynarouwed e cusny ¢ 1
urons 2015 a.

Cm. mekem riyHKma 8 rnpeobioyuwel pedakuuu
1) HaumeHOBaHWe [epxaTens unv Bnagenbua PerncTpaumoHHOro YyAOCTOBEpeHUs
NeKkapcTBEHHOro npenapara, HaMMeHOBaHWe NPOU3BOAUTENSA JleKapCTBEHHOro npenapara,
MECTO HaxOoXAeHNA NPOU3BOLCTBEHHbIX MMOLWAA0K, y4acTBYOLWNX B Npouecce Npon3BoacTea
nekapcTBEHHOro npenapaTta, C ykazaHueM ctagumn npowecca Npon3BoacTBa;

MHdopmaumsa 06 nameHeHusx:

®edeparsibHbIM 3akoHOM om 22 Oekabpsi 2014 2. N 429-®3 e nyHkm 2 yacmu 2 cmambu 62
Hacmosiweeo PedepasibHO20 3aKOHa BHECEHbI U3MEeHeHUsi, scmynarouwue 8 cusny ¢ 1 ukrns
2015 a.

Cm. mekem riyHKma 8 rnpeobidywel pedakuuu



2) HaMMeHoBaHME NeKapCTBEHHOro npenaparta (MexayHapoaHoe HernaTeHTOBaHHOoe,
UNK rpynnUMpoBOYHOE, UM XMMUYECKOE U TOProBOe HanMeHOoBaHNS);
3) Homep perMcTpauUMoHHOro yAOCTOBEPEHNS NIEKapCTBEHHOrO Npenapara;

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbIM 3akoHOM om 22 dekabps 2014 e. N 429-®3 e nyHkm 4 yacmu 2 cmambu 62
Hacmosiweao PedepasibHO20 3aKOHa 8HECEHbI U3MeHeHUs, ecmynarouwjue 8 cusny ¢ 1 urons
2015 e.

Cm. mekcm nyHkma e rnpedbidywed pedakuuu
4) nekapCTBeHHasa (popma C yKkasaHMEeM [O3VMPOBKU JIeKapCTBEHHOro npenapaTa u ero
KonmyecTBa BO BTOPUYHON (NOTPEBUTENBCKON) yNakoBKe, a TakkKe KOMMNIIEKTHOCTb;
5) 3apeructpmpoBaHHada npeaenbHas oTnyckHas LeHa B pybnsx;

MHdopmaumsa 06 nameHeHusx:

®edeparibHbIM 3akoHoM om 22 dekabps 2014 e. 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 pedakuuu
6) AaTa n HomMep npukKasa yrnosIHOMOYEHHOro dpefepanbHOro opraHa UCNOSTHUTENBHOWN
BNacTu 0 rocygapCTBEHHOW pernctpauuun, nepeperucrpaumm npegesibHon oTnyCcKHOW LeHbl Ha
NeKapCTBEHHbIN Npenapar, BKIIYEHHbIN B NEpeYeHb XNU3HEHHO HEOBXOOUMbBIX N BaXKHENLLMX
neKkapCTBEHHbIX NpenapaTos;

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHoM om 22 0ekabps 2014 a. N 429-©3 yacmb 2 cmambu 62
Hacmosiweao ®edeparsibHo20 3akoHa OoroJsiHeHa ryHKmom 7, ecmyrnarowum 8 cusy ¢ 1
urorns 2015 a.

7) LWTPMXOBOW KOA, HAHECEHHbIM Ha BTOPUYHYHO (MOTPEBUTENBCKYHD) YNakoBKY
NeKkapCTBEHHOro npenaparTa;

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHoM om 22 0ekabps 2014 a. N 429-©3 yacmb 2 cmambu 62
Hacmosiweao ®edeparsibHo20 3akoHa doriosiHeHa rnyHkmom 8, ecmynatowum 6 cusy ¢ 1
urons 2015 a.

8) Kog nekapCTBEHHOro npenapata MO aHaTOMO-TepaneBTUYECKO-XMMNYECKON
Knaccuukaummn, pekomeHgoBaHHoOM BceMmnpHom opraHmsaumen 3gpaBooXpaHeHus.

3. locypapcTBeHHasa perncrpaums npegenbHbIX OTNYCKHbIX LEH Ha FEKapCTBEHHbIE
npenapaTbl, BKMOYEHHbIE B MNEpPeYeHb >KMU3HEHHO HEOoOXOAUMbBbIX W BaXXHEMLUX
NeKapCTBEHHbIX NpenapaToB, BeAEHME roCy4apCTBEHHOIO peectpa NpeaesibHbIX OTMYCKHbIX
LeH Npou3BoAUTENEN Ha JfleKapCTBEHHbIE NpenapaThbl, BKAOYEHHbIE B NepeyYeHb XU3HEHHO
HEoOXoOMMbIX U BaXXHEMLUMX FNEKAaPCTBEHHbIX NpenapaToB, OCYLLUECTBSKOTCA B MOPSAKE,
ycTaHoBneHHoM [paBuTtensctBoM Poccuickon degepauum.

FTAPAHT:

CMm. AOMuHUCTpaTMBHBIA  perniameHT MwuH3gpaBa Poccun no  npegocTaBrieHuEo
rocya4apCTBEHHOW YCNyrM No rocyaAapCTBEHHOW perncrpauum npeneribHblX OTMYCKHbIX LieH
Ha neKapCTBEHHble npenapatbl, BKAOYEHHbIE B MNepedYeHb >XM3HEHHO HeobXoguMbIX U
Ba)XXHENLUMX JIEKAPCTBEHHbIX MNpenapaToB, YTBEPXAEHHbIN npukazom MwuHuUCTepcTBa
3apaBooxpaHeHus ot 24 utonsa 2012 r. N 42H

CM. KoMmeHTapum K ctatbe 62 HacTosiero ®egepanbHOro 3akoHa

Cratba 63. YcraHoBNeHwe opraHamm WCNOMHUTENbHOM BRactm CyObekToB
Poccuinckon ®epepaummn npegenbHbiX pasmMepoB ONTOBbIX HanbaBoK WU



npenesribHbiX pa3mMmepoB PO3HUYHbIX HagbaBoK K (baKTI/I‘-IeCKI/IM OTNYCKHbIM
LeHaM, YyCTaHOBJIEHHbIM MPOU3BOOUTENIAMU NEKAPCTBEHHbIX MpenapartoB, Ha
JIeKapCTBEHHbIE MNMpenapaTtbl Anda MmeamumnHCKoro npmmeHeHums

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbivM 3akoHom om 13 urons 20152. N 241-©3 e yacmb 1 cmambu 63
Hacmosiweao ®edepasibHO20 3aKOHa 8HECEHbI USMEHEeHUSs

CmMm. mekcm 4yacmu 8 rpeodbiOywel pedakyuu

1. OpraHbl ucnonHuTenbHOM BRactu cybbektoB  Poccuiickon  Pepepauunm
yCTaHaBNMBalOT MpedenbHble pa3Mepbl OMNTOBbIX HaabaBOK W npefenbHble pasmepbl
PO3HUYHbIX HAA0aBOK K (PaKTUYECKMM OTNYCKHbIM LieHaM, YCTaHOBIIEHHbIM MPOM3BOAUTENAMM
NeKapCTBEHHbIX MpenapaToB, Ha NeKapCTBEHHble Mpenapartbl, BKIMIOYEHHblE B MepeYeHb
XMU3HEHHO HeObXOAMMbBIX U BaKHEWLWMX NeKapCTBEHHbIX MNpenapatoB, B COOTBETCTBUM C
yTBEpPXOEHHON B nopsake, ycrtaHoBneHHoMm [lpasutenbctBom Poccuickon ®degepaumn,
METOAMKOWN YCTaAHOBMNEHUSI OpraHaMm WCMOMHUTENbHOW Bractm cybbekToB Poccuinckon
depepaumm npeaenbHbIX pa3mMepoB ONTOBbIX HAA0aBOK M NpefenbHbIX Pa3MepPOB PO3HUYHBIX
HaabaBOK K (aKTUY4EeCKUM OTMYCKHbIM LEHaM, YCTaHOBMEHHbIM MPOM3BOAUTENAMM
NeKapCTBEHHbIX MpenapaToB, Ha NeKapCTBEHHble MpenapaTtbl, BKMIOYEHHblE B MepeYeHb
XM3HEHHO HEOOXOOUMbBIX M BaXHEWLLMX JleKapCTBEHHbIX npenapaTtoB. [1poekTbl peLleHuni
OpraHoB MCMNONHUTENBbHOM Bnactu cybbekToB Poccunckon depepaunm o6 ycTaHOBNEHUU U
(vnn) unameHeHnn npefenbHbIX pa3MepoB OMNTOBbIX Ha4baBOK M MNpefernbHbIX pa3mMepoB
PO3HWUYHbIX HAA0aBOK K (PaKTUYECKMM OTNYCKHbIM LieHaM, YCTaHOBIIEHHbIM MPOM3BOAUTENAMM
NeKapCTBEHHbIX MpenapaToB, Ha NneKapCTBEHHble MpenapaTtbl, BKMIOYEHHblE B MepeYeHb
XM3HEHHO HEeoOXOAMMbIX W  BaXHEWWMX JeKapCTBEHHbIX MpenapaTtoB, noanexar
cornacoBaHuio Cc degepanbHbiM  OpraHOM MCMOSTHUTENBHOW BRAacTW, YMNONHOMOYEHHbIM
OCYLLeCTBNATb NPaBOBOE perynupoBaHue B cdepe rocygapCTBEHHOrO perynimpoBaHus LiEH
(TapudpoB) Ha TOBapsbl (ycnyru), B nopsake, yctaHoBreHHoM [lpaButenscTBoM Poccuinckon
depepaumn.
FTAPAHT:

Cwm. lMpaBuna ycTtaHOBNEHUA npeferibHbIX pasMepoB OMTOBLIX U NpedesibHbIX pa3MepoB
PO3HUYHbIX HaabaBOK K akTUYECKMM OTMNYCKHbIM  LieHam Mpou3BOAUTENEN Ha
neKkapCTBEHHble MpenapaTbl, BKMAOYEHHbIE B MEpeYeHb XMU3HEHHO HEeOoOXOAUMbBIX U
BaXXHENLWNX  JIEKAapCTBEHHbIX  npenapatoB, B cybbektax P®, yTBepXaeHHble
noctaHoBneHuem lNpasutenbctea P® ot 29 oktsabpsa 2010 r. N 865
2. OpraHusauumm onToBOW TOProBnn 1 (MNKN) anTeyHble opraHu3aumu, UHANBUAYyasbHbIe
npegnpuHuMaTeny, WUMerLwmMe  JMUEH3UI0 Ha  (papMaueBTUYECKYID  OeATellbHOCTb,
OCYLLECTBNAT peanu3aumio  fneKkapCTBEHHbIX MNpenapaTtoB, BKMIOYEHHbIX B MNepeYeHb
XU3HEHHO HEeOOXOAMMBIX U BaKHEWLIMX NeKapCTBEHHbIX MpenapaToB, MO LUeHaMm, ypOBEHb
KOTOPbIX He npeBbllaeT CyMMy akTU4YeCKOM OTMNYCKHOW LeHbl, YCTaHOBJIEHHOM
NPOM3BOAMTENEM NEKAaPCTBEHHbIX NPenapaTtoB U He MpeBblalowen 3aperncTpupoBaHHON
npegenbHOM OTMYCKHOM LEHbl, N pa3Mep OMTOBOM Hagbasku M (Unn) pasmep PO3HUYHOW
HaabaBkW, He MpeBbllaloLWLe COOTBETCTBEHHO pasmepa npeaenbHOM ONTOBOWM HagbaBKu U
(nnun) pasmepa npefenbHOM PO3HUYHOW HagbaBKW, YCTAHOBMNEHHbIX B cybbekTe Poccumnckon
depepaumn.
3. OpraHbl cnonHUTenbHOM Bnactu cybbektoB Poccuinckon degepaunn pasmeLlaroT
B ceTn "MIHTepHeT" nnun onybnmkoBbLIBalOT MHpOPMaLNIO O 3aperMcTpupoBaHHON NpeaeribHON
OTNYCKHOW LEHe Ha neKapCTBEHHble npenapartbl, BKMOYEHHblE B MNepeyYeHb >XU3HEHHO
HeobXo4MMbIX N BaXHEWLNX NEeKapCTBEHHbIX npenapaTtoB, 06 YCTAHOBMEHHbLIX B CyObekTe
Poccunckon ®depepaummn pasmepe npefenbHoM ontoBouM Hagbaskm wn  (Mnun) pasmepe
npeaenbHOM PO3HUYHOM HanbaBKM K YCTAHOBIIEHHbIM MNPOWU3BOAUTENSMWU NEKapCTBEHHbIX



npenapaToB pakTUYECKUM OTMYCKHbIM LIeHaM Ha fiekapCTBEHHbIE npenapaTbl, BKIIOYEHHbIE B
nepeyeHb >XU3HEHHO HeOBXOAMMbBIX M BaXXHEWLWWMX JleKapCTBEHHbIX npenapaTtoB, n 06
yKazaHHOW B 4YacTym 2 HacTtoswen ctatbM cymme. WHdopmauus, npegycMoTpeHHas
HaCTOALLEN YacTblo, AOMMKHA pas3MeLLaTbCs Takke B anTeYHbIX OpraHuM3auusx B OOCTYMHON
ONs CBedeHWa BCeX 3aMHTepecoBaHHbIX nuy, gopmMe u O0BHOBRATLCA N0 Mepe ee
onyb6nMkoBaHus.

4. MNpuHATbIE C HapylweHueM 3akoHogaTenbcTBa Poccurckon degepaumm pelleHus
OpraHoB UCNONHUTENbHOM Briactun cybbekta Poccuinckon Pepepauum 06 ycTaHOBMEHMMU
npegenbHbIX pa3MepoB ONTOBbIX HA40aBOK U NpeAesibHbIX pa3MepoB PO3HUYHbLIX Hag0aBoOK K
3aperncTpupoBaHHbIM NpeaenbHbIM  OTMNYCKHbIM LEeHaM Ha JekapCTBEHHble npenapaTsl,
BKMIOYEHHbIE B MNEpeYeHb >KU3HEHHO HeoOXOOMMbIX W BaXXHEWLUMX FeKapCTBEHHbIX
npenapaToBs, NoanexaT oTMeHe B cyaebHOM nopsake.

FTAPAHT:

CM. kKoMMeHTapumn K cTaTbe 63 HacTosLwero ®efepansbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edeparibHbIiM 3aKoHOM om 22 Oekabps 2014 2. N 429-©3 e HaumeHogaHue enasbl 13
Hacmosiwezao PedeparibHO20 3aKOHa BHECEHbI U3MEHEHUSs, ecmynarouwue 8 cury ¢ 1 urns
2015 e.

CmM. mekcm HaumeHogaHUs 8 rpeobiOywel pedakyuu

Nnaea 13. MoHUTOpUHr 3chheKTUBHOCTU N 6e30NacHOCTU NeKapCTBEeHHbIX NpenaparTos,
Haxoaswmxca B obpaweHun B Poccunckon Pepgepaumm

MHdopmaumsa 06 nameHeHusx:

®eldeparibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-©3 cmambsi 64 Hacmosiwezao
®eldepanibHO20 3aKOHa U3/I0XeHa 8 HoeoU pedaKkyuu, ecmynarowed e cuny ¢ 1 urons
2015 e.

Cm. mekem cmamaeu 8 rnpedbidywed pedakyuu

Cratbsa 64. PapmakoHagsop

1. JlekapcTBeHHble npenapaTtbl, Haxogswwuecs B obOpaweHnn B Poccunckon
depgepaumm, nognexar MOHUTOPUHTY 3PIEKTUBHOCTM N BE30MacHOCTU B LIENSX BbISBIIEHUS
BO3MOXHbIX HErATMBHbIX NOCNEACTBUA UX NPUMEHEHNS, MHANBUOYANbHOW HENEPEHOCUMOCTH,
npegynpexneHnss MeguUMHCKUX paboTHUKOB, BETEPUMHAPHbBIX CNeunanucToB, NauneHToB nnm
BnagenbLeB XUBOTHbIX U UX 3aLlUTbl OT NPUMEHEHUSA TaKMX NIEKAPCTBEHHbIX NpenapaTos.

2. ®dapmakoHag3op — OCyWecTBASeTCss  COOTBETCTBYHLUMM  YNOSTHOMOYEHHbLIM
deaepanbHbIM OpPraHoM MWCMOSTHUTENBHOW BracTM B YCTAHOBMIEHHOM UM nopsgke nyTem
aHanmsa npegocrtaBngdemMon cydbbektammn obpalleHus nekapcTBeHHbIX CpeacTB MHpopmaumm
0 NOBOYHBbIX OENCTBUAX, HEXENATENbHbBIX PeakUumsax, CEPbE3HbIX HEXeNnaTernbHbIX peakumsix,
HenpeaBUAEHHbIX HeXenaTemnbHbIX peakunsax npy NpUMEHEeHU nekapCTBEHHbIX NpenapaTtos,
00 wHOMBMAOyanbHOW HENnepeHOCUMOCTU, OTCYTCTBUM IPPEKTUBHOCTM NEKAPCTBEHHbIX
npenapaToB, a Takke 06 MHbIX hakTax N 0BCTOATENLCTBAX, NPEACTaBASOWNX YIPO3Yy XKU3HU
Unn 300pOBLI0 YenoBeka NMBO KMBOTHOMO NMpUM NPUMEHEHNN NIEKAPCTBEHHbIX NpenapaToB U
BbIIBNEHHbIX Ha BCEeX 3Tanax oOpalleHus nekapCTBeHHbIX npenapatoB B Poccuinckon
denepaumm n gpyrnx rocygapcraax.

3. CyObekTbl oObpalleHus nekapCTBEeHHbIX CpeacTB B MNOpsAke, YCTaHOBIEHHOM
YNOSTHOMOY€EHHbIM beaeparibHbIM OPraHoOM MCMOSTHUTENBHOW BnacTn, 06sa3aHbl cooblaTh B
YNOSTHOMOYEHHbIM dhefepanbHbii OpraH UCMOMHUTESNTbHOW BNactu O NOBOYHbIX AENCTBUSX,
HeXxenaTenbHbIX peakuusiX, CEepbe3HbIX HeXenaTemnbHbIX peakumsax, HenpeaBuaEHHbIX



HeXenaTenbHbIX  peakumsax nNpu  MNPUMEHEHUM  NIEKAapCTBEHHbIX  npenapatoB, 0O
NHOMBUAYANbHOM  HEMEPEHOCMMOCTW,  OTCYTCTBUM  3(PPEKTUBHOCTU  NEKAPCTBEHHbIX
npenapaToB, a Takke 06 MHbIX hakTax N 0BCTOATENLCTBAX, NPEACTaBMASOWNX YIPO3Yy XKU3HU
NN 300pPOBLI0 YeroBeka NMbo XXMBOTHOMO NPU NPUMEHEHUN NIEKAPCTBEHHbBIX NPenapaToB U
BbIIBNEHHbIX Ha BCEexX 3Tanax oOpalleHus nekapCTBeHHbIX npenapatoB B Poccuinckon
denepaumm n gpyrnx rocygapcraax.

4. [epxaTtenu unu Bnagenblbl PerMcTpaumoHHbIX YOOCTOBEPEHUN NeKapCTBEHHbIX
npenapaToB, OpUOUYECKME NMUA, HA UMS KOTOPbIX BblAaHbl paspelleHus Ha NpoBedeHne
KNUHMYecknx nccnegosanum B Poccuinckon ®egepauum, nmbo ynosTHOMOYEHHbIE UMK Apyrue
lopuanyeckne nvua B pamkax obecneveHns 6e30MacHOCTU fEKapCTBEHHbIX MpenapaToB B
nopsgke, YCTaHOBMEHHOM COOTBETCTBYIOLWUM YMNOMHOMOYEHHbIM defeparnbHbiM  OpraHoM
MCMNONMHUTENBHON Bnactn, 06s3aHbl OCYLWECTBNATbL MpueM, y4yeT, obpaboTky, aHanu3 wu
XpaHeHne nocTynawLwmux B nx agpec ot cybbekToB obpalleHnss NekapCTBEHHbIX CPeacTB U
OpraHoB rocyaapCTBEHHOW BriacTu coobuweHnn O MOBOYHbIX AENCTBUSX, HEXenaTenbHbIX
peakumax, Cepbe3HblX HeXenaTenbHbIX U HenpeaBUOEHHbIX HeXenaTeribHbIX peakumsax npu
NPUMEHEHNN NEKAPCTBEHHbIX NpenapaToB, 06 0COBEHHOCTAX MX B3aMOLENCTBUSA C OPYIMMU
neKapCTBEeHHbIMM MpenapaTtamu, MHANMBUOYaNbHOW HEenepeHOCUMOCTW, a Takke 00 WHbIX
drakTax n 06CTOATENLCTBAX, NPEACTABNSAOLWNX YIPO3Yy XNU3HMU U 340POBbIO YernoBeka nmbo
XMBOTHOMO WUSIM BAUAIOLWNX HA U3MEHEHME OTHOLLUEHUS OXWOAeMOW Mofb3bl K BO3MOXHOMY
PUCKY NPUMEHEHMNS NNEKAPCTBEHHbIX NpenapaTos.

5. lpn BbigBNEHMN wunHGOPMALUM O Cepbe3HbIX HexenaTemnbHbIX peakuusx wu
HenpeaBUAEHHbIX HEXenaTenbHbIX peakunsax npu NpUMEHEHNN NEKAPCTBEHHbIX NpenapaTos,
00 O0COBEHHOCTAX WX B3aMMOOEUCTBUA C APYrMMU  NEeKapCTBEHHbIMM  MpenapaTtamu,
NHOMBUAYANbHOW HEMEpPeHOCMMOCTM, a Takke 00 uMHbIX aktax u obcToaTenbcTBax,
BNUSAIOWMX HA WU3MEHEHWE OTHOLUEHUS OXMO4AeMOW MONb3bl K BO3MOXHOMY  PUCKY
NMPUMEHEHNS NEKAPCTBEHHbIX NpenapaToB, AepXaTenu unu Bragenblbl PerncTpaumoHHbIX
yOOCTOBEPEHUN NEKapCTBEHHbIX NpenapaToBs, opuanyeckme nuua, Ha MMs KOTOpbIX BblAaHbI
paspeLleHns Ha NpoBeaeHNe KIMHUYECKNX uccrnegosaHum B Poccunckon ®eagepaunn, nmdo
YNOIHOMOYEHHbIE UMW Apyrue pugndeckne nuua obs3aHbl NPUHATL Mepbl, HanpaBrieHHbIe
Ha ycTpaHeHWe HeraTuBHbIX MOCNEeACTBUNA NPUMEHEHNSA TakMX NEKapCTBEHHbIX npenapaTos,
npeaynpexneHne MnpuUYnUHEHNs Bpeda XM3HM WNU 340POBbI0 YenoBeka NMBO XUMBOTHOIO,
3aWMTy UX OT MPUMEHEHUS TakMX NEeKapCTBEHHbIX MpenapaToB, Ha OOMOMHUTENbHbIN cOop
AaHHbIX 06 3 EKTUBHOCTM N 6E30NACHOCTM TaKMX NEeKapCTBEHHbLIX NpenapaToB.

6. 3a HecoobuleHMe unn cokpbiTMe uHGOPMaLMKU, NPeayCMOTPEHHOW YacTbio 3
HacToswen cTaTbW, [gepXaTtenu wnu Bragenbubl PerucTpauuoHHbIX  YOOCTOBEPEHUN
NeKapCTBEHHbIX NpenapaTos, pUANYEeCcKne nuua, Ha UMSA KOTOPbIX Bbl4aHbl pa3peLleHns Ha
npoBeAeHne KNUHUYeCKnx nccnegosaHui B Poccuiickon ®egepaumm, nmbo ynoriHOMOYEHHbIE
UMK Opyrve puaudeckme nuua, a Takke OOSMKHOCTHbIE Nnuua, KOTOopbIM 3Ta MHGOopMaums
cTana u3BecTHa no poay MX NpogeccnoHaribHON OesATeNnbHOCTU, HECYT OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKoHOOaTeNbLCTBOM Poccuiickon ®eaepaumn.

7. lNpn nonyyeHUM YrNONMHOMOYEHHbLIM doefepalibHbIM OpPraHoOM UCMOSTHUTENBHOWN
BNacT B paMKax OCYLLUECTBMEHUS MM (hapMakoHaa3opa [oKa3aTenbCTB O HECOOTBETCTBUM
NEeKapCTBEHHOrO0 npenapaTta yCTaHOBMEHHbIM  TpeboBaHMsAM WM NpUM  NOSTyYEeHUN
MHOPMaUMM O HECOOTBETCTBUM [AaHHbIX 00 addekTMBHOCTM M O 6GesonacHocTu
nekapCTBEHHOro npenapata AdaHHbIM O JIeKapCTBEHHOM rMpenapaTte, cogep)Xalmmcs B
MHCTPYKUMN MO €ro nNpUMEHEHMO (B TOM YMCIE BbISBIEHHbIX B XO4E€ OCYLUECTBIEHMS
papmakoHag3opa  KOHTPOJSIbHO-HAO30pPHbIMW  OpraHamMu  MHOCTPaHHbIX  rOCydapcTB),
YNOMHOMOYEHHbIN (heaeparnbHbli OpraH WCMOMHUTENbHOW BIlaCTU B YCTAHOBIIEHHOM UM
nopsiike paccMaTpuBaeT BOMPOC O NPUOCTAHOBNEHUN MPUMEHEHUS] TAKOro fNekapCTBEHHOro
npenaparTa.



FAPAHT:

CMm. Metoanyeckne pekomeHgaumm "OpraHusaumsi crnyxbbl MOHUTOpWUHra 6e3onacHoOCTH
NEeKapCTBEHHbIX  cpeactB  (thapmakoHag3opa) B KOMMNAHUAX — NPOM3BOAMTENNAX
NEeKapCTBEHHbIX CPeacTB UM JdepXaTensx  pernctpaumoHHbIX — yaocToBepeHun",
yTBeEpXAeHHble Poc3apaBHaa3opoM oT 25 oktabps 2008 r.

CM. kKoMMeHTapumn K cTaTbe 64 HacTosLwero ®efepansbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edeparbHbiM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 cmambss 65 Hacmoswezo
®eldepanbHO20 3aKOHa U3/I0XKeHa 8 HOoBoU pedakyuu, ecmynarowel e cuny ¢ 1 urons
2015 e.

CmMm. mekcm cmamabu 8 rpeodbidywiel pedakyuu

Crartbs 65. [NpnocTtaHoOBNEeHME NPUMEHEHNA NEKapCTBEHHOIO npenapaTa

1. Mpn nonyyeHun uHOPMaUUM O HeXenaTernbHbIX peakumsx Mpu NpPUMEHEeHUN
NeKkapCcTBEHHOro npenapara, He ykasaHHbIX B MHCTPYKUUKU MO NPUMEHEHUIO NIeKapCTBEHHOMO
npenapaTa, Cepbe3HbIX HeXenaTenbHbIX peakumsix, 06 0COBEHHOCTAX ero B3aMMoaencTang ¢
APYrMMU rekapcTBEHHbIMWU npenapaTtamn, KoTopble MOryT NpeacTaBnsTb Yrpo3y XU3HU UNu
300pOBbl0  4YenoBeka JNMOO >KMBOTHOrO, a TakKe O HEeCOOTBETCTBUM [AaHHbIX 00
appekTMBHOCTN M O Be30NacHOCTU NeKapCTBEHHOrO npenaparta JaHHbIM O JleKapCTBEHHOM
npenapate, cogepXawumcs B WHCTPYKUMW MO €ro nNpUMEHEHWIo, B TOM 4ucre oT
YNOMHOMOY€EHHbIX OPraHOB MHOCTPaHHbIX rocygapctB, oOMeH KOTOPOW OCyLLecTBrSieTCs B
COOTBETCTBMM C COrMNaweHnsasMu Mexay YnorTHOMOYEHHbIM — doefeparnbHbiM  OpraHoM
WCNOJSTHUTESNTbHOW BNactTM W  YNOSIHOMOYEHHbIMW OpraHamu WMHOCTPaHHbIX FOCYAapcCTB.,
YNONTHOMOYEHHbIV defieparnbHbii OpraH UCMNOMHUTENBLHOW BNacTuU paccMaTpyMBaeT BOMPOC O
BO3MOXHOCTW MPUOCTAHOBIEHNS ObpallleHUsi TaKoro fiekapCTBEHHOro npenapara B nopsiake,
YCTaHOBMEHHOM YMNOSTHOMOYEeHHbIM dhefieparnibHbIM OPraHoOM UCMONHUTESTbHOW BiacTu.

2. Tlpy HeucnonHeHUM wNM HeHagnexawem UWCMNOMHEeHUU OepxaTtensaMmn unu
Bnagenbuamu perncTpaumoHHbIX yOOCTOBEpPEHUI neKapCTBEHHbIX npenapaTos,
IOPUONYECKMMU NIMLLAMU, HA NMSA KOTOPbIX Bbl4aHbl pa3peLleHns Ha NpoBeaeHe KIMHUYECKNX
uccnegosaHnin B Poccuiickon  Pepepaumm, unuM YyNnosIHOMOYEHHbIMWU UMW APYTUMU
lopuanyeckKumMmM  nuuamm 0b6s3aHHOCTEN, YCTAHOBMEHHbIX 4Yactamu 3 uU 4 cratem 64
HacTodawero denepanbHOro 3akoHa, NGO B cnyvyasx NpeAcTaBneHWs COOTBETCTBYHOLLMM
YNONMHOMOYEHHbIM ~ doefieparnbHbIM  OPraHOM  UCMOSTHUTESNbHOW  BMNAcTU  3aKMiYeHus o
HeJOCTOBEPHOCTU pe3ynbTaToOB KIMUMHUYECKOro WUCcnenoBaHWUs JleKapCTBEHHOro npenapara
ANs MeAMLMHCKOro NpUMEHEHUS, KOTOPOEe OCHOBaHO Ha pesyrnbTaTax NPOBEPKM MEANLNHCKON
opraHusaummn, NPoOBOAMUBLLEN YKa3aHHOE KIMHUYECKoe UccnegoBaHve C HapyLlleHneMm npasusl
Hagnexatlen KNUHUYECKOM NPakTUKK, U NPUBENO K NONYYEHN0 HEAOCTOBEPHBIX Pe3ynbTaTos,
nnbo B criydyae HeBbINOMHEHUST NPEeAnMCaHns, Bbl4AHHOMO YNOSTHOMOYEHHbIM doefeparibHbIM
OpraHoOM WCMOMHUTENBbHON BNactTM NO UTOram OCYLLECTBMNEHUS BbIGOPOYHOro KOHTPONSA
KadyecTBa  JleKapCTBEHHOro  npenaparta, YMNOfHOMOYEHHbIN  defdeparibHbIn - opraH
WCNOSTHUTENbHOW BMacTM B YCTAHOBMEHHOM WM [Opsake paccMmaTpuBaeT BOMPOC O
NPUOCTaHOBMEHUN NPUMEHEHNA TAKOro NekapcTBEHHOro npenapara.

FTAPAHT:

O npepoctasneHun TepputopuansHeiMu YnpasneHnamu PocsgpaBHagsopa nHgopmauum o
He[OoOpOKaYeCTBEHHbIX U (PanbCUPULMPOBAHHBLIX JIEKAPCTBEHHbBIX CPeAcTBaxX CM. MpuKas
depnepanbHoOn cnyx06bl N0 HaA30py B cdepe 34paBOOXPAHEHUSA 1 COLManbHOMO pasBmUTUS OT
8 dpepans 2006 r. N 255-p/06

CM. koMMeHTapumn K cTaTbe 65 HacToswero ®egepanbHOro 3akoHa



MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3aKkoHoM om 22 Oekabps 2014 2. N 429-©3 e cmambio 66 Hacmosiwezo
®edeparibHO20 3aKOHa 8HeCeHbI U3MeHeHUs, ecmynarouwue 6 cusny ¢ 1 urons 2015 a.

CmM. mekcm cmamabu 8 rpedbidyuwel pedakyuu
CraTtbsa 66. VIHhopmauma o pesynbtaTtax dpapmakoHagsopa
YNONHOMOYEHHbIN heaeparnbHbIi OpraH UCMNOSTHUTENBHOM BIlaCcTU, OCYLLECTBNAKOLWMI
hapmakoHag3op, Haxoasawmxca B obpawieHnn B Poccurickon ®enepaunmmn, no pesynbTatam
dapmakoHag3opa pasMelaer Ha cBoeM oduvuuanbHoM canmte B cetn  "UHTepHeT"
MHOPMAaLMIO O NPUHATBIX PELLUEHUSIX O BHECEHUN U3MEHEHUS B MHCTPYKLNIO MO MPUMEHEHUIO
nekapCcTBEHHOro npenapaTta, 0 NPMOCTAHOBIIEHNN MPUMEHEHUS NEKAapCTBEHHONO npenapara,
00 n3bATUM N3 obpalleHns NeKkapCTBEHHOro npenapara uinn o BO30OHOBNEHUM NMPUMEHEHUS
nekapCcTBEHHOro npenapara.
FAPAHT:

CM. KOMMeHTapun K cTaTbe 66 HacTosLwero ®efepansHOro 3akoHa

Mnaea 14. UHpopmauma o nekapCcTBEHHbIX Npenaparax

Cratbsa 67. MIHdopMaunsa 0 NekapCTBEHHbIX npenaparax

1. WHdopmauua o nekapcTBEHHbIX Mpenapatax, OTnyckaemMblX MO peuenTty Ha
fNeKapCTBEHHbIN npenapar, AOSMKHa COAEepPKaTbCs TOSMbKO B Cneumanmn3npoBaHHbIX N30aHusX,
NpegHa3HaYeHHbIX AOns MeOUUUHCKMX, ddapMaueBTUYECKMX, BETEPUHApPHbIX PabOTHMKOB.
MHpbopmaums o nekapcTBeHHbIX NpenapaTtax Ans cneuyvanuctoB B obnactu obpaleHus
NeKapCTBEHHbIX CPeaCcTB MOXET codepXaTbCsd B MOHOrpaduax, cripaBOYHUKAX, Hay4YHbIX
cTaTbsiX, B [OKNagax Ha KOHrpeccax, KOH(epeHUMsiX, CUMMNOo3nyMax, Hay4HbIX CcOBeTax, a
TakKe B MHCTPYKUNAX NO NPUMEHEHUIO JIeKapCTBEHHbIX NpenapaTos.

2. NHdopmaums O nekapCTBEHHbIX Mpenapartax, OoTnyckaeMblx 06e3 peuenta Ha
NeKapCTBEHHbIA Npenapart, MOXeT coaepxaTtbCsa B nybnukaumax n o6bABNEHUsIX CpeacTs
MaccoBOW MHOpMaLMK, Cneumanmu3mpoBaHHbIX N 0OLMX NeYaTHbIX U3AaHUAX, NHCTPYKLNAX
MO MPUMMEHEHUIO NEKAPCTBEHHbLIX MNpenapaTtoB, MHbIX M3AaHusX cybbekToB obpalleHus
NeKapCTBEHHbIX cpeacTB. PeknamHble MaTepuanbl O JIeKapCTBEHHOM npenapare,
oTnyckaemMom 06e3 peuenTa Ha feKapCTBEHHbI npenapaT, AOSMKHbl COOTBETCTBOBATb
WHCTPYKUUKM MO NPUMEHEHUIO NIEKAPCTBEHHOrO nNpenapara.

3. Jonyckaetca ucnonb3oBaHve nOObIX MaTepuarnbHbIX HOCUTENEN, NO3BOMSAIOLLMX
XpaHUTb, NepefaBaTtb M UCMNOMb30BaTb MHAOPMALMIO O NIeKAapCTBEHHbIX nNpenapaTtax 6e3 ee
NCKaXKEeHNA.

FTAPAHT:

CM. KOMMeHTapun K ctaTbe 67 HacTosero PegepanbHOro 3akoHa

MHdopmaumsa 06 namMeHeHusx:
®edeparnbHbiM 3akoHOM om 25 Hosi6ps 2013 2. N 317-®3 Hacmoswul ®DedeparnbHbil
3aKoH doriosniHeH enaesot 14.1

MaBa 14.1. OrpaHnyeHuns, Hanaraemble Ha opraHM3auumn, ocyLiecTBAOLWMne
OeATeNbHOCTb NO OOpalleHUIo NeKapCTBEeHHbIX CpeacTB

Cratbsa 67.1. OrpaHun4yeHusi, Hanaraemble NpW OCYLECTBMEHUM OeSATEeNbHOCTU B
chepe obpalleHns nekapcTBEHHbIX CPeACTB



1. OpraHunsauuu, 3aHnmaromecs paspaboTkon, NPoOn3BOACTBOM U (UNKN) peanusaunen
NeKapCTBEHHbIX MpenapaTtoB ANsi MEeAMLMHCKOro NMpUMEHEeHus, opraHmsauuun, obnagatowime
npaBamMu Ha WUCMNONb30BaHME TOProBOro HaMMEHOBAaHUS JIeKapCTBEHHOro npenapata Ans
MEANLNHCKOro NPUMEHEHNSA, OpraHM3aunmn ONTOBOK TOProBNM NEKapCTBEHHLIMU CPeaCTBaMM,
anTeyHble opraHmsauumn (UxX npeactaBuTeENn, MHble U3NMYEcKMe WU puguyeckme nvua,
OCYLLECTBNAOLINE CBOWO AEATENbHOCTbL OT WMMEHM 3ITUX OpraHmsauuin) B OTHOLLUEHWMU
MeANUNHCKMX pabOTHMKOB M pyKoBOAUTENEN MEeANLNHCKUX OpraHn3aumin He Bripase:

1) Bpy4aTb nogapku, BbiNfavMBaTb [OEHEXHble CpeactBa (3@  UCKIOYEHUEM
BO3HarpaXgeHnn no  AoroBopamMm  MNpu  NPOBEAEHUUN  KIIMHUYECKUX  MUCCrefoBaHun
NeKapCTBEHHbIX MpenapaToB A4S MEAMUMHCKOrO NPUMEHEHUs1, BO3HArpaXxaeHun, CBA3aHHbIX
C OCyWeCTBNEeHMEM MeaUNLMHCKUM paboTHUKOM negarormdyeckon wn  (Unm) HayvyHOW
AeATenbHOCTUN), B TOM YMCre onnadmBaTtb pasBnevYeHns, oTablX, Npoe3a K MecTy oTabixa, a
Takke npuBnekaTb K y4acTuUO B pasBriekaTenbHbIX MeponpuaTUAX, MPOBOAUMBIX 3a cyeT
CBOVIX CPEACTB;

2) 3aknyaTb COrfaleHusl O Ha3Ha4YeHun UWnnm  pekoMeHgauuMm nauueHTtam
NleKapCTBEHHbIX NpenapaToB ANt MEANLNHCKOrO NpUMEHEHMUS (3a UCKITIOYEHMEM AOrOBOPOB O
NPOBEAEHUN KIMMHUYECKMX UCCreaoBaHUM NleKapCTBEHHbIX MpenapaTtoB ANnd MeguUMHCKOro
NPUMEHEHNS);

3) npepocTtaBnaTb 00pasubl JfleKapCTBEHHbIX NpenapatoB Ans  MeLUUMHCKOro
NMPUMEHEHNS B LENAX BPYYEHMS nauMeHTam (3a WCKIOYEHWEM CryyaeB, CBHA3AHHbIX C
NpoBeAEHNEM KITMHUYECKUX UCCReoBaHUN NeKapCTBEHHbIX npenapaToB Ans MeguuMHCKOro
NPUMEHEHNS);

4) npegoCcTaBnsaTb HEAOCTOBEPHYIO U (USIN) HENOMHYIO MHPOPMALMIO O JIEKapPCTBEHHbIX
npenapaTax Ans MeguULMHCKOro NPUMEHEHNS;

5) nocewatb Mx B paboyee BpeMsa Ha paboymx MecTax, 3a WUCKIHYEHUEM CryYaes,
CBSAI3@aHHbLIX C NPOBEAEHMEM KIMHUYECKUX UCCNEeOOBaHUA NEKapCTBEHHbLIX MpenapaTtoB Ans
MEANUNHCKOrO MNPUMEHEHUSA, C y4acTMeM B Nopsake, YCTAHOBIEHHOM pyKoBOAMUTENEM
MEANLNHCKOW opraHm3auuun, B COOpaHmnsax MeanuUHCKNX paboTHMKOB N UHBIX MEPOMNPUATUSAX,
HanpaBnNeHHbIX Ha MNOBbIWEHNE NX NPOJECCUOHANbHOrO YPOBHA WUNU Ha npefocTaBneHue
MHpOPMaLMKN, CBA3AHHOW C OCYLLECTBIIEHMEM MOHUTOPMHra 6e30nacHOCTU NEKapCTBEHHbIX
npenapaTos;

6) nobyxaaTb K BbINUCLIBAHUIO JIEKAPCTBEHHbIX MpenapaTtoB Afs MeaUUMHCKOro
NPUMEHEHNs1 Ha GnaHkax, cogepXawmx MHPOPMaLMI0 PEKNaMHOro xapakrepa, a Takke Ha
peuenTypHbIX OnaHkax, Ha KOTOpbIX 3apaHee HaneyaTaHO HavMeHOBaHWEe NeKapCTBEHHOro
npenapaTta ong MeanUnHCKOro nNpuMeHeHus.

2. OpraHusauumn, ykasaHHble B ab3ale nepBoM 4Yacty 1 HacTosWwen CcTaTbW, U UX
NpeacTaBUTENN B OTHOLLEHUN papMaueBTUYECKNX PabOTHUKOB M PYKOBOAUTENEN anTeYHbIX
opraHmsauunn He BrpaBse:

1) Bpy4YaTb nogapku, BbiNnadnBaTb OEHEXHble CpeacTBa, B TOM 4ucne onnavmBaTtb
pasBnevYeHns, oTablx, Npoes3a K MecTy OoTAbIXa, M NpMBEKaTb K y4acTUO B pasBriekaTeNbHbIX
MEepPOrpUATUSX, NPOBOAUMbBIX 3a CYET CBOUX CPEACTB;

2) npepocTtaBnAaTb 00pasubl JIEKAapCTBEHHbIX NpenapatoB  Ans  MeLUUMHCKOro
NPUMEHEHNS OS5 BPYYEHUS HacerleHuIo;

3) 3aknw4atb CcorfnaweHns O  NpPearioKeHUM  HaceneHuw  onpeneneHHbIX
neKapCTBEHHbIX NpenapaToB A4S MeOULIMHCKOIO NPUMEHEHUS;

4) npeaocTaBnsaTb HEAOCTOBEPHYIO U (MNIN) HENOMHYIO MHOPMALMIO O NIEKAPCTBEHHbIX
npenapaTtax Ansa MeguuMHCKOro MNpUMEHEHUs, B TOM 4uCle UMerLWMX OoOMHaKoBoe
MeXayHapoaHoe HenaTeHTOBaHHOE HaMeHOBaHMe.

FTAPAHT:

CM. kommeHTapumn K ctaTbe 67.1 HacToswero PegepanbHOro 3akoHa



Cratba 67.2. TpeboBaHus K opraHusauum M NPOBEAEHUID Hay4HbIX MEPONPUATUN,
WUHBbIX MEPONPUATUIN, HaMNpPaBfEHHbIX Ha MNOBbIWEHNE NPOdeCcCnOHaNbLHOMo
YPOBHSA MeOUUUHCKUX paboTHWKOB MM Ha npefoctaBneHne mMHdopMaumm,
CBSI3aHHOM C OCYLLEeCTBIIEHNeM MOHUTOpPUHra 6e3o0nacHOCTU NeKapCTBEHHbIX
npenaparos

1. MNpu npoBegeHU Hay4HbIX MEPOMNPUSATUNA, NHBbIX MEPOMNPUSATUIA, HanpaBfeHHbIX Ha
NOBbILEHME  NPOMECCMOHANbLHOIO  YPOBHA  MEAUUMHCKMX  pabOTHMKOB  uUnM  Ha
npegocTaBfneHne  CBA3aHHOW  C  OCYLeCTBNEHMEM  MOHUTOpuHra  6esonacHocTU
NeKapCTBEHHbIX NnpenapaTtoB MHGOPMaLUMK, OpraHM3yeMblX OpraHu3auuamu, yKasaHHbIMU B
absaue nepBom 4actu 1 crtatem 67.1 Hactodwero degepanbHOro 3akoHa, WX
npeactaButenamMn un (Mnu) puHaHcMpyembiX 3a CHET CpeacTB 3TUX OpraHmsaumim n ux
npegcraBuTenen, 3anpeLlaeTcs NpendarcTBOBaTh Y4aCTUIO B YKa3aHHbIX MEPOMNPUATUAX UHBIX
OopraHusauuin, KOTOpble MPOM3BOOAT WU peanuayloT NekapCcTBEHHble npenapatbl Ang
MEANLNHCKOrO NMPUMEHEHUSI CO CXOXMM MeXaHU3MOM dpapMakosiormyeckoro aencrems, nnbo
co3gaBaTb OAUCKPUMMHALMOHHbIE YCMNOBUS ANA OOAHUX YYACTHMKOB MO CPABHEHUIO C OPYrMMu
y4yacTHUKaMn, a UMEHHO:

1) NnpegocTaBnATb pasnMYHOE KONMMYECTBO BPEMEHW ANSA BbICTYNNEHUA YYaCTHUKOB,
pasfiMyHble Mo pasMepy 3aHMMaeMoW nnowagn mecta Ond AeMoHcTpauuu obpasuos
NeKapCTBEHHbIX NpenapaToB ANg MeULMHCKOro NPUMEHEHUS UMM peKrnaMHbiX MaTepuanos o
fleKapCTBEHHbIX NpenapaTax Ang MeguuMHCKOro NpUMMEHEeHUs Ha 3KCNo3numsx, cteHgax, 3a
NCKINIOYEHMEM CIy4aeB, eCnn Takme YCIroBUA 3aKpensieHbl B COrnalleHnsiX 3TUX opraHm3sauun,
nx npegcrasutTenen o (OUHAHCUMPOBAHMM YKa3aHHbIX MeponpuaTum un  obyCnoBrieHbl
pasnMYHbIMK 3aTpaTamMu Y4aCTHMKOB Ha UX OpraHM3aumio;

2) ycTaHaBnuBaTb pasmep B3HOCA ANS YYaCTHUKOB MEPOMNPUATUN, YKa3aHHbIX B
ab3ale nepBOM HACTOALWEW 4YacTu, MpeBbllaWMN CyMMYy 3atpaT Ha oOpraHusauumio
YKa3aHHbIX MeponpuaTMn N  Begywmhn K HeoOOCHOBAHHOMY OrpaHUYEHMIO 4Yucna  UxX
Y4aCTHUKOB.

2. OpraHusaumn, ykasaHHble B absaue nepsom 4Yactm 1 cratenm 67.1 HacToswero
depnepanbHOro 3akoHa, WX nNpeacTaBUTENW, OCYLWECTBASAWME opraHmsauuio n (1unu)
(bUHaAHCUpPOBaHME MEPONPUATUA, YKa3aHHbIX B 4acty 1 HacTodAwen craTbu, 00A3aHbl
obecneuynBatb AOCTYN K MHOpMauum o garte, MecTe U BpeMeEHW NPOBeAEeHUs yKas3aHHbIX
MEpOrpUAaTUA, MnriaHax, nporpamMmMax rMpoBedeHNA YKa3aHHbIX MeponpuAaTUn 1N Temax,
nNaHupyembiX AN pacCMOTPEHWs, COoCTaBe WX YYaCTHMKOB MyTeM pasMeLleHus
COOTBETCTBYKOLLEN WHGOPMAUUM Ha CBOMX oduuManbHbiXx cantax B cetu "WHTepHeT" He
nosgHee ABYX MeCSLEB A0 Havyarna npoBeAeHust ykasdaHHbIX MeponpUATUN.

3. VIHopmauua o nposBedeHUn MeporpusiTUi, yKasaHHblX B 4acTty 1 HacTodwewn
cTaTbu, B CPOK, YCTAHOBIIEHHbINA YacCTbi 2 HACTOSLWEN CTaTbW, AOMMKHA ObITb HanpasneHa B
drefiepanbHbI OpraH UCMNOSTHUTENBHOW BNacTU, OCYLLECTBISOWUA PYHKLMM MO KOHTPOSIO U
Haa3opy B cpepe 3apaBOOXpaHEHUs, ANA NOCneayoLwero pasmeLleHnsa ee Ha ouLmanbHOM
canTe aToro opraHa B cetn "UHTepHeT".

FTAPAHT:

CM. KommeHTapum K ctatbe 67.2 HacTosiwero degepanbHOro 3akoHa

MnaBa 15. OTBeTCTBEHHOCTb 3a HapyLueHue 3aKkoHoaaTenbcTBa Poccuimnckon
®depepaumm npm obpaleHMn NneKkapcTBEeHHbIX CPeACcTB U BO3MeLLeHne Bpeaa,
NPUYUHEHHOrO 340POBLIO FPaXaaH BCreacTBUe NPUMEHeHUs NeKapCTBeHHbIX

npenapatoB



MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHoM om 22 dekabps 2014 2. N 429-03 e cmambro 68 Hacmosweao
®edeparibHO20 3aKOHa 8HeCeHbl U3MeHeHUs, ecmynarouwue 6 cusny ¢ 1 urons 2015 a.

CmM. mekcm cmamabu 8 rpedbidywel pedakyuu

Cratba 68. OTBeTCTBEHHOCTb 3a HapylleHue 3akoHodaTenbcTBa Poccuickon

depepaumm npu obpaLleHnn nekapcTBEHHbIX CPeacTB

1. HapyweHue 3akoHogaTenoctBa Poccuiickon ®degepaummn npu  obpalyeHum
NEeKapCTBEHHbIX CpPeAcTB BreyeT 3a CcobOOM OTBETCTBEHHOCTb B COOTBETCTBUU C
3akoHogartenbcTBoM Poccuiickon ®eaepaumn.

2. 3a HenpeacrtaBneHve wuHdopmauum U (MNK)  OaHHbIX, NPEeAyCMOTPEHHbIX
HacToswmm degeparnbHbIM 3aKOHOM, CyObeKTbl 0bpalleHns NekapCTBEHHbIX CPeACcTB HEeCyT
OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAaTeNbLCTBOM Poccuinckon ®epepaunn.

FTAPAHT:

CM. kKoMMeHTapumn K cTaTbe 68 HacTosLwero ®efepansbHOro 3akoHa

Cratba 69. Bo3wmeweHne Bpega, NPUYMHEHHOrO 340POBbLI rpaxgaH BCNeacTeBue
NPUMEHEHNSA NIeKapCTBEHHbIX NpenapaToB

1. [MpomnsBoguTtens rekapcTBeHHOro npenapata ob6si3aH BO3MECTUTb  Bpes,
NPUYMHEHHbBIN 300POBbIO0 rPpaXkgaH BCReaCTBME NPUMEHEHUSA fneKapCTBEHHOro npenapara,
€eCnun AoKa3aHo, 4To:

1) nekapCTBEHHbIN npenapaTr MPUMEHANCA MO Ha3Ha4YeHUK B COOTBETCTBUMM C
WHCTPYKUMEN NO NPUMEHEHMIO NIEKAPCTBEHHOIrO npenapaTa u Npu4nHOn Bpena ABuics BBO[ B
rpaXkgaHckuin obopoT HegobpokayecTBEHHOrO NeKapcTBEHHOrO npenapara;

2) Bpea 300pOBbHO  MPUYMHEH  BCNeACTBME  HEOOCTOBEPHOM  MHAdopMauuu,
cogepxawiemca B WMHCTPYKUUMM NO NPUMEHEHUIO NeKapCTBEHHOro npenapara, wu3gaHHoOu
Npon3BOaAUTENEM NIEKAaPCTBEHHOMO nNpenaparTa.

MHdopmauumsa 06 nameHeHusx:

®edepanbHbiM 3akoHOM om 25 Hosibpsi 2013 2. N 317-®3 e yacmb 2 cmambu 69
Hacmosiuje2o @edepasibHO20 3aKOHa 8HECEHbI USMEHEHUS

CmMm. mekcm 4acmu 8 rpeobidyweli pedakyuu

2. B cnyyae, ecnu Bpen 300pOBbHO rpaaaH MPUYMHEH BCREeACTBME MPUMEHEHUS
NeKapCTBEHHOro npenapara, npulealero B HErogHOCTb B pe3ynbTaTe HapylleHus npasun
XpaHEeHUs1 NeKapCTBEHHbIX CPeacTB, MpaBul  ONTOBOW TOProBfAW  JfleKapCTBEHHbLIMU
npenapatamu, npaBui OTNyCKa JEKapCTBEHHbIX NpenapaTtoB, MpaBuil U3rOTOBIIEHUS U
OTnyCKa NeKapCTBEHHbIX NpenapaToB, BO3MELLEHME Bpeaa OCYLLECTBISAETCA COOTBETCTBEHHO
opraHusaumnen OonToBOW TOProBIiM JNIEKAPCTBEHHbIMW CpeacTBaMu, anTe4yHOM opraHusaumen,
WHOMBMAYaNbHbIM NpegnpuHMMaTeneM, MMELWMMN FULEH3NI0 Ha dapMaueBTUYECKYHO
AEATENbHOCTb UMW NINLEH3NIO HA MEOULMHCKYIO OeATENbHOCTb, MEeOULMHCKON OpraHm3aumen,
UMeloLWen nuueHsn Ha dapmaueBTMYeckyto  aesaTenbHocTb  (ee  060CcOob6neHHbIM
noapasgenennem (ambynatopuen, enbawepckum n enbhlepcko-akyLepckumM nyHKTamu,
LeHTpoM (oTaoeneHnem) obuien BpadebHOM (CEMENHOM) NPaKTUKM), PaCMnOSIOKEHHbIM B
CEeNnbCKOM HaCeNeHHOM MyHKTe, B KOTOPOM OTCYTCTBYeT anTeyHas opraHu3auus),
AONYCTUBLLMMU NPOAAXKY UM OTNYCK TAKOro nekapcTBEHHOro npenapara.

3. Bo3melleHne Bpena, NPUYMHEHHOrO 300POBbLIO rpaXkaaH BCReaCcTBME NMPUMEHEHUS
NEeKapCTBEHHbIX MNpenapaTtoB WM COBEPLUEHUA MNPOTUBOMPABHbIX AENCTBUA CybObekTamm
obpalleHnsa  feKkapCTBeHHbIX  CPeacTB,  OCYLIeCTBNAeTCA B COOTBETCTBMM  C
3akoHogartenscTtBom Poccuickon ®eagepaumn.

FTAPAHT:

CM. koMmMeHTapumn K ctaTbe 69 HacToswero ®egepanbHOro 3akoHa



MaBa 16. 3aknouyuTernbHbie NOoNoXeHus

Cratba 70. O npu3HaHMM yTPaTUBLLUMMW CUNY OTAENbHbIX 3aKOHOOATENbHbLIX aKTOB
(monoxeHun 3akoHoaaTernbHbIX akToB) Poccuickon ®epgepauunm

Mpu3HaTb yTpaTUBLLNMMK CUITY:

1) ®epepanbHbin 3akoH oT 22 uoHa 1998 roga N 86-®3 "O nekapCTBEHHbIX
cpenctBax" (Cobpanune 3akoHogatenscTBa Poccurickon ®epepauun, 1998, N 26, ct. 3006);

2) ®epepansHbln 3akoH OT 2 gHBaps 2000 roga N 5-9©3 "O BHeCEHUN U3MEHEHUSA n
pononHeHnn B PepepanbHbin  3akoH  "O  nekapctBeHHbiXx  cpeacTtBax"  (CobpaHue
3akoHogaTtenbcTBa Poccuiickon ®egepauum, 2000, N 2, cT. 126);

3) cratbio 40 denepanbHoro 3akoHa oT 10 aHBaps 2003 roga N 15-03 "O BHeceHun
N3MEHEHMN 1 OOMNOSIHEHM B HEKOTOpPble 3akoHodaTesNbHble akTbl Poccunckon degepaumn B
cBa3nM c npuHatvem ®depepanbHoro 3akoHa "O NMUEH3MPOBaHUM OTAENbHbIX BUMAOOB
aeatenbHocTn" (CobpaHne 3akoHogaTenbcTBa Poccunckon degepaunn, 2003, N 2, cT. 167);

4) crateto 31 depepanbHoro 3akoHa ot 30 uioHs 2003 roga N 86-d3 "O BHeceHuu
N3MEHEHMN N OOMNOSIHEHUM B HEKOTOpble 3akoHoAaTernbHble akTbl Poccuickon depepaumn,
NPU3HAHUN  yTpaTUBLLMMK CUNy OTAENbHbIX 3aKOHOAATENbHbIX akToB Poccuinckon
depepaumm, NpegocTaBneHNN OTAENbHbIX rapaHTUA COTPYOAHUKAM OpraHoB BHYTPEHHUX Aen,
OpraHoB MO KOHTPOSI0 3a 0OOPOTOM HAPKOTUYECKUX CPEACTB U MCUXOTPOMHbLIX BELLECTB U
ynpasgHsieMbix peaepanbHbiX OpraHOB HANOroBOW NONULMK B CBA3WN C OCYLLECTBIIEHNEM Mep
MO COBEPLLEHCTBOBAHUIO rocygapcTBeHHoro ynpaenenus" (CobpaHune 3akoHogaTenbcTBa
Poccunckon ®egepaunn, 2003, N 27, c1. 2700);

5) crateto 101 ®depepanbHoro 3akoHa oT 22 aerycta 2004 roga N 122-03 "O
BHECEHMM U3MEHEeHU B 3akoHodaTenbHble akTbl Poccuiickon depepaumm M NpU3HaAHUK
yTpPaTMBLLUMMM CUNY HEKOTOPbIX 3akoHodaTesbHbiX akToB Poccuinckon denepaunm B CBA3M C
NpuHATNEM (pefepanbHbiX 3aKoHOB "O BHeCeHUU 3MeHeHnn 1 gonoriHeHnn B degeparnbHbIn
3akoH "O6 o6Wwux npuHUMNax opraHusauum 3akoHogaTenbHbiX (NPeacTaBUTESbHBIX) U
MCNONMHUTENbHbBIX OPraHoB rocyaapCTBEHHOM BnacTn cybbektoB Poccunckon degepauun” un
"O6 00X NpMHUMNax opraHM3aumm MecTHOro camoynpaeneHunsa B Poccunckon ®egepaummn’
(CobpaHue 3akoHopatenscTBa Poccunckon Pegepaumm, 2004, N 35, ct. 3607);

6) ctatblo 28 ®epepanbHoro 3akoHa ot 18 gekabps 2006 roga N 231-d3 "O BBeaeHun
B AencTBMEe Yactu yetBepTon [paxagaHckoro kogekca Poccuiickon depepaummn” (CobpaHue
3akoHogartenbcTBa Poccuiickon ®eagepauum, 2006, N 52, cT. 5497).

FAPAHT:

CM. kommeHTapumn K ctaTbe 70 HacToswero ®efgepanbHOro 3akoHa

Cratbsa 71. BctynneHue B cuny Hactosiwero ®egepanbHOro 3akoHa

1. Hactosawwmn denepanbHbln 3akoH BCTynaeT B cuny ¢ 1 ceHTabpsa 2010 roga.

2. JlekapcTBeHHble CpeacTBa, 3aperucTpupoBaHHble 00 AHA BCTYNSEHUS B CuUny
HacToswero denepanbHOro 3akoHa, noanexar BKMHOYEHUIO B rOCY4apCTBEHHbIE pPEECTPbI
NeKapCTBEHHbIX CPeaCcTB C BHECEHMEM yKa3daHHbIX B 4actu 1 ctatbM 33 HaCTOALWeEro
depgepanbHOro 3akoHa cBedeHun 06 3TUX NekapCTBEHHbIX cpencTtBax 6e3 npoxoXaeHus
BHOBb NpoLeaypbl roCyaapCTBEHHON perucTpaumm nekapCTBEHHbIX NpenapaTtos.

MHdopmaumsa 06 namMeHeHusx:

®edepanbHbivM 3akoHom om 11 okmsbpss 2010e. N 271-®3 6 yacmb 3 cmambu 71
Hacmosiuje2o @edeparibHO20 3aKOHa 8HECEHbl U3MEHEeHUS

CmMm. mekcm 4yacmu 8 rpeodbiOywel pedakyuu



3. [ocypapcTBeHHas perncrpaums nekapcTBEHHbIX MNpenapaToB, 3a WCKIHYEeHUEM
NEeKapCTBEHHbIX MpenapaTtoB ANd MEeAULMHCKOrO MNPUMEHEHUS, NpPeACTaBEHHbIX Ha
yKasaHHyl permctpauuio 4o AHSA BCTYNNEeHus B cuny Hactoswero denepanbHOro 3akoHa,
OCYLLECTBNSAETCA B COOTBETCTBMM C HactoAwmm degepanbHbIM 3aKOHOM Ha OCHOBaHMMU
OOKYMEHTOB M [aHHbIX, MpeAcTaBfeHHbIX A0 [AHA BCTYNAEHUA B CUMy HaCcTosLWero
depepanbHOro 3akoHa.

MHdopmaums 06 usmeHeHusix:

®edeparibHbIM 3akoHOM om 29 Hosbps 20102. N 313-©3 vacmb 3.1 cmambu 71
Hacmosiweao PedeparsibHO20 3aKOHa U3/I0XeHa 8 Ho8oU pedaKkyuu, ecmynarwel 8 cusny
co OHA ocbuyuanbHo20 ornybrnukogaHuss Ha3gaHHo20 ®eldepasibHO20 3akoHa U
pacripocmpaHsuelics Ha npasoomHouweHusi, 803HuUKwue ¢ 1 ceHmsbps 2010 a.

Cm. mekem yacmu 6 rpedbidywet pedakyuu

3.1. l'ocypapcTBeHHaa perucTpaums fiekapCTBEHHbIX npenapaTtoB Ana MeauuUMHCKOro
NPUMEHEHNS, NPeACTaBNeHHbIX Ha rocyJapCTBEHHYIO perucTpaumio A0 AHS BCTYNMeHus B
cuny Hactosiwero ®efepansbHOro 3akoHa, U rocyapCTBEHHas perncrpaumsi nekapcTBeHHbIX
npenapatoB ANd  MEOUUUHCKOTO  MPUMEHEHMUs, MpeAcCTaBfeHHbIX Ha  JKcnepTusy
NeKapCTBEHHbIX CPeAcTB A0 OHSA BCTyMfeHus B cuny Hactoswero defepanbHOro 3akoHa B
LUenax ux nocnegylowen rocyaapCTBEHHON perucTpaumm, OoCyLeCcTBNAKTCA HA OCHOBaHMM
OOKYMEHTOB W [AaHHbIX, NPeACTaBfEeHHbIX A0 [AHS BCTYNNEHUA B CUNY HacTodALero
depgepanbHOro 3akoHa, a TakkKe 3asBfieHMss O rocyJapCTBEHHOW  perucrpauum
NeKapCTBEHHOro  npenapaTta, NpeaCTaBfeHHOro  NPOU3BOAUTENEM  NEKapCTBEHHbIX
npenapaToB UKW YNOAHOMOYEHHbIM UM NIULIOM B COOTBETCTBUM C HacTodAwmm PeageparnbHbIM
3aKOHOM B YMNOJSTHOMOYEHHbIN doefepanbHbI opraH UCMONHUTENbLHOM Bnactm 0o 1 mapTa
2011 ropa, ©6e3 TpeboBaHMs ynnaTbl rOCYAApPCTBEHHOM MOLWSUHLI, MPeayCMOTPEHHOM
3akoHogartenscteoM Poccumnckon degepaumm o Hanorax un cbopax.

MHdopmaums 06 usmeHeHusix:

®edeparbHbiM 3akoHOM om 29 Hosbps 2010e. N 313-©3 vacmb 3.2 cmambu 71
Hacmosiuweao PedeparnibHO20 3aKOHa U3/I0XeHa 8 Ho8oU pedakuyuu, ecmynaruwel 8 cusny
co OHA ocbuyuanbHo20 onybrnukogaHusi Ha3gaHHo20 ®eldepasibHO20 3akoHa U
pacripocmpaHsrouwelics Ha npagoomMHoWeHuUs!, 803HUKWuUe ¢ 1 ceHmsbps 2010 a.

Cm. mekcm 4acmu 8 rpedbidywel pedakyuu

3.2. MNoaTBepxaeHne rocyaapCcTBEHHOM pernctTpaunmn ekapCTBEHHbIX NpenapaTos Ans
MEANUNHCKOrO MNPUMEHEHUS, NpPeACTaBfeHHbIX ANs NOATBEPXOEHUS roCyaapCTBEHHON
perMcTpauumM A0 OHA BCTynneHus B cuily  Hactodwero ®depepanbHOro 3akoHa, W
NoaATBEPXAEHNE  TOCYyAapCTBEHHOW  perncrpaumm JekapCTBEHHbIX npenapatoB  Ans
MeANUNHCKOro NpUMEHEHUs, NpeaCcTaBNeHHbIX Ha 3KCNepTu3y JiekapCTBEHHbIX CpeacTB OO0
OHA BCTynneHus B cuny Hactosiwero denepanbHOro 3akoHa B Lendx nocnenyoLwero
NoaATBEPXAEHNA WX T[OCYyAapCTBEHHOM perncrtpaumm, OcCyLeCcTBAAKTCA Ha OCHOBaHUU
AOKYMEHTOB M [aHHbIX, MpPeACTaBfeHHbIX A0 [AHA BCTYNMAEHUA B CUMy HaACTOSALWEro
depgepanbHOro 3akoHa, a Takke 3asBNeHUs O TMOATBEpPXAEHUU rocyaapCTBEHHOM
peructpauuu neKapCTBEHHOro npenaparTa, npencraBneHHoro npounssoguTenem
NeKapCTBEHHbIX NpenapaToB UM YNOTHOMOYEHHbLIM UM NIMLOM B COOTBETCTBUM C HACTOSALLMM
depeparnbHbIM 3aKOHOM B YNOSTHOMOYEHHbIN dhefiepanbHbli OpraH MCNOSTHUTENBHOW BacTn
po 1 wmapta 2011roga, 6e3 TpeboBaHuss ynnatbl rOCYAAPCTBEHHOM  MOLUMVMHGI,
NpenyCcMOTPEHHON 3akoHogaTenscTBoM Poccuinckon degepaumm o Hanorax n cbopax.

MHdopmauumsa 06 nameHeHusx:

@eldeparibHbIM 3akoHOM om 29 Hosibpsi 20102. N 313-©3 vacmb 3.3 cmambu 71
Hacmosiweeo @edeparsibHO20 3aKOHa U3/IoXeHa 8 Ho8oU pedaKkuuu, scmyrnarouwel 8 cusy
co OHS obuyuanbHo2o onybrnukogaHuss Ha3gaHHo20 ®edepasibHO20 3aKoHa U



pacripocmpaHsuwelics Ha npasoomHouweHusi, 803HuUKwue ¢ 1 ceHmsbps 2010 a.

Cm. mekem yacmu 6 rpedbidywet pedakyuu

3.3. lNpuHATNE pelueHns O BHECEHUW M3MEHEHUM B [OKYMEHTbI, cofepKalimecs B
perMcTpaunmoHHOM [OOCbe Ha 3aperncTpupoBaHHbIN  NEeKapCTBEHHbIM npenapaTt Aansd
MEANLMNHCKOrO MPUMEHEHUS U NPenCTaBMNEeHHble 0O AHA BCTYMNMEHUA B CUITY HACTOSALLEro
depgepanbHOro 3akoHa, W MNPUHATUE peLlleHUss O BHECEHUUM W3MEHEHUA B [OOKYMEHTHI,
cogepxawimecs B pPErncTtpauMoOHHOM [OCbEe Ha 3apercTpUpOBaHHbLIN JNIEKAPCTBEHHbIN
npenapat gns  MeguUUMHCKOro MNPUMEHEHWA W MNpeacTaBfieHHble Ha  9KCnepTusy
NEeKapCTBEHHbIX CPEACTB A0 AHA BCTYNNIEHMS B CUNy HacTtosuwero degepanbHOro 3akoHa,
OCYLLECTBNATCA Ha OCHOBaHMM [OOKYMEHTOB W [aHHblX, MpeacTaBfeHHbIX A0 AHA
BCTynneHna B cuny Hactoswero ®egepanbHOro 3akoHa, a Takke 3asiBNIEHUss O BHECEHUU
M3MEHEHNWA B  [OKYMEHTbl, coAepXawuecd B  pPermcTpauMoHHOM  [OCbe  Ha
3apEerMCTpUpPOBaHHbLIN  NIEKAPCTBEHHbIM  Npenapat  Anst  MEeOUUMHCKOrO  NPUMEHEHUS,
NpeacTaBeHHOro NPoM3BOANTESNIEM NEKAaPCTBEHHbBIX NMpenapaTtoB UM YyNOAHOMOYEHHbIM UM
NMUOM B COOTBETCTBUM C HacTosiwmum degepanbHbiM  3aKOHOM B YNMOSTHOMOYEHHbIN
denepanbHbIn opraH ucnonHutenoHon Bnactm go 1 mapta 2011 roga, 6e3 TpeboBaHus
ynnartbl rocygapCTBEHHOW MNOLWSIMHbBI, NPeayCMOTPEHHOM 3akoHOoLaTellbCTBOM Poccumnckon
depepaumm o Hanorax u cbopax.

MHdopmaumsa 06 namMeHeHusx:

®edeparnbHbiM 3akoHOM om 29 Hosibps 20102. N 313-©3 wvacmb 3.4 cmambu 71
Hacmosiweao PedeparsibHO20 3aKOHa U3/I0KeHa 8 Ho8oU pedakyuu, ecmynarowel 8 cusy
co OHSA ocbuyuanbHo20 onybrnukogaHuss HadgaHHo20 ®eldepasibHO20 3aKkoOHa U
pacripocmpaHsirouweltcsi Ha rnpagsoomHoweHus!, 803HUKwWue ¢ 1 ceHmsbps 2010 a.

CmMm. mekcm 4yacmu 8 rpeodbiOywel pedakyuu
3.4. Bblgada paspewleHnn Ha npoBedeHWe  KIMHUYECKUX  MUccriegoBaHumn
NeKapCTBEHHbIX NpenapaToB ANs MeAUUMHCKOro NMPUMEHEHUs NO 3asiBNEHMSM, NOAAHHbIM A0
OHA BCTynneHus B cuny Hactosiwero PepepanbHOro 3akoHa, a Takke MO 3asiBEHUSM,
nofaHHbIM NOCe OHA BCTYMNeHus B cury Hactodwero deaepanbHOro 3akoHa Ha OCHOBaHUM
3KCNepTu3, NPOBEAEHHbIX A0 OHA BCTYNSieHMs B cuny Hactosiwero ®enepanbHOro 3akoHa,
OCYLLEeCTBNAETCA B COOTBETCTBUM C HacTodwmm depeparbHbIM 3aKOHOM Ha OCHOBaHUU
AOKYMEHTOB M [AaHHbIX, NPeAcCTaBfeHHbIX WM NOSMyYEeHHbIX OO0 OHS BCTYMAEHUA B CUny
HacToswero defepanbHOro 3akoHa, a TakKKe Ha OCHOBaHUM KOMUW NpeaBapuUTesibHOro
aoroBopa 0643aTenibHOr0 CTPaxOBaHUS >KU3HW, 300POBbS MAUMEHTOB, Y4acTBYHOLMX B
KITMHNYECKOM MCCNeaoBaHUM NEKapCTBEHHOrO npenapaTta Ans MeauuUMHCKOro nNpuMeHeHus,
UM  Konum poroBopa 0643aTeNbHOro  CTpaxoOBaHUS  XXWU3HW, 300POBbS  MALMEHTOB,
y4acTBYHOLLMX B KITMHUYECKOM UCCIe0BaHUN NIeKapCTBEHHOro npenapaTa ans MeguLmMHCKOro
npumMeHeHnss, nnbo npeacTaBneHHON Konuu JoroBopa 06s3aTenbHOro  CTpaxoBaHUS,
3aKITHOYEHHOrO B COOTBETCTBUM C TUMOBLIMW MpaBunamu ob6s3aTenbHOr0 CTPaxoBaHWA, C
yKazaHnem npeaenbHOM  YMCNEHHOCTW  MauMEeHTOB, Y4acTBYKOLWMX B KIIMHMYECKOM
NUccrnegoBaHUM  NEKApPCTBEHHOrO npenapata  Ansg  MeOVMUMHCKOro  NpUMeEHeHusi, 6e3
TpeboBaHnA ynnaTbl roCyAapCTBEHHOW MNOLWWHbLI, NPESYCMOTPEHHON 3aKOHOA4ATESbLCTBOM

Poccuiickon ®egepauun o Hanorax un cbopax.

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHoM om 11 okmsbps 2010e. N 271-©3 cmames 71 Hacmosiuezao
®edeparnbHo20 3aKoHa 0orosIHeHa Yacmeko 3.5

3.5. 3apeructpypoBaHHble B WHOCTPAHHOW BanioTe [0 OHA BCTYNNEHUS B CuUry
HacTodawero degepanbHOro 3akoHa npeferibHble  OTMYCKHble  LUeHbl  MHOCTPaHHbIX
npousBoauTeNen Ha nekapcTBEHHble MpenapaTbl, BKIKOYEHHble B MNepevYeHb XU3HEHHO
HeobXxoOMMbIX U BaXXHEWLLMX NeKapCTBEHHbIX NpenapaToB, nognexar nepecyety B pybnu no



kypcy LUeHTpanbHoro ©GaHka Poccunckon ®epepaumm Ha gaTy,  YCTAHOBMEHHYHO
MpaButenbctBoMm Poccurickon dPepepaumm, 6e3 npeactaBneHUs 3asiBNEHUS O nepecyeTe
LeHbl C BHECEHNEM COOTBETCTBYHOLUUX U3MEHEHUIN B roCyJapCTBEHHbIM PeecTp npeaenbHbIX
OTMYCKHbIX LEeH NpOou3BOAUTENEN Ha NekapcTBEHHble npenapaTtbl, BKIIOYEHHbIE B NepeyeHb
XM3HEHHO HEOBXOANMBIX N BaXXHENLLNX NEKapCTBEHHbIX NpenapaTos.

MHdopmaumsa 06 namMeHeHusx:

®edepanbHbivM 3akoHoM om 11 okmsbps 2010e. N 271-©3 cmamesi 71 Hacmosiweao
®edeparibHo20 3aKkoHa dorosiHeHa Yacmbio 3.6
3.6. 3apernctpuvpoBaHHble 0O AHSA BCTynSieHust B curny Hactosiwero ®egepanbHOro
3aKOHa nNpeaenbHble OTMNYCKHbIE LIEHbl POCCUMCKMX MNPOU3BOOUTENEN HA JEKAapCTBEHHbIE
npenapaTtbl, BKMOYEHHbIE B MNEpeYvYeHb KU3HEHHO HEeoOXoOMMbIX W BaXkKHEWLInX
NeKapCTBEHHbIX npenapaToB, noanexart umHaekcaumm ¢ 1 Hosbps 2010 roga wucxogs w3
NPOrHO3MPYyeMOoro ypoBHsl MHNALMK, YCTaHOBNEHHOro PefeparnbHbiM 3akoHOM OT 2 Aekabps
2009 roga N 308-93 "O denepanbHom btogpkeTe Ha 2010 rog n Ha nnaHoBbI nepuog 2011 n
2012 ropos" Ha 2011 rog.

MHdopmaumsa 06 namMeHeHusx:

®edepanbHbiM 3akoHOM om 6 Oekabpsi 2011 2. N 409-®3 e yacmb 3.7 cmambu 71
Hacmoswezo ®edeparibHO20 3aKOHa BHECEHbl U3MEHEHUsl, ecmyrnaruwue 8 cusy o
ucmeyeHuu mpuouyamu OHel rocne OHSA ochuyuaibHo20 orybrnukogaHusi Ha3eaHHO20
®edeparsibHO20 3aKOHa

CmMm. mekcm 4yacmu 8 rpeodbiOywel pedakyuu

3.7. Nocne 1 mapta 2011 roga He gonyckalTcsa NPOU3BOACTBO M BBO3 B Poccumnckyro
depepaumio NeKapCTBEHHbIX MpenapaToB B yNakoBKax C MapKMpOBKOW, kKoTopas 6bina
HaHeceHa OO0 AOHA BCTynneHus B cuny Hactoswero depepanbHoro 3akoHa. Mo ncreyeHum
yKa3aHHOro  CpoKka  [daHHble  feKkapCTBeHHble  npenapaTtbl  MOryT  OTnycKaTbCs,
peanu3oBbiBaTbCH, NepeaaBaTbCa N NPUMEHATLCS 4O UCTEYEHUSA NX CpoKa rogHOCTM.

4. Co gHA BCTynneHua B cuny Hactoswero ®enepansHoro 3akoHa n no 30 anpens
2011 roga BKIIOYMUTENBHO [OMyCKaeTCA NpoBedeHWe 3KCNepTU3bl NeKapCTBEHHbIX CPeacTB
aKcnepTamMm 3IKCNEPTHOro ydYpexaeHna OO NPOXOXAeHUs UMK aTTecTaumm B Nopsgke,
YCTaHOBMNEHHOM YNOSTHOMOYEHHbIM (beaepanbHbiM OpraHoM UCMOSNTHUTENBHOMW BIacTy.

5. Co gHa BcTynneHus B cuny Hactosiwero degepanbHoOro 3akoHa n no 31 gekabpsa
2013 roga BKNIOYUTENBHO OCYLLECTBSETCA nepexod K MNPOU3BOACTBY JleKapCTBEHHbIX
CpeacTB B COOTBETCTBUM C NpaBuiiaMu opraHmsauuu npomsBOACTBa M KOHTPOSS KayecTBa
NeKapCcTBEHHbIX CPeACTB, yKasdaHHbIMM B 4actn 1 crtatenm 45 Hactosiwero ®epepanbHOro
3aKkoHa, B nonHom ob6beme. Cpoku nepexoga Npou3BOACTBA NEeKApCTBEHHbLIX CPeACTB K MX
NPON3BOACTBY B COOTBETCTBUM C KOHKPETHbIMW TpeboBaHUAMU AaHHbIX NpaBwuIl, BKIIOYas
CPOKMW aTTecTauun ynorIHOMOYEHHbIX MWL, YKa3aHHbIX B YacTax 6 n 7 ctaten 45 HacTosILLEro
depeparnbHOro 3akoHa, yctaHasnmeatotcs Npasutensctsom Poccurickon ®efepaunu.

6. JlMueH3nMM Ha npou3BOACTBO JIEKAPCTBEHHbIX CPEeACTB, BblgaHHble 00 1 saHBaps
2014 ropa, peunctsytoT nocne 1 aHBapsa 2014 roga OO UCTEYEHUs Cpoka UX OEeNCTBUS Mpu
YyCIOBUN COOTBETCTBUA NUUEH3naTa npasuriam opraHmsaumm npou3BOACTBA M KOHTPONS
KayecTBa JleKapCTBEHHbIX CPEeACTB, YKa3aHHbIM B 4Yactm 1 crtatem 45 HacTosiwero
depepanbHOro 3akoHa.

MHdopmaums 06 usmeHeHusix:

®edeparibHbIM 3akoHOM om 29 Hos6ps 2010e. N 313-©3 cmamesi 71 Hacmosiwezao
®edepanbHo20 3aKoHa O0rofIHEHa Yacmbko 7, cmyrnarowel 8 cusy co OHS oghuyuanbHO20
onybriukoeaHusi HazgaHHo20 ®edepasibHO20 3aKOHa
7. ®dopmupoBaHMe rOCydapCTBEHHOrO 3aJaHus Ha nNpoBefeHME  JKCNepTusbl
NeKapCTBEHHbIX CpeacTB heaepanbHOMY rocyaapCTBEHHOMY OIOKETHOMY YUYPEXAEHMIO NO



NPOBEAEHUID  SKCNEepTU3bl NeKapCTBEHHbIX CpeactB M omHaHcoBoe obecneyeHue
BbINOSIHEHNSA 3TOr0 3aJaHnsA OCYLLECTBNATCA B nopsake, ycTaHoBrneHHOM PepeparnbHbiv
3akoHoM oT 12 aHBapa 1996 roga N 7-d3 "O HekoMMepyeCcKnx opraHmsaumnax”.

TAPAHT:

CM. kKommeHTapum k ctatbe 71 HacTosiero ®egepanbHOro 3akoHa

MpesnaeHT Poccurckon depepaumm 1. MeoBenes

Mocksa, Kpemrib
12 anpena 2010 .
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