MPABUTEJbCTBO POCCUHUCKOU ®EJEPAIINN

INOCTAHOBJIEHUE
ot 31 maprta 2022 r. N 547

Ob YTBEPKAEHUH ITOJIO’KEHUSI O
JIMOEH3UPOBAHUU ®PAPMALHEBTUYECKOU
AEATEJIBHOCTH

(B pea. IlocranoBnenuii [IpaButenscrBa 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)

B coorBercTBuM ¢ DenepanbHbIM 3aKOHOM "O JIMLIEH3UPOBAaHUM OTAEIBHBIX BUJIOB IEATEIBHOCTH"
IIpaBurenscTBO Poccuiickoin denepanyv NOCTaHOBIIAET:

1. Y1BepauTh npuinaraemoe [lonoxxkeHue o TuIeH3upoOBaHUH (PapMaIleBTUIECKOM TSI TEIIbHOCTH.

2. Ilpu3HaTe yYTpaTHBIIMMHU CHJIy HOPMAaTHBHBIE IIPABOBBIE AaKTbl M OTACIbHBIE IOJIOXKECHHUS
HOPMATHBHBIX NPaBoBbIX akTOB [IpaBurenbcTBa Poccuiickoit denepanuu 1o NEpedHIO COrJIacHO
MIPUIIOKEHUIO.

3. Hacrosmiee nocraHoBieHue BcTynaeT B cuiy ¢ 1 ceHTs10ps 2022 r. u geiictByer 10 1 ceHTAOps
2028 1.

IIpeoceoamensv Ilpasumenvcmea
Poccuiickoii @edepayuu

M. MULLTYCTHH

VYTBEPK/I[EHO
nocmanognenuem llpasumenvcmea
Poccuiickoti @edepayuu

om 31 mapma 2022 2. N 547
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IHHOJIOKEHHUE O TUUNEH3UPOBAHUH
OAPMALHEBTHYECKOU JEATEJIBHOCTH

(B pexn. ITocranosnenuii [IpaBurenscra 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)

1. Hacrosimee IlonoxeHue ycTaHaBIUBaeT MOPSAJOK JIHMIICH3UPOBaHUS (papMaleBTHUECKON
JESATEIIBHOCTH, OCYLIECTBIAEMON IOPUAMYECKMMU JIMIIAMM, B TOM YHCIE HMHOCTPAHHBIMU
OPUINYECKUMH JIMIIAMH, BKJIFOYAsl OpraHU3aluy ONTOBOM TOPIOBIIM JIEKAPCTBEHHBIMH CPEICTBAMU,
anTeyHble OpraHM3alii, BETEpPUHApPHBIE alTEYHbIE OPraHu3alud, a TaKKe MEIULUHCKHUE
OpraHM3alil U MX 000COOJIEHHBIE MOJpa3AeNieHUs, PACHOJIOKEHHbIE B CEIbCKUX HACEIECHHBIX
IIyHKTaX, B KOTOPbIX OTCYTCTBYIOT allT€YHbIE OPraHU3ALUU (JJaJIee COOTBETCTBEHHO - MEAMIIMHCKUE
opranu3zanuy, o000COOJEHHbIE MOApA3JCIeHNs MEIULIUHCKUX OpraHu3alui), BeTepUHApPHBIC
OpraHu3aly, 1 UHANBUIYaIbHBIMU NpeanpuHumMaTensMu. (B pea. [loctanosnenus [IpaButenbcrBa
P® o1 06.11.2024 N 1498)

2. ®apmarnieBTHUECKAs ACITEIHHOCTh BKIIOUAET PaOOTHI U YCIIYTH COTJIACHO MPHUIIOKEHHUIO.

3. JluuensupoBanue  (HapMalEBTHUECKOW  JEATETBHOCTH  OCYHIECTBISIIOT — CIIEIYIOIINe
JTUICH3UPYIOIUE OPTaHbI:

a) @enmepanmbHas cioyk0a M0 HaA30py B cdepe 3ApaBOOXPAHCHUS - B YaCTH JICATEIHHOCTH,
OCYIIECTBIISIEMOMN:

OpraHHu3alusIMU OIITOBOM TOProBJin  JICKAPCTBCHHBIMU  CPEACTBAMU  JIsI ~ MCAUIHUHCKOTO
MMPUMCHCHU A,

anTeYHbIMH OpraHU3alUsMHU, TOABEAOMCTBEHHBIMU (eAepatbHbIM OpraHaM HCIOTHUTEIbHOM
BJIACTH,

WHBIMU  OpTraHM3allMsMU ¥ WHIUBUIYAIbHBIMA MPEANPUHUMATEISIMH, OCYIIECTBISIONINMHI
(dbapMaleBTUYECKYIO JEATEIbHOCTh, B YaCTU OLIEHKU COOJIIOJICHUS JMIIEH3HMAaTaMU JHIICH3UOHHBIX
TpeOOBaHUI MOCPEICTBOM OCYIIECTBIICHUS (eepAIbHOTO TOCYIapCTBEHHOTO0 KOHTPOJIS (HaA30pa)
B cepe oOpamieHus: JEKapCTBEHHBIX CPEACTB (32 UCKIIOYCHHEM JIMIIEH3MATOB, MPEICTABUBIIUX
3asBJICHUsI O BHECCHHHM W3MEHEHUW B PEECTp JHUIEH3WM Ha OCYIIECTBICHHE (PapMarieBTUYECKOM
NESTENIbHOCTH (Jjajieeé COOTBETCTBEHHO - JIMIIEH3WM, PEeCTp JMIEH3U), TMOJIHOMOUYUN IO
MIPUOCTAHOBIICHUIO, BO30OHOBIICHUIO JCHCTBUS JIMIICH3WH, a TaK)Ke MOJTHOMOYWMN, CBSI3aHHBIX C
AHHYJUPOBAHUEM JIULIEH3U B Cy/1e0HOM TOPSIKE;

0) HWCHOJIHUTENbHBIE OpraHbl CyOBeKkTOB Poccuiickoit demepanuu - B YacTH OCYIIECTBICHUS
NeSITeIbHOCTH B cdepe oOpallleHus JEKapCTBEHHBIX CPEACTB Ui MEIUIMHCKOrO NMpPUMEHEHUs (B
YaCTH NPENOCTABICHUS JINLIEH3UH W BHECEHMS M3MEHEHMI B PEECTp JHUUEH3HM, MPEIOCTABICHUS
BBIIIUCOK M3 peecTpa JIMLEH3UH, OLICHKM COOTBETCTBHS COMCKATENd JIMICH3UH, JIMLEH3UaTa
JUICH3UOHHBIM TpeOOBaHUSM - B OTHOIIEHWU COUCKATeleW JMIIEH3WH W JIMIEH3UaTOB,
[IPEACTABUBIINX 3asBJICHUSA O BHECEHUU MU3MEHEHMI B PEECTp JIMLEH3UH, NIPEKpaALICHUS IEUCTBUS
auneH3uil, GopMHpoOBaHUS U BEACHUS PEECTPOB IMPEIOCTABIEHHBIX OpPraHaMu TroCyAapCTBEHHOU
BJIacTH cyObekToB Poccuiickoit @enepauuu JuLEH3UH, yTBepxkaeHUs ¢GOpM 3asBIEHUN O
MPEIOCTABIEHUU JIMLEH3UN, BHECEHMM HW3MEHEHUN B peecTp JUIEH3UH, yTBEpKIeHHUs (opm
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YBEAOMJICHHMM M JIpYTHX HCIIOJIb3YEeMbIX B Ipollecce JHUIEH3UPOBAaHUS JOKYMEHTOB, a TaKkXke
NPEJOCTABICHUS] 3aMHTEPECOBAHHBIM JIMLAM HMH(OpPMAIMK IO BONpPOCAaM JIMIECH3UPOBAHMA,
BKJIIOYasi pas3MenieHre 53Toi uHbopMauud B HHGOPMAIUMOHHO-TEIIEKOMMYHHKAIIMOHHON CEeTH
"Uutepuer" (manee - cerb "HHTepHer") Ha odUIMANBHBIX caliTax OpPraHOB TOCYJApCTBEHHOMN
BlIacTH CcyOBekTOB Poccuiickoii denepannu ¢ yKa3aHHEM aJpecOB AJICKTPOHHOW TIOYTHI, IIO
KOTOPBIM TI0JIb30BaTENIIMU 3TOM HMH(OpMAIlMM MOTYT OBITh HANpaBJIEHBI 3alPOCHl U MOJIy4YeHA
3anpamBaeMas uHdopmaims), ocymectsisieMoid: (B pen. [loctanonenust [IpaBurensctBa PO or

03.08.2023 N 1268)

opraHu3alnusamMu, 3a UCKIHOYCHHUEM OpI‘aHI/I3aL[I/II71 OIITOBOI1 TOProBJIA JICKAPCTBCHHBIMU CPCACTBAMUA
A1 MEAUIHUHCKOTO IPHUMEHCHUA M aAIlITCUYHBIX OpFaHHSaHHﬁ, HOABECAOMCTBCHHBIX (beﬂepaHbHBIM
opraHam HUCIIOJIHUTEIbHOM BJI1aCTH,

HHIUWBUAYaJIbHBIMU IIPEANIPUHUMATCIIAMU,
HHOCTPAHHBIMU IOPUIUYICCKUMU JIMIAMM

B) @enepanpHas ciayx0a 10 BeTepUHAPHOMY U (PUTOCAHUTAPHOMY HA/I30DPY - B YACTH JESATEIHHOCTH,
OCYILECTBIIsIEMOH B chepe oOpallieHus IEKapCTBEHHBIX CPEJCTB Ul BETEPUHAPHOTO IPUMEHEHHUS.

4. Conckarenb JIMICH3UHU OOJIKCH COOTBETCTBOBATH CIICAYIOIIHUM JIMICH3UOHHBIM Tpe60BaHI/I$IMZ

a) HaJM4YMe TPOM3BOJICTBEHHOTO OOBEKTa WM OOBEKTOB (ITOMEUICHWH, 3[aHH, COOPY)KEHUI) H
000pyIOBaHUS IO MECTY OCYILECTBJICHUS (hapMalleBTUUECKON JesTeIbHOCTH, NIPUHAAISKAIINX Ha
npaBe COOCTBEHHOCTH WJIM Ha MHOM 3aKOHHOM OCHOBaHWH, MPEAyCMAaTPHBAIOIIEM MIPABO BIIAJICHUS
U IIPaBO I0JIb30BaHMs, JTMOO MPHUHAJISKALIMX HA MpaBe COOCTBEHHOCTH WJIM HAa WHOM 3aKOHHOM
OCHOBAaHUU MHOMY JIMIEH3UATy, UMEIOIIEMY JIMLEH3UI0 Ha OCYIIECTBIEHUE pabOT, OKa3bIBAEMbIX
YCIYT, COCTaBJSIOIIUX JESATEIbHOCTh 10 ONTOBOW TOPrOBIIE€ JIEKAPCTBEHHBIMU CPEACTBAMH JUIS
MEAMIMHCKOTO MPUMEHEHMsI, U JoroBop (0T 12 mecsleB) ¢ coucKaTelleM JHUIEH3UU O Mepenade
paboT (ycimyr) Ha ayTCOPCHHI (B YacTH XpaHEHMs JIEKAPCTBEHHBIX CPEJCTB JJIS MEAMLIUHCKOTO
MIPUMEHEHHS ), COOTBETCTBYIOIMUX TpeOoBaHUAM cTathu 54 deaepanpHoro 3akona "O6 obpameHnn
JeKapCTBEHHbIX CpPEACTB", MpaBWiIaM HaJJexaleld IUCTPUOBIOTOPCKONW MPAaKTUKM B paMKax
EBpasuiickoro 3KOHOMHYECKOIO COI03a, MpaBUiaM XpaHEHMsI JIEKApCTBEHHBIX CPENCTB,
YTBEP)KJICHHBIM  YTIOJIHOMOYEHHBIM  (heZiepalibHbIM  OpPraHOM HCIOJHMUTENBbHOM BiacTH (3a
UCKJIIIOYECHHEM MEIUIMHCKUX OpraHu3alui ¥ 000COOJEHHBIX MOApPA3IEICHUN METUIIMHCKUX
opranusanuii); (B pen. [locranonenus [Ipasurenscrea PO ot 01.06.2024 N 756)

0) Hanmu4Khe MPOM3BOACTBEHHOTO OOBEKTa MM OOBEKTOB (MOMEIICHUH, 3/IaHUN, COOPYKEHHI) U
000pyIOBaHHUS TI0O MECTY OCYIIECTBIICHUS (hapMalleBTHUECKON JESTeIbHOCTH, TPUHAISKAIINX Ha
npaBe cOOCTBEHHOCTH WJIM HAa MHOM 3aKOHHOM OCHOBAaHHH, IIPEIyCMAaTPHUBAIOIIEM MPAaBO BiaJICHUs
U TIPAaBO TOJB30BAHMSA, - U OPTaHU3AIUN ONTOBOW TOPTOBJIH JIEKAPCTBEHHBIMU CPEICTBAMH IS
BETEPUHAPHOTO MPUMEHEHHsSI, COOTBETCTBYIOIINX TpeOoBaHUsM cTaThbu 54 denepanbHOro 3aKoHa
"O0 oOparmieHnH JIEKapCTBEHHBIX CPEJCTB", MpaBWiaM HaJIeKaIeH TUCTPUOBIOTOPCKON MPAKTUKA
B pamKax EBpa3miickoro 3KOHOMHUYECKOTO CO03a, MpaBUiaM XPaHEHHS JIEKAPCTBEHHBIX CPENICTB
JUIsl BeTepuHapHoro npumeHeHus; (B pea. Ilocranonenwnii [IpaButensctBa PO ot 03.08.2023 N
1268, ot 01.06.2024 N 756)

B) HaJM4yue NMPOM3BOJICTBEHHOTO OOBEKTa WM OOBEKTOB (IIOMEIIEHUH, 3/1aHUM, COOPYXKEHHI) U
000pyIOBaHHUSI IO MECTY OCYIIECTBIIEHUS (hapMalleBTUUECKON JesTeIbHOCTH, IPUHAAISKAIINX Ha
npaBe cOOCTBEHHOCTH WJIM HAa MHOM 3aKOHHOM OCHOBAaHHH, IIPEyCMAaTPUBAIOLIEM MIPaBO BJa/eHUS
U MPaBO IOJI30BAHMSI, - JUIsl OpraHU3aluil PO3HUYHON TOPrOBJIM JIEKAPCTBEHHBIMU IIperapaTaMu
JUIST MEIUIIMHCKOTO TPUMEHEHHUs, COOTBETCTBYIOIIMX TpeOoBaHUAM cTaThu 55 denepalibHOTO
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3akoHa "OO oOpallleHnH JEKapCTBEHHBIX CPEJCTB", MpaBWJIaM HaJUICKAIIEeH anTEeYHOW MPaKTHUKH,
mpaBujiaM XpaHCHUA JICKAPCTBCHHBIX CPCACTB, YTBCPKACHHLIM YIIOJJHOMOYCHHBIM (bellepaJIBHbIM
OpraHOM HCIIOJIHUTEIbHON BJIACTH (32 UCKIIOYEHHUEM MEIUIMHCKUX OpraHu3anuil 1 060co0IeHHBIX

NOJIpa3JielIeHnii MEIUUMHCKUX opraHu3auuil); (B pen. Ilocranonenust IlpaButensctBa PO ot
01.06.2024 N 756)

I') HaJu4Yue IMPOM3BOJCTBEHHOIO OOBEKTa WM OOBEKTOB (IMOMEUICHWH, 37aHUH, COOPYKCHHUH) U
000pyIOBaHUS 110 MECTY OCYIIECTBIICHUs (PapMaIieBTUYECKON JEATEIBHOCTH, MPUHAMISKAITUX Ha
npaBe COOCTBEHHOCTH WJIM Ha MHOM 3aKOHHOM OCHOBaHWH, IPEAYyCMaTPHBAIOIIEM MIPABO BIIAJICHUS
U MPaBO IMOJIB30BAHMS, - JUIsI OpraHU3aluii PO3HUYHON TOPTOBJIM JICKAPCTBEHHBIMH TperapaTaMu
JUIE BETEPUHAPHOTO TPUMEHEHHUs, COOTBETCTBYIOUIMX TpeOoBaHMsIM cTaThl 55 denepanbHOTO
3akoHa "OO oOpaleHWH JIEKapCTBEHHBIX CPEACTB', MpaBWIaM Ha/JICXKAIIEeH anTeuyHON MPaKTUKH
JICKapCTBCHHBIX  MpenapaToB  JUIsl  BETEPUHAPHOTO  NPUMEHEHHS, MpaBWIAM  XPaHCHHS
JICKapPCTBEHHBIX CPEJCTB JIJIsl BeTepHHApHOTO puMeHeHus; (B pea. [locranoBnenus [IpaBurenncTBa
P® ot 03.08.2023 N 1268)

1) HAJIMYUE TPOU3BOJICTBEHHOTO 00BhEKTa (TIOMEIICHHUSI, 31aHHs, COOPYKEHUS) U 000PYAOBAHUS T10
MECTY OCYyIIeCTBICHHs (apMalleBTUUECKON JesATeNbHOCTH, MPUHAANIEKAIUX Ha  IIpaBe
COOCTBEHHOCTH WJIM HAa HWHOM 3aKOHHOM OCHOBaHUH, MPEAyCMaTpHUBAIOIIEM IPaBO BIAJACHUS U
MPABO MOJIb30BAHMUS, - JJIS1 UHAUBUAYAIBHOTO MIPEIIPUHUMATENS], COOTBETCTBYIOLIETO TPEOOBAHUAM
cratbl 55 @enepanbHOro 3akoHa "OO oOpalleHUM JIEKapCTBEHHBIX CpPEJICTB", IpaBUiIaM
HaJJIeXKAaIIeH anTeYHON MPaKTHUKHU, MPaBUJIaM XPaHEHUs JIEKaPCTBEHHBIX CPEACTB, YTBEP)KIECHHBIM
YIIOJTHOMOYEHHBIM (heZiepalibHBIM OpPraHOM HCIOJMHHUTENbHON Biactw; (B pen. [locraHoBneHHS
[TpaButenscTBa PD ot 01.06.2024 N 756)

€) HaJIUYUe MPOU3BOJCTBEHHOTO0 OOBEKTa MM OOBEKTOB (MOMELIECHUH, 3MaHUi, COOPYKEHHII) U
000pyI0BaHHUs 110 MECTY OCYLIECTBIIEHHUS (PapMalieBTUUECKON NESATENIbHOCTH, NMPUHAIISKAIIUX Ha
npaBe COOCTBEHHOCTH WJIM Ha MHOM 3aKOHHOM OCHOBaHUH, MPEAyCMaTPUBAIOLIEM MIPABO BIIaJIEHUS
U TpaBO TMOJb30BaHMs, - JUIsl BETEpPUHApPHOW alTEeYHOM OpraHu3alud WIM HHIUBUIYaJIbHOIO
OpeNpUHUMATENs, COOTBETCTBYIOIIMX TpeboBaHusM craTth 56 @DenepanbHoro 3akoHa "OO6
oOpallleHuH  JIeKapCTBEHHBIX  CPEACTB", TMpaBWIaM  HaJJeXalled  anTedyHON  MpPaKTUKU
JIEKapCTBEHHBIX MPENapaToB Il BETEPUHAPHOTO MPUMEHEHUs, TPaBUIaM H3TOTOBJICHUS U OTITyCKa
JIEKapCTBEHHBIX  IpenapaToB JUIsl  BETEPUHAPHOIO  NPUMEHEHHUs, MpaBuUiaM  XpaHEHHUS
JIEKapCTBEHHBIX CPEJACTB TSl BeTepUHApHOTO npuMeHeHus; (B pen. [locranoBnenus [IpaBurenscTBa
P® o1 03.08.2023 N 1268)

)K) HaJIM4YUC y MEIUITMHCKOMN OopraHu3aluu - COUCKATCIIA JIMOCH3UU JIMOCH3UHU Ha OCYIICCTBIICHUC
MEIUITHHCKON JACATCIIbHOCTH,

3) HaJW4YhWe B COOTBETCTBHHM C MpPaBHJIAMH HaJUIeKANEH anTeyHOW TNPAKTHKH JIeKapCTBEHHBIX
IpenapaToB JUIsi MEJUIIMHCKOTO MPUMEHEHUS, NPaBHIaMH XPaHEHUs JIEKAPCTBEHHBIX CPENICTB IS
MEIUIIUHCKOTO TIPUMEHEHUS, NPaBUIIaMH HaJUIeKalled JUCTPUOBIOTOPCKON MPAKTHKH B paMKax
EBpa3uiickoro 3KOHOMHUYECKOTO COI03a JIMIIA, OTBETCTBEHHOTO 3a BHEIpEHHE U obecredyeHue
CHCTEMBI KayecTBa XpaHCHHS W TIEPEBO3KM JIEKAPCTBEHHBIX TIPEMApPaToB M aKTyaIH3aIlUIo
CTaHJAPTHBIX ONEPAMOHHBIX MPOLEAYP I OCYIECTBICHHS (apMalleBTUYECKON JEATEIIbHOCTH B
chepe oOpamieHHsT JICKApPCTBEHHBIX CPEICTB JUISI METUIIMHCKOTO TIpUMEHEHus; (B pen.
[Tocranosnenus [IpaBurenscrea P® ot 01.06.2024 N 756)

1) HaJIM4KMe y UHIUBUYaJIbHOTO MPEANPUHIMATEIS:

JUISL OCYLIECTBIIEHUS (papMaleBTUUYECKON NeATeNbHOCTH B cdepe oOpalieHus JIeKapCTBEHHbBIX
CPeACTB Ul MEIUIIMHCKOTO TPUMEHEHHs - BBICHIETO WJIM CpelHero (¢apMareBTHUECKOro
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o0pa3oBaHusl, a TaKXKe cepTU(UKaTa CIeHalIncTa UM NPOICHHON aKKpeIUTalluH CIIeUaIiCTa;

IUIsL OCYIIECTBIICHUS (hapMaleBTHUSCKON JEITeIbHOCTH B cdepe OOpalleHus: JeKapCTBEHHBIX
CPEICTB Ui BETCPHHAPHOTO MPHUMEHEHHs - BBICIIETO WM CPEAHEro (hapMaleBTHISCKOrO
00pa3oBaHus, a TaKke cepTH(HUKATA CHEIHAINCTA WINH HPONICHHONW aKKpEIUTAIUH CIICIHATNCTA
100 BBICIIETO0 WM CPEIHEro BETEPUHAPHOrO 00pa3oBaHMs, a TaKKe cepTHduUKara crienuaincra
WIM TPOMICHHONW aKKpEeAUTAIMH CIelHanucta B obnactu BerepuHapuu; (B pen. IloctaHoBieHUS
[paButenscTBa PO o1 26.02.2025 N 232)

K) HaJIM4YUE Yy COMCKaTels JMIEH3UH PaOOTHUKOB, 3aKJIIOYUBLIMX C HUM TPYJIOBBIE JOTOBOPHI,
JEATEIbHOCTh KOTOPBIX HEIMOCPEICTBEHHO CBsi3aHa C OINTOBOM TOPIOBJIEH JIEKaPCTBEHHBIMU
CpPEeICTBAMHU JJIsi MEIULUHCKOTO MPUMEHEHHUS, WX XpaHeHHeM M (WIM) PO3HUYHOW TOPTOBJIEH
JIEKAPCTBEHHBIMU TIperapaTaMyd i MEAUIIMHCKOIO MPUMEHEHUS, UX OTIYCKOM, XpPaHEHHEM U
U3TOTOBJICHUEM, UMEIOLTNX:

JUISL OCYIIECTBIICHUS (papMalleBTHUYECKON JeATeNbHOCTH B cdepe oOpalleHus JIeKapCTBEHHBIX
CPEICTB JUIi MEAWIIMHCKOTO MPUMEHECHHs (32 HCKIIOYEHHEM O0O0COOJICHHBIX IOpa3IeiICHIMA
MEJUIIMHCKUX OpraHU3aIlMi) - BBICIIETO WM CpelHero (hapMaleBTHUYECKOro 00pa3oBaHus, a TaKKe
cepruduKaTa CreHaINCTa WU TPOUIEHHON aKKpEIUTAIlUU CIICIIUATUCTA,;

AJisL OCYHICCTBJIICHU (bapMaHeBTquCKOﬁ JCATCIIbHOCTH B C(bepe O6paH_[CHI/IH JICKAaPCTBCHHBIX
CpCACTB jid MCOUIHUHCKOIO NPHUMCHCHUA B 000C00IEHHBIX noapasaciiCHUAX MCIAUIUHCKUX
OpFaHI/ISaHI/Iﬁ - JOIIOJIHHUTCIIBHOI'O HpO(l)eCCI/IOHaJ'IBHOFO O6paSOBaHI/I$I B 4aCTH pOSHH‘lHOﬁ TOPTrOBJIN
JICKAPCTBCHHBIMU MpfriapaTaMu  JIA MCEAULUHCKOTO IMPUMCHCHUA 1PW HAJIWYUW IIpaBa Ha
OCYHICCTBJICHHUC MGHHHHHCKOﬁ JCATCIIbHOCTH,

JUIE  OCYIICCTBJICHUs (PapMalleBTUYECKON JEATEIbHOCTH B cdepe OoOpalieHUs JIEKapCTBEHHBIX
CPeACTB s MEAWIMHCKOTO TIPUMEHEHHS B YaCTH W3TOTOBICHHS paarodapMareBTHUECKUX
JIEKapCTBEHHbIX IpenapaToB - BbICIIEe WIM CpefHee (apMaleBTUYECKOE WM MEIUIIMHCKOe
oOpa3oBaHHe U JOMOJHUTEIbHOE TNpodeccruoHampHOe 00pa3oBaHHE B O0JACTH PaTUOXHMUH,
panualoHHONM O€30IacHOCTH C Y4YeTOM OCOOCHHOCTEH, YCTaHOBJEHHBIX 3aKOHOAATEIbCTBOM
Poccuiickoit ®eneparuu B o0jacTu oOecredeHUs: paaualMoOHHON Oe3omacHOCTU. (B pell.
[Tocranosnenus [IpaBurenscta PO ot 29.11.2022 N 2164)

B cnydae nmepemaun paboT (yciyr) Ha ayTCOPCHHT (TOJIBKO JUIsl OpraHU3alluii ONTOBON TOPTOBIHU
JIeKapCTBEHHBIMU CPEJICTBAMHU ISl MEMIIMHCKOTO IPUMEHEHHS) B YACTH XPAaHEHUS JICKapCTBEHHBIX
CPeACTB JUISI METUIIMHCKOTO NMPUMEHEHHsS WHOW JIMIICH3HWAT, C KOTOPHIM COMCKATEJIeM JIUIECH3UH
3aKJI04YeH J0roBop (0T 12 MmecsueB) o nepegaue padboT (yciayr) Ha ayTCOPCHHT (B YacTH XpaHEHHUs
JIEKApCTBEHHBIX CPEJCTB ISl MEIUIIMHCKOTO NPUMEHEHHs) M KOTOPBIA WMEET JUICH3HI0 Ha
OCyILleCTBIIEHHE (DapMalleBTUYECKON JEATENbHOCTH MO OCYIIECTBICHHUIO BBINOJIHAEMBIX paboT,
OKa3bIBAEMBIX YCIYT, COCTaBJSIFOIIUX JESTEIhHOCTh IO OINTOBOH TOPTOBJIE JIEKAPCTBEHHBIMU
CpeACTBaMU JJsl MEIUIIMHCKOTO TPHUMEHEHHs, JOJDKEH HMeTh paOOTHUKOB, KOTOpBIE
COOTBETCTBYIOT TpeOOBaHHMSM a03ala BTOPOTO HACTOAIIETO TOAIYHKTA, 3aKIIOYWIA C HHM
TPYAOBBIE JOTOBOPBI M JEATEIBHOCTh KOTOPBIX HEMOCPEJCTBEHHO CBS3aHA C ONTOBOW TOProBIEH
JIEKapCTBEHHBIMH CPEJICTBAMH, NX XPAHCHUEM,

J) HaJIW4Yue y COMCKaTells JHIEH3UMH paboTHUKA (paOOTHUKOB), 3aKJIIOYMBIIETO C HUM TPYJIOBOM
JIOTOBOp,  JEATENIBHOCTh  KOTOPOrO  HEMOCPEACTBEHHO CBA3aHa C  ONTOBOM  TOProBiled
JIEKapCTBEHHBIMU CPEJCTBAMHU JIJIsl BETEPUHAPHOTO MPUMEHEHHMSI, UX XpAaHEHUEM U (MJIM) POSHUYHOU
TOPrOBJIEH JIEKapCTBEHHBIMHM IIperaparaMH JUlsl BETEPUHAPHOIO IPUMEHEHMs, HUX OTILyCKOM,
XpaHEHHUEM, NIEPEeBO3KOM M M3rOTOBJIEHUEM, MMEIOLIETO BBICIIEE WIHM cpeiHee (apMaleBTHUECKOE
o0Opa3oBaHue, a Takke CepTU(UKAT CIEHUATUCTa WM NMPOUJCHHYIO aKKPEIUTALUIO CIIEUATUCTa
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00 BBICIIEE WM CPEHEE BETEpHHAPHOE OOpa3oBaHWE, a TAaKXKEe cepTU(HKAT cCreruainucTa Wid
NPOUJICHHYI0 aKKpEIUTAIMIO Clenuaaucra B obnactu BerepuHapuu. (B pea. I[locraHoBieHwms
[TpaButenscTBa PD o1 26.02.2025 N 232)

5. Couckarenp JIMLEH3UN BIIPAaBE OTO3BATh 3asBJICHHUE O IIPEIOCTABICHUU JIMLEH3UH 10 TIPUHATUSA
JHIEH3UPYIOUIMM OpPraHOM pELICHHS O TMPEJOCTaBICHUU JUICH3MH Win 00 OTKae B ee
[IPEIOCTaBICHUN.

6. JluueHsuaT A OCYIIECTBIICHUS (hapMaleBTHUECKOW NEATEIbHOCTH JOJDKEH COOTBETCTBOBATH
CJIETYIOIIUM JIUIICH3UOHHBIM TPEOOBAHUSM:

a) HaJu4Me MPOM3BOJCTBEHHOIO OOBEKTa WM OOBEKTOB (ITOMEIICHWH, 3aHHWM, COOPYKCHHH) U
000pyIOBaHHUS TIO MECTY OCYIIECTBIICHUS (hapMaIleBTHUECKON JESITeIbHOCTH, IPUHAAICKAIINX Ha
paBe COOCTBEHHOCTH WJIM Ha MHOM 3aKOHHOM OCHOBaHHH, IPEAYyCMaTPHUBAIOLIEM IIPABO BIIaJEHUS
U TIPaBO IMOJIb30BAHMS, JTUOO MPHHAIIS)KAIINX HA MPaBe COOCTBEHHOCTH WJIM HA MHOM 3aKOHHOM
OCHOBaHHMU HMHOMY JIMLIEH3UAaTy, MUMEIOLIEMY JIMIEH3HI0 Ha OCYLIECTBICHHE (hapMaleBTHUECKON
JESITETHHOCTH 110 OCYIIECTBICHUIO PadOT, OKa3bIBAEMBIX YCIIYT, COCTABISIIOIINX JAEATEIBHOCTD 10
OINTOBOM TOProBJI€ JIEKAPCTBEHHBIMH CPEICTBAMHU JJISI MEIUIIMHCKOIO MPUMEHEHHs, U JI0roBop (0T
12 mecsueB) o nepegade padot (yciayr) Ha ayTCOPCHHT (B YaCTH XpaHEHHsI JIEKAPCTBEHHBIX CPENICTB
JUI MEMIIMHCKOTO IPUMEHEHUs), COOTBETCTBYIOUIMX TpeOoBaHusAM cTtateil 54 u 55 denepanbHOro
3akoHa "OO oOpalieHUH JIEKapCTBEHHBIX CPEJICTB", MpaBWJIaM HaJylekKalled AUCTPUObIOTOPCKOM
NPaKTUKU B pamMkax EBpa3uiickoro s3KOHOMHMYECKOI'O COI03a, MpaBUJIaM XPaHEHUs JEKapCTBEHHBIX
CPeACTB, TpaBWIaM HaJIeKalled anTeyHOW NPAKTUKH, YTBEPKIACHHBIM YIIOJTHOMOYEHHBIM
(benepaabHbIM OpPraHOM HMCIOJHUTEIBHON BJIACTH (32 UCKIIOYEHUEM MEAMLIMHCKUX OpraHU3alui u
000COOJICHHBIX MOJpa3/IeIeHuil MEIUIMHCKUX opraHu3anmii). llpu pacTopskeHuUM m0orOoBOpa O
nepeaaye paboT (yciayr) Ha ayTCOPCHUHI (B 4YacTM XpaHEHMsI JICKApCTBEHHBIX CpPEACTB JUIs
MEAMIMHCKOTO MPUMEHEHUS ) JIMLIEH3UAaT 00s13aH HanpaBUTh B DeiepanbHyIo CIyK0y 10 Haa30py B
chepe 3ApaBOOXpaHEHUs 3asBICHHE O BHECEHMM M3MEHEHUIl B peecTp JHUIEH3MH B yacTu
UCKJTFOUEHHs] TPOM3BOJICTBEHHOTO O0OBEKTa WIM OOBEKTOB W3 peecTpa IJMIEeH3MH; (B pex.
[MTocranosnenus [IpaBurenscta PO ot 01.06.2024 N 756)

0) Hamu4Me MPOM3BOACTBEHHOIO OOBEKTAa WM OOBEKTOB (IIOMEIIEHUM, 3/JaHUM, COOPYKEHHI) U
000pyIOBaHHUS IO MECTY OCYIIECTBJICHUS (hapMalleBTUUECKON JesTeIbHOCTH, NIPUHAAISKAIINX Ha
npaBe cOOCTBEHHOCTH WJIM HAa MHOM 3aKOHHOM OCHOBAaHMHM, IIPEIyCMATPHUBAIOIIEM IIPABO BiaJI€HUS
U INIpaBO IOJIb30BaHUS, - JUIsl OPraHU3alMil ONITOBOM TOPTOBJIM JIEKAPCTBEHHBIMHU CPEICTBAMU IS
BETEPUHAPHOTO MPUMEHEHHUS W PO3HUYHOM TOProBJIM JIEKAPCTBEHHBIMHM IIpernapaTamu JUis
BETEpUHAPHOTO MPHUMEHEHMs, COOTBETCTBYIOIIMX TpeOoBaHUsAM crateil 54 u 55 denepanbHOro
3akoHa "OO oOpalleHHH JIEKapCTBEHHBIX CPEJCTB", MpaBWJIaM HaJylIeXkKalled JAUCTPUObIOTOPCKOM
IIPAKTUKU B paMKax EBpasmiicKOro sKOHOMHUYECKOTO CO03a, IPaBUIaM XPaHEHUs JIEKapCTBEHHBIX
CpencTB sl BeTepuHapHoro mpumeHeHus; (B pea. IlocranoBnenuit IlpaButensctBa PD ot
03.08.2023 N 1268, ot 01.06.2024 N 756)

B) HaJM4ME€ IMPOU3BOJCTBEHHOrO OOBEKTa WM OOBEKTOB (IIOMELICHUH, 3[JaHUH, COOpPYKEHHUH) n
000pyI0BaHHUs 110 MECTY OCYLIECTBIIEHHUS (papMaIieBTUUECKON NEeSTENbHOCTH, MPUHAAIEKAIIUX Ha
npaBe COOCTBEHHOCTH WJIM Ha MHOM 3aKOHHOM OCHOBaHUH, IPEIyCMaTPUBAIOILEM IIPABO BIJIAJICHUS
U TpaBO IOJIb30BAHUS, I BETEPUHAPHOM amTe4YHON OpraHu3alud WM WHIUBUAYaJIbHOTO
OpeANpUHUMATENS, UMEIOIIUX JIMIEH3UI0 Ha (PapMaleBTUUYECKYIO JesITeIbHOCTh C IPaBOM
U3TOTOBJICHUSI M OTIyCKA JIEKApCTBEHHBIX MpEnapaToB JJid BETEPUHAPHOIO MPUMEHEHHUS,
COOTBETCTBYIOIIMX TpeOoBaHusM cratbu 56 dexpepampHoro 3akoHa "OO oOpatieHuH
JIEKapCTBEHHBIX CPEACTB", MpaBHJIaM H3TOTOBJIEHHUS U OTIyCKa JIEKAPCTBEHHBIX MpPENnaparoB IJis
BETEPUHAPHOIO IPHUMEHEHUS, NPABWJIAM XPAHEHUs JIEKAPCTBEHHBIX CPEJICTB JUIsl BETEPUHAPHOTO
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NPUMEHEHHS, TpaBHiIaM HAUISKAIIEH anTeYHOM NpPaKTHKH JIEKAPCTBEHHBIX IPENapaToB UL
BeTepHHApHOTO npuMeHeHus; (B pea. [locranosnenus [IpaButenscrBa PO ot 03.08.2023 N 1268)

I) HajgMuyue Yy MEIUMUMHCKOM OpraHu3aluy - JIMLIEH3MaTa JIMLEH3MM Ha OCYIIECTBICHHUE
MEAMLMHCKON AESITEIbHOCTH;

I[) CO6JHOI[CHI/IC JIMICH3MAaTOM, OCYHICCTBIAIOIMIUM  OIITOBYIO TOPIrOBJIIO JICKAPCTBCHHBLIMHA
CpE€acTBaMu:

JUIS METUIIMHCKOTO TIPUMEHEHHMS, - TpeOoBaHui ctareit 53, 54 u yactu 7 cratbu 67 DeneparbHOTO
3akoHa "OO oOpalieHu JIeKapCTBEHHBIX CPEenCTB", MpPaBUJ HAUIeKAIICH ITUCTPUOBIOTOPCKOM
MPaKTUKU B paMKax EBpa3suicKOro 3KOHOMHYECKOIO COK3a, MPABUJI XPAHEHHUs JIEKAPCTBEHHBIX
CPEeACTB Uil MEIUIMHCKOTO TPUMEHEHHS, TMPaBUIl PETUCTPALlMU ONEpalii, CBSI3aHHBIX C
oOpallleHueM JIEKapCTBEHHBIX CPEICTB JJIsl MEIULMHCKOIO MPUMEHEHUSs, BKIIOYCHHBIX B MIEpeUeHb
JIEKAPCTBEHHBIX CpelCTB JUTSt MEJIUIIMHCKOTO MIPUMEHEHUS, MOJIeKAITUX
MIPEAMETHO-KOJIMYECTBEHHOMY YYETy B CHEIUaJbHBIX >KypHajaxX yudeTa OIepaluil, CBSI3aHHBIX C
oOpalieHueM JICKapCTBEHHBIX CPEACTB JJII MEIUIIMHCKOTO TPUMEHEHUs, NpPaBWJI BEACHUS U
XpaHEHUsl CHEIHAIbHBIX JKYpPHAJIOB y4eTa orepalui, CBSI3aHHBIX C OOpalleHHeM JIeKapCTBEHHBIX
cpencTtB i MeaunuHckoro npumeHeHus; (B pen. I[locranomnenust [IpaBurensctBa P® ot
01.06.2024 N 756)

JUIl BETEPUHAPHOTO NMPUMEHEHUs, - TpeOoBaHuii crarei 53, 54 u 58 denepanbHoro 3akona "OO
oOpallleHuu JIeKapCTBEHHBIX CpPEACTB" M TMpaBWJI XpaHEHUS JIEKAPCTBEHHBIX CPEACTB JIs
BETCPUHAPHOTO NPUMEHEHHUsS, MPaBWJ HAUICKAMEH TUCTPHOBIOTOPCKOW NPAKTUKH B paMKax
EBpasuiickoro skoHoMu4eckoro cor3a; (B pea. Ilocranosnenuii [1paButenscta PO ot 03.08.2023
N 1268, or 01.06.2024 N 756)

€) COOJIOJCHHE JIUIEH3UAaTOM, OCYLIECTBIISIIOIMM PO3HUYHYIO TOPIOBIIO JIEKAPCTBEHHBIMU
npenapaTamu Ui MeIUIUHCKOT0 IPUMEHEHUS:

anTeyHOl opraHu3alyei, NHIUBUAYaIbHbIM MIPEANPUHUMATENIEM, UMEIOIIUMHU JIMIEH3UIO, - IPaBUII
Ha/iJIeKalled anTeyHol MPAaKTUKM JEKapCTBEHHBIX MpenapaTroB s MEAMLMHCKOTO MPUMEHEHMS,
NpaBWJI XPAaHEHHUS JIEKAPCTBEHHBIX CPEICTB JUISI MEIMIMHCKOIO NPUMEHEHMsI, MPaBUJI OTIIyCKa
JIEKapCTBEHHBIX IpenapaToB JUIsl MEAWLMHCKOTO MPUMEHEHHUs, MPaBUJI OTIYCKa HApPKOTHYECKUX
CPEJICTB U MCUXOTPOIHBIX BEUIECTB, 3aPETUCTPUPOBAHHBIX B KAYECTBE JIEKAPCTBEHHBIX IIPENapaToB,
NpaBUI PETUCTpAllMM OINepaluid, CBS3aHHBIX C OOpallleHueM JIeKapCTBEHHBIX CpPEACTB JUIs
MEAMIIMHCKOTO IPUMEHEHHs, BKIIOUYEHHBIX B IEpeYeHb JIEKAPCTBEHHBIX CPEACTB IS
MEAMIMHCKOTO NPUMEHEHMS, MOMAJIEKAIUX MPEAMETHO-KOJIMYECTBEHHOMY YUYETY B CIIELUAIbHBIX
JKypHajlax ydera oOlepaluii, CBA3aHHBIX C OOpalleHHeM JIEKapCTBEHHBIX CpEACTB JUIs
MEIUIUHCKOTO TPUMEHEHMsI, IMpaBUJ BEACHUS W XpPAHEHUs CHEHUAIBHBIX >KYpHAJIOB YyueTa
orepanuii, CBA3aHHBIX C OOpalleHHEM JEKapCTBEHHBIX CPEICTB ISl MEIUIIMHCKOTO NMPUMEHEHHUS,
TpeboBanuit yactu 6 crarbu 55 u yactu 7 cratbu 67 DenepanbHoro 3akoHa "OO obOpaiieHUH
JekapcTBeHHbIX cpenacts"; (B pen. [Tocranornenus [Ipasurensctea PO ot 01.06.2024 N 756)

MEJUIIMHCKOW OpraHu3amueii, 000COOJICHHBIM TOJIpa3/ieJICHUEM MEAUIIMHCKON OpraHu3alud -
MpaBUJI OTIYCKa JIEKAPCTBEHHBIX MPENApaTOB JJIsi MEAUIIMHCKOIO MPUMEHEHUS B COOTBETCTBUU C
TpeOoBaHusIMU uacTH 7 crathu 67 @DenepanbHoro 3akoHa "OO oOpallleHUU JE€KapCTBEHHBIX
cpencts";

K) CcoOMIO/IeHNe JIMIEH3UATOM, OCYILECTBIISIOUIMM PO3HUYHYIO TOPrOBIIIO JIEKAPCTBEHHBIMU
npenapataMM  JUIs  BETEPUHApPHOTO TMpPUMEHEHUs (BeTepUHApHas anTeyHas OpraHu3aiusd,
BETEpUHApHAsl OpraHu3alus, UMEIoIas JHIEH3UI0, WHAWBUAYAIbHBIM MpeanpUHUMATENb,
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UMEIOLINI JMIIEH3UIO), IPaBUJI HAJIeKAIIed anTeuHON MPaKTHUKHU JIEKAPCTBEHHBIX MPErnapaToB AJis
BETEPUHAPHOTO MPUMEHEHUs, MPABUJI XPAHEHUS JICKAPCTBEHHBIX CPEICTB I BETEPUHAPHOTO
MIPUMEHEHUS;

3) CO6J'IIO,I[€HI/IC JIMIEH3UATOM, OCYIICCTBIIAOIINM U3TIOTOBJIICHHUE U OTITYCK:

JIEKAPCTBEHHBIX MpPENapaTroB i MEAMIIMHCKOrO MPUMEHEHHS, 33 HCKIOYEHUEM H3TOTOBICHUS
pannodapMaleBTUUECKUX JIEKAPCTBEHHBIX MPENapaToB A MEAUIIMHCKOTO MPUMEHEHHUS, - TPaBUI
M3TOTOBJICHHUSI U OTIYCKa JICKAPCTBEHHBIX NpPENaparoB Il MEIUIIMHCKOTO MpUMEHEHUs; (B pell.
[Tocranosienus IIpaButenscTBa P® or 29.11.2022 N 2164)

pannodapMaleBTHUECKUX JIEKApPCTBEHHBIX MTPENapaToB AJsl MEAUIIMHCKOTO MPUMEHEHUs, - IOpsAIKa
W3TOTOBJICHHS pajanodapMalleBTHUECKUX JIEKAPCTBEHHBIX mpenaparoB; (B pea. IlocraHomneHus
[TpaButenscTBa PO o1 29.11.2022 N 2164)

JICKAPCTBCHHLIX MPCIIapaToB AJid BETCPHUHAPHOI'O0 IMPUMCHCHUS, - IIPAaBUJI U3IOTOBJICHUA U OTITyCKa
JICKAPCTBCHHLIX ITPCIIapaTOB MJId BETCPUHAPHOT'O IIPUMCHCHHU,

u) cobmonaenue Tpeboanuii crateu 57 depepanbHoro 3akona "OO oOpalleHHH JIEKaPCTBEHHBIX
cpencts";

K) CO6J'II-OI[6HI/IG JIMICH3UATOM, OCYHICCTBIIAOIIUM XPAHCHUC!:

JICKAPCTBEHHBIX CPEJCTB A MEAUIMHCKOTO MPUMEHEHUs, - MPaBWJI XPAaHEHUS JIEKapCTBEHHBIX
CPEACTB ISl MEAMIIMHCKOTO TPUMEHEHHUs, NPaBWJI XPAHEHHS JIEKAPCTBEHHBIX CPEICTB IS
MeIUIUMHCKOro npuMeHenus; (B pea. IToctanosnenus IpasutenscrBa PO ot 01.06.2024 N 756)

JICKApCTBEHHBIX CPENICTB U BETEPHHAPHOTO NMPUMEHEHHS, - MPABHJ XPAHEHHS JIEKaPCTBEHHBIX
CpeACTB s BeTepuHapHoro mnpumeHeHus; (B pen. Ilocranosnenust IlpaBurtensctBa PD ot
03.08.2023 N 1268)

J) HajJu4he B COOTBETCTBUU C INPaBUJIAMU XPAHEHHs JIEKAPCTBEHHBIX CPEICTB, IpaBUIaMH
Ha/IIeKalel TucTpuObIOTOPCKOM NMPaKTHKK B paMKax EBpa3zniickoro s5KOHOMHUYECKOTO CO03a JIUIA,
OTBETCTBEHHOI'O 3a BHEApPEHHE M OOEeCHeuYeHHE CUCTEeMbl KauyecTBa XPAaHEHHUS M IEPEBO3KU
JIEKapCTBEHHBIX IIPEMApaToB U AaKTyaJU3alUI0 CTaHJAPTHBIX ONEPALMOHHBIX MPOLEAYP Ui
OCYILECTBIIEHHS (DapMaleBTUUECKON AEATENbHOCTH B c(epe OOpalleHus JEKapCTBEHHBIX CPEICTB
JUIs MeAuuuHCKoro npuMeHeHus; (B pen. IloctanoBnenus IlpaButensctBa PD ot 01.06.2024 N
756)

M) HaJIMYUC Y UHANBUAYAJIbHOTO IIPECANIPUHHUMATCIIA:

AJIL OCYHICCTBJICHU S Cl)apMaI_IeBTI/I‘-IeCKOI\/'I JACATCIIBHOCTH B ccpepe O6paH_[eHI/IH JICKAPCTBCHHBIX
CpEeaACTB ajid MCIAUIHUHCKOIrO IPUMCHCHHA - BBICHICTO MWW CPEAHETO @apMaHeBTI/I‘—IeCKOI‘O
06pa3OBaHI/I${, a TaKXKcC CCpTI/I(bI/IKaTa creguajancra ujiim HpOfII[CHHOfI AKKpCAUTALIUHN CIICUAINCTA,

JUISL OCYLIECTBIIEHUS (papMalleBTHUECKON NeATeNbHOCTH B cdepe oOpalleHusi JeKapCTBEHHbBIX
CPeACTB Ul BETEpPUHAPHOTO MPHUMEHEHMS - BBICIIETO WJIM CpeAHero (apMareBTHYECKOro
o0Opa3oBaHus, a TaKXke cepTHU(HKaTa ClelualucTa WIK IPONJACHHON aKKpeIuTaluH clieluaiucTa
7100 BBICIIETO WM CPEJHEr0 BETepMHAPHOTO 00pa3oBaHMs, a TAaKXKe cepTU(UKaTa CrenuanucTa
WIM TPOWJIECHHON aKKpeOuTallMM CIeluanrcta B obsactu BeTepuHapuu; (B pen. IloctanoBnenus
[paBurenscTBa PO o1 26.02.2025 N 232)

H) HaIW4Ke y JUIeH3HaTa paOOTHUKOB, 3aKIIOYUBIINX C HUM TPYJIOBBIE JIOTOBOPHI, JEATEIbHOCTh
KOTOPBIX HEMOCPEACTBEHHO CBSI3aHA C ONTOBOM TOPIOBJIEH JIEKAPCTBEHHBIMU CPEICTBAMH JUIS
MEAMLIMHCKOTO IPHUMEHEHUS, UX XPAaHEHHWEM U (WIM) PO3HUYHON TOPrOBJIEH JIEKapCTBEHHBIMU
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npenaparaM JJis1 MEAULUHCKOTO IMPUMCHCHHUA, HX OTIIYCKOM, XPaHCHHUEM U H3IOTOBJICHUCM,
UMCIOIIMX:

JUTSL  OCYIIECTBIICHUST (papMaIieBTHYECKONW NEATEeIbHOCTH B cdepe oOpaimieHus JeKapCTBEHHBIX
CPEICTB I MEIUIMHCKOTO TPUMEHEHHUs (32 MCKIOYEHHEM O0O0O0COOJICHHBIX MOApa3aeieHUui
MEAMIIMHCKUX OpraHu3aliii) - BBICIIEE WM cpenHee (hapmarieBTHUEeCKOoe 00pa3oBaHUE, a TAKKE
cepTudUKAT CICHHAINCTA WU IPOHICHHYIO aKKPEIUTAIIMIO CIICITUATICTA;

JUI OCYUIECTBJICHHUS (PapMalleBTUUECKON MAEATENbHOCTH B cdepe oOpalieHus JIeKapCTBEHHBIX
CPEACTB ISl MEIULUHCKOIO IPHUMEHEHUS B 000COOJIEHHBIX MOAPA3IENCHUSIX MEAMLUHCKUX
OpraHu3alil - JOMOJHHUTENbHOE MPOopecCHOHATbHOE 00pa3oBaHNE B YaCTH PO3HUYHON TOPTOBIU
JEKapCTBEHHbIMM IIpernapataMy A MEIULUHCKOrO IPUMEHEHMs IpU HaJIu4yuM [paBa Ha
OCYIIECTBJICHUE MEIULIUNHCKOM 1E€ATEIbHOCTH;

JUTSL OCYUIICCTBIICHUST (papMaIieBTHYECKON JEATEIbHOCTH B cdepe oOpaimieHus JEeKapCTBEHHBIX
CPeACTB JJs MEIMIMHCKOTO TPUMEHECHHS B YacTH HW3TOTOBICHHS paarodapManeBTHUSCKUX
JICKAPCTBCHHLIX Ipe€raparoB i MCIULOHWHCKOrO IMPHUMCHCHUSA - BBICIHEC MM CPCAHCC
(dapMarieBTUYECKOE WM MEIUIIMHCKOE 00pa3oBaHWE U JONOJHUTEIbHOE MPOPECCHOHATBLHOE
oOpazoBaHue B 00JacCTH DPAAUOXUMHUU, PAAUAIMOHHOW O€30MACHOCTH C YYETOM OCOOEHHOCTEH,
YCTaHOBJICHHBIX  3aKOHOJAATeNIbcTBOM  Poccuiickori  ®@exepanu B oOnact  oOecrieueHHs
panuanuonHoi 6e3onacuocty; (B pea. [locranosnenus [IpaButenscrBa PO ot 29.11.2022 N 2164)

0) Hajgu4yue y JulleH3uara paboTHHKA (paOOTHUKOB), 3aKJIFOUMBIIETO C HUM TPYAOBOIl JOTOBOD,
JIEATETLHOCTh KOTOPOTO HEMOCPEICTBEHHO CBs3aHa C OINTOBOM TOProBJCH JIEKapCTBEHHBIMU
CpeICTBAMHU [UIsl BETEPUHAPHOTO MPUMEHEHHUs, UX XpaHEeHHWeM U (WIM) PO3HUYHOU TOProBieH
JIEKApCTBEHHBIMU TIperapaTaMy i BETEPUHAPHOTO MPUMEHEHHUs, MX OTIYCKOM, XpaHCHHUEM,
MEPEBO3KOM M M3rOTOBJICHHEM, UMEIOILIETO BBICIIEEe WK cpefHee dapmalieBTuuecKoe oOpa3zoBaHue,
a TaKkxke cepTU(dUKAT CHEeNHAINCTAa WM MPONJACHHYIO aKKpPEAUTAIUIO CHEIUATNCTa JUOO0 BBHICIIEE
WIN CpelHee BeTepHHApHOE OOpa3oBaHME, a TakkKe cepTU(UKAT CHenHUaIucTa WU MPONHICHHYIO
aKKpeJUTAINIO Clienuranicrta B obnmactu BerepuHapud; (B pen. IlocranoBnenus I[lpaButenbcTBa
P® ot 26.02.2025 N 232)

1) TOBBIIICHWE KBATM(DUKALNUU CICIUATUCTOB C (apMalleBTUYECKUM WM BETCPUHAPHBIM
00pa3oBaHUEM HE PEXe OJTHOTO pas3a B 5 JIET;

pP) pa3MelleHue JIMLEH3UaTOM B €JMHON TroCyJapCTBEHHON MH(pOpPMalMOHHOHN cucteme B chepe
3/paBOOXpAaHEHUs] CBEIEHUI O (apManeBTUUYECKOW OpraHu3alud U O JIMIAX, YKa3aHHbIX B
noAnyHkrax "M" n "H" HacTOAIIEro MMyHKTa, B COOTBETCTBUM cO cTaTheil 91.1 denepanpHoro 3akoHa
"O6 ocHOBax oOXpaHbl 3710pOBbsi rpaxiaaH B Poccuiickoit ®denepauuu" B MOpsAKE U CPOKH,
ycTraHoBlIeHHbIE [loJ0XKeHHeM O eIWHOW rocyaapcTBEHHOW HMH(pOpPMAIMOHHON cucTeMe B cdepe
31paBOOXpaHEHMs], YTBEPKJICHHBIM MTocTaHoBieHueM [IpaBurenbctBa Poccuiickoin @enepanuu ot 9
depans 2022 r. N 140 "O enuHON TOCYZapCTBEHHOM HH(OPMAIMOHHON cucteMe B cdepe
3IpaBOOXpaHeHuA", TOCPEACTBOM HH(GOPMAITMOHHOW CHUCTEMBI (apMaIeBTUUECKOW OpraHu3aIluu
WIA TIOCPEJCTBOM TOCYJIapCTBEHHONH HMH(OPMAIMOHHONW cHCTEMBI B cdepe 3ApaBOOXpaHEHUs
cyObekTa Poccuiickoit ®enepannu (B ciiydae ecii rocyAapcTBeHHas MHPOpPMAaIOHHAs CUCTEMa B
cdepe 3apaBooxpaneHus cyorekra Poccuiickoit deneparun obecrieunBaeT BHIMOTHEHUE (YHKITHIA
nHPOpPMAITMOHHOW CUCTEMBI  (apMalleBTUUECKOM OpraHu3allud) WA TOCPEACTBOM  HWHOM
UHPOPMALIMOHHOM  CHUCTeMbl, TpelHa3HAaueHHOW Juig cOopa, XpaHeHusa, oOpaboTKH U
npenocTaBieHus MHGOpMaIUK, Kacarollencs IesTeNbHOCTH (papMaleBTUYECKOW OpraHu3alud U
npesocTaBisieMbIX et ycuyr. (B pen. [locranoenenns [IpaBurenscrBa P® ot 29.11.2022 N 2164)

7. OCYH.ICCTBJ'ICHI/IC (I)apMaueBTqucxoﬁ ACATCIIBHOCTU C prGBIM HapyHmICHUCM JIMIOCH3UOHHBIX
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TpeOOBaHUIl BJeYET 3a CO00 OTBETCTBEHHOCTh, YCTAHOBJICHHYIO 3aKOHOJATEIHCTBOM Poccuiickoi
@®enepanuu. [Ipy 3TomM mox rpyObIM HapyLIEHHMEM ITOHMMAETCS HEBBINOJIHEHHE JUIEH3UATOM
OJIHOTO M3 TpeOOBaHUMU, MPEAYCMOTPEHHBIX MYHKTOM 6 Hactosulero [lonoxeHus, MOBIEKIIee
NOCJIEACTBUSI, yCTaHOBJIEHHbIE YacTbio 10 crathu 19.2 ®enepanbHoro 3akoHa "O JIMLEH3UPOBAHUU
OTIENbHBIX BUIOB AEITEILHOCTH" .

8. [l momyuyeHus JIMLIEH3UM COUCKATeNlb JIMIIEH3UM IPEACTABIISET B JIMLEH3UPYIOIIMI OpraH B
dopMe 3IIEKTPOHHOTO JOKYMEHTA, IMOJIMUCAHHOTO 3JIEKTPOHHOW TOAMKCHI0O B COOTBETCTBHH C
nyHKToM 21 Hacrosimero [lonoxenus, myTeM 3an0JHEHUs 3asBJICHUS O IPEAOCTABICHNUH JINLIEH3HUH,
B KOTOPOM YKa3bIBaIOTCS CBEACHHUS, IPEAYCMOTPEHHbIE YacThlo | ctatbu 13 denepanbHOrO 3aKoHa
"O JMIEH3UPOBAaHUM OTACIBbHBIX BHJAOB JACATEIBHOCTU', € MCIOJb30BAaHUEM [JAHHBIX U3
denepanbHON TOCyNapcTBEHHONW MHGOPMAIMOHHON cucteMbl "EfquHas cucreMa UACHTHPUKAIUN |
ayreHTu(ukanuu B HHDpacTpyKType, oOecrneunBaomeid HHGOPMaIMOHHO-TEXHOJIOTHYECKOE
B3aUMOJCICTBE  HMH(OPMALIMOHHBIX  CHCTEM,  MCHOJIB3YEMBIX  JUIsl  INPEAOCTaBICHUS
TOCY/IapCTBEHHBIX U MYHUIIMNAIBHBIX YCIYyT B AJIEKTPOHHOU (opme" U eTuHOro peectpa ydera
JHWIEH3UH B JIMYHOM KaOuHeTe (enepasbHOM ToCyIapCTBEHHONH HH()POPMAITMOHHOW CHCTEMBI
"EauHbIi OpTall TOCYyIapCTBEHHBIX M MyHUIIMNAIBHBIX ycIyT (byHkiuil)". (B pea. [loctanoBnenus
[paButenscTBa PO ot 29.11.2022 N 2164)

9. Ilonaya 3asBIEHUS O MPEJOCTABICHUM JIMLECH3UH, 3asBJICHUSI O BHECEHUM M3MEHEHHH B peecTp
JMLEH3UH OCYIIECTBIAETCS IOCPEICTBOM HCHOJIb30BaHHUA (DeAepalbHOM TroCyIapCTBEHHOM
uHGOpPMALMOHHOM cucTeMbl "EnuHBIA mOpTanm rocyAapCTBEHHBIX W MYyHUIUNAIbHBIX YCIyT
(pynkimit)" B dopme smekTpoHHOrO aoKymeHTa. (B pen. Ilocranoenenus IlpaButensctBa PO ot

29.11.2022 N 2164)

[Ipu mnpoBeneHUMH MPOBEPKH JOCTOBEPHOCTH CBEIEHUH, COJAEpXKAIUUXCS B IMPEACTABICHHOM
COUCKATeJIeM JIMIEH3UM (JIMIIEH3MaTOM) 3asBJICHUM O IPEJOCTABICHUM JIMLEH3UU (3asABICHUU O
BHECEHUU M3MEHEHUH B peecTp JHUIEH3MM), JULIEH3UPYIOUIMHA OpraH 3ampamiBaeT HeoOXoIuMble
JUIsL  TIPEJOCTaBIEHMS] TOCYJapCTBEHHBIX YyCIyr B 00JIaCTM JIMIIEH3UPOBAaHUS  CBEJCHUS,
HaxXOZIINECS B PACIOPSDKEHUN OPraHoOB, IMPENOCTABISAIONMX TOCYIapCTBEHHBIE YCIYyTH, OPraHoB,
MPEIOCTABIISAIONINX MYHHUIIMIIAJIbHBIE YCIYTH, HHBIX TOCYJIaPCTBEHHBIX OPIaHOB, OPraHOB MECTHOIO
caMOyTIpaBJIeHUs! JTMOO TOABEJOMCTBEHHBIX T'OCYJapCTBEHHBIM OpraHaM WJIM OpraHaM MECTHOTO
CaMOYIpaBJIEHUSl OpraHu3aluii, B TOpsAKe, ycTaHOBIeHHOM @enepanbHbIM 3akoHOM "OO
OpraHM3aly NPEAOCTaBICHNS FTOCYAAPCTBEHHBIX M MyHULUIIAJIBHBIX yCIyT".

10. ITynkT yrpatun cuiy. (B pea. [Tocranosienus [IpaButensctBa PO ot 29.11.2022 N 2164)

11. JInueH3upyromuid OpraH OCYIIECTBISET OLIEHKY COOTBETCTBHUSI COMCKATENsl JIMLIEH3UU
JUIIEH3UOHHBIM  TpeOOBaHUSM IyTEM  HANpaBICHHUs  MEXKBEJOMCTBEHHBIX  3alpOCOB B
nH(pOpPMallMOHHBIE CUCTEMBI cienytoumx oprados: (B pen. [locranosnenus IlpaBurenscrsa PD ot

29.11.2022 N 2164)

®denepanbHON HAJIOTOBOM CIIyKOBI - B YacTH TOJYYCHHS CBEJIEHUNA 00 HIACHTHU(PUKAIMOHHOM
HOMEpPE  HAJOrOIUIaTeNbIIKa, OCHOBHOM  TIOCYJAapCTBEHHOM  PETUCTPAlMOHHOM  HOMEpE
IOPUAMYECKOTO JIMIIA U OCHOBHOM I'OCY/JapCTBEHHOM PETUCTPALlMOHHOM HOMEpE MHIAMBUAYATbHOIO
npeanpunumarens; (B pea. [Tocranosnenus [IpaButenscra PO ot 29.11.2022 N 2164)

@oHJ1a IEHCUOHHOTO M COLMAJIBHOTO CTpaxoBaHus Pocculickoil denepanuu - B 4aCTH MOIYUYEHUS
CBEJICHMM, TMOATBEPKAAOIINX HAJIWYHE Y COMCKaTeNs JHUIEH3UUu paboTHHKA (paOOTHUKOB),
3aKJIFOYMBILETO ¢ HUM TPYAOBOM JOrOBOD, IEATEIBHOCTh KOTOPOTO HENOCPEICTBEHHO CBs3aHa C
oOpareHueM JIeKapCTBEHHBIX cpeACTB; (B pen. [locranosnenus IlpaButensctBa PO ot 29.11.2022

N 2164)
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®denepanbHON CTyKObI TOCYAApCTBEHHOM pETHUCTpalliy, Kajactpa M Kaptorpaduu - B YaCTH
MOJIyYEHUSI CBEACHMM, MOATBEPXKIAIOIIUX HAJIMYME€ Yy COMCKATeds JHUIEH3UMM Ha MpaBe
COOCTBEHHOCTH WJIM Ha HWHOM 3aKOHHOM OCHOBAaHUU HEOOXOAMMBIX [UIsl OCYIIECTBICHUS
(bapManeBTUYECKON JEATEIBHOCTH IPOU3BOJCTBEHHOTO OOBEKTa WM OOBEKTOB (IIOMEIICHUM,
3aHMi, coopykeHuii); (B pea. [Tocranosnenus IIpaBurensctBa PO ot 29.11.2022 N 2164)

®OenepalibHON CIy)ObI 110 HAA30py B cpepe 00pa3oBaHus U HAYKH - B YACTH MOJyUYEHUsI CBEJICHUH,
MOJATBEPKIAIONIUX HaTWM4ue Yy pabdOTHHKA BBICHIETO WM CpeaHero (hapmareBTHIecKOro
o0Opa3oBaHus, a Takke cepTUUKaTa CHElHATUCTa JTUOO0 BBICIIET0 WM CPEIHEro BETEPUHAPHOIO
oOpa3oBaHms, a Takxke cepTudukara cnenuanucta; (B pen. [loctanosnenus IlpaBurensctBa PO ot

29.11.2022 N 2164)

DenepanbHO CyKObI 110 HaA30pY B cdepe 3alnTh IpaB NOTpeOUTENeH U 6Iaromnorydns 4eIoBeKa
- B YacTH TIOJNYyYEHHS CBEIACHMH O HAIWMYMM BBIAHHOTO B YCTAHOBJICHHOM MOPSJIKE
CaHMTAPHO-3MUIEMUOJIOTHUECKOTO 3aKJIIOUEHUs] O COOTBETCTBHM TIIOMELICHHH TpeOOBaHUAM
CAaHUTAPHBIX TPaBWJ B OTHOLICHWH (hapMalleBTUUECKON [EATEIBHOCTH B cdepe oOpamieHus
JIEKapCTBEHHBIX cpeacTB. (B pea. [locranopnenus [IpaBurenscrea PO ot 29.11.2022 N 2164)

B cinydae HEBO3MOXKHOCTH TOJIYYCHHS! TaKUX CBEJACHHM JIOKYMEHTBI MOTYT OBITh MPEIOCTABJICHBI
3asgBUTENeM MO coOcTBeHHOW wuHunuatuBe. (B pea. IlocranoBnenus IlpaButensctBa PD ot
29.11.2022 N 2164)

JIunensupyromuii  opraH  OCYIUECTBJIAET  OLEHKY COOTBETCTBMS  COUCKATENS  JIMLIEH3UH
JUIEH3UOHHBIM TPEOOBAaHUSAM U IPUHUMAET PEIICHUE O MPEAOCTaBICHUH JIMIIEH3UHU WK 00 OTKa3e
B €€ IIPEJOCTaBIEHUH B CPOK, He mpesblmatomuid 10 pabounx aHell co THSA moJauu 3asBICHUS O
NPEOCTABICHUH JIUICH3UH, IIOCPEIACTBOM (erepaabHOl TOCYJapCTBEHHON HH(OPMAIMOHHOK
cucreMbl "EnuHBIA mopran TrocyAapCTBEHHBIX W MyHULIMNAIbHBIX ycuyr ((yHkuuif)". (B pen.
[Mocranosnenus [IpaButenscTBa PD ot 29.11.2022 N 2164)

IIpn HaMepeHUM cOMCKATels JULEH3UM OCYLIECTBIATh NEATEIbHOCTh HAa TEPPUTOPHM 3aKPBITOIO
a/IMUHUCTPATUBHO-TEPPUTOPHUATIBHOTO 00pa30BaHUSI CPOK OCYLIECTBICHMS OLIEHKU COOTBETCTBHUS
coMcKaTensl JMIEH3UH JIMLIEH3UOHHBIM TPeOOBAaHUSM M NPUHATUS PELIEHUS O TNPEeAOCTaBICHUU
JMIIEH3UU WK 00 OTKa3e B ee MpeJoCTaBIeHUU He npeBbiaeT 20 paboyux AHEN co JHS mpuema
3asBJIEHUS O THpenocraBieHuu JuneH3uu. (B pen. Ilocranonenust IlpaButensctBa P® ot

29.11.2022 N 2164)

12. Ilpu HaMepeHMM OCYLIECTBISATh (apMaleBTUUYECKYI0 JAESITEeIbHOCTh 10 ajapecy, He
IIPElyCMOTPEHHOMY PEECTPOM JIMLEH3UH, B 3asBJICHUM O BHECCHUM U3MEHEHUI B PEECTp JIMLEH3UN
JUIEH3UAT yKa3bIBa€T CBEJCHUS, COJEprKallle HOBBIA a/ipec OCYLIECTBIIEHUS (apMalleBTUUYECKOU
nearensHOCTH. (B pea. [locranoBnenus [IpaButensctBa PO ot 29.11.2022 N 2164)

13. Ilpu HamepeHHH BBIOJHATH HOBbIE PAOOTHI, OKa3bIBaTh HOBBIE YCIYT'H, COCTaBIISAIOIINE
(bapMaleBTUYECKYIO JESTeNbHOCTh, HO HE MPEJyCMOTPEHHBIE PEECTPOM JIMIIEH3HUM, JTUIEH3UaT B
3asiBJICHUM O BHECEHMM W3MEHEHUH B PEECTp JIMIEH3MM YKa3bIBA€T CBEJECHHUS O COCTABIISIOIINX
(bapmareBTUUECKyI0 NeATeIbHOCTh paboTax (yciayrax), KOTOpbIE JIMIICH3UAT HaMEpPEH BBHITIOJHATH
(ocymectBisTh). (B pen. [locranosnenus [paBurensctBa PO ot 29.11.2022 N 2164)

14. JInueH3upyromuid OpraH OCYIIECTBIISIET OLIEHKY COOTBETCTBHS JIMIIEH3MATa JIMIEH3UOHHBIM
TpeOOBaHUAM MYTEM IOJyYeHHs] CBEJCHMH U3 (eaepatbHbIX MH()OPMAIIMOHHBIX CUCTEM: (B pPeil.
[Mocranosnenus [IpaButenscTBa PD ot 29.11.2022 N 2164)

®denepanbHON HAJIOTOBOM CIIyKOBI - B YacTH TOJYYCHHS CBEAEHUNW 00 HICHTHU(PUKAIMOHHOM
HOMEPE  HaJOrOIJIATeNbIINKA, OCHOBHOM  TOCYJapCTBEHHOM  PErMCTPAallMOHHOM  HOMEpE
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IOPUJINYECKOTO JIMIIAa 1 OCHOBHOM I'OCYJIapCTBEHHOM PETrUCTPALMIOHHOM HOMEpE MHIAMBHYaJIbHOIO
npeanpunumarens; (B pea. [locranosnenus [IpaButenscra PO ot 29.11.2022 N 2164)

@DenepanbHOl CIyKOBI TOCYAApCTBEHHOM PpETUCTpaliiy, KajgacTpa W KapTorpaduu - B YacTH
MOJTyYEHUsl CBEICHUH, MOATBEPKAAIOIINX HAIUUKE Yy JTUIEH3UaTa Ha MpaBe COOCTBEHHOCTH WJIM Ha
MHOM 3aKOHHOM OCHOBAaHUH HEOOXOJUMBIX JJIsi OCYIIECTBICHUS (papMaleBTUUECKOM AeITeIbHOCTH
MIPOM3BOJICTBEHHOTO OOBEKTAa WM OOBEKTOB (IIOMEIICHUH, 3/IaHUN, COOPYKEHHH), (B pel.
[Tocranoenenus [IpaBurenscrBa PD ot 29.11.2022 N 2164)

@®oHAa NEHCMOHHOIO M COLMAIbHOrO crpaxoBaHus Poccuiickoit dexepannu - B 4aCTH MOJTyYEHHUS
CBECHMM, MOATBEPKAAIOINX HAIMYUE 3aKI0YEHHOTIO TPYAOBOI0 JOTOBOpa MEXKY JULEH3UATOM U
paboTHUKOM (paOOTHUKAMM), AEATENbHOCTh KOTOPOIO HEMOCPEACTBEHHO CBs3aHA C OOpalleHueM
JeKapcTBEHHBIX cpeacTs; (B pen. [loctanosnenus [IpaBurensctBa PO ot 29.11.2022 N 2164)

®denepalibHON CITy>KOBI 110 HAI30PY B chepe 0Opa30oBaHUS U HAYKH - B YACTH TOJTYUCHUS CBEICHUN O
HAJIMYMKA Yy PAOOTHUKA BBICIICTO WU CPEIHEro (apMaleBTHYeCKOro oOpa3oBaHHUs, a TaKXKe
ceprudukaTa crenuanucra Ju0o BBICIIETO0 WM CPEJAHEr0 BETEPUHAPHOTO OOpa30BaHUs, a TAKKE
ceprudukara cnenuaiucra; (B pea. [locranosnenus IIpasurenascrea PO or 29.11.2022 N 2164)

DenepanbHOI CiTyKOBI 110 HA30py B cepe 3alnThI IpaB MoTpeduTeseil 1 6JIaronoaydns 4eIoBeKa
- B YaCTM INOJYYEHMs CBEIEHUH O HaJIMYMM BBIAHHOIO B YCTAHOBJIEHHOM IIOpSJIKE
CaHMTAPHO-3MUIEMUOJIOTHUECKOTO 3aKIIOUEHUS] O COOTBETCTBHM TIIOMELICHHN TpeOOBaHUAM
CaHMTapHbIX NpPaBWI B OTHOIIEHUM (DapMaLeBTUUECKOM JesATeabHOCTH B cdepe oOpaiieHus
JIEKapCTBEHHBIX cpeacTB. (B pea. [locranosnenus [IpaBurenscrBa PO ot 29.11.2022 N 2164)

B cinydae HEBO3MOXKHOCTH TOJIYYCHHUS! TaKUX CBEACHHUI JIOKYMEHTBI MOTYT OBITh NMPEIOCTABJICHBI
3asgBUTENeM MO coOcTBeHHOW wuHunuatuBe. (B pen. Ilocranomnenuss [IpaButensctBa PD ot
29.11.2022 N 2164)

JInnensupyomuii  opral  OCYIIECTBIIIET OLIEHKY COOTBETCTBMS JIMIICH3WAaTa JIMIIEH3MOHHBIM
TpeOOBaHUSAM U IPUHUMAET PEIIEHUE O BHECEHUU U3MEHEHUI B peecTp JIUIEH3UN Wi 00 0TKa3e BO
BHECEHWU W3MEHEHMH B peecTp JMIEH3MH B CPOK, HE MPEBBILAIONMNA 5 pabouux AHEH co JHA
MOJTy4YEHHUsl 3asiBJICHHUS] O BHECEHUU W3MEHEHUU B peecTp JUIEH3UN, MOCpeacTBOM (eaepaabHOM
rocyJIapCcTBEHHONM  MH(pOpMalMOHHOM cuctembl "EnuHBIE  mopran  TOCyJapCTBEHHBIX U
MYHUIMNAIBHBIX ychayr (¢yHKUuiN)", a OpH OCYLIECTBICHUM JEATENIbHOCTH Ha TEPPUTOPHUH
3aKpBITOTO aJIMUHUCTPATUBHO-TEPPUTOPUATIBHOTO 00pa3oBaHMs - B CPOK, He NpeBblmaromuii 20
paboumx AHEH co JIHS MOJyYEHUS JUMUEH3UPYIOIIUM OpPraHOM 3asBIIEHUSI O BHECEHHHM U3MEHEHUH B
peectp nurensuii. (B pen. [Tocranosnenus [IpaBurensctBa PO ot 29.11.2022 N 2164)

15. Jlunensuar BIpaBe OTO3BaTh 3asBICHUE O BHECEHUM W3MEHEHHH B PEECTp JMIEH3UM 10
MPUHSTHS JIMIEH3UPYIOIMM OpraHOM pEIIeHUs O BHECEHUU W3MEHEHU B peecTp JUUEH3UN Ui 00
OTKa3€ BO BHECCHUU U3MEHEHUH B PEECTP JIMLECH3UMN.

16. Benenre equHOTO peecTpa JIMIEH3WH, B TOM YHCIE JIMIICH3UH, BBIAHHBIX HCIIOJHUTEIEHBIMU
opranamu cyOwekToB Poccuiickoit denepanii B COOTBETCTBUU C MEPEJaHHBIMH MOJTHOMOYUSIMH,
ocymectisier PenepanbHas cioyxk0a 1o Hax3opy B cdepe 3apaBooxpaHeHus. Benmenme peectpa
JULEeH3UH B cdepe oOpalleHusl JIEKapCTBEHHBIX CPEJICTB Ui BETEPHUHAPHOTO IPHUMEHEHHS
ocyuiectBisier PenepanbHasi ciyk06a MO BETepUHAPHOMY U (PUTOCAaHUTApHOMY HAA30py. (B pen.
[Tocranoenenus [IpaBurenscrBa P® ot 03.08.2023 N 1268)

VcnonHutenbHble opranbl cyObekToB Poccuiickoit ®enepannu OCyIIECTBISIOT BEJCHHE peecTpa
JUIEH3UN B OTKPBITOW M 001eA0CTYyTHON nH(popMannoHHOU cucteme B cetu "MHTepHer" (nanee -
UH(POPMALIMOHHAsL CUCTEMA), OIIEpaTOPOM KOTOpo# siBisiercss DepepanbHas ciry:xkba MO HAA30py B
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cepe 3mpaBooXpaHeHHS] W B KOTOPOH pa3MeIIaeTcsi CChUIKA HAa PeecTp JHIEeH3Wi. (B pen.
[MocranoBnenus [IpaBurenscrBa P® ot 03.08.2023 N 1268)

17. Wudopmamnmsi, OTHOCSIIASACA K OCYIIECTBICHHUIO (HapMalleBTHUECKON JIEATEIBHOCTH,
npeaycMoTpeHHass vactsmMu 1 u 2 crarbu 21 ®enepanbHoro 3akona "O JHIIEH3UPOBaAHUHU
OTJICITBHBIX BUIOB JIEATEIBHOCTH", pa3MeIaeTcss Ha opuuaasHoM caiite DenepaibHOl CITyKObI IO
HaJ30py B cdepe 37ApaBOOXpaHEHUS WM Ha oQuIHaIbHOM caiite denepaabHOM CIyX)ObI IO
BETEPUHAPHOMY U (PUTOCAHUTAPHOMY Haa30py B cetu "HMHTepHET" (nayiee - opUIMaIbHBIC CAWTHI) B
(dbopMe OTKPBITHIX JaHHBIX.

AxTyanpHast HH(pOpMaIus U3 peecTpa JULEH3UI T0JKHA 0TOOpakaThCsl Ha OUIIMATIBHBIX CaliTax B
pEeXHUME peabHOro BpeMEHHU JIM0O0 He Mo37Hee 5 MUHYT C MOMEHTa BHECEHHsI U3BMEHEHUH B peecTp
nuneH3ui. B ciydae HepaboTocrnocoOHOCTH MHPOPMAITMOHHONW CHCTEMBI aKTyallbHas! UH(GOpMAIHS
U3 peecTpa JMIEH3UWH pa3Mmemiaercs Ha OQUIUAIBHBIX CcalTax Tocje BOCCTAHOBJICHUS
paboTrocmocoOHOCTH HH)OPMAIIMOHHOW CHCTEMBI, HO HE TI03AHEeE 3 pabounx JHEH cO JHS BHECCHHUS
CBEICHHI B pEeCTp JIULICH3HIA.

18. OrmeHKa COOTBETCTBHUSI COHMCKATENs JIMIECH3WU (JIMIICH3WAaTa) JMIICH3MOHHBIM TpPeOOBaHUIM
OCYIIECTBIISIETCA JUIEH3UPYIOIIUM OPraHOM B COOTBETCTBUU €O cTaThed 19.1 depepampHOro
3akoHa "O JUIEH3UPOBAHUU OTACIIbHBIX BUIOB ACATEIBHOCTH .

OneHka COOTBETCTBMSI COMCKAaTeNs JIMLUEH3UM (JMLEH3uaTa) JIMLEH3UOHHBIM TpeOOBaHUSIM
HIPOBOJIUTCS B (hOpME BBIC3AHOMN OLICHKH.

Hcnonk30BaHue CpeACTB AMCTAHIIMOHHOTO B3aWMOJEWUCTBUSA, B TOM 4YHCIE BHIEOCBS3U (lanee -
CpeicTBa), MpPU TPOBEJACHUU BBIC3JTHONW OIEHKH COOTBETCTBHS JIHMIICH3UOHHBIM TpPEOOBaHUSIM
OCYILIECTBIIACTCS:

IIPU 3asiBJICHUH COMCKATeJIeM JIMLIEH3UH padboT M YCIyT 1O PO3ZHUYHOW TOPIOBJIE JIEKAPCTBEHHBIMU
npenaparamu;

pu 3as4BJICHUH JIMICH3UATOM HOBOTO aJApecCa IO BUAY pa60T H yCJIyr Iio pOSHH‘lHOfI TOPIroBJIC
JICKAPCTBCHHBIMU IMPEIiapaTaMu.

HOpHI{OK HCIIOJIb30BaHUA CPCACTB BKIKOYACT B ceOs:

yKa3aHUE COMCKATeleM JIMLEH3UM (JIMLEH3UaToM) B 3asBICHUUM O MPEJOCTaBICHUU JHUICH3UU
(3asBJ€HMM O BHECEHMM HW3MEHEHUN B DPEECTp JIMIIEH3MI) CBEJICHUH O HaJIMYUU TEXHUYECKOU
BO3MO>XHOCTH HCIIOJIB30BAaHNS IIPU IPOBEJCHUM BBIE3JHONW OLIEHKH CPEJICTB C BO3MOXXHOCTBIO
UJCHTU(QUKALMKA COUCKATeNsl JMLIEH3UU (IMLEeH3uaTa) depe3 (eaepanbHyl0 IOCyIapCTBEHHYIO
uHpopMmannoHHylo cuctemy "Exunas cucrema uaeHTHUKAUMM M ayTeHTH(QUKALIUU B
uHppacTpykType, oOecrneunBamomel  HHOOPMALMOHHO-TEXHOJIOTHYECKOE  B3aMMOJEHCTBHE
UH(POPMALIMOHHBIX  CUCTEM, HCHOJb3YEeMbIX JUIS NPEAOCTAaBIEHHS TOCYJApCTBEHHBIX U
MYHUIMIIAJIBHBIX YCIYT B 3JIEKTPOHHOU popme";

NPUHIATHE JOJDKHOCTHBIM JIMIIOM JIMLEH3UPYIOIIErO0 OpraHa pelIeHHus O IPOBEACHUHM OLEHKH
COOTBETCTBHUSl COUCKATeNs JMIEH3UHM (JUIeH3UaTa) JMIIEH3MOHHBIM TpeboBaHUAM B (opme
BBI€3/IHOM OLIEHKU B IMCTAHIIMOHHOM (popMaTe ¢ MPUMEHEHHUEM CPEJICTB;

M3BEILIEHUE COMCKATEINSI JUICH3UHN (JIMIIEH3MaTa) 0 BeACHUH (OTOCHEMKHU U (W) BUACO3AIUCH - B
ClIydae OCYIIECTBJICHHUS TPOIEAYPhl OIEHKH COOTBETCTBUS JIUIIEH3MOHHBIM TPEOOBAHMSIM B
JTUCTAaHIIMOHHOM (hopmare;

o0OecrieyeHre COXPAHHOCTH HMH(QOpMAIMK, IOJYYeHHOH MOCpPenCcTBOM (OTOCHEMKH U (WJIH)
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BHUIEO3AIIHCH.

Ecnu B Xoe BbIe3AHON OIIEHKM COOTBETCTBUS COMCKATEIS JIMLIEH3UH (JIUIIEH3UaTa) JIMIEH3MOHHBIM
TpeOOBaHUSAM OCYIIECTBIBUTUCH (DOTOChEMKA M (MJIM) BUAEO3AIKCh, 00 3TOM JeNaeTcs OTMETKa B
aKTe OLEHKM U TMOANHUCAHUE €ro pPYyKOBOAWUTEIEM, HHBIM JIOJDKHOCTHBIM JIMIIOM WU
YIOJTHOMOYECHHBIM IPEICTABUTEIIEM COMCKATENs JHICH3UH (JnieH3uara) He TpeOyercs. B stom
ciiy4yae MaTepuaibl (POTOChEMKHU U (MJIK) BUAC03aMMCHU MPUIIAraloTCs K akTy OLIEHKH.

WNudopmanus, moxydeHHast ¢ UCTIOIb30BAHUEM CPEJICTB, MOCIE MPOBEACHHS OIICHKH COOTBETCTBHUS
CoUCKaTells JIMLIEH3UM (JIMLEH3UaTa) JULEH3MOHHBIM TpPeOOBaHUAM JIMLEH3UPYIOIIUM OpraHoM
COXpaHseTcs B aBTOMATHU3UPOBAHHOH WH(GOPMALMOHHON CHCTEME JHMIEH3UPYIOLIET0 OpraHa.
CoxpaHHOCTb yKa3aHHOM nH(popManuy 00eCIeYrBAETCS JTULEH3UPYIOIUM OPraHoM.

19. Ilpu npoBeeHUN OLIEHKM COOTBETCTBUSI COMUCKATEJNIs JULEH3UM (JIHMLIEH3MAaTa) JULECH3HOHHBIM
TpeOOBaHUSAM JIMIIECH3UPYIOUIMII OpraH MOXET MPUBJIEKaTh K IPOBEJCHUIO TAaKOM OIIEHKU He
3aMHTEPECOBAHHBIX B €€ PE3yJIbTaTaX dKCIEPTOB WJIM SKCIIEPTHBIE OpraHU3aluH, aKKpEAUTOBAHHBIE
B COOTBETCTBUU C 3aKOHOJATENbCTBOM Poccuiickoit denepanuu 00 akKpeIuTaluu B HallMOHAJIbHON
CUCTEME aKKpPEAWTALUH, a TAKKE IMOJBEIOMCTBEHHBIE JIMLIEH3UPYIOIIEMY OpraHy OpIraHM3aluu
(manee - SKCHIEPTHBIC OPTraHU3AIUN ).

[TpuBneueHre SKCHEPTOB M SKCIEPTHBIX OpraHU3aluil OCYLIECTBISETCS Ha O€3BO3ME3AHOM JUis
CoucCKaTellel JIUIEH3UH (JIMIEH3MaTOB) OCHOBE HA OCHOBAaHWM PELICHUs JIMLIEH3UPYIOILEro OpraHa,
MOJANUCAHHOTO YIOJHOMOYEHHBIM JODKHOCTHBIM JIMIIOM JIMIIEH3UPYIOLIETO OpraHa, B KOTOPOM
yKa3bIBalOTCA (aMIIIMK, HMEHa, OT4YecTBa (TMPW HAJIWMYWHU) TPHUBIEKAEMBIX HKCIEPTOB WIIH
HAaUMEHOBAHMS SKCIIEPTHBIX OpraHU3alui.

MHeHHUs1 3KCHEepTOB, SKCIEPTHBIX OpPraHU3alMii O COOTBETCTBUU (HECOOTBETCTBMM) COUCKATEIIS
JUIEH3UU (JIMLIEH3MaTa) JMIEH3UOHHBIM TpeOOBAaHUSAM M3J1araloTcs B CIpPaBKe (IKCIEPTHOM
MHEHMH), MOJMUCAHHOW »JKcHepTaMu U (WIHM) YHOJHOMOYEHHBIMHM JOJDKHOCTHBIMHU JIMLIAMU
AKCIIEPTHBIX OpraHU3alil, KOTOpas MPUJIaraeTcs K akTy OLIEHKH.

B cny4yae BbISBIEHUS HECOOTBETCTBUSI COWCKATeNs JHMIEH3MM (JIMLIEH3UaTa) JIMIEH3UOHHBIM
TpeOOBaHUSIM B aKT€ OLIEHKH YKAa3bIBAE€TCS, KaKMM HMMEHHO JIMIEH3UOHHBIM TpeOOBaHMSIM HE
COOTBETCTBYET COUCKATENb JMIEH3UU (JIMIEH3MAT) M KaKUM HOPMATUBHBIM IPAaBOBBIM aKTOM (C
YKa3aHHUEM €ro CTPYKTYpPHOM €TUHUIIbI) TAKOE JIMIIEH3HOHHOE TPeOOBaHNE YCTaHOBIIEHO.

20. IlpencraBieHue coucCKaTeleM JMIEH3UM (JUIEH3UaTOM) 3asBIEHUS O IMPEIOCTaBICHUU
JMILIEH3UN (3asiBIEHUS] O BHECEHUM W3MEHEHHH B PEecTp JIMIEH3UI) U UX NMPHUEM JHMLEH3UPYIOLINM
OpraHoM, TMPUHSITHE JUICH3UPYIOIUM OPraHOM PEUICHHUs O MPEIOCTABICHUN JTUICH3UH (00 OTKa3e
B NPEAOCTABICHUN JIMLIEH3UH ), BHECEHUU M3MEHEHHUH B peecTp JIMIEH3UH (00 0TKa3e BO BHECEHUU
U3MEHEHHH B pEEeCTp JIMIEH3WH), MPHOCTAHOBICHUH, BO30OHOBJICHUH, NPEKPAIICHUN JEHCTBUS
JMIIEH3MHU, a TaKXe IpelocTaBlIeHue, (OpMHUPOBAHUE M BEJCHHE JMILEH3MOHHOTO Jelia, BEJIECHUE
peecTpa JHIEH3UH U PEAOCTaBICHHE CBEICHNUMN, COJCPIKAIIIXCS B PEECTPE JUIICH3UH, B TOM YHCIIC
BBIMUCKA M3 PEecTpa JIMIEH3UH, OCYIIECTBISAIOTCS B MOpPsJIKe, ycTaHOBiIeHHOM denepaibHbIM
3akOHOM "O JTUIEH3UPOBAHUH OTAEIIBHBIX BUAOB JIESITEILHOCTH'" .

21. Ilpu nmopmaue 3asABIEHUS O NMPENOCTABICHUU JIMLIEH3HUM, 3asBJICHNUS O BHECEHMHM HW3MEHEHUH B
peecTp JIMUEH3UH IOPUAUYECKUM JIMIOM, WHAMBUAYAJIBHBIM IPEANPUHAMATENIEM IOANUCAHUE
TaKOTI'0 3asBJIEHUS OCYLIECTBIIIETCA B COOTBETCTBUM ¢ DenepanbHpiM 3ak0HOM "O IHMIIEH3UPOBaHUU
OTAEIBHBIX  BHIOB  JeSITEIbHOCTH" ANEKTPOHHOW  TOAMUCHIO  IOPUIWYECKOTO  JIMIIA,
UHIMBUYAIbHOTO NpPEANpPUHUMATENS C HUCMOJb30BaHUWEM (penepanbHOM  rocyJapCTBEHHOM
uH(pOpMallMOHHON cucTteMbl "ENUHBIM moOpTan TroCylapCTBEHHBIX W MYHULHUMNAIBHBIX YCIYT
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(bynkuuii)". (B pen. [loctanosnenwnii [IpaButensctBa PO ot 29.11.2022 N 2164, ot 03.08.2023 N
1268)

[Tpu nmonaue 3asBIeHUA (PU3MUYECKUM JIUIIOM IPU MPEACTABICHUN UHTEPECOB IOPUIMUECKOTO JIHIA
WIA HMHIUBUAYAJIBHOTO TMpeANpUHMMATens (IIpM HAJIMYMM B 3JIEKTPOHHON  ¢dopme B
MalIMHOYMTAEMOM BHUJE JIOBEPEHHOCTEM, IOATBEPHKAAIOIIUX COOTBETCTBYIOIIUE IOJHOMOYMS)
HNOJNMCAHUE TAKOTO 3asBJIECHUS OCYIIECTBIIAETCS YCUJICHHON KBaIM(PUUUPOBAHHOM 3JIEKTPOHHOU
MOJNKMCHI0O WM YCHJICHHON HEKBATM()UIMPOBAHHON SIIEKTPOHHON IMOAIMMUCHIO, CEPTU(PHUKAT KIIH0Ya
IPOBEPKM  KOTOPOM  CO3JlaH M  MCIOJB3yeTCs B  MHQPACTPyKType, oOecrneuynBaromei
UH(POPMALIMOHHO-TEXHOJIOTHYECKOE B3aMMOACUCTBUE HH()POPMAITMOHHBIX CHCTEM, HCIOIb3yEeMbIX
JUISl IPEAOCTABICHNS T'OCYAAPCTBEHHBIX M MyHULIMIIAIBHBIX YCIIYT U UCIIOJHEHUS TOCY 1apCTBEHHBIX
U MYyHHIMIAIBHBIX (YHKIMHA B 3JIEKTPOHHOW ¢opme, B ycTaHOBICHHOM [IpaBuTenbcTBOM
Poccutiickoit @enepanuu nopsake. (B pea. [locranosnenus I[IpaBurensctBa PO ot 29.11.2022 N
2164)

22. 3a mpenocTaBi€HUE JUUEH3UPYIOIIMM OPraHOM JIMLEH3HH, BHECEHUE W3MEHEHUH B PEecTp
JII/IIIGH?;I/II;'I Ha OCHOBAaHHWHM 3asBJICHHUSI O BHECCHUM H3MCEHCHUH B peecTp JII/III@H3HI>1 YILUIa4YUBaCTCA
rocy/IapcTBEHHAs MOLUIMHA B pa3Mepax U MOpSIKEe, KOTOPbIe YCTaHOBJICHBI 3aKOHOIATEIHCTBOM
Poccuiickoit deneparuum o Hamorax u coopax.

Breimmicka u3 peectpa nmueH3uil B (opMe DIIEKTPOHHOTO JAOKYMEHTA, MOANMCAHHOTO YCHUJICHHOM
KBAJM(PHULHUPOBAHHON 3JIEKTPOHHOM IMOANMUCHIO JUIEH3UPYIOIIEro OpraHa, HpeAocTaBiseTcs 0e3
B3UMAaHUs IJIAThI.

23. @enepanpHas ciyx0a mo Hag30py B cdepe 3ApaBOOXpaHEHUS B TEUCHUE 5 paboyux THEH co AHS
BBIJIAUYM JJOKyMEHTa 00 OKOHYAHUU MPOBEPKH JIMIIEH3MATa HAMPABIIAET B OpraHbl TOCYJapCTBEHHOMN
Biactu cyowrekToB Poccuiickoit @enepaliiu, oCyIIeCTBISIONINE TOJIHOMOYUS, YKa3aHHbBIE B IYHKTE
1 gactu 1 cratbu 15 ®@eaepanpHoro 3akoHa "OO0 OCHOBaX OXpaHBI 37J0pPOBbs rpakaaH B Poccuiickoi
Oenepanun'", 3aBepeHHbIC KOMHHM MPUKA30B O MPUOCTAHOBJICHWUM U BO30OHOBJICHUU ACHCTBUA
JTUIEH3WHM, Ha3HAYeHUH TMPOBEPOK JIMIIEH3UATOB, KOMHH AaKTOB TPOBEPOK JIUIEH3HATOB,
npeInucaHuii 00 yCTpaHEeHUH BBISBICHHBIX HapyIICHUN JUIIEH3HOHHBIX TPeOOBaHMIA, MPOTOKOJIOB
00 aTMUHUCTPATUBHBIX IPABOHAPYIICHUSIX, MOCTAHOBJICHWN O HA3HAYCHHWH aIMUHUCTPATHBHBIX
HaKa3aHW U  JPYruX JOKYMEHTOB, CBS3aHHBIX C  OCYIIECTBICHHEM  (heaepaabHOro
TOCYJJTapCTBEHHOTO KOHTPOJs (Ham3opa) B cdepe oOpaileHus JEKapCTBEHHBIX CPEACTB, B
OTHOIICHHUH JIUIIEH3UATOB (32 UCKIIFOUEHUEM JIUIICH3UATOB, MPECTABUBIINX 3asBICHUS O BHECCHUU
W3MEHEHUHN B PEECTP JIMIICH3UI ), OCYIIECTBISIONINX JACSITEIILHOCTD M0 O0PAIICHHUIO JIEKAPCTBEHHBIX
CPEJICTB, 7Sl BKIIOYCHHS B IMIIEH3UOHHBIE JIefia B OyMaKHOM WM SJIEKTPOHHOM BHUJIE.

24. ®opmMupoBaHUE JHIIEH3MOHHOTO JeNla COMCKATeNsl JHIICH3UH (B OTHOIIEHUHU JIEKApPCTBEHHBIX
CPEACTB JJIi MEIUITMHCKOTO MPUMEHEHHs ), JTUIEH3HaTa OCYIIECTBIAECTCS B aBTOMATH3UPOBAHHOMN
nH(popMalnoHHOHK cucteme DenepanbHO CITyKObI 110 HAI30py B chepe 3ApaBOOXpaHEHUS.

25. OmeHka coONIO/IEHUs JHIEH3MaTaMHU JIMIIEH3UOHHBIX TpeOOBaHUM MpH OCYIIECTBICHUH
(bapManeBTUYeCKON JEesTETbHOCTH OCYILECTBISETCS B pamkax (enepaibHOro rocyIapCTBEHHOTO
KOHTpOJIs (Haa3opa) B cpepe oOpalieHus JIeKapCTBEHHBIX CPEJCTB.

Ilpunoscenue

x Tlonooicenuro o JUYEHIUPOBAHUU
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Gdapmayesmuueckoti desmenbHOCMU

HEPEYEHD BbBIINIOJHAEMbIX PABOT,
OKA3BIBAEMBIX YCJYI', COCTABJIAIOIINUX
OAPMALEBTUYECKYIO AEATEJIBHOCTD

(B pex. [Tocranoenenus [IpaBurenscrBa P® ot 29.11.2022 N 2164)

|. B cpepe oOpanieHus JeKapCTBEHHBIX CPEACTB JJIs1 MeIUIIMHCKOT 0
NpUMeHeHU s

1. OnroBas TOPIroBJId JICKAPCTBECHHBIMHA CPCACTBAMU IJII MCAUIIMHCKOI'O IIPUMCHCHUA
. XpaHeHI/IC JICKAPCTBCHHLIX CPECACTB AJIA MCAUIIHMHCKOI'O ITPUMCHCHU
. XpaHeHI/IC JICKAPCTBCHHLIX ITpC€IIapaToB AJId MCIUIUHCKOI'O IIPUMCHCHUA

. IlepeBo3Ka NIEKAPCTBEHHBIX CPEACTB JJIS1 MEIUIIMHCKOTO TPUMEHEHUS

. Po3ununas TOPTOBJIA JICKAPCTBCHHBIMU IIpCIiapaTaMu Il MCIUIIMHCKOI'O IIPUMCHCHUA

2
3
4
5. IlepeBo3Ka NEKAPCTBEHHBIX MPENAPATOB I MEAUIIMHCKOTO TPUMEHEHUS
6
7. OTIIyCK JIEKapCTBEHHBIX MPEMApaTOB AJISI MEIUIIMHCKOTO TPUMEHEHUS

8

. I3roToBiieHne eKapCTBEHHBIX MPENapaToB s MEAUIIMHCKOTO MPUMEHEHUS, 32 UCKIIOYEHUEM
U3TOTOBJIEHUS  paauo(apMaleBTUUECKUX JICKAPCTBEHHBIX IPENaparoB Ui  MEAMLUHCKOTO
npumenenus (B pen. [Toctanosnenus [IpaBurensctBa PO ot 29.11.2022 N 2164)

9. UzroroBnenue paauodapMalieBTUYECKUX JEKapCTBEHHBIX MpPenapaTtoB A MEAULUHCKOTO
npumenenus (B pen. [Toctanosnenus [IpaBurensctBa PO ot 29.11.2022 N 2164)

I1. B cepe oOpanieHust JekapcTBEHHBIX CPEICTB /1JIs1 BETEPUHAPHOTO
NpuMeHeHus

1. OnToBast TOProBiIs JIEKAPCTBEHHBIMHU CPEACTBAMM ISl BETEPUHAPHOTO IPUMEHEHUS

. XpaHeHHE JEeKapCTBEHHBIX CPEJICTB AJI1 BETEPUHAPHOTO PUMEHEHUS

. XpaHeHHeE JIEKapCTBEHHBIX MIPENApaTOB ISl BETEPUHAPHOTO IPUMEHEHUS

. IlepeBo3Ka JIeKapCTBEHHBIX CPEJCTB JJIs1 BETEPUHAPHOIO TPUMEHEHMUSI

. [lepeBo3Ka JIeKapCTBEHHBIX MPENAPATOB JJII BETEPUHAPHOTO NPUMEHEHUS

. Po3HnYHas TOprowiist JeKapCTBEHHBIMU MpenapaTaMu JJisi BETEpPUHAPHOTO IPUMEHEHUS

. 3roTopieHue JICKApCTBCHHBIX NPCIapaToB AJIs1 BETCPUHAPHOI'O MIPUMCHCHUA
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Ilpunoscenue
K nocmanognenuio IIpasumenscmea
Poccuiickoii @edepayuu

om 31 mapma 2022 2. N 547

IHEPEYEHDb HOPMATHUBHBbBIX ITPABOBBIX AKTOB U
OTJIEJIbHBIX MOJIOKEHU HOPMATHUBHBIX
MMPABOBBIX AKTOB IIPABUTEJBCTBA POCCUNCKOH
OEJEPALIUNA, YTPATUBIHIUX CUJTY

1. ITocranoBnenue IlpaBurensctBa Poccuiickoit ®eneparun ot 22 nekabps 2011 r. N 1081 "O
nuneH3upoBannu (papmaneBtudeckor nestenbHOCTH" (CoOpaHue 3aKoHOAATeNsCTBA Poccuiickoit
®denepannm, 2012, N 1, ct. 126).

2. Ilynkr 170 u3mMeHeHu#, KOTopsle BHOCATCS B akThl [IpaButenscTBa Poccuiickoit dexepannu mo
BOIIpOCaM  JAEATEINbHOCTH  MuHucTepcTBa  3ApaBooxpaHeHus  Poccuiickonn  ®epnepanumy,
YTBEp)KJICHHBIX TocTaHOBJIeHUEeM [IpaButenscTBa Poccuiickoit @enepanuu ot 4 centsiops 2012 r. N
882 "O BHeceHMM HU3MEHEHUW B HeEKoTopble akThl IIpaBurenscTBa Poccuiickoit ®denepanuu mno
BOTIPOCAM JIeATEIIbHOCTH MHUHHUCTEpCTBa 31paBooxpaneHust Poccmiickoit @enepanun” (Cobpanue
3akoHo1areabcTBa Poccuiickoit deneparuu, 2012, N 37, ct. 5002).

3. llyHkT 1 u3MeHeHui, KOTopble BHOCATCA B akThl lIpaBurensctBa Poccuiickoit denepanuu mo
BOIpocaM 0OpallleHUs JIEKapCTBEHHBIX CPEACTB I MEAULMHCKOIO MPUMEHEHUS, YTBEPKACHHbIX
nocraHoBieHueM IlIpaBurensctBa Poccuiickoit ®@epepauuu ot 15 ampens 2013 r. N 342 "O
BHECEHMM HM3MEHEHUU B HeKoTopble akThbl [IpaButenscTBa Poccmiickon denepanum no Borpocam
oOpalleHuss  JIEKapCTBEHHBIX  CpeACTB s MeauuuHckoro  mpumeHeHus"  (CoOpanue
3akoHoaarenbeTBa Poccuiickoit deneparuu, 2013, N 16, ct. 1970).

4. TlyHKT 2 w3MeHeHMH, KOTOpble BHOCATCA B akThl [IpaButenbcrBa Poccuiickoit @eneparum,
YTBEPKACHHBIX NocTaHoBieHueM [IpaBurenscrBa Poccuiickoit @enepannn ot 23 centsaops 2016 r.
N 956 "O BHeceHMM H3MEHEHUH B HekoTopble akThl [IpaBurenbctBa Poccuiickoit ®enepauun"
(Cobpanue 3axkononarensctBa Poccuiickoit deneparuu, 2016, N 40, ct. 5738).

5. llyHKT 2 u3MeHeHu#, KOTopble BHOcsATCS B akThl IIpaButenbctBa Poccuiickoit ®denepanuu,
yTBEpKJEHHbIX MocTaHoBieHueM IlpaButensctBa Poccuiickoit ®@eneparuu ot 4 urons 2017 r. N
791 "O BHeceHMM W3MEHEHMH B HeKoTopble akThl IIpaBurenbctBa Poccuiickont ®eneparun'
(Cobpanue 3akononarenscTBa Poccuiickoit @enepanun, 2017, N 28, ct. 4165).

6. [lyakT 1 wW3MeHeHu#, KOTOopble BHOCATCS B akThl [IpaBurtenscTBa Poccmiickoit denepanuu 1mo
BOIIPOCaM OCYILECTBJICHHs JIMLIEH3UPOBAHUS OTIEIbHBIX BHJIOB JACITEIBHOCTH HA TEPPUTOPHUH
MEXIyHapOJAHOIO MEIUIIMHCKOrO KiacTepa, YTBEp)KIEHHBIX IocTaHoBieHHeM [IpaButenbcTBa
Poccwuiickoit ®denepanuu ot 21 deppanst 2020 r. N 192 "O BHeceHUU U3MEHEHUN B HEKOTOPHIE AKThI
IIpaBurenscTtBa Poccuiickont @enepanuu 1O BONpPOCaM  OCYLIECTBICHUS JINLEH3UPOBAHUS
OTJIENbHBIX BHUJOB JCATEIBHOCTH HA TEPPUTOPUM MEKIYHAPOJHOTO MEIUIMHCKOIO Kiacrepa'
(Cobpanue 3axkonomarensctBa Poccuiickoit deneparuu, 2020, N 9, ct. 1195).

7. lloctanosnenue [IpaButenscrBa Poccuiickoit @eaeparnuu ot 15 masg 2020 r. N 687 "O BHeceHnn
u3MeHeHnid B myHKT 5 IlonmokeHuss o0 JHIIEH3WPOBaHWH (hapMalleBTUYECKOW JesaTeabHOCTH"
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(Cobpanue 3akonomarenscTBa Poccuiickoit deneparuu, 2020, N 21, ct. 3269).

8. llynkt 1 m3MmeHeHu#, KOTOphie BHOCATCS B akThl [IpaBuTenscTBa Poccuiickoit denepanuu 1o
BOIIPOCAM JIUIICH3UPOBAHUSL OTACNIbHBIX BUJOB JCSATEIBHOCTH, YTBEPKIACHHBIX MOCTAHOBJICHUEM
[TpaButenscTBa Poccuiickoit ®eneparuu ot 28 Hos6ps 2020 r. N 1961 "O BHeceHMU U3MEHEHUN B
HekoTopble akThl IIpaBurensctBa Poccuiickon ®enepanuu 1O  BONpPOCaM  JIMLEH3UPOBAHMS
OTAENbHBIX BUIIOB neaTenbHocTH" (CobOpanue 3akoHomaTenbcTBa Poccniickoit ®denepamuu, 2020, N
49, ct. 7934).

9. IlyHkT 1 wm3MeHeHUWH, KOTOpble BHOCATCS B akThl IlpaBurenbctBa Poccuiickoit deneparum,
YTBEPKACHHBIX NocTaHoBieHHeM [IpaButenbctBa Poccuiickoit @enepanuu ot 9 mapra 2022 r. N
328 "O BHeceHMHM HU3MEHEHUM B HeKoTopble akThl IlpaButenscTtBa Poccuiickoir Penepanun"
(Cobpanue 3axkononarensctBa Poccuiickoit denepanuu, 2022, N 11, cr. 1712).
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