NMPABUTE/NIbCTBO POCCUNCKOIN ®ELEPALN

MOCTAHOBJIEHUE
oT 6 urona 2012 r. N 686

Ob YTBEPXAEHWIN NMOJTIOXXEHNA
O MMUEH3NPOBAHNN NMPON3BOACTBA JIEKAPCTBEHHbLIX CPEACTB

Cr1COK M3MEeHSIIOLMX JOKYMEHTOB
(B pen. ITocranoBnenumii [IpaButenscta P® ot 15.04.2013 N 342,
ot 20.06.2018 N 702, ot 28.02.2019 N 217, ot 15.05.2020 N 686,
or 02.12.2020 N 1986, ot 22.12.2020 N 2206, ot 14.03.2022 N 368,
oT 25.11.2022 N 2141 (pen. 25.11.2022), ot 03.04.2023 N 534,
ot 16.05.2023 N 766, ot 24.01.2024 N 56, ot 25.12.2025 N 2143)

B cooTtBeTcTBUM € PefiepanbHbIM 3aKOHOM "O JTMILIeH3UPOBAHUU OT/Ie/IbHBIX BUIOB JlesiTe/TbHOCTH"
ITpaButenscTBO Poccuiickon @efiepaliiy NOCTaHOBIISOT:

1. YtBepauth npuaraemoe Ilono)keHrWe O /MLEH3UPOBAaHWM TNPOM3BO/JCTBA JIEKAPCTBEHHBIX
CpeJCTB.

2. [lpu3HaTh YTpaTUBILIKMM CHUIy TlocTaHOBieHue IIpaBuTesnbcTBa Poccuiickoit ®Pepeparjuu ot 3
ceatssops 2010 r. N 684 "O6 yrBepxaeHuH Ilo/io’KeHUsI O JIMI[EH3WPOBAHWM ITPOM3BO/ICTBA
nekapcTBeHHbIX cpezcTB" (CobpaHue 3akoHOzarenbcTBa Poccuiickor ®epeparum, 2010, N 37, cr.
4698).

[Ipencenaresns [IpaBuTenbCTBa
Poccutickoii @egepariyu
O.MEIBEEB

YTBepKIeHO

roctaHoBsieHueMm IIpaBuTenbCcTBa
Poccurickori @egepanyumn

ot 6 nrosis1 2012 r. N 686

NMOJTOXXEHUNE
O IMUEH3NPOBAHN NPON3BOACTBA IEKAPCTBEHHbLIX CPEACTB

Crn1CcoK M3MEHSIIOLUX JOKYMEHTOB
(B pean. ITocranoBnenuii [IpaButensctBa P® ot 15.04.2013 N 342,
ot 20.06.2018 N 702, ot 28.02.2019 N 217, ot 15.05.2020 N 686,
ot 02.12.2020 N 1986, ot 22.12.2020 N 2206, ot 14.03.2022 N 368,
oT 25.11.2022 N 2141 (peg. 25.11.2022), ot 03.04.2023 N 534,



ot 16.05.2023 N 766, ot 24.01.2024 N 56, ot 25.12.2025 N 2143)

1. Hacrosiee IlosiokeHre ycCTaHaB/IWBAaeT TIOPAAOK JIMLIEH3UPOBAaHUS [EeATEJbHOCTU TI0
TPOM3BO/ICTBY JIeKAPCTBEHHBIX CPE/CTB, OCYILeCTB/sIEMON HOPUIUYeCKUMU JIULIaMA B COOTBETCTBUU C
depnepanbHbIM 3aKOHOM "O6 obpartieH!H 1eKapCTBEHHBIX CPeACTB".

2. JIuiieH3UpOBaHue JiesTe/IbHOCTU T10 TIPOM3BO/ICTBY JIeKAPCTBEHHBIX CPeJCTB /i MeJUL[MHCKOTO
TpUMeHeHUsl OCYIIeCTB/isieT MUHUCTEPCTBO TIPOMBIILIZIEHHOCTH U TOpProeiu Poccuiickoit denepariu,
[UIsi BeTepUHapHOro rnpuMmeHeHusi - ®ezepanbHasi ciayxba Mo BeTepUHApPHOMY U (PUTOCAHUTAPHOMY
Haj30py (Aanee - MUIIEH3UPYIOIIME OpPraHbl).

3. [esTenbHOCTh T0 TIPOM3BOZCTBY JIeKAPCTBEHHBIX CPeJCTB BK/IOUaeT B ceOsi paboThl 10
TIepeyHI0 COrIacHo npuaokeHuro N 1.
(8 peg. [Tocranosnenus IlpaBurenscrBa PO ot 14.03.2022 N 368)

4. HI/IL[EHSI/IOHHLIMI/I TPE6OBaHI/IHMI/I, npeasdaB/IseMbIMH K  COUCKATE/IO  JIMLEH3WMHW HAa
OCylieCTB/IeHHEe [OedATe/IbHOCTU II0 IIPOM3BOACTBY JIEKAPDCTBEHHBIX CPEACTB (Aanee - HHHEH3HH),
ABJIAKOTCA:

a) HalmM4yWe y COUCKaTess JIMLIEH3WM TIOMeLeHul, 3/laHui, COOpPY)KeHHH M HMHbIX 00BEKTOB,
TeXHUUYECKUX CPeZCTB, 000pyJOBaHUS M TeXHHUUECKOHN [JOKyMeHTAlMH, IPUHA/JIeXKaIIUX eMy Ha TpaBe
COOCTBEHHOCTH WM Ha WHOM 3aKOHHOM OCHOBAHWH, HEOOXOAMMBIX /il BBITIOJTHEHWS 3asiBIISIEMBIX
paboT, COOTBETCTBYIOLIUX YCTaHOB/IEHHBIM TPeOOBaHUSIM;

0) COOTBETCTBHE TPOW3BO/CTBA JIEKAPCTBEHHbIX CPEACTB [iisi BETEPUHAPHOTO TMPUMEHEHUs
TpaBU/IaM Ha/|jiexkalljedl TIPOU3BO/[CTBEHHOM TMPaKTHUKU B COOTBETCTBUU CO CTaThbell 45 denepasbHOrO
3akoHa "O6 obpalljeHHH JIeKapCTBEHHBIX CPeZICTB";

(B pex. [TocranoBnenus IlpaButensctBa PO ot 22.12.2020 N 2206)

6(1)) cooTBeTCTBHe TPOM3BO/CTBA JIEKAPCTBEHHBIX CPEACTB [ii MEAWL[MHCKOTO TIPUMEHEeHHs
rpaBWIaM Hajiexxalllell MpOM3BO/CTBEHHOM NPakTUKU EBpa3niicKoro 53KkOHOMHUYeCKOro COr3a;
(mm. "6(1)" BBeseH ITocraHoBnenuem [IpaBurenbcrtBa PO ot 22.12.2020 N 2206)

B) Ha/MuhMe B COOTBETCTBHM CO cTaThed 45 @enepambHoro 3akoHa "OO6 obpaiijeHun
JIEKapCTBEHHBIX  CpPeACTB"  MPOMBILLJIEHHBIX  PerjaMeHTOB,  YTBEepP)KJEHHbIX  PYKOBOJUTEIeM
TIPOM3BO/IUTE/ISI JIEKAPCTBEHHBIX CPEJICTB (COMCKATess JIMI[eH3WH) U BK/IIOUAIOIIUX B cebsl repeueHb
UCTIOMb3yeMbIX  (hapMal|eBTUUECKUX CyOCTaHIMi ¥ BCIIOMOTaTe/NbHBIX BEIIeCTB C YKa3aHUEM
KOJIMYEeCTBA KaXX/[0r0 U3 HUX, JlaHHbIe 00 MCII0/Ib3yeMOM 000PYZ0BaHUM U OTHMCAHWE TEXHOJIOTMUECKOTO
riporiecca U MeTOZ0B KOHTPOJISI HA BCeX 3Tarax IIPOU3BO/CTBA JIeKapCTBEHHBIX CPe/ICTB;

I) HaaMude B COOTBETCTBUM CO cTatbeid 45 DegepanpHoro 3akoHa "OO6 obpaijeHHUH
JIeKapCTBeHHBIX Cpe/ICTB" yIOJIHOMOYEHHOTO JIMIja TPOW3BOAUTENS JIEKAPCTBEHHBIX CPEJACTB  [IJIs
BeTEPUHAPHOTO TIPUMEHEeHUsl, KOTOpOe TIpU BBOJ/Ie JIEKAPCTBEHHBIX CPEJCTB /Il BeTEePUHAPHOTO
MIPUMEHEeHUsT B TPaKAAHCKUH 00OpPOT OCYIIEeCTBIISIET TOATBEP)KAEHHE COOTBETCTBUS JIEKAPCTBEHHBIX
Cpe/ICTB [i/isi BETEPUHAPHOTO TPUMEHEHHUs] TpeOOBaHUSM, YCTAaHOB/IEHHBIM TIPU WX TOCY/apCTBEHHOMU
perucTpalyid, ¥ TrapaHTHpPYyeT, UTO JIeKapCTBEHHble CpEeJCTBA [i/id BETEPUHAPHOTO TPUMEHEHHS
MpOM3BeZIeHbl B COOTBETCTBUM C TIPaBUIAMU Hajjiekallledl TIPOM3BO/CTBEHHOM TIPAKTUKU, HUMeeT
obpa3oBaHMe ¥ CTaX PpabOThl, COOTBETCTBYIOIIME TpeOOBaHUSIM, YCTAaHOBJIEHHbIM CTaTheid 45



denepanbHOro 3akoHa "OO6 oOpalljeHHH JIeKapCTBEeHHBIX CPeZCTB", TIPU TTPOM3BO/ICTBE JIEKAPCTBEHHBIX
CpeJCTB [/1s1 BETEPUHAPHOIO MPUMEHEHUsI U aTTeCTOBaHO B MOPsiJKe, YCTAHOB/IEHHOM MHWHUCTEPCTBOM
cenbCKOro xo3siictea Poccuiickont defepanuy;

(nm. "r" B pex. [TocranoBnenus [IpaBurtensctBa PO ot 22.12.2020 N 2206)

r(1)) Ha/iMuKe yNOJHOMOUEHHOro aulja (YIoJTHOMOYEeHHbBIX JIUL]) MPOU3BO/UTEs JIeKapCTBEHHBIX
CpeACTB /s MeAWLIMHCKOrO TIpUMeHeHHsl, SIBJISIOIIerocsi ero pabOTHMKOM, KOTOpOe IpU BBOje
JIeKapCTBEHHBIX CPeJICTB B TPaKJAaHCKW 000POT OCYIIeCTB/sieT TIOATBEP)KJeHUe COOTBETCTBUS
JIeKapCTBEHHBIX Cpe/ICTB TpeOOBaHUSM, YCTAHOBJIEHHBIM MPH WX TOCY/APCTBEHHON perucTparnyiu, u
rapaHTUPYeT, UTO JiIeKapCTBEHHbIE CPe/ICTBA MPOU3BEZIeHbl B COOTBETCTBUHM C TpeboBaHWsIMU [IpaBum
HaJjieXxallled TMpPOM3BO/CTBEHHOW TIPAaKTUKU EBpa3suiiCKOrO0 SKOHOMHUUECKOrO0 COH03a, KOTOpoe
aTTeCTOBAaHO W BKJ/IFOUEHO B PeecTp YIOJHOMOUEHHBIX JIUL] TIPOU3BOAUTE/EeN JieKapCTBEHHBIX CPe/ICTB
EBpa3suiickoro 5KOHOMHYeCKOr0 CO3a B COOTBETCTBMM C TpaBoM EBpasuiiCKOro 3KOHOMHUYECKOTO
COM03a;

(nm. "r(1)" BBegeH IlocranoBnenuem [IpaBurensctBa P® ot 22.12.2020 N 2206)

1) Hanuurie pabOTHUKOB, 3aK/IFOUMBIINX TPYZAOBBIE ZIOTOBOPBI, UMEIOIUX COOTBETCTBEHHO BBICIIIEE
Ui cpefHee rpodeccroHanbHOe —(apMalieBTUUecKoe, XUMHUYEeCKoe, XUMHUKO-TeXHOJIOTHYecKoe,
6uosiornyeckoe, OMOTEXHO/IOTHUECKOe, MeULIMHCKOe UK BeTepuHapHOoe 00pa3oBaHKue, OTBETCTBEHHbIX
3a TIPOM3BO/CTBO, MaPKMPOBKY M KOHTPOJIb KaUeCTBa JIeKapCTBEHHbBIX CPE/ICTB.
(B pea. [TocranoBnenus IIpaButenbcTBa PO ot 22.12.2020 N 2206)

4(1). Ilpy HamepeHMH COWCKaTessl JIULIEH3UM OCYLIECTBJSATh MPOM3BOACTBO (papMalieBTUUYeCKOM
CyOCTaHLIMM CTIMPTA 3TH/IOBOTO (3TaHOJA) HApsily C JMLIEH3UOHHbIMUA TPeOOBaHWSIMH, yKa3aHHBIMHU B
nyHKTe 4 HacTosiero ITomo)keHus1, MpebsIB/SIOTCS CeyIOIIMe JIUIIeH3UOHHbIe TPeOOBaHUSI:

a) OCHallleHWe eMKOCTel [/ TIPMeMKU 3TWIOBOTO CIMpPTAa aBTOMAaTUUeCKUMHU CpefCcTBaMU
M3MepeHUs] M yueTa KOHIleHTpauuud U obbema 0Oe3BOJHOrO CIMpPTa B ITUIOBOM CITUpPTe, OoOBeMa
3TUJ/IOBOTO CIHPTA;

0) porpamMMHO-arrapaTHble CpeiCTBa O/DKHBI 00eCrieurBaTh MpUeM U repegady WHhOopMalyy 0
KOHLIeHTpaLUH 1 00 06beme 6e3BOTHOTO CITHPTA B TUJIOBOM CIIMPTE, UCTIOIb3YeMOM [jisi TIPOM3BO/ICTBA
(apmalleBTHUeCKOi CyOCTaHIMM CIUpTa 3TUIOBOrO (3TaHo/a), 00beMe 3TOr0 3ITUIOBOTO CITUPTA,
TI0JTyYeHHOM C UCTI0b30BaHWEM aBTOMAaTHUeCKUX CPe/ICTB U3MepeHUsl U yueTa KOHLIeHTpaLyy U oobemMa
0e3BOJHOTO CMHMPTAa B 3TUIOBOM CITUPTE, 00beMa 3TU/IOBOTO CIUPTA;

B) OCHAIlleHHe OCHOBHOTO TEeXHOJIOTHUeCKOTr0 O00OpY/ZOBaHUS aBTOMAaTHUECKUMH CpeACTBaMHU
M3MepeHusl U yuyeTa KOHI[eHTpallud U oObeMa 0e3BOJHOrO CrMpTa B (papMalleBTHUeCKOW CyOCTaHI[UH
CTIIMPTa 3TWIOBOTO (3TaHoa), 06bemMa (hapMarieBTHUeCKOUW CyOCTaHI[UU CITUPTa 3TUI0OBOTO (3TaHOJIa);

I) TIporpaMMHO-arnapaTHble CPeZiCTBa JO/DKHBI 00ecrieurBaTh TIpUeM U Tiepefiauy MHGMOpMaIWy,
TIOJTyUeHHOM C UCTO/Ib30BaHUEM aBTOMATHUECKUX CPE/ICTB U3MEPEHUS U yueTa KOHIIEHTPAlMK U 00bemMa
0e3BoIHOTO CrmUpTa B (hapMalleBTUUECKOW CyOCTaHIIMM CITMPTa 3THAOBOTO (3TaHoma), obbema
dapMarieBTHUeCKol CyOCTaHIIMM CIIMPTa 3TUIOBOTO (3TaHoJa), 00 00bemMe ee TIPOM3BO/ICTBA, MTOCTABKU
1 (WM UCTTO/Ib30BaHUS it COOCTBEHHBIX HYX[I;

[l) Ha/lMuKMe Ha TipaBe COOCTBEHHOCTH, XO3SMCTBEHHOI'O BeJIeHUsI WA OTIePaTUBHOTO YIPaB/IeHUs
OCHOBHOTO  TEXHOJIOTMUECKOTO  00OpyJoBaHWs ~ [Ji1  TPOW3BOJCTBA  ITHUJIOBOTO  CITHPTAa,
3aperucTpUpOBAHHOTO B COOTBETCTBUM CO cTaThel 14.1 PenepasnbHOro 3akoHa "O rocyAapCTBEHHOM
peryJMpoBaHHAM TIPOM3BOJCTBA M 000pOTa STHIOBOTO CITUPTA, aJKOTOJBHOW W CIMPTOCOJep Kalljei



MIPOAYKIMH U 00 orpaHUUeHUH TToTpebieHus (PacIUTHsT) alKOTO/TbHOM MPOAYKLUHN';

€) eMKOCTH /I/Isi TIPUEMKH 3THJIOBOTO CITUPTA /il TIPOU3BO/ICTBA (hapMalleBTHUeCKOW CyOCTaHIuu
COMpTa STWIOBOrO (3TaHOJ/A) [IO/DKHBI OBITh COeJUHEHbI KOMMYHMKALIMSIMH, OTBEYAIOIMMU
TpeOOBaHUSIM, YCTAHOB/IEHHBIM deZiepabHbIM OpraHOM UCIIOIHUTeTbHON BJIACTH, YIIOJHOMOUYEHHBIM
10 KOHTPOJIIO WM Haj30py B 00slacTU MPOU3BOACTBA M 000pOTa 3THUIOBOrO CIMPTA, A/JKOTOJILHOW U
CTIMPTOCO/iepyKalliel TPOAYKLIMH, C OCHOBHBIM TEXHOJIOTHUECKUM 000pyZOBaHWEM JJisi TPOW3BO/CTBA
CIIMpTa 3TUIOBOTO (3TaHOJIA).
(n. 4(1) B pen. IToctanoBnenus [IpaButensctBa P® ot 22.12.2020 N 2206)

4(2). JIuneH3WOHHBIMU TpeOOBaHUSIMH, TIPEbSIB/ISEMBIMH K COMCKATeTI0 JIMIIEH3UH TIpU
HaMepeHHH OCYILeCTB/IATb MPOM3BO/ICTBO CIMPTOCO/EP KAlllMX JIeKapCTBEHHBIX TperapaToB, a TaKxke
TPOM3BO/ICTBO JIPYTHX JIeKapCTBEHHBIX CPEZCTB C HCI0/Ib30BaHHEeM (hapMaljeBTHUeCKOW CyOCTaHIIUN
CIMpTa 3TWIOBOTO (3TaHO/A) Hapsily C JIMLEH3WOHHBIMUA TpeOOBaHUSIMM, yKa3aHHbIMU B TIYHKTe 4
Hacrosero [TosokeHusi, IBASIFOTCS:

a) OCHall[eHWe eMKOCTel [ TIPUeMKH (apMarleBTUUecKOl CyOCTaHI[UM CIAPTa 3TH/IOBOTO
(3TaHoO/Ia) aBTOMATHUECKUMHU CPe/ICTBAMH M3MEPeHUs U yueTa KOHILIeHTpalid U oO0bema 0e3BOHOTO
cnupTa B (hapMarieBTUUeCKOH CyOCTaHIMM CIHMPTa 3THUIOBOrO (3TaHosa), obbema hapMarjeBTHUeCKOU
CyOCTaHIMM CITUPTA 3THUIOBOTO (3TaHOJIa);

0) mporpamMMHoO-arnapaTHble CpPeJCTBa AJIsi TPOM3BO/CTBA CITUPTOCOZEPIKAIUX JIeKAaPCTBEHHBIX
MperapaToB, a TakKXXe B TIPOL[eCCe TPOU3BO/JCTBA [JPYTHUX JIEKAPCTBEHHBIX CPEACTB OJDKHBI
obecrieurBaTh TIpUEM U Tepefauy WH(OpMAaIU, TMOJYYEHHOH C HCIO/Ib30BAaHHEM aBTOMAaTUUYeCKHX
CPeACTB W3MepeHHWss W ydeTa KOHIIeHTpalud U obbema 6e3BOAHOTO crmpTa B (hapMaljeBTHUeCKOU
CyOCTaHLIMM CTIMPTa 3THIOBOTO (3TaHo/a), 00beMa (papMarieBTHUeCKOoW CyOCTaHIMU CITUPTa STUIOBOTO
(aTaHosa), 06 oObeMe ee 3aKyTIKY;

B) OCHallleHHe 000pyI0BaHUs yid yueTa o0beMa 060poTa M MCIO/b30BaHUsS (hapMarieBTHUeCKOi
CyOCTaHIIMM CMMpTa 3TUIOBOTO (3TaHO/A) /IS TPOM3BOACTBA CIUPTOCOJEPXKAIIUX JIeKapCTBEHHbBIX
MpernaparoB, a Takke B TPOLIECCE MPOU3BO/CTBA APYTUX J€KAPCTBEHHBIX CPEZCTB C HCIO/Ib30BaHHEM
dapMareBTUueCcKol CyOCTaHIIMM CITUPTa STUIOBOTO (3TaHO/Ia) TEXHUYECKMMHU CPe/ICTBaMK (DUKCALUX U
nepefiaud MH(MopMaluuu 00 oObemMe MpPOW3BOACTBA U 000pPOTa CIMPTOCOAEpIKalljeid TPOAYKLWH B
eIMHYI0 TOCYJApCTBEHHYI0 aBTOMATHM3WPOBAaHHYI0 HWH(POPMAILMOHHYI) CHUCTeMy yueTa 0Obema
TIPOU3BOACTBA U 000pPOTa 3TUIOBOTO CIMPTA, aKOTOJILHON M CITUPTOCOZEP KaIled PoAyKLUH (fasee -
e/IWHasi TOCy/IapCTBeHHAs: aBTOMAaTU3MPOBaHHas MHGOPMAI[MOHHAsI CUCTEMA);

I') MporpaMMHO-amnmaparHble CpejCcTBa /il MPOM3BO/CTBA CIIUPTOCO/Ep KallUX J1eKapCTBeHHBIX
rperiapaToB, a TakXke B TMpoLiecce IPOM3BOJCTBA JPYTUMX JIeKAPCTBEHHBIX CPEeACTB  [JOJDKHBI
obecrieunBaTh TMpUeM U Tiepefady WHpopManmyd o0 oObemMe WCIOIb30BaHUs (papMarieBTHYeCKOu
cyOCTaHI[UM CriupTa 3TUI0BOro (3TaHosa), a Takke uHpopMaiu 06 oObeme TIPOU3BOJCTBA U (W)
obopoTa (3a HCK/IIOUEHWEM DPO3HUYHOW MPOJaKH) CIMPTOCOAEPsKallUX JIeKapCTBEHHBIX TIperaparos,
TIOJTy4eHHOM C TIpUMeHeHHeM TeXHMUEeCKUX CpPefiCTB (uKcalyu U Tepesiaud vHpopMmanuu o6 obbeme
nmpou3BOoZACTBA M 000poTa CrMpTOCOfep)Kaileld TpOAYKIMM, B eJUHYH TOCY/apCTBEHHYIO
aBTOMaTU3UPOBAHHYI0 UH(OPMALIMOHHYIO CUCTEMY.

(. 4(2) B pen. [TocranoBnenus [IpaButenscrtBa PO ot 22.12.2020 N 2206)

4(3). TpeboBanusi moanyHktoB "B" u 'r" mnyHkra 4(2) Hacrosimero IlonoxxeHusi He
pacrpoCTpaHsIOTCd Ha COMCKaTesleld JIMLEH3MM IIpY HaMepeHHWH OCYLeCTB/IATb IPOM3BOJCTBO
CIMPTOCO/epXKalliuX JIeKapCTBeHHBIX IpernapaToB, BK/IIOUEHHbIX B IlepeyeHb CIMPTOCOZeprKalljux



JIeKapCTBEHHBIX TIPeraparoB, YTBeP)K/IeHHbI B COOTBETCTBUM C ab3aljeM TpeTbUM IyHKTa 4 cTaTtbu 1
@enepanbHOTO 3aKoHa "O TroCyZlapCTBEHHOM peryJMpOBaHUM TIPOM3BO/ICTBA M 000pOTa 3THUIOBOTO
CTIMPTA, aJKOTOIbHOM U CTIMPTOCO/epyKalllel MPOAYKIMKA U 00 orpaHrueHuH ToTpebieHust (pacruTHs)
aJIKOTOJIbHOW MPOAYKLMK .

(. 4(3) BBepeH [TocranoBnenuvem [1paButensctBa PO ot 22.12.2020 N 2206)

5. JIuLleH3UOHHBIMU TPeOOBaHUSIMH, TIPEeIbSB/SEMBIMU K JIMIIEH3WATy TIPU OCYILeCTB/IeHUU
JlesiTeIbHOCTU 110 TIPOM3BO/ICTBY JIeKapCTBEHHBIX CPeJCTB, SIB/ISIOTCS:

a) Ha/MuWe y JIMIeH3Wara TOMeIleHUH, 3[JaHui, COOPY)KeHU U MHBbIX 00BEKTOB, TeXHUUYECKHX
CpeAcTB, 000OpyZOBaHWS W TEXHUYECKOH [JOKYMEHTAl[W, TIpUHAAJIeXXallux eMy Ha IIpaBe
COOCTBEHHOCTH WM HAa WHOM 3aKOHHOM OCHOBAHWH, HEOOXOJMMBIX /11 BBIITOJIHEHHS 3asiBI€HHBIX
paboT, COOTBETCTBYIOIIMX YCTAaHOBIEHHLIM TPeOOBaHHUSAM;

0) cobsrojeHre B COOTBETCTBHH CO cratheli 45 ®eznepanbHoro 3akoHa "OO obpaiijeHHUH
JIEKapCTBEHHBIX CPe/CTB" TPeOOBAHUH MPOMBIILIIEHHBIX PErJIAMEHTOB, YTBEP)K/€HHBIX PYKOBOAUTE/IEM
MPOU3BO/IUTE/ST  JIEKAPCTBEHHBIX CpeACTB  (/IMIleH3WaTa) M BK/IKOUYAOIIMX B Cebsg  mepeueHb
WCTO/b3yeMbIX  (hapMal|eBTUUECKUX CyOCTaHIMA ¥ BCIIOMOTAaTe/NbHBIX BEIIeCTB C yKa3aHUeM
KOJIMUEeCTBA KaXX/J0r0 U3 HUX, JlaHHbIe 00 MCII0/Ib3yeMOM 000PYZOBaHUH U OTTHMCAHWE TEXHOJOTMUECKOTO
TMpOoLIeCca ¥ METOZIOB KOHTPOJIS Ha BCEX 3Tariax MpPOU3BO/ICTBA JIEKapCTBEHHbBIX CPE/ICTB;

B) B OTHOIIEHWH IIPOM3BOACTBA JIEKapCTBEHHBIX CPEeACTB [/l BeTepUHAPHOTO TPUMeHeHUs
cobrofieHie B COOTBETCTBUM CO cTaThelt 45 demepanbHOro 3akoHa "OO6 oOpallieHWH JIeKapCTBEHHBIX
CpeACTB" MpaBW/I HaJ|jIe)Kalllel MPOM3BOCTBEHHOW TIPAaKTHKHY;

(nm. "B" B pen. IloctanoBnenus [IpaButensctBa PO ot 22.12.2020 N 2206)

B(1)) B OTHOILLIEHUU TIPOM3BOACTBA JI€KAPCTBEHHBIX CPEACTB [JisI MeJULMHCKOrO0 TPUMEHEeHUsI
cobmopenue TlpaBun Hajexalljel TPOW3BOACTBEHHON TMPAKTUKKA EBpa3suiCKOTO 3KOHOMUUYECKOTO
COM033;

(nm. "B(1)" BBezeH IToctaHoBnenreM [IpaBurtenbcTtBa PD ot 22.12.2020 N 2206)

I) Ha/Muhe B COOTBETCTBUM CO crathel 45 @enepanbHOro 3akoHa "OO6 ob6parieHuu
JIEKapCTBEHHBIX CpeJCTB" YMOJTHOMOUEHHOIO J/Mlja TPOW3BOJAUTE/ISI JIeKAaPCTBEHHbIX CPEeJCTB [JIsi
BeTepMHApHOTO TIPUMEHEeHUsl, KOTOpOoe Tpu BBO/le JIeKAaPCTBEHHBbIX CPEeJCTB [/l BeTepUHAPHOIO
MpUMeHeHUsT B TPakKJaHCKUM 00OpOT OCYIIeCTBIIsSIeT TIOJTBEP>KAeHHe COOTBETCTBHUSI JIeKApCTBEHHBIX
CpeACTB [ijisi BeTePUHADHOTO TIpUMeHeHHs] TpeOOBaHUsSIM, YCTaHOBJIEHHBIM TIPU WX TOCYAAapCTBEHHOU
pervcTpaluyyd, U TapaHTUpPyeT, 4YTO JieKapCTBeHHble CpeZCTBa /[Jii BeTepPUHApHOrO TpPUMeHEeHHs
Mpou3Be/ieHbl B COOTBETCTBUM C TpaBWIaMM HajJjieXkalleil TPOW3BOJCTBEHHOW TMPaKTUKW, a TakKKe
KOTOpoe uMeeT o0Opa3oBaHMe M CTaX pabOThI, COOTBETCTBYHOL[He TPeOOBaHUSM, yCTaHOBIEHHBIM
cratbeii 45 depepanbHoro 3akoHa "OO6 obpallleHWU JIeKAapCTBEHHBIX CPEeZACTB", TPU MPOU3BOCTBE
JIeKapCTBEHHBIX CPEeJICTB /I BEeTEPUHAPHOTO MPUMEeHEeHHsI U aTTeCTOBAHO B TOPsi/IKe, YCTaHOB/IEHHOM
MUHHCTepPCTBOM CebCKOT0 X03siiicTBa Poccutiickoit @efepaiiuy;

(nm. "r" B pex. IToctaHoBenus [1paBurtenbcTtBa P® ot 22.12.2020 N 2206)

r(1)) HanMuWe YMOJTHOMOYEHHOTO Jviia (YIOoJHOMOUEHHBIX JIUL]) TPOU3BOAUTES JIeKapCTBEHHBIX
CPeACTB [yis MEeJWIIMHCKOTO TPUMEHEHUs, SIBJISIoIeecss ero pabOTHUKOM, KOTOpOe TIpHU BBOje
JIeKapCTBEHHBIX CPEJICTB B TPaKJAaHCKMK OOOPOT OCYIIIECTB/ISET TIOATBEP)KIEHUE COOTBETCTBHUS
JIeKapCTBEHHBbIX CPe/ICTB TpeOOBaHUSIM, yYCTAaHOBJIEHHBIM TMPH WX TOCY/JapCTBEHHON peructpaijuu, u
rapaHTUpYyeT, UYTO JieKapCTBeHHbIe Cpe/CTBAa TMPOM3BeZleHbl B COOTBETCTBUM C TpeboBaHUWsMU [IpaBum
HaJ|jie)kallledd TPOW3BO/ICTBEHHOW TIPAaKTUKM EBpa3suiiCKOTO 3KOHOMHUUYECKOTO0 COH3a, KOTOpoe



aTTeCTOBAHO U BK/IKOYEHO B peeCcTp YIIOJHOMOUYEHHBIX JIML| MIPOU3BOJUTE el JIeKapCTBEHHbIX CPe/ICTB
EBpasuiicKoro 5KOHOMMUECKOr0 COr3a B TOpsJIKe, yCTaHOBJIeHHOM EBpa3uicKOM >KOHOMHUUYECKOU
komuccuen. [Ipy Ha3HaueHNY HOBOT'O YTIIOJTHOMOYEHHOT O JIMLA TIPOM3BOAUTEIS JIeKapCTBEHHBIX CPe/iCTB
nuLeH3uat obsi3aH B TeueHue 10 paboumnx AHeH yBeIOMUTH JIMLIEH3UPYIOLUIA OpraH o (haMUINy, UMEeHH
Y 0TuecTBe (MpY HaJIM4KK) YIIOJIHOMOUEHHOIO /LA U [jaTe ero Ha3HaueHus;

(nm. "r(1)" BBegeH IToctaHoBeHreMm [IpaButesbctBa P® ot 22.12.2020 N 2206)

[1) Hamuve pabOTHUKOB, 3aK/IFOUMBIIMX TPY/OBbIe OTOBOPHI, UMEIOLIUX BbICIIIEe WM CpefiHee
npodeccrioHanbHOe (apMaleBTUYeCKOe, XUMUYeCKOe, XHMHKO-TEXHOTIOTHUecKoe, OHMO/IOrHuecKoe,
OuoTexHO/OTUYeCKOe, MeAWIMHCKOe WM BeTepUHApHOe o00pa3oBaHWe, OTBETCTBEHHBIX  3a
IPOU3BO/CTBO, MAPKUPOBKY U KOHTPOJIb KaueCTBa JIeKapCTBEHHBIX CPe/ICTB;

(8 pea. [TocranoBnenus IlpaBurenscrBa P® ot 22.12.2020 N 2206)

e) cobmofieHre UileH3UaToM TpeboBaHuii craTthi 45 ®ezepanbHOro 3akoHa "O6 obpaijeHHUH
JIeKapCTBeHHBIX CPeACTB" O 3arpeTe MPOW3BO/CTBA JIeKAPCTBEHHBIX CPEeZICTB, CBeJEHHSI 0 KOTOPBIX He
COJIepXKaTcsl B TOCY/IapCTBEHHOM PeecTpe JIeKapCTBEHHBIX CPEJCTB i MeJUI[UHCKOTO TIPUMEHEHUs], U
(WM) TOCYZApPCTBEHHOM pPeecTpe JIeKapCTBEHHBIX CPEeZICTB /11 BETEPUHAPHOTO TPUMEHeHWUs, W (VJTH)
eIMHOM peecTpe 3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeACTB EBPa3sHICKOro 3KOHOMHUECKOTO
coro3a, ¥ (WIK) eAWHOM peecTpe 3aperrMCTPUPOBAHHBIX BETEPHHAPHBIX JIEKAPCTBEHHBIX MperapaToB
EBpa3uiickoro 5KOHOMHUYeCKOTO COI03a, 3a UCK/TFOUeHHEeM JIeKapCTBEHHBIX CPeICTB, MPOU3BOAUMBIX ISt
TIPOBe/IEHUS] KITMHUYECKUX WCCIe[OBaHUM WM [ 9KCTIOPTa, a TaKXKe O 3arpeljeHrd TIPOU3BO/CTBA
(hanbCUGUITMPOBAHHBIX  JIEKADCTBEHHBIX CPE/ICTB, JIEKADCTBEHHBIX CpeJACTB 0e3 JIMIeH3Wd Ha
TIPOM3BO/ICTBO JIEKAPCTBEHHBIX CPEJICTB, JIEKAPCTBEHHBIX CPE/ICTB /ISl BETEPUHAPHOTO TIPUMEHEHUs C
HapyllleHWeM TIpaBWI HajJieXkalleld TPOW3BO/ICTBEHHON TIPAaKTHUKH, JIEKAPCTBEHHBIX CPEeACTB [IJIsl
MeIMLUHCKOTO TIPUMEHeHUs1 C HapylieHuem IIpaBua HajjeXkalled TPOHU3BOACTBEHHON TPAKTHKH
EBpa3uiickoro 5KOHOMHUECKOT0 COH03a;

(nm. "e" B pen. IToctanoBnenus IIpaButenbctBa PO ot 24.01.2024 N 56)

K) coOsoZieHre nuileH3uaToM TpeboBaHuM ctathul 57 ®enepanbHoro 3akoHa "OO6 obparieHUH
JIeKapCTBEHHBbIX CpeJCTB" O 3ampeTe TIPOAAXH HeJ00pOKaueCTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB,
(banbCUGUITMPOBAHHBIX JIEKAPCTBEHHBIX CPE/CTB M KOHTPA(aKTHBIX JIEKAPCTBEHHBIX CPE/ICTB;

3) coOsiroZieHre TIpaBW/I XpaHEHHUs] JIeKapCTBEHHBIX CPEACTB B COOTBETCTBUM CO CTaThed 58
denepanbHOTO 3aK0Ha "O0 oOpallieHnH JIeKapCTBeHHBIX CPe/ICTB";

u) cobmogenue IIpaBun yHUUTOXKeHWs HeloOpOKaueCTBeHHBIX JIeKaPCTBEHHBIX —CPEJCTB,
¢banbCcuUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB M KOHTPa(aKTHBIX JIeKapCTBEHHBIX CPEJCTB,
yTBeP)K/IeHHbIX B COOTBETCTBUM €O cTaTtbsiMu 47 u 59 ®PepepanbHoro 3akoHa "OO6 obpareHun
JIeKapCTBEHHBIX CPeJCTB", 3a UCK/IIOUEeHHeM JIeKapCTBeHHbIX CPeiCTB [/l MeJULIMHCKOIO IIPUMEeHeHNs;
(nm. "u" B pef. IloctanoBnenus IlpaBurensctBa P® ot 22.12.2020 N 2206)

K) yTpatus cuny. - [locraHoBnieHue [1paBurtenbctBa P® ot 22.12.2020 N 2206;

K(1)) cobmromeHre TIpaBU/I PerUCTpal[dd OIeparvii, CBA3aHHBIX C oOpalleHreM JIeKapCTBEHHBIX
CPeACTB /I MeJUWLIMHCKOTO TPUMEHEHUs, BK/IOUEHHBIX B TIlepeueHb JIeKAPCTBEHHBIX CPEeZCTB [Jis
MeJUIIMHCKOTO TIPUMeHeHHsl, TMOJJie)KallluX TpeMeTHO-KO/MUeCTBeHHOMY YyueTy, B CHelMaJbHbIX
)KypHa/laX yueTa Orepalyi, CBS3aHHbIX C OOpalljeHHMeM JIeKapCTBEHHBIX CPEJCTB /i1 MeJUIIMHCKOTO
TpUMeHeHUs], U TIPAaBWJI BeJIeHUs] ¥ XpaHeHUs CTel[Ma/IbHbIX )KYpHA/IOB ydeTa Orepaljii, CBsi3aHHBIX C
oOpaiiieHreM JieKapCTBeHHBIX CPeJCTB /il MeIUL[MHCKOTO TIPUMeHeHus;

(nm. "k(1)" BBegmeH IToctaHoBeHreM [IpaButenbctBa P® ot 15.04.2013 N 342)



mwon

J1) TIOBbIlIeHWe KBanu(UKalMW /WL, yKa3aHHbIX B mogmyHkTax "r", "r(1)" u "a" HacTosiiero
IyHKTa, He pexke 1 pasa B 5 feT;
(nm. "n" B pex. [TocranoBnenus IIpaBurtenscrBa PO ot 22.12.2020 N 2206)

M) perucTpaiusi B CHUCTeMe MOHUTODWHra [BW)XEHUsI JIeKapCTBEHHBIX TIperapaToB [I/ist
MeJIULIMHCKOT0 TIPUMeHeHUsT;
(nm. "M" BBesieH [TocTtanoBneHuem I1paButensctBa PP ot 15.05.2020 N 686)

H) cobmozieHre TpeboBaHuii ctaThl 67 PenepanbHOro 3akoHa "OO6 oOpalljeHHH JIeKapCTBEHHBIX
CpeiCcTB":

00 obecrieueHnr B TIOpsiIKE M B COCTaBe, KOTOpbIe yCTaHOB/IeHb! [IpaBuTenscTBoM Poccuiickoit
depnepauyy, BHeceHUs1 MHGHOPMALIMK O JIEKapCTBEHHBIX TIperaparax sk MeJULIMHCKOTO MPUMeHeHUs B
CHCTEMY MOHUTODWHTA [IBM)KEHHSI JIEKaPCTBEHHBIX MPerapaToB /i MeJULIMHCKOTO PUMEHEHUS;

O HaHeCceHWU JJisi Lefel WAeHTU(UKALMKA YIaKOBOK JIeKApCTBEHHBIX [pernaparoB st
MeJULIMHCKOTO MpUMeHeHUsI B Mopsi/iKe, ycTaHoB/eHHOM [IpaBuTtenbcTBoM Poccuiickoit ®efepanyu, Ha
MEepPBUYHYH YIAaKOBKY (B OTHOLIEHWH JIeKAPCTBEHHBIX MpernapaTroB [/si MeJULMHCKOTO MpPUMeHeHUs,
JUIsI KOTOPBIX He MpeJyCMOTPeHa BTOPWYHAs YIAaKOBKA) U BTOPUUHYIO (TTOTPEOUTE/IbCKYIO) YIIaKOBKY
JIeKapCTBEHHBLIX TIperapaTtoB /Jii MeAWLMHCKOTO TpHUMeHeHWs Cpe/cTBa UAeHTH(UKALUM, 3a
WCK/TFOUeHUEM JIeKapCTBEHHBIX TMperaparoB [jisi MeJWLIMHCKOrO TpPHUMeHEeHHs, NPOWU3BOJUMBIX [JIs1
MpOBe/ieHUs] KIMHUYeCKUX MCCe/JoBaHUM, KCIOPTa, IeKapCTBEHHBIX MperapaToB, YKa3aHHbIX B YaCTSIX
5 u 8 crateu 13 ykaszaHHoro @efepasbHOTO 3aKOHA, pazuodapMalieBTUUeCKUX JIeKapCTBEeHHbIX
MpernaparoB, MUSIBOK MeULMHCKUX Y Ta30B MeJULUHCKUX.

(nm. "H" BBegeH [TocTanoBnenunem IlpaButensctBa PO ot 15.05.2020 N 686)

5(1). JIumeH3UOHHBIMU TPeOOBaHUSMH, TIPEABSBISIEMBIMA K JIMLEH3WATy TIPU OCYIIeCTB/IeHUH
MpoM3BO/ICTBA  (hapMal|eBTUUeCKOW CyOCTaHIIMM COMpTa  JTWMOBOro  (9TaHoma), Hapsgy C
NALIEH3UOHHBIMU TPeOOBaHUSAMHY, yKa3aHHBIMH B ITYHKTe 5 HacTosiero ITonoykeHus, sIB/ISTFOTCS:

a) OCHalleHWe eMKOCTel [l INpUeMKH STWU/I0BOrO CIUpPTa Yy OpraHu3aljvi, HCIO/b3YOLMX
9TUIOBLIM COMPT AJisi TPOM3BOACTBA (papMarieBTUUeCKOH CyOCTaHIMM CITUpTa 3THIOBOTO (3TAaHOJIA),
aBTOMATHUECKMMH CpPe/ICTBAMH M3MepeHHsl M ydeTa KOHIIeHTpaluud ¥ obbema 0e3BOAHOrO CIMpTa B
3THJIOBOM CITHPTe, 00beMa 3TU/IOBOTO CITUPTA;

6) mporpamMMmHO-ammiapaTHble CpeJCTBa OpraHW3al[ii, HCIOJIBL3YIOUUX STHIOBBIA CIHUPT /s
TPOM3BO/ICTBA (hapMar|eBTHUeCKOW CyOCTaHI[UH CITMPTa 3TU/0OBOTO (3TaHO/), JOJDKHBI 00ecrieurBaTh
npueM W Tiepefauy MHGOpPMAIMd O KOHIIeHTpaluuu u 06 oObeme 0e3BOAHOTO CIMPTAa B 3THUIOBOM
cnupTe, 0ObEMe STWIOBOTO CITUPTA, IOJyYeHHOW C WCIO/Ib30BaHHEM AaBTOMATUUYECKUX CPEJICTB
M3MepeHUs] M yudeTa KOHIIeHTpalud M oObema 0e3BOJHOrO CIMpPTa B 3TUIOBOM CITUPTe, 00beMa
3TUIOBOTO CITHPTA;

B) OCHAIl[eHHMe OCHOBHOT'O TEXHOJIOrMUeCcKOro o0O0pyZoBaHHs OpraHMW3al[uii, OCYIeCTBISIOIINX
TPOM3BO/ICTBO  (hapMalleBTUUECKOM CyOCTaHIIMM CIMpTa STHIOBOTO (3TaHO/MA), aBTOMAaTUUeCKUMU
CpeACTBaMU M3MEPeHHUsI M yueTa KOHLIeHTpaluu U obbema 0e3BOAHOTO criupra B (hapMaljeBTHUeCcKOu
CcyOCTaHI[UM CTIMPTa STWIOBOTO (3TaHOo/a), 00beMa (apMarieBTUUeCcKOl CyOCTaHIUM CITUPTa 3THUIOBOTO
(3TaHona);

r) TMporpaMMHO-anrapaTHble Cpe/ACTBa OpraHu3alyi, OCYILLEeCTBJSIOLMX T[POU3BOJCTBO



dapMarieBTUUeCKOW CyOCTaHIIMM CIAPTa STWIOBOTO (3TaHOJA), AO/DKHBI ObOecrieurdBaTh TIpUEM U
nepeziauy WHGOpPMAIUH, MOTyUYeHHON C UCTIO/Ih30BaHMEM aBTOMAaTHUECKUX CPe/ICTB M3MEePeHHs U yueTa
KOHIIEHTpallud U o0beMa 0e3BOJHOrO CrUpTa B (hapMaljeBTHUeCKOW CyOCTaHIMM CIHMpTa 3THUIOBOTO
(3TaHona), obvema QapmaleBTUUeCKOW CyOCTaHLIMM CIUpPTa 3THIOBOTO (3TaHoma), o6 obneme ee
TIPOM3BO/ICTBA, MOCTAaBKU U (W) UCIIO/Ib30BAHUSI [7Isi COOCTBEHHBIX HYXK[I;

1) Ha/lMuue Ha rpaBe COOCTBEHHOCTH, XO3dMCTBEHHOIO Be/leHHsl WM OIepaTHBHOIO YIIpaB/IeHUs
OCHOBHOTO  TEXHOJIOTMUECKOro  obopyJoBaHMs  [Jii  TPOW3BOJCTBA  STW/IOBOTO  CIIUPTAa,
3apernCTpUpOBaHHOIO B COOTBETCTBMM €O cTaThel 14.1 ®depepanbHOro 3akoHa "O rocyzapCTBeHHOM
peryJMpoBaHMM IPOU3BOJCTBA U 000pOTa 3TUIOBOTO CIMPTA, aJKOTOJbHOM U CIHPTOCOAepKalleit
MPOYKLMU U 00 OrpaHUueHUH MOTpebieHust (PacyTHsl) aJIKOTOTbHOM MPOAYKLAN';

€) eMKOCTH Ji/isi IPUeMKH 3TUJIOBOTO CIUPTA i IPOU3BO/CTBA (hapMalieBTHUeCcKou CcyObcTaHLuu
CrypTa STWIOBOTO (3TaHOMA) [O/DKHBI ObITh COeJMHEHbl C KOMMYHMKAL[UsIM{, OTBeuarol{UMU
TpeOOBaHHUsM, yYCTAHOBIEHHBIM (eZiepasbHBIM OPraHOM HCIIO/THUTEIbHOW BIAaCTH, YIIOJHOMOYEHHBIM
10 KOHTPOJII0 ¥ Ha/30py B 007acTW MPOM3BOACTBA M 000pOTa STH/IOBOTO CIMPTA, A/JKOTOJBHOU M
CrMpToCoiepyKaltield MPOAYKLMHA, C OCHOBHBIM TeXHOJIOTMYeCKUM 000pyJOBaHWEM [ijisi TIPOM3BO/ICTBA
CrMpTa 3TUIOBOrO (3TaHoMA);

) cobsofieHre nvieH3uaToM TpeboBaHuM ctaThu 45 denepanbHoro 3akoHa "O6 obpareHUH
JIeKapCTBeHHBbIX CpeACTB" 10 TPOU3BOACTBY (apMalieBTUUeCKOW CyOCTaHI[MM CITUpTa 3THUIOBOTO
(aTaHOMIA) METOJIOM pa3Be/ileHHs] BOJOW OuMIlleHHOW peKTU(PUKOBAHHOTO STHUOBOrO CIUpPTa U3
TTUILEBOTO CBIPhS, TPOM3BEZIEHHOT0 HAa OCHOBAaHWM JIMLIEH3WH HA TIPOM3BO/ICTBO 3TU/IOBOTO CITUPTA [IIsI
MIPOM3BO/ICTBA (PapMalleBTUUECKOW CyOCTaHIIMM CIMPTa 3TWIOBOTO (3TaHO/A) B COOTBETCTBUU C
TpeboBaHusiMu PesiepasbHOrO 3akoHa "O TOCyZapCTBEHHOM peryJMpoBaHUM MPOU3BO/CTBA U 000poTa
TUIOBOT'O CIMPTA, aJKOTOJLHOM M CIIMPTOCO/epsKallleid MPOAYKIMHA U 00 orpaHuueHUH TOTpebieHust
(pacruTusi) anKOTrOLHOM MPOAYKIMKU', ¥ TI0 MeCTy OCYILeCTB/IeHUs POM3BO/ICTBA (hapMalleBTUUeCKOU
CyOCTaHI[UM CITUPTA STUIOBOTO (3TaHOA);

3) cobmrofieHre JIMIeH3WaToM TpeOOBaHWK O 3ampeTe MPOMW3BOACTBA CITUPTOCO/EpIKalliX
JIeKapCTBEHHBIX TPerapaToB 0 MeCTy OCYL[eCTB/IeHHs TIPOU3BO/ICTBA (hapMaLleBTUUECKON CyOCTaHLIUM
CIMpTa 3TUIOBOrO (3TaHoMA);

Koncynbrantllntoc: npumeuanue.
®enepasbHbIM 3aKOHOM OT 22.12.2020 N 436-®3 ct. 14.1 usnokeHa B HOBOM pefakiuyd. Hopma 1.
1.1 cT. 14.1 npe>xHel peJjaKI[ui COOTBETCTBYET HOPMe M. 2 YKa3aHHOW CTaTbd HOBOU peJlaKI[HH.

1) cobmofeHre nvieH3uaToM TpeboBaHuil ctathu 45 ®PefepanbHoro 3akoHa "OO6 obpareHUH
JIeKapCTBEHHBIX CPe/ICTB" 0 3ampeTe MPOM3BO/CTBA (hapMarieBTHUeCKoW CyOCTaHIMK CIIMpTa 3TU/IOBOTO
(3TaHO/Ia) HA OCHOBHOM TEXHOJIOTMUECKOM 000pyZOBaHWM /i1 TIPOW3BO/ICTBA 3TU/IOBOTO CITUPTA,
yKasaHHOM B nyHKTe 1.1 crtateu 14.1 ®epepanbHOro 3akoHa "O rocysapCTBEHHOM pery/aiupOBaHUMN
NIPOM3BO/CTBA U 0060pOTa 3TUIOBOTO CIMPTA, alKOTOJbHOM M CIHUPTOCOZepsKalllell MpoAyKLUUH U 00
orpaHuueHuM rnorpebeHus (pacuTysi) anKoroabHOM MPOAYKLUK";

K) cobmosieHue nvieH3uaToM TpeboBaHuii ctatbu 45 denepasbHoro 3akoHa "O6 obparieHun
JleKapCTBeHHBIX Cpe/iCTB" O 3arpeTe peanu3aliuu (Tiepeiaul B YCTAaHOBJIEHHOM 3aKOHOZATeTbCTBOM
Poccuiickoii ®Pezepauyu mopsiike) dapMaljeBTHUeCKod CyOCTaHLIMK CIMpTa STWIOBOTO (3TaHOJIA)
OpraHu3alUsiM OMTOBOW TOPTOBJIU JIEKAPCTBEHHBIMHU CPe/ICTBAMU;



7) cobmrofieHye JTIleH3UaToM TpeboBaHWM cTaThMl 45 defepanbHoro 3akoHa "OO6 obOparieHun
JIeKapCTBEHHBIX Cpe/CTB" 00 OCyIeCTB/IEHUM TepeBO3KU (apMaljeBTUUeCKOlW CyOCTaHIMM CIHUpTa
3TUIOBOTO (3TaHOJ/A) C CoO/oeHreM TpeOOBaHUM, YCTaHOB/IEHHBIX cTaThel 9 defepanrbHOTO 3aKOHA
"O rocysapCTBEHHOM DeryJMPOBAaHHM TPOW3BO/JCTBA U 000POTa 3TUIOBOTO CIMPTA, AJKOTOJLHOW U
CTIMpPTOCO/epsKalleid TPOAYKIMM U 00 orpaHudyeHUd TIOTpeO/ieHUs] (pacmUTHsI) aKOTOJIbHOM

MPOAYKLHN";

M) cobsojeHue JHIleH3UMaToM TpeboBaHMM O peanu3anuy (Tiepefiadye B yCTaHOB/IEHHOM
3aKOHOZATeIbCTBOM Poccutickoii ®epeparyu  mopsiike) (apMareBTHUeCKOW CyOCTaHIIMKM CIUAPTa
3TWIOBOrO (3TaHO/a) MPOM3BOAUTE/ISIM JIeKAPCTBEHHBIX CPeZCTB [ MPOU3BOJCTBA JIEKAPCTBEHHBIX
CPeZICTB B eMKOCTSIX 00beMOM He Gosiee 1 nutpa u (nmu) He MeHee 1000 TUTPOB, a OpraHU3aIUsIM,
yKa3aHHbBIM B TIyHKTax 3 - 5 yactu 8 cratbu 45 PesepanbHoro 3akoHa "O6 obpallleHuH JieKapCTBeHHBIX
cpencTB', - B Tape 00beMoM He 6osiee 1 uUTpa;

H) coOsirofieHre JTUIeH3aToM TpeboBaHMI O 3arpeTe peanv3aluu (Tiepeilaud B yCTaHOBJIEHHOM
3aKOHOZATebCTBOM Poccutickoii ®eneparyu  mopsiike) (apMareBTHUeCKOW CyOCTaHIMKM CIUPTa
TUIOBOTO (3TaHOJla) OpPraHMU3alUsIM W WHAUBUAYaJbHBIM TIPeANPUHUMATE/ISIM, OCYIeCTB/ISIOUUM
pa3BejieHUe, BhIpAll[UBaHUe U COZiep>KaHUe KUBOTHBIX;

0) cobmofieHre JIMLeH3WaTOM TpebOBaHUM O 3arpeTe TPOU3BOJACTBA (papMalieBTUUYeCKOM
cyOCTaHI[UM CIUPTA 3TUIOBOTO (3TaHOJIA) TIPY TIpeKpallleHuH WM aHHYJTMPOBAaHUM JIeMCTBUS JTULeH3UN
Ha TPOU3BOJCTBO 3TWUJIOBOTO CIMPTA AJIi TIPOM3BO/CTBA (PapMalleBTUUECKOW CyOCTaHIMMA CIHUpTa
5TWIOBOTO (3TaHOJIA).

(n. 5(1) B pex. IToctanoBnenust [IpaBurensctBa P® ot 22.12.2020 N 2206)

5(2). JIumeH3UOHHBIMU TPeOOBaHUSMH, TIPEABSBISIEMBIMA K JIMLEH3WATy TIPU OCYIIeCTB/IeHUH
TIPOM3BO/ICTBA CIIUPTOCO/EePyKAll[UX JieKapCTBeHHBIX TperapaToB UCXo/s U3 00beMa rnoTpebuTe/bCKoM
Tapbl (yNakoBKM) U (WM) CTOMMOCTH M (Wiu) (yHKLUMOHATBHOTO Ha3HaueHUsl CIHUPTOCOJep Kalllhx
JleKapCTBeHHBbIX TperapaToB, a TakKe [IPOM3BOJCTBA [IPYyIMX JIeKAPDCTBEHHBIX CPeJCTB C
WCTIOb30BaHHeM  (apMarleBTUUeCKOH CyOCTaHIMM CITUpTa JTWIOBOrO (3TaHO/A) Hapsiay C
NLIeH3MOHHBIMU TPeOOBaHUSMH, YKa3aHHBIMH B TTYHKTe 5 HacTosiiero I1omo)keHus, sIB/ISTFOTCS:

a) OCHallleHWe eMKOCTel [/s1 TIpueMKH (apMalieBTUUecKod CyOCTaHI[MM CITUpTa 3THUIOBOTO
(aTaHO/I) aBTOMaTUUYECKUMU CpeJICTBAaMH W3MepeHHsI M yueTa KOHIIEHTpaluu U obObeMa 06e3BOJHOTO
crvpTa B ¢hapMalieBTHUeCKoW CyOCTaHI[MM CITUPTa 3TWIOBOro (3TaHo/a), oObeMa (hapmarieBTHUeCKoi
CyOCTaHI[UM CITUPTA STUIOBOTO (3TaHOA);

0) mporpaMMHoO-arinapaTHble CpeJCTBa OpraHWU3al[ii, WCIO/b3YIOMUX (hapMalleBTUUECKYIO
CyOCTaHLIMIO CIHpPTa 3TWIOBOTO (3TaHO/A) /s TPOM3BOACTBA CIMPTOCO/EPIKAIINX JIeKapCTBeHHBIX
TIperiapaToB ¥ B TIPOLIECCE TIPOM3BO/ICTBA JIPYTUX JIEKAPCTBEHHBIX CPEZACTB, JO/DKHBI 00ecrieunBaTh
TIpHEM U Tiepejjauy WH(OpPMaIUK, MOJyYeHHO!H C UCT0/Ib30BaHHEM aBTOMATUYeCKUX CPEe/ICTB U3MEPEHHUSI
U yueTa KOHI[eHTpaluu U oObeMa 0e3BOJHOrO crvpTa B (hapMalleBTHUECKOH CyOCTaHLUM CITUpTa
3TUNOBOTO (3TaHo/Ma), obbeMa chapMal|eBTUUeCKoW CyOCTaHLIMKM COMpPTa 3THUIOBOrO (3TaHosa), 00
o0beMe ee 3aKyTIKY;

B) OCHallleHHe 000pyZoBaHUs [/ yueTa oObeMa 000pOTa M MCIO/Ib30BaHUs (hapMarieBTUUeCKOH
CyOCTaHLIMM CMUpTa 3TUIOBOTO (3TaHO/A) /s TIPOM3BOCTBA CITUPTOCOEPKAIUX JieKapCTBEHHBIX
TIperapaToB, a Takke B TPOLIECCE MPOW3BO/CTBA JPYTUX JIEKAPCTBEHHBIX CPEZACTB C MCIIO/Ib30BaHHUEM
dapmarieBTUUeCKOM CyOCTaHI[MM CITUPTA 3TUIOBOTO (3TaHO/a) TEXHUUECKUMH Cpe/ICTBaMU (pUKcaru 1



nepefiaud wHMopMaiu 06 oObeme TMPOW3BOACTBA M 000pOTa CIUPTOCOAEP’Kallleld TPOAYKI[UM B
eIMHYI0 TOCy/IapCTBEHHYI0 aBTOMAaTH3WPOBaHHYI HWH(OPMALMOHHYI cuctemy. TpeboBaHus
HACTOALLIEr0 TMOAINYHKTA He PpaclpOCTPaHSIOTCS Ha JIMLEH3MAaTOB, OCYLLEeCTB/ISIOMX TIPOM3BOACTBO
CIUPTOCOZePIKall[MX JIeKapCTBEHHBIX TIpernapaToB, BK/IIOUEHHbIX B TepedyeHb CIUPTOCOZEpP Kallux
JIeKapCTBEHHbIX  TIperapaToB, yTBep)kJeHHbIM [IpaBurtensctBoMm Poccuiickoii ®epepaiuu B
COOTBETCTBUM C ab3arjeM TpeTbUM IyHKTa 4 ctathl 1 degepanpHOro 3akoHa "O rocygapCTBEHHOM
peryJMpoBaHWN TIPOM3BOJCTBA M 000pOTa STHIOBOTO CITUPTA, aJKOTOJBHOW W CIMPTOCOJep Kalljei
MIPOAYKIUK U 00 orpaHruUeHUM NoTpebieHus (PacIUTHs) alKOTO/TbHOM MPOAYKIUHN';

I) IporpamMMHO-arinapaTHble CpeZCTBa OpraHM3alyii, HCIOJb3YIOIKMX (apMalleBTHUYeCKyto
CyOCTaHLIMIO CIMpPTa 3TWIOBOTO (3TaHO/A) /sl TPOW3BOJCTBA CIMPTOCO/EPIKAIMX JIeKapCTBEHHBIX
TiperiapaToB M B TpOL{ecce TIPOM3BO/CTBA JPYTHX JeKapCTBEHHBIX CPe/CTB, JO/DKHBI 0bOecrieunBaTh
npueM U Tiepefiauy uHdopMau 06 obbeMe MCMOIb30BaHus (apMalleBTUUeckor CyOCTaHLIMM CIMpTa
TWIOBOr0 (3TaHoJsa), a Takke HHpopmaruu o006 obObeme Tpon3BojcTBa W (W) oboporta (3a
WCKJTFOUEHHEeM PO3HUUHOM MPO/IaXkKu) CIIMPTOCO/IePrKalliuX JieKapCTBeHHBIX TperapaToB, MOJ/yueHHOU C
NIpYMeHeHreM TeXHUUeCKUX CPeJCTB (HKCALUK U Tepefaun uHpopmaLyu 06 o0beme Mpor3BOCTBA
obopoTa crupTocofepKaiieil TPOAYKLMM, B eJUHYI0 TOCYJApCTBEHHYH0 aBTOMAaTH3UPOBaHHYIO
vHPOpPMaLIMOHHYI0 cucTeMy. TpebGoBaHUsI HACTOSILET0 TIOAMYHKTAa He paclpOCTPAHSIOTCS Ha
JIMLIEH3UaTOB, OCYLLeCTBJISIOIINUX TMPOM3BOACTBO CIIMPTOCOEPIKALMX JIeKapCTBEHHBIX IIperaparos,
BK/IIQUEHHBIX B T[epedyeHb CIIUPTOCO/|eP)KalluX JIeKapCTBEHHBIX TpernapaTroB, YTBep>K[eHHbIN
[TpaBuTesnscTBOM Poccuiickoit denepaii B COOTBETCTBMM C ab3alleM TPeThbUM MyHKTa 4 crath 1
denepanbHOTO 3aKoHa "O TroCyZlapCTBEHHOM peryJMpOBaHUM TPOM3BO/ICTBA M 000pOTa 3THUIOBOTO
CTMPTA, aJKOTOJbHOM U CIIMPTOCO/epyKalliell MpoAYKLMKA U 00 orpaHMueHUd MoTpeOseHust (pacryTHs)
aJIKOTOJIbHOM MPOJYKLMK";

[) TIpe[iCTaBieHWe JeKyapanuii o6 oObeMe MpPoOM3BOACTBA M (W) obopoTa (3a MCK/IIOUeHHeM
PO3HUUHOUM TIPOZA’KK) CIHPTOCO/ePrKalluX JIeKapCTBEHHBIX TperapaToB TNPU MPOM3BOACTBe U (W/IN)
0bopoTe CITUPTOCO/EePIKallUX JIeKapCTBEHHBIX TperapaToB B 00beme, TipeBbimiatomieM 200 1eKaTuTpoB
B roZi. TpeOGoBaHusT HACTOSIIIETO TIOAITYHKTA He PacIIpOCTPAHSIIOTCS Ha JIML[EH3UaTOB, OCYIIeCTBIISIOMINX
MPOM3BO/JCTBO  CIIUPTOCO/EPKAllUX JIeKAPCTBEHHBIX I[IpenaparoB, BK/IIOUEHHBIX B I[epeueHb
COMPTOCO/Ep KallluX JIeKapCTBEHHBIX IIpernapaToB, yTBepKAeHHbIM IlpaButenbctBoM Poccuiickoi
desepaliii B COOTBETCTBUU C ab3aieM TpeTbUM NyHKTa 4 craTh 1 depepambHoro 3akoHa "O
roCyJJapCTBEHHOM DeryIMpOBaHMN TPOM3BO/ICTBA W 000pOTa STHIOBOTO CITUPTA, AJKOTOJILHOM W
CTIMPTOCO/iepyKalllel  TPOAYKUMH u 00 orpaHvueHnH TIOTpeOsieHUs: (pPacruTHsI) —a/TKOTOJIbHOU

MpO/YKLK";

e) cobmoaeHre nuieH3uaToM TpeboBaHuii ctath 45 dezpepanbHOro 3akoHa "OO6 obpaieHUH
JleKapCTBeHHbIX cpeJcTB" 00 WCIOMb30BaHUM TOJIBKO —(apMalieBTUUeckor CyOCTaHLMM ChMpTa
3TU/IOBOTO (3TaHO/Aa) MPU MPOM3BO/ICTBE JIeKaDCTBEHHBIX CPeJCTB B KauecTBe AeUCTBYHOIIEro U (WU/m)
BCIIOMOTaTe/IbHOTO BellleCTBa, a TAK)Ke B MHBIX TEXHOJIOTMUECKUX LIeJIsiX;

)K) coOsoZieHre nuileH3uaToM TpeboBaHuM crathl 45 ®denepanbHoro 3akoHa "OO6 obparieHMH
JIeKapCTBEHHBIX CpPeZICTB" O 3arpeTe MPOW3BO/CTBA CITUPTOCOEPIKAIUX JIEKapCTBEHHBIX TPerapaToB
10 MEeCTy OCYIIeCTBJIeHUs] TTPOU3BOACTBA (papMaL|eBTUYeCKOUW CyOCTaHIMK CTIMPTa 3TUIOBOTO (3TaHOJIa)
1 (WM) TI0O MECTY OCYIIIeCTBJIEHHS TIPOU3BO/ICTBA STU/IOBOT'O CITHPTA;

3) cobmozieHre JIeH3uaToM TpeboBaHWM cTaThu 45 @PezepanbHOro 3akoHa "OO6 obpailjeHUH
JIeKapCTBEHHBIX CPeJCTB" O 3arpeTe MPOM3BO/CTBA CIIUPTOCOAep KallMX JIeKapCTBEHHBIX MperapaToB Ha
OCHOBHOM TEeXHOJIOTUYECKOM O0OpYZIOBaHWM [jii TIPOM3BOJCTBA STWIOBOTO CIMPTA, YKa3aHHOM B
nyHkTe 1.1 crateu 14.1 ®@egepanbHoro 3akoHa "O rocyapCTBeHHOM peryJiMpOBaHUM TIPOU3BOACTBA U



o0bopoTa STH/IOBOTO CIMPTA, AlKOTOJBHOM W CIHUPTOCOZepsKalljed TMpoAyKUuMH U 00 orpaHuueHud
notpebieHus (PacIUTHS) alKOTO/TbHOM MPOAYKLIWKN';

u) cobmoneHre nuieH3uaToM TpeboBaHuii ctathu 45 PepepansHoro 3akoHa "OO6 obpareHnn
JIeKapCTBEHHBIX CpeACTB" 00 OCYIeCTBIEHUHM TEepeBO3KU (hapMaljeBTUUeCKOW CyOCTaHIMM CIHUpTa
3TU/IOBOTO (3TaHo/a) ¢ cobsofieHreM TpeOOBaHMM, YCTaHOB/IEHHBIX cTaTheil 9 defepanlbHOTO 3aKOHA
"O rocygapCTBEHHOM peryJIMpOBaHUM TIPOU3BOJCTBA U 000pOTAa 3THUIOBOTO CITUPTA, A/IKOTOJILHOW U
CTIMPTOCO/iepyKalllel TMPOAYKUMH U 00 orpaHvueHnd TOTpeOsieHUst (PacrUTHsI) —aKOTOJIbHOU
MIPOAYKLIU".

(n. 5(2) B pex. IToctanoBnenus [IpaBurensctBa P® ot 22.12.2020 N 2206)

6. OcylmecTBieHre [esTeJIbHOCTH T0 TIPOW3BO/CTBY JIEKAPCTBEHHBIX CPEACTB C TPyObIM
HapyllleHWeM JIMIeH3UOHHbIX TpeboBaHW BreueT 3a C00OOM OTBETCTBEHHOCTb, YCTAHOB/IEHHYIO
3aKOHO/IaTebCTBOM Poccuiickoli @ezepalivu.

[Tpu sToM mog rpyObIM HapylleHHeM ITOHHMMAeTCsl HeBBITIONHEHWe JIMLeH3UaToM TpeboBaHuM,
npeAyCMOTPeHHbIX moAnyHkramu "a" - "u", "k(1)", "M" m "H" nyHkrta 5 u nyHktamu 5(1) u 5(2)
Hacrosiriero Ilono)keHus, TIOB/eKIlee 3a COOOM TOCIeACTBUS, MpesyCMOTpeHHbIe YacThio 10 cTathu
19(2) ®epepanbHoro 3akoHa "O MULIEH3UPOBaHUM OT/E/IbHBIX BUZOB [1eSITEIbHOCTU .

(B pen. [TocranoBnenuii IlpaBurenscrea P® ot 15.04.2013 N 342, ot 20.06.2018 N 702, ot 28.02.2019

N 217, ot 15.05.2020 N 686, ot 14.03.2022 N 368)

7. [na mony4yeHWsl JIMLEH3UMM COUCKaTe/lb JIMLEH3UM Hampap/seT B JIMLEH3UPYHOLMH OpraH
3asiBJIeHUe O IIpe/l0CTaB/IeHUH JINLIeH3NUN:
(8 peg. [Tocranosnenus IlpaBurenscrBa P® ot 24.01.2024 N 56)

a) C yKasaHMeM B MHTepaKTUBHOW ¢opme, pa3MellleHHOW B (efepanbHOIl TroCy/japCTBeHHOMN
vH(popMaLMOHHOM crcTeMe "ENNMHBIN MOpTan rocyjapCTBeHHbIX MU MyHULMNA/IBHBIX YCIyT (QyHKLMi)"
(manee - uHTepakTHUBHasi opMa), CBeJieHUH, MpelyCMOTPeHHbIX uacTbio 1 cratbu 13 depmepanbHOro
3akoHa "O JTMLIeH3UPOBAHWHU OT/Ie/IbHBIX BUZIOB [eITeTbHOCTH", B TOM YMCJIe:

(B pex. ITocranoBnenus IlpaButensctBa P® ot 24.01.2024 N 56)

CBeJleHHH, TIOATBeP)K/JAI0IUX Haln4Ke y COMCKaTess JIMI|eH3WH Ha TipaBe COOCTBEHHOCTH WM Ha
MHOM 3aKOHHOM OCHOBAaHUM HeOOXOJMMBIX /il OCYLLeCTB/IeHUs [JesTeTbHOCTU T0 TPOU3BOACTBY
JIeKapCTBeHHBbIX CPeJCTB TOMeLeHUM, 3[jaHUii, COOpY>KeHWM U (W1h) WHBIX OOBEKTOB 10 MeCTy
OCYIIeCTB/IEHUsl JIMLIEH3UPYeMOTr'0 BHJA [eITelbHOCTH, TeXHUUYECKUX CpejCTB, o0opyJoBaHUs U
TEXHUUYECKOM JJOKyMeHTAaL[H, COOTBETCTBYIOIIUX YCTaHOBIEHHBIM TPeOOBaHMUsIM;

CBeleHU, TIOATBEP)KJAIOIINX Ha/ldyie B TOM UMC/Ie COOTBETCTBYIOLIUX JIMLI€H3MOHHBIM
TpebOBaHUSAM 00pa30BaHMsA, KBaTM(PUKALIUKA U CTaka pabOThI YIIOJHOMOUEHHOTO JIMIja TIPOU3BOMTEIS
JIeKapCTBEHHBIX CPEJCTB, a TakKe 00pa30BaHHUs CIEI[UAUCTOB, OTBETCTBEHHBIX 3a TMPOWU3BO/CTBO,
MapKUPOBKY 1 KOHTPOJIb KaueCTBa JieKapCTBEHHbIX CPe/ICTB;

TIpY HaMepeHWU OCYILeCTBIIATh TIPOU3BO/ICTBO (hapMarieBTHUeCKOUW CyOCTaHLIMK CIIMPTa 3THU/IOBOTO
(sTaHosIa) - CBeZIeHHH, TTOATBEP)KAAIOIIHMX Ha/IMUKe Ha TIpaBe COOCTBEHHOCTH, X03SIMCTBEHHOTO Be/IeHUsS
WA OTIepaTUBHOTO YIIPABJIeHWsT OCHOBHOTO TEXHOJIOTUYEeCKOTO OO0OpY/JOBaHUSI /il TIPOM3BO/CTBA
5TWJIOBOTO CIIMPTA, 3aperMCTPUPOBAaHHOIO B COOTBETCTBMM CO cTaThel 14.1 ®enepanbHoro 3akoHa "O
rOCyZlapCTBEHHOM peryJMpOBaHUM TPOM3BO/ACTBA M 000pOTa 3TUIOBOTO CITHPTA, AJKOTOJBHON |
CIUpTOCO/iepyKalliell TMpoAyKUMHM U 00 orpaHuueHud ToTpeGsieHust (pPacruTHsI) —a/KOTOJIbHOM
nipoayKuuu'". CBe/ieHUs1 O PerucTpalui yKa3aHHOTO 000pY/Z0BaHUs 3arpalliiBaloTCs JTMLEH3UPYIOLUM



OpraHoM y (efiepa/ibHOTO OpraHa MCIOJHUTE/IbHOM BIAaCTH, OCYILEeCTBISIONIEro GyHKIMU 10 KOHTPOJTIO
Y Ha/i30py B 00/1aCTH TIPOU3BO/ICTBA U 000POTA 3THU/IOBOTO CIUPTA, aIKOTOJBHON U CIIMPTOCO/iepyKall|ei
MPOAYKLMH, B PAMKaX Me)KBeJIOMCTBEHHOI'0 MH(OPMALIMOHHOTO B3aUMO/eHCTBUS;

CBeJIEHUH O JIeKapCTBeHHbIX (GopMax M (WIH) BUAax (apmalleBTUUeCKUX CyOCTaHIMH, KOTOpbIe
TIPOM3BO/IUTE/Ib JIeKaPCTBEHHBIX CPe/[CTB HaMepeH TIPOH3BO/UTh;
(ab3ar1 BBesieH IToctanoBnenreM IpaputenbctBa PO ot 25.12.2025 N 2143)

0) c puIoyKeHUeM CJIeAIYIOIIUX JOKYMEHTOB (KOTHH JOKYMeHTOB):
(B pex. ITocranoBnenus IlpaButensctBa PO ot 24.01.2024 N 56)

repedyeHb JIeKApCTBEHHBIX CPEJCTB, IPOU3BOAUMBIX (IJIAHUPYEMbIX K TIPOU3BOACTBY) Ha
MPOU3BO/ICTBEHHOM YyUacTKe;

JI0Che TIPOM3BO/ICTBEHHOT0 yuacTKa (MacTtep-daiin).
(n. 7 B pen. [ToctanoBnenus I1paButensctBa PP ot 25.11.2022 N 2141)

7(1). 3asiBieHue O Tpe/lOCTaB/IeHUH JIULIeH3UU (DOPMUPYeTCs MyTeM 3arioTHEeHUs] UHTePaKTUBHOM
(hOpMBI U TIPE/ICTABJISETCS C TIPUTIOXKEHHUEM [JOKYMEHTOB (KOIHU [JOKYMEHTOB), yKa3aHHBIX B TIYHKTe 7
HacTosero Iloso)keHusi, B JULEH3UPYIOLUI OpraH B (popMe 3/eKTPOHHOT0 JOKyMeHTa (KOMILIeKTa
3JIEKTPOHHBIX ~[JOKYMEHTOB), TIOANKWCAHHOTO B COOTBeTCTBUU C PefiepasibHbIM 3akKoHOM "O
NULIeH3UPOBAaHUH OT/e/IbHBIX BU/IOB JIeSITeIbHOCTH" 3/IEKTPOHHOM MOANMMCHI0 FOPUAWYECKOTO JTUIIA.

(n. 7(1) B pex. IToctaHoBnenus [MpaBurtenbctBa P® ot 24.01.2024 N 56)

7(2). B nensax paccMOTpeHMs 3asiBieHUsI O TPeJOCTaB/IeHUM JIMLEH3WU JIMLeH3UPYIOIIUA OpraH
3arpailiviBaeT C WCIO/JIb30BAHUEM Me)KBEJJOMCTBEHHOTO HWH(OPMALIMOHHOTO B3aWMOJENCTBUS Y
COOTBETCTBYIOLLEro (pefiepaslbHOTO OpraHa MCIOJHUTENbHOM BJIACTH, B PACIOPSHKEHWH KOTOPOTro
HaxXOJATCS Takue CBe/leHus, C/IeIyIoliie CBe/IeHUs U JOKYMEeHThI:

BBITIMCKA M3 EAI/IHOI"O rocyiapCTB€HHOro peeCTtpd OpUINYeCKUX JINL;

CBeleHUs], TOJATBepXKJalolue Haliuyhe B TOM UHC/Ae COOTBETCTBYIOLUX JIMLIEH3UOHHBIM
TpeboBaHUSIM 00pa3oBaHUs, KBaIM(PUKALMK U CTaka paboThI YIIOJHOMOUEHHOTO JIMI[a TIPOU3BOZUTEIS
JIeKapCTBEHHBbIX CPEJICTB, a TakKe 00pa30BaHHUs CIEI[UATMCTOB, OTBETCTBEHHBIX 3a TPOU3BO/CTBO,
MapKUPOBKY U KOHTPOJIb KaueCTBa JIeKapCTBEHHbIX CPeJICTB;

CBeJIeHUs,  TIOJATBEP)KAAIOI[MEe  aTTeCTAl[di0  YIOJHOMOUEHHOrO  JIMla  TPOM3BOJUTEIS
JIeKapCTBEHHBIX CPEJICTB /11 MEJULIMHCKOTO TPUMEHEHHUs] M BK/IIOUEHHE B PeecTp YIOJHOMOUEHHBIX
JIULL TIPOU3BOIUTE/IeN JieKapCTBeHHbIX cpeicTB EBpa3uiicKoro SKOHOMHUYeCKOTO COH3a;

CBeleHUs],  TOATBep)KJAlollle  aTTecTaliii0  yINOJHOMOUEHHOTO /MLl  MPOU3BOAUTEsS
NleKapCTBEHHBIX CPe/ICTB /1Jis BeTePUHAPHOTO NPUMeHEeHUs;
(a63ary BBesieH IToctanoBnenuem IpaBurenbctBa PO ot 24.01.2024 N 56)

CBeJleHus], TIOJTBEP KAAIOIIYe Hallnure y COUCKaTe sl JIMLeH3UH Ha MpaBe COOCTBEHHOCTH WM Ha
MHOM 3aKOHHOM OCHOBAaHMM HEOOXOJWUMBIX /JIi OCYIIIeCTB/IEHUSI JAesTeIbHOCTA TI0 TMPOU3BO/ICTBY
JIeKapCTBEHHBIX CPEJICTB TIOMEI|eHWH, 3/IaHWi, COOPYKeHWM W (W) HHBIX OOBEKTOB II0 MECTy
OCYIL[eCTBJIEHUS JTULIEH3UPYEMOT0 BUA JesTeTbHOCTH;

CBe/leHN s, TIOATBEPXKAAIOIKe Ha/IMUre Yy COMCKATe/Id JIMEH3WKW Ha IpdBe COOCTBEHHOCTH W/ Ha



MHOM 3aKOHHOM OCHOBdHHWU HEO6XO,[[I/IMIJIX TeXHUUEeCKHUX CpeacTs, OﬁOpy,Z[OBaHI/IH U TeXHUUYeCKOU
AOKYMEHTAallMH, COOTBETCTBYIOIIMX YCTAHOB/IEHHBIM TpE6OBaHI/IHM.

B cnyyae oOTCyTCTBHMSI B pacIiOpsbKeHMHM —COOTBETCTBYHOLLero ¢ezepasbHOrO — OpraHa
VCTIOJTHATE/IbHOM ~ B/IaCTWU WM HeTpeJCTaB/ieHUs]  YKa3aHHBIX JOKYMEHTOB WM  CBe/leHUi
JULIEH3WPYIOIIUMA OpraH BIIpaBe HArpaBUTb COWCKATEJ0 JIMLEH3UM YyBeJJOMJIeHWe O Ipe/iCTaB/IeHUH
KOIUI COOTBETCTBYIOLUX JOKYMEHTOB.

PaccMoTpeHue 3asiBjieHUsI O TpeAOCTaBAeHUM JIMLEH3WM TIPUOCTaHaBIMBAaeTCs Ha CpPOK [0
TIpe/iCTaB/ieHns JIOKYMEHTOB, HO He Oosiee uem Ha 30 fAHeW C AaThl pa3MelleHHs YBeJIOMJIEHUS B
denepanbHOM rocyAapcTBeHHOW HMH(OPMAIIMOHHOW cucTeMe "ENWHBIMN MOPTal TOCyAapCTBEHHBIX U
MYHULUMAIBHBIX yCayT (byHKIui)". CpoK MPUOCTAHOBIEHUS] He YUMTHIBAeTCS MPU UCUUC/IEHHH CPOKa
TIPUHSITHS pellieHusi O MpeJi0CTaBIeHUU JIULIeH3UH.

(n. 7(2) BBepeH IloctaHoBnenreM [1paButenbctBa P® ot 25.11.2022 N 2141)

8. Ilpn HamepeHWM OCYILLECTBJIATh JeSATeNbHOCTh 0 MPOM3BO/JCTBY JIeKaPCTBEHHBIX CPEJCTB I10
aZipecy, He MpeJyCMOTPEHHOMY peeCTPOM JIMLIeH3UH, JILIeH3UaT HarpaB/sieT 3asiBieHre O BHEeCEHWUU
W3MEHeHUM B peecTp JMLEH3UW C NPWIOKEeHUeM JOKYMEHTOB (KOMWM JOKYMEHTOB), YKa3aHHBbIX B
nofnyHKTe "6" myHKTa 7 Hacrtosiwero IlonokeHusi, U B JOMOJHeHHWEe K CBeJleHUsIM, yKa3aHHbIM B
nyHkrax 1 1 3 vactu 1 cratbu 13 u yactu 4.1 crateu 18 ®epepanbHoro 3akoHa "O JMLIeH3MPOBaHUMU
OTJleMIbHbIX BU/IOB /leATe/IbHOCTH'", yKa3bIBaeT B UHTePAKTUBHOU (hopMme:

(B pea. [TocranoBnenus IIpaButenbctBa PO ot 24.01.2024 N 56)

a) CBefleHUs, COJep)Kalllie HOBbIA a/ipec OCYILeCTBeHUs [esiTeIbHOCTU [0 TMPOU3BO/ICTBY
JIeKapCTBEHHBIX CPE/CTB;

0) cBe/leHUsI O COCTAaBJISIIOIINX JIeSATeTBHOCTD T10 TPOM3BO/ICTBY JIEKapCTBEHHBIX CPe/ICTB paboTax,
KOTOpbIe JIML[eH3UaT HaMepeH BBINO/JHATL [0 HOBOMY aJpecy OCYILIeCTB/IEHUSl JesTeJIbHOCTU IO
NIPOM3BO/ICTBY JIeKapCTBEHHBIX CPeJICTB;

B) CBeJleHWs O Ha/lMUMU y JMIIeH3WaTa Ha MpaBe COOCTBEHHOCTW WIM Ha WHOM 3aKOHHOM
OCHOBAHMU HeOOXOAWMBIX [/Is1 OCYIIeCTB/IEHUS [eSTeTbHOCTH TI0 TIPOU3BO/CTBY JIeKapCTBEHHBIX
CPeACTB T0 yKa3aHHOMY HOBOMY ajIpecy TIOMEIleHUH, 3[jaHhi, COODPY>KeHHM U WHBIX OOBEKTOB,
TeXHUUECKHUX CPe/CTB, O00OpyJOBaHUSI U TEXHUYECKOW JOKYMEHTAl[i¥, COOTBETCTBYIOIIUX
yCTaHOBJIEHHBIM TPeOOBaHUSM;

(nm. "B" B pea. [ToctanoBnenus I1paButensctBa PP ot 25.11.2022 N 2141)

r) CBefleHWs O HaaMuud pabOTHUKOB, 3aK/IIOUMBLIMX TPY/OBble [JOTOBOPBI, HMeEIOIIHX
COOTBETCTBYIOIIlee BBICIIEE WM CpeAHee TMpodeccHoHasbHOe 00pa3oBaHMe, OTBETCTBEHHBIX 3a
IPOU3BOJCTBO, MapKUPOBKY M KOHTPOJIb KaueCTBa JIEKAPCTBEHHBIX CpPeJCTB, HaMepeHHbIX
OCYILIeCTBJIATh JeATe/IbHOCTb I10 YKa3aHHOMY HOBOMY afipecy;

(8 pea. [TocranoBnenus IlpaBurenscrea P® ot 22.12.2020 N 2206)

[l) TIpY HaMepeHUHM OCYIIeCTB/SATh IPOM3BOJCTBO (hapMalleBTUUECKO CyOCTaHL[MM CITUpTa
5TU/IOBOTO (3TaHoOJIa) 0 YKa3aHHOMY HOBOMY aZipecy - CBeJleHHs], N0/ TBep KAarolije Haluure Ha IpaBe
COOCTBEHHOCTH,  XO3SIICTBEHHOTO  BeJIeHWsI W/IM  OMNEepaTHBHOTO  yIpaB/eHWs  OCHOBHOTO
TEXHOJIOTUYeCKOro 000py/j0BaHUs AJisi TPOM3BOZCTBA STUIOBOIO CIHPTA, 3apPerMCTPUPOBAHHOTO B
COOTBeTCTBUMM €O cTaThel 14.1 @DepepanbHOoro 3akoHa "O rocyJapCTBEHHOM Ppery/MpOBaHUMN
NPOU3BOZCTBA U 000pOTa 3TH/IOBOTO CIMPTA, aJKOTOJbHOM U CHOMPTOCOAepsKalljed MpoAyKLMd U 00
orpaHuyeHuM TOTpebieHust (pacruTusl) asKoroabHOM mnpoAykuuu'. CBefeHHs O perucrpalyu



yKa3aHHOTO 00O0py/I0BaHUsI 3arpallivBalOTCs JIUIEH3UPYIIUM OpraHoM y eepasbHOTO OpraHa
WCTIOJTHUTEIbHOW  BJIaCTH, OCYIIECTBJSIONIEro (YHKIMA 110 KOHTPOJIIO W Ha/30py B 00sacTH
MPOU3BOACTBA M 000pOTa 3TUIOBOTO CITUPTA, AJKOTOJBHOW W CIHUPTOCO/Eep)Kalleld MPOAYKLUH, B
paMKax MeKBeJJOMCTBEHHOT0 MH(OPMAaLIMOHHOTO B3aUMOZeNCTBUS;

nw_mn

(nn. "n" B pex. [TocranoBnenus IIpaButensctBa PO ot 25.11.2022 N 2141)

e) yrpatui cuny c 1 ceHtssops 2024 ropa. - ITocraHosnenue [IpaButensctBa P® ot 24.01.2024 N
56.

8(1). IIpeacraBnenue IULEH3UATOM 3asB/€HUSI O BHECEHWU W3MEHEHWM B peecTp JIMLEH3UU U
rpwiaraeMblx K HeMy [OKYMEHTOB (KONUM [OKYMEHTOB) UM WX pacCMOTPeHHe JIMLeH3UPYIOLM
OpraHOM OCYIIeCTBJISIFOTCS C yyeToM NyHKTOB 7(1) u 7(2) Hacrtosiero [TonoxeHus.

(8B pea. [TocranoBnenus IlpaBurenscrBa P® ot 24.01.2024 N 56)

A63ary yrpatun cuny ¢ 1 mapta 2023 ropa. - ITocranoBnenue IIpaputensctBa PO ot 25.11.2022 N
2141 (pen. 25.11.2022).
(n. 8(1) BBepeH IloctanoBnenvem [IpaButensctBa PO ot 25.11.2022 N 2141)

9. Tlpm HamepeHHWH OCYIIECTB/JSTb HOBble pabOTBHI, COCTAB/SIOL[ME AeATeNbHOCTb TI0
MPOM3BO/ICTBY JIEKAPCTBEHHBIX CPE/ICTB, paHee He IMpeJyCMOTPeHHbIe PeeCTPOM JIMLIeH3UH, JIML[eH3HaT
HarpaB/isieT 3asB/eHHe O BHECEHUM W3MEHEHWM B peecTp JIMLIeH3UW C TMpUI0KeHWeM [OKyMEHTOB
(Korwmii JOKYMEHTOB), YKa3aHHBIX B MOAMYHKTe "0" TyHKTa 7 HacTosero ITo/oykeHus1, ¥ B AOTIO/IHEHHE
K CBeZlleHusIM, yKasaHHbIM B nyHKTax 1 u 3 uvactu 1 crateu 13 PepepanbHOro 3akona "O
JIULIEH3MPOBaHUU OT/Ie/IbHBIX BUJIOB [1eSITeJIbHOCTU'', yKa3biBaeT B MHTePAKTUBHOM (hopme:

(8 peg. [Tocranosnenus IlpaBurenscrBa P® ot 24.01.2024 N 56)

a) CBeleHUA O COCTaBJ/IAHOIIUX AeATe/IbHOCTb IO IMPOM3BOACTBY J/IEKADCTBEHHBLIX CPeACTB HOBBIX
pa60TaX, KOTODBbI€ JIMLIEH3UAT HAaMeP€EH BBITIO/IHATD,

0) cBeseHMs O Ha/MUMM Y JIMIeH3WaTa Ha IpaBe COOCTBEHHOCTHM W/IM Ha WHOM 3aKOHHOM
OCHOBaHMM HeOOXOJUMBIX [Jil OCYILeCTBJEHHS HOBbIX pabOT, COCTaBJSIOLUX [eSITeNbHOCTh II0
MIPOU3BO/ICTBY JIEKAPCTBEHHBIX CPEJCTB, TIOMELeHHH, 3[aHui, COOPY)KeHWH W WHBIX O0O0BEKTOB,
TEXHUUYECKUX CpeJCTB, O00OOpyZOBaHMS U TEXHUYECKOM [JOKYMEHTAalMH, COOTBETCTBYIOIIUX
yCTaHOBJIEHHbIM TPeOOBaHUsIM;

(nm. "6" B pex. [ToctaHoBnenust [1paBuTenibecTBa PO ot 25.11.2022 N 2141)

B) CBeJleHHMSI O HaJuuMu pabOTHUKOB, 3aK/IIOUMBILMX TPY/OBble [JOTOBOPbI, HMeEHOIUX
COOTBETCTBYIOIlee BBICIIeE WM CpefiHee TMpodeccroHasbHOe 00pa3oBaHHMe, OTBETCTBEHHBIX 3a
NPOM3BOJCTBO, MAapKHUPOBKY M KOHTPOJIb KayeCTBa JIeKADCTBEHHBIX CpPeJCTB, HaMepeHHBIX
OCYIIEeCTB/IATH HOBBIE PabOThbI, COCTABJSIOL[ME [eSTelbHOCTh I10 TPOU3BOJCTBY JIeKapCTBEHHBIX
CpejCTB;

(8 pea. [TocranoBnenus IlpaBurenscrea P® ot 22.12.2020 N 2206)

I) MpU HaMepeHWM OCYIIeCTB/ISTh TIPOU3BOJCTBO (papMalleBTUUeCKOl CyOCTaHLMK CrupTa
TUNOBOTO (3TaHO/A) - CBeJeHUs, TIOATBEP)KAAIOIMe Ha/dyhe Ha TpaBe COOCTBEHHOCTH,
XO3SIMICTBEHHOTO  Be/leHUsI WM  OfepaTUBHOrO  YIPaB/ieHHWSI OCHOBHOTO  TeXHOJOTMUeCKOro
obopy/ioBaHusT /11 TIPOM3BOJCTBA STUIOBOTO CITMPTA, 3aperMCTPUPOBAHHOTO B COOTBETCTBUH CO
cratbeit 14.1 ®epepanbHoro 3akoHa "O rocy/japCTBEHHOM pery/iMpoBaHUM MPOU3BOJCTBA U 06opoTa
3TU/IOBOTO CIUPTA, alKOroJAbHOM M CIUPTOCOepyKalljell MpoAyKIud U 06 orpaHrueHUd rotpebieHus
(pactiutusi) ankoronbHOM mpoAykuuu'. CBefileHHMsT O perucTpaldyd yKa3aHHOro 06opyjoBaHuUs



3ampaivBaloTCsl JIMLeH3UPYILUM OpraHoM Yy (eflepaJibHOrO OpraHa WCIOJHUTE/IBHOW BJ/IaCTH,
OCYIIeCTBIISIIOIIEro (QyHKLMH TI0 KOHTPOJIIO M Ha/[30py B 00/1aCTH MPOM3BOACTBA U 060pOTa 3TUIOBOTO
COMpTa, ajaKOroJIbHOM W CIIUPTOCOZep)KalljeM TMpOAYKLMHM, B paMKaxXx MeXBeJOMCTBEHHOIO
MH(OPMAaLIMOHHOTO B3aUMOZelCTBUS;

(nm. "r" B pex. [TocranoBnenus [IpaButensctBa PO ot 25.11.2022 N 2141)

) yrpaTtuii cuny c 1 centsops 2024 roga. - [TocranoBnenue IlpaBurensctea P® ot 24.01.2024 N
56.

9(1). IIpeacraBneHue JMLIEH3UATOM 3asiB/€HUSI O BHECEHWW W3MEHEHUM B peecTp JIMLEH3UU U
rpuaraeMblx K HeMy [JOKYMEHTOB (KOMHWM [OKYMEHTOB) W MX pPAacCMOTpPEHHEe JIULIeH3UPYHOIIUM
OpraHOM OCYIIeCTBJISIFOTCS C yyeToM NyHKTOB 7(1) u 7(2) Hacrtosiero [TonoxeHus.

(n. 9(1) BBegeH IloctaHoBnenueM I[lpaButesnbctBa P® ot 25.11.2022 N 2141; B pea. IToctaHoB/eHus
[TpaButensctBa P® ot 24.01.2024 N 56)

10. Tlpu mpoBeJeHUM MPOBEPKU COOTBETCTBUSI CBeJEHUI, COJep)Kall[UXCs B TpeJCTaBlIeHHbIX
coucKartesieM JIMLeH3WW (/ULieH3uaToM) 3asiBJleHWd U TIpWiaraeMblx K HeMy J[OKyMeHTaXx,
JALIeH3VOHHBIM TPeOOBaHUSIM JIMIIEH3WPYIOL[UM OpraH 3amnpalidBaeT HeoOXOAuMble CBeJeHUs Y
OpraHoB, MpPeZOoCTaB/ISIOLIMX TOCY/JapDCTBEHHbIE YCIYTH, OPraHOB, MPe0CTaB/ISIOLIMX MyHHLMIIAIbHbIE
YCJIYTH, UWHBIX TOCyJapCTBEHHBIX OpraHoB, OpPraHOB MeCTHOTO  CaMOYyITipaBjieHUs 100
MO/[BeZIOMCTBEHHbIX WM OpraHU3al[iii B TOpsiiKe, ycTaHOB/eHHOM ®PezepanbHbiM 3akoHOM "OO6
OpraHM3alvy Mpe0CTaBIeH)s FOCYAaPCTBEHHBIX U MyHULIMMAIBHBIX YCIYT".

11. JluueHsupyoluii opraH pasMeljaeT B (pefepanbHOM roCy/apCTBeHHON WH(OPMaLMOHHOW
cucteMe "EUHBIN MOpTan rocyZapCTBeHHbIX U MYHULMMNAIBHBIX YCIyT (GYHKLUMN)" B YCTaHOBIEHHOM
Topsifike CBeJleHWss O XOJle TIPUHSTHUS KM pelleHWsi O TpeJoCTaBleHru JvLeH3un (00 OTKase B
TIpeJJOCTaB/IeHUM JULIeH3WH), BHECeHUM H3MeHeHWN B peecTp JiuleH3ul (00 OTKa3e BO BHeCEeHUU
M3MeHeHWd B peecTp JMIeH3HWM), TIPUOCTAaHOB/IEHWH, BO300HOB/IEHUH, TIPEKpaIl[eHUuH [1eHCTBUs
NMLEH3UY, CBefleHWss 00 aHHY/MPOBaHWM JIMLEH3UM, CBe/leHWs O XOfie TIPUHSATHUS UM peLIeHus: o
MepUOANYECKOM TIO/ITBEPXK/|€HUH COOTBETCTBHUS JIML[EH3MAaTa JIMLeH3MOHHBIM TPeOOBaHUSM, a TaKKe
CBe/IeHUs O JlaTe NPeJoCTaB/IeHus JIML[eH3UH U PerMCTPaLjMOHHOM HOMepe JIMLIeH3UH.

(8 peg. [Tocranosnenuii [IpaBurtensctea PO ot 02.12.2020 N 1986, ot 14.03.2022 N 368)

12. Hoctynm K 0Ou[eAOCTYIMHOM WHGOPMAI[MK, COJepsKalleiics B peecTpax JIULIEH3UH,
obecrieunBaeTcst JTULIEH3UPYIOLUM OpraHoM 1oCpeiCTBOM ee pa3MelrleHus B
MH(OPMalLIMOHHO-Te/IeKOMMYHUKAIIMOHHOW ceTd "VIHTepHeT", B TOM uucie B ()OpMe OTKPBITHIX
JaHHbIX. [laHHbIE O JULIEH3USX, COJeprKalliiecs B peecTpe JIMLeH3WM, MOy4aroT CTaTyC OTKPBITHIX
JIJAaHHBIX TIPY BHECEHUU 3allCHU B 3TOT PeecTp, KOTOPbIN BeZleTCs B 37IEKTPOHHOM BHU/IE.

(n. 12 B pep. IToctanoBnenus [IpaButensctBa PO ot 02.12.2020 N 1986)

13. ¥YnosHOMOYeHHble [JOJDKHOCTHBbIE JIMI@ JIMLEH3MPYIOLLero OpraHa IIpU OCYLeCTBIeHUN
JIMLEH3UPOBaHUs [JjIsl YCTAaHOBJIEHUSI COOTBETCTBUS COMCKaTess JIMLEH3UWW WIM JIMLeH3uaTa
JIULIEH3MOHHBIM TPeOOBaHUSIM TMPOBOJSAT OL[eHKY COOTBETCTBHSI COMCKATeJIsl JINLIEH3WW WM JIULIeH3UaTa
JMLeH3VOHHBIM TpeOOBaHUSIM B COOTBETCTBMM CO cratbeir 19.1 @enepampHOro 3akoHa "O
NULIEH3UPOBAaHUU OTJAE/NbHBIX BUOB JedTelbHOCTH" B (opMe AOKyMeHTapHOW W (W/M) Bble3[HOMU
OLIeHKH, B TOM UMCJIe C UCTIOIb30BaHUEM CPe/ICTB JUCTAHLIMOHHOIO B3aUMO/eNCTBUS.

[JokymeHTapHasi OL|eHKa MPOBOJUTCS TPH OL|eHKe CBeJleHWM, COZIep’Kall[UuXCsl B Tpe/iCTaB/IeHHbIX
3asIB/IeHUSIX U IOKYMEHTaX, B 1IeJIsIX OL[eHKM COOTBETCTBUS TaKUX CBeeHUI IOI0)KeHUsIM yacTeit 1 u 3
ctatb 13 ¥ yactu 3 crtatbu 18 dPepepanbHOro 3akoHa "O /MLIEH3UPOBAHUM OT/e/bHBIX BUOB



JlesITeJTbHOCTH'', a TaK)XXe CBeJleHUl 0 coOMCKaTesie ULIeH3UU WK JIMLeH3uaTe, cojepsKaiuxcsi B EquHom
rocy/IapCTBEHHOM peecTpe HpUuUeCcKuX JIUL U APYTUX (efepaibHbIX HH(HOPMALMOHHBIX pecypcax.

Kpome mokymeHTapHOM OLIEHKH, NPOBOAMTCSl Bble3[Hasi OLleHKA B OTHOLLIEHWW COMCKAaTesisi
JIULIEH3UU TIpU TIpeZiOCTaB/IeHUU JIULIEH3WHW W JIML[eH3UaTa B Cjlyyae BHECeHWs U3MeHeHHW B peecTp
JIULIEH3UM TIPYU HaMepeHWH JIML|eH3uaTa OCYIeCTBJISATh /1esITe/IbHOCTh 10 MPOM3BO/ICTBY JIeKapCTBEHHbBIX
Cpe/iCTB TI0 HOBOMY ajipecy, He MpeJyCMOTPEHHOMY peeCcTPOM JIMLeH3UM, U B Cjyuyae BHeCeHUs
M3MeHeHUl B peecTp JIMIeH3Ui TTPY HaMePeHWH JIMIIeH3:aTa BBITIO/IHSATE HOBBIe pPabO0ThI, COCTAB/ISIOIINE
JlesiTeIbHOCTh 110 TIPOU3BO/ICTBY JIeKAPCTBEHHBIX CPEJCTB, paHee He TMpeAyCMOTpeHHbie peecTPOM
JIALIEH3U.

Bble3'Z[HaH OLIEHKd IIpOBOAUWTCA B LeJIX OLEHKHW COOTBETCTBHA JIMLEH3WMOHHBIM Tpe6OBaHI/IHM
COCTOAHMA TIPOU3BOACTBEHHBIX 06T:EKTOB, TeXHUYECKHUX CpeacCTs, OGOpy,Z[OBaHI/IH, HNHBIX O613€KTOB,
KOTOpbIE  IIpeAroJjiarae€TCd  HKMCII0/Ib30BaTb  COMCKaTe/sieM  JIMLOEH3WMHW WKW JIMOEH3WMAaTOM  [MPpU
OCylIeCTB/IEHMHU MPOU3BOACTBA JIEKAPDCTBEHHLIX CPeACTB U KOTOPhbIE HEO6XO,Z[I/IMI:I AJI1 OCYLIeCTB/IEHUSA
AeATe/IbHOCTH I10 TIPOU3BOACTBY JIEKAPDCTBEHHBIX CPEACTB.

Brie3nHas olleHKa C MCMOJIb30BaHUEM CPeZCTB AUCTAaHL[MOHHOTO B3aUMOJEUCTBUS MPOBOJUTCS B
cnydasix, ompejeneHHbIX TipuaokeHuemM N 2.1 k IlpaBuwiam mipoBefieHUs (apMarieBTUUeCKUX
WHCTIeKIWH, yTBep)KJeHHbIM PerieHrieM CoBeTa EBpa3uiicKoil SKOHOMUUECKOW KOMUCCHHU OT 3 HOSIOps
2016 1. N 83 "O6 yTBepxkaeHuu [IpaBus npoBeeHus (hapMarieBTHUeCKUX UHCITeKIUM'".

[Ipy mpoBejileHMH OLIEHKA COOTBETCTBUSI COUWCKATess JIMLEH3MM W JIML[eH3uaTa JIMLeH3UOHHbIM
TpeOOBaHUSIM, TIPebSIB/IIEMbIM K COUCKATEeI0 JIMIIEH3UWd U JIMIeH3WaTy Ha OCYIIeCTB/IeHHe
JledTe/IbHOCTA 10 TIPOU3BOJACTBY JIEKADCTBEHHBIX CPeACTB [JJI1 MeJULIMHCKOrO IIpUMeHeHUs,
JULIEH3WDYIOIMA ~ opraH  BIpaBe  TpHUB/IeKaTb  (QejepanbHOe  OHO/)KETHOe  yupexjeHHue
"l"'ocyjapCTBeHHBIM WHCTUTYT JIeKAaPCTBEHHBIX CPE/CTB W HajjiexXallluX MPakTUK', TI0/BeJOMCTBEHHOe
MUuHHCTepCTBY NPOMBIIILIEHHOCTH U TOpProe/u Poccutickoit @egepariyu.

[Ipy mpoBejileHMH OLIEHKA COOTBETCTBUSI COUWCKATess JIMLEH3MM U JIML[eH3WaTa JIMLeH3UOHHbIM
TpeOOBaHUSIM, TIPebSIB/IIEMbIM K COMCKATEeI0 JIMIIEH3Wd U JIMIEH3WaTy Ha OCYIIeCTB/IeHHe
JledTe/IbHOCTA 10 TIPOM3BOZCTBY JIEKAPCTBEHHBIX CpPeACTB [Jid BeTepUHApPHOr0 IIpUMeHeHUs,
JULIeH3WPYIOLIUIA OpraH BIIpaBe TpHB/eKaTh (hefiepasbHOe roCyjapCTBeHHOe OI0/PKeTHOe yupex/eHue
"Bcepoccuiickuii rocyjapcTBeHHbIM LleHTp KaueCTBa M CTaH/AapTH3aliUM JIeKapCTBEHHBIX CPEICTB /IS
JKUBOTHBIX M KOPMOB", TmozBefoMcTBeHHOe DefepanbHOM Cay)kOe 10 BeTePUHAPDHOMY U
¢uTOCAaHUTaDHOMY HaJ30pYy.

dopmupoBaHue TOCY[apCTBEHHOrO 3a/laHWsl Ha yvyacThe B IIPOBEJEeHUM OLeHKHW COOTBETCTBMS
COMCKaTesisl JIMLEH3WW W JIMLeH3UaTa JIMLEeH3WMOHHbIM TpeDOBaHUSIM B OTHOIIEHWM (e/lepaTbHOro
6ropkeTHOTO yupexkaeHusi "['ocyZiapCTBeHHBbId WHCTUTYT JIeKapCTBEHHBIX CPeJCTB W Hajjlekallux
npakTuK" U  (degepasbHOrO TOCYyAAPCTBEHHOrO0  OIO/KeTHOTO — yupexkieHus '"Bcepoccubickuii
rocyJapcTBeHHbIM LleHTp KauecTBa M CTaHJApTU3aLMM JIeKapCTBEHHBIX CPeJCTB AJI1 XKUBOTHBIX U
KopMOB" U (uHaHCOBOe obecrieueHre BBITIOJHEHUs] YKa3aHHOTO TOCYZAPCTBEHHOTO —3aflaHUs
OCYILLeCTBJISIIOTC B TOPsAJKe, YCTAaHOBJEHHOM mnocTaHosyeHueM [IpaButensctBa Poccuiickon
@epepauun ot 26 uronHsa 2015 r. N 640 "O nopsijke ¢popMHUpOBaHUsI TOCY/AapCTBEHHOIO 3a/laHUsl Ha
OKa3aHUe TOCyJapCTBeHHBIX YCIYT (BbIO/IHEHWe paboT) B OTHOIIeHNH ¢efiepaJbHbIX FOCy/JapCTBeHHbBIX
yupexieHui u (prHaHCOBOTO 00ecrieueHusl BLITOJIHEHUS] TOCY/JapCTBEHHOT'0 3a/laHust .

[To pe3ysbTaTaM [JOKyMeHTapHOU OlleHKU 6e3 mpoBefieHUs Bble3JHON OLIeHKU O(OpPMIISeTCS aKT
JIOKyMeHTapHO! OLIeHKH 110 ¢opMe, YTBep K eHHOW JIULIeH3UPYIOIUM OpPraHOM.



(ab3ar1 BBesieH IToctanoBnenreM ITpaButensctBa PO ot 25.11.2022 N 2141)

[To pe3ynbTaTaM BbIe3[HOW OLIEHKM B OTHOILIEHUM [eITe/lbHOCTU TI0 TPOU3BOJCTBY
JleKapCTBeHHBIX CPeJCTB /Il MeJAULIMHCKOTO TIPUMeHeHUs1 0pOpPMIIsieTCs akT OLIeHKH T0 ¢popMe OTYeTa,
ycTaHoB/ieHHOM TmipunoxkenrveM N 4 k IlpaBuiam rmpoBefieHHsi (papmalleBTUUeCKUX WHCIIeKLWH,
yTBep>KJeHHbIM PeiieHriem CoBeTa EBpa3suiickoil 5KOHOMUUeCKo Komuccuu ot 3 Hosiopsi 2016 1. N 83
"O6 yTBepxkaeHuu [IpaBus npoBeseHys (hapMarieBTUUeCKUX UHCITeKIUM .

(ab3ar1 BBesieH IToctanoBnenreM ITpaputenbctBa PO ot 25.11.2022 N 2141)

[Io pesynbrataM Bble3HOM OLIEHKW B OTHOLIEHWW [esTeJbHOCTU 110 IPOU3BOACTBY
JIeKapCTBeHHbIX CPeJCTB [/l BeTepUHAapHOTO MpuMeHeHUsi o(opMIseTcsi akT OLIeHKU Mo dopme,
YTBEPKZEHHOM JIMLIeH3UPYIOIIMM OPraHOM.

(a63ary BBesieH [TocraHoBnenuem [paBurensctBa PO ot 25.11.2022 N 2141)
(n. 13 B pea. IToctaHoBnenus [IpaButenbctBa PO ot 14.03.2022 N 368)

13(1). ObGecrieueHrie coOMOEHUS JTUIIEH3MATOM JIUIIEH3UOHHBIX TPeOOBaHUM OCYIIeCTB/SeTCS
MyTeM TMpOBeJeHUs1 MepUOAUYEeCKOr0 TMOATBEP)KAEeHHUsS COOTBETCTBUS JIML[EH3UATOB JIMLI€H3WUOHHBIM
TpeOOBaHKSIM, OCYIIeCTB/ISIEMOr0 B (hopMe rocyZapCTBEHHOU yCIyTH.

Koncynbrantllitoc: npumeuanue.

O cnyuasix, B KOTOpPbIX HEOOXOAMMO TIepBUYHOE TIOATBEPXKJeHHEe COOTBeTCTBUs, CcM. P3 oT
11.06.2021 N 170-P3.

[Tepuioanueckoe TOATBEP)KIEHNEe COOTBETCTBUSI JIULIEH3UATOB JIULIEH3UOHHBIM TpeOOoBaHUSIM
TPOBO/IUTCS B COOTBETCTBUU €O cTaTheli 19.3 PegepasnbHOro 3akoHa "O JMULeH3UPOBAHUU OT/EIbHBIX
BHU/IOB JIeSITeIbHOCTH .

[Tpy npoBejieHNY MEePUOANYECKOTO MOJTBEPIK/AE€HUS] COOTBETCTBUS JIMLIEH3UATOB JIML|eH3UOHHbIM
TpeOOBaHMSIM MOTYT TIPUBJIEKAThCS TIOABEJOMCTBEHHbIE JMIEH3UPYIOIIEeMY OpraHy OpraHHW3aliH,
yKasaHHble B MyHKTe 13 HacTosiero [lonoxxeHusi, myTeM (pOpMUPOBaHUs FOCY/JapCTBEHHOTO 3a/laHusl B
COOTBETCTBUM C MyHKTOM 13 HacTosiero ITonoxxeHust.

[To pe3ynbTaTam MepUOJUUYECKOTO TOZATBEP)K/IEeHUsI COOTBETCTBUS JIMLIEH3UATOB JIML[€H3UOHHBIM
TpeOOBaHUSAM:
(a63arg BBesieH [TocTanoBnenuem [paBurenbcTBa PO ot 25.11.2022 N 2141)

B OTHOIIEHWUU [eqaTe/lbHOCTA 10 IIPOM3BOJCTBY JIeKapCTBEHHBIX CPeJCTB /1 MeAWULIMHCKOIO
npuMeHeHust odopmsieTcsi oTueT 1o ¢opMme, ycTaHOBAeHHOW mnpunoxeHneM N 4 k [IpaBunam
rpoBefieHUs1 (papMaL|eBTUUYeCKMX MHCIeKLUM, yTBepXAeHHbIM Pemennem CoBeta EBpasuiickon
9KOHOMMUYeCcKoW Komuccuu ot 3 Hosiops 2016 r. N 83 "O6 yrBepxaeHuun IIpaBun rnpoBefieHust
(hapMarieBTUUeCKUX UHCIEeKIUN";

(a63arg BBesieH TTocTanoBnenuem IpaBurenbctBa PO ot 25.11.2022 N 2141)

B OTHOLIEHUM JedaTelbHOCTU I10 TPOM3BOJCTBY JIeKAPCTBEHHBIX CPEeZCTB [/Is1 BeTepUHApHOIO
npUMeHeHUs 0OPMJISIETCS aKT OL|eHKH 110 JopMe, YTBep KAeHHO! JTUL{eH3UPYHOIIM OPraHOM.
(a63a11 BBesieH [ToctanoBnenreM I[1paButensctBa PO ot 25.11.2022 N 2141)
(m. 13(1) BBegen IloctanoBnenueM IlpaBurensctBa PO ot 14.03.2022 N 368)

14. TIpencraBneHuWe cCoOWCKaTeeM JMIEH3WH 3asBleHUs W [JOKYMEHTOB, HeOOXOAUMBIX JJis



TO/TyYeHUs] JIMLIEH3UH, U UX MPUeM JIULIeH3UPYIOIUM OPraHoM, MPUHATHE JIULIEH3UPYIOLIUM OpraHOM
pelleHus O TIPe[OCTaBIeHUH JTUIeH3un (00 OTKa3e B Mpe/ioCTaB/IeHuH JIUL[eH3WH ), BHECEHUW U3MEeHeHUH
B peecTp JuIeH3uM (00 OTKa3e BO BHECEHWU W3MEHEHWH B PeecTp JIMIeH3HWH), MPUOCTAaHOBJIEHUH,
B0O300HOBJIEHUH, TIPEKPAILEHUH JeMCTBUS JULEH3UHW, a TaKXKe IpeJoCTaB/eHHe BBITUCKU W3 peecTpa
JULEH3UM, (opMUpOBaHHMEe U BeJieHWe JULIeH3WOHHOTO Jesa, (opMHUpOBaHMe U Be/leHWe peecTpa
JULIEH3U U TpefoCTaB/eHue CBeJleHWH, COJlepKalluxXcsi B peecTpe JMLIEH3MM, OCYLLeCTB/SIOTCS B
rnopsifjke, ycraHoBieHHOM ®epepasbHblM  3aKOHOM "O  JIMLIEH3MPOBaHUM  OTZE/NbHBIX  BU/O0B
JleaTesIbHOCTH".

(8 peg. [Tocranosnenuit [IpaBurtenscrtea P® ot 02.12.2020 N 1986, ot 14.03.2022 N 368)

[ToaTBEpXXI€HUE COOTBETCTBUSI COWCKATeNsl JIMIEH3UM W JIMI[eH3WaTa TpeOOBaHWSM TPaBUJI
Ha/J|jieXkallleld MPOU3BOJCTBeHHOM TPaKTUKU EBpa3niiCKoro S5KOHOMUUECKOT0 COK03a OCYILeCTB/ISIeTCS B
paMKax JIMLeH3UPOBaHUs MPOU3BO/CTBA JIEKAPCTBEHHBIX CPe/CTB /I MeJULIMHCKOTO NMpUMeHeHUsl, Py
MOJIOKUTETbHOM pe3yJ/ibTaTe KOTOPOrO0 U TPHUHSITUM pelleHus O TpeJOoCTaBleHWH JULIeH3UU WId
BHECEHUU W3MEeHeHWM B peecTp JIMLeH3Wd B paMKaX MpOLieAypbl JIMLeH3UPOBAHUS TIPOM3BO/ICTBA
NIeKapCTBeHHBbIX CPeACTB [Ii MEeAUIIMHCKOTO TIPUMEHEHHsl BbIJJaeTCsi CepTU(PUKAT COOTBETCTBUS
TIPOM3BO/IUTE/IST JIEKAPCTBEHHBIX CPEJCTB [/II MEAWUI[MHCKOTO TIpUMEHeHHs1 TpeOOBaHWSIM TIPaBUIT
Ha/|jie>kallleld TpOU3BO/CTBEHHOM MPAKTHUKU EBpa3uiickoro 3KOHOMHUYECKOro COro3a.

(ab3arr BBegeH IlocraHopnenuem IlpaBurenbctBa PP or 25.11.2022 N 2141; B pep. IlocTaHoBeHUs
[TpaBuTensctBa P® ot 16.05.2023 N 766)

14(1). Cpok npefocTaBieHUs] JULEH3UM Ha T[IPOU3BOJCTBO JIEKAPCTBEHHBIX CPEJACTB [JIs
MeIMIUHCKOT0 TIPUMEeHeHUsT JTULeH3UPYIOIIUM OPraHOM He MOJKET MPEeBbIIIaTh 27 pabounx JHEH.

Cpok npezfocTaBieHNs JULEH3UM Ha MPOW3BO/CTBO JIEKAPCTBEHHBIX CPE/CTB /11 BeTePUHAPHOrO
NpYMeHeHUs JTULIEH3UPYIOIIUM OPraHOM He MOXKeT rpeBbiiaTh 30 pabouux JHel.

JInLieH3MpYIOIIUA OpraH BIpaBe MPOJJ/IUTh CPOK MpefocTaBieHus ycayrd Ha 10 pabounx gHeil B
CJlydae, eC/d COMCKaTelb JIMLeH3UH 3asiBisieT Oosiee 3 afipecoB MeCT OCYIIeCTB/IeHHS JIULIEH3UPYeMOTo
BU/Ia /leATe/TbHOCTH.

B cnyuae nipepcraBieHusi couckaresieM JIMLEH3UM (JIMLIeH3UaTOM) 3asiBJIeHUsi O TIpe/loCTaB/IeHUN
JMULEeH3UM (BHECEHHWHW W3MEHEeHUW B peecTp JIULIEH3WM) Ha OJWH aJjpec MeCTa OCYIeCTBIeHUs
JULIEH3UPYEeMOro BU/ia [IesTeTbHOCTH B OTHOIIIeHWH paboT, yKa3aHHBIX B myHKTax 1.1.3, 1.2.1.7, 1.2.2,
1.5.1.7,1.5.2,1.7.1, 1.7.2, 1.8.1, 1.8.2, 2.4.1, 2.4.2, 3.5.3, 3.7.1.1 u 3.7.1.2 nepeuHsi, npeyCMOTPEHHOT O
npunokenrneM N 1 K Hactosuemy I[lonokeHuro, CpOK IpefOCTaB/ieHUsl JIMLIEH3WW WU BHeCeHUs
W3MeHeHU B PeecTp JIUIeH3UH JIMLIeH3UPYIOIIUM OPTaHOM He MOXKET TPEeBBIIAaTh 12 pabouux HeM.

B cnyuae mpencraB/ieHds MULIEH3UAaTOM 3asiBJIeHUS] O BHECEHUM U3MEHEHUW B PeecTp JIULIeH3UH
NpY HaMepPeHUM OCYIIeCTB/ISATh HOBbIe DPA0OTHI, COCTAB/ISIOLIME [eSITeIbHOCTh TI0 TPOU3BOACTBY
JleKapCTBeHHBbIX CPeJICTB, paHee He TpelyCMOTpPeHHble peecTpoM JIMLIeH3Ul, B OTHOILIEeHWH pabor,
yKa3aHHbIX B NyHKTax 9 u 10 mepeuHsi, npegyCcMOTpPeHHOro rmnpuioxkeHrnem N 1 K HacTosiemy
[TonoxeHuto, OCyILECTB/IsseMbIX MO OJHOMY aJpecy MeCTa OCYIIeCTB/IeHUsS [eATe/IbHOCTH, CPOK
BHECEHUs] M3MEHEeHUM B peecTp JIMLeH3UM JIMLEH3UPYIOLUM OpraHoM He MOXKeT TpeBbIlatbh 15
pabouunx aHed.
(m. 14(1) B pen. IloctanoBnenus IlpaBurensctBa PO ot 25.12.2025 N 2143)

15. 3a mpezfocTaB/ieHUe JIULIEH3UPYIOIUM OPraHOM JIULIEH3WHM U BHeCeHWe HM3MeHeHUlW B peecTp
JULIEH3UI Ha OCHOBaHMU 3asiBJIeHUs JIML[eH3WaTa O BHECEeHUWM W3MEeHEeHUW B peecTp JIMLeH3UH,
MO/IaHHOTO B JIMLIEH3UPYIOLIUI OpraH B COOTBETCTBUHU CO CTaTbsMu 13 u 18 PepepanbHOro 3akoHa "O



JIULIEH3MPOBaHUM OT/e/bHbIX BUJOB [esTeJIbHOCTH', YIJIauuMBaeTCsl [OCy/apCTBeHHas TMOIJIMHA B
pa3mepax U Mopsijike, KOTOpble YCTaHOB/IEHbI 3aKOHOaTe/IbcTBOM Poccuiickoit Pesiepalivi 0 Hamorax u
cbopax.

(m. 15 B peg. IToctanoBnenus I1paButensctBa PO ot 14.03.2022 N 368)

16. denepanbHBIM rOCyAApCTBEHHBIN JIMLEH3MOHHBIA KOHTPO/b eATeTbHOCTH M0 MPOM3BO/CTBY
JIeKapCTBeHHBbIX CpPeACTB OCYLIeCTB/sieTCsI B COOTBeTCcTBUM C [lonokeHnem o deaepanbHOM
roCyZ,apCTBEHHOM JIULIEH3MOHHOM KOHTPOJIe AesiTeJIbHOCTH 0 TIPOU3BO/CTBY JIEKaPCTBEHHBIX CPe/CTB
COrJIaCHO NpuU/IoKeHuro N 2.

(n. 16 BBegeH ITocranoBnennem IlpaButenbctBa PO ot 14.03.2022 N 368)

IIpunoxenne N 1
K [loj10)keHHI0 0 JIMLeH3UpOBaHUU
TIPOU3BO/CTBA JIeKaPCTBEHHBIX CPe/ICTB

KoncynsranTllntoc: npumeuanue.

PellieHust o mipefocTaB/ieHry, nepeodOpMIeHUH JULIEH3UM TTIPUHUMAIOTCS Ha OCHOBAHWUU 3asiBJIEHUM,
JIOKYMEHTOB U CBeJleHHH, TIpeJcTaBIeHHbIX M0 25.12.2020, u obpallleHus COMCKaTess JIULEeH3UH, C
yKaszaHueM paboT, mpeaycMoTpeHHbIX [lepeunem, B pen. ITocraHoBnenusi IlpaButensctBa PD ot
22.12.2020 N 2206.

NMEPEYEHDb
PABOT, COCTABNAOWUX AEATENNIBHOCTb MO NMPON3BOACTBY
NEKAPCTBEHHbIX CPEACTB

CnMcoK U3MEeHSIIOIUX JOKYMEHTOB
(B pea. [TocranoBnenus [IpaBurtenscrBa PO ot 22.12.2020 N 2206)

I. B chepe ob6paLeHus neKapcTBEHHbIX CPeAcCTB
ANs MeAULMHCKOTO NpUMeHeHuns <1>

[Tpor3BOCTBO JIeKAPCTBEHHBIX CPEJCTB A/ MeIULIMHCKOTO IPUMeHeHUs U (U/K) JIeKapCTBEHHBIX
riperiapaToB [ijisl KIMHAYEeCKUX UCCe/JoBaHUM (MCITbITaHU):

1. ITpou3BOACTBEHHBIE OIepaLjuu - ieKapCTBeHHas POAYKLUA <2>.
1.1. CrepusibHas POAYKLUSL:

1.1.1. TlpousBojgumasi acenTUueckuMm myTeMm (omepald 00pabOTKU [Jjisg  CleyHOLuX
JIeKapCTBEeHHbIX (OopM):

1.1.1.1. J)Kugkue nekapcTBeHHbIe (POPMBI OO/BIIIOTO 0OBEMA.

1.1.1.2. XKukue nekapctBeHHbIe ()OPMbI Majioro oobema.



1.1.1.3. Jluodunmsarsl.

1.1.1.4. TBeppble neKapcTBeHHbIE (POPMBI ¥ UMIIJIAHTAThI.
1.1.1.5. Msrkue ieKkapcTBeHHbIe ()OPMBI.

1.1.1.6. IIpoyas mpoAyKLUsL.

1.1.2. TlogBepraeMasi (UHMILHOM cTepuau3aliuy (ormepaiuu 00pabOTKUA A CeAYIOIIUX
JIeKapCTBEeHHbIX (OpM):

1.1.2.1. J)Kugkue nekapcTBeHHbIe (pOPMBI OOMBIIIOTO 0OBEMA.

1.1.2.2. XKviikue nekapcTBeHHbIe ()OPMbI Majioro oObema.

1.1.2.3. TBeppble neKapcTBeHHbIE (POPMBI ¥ UMILJIAHTAThI.

1.1.2.4. Msrkue ieKapCcTBeHHbIe ()OPMBI.

1.1.2.5. TIpouast IpoAyKLUs, 1eKapCTBEHHbIE (POPMBI.

1.1.3. Beinyckaroiiyii KOHTpOJIb (cepTU(hUKALIUS CepUi).

1.2. HecTepuibHas NpOAyKLMS:

1.2.1. HecrepunbHasi mpoAyKuys (ornepanur 00paboTKH AJisi C/eAyIOIIMX JTIeKapCTBEHHBIX (hopm):
1.2.1.1. Kancynsl B TBepzi0ii 060/10UKe.

1.2.1.2. Kancynbl B MArKoi 000J10uKe.

1.2.1.3. JKeBare/ibHble JieKapCTBEHHbIE (DOPMBI.

1.2.1.4. MnperHupoBaHHbIe JieKapCTBeHHbIe (HOPMBI.

1.2.1.5. J)KugKue neKkapCcTBeHHbIe (POPMBI Z1/11 HApY>KHOT'O TIPUMeHEeHHSI.
1.2.1.6. JKugkue nekapcTBeHHble ()OPMBI /7151 BHyTPEHHEro pUMeHeHUsl.
1.2.1.7. MegyuMHCKHe rasbl.

1.2.1.8. IIpouue TBep/ible TeKapCTBeHHbIE (HOPMBI.

1.2.1.9. Ilpenapatbl, HAaXOASLIMECS 10/, AAB/I€HUEM.

1.2.1.10. PagroHyK/IW/IHbIE TeHEePaTOPhI.

1.2.1.11. Msirkue nekapcTBeHHbIe (hOPMBI.

1.2.1.12. CBeuu (CynmosuTOpuHm).



1.2.1.13. TabneTkwu.

1.2.1.14. TpaHcaepMa/bHbIe I/IaCTBIPH.

1.2.1.15. IIpoyas poAyKLusi, JeKapCTBeHHbIe (JOPMBI.
1.2.2. BrinyckKaroluii KOHTPOJIb (cepTudUKaLus cepuil).
1.3. Buosiornueckas siekapcTBeHHasi IPOAYKLIUSA:

1.3.1. buonorruueckas 1eKapCTBeHHasi MPOAYKLUsS <3>:
1.3.1.1. IIpoAyKTBI KPOBH.

1.3.1.2. immyHonoruueckasi (MMMyHOOHOIOTHYECKast) TIPOAYKLHSI.
1.3.1.3. IIpoayKTbl HA OCHOBE COMaTUUeCKHX KJIeTOK.
1.3.1.4. I'eHoTepaneBTUUECKast MPOAYKLIUS.

1.3.1.5. buotexHosiornueckast IpoAyKLHsL.

1.3.1.6. TIpomyKTbl, SKCTparipoBaHHble M3 >XMBOTHBIX KCTOUHMKOB WM OPraHoB (TKaHei)
yesioBeKa.

1.3.1.7. IIpoAyKThI TKAHEBOY MH)XEHEPHH.

1.3.1.8. TIpouast 6rosioruueckast MpoyKIHs.

1.3.2. Brinyckaroiiuii KOHTposib (cepTudUKaLys cepuii) (mepeueHb BUJOB MPOAYKLUH):
1.3.2.1. [IpoAyKTHI KPOBHU.

1.3.2.2. ImmyHo/iornueckasi (MMMyHOOHOIOTUYecKast) MpOAYKLIHS.

1.3.2.3. IIpoAyKThI HA OCHOBe COMaTUUeCKUX KJIeTOK.

1.3.2.4. I'eHoTepaneBTUUeCKAs IPOAYKLMSA.

1.3.2.5. buotexHosiornueckas poAyKLs.

1.3.2.6. TlpomyKTbl, 3KCTparvpoBaHHble M3 >XMBOTHBIX HCTOUHMKOB WM OpraHoB (TKaHe)
yesioBeKa.

1.3.2.7. [IpoAyKTbl TKaHEBOW UH)KeHEPHH.
1.3.2.8. TIpouasi 6roioruueckast MpOLyKIHsL.

1.4. IIpouas lekapCcTBeHHas NPOAYKLUA U/IU [IPOU3BOACTBEHHbIE OIeparjuu:



1.4.1. TIpon3BoACTBO <4>:

1.4.1.1. PactutesibHas NpOAYKLIUS.
1.4.1.2. 'omeomnatrueckas MpoAyKLUA.
1.4.1.3. IIpoyast mpoAyKLUsL.

1.4.2. Crepunu3aiusi dapmalieBTUUeCKUx CyOCTaHIMA, BCIIOMOTraTe/lbHbIX BelleCTB, TOTOBOM
MPOAYKLMU:

1.4.2.1. ®uneTpariys.

1.4.2.2. CyxoxkapoBasi CTepuIu3aLys.

1.4.2.3. Crepunusanys napom.

1.4.2.4. Xvimryeckasi CTepuIn3aLusi.

1.4.2.5. Ctepunv3anus raMma-usinyyeHreM.

1.4.2.6. Ctepuin3zaniysi 371eKTPOHHBIM U3/TyUeHUEM.

1.4.3. TIpouee.

1.5. YmakoBka:

1.5.1. IlepBuyHas ynakoBKa:

1.5.1.1. Kancynbl B TBepzioi 060s10uKe.

1.5.1.2. Kancynbl B MATKoi 000J10uKe.

1.5.1.3. )KeBaTesibHble /ieKapCTBeHHbIe (HOPMBI.

1.5.1.4. UMmnperuupoBaHHbIe JieKapCTBeHHbIe (DOPMBI.

1.5.1.5. JKugkue nekapcTBeHHble (POPMBI /i/1s1 HAPY>KHOT'O TIPUMEHEeHHUS.
1.5.1.6. JKugkue niekapcTBeHHbIe ()OPMBI /17151 BHyTPEHHero pUMeHeHUsl.
1.5.1.7. MegyuMHCKHe rasbl.

1.5.1.8. IIpounie TBep/ble 1eKapCTBEHHbIE (POPMBI.

1.5.1.9. Tlpenapatbl, HaXOASLIMECS 10/, AAB/I€HUEM.

1.5.1.10. PaguonyK/1M1iHbIe TeHepaTopbl.

1.5.1.11. Msirkue nekapcTBeHHbIe (JOPMBI.



1.5.1.12. CBeuu (Cymnmno3uTOpUM).

1.5.1.13. TabneTkwu.

1.5.1.14. TpaHcaepmabHble TI1aCThIPU.

1.5.1.15. ITpouas npogyKLusl.

1.5.2. BropuuHas yriakoBka.

1.6. VcribiTaHust KOHTPOJISI KaueCTBa:

1.6.1. Mukpobro/iornuecKre: CTepHUIbHOCTb.

1.6.2. Mukpob6uonoruueckrie: MUKpOOHOIOTHUeCcKast YUCTOTa.
1.6.3. Xumuueckue ((pusuueckue).

1.6.4. buosnoruueckue.

1.7. XpaHeHue 1 peanu3anysi IeKapCTBEHHbIX CPeZICTB:

1.7.1. XpaHeHue npou3BeleHHbIX JIeKaPCTBEHHBIX CPe/ICTB.
1.7.2. Peanu3anys u (MM) repejiada MpoOU3Be/IeHHbIX JIeKapCTBEHHBIX CPe/ICTB.

1.8. MapKHpOBKa JIeKapCTBEHHBIX CPEZICTB, MO//IeXKalluX 00s13aTe/TbHOM MapKUPOBKE Cpe/iCTBaMU
WAeHTUPUKaLUK:

1.8.1. Cepuanu3anys.

1.8.2. Arperanus.

2. MMopT /ieKapCTBeHHOM MPOAYKIMHU <2>.

2.1. UcrnibITaHust KOHTPOJISI KaueCTBa UMITOPTUPYEMOM JieKapCTBeHHOM MPOAYKLUMU <5>:
2.1.1. Mukpoburonornyeckye: CTepUIBHOCTb.

2.1.2. Mukpobuonoruyeckre: MUKpOOHOIOTUYeCKasi UUCTOTa.

2.1.3. Xumnueckue (pusryeckue).

2.1.4. buonornueckue.

2.2. BbInycKawmii KOHTPOb (cepTU(UKALUs Cepuil) WMIIOPTUPYeMOlM JeKapCTBeHHOMU
MPOAYKLIUU <6>:

2.2.1. CrepusbHas NPOAYKLUSA:



2.2.1.1. TIpousBogyMas acernTUuYeCKUM MyTeM.

2.2.1.2. [logBepraemast (PMHUILIHOW CTepUIH3aLUN.

2.2.2. Hecrepu/ibHas TIPOAYKLMS.

2.2.3. buosiornueckas jiekapCTBeHHas IIPOLYKLIWS:

2.2.3.1. TIpogyKThl KDOBH.

2.2.3.2. iImmyHonoruueckast (MMMYHOOMOIOTUecKast) TIPOAYKLIHSL.
2.2.3.3. TIpoyKThl Ha OCHOBE COMAaTUYeCKUX KJIeTOK.

2.2.3.4. I'eHoTeparneBTHYeCKas POAYKLIUS.

2.2.3.5. buoTtexHooruueckas npoAyKLus.

2.2.3.6. TIpoAyKTbl, 3KCTparupoBaHHble W3 >KMBOTHBIX MCTOYHMKOB W/IM OPraHoB (TKaHel)
yesioBeKa.

2.2.3.7. TIpoayKThl TKaHEBOW WH)KeHEePUH.

2.2.3.8. [Ipouast bronornyeckast MpOAYKIHSI.

2.3. Ilpouas fiesATeIbHOCTb 10 UMITOPTY (BBO3Y) <7>:

2.3.1. Inomaaka ¢u3nueckoro uMropTa (BBo3a).

2.3.2. VIMIopT MpOME>KyTOUHOT'O MPOAYKTA, TI0/IBEPraolerocs faibHelileld oopaboTke.
2.3.3. IIpouee.

2.4. MapKHMpOBKa JIeKapCTBEHHBIX CPEJICTB, MOZJIeXKaIIUX 00s13aTe/IbHOM MapKUPOBKe CpeCTBaMHU
HJeHTHU(UKaIIH:

2.4.1. Cepuanusanus.

2.4.2. Arperauus.

3. TIpou3Bo/CTBEHHBIE orepaliyy ((hapmarieBTHUeCKHe CyOCcTaHImm) <2>.

3.1. TTpousBo/icTBO hapMal|eBTUUeCKHX CyOCTaHL[|M MeTOJ0M XUMHUUeCKOT0 CHHTe3a:
3.1.1. TIpou3BOACTBO IPOMEXKYTOUHBIX TIPOAYKTOB (hapMalleBTUUECKOM CyOCTaHLIWH.
3.1.2. [Tpou3BO/ICTBO HEOUMII[EHHOM (HeoOpaboTaHHOM) hapMal|eBTUUeCKOW CyOCTaHI|H.

3.1.3. 3aBepiaroimye CTafiiu TPOW3BOJCTBEHHOTO Mpoljecca (HarmpyMep: OUMCTKa, obpaboTka
¢u3nUYeCcKUMU MeTO/laMHt).



3.1.4. TIpouee.

3.2. TlpousBoacTBO (hapMareBTUYECKUX CYOCTaHL[MA MeTOJOM BBIJje/IeHNsT W3 TIPUPOJHBIX
VICTOYHUKOB:

3.2.1. BbigeneHwe dapMarleBTUUeCKMX CyOCTaHIMA W3  WCTOYHUKOB  PaCTUTEbHOTO
TPOUCXOXKIEHUSI.

3.2.2. BriienieHre apmarieBTHUeCKUX CyOCTaHLIUM U3 UICTOUHHUKOB JKUBOTHOT'O TIPOMCXOKAEHUSI.

3.2.3. Boigenenue ¢apMalieBTUUeCKUX CyOCTaHIIMA W3 HWCTOYHHUKOB U3 OpraHoB (TKaHel)
yesioBeKa.

3.2.4. Boigenenue (dapmaleBTHUECKUX  CyOCTaHI[MM W3  HWCTOUYHUKOB  MHUHEPATbHOTO
TPOUCXOXKIEHUSI.

3.2.5. Moaudukaiys Bbifie/ieHHONW GapMaljeBTHUeCcKol CybcTaHI[uu (YKa3bIBaeTCsl UCTOUHUK 3.2.1
,3.2.2,3.2.3,3.2.4).

3.2.6. OuncTKa BbllesieHHOU (hapMalieBTHUeCKOU cybcTaHimu (yKa3biBaeTcst UCTOYHUK 3.2.1, 3.2.2
,3.2.3,3.2.4).

3.2.7. Ilpouee.

3.3. TlIpou3BozacTBO apMal|eBTUUECKUX CyOCTaHLMHA C HWCIOJIb30BaHUEM OWMOJIOTUYECKUX
TMpOL{eCCOB:

3.3.1. ®epmenTanus (OpoxkeHue).

3.3.2. TIpor3BO/JCTBO C UCIOJb30BaHHWEM KJ/IETOUHBIX KY/IbTYP (YKa3bIBaeTCsl TUIl MCMO/b3yeMbIX
KJIETOK).

3.3.3. Boigenenue (OuncTKa).

3.3.4. Mogudukarysi.

3.3.5. IIpouee.

3.3(1). IIpousBoaCcTBO hapMar|eBTHUECKOU CyOCTaHI[MK CITUPTa 3TUIOBOTO (3TaHO/Ia):

3.3(1).1. ITpou3BO/ICTBO METO/IOM pa3Be/ieHUs] BO/ION OUMII[eHHOM peKTU(hHUKOBAHHOTO 3TU/IOBOTO
CrMpTa W3 TMILEBOTO ChIpbsl, TIPOM3BEJEHHOTO TI0 MeCTy OCYIeCTB/IeHUsI TIPOM3BO/[CTBA

dapMarieBTUueCcKol CyOCTaHI[UK CITUPTA STHUIOBOTO (3TaHO/A).

3.4. TIpou3BOJCTBO CTEPUIBHBIX (hapMalleBTUUeCKUX cyOcTaHImi (paszessl 3.1, 3.2, 3.3 10/KHBI
3arOJTHATHCS TI0 Mepe UX IPUMEeHUMOCTH):

3.4.1. IlpousBoviMbIe B aCeNITUUECKHUX yCIOBUSIX.

3.4.2. [ToaBepraembie (GOUHUIIIHON CTEPUIA3AIUH.



3.5. 3aBepiarolnye CTaguu MPOM3BO/ICTBA (papMalleBTUUeCKUX CyOCTaHLIUMI:

3.5.1. Cragun ¢usnveckoii 06paboTky (yka3biBaeTcsi BHJ 00pabOTKW, Harpumep: CYIIKa,

v3MesibueHue, IpoCceruBaHue).
3.5.2. ITepBruHas yrnakoBKa.
3.5.3. BropuuHas ynakoBka.
3.5.4. [Ipouee (a5 orepaljuii, He OMKUCAHHBIX BBIILIE).
3.6. VcnibITaHrs KOHTPOJIS KayecTBa:
3.6.1. Xumuueckue (pusnyeckue).
3.6.2. Mukpobuonoruyeckre: MUKpOOHOIOTMYeCKasi UUCTOTa.
3.6.3. Mukpobuonioruyeckre: CTepUIbHOCTb.
3.6.4. buonornueckue.
3.7. XpaHeHHe 1 peasu3aiiysi hapMalleBTUUeCKHUX CyOCTaHLIUI:

3.7.1.1. XpaHeHue MpoOM3Be/IeHHBIX (hapMarieBTUUeCKUX CyOCTaHIIUH.

3.7.1.2. Peanu3auysi v (W1n) repejjaua MpoOU3Be/IeHHBIX (papMalieBTHUeCKUX CyOCTaHIUH.

Il. B cchepe o6GpaLieHns nekapcTBeHHbIX CPeAcTB
ONA BeTepUHapHOro npuMmeHeHus

4. TIpou3BOACTBO, XpaHeHWe W peanu3aius (papmalleBTUUeCKUX CyOCTaHIIWH,
MeTOo/laMi XUMUYEeCKOT0 CUHTe3a.

5. TIpow3BoACTBO, XpaHeHWe W peanu3alus GdapMarieBTUUeCKUX CyOCTaHIUH,
MeToZaMy OGOTeXHOIOIMUYeCKOro CUHTe3a.

6. TlpousBojCTBO, XpaHeHWe W peanu3aius (apmarieBTUUeCKUX CyOCTaHIUH,
MeTO/laMH Bbl/le/IeHUs U3 XUMUYECKOTO ChIPbSI.

7. TIpou3BOACTBO, XpaHeHWe W peanu3alus ¢dapMarieBTUUeCKuX CyOCTaHIUMH,
METOZIAMU BbI/Ie/IEHUS U3 UCTOUYHUKOB OMOJIOTHYECKOTO, Y)KUBOTHOT'O TIPOMCXOK/IEHUSI.

8. Ilpou3BoACTBO, XpaHeHHWe U peanu3alys (HapMaleBTHUeCKUX CyOCTaHIWH,
MeTOZ,aMU BbI/le/IeHHsI U3 UCTOUHHUKOB PaCTUTETbHOTO TTPOUCXO0K/IeHHS.

MoJiy4deMbIX

MOy YaeMbIX

ojiydaeMbIX

MoJiy4deMbIX

MOy YaeMbIX

8.1. TIpou3BoACTBO, XpaHEHKWEe W peanr3alys (hapMalleBTHUeCKON CyOCTaHIMK CITUpPTa STUIOBOTO

(aTaHosa).

9. ITpou3BOACTBO, XpaHeHUe U peanr3aliyisi CTEPUIbHBIX JIeKaPCTBEHHBIX MPenapaToB C yKa3aHueM
KOHKDeTHOW JieKapCcTBeHHOW ¢opMbl (a’spo30/ib, Tefb, KpeM, JUHUMEHT, JHO(PUIN3UpOBaHHbIe



MIPOAIYKThI, Ma3b, T1aCTa, TUIeHKA, TIOPOIIOK, PAaCTBOP, PAaCTBOP /Il MHbEKLIUH, cTeKioobpa3Has mMacca,
CTepwIbHasl MIOPUCTAst Macca, CyCrieH3usl, cyxasi Macca, Tab/eTKu, SMyJIbCHH).

10. IIpousBoACTBO, XpaHeHWe U peanus3alysl HeCTepU/IbHBIX JIeKAPCTBeHHBIX IIperapaToB C
yKa3aHMeM KOHKDEeTHOM jeKapCTBeHHOW (opmbl (a3po30sb, Oanb3aMm, OpHKeT, refb, IpaHy/Ibl, Jpake,
Kariv, KarcyJ/ibl, Karcysbl MSITKWe, KpeM, JTUHUMEHT, Ma3b, Macjl0, MUKpPOTpaHy/bl, MUKDPOKAICY/Ibl,
HaCTOM, HACTOWKa, MaCTU/IKY, N1acTa, MesuleTsl, IVIaCTUHBI, TVIACTUHKY, I1/71aCThIPb, IUIeHKA, IT0JIMMepHast
JIeHTa, TIOJIOCKY, TIOPOLIOK, PacTBOP, CHPOIM, CIpel, CYMNIO3UTOPUM, CYyCIleH3Ms, TabjeTKd, MIHYP,
3KCTPAaKT, JIUKCUP, IMYJ/IbCHS).

<1> JlekapcTBeHHbIe ()OPMBI YKa3bIBalOTCS B COOTBETCTBUM C HOMEHK/IATYPOU JiIeKapCTBEHHBIX
dopmM, yTBepKJeHHOM EBpa3uiickoii SKOHOMHUYECKOW KoMmHccuell. B  clyuae OTCyTCTBUSI B
HOMEHK/IaType JeKapCTBeHHbIX (opM, yTBep)KZeHHON EBpa3uiickoil SKOHOMUUECKON KOMUCCHEH,
NeKapCcTBeHHOM (hopMbl, 3asiB/ieHHOW MPOU3BOAUTE/eM, Takasi jieKapCTBeHHasi (popMma yKasbIBaeTcsl B
COOTBETCTBUM C TepeuHeM HauMeHOBaHWM JieKapCTBEeHHBIX ()OpM, YTBep)KAeHHbIM MUHUCTEPCTBOM
3npaBooxpaHeHus1 Poccurickoni @egeparum.

<2> YKa3bIBaloTCs MMpUMEHHUMbIE ITYHKTBI.

<3> B kareropuu 1.3.1. "buosiornueckasi jeKkapCTBeHHasi MPOAYKLUS" B COOTBETCTBYIOLLEM
roipaszene 00s3aTe/IbHO YKa3bIBAOTCS TPYIIIBI TIpernaparToB (ajjiepreHsl, ajieprou/ibl, aHaTOKCHHBI,
BaKIIMHBI, TAMMaryi00y/TUHbI, UIMMYHOTJIO0Y/TUHBI, IMMYHOMO/TY/IITOPBI, MOHOK/IOHA/IbHbIE aHTHTEIa,
CbIBOPOTKH, TOKCHHBI, LMTOKWHBI, TIperaparbl, Il0jydyaemMble W3 JKABOTHOIO CbIPbSl, WHCYJ/IVHBI,
opraHoripernaparbl, 0OakTepuodaru, BaKI[UHbl, HWMMYHOTJIOOY/IMHOBbIE KOMITJIEKCHBIE —TIperaparsbl,
MPOOMOTHKM, TIpoUasi OM0oTexXHOJIOrHYecKasi MPOAYKLIKS).

<4> B xareropuu 1.4.1. "TIpousBozactBo" B Tmozpasgene 1.4.1.3 o0si3aTeNbHO YKa3bIBAIOTCS
rpynnbl npemnaparoB (paguodapMalieBTHUecKue JeKapCTBeHHbIe CPe/iCTBa, LIUTOCTAaTUKK, LIUTOTOKCHKH,
TOPMOHBI, AHTUOMOTHKH 0OeTa-laKTaMHOTO Ppsifia, TperapaThl, COZep>Kalljie CUIbHOAEHCTBYIOIIHe
BellleCTBa, HAPKOTHUYECKHE JIeKapCTBEHHbIE CPe/ICTBA, ICUXOTPOITHbIE JIeKapCTBEeHHbIe CPeZCTBA).

<5> B karteropuu 2.1. "HcnbITaHus KOHTPO/S KayecTBa MMIIOPTUPYeMOM JieKapCTBEHHOM
MIPOAYKLMU" yKa3bIBaeTCsl COOTBETCTBYIOLLMM T0Jpasziesl B C/lyyae OCyL|eCTB/IeHUsI COOTBETCTBYIOLEro
UCTIbITAaHUs KOHTPOJISI KauecTBa Ha IIPOM3BOZCTBEHHOM O0ObLeKTe B OTHOIIEHUM HMIIOPTHUPYeMbIX
JIeKapCTBEeHHBIX CPeJCTB.

<6> B kateropumu 2.2. "Bbimyckaroluil KOHTPO/b (CepTU(UKALMs Cepuil) MUMIIOPTHUPYeMOi
JIeKapCTBeHHOM MpPOAYKLMHU'" YKa3blBaeTCs B C/lyuae OCYIeCTB/IEHHUsSI MOJATBEP)KIEeHHsI COOTBETCTBUS
YTIOJITHOMOYEHHbBIM JIUL[OM TIPOM3BOIUTE/ISI B OTHOLLIEHUH UMITOPTUPYEMBIX JIeKapCTBEHHBIX CPeJICTB.

<7> B kareropuu 2.3. "IIpouasi fesaTe/lbHOCTh 110 UMIIOPTY (BBO3Y)" mojipa3zen 2.3.1 yKa3bIBaeTcst
TOJILKO B C/lydyae XpaHeHWs WUMIIOPTHUPYEMBIX JIeKapCTBeHHbIX CPeJCTB, OKWJAOLIMX MOATBepP KIeHUs
COOTBETCTBUS YTIOJTHOMOUEHHBIM JIULIOM [TPOU3BOJUTEIS.



ITpunoxxenue N 2
K [lo/10’)keHHI0 O JTML[eH3UPOBaHUU
TPOM3BO/ICTBA JIEKAPCTBEHHBIX CpPe/iCTB

NMOJTOXXEHUE
O ®EAEPAJ/IbHOM rocYyaAPCTBEHHOM NTMUEH3NOHHOM KOHTPO/E
AEATENBHOCTIW NO NPON3BOACTBY NEKAPCTBEHHbIX CPEACTB

CnMCoK U3MEeHSIIIUX JOKYMEHTOB
(BBegeHo IloctanoBnenveMm [1paBurensctBa P® ot 14.03.2022 N 368;
B pefl. [loctanoBnenuti I1paBurensctBa PO ot 03.04.2023 N 534,
otr 25.12.2025 N 2143)

l. O6wWme NoNoXeHns

1. Hacrosiiee TIlosokeHWe yCTaHaBAWBAEeT TOPSAOK OpraHusalid W OCYL[eCTB/IeHUS
(benepanbHOrO0 TOCY/JaDCTBEHHOIO JIMLEH3WMOHHOTO KOHTPOJISL /IeITeTbHOCTA 10 TPOU3BO/ICTBY
JIEKapCTBEHHBIX CPeJCTB (Aasee - TULIeH3UOHHBIN KOHTPO/Ib).

1(1). Opranusanys ¥ OCyllleCTBIeHUe JIMLeH3MOHHOT'O KOHTPOJISI pPeasn3yoTCs C UCI0/Ib30BaHUEM
roCy/JJapCTBeHHON WHGMOPMALIMOHHOM cucTeMbl "TuroBoe o6/iauHOe pellleHWe T0 aBTOMAaTH3al[uH
KOHTPO/IbHOU (Haf30pHOM) fearenbHOCTH" (fasee - uH(OpPMALMOHHAsi CUCTeMa) W MOOHIBHOTO
nipwiokeHus1 "MHcmekTop" - pa3paboraHHOro Ha 6ase rocyJapCTBeHHOM WHGOPMAI[HOHHON CHCTEMEI,
WCII0/Ib3yeMOM [/l TIpe/IOCTaB/IeHUsl TOCYAAPCTBEHHBIX W MYHULIMIMAIBHBIX YCJAYyT W WCIOJHEHUs
rOCyJapCTBEHHbIX W MYHMIMIANbHBIX (YHKLWN, TPOrpaMMHOTO oOecrieueHusi, MPUMEHSeMOro
KOHTPO/IbHBIMU ~ (Ha[[30PHBIMH) OpraHaMd U KOHTPOJIMPDYeMbIMU JIMI[AMM C HCII0J/Ib30BaHHEM
KOMITBIOTEDHOTO  YCTpOKCTBa (MOOWIbHOrO TenedoHa, CMapTdoHa WIM KOMITBIOTEPa, BK/IIOUast
MIAHIIEeTHBIA ~ KOMIBIOTEDP) B C/IydasX, MpeAaycMOTpeHHbIXx  DegepanbHbiM  3akoHOM 'O
rocyJjapCTBeHHOM KOHTpOJie (Ha/i30pe) U MyHULMNaJIbHOM KOHTposie B Poccuiickoit ®esepaiiuu” (anee
- MobwibHOe mpwiokeHue "MHcrmekTop"). CBefieHuWsi, cofepiKaldecss B peecTpe JIMLIEH3WH, B
aBTOMaTHUECKOM DPeXXHUMe TIPeJICTaB/ISIOTCA B HMH(OPMAI[MOHHYIO CHUCTEMy B ILe/igx obecrieueHuUst
aBTOMAaTU3aLUU JIML[eH3UOHHOTO KOHTpoJisi. MHdbopMallioHHOe B3aumo/ieiicTBUe WHGOPMAaI[MOHHOMN
CUCTeMbl U UH(OPMALIMOHHBIX CHUCTEM JIULIEH3UPYIOIIero opraHa OCyILeCTB/ISeTCsl C UCTI0b30BaHuEM
eIVUHON CHUCTEeMBbl MeXKBEJJOMCTBEHHOTO 3/IeKTPOHHOTO  B3aWMOZEMCTBUS WA  TIOCPEICTBOM
MPOrpaMMHO-TEXHUUECKUX CPeJCTB UHPOPMALIUOHHBIX CUCTEM.

(n. 1(1) BBegen IlocraHoBnenuem IlpaButenbctBa P® ot 03.04.2023 N 534; B pep. [TocTaHoBieHus
ITpaButenscTBa PO ot 25.12.2025 N 2143)

2. JIMLeH3MOHHBINM KOHTPO/Ib B OTHOLIEHWU [eATebHOCTH IO TNPOM3BOJCTBY JIeKapCTBEHHbBIX
CpeiCTB /Il MeJULIMHCKOT' O TIPUMeHeHMs OCyl1LleCTB/IsseT MUHUCTePCTBO IIPOMBILLJIEHHOCTU U TOPrOBJIU
Poccuiickori @epepaljuy, B OTHOLLEHUM [leATe/IbHOCTH 10 MPOW3BO/CTBY JIEKAPDCTBEHHBIX CPeZCTB /IS
BeTepHHApHOro NMpuMeHeHust - ®efepanbHasi cy»x0a 10 BeTepUHAPHOMY U (PUTOCAaHUTAPHOMY HAaJ[30py
(manee - /MMLEH3UPYIOLIMKA OpraH) B COOTBETCTBUM C PefiepasnbHbIM 3aKOHOM "O JULIEH3UPOBaHUU
OTJleIbHbIX BUIOB ZesiTesibHOCTU", DefiepanbHbIM 3aKOHOM O rocyZiapCTBEHHOM KOHTpPOJie (Haf30pe) 1
MYHUILIUIAIbHOM KOHTpOJie B Poccurickont ®epepanyy” u HacTosAuM IlosokeHuem.

3. TlpegMeToM  JIMIIEH3MOHHOTO  KOHTpPOJISi  SIBAseTCS  COOMIOfileHVe  JIMIieH3uaTaMu
(KOHTpPO/IUDYEMBIMU  JIUL]AMH)  JIMIIEH3UOHHBIX TpeOOBaHWY B OTHOIIEHUU [IeATeTbHOCTH TI0
MPOM3BO/ICTBY  JIeKAPCTBEHHBIX CpPEJCTB, YCTaHOB/EHHbIX [lono)keHWeM 0  JIML€H3MPOBaHUU



NIPOM3BO/ICTBA JIeKAPCTBEHHBIX CPeJCTB, YTBEP K/eHHbIM NocTaHoBaeHWeM [IpaBurenscTBa Poccuiickoit
depnepauun ot 6 urons 2012 r. N 686 "O6 ytBepxgerny [TookeHus 0 MMLeH3MPOBaHUH TIPOM3BO/ICTBA
JIeKapCTBEHHBbIX CpeAcTB" (Janee - AesTebHOCTb IO MPOM3BO/CTBY JieKapCTBeHHbIX cpeAcTB). [lof
KOHTPO/IMPYEMbIM JIULIOM TTOHUMAETCs JIML|eH3MaT, OCYLLeCTB/ISIOIINN [esTe/IbHOCTb 110 POU3BO/ICTBY
JIeKapCTBEHHBIX CPe/CTB.

Ob6ecnieuenrie COOMIO/IEHUS JULIEH3UATOM JIMLEH3UOHHBIX TpPeOOBaHUM OCYIIECTB/SIETCS IyTeM
MpoBeZieHus1  TPOPUIAKTHUECKUX MEePONPUSTUM UM  BHEIUVIAHOBBIX KOHTPO/BHBIX  (HAJ30PHBIX)
MepOTpUsITUN (fasiee - KOHTPOJIbHOE MEepPOTIpUsiTUe) B COOTBeTCTBUM C DefepanbHbIM 3akoHOM "O
roCcyJapCTBEHHOM KOHTpOJIe (HaJ30pe) U MyHULIMNaJIbHOM KOHTpoJie B Poccuiickon ®eneparun’.

[TnaHoOBble KOHTPO/bHbIE (HAZ30pHbIE) MEpPONpPUSATHS TIPU OCYIIeCTB/IEHUU JIUI[eH3UOHHOTO
KOHTDOJIS He TIPOBOASITCS.
(ab3ar1 BBesieH IToctanoBnenreM I1paputenbctBa PO ot 25.12.2025 N 2143)

4. O6beKTaMH JIUI[EH3UOHHOTO KOHTPOJIS SIBJISTIOTCS:

AedATe/IbHOCTh JIMLEH3WATOB I10 IMPOU3BOACTBY JIEKAPCTBEHHBIX CpPeACTB [/ MeAULIMHCKOT'O
MMpYUMEHEHHN;

AedATe/IbHOCTb JIMIEH3WATOB I10 TIPOU3BOJACTBY JIEKAPDCTBEHHBIX CpeACTB [/ BETEPHUHAPHOI'O
IMpUMEHEHUS.

5. YueT 00BEKTOB JIMLIEH3UOHHOTO KOHTPOJ/S, AeWCTBUM U peIIeHUM [O/DKHOCTHBIX JIWL]
JLIEH3UPYIOIIero OpraHa M pelleHUH JIMIeH3WPYIOLero opraHa OCYILeCTBJISIETCSI C HCTI0/Ib30BaHHEM
uHpopMaronHol cucrembl. [lpu cbope, obpaboTke, aHamM3e W ydeTe cBefeHHWN 00 0OBEKTax
JMLIEH3UOHHOTO KOHTPOJIS ISl LieJiell MX yueTa JIMLeH3UPYIOIIMI OpraH MCIO/b3yeT WH(POPMALHI,
TIpe/ICTaB/IsIEMYIO €My B COOTBETCTBUM C HOPMaTHBHBIMHU MPaBOBLIMU akTamu Poccuiickoit deneparu,
uHpOpMaIMIO, TI0Jy4yaeMyl0 B paMKaX MeKBEeJOMCTBEHHOTO  B3aUMOJEWUCTBHS, a  TakKXkKe
ob1jefocTynHYI0 MH(OpMaLio 6e3 B3auMO/[eMCTBUS C KOHTPOJIMPYEMbIMU JIUL{AMU.

(n. 5 B pex. [ToctanoBnenus I1paButensctBa PP ot 03.04.2023 N 534)

6. Yuer 0OBEKTOB JIMIIEH3MOHHOTO KOHTPOJISi OCYIIECTB/ISETCS JIMLIEH3UPYIOLIMM OpraHOM
TOCPeACTBOM BeJileHHs] TlepeuHsi OOBEeKTOB JIMIEH3WOHHOTO KOHTpO/s. IlepeyeHb 00BEKTOB
JIULIEH3MOHHOTO KOHTPOJISl COAEPXKUT CJIeIyIOIIy0 MHPOPMaLIO:

TM0JTHOe HaMeHOBaHue FOPUANYEeCKOro JIMLa;

WIeHTU(PUKALIMOHHBIM HOMep Ha/lororiaTe/biiyvKa FOpUAMUecKoro JInLia;

apec MeCTda HaxXO0XAeHUA W OCYILIEeCTB/IE€HHA [OeATE€/JIbHOCTH KOHTDOJIMPYEMBIX JIWIL TII0
MPpOU3BOACTBY JIEKADCTBEHHBIX CPEACTB U UCII0/Ib3yeMbIX UMM IMMPOMU3BOACTBEHHBIX 06L€KTOB;

BUZ (BUABI) JeATeNbHOCTU B COOTBeTCTBMM € OOIIepOCCHMCKMM KaacCU(hUKAaTOPOM BH/IOB
5KOHOMUYECKOM /1eTe/IbHOCTH.

Pa3melnijenne wHbOpMallMM, yKa3aHHOM B ab3allax BTOPOM - MSTOM HACTOSIIEr0 MYHKTa,
OCYIIIeCTBJISIETCS C yUeToM TpeOoBaHMM 3aKOHOZaTe/IbcTBa Poccuiickoii ®esiepaliivi 0 TOCYJapCTBEHHOMN
TaliHe.



Il. JOo/MKHOCTHbIE Nnua, ynoJIHOMOY€EHHbIe
Ha NPUHATUE peLleHnA O NPoBeAEeHNN KOHTPONbLHOIro MeponpusaTuUs
M ocyliecTB/eHue NMLEH3NOHHOro KOHTPo A

7. [O/DKHOCTHBIMH JIML]AMM, YIIOJIHOMOUEHHbIMA Ha TPUHSTHE peLIeHUu O TpOoBeJeHUU
KOHTPOJIbHOTO MEpOITIPUSITUS, SIB/SIFOTCSI DYKOBOAWUTEIM JIMLEH3UPYIOIIUX OpPraHOB WM UHbIe
JIOJDKHOCTHBIE JIULIA JIMLIEH3UPYIOIIUX OPraHOB, Ha KOTOPBIX OCYILleCTB/IeHHe yKa3aHHOTO MOJTHOMOUKS
BO3JI0’KEHO B COOTBETCTBUU C MPHKA30M MUHHCTEPCTBA MPOMBILIZIEHHOCTH U TOProsiv Poccuiickoi
depnepauyn nny nprka3omM desrepanbHON CTyKOBI TI0 BeTepUHAPHOMY M (PUTOCAHUTAPHOMY HaZ30py.

8. JIo/DKHOCTHBIMH JIULIAMM, YTIOJITHOMOUEHHBIMUA Ha OCYILeCTBIeHUe JTULeH3MOHHOTO KOHTPOJIS,
SIBISIFOTCSI PYKOBO/IUTE/TM JIMLIEH3UPYIOLIUX OPraHOB WJ/IM [IO/DKHOCTHBIE JIULA, [TO/DKHOCTH KOTOPBIX
COOTBETCTBYIOT C/IeIYIOLIUM TPYIINaM J0/PKHOCTEH:

BBICIIIME JIOJDKHOCTH TPaXKAAHCKOM CTyXKOBI;

TJIaBHBIE JOJDKHOCTU TPaXKJAHCKOMN CITY>KOBI;

BeZIyIIye AO/DKHOCTH IPaXKIaHCKOU CITY>KObI;

CTapIlue JO/DKHOCTU TPaXKJaHCKOH CITy>KOBbI;

MIa/IIlIe JIO/DKHOCTA T'PaKIAHCKOW CTy>KObl MUHHCTEPCTBA TPOMBIILJIEHHOCTH W TOPTOBJIH
Poccuiickoii @epepariuu ummu deepanbHON CTYKOBI 110 BeTepUHAPHOMY M (DUTOCAaHUTAaPHOMY Ha/[30DY,
Ha KOTOPbIX B COOTBETCTBUM C [IO/DKHOCTHBIMUA perjaMeHTaMU BO3JI0)KEHO —OCYIIeCTB/IeHHe

JIMEH3MOHHOT'O KOHTPO/JIA.

lll. MpodmnakTuyeckme MeponpuAaTUa B pamMmKax ocyLiecTB/ieHUus
NINLEH3NOHHOIO KOHTPOJIA

9. B uensx npoguiakTUKU PUCKOB MPUYMHEHUSI Bpe/ja KU3HH, 3/[0POBbIO TPa)KJaH U KUBOTHBIX B
paMKax JMLeH3MOHHOTO KOHTPOJISl JIMLIEH3UPYIOLIMM OPraHOM €)KeroJHO YTBEp’KJaeTcsl Mporpamma
npouIakKTUKU PUCKOB NIPUUYMHEHUSI Bpe/la KU3HU, 3[I0POBbI0 IPaXKJaH U KUBOTHBIM B COOTBETCTBUU C
[TpaBwiaMy pa3pabOTKU W YTBEPXKJEHUS KOHTPOJbHBIMU (HA[[30PHBIMH) OpraHamMH TPOrPaMMBbI
NMpoUIaKTUKA PUCKOB TpUUMHeHUss Bpena (yigepba) oxpaHseMbIM 3aKOHOM  I[@HHOCTSIM,
yTBep>K/IeHHbIMU 1ocTaHoBaeHHeM [TpaButenbcTBa Poccuiickoit @egeparyu ot 25 utoHs 2021 r. N 990
"O6 yrtBepkzeHuu IIpaBum pa3pabOTKU U yTBepXKIeHWsS KOHTPOJBbHBIMU (HAZ30PHBIMH) OpraHaMu
MIPOTrpaMMbI MPOMUIAKTUKA PUCKOB TIPUUMHEHUS Bpe/ia (yinepba) oXpaHseMbIM 3aKOHOM I1eHHOCTsIM".

10. YmonHOMOuUeHHble AO/DKHOCTHBIE JIMIA JIMLEeH3UPYIOIero opraHa o00s3aHbl TIPOBOJWTH
c/lefiyroliye BUbI Mpo(ruIakTUueCKuX MepOoTrpUsITUM:

VH(OPMHPOBaHUE;
0006111eHHe TTPaBONPHUMEHUTE/TEHOM ITPaKTHKU;
00bsIB/IEHHE TIPEJJOCTEPEKEHNST;

KOHCY/IbTUDOBaHUE;



NpopUIaKTHUECKUIA BU3WT.

Opranusaiusi ¥ npoBefieHue JTMLeH3UPYIOLUM OPraHOM TaKUX MPOQUIaKTUUECKHUX MepOTPUSTHH,
Kak 00BsIB/IEHUE TIPeOCTEPeXXeHUsT U MPOMUIAKTUUECKUN BU3UT, OCYILIECTBIISIOTCS C UCTIOb30BaHUEM
MHGMOPMalMOHHOW CUCTEMBI.
(ab3a11 BBesieH [ToctaHoBneHueM [IpaButensctBa PO ot 03.04.2023 N 534)

11. ViHpopmHpoBaHMe KOHTPOIMPYEMBIX JIML| U MHBIX 3alHTEpeCOBAaHHBIX JIML| IO BONpPOCAM
cobmozienust  00si3aTeNbHBIX TpeOOBaHMK B OTHOLLIEHWH  [IeSITe/IbHOCTH T10  TIPOU3BOJCTBY
JIeKapCTBeHHBIX CPe/CTB OCYIeCTB/SeTCS JIMLEH3UPYIOIUM OpraHoM II0CPeJCTBOM pa3MellleHus
COOTBETCTBYIOLIUX CBeJleHUU Ha CBOEM ouranbHOM caiure B
MH(OPMaLIMOHHO-Te/IeKOMMYHHUKAL[MOHHON ceTu "VHTepHeT" (#asnee - ceTb "MHTepHeT"), B CcpeZCcTBax
MaccoBoM uWHQoOpMalLMy, dYepe3 JiMUHble KaOWHEThl KOHTPOJMPYEMBIX /ML B TOCY/AapCTBEHHBIX
MHGOPMALIMOHHBIX CHUCTeMaX (TP HUX HaIMUMK) B TeueHHe 5 paboumx AHeNW CO [AHSA YTBepXKAeHHs
HOPMaTHBHOTO TIpaBOBOTro akTa Poccuiickoit @efepariyu, cofeprkaliero obsi3aresibHble TpeOOBaHMS.

12.  OO6oOmeHne MpaBONPUMEHUTENBHOW TPAKTUKKM  OodopmiseTcs B  BUAe  [OK/Iaja
JIMLIeH3UPYIOLUM OPraHOM €KerofHo.

[MpoekT [ok/aza pa3MelriaeTcsi Ha OQUIMATLHOM CaiiTe JIMIEH3UPYIOLer0o OpraHa B CeTH
"MHTepHeT" MM TIPOXOXKAEHHs TIpoLeAyphbl ero mybmmuHoro obcyxzaeHus. Cpok TMyO6IMUHOrOo
o0Cy»K/IeHust poeKTa 0KIaja - 1 Mecsii] co Hs ero pa3MellleHusl Ha yKa3aHHOM caiiTe.

[loknapn yTBep)K[aeTcs IPUKA30M PYKOBOZMTE/IS JIMLIeH3HPYIOLLero OpraHa W pasMelljaeTcsl Ha
oULIMaTLHOM CaliTe JULEH3UPYIOLero oprada B cety "MHTepHet" no 15 mapTa roja, cjieiyroiero 3a
OTUYeTHBIM I'O|OM.

13. B cnyuae Hamuuusi y JIULIEH3WPYIOIIEro OpraHa CBeJleHW O TOTOBSILMXCS HapyLIeHUsX
o0si3aTenbHBIX TpebOBaHWM WM TIPU3HAKaX HapylleHWM 006s3aTe/lbHBIX TpeboBaHuii B cdepe
TMPOKM3BO/ICTBA JIEKapCTBEHHBIX CPE/ICTB U (W) B C/Iy4yae OTCYTCTBUS MOATBEP)KAEHHBIX JaHHBIX O TOM,
YTO HapylleHue o00s3aTeNbHbIX TpeOOBaHWM TIpUUMHWIO Bpex (yiiep0) oOxpaHsieMbIM 3aKOHOM
LIEHHOCTSIM WM CO37la/I0 yrpo3y TIpUYMHEHUs Bpefa (yiiepba) oxpaHsSeMbIM 3aKOHOM IIEHHOCTSIM,
JIVLIEH3UPYIOIIUNA OpraH OOBSB/ISET KOHTPOJUPYEMOMY JIMIY TIPeAOCTEPEKEHHE O HEeAOIyCTUMOCTH
HapyIileHus: 00s3aTeNbHbIX TpeOOBaHUN W TIpe/jiaraeT MPHHATb Mepbl 10 00ecrieueHu0 COOTIOIeHHS
o0s13aTenTbHBIX TpeOOBaHUI (f1asiee - TIpeJOCTePEKeHNE).

Pemmenvie 0 HampaB/lieHMM TpeJOCTePe)KeHUs TPHUHUMaeT pPYKOBOAUTENb, 3aMEeCTUTEe/b
PYKOBOZUTEJISl JULIEH3UPYIOIIero OpraHa WM WHOe YIIOJHOMOUEHHOe TMPUKAa30M JIMLEeH3HUPYIOLero
OopraHa J0/DKHOCTHOE JIMLIO JIMLeH3WPYIOL[ero OpraHa Ha OCHOBAHWU TIpPe/IOXKeHUM [[O/KHOCTHOTO
NWLja JIMIeH3VPYIOIer0 OpraHa TNpU HaJWMUMK CBeZIeHW, yKa3aHHBIX B a03arle MepBOM HACTOSIErO
MyHKTAa.

[Mpenocrepe)xeHre HampaB/sieTCsi HA OyMa)KHOM HOCHTeJle 3aKa3HbIM [OUTOBBIM OTTIPaB/IEHHUEM C
yBeJJOM/IeHeM O BPYYeHUM WM WHBIM JOCTYIIHBIM /i1 KOHTPOJMPYEMOro Jvija criocoboM, BK/IIOYast
HafpaB/eHWe B BHJE 37eKTPOHHOIO [OKYMeHTa, IOJNMCAHHOIO YCHU/IeHHOW KBalW(ULMPOBaHHOU
3/IEKTPOHHOM TIOJTMCBIO JIMLIA, TIPUHSIBIIETO pelleHHe 00 OOBSBIEHWM TIpeOCTepEXKeHUs], C
WCII0/Ib30BaHreM ceTh "VHTepHeT", B TOM 4MCJ/le MO afipecy 3/1eKTPOHHOM MOYThbl KOHTPOJIMPYEMOIO
/LA, yKa3aHHOMY COOTBeTCTBeHHO B EJUHOM roCyJapCTBEHHOM peecTpe HOpPUAUYeCKUX JIUL WU
pasMell|eHHOMY Ha O(MLIMaIbHOM CaiiTe KOHTPOJIMPYEMOro JIMlia B COCTaBe UH(OpMaLuy, pa3MelleHue



KOTOPO¥ sIB/IsieTCsT 00si3aTelbHBIM B COOTBETCTBUM C 3aKOHO/aTe/IbCcTBOM Poccuiickoit ®enepaniyiu, Uin
rnocpeZicTBOM  (efiepaibHOM  TOCy/apCTBEHHOW UWH(OPMALMOHHOW cucTteMbl "ENWHBIM mopTan
roCy/IapCTBeHHBIX U MyHULIUMAIBHBIX YCAYT (PyHKLMM)".

[To pesynbTaTaM pacCMOTpeHHUsi TpeloCTepe)KeHUss KOHTPOJIMpyeMoe J/IMLIO BIIpaBe I10/1aTh
BO3pakKeHUe B JIML[eH3UPYIOIIMI OpraH, HarpaBUBIINM TIPeJloCTepesKeHue.

Bo3pakeHust HampaB/sIOTCS KOHTPOJMPYEMbIM JIUIIOM Ha OyMa)KHOM HOCHUTesie TTOUYTOBBIM
OTIpaB/eHWeM B JMLEH3UPYIOIIUNA OpraH, WIA B BHJE 3J€KTPOHHOTO JOKYMEHTa, IMOJAMUCAHHOTO
3/IeKTPOHHON TOAMUCHI0 YTIOJITHOMOUEHHOTO JiMlja TPOU3BOJAUTENsT JiIeKapCTBEHHbIX CpeJCTB, Ha
yKa3aHHbIM B MpPeJOCTEPEeKeHUU afipeC 3/eKTPOHHOW TOUThI JIMLEH3UPYIOLero OpraHa, WM WHBIMHU
yKa3aHHBIMH B TIPeJJOCTEPEXXeHNH Criocobamu B TeueHue 30 Ka/leHAapPHBIX AHEH CO /IHS ero MoTyueHHs..

JINIeH3UPYIOIMI OpraH M0 UTOTaM PacCMOTPEHUSI BO3paKeHWs HarlpaBiisieT KOHTPOJHMPYEMOMY
muiy B TeueHune 30 paboumx pAHeW cO AHs TIO/yueHWs] BO3Da)KeHWM pe3yJbTaTbl pacCMOTPEeHHUS
BO3paKeHUM.

JIMLeH3UPYIOIIMI OpraH OCYIIeCTB/IseT yueT OOBsB/IeHHBIX UM TPeIOCTEePEKeHUI M UCTIOb3yeT
COOTBETCTBYIOL[ME JaHHbIe 15l IPOBe/leHUsI UHBIX MPO(UIAaKTUUECKMX U KOHTPOJIbHBIX MEPOIPUSTHIA.

14. KoHCy/lbTUpPOBaHHWE KOHTPOJMPYEMBIX JIML] OCYILEeCTB/SETCS JMLEH3UPYIOIIUM OpraHoM B
MMCbMeHHOU ¢opMe MpU UX MUCbMEHHOM OOpallieHud, B YCTHOW ¢opme 10 TenedoHy, TTOCPeACTBOM
BU/Ie0-KOH(epeHLI-CBS3U UK Ha JIMYHOM TIpYeMe y YIIOJHOMOYEHHOT 0 JIULIA.

15. KoHcynbTHpOBaHMe KOHTPOIMPYEMBIX /MLl B XOZe TpOBeJeHHUs MpOQPUIaKTUUeCKOro
MepONpUsTUS], KOHTPOJBbHOTO MEpPONPUSTUS OCYILeCTB/SeTCS [0 3aBepLIeHHs] COOTBETCTBYIOLEro
MepONpUsiTUS B C/lydyae BOJIEU3bsB/IEHUS KOHTPOJMPYEMOrO JiMLd, O YeM JejaeTcsi OTMeTKa B
JIOKyMeHTax, 0(popMJIsieMbIX 110 UTOTaM COOTBETCTBYIOILIEI0 MEepOTIPUSITHSI.

16. [Jo/DKHOCTHBIE JMLj@ JIMLIEH3UPYIOLEro OpraHa JIMLEH3MOHHOTO KOHTPOJSI OCYLeCTBJISIOT
KOHCYJIbTUDOBaHHEe KOHTPOJIMPYEMBIX JIUL] 10 C/IeAYIOLIMM BOIIPOCaM:

Ha/imure W (UIM) cojiep)KaHue 00si3aTeNbHBIX TpeOOBaHWM B OTHOIIEHWUH [IeSTeIbHOCTH TIO
TPOKM3BO/ICTBY JIeKAPCTBEHHBIX CPEJICTB;

TMepruogNYHOCTDb U MOPAAOK IMPpOBe/ieHHA KOHTPOJIbHBIX MEpOHpI/IHTI/II\/JI;

MopAA0K BBITTOJTHEHHWA 0bs13aTeIbHBIX TPEGOBaHI/Iﬁ Mnpru OcCyuecTB/JIeHn AedTe/IbHOCTHU I10
MMPON3BOACTBY JIEKaDCTBEHHBIX CPe/iCTB;

BBITIO/IHEHHE TIpeAINTMCAHKA, BBIAdHHOI'O I10 UTO'aM KOHTPOJIBHOI'O MEPOITPpUATHAA.

17.  [JO/DKHOCTHBIe /ML  JIMLIEH3UPYIOLero  opraHa  OCYLIeCTBJISIOT  IHMCbMEeHHOe
KOHCY/IbTUDOBaHWe KOHTPOJIMPYEMBIX JIWI] TI0 BOTPOCAM, TPeyCMOTPEHHBIM ab3aileM MAThIM MyHKTa
16 nacrosiero ITonoxeHus.

18. B xofje KOHCY/JIbTUPOBAHUSI He MOTYT TIPeIOCTaB/ATLCA MHGOpPMAIUs, coZiepyKaillasi OLIeHKY
KOHKDETHOTO0 KOHTPOJIbHOTO MepONpUSITUs,, pellleHWd U (WIM) [AeWCTBUM JO/DKHOCTHBIX —JII]
JULIEH3UPYIOLIero OpraHa, WHbIX YYaCTHHMKOB KOHTPOJBHOTO MEpONpHUSTHS, a TakKe pe3yJbTaTbl
MPOBe/IeHHBIX B paMKaX KOHTPOJIbHOTO MEpPOTPHUSATHUS IKCIIePTH3.



19. KoHCynbTHpPOBaHHe KOHTPOJMPYEMBIX JIUL] 10 OJHOTUIHBIM 00paIlieHusM KOHTPOJIUPYEeMbIX
WL U WX TIpe/icTaBUTesied TOCpeACTBOM pasMellleHUs] Ha OQuIMalbHOM caiiTe JULeH3HUPYIOLero
opraHa B cetu "VIHTepHeT" TMCbMEHHOIO Ppa3bICHEHHWs, TOANMCAHHOIO YIIOJITHOMOUYEHHBbIM
JIOJDKHOCTHBIM ~ JIML[OM  JIML[EH3UPYIOLLer0 OpraHa, OCYILIeCTB/ISeTcss B C/AydyasX peryJisspHOro
noctyrieHust obpaiijeHuii (bosiee 5) Mo Borpocy coOMofieHUss OJHUX U TeX ke 006s3aTe/bHbIX
TpebOBaHUIA.

20. IMpodwnakTUuecKuil BU3WUT TMPOBOAUTCS [AO/KHOCTHBIM JIMLIOM JIMLIEH3UPYIOIero opraHa B
dbopme mpoduiakKTHUECKOUW Oecesibl IO MECTY OCYIIeCTB/IEHUS JesiTe/TbHOCTU KOHTPOJIMPYEMOTO JTUIIA
0o TyTeM MCIT0/Ib30BaHMsI BU/Ie0-KOH(MepeHII-CBsI3U U (W/11) MOOUIBHOTO TpHIoKeHus "HCreKTop'.

B xofe mpoduIaKTHUeCKOro BU3UTa KOHTPOJIMPYEMOe JIMI0 UHPOpPMUpPYeTcsi 00 00s3aTesbHBIX
TpeOOBaHUSIX, TpeIbsBISEMbIX K €ro [JesTelbHOCTH, O ee COOTBETCTBUM KPUTEPUsSIM PHCKa,
peKOMeHZlyeMbIX Crocobax CHIWKEeHHs] KaTeropuyd pHUCKa, BHJAX, COJeP)KaHWM U WHTEHCHBHOCTH
MEpOTIpUSATHA, TIPOBOJUMBIX B OTHOIIEHMH OObeKTa KOHTPO/IS HWCXO[s W3 ero OTHeCeHWs K
COOTBETCTBYIOLL[EMl KaTeropyuy pUcKa, a [JO/DKHOCTHOE JIMLIO JIMLIEH3UPYIOLero opraHa OCyLecTB/sieT
O3HaKOMJIeHHe C OOBeKTOM KOHTpOJisi, cOOp CBefeHUM, HEOOXOAWMBIX [Jii OTHeCeHHsl O00BeKTa
KOHTPOJII K COOTBETCTBYIOIIe KaTeropud pHCKa, W TIPOBOJUT OILIEHKY VPOBHSI COOJTIOZE€HUS
KOHTPOJIUPYEeMBIM JIULIOM 00si3aTeNTbHbIX TpeOOBaHUIA.

[MpodunakTHueckuii BU3UT TPOBOAUTCS T0 WHUIMATHBE KOHTPOJBHOTO (HAJ30pHOr0) OpraHa
(obs13aTenbHBIN MPOPHIAKTUUECKHIH BU3UT) B COOTBETCTBUM CO cTaThell 52.1 denepanbHOro 3akoHa "O
roCy/lapCTBeHHOM KOHTpOJie (Ha/30pe) U MYHHULUIaJIbHOM KOHTposie B Poccuiickoit @efepanyu” win
M0 VMHHULIMATHBEe KOHTPOJIMPYEMOrO JIWlla B COOTBETCTBUHU CO CTaTbel 52.2 ykaszaHHOro denepanbHOro
3aKOHa.

(m. 20 B pen. IToctanoBnenus [IpaButensctBa PO ot 25.12.2025 N 2143)

20(1). Obs3arebHBIN TTPOMUIAKTHYECKUN BU3UT IPOBOJUTCS:

a) B OTHOIIEHWHd KOHTPOJIMDYEMBIX JIMLl, TIPUHAJJIeXAI[UX WM OOBEKTOB JIUI[eH3MOHHOTO
KOHTPOJIsI, OTHECEHHBIX K OIpe/ie/IeHHOW KaTeropu pUcKa, C y4eTOM MepUOJUUHOCTH MPOBeJeHUsl U B
Mopsiike, KOTOpble ycTaHOB/eHbl PefepanbHbIM 3aKOHOM "O roCyJapCTBEHHOM KOHTpOJie (Haz3ope) u
MYHULMIIAILHOM KOHTposie B Poccuiickoli ®efepanuu” U mnocTtaHoB/eHWeM [IpaBuTesnbCcTBa
Poccuiickoii ®efepatmu ot 1 oktss6pst 2025 1. N 1511 "O mepuoAnuHOCTY NIpOBeZieHUs 06s13aTe/TbHbIX
npo(uIakKTUYeCKMX BU3UTOB B paMKax T[OCYZApPCTBEHHOIO KOHTPOJsS (Haj30pa), MYHHLUIAJIbHOIO
KOHTpOJIS";

0) 110 Mopy4eHuo:
[Tpesugenta Poccutickor Penepanyy;

[Mpencenarens IlpaButenbctBa Poccuiickot ®epepanuu unu  3amecturensi [Ipencenaresis
[TpaButensctBa Poccuiickoii ®Pepepauum, cornacoBaHHOMYy ¢ 3amectuteneMm Ilpencenarens
[TpaBuTenbcTBa Poccuiickoit Pepnepauyu - PykoBoautesnieM Amnmapata IIpaBuTenbcTBa Poccuiickoit
®depepalyu.

(n. 20(1) BBegeH [ToctanoBnenuem IlpaButensctBa P® ot 25.12.2025 N 2143)

20(2). OG6sizaTesbHbIe MPOMUIAKTUUECKHE BU3WUThI B OTHOIIEHHMM OOBEKTOB JIMIIEH3UOHHOTO
KOHTPOJI5I, OTHECEHHBIX K KaTerOpuy BbICOKOT'O PUCKA, MPOBOJATCS C TTePUOAUYHOCTBIO OJJMH pa3 B TOJ.



O6s13aTenbHBIN MPOMUIAKTUUECKUM BU3UT He TpeyCMaTPHUBaeT 0TKa3 KOHTPOMPYEMOTrO JIUIa OT
MpOBe/IeHNs1 TAKOTO BU3UTA.

Cpok npoBefieHus1 00s13aTe/IbHOT0 MPO(UIAKTHUECKOTO BU3UTa He MOJKeT TpeBbIath 10 pabounx
[THel 1 MOyKeT OBITh MPOZAJIEH Ha CPOK, HEOOXOAUMBIH /17Is IPOBeIeH s SKCIIePTU3bI U UCITbITaHUH.

B pamkax 00si3aTesibHOTO TIPOU/IaKTUUeCKOTO BHU3UTA MPU HEOOXOIUMOCTH TPOBOJSATCS OCMOTP,
rctpeboBaHMe HEOOXOAUMBIX JOKYMEHTOB, 0TOOp 1po6 (00Opa3iioB), HHCTpyMeHTaIbHOe 00cC/ieZioBaHue,
WCTIbITaHKe, SKCTepTHU3a.

OcMOTp ¥ 3KCIepTH3a MOTYT OCYIIEeCTB/SATHCS C MCIOIb30BaHUEM CPeJCTB [HUCTAaHIIMOHHOTO
B3aMMO/IeHCTBYS, B TOM UHMCJ/Ie TOCPeACTBOM BHEO-KOH(EepeHL-CBS3M, a TakXe C HCIO0/Ib30BaHUEM
MOOWTBHOTO TIpUIoyKeHus ""VIHcekTop".

doToCcheMKa M BH€03alluCh TPU TMPOBeJEHUHA OCMOTpa OCYIIECTBJISIFOTCS C HCIOb30BaHWEM
MOOUTBHOTO TIpUIOXKeHus "MHcekTop".

(. 20(2) BBegeH [NoctanoBnenuem ITpaBuTtenscTBa PD ot 25.12.2025 N 2143)

21. Lensamu npoBeieHUst NPO(GUIaKTHYeCKUX BUSUTOB SIB/ISIFOTCS:

a) mnpeayrpexjeHue U COKpallleHWe KO/IMYecTBa HapylleHUHd KOHTPOJIMPYEMBbIMM JIML[AMHU
o0si3aTe/IbHBIX TpeOOBaHN;

0) co3faHWie MOTHBALMHM y KOHTPOJMPYEMBIX JHI] K A0OpPOCOBECTHOMY TIOBEJEeHUI0 U, KakK
CJIefICTBYe, CHI)KEeHHe YPOBHS yillepba oxXpaHsieMbIM 3aKOHOM LIeHHOCTSIM;

B) hopMHUpOBaH1e eIMHOT0 TTOHUMaHUs 00s13aTe/TbHBIX TPeOOBaHHI;

) BbIsB/IeHHWEe TPUYMH, (AaKTOPOB M YCJIOBUM, CIIOCOOCTBYIOIIMX HAPYIIEHWIO 00s3aTe/bHBIX
TpebOBaHWH, OTIpe/iesieHre CrIoCO00B YCTPaHeHUsI WM CHYDKEHHSI PUCKOB UX BO3HUKHOBEHHUS.

22. Tlo wtoram 3aBepiileHUss TPOGUIAKTUUECKOTO BHU3UTa, TPOBEZEHHOTO 110 WHUI[MAaTUBE
KOHTPOJIMPYEMOr0 JIMLiA, [JO/DKHOCTHOE JIMLO JIML|EH3WPYIOLLero OpraHa COCTaBJ/sieT akT IPOBe/eHHs
npoduIakTUYeCKoro BU3UTa B 2 5K3eMILIsIpax, B KOTOPOM YKa3bIBakOTCSI:

(B pea. [TocranoBnenus IlpaButenbcTBa PO ot 25.12.2025 N 2143)

a) HaMMeHOBaHUe JIML[eH3MPYIOLLero OpraHa;

0) HauMeHOBaHHe KOHTPOJIUPYEMOTO JIMLIa;

B) /laTa, BpeMsl U MeCTO COCTaB/IeHHUs aKTa MPOUIaKTUUECKOTO BU3UTa;

1") PEKBU3UTEI IIPHKd3d, HA OCHOBAHWKW KOTOPOT'O IMPOBOAWJICA HPO('I)I/IIIBKTI/I‘-IECKI/IIZ BU3UT,

) ¢pamunuu, WMeHa, oT4yecTBa (MPU Ha/UUKK), HAUMEHOBaHUsS [O/DKHOCTEM [JO/DKHOCTHBIX JIUL]
JIULIEH3WPYIOIIero opraHa, MPOBOIMBIINX MPO(PUIAKTHUECKUIN BU3WT;

e) Ziata, BpeMmsl, POZ0/IKUTETbHOCTh U MECTO MPOBe/ieHHsl IPO(PU/IaKTUUeCKOT0 BU3UTa;

’K) TlepeueHb MepONpUsITUA, TPOBe/leHHbIX B X0Ze NPOpU/IaKTUUeCKOTO BU3UTA;



3) CBeJleHUs O pe3yJibTaTax MpoBe/ieHHsl NPO(PUIaKTUUeCKOro BU3UTa;
1) NepeyeHb Npy/araeMbIX JOKyMEHTOB U MaTepuasioB (TIpY HaIMuuK);

K) TOAMWCH [O/DKHOCTHBIX JIML| JIMLIEH3UPYIOLero OpraHa, MPOBOAMBLIMX MPOQUIaKTHUeCKUN
BU3MUT.

IV. OcyuiecTBneHue rocyapcTBeHHOro iIMLleH3NOHHOIro KOHTPOA

23. JIMLIeH3UOHHBIM KOHTPOJIb OCYILECTB/SIeTCS TIOCPeJCTBOM TPOBEJeHUs] BHEIJIaHOBBIX
KOHTPOJIbHBIX MEPOIIPUATUU.

[Mpy mpoBefieHUM JIML[EH3UOHHOTO KOHTPOJII MOTYT TIPUB/IEKaThbCSl He 3aWHTepecOBaHHbIE B
pe3y/bTaTaX TaKOW OLEHKMU CHel[MaJuCThl B COOTBETCTBUU CO cTaThel 34 PepepasnbHOro 3akoHa "O
rocyJapCTBeHHOM KOHTpOJie (Ha/j30pe) U MyHULIUMNa/IbHOM KOHTpoJie B Poccuiickoii ®enepaiun’.

Opranusanusi ¥ npoBefieHre JMLeH3UPYIOIIUM OPraHOM KOHTPOJIbHBIX MEPOTPUSITUM, YKa3aHHbBIX
B MyHKTe 24 Hacrosimiero Ilono)keHus, OCYIECTB/SIIOTCS C HWCIO/b30BaHUEeM HWH(GOPMAaLMOHHON
CHCTEMBI.
(a63a11 BBesieH [ToctaHoBneHueM [IpaButensctBa PO ot 03.04.2023 N 534)

Yuer cBejleHUI 0 COOJIO/IeHUM 00si3aTelbHBIX TpeOOBaHUM, B TOM uuc/e O (akTax MPUUUHEHUS
Bpeja (yujepba) oxpaHseMbIM 3aKOHOM LIEHHOCTSIM, TIpeceueHWM HapylleHWd o00si3aTe/bHbIX
TpeOOBaHUM, 00 yCTpaHEeHWM T[IOC/Ie[ICTBUN HapylleHWd o0si3aTesbHBIX TpeboBaHud U (WIM) O
BOCCTAHOBJIEHUM MPaBOBOTO MOJI0XKEHUS], CYIleCTBOBAaBIIEr0 0 TaKWX HapylleHWH, OCYIeCTBISeTCs C
KCII0/Ib30BaHreM MHGOPMAI[MOHHON CUCTEeMBI TI0 pe3y/ibTaTaM YKa3aHHbIX KOHTPOJIbHBIX MePOMPUSITUH,
TPOBOAMMBIX JIUL[€H3UPYIOLM OPTaHOM.

(ab3a11 BBesieH [ToctaHoBneHueM [IpaButensctBa PO ot 03.04.2023 N 534)

24. BHemnnaHOBble KOHTPOJIbHbIE MEpPOINpPUSATHS BO B3aUMOJEWCTBUM C TPOBEPSIeMbIMU
KOHTPOJIMPYEeMbIMU JIULIaMH OCYILeCTBJISIIOTCS B C/IeIyIOIINX BUAAX KOHTPOJIbHBIX MEPOTIPUSITUIA:

a) JOKyMeHTapHas IIPOBePKa;

0) Bble3/1Hast TPOBepPKa.

25. BHeryiaHOBBIE KOHTPOJ/IbHBIE MEPOTIPUATUS, YKa3aHHble B MyHKTe 24 HacTosilero [lonoxenus,
MPOBOJATCS B COOTBETCTBUU CO CTaThsiMU 57, 66, 72 u 73 denepasibHOro 3akoHa "O rocyjapCTBeHHOM
KOHTpoJIe (HaZi30pe) U MyHUILMIIaTbHOM KOHTposie B Poccuiickoii @enepauyu’.

26. B xo4e NOKyMeHTapHOU MPOBEPKU B COOTBETCTBUM CO CTaThsiMu 72, 79 u 80 denepanbHOro
3akoHa "O TroCyZapCTBEHHOM KOHTpoJie (HaZ30pe) M MYHMLMMNAJIbHOM KOHTposie B Poccuiickou
®enepauyn’ MOTYT COBEPLIATLCS C/IeAYHOIIUe KOHTPO/IbHbIE [1eHCTBUS:

a) roiyyeHue MUCbMEHHBIX 00bSICHEHUI;

6) uctpeboBaHMe JOKYMEHTOB.

27. B Xope Bble3HOW TIPOBEPKM B COOTBETCTBUM CO cTaTtbsamu 73, 76, 78 - 81, 83 u 84
@enepanibHOrO 3akoHa "O rocyZapCTBEHHOM KOHTposie (HaZ30pe) W MyHUILMIAJbHOM KOHTpOJie B



Poccuiickoli @esepaliu’” MOTYT COBEPILIATHLCS C/IeAYIOL[1e KOHTPOJIbHbIE [eCTBUS:
a) oCMOTp;
0) ompoc;
B) MOJTyYeHHe MTMCbMEeHHBIX 00BsICHEHUH;
r) ucTpeboBaHUe 1I0KyMEHTOB;
1) oTO0p 1pob 1 00pa3LoB;
€) UCTIbITaHue;
JK) SKCIIepTHh3a.

27(1). Bele3aHast MpoBepKa MOKET OBbITh IMPOBe/ieHa C UCI0/Ib30BaHUEM CPEeJICTB AUCTAaHIIMOHHOTO
B3aMMO/IeHICTBYsL, B TOM UHCJ/Ie TOCPeACTBOM BHEO-KOH(EepeHI-CBS3HM, a TaKXe C HCIO/Ib30BaHUEM
MOOM/IbHOTO TIpUsIoXKeHus "VIHcekTop'.

OcMoTp, ompoc U 3KCrepTU3a INpU MPOBeleHWH Bble3JHON MPOBEPKU MOI'YT OCYLEeCTB/IATHCS C
WCTIO/Ib30BaHMEM  CPeJCTB  JWCTaHLIMOHHOTO B3aWMOJEMCTBUS, B TOM UHC/Ie IOCPeCTBOM
BH/Ie0-KOH(ePeHII-CBsI3H, a TaKXKe C UCTI0Ib30BaHHeM MOOMTIBHOTO NpuoykeHus "VHcekTop'.

dorocbeMKa U BHe03allMChb NpU IIPOBEJleHUM OCMOTpa B paMKax Bble3[JHOM TNPOBEPKU
OCYIL[eCTBJISIFOTCS C UCTI0Ib30BaHHeM MOOUIBHOTO NpusioykeHus "MHcrekTop".
(n. 27(1) BBegeH IloctaHoBnenveM IlpaBurensctBa PO ot 25.12.2025 N 2143)

28. CpoK TpoBe/IeHHs BbIe3/IHOM MPOBEPKH yCTaHAB/IUBAETCS B Tipefenax 10 pabounx gHei.

Cpok TIpoBeJileHMsSI  Bble3[JHOM TPOBEPKM B  OTHOLUEHWM  KOHTPOJMPYEMOIO  JIWIia,
OCYIL[ECTBJISIFOIIIET0 CBOIO [JIeSITeJTbHOCTh HAa TEPPUTOPHUSIX HECKOJBKUX CyObeKTOB Poccuiickoi
denepalyy, yCTaHABAMBAETCS OTJE/NBHO TI0 KaXXAOMY (uivainy, TpeACTaBUTeILCTBY, 000COb1eHHOMY
CTPYKTYPHOMY TO/Ipa3/ie/IeHHI0 OPraHU3al[iy WK MPOU3BOJICTBEHHOMY OOBEKTY.

29. B cnyuae BbIsIBJIeHHsST TIpU TIPOBEIEHUMM BHEIJIAHOBOTO KOHTPOJIbLHOTO MepOIpPUSITHS
HapyllleHWH JIMIeH3UOHHbIX TpeOOBaHWN B  OTHOLIEHWW JesTellbHOCTA TI0  TPOW3BOACTBY
JIEKApCTBEHHBIX  CPEeJCTB, YCTaHOB/IEeHHbIX [loso)keHWeM O JIMLIEH3MPOBAaHUM  IIPOU3BOZCTBA
JIEKapCTBEHHBIX CPEJICTB, YTBEeP)KAEeHHbIM MocTaHoBAeHueM [IpaBurenscTBa Poccuiickont ®@esfepauyu OT
6 wurong 2012 r. N 686 "O6 yrBepKaeHuu IlonoXKeHHUST O JIMIIEH3WPOBAHWM TIPOU3BO/CTBA
JleKapCTBEHHBIX CPe/ICTB", JIML[eH3UPYIOIIMi OpraH B Tipe/iesiax MOJTHOMOYMI 00s13aH TIPUHSATD pellleHus],
rnpefycMOTpeHHble 4YacTbto 2 crtatb 90 depepanbHoro 3akoHa "O rocyAapCTBEHHOM KOHTpOJIe
(Haz30pe) ¥ MyHMIUTIATLHOM KOHTpOsie B Poccuiickoi ®enepanyu’.

30. B cimyyae oTCyTCTBUSI KOHTPOJIMPYEMOTO JIML]a WK ero TIpeicTaBuTesist 0TOop rmpob (06pasiioB)
MPOAYKIMH (TOBApPOB) OCYIIECTB/ISIETCS C IPUMEHEeHHUEeM BU/Ie03aITiCH.

31. B wensix npoBefieHUs] UCTIBITAHUM U 3KCIIEPTHU3bI JIEKAPCTBEHHBIX CPeJCTB Ha COOTBETCTBUE
Tpe6OBaHUsIM HOPDMaTUBHOM JOKyMeHTallui (HOPMaTUBHOIO JOKYMeHTa 0 KaueCTBY) JIULIeH3UPYIOLHiA
OpraH TpUB/eKaeT CreLuanndcTta U (WIM) akKpeJUTOBaHHblE B COOTBETCTBHUM C 3aKOHOJATE/bCTBOM
Poccuiickoii Pefieparii 00 akkpeguTalMd B HalMOHAAbHOW CHCTeMe aKKpeAWTaly SKCIIePTHYIO



opraHu3anuio win ¢ezepaabHble TOCy/JapCTBeHHbIE OIO/PKeTHbIE YUpEXIeHHs, I0/IBeJlOMCTBEHHbIe
JMLIeH3UPYIOLeMy OpraHy (Zjasnee - SKCriepTHasi OpraHu3ariys).

32. Otbop 1pob6 (0OpaslioB) JIEKAPCTBEHHBIX CPEJCTB OCYILECTBJISETCS AO/DKHOCTHBIMHU JIMLIAMH
JIALIEH3UPYIOIero opraHa (TeppPUTOPHAIbHOIO OpraHa) B COOTBETCTBUH CO CBOMMH JOJDKHOCTHBIMU
TIO/THOMOUHSIMH.

33. Ot60op 1pob (06pa31ioB) JIeKapCTBEHHBIX CPE/ICTB AJIsi IPOBeIeHUs UCITBITAaHUM SKCIIePTH3bI 10
BCEM WM OTAe/NbHbIM T[IOKa3aTe/issM HOPMAaTHMBHOM [OKyMeHTalud (HOPMaTUBHOIO [IOKyMeHTa)
OCYILIECTBJISIETCS B KOTMUECTBAX, HEOOXOIUMBIX [I/isi IBYKPAaTHOTO BOCTIPOU3BE/IEHUSI METO/IOB KOHTPOJIS
KayeCcTBa JIEKapCTBEHHOTO CpPeACTBA C yd4eToM TpeOOBaHWMI HOPMAaTUBHOW [JOKyMEHTAL[UH
(HOpMaTUBHOIO JOKYM€EHTa) Ha Hero.

34. [Ins mnpoBefleHWsI WCHBbITAHUM M SKCIEPTH3bl MeTOJaM{ Hepas3pyllarolllero aHaausa
oTbuparoTcs 3 yrakoBKH JieKapCTBEHHOTO rperapata wiv 10 rpaMmMoB (hapmatieBTHUeCKoU CyOcTaHLuu.

35. TIpu CcOBIAJeHUH CIIeKTPOB OTOOpAaHHLIX TPoO (00pa3si[oB) JIEKAPCTBEHHBIX CPEJCTB C
3TA/IOHHBIM CIIEKTPOM, YCTaHOB/IEHHbBIM B COOTBETCTBUH C (hapMakoIeMHbIMH TpeOOBaHUSAMH,
otoOpaHHbIe TPOOBI (00Opa3siibl) JIeKapCTBEHHBIX CPeJCTB BO3BPAIIAIOTCS KOHTPOJIUPYEMOMY JIULY, Y
KOTOPOT'O OHU ObUTH 0TOOpPAHBI Ji7Ist TPOBEZIEHMST IKCIIEPTH3bI, C 0(hOPM/IEHHEM aKTa BO3BpaTa 00paslioB,
(hopMa KOTOPOTo YTBEP>KAAETCS JTULEH3UPYIOIIM OPTaHOM.

36. IIpu HecoBlajeHUM CIeKTpPa JIEKAPCTBEHHOI'O CpejCTBAa C 3TaJlOHHBIM  CIIEKTPOM
ocyiecTBisieTcss 0T6op mpo6 (06pasrioB) eKapCTBEHHOIO CPefCTBa [isl MPOBeJjeHHs] SKCIepTU3bl 110
TOKasaressiM HOpMaTUBHOU JOKyMeHTalUy (HOpMaTUBHOIO JJOKYMeHTa) 110 KaueCTBY B COOTBETCTBUU C
nyHkramu 37 1 38 Hacrosiero IlonoxxeHus.

37. TIpobObl (00Opasipl) J€KAPCTBEHHBIX CPEACTB HAMpaB/SIOTCS JIMIIEH3UPYIOIUM OpraHOM
(TeppuTOpPHABEHBIM OPraHOM) B 9KCIIEPTHYHO OpraHM3aliMI0 C TIPU/IOXKEHHEM KOIHI MPOTOKO/Ia 0TOopa
1ipo6 (0Opa31ioB) IeKapCTBEHHBIX CPEJICTB.

38. DKcmepTH3a OCYIIECTB/SIETCS SKCIIEPTOM WM SKCIIEPTHOM OpraHW3amueidl 1o TOpyUYeHHIO
JIVLIEH3UPYIOIIero opraHa (TeppUTOPHA/ILHOTO OpraHa) Ha OCHOBAHWUHM 3KCIIEPTHOTO 3aflaHus, KOTOPOe
MO>KeT BK/IFOUaTh OJHY WM HECKObKO U3 C/IeAYIOLIUX 3a/lau SKCTIepTU3bI:

a) ycTaHoB/ieHHe (aKTOB, 06CTOSITE/ILCTB;

0) ycTaHOB/IeHHE TOXKeCTBA WK Pa3/Uuus;

B) YCTaHOB/eHHWEe OOBEKTHUBHBIX CBOWCTB M COCTOSHUM HUMEIOIIMXCS B Ha/JW4ud 00pa3lioB
NleKapCTBEHHBIX CPe/ICTB;

r) TIpOBeZieHHWe OLIeHKA oOpa3ija JIeKapCTBEHHOTO CpeJCTBAa HAa COOTBETCTBHE 3a/laHHBIM
KPUTEPUSIM;

[1) yCTaHOBJIeHHWe COOTBETCTBHUsS 0Opasija JIeKapCTBEHHOIO CpeJCTBa TpeOOBaHUSM HOPMAaTHBHOM
JIOKyMeHTaliy (HOPMAaTUBHOTO ZIOKYMEHTA).

39. Bpemsi ocyllecTBlIeHUs] 3KCHEpPTH3bl 3aBUCUT OT BHJA 35KCIEPTH3bl U yCTaHABIMBAeTCs
VH/IMBU/yalbHO B Ka)K[JOM KOHKDETHOM CJlyuae I10 COIJIallleHUI0 MeXy JIML|eH3UPYIOLUM OpraHoM U
5KCIIePTOM WJIY 3KCIIePTHOU OpraHu3aLyen.



40. doTocheMKa, ay/[uo-, BUZe03arrch OCYIIeCTB/ISIOTCS B CIe/IyIOIeM MOpsiIKe:

a) 19 (QUKcauMud XoJa W pe3y/bTaTOB KOHTPOJILHOTO MEPOIPUSTHSL  OCYLLeCTBJISIOTCS
opueHTUpYIoIasi, 0030pHasi, y3/10Bast U JieTabHast OTOCheMKA U BH/I€03aITUCh;

6) dorto-, ayauo-, BUAeO(PUKCALMS TPOBOJATCS AO/DKHOCTHBIM JIUI[OM, YIIOJITHOMOUEHHBIM Ha
OCYIIIeCTB/IEHHE JIMI[EH3UOHHOTO KOHTPOJS, TpPH TIPOBeJAEHUWM KOHTPOJIBHOIO  MEPOIIPUSTHUS
TOCPe/ICTBOM UCIT0/Ib30BaHUsl  (poToarmapaToB, AUKTO(OHOB, BHAEOKaMep, a Takke MOOWIbHBIX
yCTpOUCTB (TesiepoHOB, CMapT(OHOB, MJIAHIIIETOB);

B) o0opyZoBaHUWe, WCIIOb3yeMoe [yl MpoBefieHUst (OTO- W BUeO(UKCAI[UH, [JO/DKHO WMETh
TEeXHUYECKYI0 BO3MOKHOCTh 0TOOpakeHUsT Ha (DOTOCHUMKAX W BH/I€03alMCH TeKYIIeH JaThl U BPEMEHH,
a Tak)Ke COXpaHeHUs JJaHHBbIX O MeCTe CbeMKHU (KOOp/IMHAT);

) ay[u03anuch BeJeT JO/DKHOCTHOE JIML0, YIIOJTHOMOUEHHOEe Ha OCYLeCTB/IeHUe JTMLIeH3UOHHOI 0
KOHTPOJIS, TIPYU MPOBe/IeHNH KOHTPOJIbHOTO MEPONPUSTHSI;

1) Tipy TIpoBeZieHrH (hOTo- U BUJe0(hHKCALUH:

HeoOXOZAWMO TIDUMEHSITb TIpHeMbl (HMKCAL[UHM, TPU KOTOPBIX MCK/IFOYAeTCs BO3MOKHOCTD
WCKa)KeHHs1 CBOMCTB 00beKTa KOHTPOJIS;

cenyeT obecrieunBaTh YCIOBUS —(PUKCAluM, TPH KOTOPBIX TIO/yueHHble (DOTOCHUMKH,
BH/l€03aIMCh MaKCUMa/IbHO TOYHO U [10JIHO OTOOpa)karoT CBOWCTBA 00BbEKTOB KOHTPOJIS;

e) uHbopMalusi O TpoBeJeHUWH (OTOCHEMKH, ayAuOo- M BHJE03aliCHd OTPa)kaeTCs B akKTe
KOHTPOJIHOTO MepOIpUATHSI C yKa3aHWeM TWUIMa W Mapku 00O0py/0BaHHS, C TIOMOII[BIO KOTOPOTO
MpoBOAUIach hUKcalus;

K) ¢oTo-, ayauo- W BUJeOMaTepuasbl SBASIOTCS TPUIOXKEHHeM K akKTy KOHTPOJIbHOTO
MepOIpPUSTHS.

40(1). PoTocheMKa M BU/EO03aMMCh MOTYT OCYIIECTB/ATHCS C HCI0J/Ib30BaHHEM MOOHILHOTO
npunoxxenus "MHcnekTop".
(. 40(1) BBeneH [ToctanoBnenuem IpaBuTtenscTBa PP ot 25.12.2025 N 2143)

V. KnioueBble nokasaresiv JIMUeH3NOHHOIo KOHTPO/A
n nx ueneBblie 3Ha4YeHUA

41. KiroueBble ToKa3aTenu JvlleH3MOHHOro KOHTposs (KIT) oTpakaroT ypoBeHb MHUHWMM3al[Ud
TOCTYTI/IeHUsT HeloOpOKaueCTBeHHBIX JIeKapCTBEHHBIX CPeZICTB B TPaXKIAHCKUN 000pOT.

HEJIEBOE 3HaUeHHre KJ/IK0OUeBOIr'o I10Ka3aTe/id JIMLEH3MOHHOI'O KOHTPOJIA OmpefeadaeTcsa UCxXold 3
€XeroiJHoro CHM>XeHusd Ha 1 IMMPOLEHT.

KiroueBoii rokasaresns ymrieH3noHHoro KoHTposs (KIT) oripegensiercs o opmyie:



KII = L x100%,
K

rje:

T - KO/IMYeCTBO OTO3BaHHBIX Cepull JIeKApDCTBEHHbIX I[IperiapaToB B CBSI3U C HapylleHuem
TpeOOBaHM K IMPOM3BOICTBY JIEKapCTBEHHBIX CPEZICTB 3a OTUETHBIN TIepUO/I;

K - oOmiee ko/MuecTBO cepuii JieKapCTBEHHBIX IIperapaToB, HaXOJAMMXCS B oOpaljeHWd Ha
TeppuTopum Poccuiickon ®efjepaliiy 3a OTUETHBIN NIEPUOZ,

41(1). B uHpOpMaLMOHHYIO CHUCTEMY JIMLIEH3UPYIOIIUM OpPraHOM BHOCUTCSI WMH(pOpMaLysi O
L|eJIeBbIX 3HAUEHMSIX KI/IIOUEeBBbIX ITOKasaTesel JIMLIEH3MOHHOTO KOHTPOJISl, UCIOJIb3yeMbIX /ISl OL|eHKU
pe3y/bTaTUBHOCTH U 3((eKTUBHOCTH OCYILeCTB/IEHUS JIMLIEH3VMOHHOTO KOHTPOJ/S, a TaKxke C
WCMO/b30BaHWeM  WH(OPMAalMOHHOM  CUCTeMbl JIMLIEH3WPYIOIIMM  OpPraHOM  pacCUMTHIBAKOTCS
(akTHUecKre 3HauUeHUs TaKKX MoKa3aTesieil.

(m. 41(1) BBegen IloctanoBnenueM IlpaBurensctBa PO ot 03.04.2023 N 534)

VI. O6anoBaHne peweHnin KOHTPOJIbHbIX (HaA30PHbIX) OPraHoB,
peincteuia (6esaeiicTBUA) X AO/MKHOCTHbLIX NNL,

42. TlpaBom Ha oOkamoBaHWe pelleHWd MWHHCTEPCTBA TIPOMBIIIEHHOCTH W TOPTOB/A
Poccuiickoii @epepariyy unu ®efjepanbHON CyKObI 110 BeTepUHAPHOMY M (PUTOCAHUTAPHOMY HaZ30py
U ee TeppUTOpPHA/IbHBIX OpraHoB, [JeicTBui (Oe3/eicTBUs) WX [JO/DKHOCTHBIX /MLl 0bsazaeT
KOHTpPOJIMpPyeMOe JIML[0, B OTHOLUEHWW KOTOPOrO TNPUHATHI pelleHWs WA COBeplleHbl [eHCTBUS
(be3peiicTBue), yKazaHHble B uactu 4 cratbu 40 denepanbHoro 3akoHa "O rocyZapCTBEHHOM KOHTpPOJIe
(Ha#30pe) M MyHULMTIAIBHOM KOHTpOsie B Poccuiickor @enepauun’.

43. YKanoba Ha perieHne MUHHCTEPCTBA MPOMBIIITIEHHOCTH U TOProBiv Poccutickoit deznepariyy,
nerictBusi (Oe3zeiicTBUe) ero MIO/DKHOCTHBIX JIMI] pacCMaTpHBAaeTCs pyKoBoguTesneM MUHHCTepCTBa
TPOMBIIIJIEHHOCTU U TOProB/u Poccuiickoi ®ezpepaiiyu.

JKanoba Ha pemienus, feiictBus (Oe3zeiicTBre) PYKOBOAUTeIST MUHUCTEPCTBA MPOMBIIIIEHHOCTH
1 Toproeyiu Poccuiickoit defepariyiv pacCMaTpUBaeTCs pyKOBoguTe/ieM MUHUCTEPCTBA WK CO3/JaHHBIM
B MUHHCTEpPCTBE KOJUIeTHaIbHBIM OPTaHOM [IjIsi PACCMOTPEHHS »Kano0.
(a63arg BBesieH ITocTaHoBnenuem [IpaBurenbctBa PO ot 25.12.2025 N 2143)

JKanoba Ha pelieHre TeppUTOpUanbHOTO opraHa dPefepanbHON C/TY>KObI TI0 BETEPUHAPHOMY U
¢dbuTOCAaHUTAaDHOMY HaA30py, AelicTBus (6Oe3melicTBHE) €ro [JO/DKHOCTHBIX JIMI[ pacCMaTpPHUBAETCS
PYKOBOZUTeJIEM (3aMeCcTUTe/leM PYKOBOJUTEJIsI) YKa3aHHOTO TeppuTopyanbHOro opraHa ®dejepanbHOU
CJTy>KOBI TIO BeTePUHAPDHOMY U (PUTOCAHUTAaPHOMY HaJi30DYy.

XKanoba Ha  pgelictBusi  (Oe3melicTBMe)  pyKoBoOAWTeNnsT  (3aMeCTHTeNs]  PYKOBOZWTETIS)
TeppUTOpHaNbHOrO opraHa deaepanbHOM CMy>KObI TI0 BeTepUHAPDHOMY U (DUTOCAHUTAPHOMY HaJ[30py
paccmaTpuBaetcst @eiepanbHOM Cy»K00i 10 BeTeprHAapHOMY U (PUTOCAaHUTapHOMY Ha/i30py.

B cnyuyae o6anoBaHusi pelleHMI LieHTpanbHOro armapara @ejepanbHOM CITy)KObI  TI0
BeTePUHAPHOMY M (DUTOCAHUTAPHOMY HaJ30py M (Win) AeticTBuil (6e34eMCTBUS) ee JO/KHOCTHBIX JIUL]
kanoba paccmaTpuBaeTcs —pykoBoauTesneM — @DefepanbHOM  CTy)KObI TI0  BeTepUHADHOMY U



¢uTOCAaHUTaDHOMY HaJ30pYy.

XKanoba Ha pemnenue, pelictBus  (Oe3feiicTBHME)  O/DKHOCTHBIX il  MUHHCTEpCTBA
TIPOMBIIIVIEHHOCTH U TOProBiiu Poccuiickoii ®eneparun unv desrepanbHON CTy>KObI TI0 BeTEpUHAPHOMY
1 (UTOCAaHUTAPHOMY HAZI30py U €e TepPUTOpPHa/bHBIX OPraHOB MOXKET ObITh MojaHa B TeueHWe 30
KaJleHJJapHbIX [Hel co [Hs, Korja KOHTPOJIMpyeMoOe JIMIO Y3Hala0 WM JO/DKHO ObUIO y3HaTb O
HapyLIeHUU CBOMX TpaB.

44. )Xanoba Ha mnpeamucaHre MUHHCTEPCTBA ITPOMBIIIJIEHHOCTH W TOProBiAM Poccuiickoit
Deneparun win PesrepasbHON Cy>KOBI 10 BeTepUHAPHOMY U (pUTOCAaHUTapHOMY HaJ[30py Poccuiickoi
denepalyy ¥ ee TepPPUTOPUATLHBIX OPTaHOB MOJKET OBITh 1ofjaHa B TeueHue 10 paboumx gHel co AHs
T0JTyYeHHs] KOHTPO/IMPY€EMBIM JIML[OM NpeA1CaHusl.

45. J)Kanoba, mocTtynuBiiasg B MUHUCTEPCTBO TPOMBIILIJIEHHOCTH W TOProBiau Poccuiickoit
@enepauun unu PepepanbHyro Cay)KOy MO BeTepUHapHOMY U (DUTOCAaHUTAPHOMY HA/30py U ee
TeppUTOpUa/bHbIE OPTaHbl, TOJJIEXKAT PerrCTpaljiy He Mo37Hee C/leflyiolero pabouero JHs Co JHS ee
noctyruieHus. JKamoba paccmaTtpuBaeTcsi B TeueHWe 15 paboumx fAHeW cO JHS ee perucTpalyu B
Mo/ICUCTeME IOCYIeOHOTO 00’KaToBaHUS.

[lpu paccmoTpeHun >kanobbl MMHHCTEPCTBO TIPOMBIIIEHHOCTH W TOPTOBIA POCCHICKON
@epepaiun win PesiepanbHas Cay)kba 10 BeTepuHapHOMY M (UTOCAHUTADHOMY HAZ30py U ee
TeppPUTOpHa/bHbIE OPraHbl UCI0JIb3YIOT MH()OPMALIMOHHYIO CUCTEMY.

’Kanoba KOHTpo/IMpyeMoro nviia Ha pellieHre 00 OTHeCeHWH 00BeKTOB JIMI[EH3UOHHOT'O KOHTPOJIS
K COOTBETCTBYHOLLIEl KaTerOpUM PUCKA pacCMaTpPUBAETCS B CPOKU, YCTAaHOBJIEHHbIe YacThiO 2.1 cTaThu
43 ®epepanbHOro 3akoHa "O rocyfapCTBEHHOM KOHTpOJie (HaZi30pe) U MYHHULIMIIAJIbHOM KOHTPOJie B
Poccutickoii @egeparyn’.
(m. 45 B peg. ITocranoBnenus [IpaButensctBa PO ot 25.12.2025 N 2143)

46. B cnydasix, yCTaHOB/IEHHBIX YacTbio 1 cTaThu 42 ®efepanbHOro 3akoHa "O rocyapCcTBeHHOM
KOHTposie (HazA30pe) W MYHULIMIIATBLHOM KOHTposie B Poccuiickoii Pesepanuu’’, yroJHOMOUYEHHOe
JIOJDKHOCTHOe JIML[0 MUHHCTepCTBAa TPOMBIIIEHHOCTH W TOproeiau Poccuiickodi Pepepaliuu wid
yrnosiHoMoueHHoe ynio PeepanbHON CyKObI 110 BeTepUHAPHOMY U (DUTOCAaHUTAPHOMY HAJ[30py U ee
TePPUTOPHA/IbHBIX OPraHOB TPUHUMAIOT pellleHre 00 OTKa3e B PaCCMOTPEHUH >KaloObl B TeueHue 5
pabouux fHel ¢ MOMeHTa TOTyUeHUs >Ka00bl.

VIl. YueT pucKOB npuunHeHus Bpega (ywepo6a)
OXpaHAeMbIM 3aKOHOM LIEHHOCTSAM Npu NpoBegeHnn 06a3aTesibHbIX
npodpnIaKTUYHECKNX BUSUTOB

(BBeseH [TocTanoBnenuem IpaButenscTBa PO
oT 25.12.2025 N 2143)

47. JINLeH3UPYIOIIWA OpraH TPU OCYIeCTBIeHUH JIU[eH3UOHHOTO KOHTPOJISI OTHOCHT OOBEKTHI
JIULIEH3MOHHOTO KOHTPOJISI K OJJHOM U3 C/IeIyIOIUX KaTeropyui pyucKa NMpuurHeHus Bpe/a (yiepba):

a) BbICOKUH PHUCK;

6) 3HauUMTe/IbHBIN PUCK;



B) CpeIHUM PHCK;
') yMepeHHbI PUCK;
[) HA3KUM PUCK.

48. OtHeceHWe OOBEKTOB JIMI[EH3MOHHOTO KOHTDOJII K OIpeZe/eHHONW KaTeropuu pHUCKa
OCYILIeCTBJISIETCSI B OTHOLLEHWHU JeITeJbHOCTA II0 TIPOU3BOJCTBY JIEKAPCTBEHHBIX CPeZCTB /ISl
MeJIULIMHCKOTO NPUMeHeHHs] Ha OCHOBAHWU KpUTepUeB OTHeCeHHs 0O HeKTOB JTULEH3MOHHOTO KOHTPOJIS
K Orpe/ie/IleHHOW KaTeropyMy pyucKa COrJIacCHO MPU/IOKEHUIO.

Kputepru oTHeceHUs] 0OBEKTOB JIMLIEH3MOHHOTO KOHTPOJISI K OTpe/le/IeHHOW KaTeropud pUcKa B
OTHOILIEHWH JeSITeJIbHOCTU T10 TIPOM3BO/CTBY JIEKAPCTBEHHBIX CPeZCTB /1JI1 BeTePUHAPHOIO MPUMeHeHUs
COOTBETCTBYIOT KDUTEpHUSIM OTHeceHUss O0O0beKTOB (efiepaibHOTO T'OCY/AapCTBEHHOTO KOHTPOJIS
(Hag3opa) B cdepe oOpaiieHUst JIeKApCTBEHHBIX CPEJCTB [Jisi BeTepUHADHOTO TIPUMeHeHUs K
orpezie/ieHHOW KaTeropuu pUCKa, MpeAycMOTpeHHbIM TmipuiokeHneM N 2 k IlosokeHuto o
denepasbHOM TOCYJAapCTBEHHOM KOHTposie (Haz3ope) B cdepe obpalljeHUsi eKapCTBEHHBIX CPEJCTB,
yTBepKZeHHOMY IoctaHoBeHueM [IpaBurensctBa Poccuiickon ®@epeparum ot 29 urons 2021 r. N 1049
"O enepasbHOM TOCyZapCTBEHHOM KOHTposie (Haz3ope) B cdepe oOpalleHUsi J1eKapCTBEHHBIX
cpefcTB".

49. MUHUCTEpCTBOM TPOMBILLJIEHHOCTH M TOpProeau Poccuiickoit @esiepaliui OCYILeCTB/ISI€TCS
IepecMOTp KaTeropuu pUCKa, MPHUCBOEHHOM paHee 0OBEKTY JIMLIEH3MOHHOTO KOHTPOJs, B TeUueHHe 5
pabouux Hel co JHS MOCTYIUIEHUsI CBeJJeHUi O COOTBETCTBUU 00beKTa JIMLIEH3MOHHOTO KOHTPOJISI MHOM
KaTeropuy pvcka mbo 06 mM3MeHeHWH KpPUTepHeB PHCKAa B COOTBETCTBUHM C KPUTEPUSIMU OTHECEHHUS
00bEKTOB JIMLIEH3MOHHOTO KOHTPOJISI K ONpe/ie/IeHHOM KaTeropuu pUCKa, TpesyCMOTPeHHBIMU
TIpUIO)KeHreM K HacTosiiemy [TonoxeHuto.

[IpunoxeHuve

K [Tosoxxenuto o pesepanbHOM
roCy/lapCTBeHHOM JIMLIEH3UOHHOM KOHTpOJIe
JlesITeJIbHOCTH I10 [IPOU3BO/ICTBY
JIeKapCTBEeHHBIX CPeJiCTB

KPUTEPUU
OTHECEHNA OB BbEKTOB ®EAEPAJ/IbHOIO FOCYAAPCTBEHHOIO
NMNUEH3NOHHOI O KOHTPO/A AEATE/IBHOCTU MO NPON3BOACTBY
NEKAPCTBEHHbIX CPEACTB K ONPEAE/NNEHHOWU KATETOPUN PUCKA

CnMCcoK U3MEeHSIIIUX JOKYMEHTOB
(BBegennl [ToctanoBnenveM I[1paButensctBa P® ot 25.12.2025 N 2143)

l. OOwWwme NONoOXeHns



1. Tlpu ocyumectBaeHun (eJepaJbHOTO TOCYAAPCTBEHHOTO  JIMLIEH3MOHHOTO  KOHTPOJIS
JlesAITeJIbHOCTH 10 MPOM3BO/ICTBY JIeEKAPCTBEHHBIX CPE/ICTB OTHECEHHE AesTeIbHOCTH IOPUANYEeCKUX JIUL]
M0 TMPOU3BO/CTBY JIeKAPCTBEHHBIX CPeJCTB K OIpeJe/eHHOW KaTeropud PUCKa OCYIEeCTB/SIETCS B
COOTBETCTBUM C KDUTEPUSIMU TSDKECTH TIOTeHLIMA/JbHbIX HeraTMBHBIX TMOCAeACTBUHA BO3MOXXHOTO
HecobmozieHNst 06s13aTe/TbHBIX TpeOOBaHWM, MPeAyCMOTPEeHHBIMU pa3zesioM II HacTOsIero JOKyMeHTa,
U C yYeTOM KpUTepUeB BO3MOKHOI'O HecoOo/ieHUsi 00si3aTesbHbIX TpeOOBaHWM, TpeayCMOTPeHHBIX
paszenioM III HacTosIero fOKymeHTa.

2. OrHecenne 00BEKTOB (eflepalbHOTO TOCY/JapDCTBEHHOTO  JIMIIEH3UOHHOTO  KOHTPOJIS
JiesITeIbHOCTH TI0 TIPOM3BO/ICTBY JIEKAPCTBEHHBIX CPEAICTB (Jjasee - 00beKT JIMIIeH3MOHHOTO KOHTPOJIS) K
KaTeropusiM pHCKa OCYIIeCTB/SIETCSI C YUeTOM CBeJleHWd O TiepeuHe paboT, COCTaBJISIOIINX
JlesiTeIbHOCTh 110 TIPOM3BOJCTBY JIEKADCTBEHHBIX CPE/CTB, WM WHBIX CBeJEHWM, HaxOJAIUXCS B
pacropsbkeHrnd MUHHCTEpCTBA TIPOMBIILIZIEHHOCTH W TOproBimu Poccuiickoit ®enepanyn, 06 obbekre
JULIEH3UOHHOTO KOHTPOJI, B TOM UHMCJe COJep)KallliXxCsi B peecTpe JIMLEH3WH Ha MPOU3BOACTBO
JIEKApCTBEHHbIX CPEACTB [JIsi MEJULMHCKOrO TIPUMEHEeHUsl, BeJeHHe KOTOPOro OCYLIeCTB/sIeT
MuHHUCTEepPCTBO NMPOMBIIIJIEHHOCTH M TOProsiu Poccuiickon Pezneparm.

Il. Kputepum TsHkecTu NoTeHUUaIbHbIX HEeraTMBHbIX NOC/1eACTBUNA
BO3MOXHOIO Hecoo61104eHUs1 06s3aTeNIbHbIX TPpe6oBaHUi

3. s mpou3BO/CTBA JIeKapCTBEHHBIX CPEJCTB [Jisi MeJULMHCKOTO TpPHMEHEeHUsi OTHeCceHue
00beKTa JIMIIEH3VMOHHOTO KOHTPOJII K KaTerOpuM pHCKAa OCYIIeCTBJSIETCSI C Y4YeTOM CIeAyHOIINX
3HaueHW! rokKasaTessi pucka (M):

a) BBICOKHMI PHUCK - B C/lyyae, ec/y Toka3aresb pucka (M) cocraBssieT 5 u 6osiee 6asnos;

0) 3HauUMTe/ILHBIM PUCK - B C/Tyuae, eC/TM IoKa3artesib pucka (M) coctapnset 4 6aia;

B) Cpe/IHUI PHUCK - B C/Iyuae, eCJiv TIoKa3artesb pucka (M) coctasinsiet 3 6ana;

I') YMEPeHHbIN PUCK - B C/Tydae, eC/iv MoKa3aTesib pucka (M) cocraBsiet 2 6asuia;

1) HU3KUI PUCK - B C/TyYae, eC/ii ToKa3aTesib pucka (M) coctaBnsiet 1 6at 1 MeHee.

4. 3HaueHMe moKasaTessi pucka (M) onpezensieTcss myTeM CyMMHPOBaHMS TOKa3aTesleld pUCKa,
TIPUCBOEHHBIX 00beKTaM JIMLeH3UOHHOT'O KOHTPOJIS:

M =M1 + M2,

rqe M1 u M2 - mokasaten pucKa, NPUCBaWBaeMble 00bEKTaM JIMI[EH3UOHHOTO KOHTPOJISI TIPU
TPOM3BO/ICTBE JIeKaPCTBEHHbBIX CPeACTB /I MeAULIMHCKOT O TIPUMeHeHMs1, COrJIaCHO MPUIOKEHUIO.

5. B ciiyuae oTcyTCcTBUSI 3HaUeHUs MOKasaresisi pUcKa, IPUCBauBaeMoro 0OBeKTY JIMLIEH3MOHHOTO
KOHTPOJIs TIpY NIPOX3BO/CTBE JIeKApCTBEHHBIX CPeJCTB JJ1s1 MeJULIMHCKOrO IIPUMEHEeHUs], B IIPUJI0KEeHUN
K HACTOSILeMy [OKYMEHTY B OTHOLIEHHWM BBIMIO/IHSAEMOW FOPHUAUUECKUM JIMLIOM JesATeJbHOCTH B
KaueCTBe 3HaueHUs rokasaress pyucka (M1) npuHumaercs 3HaueHue 0.

6. Ecim KOHTpOMMpyeMbIM JIULIOM OCYLLECTB/ISIeTC HECKOJIbKO BHUJOB TPOU3BO/CTBEHHOU
JlesiTe/TbHOCTH, BBIOKMPaeTCsi OTHO 3HaueHHe 1oKasaTesisi pucka 13 repeyHst 3HaueHUM 1oKasaresisi pucka
(M1) ¢ HaubOMBILIUM KOTMUYeCTBOM 0asisioB.



lll. Kputepun BO3MOXXHOro Hecoo60AeHUA
o6Aa3aresnibHbIX TpebGoBaHU

7. OOBeKTHI JIMLIEH3UOHHOT0 KOHTPOJIS, TIo/|jie)Kalljie OTHeCeHUI0 B COOTBETCTBUU C paszesiom I
HaCTOSAILEr0 JOKYMeHTa K KaTeropusiM CpeJlHero, yMepeHHOI0 M HU3KOI'O PUCKA, TO/JIe)KaT OTHEeCEeHUIO
K KaTeropusiM 3HAUUTE/JIbHOTO, CpeJHero M YMEepPeHHOr0 pHCKa COOTBETCTBEHHO  Kak
HECOOTBETCTBYIOI[e KPUTEPHIO JO0OPOCOBECTHOCTU TPU HAJIMUWM BCTYNMBIIWUX B 3aKOHHYHO CHUJIY B
TeueHue 3 JieT, MPeZLIEeCTBYIOUINX [aTe MPUHSATHS pelleHus 00 OTHeCeHWH 00beKTa JULeH3MOHHOTO
KOHTPOJIS1 K KaTeropuu pycka, 0JJHOTO Wiv OoJiee IOCTAaHOB/IEHUH O TIPUBJIeUeHUH K aIMUHUCTPATUBHOM
OTBETCTBEHHOCTM  IOPUAMYECKOr0 /M@ WIM ero JO/DKHOCTHBIX JIWL, 33  COBepLIeHue
aJMUHWACTPAaTABHOI'O TIpaBOHAPYILEeHUs, TIpeJyCMOTpeHHOro u4acteto 4 crateu 14.1 Kogekca
Poccutiickoii ®eiepaiiuu 06 afIMUHUCTPAaTUBHBIX TIPaBOHAPYIIIEHHUSIX.

8. OOBeKThI ULEH3UOHHOTO KOHTPOJISl, OTHECEHHBIE B COOTBETCTBHUHM C pa3zesnoM I HacTosiiero
JOKyMeHTa K KaTeropusiM 3HAuWTe/IbHOIO, CpPeJJHero U yMEepeHHOI'0 PUCKa, IOJJie)KaT OTHeCEHUHD K
KaTeropusiM CpeJHero, yMepeHHOr0 W HHU3KOr0 pHCKa COOTBETCTBEHHO KakK HeCOOTBETCTBYHOLME
KpUTEPUI0 10OPOCOBECTHOCTH TIPU OTCYTCTBUM B TeueHHWe 3 JieT, TIPe/IIeCTBYIOL[UX JaTe TPUHATHS
peitieHrss 00 OTHeceHWM OOBEKTa JIMIIEH3MOHHOTO KOHTPOJII K KaTeropuu pHCKa, BCTYIUBIIUX B
3aKOHHYH0 CWIYy TIOCTAHOBJIEHWM O TIpUMB/IeYeHWH K aJMHUHUCTPATHBHOM  OTBETCTBEHHOCTH
FOPU/IMYECKOTO /ML WIA ero JOJDKHOCTHBIX JIUL] C Ha3HAUeHWeM aJMUHUCTPAaTHBHOIO HaKa3aHWs 3a
COBepILeHNe a[MAHUCTPAaTUBHBIX MPaBOHAPYILIEHUM, YKa3aHHBIX B ITyHKTe 7 HACTOSLLEr0 JOKYMEHTa.

IIpunoxxexuve

K KpUTEepPUsSIM OTHeCeHUs 00BeKTOB
(heflepa/IbHOrO TOCYapCTBEHHOTO
JIMLIeH3MOHHOI'0 KOHTPOJIS [esiTe/IbHOCTU
T10 IPOU3BO/ICTBY JIEKAPCTBEHHBIX CPeJCTB
K ONpe/ie/IeHHOU KaTeropyuy pucka

NMOKASATENN
PNCKA, NPUCBANBAEMbIE OB BEKTAM ®EAEPA/IbHOIO rOCYA4APCTBEHHOIO
NMMUEH3NOHHOIO KOHTPO/IA AEATE/IbHOCTUW MO NMPOU3BOACTBY
NEKAPCTBEHHbLIX CPEACTB

I. 3HaueHune nokasarena pucka (M1)

Buger pabot Konmue
CTBO
GannoB
1.  TIpomsBogcTBO (hapmarieBTHUeCKUX CYyOCTaHLMI C UCIIOIb30BaHUEM 5

Ouosiornueckux rpoijeccoB (pepmeHTarys, U (UIKM) TPOU3BO/CTBO C
VICII0J/Ib30BaHMEM KJIeTOUYHBIX KYJIbTYP, U (W11) BblesieHre (OUUCTKa), U
(vnn) MogudUKaLus), pefHa3HaueHHbIX /1/1s1 IPOM3BO/CTBA



MMMYHOJIOTHUeCKOW (MMMYHOOMOIOTYeCKOH ) TPOAYKLIUH - BaKI[UH

2. TIpou3BoACTBO (papMalieBTUUeCKUX CyOCTaHLIUNA METOI0M XUMUUECKOT0 4
CuHTe3a (TIPOU3BO/ICTBO MPOMEKYTOUYHBIX MPOJYKTOB (papMarieBTHUYeCKOu
cyOcTaHIM 1 (M) HeOUMI[eHHOU (HeoOpaboTaHHOM)
dapMarieBTUueCcKol CyOCTaHI|H)

3. TIpou3BOACTBO IMMYHOIOTUYEeCKOH (MMMYHOOHO/IOTHUeCKOM) 2
JIeKapCTBEHHOM MPOJYKLIUY - BaKLIMH

Il. 3HaueHue nokasarens pucka (M2)

VHdopmaiiysi o IOKyMeHTe, CofieprKallieM CBeJleHUsI O CTausIX Konmue
TeXHOJIOTMYeCKOro NpoLecca Npou3BO/CTBA JIeKapCTBEHHOI'O CpeJiCTBa 15 CTBO
Me/JULIMHCKOT 0 MPUMeHeHus, OCYy1|eCTB/IsseMbIX Ha TeppuTopuun EBpasuiickoro | 6annoB

5KOHOMMUECKOI0 COH3a

1. C paThl onyueHus: JOKyMeHTa, COJieprKalllero CBe/IeHUsI O CTaZiusixX 1
TeXHOJIOTUUeCKOro Mpoljecca MpPOM3BO/ICTBA JIeKapCTBEHHOT'O CPe/ICTBa
JJ1S1 MEJULIMHCKOTO TIPUMeHeHMUs, OCYLLeCTBI/IsieMbIX Ha TEPPUTOPUU
EBpasuiickoro 5k0HOMHUYeCKOr0 COr03a, MPOLLI0 MeHee 3 JieT

2. C patbl nomyueHUst J0KyMeHTa, CO/leprKalliero CBe/IeHHsI O CTaJUsIX 0
TeXHOJIOTMUeCKOro mpoljecca Mpou3Bo/ICTBA JIeKapCTBEHHOTO CPe/iCTBA
J/1s1 MeULIMHCKOTO TIPUMEHEeHHs], OCYILIeCTB/ISIeMbIX HAa TEPPUTOPHHA
EBpa3uiickoro 3K0HOMHUYECKOTO COr03a, MPOIIIo Oosee 3 jeT Win
JIOKyMEHT He BbIIaBaJiCst




