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NMPABUTENbCTBO POCCUNCKON ®EQEPALIUN

NMOCTAHOBJIEHUE
ot 31 mapTta 2022 r. N 547

OB YTBEPXOEHUU NOJIOXXEHUA
O JIMUEH3UPOBAHUN ®PAPMALIEBTUYECKOWU OEATENIbHOCTHU

Crncoxk M3MEHS0IUX JOKYMEHTOB
(B pen. [locranoBnenuii [IpaButensctea 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)

B cootBercTBuu ¢ denepanbHbiM 3aKk0HOM "O NHLIEH3UPOBAHUH OTAEIBHBIX BUAOB JESATENIbHOCTH"
[IpaButensctBO Poccuiickoit @enepanuu MoCTaHOBIISIET:

1. YTBepI[I/ITB npujaracmoc ITonoxenue o JIMOCH3UPOBAHHUHN (bapMaHeBTHqCCKOfI JCATCIIbHOCTH.

2. Ilpu3HaTe yTpaTUBIIMMM CHJIy HOPMATHBHBIE IIPAaBOBBIE AKTBl U OTIEJbHBIEC IOJOKEHUS
HOPMAaTUBHBIX NpaBoBbIX akTOB IIpaBurenscrBa Poccuiickoir @Pexepanuu 1O NEPEUYHIO COIVIACHO
MIPUIIOKEHUIO.

3. Hacrosiiee noctaHoBieHue BCTynaeT B cuity ¢ 1 ceHTs10ps 2022 r. u neiictByet 10 1 ceHTs0ps
2028 1.

[Ipencenarens [IpaBurenscTBa
Poccuiickoit ®enepanun
M.MUILTYCTUH

YTBepxkACHO

nocranoBieHueM [IpaButenbcTBa
Poccuiickoit ®enepann

ot 31 mapta 2022 r. N 547

MONOXEHUE O IMLIEH3UPOBAHUU ®APMALIEBTUYECKOWN OEATENBHOCTHU

Crncoxk M3MEHSOIUX JOKYMEHTOB
(B pen. [locranoBnenuii [IpaButensctBa 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)

1. Hacrosimee IlonoxxeHue ycTaHaBIMBAaeT MOPAIOK JIMIIEH3UPOBAaHUS (apMalleBTHUECKON
NESITEIbHOCTH, OCYILECTBIAEMOH  IOPHUIAMYECKMMHU JIMIAMH, B TOM YHCJIE€ HHOCTPAaHHBIMU
IOPUIMYECKUMH JIMI[AMM, BKJIIOYasi OpraHU3allMyd ONTOBOM TOPIOBIM JEKAPCTBEHHBIMHM CpPEICTBAMH,
anTeuHble OpraHU3allui, BETEPUHAPHBIEC allTEYHbIE OPTaHNU3ALNH, a TAK)KE MEIUIIMHCKUE OPraHu3alnuu U

www.consultant.ru CrpaHvua 113 18
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=432780&amp;date=16.11.2024&amp;dst=100005&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=432780&amp;date=16.11.2024&amp;dst=100005&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=453833&amp;date=16.11.2024&amp;dst=100028&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=453833&amp;date=16.11.2024&amp;dst=100028&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=477973&amp;date=16.11.2024&amp;dst=100005&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=477973&amp;date=16.11.2024&amp;dst=100005&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=490148&amp;date=16.11.2024&amp;dst=100056&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=490148&amp;date=16.11.2024&amp;dst=100056&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=454666&amp;date=16.11.2024&amp;dst=100147&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=454666&amp;date=16.11.2024&amp;dst=100147&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=432780&amp;date=16.11.2024&amp;dst=100005&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=432780&amp;date=16.11.2024&amp;dst=100005&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=453833&amp;date=16.11.2024&amp;dst=100028&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=453833&amp;date=16.11.2024&amp;dst=100028&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=477973&amp;date=16.11.2024&amp;dst=100005&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=477973&amp;date=16.11.2024&amp;dst=100005&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=490148&amp;date=16.11.2024&amp;dst=100056&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=490148&amp;date=16.11.2024&amp;dst=100056&amp;field=134&amp;demo=2
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

MoctaHoBneHwue lMpasutensctea PO ot 31.03.2022 N 547 K n
KOHCYJIbTAHTINIOC
(pen. oT 06.11.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ara coxpaHenus: 16.11.2024
06 yTBepxaeHuu MNonoxeHns 0 NMUEH3MpoBaHnK dapmMa...

ux 000cOOJIEHHBIE MOApa3eNeHHs, PACIONIOKEHHbBIE B CEJIbCKUX HACEJIEHHBIX NMYyHKTaX, B KOTOPBIX
OTCYTCTBYIOT alTE€YHbIE OpraHU3aluu (Zajgee COOTBETCTBEHHO - MEAMIMHCKHE OpraHU3alllu,
000cO0JIeHHBIE TOJpA3JeNieHUs] MEAMLIMHCKUX OpraHu3allyii), BeTEpUHApHBIC OpraHU3alMH, H
MHAUBUAYATbHBIMU IPEIIPUHUMATEISIMHU.

(B pen. Loctanosnenus IIpasurenscrBa PO ot 06.11.2024 N 1498)

2. (DapMaI_[eBTI/ILIeCKaﬂ JACATCIIBHOCTb BKIIOYACT pa6OTBI " YCIIYT'H COITIACHO IIPUJIOKCHUTO.

3. JluueHsupoBaHHe  (apMaleBTUYECKOW  JEATENbHOCTH  OCYIIECTBISIOT  CIEAYIOILIUE
JIULEH3UPYIOIINE OPTaHBI:

a) DexepanpHast cayxba Mo HaA30py B cdepe 3ApaBOOXpAHEHUS - B YAaCTH JACSITEIBHOCTH,
OCYILIECTBJISIEMOM:

OopraHu3anusMu OIITOBOM TOProBjIin JICKAPCTBCHHBIMHU CPEACTBAMU JIA  MCIUIHHCKOI'O
IIPUMEHCHUSA

AlITCUYHBIMU OpraHu3alusaIMHu, IMOABECAOMCTBCHHBIMU @eﬂepaHBHLIM OopraHamM HUCIOTHUTEIbHON
BJIaCTH,

UHBIMM OpraHM3allsIMM U HMHAMBUIYAJbHBIMM IPEANPUHUMATEISAMH, OCYLIECTBIISAIOIUMU
(hapManeBTHYECKYIO JIEATENIbHOCTh, B YacTH OICHKH COOJIOACHUS JHMIICH3MATaMH JIMICH3HOHHBIX
TpeOOBaHMI MOCPEACTBOM OCYILIECTBICHUS (elepalibHOTO TOCyIapCTBEHHOIO KOHTPOJsS (Haa3opa) B
chepe oOpaleHHsl JIEKapCTBEHHBIX CpPEACTB (32 MCKJIIOYEHMEM JIMIIEH3MATOB, IPEICTaBUBILNX
3adBJICHMS O BHECEHMM M3MEHEHHUIl B peecTp JIMIEH3Ul Ha ocylecTBiIeHHe (papMaleBTUYECKON
NeSTeIbHOCTH (J1ajee COOTBETCTBEHHO - JIMIEH3MM, PEeCTp JIMLEH3Ui), MOJHOMOYHM 110
MIPUOCTAHOBIICHUIO, BO30OHOBICHUIO JEHCTBUS JIMIICH3WH, a TaKXKe IIOJHOMOYHIA, CBSI3aHHBIX C
aHHYJIMPOBAaHUEM JIMIICH3UH B CyIe0HOM TOPSIKE;

0) WCHOJHUTENTbHBIE OpraHbl CyObekTOB Poccuiickoit denepanuu - B YaCTH OCYIIECTBICHUS
NEsITeIbHOCTH B c(epe oOpalleHus JeKapCTBEHHbBIX CPEICTB Ul MEIULMHCKOIO IPUMEHEHHs (B 4acTH
IIPEIOCTABIICHUS JIMLIEH3UM U BHECEHUS U3MEHEHUM B PEECTpP JIMLIEH3UH, IPEJOCTABIEHUS BBIIIUCOK U3
peecTpa JMIEH3UI, OLEHKH COOTBETCTBHMSI COUCKATENS JIMIEH3MM, JIMIEH3UaTa JIMIEH3MOHHBIM
TpeOOBaHUSAM - B OTHOIIEHUHM COMCKATENEH JMICH3MA U JIMIIEH3UATOB, MPEACTABUBIINX 3asBICHUS O
BHECEHMU M3MEHEHHM B peecTp JULEH3UM, NMpeKpalleHus ACWCTBUS JMLEH3UH, (OopMUpOBaHMS U
BEJICHUSI PEECTPOB MPEIOCTABICHHBIX OpraHaMU TOCYJAapCTBEHHOW BJIACTH CYOBEKTOB Poccmiickoit
denepanyuy JIMLUEH3UH, yTBepxkaeHUs (OpM 3asdBICHUH O NPEJOCTaBICHUM JIMLECH3UM, BHECEHUU
U3MEHEHUH B peecTp JHIEH3UH, YTBep)KACHUs (OpM YBEIOMJIEHHH U JAPYIMX HCIOJIb3YEeMbIX B
IIPOLIECCE JIMLEH3UPOBAHMS JIOKYMEHTOB, a TaKXe IPEAOCTaBICHHUS 3aMHTEPECOBAHHBIM JIMLIAM
uHpOpMAaMKM TIO BOMpPOCaM JIMIEH3UPOBAHMS, BKIIOYAs pa3MEUIeHHE J3TOW HWHPOpMaLUu B
nH(OPMaLIMOHHO-TEIEKOMMYHHUKAaIMOHHON cetn "WHrepuer" (manee - cerp "HHrepHer") Ha
oQUIMANBHBIX CcaliTax OpPraHOB TOCYJAapCTBEHHOW BiacTH cyObekToB Poccuiickoit ®Peneparnuu ¢
yKa3aHHEM a/IpeCcOB 3JICKTPOHHOH MOYTHI, II0 KOTOPHIM I10JIb30BaTEIAMH 3TON MH(YOPMALIUK MOTYT OBITh
HanpaBJIeHbI 3aIIPOCHI U MOJIyYeHa 3anpaliuBaeMas HHpopMalus), OCyIIeCTBISIEMO:

(8B pen. LoctanoBnenus IIpasurenscrea PO ot 03.08.2023 N 1268)

OpPraHu3alMsIMHi, 3a HCKIIOUYEHUEM OpPraHu3alMil  ONTOBOM TOPIrOBJIM  JICKAPCTBEHHBIMU
CpeACTBAMHU Uil MEIUWLMHCKOrO NPUMEHEHUS W aNTeYHbIX OPraHu3alud, MOABEIOMCTBEHHBIX
(dhenepabHBIM OpraHaM HUCIIOTHUTEIBHON BIIACTH;
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MoctaHoBneHwue lMpasutensctea PO ot 31.03.2022 N 547

( T 06.11.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pep,. 0 o [ata coxpaHenus: 16.11.2024
06 yTBepxaeHun MonoxeHns o NMUEH3NpoBaHun dapmMa...

WHAWBUAYAJIbHBIMHA IPCAIIPUHUMATCIIAMU,
HHOCTPAaHHBIMHU KOPUANICCKUMU JINITAMU

B) ®egepanbHas choyxk0a MO BeTEpUHAPHOMY M (PUTOCAHUTAPHOMY HAA30pPY - B YaCTH
JEATeIbHOCTH, OCYIIECTBIAEMON B cepe oOpalieHHs JeKapCTBEHHBIX CPEJCTB Ul BETCPHHAPHOTO
MIPUMEHEHHUS.

4. Conckarenb JUMIEH3WHU OOJIKEH COOTBETCTBOBATE CIACAYIOIHUM JIUICH3MOHHBIM Tpe6OBaHI/I$IMZ

a) HaJIM4Ke MPOU3BOACTBEHHOI'O0 00BEKTa MM OOBEKTOB (IIOMELICHUH, 3aHUM, COOpYKEHUH) U
00OpYyJIOBaHUSI 1O MECTY OCYLIECTBJICHUs (apMalleBTUYECKON NEATETbHOCTH, MPUHAUICkKAIIUX Ha
npaBe COOCTBEHHOCTH WJIM HA WHOM 3aKOHHOM OCHOBAaHWH, NPEAyCMAaTPHBAIOIIEM IPAaBO BIAJCHUS U
MPaBO TOJB30BAHUA, JHOO TPHHAICKANMX HA IpaBe COOCTBEHHOCTH WM HAa HWHOM 3aKOHHOM
OCHOBAaHWY MHOMY JIMIICH3UATY, NMEIONIEMY JIMIIEH3UIO Ha OCYIIECTBICHHE PaOOT, OKa3bIBACMBIX YCIYT,
COCTABJIAIOLIUX JESITEIbHOCTh 10 ONTOBON TOPIOBJIE JIEKAPCTBEHHBIMU CPEACTBAMU Il MEAMLIMHCKOTO
NPUMEHEHMs, U JoroBop (0T 12 MecsleB) ¢ coucKaTeleM JIMIEH3MHM O nepeaade paboT (yciyr) Ha
AyTCOPCUHT (B 4YaCTH XpaHEHHs JICKApCTBEHHBIX CPEACTB Ui MEIUIMHCKOTO MPUMEHEHUs),
COOTBETCTBYIOIIUX TpeboBaHMsAM cTatbu 54 depepanpHoro 3akoHa "OO oOpaleHHWU JIEKapCTBEHHBIX
cpeAcTB", OpaBWIaM HaUIeXKAIEH AUCTPUOBIOTOPCKONW TMPaKTHKH B pamMKax EBpasuiickoro
HSKOHOMHYECKOTO  COK03a, TIpaBWJIaM  XpaHEHUS  JICKAPCTBEHHBIX  CPEJICTB,  YTBEPKICHHBIM
YIOJIHOMOYEHHBIM (hesiepabHbIM OpPraHOM HCIOJHUTENIBHOW BJIACTH (32 MCKIFOYEHUEM MEIULIMHCKHUX
OpraHu3aiuii 1 060co0IEHHBIX MOApa3AeICHUNA MEIUIIMHCKUX OpraHU3aluii);

(8B pen. ocranoBnenus IIpasutensctBa PO ot 01.06.2024 N 756)

0) HaTM4He TPOU3BOJCTBEHHOIO OOBECKTa WM OOBEKTOB (MMOMEIICHUH, 3MaHUN, COOPYKEHUI) U
00OpYIOBaHUSI 10 MECTY OCYHIECTBJICHHS (apMalleBTUYECKON NEATETBbHOCTH, MPUHAJISKAIUX Ha
npaBe COOCTBEHHOCTH HJIM HA WHOM 3aKOHHOM OCHOBAaHWH, TIPEAYyCMATPHBAIOIIEM IPABO BIAJCHUS U
MpaBO TOJB30BaHUS, - [UIsl OpPraHU3alMil ONTOBOI TOPIrOBIM JIEKAPCTBEHHBIMU CPEACTBAMM IS
BETEPUHAPHOTO MPUMEHEHUs, COOTBETCTBYIOIMUX TpeboBanusMm cratbu 54 denepanpHoro 3akoHa "O0
oOpallleHnu JIEKapCTBEHHBIX CPEJCTB", TMpaBWiaM HaJyuIexalleil JTUCTPUOBIOTOPCKOM MPaKTHKH B
pamkax EBpa3uiicKoro SKOHOMHYECKOTO COI03a, IPABWJIAM XPAHEHUS JIGKAPCTBEHHBIX CPENICTB IS
BETEPUHAPHOTO PUMEHEHHS;

(8 pen. [locranosnenwuii [IpaButensctea PO ot 03.08.2023 N 1268, ot 01.06.2024 N 756)

B) HaJIMYME MPOU3BOJACTBEHHOTO OOBEKTAa WM OOBEKTOB (IMMOMEUIECHUH, 37aHUN, COOPYKEHUHN) U
000py/IOBaHUsI TIO0 MECTY OCYIIECTBICHHS (papMaleBTHUECKONW AeATeIbHOCTH, MPUHAANEKAIIUX Ha
npaBe COOCTBEHHOCTH WJIM HA WHOM 3aKOHHOM OCHOBAaHUH, MPEAyCMaTpPHBAIOIEM IPAaBO BIaJCHUS U
NPaBO MOJB30BaHMA, - JUIA OpPraHU3alMid PO3SHUYHON TOPTOBIM JIEKAPCTBEHHBIMHU MperapaTamMu s
MEIUIMHCKOTO MPUMEHEHHUs, COOTBETCTBYIOIIMX TpeOoBaHUsAM cratbu 55 PenepanbHoro 3akona "OO0
oOpaIreHuu JIeKapCTBEHHBIX CPENACTB", MpaBWiIaM HaJJICKaAINIEH amnTeYHOW TPAKTUKH, TpaBUIaM
XpaHEHUsl JIeKapCTBEHHBIX CPEACTB, YTBEPXKICHHBIM YIOJIHOMOYEHHBIM (elepalbHbIM OpPraHOM
WCTIIONHUTENBHON BIAacTH (32 HCKIIOUYEHHEM MEAMIMHCKUX OpraHu3aluii U 000COOJIEHHBIX
MOJIpa3/IeIeHUu il MEIMIIMHCKUX OpraHu3aIuil);

(B pen. Locranosnenus IIpaBurenscrea P® ot 01.06.2024 N 756)

I') HaJIM4Yue MPOU3BOJICTBEHHOTO OOBEKTAa MM OOBEKTOB (IIOMEIIEHUH, 3/1aHul, COOpPYKEHUMN) U
00Opy/I0BaHUsI TIO0 MECTY OCYIIECTBICHHS (papManeBTHUYECKON AeATEIbHOCTH, NMPUHAAJICKAIUX Ha
IIpaBe COOCTBEHHOCTH WJIM HAa MHOM 3aKOHHOM OCHOBAaHUH, IPEAyCMaTpHBAIOILEM IIPABO BIaJEHUS U

www.consultant.ru CrpaHvua 3 13 18
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=478049&amp;date=16.11.2024&amp;dst=100091&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=478049&amp;date=16.11.2024&amp;dst=100091&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468491&amp;date=16.11.2024&amp;dst=100618&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468491&amp;date=16.11.2024&amp;dst=100618&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=207404&amp;date=16.11.2024&amp;dst=100015&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=207404&amp;date=16.11.2024&amp;dst=100015&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=477973&amp;date=16.11.2024&amp;dst=100011&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=477973&amp;date=16.11.2024&amp;dst=100011&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468491&amp;date=16.11.2024&amp;dst=100618&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468491&amp;date=16.11.2024&amp;dst=100618&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=366338&amp;date=16.11.2024&amp;dst=100010&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=366338&amp;date=16.11.2024&amp;dst=100010&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=453833&amp;date=16.11.2024&amp;dst=100030&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=453833&amp;date=16.11.2024&amp;dst=100030&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=477973&amp;date=16.11.2024&amp;dst=100012&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=477973&amp;date=16.11.2024&amp;dst=100012&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468491&amp;date=16.11.2024&amp;dst=100620&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468491&amp;date=16.11.2024&amp;dst=100620&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=210618&amp;date=16.11.2024&amp;dst=100010&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=210618&amp;date=16.11.2024&amp;dst=100010&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=477973&amp;date=16.11.2024&amp;dst=100013&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=477973&amp;date=16.11.2024&amp;dst=100013&amp;field=134&amp;demo=2
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

MoctaHoBneHwue lMpasutensctea PO ot 31.03.2022 N 547 K n
KOHCYJIbTAHTINIOC
(pen. oT 06.11.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ara coxpaHenus: 16.11.2024
06 yTBepxaeHuu MNonoxeHns 0 NMUEH3MpoBaHnK dapmMa...

MpaBO TOJB30BAHUS, - JUISI OPraHM3AIMi PO3ZHUYHOW TOPTOBJIM JIEKAPCTBEHHBIMH MpenapaTamu s
BETEPUHAPHOTO MPUMEHEHUS, COOTBETCTBYIOIMUX TpeboBanusM cratbu 55 denepanpHoro 3akoHa "OO0
oOpalleHuu JIEKapCTBEHHBIX CPEICTB", MpaBUaM HaJISKAIEH anTeuyHOW MPAKTUKH JIEKAPCTBEHHBIX
MpenapaToB JJisi BETEPUHAPHOTO NPUMEHEHHS, OPABWJIAM XpaHEHUs JICKAPCTBEHHBIX CPEICTB IS
BETEPUHAPHOTO MPUMECHEHUS;

(B pen. [Hocranornenus [IpaButensctBa PO ot 03.08.2023 N 1268)

1) HAJIM4YKMe MPOU3BOJICTBEHHOTO 00BbEKTa (MOMELIEHHUs, 3AaHUs1, COOPYKEHUs) U 000py10BaHUS MO
MECTY OCYIIECTBIICHHs (papMalleBTUUECKON IeATeNIbHOCTH, MPUHAICKAIINX HA MpaBe COOCTBEHHOCTH
WIM Ha UHOM 3aKOHHOM OCHOBAaHWM, NPEAYCMaTPUBAIOIIEM IPABO BJIAJCHUS U MPABO IOJIb30BAHUSA, -
JUIS. UHIMBUTyaJIbHOTO TIPEIIPUHUMATEINSI, COOTBETCTBYIOILIETO TpeOOBaHUAM CTaThi 55 PenepanbHOro
3akoHa "OO oOpaiieHnu JEeKApCTBEHHBIX CPENCTB", MpaBWiIaM HaJJICKaIleH anTeYHOW MNPaKTHKH,
[IpaBUJIAM XPaHEHMs JICKApCTBEHHBIX CPEICTB, YTBEPXKIEHHBIM YIIOJHOMOUYEHHBIM (enepaabHbIM
OpraHOM UCIOJIHUTENIbHOW BIACTH;

(8B pen. ocranoBnenus IIpasutenscrea PO ot 01.06.2024 N 756)

€) HaJn4Yue MPOW3BOJCTBEHHOTO OOBEKTa WM OOBEKTOB (ITOMEIIECHUH, 3IaHUH, COOPYKEHUN) U
00Opy/IOBaHUsI TI0O MECTY OCYIIEeCTBICHHS (DapManeBTUUYCCKON AESATEIBbHOCTH, MPUHAIIS)KANUX Ha
mpaBe COOCTBEHHOCTH WJIM Ha MHOM 3aKOHHOM OCHOBAHHH, TPEIyCMAaTPHBAIOIIEM IPABO BIIAJICHUS U
[paBO TMOJIb30BAHMS, - JJII BETEPUHAPHOM anTeYHOW OpraHu3alyl WIM WHAUBUAYAIbHOTO
MpearpUHUMATENS, COOTBETCTBYIOIIUX TpeOoBaHUsIM cTaThu 56 PeaepanbHoro 3akona "O6 obpaiieHun
JIEKapCTBEHHBIX CPEACTB', MpaBUIaM HaJJIeXkalleld anTedHON MpPaKTHKH JIGKAPCTBEHHBIX MpPENapaToB
JUTSL BETEPUHAPHOTO MIPUMEHEHUS, IPABWJIAM U3TOTOBJIICHUS U OTITYCKa JICKAPCTBEHHBIX MPENapaToB s
BETEPUHAPHOTO TMPUMECHCHHSI, MPABWIAM XpaHEHUS JIGKAPCTBEHHBIX CPEACTB IS BETCPUHAPHOTO
MIPUMCHCHHS,

(B pen. [Hocranornenus [IpaButensctBa PO ot 03.08.2023 N 1268)

)K) HaJIMYUC y MEJIUILIMHCKOM OpraHu3alnu - COUCKATCIIA JIMOCH3UN JIMICH3UNU Ha OCYHICCTBIICHUC
MEIUIIUHCKOM ACATCIIBHOCTH,

3) HaJU4Me B COOTBETCTBMM C MPABWJIAMH HAJISKAIICH anTeYHOH NPAaKTHKH JIEKapCTBEHHBIX
MpernapaToB sl MEIWIIUHCKOTO TMPHMEHEHHs, MpaBHJIAMH XPAaHEHUS JEKapCTBEHHBIX CPEICTB IS
MEJHUIMHCKOTO TPHUMEHEHHS, OPaBUIAMH Ha/JIeKaIed JAUCTPUOBIOTOPCKONW TPAKTUKA B PaMKax
EBpa3suiickoro 5KOHOMHYECKOro COI03a JIUIA, OTBETCTBEHHOT'O 32 BHEAPCHUE U 00ECIICYCHHE CHCTEMBI
KayecTBa XpaHEHHsS M TIEPEBO3KM JICKAPCTBEHHBIX IMPENapaToB W aKTyaJIH3alUi0 CTaHAAPTHBIX
OTIEPALMOHHBIX MPOLENYP Ul OCYLIECTBICHUS (apMalleBTUYECKOHN JesITeIbHOCTH B cepe oOparieHus
JIEKApCTBEHHBIX CPEJCTB I MEIUIIMTHCKOTO IIPUMEHEHUS;

(B pen. Locranosnenus IIpaBurenscrea P® ot 01.06.2024 N 756)

1) HaJIM4Me y UHIUBUIYaJIbHOTO MpeANpUHIMATEIS:

JUIsL OCyIIECTBIECHUS (hapMalleBTHUECKON JesATENIbHOCTH B cdepe oOpalleHHs JIeKapCTBEHHBIX
CPEICTB ISl MEAUIIMHCKOTO TIPUMEHEHUS - BBICIIETO WM CpeHero (apMarieBTHUeCKOro 00pa3oBaHusl,
a TaKoke cepTudukaTa CrielManucTa Wik MPOUJICHHONW aKKpeIUTAIUU CIICIHANINCTA;

JUI OCYLIECTBJICHUsI (papMaleBTUUECKON JAeATeNbHOCTH B cepe oOpalleHus: JeKapCTBEHHBIX
CPEJCTB Ul BETEPUHAPHOIO IPUMEHEHHUS - BBICIIETO WM CPEeIHEro (papManeBTUYECKOro 00pa3oBaHus,
a Takxe cepTudUKara CrienuaIiucTa Wik IpOoieHHON aKKpeIuTalK CIIeUaINCTa JTUO0 BBICIIETO WU
CpeIHEro BeTepuHApHOro 00pa30BaHMsl, a TAKKE cepTU(UKATaA CIIELUAINCTA;
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06 yTBepxaeHuu MNonoxeHns 0 NMUEH3MpoBaHnK dapmMa...

Koncynsrantllntoc: npumeuanue.
O colOmoeHNH JUIEH3UOHHBIX TpeOOBaHMI B cCilydae MOOWIM3ALMU COTPYIHHMKA, HaJIHMYUe
KOTOpOro siBiisieTcsl 00s3aTenbHbIM, cM. [loctanoBnenue IlpaBurenscrea PO ot 12.03.2022 N 353.

K) HaJIMYME y COUCKATeNs JIMLEH3UM PaOOTHHUKOB, 3aKJIIOYMBIIUX C HUM TPYIOBBIE JOTOBOPHI,
JEeATEIbHOCTh KOTOPBIX HEIMIOCPEACTBEHHO CBSA3aHa C ONITOBOM TOPrOBJIECH JIEKAPCTBEHHBIMU CPEACTBAMU
JUIS MEIUIIMHCKOTO TNPUMEHEHMs, UX XpaHEHHEeM U (WIM) pO3HUYHON TOProOBJIEH JIEKapCTBEHHBIMU
rmpenaparamMy  JUIsli MEIULUHCKOTO IIPUMEHEHUs, HX OTIYCKOM, XPAaHEHHWEM U W3TOTOBJIECHUEM,
MMEIOIINX:

JUId OCYLIECTBJIECHUs (DapMalleBTUUECKOH AeATeNbHOCTH B cepe oOpalleHus JeKapCTBEHHbIX
CPeACTB JUIsl MEIUIMHCKOTO NpPUMEHEHHs (32 HCKIIOYEHHEM O0O0COOIEHHBIX MOJpa3aesieHHi
MEIMLIMHCKUX OpraHu3aluii) - BBICIIETO MM CpPeAHEro (hapManeBTHUECKOro OOpa3oBaHMs, a TaKKe
cepTU(HKaTa CHIEUATNCTA UM MTPOHICHHON aKKpEeIUTAIUY CIIEUAIINCTA;

JUIL OCYIIECTBJICHUsI (papManeBTUYECKO JeATeNbHOCTH B cdepe oOpalieHus: JeKapCTBEHHBIX
CPEICTB JJIi MEIUIIMHCKOTO TpPUMEHEHHs] B OOOCOOJIEHHBIX MOJPa3eNIeHUsIX MEIULUHCKUX
OpraHu3alyil - JOMOJHUTEIBHOTO MPO(ECCHOHANBHOTO 00pa30BaHUs B YacTH PO3HUYHOW TOPIOBIH
JIEKapCTBEHHBIMHM ~ TpenapaTaMyd Ul MEJUIMHCKOTO NPUMEHEHUs IpU HaJMYud 1paBa Ha
OCYIIECTBJIEHUE MEIULIMHCKON 1€ATENbHOCTH;

JUI OCYLIECTBJICHUsI (papMaleBTUUECKOH AeATeNbHOCTH B cepe oOpalieHus: JeKapCTBEHHBIX
CpPeACTB Ui MEAWIUHCKOTO TPUMEHEHHs B YacTH M3TOTOBICHHSA paauodapManeBTHIECKUX
JICKApCTBEHHBIX TMPENapaToB - BBICIIEE WJIM CpeAaHee (GapMaleBTHYECKOE WM MEIUIIMHCKOE
oOpa3oBaHHEe H JIONOJHHUTENBHOE NpodeccHoHaTbHOE 00pa3oBaHME B 00JAaCTH  PAJAUOXHMUH,
panuanoHHONM 0€30IacHOCTH C Y4YeTOM OCOOEHHOCTEH, YCTaHOBJIEHHBIX 3aKOHOJAATEIbCTBOM
Poccuiickoii @enepanuu B 061acTu oOecriedeHus: paaualliOHHON 0e30MacHOCTH.

(a63ar BBenneH [loctanoBnenuem [pasurenscta PO ot 29.11.2022 N 2164)

B cnydae nmepenaun paboT (yciayr) Ha ayTCOPCHHT (TOJIBKO JIJIsi OpraHU3AIMI ONTOBON TOPTOBIIH
JICKApCTBEHHBIMH CPEICTBAMH IS MEIUIIMHCKOTO NMPUMEHEHHs) B YaCTH XPAaHEHUS JIEKAPCTBEHHBIX
CPEACTB JUIS MEIWIMHCKOTO MPUMEHEHHS WHOM JIMIIEH3WAaT, C KOTOPBIM COMCKAaTeJeM JHLCH3UU
3aKiro4eH Joroop (ot 12 mecsueB) o mepenade padoT (ycCiIyr) Ha ayTCOPCUHT (B 4acTH XpaHEHUs
JICKApCTBEHHBIX CPEJACTB ISl MEIUIMHCKOTO TPUMEHEHHUS) M KOTOpBIH HMeEeT JIMIEH3UI0 Ha
OCYIIECTBIICHHE (DapMaleBTUUECKON JESATETBbHOCTH 10 OCYHIECTBICHUIO BBIMONHAEMBIX paboT,
OKa3bIBaEMBIX YCIIYT, COCTaBJISIIOIIUX JEATEIBHOCTh TI0 ONTOBOW TOPTOBJIE JIEKAPCTBECHHBIMH
CpeACTBaMU ISl MEJUIIMHCKOTO MPUMEHEHUs], JODKEH MMETh PaOOTHHKOB, KOTOPHIE COOTBETCTBYIOT
TpeOoBaHMAM ad3ama BTOPOTO HACTOSIIETO IMOMMYHKTA, 3aKIIOYMIN C HUM TPYAOBBIC JIOTOBOPHI H
NeSTeIbHOCTh KOTOPBIX HEMOCPEJICTBEHHO CBs3aHa C ONTOBOM TOProBiiel JIeKapCTBEHHBIMHU
CpeACTBaMU, UX XpaHECHHEM;

J) HAIUYHE Y COMCKATENs JIMLIEH3UN paboTHHKA (paOOTHUKOB), 3aKIIOYHMBILIETO C HUM TPYIOBOU
JIOTOBOP, AESITEIbHOCTh KOTOPOIO HEMOCPEICTBEHHO CBSi3aHA C ONTOBOW TOProBIIEH JIEKAPCTBEHHBIMU
CpEeICTBAaMHU JUIsl BETEPUHAPHOIO MPUMEHEHHUs, UX XpaHeHHeM U (WIM) PO3HUYHON TOpro,ieit
JICKapCTBEHHBIMM IIperaparaMu Uil BETEPUHAPHOIO TNPUMEHEHUs, UX OTIYCKOM, XPaHEHHEM,
NEPEBO3KOI M M3rOTOBJICHHEM, MMEIOILEro BhICIIEE WM CpelHee (apMmalieBTHYeckoe oOpa3oBaHue, a
TaKXke CcepTU(UKAT CIEHUANNCTA WM NMPOUJCHHYIO aKKpPEeIUTAIMIO CIEIHaaicTa JU0O0 BbICIIEE MU
cpezHee BeTepHHAapHOE 00pa30BaHUe, a TAKKE CEPTU(PHKAT CIIEIUATHUCTA.
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5. CowuckaTenb JIMIIEH3UU BIPaBEe OTO3BATH 3asBICHHE O MPEIOCTABICHUN JTULEH3UH 0 MPUHSATHS
JHULEH3UPYIOUIMM OpPraHOM pELICHUS O TPENOCTaBICHHU JIMIEH3MH WM 00 OTKaze B ee
IPEIOCTABICHHN.

6. JluieH3uar 11 OCyIIeCTBICHHs (DapMalleBTHUECKOM AESTEIHHOCTH JOHKEH COOTBETCTBOBATH
CJICIYIOIIM JIUTIEH3HOHHBIM TPEOOBaHUSIM:

a) HaJIMYUe TPOU3BOJICTBEHHOTO OOBEKTa WJIM OOBEKTOB (ITOMEIICHUH, 3JaHUN, COOPYKEHUHN) U
00OpYIOBaHUSI 1O MECTY OCYIIECTBJICHUs (apMaIleBTUYCCKON NEATETbHOCTH, MPUHAUICKAIIUX HA
npaBe COOCTBEHHOCTH WJIM HA WHOM 3aKOHHOM OCHOBAHUH, MPEAyCMaTpPHBAIOIEM IPAaBO BIaJCHUS U
NPaBO TMOJBb30BAaHUA, JTHOO TNPHUHAICKANMX HA IpPaBe COOCTBEHHOCTH WM HAa HHOM 3aKOHHOM
OCHOBAaHWW WHOMY JIAIIEH3UATy, HMMEIOIEMY JHMIICH3UI0 Ha OCYHIeCTBICHHE (DapMareBTHIECKOM
JESITETPHOCTH TI0 OCYIICCTBICHUIO paboT, OKa3bIBAEMBIX YCIYT, COCTaBJSIOIINX JEATEIHHOCTH 10
OIITOBOM TOPTOBIIE JIGKAPCTBEHHBIMU CPEACTBAMU JIJISI MEIUIIMHCKOTO PUMEHEHHUsI, U 10roBop (0T 12
MECSIIeB) O Tepenadye paboT (yCIyr) Ha ayTCOPCUHT (B YacTU XpaHEHHUs JICKAPCTBEHHBIX CPEICTB JJIS
MEIULMHCKOTO TIPUMEHEHHS), COOTBETCTBYIOIUX TpeboBaHMUsIM cTareit 54 u 55 denepanbHOro 3akoHa
"OO6 oOpareHnn JeKapCTBEHHBIX CPENCTB", MpaBWIaM HaAJEXKaleld TUCTPUOBIOTOPCKON TPAKTHKHU B
pamkax EBpa3uiicKoro 3IKOHOMHYECKOTO CO03a, TPABWJIAM XPAaHEHUS JICKApCTBEHHBIX CPEACTB,
MpaBWjIaM HAIJICKAIIed anTeYHON MPAaKTHKH, YTBEPKICHHBIM YIIOJIHOMOYECHHBIM (enepaabHbIM
OpPraHOM HWCIIOJIHUTEIBHON BIAcTU (32 MCKIIOYCHHEM MEIUIUHCKUX OpraHM3aluid U 000COOJICHHBIX
MOJIpa3IeIeHu i MEUIIMHCKUX opraHu3aiuii). [Ipu pacTopkeHnn A0roBopa o mepenave pador (yciyr)
Ha ayTCOPCHUHT (B YacCTH XpaHEHHs JIEKAPCTBEHHBIX CPEACTB JJs MEAMIMHCKOTO MPUMEHEHUS)
JUIEH3UaT 00s3aH HampaBuTh B DenaepanbHyo CIykO0y 1O Haa3opy B cdepe 3ApaBOOXpaHEHUS
3asBIICHHNE O BHECEHWH HM3MEHEHWH B PEeCTp JIMIEH3WH B YaCTH HMCKIIOYCHHS MPOM3BOJICTBEHHOTO
o0BbeKTa WM 00BEKTOB U3 peecTpa JTUICH3UH;

(B pen. Hocranopnenus [IpaButensctBa PO ot 01.06.2024 N 756)

0) Hamu4Ke MPOU3BOACTBEHHOTO O0OBEKTa WM OOBEKTOB (MMOMEIICHUH, 3aHUM, COOPYKEHUI) U
000py/IOBaHUsI TIO MECTY OCYIIECTBICHHsS (papMaleBTUUECKONH AeATEeIbHOCTH, MPUHAANSKAIUX Ha
mpaBe COOCTBEHHOCTH WJIM Ha MHOM 3aKOHHOM OCHOBAHHH, MPEIyCMAaTPHUBAIOIIEM MPABO BIAJICHUS U
MPaBO TIOJB30BaHUS, - JUIsl OpPTaHW3AIMil ONTOBOM TOPTOBIM JICKAPCTBEHHBIMU CPEACTBAMH IS
BETCPUHAPHOTO TIPUMEHEHUS W PO3HUYHOW TOPTOBIM JICKAPCTBEHHBIMU  IperapaTamMu  Jiis
BETEPUHAPHOTO IMPUMEHEHHS, COOTBETCTBYIOIIMX TpeOoBaHMAM crared 54 u 55 denepanbHOro 3aKoHa
"OO6 oOparieHnH JeKapCTBEHHBIX CPENCTB", MpaBWIaM HaAleXaled ITUCTPUOBIOTOPCKON MPAaKTHKHU B
pamkax EBpa3uiickoro 5KOHOMHYECKOTO COI03a, MpaBHJIaM XpaHEHUS JICKAPCTBEHHBIX CPEJICTB JUIS
BETEPUHAPHOTO MPUMEHEHHUS;

(8 pen. [locranoBnenwuii [IpaButensctea P® ot 03.08.2023 N 1268, ot 01.06.2024 N 756)

B) HaJM4M€ MPOU3BOACTBEHHOIO O0BEKTa MM OOBEKTOB (IIOMEIIEHUH, 3/1aHUH, COOpPYKEHUMN) U
00OpyJIOBaHUSl 110 MECTY OCYLIECTBIECHHs (apMalleBTUYECKOM IEesATEIbHOCTH, MNpPUHAUIekKAIMUX Ha
IpaBe COOCTBEHHOCTH WJIM HA WHOM 3aKOHHOM OCHOBAaHUH, IpPeAyCMaTpHBAIOILEM IPAaBO BIaJEHUS U
NpaBO TOJb30BaHUS, JUIA BETEPUHAPHOW aNTeYHOW OpraHu3alMM WIM  WHAWBUIYaJIbHOTO
NpeINpUHUMATENS, HMMEIOIMX JIMIEH3UI0 Ha (apMaleBTUYECKYI0 JEATENbHOCTh C  IPABOM
W3TOTOBIICHUSI W  OTIyCKa JICKAPCTBEHHBIX TIpENapaToB JUIsi BETEPUHAPHOTO TPUMEHEHHS,
COOTBETCTBYIOIINX TpeOoBaHUsIM cTaThu 56 DenepanbHOro 3akoHa "OO0 oOpaimieHUH JeKapCTBEHHBIX
CpeAcTB", NIpaBWIaM M3TOTOBJIEHUS M OTIYCKa JIEKAPCTBEHHBIX IIPENapaToB JJsi BETEPUHAPHOTO
NPUMEHEHMs, NpaBUIaM XpAaHEHMs JICKApCTBEHHBIX CPEICTB JUIsI BETEPUHAPHOTO TNPUMEHEHUS,
NpaBUJaM HaJJIeKalled anTeyHOW MPAaKTUKU JIEKApCTBEHHBIX MPENapaTroB JUIsl BETEPUHAPHOTO
MIPUMEHEHHS;
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(B pen. Hocranosnenus [IpaBurenscrea P® ot 03.08.2023 N 1268)

r ) HaJIMYue y MEIUIIMHCKON opraHu3anvu - JIMICH3WATa JIMOCH3UKW HA OCYHICCTBJICHUC
MEIUIIMHCKOM ACATCIIBHOCTH,

) COOJIIOICHWE JIMIICH3UATOM, OCYIIECTBISIONIMM ONTOBYIO TOPTOBIIO JIEKAPCTBEHHBIMU
CpencTBamu:

JUTSL MEUITMHCKOTO IPUMEHEHHsI, - TpeOboBaHui ctateit 53, 54 m yactu 7 crathu 67 denepanbHOTo
3akoHa "OO oOpaieHun JEeKapCTBEHHBIX CPenCcTB", MpaBWII HaANEXaleld IUCTPUOBIOTOPCKON
MPaKTUKU B paMKax EBpa3uiickoro 3KOHOMHYECKOr0 COI03a, MPaBUJl XPaHEHHUS JIEKAPCTBEHHBIX CPEICTB
JUISL MEIMIIMHCKOTO MPUMEHEHHUs, MpaBWUJ PErUCTpAllMKM Olepalui, CBSA3aHHBIX C OOpalleHHEM
JIEKAPCTBEHHBIX CPEJCTB JJII MEIUIIMHCKOTO MPUMEHEHHUS, BKIIIOYCHHBIX B MEPEUYEHB JIEKAPCTBEHHBIX
CPEeICTB JUIsI MEIUITMHCKOTO TPUMEHEHUs, TOJUICKAMUX MPEAMETHO-KOJIUYECTBEHHOMY Yy4YeTy B
CHeNUaIbHBIX JKypHaJIaX ydyeTa oIepalui, CBS3aHHBIX C OOpAIICeHHEM JICKapCTBEHHBIX CPEACTB IS
MEIHUIIMHCKOTO MPUMEHEHHS, MPAaBUJI BEACHUS U XPAHEHUS CIIEUATbHBIX JKYPHAJIOB y4YeTa ONepaluid,
CBSI3aHHBIX C OOpaIeHUEM JIEKAPCTBEHHBIX CPEACTB ISl METUIIUHCKOTO MPUMEHEHUS;

(B pen. Locranosnenus IIpaBurenscrBa P® ot 01.06.2024 N 756)

JUIsl BETEpUHAPHOTO MPUMEHEHUs, - TpeboBaHuii crateil 53, 54 u 58 denepanpHoro 3akoHa "O0
oOpallleHuH JIEKapCTBEHHBIX CPECTB" 1 MPAaBUJI XpPaHEHUS JIEKAPCTBEHHBIX CPEACTB JIIsl BETEPUHAPHOTO
IPUMEHEHMs, TNpaBWI HaAJexKalled AUCTPUOBIOTOPCKOM TNpakTUKM B pamkax EBpasuiickoro
HKOHOMHUECKOT'O COH03a;

(8B pex. IlocranoBnenwuii [Ipasurenscrea P® ot 03.08.2023 N 1268, ot 01.06.2024 N 756)

€) COOJIIOJICHHE JUIEH3UATOM, OCYLIECTBIISIONIMM PO3ZHUYHYIO TOPIOBIIO JIEKAPCTBEHHBIMU
npenapaTamu JUIsi MEIULIUHCKOTO IPUMEHEHUS:

anTeyHON opraHu3anueld, WHAMBUAYAIbHBIM MpPEAIPUHUMATENIEM, HMEIOUIUMH JIMLIEH3UI0, -
IIpaBWJI HAJUIEKAIIEH aNTeYyHOW IPAaKTUKHA JIEKAPCTBEHHBIX IIPENapaTroB Ul MEIULUHCKOIO
IIPUMEHEHHUs, TPaBUJI XPAHEHHs JIEKAPCTBEHHBIX CPEIACTB Ul MEIUIMHCKOTO NPUMEHEHMSI, IPABUII
OTIyCKa JIEKapCTBEHHBIX IMIPEMapaToB JUIsl MEIULIUHCKOTO TPUMEHEHUs, IPaBUI  OTIIyCKa
HapKOTUYECKUX CPEJCTB M MCUXOTPOIHBIX BEIIECTB, 3aPETUCTPUPOBAHHBIX B KAUECTBE JIEKAPCTBEHHBIX
MperapaToB, MPaBWJI PETUCTPAIIMU OTEPaIliii, CBA3aHHBIX C OOpAIICHUEM JICKAPCTBEHHBIX CPEACTB IS
MEJUIIMHCKOTO TPUMEHEHHUs], BKIIOYEHHBIX B [IE€PEYEHb JIEKAPCTBEHHBIX CPEACTB JUISI MEIULIUHCKOIO
IIPUMEHEHHUs, MOMJIEKAIINUX IPEIMETHO-KOJIMYECTBEHHOMY Yy4YeTy B CIELUUAIBHBIX JKypHajax ydera
onepalui, CBA3aHHBIX C OOpaIleHHWEM JIEKapCTBEHHBIX CPEACTB JIi MEIUIMHCKOTO INPUMEHEHUs,
NPaBUJ BEIEHUS M XPaHEHHs CIEIHUAIbHBIX JKypHAJIOB y4eTa ONepalui, CBSI3aHHBIX C OOpalieHueM
JICKApCTBEHHBIX CPEJCTB AJSI MEIUIIMHCKOrO MPUMEHEeHHUs, TpeOoBaHUi yactu 6 ctatbu 55 u yacT 7
cratby 67 PenepanbHOro 3akoHa "OO0 oOpallieHuH JIeKapCTBEHHBIX CPEACTB";
(B pen. Locranosnenus IpaBurensctBa P® ot 01.06.2024 N 756)

MEIMIUHCKON OpraHu3anueil, 000CO0JIeHHBIM NOJpPa3/IeIeHUeEM MEIUIMHCKON OpraHu3aluu -
IIPaBUJ OTIIYCKA JIEKAPCTBEHHBIX IMpenapaToB JUIsl MEIUIMHCKOIO MPHUMEHEHHS B COOTBETCTBUM C
TpeboBanusAMH yactu 7 ctateu 67 PenepanbHoro 3akoHa "OO0 oOpalieHun JeKapCTBEHHBIX CPECTB";

) COOJIFOJICHUE JIMIIEH3UATOM, OCYIICCTBIISIOIIMM PO3HHYHYI) TOPTOBIIO JIEKAPCTBEHHBIMU
npenaparamMu JJisi BETEPUHAPHOTO MPUMEHEHHUs (BeTepUHApHAs anTeyHasi OpraHu3alls, BeTepruHapHas
OpraHu3anus, WMEIIas JHICH3WI0, WHANBUAYATbHBIN MPEANPUHUMATENb, HMEIONUN JTUIEH3HIO),
NMpaBWw HaJUIeKalIed anTeYHOM MPaKTUKH JICKAPCTBEHHBIX IIPENapaTtoB il BETEPUHAPHOTO
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MPUMCHCHUA, ITPABUJI XPAHCHUS JICKAPCTBCHHLIX CPEACTB AJII BETCPUHAPHOI'O IPUMCEHCHU A ;
3) CO6J'IIOI[CHI/IG JIMIICH3UAaTOM, OCYHICCTBIIAIOIIUM U3IOTOBJICHUC U OTITYCK:

JIEKAPCTBEHHBIX MPENapaToB s MEIUIMUHCKOTO MPUMEHEHHs, 3a UCKIIOUYEHUEM H3TrOTOBJICHUS
pamuodapMareBTUYECKUX JIEKAPCTBEHHBIX MPENapaToB I MEIUIIMHCKOTO MPUMEHEHHS, - TMPaBUII
M3TOTOBJICHUS M OTITYCKa JIEKAPCTBEHHBIX MPETAPATOB JJISI MEIUIIMHCKOTO IPUMEHEHUS;

(B pen. [Hoctanopnenus [IpaButensctBa PO ot 29.11.2022 N 2164)

paanodapMalleBTUUECKUX JIEKAPCTBEHHBIX MpEnapaTtoB AN MEAULUHCKOTO TpPUMEHEHUs, -
MOPsIKA U3TOTOBJICHUS paarohapMalleBTHUECKUX JIEKAPCTBEHHBIX MPENapaToB;
(a63am BBeneH [ocranosnenueM [IpaBurenscta PO ot 29.11.2022 N 2164)

JICKApPCTBCHHLIX MPCIapaToB AJid BETCPUHAPHOTO MPUMEHCHUA, - IIPABUJI U3I'OTOBJICHUSA U OTITYCKa
JICKApCTBCHHBIX MNPECIIapaToB JJIA BETCPHUHAPHOT'O MPUMCEHCHU A,

n) cobmoaenne TpedoBanuii crate 57 denepanpHoro 3akona "OO oOpalleHUH JEKAPCTBEHHBIX
cpencts';

K) CO6J'IIOI[CHI/IC JIMICH3UATOM, OCYHICCTBJIAIOIIUM XPAHCHUC!

JIEKAPCTBEHHBIX CPEJICTB ISl MEAUIIMHCKOIO MPUMEHEHHUS, - MPABWJI XPaHEHUs JIEKAPCTBEHHBIX
CPENCTB HJisi MEIUIMHCKOTO TPUMEHEHHS, TPaBWJI XpaHEHUs JIEKapCTBEHHBIX CPEICTB IS
MEIUITMHCKOTO MPUMEHCHUS;

(B pen. Hocranopnenus [IpaButensctBa PO ot 01.06.2024 N 756)

JIEKapCTBEHHBIX CPEACTB Ul BETEPUHAPHOTO NMPHMEHEHUS, - TPaBHJI XPaHEHUs JIEKapCTBEHHBIX
CPEeZACTB Il BETEPUHAPHOTO IPUMEHEHUS;
(B pen. Lloctanosnenus Ilpasurenscrea PO ot 03.08.2023 N 1268)

J) HaJM4YMe B COOTBETCTBUM C IPaBUJIAMU XpPAaHEHHs JIEKQpCTBEHHBIX CPEJCTB, IpaBHIIaMU
HaJuIexalled JUCTpUObIOTOPCKON MpPaKTUKU B paMmkax EBpa3niickoro sKOHOMHYECKOTO CO03a JIMIIA,
OTBETCTBEHHOIO0 3a BHEIPEHHE M O0O0ECHEeYeHHE CHUCTEeMbl KadyecTBa XPAaHEHUS M IE€PEBO3KU
JIEKapCTBEHHBIX IMPENapaToB M aKTyalu3alUi0 CTAaHAAPTHBIX ONEPAlMOHHBIX HNpOLENyp AJs
OCYIIECTBIICHUS (papMalleBTUYECKON AEATeNbHOCTH B cpepe oOpalleHus JeKapCTBEHHBIX CPEACTB JUIS
MEULMHCKOTO IPUMEHEHHS;

(B pen. Locranosnenus IIpaBurenscrea P® ot 01.06.2024 N 756)

M) HaJINM4YUC Y UHAUBUAYAJIBbHOT'O NPCANTPUHHUMATCIIA:

JUIsL OCyIIEeCTBIECHUS (hapMalleBTHUECKON JeATENIbHOCTH B cdepe oOpalleHHs JIeKapCTBEHHBIX
CPEICTB ISl MEAUIIMHCKOTO TIPUMEHEHUS - BBICIIETO WM CpeHero (apMarieBTHUYeCKOro 00pa3oBaHusl,
a TaKoke cepTudukaTa CrielManucTa Wik MPOUJICHHONW aKKpeIUTAIUU CIICIHANINCTA;

JUI OCYLIECTBJICHUsI (papMaleBTUUECKOH JAeATeNbHOCTH B cepe oOpalleHus: JeKapCTBEHHBIX
CPEJCTB Ul BETEPUHAPHOIO IPUMEHEHHUS - BBICIIETO WM CPEeIHEro (papManeBTHYECKOro 00pa3oBaHus,
a Takxe cepTudUKara CrienuaIiucTa Wik IpOoieHHON aKKpeIuTalK CIIeUaINCTa JTUO0 BBICIIETO WU
CpeIHEro BeTepuHApHOro 00pa30BaHMsl, a TAKKE cepTU(UKATaA CIIELUAINCTA;

H) HAJIMYUC Yy JIMLICH3HUAaTa pa6OTHI/IKOB, 3aKIIIOYUBIINX C HUM TPYAOBLIC JOTOBOPBI, ACATCIBHOCTD
KOTOPBIX HCIOCPCACTBCHHO CBs3aHa C OIITOBOM TOpI‘OBJ’ICfI JICKAPpCTBCHHBIMU CPCACTBAMU  IJId
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KOHCYJIbTAHTINIOC
(pen. oT 06.11.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ara coxpaHenus: 16.11.2024
06 yTBepxaeHuu MNonoxeHns 0 NMUEH3MpoBaHnK dapmMa...

MCOUIUHCKOI'0 IIPUMCHCHHS, HX XpPaHCHHUEM H (I/IJ'II/I) pOSHH‘lHOﬁ TOpFOBJ’IGfI JICKApCTBCHHBIMU
npemnaparamMu  Jii MCIUOUHCKOIO TMPUMCHCHHA, HUX OTIYCKOM, XpPaHCHHUEM HW H3IrOTOBJICHUCM,
UMCIOIIUX:

JUIL OCYIIECTBJICHUsI (papManeBTUYECKOH JeATeNbHOCTH B cepe oOpalieHus: JeKapCTBEHHBIX
CPEICTB JUIsl MEAMIIMHCKOIO TpUMEHEHHUs (32 MCKIIOUYeHHEeM 000COOJIeHHBIX MoJpa3aesieHui
MEJMLMHCKUX OpraHu3aluil) - BeICLIee WIM cpeaHee (apmaneBTHUEeCKoe 00pa3oBaHME, a TaKkKe
cepTU(UKAT cCrelHaIucTa Uik MPORACHHYIO0 aKKpeAUTALUIO CIIeUATUCTA;

JUIs OCYUIECTBJICHUs (papMalleBTHUECKO aedaTeNbHOCTH B cdepe oOpalleHus JeKapCTBEHHBIX
CPEACTB Ui MEIUIMHCKOTO TPUMEHEHUS B O0OCOOJICEHHBIX MOJAPA3ACICHUAX MEIUIIMHCKUX
OpraHM3alMi - JOTOJIHUTENbHOE NPO(ECCHOHAIBHOE 00pa3oBaHME B YaCTH PO3HUYHOM TOPTOBIH
JIEKapCTBEHHBIMU TpernapaTaMd JUisi MEAMIMHCKOIO TpPUMEHEHUs TMpH HaJlWyuu T[paBa Ha
OCYILIECTBIICHHE MEIULIUHCKON €ATEIbHOCTH;

IUISL OCYIIECTBIEHHUS (hapMalieBTHUECKON NEesATENbHOCTH B cdepe oOpalleHHs JTeKapCTBEHHBIX
CPEeICTB Ui MEIUIIMHCKOTO TIPUMEHEHHS B YacTH W3TOTOBJICHUA paarodapMarieBTHUECKUX
JEKapCTBCHHBIX  NPEMapaToB M  MEIUIIMHCKOTO TPHMEHEHHUs - BBICIIEE WJIH CpEIHee
(dapmameBTHUECKOE WM MEAWIIMHCKOEe O0pa3oBaHWE W JOIMOJHUTEIbHOE MPOQecCHOHATBHOE
oOpazoBaHne B OOJAaCTH paTUOXUMHH, PAJAMANMOHHONW O€30MacHOCTH C YYETOM OCOOEHHOCTEH,
YCTaHOBJICHHBIX 3aKOHOAATeIbcTBOM Poccuiickoit deneparuu B 001aCTH 0OeCriedeHUsT paIualiiOHHOM
0€301I1aCHOCTH;

(a63am BBeneH [ocranosnenueM [IpaButenscta PO ot 29.11.2022 N 2164)

0) HAJIMYKE Yy JIMIIEH3uaTa paboTHUKA (PaOOTHHKOB), 3aKIIOYMBIIETO C HUM TPYIOBOU JIOTOBOP,
NEeSATEIbHOCTh KOTOPOTO HEMOCPEJICTBEHHO CBs3aHA C ONTOBOW TOPTOBIEH JIEKAPCTBEHHBIMU
CpEJICTBAaMHU JUISI BETCPUHAPHOTO TPUMEHEHHUS, WX XpaHeHHWeM U (WIH) PO3HUYHON TOProBiei
JICKApCTBEHHBIMH  TIperapataMi Uil BETCPUHAPHOTO TPUMEHEHUS, WX OTIYCKOM, XpPaHCHHEM,
MEPEeBO3KOI M W3rOTOBJICHHEM, UMEIOIIErO BBICIIEE WM CpeaHee (apMalieBTUYeckoe oOpa3oBaHue, a
TaKKe CepTU(UKAT CIeNUaTNCTa WU TPONJACHHYIO aKKpEeIUTAIMIO CIEeIHalncTa JMOO0 BBICIICE WU
cpeaHee BETepUHApHOE 00pa3oBaHMe, a TAKXKe CepTU(PUKAT CIICIHATTUCTA;

1) TMOBBIIICHHE KBATH(UKALUU CIECMUATUCTOB C (apMaleBTUYECKUM WJIH BETEPUHAPHBIM
o0Opa3oBaHHEM HE pPeKe OJTHOTO pasa B 5 JieT;

pP) pa3MelleHue JHUIEH3MaTOM B €JMHOIM rocyJapcTBEHHON MH(pOpPMAlLMOHHOHN cucteMe B cdepe
3/IpaBOOXPAaHEHMsI CBEIEHUH 0 (hapMaleBTUUECKONW OpraHu3aluy U O JIMIAX, YKa3aHHBIX B MOAMYHKTAX
"M" u "H" HacTOSIIEro MyHKTa, B COOTBETCTBUM co cTaTheit 91.1 denepanbHoro 3akoHa "OO ocHOBax
OXpaHbl 3710pOBbsl IpaxaaH B Poccuiickoii ®exnepanuu" B MNOPSAKE U CPOKU, YCTAaHOBJIECHHBIE
[onoxeHneM O €IUHOM TOCYAApCTBEHHOW HMH(GOPMAIIMOHHON cHcTeMe B cdepe 3ApaBOOXpaHEHUS,
yTBEpKIEHHBIM NTocTaHoBieHneM [IpaButenscTBa Poccuiickoit @enepanuu ot 9 despanst 2022 r. N 140
"O enuHOM TOCYAapCTBEHHOW MH(OPMAIMOHHOW cHcTeMe B cdepe 3apaBOOXpaHEHHS'", MOCPEICTBOM
MHPOPMALIMOHHOM cHucTeMbl (hapMalleBTHUECKOW OpraHM3allid WIH MOCPEJICTBOM TOCYIapCTBEHHOMN
nH(POPMALMOHHOM cHcTeMBbl B cdepe 31paBooxpaHeHus cyobekra Poccuiickoit denepanun (B ciryyae
€CIIi rocylapcTBEHHass MHPOpPMALMOHHAs cucTeMa B cepe 3apaBooxpaHeHus: cyowrekra Poccuiickoit
@eneparun o0ecTieYMBAET BBINIOTHEHHWE (QYHKIMA HH()OPMAIIMOHHOW CHCTEMBI (DapManeBTHIECKOM
OpraHM3aliM) WM TOCPEICTBOM HHOW HMH(OPMAIIMOHHOW CHUCTEMBI, IMpelHa3HaueHHOW i cOopa,
XpaHeHus, O00paOOTKM M  MpeAoCTaBlIeHMs  HMH(OpManuM,  Kacawooleiics  IeATelbHOCTH
(apMareBTHUECKONW OpraHU3alK U PEAOCTABIAEMBIX €0 YCIYT.
(mm. "p" BBeneH lloctanornenuem [IpaBurensctea PO ot 29.11.2022 N 2164)
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N [ara coxpaHenus: 16.11.2024
06 yTBepxaeHuu MNonoxeHns 0 NMUEH3MpoBaHnK dapmMa...

7. OcymiectBrneHue (apMareBTHUECKON NEATENbHOCTH C TPyObIM HapyIIeHHEeM JIULIEH3UMOHHBIX
TpeOoBaHMII BiedeT 3a cOo0OM OTBETCTBEHHOCTh, YCTAHOBIICHHYIO 3aKOHOAATEIHCTBOM Poccuiickoi
Oenepanun. [Ipu 3T70M Mo TPyOBIM HApYIIEHUEM TTOHUMAETCS HEBBITTOJIHEHUE JIMIICH3UATOM OJTHOTO W3
TpeOOBaHUM, MPETyCMOTPEHHBIX IyHKTOM 6 Hacrtosmero IlomoxeHus, TOBJIEKIIEe MOCIEACTBUS,
ycTraHoByieHHbIE YacThio 10 ctateu 19.2 denepanbHoro 3akona "O JHMIIEH3UPOBAHUU OTICIIBHBIX BUIOB
NEeITEIbHOCTH" .

8. s mosydeHus JMLEH3UU COMCKATeNb JIMLEH3UU MPEICTABISEeT B JUIEH3UPYIOUUI OpraH B
(opMe FIIEKTPOHHOTO JIOKYMEHTa, MOAMUCAHHOTO 3JEKTPOHHON MOMHUCHI0 B COOTBETCTBUU C ITYHKTOM
21 Hacrosiero IlonoxxeHus, myTeM 3al0IHEHMs] 3asBJICHUS O MPEIOCTABICHUN JIMIIEH3UH, B KOTOPOM
YKa3blBalOTCS CBEJACHHUA, MpeaycMOTpeHHble u4acTbio 1 crateu 13 ®PepepanbHoro 3akona "O
JUIEH3UPOBAHUN OTAENBHBIX BHJIOB JEATEIBHOCTH'", C MCIIOJB30BAHMEM JAaHHBIX M3 (enepanbHOit
rocyapcTBeHHON uHpopMaoHHOH cuctemsl "Eannas cucrema naeHTu(UKauu 1 ayTeHTU(UKALUK B
UHPPACTPYKTYpE, o0ecnieunBaroei UH(POPMALIMOHHO-TEXHOJIOTHYECKOE B3aUMo/IeiicTBHE
MH(POPMALMOHHBIX CUCTEM, UCTIOIb3YEMBIX JJISl IPEJOCTaBICHUS TOCYJApCTBEHHBIX U MyHULIUTIATBHBIX
yCIIyT B AJICKTPOHHOU (hopMe" U eAMHOTO peecTpa ydera JIMIICH3UH B TUYHOM KabuHeTe (efepaibHOn
rOCyJapCTBEHHON WH(POPMAMOHHOH cucTeMbl "EMHBINA MOpTaN roCyAapCTBEHHBIX U MYyHHIIUTIAITBHBIX
yeayr (GyHKuui)".

(n. 8 B pen. Hocranornenus IpaButenscTBa PO ot 29.11.2022 N 2164)

9. Ilopaua 3asBI€HUS O MPEAOCTABICHUN JIMLIEH3HUH, 3asBJIECHUS O BHECEHUN U3MEHEHUI B PeecTp
JUIEH3UA  OCYLIECTBISIETCS  IOCPEJICTBOM  HCIOJIBb30BaHUS  (peaepanbHOM  rocynapCTBEHHOM
nHpOpMaMOHHOM cucTembl "EaMHBINA MOpTal TOCYJapCTBEHHBIX U MYHUIMIIAIBHBIX ycuyT (pyHKImit)"
B (hopMe IEKTPOHHOTO JOKYMEHTA.

(B pen. Loctanosnenus IlpasurensctBa P® ot 29.11.2022 N 2164)

IIpy mnpoBeneHUMM NPOBEPKU IOCTOBEPHOCTU CBEICHMM, CONEP)KAIUXCA B IPEACTAaBICHHOM
COUCKaTeNeM JIMIEH3UH (JIMIEH3MAaTOM) 3asBJICHUU O TPEAOCTABICHUM JMLEH3UU (3aiBICHUU O
BHECEHUU M3MEHEHHH B PeecTp JHUIECH3UM), JIMIEH3UPYIOIUN OpraH 3ampamiBaeT HeOOXO0JUMbIe s
IIPEIOCTABIIEHUSI TOCYJApPCTBEHHBIX YCIyr B O0JIaCTH JIMIIEH3UPOBAaHUS CBEJIEHUS, HaxoJsIMecs B
pacnopsHKEHUH OpraHoB, MPENIOCTABIIAIOIINX TOCYJapCTBEHHBIE YCIYTH, OPraHOB, IPEIOCTaBISIOLINX
MYHHIMIIAIbHBIE YCIYTH, HHBIX TOCYJapCTBEHHBIX OPraHOB, OPraHOB MECTHOI'O CaMOYMpaBiIeHUs JTUO0
IIOIBEIOMCTBEHHBIX ~ IOCYJAPCTBEHHBIM OpraHaM MWIM OpraHaM MECTHOIO  CaMOYIIPaBJICHUS
OpraHu3alyii, B nmopsake, ycraHoBieHHOM DenepanbHbIM 3akoHOM "OO opraHu3aliy NpeaoCcTaBICHHS
rOCy/apCTBEHHBIX U MyHHUIUIAIBHBIX YCIYyT".

10. YTparun cuny ¢ 1 mapra 2023 roga. - [loctanosnenue IIpaButensctBa PO ot 29.11.2022 N
2164.

11. JIuneH3upyrommid OpraH OCYIIECTBJISIET OLEHKY COOTBETCTBUSI COMCKATENS JIUIICH3UHU
JUIEH3UOHHBIM TPeOOBaHUAM ITyTEM HAINpaBJICHUSI MEXBEIOMCTBEHHBIX 3alIPOCOB B HHPOPMAIIOHHBIE
CUCTEMBI CIIEYIOIINX OPTaHOB:

@denepanbHOl HAJOTOBOM CIyX Obl - B YacTH TMOJYyYEHHUS CBEIEHUH 00 HICHTU(UKAITMOHHOM
HOMEpE HAJIOTOILIATEIbIINKA, OCHOBHOM T'OCYAAPCTBEHHOM PETUCTPALMOHHOM HOMEpPE IOPHIUYECKOTO
JIMIa 1 OCHOBHOM T'OCYJJapCTBEHHOM PErMCTPALMIOHHOM HOMEPE MHAUBUAYATBHOIO IPEAPUHUMATES;

@PoH/1a NEHCHOHHOTO M COLMAIBHOTO cTpaxoBaHus Poccuiickoit @enepannu - B 4aCTU MOTYYEHUS
CBE/ICHUI, MOATBEPXKIAIOIMX HAJUYMe Yy COUCKATeNs JIMIEH3UMH paboTHUKA (pabOTHUKOB),
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MoctaHoBneHwue lMpasutensctea PO ot 31.03.2022 N 547 K n
KOHCYJIbTAHTINIOC
(pen. oT 06.11.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ara coxpaHenus: 16.11.2024
06 yTBepxaeHuu MNonoxeHns 0 NMUEH3MpoBaHnK dapmMa...

3aKJIIOYUMBIICTO C HUM pr,HOBOﬁ A0roBOp, ACATCIBHOCTL KOTOPOTO HEMOCPCACTBCHHO CBA3aHa C
O6paH_ICHI/IeM JICKApCTBCHHBIX CPCACTB;

@DenepanbHOil CITy:KOBI TOCYIApPCTBEHHOM perucTpanuy, Kajgactpa W Kaprorpadguum - B 4acTu
MOJIy4Y€HHUsI CBEJICHUH, OATBEP/KAAIONINX HaJUUMe y COMCKATelNs JUIEH3UU Ha IpaBe COOCTBEHHOCTU
WIM Ha WHOM 3aKOHHOM OCHOBAaHMM HEOOXOJMMBIX JJIsi OCYIIECTBICHHUS (papManeBTHUYECKON
JeSITeNIbHOCTH MTPOU3BOJICTBEHHOTO0 00bEKTa WM 00bEKTOB (IIOMELICHHH, 31aHuH, COOpPYKEHUN);

OdenepanbHOil cayxkObl MO0 Ham30py B cdepe oOpa3oBaHMs M HAyKHM - B YACTH TOJYUYCHHUS
CBEICHMIA, TMOATBEPKAAIOMINX HAIWYhe Yy pabOTHHKA BBHICIIETO WU CPEIHETO (hapMareBTHUECKOTO
o0Opa3oBaHMs, a TaKkXke cepTUUKaTa CHEIHAINCTa JUOO BBICIIEIO WM CPETHEr0 BETEPUHAPHOTO
o0pa3oBaHusl, a TaKKe cepTU(HUKaTa CeUaInCTa;

®denepanbHON CIIy)OBI TIO HAI30py B cdepe 3amuThl MpaB MOTpeOHUTENeld W OJaromoaydus
YeloBeKa - B YACTH TOJYYCHHS CBEJICHHH O HAJMYUU BBIIAHHOTO B YCTAHOBJICHHOM IOPSIIKE
CAaHUTAPHO-3MHIEMHUOJIOTHYECKOTO  3aKJIIOYCHUSI O COOTBETCTBHUHM  IOMEHICHHHA  TpeOOBaHMSIM
CaHUTAPHBIX TPABWJI B OTHOIICHWH (DapMaIleBTUUECKOH JesATeNbHOCTH B cdepe oOpaiieHus
JICKApCTBCHHBIX CPCACTB.

B ciyyae HEBO3MOXHOCTH TIOJTYUYEHUS TAKUX CBEICHHUH TOKYMEHTHI MOTYT OBITh TPEIOCTABICHBI
3asiBUTEJIEM O COOCTBEHHON MHUIINATHUBE.

JluueH3upyonMidi  opraH  OCYLIECTBISIET OLEHKY COOTBETCTBUS  COMCKAaTels JIMLEH3UU
JIMILIEH3UOHHBIM TpeOOBaHUAM U IPUHUMAET pellieHHe O NPeAOCTaBICHUH JIUIIEH3UN WK 00 OTKa3e B ee
NPEJOCTaBIEHUN B CpPOK, He mpeBblmaoommii 10 pabounx gHeH co AHA TOJayu 3asiBICHUS O
MIPEOCTaBICHUH JIMIICH3HH, TOCPEICTBOM (heZiepaibHOM rocy1apcTBEHHONH HHPOPMALIMOHHON CUCTEMBI
"Enqunblil mopTai rocy1apCcTBEHHBIX U MyHULIUNAIBHBIX YCIyT (QyHKINN)".

[Ipu HaMepeHUMN CoMCKAaTeNsl JIMLIEH3UH OCYIIECTBIATh AEATEeIbHOCTh HA TEPPUTOPUH 3aKPHITOTO
a/IMUHUCTPATUBHO-TEPPUTOPUATIBHOTO 00pa30BaHUsA CPOK OCYILECTBJIEHUS OLEHKH COOTBETCTBHS
COUCKATeNsl JIMLEH3UU JIMLIEH3UOHHBIM TpPeOOBAaHUSAM M TPHUHATHUA pELIeHHs O MpPeoCTaBICHUH
JUIEH3UM WM 00 OTKa3e B ee NpelocTaBlieHMH He mpeBbimiaeT 20 pabouux aHEH co IHS MpueMa
3asBJICHUS O IIPEJOCTaBICHUY JIULICH3HU.

(m. 11 B pen. [locranosnenus [Ipasutenscta PO ot 29.11.2022 N 2164)

12. Ilpu HaMepeHHUM OCYIIECTBIATh (HapMalleBTHUECKYIO0 JeATENbHOCTh IO aJpecy, He
IIPEyCMOTPEHHOMY PEECTPOM JIMIICH3UH, B 3asBJICHUU O BHECEHMHM M3MEHEHMHM B PEECTp JIMLEH3UN
JMIIEH3MAT YKa3bIBAaeT CBEJECHMS, COJEp)Kallle HOBBIM aJpec OCYILECTBIECHUS (papMaleBTHYECKON
NEeATEIbHOCTH.

(n. 12 B pen. llocranosnenus [Ipasutenscta PO ot 29.11.2022 N 2164)

13. Tlpu HamepeHHM BBIIOJHATH HOBblE PabOTHI, OKa3bIBATh HOBBIE YCIYT'H, COCTaBISIOLIUE
(hapMaleBTUUECKYIO JIeATENIbHOCTh, HO HE NPEIyCMOTPEHHBIE pPEECTPOM JUIEH3UM, JHIEH3UAT B
3adBJICHUM O BHECEHUU H3MEHEHHUH B pPEECTp JMUIEH3UH YyKa3blBaeT CBEACHUS O COCTABISAIOLIMX
(bapMaeBTUUECKYIO JIeATebHOCTh paboTax (yciyrax), KOTOpbI€ JHMIIEH3MAaT HaMEpeH BBINOJIHATD
(OCyIIECTBIISATH).

(n. 13 B pen. Ilocranosnenus [Ipasutenscta PO ot 29.11.2022 N 2164)

14. JluueH3upyIomuid OpraH OCYIIECTBIISIET OIEHKY COOTBETCTBUS JIMIICH3WATA JUIEH3MOHHBIM
TpeOOBAHMAM TyTEM MOJTYUYCHUS CBEICHHUN U3 (eaepaibHbIX HHPOPMAIIMOHHBIX CHCTEM:
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KOHCYJIbTAHTINIOC
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N [ara coxpaHenus: 16.11.2024
06 yTBepxaeHuu MNonoxeHns 0 NMUEH3MpoBaHnK dapmMa...

®denepallbHON HAJIOTOBOM CIYyKOBI - B YacTH TMOJY4YEHHUS CBEACHHUNA 00 HIEeHTU(DUKALNOHHOM
HOMEpE HaJOTroIIaTeIbIIMKa, OCHOBHOM TOCYJAapPCTBEHHOM PETHUCTPALIMOHHOM HOMEpE IOPUIUYECKOTO
JIMIa 1 OCHOBHOM T'OCYJJaPCTBEHHOM PETUCTPAIMOHHOM HOMEPE MHAUBUIYAIBHOTO MPEANPUHUMATEIIS,

®enepabHON CIy Obl TOCYAApCTBEHHOW perucTpanuu, Kajgactpa U Kaprorpaduu - B 4acTu
MOJIy4YEHHUsI CBEJICHUH, MOJATBEP)KIAIOIINX HalW4KMe Yy JIMIEH3MaTa Ha IMpaBe COOCTBEHHOCTH WJIM Ha
MHOM 3aKOHHOM OCHOBAHUM HEOOXOJUMBIX Ul OCYILECTBJIEHUS (apMaleBTUYECKON IeATeIbHOCTH
MIPOU3BOJICTBEHHOTO 00BEKTa M 00BEKTOB (IOMEIIEHUH, 31aHHi, COOpY>KEHH);

DoH/1a NIEHCUMOHHOTO U COLMAJIBLHOTO cTpaxoBaHus Poccuiickoit @enepannu - B 4aCTU MOJTYUYEHUS
CBEJICHUH, MOATBEPKAAONINX HAIWYUE 3aKJIFOUEHHOIO TPYAOBOrO JOTOBOpPAa MEXIY JHUIEH3HMATOM M
paboTHUKOM (paOOTHHUKAMU), NEATETLHOCTh KOTOPOTO HEMOCPEJICTBEHHO CBs3aHa C OOpalieHueM
JIEKapCTBEHHBIX CPEJICTB;

denepanbHOi ci1y)O0bI 110 Haa30py B chepe 0Opa3oBaHUs U HAYKH - B YACTU MOJTYUYCHHUSI CBEIACHUIN
O HAIMYMHA Yy PAOOTHUKA BBICIICTO MU CPEIHEro (apMaleBTUYECKOr0 OOpa30oBaHMs, a TaKXKe
cepruduUKara CHeruanrucTa MO0 BBHICIIETO WM CPEIHEro BeTEpUHAPHOTO 00pa3oBaHUS, a TaKkKe
cepruduKaTa CrerualIucTa;

®denepanbHON CIIy)OBbI TIO HAI30py B cdepe 3amuThl MpaB MOTpeOHUTENeld W OJaromnoayudus
YCJIOBEKAa - B YaCTHU IMOJYy4YCHUA CBG}IGHI/Iﬁ O HaJIMYWKW BbIAAHHOTO B YCTAHOBJICHHOM IIOPAIKE
CAaHUTAPHO-IHIEMUOJIOTHYECKOTO  3aKIIOYEHUSI O COOTBETCTBHUHM  IOMCUICHHH  TpeOOBaHUIM
CAaHWTApHBIX TIPAaBWJI B OTHOIICHWU (apMaIeBTHYECKOW JEATENbHOCTH B cdepe oOparieHus
JIEKapCTBEHHBIX CPEJICTB.

B CJIydac HCBO3MOXXHOCTH IOJYUYCHUSA TAKHUX CBGIIGHI/Iﬁ JAOKYMCHTBI MOT'YT OBITE MpeaoOCTaBJICHBI
3asIBUTEJIEM 110 COOCTBEHHOM HHUINAaTUBEC.

Jlnuensupyromuii opraH OCYIIECTBIIAET OLICHKY COOTBETCTBUS JIMIICH3MATa JINLIEH3UOHHBIM
TpeOOBaHUAM U NPUHUMAET PEIIEHUE O BHECEHUU M3MEHEHMH B PEecTp JHUIEH3UH MM 00 OTKa3e BO
BHECEHWU H3MEHEHHI B peecTp JHIICH3MH B CPOK, HE MpeBbIIAOMMA 5 paboumx OHEH co IHS
MOJTyYeHHs 3asBJICHUS O BHECEHMHM HW3MEHEHHMH B pPEecTp JMIEH3UH, MOCPEACTBOM (enepaabHOI
rOCyJJapCTBEHHON MH(POPMAMOHHOM cucTeMbl "EnHBINA MOpTan rocyAapCTBEHHBIX U MyHHIIUAIBHBIX
yenyr  (QyHKOmiA)", a mpH  OCYIIECTBICHHUH  JESITEIBbHOCTH HA  TEPPUTOPHUU  3AKPHITOTO
aJIMMHHUCTPATUBHO-TEPPUTOPHAILHOTO 00pa30BaHus - B CPOK, He npeBbimaroniuii 20 pabounx nHel co
JHS TIOTY4YEHMs JIMIEH3UPYIOIUM OPIaHOM 3asBJICHUS O BHECEHUU U3MEHEHHUH B PEECTP JIMLICH3HUM.

(. 14 B pen. [loctanosnenus IIpaBurensctea PO ot 29.11.2022 N 2164)

15. Jlunen3uar BIpaBe OTO3BAaTh 3asBICHUE O BHECEHUM HM3MEHEHMH B PEECTp JHULEH3UH 10
NPUHATHUS JTUIEH3UPYIONMM OPraHOM PEIICHHs] O BHECEHHMH M3MEHEHHMH B peecTp JUICH3WHA Wi 00
OTKa3€ BO BHECEHUH U3MEHEHHI B PEECTp JIMLICH3UM.

16. Benenue equHOrO peectpa JUIEH3HI, B TOM YUCIE JIMIIEH3HH, BbIIAHHBIX UCIIOJIHUTEIbHBIMU
opranamu cyobekToB Poccuiickoii denmepaliii B COOTBETCTBUU C IEPEJAHHBIMH ITOJHOMOYMSIMH,
ocymectBisier DenepanbHas chnyk0a mo Ham3opy B cdepe 3apaBooxpaHeHus. Benenue peectpa
muneH3uid B cdepe oOpallleHuss JIEKapCTBEHHBIX CPEJICTB IS BETEPUHAPHOTO MPUMEHEHUS
ocymiectBisieT OenepanpHas ciry>x0a 1o BETepHHAPHOMY U (PUTOCAHUTAPHOMY HAA30pYy.

(B pen. Loctanosnenus Ipasurenscrea PO ot 03.08.2023 N 1268)
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HcnonuutenbHble opranbl cy0ObekToB Poccuiickoit denepanuu OCyIIeCTBISIOT BEACHUE peecTpa
JMIEH3UH B OTKPBHITOH M 00IIeAOCTYnHON MHpOpMalnMOHHON cucteme B cetu "MHTepHer" (manee -
nH(pOpMaIMOHHASI CHCTEMA), OTIEPaTOPOM KOTOpoit siBisieTcst DenepanpHas ciryk0a 1o Haa30py B cdepe
3/IpaBOOXPAHEHUS U B KOTOPOH pa3MEeIaeTcsl CChUIKa Ha PEECTp JINLEH3UH.

(B pen. Loctanosnenus IIpasurenscrBa PO ot 03.08.2023 N 1268)

17. Wudopmanus, OTHOCAIASACS K OCYILIECTBIECHUIO (apMaleBTUUECKOW JesTEeIbHOCTH,
pelycMOTpeHHas 4actaMu 1 u 2 craten 21 PenepanbHoro 3akoHa "O JMUEH3UPOBAHUU OTAEIBHBIX
BUJIOB JIEATENBHOCTH", pa3Meniaercs Ha oduuuanbHoM caidite denepanbHOM Ciy>kObl MO HAJ30py B
cdepe 3apaBOOXpaHEHUsT WIKM Ha O(UIMATEHOM caiite PenepaabHON CIIy>KObI IO BETEPUHAPHOMY H
¢duTocanutapHoMy Hag3opy B cetn "MHTepHet" (manee - odumuanbHbIe CalThI) B (hOopMe OTKPBITHIX
JTAHHBIX.

AxtyanpHast HH(GOpMaIUs U3 peecTpa JULEH3UH JODKHA 0TOOpakaThCsl HA O(UIMATIBHBIX calTax
B PEKMME peaIbHOrO0 BpEMEHHU JHOO0 HE MO3/1Hee 5 MUHYT C MOMEHTa BHECEHMs M3MEHEHHH B peecTp
muneH3ui. B ciydae HepaboToCcrocoOHOCTH MH(DOPMAIIMOHHONW CHUCTEMBI aKTyallbHasi MH(opMaIus u3
peecTpa JUIEH3UI pa3MeniaeTcs Ha OQHUIHUAIBHBIX CaiiTax MOCIe BOCCTAHOBICHHS pabOTOCIOCOOHOCTH
MH(OPMALIMOHHON CUCTEMBI, HO HE MOo3AHEe 3 pabouyux JHEH CO JHS BHECEHHs CBEACHUN B peecTp
JIMLIEH3U.

18. OueHka COOTBETCTBMsI COMCKATENs JMLEH3UU (JIUIEH3MaTa) JMLEH3UOHHBIM TPeOOBaHUAM
OCYIIECTBIISETCS JINLEH3UPYIOIIAM OpraHOM B COOTBETCTBUU CO cTaTheit 19.1 denepanpHoro 3akona "O
JMLEH3UPOBAHNNU OTJENBbHBIX BUJIOB IE€ATEIBHOCTH .

OneHka COOTBETCTBHS COHMCKATeNsl JIMICH3MHM (JIMIEH3MAaTa) JIMIEH3UOHHBIM TpeOOBaHUAM
MPOBOIUTCS B (hOpME BBIE3THOM OIICHKH.

Hcnonp30BaHne CpeACTB MUCTAHIIMOHHOTO B3aMMOJICUCTBHS, B TOM YHCJIC BHJICOCBS3H (lajnee -
CpencTBa), MpPH MPOBEJACHUW BBIC3THON OIGHKH COOTBETCTBHS JIMIIEH3MOHHBIM TpPEOOBaHUSIM
OCYIIECTBISETCS:

NP 3asBJICHUM COMCKATEIEeM JIMIIEH3UU padoT U yCIyT MO POSHUYHON TOProBile JIEKAPCTBEHHBIMU
IpenapaTamy;

IIpU 3asBJICHUU JIMLEH3MAaTOM HOBOTO ajpeca Mo BUAY paldOT M YCIyr MO PO3HUYHOIN TOpProBiie
JIEKapCTBEHHBIMH TIperiapaTaMHu.

HOpHI{OK HCIIOJIb30BAHUA CPCACTB BKIIOYACT B cebs:

yKa3aHHe COMCKaTelleM JHICH3UH (JUIEH3UAaTOM) B 3asBICHUU O TMPEJOCTaBICHHUH IJUIEH3UN
(3adABIECHMM O BHECEHMM HM3MEHEHHI B peecTp JUUEH3HI) CBEJCHUN O HaIWYUM TEXHUYECKOMN
BO3MOKHOCTH HCIIOJIb30BAaHUsL TPU MPOBEACHUM BBIC3THOM OLIEHKH CPEACTB C BO3MOXKHOCTHIO
UIACHTH()HUKAIIMN COWCKATeNlsd JIMIEH3UM (JUIeH3uaTa) depe3 (QelepalibHyI0 TOCYIapCTBEHHYIO
nHpopmanmonnyto cucreMy "Enunas cucrema uneHTuGUKauy U ayTeHTUDUKAITIN B HHOPACTPYKTYpe,
oOecrnieunBaromie MHMOPMALIMOHHO-TEXHOJIOTMYECKOe B3auMOJIeHCTBHE WH(GOPMAIMOHHBIX CHCTEM,
UCIONB3YEMBIX [UIsl TPENOCTABIEHUSI TOCYJAPCTBEHHBIX M MYHUILMUMAIBHBIX YCIYT B AJIEKTPOHHOU

bopme";

MNPUHATUC OOJDKHOCTHBIM JIMIIOM JIMICH3UPYIOMICTO OpraHa pelicHHud O IMPOBCACHHWU OLICHKU
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COOTBCTCTBHUA COUCKATCIIA JIHLICH3UHU (HI/IHCH3I/IaTa) JIMICH3MOHHBIM Tpe6OBaHI/I$IM B (bopMe BBIE3JHOM
OIICHKHU B JTUCTAHIIMOHHOM (bopMaTe C MIPUMCHCHHUEM CPCHACTB;

W3BCIIEHUE COUCKATEIS JIMIICH3UH (JIMIICH3MATa) O BeICHUU (DOTOCHEMKH U (WIIN) BUACO3AINCH - B
Cllydae OCYIIECTBJICHHS TIPOIEAYPHl OIICHKHM COOTBETCTBHUS JIMIICH3MOHHBIM TpPEOOBAHHSM B
JTUCTAHIIMOHHOM (opMarte;

obecrieueHre COXPAaHHOCTH HWH(OpMAIUU, MOJIYYECHHOW TMOCPEACTBOM (OTOCHEMKH U (WIIH)
BHUJICO3AITHUCH.

Ecnu B Xozme BbIE3AHOM OLIGHKM COOTBETCTBHMS COMCKATeNs JIMIEH3UW (JIMLIEH3uaTa)
JMIIEH3UOHHBIM TPeOOBAHUSAM OCYIIECTBISIIMCH (DOTOChEMKA U (MJIM) BUICO3aMUCh, 00 3TOM Jenaercs
OTMCTKa B AaKT€ OLCHKHM MW HOANHNCAHHUEC €TI0 PYKOBOAWUTCIEM, HWHBIM JOJDKHOCTHBIM JIMIOM WA
YIIOJIHOMOYEHHBIM IPEICTABUTENIEM COMCKATENs JIMICH3UN (JINIeH3nara) He Tpedyercs. B aTom ciaydae
Matepuansl (GOTOCHEMKH U (MITH) BUICO3AMUCH IIPUIIAraloTCs K aKTy OIICHKH.

Wudopmarius, nmomydyeHHasi ¢ UCIIOIb30BaHUEM CPEICTB, MOCTE MPOBEACHUS OIIEHKU COOTBETCTBUS
COUCKaTeNsl JMIEeH3UH (JIMIeH3MaTa) JIHMIEH3UMOHHBIM TpPeOOBaHUSAM JIMIICH3UPYIOLUIMM OpPraHOM
COXpaHsieTcs B aBTOMAaTH3MPOBAHHOM HMH()OPMAIIMOHHOW CHUCTEME JIUICH3UPYIOLIETO OpraHa.
CoxpaHHOCTh YKa3aHHOHM WH(POPMAINK 00ECTIEYMBACTCS INIICH3UPYIOIUM OPTraHOM.

19. Ilpu npoBeieHNU OLIEHKU COOTBETCTBHS COMCKATEJIs JIMLIEH3UH (JIMLIEH3UAaTa) JTUIIEH3UOHHBIM
TpeOOBaHUAM JIMLEH3UPYIOIMHA OpraH MOXeT IpHUBJIEKaTh K IPOBEICHUI0 TAaKOW OLIEHKH He
3aMHTEPECOBAHHBIX B €€ Pe3ysbTaTaX SKCHEPTOB WU AKCHEPTHbIE OpPraHU3allM, aKKpEAUTOBAHHBIEC B
COOTBETCTBUM C 3aKOHOZaTenbcTBOM Poccuiickoir ®exepannn 00 akKpeIUTALUMUd B HAIMOHAIBHOM
CUCTEME aKKpEAMUTALlUH, @ TAKXKE [10/IBEIOMCTBEHHBIE JIMIIEH3UPYIOLIEMY OpraHy OpraHu3aluu (Jaiee -
9KCIIEPTHBIE OPraHu3allun).

[IpuBrneyeHne 3KCIEPTOB U IKCIEPTHBIX OpraHU3allMi OCYIIECTBISETCS Ha O€3BO3ME3AHON s
couckaTeneil JUIeH3uH (JIMLEH3MAaTOB) OCHOBE HAa OCHOBAHMU PELICHUS JIMLEH3UPYIOIIEro OpraHa,
MOJIMMCAHHOTO YIOJHOMOUYEHHBIM JOJKHOCTHBIM JIMIIOM JIMLIEH3UPYIOLIEr0 OpraHa, B KOTOPOM
yKa3plBalOTCA (aMWIMM, HMMEHAa, OTYecTBa (IIPH HAJIMYUM) MPUBICKAEMBIX OSKCIEPTOB MU
HAaMMEHOBAHMsI SKCIIEPTHBIX OpPraHU3aLUM.

MHeHHsT HKCIEPTOB, SKCIEPTHBIX OpPraHMU3alMii O COOTBETCTBMM (HECOOTBETCTBUHU) COMCKATENs
JTUIEeH3un (JIMLeH3MaTa) JIMIEH3UOHHBIM TPEOOBAHUSAM M3JIaraloTcsl B CIpaBKe (PKCIIEPTHOM MHEHUH),
NOJNMCAHHOW 3KcrepTaMd W (WIM) YINOJIHOMOYEHHBIMU JOJDKHOCTHBIMU JIMIIAMU SKCIEPTHBIX
OpraHu3aIMii, KOTOpas NpuIaraeTcs K akTy OLIEHKH.

B cnydyae BbISBICHUS HECOOTBETCTBHUS COMCKATeNs JMIEH3UM (JIMIEH3MaTa) JIMIEH3UOHHBIM
TpeOOBaHUSM B aKT€ OLEHKM YKa3bIBaeTCs, KAaKUM MMEHHO JIMIEH3UOHHBIM TpPEOOBAaHHUSIM HE
COOTBETCTBYET COMCKAaTeNb JUUEH3UU (IIMLEH3MAT) U KAKUM HOPMATHUBHBIM IPAaBOBBIM AaKTOM (C
YKa3aHHEM €ro CTPYKTYpPHOM eTUHUIIbI) TAKOE JUIIEH3MOHHOE TPEeOOBaHUE YCTAaHOBIICHO.

20. IlpencraBieHue coucKaTeleM JHMIEH3UH (JUIEH3UATOM) 3asBICHUS O IMPEIOCTaBICHUU
TUIEH3UU (3asBJICHUS O BHECEHMM W3MEHEHUH B peecTp JMIEH3MI) M WX MPHEM JHIECH3UPYIOIINM
OpraHoOM, MPHUHSITHE JIMIEH3UPYIOIMIMM OPTaHOM PEIICHUs O MPEJOCTaBICHUH JHICH3UH (00 OTKasze B
MPEIOCTABIICHUN JTUICH3WN), BHECEHUH W3MEHEHUW B peecTp NuIeH3ud (00 OTka3e BO BHECCHUU
W3MECHCHUH B peecTp JIMIEH3WW), NPUOCTAHOBICHHH, BO300HOBJICHHH, MPEKPANICHUN JEHCTBUS
JUIEH3UU, a TaKKe IMpenocTaBieHrne, (GOPMUPOBAHKWE W BEJCHHE JUIEH3MOHHOIO Jiejla, BEICHHE
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peecTpa JMILEH3U U TMpeOoCTaBIeHHE CBEICHUI, COMep)KalUXCsS B peecTpe JTUIEH3UH, B TOM UHUCIe
BBINIMCKH U3 PEECTpa JUIEH3UM, OCYLIECTBISIOTCS B MOPSJIKE, yCTAaHOBICHHOM DeiepaabHbIM 3aKOHOM
"O NULEH3UPOBAHUH OTACIBHBIX BUOB JACSITEIBHOCTH" .

21. Ilpu nonave 3asBICHUS O MPEJOCTABICHUM JIMLIEH3UH, 3asBJICHHUSI O BHECEHUM MU3MEHEHHM B
peecTp JMIEH3UH IOPUIMYECKUM JUIIOM, WHAMBHIYAIbHBIM NpEANpUHUMATENIEM MOJIMUCAHUE TaKOro
3asBJICHUS OCYILECTBIIAETCS B cooTBEeTCTBUU ¢ DenepanbHbIM 3ak0HOM "O HLEH3UPOBAHUM OTIECIIBHBIX
BUJIOB  JIEATENBHOCTH"  3JIEKTPOHHOW  MOANHUCHIO  IOPUAMYECKOrO  JIMIA, WHAWBUIYaIbHOTO
NpeINpuHUMATENs C UCIOJb30BaHUEM (elepanibHOl rocy1apcTBEeHHOW WH(POPMALMOHHON CHCTEMBbI
"EnuHbIid TOPTaj rocy1apcTBEHHBIX U MYHUIUITATIBHBIX yCIyT (QyHKIMiA)".

(B pen. Loctanosnenus Ilpasurenscrea PO ot 03.08.2023 N 1268)

[Tpu nonaue 3asBiaeHMUs] GUNUECKUM JIUIIOM MPU MPECTABICHUA UHTEPECOB FIOPUIUUYECKOTO JINIA
WIA UHAMBUIYAJIbHOTO MpEeANpUHUMATENS (IPU HAJIUMYUU B 3JIEKTPOHHON (pOopMe B MALIMHOYHUTAEMOM
BUJIE JIOBEPEHHOCTEH, MOATBEPKIAIOIIUX COOTBETCTBYIOLIME IIOJIHOMOYHMS) TOANMUCAHHE TaKOTOo
3asBJICHUS OCYUIECTBIISIETCS YCUICHHOM KBANU(UIIUPOBAHHOMN 3JIEKTPOHHOMN MOANUCKHIO WM YCHUIICHHON
HEKBATM(PUIMPOBAHHON 3JIEKTPOHHOU IMOANHUCHIO, CepTU(UKAT KIOYa MPOBEPKU KOTOPOW CO3MaH U
ucrnonp3yercss B HmH(ppacTpykType,  obOecreunBaroniei  WHGOPMAIMOHHO-TEXHOJIOTHYECKOE
B3anMo/ieiicTBIEe HH(OPMALIMOHHBIX CUCTEM, UCIOIb3YyEMbIX I MPEJOCTABICHUS FOCYAapCTBEHHBIX U
MYHULUNAIBHBIX YCIYT M UCIIOJIHEHUS TOCYJAPCTBEHHBIX U MyHULIMNAIBHBIX (QYHKIMHA B JIEKTPOHHOMN
¢dbopme, B ycranosieHHoM [IpaButenbctBoM Poccuiickoit denepanuu mopsake.
(m. 21 B pen. llocranosnenus [Ipasutenscta PO ot 29.11.2022 N 2164)

22. 3a mpeaocTaBICHUE JIMIICH3UPYIOIIMM OPTraHOM JIUIEH3UHM, BHECEHHWE U3MEHEHUU B PEECTp
JUICH3WH Ha OCHOBAaHWM 3asBJICHHUS O BHECEHWW W3MEHEHUH B peecTp JMIEH3WU YIUIauMBaCTCS
roCy/JapCTBEHHAs TIONIIMHA B pa3Mepax W IOpPsUIKe, KOTOPBIC YCTaHOBJEHBI 3aKOHOJATEIHCTBOM
Poccutiickoit deneparuu o Hajlorax u coopax.

Brimucka u3 peecTpa JIMLICH3UN B q)opMe QJICKTPOHHOI'O JOKYMCHTA, IMOAIIMCAHHOI'O yCI/IJIeHHOI}’I
KBaHH(bHHHpOBaHHOﬁ BHCKTpOHHOﬁ MNOATIMCBIO JIMICH3UPYIOMICTO OpraHa, MTPEAOCTAaBJISACTCA 0e3
B3WMAaHU I1JIATHI.

23. denepanpHas ciryx0a 1o HaA30py B cdepe 3apaBOOXpaHEHHS B TEUCHHE 5 paOouux THEH co
AHA BbIIA4YM JOKYMCHTA 00 OKOHYAaHUU IIPOBCPKU JIMILICH3MATa HAITPABJISACT B OPraHbI FOCY}IapCTBeHHOﬁ
BIacTu cyOwbekToB Poccuiickoit denepannu, oCyIIECTBISIONIME TOJHOMOYHS, YKa3aHHbIC B IMyHKTE |
gactu 1 crathu 15 DepepanbHoro 3akona "OO OCHOBax OXpaHbI 3[0POBBS TpaxaaH B Poccuiickoit
Oenepanun’, 3aBepeHHbIE KOMUM TPUKA30B O MPHOCTAHOBIEHWU U BO30OHOBICHHUU JEHCTBUS
HHHCH3Hﬁ, HAa3HAYCHUU MPOBCPOK JIMIICH3UATOB, KOIIMH aKTOB IMMPOBCPOK JIMILICH3UATOB, HpeIIHI/ICElHI/Iﬁ 06
YCTpPaHEHUU  BBISIBJICHHBIX ~ HApyUIeHMM  JUIEH3MOHHBIX  TpeOOBaHUM,  MPOTOKOJIOB 00
AIMUHUCTPATUBHBIX IIPABOHAPYUICHUAX, IIOCTAHOBJICHUI O Ha3HAYCHUU AIMHUHUCTPATUBHBIX HakazaHui
U JPyTUX JTOKYMEHTOB, CBS3aHHBIX C OCYIIECTBJICHHEM (elepaabHOr0 TOCyIapCTBEHHOTO KOHTPOJIS
(Hag3opa) B cdepe oOpaleHus JCKApCTBEHHBIX CPEJCTB, B OTHOIICHUH JIMIIEH3UATOB (32 CKITFOUYEHUEM
JTUICH3UATOB, TMPEACTABUBIIMX 3asABICHUS O BHECEHUM W3MEHEHHW B peecTp JUIICH3UH),
OCYUICCTBIISIONIUX JEATEIILHOCTh [0 OOpAlICHUIO JIEKAPCTBEHHBIX CPEACTB, IS BKIIIOUCHUS B
JIMOCH3UOHHLBIC I€JIa B 6YMa)KHOM HJIN 3JICKTPOHHOM BHU/EC.

24. ®opMupoBaHUE JUIIEH3UOHHOTO JIeJla COMCKATENs JIMIEH3UU (B OTHOLIEHUM JIEKapCTBEHHBIX
CPeACTB Ul MEIUIMHCKOTO IPUMEHEHHs), JUIEH3MaTa OCYILECTBIAETCS B aBTOMAaTH3HMPOBAHHOM
uHpopMannoHHOH cucteme denepanbHOil i1y kO0bl 0 HAA30pY B chepe 31paBOOXpaHEHHUS.
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25. OueHka cOOJIOACHUS JIUICH3WATAMH JIMIICH3UOHHBIX TPEOOBaHM TPU OCYHICCTBICHUU
(bapMaIeBTHYECKONW JIEITETLHOCTH OCYIIECTBISAETCS B paMKax (eepaJibHOrO TOCYAapCTBEHHOTO
KOHTpOJIs (Haa30pa) B cepe oOpaiieHus JIeKapCTBEHHBIX CPEJICTB.

[Ipunoxenue
K [IonoxeHnto 0 TMIEH3UPOBaHUH
(hapmaleBTUUECKOM 1eATeTbHOCTH
NEPEYEHDb

BbIMOJIHAEMbIX PABOT, OKA3bIBAEMbIX YCNYI, COCTABJIAIOLUX
®APMALIEBTUYECKYIO OEATENBHOCTb

Criucoxk M3MEHSOIUX JOKYMEHTOB
(B pen. Hocranosnenus [IpaButensctBa P® ot 29.11.2022 N 2164)

l. B chepe obGpalwieHns nekapcTBeHHbIX CPeacTB
ANA MeAULMHCKOro NpMMeHeHuns

1. OnroBast TOProBisl I€KAPCTBEHHBIMU CPEICTBAMU JJI1 MEIULIMHCKOTO PUMEHEHUS

2. XpaHeHHE JIEKapCTBEHHBIX CPEJICTB AJI1 MEAULIMHCKOIO IPUMEHEHNUS

3. XpaHeHue JIeKapCTBEHHBIX IIPENapaToB Ul MEJUIIMHCKOTO IPUMEHEHMUSI

4. TlepeBo3Ka J€KapCTBEHHBIX CPEJICTB AJI1 MEAUIIMHCKOTO TPUMEHEHUS

5. IlepeBo3Ka JE€KapCTBEHHBIX MTPENAPATOB JIJII MEIUIIMHCKOTO TPUMEHEHUS

6. Po3HuuHast TOproBiis JJeKapCTBEHHBIMH NpenapaTaMu AJsl MEAULIUHCKOTO TPUMEHEHUS

7. OTIyCK JI€KapCTBEHHBIX MPENAPATOB A1 MEIULIMHCKOTO IPUMEHEHUS

8. M3rotoBieHue JIEKApCTBEHHBIX IIPENApaToB Il MEAUIIMHCKOIO IPUMEHEHMS], 3a UCKIIOYEHUEM
M3TOTOBIICHUS pafno(apManeBTHIECKUX JIeKapCTBEHHBIX PEnapaToB Il MEIUIIMHCKOTO IIPUMEHEHUS
(B pen. Loctanosnenus IlpasurenscrBa PO ot 29.11.2022 N 2164)

9. UsroroBnenue paauodapManeBTUUECKUX JIEKAPCTBEHHBIX IpPEnaparoB i METUIMHCKOTO

MIPUMEHEHUS
(m. 9 BBenen [Hocranonenuem [IpaButensctBa PO ot 29.11.2022 N 2164)

Il. B chepe ob6paweHns nekapcTBeHHbIX CPeacTB
ONnA BeTepUHapHOro npuMeHeHus

1. OnToBas TOPTOBJIA JICKAPCTBCHHBIMU CPCACTBAMU IJISI BETCPUHAPHOTI'O IPUMCHCHUA
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2. XpaHeHHE JIEKapCTBEHHBIX CPEJCTB AJI1 BETEPUHAPHOTO IPUMEHEHHUS

3. XpaHeHne JIeKapCTBEHHBIX IPENapaToB AJii BETEPUHAPHOTO IPUMEHEHHUS

4. IlepeBo3Ka J1€KapCTBEHHBIX CPEJICTB AJI1 BETEPUHAPHOTO IPUMEHEHMUS

5. IlepeBo3Ka JIeKapCTBEHHBIX MTPENAPATOB JIJIs1 BETEPUHAPHOIO PUMEHEHUS

6. Po3HM4YHAs TOPTOBIIs JIEKAPCTBEHHBIMU IIPENapaTaMHy JijIsl BETEPUHAPHOTO PUMEHEHHMS
7. I3roToBieHNE JEKapCTBEHHBIX IIPENAPATOB Ul BETEPUHAPHOIO IPUMEHEHUS

8. OTmycK JeKapCTBEHHbIX IPenapaToB JJisl BETEPUHAPHOIO MPUMEHEHUS

[Ipunoxenue

K ITOCTaHOBJIeHMIO [[paBuTEnbCcTBa
Poccuiickoit @enepanuun

ot 31 mapra 2022 r. N 547

NEPEYEHDb
HOPMATUBHbIX MPABOBbIX AKTOB U OTAEJIbHbIX I'IQJ'IO)KﬁHVIVI HOPMATUBHbIX
NMPABOBbIX AKTOB NPABUTEJIbCTBA POCCUNCKOU ®EAOEPALINN,
YTPATUBLUUX CUNY

1. Hocranosnenue IlpaButensctBa Poccuiickoit @eneparuu ot 22 aexadbps 2011 r. N 1081 "O
JTUIEH3UpOBaHuK (apmarieBTHdeckor aestenbHocTH" (CoOpaHue 3akoHOAaTeNlbcTBa Poccuiickoi
®enepauun, 2012, N 1, cT. 126).

2. Ilynkr 170 n3meHeHuii, KoTopsle BHOCATCSA B akThl [IpaBuTtensctBa Poccuiickoit @enepanuu no
BOIIPOCAM JeATeNIbHOCTH MUHHCTEpCTBA 3ApaBooXpaHeHus Poccuiickon denepanny, yTBEpKICHHBIX
nocraHoBierneM [IpaBurensctBa Poccuiickoit @enepannu ot 4 centsops 2012 r. N 882 "O BHeceHun
M3MEHEHUN B HEKOTOopele akThl [IpaButenbctBa Poccniickoit Penepanuu 1Mo BOIpocam JIEATEIbHOCTH

MunucrtepcTBa 3apaBooxpanenus Poccuiickoit @enepanun” (Cobpanue 3akoHoaaTenbCcTBa Poccuiickoit
®enepaunn, 2012, N 37, ct. 5002).

3. [lynkr 1 m3MeHeHull, KOTOpble BHOCATCS B akThl IIpaBurensctBa Poccuiickoit denepanuu mo
BOMpPOCaM OOpAIICHUsI JIEKAPCTBEHHBIX CPEACTB I MEIUIMHCKOTO NPUMEHEHHUS, YTBEPXKICHHBIX
nocranoBieHueM I[IpaButenscrBa Poccuiickoit @enepanun ot 15 ampens 2013 r. N 342 "O BHeceHuun
U3MEHEHUH B HekoTopble akThl lIpaBurensctBa Poccuiickoit ®dexepanuu mo BompocaMm oOpalieHus
JIEKApCTBEHHBIX CPEJICTB JUIsi MeaunuHcKoro nmpumeHeHus" (CoOpanue 3akoHOaTenbcTBa Poccuiickoi
®enepaunn, 2013, N 16, ct. 1970).

4. IlyHKT 2 W3MEHEHHH, KOoTopble BHOCATCS B akTel IIpaBurensctBa Poccuiickoit @enepanuu,
YTBEpP)KICHHBIX mocTtaHoBieHueM [IpaButenbcTBa Poccuiickoit @enepanun ot 23 centsiops 2016 r. N
956 "O BHeceHnMM U3MeHeHNH B HeKOTopbie akThl [IpaBurenscrBa Poccuniickoit denepammn” (Cobpanue
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3akoHoaarenbcTBa Poccuiickoit denepanuu, 2016, N 40, cT. 5738).

5. IlyHKT 2 u3MeHeHMi, KOTopble BHOcATCA B akThl [IpaButenbctBa Poccuiickont ®enepanumy,
YTBEPKACHHBIX ITocTaHoBiIeHHeM [IpaButenbcrBa Poccuiickoit @enepanuu ot 4 utons 2017 r. N 791 "O
BHECEHMM W3MEHEHHI B Hekoropele akThl [IpaBurennsctBa Poccuiickoit ®epepammn” (CoOpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2017, N 28, cT. 4165).

6. IlynkT 1 u3mMeHeHu#, KoTopble BHOCATCA B akThl [IpaButenscrBa Poccuiickoit denepanuu no
BOIIPOCAM  OCYIIECTBIICHUS JIMIEH3UPOBAHUSA OTAEIbHBIX BUJOB JEATEIBHOCTH HAa TEPPUTOPUHU
MEXKIYHApOAHOTO MEAMIIMHCKOTO KJIacTepa, YTBEpPXKIACHHBIX MoOcTaHoBieHHeM llpaButenbcTBa
Poccwuiickoit ®enepanuu ot 21 despans 2020 r. N 192 "O BHeceHHH W3MEHEHHH B HEKOTOPBIC AKTHI
[IpaButensctBa Poccuiickoit @enepanuu 1Mo BOMPOCAM OCYHIECTBIICHUS JTUUEH3UPOBAHUS OTIEIbHBIX
BHJIOB JICSATEIHPHOCTH Ha TEPPUTOPUH MEXKIyHApPOIHOTO MeaurnuHckoro kiacrepa"' (CoOpanue
3akoHoarenscTBa Poccutickoit ®deneparuu, 2020, N 9, ct. 1195).

7. Hocranosnenue IlpaBurensctBa Poccuiickoii @enepauuu ot 15 mas 2020 r. N 687 "O
BHECEHUHU M3MEHEHUU B MyHKT 5 [lonmokeHus o MUICH3UPOBaHUHU (PapMaIleBTUUECKON NEATEIHHOCTH"
(Cobpanwue 3akonogarenscTBa Poccuiickoit @enepamuu, 2020, N 21, ct. 3269).

8. IlyHkT | u3MeHeHHi, koTopble BHOCSTCS B akThl IIpaBurensctBa Poccuiickoit denepanuu mo
BOIIPOCAM JIMIICH3UPOBAHUSI OTACIBHBIX BHUIOB JCATEIHHOCTH, YTBEPXKIACHHBIX IMOCTAHOBJICHHEM
[IpaButensctBa Poccuiickoit deneparuu ot 28 Hos0ps 2020 r. N 1961 "O BHeceHWH M3MEHEHHUH B
HekoTopsle akThl [IpaBurenscTBa Poccuiickoit @enepaliyl Mo BOIpocaM JIMLEH3UPOBAHMS OTACIbHBIX
BUJ0B nestenbHocTH" (Cobpanue 3akoHoaaTenscTBa Poccuiickoit @enepanmm, 2020, N 49, ct. 7934).

9. Ilynkr 1 u3MmeHeHMil, KoTOpble BHOCATCA B akThl [IpaButenbctBa Poccuiickoit ®enepanumy,
yTBEpKICHHBIX nocTaHoBieHueM IIpaBurensctBa Poccuiickoit @enepanuu ot 9 mapra 2022 r. N 328
"O BHeceHMM U3MEHEHUH B HekoTopble akThl [IpaBurtennbcrBa Poccuiickoit denepauun" (Cobpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2022, N 11, cT. 1712).
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