[IPABUTEJILCTBO POCCUMCKOW OEIEPAINN
[IOCTAHOBJIEHUE
or 31 wmwona 2017 o. N 907

MOCKBA

O BHeceHUM M3MeHeHUlM B IloJioXeHMe O denepalibHOM
TOCYODapCTBEHHOM Hanszope B cbepe obpameHMda
JIeKapPCTBEHHLIX CPENCTB

[IpaBuTenbCcTBO Poccuiickoym demepaumm I O C T & H O B JI 4 € T:

YTBEepIUTh NpUilaraeMble M3MEHEeHMs, KOTOpHEe BHOCATCA B lloJIoXeHUEe
o benepanbHOM TOCyInapCTBEHHOM Hanzope B chbepe obpaleHus
JIEKAPCTBEHHHX CPENCTB, YTBEPXIEeHHOE IIOCTaHOBJIeHMEeM I[IpaBUTEJbLCTBA
Poccumckom Qemepauum OT 15 oxTgabpg 2012 m. N 1043 "OO yTBEpPXIOEHUU
[TosmoxeHus o QelepajibHOM T'OCyHapCTBEHHOM HaIn3ope B cbepe obpaleHus
JIEKapPCTBEHHHX CcpencTts"” (CobpaHue 3aKOHOIOATeJIbCTBa Poccumckon
depepauum, 2012, N 43, cr. 5877; 2013, N 24, cT. 2999; 2015, N 25,
cr. 3672; N 37, cr. 5153; 2016, M 38, cr. 5567).

[lpencenarerns [lpaBUTEIBCTBA
Poccumckon demepaluumn I.Mensenes

YTBEPXIOEHH
IIOCTaHORBRJIeHUEeM I[IpaBUTeJIbLCTBRA
Poccurickon denmepalu
or 31 wmoma 2017 m. N 907

V3MEHEHVA,
KOTOpBEIe BHOCATCHA B lloJloxeHMe O QermepalibHOM
TOCylapCTBEeHHOM Hansope
B chepe obOpaueHUs JIEKAPCTBEHHBIX CPEOCTB

1. JonoJHUTBb NOyHKTOM 5-1 cjenymimero COIepPXaHUA :
"5-1. demepanpHasa crayxba NO Ham30py B cbhepe 3O0paBOOXpaHeHMd

OoCylleCcTBJISET ToCcyIapCTBEHHBIN HaI30p c IpYMeHeHMEM
PUCK-OPMEHTMPOBAHHOTO nomxona.".
2. IOOHOJHUTBL NOyHKTamMM 14 - 23 cJjenymouero COoIOepXaHMUd:

"14. B uenax npuMeHeHusa OdemepallbHOM CIyXxO0M MO HaOso0py B cbepe
30PaBOOXPAaHEHMA PUCK-OPMEHTMPOBAHHOT'O IOOXOoha MNpM OCyleCTBJIEHUN
TOCYyHapCTBEHHOTO Hazsopa 0esATeJIbHOCTD OPUINYE CKMX JINLL "
VHIOVMBUIOYAJIbHEIX NPenOnpuHMMaTesen B cbhepe oOpalleHUsa JI€KapCTBEHHBIX
CpencTs o4 MeOULMHCKOTI'O NIPpUMEeHEeHNA (manee - OOBEKTH
TOCyOapCTBEHHOTO Hansopa) [NOOJIEeXUT OTHECEHU K onpeneJyieHHOM
KaTeropum puUcCka B COOTBETCTBMM C IlpaBujlaMM OTHECEHMA HOeATeJIbHOCTHU
OPUINYE CKMX JIM1 n VMHOVBUIOYaJIbHBIX NpennpuHMMaTesen n ()
VICIIOJIb3YEMBIX MMM I[IPOM3BOINCTBEHHEIX OOBEKTOB K OINPEIeJIEHHOM KaTeT'opuM
PMCKa UM ONpeleJyIeHHOMY KJlacCy (KaTeropmumM) OINAaCHOCTHM, YTBEPXIEHHBMU
nocraHoeJieHreM llpaBuTenbcTBa Poccuyickoym demepaumm oT 17 aBrycrTa
2016 . N 806 "O HNpMMEHEHMM PUCK-OPUEHTMPOBAHHOTO [OIAXOIa npu
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opraHMBalMM OTIEJIbHEIX BUIOOB I'OCYHAapPCTBEHHOT'O KOHTpPOJA (Hamsopa) u
BHECEHMM M3MEHEHMM B HEeKOTOpBEe akTe I[lpaBUTeJbCTBa Poccumckon
demepauun" (manee - llpaBuiua) .

15. OTHeceHMe OOBEKTOB I'OCYIapCTBEHHOTO HaI30pa K OINpeleJIeHHOM
KaTeropuM pMUCKa OCYULECTBJISETCHS 10 PEUEHMIO PYKOBOIOUTEJSA (3aMecTUTelNsd
pykoBonmutTensa) denmepalibHOM CJyXOB 10 Ham30py B chbepe 3OpaBOOXPaHEHUS
Ha OCHOBaHMM KPUTEPMEB OTHECEeHMS ODOBEeKTOB I'OCYyHAapCTBEHHOTO Hazmszopa
K ONpEeneJIeHHOM KaTeTroOpMM PUCKAa COIJIACHO IIPUIIOXEHMIO.

16. Ilpu OTCYTCTBUA peueHmnsa o0 OTHECEHUN oOBEKTAa
TOCYHAapCTBEHHOTO Han30pa K OIpeneJIeHHOM KaTeropMM pPUCKa OOBEKT
TOCYHOAapCTBEHHOT'O HaI30pa CUMTAEeTCs OTHECEHHEM K KaTeTopuMM HU3KOI'O
pucKa.

17. IlpoBemeHUue I1JIaHOBEIX IIPOBEPOK B OTHOIEHUU obBeKTa
TOCYyHOAapCTBEHHOT'O Han30pa B 3aBUCHMMOCTM OT I[IPUCBOEHHOM KaTeIopuwu
pPUCKa OCYWEeCTBJISEeTCS CO Clenyolel NepUMOOUUHOCTHIO:

0Jig KaTeTopMM 3HAauUMTEeJIbHOT'O pMcCKa — OIOMH pa3 B 3 Tola;

IJi8 KaTeropMM CpelHero pucKa — He dYalle OOHOTO pasa B b5 jeT;

I0Jig KaTeTopMM YMEPEHHOI'O pPMCKa - He ualle OIOHOTO pasa B 6 JerT.

B oTHomeHMM OOBEKTOB I'OCYINapCTBEHHOI'O Hal30pa, OTHECEHHHX K
KaTeropuM HUI3KOTO PUCKA, [IJIaHOBBEE NPOBEPKM HEe IIPOBOLOATCH.

18. OdenepasnbHas ciayxba O Hal30py B cbepe 3IpaBoOXpaHEeHUS
BeIeT NepeUHM ODBEKTOB I'OCYIHAapCTBEHHOTO Han30pa, KOTOPBIM [IPUCBOEHEBL
KaTeropun pucka (majee - [IepEeYHN) . BxioueHne oOBEKTA
TOCYyHapCTBEHHOTO Han30pa B IEepedHM OCyIeCTBJISeTCsS Ha OCHOBAaHMUMU
peueHnsa PYyKOBOOUTENS (3aMecTuTessd pykKoBomurTens) demepalibHOM — CIIyXOEL
IO Han30py B cbepe 3IPaBOOXPaHEeHMI 06 OTHECEHUMU ODBEKTOB
TOCYyIDapCTBEHHOTO Han30pa K COOTBETCTBYIMM KAaTETOPMAM PUCKA.

19. IlepeuHM comepxaT CcJenyoulyil MHOOpMAaLMIO B OTHOWEHUM OOBLEKTOB
TOCYyIDapCTBEHHOTO Hams3opa:

a) IOJIHOe HaMMEHOBaHME opMIAMYeCcKOoTro Jmuua, obamunmsa, wuMsaS U
OTUEeCTBO (mpm HaJIM4UML) VHIOVUBUIOYAJbHOTO npellpuHMMaTessd,
OEeATEJIbHOCTM KOTOPEIX IIPMCBOE€HA KaTeropmd puckay

©) BuOo (BMIOL) OCYUECTBJISEMOM OEeSTeJIbHOCTHU;

B) OCHOBHOM TI'OCYIAapPCTBEHHEN PEeTrMCTPAaLMOHHENM HOMED;

I') MOSHTUOMKALMOHHEM HOMEP HaJIOTOIJIaTeNblMKa;

o) anpec MecTa (MeCT) OCYHUEeCTBJIEHUA IeSATeJIbHOCTU;

€) PEeKBUBUTHE pPeleHMUs O I[IPUCBOEHUM ODOBEeKTYy T'OCYHAapPCTBEHHOTO
HaIasopa KaTeropuM pMucCKa, YKaszsaHMe Ha KaTeropMo pHUCKa, a Takxe
CeBeleHlA, Ha OCHOBAHMM KOTOPHBIX OBLJIO IIPVMHATO peumeHne fe]e) OTHeCEeHUN
OoBBeKTa TOCYHAapCTBEHHOTO Hal30pa K KaTeTopuM pPUCKAa.

20. Ha obuumanbHOM canTe demepalibHOM CJIYyXOB IO HaO30py B Cchepe
3IPaBOOXPaHEeHMsa pas3MellaeTcsa UM NoOOOepXMBaeTCsa B aKTyaJIbHOM COCTOSHUMU

crenpywomas mHOoOpMaUMS 06 OoBBEKTAX TOCYOapCTBEHHOTO Ham3opa,
OTHECEHHEIX K KaTeloOpUMM 3BHAUUTEJIHEHOIO puUcka, comepxalasacs B
[IepeYHax:

a) [OJIHOe HaMMeHOBaHMEe pUIMYeCcKOoIro Juua, dqammnamsa, MMa U
OTUECTBO (mpm HaJIM4dnM) VHOIVBUOYAJIEHOTO IpennpuHyuMaTesid,

OedTeJIbHOCTM KOTOPHIX IIPMCBOEHA yKasaHHAasa KaTeTopud PUCKa;

©) Bum (BMIOL) OCYIECTBJISEMOM OeaTeJIbHOCTHU;

B) OCHOBHOM TI'OCYIapPCTBEHHEM PEeTMCTPAaLMOHHEINM HOMEDP;

I') MOSHTUOMKALMOHHEM HOMEP HaJIOTOIJIaTeJblMKa;

o) azmpec MecTa (MecT) OCyWeCTBJIEHUS IOeATeJIbHOCTU;

e) KaTeropmssa puruckKa n IoaTa IIPVMHATUA pemeHmAa o6 OTHeCeHUMN
oOBeKTa I'OCYNAPCTBEHHOTO Hanso0pa K KAaTeTOpMM 3HAUUTEJILHOT'O PpUCKA.

21. PaswmemeHue mHbOOPMaLUMM, YKaABaHHOM B nOyHkTe 20 HaCTOSmWETo
[IojloxeHMs, OCYULEeCTBJISETCa C yueToM TpebOOoBaHMUM 3akOHONAaTeJIbCTBA
Poccumickoy demepaluM O T'OCYHOapPCTBEHHOM TaMHe.

22. Tlo 3amnpocy OPUONYIECKOTO JuLa WU VHOMBUOYAJIbLHOTO



NpennprHMMaTe S denmepanbHasa ciyxba 1o HaO30py B cohepe
3OPaBOOXPAaHEHNMA B yCTaHOBHeHHHﬁ HpaanaMM CpPOoK npenocTraBJideT IM
nHbopMaLIMI0O O MNPUCBOEHHOM MX IeSTeJIbHOCTU KaTeIlopMM pucKa, a Takxe
cBeleHMdg, VICIIOJIBE 3OBAaHHEIE Inpm OTHeCeHMN nx nedTeJIbHOCTU K
ONpeneJIeHHOM KaTeTopuM PpUCKA.

23. Npuorueckoe JIMLO MM MHIMBULYAJILHBEM [IPEeONPUHMMATEJIL BIpPaBe
IOOaTh B YyCTAaHOBJIEHHOM llpaBuiiaMm nopsanke B denmepasibHy CIayx0y IO
HaI30py B cbepe 3IpaBoOXpaHeHUA 3adBJieHMe 00 M3MEeHEeHUM [IPUCBOEHHOM
pPaHee UX HOedTeJIbHOCTM KaTeTropum pucka.".

3. JOHONHUTE MNPUIIOXEHMEM CJIEeAYyRIEerO COIepXaHM:

"IIPMIIOXEHUE
x lojoxeHmo O denmepalibHOM
TOCyIapCTBEHHOM HaI3o0pe
B cbepe obOpameHMd
JIEKAPCTBEHHEIX CpencCcTB

KPUTEPUNU
OTHECeHMs OOBEeKTOB I'OCYHAaPCTBEHHOT'O Hamzopa
K ONpeleJjIeHHOW KAaTeTOopuM PUCKa

I. Obmme IIOJIOXEHUI
1. [pu OCYWeCTBJIEHUNU TOCYyIapCTBEHHOTO Han3opa oTHeCceHue

OeATeJIbHOCTY OPUIMYECKUX JIML, U MHIMBUOYAJIbLHEIX [PEelNpPpUMHMMATEJIEN B
chbepe obpalmeHMsa JIEKAPCTBEHHHX CPENCTB IJIS MEeIMUMHCKOTO IIPMMEeHEeHUS

(Dnasee - OOBEKTH I'OCYHAapPCTBEHHOTO Halsopa) Kk ONpeneJIeHHOM KaTeropum
pMcKa OCyleCTBJseTcs B COOTBETCTBUU c KPUTEPUIMU TSXECTU
[IOTEHUMAJILHEX HeTI'aTUBHBIX [IOCJIEOCTBUM BO3MOXHOTO HeCOOIIeHNS
oBsa3aTesIbHBIX TpeBOoBaHUN n c yueToM KpUTEepUeB BO3MOXHOT'O

HecobOmwoaeHusa o0043aTeJIbHBEIX TpeOOBaHUM.

2. OTHeceHMe OOBEKTOB I'OCYHapCTBEHHOTO HaA30pa K KaTeropuaM
PUCKa OCYWEeCTBJISeTCSa C ydYeToM MHOoOpMauumM, comepXamencs B peecTpax
JIMLIEH3UN Ha OCyleCTBJIEHUE bapMalLeBTUUECKON OeAaATeJIbHOCTH,
MEINULMHCKON IOedTEeJIbHOCTU UM IOedTEJIbHOCTM IO OOOpOoTYy HapPKOTUUECKUX
CPEOCTB, IICUXOTPOIHEX BEUWEeCTB U UX [IPeKypCOpPOB, KyJbTUBMPOBAHUIO
HapkKoOCOIepXalyx PacTeHMM, BeIeHMe KOTOPHX ocylecTBiusaeT derepanbHasa
cayxba IO Han30py B cbhepe 3OpaBOOXpPaHeHMsa, B TOCYyIapCTBEHHOM
peecTpe JIEKApCTBEHHHIX CPENCTB OJId MeIOUMLMHCKOI'O IIPMMEHEHMS U peecTpe
BBIODAHHBIX pa3peleHUNn Ha IpoBeOeHMe KIIVMHUYECKUX MCCIenOoBaHUN
JIEKAPCTBEHHBEIX IIpelnapaToB OJd MeIULUMHCKOTO I[IPMMEHEeHUHd, BeIeHUe
KOTOPBEIX OCYUEeCTBJISET MyHMCTEepPCTBO 3IpaBOOXPaHeHUs Poccumckon
demepauun, a Takxe peecTpe JMLEH3UM Ha MNPOM3BOIACTBO JIEKAPCTBEHHBIX
CPencTB IJiAd MEeOMLUMHCKOI'O MNPMMEHEHMHA, BeleHMEe KOTOPOI'O OCYyLEeCTBJIAET
MUMHMCTEPCTBO MNPOMBIIJIEHHOCTM M TOPTOBAM Poccumickoym demepaumm.

ITI. KpuTepuM TSXECTM NOTEHUMAJIbHBEIX HETATMBHEIX IIOCJIEOCTBUM
BO3MOXHOI'O HeCOOJIOOEeHUA O0A3aTeJIbHEIX TpeOOoBaHUM

3. KpMTepMM TAXeCTn IIOTEeHLMaJIbHBIX HeT'aTVMBHEIX HOCHeﬂCTBMﬁ
BO3MOXHOTO HecobOmoaeHMsa oO0a3aTeNbHHX TPeOOBaHMUM NPMMEHATCS NOYTeM
Pas3ngesIibHOT'O OTHECEHMUA obbekTa I'OCymapCTBEHHOI'O Hal30pa K KaTeropmum
PMrMCKa II0 KaXIOMy M3 cCcJleyliMX BUMIOB HOeATEeJIbHOCTIM:

a) OInTOBaAA TOPIOBJIA JIEKAPCTBEHHEIMM CpenCTBaMM IOJIA MEOMUIMHCKOI'O
IIPVMIMEeHEHWMA ;7

6) JOKJIMHMYEe CKHUE NCCJIedOBaHMA JIEKapPCTBEHHBIX CprencCTs IOJIA
MeIMNLVMHCKOI'O IIprMMEeHEHMA, KIIMHNYEe CKIMe CCJIeoOBaHMA JIEKapPCTBEHHEIX



InpernapaToB IOJIA MeIMLIVMHCKOTI'O IIpMMEHEHNSHI, PO3HMYHAaA TOPITOBJIA

JIeKapCTBEHHBIMU npenapaTamMmm omsa MEeIMIMHCKOTO pUMeHeHM "
YHUUTOXEHME JIEKAPCTBEHHEIX CPEeICTB IJid MEeIMUIMHCKOTO MNPMMEeHEHMUS;

B) MOPOM3BOICTBO JIeKapPCTBEHHEIX CpeIncTs o MEeIUIIMHCKOTO
NpYMeHeHUs .

4. Jyia ONTOBOM TOPT'OBJIN JIeKapPCTBEHHEIMU cpencTBaMmu s

MEINULMHCKOT'O INPMMEHEeHUS OTHeCeHMre oObekTa I'OCYyIapCTBEHHOT'O Hal3opa
K KaTeropuM pPHUCKa OCYWECTBJIAEeTCS C YyUYeTOM CJeOy IMX 3HAUEeHUN
nokaszarensa pucka (K):

a) 3HAuUUTEeJIbHEIM PUCK - B CJlydae, ecJamM TI[okasarejb pucka (K)
cocTaByigeT CcBeuie 39 0aJJoB;

©) cpemnHUM PUCK - B Cjlydae, eCJM Ioka3aTelb pucka (K)
cocTaBygeT oT 27 mo 39 6anjios;

B) YMEPEHHHM PpUCK - B CJlydae, ecJM Inokasaress pucka (K)
cocTaBJigeT OT 16 mo 26 6anjoB;

I') HM3KMM PUCK - B CJydae, eciu rmokaszsaTelslb pucka (K)

cocTaeisgeT MeHee 16 Oanyos.
5. 3BHaueHMe nokazatTeya pucka (K) onpemensercsa no QopwmyJie:

K = K1 + K2 + K3 + K4 + K5,

rne K1, K2, K3, K4, K5 - nokaszsaTenu pucCKa, [OIpUCBaAMBAEMBEe MOJIid
OIITOBOM TOPI'OBJIN JIeKapCTBEHHBIMM cpencreaMm OJIA MeIVIIMMHCKOI'O
NIpYMMEeHEeHMs, COITJIaCHO NpujoxeHwmo N 1.

6. 3BHaueHume nokaszarenem Kl, K2, K3, K4, K5 omnpemengercsa OyTeM
BEIODOpPA OIHOM M3 XAPaKTEPUCTUK 10 KAXIOMYy M3 YCJIOBUM OCYIEeCTBJIEHUS
OesTeJIbHOCTM, NPUMBEOEHHEX B NPMIOXeHMM N 1 K HacTogmeMy IOOKYMEHTY.

7. g OOKIMHUYECKMUX MCCJIENOBAHUN JIEKAPCTBEHHHX CPEeNCTB IJig

MEIOULIMHCKOTO IPUMEHEHUS, KJIMHUUECKUX MCCJIeOOBaHUM JI€KAaPCTBEHHBIX
npenapaTOB OJiAa MeIMIIVMMHCKOI'O HpMMeHeHMH, pOBHMqHOﬁ TOpPOBHM
JIeKapCTBEHHBIMU npenapaTrammu oJis MEeIULIMHCKOTO [IPYMEHEeHM S u
YHUUTOXEHMA HeKapCTBeHHHX CpeHCTB OJIdA MeIVIIVMMHCKOI'O HpMMeHeHMH
OTHeCceHHMe OOBeKTa TIOCYHapCTBEHHOI'O HaI30pa K KaTeropuu pucka
OCYUIECTRBJIAETCS C YyUYeTOM CJeyK lMxX SBHaYeHMM okazaTressa pucka (JI) :

a) BHAUUTEJIbHEM PMCK — B Clyd4dae, ecJM IokKaszaTeJb pMcKa (JI)
cCoCTaBJIgeT CBhue 28 06ajJjoB;

©) cpemnHMM PUCK — B CJydae, ecJyiM IokasaTesb pucka (JI)
cocTaBygeT oT 21 mo 28 6ajijioB;

B) YMEPEHHHM PUCK — B CJydae, e€eCcJamM I»nokasaresys pucka ()
cocTaBysgeT or 15 mo 20 6Gajnjos;

') HM3KMM PUCK - B CJydae, ecyn rokasarTesb pUcKa (JI)

cocTaByiseT MeHee 15 0OajJoB.

8. BHaueHMe nokasaTejysa pucka (JI) ompemeyngeTca OyTeM CJIOXEHUS
0aJiJiIoB B 23aBUCUMOCTM OT IpOLIeCCOB, OCYylleCTBJIISEMBIX 0BBEKTOM
TOCyIDapCTBEHHOT'O Han30pa, COIJIACHO IPUJIOXeHMIO N 2.

9. ;g ODpomM3BOICTBAa JIEKAPCTBEHHEIX CPEICTB IOJid MEOULUMHCKOTI'O
IPUMEHEHMS OTHEeCeHMe OOBeKTa TOCyIapCTBEHHOT'O Hal3opa K KaTeI'opuu
PMUCKa OCYUWECTBJIAETCS C yUdeTOM CJeyK lMxX SBHAYeHMM [IoKazaTeJley pucka
(M) :

a) BHAUMTEJIbHEIM PUCK — B Cly4dae, ecJu TIokKazaTeJlb pPMcCKa (M)
CoCTaBJISEeT CBbIIE 8 0aJiJioB;

©) cpemHMM PMUCK - B CJy4Yae, eCJIM IoKa3aTelb pucka (M)
cocTaBJyigseT OoT 6 mo 8 6anjoB;

B) YMEPEeHHHM PpUCK — B CJlydae, e€eCJamum I[okKasaTejb pucka (M)
cocraByisgeT 4 mnu 5 OGaJJoB;

') HU3KMM PUCK - B CJydae, €eCJu mokasaTelslb pucka (M)

cocTaBygeT MeHee 4 6ajjosB.
10. 3BHaueHMe nokaszareysa pucka (M) onpemensgercsa 1o dopmyJe:



M = Ml x M2,

roe M1, M2 - nokasaTeNM pucKa, [IpUCBaMBaeMble IJIA I[IPOM3BOINCTBA
JIEKAPCTBEHHEIX CPpencTB IOJda MEeIOULMHCKOT'O IpVMMEeHEeHNa, COTJIaCHO
npujoxeHuio N 3.

11. Ecin oB6BEeKT I'OCYyIapCTBEHHOT'O Han30opa OCYyUEeCTBJIIeT BHIIYCK
HECKOJIbLKMX BMIOB MNPOOYKUMM MJIM OOHOBPEMEHHO C BHIIYCKOM IPOIOYKLMN
OCyWEeCTBJIAeT OeATEeJIbHOCTL IO YINaKOBKE JIEKAPCTBEHHBEIX I[IPEernapaToB IOJIdg

MEIMUIMHCKOTO IPMMEeHeHMus, BHOMpaeTcsda OIHa [I03MUMSA C HauOOJbIMM
KOoJIMUyeCcTBOM 0allJioB, MNpuBeIeHHasd B OpuioxeHumu N 3 K HacTodmeMy
OOKYMEHTY .

ITI. KpuTepuyM BO3MOXHOI'O HeCOOJmeHMUs OOsa3aTesIbHEIX TpeOOoBaHUM

12. OOBEeKTH TOCYyIapCTBEHHOT'O Hal30pa, [oIjiexalue OTHECEeHMI B
COOTBETCTBMM C paszmesoM II HacTodAwero OOKYMeHTa K KaTeropmuaM
CpenHero, YMEPEHHOI'O M HU3KOT'O PUCKOB, IOOJIEXAT OTHECEHUD K
KaTeIropuam 3HAUUTEJILHOTO, CpenoHero u YMEPEHHOT'O PUCKOB
COOTBETCTBEHHO I[PV HaJMUMM BCTYNOMBUIMX B SBaKOHHYK CUJIy B TEUEHUE
2 JjleT, NPEeOUecTBYOUMX IaTe MNPUHATUS pelleHus o0 OTHeCceHuM OoObeKkTa

TOCYOAapCTBEHHOTO Hamsopa K KaTeropumn pucka, 2 W BoJiee
HOCTaHOBHeHMﬁ (@) HpMBHeHeHMM K aHMMHMCTpaTMBHOﬁ OTBEeTCTBEHHOCTU
OPUINYECKOTO JiMlla, €T0 HOOJDKHOCTHEIX JINLI WUIIN VHIOMBUIOYAJbLHOTO
HpeHHpMHMMaTeHH C Ha3HadYeHMeM aHMMHMCTpaTMBHOPO HaKa3aHMA B BUIOE
AIMUHUCTPATUBHOTO mTpaba mMIM aIMMHUCTPATUBHOTO NPUMOCTAHOBJIEHUS
OeaTeJIbHOCTHU 3a coBepleHne AIMUHVCTPATUBHEIX npaBoHAPYUEHN,
NpenyCMOTPEHHEIX :

a) craresem 6.33 Komekca Poccumckon demepauum ob

AIMVMHVICTPATVMBHBEIX IIPABOHAPYHEHMAX B YaCTHM IIPOM3BOILCTBa, IIpOoIdaXn VJin
BBO3a Ha TEeppUTOPHUI Poccumckomn denepaunm banbCcrdMLUMPOBAHHEIX

JIEKAPCTBEHHEIX CpenCTB OJ14 MeIVMIVMHCKOI'O IIpVMMEHEHNHA, IIpoOaxm JZNpNZS
BBO3a Ha TEPPUTOPUIO Poccumickomn denepaunm KOHTpad®aKTHEX
JIEKAPCTBEHHBIX CPEenCTB OJ9 MEeOMUIMHCKOTO [PMMEHEHMd, NpoIaxXyu WMIIn
BBO3a Ha TeppuTopuio Poccumckom denmepauum HenoOpOKa4YeCTBEHHEIX
JIEKQPCTBEHHBIX CPEenOCTB IJig MEeIMLMHCKOT'O IpYMEeHEeHUS, a TaKxe
HEe3aKOHHOTO INPOM3BOACTBA, NIPOOAXMU WU BBO3a Ha TEPPUTOPUIO

Poccuiickoli denepallM He3aPeIMCTPMPOBAHHEIX JIEKAPCTBEHHHIX CPEeNCTB IJid
MEOUUMHCKOTO INPUMEHEHUS;

©) crarvem 14.4-2 Komexkca Poccumckon denmepaumnn o))
AIOIMMHVUCTPATUBHEX [IPAaBOHAPYWEHUSX;

B) craTbem 14.43 Konmexkca Poccumckon denepaunn 06
AIMMHUCTPATUBHEX [IPABOHAPYIMEHMSX B YacCTM XPaHeHUd, I[ePeBO3KU U
peanms3aluuy JIeKapCTBEHHBIX CPEeOCTB IJIS MEeIMLIMHCKOTO MNPUMEHEeHMS;

) crarvem 14.44 Komekca Poccumckom demepauun 06
AIMVHVICTPATVMBHBEIX IIPaBOHAPYUWEHMAX B JacTum HeIOCTOBEPHOTI'O

IEeKJIapUPOBAaHMSA COOTBETCTBUSA JIEKAPCTBEHHHX CPEeACTB IJid MeIMUMHCKOIO
IPYIMEHEHNS ;

n) uyacteio 21 crarem 19.5 Komexca Poccumickont denmepauum o))
AIMMHUCTPATUBHEX NPABOHAPYWEHMSIX 3a HEBHIIOJHEHME B YCTAHOBJIEHHEBIM
CPOK BaKOHHOI'O IpennucaHus ¢emepaljibHOT'O oOpraHa VICIIOJIHUTEJILE HOM
BJIaCTM, OCylleCTBIAIEero QyHKUMM [0 KOHTPOJIO WM Hal30py B cdepe
3IPABOOXPAHEHUSI, WM €TI0 TEPPUTOPMAJBHOTO opraHa o0 YyCTpaHeHUM
BEIIBJIEHHBIX HapylleHMM oO0sa3aTeJibHEX TpeboBaHul B chepe obpameHus
JIEKapCTBEHHEIX cCpencCTB OJ1dg MeIMIMHCKOI'O IIPpVIMEHEHNA, Kacamummxcda
MBTOTOBJIEHUS, I[E€PeBO3KM, peajlmM3auum U XPaHeHUs JIeKapPCTBEHHEIX
CPencTB IJisa MEeIULMHCKOTO I[IPUMEHEHMS .

13. OBObekTH TOCYyHOapCTBEHHOT'O Hazmnszopa, OTHECEeHHHE B



COOTBETCTBUUN C rasoejioM 1T HacCcTOodAmeIro IJOKYMEHTa K KaTeIopmMAaM
SHA4YMTEJIbHOT'O, CpelHero 1M YMEPEHHOI'O PHMCKOB, I1oOjiexaT OTHECEHNIO K
Kareropm4aM CpemHero, YMEPEHHOI'O M HUM3KOI'O PMCKOB COOTBETCTBEHHO IIPU
OTCYyTCTBMM B TEUEHNMEe 2 JjeT, HNpeJuleCTBYKIMX IOaTe IIPMHATUA PelleHMSA o6
OTHECEHNUNA obbekTa I'OCyIapCTBEHHOI'O HaIl3opa K KaTeropnum pmucka,

BCTYIIMBIIMX B 3aKOHHYIO CUITYy IIOCTAHOBJIEHUMN ©) IIPVIBJICUEHUNA K
aﬂMMHMCTpaTMBHOﬁ OTBETCTBEHHOCTNV KPpUIMYECKOI'O JiMla, €I'O OOJIXHOCTHBIX
JINILL VI VMHIOIVMBMIOYAaJIbBHOI'O IIpenrnprMHMMaTeIId C Ha3Ha4YeHMeM IM

aIMMHUCTPATUBHOTO Hakak3aHMsa B BUIEe aIMMHUCTPATMBHOTO wWTpabda mInu
AOIMUHMCTPATUBHOT'O NPMOCTAHOBJIEHUS UX IOeATeJIbHOCTM 3a COBEpPIeHUue
AIOIMMHUCTPATUBHEX [IPaBOHAPYIIEHMM, YKaBaHHHX B IIyHKTe 12 HaCTOSMETO
OOKYyMEHTa.

INPUIIOXEHVE N 1
K KpUTEPUSAM OTHECEHUS
ODBEKTOB I'OCYIAPCTBEHHOTO
Han30pa K OlIpeleJIeHHOM
KaTeropum pucka

[IOKASATEJIM PUCKA,
IpMucCBaMBaeMbe OJIA ONTOBOM TOPTOBJM JIEKAPCTBEHHEIMU CPEeOCTBAMU
IOJI9 MEeIMUMHCKOTO IPMMEHEHUS

I[lokaszaTenu | YcioBmusa | XapaKTepuUCTUKA | Bajijier

| ocymecTBJIeHUs | |

| OesaTeJIbHOCTHU | |
—————————— e
K1 Hanmuume mnJomanku aBTOMaTHUUYECKME BOPOTa IOOKOBOTO 3

OJIS Pa3Tlpy3KU TUa C

aBTOTPAHCIOPTAa NOTPY30UHO-Pa3TPY30UHEIMHA

JiomankKaMu pPeryJUpyeMO BHICOTEH
TaMOYPHO-IUIIO30BAas pa3rpy3ka 6

MEXaHU3UPOBAHHEE BOPOTAa 7
OOKOBOTO TuIla C
IOTPYy30YHO—Pa3TPY30UYHEIMN
rJiomankaMm

naHgyc IJig pas3rpy3Ku ToBapa, B 10
TOM UYMCJIe C MCIIOJIbE30BaHMEM

PaMIIE
K2 CTemneHb aBTOMaTUUECKUE 2
MexXaHMU3alUnun aBTOMAaTU3UPOBAHHEE 3
CKJIaOCKMX KOMILJIEKCHO—MEXaHU3MPOBAHHEIE 8

onepaumum
HeMEeXaHU3UPOBAaHHEE 10
K3 BelicoTa yKJIAOKU BLEICOTHOCTEJIJIaXxHele (Bosee 10 wm) 1

Tpys3a



OIOHOBTaxHee (Bojilee 6 M IO 2

10 M)
OoIoHOB®TaxHee (Bosiee 3 M IO 6 M) 5
najIJIieTHOe xXpaHeHume (mo 3 M) 7
K4 [lonmepxaHue aBTOMaTHUUYECKOE 2
CIleuMraJbHOT O
pexmuMa aBTOMAaTU3UPOBAHHOE 3
TeMIIepaTypPEhl
XOJIOOUJILHEIE KaMEPHI, 7
[IPOMBIIIJIEHHEIE XOJIOOMIIEHUKM
XOJIOOUJILHUKM QapMalieBTUUYeCKue 10
K5 PexyM XxXpaHeHUA C (MKCHPOBAHHBEIM 4
TeMHepaTypHO—B.HaX(HOC'I‘HbIM
peXxmuMoM
oTanJMBaeMble LeHTPAaJIbHBM 5
cHabXxeHMeM
OTalJIMBAaEeMBEIE ABTOHOMHO 8
oTalJMBaeMsle OTOIIUTEJIbHBMU 10
npudopamm

[IPVMJIOXEHVE N 2
K KPUTEPUSAM OTHECEHUS
ODBEKTOB T'OCYHAapPCTBEHHOTO
Haozsopa K OlIpeneJIeHHOM
KaTeropum pucka

[IOKASATEJINN PUCKA,

IprCBaMBaeMble IJIS NOKJIMHUYECKUX MCCIEeNOBAHMUM JIEKAPCTBEHHEIX CPEICTB
IOJiS MEeIMUIMHCKOTO MNPUMMEeHEeHUs, KIVMHUUYECKUX MCCIIeNOBAHUM JIeKapPCTBEHHEIX
IpernapaTor IJjigd MeIUIMHCKOTO IIPMMEeHEeHMS, PO3HUYHOM TOPITOBIIU
JIEKAPCTBEHHBIMU MperapaTaMy OJS MeOUIVMHCKOTO MPYMMEHEHUS Y YHUUTOXEHUS
JIEKAPCTBEHHHX CPEeNCTB IJIS MEeOVIMHCKOT'O IMNPUMEHEeHUS

OpraHmsauumn | [lpouecce obpaumeHusa JIEKAPCTBEHHEIX CPEOCTB

(MHOVBUOYAJbHEE | I0Jid MeIULMHCKOT'O IPMMEeHEeHUS

NpennpuHMMaTean) |[---—----- | ——————- | —————- | ——=———- | —————- |——————- |-————— | ===
| HOoxnm- | KiauHu-| U3T0-| [Tepe-| Or—- | YHuu- |Peanu-|XpaHe-
| HMueckme | ueckme| TOB- | BO3Ka| myck | Toxe- |3aumsa | Hue
|mccneno—-| wmuccrne-| JjeHue| Jjexap- | Je- | HUe | texap- | 1exap-
| BaHMUA | noBaHU4 | lexap—-| cTBeH-— | xap-| Je- |cTBEeH- | CTBEH—
| texkapcT-| Jiekap-|cTBeH— | HEIX |cTBEeH— | Kap- | HBX | HBIX
| BEHHBIX | CTBEH-| HBEX | cpencTs| HBEIX | cTBeH-|Opena-|CcpencTs
|cpencTB | HEBEIX | npena- | | npena- | HEIX |paToB |

| | nmpena-| paTos| | paTor|cpenctTs| |



HayuHo-mccieno- 1 -
BaTeJlIbCKa4d
opTraHm3alLmnsa

ObpazoraTesibHadg 1 -
opraHMszalumnsa

BBICHIET'O

obpaszoBaHusg,

opTraHMBalusa

IOONOJIHUTENBHOTO
npodecCcruoHaJIbHO—

o OoOpa30BaHUA

MenouLMHCKAaA - 3
oOpraHu3aumns

AnTeka - -
NIPOM3BOACTBEHHASA

C IIpaBOM

U3TOTOBJIEHUS

acellTMye CKMX

JIEKAPCTBEHHEIX

npernapaTos

AnTeka - -
NIPOM3BOLCTBEHHAA

ArnTexka I'OTOBHIX - -
JIEKapCTBEHHBIX

dopmMm
ANTEeUHBM IYHKT - -
ATNITEeUHHIM KMOCK - -

VHIOIVBUOYAJlbHEIN - -
NpennpmUHMMaTe b

OBocobJieHHOE - -
CTPYKTYPHEE
nojpasnesyieHre
MeIULIVHCKOM
opTraHMszalun
(ambysaTopusd,
bernbomepcxkut
IIYyHKT,
benbouepcko-
aKyluepCKuUm
IIYyHKT,

LEeHTP
(oTmeseHue)
obumelr BpauebOHOM
(ceMemHOM)
NIPaKTUKNA)

10 4

10



[IPVMJIOXEHUE N 3
K KPpUTEPUSAM OTHECEHUSH
ODBEKTOB I'OCYIAPCTBEHHOTO
Han30pa K OIpeleJIeHHOM
KaTeropum pucka

[IOKASATEJIM PUCKA,
npucBamBaeMele IJid [NPOM3BONCTEBA JIEKAPCTBEHHEIX CPEeICTB
IOJ19 MEeIMUMHCKOTO IPMMEHEHUS

I. 3HaueHMe nokaszaTejyia pucka Ml

Bun BHIyCKAaeMOM NPOOYKLMM, IOeATeJIbHOCTb | Bassw

1. VIHBEKUMOHHEE U MHQY3MOHHBIE CTEPUJIBHEHE JIeKapCTBEHHBE 4
npernapaTe IJid MEeIMUIMHCKOTO MNPpUMMEeHEeHUS

2. VMMyHOOMOJIOTMUECKHKE IIpellapaTsl 4

3. IlpenapaTs KPOBM, IOJIydaeMble METOIOM I'€HETUUECKOMU 4
MHXEHepur, IpernapaTsl KpOoBU, IIOJIydaeMEEe U3 KPOBU
yeJioBEKA

4. HecTepuIbHEE JIeKapCTBEHHHE GQOPMBI IJIS MEIMIIMHCKOIO 3

npruMeHeHUsda, GapMaleBTHUMUEeCKMe CYyOCTaHLUU

5. IHedTeJIbHOCTb MO yHNaKOBKe JIEKaPCTBEHHEIX NpenapaTob 2
6. PammobapmaueBTHMUECKME MperapaTH 2
7. MemuumMHCKMKE T'as3bl, I'OMeOollaTMUYEeCKMUE JIeKapCTBEHHLE 1

cpencTBa, IIpellapaThl, IIOJIydaeMbBle M3 JIEKApCTBEHHOI'O
PacTmUTEJIBHOT'O CHPbBA

IT. 3HaueHMe [oKaszaTesysa pucka M2

KosnuecTBO BHIIYyCKAEMBIX HaMMEeHOBAHUM | Basjw
JIEKAPCTBEHHHX CPEeNnCTB

2. Or 10 mo 50 2

3. Menee 10 ",




