MPABUTEJbCTBO POCCUHUCKOU ®EJEPALINN

INOCTAHOBJIEHUE
ot 31 mapra 2022 r. N 547

Ob YTBEPKAEHUWMU ITOJIO’KEHHUA O
JIMOHEH3UPOBAHUU ®PAPMALHEBTUYECKOU
AEATEJIBHOCTH

(B pexn. ITocranosnennii [IpaBurensctBa PO ot 29.11.2022 N 2164, ot 03.08.2023 N 1268, o
01.06.2024 N 756, ot 06.11.2024 N 1498, ot 26.02.2025 N 232, ot 27.03.2026 N 324)

B cootBercTBUN ¢ @enepanbHbIM 3akoHOM "O JIUIIEH3UPOBAHUU OTAEIBHBIX BUIOB AESITENbHOCTH"
IIpaBurensctBO Poccuiickon Penepanyv NOCTaHOBIIAET:

1. Y1Bepauth npminaraemoe [lonosxxkeHue o JuIeH3upoBaHun (papMaieBTHIECKON NeITeIbHOCTH.

2. Ilpu3HaTh YTpAaTUBLIIMMHU CHJIy HOPMATHBHBIE IPABOBbIE aKThl M OTAEIbHBIE IOJIOKEHUS
HOPMAaTUBHBIX MpaBoBbIX akTOB IlpaButensctBa Poccuiickoit denepanyu mo mnepeyHro COIrJIacCHO
MPUJIOKEHUIO.

3. Hacrosmiee noctaHoBiaeHHe BCTymaeT B cuiy ¢ 1 ceHTss0ps 2022 r. u aeiictByer 10 1 ceHTAOps
2028 1.

IIpeoceoamensv Ilpasumenvcmea
Poccuiickoti @edepayuu

M. MULLTYCTHH

YTBEPK/[EHO
nocmanoenenuem IIpasumenvcmea

Poccuiickoti @edepayuu
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om 31 mapma 2022 2. N 547

ITOJIO’KEHHUE O IMHUEH3UPOBAHUH
OPAPMALHEBTHYECKOU AEATEJIBHOCTH

(B pen. ITocranosnenuii [IpaBurenscta PO ot 29.11.2022 N 2164, ot 03.08.2023 N 1268, oT
01.06.2024 N 756, ot 06.11.2024 N 1498, ot 26.02.2025 N 232, ot 27.03.2026 N 324)

1. Hacrosimee IlonoxeHue ycTaHaBIMBaeT MOPSAIOK JIMIICH3UPOBaHUS (papMaleBTHUECKON
JEATEeTbHOCTH, OCYIIECTBISIEMOM IOPUAMYECKUMH JIMIIAMH, B TOM 4YHCJIE HWHOCTPAHHBIMU
IOPUAMYECKUMU JTUIIAMH, BKITIOYasi OpraHu3aliy ONTOBOM TOPTOBIIM JIEKAPCTBEHHBIMU CPEICTBAMU,
anTe4YHble OpraHU3allMM, BETCPUHAPHBIC alTEYHbIE OpraHu3aluu, a TaKKe MEIUIIMHCKHE
OpraHM3alil U MX 000COOJIEHHBIE MOJpa3AeNieHUsl, PACHOJIOKEHHBIE B CEIbCKUX HACEICHHBIX
MYHKTaX, B KOTOPBIX OTCYTCTBYIOT allTE€UHbIE OPraHU3aIMH ([]ajiee COOTBETCTBEHHO - MEIUIIMHCKUE
OpraHu3anu, 000COOJEHHbIE MOApA3JENICHUS MEAUIMHCKUX OpraHu3alluii), BeTepUHApPHBIC
OpraHu3aIiy, ¥ UHIMBUIyAIbHBIMU TIpeanpuuuMarensiMu. (B pen. [locranosnenus [IpaButenbcTBa
P® o1 06.11.2024 N 1498)

2. CDapMaI_IeBTI/ILIGCKaH ACATCIIbHOCTD BKJIFOYACT pa6OTBI " YCIIYyI'u COTJIaCHO NPHUIIOKCHHUIO.

3. JluuensupoBaHue  (QapManeBTUYECKOW  NEATEIbHOCTH  OCYILIECTBISAIOT  CIIEAYIOINE
JULEH3UPYIOLUE OPTaHbI:

a) @enepanpHas chnyxk0a Mo Haa3opy B cdepe 3ApaBOOXpaHEHUS - B YacTU JIEATEIbHOCTH,
OCYILIECTBIISIEMOM:

OpraHHu3alusIMU OIITOBOM TOProBJin  JICKAPCTBCHHBIMU  CPEACTBAMU  IJIsI  MCAUIHUHCKOT'O
MMPUMCHCHU A,

AIlITCYHBIMH OpraHu3aluiaMu, IMTOABCIOMCTBCHHBIMU (1)6I[CpaJ'II)HI)IM opraHam HUCIIOJIHUTCIHLHOMN
BJIaCTH,

WHBIMU  OpPTraHM3allMsIMU ¥  UHIUBUIYAJIbHBIMUA TMPEANPUHUMATEISIMHU, OCYIIECTBISIIONUMU
(dbapMaleBTUYECKYIO JEATeITbHOCTh, B YaCTH OLICHKH COOJIFOJICHUS JIMIIEH3MATaMU JTHIIEH3MOHHBIX
TpeOOBaHUI TOCPEICTBOM OCYIIECTBICHUS (eepaTbHOTO TOCYIapPCTBEHHOTO KOHTPOJIS (Haa30pa)
B cepe oOpamieHus: JEKapCTBEHHBIX CPEICTB (32 MCKIIOYCHHEM JIMIIEH3UATOB, MPEICTABUBIINX
3asBJICHUSI O BHECEHWU W3MEHEHHWH B PEECTp JIMIICH3UHA Ha OCYIIECTBICHHE (hapMalleBTHUECKOU
JESTENIbHOCTH (JJajieeé COOTBETCTBEHHO - JIMIIEH3WM, PEeCTp JIMIEH3Ul), TMOJIHOMOUYUN IO
MIPUOCTAHOBIICHUIO, BO30OHOBJICHUIO JEHCTBUS JIMIICH3WH, a TAKXKe IMMOJHOMOYHWMH, CBSI3aHHBIX C
AHHYJTMPOBAHUEM JIUIIEH3UH B Cy/ICOHOM TIOPSIKE;

0) WCHONHUTENbHBIE OpraHbl CyOBekTOoB Poccuiickoit dexepanuu - B 4acTH OCYIIECTBICHUS
JEATETLHOCTH B cdepe oOpalieHus JICKapCTBEHHBIX CPEACTB I MEIUIIMHCKOTO MpPUMEHEHHS (B
YacTH NPEIOCTaBICHUSl JUILEH3UI M BHECEHUS M3MEHEHUH B PEecTp JULEH3UH, MpeloCTaBICHUS
BBIMMCOK M3 peecTpa JUIEH3UH, OLIEHKH COOTBETCTBHUS COMCKATeNs JUIEH3UH, JHIIeH3HaTa
JIMIOCH3NOHHbBIM TpC6OBaHI/IHM - B OTHOIICHHUHU COUCKATEIECH JII/II_[CHSI/Iﬁ n JHMIOCH3UATOB,
MPEJICTaBUBLINX 3asBJICHUS O BHECEHUM M3MEHEHUN B PEECTp JIMLEH3HM, MpeKpaiieHus JeicTBus
JHULEH3UH, (OPMUPOBAHHUS U BEICHUS PEECTPOB MPEIAOCTABICHHBIX OpPraHaMHM TOCYAApCTBEHHOM
BIacTH CyObekTOB Poccuiickoit ®Denepanuui JTUIEH3WA, YTBEpX)ACHUS (HOPM 3asBICHHN O
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NPEOCTABICHUH JIMIEH3U, BHECEHMH HW3MEHEHUH B PEECTp JHUICH3MH, YTBEpKIeHHUS (HopMm
YBEJOMIICHMM M JPYIMX MCHOJb3yEMbIX B IMPOLECCE JMIEH3UPOBAHUSA JTOKYMEHTOB, a TaKXKe
NPEJOCTABICHUS] 3aMHTEPECOBAHHBIM JIMLAM HMH(OpPMAUK IO BONpPOCaM JIMIECH3UPOBAHUSA,
BKJIOYasi pas3MenieHue 53Toi uHpopMauuu B HHGOPMAIUMOHHO-TEIIEKOMMYHHUKAIIMOHHON CETH
"UuTtepuer" (manmee - cerp "MHTepHeT") Ha OQHUIMATBHBIX calTaX OPraHOB TOCYIAPCTBEHHOMN
BlIacTH CyOBeKTOB Poccuiickoli denepanuu ¢ ykazaHHEM aJpeCcOB JJICKTPOHHOW TOYTHI, IIO
KOTOPBIM TIOJIb30BaTENIIMU 3TOH HMH(OpManuu MOTyT OBITh HANpaBJICHBI 3alpoOChl U MOJIy4YeHA
3anpammBaeMas uHdopmaius), ocymiectsiasiemoit: (B pena. [locranosnenus [IpaButensctBa PO ot
03.08.2023 N 1268)

opraHu3alnusiamMu, 3a UCKIHOYCHHUEM OpI‘aHI/I3aLII/II71 OIITOBOI1 TOProBJIK JICKAPCTBCHHBIMU CPCACTBAMU
A1 MEAUIMUHCKOTO IPHUMEHCHUSA W AIITCUYHBIX OpFaHHSaHHﬁ, IIOABCAOMCTBCHHBIX (bellepaHBHBIM
opraHam HCIIOJIHUTCIbHOMN BJIaCTH,

WHAUBUAYAJIbHBIMHA HIPCAITPUHUMATCIISAMHA,
HHOCTPAaHHBIMU IOPUIAUYICCKUMU JIUIAMM

B) ®enepanpHas ciiyx0a 1o BeTepUHaApHOMY U (PUTOCAaHUTAPHOMY HAJ30py - B UACTH JI€ATEIbHOCTH,
OCYILECTBIIsIEMOH B chepe oOpallieHus IEKapCTBEHHBIX CPEJCTB Ul BETEPUHAPHOTO IPUMEHEHHUS.

4. Conckarenb JIMICH3UHU OOJIKEH COOTBETCTBOBATH CICAYIOIINUM JIMIICH3UNOHHBIM Tpe60BaHI/I${MZ

a) HaJM4YUE TPOM3BOJICTBEHHOTO OOBEKTa MM OOBEKTOB (IIOMEIIECHUH, 371aHUM, COOPYXKEHHN) U
000pyIOBaHUS MO MECTY OCYILECTBJICHUS (hapMalleBTUYECKON AEATeNbHOCTH, PUHAIeKAIIUX Ha
npaBe COOCTBEHHOCTH WJIM Ha MHOM 3aKOHHOM OCHOBaHWH, MPEAYyCMaTPHBAIOIIEM MIPABO BIIaICHUS
U IPaBO IMOJIb30BaHMs, JTUOO MPHUHAIIEKAIIMX HA MpaBe COOCTBEHHOCTH WJIM Ha MHOM 3aKOHHOM
OCHOBAaHWW WHOMY JIMIICH3UATY, UMEIOIIEMY JINIIEH3UIO Ha OCYIIECTBICHHE Pa0OT, OKa3bIBAEMBIX
YCIIYT, COCTaBJISIIOIIUX JESITEeIbHOCTh MO ONTOBOW TOProOBIIE JIEKAPCTBEHHBIMU CPEACTBAMH IS
MEIUIITHCKOTO TPUMEHEHHUs, U JoroBop (OT 12 MecsIeB) ¢ COMCKaTeleM JHICH3UH O Teperade
pabot (ycnyr) Ha ayTCOPCHHT (B 4acTW XpPaHEHHs JIEKAPCTBEHHBIX CPEIACTB AJIS MEAMIIMHCKOTO
MIPUMEHEHHS ), COOTBETCTBYIOIIUX TpeOoBaHUsAM cTathu 54 denepanbHoro 3akona "O6 oOpaieHnn
JEKapCTBEHHbIX CPEJACTB", MpaBWIaM HaJJeXalled TUCTPUOBIOTOPCKOW MpPakTHKH B paMKax
EBpa3zuiickoro HSKOHOMHYECKOTO COK03a, TpaBWIaM XPaHEHUS JIEKapCTBEHHBIX  CPEICTB,
YTBEP)KJCHHBIM  YIIOJHOMOUYEHHBIM  (pefiepajibHBIM OpraHOM HCIOJHUTENBHOW Biactu (3a
UCKJTIOUEHHEM MEIUIIMHCKUX OpraHu3aiuid ¥ 000COOJEHHBIX IMOIPA3/ICICHUN METUIIMHCKUX
opranm3auuii); (B pex. [locranosnenus [IpaBurenscrBa PO ot 01.06.2024 N 756)

0) Hanmu4Hhe MPOM3BOACTBEHHOTO O0BEKTa MU OOBEKTOB (MMOMEIICHUH, 3MaHUi, COOPYKEHHI) U
000pYyIOBaHUSI TI0O MECTY OCYIIECTBIICHUS (hapMaIleBTHYECKON AEATEIBHOCTH, PUHAISKAIINX Ha
npaBe COOCTBEHHOCTH WJIM Ha MHOM 3aKOHHOM OCHOBAaHHH, IIPEIyCMAaTPHUBAIOIIEM MPABO BIIaICHUS
U TIPaBO TMOJB30BAHMUSA, - Ui OPTaHW3AlUN ONTOBOW TOPTOBIIH JIEKAPCTBEHHBIMHU CPEACTBAMH IS
BETEPUHAPHOTO MPUMEHEHHSI, COOTBETCTBYIOIIUX TpeOoBaHUsM cTaThu 54 denepanbHOro 3aKoHa
"O06 oOparieHnn JeKapCTBEHHBIX CPEACTB'", MpaBUiiaM HaJIekKaIeH TUCTPUOBIOTOPCKOM MPAKTUKH
B pamKax EBpa3miickoro 3KOHOMHUYECKOTO COI03a, MpaBUiaM XPAaHEHHS JIEKAPCTBEHHBIX CPENICTB
JUIsl BeTepuHapHoro npumeHeHus; (B pea. [locranosnenuii [IpaButensctBa PO ot 03.08.2023 N
1268, ot 01.06.2024 N 756)

B) HAJIWYWE MPOU3BOJICTBEHHOTO OOBEKTa WU OOBEKTOB (IMOMEIICHUH, 3IaHHUMN, COOPYKCHHH) U
000py/IOBaHUs 10 MECTY OCYIIECTBIICHHUS (DapMaIleBTUUECKON NEeATEIbHOCTH, MPUHAIISKAIUX HA
npaBe COOCTBEHHOCTH WJIM Ha MHOM 3aKOHHOM OCHOBaHWH, MPEAYCMATPHBAIOIIEM MIPABO BIIaICHUS
U IIPAaBO IOJIB30BaHUsA, - I OpraHU3alMi PO3HUYHOM TOPrOBJIM JIEKAPCTBEHHBIMU IIpenaparamu
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JUTST MEIUIUHCKOTO TMPUMEHEHHs, COOTBETCTBYIOIIUX TpeOOBaHUAM CTaTh S5 DeneparbHOTO
3akoHa "OO oOpalleHnH JIEKapCTBEHHBIX CPEJCTB", MpaBWJIaM HAJIC)KAIICH anTeYHOW MPAKTHKH,
MpaBUJIaM XPaHEHUs JICKAPCTBEHHBIX CPEACTB, YTBEP)KICHHBIM YIIOJTHOMOYECHHBIM (hemepanbHbIM
OpraHOM HCIIOJIHUTEIbHON BJIACTH (32 UCKIIOYEHHEM MEIULUHCKUX OpraHu3anuil 1 060co0IeHHBIX
nojpa3iefiecHuid MEIUUMHCKUX opranuzanuii); (B pen. Ilocranosnenusi IlpaBurensctBa PD ot
01.06.2024 N 756)

I') HaJu4ue MPOM3BOJCTBEHHOIO0 OOBEKTa WM OOBEKTOB (IMOMEIICHUH, 3AaHHM, COOPYKCHHH) U
000py/IOBaHUs 110 MECTY OCYHICCTBIICHUs (papMaIieBTUUYECKON NESTEIBHOCTH, MPUHAICKAIUX HA
npaBe COOCTBEHHOCTH WJIM Ha MHOM 3aKOHHOM OCHOBaHWH, NPEIYCMATPUBAIOIIEM IPABO BIIAJICHHS
U MPaBO IMOJIB30BAHMS, - JUIsI OpraHU3aluii PO3HUYHON TOPTOBJIM JICKAPCTBEHHBIMH IperapaTaMu
JUIE BETEPUHAPHOTO TPUMEHEHHUs, COOTBETCTBYIONIMX TpeOoBaHMsSIM cTaTh 55 denepanbHOTO
3akoHa "OO oOpalleHuH JICKapCTBEHHBIX CPEACTB'", MpaBHJIaM HAAJIEKAIICH anTEeYHOU MPAKTHKU
JICKapCTBCHHBIX  TpEnapatoB  JUIsi  BETEPUHAPHOTO TPUMEHCHHs, IpaBWiIaM  XpaHCHHS
JICKapCTBEHHBIX CPEACTB JIJIsl BeTepuHAapHOTO npuMeHeHwus; (B pen. [locranosnenus [IpaBurenscTBa
P® ot 03.08.2023 N 1268)

1) HAJIMYUE MPOU3BOJICTBEHHOTO 00BhEKTa (TTOMEIICHHUS, 31aHHsI, COOPY>KEHHS) U 000PYIOBaHUS 10
MECTy OCYLIECTBICHHMsI (apMalleBTUYECKON JAEATEJIbHOCTH, NPUHAUISKAIIMX Ha  IpaBe
COOCTBEHHOCTH WJIM Ha HWHOM 3aKOHHOM OCHOBaHUM, MPEAYCMAaTPUBAIOIIEM IIPaBO BIAJACHUS U
IPaBO MOJIb30BAHUS, - AJIS1 MHIUBUAYaJIbHOI'O IPEANPUHUMATEIIS, COOTBETCTBYIOLIETO TPEOOBAHUAM
cratbl 55 @enepasnibHOro 3akoHa "OO oOpalleHUM JIEKapCTBEHHBIX CpPEJCTB", MpaBHiIaM
Ha/JIeKalled anTeyHol NPaKTUKU, IPaBUIaM XPaHEHUs JICKApPCTBEHHBIX CPEICTB, YTBEPXKIECHHBIM
YIIOJITHOMOYEHHBIM (hefiepalIbHBIM OpPraHOM HCIOJHHUTENbHON Biactw; (B pexn. [loctaHoBieHHS
I[TpaButenbctBa PD ot 01.06.2024 N 756)

€) HaJM4Yue MPOM3BOJICTBEHHOTO OOBEKTa MIM OOBEKTOB (IIOMEINEHUH, 37aHUM, COOpYXEHHH) U
000py/I0BaHUs 110 MECTY OCYIIECTBIIEHUS (papMalieBTUUECKON NEeATENbHOCTH, MPUHAAISKAIIUX Ha
npaBe COOCTBEHHOCTH WJIM Ha MHOM 3aKOHHOM OCHOBaHHH, MPEAYyCMaTPHUBAIOLIEM MIPABO BIIaJ€HUS
U TpaBO TMOJb30BaHMs, - JUIsl BETEpPUHAPHOW alTEeYHOM OpraHu3alud WIM HHIUBUIYaTbHOIO
OpenpuHUMATENs, COOTBETCTBYIOIMX TpeOoBaHUsAM cTaThu 56 @enepanbHoro 3akoHa "OO6
oOpallleHuH  JIeKapCTBEHHBIX  CPEACTB", TMpaBWaM  HaJJeXalled  anTeuyHOM  NpaKkTUKU
JIEKapCTBEHHBIX MPENapaToB JIsl BETEPUHAPHOTO MPUMEHEHUs, TPaBUIaM M3TOTOBIICHHUS U OTITYCKa
JIEKapCTBEHHBIX  IpenapaToB JUIsl  BETEPUHAPHOIO  NPUMEHEHHUs, [paBuUiaM  XpaHEHUS

JIeKapCTBEHHBIX CPEJCTB JUIsl BETepUHApHOTo npuMeHenus; (B pex. [locranosnenus I[IpaBurenscTaa
P® ot 03.08.2023 N 1268)

)K) HaJIM4YHUC y MEIUITUHCKOM OopraHu3aluu - COUCKATCIIA JIMOCH3UU JIMIICH3UHU Ha OCYIICCTBIICHUC
MG}IHHHHCKOﬁ JACATCIIbHOCTH,

3) HaJWYUe B COOTBETCTBHM C MpPaBHJIAMH HAJUICKANEH anTeYyHOW TNPAKTHKH JIEKapCTBEHHBIX
IpenapaToB JUIsi MEJUIIMHCKOTO MPUMEHEHUs, IpaBUJIaMU XpaHEHHUs JEKapCTBEHHBIX CPEICTB IS
MEIUIIUHCKOTO TPUMEHEHUS, TPaBUIaMU HaJJIeKalleld JUCTPUOBIOTOPCKON MPaKTUKH B paMKax
EBpa3uiickoro 3KOHOMHUYECKOTO COI03a JIMIIA, OTBETCTBEHHOTO 3a BHEIpEHHE U obecredyeHue
CHCTEMBI KayecTBa XpaHCHHS W TIEPEBO3KM JIEKAPCTBEHHBIX TNPENapaToB W aKTyaJIH3aIlHio
CTaHJAPTHBIX ONEpAIlMOHHBIX MPOLEAYp AJIS OCYLIECTBICHHs (papMalleBTUUECKON IeATeIbHOCTH B
chepe oOpamieHHsT JICKApCTBEHHBIX CPEIACTB JUISI MEOUIIMHCKOTO TIpUMEHEHus; (B pen.
[Tocranosnenus [IpaBurenscTBa PD ot 01.06.2024 N 756)

1) HaJIM4KMEe Y UHIUBUIYaIbHOTO MPEANPUHIMATEIS:

JUISL OCYIIECTBIEHUS (papMalleBTHUECKON NeATeNbHOCTH B cdepe oOpaleHus: JeKapCTBEHHBIX
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CpeacTB ajid MCAUIHUHCKOIO TMPUMCHCHHA - BBICHICTO WKW CPCAHCTO (bapMaueBTqucxoro
06p330BaHI/I${, a TaKXKC CepTI/I(bI/IKaTa CricnuajmucTa nuin HpOﬁI[CHHOﬁ AKKpEeaAuTaluu CricuyuaincTa,

JUIE  OCYIIECTBJICHUs (PapMaleBTUYECKON MAEATeNbHOCTH B cdepe oOpamieHHs JIeKapCTBEHHBIX
CPEICTB Ui BETCPUHAPHOTO NPUMEHEHHUS - BBICIIETO WIH CPEAHEro (apMaleBTUIECKOro
o0pa3oBaHus, a TakKe cepTu(UKaTa CHEIHAINCTa WM MPOHJICHHONW aKKPEIUTAIUU CIEIHATICTa
au00 BBICHIETO WJIM CPEIHEro BeTepUHAapHOTO oOpa3oBanus; (B pen. IlocranoBieHuit
[TpaButenscTBa PD ot 26.02.2025 N 232, ot 27.03.2026 N 324)

K) HaJM4YUEe Yy COMCKATeNs JIMIEH3UH PaOOTHUKOB, 3aKIIOYUBIIMX C HUM TPYAOBBIE JOTOBOPHI,
JEATEIIBHOCTh KOTOPBIX HEMOCPEICTBEHHO CBsA3aHa C ONTOBOM TOPIOBJIECH JIEKaPCTBEHHBIMHU
CPEICTBAMHU JJIsi MEIMLMHCKOIO NPUMEHEHHS, UX XPaHEHHWEeM M (WIM) PO3HUYHOH TOProOBJEH
JIEKapCTBEHHBIMU IIpElapaTaMy i1 MEAMIMHCKOrO NPUMEHEHHS, UX OTILyCKOM, XPaHEHHEM U
U3TOTOBJICHUEM, UMEIOLIUX:

JUIL  OCYIIECTBJICHUS (PapMalleBTUYECKON JAEATENbHOCTH B cdepe oOpamieHus JeKapCTBEHHBIX
CPeACTB AJs MEIULMHCKOIO INPUMEHEHUs (32 HUCKIIOYEHHEM OO0O0COOIEHHBIX MOoApa3AeIeHuN
MEIUIUHCKIX OPTaHU3aluii) - BBICIIETO WM CPEJHETo (apMaleBTUIECKOro 00pa3oBaHus, a TaKKe
cepTudUKaTa CelHaIiCcTa UiIU NPOHICHHOM aKKpeUTaluK CIEIUAIIHICTa,;

JUIsL OCYIIECTBIEHUS (PapMalleBTUUECKON JEATENbHOCTH B cdepe oOpalleHusl JeKapCTBEHHbIX
CPEACTB JUIsl MEIULUHCKOIO IPHUMEHEHUs B 000COOJEHHBIX MOAPA3ACICHUIX MEAULUHCKUX
OpraHu3aIii - TOTOJHUTEIFHOTO MPO()EeCCHOHAIFHOTO 00pa30BaHUS B YaCTH PO3HHYHOW TOPTOBIIH
JEKapCTBEHHbIMM IIpernapataMy s MEIUIUHCKOrO MpPHUMEHEHMs IpU HaJIU4YuM [paBa Ha
OCYIIIECTBJIEHUE MEIULIUHCKOMN 1€ATENbHOCTH;

JUISL OCYIIECTBIEHUS (papMalleBTUUECKON NeATENbHOCTH B cdepe oOpaleHusl JeKapCTBEHHbIX
CPeACTB sl MEAMLMHCKOTO TNPUMEHEHUS B YaCTH HU3TOTOBIEHUS paguodapMaleBTHUECKUX
JIEKapCTBEHHBIX IpEenapaToB - BBICIIEE WM CpeaHee (QapMaleBTUYECKOE WM MEIUIUHCKOEe
o0Opa3oBaHUe U JOMNOJHHUTEIbHOE MpodeccuoHanbHOe 00pa3oBaHHWE B O0JIACTH PaJUOXUMHH,
paavallMOHHOW O€30IacHOCTH C YYETOM OCOOEHHOCTEH, YCTAHOBJIEHHBIX 3aKOHOJATEIbCTBOM
Poccuiickoit @enepanii B o0nacTd oOeCHedeHUs paguallioHHON Oe30macHOCTH. (B pen.
[Mocranosnenus [IpaBurenscTBa PO ot 29.11.2022 N 2164)

B cnyuyae nepenaun pabot (yciayr) Ha ayTCOPCHHT (TOJNBKO JUUIsl OPraHU3alMii ONTOBON TOPTOBIU
JICKAPCTBCHHBIMHU CPEACTBAMU 11 MECAUILTUMHCKOT' O HpI/IMeHeHI/ISI) B 4aCTHU XpaHCHUA JICKAPCTBCHHBIX
CPEACTB JUII MEIUIIMHCKOIO NMPUMEHEHHs WHOW JIMIIEH3MAaT, C KOTOPHIM COMCKATElIeM JIHIIEH3UU
3aKIItoueH 10roBop (ot 12 mecsieB) o nepeaaye padoT (YCiIyr) Ha ayTCOPCUHT (B YacTH XpaHEHUS
JIEKapCTBEHHBIX CPEJACTB ISl MEIUIMHCKOIO NPUMEHEHHs) M KOTOpPBIA HMEeT JIHUICH3UI0 Ha
ocymecTBiieHHe (papMareBTUYECKON JAEATEIFHOCTH 1O OCYIIECTBICHUIO BHIMOJIHSAEMBIX padoT,
OKa3bIBAEMBIX YCIYT, COCTaBJSIOIIUX JEATEIbHOCTh IO ONTOBOM TOProOBJ€ JIEKAPCTBEHHBIMU
cpeacTBaMu JJIA MEIUIITNHCKOI'O MIPUMCHCHUA, JOJIDKCH UMETH pa6OTHI/IKOB, KOTOPBIC
COOTBETCTBYIOT TpeOoBaHMAM ab3ala BTOPOIO HACTOSAIIETO MOANYHKTA, 3aKIIOUMWIA C HUM
TPYJOBBIE JIOTOBOPBI U JIEATEIBHOCTh KOTOPBIX HEMOCPEACTBEHHO CBS3aHA C ONTOBOM TOPrOBIIEH
JIEKapCTBEHHBIMH CPEJCTBAMHU, UX XPAaHEHUEM;

J) HaJW4ue y COMCKATells JHICH3UH paboTHUKA (paOOTHUKOB), 3aKIIOYHMBIIETO C HUM TPYIOBOM
JIOTOBOp, ~ JEATENIBHOCTh  KOTOPOTO  HEMOCPENCTBEHHO CBS3aHa C  ONTOBOW  TOPTOBJEH
JIEKAPCTBEHHBIMU CPEACTBAMU JIJIsl BETEPUHAPHOTO IPUMEHEHUS, UX XPAaHEHUEM U (UJIK) POSHUYHOU
TOProOBJIEH JIEKApCTBEHHBIMHM TIperaparaMyd JUisi BETEPUHAPHOIO MPUMEHEHMs, HUX OTIIyCKOM,
XpaHEHHEM, NIEPEeBO3KOM M M3TOTOBJICHHUEM, UMEIOLIET0 BBICIIEE WIHM cpeHee (hapMaleBTHUECKOE
o0Opa3oBaHHe, a TaKKe CePTUQPUKAT CIEUUATUCTa WM MPOUIEHHYIO aKKPEIUTAIUIO CHelHaTUuCcTa
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1o BBICIIEE WM CpefHee BeTepuHapHoe oOpa3oBanwue. (B pen. [locranonenwmii [IpaBurenscTBa
P® ot 26.02.2025 N 232, ot 27.03.2026 N 324)

5. Couckarenb JHUIEH3UN BIIPABE OTO3BATh 3asBJICHUE O MPEJOCTABICHUU JIMLIEH3UH 10 MPUHATUSL
JMLEH3UPYIOIIMM OpPraHOM pELICHHS O IPEeJOCTaBICHUU JIMIECH3MM Win 00 OTKaze B €€
IPEOCTaBICHHUH.

6. Jlunensuat uisi ocymiecTBIeHHS (hapMalleBTHYECKON JEsSTEIBHOCTH JOKEH COOTBETCTBOBATH
CJIETYIOIINUM JUIIEH3UOHHBIM TPEOOBAHUSM:

a) HaJu4he MPOM3BOJCTBEHHOTO OOBEKTa WM OOBEKTOB (ITOMEIICHWH, 3/IaHUi, COOPYXEHUU) H
000pyIOBaHUS IO MECTY OCYILECTBIICHHUS (hapMalleBTUYECKOW NESATEIBHOCTH, MPUHAMISKAINIUX HA
paBe COOCTBEHHOCTH WJIM Ha MHOM 3aKOHHOM OCHOBaHHH, IPEAYCMATPUBAIOLIEM IIPABO BIIaJ€HUS
U TIPaBO IMOJIb30BAHMS, JTUOO MPHHAIISKAIINX HA MPaBe COOCTBEHHOCTH WJIM Ha MHOM 3aKOHHOM
OCHOBAaHHMM HMHOMY JIMLEH3UATy, UMEIOIIEMY JIMIEH3UI0 Ha OCYLIECTBIIEHHE (DapMaleBTHUECKOM
JESITEIBHOCTH 110 OCYIIECTBICHHIO Pa0OT, OKa3bIBAEMBIX YCIIYT, COCTABISIOMIUX JEATEIHHOCTh O
OINTOBOM TOProBJI€ JICKAPCTBEHHBIMHU CPEACTBAMU JJISI MEJUIIMHCKOTO MPUMEHEHHsI, U 1I0roBOp (OT
12 mecsueB) o nepeaaue padboT (YCiIyr) Ha ayTCOPCHUHT (B YAaCTH XpaHEHUS JIEKApCTBEHHBIX CPEJICTB
JUI MEJMIIMHCKOTO IPUMEHEHUs), COOTBETCTBYIOLIMX TpeOoBaHUAM cTtareil 54 u 55 denepanbHOro
3akoHa "OO0 oOpamieHHH JIEKapCTBEHHBIX CPEACTB", MpaBHiIaM HaJAJIeKalleld TUCTPHUOBIOTOPCKOM
NPaKTUKU B pamMkax EBpa3uiickoro 3KOHOMMYECKOI'O COI03a, NpaBUJIaM XPaHEHUs JEKapCTBEHHBIX
CPeACTB, NpaBWIaM HAJIEKalled anTeyHOW NPAKTUKH, YTBEP)KIACHHBIM YIIOJTHOMOYEHHBIM
(benepanabHbIM OpPraHOM HMCIOJHUTEIBHOHN BJIACTH (32 UCKIIOYEHUEM MEAMLIMHCKUX OpraHU3alui u
000COOJICHHBIX MOJPAa3/IeNIeHuil MEIUIMHCKUX opraHu3anmii). llpu pacTopkeHUM m0TOBOpa O
nepeaaye padoT (yciayr) Ha ayTCOpPCHHI (B YacTM XpaHEHMs JIEKapCTBEHHBIX CPEJCTB JUIs
MEIUIITHCKOTO MMPUMEHEHHSI) JIMIIEH3UAT 0053aH HanpaBuTh B DenepanbHyo CIyKO0y 1Mo Haa30py B
chepe 3ApaBOOXpAaHEHMs 3asBICHHE O BHECEHMM HM3MEHEHUl B peecTp JHUIEH3MH B YacTu
UCKJTFOUEHHS] TPOM3BOJCTBEHHOTO OOBEKTa WM OOBEKTOB M3 peecTpa JHICH3WH; (B pen.
[MTocranosnenus [IpaBurenscta PO ot 01.06.2024 N 756)

0) HamuuMe MPOM3BOACTBEHHOIO OOBEKTa MM OOBEKTOB (IIOMEIIEHUM, 3JaHUi, COOPYKEHUN) U
000pyIOBaHUS MO MECTY OCYILECTBIICHUS (hapMaleBTHUECKON NEesTeIbHOCTH, MPUHAAISKAIINX Ha
npaBe cOOCTBEHHOCTH WJIM HAa MHOM 3aKOHHOM OCHOBAaHMHM, IIPEIyCMaTPHUBAIOIIEM IIPABO BJIAJICHUS
U INIpaBO IOJIb30BaHUS, - JUIsl OPraHU3alMil ONITOBOM TOPIOBJIM JIEKAPCTBEHHBIMHU CPEICTBAMU IS
BETEPUHAPHOTO MPUMEHEHHUS U PO3HUYHON TOProBIM JIEKAPCTBEHHBIMM IIpernapaTamu JUis
BETEpUHAPHOIO MPUMEHEHMs, COOTBETCTBYIOIIMX TpeOoBaHUAM craTeil 54 u 55 denepanbHOro
3akoHa "OO oOpallleHHH JIeKapCTBEHHBIX CPEIACTB", MpaBUJIaM HaJUIeXalled JUCTPUObIOTOPCKON
IIPAKTUKU B paMKax EBpasuiicKOoro "KOHOMHUYECKOTO CO03a, IMPaBUIaM XPAaHEHUS JIEKapCTBEHHBIX
cpenctB s BerepuHapHoro npumeHeHus; (B pea. I[locranoBnenuii IlpaBurensctBa PD ot
03.08.2023 N 1268, ot 01.06.2024 N 756)

B) HaJM4ME€ MPOU3BOJCTBEHHOIO0 OOBEKTa WM OOBEKTOB (IMOMEUICHUH, 3JaHUN, COOPYKEHHUH) U
000pyIOBaHUSI TI0O MECTY OCYIIECTBIICHUS (hapMaIleBTHYECKON AEATEIBHOCTH, TPUHAISKAIINX Ha
npaBe COOCTBEHHOCTH WJIM Ha MHOM 3aKOHHOM OCHOBaHHH, MPEAYyCMaTPHUBAIOLIEM MIPABO BIIaJEHUS
U TIPaBO TMOJB30BaHMSA, JUIS BETEPHUHAPHOW anTeYyHOW OpraHW3alid WIH WHIUBUIYaIHHOTO
OpeANpUHUMATENS, HMEIOIUX JIMIEH3HI0 Ha (PapMaleBTUUECKYI0 JesITeIbHOCTh C IPaBOM
W3TOTOBIICHUSI M OTIyCKa JIEKAPCTBEHHBIX TMPEIapaTtoB I BETCPUHAPHOTO MPHUMEHEHHS,
COOTBETCTBYIOIIMX TpeOoBaHusIM crath 56 DexpepanmpHoro 3akoHa "OO oOpatmeHun
JIEKapCTBEHHBIX CPENCTB", MpaBWIaM HM3TOTOBJICHHS M OTIYCKAa JICKAPCTBEHHBIX IPENapaToB I
BETEPUHAPHOTO MPHUMEHEHHs, MpaBHJaM XPaHEHUsS JEKapCTBEHHBIX CPEICTB JJIsi BETEPUHAPHOTO
NPUMEHEHHS, TpaBHiIaM HAISKAIEH anTeYHOW NpPAaKTHKH JIEKapCTBEHHBIX IIPENapaToB JUIs
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BeTepHHApHOTO npuMeHeHus; (B pea. [locranosienus [IpaButenscrBa PO ot 03.08.2023 N 1268)

I) Hajguuue y MEIUIMHCKOM OpraHu3aluy - JIMLIEH3MaTa JIMLEH3UM Ha OCYILECTBICHUE
MEIUIUHCKON JeATEeIbHOCTH;

I[) CO6JHOI[CHI/IC JIMICH3MAaTOM, OCYHWCCTBIIAIOIMIUM OIITOBYHO TOPIOBJIIO JICKAPCTBCHHBIMH
CpE€acTBaMu:

JUISL METUIIMHCKOTO TIPUMEHEHHS, - TpeOoBaHui ctareit 53, 54 u yactu 7 cratbu 67 DenepaqbHOTO
3akoHa "OO oOpalieHuM JIeKapCTBEHHBIX CPENCTB", MpPaBWI HAJUICKALIEH TUCTPUOBIOTOPCKOM
MPaKTUKU B paMKax EBpa3suiickoro 3KOHOMHYECKOIO COK03a, MPABUJI XPAHEHUs JIEKAPCTBEHHBIX
CPEACTB Uil MEIUIMHCKOTO TMPUMEHEHHS, IMPaBUJ PErUCTPALMM OMNEpaluii, CBSI3aHHBIX C
oOpallleHueM JIEKApCTBEHHBIX CPEICTB ISl MEIUIMHCKOIO MPUMEHEHUS, BKIIOYEHHBIX B MIEpeUeHb
JIEKAPCTBEHHBIX CpeJICTB TUTSt MEUIIMHCKOTO IPUMEHEHUS, MOJIeXKAIITIX
MIPEAMETHO-KOJMYECTBEHHOMY YUYETY B CHELHAIbHBIX JKypHaJIax ydyeTa Olepaluid, CBA3aHHBIX C
oOpalieHueM JIEKapCTBEHHBIX CPEACTB IS MEIUIIMHCKOTO TPUMEHEHUs, NpPaBUJI BEACHUS U
XpaHEHUsl CHEIMAbHBIX KYPHAJIOB Y4eTa Omepalui, CBI3aHHBIX C OOpalleHHEeM JIeKapCTBEHHBIX
CpeacTB i MeaunuHckoro npumeHeHus; (B pen. Ilocranomnenust [IpaBurensctBa P® ot

01.06.2024 N 756)

JUI BETEPUHAPHOTO NMPUMEHEHUs, - TpeOoBaHuii crarei 53, 54 u 58 denepanpHoro 3akona "O06
oOpallleHuy JIEKApCTBEHHBIX CpPEACTB" M TMpaBWJI XPaHEHUS JIEKAPCTBEHHBIX CPEACTB JUIA
BETCPUHAPHOTO TPUMEHEHHUs, TMPaBWJI HaUIeKAIEH TUCTPUOBIOTOPCKOW NPAKTUKA B paMKax
EBpasmiickoro skoHoMu4eckoro coro3a; (B pea. Ilocranosnenuii [IpaButenscta PO ot 03.08.2023
N 1268, ot 01.06.2024 N 756)

€) COOJIOJCHHE JIUIEH3UAaTOM, OCYIIECTBIISIOIUM PO3HUYHYK0 TOPIOBIIO JIEKAPCTBEHHBIMU
npenapaTamu Ui MeIMIUHCKOT0 IPUMEHEHUS:

anTeyHOl opraHu3alnyen, NHIUBUAYAIbHBIM [IPEAPUHUMATENIEM, UMEIOIIUMHU JINLEH3UIO, - PaBUII
HaJJIeXKallel anTeuyHOW NMPaKTUKU JIEKapCTBEHHBIX IPENapaToB Ul MEAUIMHCKOTO NMPUMEHEHHS,
NpaBWJI XpaHEHUS JIEKAPCTBEHHBIX CPEJCTB JUIsI MEIMULMHCKOIO NPUMEHEHMs], MPaBUJI OTIIyCKa
JIEKapCTBEHHBIX IPENapaToB A MEAMIMHCKOIO IPHUMEHEHUs, NMPaBU OTIIyCKa HAPKOTHUYECKUX
CPEJICTB U MCUXOTPOIHBIX BELIECTB, 3aPETUCTPUPOBAHHBIX B KAYECTBE JIEKAPCTBEHHBIX MPENApaToB,
NpaBUI PETUCTpPAllMM OINepaluid, CBS3aHHBIX C OOpallleHueM JIeKapCTBEHHbIX CpPEICTB JUIs
MEAMIIMHCKOTO TPUMEHEHHUs, BKIIOYEHHBIX B IE€PEYEHb JIEKAPCTBEHHBIX CPEICTB I
MEAMLIMHCKOTO NPUMEHEHMS, MOAJIEKAIUX MPEAMETHO-KOJIMYECTBEHHOMY YYETY B CIEHUAJIbHBIX
KypHaJlax ydera OIepalMil, CBS3aHHBIX C OOpalleHHeM JIEKApCTBEHHBIX CpEACTB JUId
MEAMIMHCKOTO TPUMEHEHUS, NPAaBWJ BEIEHUS M XpaHEHMs CIELMAIBHBIX JXYpHAJIOB YydeTa
orepaiuii, CBI3aHHBIX C OOpaIlIEHUEM JIEKaPCTBEHHBIX CPEJICTB JJISI MEIUIMHCKOTO NMPUMEHEHMUS,
TpeboBanuii yactu 6 crarbu 55 u yactu 7 cratbu 67 @DenepanbHoro 3akoHa "OO obOpaieHHH
JekapcTBeHHbIX cpenact"; (B pen. [locranornenus [Ipasurensctea PO ot 01.06.2024 N 756)

MEJIUIIMHCKOW OpraHu3amueil, 000COOJCHHBIM TO/Apa3ieIeHuEeM MEIUIIMHCKOW OpraHU3alui -
MpaBUJI OTIYCKA JIEKAPCTBEHHBIX MPENapaToOB JJIi MEAUIIMHCKOIO MPUMEHEHUS B COOTBETCTBUU C
TpeOoBaHusiIMU uacTH 7 crathu 67 @DenepanbHoro 3akoHa "OO oOpallleHUU J€KapCTBEHHBIX
cpencts';

) COOJIOJIEHUE JIMLIEH3UATOM, OCYIIECTBISIONIMM PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMU
npernapaTaMM s BETEPUHApPHOTO IPUMEHEHHs (BETEpUHApHAas alTe4yHas OpraHu3alus,
BETEpUHApHAsl OpraHu3alys, UMEIas JIMIEH3UI0, WHAUBUAYAIbHBIA NPEANPUHAMATEND,
MMEIOLINH JUIEH3UI0), IPaBUJI HAUIEKAIIEH alTeUHON MPAKTUKY JIEKAPCTBEHHBIX IIPENapaToB AJs
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BETCPUHAPHOIO IIPUMEHEHUs, IPABHUII XPAHECHMs JICKAPCTBEHHBIX CPEACTB [UIsl BETEPUHAPHOIO
IIPUMEHEHUS;

3) COGJ’IIOI[CHI/IC JIMIOEH3UATOM, OCYIICCTBIIAOIINM U3IOTOBJIICHHUEC U OTITYCK:

JIEKAPCTBEHHBIX MPENapaToB s MEAMIMHCKOrO MPUMEHEHHS, 32 HCKIOYEHUEM H3TOTOBICHUS
pannodapMaleBTUUECKUX JIEKAPCTBEHHBIX MPENapaToB A MEAUIMHCKOTO MPUMEHEHHUS, - TPaBUI
W3TOTOBJICHHUSI U OTIYCKa JICKAPCTBEHHBIX MPENapaToB Isi MEAUIIMHCKOIO NMPUMEHEHHS; (B pe/l.
[Tocranosienus [IpaButenscTBa P® or 29.11.2022 N 2164)

paanodapMaleBTHUECKUX JIEKApPCTBEHHBIX MTPEMapaToB AJs MEAUIIMHCKOTO MPUMEHEHUS, - IOpSAIKa
W3TOTOBJICHHS paanodapMalleBTHUECKUX JIGKAPCTBEHHBIX mpenaparoB; (B pea. IlocraHomneHwus
[TpaButenscTBa PD o1 29.11.2022 N 2164)

JICKAPCTBCHHLIX IMPEIIapaToB AJid BETCPUHAPHOI'O NPUMCHCHUSA, - IIPAaBUJI U3TOTOBJICHUA U OTITYCKa
JICKAPCTBCHHLIX IIPCIIapaToOB MJId BETCPUHAPHOT'O IIPUMCHCHH,

u) cobmonaenue Tpeboanuii cratbu 57 depepanbHoro 3akona "OO oOpallleHUU JEKAapPCTBEHHBIX
cpencts';

K) CO6J'II-OI[6HI/IG JIMICH3UAaTOM, OCYHICCTBJIAOIIUM XPaHCHUEC!

JICKaPCTBEHHBIX CPEJICTB A MEAUIMHCKOTO MPUMEHEHUs, - MPaBWJI XPAaHEHUS JIEKapCTBEHHBIX
CPEACTB ISl MEAMIIMHCKOTO MPUMEHEHHUs, NPaBWJI XPAHCHHUS JIEKAPCTBEHHBIX CPEICTB IS
MeIUIUHCKOro npuMeHenus; (B pea. ITocranosnenus [pasurensctBa PP ot 01.06.2024 N 756)

JIEKApCTBEHHBIX CPENCTB Ui BETEPHHAPHOTO NMPUMEHEHWs, - MPAaBHJ XPAaHEHHS JIEKapPCTBEHHBIX
CpeACTB Aisi BeTepuHapHoro npumenenus; (B pen. Ilocranosnenus IlpaBurensctBa PD ot
03.08.2023 N 1268)

J) HajJu4he B COOTBETCTBUU C TNPaBUJIAMU XPAHEHHs JIEKAPCTBEHHBIX CPEICTB, IMpaBUIaMU
Ha/IIeKalel TucTpuObIOTOPCKOM MPaKTUKK B paMKax EBpa3niickoro S5KOHOMHYECKOro cOr3a Jinla,
OTBETCTBEHHOI'O 3a BHEJIpPEHHE M OOECIeueHUE CUCTEeMbl KauecTBa XPAHEHUS U TEPEBO3KU
JIEKapCTBEHHBIX IIPENapaToB MU aKTyaJIW3alUI0 CTaHJAPTHBIX ONEPALMOHHBIX NPOLEAYp I
OCYILECTBIIEHHs (PapMaleBTUUECKON AEATENBHOCTU B c(epe OOpalleHus JEKapCTBEHHBIX CPEICTB
Ul MeAMUuHCKoro npuMeHeHus; (B pen. IloctanoBnenus IlpaButensctBa P® ot 01.06.2024 N
756)

M) HaJIMYUC Y UHAUBUAYAJIbHOT'O IPCANIPUHNUMATCIIA:

AJid OCYHICCTBIICHUA (I)apMaHeBTHqCCKOﬁ ACATCIBHOCTH B C(bepe o6pameHI/1;1 JICKAPCTBCHHBIX
CpEeaACTB ajid MCIAUIHUHCKOrO IPUMCHCHHA - BBICHICTO MWW CPEAHETO @apMaHeBTI/I‘—IeCKOI‘O
06pa3OBaHI/I${, a TaKXKeC CCpTI/I(bI/IKaTa crienyaancTa nuin HpOP’II[CHHOP’I AKKpCAUTAIUU CIICUAINCTA;

JUISL OCYIIECTBIIEHUS (papMalleBTHUYECKON JedaTedbHOCTH B cdepe oOpallleHus: JIeKapCTBEHHBIX
CPeACTB Uil BETEpUHAPHOIO NPUMEHEHMS - BBICIIETO WJIM CpeAHero (apMareBTHYECKOro
o0Opa3oBaHHs, a TaKXke cepTHU(HKaTa ClelualicTa WK MPONACHHON aKKpeIWTaluu CIeNHaIncTa
au00 BBICIIETO WJIM CpEIHEro BeTepuHapHOro obOpasoBanus; (B ped. IlocranoBieHuit
I[paButenscrBa PO ot 26.02.2025 N 232, ot 27.03.2026 N 324 )

H) HaJIM4Me y JIMLEeH3uaTa pabOTHUKOB, 3aKIIOYMBIINX C HUM TPYJOBbIE JOTOBOPHI, NEATEIHLHOCTD
KOTOPBIX HEMOCPEJACTBEHHO CBSi3aHA C OINTOBOM TOProOBJIEH JIEKAPCTBEHHBIMU CPEICTBAMHU ISl
MEAMIMHCKOTO TPUMEHEHUS, WX XpaHEHHWEM U (WJIM) PO3HUYHOW TOProBiieH JIEKapCTBEHHBIMU
npenaparamMu i MEIUIMHCKOTO MPUMEHEHHUs, UX OTIYCKOM, XPaHEHHWEM U H3TOTOBJICHUEM,
UMEIOLTNX:
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JUI OCYIIECTBJICHUS (PapMalleBTUUECKON AeATeNbHOCTH B cdepe oOpamieHus JeKapCTBEHHBIX
CPeACTB A MEIULMHCKOIO INPUMEHEHUs (32 HCKIIOYEHHEM OO0OCOOJIEHHBIX MOApa3AeIeHuN
MEIMIIMHCKUX OpPraHu3alluil) - BhICIIEe WM cpenHee (apMmaneBTHYeCKoe O0pa3oBaHHE, a TaKKe
cepTU(UKAT CHEUATNCTA WU IPOUICHHYIO aKKPEIUTALUIO CIIEUAINCTA;

JUISL OCYIIECTBIEHUS (papMalleBTHUECKON JeATeNbHOCTH B cdepe oOpaleHus: JeKapCTBEHHBIX
CPEICTB ISl MEIUIIMHCKOTO TPHUMEHEHHUS B OO0O0COOJCHHBIX MOAPA3JICICHUAX METUIIMTHCKUX
OpraHu3alyii - JTOMOJHUTENbHOE MpodeccuoHanbHOoe 00pa3oBaHNe B YaCTU PO3HUYHOW TOPTOBIH
JIEKApCTBEHHBIMU TIpemapaTaMyd Ui MEAMIIMHCKOIO NPUMEHEHUsI MpU HAJIUYUMU [paBa Ha
OCYIIIECTBIICHUE MEIUIIUHCKON 1eATeIbHOCTH;

JUTSL  OCYIIECTBIICHUS (papMaIeBTUYECKON JEATeIbHOCTH B cdepe oOpaimieHus JeKapCTBEHHBIX
CPeACTB M MEIMUIUHCKOTO TIPUMEHEHHS B YacTH W3TOTOBICHHS paarodapMaIieBTHYSCKUX
JICKAPCTBCHHLIX IIpe€raparoB i MCAUOHWHCKOroO IMPHUMCHCHUSA - BbBICIHEC MM CPCIHCC
(dapMarieBTUYECKOE WM MEIUIIMHCKOe O00pa30BaHUE U JOMOJHUTEIbHOE MPOdEeCCHOHATBHOES
oOpazoBaHue B 00JacCTH PAAUOXUMHUU, PAAUAIMOHHOW O€30MACHOCTH C YYETOM OCOOEHHOCTEH,
YCTAHOBJICHHBIX  3aKOHOJATENIbCTBOM  Poccuiickoit  ®Denepanmu B oOsiacTh  oOecreyeHUs
panuanuonHoi 6e3onacuocty; (B pea. [locranosienus [IpasurenscrBa PO ot 29.11.2022 N 2164)

0) HAIMYME y JUIEH3HaTa padOTHUKA (paOOTHHUKOB), 3aKIIOYUBIIECTO C HUM TPYAOBOW OTOBOD,
JeSITeIbHOCTh KOTOPOTO HENOCPEICTBEHHO CBs3aHA C ONTOBOW TOPIOBIIEH JIEKApCTBEHHBIMU
CpPEICTBAMHU [UIsl BETEPUHAPHOTO NPUMEHEHHUS, UX XpaHEHUWEM U (WIM) PO3HUYHOW TOProBieil
JIEKapCTBEHHbIMM IIpernapaTaMy Al BETEpUHAPHOTO INPUMEHEHUs, UX OTIYCKOM, XPaHEHHUEM,
NEPEeBO3KOM M M3TOTOBJICHNEM, MMEIOIIETO BBICIIEE UM CpeHee (hapMaleBTHUECKOoe 00pa3oBaHue,
a TakXke cepTH(UKAT CIEeUUAINCTa WIN MPONHACHHYI0 aKKpPEeIUTAlHIO0 CIEeHUAINCTa JIMOO BbICIIEE
WM cpeaHee BeTepuHapHoe oOpa3oBanue; (B pea. Ilocranosnenuit [IpaBurensctBa P® ot
26.02.2025 N 232, ot 27.03.2026 N 324 )

1) TOBBIIIEHHE KBAIM(UKAIMK CHEUHUATUCTOB C (apMaleBTUUECKUM WM BETEPUHAPHBIM
00pa30BaHUEM HE pexXe OJTHOTO pasa B 5 JIeT;

pP) pa3MelleHue JIMLEH3UaTOM B €IUHON TroCyJapCTBEHHOM WMH(pOpPMAalMOHHON cucteme B cdepe
3/IpaBOOXPAaHEHUs] CBEIEHUI O (apManeBTUUYECKOW OpraHu3alud U O JIMIAX, YKa3aHHbIX B
noAnyHkTax "M" u "H" HacTOSAIIEro IMMyHKTa, B COOTBETCTBUH cO cTaTheil 91.1 denepanpHoro 3akoHa
"O6 ocHOBax oOxpaHbl 3710pOBbsi TrpaxiaH B Poccuiickoit ®denepauuu" B TMOpsIKE U CPOKH,
ycTaHOBJIeHHbIE [loJ0XKeHHeM O elIMHOW rocynapcTBeHHOW HMH(pOpMAIMOHHON cucTeMe B cepe
31paBOOXPAHEHMS], YTBEPKJICHHBIM MTocTaHoBiIeHUEM [IpaBurenbcTBa Poccuiickoii @eneparuu ot 9
depans 2022 1. N 140 "O enuHON TrocyaapcTBeHHOM HH(POPMAIMOHHON cuctemMe B cdepe
3IpaBOOXpaHEHUA", MOCPEACTBOM HH(GOPMAITMOHHOW CHCTEMBI (HhapMalleBTHYECKOW OpTraHU3aIliu
WIA TIOCPEJCTBOM TOCYIAapCTBEHHONM HMH(OPMAIIMOHHONW CHCTEMBI B cdepe 3ApaBOOXpaHEHHUs
cyonekTta Poccuiickoit denepannu (B ciiydae eciiv rocyiapcTBeHHasi MHPOpPMallMOHHAsl CUCTEMa B
cdepe 3apaBooxpaneHus cyorekra Poccuiickoit Denepanuu o0ecrneunBaeT BHIOTHEHUE (PYHKIIHIA
MH(OPMALIMOHHON  CUCTeMBbl  (hapMalleBTUUECKONW OpraHu3alMi) WM IOCPEACTBOM  HHOM
UHPOPMALIMOHHOM  CHUCTeMbl, TpelHa3HAaueHHOW Juig cOopa, XpaHeHusd, oOpaboTKH U
npenocTaBieHuss MHGOpMaIUy, Kacarollencs IesTeNbHOCTH (papMaleBTUUYECKOW OpraHu3alii 1
npesocTaBisieMbIX et yenyr. (B pen. [Toctanonenus [IpaBurensctBa PO ot 29.11.2022 N 2164)

7. OcymectBieHue (papmManeBTUYECKON AEATENbHOCTH € IpyObIM HapyUIEHHEM JIMIEH3UOHHBIX
TpeOOBaHUH BIIeUET 3a cOO0I OTBETCTBEHHOCTh, YCTAHOBJICHHYIO 3aKOHO/ATENLCTBOM Poccuiickoit
Oenepanun. Ilpu 3ToM mox rpyObIM HapylIeHHEM ITOHMMAETCSl HEBBIOJHEHHE JIMLEH3UATOM
OJHOTO M3 TpeOOBaHMMU, MPETyCMOTPEHHBIX MYHKTOM 6 Hacrosmero I[lomoskeHus, mMOBIeKIIee
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NOCJIEACTBYSI, yCTaHOBJIEHHbIE YacTbio 10 crathu 19.2 denepanbHoOro 3akona "O JIHMLEH3UPOBAHUU
OTIENbHBIX BUIOB AEITEILHOCTH" .

8. [l monmyuyeHus JIMLIEH3UMM COMCKATElNb JIMIEH3UU MPEACTABIsAET B JMUEH3UPYIOIIUA OpraH B
dopMe 3JIEKTPOHHOTO JOKYMEHTA, MOJMUCAHHOTO 3JIEKTPOHHOW TOAMUCHI0O B COOTBETCTBHH C
nyHKToM 21 Hacrosmero [lonoxenus:, myTeM 3amo0JHEHUs 3asBJICHUS O PEAOCTABICHUH JINLICH3UH,
B KOTOPOM YKa3bIBalOTCS CBEACHHUS, IPEAYCMOTPEHHBIE YacThlo | ctarbu 13 ®enepabHOrO 3aKOHa
"O JMUEH3UPOBAHMM OTIEIbHBIX BHUIOB JCATEIBHOCTH', C MCIOJB30BAHUEM JaHHBIX U3
denepanbHON TOCyIapCTBEHHONH MHGOPMAIMOHHON cucteMbl "EnnHas cuctema uaeHTU(UKAINA U
ayreHTuuKauuu B HHpaAcTpyKkType, obecrneunBaroneli MHGOPMAIMOHHO-TEXHOJIOTHYECKOE
B3aUMoOJICiicTBHE  HMH(OPMAIIMOHHBIX  CHCTEM,  HUCHONBb3YyeMBbIX Ui  TPEeIOCTABICHUS
TrOCY/IapCTBEHHBIX UM MYHHUIMIAIBHBIX YCIYT B JJIGKTPOHHOM (popme" M equHOro peectpa ydera
JWIEH3UH B JIMYHOM KaOuHeTe (QenepanbHOil rocynapcTBEHHOH HH(POPMAIMOHHOW CHCTEMBI
"EauHbIN mOpTall TOCYIapCTBEHHBIX U MYHUIIMIANBHBIX yeayT (QyHkiuii)". (B pen. [locranoBnenus
[paButenscTBa PO ot 29.11.2022 N 2164)

9. Iloaua 3asBIEHUS O MPEJOCTABICHUM JIMIEH3UH, 3asBJICHUs O BHECEHUUM M3MEHEHHH B peecTp
JMLIEH3UH  OCYILECTBJIAETCS IOCPEACTBOM HUCIOJIB30BaHUA (DeaepaibHOM  TOCyHapCTBEHHOU
UHGOpPMALMOHHOM cucTeMbl "EnuHBIA mOpTanm ToCyAapCTBEHHBIX M MYHHIMIAIbHBIX YCIYT
(ynkmmit)" B dopme snekrpoHHOro aokymeHTa. (B pen. Ilocranoenenus [IpaBurtensctBa PO ot

29.11.2022 N 2164)

[Ipyu mnpoBeneHHMH MPOBEPKU JOCTOBEPHOCTHU CBEJIEHUH, CoOJepXkKaluxcs B MPEICTaBICHHOM
COUCKATEJIeM JIMIEH3UU (JIMLIEH3MaTOM) 3asBJICHUM O IPEJOCTABICHUM JIMLEH3UU (3aABICHUU O
BHECEHWU M3MEHEHUH B peecTp JHUIECH3MM), JULEH3UPYIOIIUNA OpraH 3arpamiBaeT HeoOXoIuMble
JUIsL  TIPEJOCTaBI€HMS] TOCYJApCTBEHHBIX YCIYyr B 00JIaCTH JIMIIEH3UPOBAaHUS  CBEICHMS,
HaXOJAIINMECS B PACIIOPSDKEHUH OPTraHOB, MPENOCTABISIOIIMX TOCYJapCTBEHHBIE YCIYTH, OpPraHoB,
MPEIOCTABIISAIONINX MYHUIIMIIAJIbHBIE YCIYTH, HHBIX TOCYJapCTBEHHBIX OPraHOB, OPraHOB MECTHOI'O
caMmOyITipaBJieHHs JIMOO TO/ABEJOMCTBEHHBIX T'OCYJAapCTBEHHBIM OpraHaM WJIM OpraHaM MECTHOTO
CaMOYIpAaBJIEHUSl OpraHu3aluii, B TOpsaKe, ycTaHOBIeHHOM @enepanbHbIM 3akoHOM "OO
OpraHMU3aly PEAOCTaBICHNS FOCY1apCTBEHHBIX U MYHUIIMIIAJIBHBIX YCIYT".

10. ITynkT yrpatui cuiy. (B pen. [Tocranosnenust [IpaButenscrBa PO ot 29.11.2022 N 2164)

11. JlnueH3upyrommid OpraH OCYIIECTBJISIET OILIEHKY COOTBETCTBHS COMCKATENS JIMUEH3UU
JUMIIEH3UOHHBIM  TpeOOBaHUSM IyTEM  HANpaBICHUS  MEXBEJIOMCTBEHHBIX  3alpoCOB B
nH(pOpPMallMOHHBIE CUCTEMBI cienyroux opratos: (B pen. [locranosnenus IlpaBurenscrBa PO ot

29.11.2022 N 2164)

®denepanbHON HAJIOTOBOW CIYXOBI - B YacTH TIOJNYYEHHsI CBEACHUN 00 HICHTH(PUKAIMOHHOM
HOMEpPE  HAJOrOIUIaTENbIIMKa, OCHOBHOM TIOCYAApCTBEHHOM  PETUCTPAllMOHHOM  HOMEpE
IOPUAMYECKOTO JIMIIa U OCHOBHOM I'OCY/IapCTBEHHOM PETUCTPALlMOHHOM HOMEpE MHIANBUAYAIBHOIO
npeanpunumarens; (B pea. [Tocranosnenus [IpaButenscra PO ot 29.11.2022 N 2164)

@®oHJ1a IEHCUOHHOTO M COLMAJIBHOTO cTpaxoBaHusa Poccuiickoil denepannu - B 4aCTH MOTYYECHHUS
CBEICHMM, MOATBEPXKAAOIINX HAIWYHE Y COMCKaTeNns JHIEeH3UH pabdoTHHKA (paOOTHHUKOB),
3aKJIFOYMBILErO ¢ HUM TPYAOBOH JOrOBOP, AEATENBHOCTh KOTOPOTO HENOCPEICTBEHHO CBsA3aHa C
oOpareHueM JIeKapCTBEHHBIX cpeAcTB; (B pen. Ilocranosnenus IIpaButensctBa PO ot 29.11.2022

N 2164)

®denepanbHON CITYyKOBI TOCYAApPCTBEHHOW pETHUCTpaliy, Kaaactpa W kKaprorpaduud - B YacTH
MOJIYYCHHA CBGI[GHI/If/’I, MNOATBCPIKAAIOIUX HAJIMYUC 'y COUCKATCIId JIMOCH3MKW Ha IIpaBC
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COOCTBEHHOCTH HJIM HAa WMHOM 3aKOHHOM OCHOBaHHU HGO6XOILI/IMI>IX A4 OCYHICCTBJIICHHUA
(bapMaleBTUYECKON JIeATEIbHOCTU IPOU3BOACTBEHHOIO O0BEKTa WM OOBEKTOB (IOMELIEHHH,
3naHui, coopyxenuit); (B pex. [locranoenenus [IpaBurenscrea PO ot 29.11.2022 N 2164)

®denepalibHON CiTyk)OBI 110 HAA30py B chepe 00pa3oBaHus U HAYKH - B YACTH MOJyUYEHUSI CBEJICHUM,
HOATBEPXKAAIOIINX HATMYHe Yy pabOTHHKA BBICIICTO MM CPeAHEro (apMareBTHIeCKOro
00pa3oBaHus, a TaKkKe cepTU(UKATa CICIHATUCTA JIMOO BBICHICTO MM CPEIHEr0 BETCPHHAPHOTO
o0pa3oBaHus, a TaKke ceprudukara crnenuanucta; (B pea. [locranosienus [IpaButensctsa PO ot
29.11.2022 N 2164)

®DenepalibHOM CITyKOBI 110 HAJI30PY B cdepe 3alluThI IpaB NoTpeOuTeNel u 6J1aronoydns 4eioBeKa
- B YacTH TMOJYyYEHUsS CBEACHUUW O HAIMYUU BBIJAHHOTO B YCTAHOBJICHHOM TIOPSJIKE
CaHUTAPHO-3MUJEMHOJIOTHYECKOTO 3aKIIOYEHUSI O COOTBETCTBUU IOMEIICHUN TpeOOBaHUSIM
CaHUTAPHBIX MPABWJI B OTHOIICHUHM (PapMaleBTUYCCKOW EATEIBHOCTH B cdepe oOpanicHus
JIEKapCTBEHHBIX cpeAcTB. (B pen. [locranosienus IIpasurenscrea PO ot 29.11.2022 N 2164)

B cinyyae HEBO3MOXXHOCTHM HOJYYEHHUS TaKUX CBEACHUM TOKYMEHTBI MOT'YT OBbITh HPEAOCTABICHBI
3asBUTENIeM 10 coOcTBeHHON wuHuuuatuBe. (B pea. IlocranoBnenust IlpaBurenscrBa PD ot

29.11.2022 N 2164)

JluneHsupyroumii  opraH  OCYLIECTBIJISIET  OLEHKY COOTBETCTBMSI  COMUCKATENs  JIMLIEH3UH
JMLIEH3UOHHBIM TPeOOBAHUSAM U IPUHUMAET peIlIeHUEe O MPEJIOCTaBICHUN JTUIEH3UH 00 00 OTKa3e
B €€ IMPEJOCTaBICHUH B CPOK, He mpeBbimaromuid 10 pabounx mHeil co MHSA MoJaudu 3asBICHHUS O
IPEJOCTaBIEHUH JIMLEH3UU Ha OCYILECTBJIEHUE (hapMalleBTHUECKOW JeATeNIbHOCTH B cdepe
oOpallleHus1 JIEKapCTBEHHBIX CPEACTB JUISI MEIUMLUUHCKOIO TPUMEHEHHUS, WIM B CpPOK, HE
npeBbIIAIOIUKA 8 pabouux JHEW co JHS MoAauyM 3asBJIEHHUS O INPEIOCTABICHUU JIMLEH3UU Ha
OCYILECTBIICHHE (hapMaleBTHUECKON NEATEIIBHOCTU B c(epe oOpalleHHs JEKapCTBEHHBIX CPENICTB
JUIS BETEpUHAPHOTO MPUMEHEHMsI, TOCPEICTBOM (hesiepaibHOM rocy1apcTBeHHON HHPOPMALMOHHOM
cuctembl "ENuHBIN MOpTan TOCYJapCTBEHHBIX M MYHUIUNAIbHBIX yciIyr (¢yHKuui). (B pen.
[TocranoBnenus [IpaBurenscta PO ot 27.03.2026 N 324 )

ITpy HamepeHMM CcOMCKATeNsl JIMLEH3UH OCYHIECTBIISTH AEATEIBHOCTh Ha TEPPUTOPHM 3aKPBITOTO
AIMUHHUCTPATUBHO-TCPPUTOPHUAIIBHOTO O6pa30BaHI/I$I CPOK OCYHIECCTBJICHUSA OLICHKU COOTBECTCTBUMA
COUCKaTelNsl JIMLEH3UU JUIEH3HOHHBIM TpeOOBaHUSIM W NPUHATHS PELICHHS O MpelOoCTaBICHUU
JUIEH3UU WIK 00 OTKa3e B €€ NMpeJoCTaBleHUU He mpesbimiaeT 20 paboyux IHEH co IHA Mpuema

3agBlEHUsT O TpeaocTaBieHMH JuieH3uu. (B pea. I[locranosnenust IlpaButensctBa PO ot
29.11.2022 N 2164)

12. Tlpu HamepeHUM OCYIIECTBIATH (hapMaleBTUUECKYIO JEATENIbHOCTh IO  aJpecy, He
IIPEAYCMOTPEHHOMY PEECTPOM JIMIIEH3UM, B 3asBJICHUN O BHECEHUN U3MEHEHUN B PEECTpP JIULEH3UN
JIMIIEH3MAT yKa3bIBa€T CBEICHHUS, COJIEpIKalllMe HOBBIM aJpec OCYIIECTBIECHUS (hapMaleBTHUECKOM
nestensHOCTH. (B pea. [locranosienus [IpaButensctBa PO ot 29.11.2022 N 2164)

13. [Ipm HaMepeHMM BBINOJHATH HOBBIE paOOTHI, OKAa3bIBATh HOBBIE YCIYTH, COCTABJIAIOIINE
(bapMaleBTUYECKYIO JesTeIbHOCTh, HO HE MPEIYCMOTPEHHBIE PEECTPOM JIMLIEH3UH, JTUIIEH3UAT B
3a5BJICHUM O BHECEHWW M3MEHEHHMI B PEECTp JIMIEH3UN YKa3bIBa€T CBEIACHUS O COCTABJISIFOLIUX
(bapMalreBTUYECKYI0 AEATENbHOCTh padoTax (yciyrax), KOTOpbIE JIMIIEH3UAT HaMEpPEeH BBINMOIHATh
(ocymectisTh). (B pen. [loctanosnenus [paBurensctBa PO ot 29.11.2022 N 2164)

14. JluneH3upyronmii opral OCYyLIECTBISET OLEHKY COOTBETCTBUS JIMIIEH3MATa JIMIEH3MOHHBIM
TpeOOBaHUSAM IyTEM TOJYYEHUSI CBEICHHM M3 (enepanbHbIX WH(POPMAIMOHHBIX CHUCTEM: (B DEII.
[Tocranosnenus [IpaBurenscrBa PD ot 29.11.2022 N 2164)
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@DenepanbHOl HAJTOTOBOW CIIY)KOBI - B 4YacTH IOJIyYEHHs] CBEACHUH 00 HICHTU(UKAIMOHHOM
HOMEpE  HaJOTOIUIATENbIINKA, OCHOBHOM  TOCYIapCTBEHHOM  PErHCTPAallAOHHOM  HOMeEpe
IOPUINYECKOTO JIMIIa 1 OCHOBHOM T'OCYJIapCTBEHHOM PETMCTPAIIMIOHHOM HOMEpE WHAMBHYaTbHOTO
npeanpuaumarens; (B pea. Ilocranosnenus [IpasutensctBa P® ot 29.11.2022 N 2164)

@enepalibHON CITy’)KObI TOCYJAapCTBEHHON pPETUCTpallid, KagacTpa W KapTorpaguu - B 4YacTH
MOJIYYSHUS] CBEACHUH, MOATBEPKIAIOIINX HAIMYKE y JIMIIEH3MATa Ha MpaBe COOCTBEHHOCTH WJIM HA
MHOM 3aKOHHOM OCHOBaHUHU HEOOXOJIMMBIX JJIsl OCYIIECTBIICHUS (papMalleBTUYECKOM NeSTEIbHOCTH
MPOU3BOJICTBEHHOTO0 O00BEKTa WM OOBEKTOB (TIOMEUICHWH, 3MaHui, COOpYyKeHHui); (B pex.
[Tocranosienus IIpaButenscTBa PO or 29.11.2022 N 2164)

PoHa NEHCUOHHOIO M COLMAIBHOIrO crpaxoBanus Pocculickon denepanuu - B 4aCcTU MOITYYEHUS
CBEJICHUH, MOATBEPKIAOIIMNX HAMYUE 3aKIF0YEHHOTO TPYAOBOIO I0rOBOpa MEXAY JIMLIEH3UATOM U
pabotHHKOM (pabOTHUKAMHM), NEATEILHOCTh KOTOPOTO HEMOCPEACTBEHHO CBs3aHa C OOpaleHueM
JIEKapCTBEHHBIX cpeAcTB; (B pea. IToctanosnenus IIpasutenscrBa PO or 29.11.2022 N 2164)

DenepanbHO ciayxObl 10 Ha30py B chepe 00pa3oBaHMs U HAYKU - B YACTH MOJIy4YEHUs CBEACHUH O
HAIMYMKA Yy pa0OTHUKA BBICHIETO WM CPEJHEro (apMameBTUYeCKoro oOpa3oBaHUs, a TaKkke
cepTUdUKaTa crenuaiucTa Ju00 BBICIIET0 MM CPEJHEr0 BETEpUHAPHOTO OOpa30BaHUs, a TAKKE
ceprudukara cnenuanucra; (B pex. [locranosnenus [IpaButenscra PO ot 29.11.2022 N 2164)

DdenepanbHO caykO0bl 110 HaA30pY B cepe 3aIuThl IpaB NoTpeOuTeNeH u 01aromnoIydus yenoBeka
- B 4YacTM [IOJIy4EHHUS CBEJEHUH O HAIWYUM BBIJAHHOIO B YCTAaHOBJIEHHOM IIOpSIKE
CaHUTAPHO-3MUIEMHUOJIOTMUECKOr0 3aK/IIOUYEHUS] O COOTBETCTBMM IOMEILEHUH TpeOoBaHUIM
CaHWTapHBIX NPAaBWI B OTHOIIEHHH (DapMaleBTHUECKOW IesATETbHOCTH B cdepe oOpamieHus
JIeKapCTBEHHBIX cpecTB. (B pen. [Tocranosnenus [IpaButenscrBa PO ot 29.11.2022 N 2164)

B cnyyae HEBO3MOXKHOCTHM HOJYYEHHUS TaKUX CBEACHUH TOKYMEHTHI MOTYT OBbITh HPEAOCTABICHBI
3asBUTeNIeM 10 coOcTBeHHON wuHuuMatuBe. (B pea. Ilocranonenust [lpaButensctBa PO ot

29.11.2022 N 2164)

JInueHsupyromuii  opraH OCYLIECTBIISIET OLEHKY COOTBETCTBUS JIMIEH3MATA JIULEH3UMOHHBIM
TpeOOBaHUAM M MPUHUMAET pEIlIeHUEe O BHECEHUU U3MEHEHUH B peecTp JMIEH3UN Win 00 0TKa3e BO
BHECEHUU W3MEHEHUN B peecTp JUIEH3UN B CPOK, HE MPEBBIMIAIOMIMK 5 pabouyux IHEH co AHA
NOJYyYEHHUsl 3a8BJICHUS O BHECEHUU U3MEHEHHUH B peecTp JMIEH3UH, TOCPEACTBOM (enepaabHOI
rocyJapcTBeHHON  uH(pOpMaImoHHoW cuctembl "EAuHBIM  mOpTam  TOCYAapCTBEHHBIX U
MYHUIUNATBHBIX ycIyr (QyHKUuil)', a mpH OCYIIECTBIEHUH JEATEIBHOCTH HAa TEPPUTOPHU
3aKpBITOr0 aIMUHUCTPATUBHO-TEPPUTOPUATILHOTO OOpa30BaHMs - B CPOK, HE IpeBblmaromuii 20
paboyux JHEH co JHA MOITYYEHUs JUIEH3UPYIOUIMM OPraHOM 3asiBJICHUS O BHECEHUU M3MEHEHUI B
peectp nunensuii. (B pex. [Mocranosnenus [IpaBurenscrea PO ot 29.11.2022 N 2164)

15. JluueH3uar BHpaBe OTO3BaTh 3asBJICHUE O BHECEHHUM HW3MEHECHHU B PEECTp JIMIEH3UH 0
MPUHSTUS TUIEH3UPYIONIUM OpPTraHOM PEIICHUs O BHECEHUU WU3MEHEHUN B PEecTp MUIEH3UN UITH 00
OTKa3€ BO BHECEHUU U3MEHEHUH B PEECTP JIULEH3HM.

16. Benenue enuHOroO peectpa JIMIEH3HMM, B TOM YUCIE JIMLIEH3UH, BBIAAHHBIX MCIIOJHUTEIbHBIMU
opranamu cyOwbekToB Poccuiickoit denepanny B COOTBETCTBUM C MEpPEAaHHBIMU MOJTHOMOYUSIMH,
ocymectBisier denepanbHas ciayxba 1o Haa3opy B cdepe 3apaBooxpaHeHHs. Benenue peecrtpa
JUMLIEH3UH B cdepe oOpallleHHs] JIEKapCTBEHHBIX CPEJICTB Ui BETEPUHAPHOIO IMPUMEHEHMS
ocymectBisier denepanbHas ciyxba 1Mo BETEPUHAPHOMY U (PUTOCAHUTAPHOMY HAA30pY. (B pen.
[Tocranosienus [IpaButenscTBa PP or 03.08.2023 N 1268)

HcnonauTenpHble Opranbl cyObekTOB Poccuiickoit deaepanuu OCYIIECTBISIOT BEIECHUE peecTpa
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JMIIEH3UN B OTKPBITOM M 001Ie10CcTyTHOM HHPOpPMAIMOHHOM cucteMe B cetu "MHtepHer" (nanee -
MH(POPMALIMOHHAs CUCTEMA), OIIEpaTOPOM KOTOpo# siBisiercs PenepanbHast ciyxk0a 1o Haa30py B
cdepe 3IpaBOOXpaHEHHs M B KOTOPOM pa3MeIIaeTcsi CChUIKa Ha peecTp JMLEH3ui. (B pen.
[Tocranosienus IIpaButenscTBa PO ot 03.08.2023 N 1268)

17. Wudopmanus, oOTHOCSIIASACA K OCYHIECTBICHUIO (hapMalleBTHUECKON JeSTEIbHOCTH,
npenycMoTpeHHas dactamMu 1 m 2 crateum 21 @DenmepanbHoro 3akoHa "O IHIEH3UPOBAHHUH
OTJICIbHBIX BUIOB JEATEIHOCTH", pa3MelaeTcs Ha opuiuransHoM caiite DenepaibHOM CITyKObI 1O
Haa30py B cdepe 3ApaBoOXpaHeHHS WM Ha odurmansHOM caiite denepanbHON CIyX OBl TO
BETEpUHAPHOMY U (PUTOCAHUTApHOMY Haa30py B cetH "MHTepHeT" (nanee - opumraibHbIe CalThl) B
(dbopMe OTKPHITHIX TAHHBIX.

AxtyanbHast MHGOpMaIUs U3 peecTpa JIMLEH3UI 10JIKHA 0TOOpakaThCsl Ha O(UIMAIIBHBIX caliTax B
pEeXUME peaJbHOrO BPEMEHHU MO0 HE MOo3/IHee 5 MHUHYT C MOMEHTA BHECEHHS U3MEHEHHUH B peecTp
auneH3uil. B ciiyuae HepaboTocrocoOHOCTH MH(POPMAITMOHHONW CUCTEMBI aKTyallbHasi HHpOpMaLus
U3 peecTpa JIMLEH3UH pa3MellaeTcss Ha O(QHUUMANbHBIX CaiiTax I0CiIe BOCCTAHOBJICHUS
paboTOCIIOCOOHOCTH UH(OPMALIMOHHON CUCTEMBI, HO HE Mo3/1Hee 3 pabouux JHEH co AHA BHECEHMS
CBEJICHUH B pEECTp JINLICH3UM.

18. OneHka COOTBETCTBHSI COUCKATENS JIMLEH3UM (JIMIIEH3MaTa) JIMIEH3UOHHBIM TpeOOBaHUAM
OCYIIECTBIISICTCS JIMICH3UPYIOIMM OPraHOM B COOTBETCTBMHM cO crathed 19.1 denepanbHOro
3akoHa "O JUUEH3UPOBAHUN OTJIEIbHBIX BUJIOB I€ATEIBHOCTH" .

OneHka COOTBETCTBHMSI COMCKAaTeNs JMLIEH3UM (JIMLEeH3uaTa) JHMLEH3MOHHBIM TpeOOBaHUAM
IPOBOIUTCS B (hOpPME BBIC3AHOM OIICHKH.

Hcnons3o0Banne CpCACTB AUCTAHIMOHHOI'O BBaI/IMOI[efICTBI/IH, B TOM YHCJIC BHIACOCBA3U (I[anee -
CpCI[CTBa), pu IPOBECACHHUUN BLIC3I[HOI71 OICHKHK COOTBETCTBUA JIMIOCH3HMOHHBIM Tpe6OBaHI/I$IM
OCYHICCTBIIACTCA:

IpY 3asBJICHUU COMCKATEJeM JIMIEH3UU PadoT M yCIyT MO PO3HUYHOM TOProBIIE JIEKAPCTBEHHBIMU
npernapaTamy;

IpU 3asBJICHUM JIMIIEH3MaTOM HOBOTO ajpeca Mo BUAY padOT M yCIOyr MO PO3HUYHOM TOProBIje
JIEKapCTBEHHBIMU TperapaTaMu.

HOprI[OK HCIIOJIB30BaHHUA CPCACTB BKIOYACT B cels:

yKa3aHHWE COMCKaTeNleM JIMIEH3UH (JUIEH3UaTOM) B 3asBJIEHUU O IPEIOCTABICHUU JIHMIIEH3UH
(3asiBIEHMM O BHECEHHM HM3MEHEHUH B peecTp JMLEH3UIH) CBEJCHHH O HAJIWYMU TEXHUYECKOH
BO3MOXXHOCTH HCIIOJIb30BaHUS TPU TPOBEJCHUHM BBIE3THONW OLIEHKH CPEJICTB C BO3MOXXHOCTBIO
UJCHTU(QHUKAIIMKA COUCKATeNsl JIMLIEH3Uu (IMIeH3uara) depe3 (eaepanbHy0 TOCYJapCTBEHHYIO
uHpopmanmoHHyto cucremy "Exunas cucremMa uAeHTHQHUKAUMKM W  ayTeHTU(UKALIUU B
UHpacTpyKType,  obecrneunBaromeil  MHPOPMAIMOHHO-TEXHOJIOTUYECKOE  B3aMMOJCHCTBHE
MH(OPMALIMOHHBIX ~ CHUCTEM, HCIHOJB3YEMBIX JJS  TMPEJOCTaBICHHUS TOCYAapCTBEHHBIX H
MYHUIUIAIBHBIX YCIYT B AJEKTPOHHOU opme";

NPUHATHE JODKHOCTHBIM JIMIIOM JIMIIEH3UPYIOIIETO OpTraHa PEIICHHs O TMPOBEJIECHUU OIICHKH
COOTBETCTBUSl COUCKATENsl JHICH3WH (JUIIEH3WaTa) JHIIEH3MOHHBIM TpeboBaHusM B (opme
BBIC3/IHOM OIICHKH B TUCTAHIIMOHHOM (popMaTe C MPUMEHEHHUEM CPEJICTB;

W3BEIICHUE COMCKATEINsl JTUIEH3UH (JTUIEH3MaTa) O BeIeHUH (POTOCHEMKH U (WJIM) BUCO3AMKCH - B
CJIydac OCYIICCTBICHUA MpOoUCAYpbl OLCHKH COOTBCTCTBHA JIMICH3UOHHBIM Tpe6OBaHI/ISIM B
JTUCTaHIIMOHHOM (hopMarte;
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obOecrieueHne COXPAHHOCTH WH(POPMAIUH, TIOJYYEHHON TMOCPEICTBOM (OTOCHEMKH U (WJIH)
BUJICO3AIIHUCH.

Ecnu B X071e BbI€3AHON OI[EHKU COOTBETCTBUS COMCKATEINS JIMIIEH3UU (JIMLIEH3UAaTa) JIUIIEH3HOHHBIM
TpeOOBaHUSM OCYIIECTBISUIUCH (OTOChEMKA M (MIIM) BHJICO3aIMUCh, 00 ATOM JelaeTcs OTMETKA B
aKTe OLEHKM U TMOANHUCAHUE €ero pPYKOBOAWUTEIEM, HHBIM JIOJDKHOCTHBIM JIMIIOM WU
YIIOJTHOMOYEHHBIM TPEICTABUTEIEM COMCKATENs JHUICH3UH (JdiieH3uara) He Tpedyercs. B arom
cily4yae MaTepuaibl (POTOCHEMKHU U (HJIM) BUACO03aIMCH MPUJIAraloTCs K aKTy OLIEHKH.

Wudopmanus, moxydeHHast ¢ UCTIOIb30BAHUEM CPEJICTB, MOCIE MPOBEACHHS OIIEHKH COOTBETCTBUS
COUCKaTels JIMLIEH3UM (IMLEH3UaTa) JIMIEH3MOHHBIM TPeOOBaHMUAM JIMLEH3UPYIOIUM OPraHoM
COXpaHsieTCs B aBTOMAaTHU3MPOBAHHOH WH(POPMALMOHHOM CHCTEME JHMLEH3UPYIOIIEro OpraHa.
CoxpaHHOCTb yKa3aHHOM HH(pOpMaIMK 00eCIeYMBAETCS JTULECH3UPYIOIUM OPraHOM.

19. Ilpu npoBeJeHUN OLIEHKH COOTBETCTBUSI COMCKATENs JUIEH3UM (JIHMLIEH3MAaTa) JTULECH3MOHHBIM
TpeOOBaHUSAM JIMLIECH3UPYIOLIUI OpraH MOXET MpPUBIEKaTh K IPOBEIACHHUIO TaKOMl OLIEHKH He
3aMHTEPECOBAHHBIX B €€ Pe3yJbTaTax dKCIEPTOB MIIM HKCIEPTHBIE OpraHU3aluK, aKKPEAUTOBAHHBIE
B COOTBETCTBUU C 3aKOHOJATENbCTBOM Poccuiickoit @enepanuu 00 akKpeIuTalui B HAIMOHAJIbHON
CUCTEME AaKKpPEIAWTALUH, & TAKXE IIOJBEJOMCTBEHHBIE JIMICH3UPYIOIIEMY OpraHy OpraHH3alUH
(manee - SKCHIEPTHBIC OPTraHU3AIUN ).

[TpuBneueHne SKCHEPTOB M SKCIEPTHBIX OpraHU3aluil OCYIIECTBISETCS Ha Oe3BO3ME3HOM s
COHUCKaTelIel JUIEH3UH (JIMIIEH3MaTOB) OCHOBE HA OCHOBAHMHU PELICHUS JIMLCH3UPYIOLIEr0 OpraHa,
MOJANUCAHHOTO YIOJHOMOYEHHBIM JODKHOCTHBIM JIMIIOM JIMIIEH3MPYIOIIET0 OpraHa, B KOTOPOM
yKa3bpIBalOTCS (aMIJIMM, HMEHa, OT4yecTBa (NPU HAJIWMYWU) TPHUBIEKAEMBIX JKCIEPTOB HWIIH
HAaUMEHOBAHMUS DKCIIEPTHBIX OpraHU3alui.

MHeHHUs1 3KCHEepTOB, JKCIEPTHBIX OPraHU3allMil O COOTBETCTBUM (HECOOTBETCTBHM) COMCKATEINS
JUIEH3UU (JIMLEH3MAaTa) JHIEH3UOHHBIM TpeOOBaHUSAM M3JIaraloTcs B CIpPaBKe (SKCIEPTHOM
MHEHMH), MOJMUCAHHOW »JKcHepTaMu U (WIHM) YHOJHOMOYEHHBIMHM JOJDKHOCTHBIMH JIUIIAMU
AKCIIEPTHBIX OpraHU3alil, KOTOpas MPUJIAraeTcs K akTy OLEHKH.

B caydae BbISBIEHUS HECOOTBETCTBUSI COUCKATeNs JHMIEH3UM (IMIEH3UaTa) JHULIEH3UOHHBIM
TpeOOBaHUSIM B aKT€ OLIEHKH YKa3bIBaeTCS, KaKUM HMEHHO JIMIEH3UOHHBIM TpPeOOBaHUSIM HE
COOTBETCTBYET COUCKATelNb JMIEH3UU (JIMIEH3HAT) U KaKUM HOPMATHUBHBIM IPAaBOBBIM aKTOM (C
yKa3aHHEM €ro CTPYKTYpHOU €MHUIIbI) TAKOE JUIEH3UOHHOE TPEOOBAHNE YCTAHOBIIEHO.

20. IlpencraBneHue coWCKaTeneM JHUIEH3WH (JIMIIEH3UATOM) 3asBJICHUS O TMPEAOCTaBICHUH
TUICH3UU (3asBJICHUS O BHECCHHH W3MEHEHUU B PEECTp JUIEH3UN) U UX MPUEM JIMIICH3UPYIOIIUM
OpraHOM, MPUHATHE JHUICH3UPYIONINM OPTaHOM PEIICHHS O TPEIOCTaBICHUH JINIIEH3UHU (00 OTKa3e
B MIPEIOCTABIICHUY JIUIIEH3UHN ), BHECEHUN U3MEHEHUH B peecTp JHIeH3ui (00 0TKa3e BO BHECEHUU
W3MEHEHUN B PEECTp JHIICH3UMN), MPUOCTAHOBJICHUH, BO30OHOBJICHUH, MPEKPAIICHUH IEHCTBHS
JUICH3UHU, a TaKKe MpenocTaBlieHrne, (OPMUPOBAHUE U BEJEHUE JIMIIEH3MOHHOTO JIea, BEeAcHUE
peecTpa JIMIEH3UH U MPEOCTABICHUE CBEJCHUM, COACPIKAIIMUXCS B PEECTPE JIUICH3UA, B TOM YHCIIe
BBIIIUCKM W3 peecTpa JULEH3HM, OCYIIECTBISAIOTCS B MOpSAKE, ycTaHOBIeHHOM ®enepanbHbIM
3akOHOM "O JULEH3UPOBAHUM OTAEIIBHBIX BUAOB JIESITEILHOCTH' .

21. Ilpu nopaue 3asBIACHUS O NPENOCTABIECHUU JHUIEH3UU, 3asBJICHUS O BHECEHUM M3MEHEHUW B
peecTp JUUEH3UM IOPUINYECKUM JIUIIOM, WHIUBUAYAJIbHBIM MPEANPUHUMATEIIEM TOIMUCAHUE
TaKOT0 3asBJICHUS OCYLIECTBISIETCS B COOTBETCTBUM ¢ DeepanbHbIM 3ak0HOM "O JHIIEH3UPOBAHUN
OTACJNBHBIX  BUJOB  JESATEIBHOCTU'"  DJIEKTPOHHOM  MOJANMKMCHIO  IOPUAMYECKOrO  JIWIIA,
WHAWBUAYAIILHOTO TPEANPUHUMATENS] C UCIOJIb30BaHUEM (elepallbHONH  TrocyaapCTBEHHOM
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uH(pOpMAaMOHHON cucTeMbl "ENWHBIA TOpTan TOCYNapCTBEHHBIX M MYHUIUIMAIBHBIX YCIIYT
(bynkuuii)". (B pen. Ilocranosnenwnii [IpaButensctBa PO ot 29.11.2022 N 2164, ot 03.08.2023 N
1268)

[Tpu nmonaue 3asBIeHUA (PU3MYECKUM JIUIIOM IPU MPEACTABICHUN MHTEPECOB IOPUIMUECKOTO JIHIA
WIM WHIUBUAYAIbHOTO MpearnpuHUMarens (Mpu HaJIWYUM B OJEKTPOHHOM Qopme B
MaIIMHOYMTAEMOM BUJE JIOBEPEHHOCTEM, IOATBEPKAAIOIIUX COOTBETCTBYIOLIUE IOJTHOMOYMS)
MOJIMUCAHUE TAKOTrO 3asBJICHUSI OCYIIECTBISETCS YCHIIEHHON KBaJM(UIHUPOBAHHON 3JIEKTPOHHOU
HOJNKCHIO WM YCUJICHHON HEKBaTU(DUIIMPOBAHHOMN AIIEKTPOHHOW MOAINMUCHIO, CEPTUPHUKAT KIIH0Ya
IPOBEPKH  KOTOPOM CO34aH M HCHOJB3yeTca B  HUHEpaAcTpykType, oOecrneunBaromen
UH(POPMALIMOHHO-TEXHOJIOTHYECKOE B3aMMOACHUCTBUE HH(DPOPMAITMOHHBIX CHCTEM, HCHOIb3YEMBIX
JUIS1 IPEIOCTABIICHUS TOCYAAPCTBEHHBIX U MYHULMITAJIBHBIX YCIYT U UCIIOJIHEHUS TOCYAapCTBEHHBIX
U MYHHLIWNAIBHBIX (QYHKOMH B SIIEKTpOHHOHW Qopme, B ycTaHOBIeHHOM I[lpaBuTenscTBOM
Poccutickoit @enepanuu nopsake. (B pen. [locranosnenus IlpaBurensctBa PO ot 29.11.2022 N
2164)

22. 3a mpenocTaBi€HUE JIUUEH3UPYIOUIUM OpPraHoOM JMIEH3UHM, BHECEHUE H3MEHEHHUIl B PEECTp
JII/IIIGH?;I/II;'I Ha OCHOBAaHHWHM 3asBJICHHUSI O BHECCHUM H3MCEHCHUH B peecTp JII/IIIGH3HI71 YIL1a4nBacTCA
rocy/IapCcTBEHHasl MOLUIMHA B pa3Mepax U MOPSJKE, KOTOPbIE yCTaHOBJIEHBI 3aKOHOAATEIbCTBOM
Poccuiickoit deneparuum o Hamorax u coopax.

Breimmcka u3 peectpa nmueH3uil B (opMme IEKTPOHHOTO JOKYMEHTA, MOANHUCAHHOTO YCHUIIEHHOW
KBAJM(PHULHMPOBAHHON 3JIEKTPOHHOM IMOANMUCHIO JIUIEH3UPYIOLIEro OpraHa, NpeaocTaBisercs 0e3
B3UMAaHUs IJIAThI.

23. @denepanpHas ciryx0a Mo Ha30py B chepe 3ApaBOOXPAHEHUS B TEUCHHUE 5 pabouuXx THEH co AHS
BBIJIAUM JJOKyMEHTa 00 OKOHYAHWW ITPOBEPKH JIUIIEH3MATa HAMPABISIET B OPraHbl TOCYAapCTBEHHOM
BIacTu cyobekToB Poccuiickoit @enepalyiu, OCyIIeCTBISIONINE TOJTHOMOYHS, YKa3aHHbIE B IYHKTE
1 gactu 1 cratbu 15 ®@enepanpHoro 3akoHa "OO0 0CHOBaX OXpaHBI 37J0POBbs rpakiaH B Poccuiickoit
Oenepanuu'", 3aBepeHHbIE KOMHHM IMPHUKA30B O MPUOCTAHOBJICHWHW U BO30OHOBICHUU AEHCTBUA
JUIEH3UM, Ha3HAYCHUH TMPOBEPOK JIUIICH3WATOB, KOMUU AaKTOB TIPOBEPOK JIMIICH3UATOB,
npeInucanuii 00 yCTpaHEHUH BBISBICHHBIX HApYIIEHUH JHIIEH3MOHHBIX TPeOOBaHHI, MPOTOKOJIOB
00 aTMUHUCTPATUBHBIX IPABOHAPYIICHHSX, MOCTAHOBJICHWNA O HA3HAYCHWH aIMUHUCTPATHBHBIX
HaKa3aHW W  JPYTUX JOKYMEHTOB, CBS3aHHBIX C  OCYIIECTBICHHEM  (penepanbHOro
TOCYJapCTBEHHOTO KOHTPOJs (Ham3opa) B cdepe oOpaileHus JEKapCTBEHHBIX CPEACTB, B
OTHOIICHHUH JIUI[EH3UATOB (32 UCKIIIOUEHUEM JIUIICH3UATOB, MPEACTABUBIINX 3asiBICHUS O BHECCHUU
W3MEHEHUHN B PEECTP JIMIICH3UI ), OCYIIECTBISIONINX JACSITEIILHOCTh TI0 0OPaICHUIO JICKAPCTBEHHBIX
CPEICTB, 7Sl BKIIOYCHHS B IMIIEH3UOHHBIE Iefia B OYMaKHOM WM AJIEKTPOHHOM BHUJIE.

24. ®opMupOBaHUE JIMIIEH3MOHHOTO JEja COMCKATeNs JMIEH3UU (B OTHOIIEHUHU JIEKAPCTBEHHBIX
CPEICTB JJIsl MEIULHUHCKOIO MPUMEHEHHs), JUIEH3uaTa OCYLIECTBIIAETCS B aBTOMAaTH3UPOBAHHOM
uHpopMalnoHHOM cucteme denepanbHO ci1yk0bI 10 HAA30PY B chepe 31paBoOXpaHEHUS.

25. OmeHka coONIO/IEHUs JMIIEH3MaTaMU JIMIIEH3MOHHBIX TpeOOBaHWM MpPH OCYLIECTBICHUU
(bapMarieBTUYECKON JEeSTETbHOCTH OCYILECTBISICTCS B paMKax (enepaibHOro rocyaapcTBEHHOTO
KOHTpOJIs (Haa3opa) B cpepe oOpaleHus JIEKapCTBEHHBIX CPEJCTB.

Ilpunoscenue

x Tonooicenuio o JUYEHIUPOBAHUU
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Gapmayesmuyeckoil desmenbHOCMU

IHHEPEYEHD BbBIIIOJTHAEMBbIX PABOT,
OKA3BIBAEMBIX YCJIYIT, COCTABJIAIOLINX
OAPMALEBTUYECKYIO AEATEJIBHOCTD

(B pen. ITocranosienus IIpaBurennctea PO ot 29.11.2022 N 2164)

|. B cpepe oOpanieHus JeKapCTBEHHBIX CPEACTB JJIs1 MeIUIIHHCKOT O
NpUMeHeHHsI

1. OnToBas TOPTOBJIA JICKAPCTBCHHBIMU CPCACTBAMU AJISI MEAUITHMHCKOI'O IIPUMCHCHU S
XpaHeHHe JICKApPCTBCHHLBIX CPCACTB JJII MCAUIIMHCKOI'O IIPUMCHCHUA
XpaHeHHe JICKAPCTBCHHBIX NIpCapaToB AJI1 MCAUIHUHCKOI'O IPUMCHCHUS

HepeBOSKa JICKAPCTBCHHBLIX CPCACTB IJIA1 MCAUITUMHCKOI'O ITIPUMCHCHU A

Po3zununas TOPIroBJIA JICKAPCTBCHHBIMHU ITp€riapaTaMu JJIs1 MCAUIUHCKOI0 IPUMCHCHUA

2.
3.
4.
5. HepeBOSKa JICKAPCTBCHHLIX IIPCIIApaTOB AJIsI MCAUIMHCKOI'O IIPUMCHCHUA
6.
7. OTHYCK JICKApPCTBCHHBIX MPCIAapaToB I MEAUIUHCKOTI'O IPUMCHCHUA

8.

M3roroBieHue JIEKapCTBEHHBIX MPENApaToB Ul MEIULUHCKOTO IPUMEHEHUs, 32 UCKIIOUEHUEM
U3TOTOBJICHUST  paauodapMalieBTUUECKUX JIEKAPCTBEHHBIX IpPEnaparoB s  MEIUIMHCKOTO
npumenenus (B pea. [locranosnenus [IpaButensctBa PO ot 29.11.2022 N 2164)

9. WUsrorosnenue paanodapMaleBTUUECKUX JEKApCTBEHHBIX MpenaparoB s MEIUIIMHCKOTO
npumenenus (B pea. [locranosnenus [IpaButensctBa PO ot 29.11.2022 N 2164)

Il. B chepe oOpanieHus JeKkapcTBEHHBIX CPECTB /5l BETEPMHAPHOIO
NpuMeHeHusl

. OnToBast TOpro.iIsl JEKapCTBEHHBIMH CPEACTBAMM JUIsl BETEPUHAPHOTO IPUMEHEHUS

. XpaHeHHeE JEKapCTBEHHBIX CPEJICTB 1JI1 BETEPUHAPHOTO IPUMEHEHUS

. XpaHeHHe JIEKapCTBEHHBIX MPENapaToB JJI BETEPUHAPHOTO NPUMEHEHUS

. [IepeBo3Ka IeKapCTBEHHBIX CPEACTB JJIsI BETEPUHAPHOTIO IPUMEHEHHUS

. IlepeBo3Ka JIeKapCTBEHHBIX IIPENAPATOB JUIsl BETEPUHAPHOTO PUMEHEHUS

. Po3HHNYHas TOProsiist JI€KapCTBEHHBIMU MpenapaTaMu AJis1 BETEPUHAPHOTO IPUMEHEHUS

. I3roToBneHme nekapcTBEHHBIX NMPENApaTOB /ISl BETEPUHAPHOIO IPUMEHEHUS

0 9 N L R W N

. OTmyck JIeKapCTBEHHBIX MPENapaToB [Ji BETEPUHAPHOTO PUMEHEHHS
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Ipunosxcenue
K nocmanoénenuio Ilpasumenscmea
Poccuiickoti @edepayuu

om 31 mapma 2022 2. N 547

IMEPEYEHb HOPMATHUBHBIX IPABOBBIX AKTOB
OTAEJIbHBIX MOJOKEHU HOPMATUBHBIX
ITPABOBBIX AKTOB ITPABUTEJILCTBA POCCUNCKOU
®EJEPALINU, YTPATUBILINX CUITY

1. IlocranoBnenue I[lpaButenbcrBa Poccuiickoit @enepanun ot 22 nekadbpst 2011 r. N 1081 "O
JMILIEH3UpOBaHUM (apmarieBTuyeckoi aesrenbHocTu" (CobpaHue 3akoHopaaTenbcTBa Poccuiickoi
Oepnepannn, 2012, N 1, ct. 126).

2. llyukt 170 u3meHeHult, kotopbie BHOcATCs B akThl [IpaButenbctBa Poccuiickoii @eneparuu mno
BOIIpOCAM  JesATenbHOCTHM ~ MuHHcTepcTBa  3apaBooxpaHeHuss  Poccuiickonn — ®denepanuu,
yTBEpKACHHBIX nmocTaHoBieHueM [IpaButenbctBa Poccuiickoit ®eneparuu ot 4 centsiops 2012 r. N
882 "O BHeceHuu u3MeHeHUIl B HekoTopble akThl [IpaButenbcrtBa Poccuiickoit ®enepanuu 1mno
BOIpOcaM JiesTenbHOoCTH MuHHcTepcTBa 3apaBooxpanenus Poccuiickoit @enepanuun" (Cobpanue
3akoHoaarenbeTBa Poccniickoit deneparuu, 2012, N 37, ct. 5002).

3. Ilynkr 1 w3MeHeHHi, KOTOphsle BHOCATCS B akThl [IpaButenscTBa Poccmiickoit dexepanuu 1mo
BOMpocaM 0OpalleHus JEeKapCTBEHHBIX CPEACTB I MEAUIIMHCKOTO MPUMEHEHUS, YTBEPKIACHHBIX
noctaHoByiienreM [lpaButenbctBa Poccuiickoit ®enepanuu ot 15 ampens 2013 r. N 342 "O
BHECEHUU HU3MEHEHUN B HEeKoTopble akThl [IpaBurenscrBa Poccuiickorn denepannu mo Bompocam
oOpallleHus  JIGKapCTBEHHBIX  CPEACTB  JUIsi  MeauuuHckoro  npumeHeHus"  (CoOpanue
3akoHoAarenscTBa Poccuiickoit @enepamuu, 2013, N 16, ct. 1970).

4. TlyHkT 2 u3MeHeHuM, KoTopwle BHOcATCS B akThl [IpaButenbctBa Poccuiickoit ®denepanum,
YTBEp)KJIEHHBIX MocTaHoBieHneM IIpaButensctBa Poccuiickoii deaepaunu ot 23 centsops 2016 r.
N 956 "O BHeceHuun u3MeHeHHIl B HekoTopwle akThl IIpaBurensctBa Poccuiickoit denepanun"
(Cobpanme 3axkonogarenscTBa Poccuiickoit @enepanun, 2016, N 40, ct. 5738).

5. IlyHkr 2 u3MeHeHu#, KoTopwsle BHOcATcs B akThl [IpaBurennctBa Poccuiickoit denepanuu,
YTBEpKACHHBIX MocTaHoBieHueM lIpaBurensctBa Poccuiickoit @eaepanuu ot 4 urong 2017 r. N
791 "O BHeceHuMum H3MEHEHUN B Hekoropble akThl [IpaButenbcrBa Poccuiickont Penepanyn”
(Cobpanue 3akonomarensctBa Poccuiickoit deneparuu, 2017, N 28, ct. 4165).

6. IIynkt 1 u3mMeHeHu#, KoTopsle BHOCATCS B akThl [IpaButensctBa Poccuiickoit denepannu mno
BOIPOCaM OCYILECTBJICHUS JUIEH3UPOBAHUS OTIENbHBIX BHUIOB JAESITEIBHOCTH Ha TEPPUTOPUU
MEXIYHApOJAHOIO MEIUIIMHCKOrO KjacTepa, YTBEP)KIEHHBIX IIocTaHOBiIeHHEM [IpaBuTenbcTBa
Poccutickoit ®eneparuu ot 21 deBpans 2020 r. N 192 "O BHeceHHH N3MEHEHHU B HEKOTOPHIE aKThI
ITpaButensctBa Poccuiickoir @exepanuu 1O BONpOCaM  OCYIIECTBICHMS JIMLEH3UPOBAHUS
OTIENbHBIX BHUAOB JCATEIBHOCTH HAa TEPPUTOPHUM MEKIYHAPOJHOTO MEIUIMHCKOrO Kiacrepa'
(Cobpanme 3akononarenscTBa Poccuiickoit @enepanuu, 2020, N 9, ct. 1195).

7. IlocranoBnenue IlpaBurensctBa Poccuiickoit @enepanuu ot 15 masg 2020 r. N 687 "O BHeceHUH
n3MeHeHU B TyHKT 5 IlomoxkeHus o JWIEeH3UpOBaHWH (HapMaIeBTUUECKOW IeaTebHOCTH"
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(Cobpanme 3akonogarenscTBa Poccuiickoit @enepanun, 2020, N 21, cr. 3269).

8. Ilynkr 1 u3meHeHui, KoTopsle BHOCATCS B akThl IIpaButensctBa Poccuiickoit denepanuu mo
BOIIPOCAM JIMLIEH3UPOBAHUS OTAEJIbHBIX BUJOB ACATEIBHOCTH, YTBEPKICHHBIX IOCTAHOBJICHHEM
[TpaButenscTBa Poccuiickoit @eneparuu ot 28 Hosiopst 2020 1. N 1961 "O BHeceHMH U3MEHEHUH B
HekoTopble akThl IlpaButenncTtBa Poccuiickoit ®enepauuu MO BOIMpOcaM  JIMIIEH3UPOBAHUS
OTIIeNbHBIX BUIOB AestenbHocTH" (Cobpanue 3akoHomarenscTBa Poccuiickoit denepanuu, 2020, N
49, ct. 7934).

9. Ilynkr | w3MeHeHHW#, KOoTOpele BHOcATCS B akThl [IpaBurenncrtBa Poccuiickoit denepanmu,
YTBEP)KJICHHBIX MocTaHoBieHUeM [IpaBurenscTtBa Poccuiickori ®@enepanuu ot 9 mapra 2022 r. N
328 "O BHeceHuum u3MeHeHUM B Hekoropble akThl [IpaButenbctBa Poccuiickoit Penepauun”
(Cobpanue 3axkonomarensctBa Poccuiickoit deneparuu, 2022, N 11, cr. 1712).
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