MPABUTEJbCTBO POCCUHUCKOU ®EJEPAIINN

INOCTAHOBJIEHUE
ot 31 maprta 2022 r. N 547

Ob YTBEPXKJAEHUHN HOJIOXKEHUSI O
JIMHEH3UPOBAHUU ®PAPMALIEBTUYECKOU
NAEATEJIBHOCTH

(B pea. IlocranoBnenuii [IpaButenbcrea PO ot 29.11.2022 N 2164, ot 03.08.2023 N 1268, oT
01.06.2024 N 756, ot 06.11.2024 N 1498, ot 26.02.2025 N 232, ot 27.03.2026 N 324)

B coorBercTBuM ¢ DenepanbHbIM 3aKOHOM "O JIMLIEH3UPOBAaHUM OTAEIBHBIX BUJIOB IEATEIBHOCTH"
IIpaBurenscTBO Pocculickoin denepanyv NOCTaHOBIISAET:

1. YTBepI[I/ITB npujiaracMoe ITonoxenue o JIMIICH3UPOBAaHNUN Q)apMaHeBTquCKOﬁ ACATCIIBHOCTH.

2. Ilpu3HaTe yTpaTHBIIMMHU CHJIy HOPMAaTHBHBIE IIPABOBBIE AaKTbl M OTACIBHBIE IOJIOKECHHUS
HOPMATHBHBIX NpaBoBbIX akTOB I[IpaBurenbcrBa Poccuiickoit denepanuu 1o NEPEYHIO COIJIACHO
MIPUIIOKEHUIO.

3. Hacrosimee nmocranoBieHue Betynaer B cuity ¢ 1 ceHta0pst 2022 r. u aeiictByet 1o 1 ceHTsI0ps
2028 r.

IIpeocedamens IIpasumenvcmaa
Poccuiickoii @edepayuu

M. MULLTYCTHH

YTBEPK/IEHO
nocmanoenenuem IIpasumenvcmea

Poccuiickoii @edepayuu
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om 31 mapma 2022 2. N 547

IHOJIO’KEHHUE O IMUEH3WPOBAHNH
OPAPMALHEBTHYECKOU AEATEJIBHOCTH

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

1. Hacrosmee IlonmoxkeHne ycTaHaBiIMBAaeT MOPSAOK JHIICH3UPOBAHUS (DapMaleBTHUECKOM
NESITeIbHOCTH, OCYLIECTBISIEMON OPUAMYECKMMH JIMIAMM, B TOM YHCJIE€ HWHOCTPAHHBIMU
IOPUAMYECKUMH JIMIIaMH, BKJIIOYasi OpraHU3aliyi ONTOBOM TOPTOBIIM JIEKAPCTBEHHBIMU CPEACTBAMU,
anTeyHble OpraHu3alliM, BETEPUHApHbIC AalTEYHble OpraHu3aliM, a TakXKe MEIULUHCKUE
OopraHu3aluy U uX 00O0COOJEHHBbIE MOAPA3JCICHMs, PACIONI0XKEHHBIE B CEIIbCKUX HACEICHHBIX
IYHKTaX, B KOTOPBIX OTCYTCTBYIOT allT€YHbIE OPraHU3alMH (Jjajlee COOTBETCTBEHHO - MEIULIMHCKUE
opraHuszanuy, o000COOJEHHbIE MOAPA3JCICHNUs MEIULMUHCKUX OpraHu3aluii), BeTepUHApPHBIE
OpraHu3aliy, U UHAUBUIYaJIbHBIMU IpeArnpuHuMaTensmu. (B pen. [locranosnenus IIpaBurenscTBa
P® o1 06.11.2024 N 1498)

2. ®apmarnieBTHUECKAas ACSITEIHHOCTD BKIIOYAET paOOThl U YCIIYTH COTJIACHO MPHUIIOKEHHUIO.

3. JluuensupoBanue  (apManeBTUYECKOW  NEATEIbHOCTH  OCYLIECTBISAIOT  CIEAYIOIINE
JTUEH3UPYIOIINE OPTaHbI:

a) ®DenepanbHas ciayk0a Mo HaA30py B cdepe 3apaBOOXpaHEHUS - B YACTU JCSITEIBHOCTH,
OCYILIECTBJISIEMOW:

OopraHu3alsIMu OIITOBOM TOProBjIn  JICKAPCTBCHHBIMU cpe€acTtBaMm  JJIA MCIUIIMHCKOI'O
MMPUMCHCHUA,

anTeYHbIMH OpraHU3alUsMHU, TOABEAOMCTBEHHBIMU (eAepatbHbIM OpraHaM HCIOTHUTEIbHOM
BJIACTH,

WHBIMM  OpraHu3alUdsMd U UHAUBUAYAIbHBIMH IPEINPUHUMATEISIMH, OCYIIECTBIISIFOIIMMHU
(apMaleBTUYECKYIO JEATEIbHOCTh, B YAaCTU OLIEHKH COOJIIOJIEHUS JIMIEH3UaTaMH JIUIEH3MOHHBIX
TpeOOBaHUI MOCPEICTBOM OCYILIECTBICHUS (peepanibHOTO rocy1apCTBEHHOIO0 KOHTPOJIs (Haa3opa)
B cepe oOpalieHusl JEKapCTBEHHBIX CPEICTB (32 MCKIOYEHHEM JIMLEH3UATOB, MpPEICTaBUBLINX
3asBJICHUs] O BHECEHUM M3MEHEHUH B peecTp JMLEH3UH Ha OCyllecTBIeHHE (hapMaleBTHUECKOM
JEeSATENIbHOCTH  (Jjajieeé COOTBETCTBEHHO - JIMLIEH3MM, PEEeCTp JIMLEH3UH), TOJIHOMOYUN IO
IPUOCTAHOBIICHHIO, BO30OHOBICHHUIO JIEHCTBHS JIMIIEH3UH, a TaKXKe IOJHOMOYMMH, CBSI3aHHBIX C
AHHYJIMPOBAHUEM JINLIEH3UN B Cy/1€0HOM MOPSAIKE;

0) uWcnoJIHUTENbHBIE OpraHbl CyOBekTOoB Poccuiickoit denmepamuu - B 9acTH OCYIIECTBICHUS
NeSITeIbHOCTH B cdepe oOpallleHus JEKapCTBEHHBIX CPEACTB Ui MEIUIMHCKOrO NMpPUMEHEHUs (B
YaCTH NPENOCTABICHUS JIMLEH3UNH W BHECEHMS M3MEHEHMI B PEECTp JHUUEH3HM, NMPEIOCTABICHUS
BBIIIUCOK M3 peecTpa JULEH3UM, OLICHKM COOTBETCTBUS COUCKATENd JIMLICH3UH, JIMLEH3UaTa
JUICH3UOHHBIM TpeOOBaHUSM - B OTHOIIEHWU COUCKATeleW JMIIEH3WH W JIMIEH3UaTOB,
IIPEACTABUBIINX 3asBJICHUSA O BHECEHUU U3MEHEHHU B PEECTp JIULEH3UH, IIPEKPALICHUS IEUCTBUS
auneHs3uil, GopMHpoBaHUS U BEACHUSI PEECTPOB IMPEIOCTABIEHHBIX OpPraHaMU TOCYJapCTBEHHOM
BJIacTH cyObekToB Poccuiickoit @enepauuu JuLEH3UH, yTBepxkaeHUs ¢GOpM 3asBIEHUN O
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MPEIOCTABICHUU JIMIEH3UH, BHECEHWU H3MEHEHHl B peecTp JHIEeH3UH, yTBEpKAeHHS (opM
YBEAOMJIEHMM M JIpYyrMX HCIIOJIb3YEMBIX B IIpOLIECCE JIMIEH3UPOBAaHUS JOKYMEHTOB, a TaKXkKe
MPEIOCTAaBIICHUSI 3aWHTEPECOBAHHBIM JUI[AaM HMHGOpPMAMU IO BONpPOCaM JIMIEH3UPOBAHMUS,
BKJIIOYas pa3MeleHue 3Toi uHpopManuu B HHPOPMALMOHHO-TEICKOMMYHUKAIMOHHONW CETH
"Unrepuer" (manee - cerb "MHTepHer") Ha oQUIMAIbHBIX CalTax OPraHoB TOCYAapCTBEHHOM
BracTu cyObekToB Poccuiickoil @enepanuu ¢ yKa3aHMEM aJpECOB AJIEKTPOHHOM IOYTHI, IIO
KOTOPBIM TOJb30BATENsIMU 3TOM HMH(OpMaMU MOTYT OBITH HANpaBIIEHBl 3alpPOChl U IMOJy4YEHA
3ampammBaeMasi HHpopmaius), ocymecTtrisiemoii: (B pea. [loctanosnenus [Ipasutensctea PO ot
03.08.2023 N 1268)

OpraHu3anusaMu, 3a UCKIIIOYCHUCM OpFaHHSaHHﬁ OIITOBOI TOPIroBJIK JICKAPCTBECHHBIMU CPEACTBAMU
AJd MCIUIOMUHCKOTO MPHUMCHCHUA M AIITCUHBIX OPT aHI/ISaHI/If/'I, HoABCAOMCTBCHHBIX q)eﬂepaJIBHbIM
OopraHam HCITOJIHUTEIBHON BJIACTH,

WHIWBUYaJIbHBIMHA HNPCANPUHUMATCIIAMU,
HHOCTPaHHBIMHU IOPUANYCCKUMU JIMITAMU ;

B) ®enepanpHas ciyx0a 1o BeTepuHapHOMY U (PUTOCAHUTAPHOMY HAJ30PY - B UACTH JI€ATEIHHOCTH,
OCYIIECTBIISIEMOM B chepe oOpaleHust JISKApCTBEHHBIX CPEICTB JJIsl BETCPUHAPHOTO TPUMCHCHHSI.

4. Couckarelb JIMIUCH3WH OOJDKCH COOTBETCTBOBATH CICAYIOIIHUM JIMOCH3UOHHBIM Tpe6OBaHI/I$IMI

a) HaJM4YMEe IPOM3BOJCTBEHHOTO OOBEKTa MM OOBEKTOB (IOMEIIEHUH, 3AaHUM, COOpYKEHHH) u
000py0BaHUs 110 MECTY OCYLIECTBIICHUS (PapMaleBTUUECKON NEATEIbHOCTH, MPUHAAISKALUX Ha
paBe COOCTBEHHOCTH WJIM Ha MHOM 3aKOHHOM OCHOBaHUH, IPEAYyCMaTPUBAIOLIEM IIPABO BIIaJCHUS
U TIPaBO IMOJIb30BAHMS, JTUOO MPHUHAIISKAIINX HA MPaBe COOCTBEHHOCTH WJIM Ha MHOM 3aKOHHOM
OCHOBAaHHMU MHOMY JIMLEH3UATy, UMEIOIEMY JIMLEH3UI0 Ha OCYLIECTBICHHE Pa0OT, OKa3bIBAEMBIX
YCIIyT, COCTAaBISIOLIUX JESATEIBHOCTh 10 ONTOBOM TOPrOBII€ JIEKAPCTBEHHBIMH CPEACTBAMU IS
MEIUIIUHCKOTO MpPUMEHEHHUs, U JoroBop (0T 12 MecsIeB) ¢ coucKaTelaeM JHMIEH3UHU O Ieperaye
pabot (ycimyr) Ha ayTCOpPCHHT (B 4YacTH XpaHEHUS JIEKAPCTBEHHBIX CPEACTB JJIsi MEAHITUHCKOTO
NPUMEHEHHS), COOTBETCTBYIOIUX TpeOoBaHUAM cTaTtbu 54 denepanbHoro 3akoHa "OO0 oOpaleHUH
JIEKapCTBEHHBIX CpEACTB", MpaBWIaM HaJUIeKalle AUCTPUObIOTOPCKOM NPaKTUKH B pamMKax
EBpasuiickoro 3KOHOMHYECKOIO COK03a, MpaBHJIaM XpaHEHMsI JIEKAPCTBEHHBIX  CPENCTB,
YTBEP’KIACHHBIM ~ YIOJHOMOYEHHbIM  (pellepajibHbIM  OpraHOM HCIOJIHMTENbHOW BiacTu (3a
UCKJIIOUEHHEM MEIUIMHCKUX OpraHu3aiuuid M 000COOJEHHBIX MOJpa3JeieHul MeAUIUHCKUX
opranm3anuii); (B pex. [locranosnenus [IpaBurenscrea PO ot 01.06.2024 N 756)

0) Hamu4KMe MPOM3BOACTBEHHOIO OOBEKTAa WM OOBEKTOB (IIOMEIIEHUM, 3/IaHUM, COOPYKEHHI) U
000pyIOBaHHUS IO MECTY OCYILECTBJICHUS (hapMalleBTUUECKON JesTeIbHOCTH, NIPUHAAIESKAIINX Ha
npaBe cOOCTBEHHOCTH WJIM Ha MHOM 3aKOHHOM OCHOBAaHMHM, IIPEyCMAaTPUBAIOLIEM [IPABO BJIa/JICHUS
U NIpaBO IOJB30BaHUs, - JUIsl OPraHU3alMil ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMHM CPEICTBAMH IJIs
BETEPUHAPHOTO MPUMEHEHUSI, COOTBETCTBYIOIIUX TpeOoBaHUAM cTaThbu 54 denepanbHOro 3aKoHa
"O06 oOpaleHnn JIeKapCTBEHHBIX CPeACTB", MpaBWiIaM HaJyIexaleil JUCTpUObIOTOPCKON MPAaKTUKU
B pamkax EBpa3uiickoro 3KOHOMHYECKOTO CO03a, MpaBUjaM XpPaHEHHs JIEKApCTBEHHBIX CPENICTB
JUIs BeTepuHapHoro npumenenus; (B pen. [locranosnenuii IIpaBurenscrea P ot 03.08.2023 N
1268, ot 01.06.2024 N 756)

B) HaJW4ue MPOM3BOJCTBEHHOTO O0BEKTa WM OOBEKTOB (IIOMEIICHUH, 3/IaHUH, COOPYKEHHI) U
000pyIOBaHUS TI0O MECTY OCYIIECTBJICHHS (DapMaleBTHUYECKON ACATEIHHOCTH, MPUHAICKAINNX Ha
npaBe COOCTBEHHOCTH WJIM HAa MHOM 3aKOHHOM OCHOBAaHHH, IIPEIyCMAaTPUBAIOIIEM MPABO BiIaJICHUS
¥ TIPAaBO TOJIB30BaHUS, - NIl OPraHU3AMA PO3HUYHOM TOPTOBJIM JIEKAPCTBEHHBIMH TpenapaTamMmu
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JUIT MEIMIIMHCKOTO TPHUMEHEHUS, COOTBETCTBYIONIMX TpeOOBaHUSAM cTaThu 55 DenepaibHOTO
3akona "OO oOpaleHuu JIEKapCTBEHHBIX CPENICTB", MpaBWIaM Ha/JICKAIleH anTeyHOW MPAKTHKH,
NpaBUIaM XPaHCHHS JICKAPCTBEHHBIX CPENICTB, YTBEPXKIACHHBIM YIIOJHOMOYECHHBIM (helepaibHbIM
OopraHomM HUCIOJIHUTEILHOM BJIACTU (33, HNCKIHOYCHUEM MCIUITMHCKUX OpI‘&HH?;ElI.IPIfI u O6OC06J'IGHHBIX

nojApa3aeieHuid METUIIMHCKUX opraHu3anuii); (B pexa. Ilocranosnenus I[lpaButenbctBa PO ot
01.06.2024 N 756)

I') HaJU4YUEe MPOM3BOJCTBEHHOTO OO0BEKTa WM OOBEKTOB (IMIOMELICHHUM, 3aHHH, COOPYKEHUH) U
000pyZI0BaHUs 110 MECTY OCYLIECTBIIEHHUS (PapMaIleBTUUECKON NEATENbHOCTH, MPUHAAISKAITUX Ha
npaBe COOCTBEHHOCTH WJIM Ha MHOM 3aKOHHOM OCHOBaHUH, IPEAyCMaTPHBAIONIEM MIPABO BIIaICHUS
U MPaBO IMOJIb30BAHMS, - JUIsI OpraHU3aluil PO3HUYHON TOPrOBIIM JIEKAPCTBEHHBIMU IperapaTamu
JUIs BETEpUHAPHOTO NPUMEHEHHS, COOTBETCTBYIOUIMX TpeOoBaHMSIM cTaTh 55 dDenepanbHOrO
3akoHa "OO0 oOpaleHuH JIEKApCTBEHHBIX CPEACTB', MpaBWIaM HaJICXKAIICH anTEeYHOW MPaKTHKH
JEKAapCTBEHHBIX  IIPENapaToB JUIsl  BETEPUHAPHOIO  IPUMEHEHHUs, [paBUiIaM  XPaHEHHUS
JIEKapCTBEHHBIX CPEJCTB JJIsl BeTeprUHAapHOTo npuMeHeHus; (B pen. [locranoBnenus [IpaBurenscTBa
P® o1 03.08.2023 N 1268)

1) HaJu4Me MPOM3BOJACTBEHHOTO 00beKTa (MOMEIEHUS, 3/1aHus, COOPYKEHHUS) U 000PYJOBaHUS IO
MECTY OCYIIECTBIEHMsI (apMalleBTUUECKON JESITENbHOCTH, MPUHAAJIEKAIMX Ha IpaBe
COOCTBEHHOCTH WJIM Ha WHOM 3aKOHHOM OCHOBAaHHWH, MPEIyCMaTPHUBAIOIIEM IPaBO BIAIACHHS U
MpaBo MOJIb30BAHUS, - JJI MHIMBUAYAIBHOTO TIPEANPUHUMATENS, COOTBETCTBYIOIIETO TPEOOBAHUSIM
ctatbl 55 ®epepanbHoro 3akoHa "OO oOpalleHHM JE€KapCTBEHHBIX CPEACTB", MpaBUiIaM
HaJUIeKAIEH arTeuyHON MPaKTUKH, MIPaBUIaM XPAHEHUS JIEKAPCTBEHHBIX CPEJNICTB, YTBEPKICHHBIM
YIOJTHOMOYEHHBIM (eZiepalbHbIM OpPraHOM HCHOJHUTENbHON Biactu; (B pen. I[locraHoBienus
[paBurensctBa PO ot 01.06.2024 N 756)

€) HaJIW4YUe IMPOU3BOJICTBEHHOIr0 OOBEKTa WUIM OOBEKTOB (IIOMELIEHUM, 3/JaHUM, COOPYXKEHUI) U
000pyIOBaHHUS MO MECTY OCYILECTBJIEHUS (hapMalleBTUUECKON JesTeIbHOCTH, NIPUHAAIESKAIINX Ha
npaBe cOOCTBEHHOCTH WJIM HAa MHOM 3aKOHHOM OCHOBAaHMHM, IIPEIyCMAaTPHUBAIOIIEM IIPABO BiaJI€HUS
U TpaBO TMOJI30BAaHUS, - JJIsi BETEpUHAPHOW aNTeYyHOW OpraHu3allii WM HMHIUBUIYaJIbHOTO
HNpeIpUHUMATENS, COOTBETCTBYIOIIMX TpeOoBaHUsM crTaThu 56 @enepanbHoro 3akoHa "OO
oOpallleHnn  JIEKapCTBEHHBIX ~ CPEACTB", TMpaBWjaM  HaJJeKalled  anTedyHod  MpaKTHKH
JIEKapCTBEHHBIX MPETapaToB JJIsi BETEPUHAPHOTO TIPUMEHEHHS, IPAaBUIIaM U3TOTOBJICHUS U OTITyCKa
JEKapCTBEHHbIX  IpemapaToB  JUIsl  BETEPUHAPHOTO  NPUMEHEHMs, MpaBWJIaM  XpaHEHMS
JIEKapCTBEHHBIX CPEJICTB JUIsl BETEPHHAPHOTO puMeHenus; (B pen. [loctanoBnenus [IpaButenscTBa
P® ot 03.08.2023 N 1268)

}K) HaJIN4YHUEC Yy MC}II/IHHHCKOﬁ opraHu3alr - COMCKATCIIA JIMOCH3WK JIMOCH3UWHU Ha OCYIICCTBIICHUC
MeﬂHHHHCKOﬁ ACATCIIbHOCTH,

3) HaJUM4uMe B COOTBETCTBUM C IpaBWJIAMH HaJJIeKallled anTeuyHOW NpPaKTUKU JIEKapCTBEHHBIX
TpenapaToB JUIsi MEJUIIMHCKOTO TIPUMEHEHUS, TIPaBHJIaMH XPAHEHUS JIGKAPCTBEHHBIX CPEJICTB IS
MEIUIIUHCKOTO TPUMEHEHUs, NpaBWIaMU HaJUIeKalled JUCTPUOBIOTOPCKOM MPAKTUKU B paMmKax
EBpa3uifickoro SKOHOMHYECKOTO CO03a JIMIA, OTBETCTBEHHOTO 3a BHEAPEHHE M o0ecredeHue
CHCTEMBl KayecTBa XpAaHEHHMS U TEPEBO3KM JIEKAPCTBEHHBIX MPEMapaToB M aKTyalIHU3aLHUIo
CTaHJAPTHBIX ONEPAIMOHHBIX MPOIEAYP Il OCYIIECTBICHHS (apMaleBTUIECKON JeATEIIEHOCTH B
chepe oOpamieHuss JIEKApCTBEHHBIX CPEIACTB ISl MEIUIMHCKOrO TNpUMEHeHus; (B pel.
[Mocranosnenus [IpaButensctBa PD ot 01.06.2024 N 756)

I/I) HAJINMYUC Y UHAUBUAYAJIbHOT'O IIPECANIPUHNUMATCIIA:

AJi1 OCYHICCTBJIICHU A (bapMaHeBTquCKOﬁ JACATCIIBHOCTH B C(bepe 06paH_ICHI/I}I JICKAPCTBCHHBIX
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CPEICTB JUIsi MEAMLIMHCKOIO TPUMEHEHUS - BBICIIETO WM CpelHero QapMaleBTUYECKOro
o0Opa3oBaHUs, a TAKXKe cepTU(UKATA CIICITHATMCTA WU TPOHJICHHON aKKpEIUTAIIUHU CIICIIHATICTA;

JUIL OCYIIECTBIICHHUS (hapMalleBTUYECKOM JEATEIBHOCTH B cdepe oOpalieHust JIeKapCTBECHHBIX
CPEICTB JUIA BETCPHMHAPHOIO NPHMEHEHHS - BBICIIETO WM CPEIHEro (hapMareBTHIECKOTO
00pa3oBaHus, a TaKKe CepTHU(HKATa CHEHUATUCTA WIH MPONJICHHON aKKpeIUTAIllMH CIICIHAINCTa
au00  BBICHIETO WM CPEIHEr0 BETEPHHAPHOro oOpaszoBanus; (B pen. IlocTaHOBIIEHHIA
[MpaButenbcTBa PO o1 26.02.2025 N 232, o1 27.03.2026 N 324)

K) HaJIM4YUE Yy COMCKaTels JMIEH3UH PaOOTHUKOB, 3aKJIIOYUBLIMX C HUM TPYJIOBBIE JOTOBOPHI,
JIeATETbHOCTh KOTOPBIX HEIMOCPEICTBEHHO CBsi3aHa C OINTOBOM TOPIoOBIICH JIEKapCTBEHHBIMU
CpPEeICTBAMHU JJIsi MEIULMHCKOrO MPUMEHEHHUS, UX XpaHeHHeM M (WIM) PO3HUYHOW TOPTOBJeiH
JIEKAPCTBEHHBIMU TIperapaTaMyd i MEAUIIMHCKOIO MPUMEHEHUS, UX OTIYCKOM, XpPaHEHHEM U
U3TOTOBJICHUEM, UMEIOTNX:

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 CIeHaINCTa WU TPOUIEHHON aKKpEIUTAIlUU CIICIIUATUCTA,;

AJisL OCYHICCTBJIICHU (bapMaHeBTquCKOﬁ ACATCIIBHOCTH B C(I)epe O6p8.IJ_ICHI/I$I JICKAPCTBCHHLIX
CpCACTB jid MCOUIHUHCKOIO NPHUMCHCHUA B 000C00IEHHBIX noapasaciiCHUAX MCIAUIUHCKUX
OpFaHI/ISaHI/Iﬁ - JOIIOJIHHUTCIIBHOI'O HpO(i)eCCI/IOHaJ'ILHOl"O O6p330BaHI/IH B 4aCTH pO3HPI‘IHOI>i TOPIOBJIN
JICKAPCTBCHHBIMU IIpf€riapaTaMu  JIA MCEAULIUHCKOIO MNPHMCHCHUSA IIpU HAJIW4YUKW IIpaBa Ha
OCYHICCTBJICHHUC MGHHHHHCKOﬁ JCATCIIbHOCTH,

JUISL OCYIIECTBIICHUS (papMaleBTHUYECKON JeATeNbHOCTH B cdepe oOpalleHus JIeKapCTBEHHBIX
CPeACTB M MEAWLIMHCKOTO TPUMEHEHHS B YaCTH W3TOTOBICHHS paaropapMareBTHUECKUX
JIEKapCTBEHHbIX IpenapaToB - BbICIIEe WIM CpefHee (apMaleBTUYECKOE WM MEIUIIMHCKOe
oOpa3oBaHHe U JOMOJHUTEIbHOE TNpodeccruoHampHOe 00pa3oBaHHE B O0JACTH PaTUOXHMUH,
panuanoHHONM O0€30ImacHOCTH C Y4YeTOM OCOOCHHOCTEH, YCTaHOBJEHHBIX 3aKOHOAATEIbCTBOM
Poccuiickoit ®eneparun B o0nacTu  oOecrieyeHus: paauallMOHHON Oe3omacHOCTU. (B pell.
[MTocranosnenus [IpaBurensctBa PO ot 29.11.2022 N 2164)

B cnyudae mepenaun pabot (yciayr) Ha ayTCOPCHHT (TOJIBKO ISl OpraHU3aliii ONMTOBOM TOPTOBIIH
JIeKapCTBEHHBIMU CPEJICTBAMHU ISl MEMIIMHCKOTO IPUMEHEHHS) B YACTH XPAaHEHUS JICKapCTBEHHBIX
CPeACTB JUISI METUIIMHCKOTO NMPUMEHEHHs WHOW JIMIICH3HMAT, C KOTOPHIM COHMCKATEIeM JIHIICH3HU
3aKJI04YeH J0roBop (ot 12 MmecsueB) o nepegaye padboT (yciyr) Ha ayTCOPCHHT (B YaCTH XpaHEHMS
JIEKApCTBEHHBIX CPEJCTB ISl MEIUIIMHCKOTO NPUMEHEHHs) M KOTOPBIA WMEET JUICH3HI0 Ha
OCyILECTBIICHHE (DapMalleBTUYECKON JEATEIIbHOCTH IO OCYIIECTBIEHUIO BBINOJHSAEMBIX paloT,
OKa3bIBAEMBIX YCIYT, COCTaBJSIFOIIUX JESTEIhHOCTh IO OINTOBOH TOPTOBJIE JIEKAPCTBEHHBIMU
CpeACTBaMU JJsl MEIUIMHCKOTO TPHUMEHEHHs, JOJDKEH HMeTh paOOTHUKOB, KOTOpBIE
COOTBETCTBYIOT TpeOOBaHHMSM a03ala BTOPOTO HACTOAIIETO TOAIYHKTA, 3aKIIOYWIA C HHM
TPYAOBBIE JOTOBOPBI M JEATEIBHOCTh KOTOPBIX HEMOCPEJCTBEHHO CBS3aHA C ONTOBOW TOProOBIEH
JIEKapCTBEHHBIMH CPEJICTBAMH, HX XPaHEHUEM;

J) HaJIW4Yue y COMCKaTells JHIEH3UMH paboTHUKA (paOOTHUKOB), 3aKJIIOYMBIIETO C HUM TPYJIOBOM
JIOTOBOp,  JEATEIIBHOCTh  KOTOPOTO  HENOCPEACTBEHHO CBS3aHa C  ONTOBOW  TOPTOBJEH
JIEKapCTBEHHBIMU CPEJCTBAMH JIJIsl BETEPUHAPHOTO MPUMEHEHHUSI, UX XpPAaHEHHEM U (WJIM) PO3HUYHON
TOPrOBJIEH JIEKapCTBEHHBIMHM IIperaparaMH JUlsl BETEPUHAPHOIO IPUMEHEHMs, HUX OTILyCKOM,
XpaHEHHEM, NIEPEBO3KOM M M3rOTOBJIEHUEM, MMEIOLIETO BBICIIEE WIM CpeiHee (hapMaleBTHUECKOE
o0Opa3oBaHue, a Takke CepTU(UKAT CIEHUATUCTa WM NMPOUJCHHYIO aKKPEIUTALUIO CIIEUATUCTa
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b0 BBHICIIEE WM CpefHee BeTepuHapHoe oOpa3oBanue. (B pen. IlocranoBnenuii [IpaBurenncTBa
P® o1 26.02.2025 N 232, ot 27.03.2026 N 324)

5. Couckarenb JHIEH3MH BIPABE OTO3BaTh 3asBICHHUE O MPEJIOCTABICHUH JHMLEH3UU 10 TPHHSATHS
JHMLEH3UPYIOUIMM OpPraHOM peIIeHHS O TPEIOCTaBICHUM JIMIEH3UHM WM 00 OTKase B ee
IPEIOCTABICHHH.

6. HI/II_ICHSI/IaT AJi1 OCYHICCTBIICHUA (bapMaHeBTquCKOﬁ JCATCIIBHOCTH OOJIDKEH COOTBETCTBOBATH
CJICAYIOIIUM JIMICH3NOHHBIM Tpe60BaHI/ISIMI

a) HAJIMYUE MPOU3BOJICTBEHHOTO OOBEKTAa MM OOBEKTOB (MOMEMIECHUH, 3[aHUI, COOPYKCHHIA) H
000pyZ0BaHHUs 110 MECTY OCYLIECTBIIEHUS (PapMaIleBTUUECKON NESATEIbHOCTH, MPUHAAISKAITUX Ha
npaBe COOCTBEHHOCTH WJIM Ha MHOM 3aKOHHOM OCHOBaHUH, IPEAyCMaTPHBAIOIIEM MIPABO BIIaJICHUS
U TPaBO MOJIb30BAHUA, JIMOO MpPUHAJUICKAIIUX HA MpaBe COOCTBEHHOCTH WM HA MHOM 3aKOHHOM
OCHOBAaHWU HMHOMY JIMLEH3UATy, MUMEIOMIEMY JIMIICH3UI0O Ha OCYIIECTBICHHE (hapMalreBTHUECKON
JESTENIbHOCTH TI0 OCYIIECTBICHHUIO PadOT, OKAa3bIBAEMBIX YCIIYT, COCTABIISIIOIINX JEATEIBHOCTh IO
OIITOBOI TOProBil€ JEKAPCTBEHHBIMU CPEICTBAMHU I MEAUIIMHCKOTO MPUMEHEHHUS, U 10roBOp (OT
12 mecsiieB) o nepeaaue paboT (yCiayr) Ha ayTCOPCUHT (B YaCTH XPaHEHHUsI JIGKAPCTBEHHBIX CPEJICTB
JUISL MEAMLIMHCKOT'O IIPUMEHEHMSI), COOTBETCTBYIOLIUX TpeOoBaHUsIM cTartell 54 u 55 denepanbHOro
3akoHa "OO oOpallleHHWH JEeKapCTBEHHBIX CPEICTB", MpaBUJaM HaJUIekallel AUCTPUOBIOTOPCKOM
IPAKTUKU B paMKax EBpa3suiickoro s5KOHOMHUYECKOTO CO03a, IPaBUJIaM XpaHEHUs JIEKapCTBEHHBIX
CPEICTB, NpaBHJaM HaJUIeXKalled anTeYHOW MPAKTUKU, YTBEPKACHHBIM YIOJTHOMOUYEHHBIM
(denepanbHbBIM OPraHOM HCIIOJHUTEIBHON BJIACTU (32 UCKIIOYEHHEM MEIULMHCKUX OpraHu3alui U
000COOJICHHBIX MOJpa3ieieHU MeIULIMHCKUX opranuzanuii). [lpu pactopkeHuu noroBopa o
nepenade padbor (yciayr) Ha ayTCOPCHHT (B YacTH XpaHEHUS JICKApPCTBEHHBIX CPEICTB LIS
MEAMIIMHCKOTO MPUMEHEHUS) JIMLIEH3UaT 00s13aH HAanpaBUTh B DeiepanbHyIo cIyK0y M0 Haa30py B
chepe 3ApaBOOXpPAHEHUs 3asBJICHHUE O BHECEHWHM W3MEHEHHUH B pEecCTp JULEH3UH B 4YacTH
UCKJIIOUEHHs] TIPOM3BOACTBEHHOTO OOBEKTa WIM OOBEKTOB M3 peecTpa JHUIEH3MH; (B pex.
[Mocranosnenus [IpaBurensctBa PD ot 01.06.2024 N 756)

0) Hanmu4he MPOM3BOACTBEHHOTO O00BEKTa MM OOBEKTOB (MMOMEIIECHUH, 3MaHUi, COOPYNKEHUI) U
000pyI0BaHHUS 110 MECTY OCYLIECTBIIEHHUS (PapMaIieBTUUECKON NESTENIbHOCTH, NMPUHAAISKAIIUX Ha
npaBe COOCTBEHHOCTH WJIM Ha MHOM 3aKOHHOM OCHOBaHUH, MPEAyCMaTPHUBAIOLIEM IIPABO BIIaICHUS
U MPaBO IOJB30BaHUs, - JUIsl OPraHU3alMil ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMH CPEICTBAMU JUIS
BETEPUHAPHOIO MPUMEHEHHUS W PO3HUYHOM TOPrOBJIM JIEKAPCTBEHHBIMM IIpemnapaTamMu JUIs
BETEPUHAPHOTO TNPUMEHEHHs, COOTBETCTBYIOLIMX TpeOoBaHusM cTtarel 54 u 55 denepanbHOro
3akoHa "OO oOpallleHHH JIEKapCTBEHHBIX CPEACTB", MpaBWiIaM HajJexalled TUCTPUObIOTOPCKOM
MPAKTUKU B paMKax EBpa3suiickoro sKOHOMHUYECKOTO CO03a, MpaBUIaM XpaHEHUS JEeKapCTBEHHBIX
CPEICTB s BeTepuHapHOro mnpumeHeHus; (B pen. Ilocranosnenuit IlpaBurenscrBa P® ot
03.08.2023 N 1268, ot 01.06.2024 N 756)

B) HaJM4yue€ NMPOMU3BOJICTBEHHOT0 O00BEKTa MM OOBEKTOB (ITOMELIEHUH, 3/1aHUM, COOPYKEHUIl) U
000pyIOBaHHUSI IO MECTY OCYILECTBJICHUS (hapMalleBTUUECKON JesTEeIbHOCTH, IPUHAAISKAIINX Ha
npaBe cOOCTBEHHOCTH WJIM HA MHOM 3aKOHHOM OCHOBAaHHH, IIPEyCMAaTPUBAIOLIEM MIPaBO BJa/I€HUS
U TpaBO IIOJIb30BAHMSA, Il BETEPUHAPHOM aNTE4YHON OpraHu3aluy WM WHIMBHUIYAIBHOTO
NpeNpUHUMATENS, UMEIONINX JIMIEH3UI0 Ha (apMaleBTUYECKYI0 JEeSTENbHOCTh C IPaBOM
W3TOTOBJIEHUSI M OTIYCKa JIEKapCTBEHHBIX IpENapaToB Ui BETEPUHAPHOIO IPUMEHEHHS,
COOTBETCTBYIOIIUX TpeOoBaHusiM cTatb 56  @enepanpHoro 3akoHa "OO  oOpamieHuu
JIEKapCTBEHHBIX CPEACTB", MpaBWJIaM M3TOTOBIEHUS M OTIYCKa JIEKAPCTBEHHBIX MPENaparoB IJIs
BETEPUHAPHOTO MPUMEHEHUs, MpaBHJIaM XPAaHEHUs JIEKAPCTBEHHBIX CPEJCTB JUIsl BETEPUHAPHOIO
NPUMEHEHHUs, MpaBWIaM HaJJIeXalled anTe4YHOM NPAaKTUKH JIEKAPCTBEHHBIX IIPENapaTroB JUIs
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BeTepuHapHoro npuMeHenus; (B pea. [Tocranosnenus [IpasutenscrBa PO ot 03.08.2023 N 1268)

F) HaJIU4uc y MG,Z[HHPIHCKOIZ opraHu3anyvy - JIMOCH3HMaTa JHWUIOCH3MKM Ha OCYIICCTBIICHUC
MEIUITUHCKON JACATCIIbHOCTH,

) COOMIOACHHE JIMIEH3UAaTOM, OCYIIECTBISIOUIMM ONTOBYID TOPrOBIIO JIEKAPCTBEHHBIMU
CpeJICTBaMU:

JUTSE MEMIIMHCKOTO TIPUMEHEHUs, - TpeboBanuii crateit 53, 54 u yactu 7 crathu 67 DenepanbHOTO
3akoHa "OO oOpamieHuM JIEKapCTBEHHBIX CPEICTB'", MpaBWJl HAJJICKAIICH IUCTPUOBIOTOPCKOM
MpaKkTUKH B paMkax EBpa3suiickoro SKOHOMHYECKOTO COH03a, MPABUJI XPAHEHHUS JIEKAPCTBEHHBIX
CPEICTB [UIsi MEAMIIMHCKOTO TPUMEHEHHS, MpaBWJI PErucTpaluyl oIepamuii, CBS3aHHBIX C
oOpaleHueM JIeKapCTBEHHBIX CPEJCTB UIsi MEIUIIMHCKOTO TPUMEHEHUsI, BKIIIOUEHHBIX B NIEPEUCHb
JIEKapCTBEHHBIX CpencTB JUTSE MEIUIIMHCKOTO PUMEHEHUS, MOITIEKALUX
MPEAMETHO-KOJIMYECTBEHHOMY YYeTy B CHEIHAIbHBIX >KypHalaX yuyeTa OIlepaluii, CBA3aHHBIX C
oOpailleHueM JIeKapCTBEHHBIX CPEACTB ISl MEIUIMHCKOTO NPUMEHEHHS, MPaBWJI BEACHUS H
XpaHEHUsI CHEIHATBHBIX )KYPHAJIOB y4eTa Omepaliii, CBI3aHHBIX C OOpalICHHEM JICKapCTBEHHBIX

CpeACTB Uil MeAMLUMHCKOro mnpumeHeHus; (B pen. IloctanoBnenus IlpaButensctBa P® ot
01.06.2024 N 756)

JUIsl BETEPUHAPHOTO MPUMEHEHHUs], - TpeboBanuii crareit 53, 54 u 58 dexepanbHoro 3akona "OO6
oOpalieHny JIEKapCTBEHHBIX CPEACTB" W TMpaBWJ XpaHEHHs JIEKAPCTBEHHBIX CPEICTB JUIS
BETCPUHAPHOTO TPUMEHCHHUs, MPaBHJI HAJUICKANEH TUCTPUOBIOTOPCKOW NPAKTUKH B paMKax
EBpasuiickoro skoHoMu4eckoro coro3a; (B pea. Ilocranosnenuit [Ipasurenscrsa PO or 03.08.2023
N 1268, ot 01.06.2024 N 756)

e) CO6J'II-OI[6HI/IG JIMIOCH3UATOM, OCYIICCTBIIAIOINHUM PO3HUYHYKO TOPIOBJIIO JICKAPCTBECHHBIMU
npenaparaMu 1Jisi MCAUITUHCKOI'O IPUMCHCHU !

anTEeYHOHN OpraHMu3alnyel, NHIUBUAYaIbHBIM [IPEATPUHUMATEIIEM, UMEIOIIUMH JIMLIEH3HUIO, - IPABUII
HaJJIeXkallled anTeyHOW MPaKTUKU JEKApCTBEHHBIX MPENapaToB Ui MEIUIIMHCKOTO MPUMEHEHMUS,
IIPaBWJI XPAHEHHUs JIEKAPCTBEHHBIX CPEIACTB JUIsI MEIMLMHCKOIO INPUMEHEHMs], MPABUJI OTIIyCKa
JIEKapCTBEHHBIX MpPENapaToB AJIi MEAMIMHCKOIO MPUMEHEHUs, MpaBU OTIYyCKa HApKOTUYECKUX
CPEJCTB U NCUXOTPOITHBIX BELIECTB, 3aPETUCTPUPOBAHHBIX B KAYECTBE JIEKAPCTBEHHBIX IIPENApaTOB,
NpaBWJI PETrUCTpallUK ONepalui, CBS3aHHBIX C OOpallleHueM JIEKapCTBEHHBIX CpPEICTB IS
MEAMIMHCKOTO IMPUMEHEHMs, BKIIOUEHHBIX B IEPEYEHb JIEKAPCTBEHHBIX CPEACTB  JJIA
MEAMIMHCKOTO TPUMEHEHMS], MOAJIeKAIUX MPEIMETHO-KOJINYECTBEHHOMY YYETY B CIIELUATbHBIX
KypHajaX ydera oOIepaluid, CBA3aHHBIX C OOpallleHMeM JIEeKapCTBEHHBIX CpPEACTB  JUIS
MEAMIIMHCKOTO TPUMEHEHMS, TPaBUJ BEIEHUS M XpaHEHMs] CHELHMAIbHBIX >XYpHAJIOB YydeTa
orepanuii, CBA3aHHBIX C OOpallleHHUeM JIEKAPCTBEHHBIX CPEJCTB JJISI MEIUIMHCKOTO MPUMEHEHMS,
TpeOoBaHuil yacTu 6 crathM 55 W yactu 7 craThu 67 @PenepanbHoro 3akoHa "OO oOpaieHUU
JeKkapcTBeHHBIX cpeacTs"; (B pen. [locranosnenus [IpaBurensctBa PO ot 01.06.2024 N 756)

MEAWIIMHCKOW OpraHu3anuel, 000COOIECHHBIM MOJpa3ieTICHHeM MEIUIIMHCKOW OpraHu3aliu -
HpaBI/IJ'I 0Tnyc1<a HeKapCTBeHHLIX npenapaTOB JIsT MEOUITUHCKOT'O HpI/IMeHeHI/IS[ B COOTBCTCTBUHU C
TpeboBaHusIMU uacTH 7 crathu 67 @DenepanbHoro 3akoHa "OO oOpallleHWH JIeKapCTBEHHBIX
cpencTs";

)K) COGHIO,Z[CHI/IC JIMIICH3UATOM, OCYHICCTBIAIONIUM PO3HUYHYHO TOProOBJIKO JICKAPCTBCHHLIMU
npenapataM i  BCTCPHUHAPHOI0 HNPHUMCHCHUA (BeTeanapHaﬂ arTedyHad oOpraHu3anus,
BCTCPpUHApHAd  OpraHu3anuvsa, UMCHOIIAd JIMOCH3UIO, I/IH,Z[I/IBI/II[yaJ'ILHHﬁ npeanpuHuMaTeiib,
I/IMGIOHII/II\/’I J'IPIIICH?;I/IIO), IMpaBUI Ha)memameﬁ alTeYHOM IMPAKTUKH JICKAPCTBCHHBIX IMPCIIapaToB AJId
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BETEPUHAPHOTO TMPUMEHEHHS, MPaBUJ XPaHEHHs JIEKAPCTBEHHBIX CPEICTB MAJsi BETEPUHAPHOTO
MIPUMCHCHUS;

3) CO6JIIOI[CHI/IC JIMICH3UATOM, OCYIICCTBJIAOIINM U3IOTOBJICHHUEC U OTITYCK:

JIEKapCTBEHHbIX IPENaparoB JUIsi MEIUIMHCKOIO IPUMEHEHHUs, 3a HCKIIOUYECHHEM H3TOTOBIICHUS
panuodapmManeBTHUECKUX JIEKApCTBEHHBIX MPENapaToB il MEIUIIMHCKOTO MPUMEHEHUS, - IPABUII
U3IOTOBJICHUSI U OTIIyCKa JICKAPCTBEHHBIX IPENaparoB JUIsl MEJUIMHCKOTO NPUMEHEHUs; (B pen.
[Mocranoenenus [IpaBurenscrBa P® or 29.11.2022 N 2164)

paarodapManeBTHYSCKUX JICKAPCTBEHHBIX MPENapaToB Uil MEAUIMHCKOTO IPUMEHEHHS, - TIOPSIKa
U3TOTOBJICHHS pagro(apMaleBTHYSCKUX JIEKapCTBEHHbIX mpernapaTtoB; (B pexa. I[locraHoBieHms
[paButenscTBa PO ot 29.11.2022 N 2164)

JICKAPCTBCHHLIX IIPEIapaToB AJis1 BETCPHUHAPHOI'O IMPUMCHCHUS, - IIPaBUJI U3IOTOBJIICHUA U OTIIyCKa
JICKAPCTBCHHLIX NPCIapaToB JJIs1 BETCPUHAPHOI'O IPUMCHCHU A,

u) cobmronenue TpeboBaHui cratbu 57 DenepanbHoro 3akoHa "OO oOpaiieHUH JIEKapCTBEHHBIX
cpeacTB";

K) COOJIIOZICHUE JINIICH3UATOM, OCYIIECTBIISIOLINM XpaHCHHE:

JIEKapCTBEHHBIX CPEJICTB ISl MEAMLIMHCKOTO MPUMEHEHHUS, - MPABWII XPAHEHUS JIEKapPCTBEHHBIX
CPEACTB sl MEJUIMHCKOTO NPUMEHEHHS, NpPaBWJI XPAHEHUS JIEKapCTBEHHBIX CPEICTB JUIS
MEUIIMHCKOTO npruMeHenus; (B pea. [Tocranosienus [IpaButenscrea PO ot 01.06.2024 N 756)

JIEKAPCTBEHHBIX CPEACTB [JIi BETEPUHAPHOIO MPUMEHEHHUs, - MPaBUJl XPaHEHUs JIEKapCTBEHHBIX
CpencTB mJisi BeTepuHapHoro mnpumeneHus; (B pen. llocranosnenust IlpaButensctBa P® ot
03.08.2023 N 1268)

J) HaJM4YMe B COOTBETCTBUM C IPAaBWJIAMU XPAaHEHUS JIEKaPCTBEHHBIX CPEJCTB, MpPaBUIaMU
HaJJIexalel JMCTpUObIOTOPCKOM NMPpakTUKU B pamkax EBpa3niickoro 5KOHOMHUYECKOT0 COl03a JIHIia,
OTBETCTBEHHOTO 3a BHEJIpPEHHE M O0ecleYeHHe CHCTEMbl KayecTBa XpPaHEHHMs M IEPEeBO3KH
JIEKapCTBEHHBIX IMIPENapaToB U aKTyaJW3al{I0 CTaHJAPTHBIX OMNEPAlMOHHBIX MpPOLEAYyp IS
OCYILECTBIICHUS (hapMalleBTHUECKOM AEATENbHOCTU B cepe oOpalleHus JeKapCTBEHHBIX CPENICTB
JUIsl MeMUMHCKOro npuMmeHnenus; (B ped. Ilocranosnenus IlpasurensctBa PO ot 01.06.2024 N

756)
M) HAJIN4Yue y I/IH}II/IBI/II[yaJ'II)HOFO HpeI[HpI/IHI/IMaTCJ'IﬂI

JUISL OCYIIECTBIIEHUS (PapMaleBTUUECKON JeATeNbHOCTH B cdepe oOpalleHus JIeKapCTBEHHbIX
CPeACTB Ul MEIUIMHCKOTO TNPUMEHEHUs - BBICHIETO WJIM CpelHero (¢apMareBTHYECKOro
o0pa3oBaHMs, a TakXKe cepTUu(UKaTa CealncTa Ui IpoHIeHHON aKKpeAUTAllUN CIIeINAINCTa;

JUI OCYUIECTBJICHUs (PapMalleBTUUECKOM JAeATeNbHOCTH B cdepe oOpalleHus JeKapCTBEHHBIX
CPeACTB Ui BETEPUHAPHOTO TPHUMEHEHHS - BBICHIETO WM CpeAHero (apMareBTHYECKOTO
o0pa3oBaHus, a Takke cepTU(UKaTa CHEelMaINCTa WM MPOHIEHHONH aKKpeIuTalluu CIEeUaUCTa
aub0 BBICHIETO WJIM CpPEJHEro BeTepuHapHOro oOpaszoBanus; (B pen. IloctanoBneHuit
[paBurenscTBa PO o1 26.02.2025 N 232, o1 27.03.2026 N 324 )

H) HAJIMYUC Yy JIMIICH3HUAaTa pa60THI/IKOB, 3aKIIIOYUBIINX C HUM TPYAOBBIC JOTIOBOPLI, ACATCIBHOCTD
KOTOPBIX HCMOCPECACTBECHHO CBs3aHa C OIITOBOM TOpFOBJ’IeI\/'I JICKAPCTBCHHBIMU CpPEACTBAMU JJI
MCIUIIUHCKOI'0 IMPUMCHCHHA, HUX XPAHCHUCM U (I/IJ'II/I) pOSHH‘IHOfI TOpFOBJ’ICfI JICKApCTBCHHBIMU
npenapatamM JJis1 MCAULNUHCKOIO IIPHUMEHCHUA, HUX OTIYCKOM, XpPaHCHHEM W H3IOTOBJIICHHEM,
HUMCIOIIMX:
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JUIsL OCYIIECTBIIEHUS (papMaleBTHUECKON NeATeNbHOCTH B cdepe oOpalieHusi JIeKapCTBEHHbBIX
CPEICTB JJIsi MEAWIIMHCKOTO MPUMEHEHHs (32 HCKIIOYEHHEM O0O0COOJIEHHBIX MOpa3IeiICHHA
MEAMIIMHCKUX OpraHu3aluii) - BhICLIEe WK cpenHee (apmalieBTHUECKOoe 00pa3oBaHUE, a TaKXKe
cepTudUKaT crienuanucTa Wik MPOHICHHYIO0 aKKPEIUTAINIO CTICIIHAIICTA;

JUI OCYUIECTBJICHHUS (PapMalleBTUUECKON MAEATENbHOCTH B cdepe oOpalieHus JIeKapCTBEHHBIX
CPEACTB JUIsl MEIMUUHCKOIO IPUMEHEHHs B 000COOJEHHBIX MOApa3ACICHUSIX MEAULUHCKUX
OpraHu3aLuil - JOMOJIHUTENbHOE NMPO(pECCHOHAIBHOE 00pa30BaHUE B YaCTU PO3HUYHON TOPTOBIH
JEKapCTBEHHbIMM IIpernapataMy A MEIULUHCKOrO IPUMEHEHMs IpU HaJIU4YuM [paBa Ha
OCYIIECTBJIEHUE MEIULIUHCKON 1€ATEIbHOCTH;

JUIsL OCYHIECTBIIEHUS (papMaleBTHUYECKON JeATeIbHOCTH B cdepe oOpallleHus: JIeKapCTBEHHBIX
CPeACTB [l MEAMLUMHCKOTO TPUMEHEHHS B YaCTH HM3TOTOBICHHS paaropapMareBTHUECKUX
JICKapCTBEHHBIX MpenaparoB Ui MEIUIMHCKOTO NPUMEHEHHs - BbICIIEE WM CpeaHee
dapMmarieBTHYECKOE WM MEIUIIMHCKOe 00pa3oBaHWE U JOMOJHHUTEIbHOE MPOo(hecCHOHATFHOE
oOpa3oBaHue B 00JacTH pagMOXUMHH, paIHAllMOHHOW O€30MacHOCTH C y4eTOM OCOOEHHOCTEH,
YCTAaHOBJICHHBIX  3aKOHOAATeNbCTBOM Poccuiickoit @enepanuu B oOjactu  oOecniedeHUs
panuanroHHoi 6e3omacHocty; (B pea. [locranosnenus IIpaBurenscrBa PO or 29.11.2022 N 2164)

0) Hajgu4ue y JMileH3uara paboTHHKA (paOOTHUKOB), 3aKJIFOUMBIIETO C HUM TPYAOBOM JOTOBOD,
JIEATETIbHOCTh KOTOPOTO HEMOCPEICTBEHHO CBSI3aHA C ONTOBOM TOPTOBJICH JIEKAPCTBEHHBIMU
CpeICTBAMHU [UIsl BETEPUHAPHOTO MPUMEHEHHUs, WX XpaHEHHWEeM U (WIM) PO3HUYHOU TOProBieH
JIEKApCTBEHHBIMU TIperapaTaMy i BETEPUHAPHOTO MPUMEHEHHUs, MX OTIYCKOM, XpaHCHHUEM,
MEPEBO3KOM M M3rOTOBJICHUEM, UMEIOIIETO BBICIIEE WM cpefHee GapMalieBTHIeckoe 00pa3oBaHue,
a TakkKe CepTU(PUKAT CICIHUATUCTA WM NMPONJICHHYIO aKKPEAUTALUIO CICIHATUCTA OO0 BBHICIICE
WIM CpeaHee BeTepuHapHoe oOpasoBanue; (B pen. IlocranoBnenmii IlpaBurensctBa PO ot
26.02.2025 N 232, ot 27.03.2026 N 324 )

1) TOBBIIICHWE KBATM(DUKALNMU CICIUATUCTOB C (PapMalleBTUYECKUM WA BETCPUHAPHBIM
00pa3zoBaHUEM HE PeXe OJTHOTO pas3a B 5 JIeT;

P) pa3MelieHHne JHUIEH3UATOM B €IWHON TOCyJIapCTBEHHOW HH(POPMAIIMOHHOW cHcTeMe B cdepe
3/[paBOOXPAaHEHMs] CBEJCHMH O (apMalleBTUYECKOH OpraHu3alMd W O JIMIAX, YKa3aHHBIX B
noAnyHkTax "M" u "H" HacTOSIIEro MyHKTa, B COOTBETCTBUM cO cTaTheil 91.1 denepanbHoro 3akoHa
"O6 ocHOBax oOXxpaHbl 370pOBbsi rpaxnaaH B Poccuiickoit denepauuu" B TOpsKE U CPOKH,
ycTaHOBJICHHBIE [l0JIOKEHUEM O €IMHOW TOCYAapCTBEHHOW WH(GOPMAIIMOHHOW cHCTeMe B cdepe
3/1paBOOXPaHEHUs, yTBEPKACHHBIM NocTaHoBIeHHeM [IpaBurenscrBa Poccuiickoit denepannn ot 9
¢despanis 2022 r. N 140 "O enuHoil rocyaapcTBeHHOM HH(OpPMALIMOHHOW cucTeMe B cdepe
3/IpaBOOXpaHEeHMs", MOCPEACTBOM HH(POPMALMOHHON CHUCTEMbI (hapMaleBTHUECKOW OpraHu3aluu
WIM TOCPEJCTBOM TOCYIapCTBEHHOM HWH(POPMAIMOHHON cHCTeMbl B cepe 3paBOOXpaHEHHUS
cyobekra Poccuiickoii deneparuu (B ciyyae eciid ToCydapCTBeHHAss MH(POpMAIMOHHAs CUCTeMa B
chepe 3npaBooxpaneHus cyobekra Poccuiickoit deneparuu obecrieunBaeT BHIMOTHEHNE (DYHKITHI
UHPOPMALIMOHHOM  cUCTeMbl  (papManeBTHYEeCKOH OpraHu3aluu) WM I[OCPEACTBOM  MHOM
MH(OPMALlMOHHOM  CHUCTEMBI, TpeAHAa3HAauYeHHOM A cOopa, XpaHeHus, 0OpabOTKU H
npeocTaBleHus] UH(OpMAIMK, Kacarouleics esTeIbHOCTH (hapMaleBTHUECKOW OpraHu3aluu U
npe0CTaBIsAeMBIX €10 ycuyT. (B pea. [Tocranosienus [IpaButensctBa PO ot 29.11.2022 N 2164)

7. OcymectBrneHue (apMareBTHYeCKONH NEATEIbHOCTH C TPpyOBbIM HapYyIIEHUEM JHIICH3MOHHBIX
TpeOOBaHMUIl BJEYET 3a CO00 OTBETCTBEHHOCTH, YCTAHOBJICHHYIO 3aKOHOJATEIHCTBOM Poccuiickoi
Oeneparuu. [Ipu sToM moj rpyObIM HapyIIEHHEM IMOHHUMAeTCS HEBBINOTHEHHE IHUIICH3UATOM
OJIHOTO W3 TpeOOBaHUU, MPETYCMOTPEHHBIX MYHKTOM 6 Hacrtosmiero [lomoxeHus, MOBIEKIee


https://normativ.kontur.ru/document?moduleid=1&documentid=437083#l5
https://normativ.kontur.ru/document?moduleid=1&documentid=505443#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=505264#l1178
https://normativ.kontur.ru/document?moduleid=1&documentid=505161#l2
https://normativ.kontur.ru/document?moduleid=1&documentid=437083#l6

MOCJIEACTBHS, YCTAaHOBJIEHHBIE YacThio 10 ctateu 19.2 ®denepanbHoro 3akoHa "O JIUIEH3UPOBAHUH
OTAEIBbHLIX BUIOB AEITEILHOCTH' .

8. Jlid mody4yeHus JIMLIEH3UM COUCKATENb JMIEH3UM IPEICTaBISIET B JIMIEH3UPYIOLIUI OpraH B
dbopMe 3JIEKTPOHHOTO JOKYMEHTa, IMOANHCAHHOTO 3JIEKTPOHHOM IOANUCHIO B COOTBETCTBUU C
nyHKToM 21 Hactosiero IlosoxxeHnus, myTeM 3an0HEHM 3asBJICHUS O IIPEIOCTABICHUH JIULIEH3HH,
B KOTOPOM YKa3bIBAaIOTCS CBEACHHUS, MPEAyCMOTpeHHbIe YacThio 1 cTathu 13 denepanbHOro 3aKkoHa
"O JMIEH3UPOBAaHUU OTACIBHBIX BHJAOB JACSATEIBHOCTU", C HCIOJIB30BAaHUEM JIAHHBIX U3
dbenepabHON TrocyaapcTBEHHON MHGOPMAIIMOHHON cucTeMbl "EnnHas cucrema MIeHTU(PUKALMA U
ayreHTH(UKanuu B HHpAcTpyKType, obecneunBaromeil HHGOPMAITMOHHO-TEXHOIOTHIECKOE
B3aMMOJICiCTBHE  HMH(DOPMALIMOHHBIX  CHCTEM,  HCIOJB3YeMBIX  JUIsI  MPEAOCTaBICHUS
rOCYJapCTBEHHBIX W MYHHIMIAIBHBIX YCIYT B DJIEKTPOHHOH (opme" W eAMHOro peecTtpa ydera
JUIEH3UN B JMYHOM KabuHere (enepaabHOM TroCyAapCTBEHHOW HMH(DOPMALIMOHHONW CHUCTEMBI
"EnuHBINA TOPTA rOCYAapCTBEHHBIX U MyHULIMNANBHBIX YCIyT (pyHkuuid)". (B pen. [locranoBnenus
[TpaButenscTBa PO o1 29.11.2022 N 2164)

9. lomaua 3asiBJIICHUS O TIPEIOCTABIICHUN JIUIICH3UH, 3asBJICHUS O BHECCHHHM M3MEHEHHH B peecTp
JMIICH3UH  OCYIICCTBIIICTCS MOCPEICTBOM  HCIONB30BaHHS (elepalbHON  TOCYJapCTBEHHOM
WH(POPMAIMOHHONW cHucTeMbl "EMWHBIA TOpTan TOCYNAapCTBCHHBIX W MYHHIUIAIBHBIX yCIyT
(pyukumii)" B popme snekrporHoro aokymenta. (B pexd. Ilocranosnenus [IpaButenbctBa PO ot
29.11.2022 N 2164)

IIpu mnpoBeneHUH NPOBEPKU JIOCTOBEPHOCTH CBEACHHM, COAEPKAIIUXCS B IPEACTABIECHHOM
COUCKaTeJIeM JIMIEH3UM (JMIIEH3MaTOM) 3asiBICHUM O HPEJOCTAaBICHUM JIMLEH3UU (3asBICHUU O
BHECEHUU M3MEHEHHM B PEecTp JULEH3UM), JULEH3UPYIOUIUI OpraH 3alpaliiBaeT HEOOXOIUMBbIe
JUIs  OPEJOCTaBJIEHUS TOCYIAapCTBEHHBIX YCIyr B O0JIaCTM  JIMIIEH3UPOBAaHUS  CBEICHMS,
HaXOJIIKECS B PACIOPSLDKEHUH OPraHoB, MPEIOCTABISIONIMX TOCYIapCTBEHHbBIE YCIyTH, OPraHoB,
IIPEIOCTABIIAIOMNX MyHUIIMIIAJIBHBIE YCIYTH, UHBIX TOCYIapCTBEHHBIX OPraHOB, OPraHOB MECTHOTO
CcaMOyIpaBJIeHUsI MO0 IMOJBEAOMCTBEHHBIX IOCYAApCTBEHHBIM OpraHaM WJIM OpraHaM MEeCTHOTO
caMOyIIpaBJIEeHUs] OpraHM3alui, B TOpsjake, ycTaHoBieHHOM ®eaepanbHbiM 3akoHOM "OO6
OpraHMu3aliy NPeA0CTaBICHUS TOCYAAPCTBEHHBIX U MyHULIUIIAIBHBIX yCIyT".

10. ITynkt yrpatun cuny. (B pen. [locranosnenus [IpaBurenscrea PO ot 29.11.2022 N 2164)

11. .HHI.IGH3PIpy10H.IPII>i opraH OCYHIECTBJISICT OLCHKY COOTBCTCTBUA COUCKATCIIA JIMICH3UU
JIMIICH3UOHHBIM Tp€60BaHI/I${M IIyTEM HaIpaBJICHUA MECKBCIOMCTBECHHBIX 3a1pocoB B

UH(POPMALIMOHHBIE CUCTEMBI ClleAyIoIUX opraHoB: (B pel. [locranosnenus IIpaBurensctBa PO ot
29.11.2022 N 2164)

@DenepallbHON HANOTOBOM CIYXKOBI - B YacTH MONY4YeHHs] CBeIEHUN 00 HACHTU(UKAIIMOHHOM
HOMEPE  HAJIOTOIUIATENbIINKA, OCHOBHOM  TOCYJAapCTBEHHOM  PETMCTPAllMOHHOM  HOMEpE
FOPUIUYECKOrO JIMIA U OCHOBHOM I'OCYJIApPCTBEHHOM PErMCTPALlMOHHOM HOMEPE MHAMBUYaJIbHOIO
npeanpuaumarens; (B pea. I[locranosnenus [paButensctBa PD ot 29.11.2022 N 2164)

@PoH/Ia NEHCUOHHOTO M COLMAIIBHOIO cTpaxoBaHus Poccuiickoit denepanuu - B 4aCTH MOIYYEHUS
CBEJICHUI, MOATBEPXKAAOIMX HAJIWYME Yy COMCKATeNs JIMIEH3UH paboTHUKA (pabOTHUKOB),
3aKJIIOYMBILIETO C HUM TPYJIOBOHM JOTOBOp, JACATEIBHOCTb KOTOPOTO HENOCPENCTBEHHO CBSA3aHA C
oOpaleHneM JIeKapCTBEHHBIX cpeacTB; (B pea. Iloctanosnenus IlpaButenscrBa PO ot 29.11.2022
N 2164)

@denepanbHOl CIyKObI TOCYAAPCTBEHHOM pErucTpanuy, KagacTpa M KapTorpaduu - B YaCTH
MOJTy4YE€HUsl CBEJIEHUM, TMOATBEPKIAIOMIMX HAJIMYMe Yy COUCKaTesds JIMIIEH3MM Ha TpaBe
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COOCTBEHHOCTH WJIM Ha HWHOM 3aKOHHOM OCHOBAaHUU HEOOXOAMMBIX [UISl OCYIIECTBICHUS
(bapManeBTUYECKON JEATEIBHOCTH IPOU3BOJCTBEHHOTO OOBEKTa WM OOBEKTOB (IIOMEIICHUN,
3IaHui, coopykenuii); (B pea. [Tocranosnenus [IpaBurenanctea PO ot 29.11.2022 N 2164)

®OenepalibHON CiTy)ObI 110 HAA30py B cpepe 00pa3oBaHus U HAYKH - B YACTH MOJyUYEHUsI CBEJICHUH,
MOATBEPXKIAIONIUX HATU4he Yy pa0OTHHKA BBICHIETO WIH CPEAHET0 (apMaleBTUISCKOTO
o0Opa3oBaHus, a Takke cepTUUKaTa CHEHATUCTa JTUOO0 BBICIIET0 WM CPEIHEro BETEPUHAPHOIO
oOpa3oBaHms, a Takxke cepTudukara crenuanicta; (B pen. [locranosnenus [IpaBurenscrea PO ot

29.11.2022 N 2164)

DenepanbHO cyKObI 110 HaA30pY B cdepe 3aUTh IPpaB NOTPeOUTENeH 1 6Iaronorydrs 4eJoBeKa
- B YacTH TIOJNYyYeHHS CBEIACHMH O HAIWMYMM BBIAHHOTO B YCTAHOBJIEHHOM IOPSIKE
CaHUTAPHO-IMHUIEMHOJIOTHYECKOTO  3aKJIFOYCHUSI O COOTBETCTBUM TOMEIICHUH TpeOOBaHUSIM
CAaHWUTAPHBIX TPABWJI B OTHOLICHUH (HhapMalleBTUUECKON EATEIBHOCTH B cdepe oOparieHus
JIEKapCTBEHHBIX cpeacTB. (B pea. [locranosnenus [IpaBurenscrBa PO ot 29.11.2022 N 2164)

B cinydae HEBO3MOXKHOCTH TOJIYYCHHS! TaKUX CBEJACHHH JIOKYMEHTBI MOTYT OBITh MPEIOCTABJICHBI
3asgBUTENeM MO coOcTBeHHOW wuHunuatuBe. (B pen. Ilocranomnenus IlpaButensctBa P® o1
29.11.2022 N 2164)

JIMueH3upyomuMid  OpraH  OCYIIECTBISIET  OIEHKY COOTBETCTBHS ~ COHMCKATeNsl  JIMIICH3UH
JIMIIEH3UOHHBIM TPEOOBAHUSAM M IPUHUMAET PEIICHUE O MPEJIOCTABICHUH JIMLIEH3UH JIN00 00 OTKaze
B €€ NPENOCTaBICHUU B CPOK, HE mpeBbimaronmii 10 paboynux aHEH co IHS MOoAadyH 3asBICHHUS O
IPEJIOCTaBICHUH JIMIEH3UM Ha OCYIIECTBICHHE (hapMalleBTUUECKON JEATeNIbHOCTH B cdepe
oOpalleHus JICKapCTBEHHBIX CPEICTB JUISI MEIUIIMHCKOTO IPUMEHEHHs, WM B CpPOK, HE
NpeBbIIAIOINMNA 8§ pabouyux IHEW CO JHS TMOJa4YM 3asBICHHS O TNPEIOCTABICHUU JIMIEH3WU Ha
ocyliecTBIeHHE (apMaleBTHYECKON AEATEIbHOCTH B cepe oOpalleHHs JCKapCTBEHHBIX CPEICTB
JUTS BETEPUHAPHOTO MPUMEHEHHUSI, TOCPEICTBOM (perepanbHOM rocy1apcTBeHHONH HH(POPMAIMOHHOM
cucreMbl "EQUHBIN mopTan rocylapCTBEHHBIX W MYHULUNAIBHBIX yciuyr (pyHkuuii). (B pen.
[MocranoBnenus [IpaButenscTBa PO ot 27.03.2026 N 324 )

IIpn HaMepeHuM COMCKATENs JULEH3UM OCYLIECTBIATH JEATEIbHOCTh HAa TEPPUTOPHM 3aKPBITOTO
a/IMUHUCTPATUBHO-TEPPUTOPHUATIBHOIO 00pa30BaHUSI CPOK OCYILECTBJIEHHS OLIEHKH COOTBETCTBHS
coMcKaTensl JMIEH3UHM JIMLIEH3UOHHBIM TPeOOBAaHUSAM U NPUHATUS PEIIEHUS O TNPEAOCTaBICHUU
JMIIEH3UU WM 00 OTKa3e B ee MpeJoCTaBIeHUHU He npeBbiiaeT 20 pabouux AHEN co JHS mpuema
3asBJIEHUS O TmpenocraBieHuu JuueHsuu. (B pen. Ilocranoienus IlpaButensctBa PO ot

29.11.2022 N 2164)

12. Tlpm HamepeHUH OCYIIECTBIATH (HapMaleBTUUECKYIO NeATeNbHOCTh TI0 aJapecy, He
IPeIyCMOTPEHHOMY PEECTPOM JIMLEH3UH, B 3asBJICHUN O BHECEHUH U3MEHEHHUH B peecTp JUIEH3UN
JIMIICH3MAT YKa3bIBACT CBEICHWUS, CONEpIKAIIMEe HOBBIM aJpec OCYIIECTBICHUS (papMareBTHIECKOM
nearensHOCTH. (B pea. [locranosnenus [IpaButensctBa PO ot 29.11.2022 N 2164)

13. Ilpu HamepeHHH BBIOJIHATH HOBbIE PaOOTHI, OKa3bIBaTh HOBBIE YCIYI'H, COCTaBIISAIOIINE
(bapMaleBTUYECKYIO AESTeNbHOCTh, HO HE MPEJyCMOTPEHHBIE PEECTPOM JIMIIEH3HUM, JTUIEH3UuaT B
3asBJICHUM O BHECEHMM M3MEHEHUIH B PEECTP JIMIIEH3MM YKa3bIBA€T CBEICHHUS O COCTaBIISIFOIIMX
(dapmareBTUUECKyI0 NeATeIbHOCTh paboTax (yciayrax), KOTOpbIE JIMIIEH3UAT HaMEpPEH BBITIOJHATH
(ocymectBisTh). (B pen. [locranosnenus [IpaBurensctBa PO ot 29.11.2022 N 2164)

14. JluueH3upyroomuil opraH OCYIIECTBISI€T OLIEHKY COOTBETCTBMSI JIMLIEH3MATa JIUICH3MOHHBIM
TpeOOBaHUSAM MYTEM IOJyYeHHs] CBEACHMH U3 (eaepatbHbIX MH()OPMAIMOHHBIX CUCTEM: (B pei.
[Mocranosnenus [IpaButenscTBa PD ot 29.11.2022 N 2164)
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®denepanbHON HAJIOTOBOM CIIyKOBI - B YacTH TOJYYCHHS CBEICHUH 00 HICHTHU(PUKAIMOHHOM
HOMEpE  HAJIOTrOIUIATeNbIINKA, OCHOBHOM  TOCYJapCTBEHHOM  PErHCTPAllMOHHOM  HOMEpE
IOPUIMYECKOTO JIMIAa U OCHOBHOM T'OCYJaPCTBEHHOM PETHCTPAIIMOHHOM HOMEPE WHIUBHUIYaIbHOTO
npeanpunumarens; (B pea. [locranosnenus [IpaButenscra PO ot 29.11.2022 N 2164)

@DenepanbHOl CIyKOBI TOCYAAPCTBEHHOM pETrMCTpallM, KajgacTpa M KapTorpaduu - B YacCTH
MOJTyYEHUsl CBEICHUH, MOATBEPKAAIOIINX HATUUKE Yy JIUIEH3MaTa Ha MpaBe COOCTBEHHOCTH WJIM Ha
MHOM 3aKOHHOM OCHOBAaHUH HEOOXOJMMBIX JJIsi OCYIIECTBICHUS (papMaleBTUUECKOM AeITeIbHOCTH
MIPOU3BOJICTBEHHOTO O00OBEKTa WM OOBEKTOB (IIOMEIICHWH, 3aHWN, COOpY)KeHHuil); (B pe.
[Tocranoenenus [IpaBurenscTBa P® ot 29.11.2022 N 2164)

@®oHAa NEHCHOHHOIO M COLMAIbHOrO crpaxoBaHus Poccuiickoit dexepanuu - B 4aCTH MOJIyYEHHUS
CBECHMI, MOATBEPKAAIOIINX HATNYNE 3aKJII0YEHHOTIO TPYJOBOI0 JOTOBOpa MEXKY JULEH3UATOM U
paboTHUKOM (paOOTHUKAMM), AEATENBHOCTh KOTOPOI'O HEMOCPEACTBEHHO CBs3aHA C OOpalleHueM
JeKapcTBeHHBIX cpeacTs; (B pen. [locranosnenus [IpaBurensctBa PO ot 29.11.2022 N 2164)

®denepalibHOM CITy>KOBI 110 HAI30PY B chepe 0Opa3oBaHUS U HAYKH - B YACTH TOJTYUCHUS CBEICHUN O
HAMUYUU y pabOTHHKA BBICIIETO WM cpeAaHero ¢apMaleBTUYECKOTO 00pa3oBaHUs, a TakKke
ceprudukaTa crenuanucra JU00 BBICIIETO WM CPEAHET0 BETEPUHAPHOIO OOpa30BaHMs, a TaKXKe
ceprudukara cnenuaiucra; (B pea. [locranosnenus IIpasurenascrea PO ot 29.11.2022 N 2164)

DenepanbHOI CiTyKOBI 110 HA30pY B cepe 3alUThI IpaB MOTpeOUTeNel 1 6Iaronoayus 4eI0BeKa
- B YaCTM IOJYYEHMsS CBEIEHUH O HaJIMYMM BBIAHHOIO B YCTAHOBJIEHHOM IIOpSJIKE
CaHUTAPHO-3MUIEMUOJIOTHUECKOTO 3aKJIIOUEHUS] O COOTBETCTBHM TIIOMELICHHH TpeOOBaHHUAM
CaHMTApHbIX NpPaBWI B OTHOIIEHUHM (PapMalleBTUUECKON IesATeNbHOCTH B cdepe oOpaleHus
JIEKapCTBEHHBIX cpeacTB. (B pea. [locranoBnenus [IpaBurenscrBa PO ot 29.11.2022 N 2164)

B cimydae HEBO3MOXKHOCTH TOJIYYCHHS] TAKUX CBEIACHHH JIOKYMEHTHI MOTYT OBITh MPEIOCTaBICHBI
3asBUTEeNIeM Mo coOcTBeHHON wHuMnMatuBe. (B ped. I[locranoBnenus IlpaButensctBa P® ot
29.11.2022 N 2164)

JInnensupyomuii  opraH  OCYILIECTBIIIET OLIEHKY COOTBETCTBMS JIMICH3MATa JIMIEH3MOHHBIM
TpeOOBaHUSAM U IPUHUMAET PEIIEHUE O BHECEHUU NU3MEHEHUI B peecTp JUIEH3UN Wi 00 0TKa3e BO
BHECEHUU W3MEHEHMH B peecTp JIMIEH3MH B CPOK, HE MPEBBILAIONIMNA 5 pabouux AHEH co JHS
MOJTyYEHHUsl 3asiBICHHUS O BHECEHUU W3MEHEHUN B peecTp JMIEH3UH, MOCpPencTBOM (enepanbHOM
rocyJIapCcTBEHHOM  MH(pOpMalMOHHOM cuctembl "EnuHbBIE  mopranm  ToCyJapCTBEHHBIX U
MYHULIMNAIBHBIX ychayr (¢yHKUuiN)", a IpH OCYLIECTBICHUU JEATENIbHOCTH Ha TEPPUTOPHUH
3aKpBITOTO aJIMUHUCTPATUBHO-TEPPUTOPUATIBHOTO O0pa3oBaHMs - B CPOK, He mpeBblmaromuii 20
pabounx JHEH co JIHS MOJy4YEHUS JUUEH3UPYIOIUM OpPraHOM 3asBJIEHUSI O BHECEHUHM U3MEHEHUH B
peectp nurensuii. (B pea. [Tocranosnenus [IpaBurensctBa PO ot 29.11.2022 N 2164)

15. Jlunensuar BOpaBe OTO3BaTh 3asBJICHUE O BHECEHMM W3MEHEHUN B PEECTp JIMLEH3UH 10
MPUHSTHS JIMLIEH3UPYIOIMM OpraHOM pEIIeHUs O BHECEHUU W3MEHEHU B peecTp JUUEH3UN Ui 00
OTKa3€ BO BHECCHUU U3MEHEHUH B PEECTP JIMLEH3UMN.

16. Benenue enuHOTO peectpa JUICH3HA, B TOM YUCIIE JMIEH3HUN, BBIIAHHBIX HCIOTHUTEIHHBIMH
opranamu cy0wekToB Poccuiickoit denepanii B COOTBETCTBUU C MEPEJAaHHBIMH MOJTHOMOYUSIMH,
ocymectisier PenepanbHas coyxk0a 1o Hax3opy B cdepe 3apaBooxpaHeHus. Benmenne peectpa
JUIEeH3UH B cdepe oOpalieHHust JIEKapCTBEHHBIX CPEICTB JJS BETEPUHAPHOTO TNPHUMEHEHUS
ocyuiectBisier PenepanbHas ciyk06a MO BeTepUHAPHOMY U (PUTOCAaHUTApHOMY HaA30py. (B pen.
[Tocranoenenus [IpaBurenscrBa P® ot 03.08.2023 N 1268)

WcnonHutenbHble opranbl cyObekToB Poccuiickoir ®denepannu OCYIIECTBIAIOT BEJCHHE peecTpa
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JUIIEH3U B OTKPBHITOW M 00IIenocTymHOW nHpopmMaImoHHoi cucteme B cetu "MHTepHeT" (manee -
nH(pOpPMAIIMOHHASI CUCTEMA), OIIepaTOpOM KOTOpou siBisiercss DenepanbHas ciyx0a Mo Haa30py B
chepe 3apaBOOXpaHEHHMs] U B KOTOPOW pa3MellaeTcs CChUIKA Ha peecTp JUIEH3Uud. (B pen.
[TocranoBnenus [IpaBurenscrBa P® ot 03.08.2023 N 1268)

17. Wudopmamms, OTHOCAMIASCS K OCYIIECTBICHHIO (hapMalleBTHUECKON  JIEATEIBHOCTH,
npeaycMoTpeHHass dactsmMu 1 um 2 crarbu 21 ®enepanbHoro 3akona "O JIHMIIEH3UPOBAHUU
OTJICITBHBIX BUJIOB JIEATEIBHOCTH", pa3MeInaeTcs: Ha opunuaasHoM caiite DenepanibHOl CITyKObI IO
HaJ30py B cdepe 37ApaBOOXpaHEHUS WM Ha oQuIMaIbHOM caiite denepanbHOM CIy)ObI IO
BETEPUHAPHOMY U (PUTOCAHUTAPHOMY Ha/30py B cetu "MHTEepHET" (Hanee - opuIMaibHBIC CAThI) B
(dbopMe OTKPBITHIX JaHHBIX.

AxTtyanpHast HH(pOpMaIus U3 peecTpa JULEH3UI T0JKHA 0TOOpakaThCsl Ha OUIIMATIBHBIX CaliTax B
peXHUMe peaibHOro BpeMEHHU JIM0O0 He Mo37Hee 5 MUHYT C MOMEHTa BHECEHHsI U3BMEHEHUH B peecTp
muneH3ui. B ciydae HepaboTocrmocoOHOCTH MH(POPMAITMOHHONW CHCTEMBI aKTyallbHasi HH(OpMAITHS
U3 peecTpa JHIEH3UWH pa3Mmemaercs Ha OQUIUAIBHBIX CalTax TociIe BOCCTAHOBJICHUS
paboTrocmocoOHOCTH HH)OPMAIIMOHHOW CHCTEMBI, HO HE TI03AHEE 3 pabounx JHEH cO JHS BHECCHHS
CBEJICHUH B peeCTp JULICH3UM.

18. OrmeHKa COOTBETCTBHUSI COMCKATENs JIMIECH3WW (JIMIICH3UATa) JUIICH3MOHHBIM TPEOOBAHHAM
OCYIIECTBIISIETCA JUIEH3UPYIOIIUM OPraHOM B COOTBETCTBUU €O cTaThed 19.1 depepanmpHOrO
3akoHa "O JUIEH3UPOBAHUH OT/ICJIBHBIX BUJOB JACATEILHOCTH .

OneHka COOTBETCTBMSI COMCKAaTeNs JIMLUEH3UM (JUIEH3uaTa) JIMLEH3UOHHBIM TpeOOBaHUSIM
HIPOBOJIUTCS B (hOpME BBIC3HOM OLICHKH.

Hcnonp30BaHue CpeACTB AMCTAHIIMOHHOTO B3aWMOJEWUCTBUSA, B TOM 4YHCIE BHIEOCBS3U (lanee -
CpeiacTBa), MpPU TPOBEJACHUU BBIC3JTHONW OIEHKH COOTBETCTBHUSI JIUIIEH3MOHHBIM TPEOOBAHUSIM
OCYILECTBIISAETCA:

IIPU 3asiBJICHUH COMCKATeNIeM JIMLIEH3UH padboT M YCIyT 1O PO3ZHUYHOW TOPTOBJIE JIEKAPCTBEHHBIMU
npenaparamu;

Ipu 3ad4BJICHUH JIMICH3UATOM HOBOTO aJApecCa IO BUAY pa60T n yCJIyr 1mno p03HHQHOﬁ TOProBJIC
JICKApPCTBCHHBIMU IPEIiapaTaMu.

HOpHI{OK HCIIOJIb30BaHUA CPCACTB BKIKOYACT B ceOs:

yKa3aHUE COMCKATeleM JIMLEH3UM (JIMLEH3UaToM) B 3asBICHUUM O MPEJOCTaBICHUU JHUICH3UU
(3asBJIEHMM O BHECEHMM HW3MEHEHUN B PEeCTp JIMIIEH3WH) CBEIEHUN O HaJIMYUU TEXHUYECKOMH
BO3MO>XHOCTH HCIIOJIb30BAHUS IIPU IPOBEJEHUM BBIE3JHOW OLIEHKH CPEACTB C BO3MOXKHOCTBIO
UJCHTU(QUKALMKA COUCKATeNsl JMLIEH3UU (IMLEH3uaTa) depe3 (eaepanbHyl0 IOCyIapCTBEHHYIO
uHpopMmannoHHyo cuctemy "Eaunas cucrema wuaeHTHQUKAUMM U ayTeHTH(QUKALIUU B
uHppacTpykType, olecrneunBamomeld  HHOOPMALMOHHO-TEXHOJIOTMYECKOE  B3aHMMOJEHCTBHE
UH(POPMALIMOHHBIX  CUCTEM, HCHOJb3YEeMbIX JUIS NPEAOCTaBIEHHS TOCYIApCTBEHHBIX U
MYHUIMIIATIBHBIX YCIYT B 3JIEKTPOHHOU popme";

NPUHIATHE JOJDKHOCTHBIM JIMIIOM JIMLEH3UPYIOIIErO0 OpraHa pelIeHHus O IMPOBEACHUHM OLIEHKH
COOTBETCTBHUSl COUCKATeNsl JMIEH3UM (JIHUIIEH3HaTa) JMIEH3UOHHBIM TpeboBaHUAM B (opme
BBI€3/IHOM OLIEHKU B IUCTAHIIMOHHOM (popMaTe ¢ MPUMEHEHHUEM CPEJICTB;

U3BEILIEHUE COUCKATEINSI JUICH3UH (JIMIIEH3MaTa) 0 BeAeHUH (OTOCHEMKHU U (W) BUACO3AIUCH - B
ClIy4ae OCYIIECTBJICHHUS TPOIEAYPhl OIEHKH COOTBETCTBUS JIUIEH3WOHHBIM TpPEOOBaHMUSIM B
JTUCTaHIIMOHHOM (hopmare;
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obecrieueHne COXPAaHHOCTH WH(POpPMAIUM, TOTYYEHHON TOCPEACTBOM (OTOCHEMKH U (WJIHN)
BUICO3AITHCH.

Ecnu B X0/1€ BbIE3/IHOM OLEHKH COOTBETCTBUSI COMCKATENIS JIMIICH3UHU (JIMIEH3HATa) JINIEH3NOHHBIM
TpeOOBaHUSAM OCYLIECTBISUIUCH (HOTOChEMKA U (M) BHIEO03AMUCh, 00 3TOM JeNaeTcsi OTMETKA B
aKT€ OIEHKM U TMOANHCAHUE €ro pPYKOBOAMUTENIEM, WHBIM JIOJDKHOCTHBIM JIMIIOM WM
YIOJTHOMOYEHHBIM IPEICTABUTENIEM COMCKATeNsl JHUIeH3UH (JihieH3uara) He TpeOyercs. B stom
ciry4ae MaTepuaibl (POTOCHEMKH U (MITH) BUICO3AMUCH MPUIIATAIOTCS K aKTY OLEHKH.

Wudopmarniys, mosydyeHHasi C HUCIOIb30BaHUEM CPEACTB, MOCIE MPOBEACHUS OLIEHKH COOTBETCTBUS
COWCKaTelNsl JIMIEH3UH (IMLEH3UaTa) JUIEH3HOHHBIM TPeOOBaHMUAM JIMIEH3UPYIOIIUM OpPraHOM
COXpaHsieTcd B AaBTOMAaTU3UPOBAHHONM HMH()OPMALIMOHHOM CHCTEME JIMIIEH3UPYIOIIET0 OpraHa.
CoxpaHHOCTb yKa3aHHOM HH(pOpMAIMK 00ECTIEYMBACTCS JTUICH3UPYIOIUM OPraHOM.

19. Ilpu mpoBeieHUM OLEHKH COOTBETCTBUS COMCKATENs JUUEH3UH (JIUIEH3UATA) JINIIEH3MOHHBIM
TpeOOBaHUSAM JIMIICH3UPYIOUINI OpraH MOXET MPUBIEKAaTh K MPOBEACHHUIO TAaKOW OLIEHKH He
3aMHTEPECOBAHHBIX B €€ PE3yJIbTaTaX IKCIEPTOB MIIU IKCIEPTHHIE OpPraHU3allui, aKKPEIUTOBAHHBIC
B COOTBETCTBUU C 3aKOHOJATeNbCTBOM Poccuiickoit deneparuu 06 akKpeIuTaluy B HAllMOHAIILHOM
CHUCTEME AaKKpEIUTAllUHh, a TAKKe IOJIBEIOMCTBEHHBIC JIMIICH3UPYIOIIEMY OpraHy OpraHU3aIiuu
(masnee - SKCIEPTHBIC OPTraHU3AIHH).

[IpuBneueHre PKCHEPTOB M SKCIEPTHBIX OPraHW3alUi OCYIIECTBISETCS Ha OE3BO3ME3THOM IS
couckaTelsiell JIMIEH3UH (JIMIEH3MaTOB) OCHOBE HAa OCHOBAaHHMM PELICHUs JIMIEH3UPYIOILEro OpraHa,
MNOJNUCAHHOTO YHNOJHOMOYEHHBIM JOKHOCTHBIM JIMIIOM JIMIIEH3HPYIOIIEr0 OpraHa, B KOTOPOM
yKa3plBalOTCA (aMWINM, HMEHa, OT4yecTBa (NpU HAJUYMU) [PHUBIEKAEMbIX HKCIEPTOB WM
HAaUMEHOBAHMUSI SKCIIEPTHBIX OpraHu3alui.

MHeHust 3KCIepTOB, 3KCIEPTHBIX OpraHU3alUil O COOTBETCTBUM (HECOOTBETCTBMM) COMCKATEIS
JMIEH3UM (JIMIEeH3MaTa) JUIEH3MOHHBIM TpeOOBaHUAM M3JIaraloTcs B CIpaBKe (IKCIIEPTHOM
MHEHUH), MOJANUCAHHOW »JKcrepTaMu M (WIHM) YNOJTHOMOYEHHBIMH JOJDKHOCTHBIMU JIMIIAMH
JKCIIEPTHBIX OpPraHU3alUi, KOTOpas IPUIAraeTcs K akTy OLICHKHU.

B cnydae BbIBIEHUS HECOOTBETCTBUS COWCKATENS JIMIEH3UM (JIMLEH3MaTa) JHMIEH3MOHHBIM
TpeOOBaHUSAM B AaKT€ OLIEHKHM YKa3blBaeTCs, KAaKMM HMEHHO JUIICH3MOHHBIM TpeOOBaHUSAM He
COOTBETCTBYET COMCKATENb JIMLEH3UN (JIMIIEH3MaT) U KaKuM HOPMAaTUBHBIM MPAaBOBBIM akTOM (C
yKa3aHUEM €ro CTpYKTYpHO! €IMHUIIbl) TAaKOe JTHIIEH3MOHHOE TPeOOBAHNE YCTAHOBIIECHO.

20. IlpencraBieHue CcoHCKaTelleM JHIIEH3UU (JIUIEH3UATOM) 3asBICHUS O TMPEAOCTaBICHUH
JUTEH3UH (3asBJICHUS O BHECEHWU U3MEHEHUU B PEECTp JUIIEH3UHN) U UX MPUEM JIMIICH3UPYIOITUM
OpTraHoOM, MPUHATHE JTUIECHIUPYIOLUIIM OPTraHOM PEUICHHS O MPEAOCTaBICHUH JIMIIEH3UH (00 OTKaze
B IIPEJIOCTABIICHUY JINLIEH3UN), BHECEHUN U3MEHEHUH B peecTp JUIeH3ul (00 0TKa3e BO BHECEHUU
W3MEHEHUH B PEECTp JMIICH3MI), MPUOCTAHOBJICHUU, BO30OHOBIECHUH, MPEKPAIICHUH ACHCTBUS
JUIIEH3WH, a TaKXe MpeaocTaBiieHrne, (popMUpOBaHUE W BEICHHUE JIMIIEH3MOHHOTO Jieia, BEICHUE
peecTpa JIMLEeH3UN U MPEJOCTABICHUE CBEACHUM, COAEPKALIUXCS B PEECTpE JIUIEH3UM, B TOM YHCIIE
BBITIUCKM W3 peecTpa JUIEH3MM, OCYIIECTBISIOTCS B TOPSAAKE, YCTaHOBIEHHOM @enepaibHbIM
3aKk0HOM "O JTUIEH3UPOBAHUU OTAEIIbHBIX BUOB JI€ATEILHOCTHU" .

21. Ilpu mopmaye 3asBICHUS O MPENOCTABICHUU JIMLIEH3UM, 3asBICHUS O BHECEHUM HW3MEHEHUU B
peecTp JIMLEH3UM IOPUANYECKUM JIMIIOM, WHAWBHIYaJbHBIM MpEANPUHUMATENIEM IOANUCAHUE
TaKOr0 3asBJICHHS OCYLIECTBISETCS B COOTBETCTBUM ¢ DenepanbHbIM 3ak0HOM "O JIUIIEH3UPOBAaHNN
OTIENbHBIX  BHUAOB  JEATEIBHOCTH'  JIEKTPOHHOM  IOJAIMCBIO  IOPUAMYECKOrO  JIMIA,
WHIUBUIyATPHOTO TMPEANPUHUMATENST C HCHOJb30BaHUEM (enepasibHOM TOCYJapCTBEHHOM
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nHpopManmoHHOW cuctembl "ENWHBIA TOpTam TOCYNApCTBEHHBIX M MYHHUIMMAIBHBIX YCIYT
(pynkumit)". (B pen. ITocranosnenwuii [IpaButensctBa PO ot 29.11.2022 N 2164, ot 03.08.2023 N
1268)

[Tpu nogaue 3asBieHUs (U3NUECKUM JIMIIOM MPU HPEICTABICHUN WHTEPECOB IOPUAMYECKOTO JIUIIA
WIH WHIUBUAYaJIbHOTO TpENNpUHUMATENs (MIPH HAIWYMM B JJIEKTpOHHOUW (dopme B
MalIMHOYMTAEMOM BHUJE JIOBEPEHHOCTEH, MOATBEPKAAIOIIUX COOTBETCTBYIOIINUE ITOJHOMOYUS)
MOJMMCAHUE TAKOTO 3asBJICHHS OCYIICCTBIISCTCS YCHJICHHON KBATH(DHUIIMPOBAHHON SIEKTPOHHOM
MOJMUCHI0 WIA YCUJICHHONW HEKBATU()HUIMPOBAHHON 3JIEKTPOHHOM MOMAIMUCKHIO, CepTUUKAT KIH0Ya
OPOBEPKH  KOTOPOW  CO3laH M HCIONB3yeTcs B MHOPACTPYKType, obOecreunBarouiei
MH(OPMALIMOHHO-TEXHOJIIOTUYECKOE B3aUMOJIEUCTBUE HWH(DOPMALIMOHHBIX CUCTEM, HCIIOJb3yEeMbIX
JUISL IPEIOCTABIICHUS TOCYIAPCTBEHHBIX M MYHULIMIIATIBHBIX YCIYT U UCIIOJHEHUS TOCY1apCTBEHHBIX
U MYHULUNATbHBIX (DYHKIMA B 3JIEKTpOHHOW ¢dopMe, B YycTaHOBIEHHOM IlpaBuTenbCcTBOM
Poccuiickoit @enepanuu nopsiake. (B pen. [locranosnenus [IpaBurensctBa PO ot 29.11.2022 N
2164)

22. 3a mpenocTaBlieHWE JHUIEH3UPYIOIIMM OPraHOM JIMIIEH3WH, BHECEHHWE W3MEHEHUN B peecTp
JUICH3UN HAa OCHOBAaHUU 3asBIICHUS O BHECEHHUH W3MEHEHUN B PEECTp JUIEH3UHN yIIaynBaeTCs
rOoCy/JapCTBEHHAs TOIUIMHA B pa3Mepax U IMOPSIKE, KOTOPbIE YCTAHOBJICHBI 3aKOHOIATEIHLCTBOM
Poccuiickoii deneparuu o Hajorax u coopax.

Brimucka u3 peectpa nuieH3uid B GopMe 3IEKTPOHHOTO JOKYMEHTa, MOAMHCAHHOTO YCHIIEHHOM
KBAJTM(UIUPOBAHHON SJICKTPOHHOH IMOAMMCHIO JUICH3UPYIOIIETO OpraHa, HpeAoCcTaBisieTcs 0e3
B3MMAaHMUsI IJIaThI.

23. denepanpHas ciryxk0a 1mo Haa30py B chepe 3ApaBOOXpaHEHUS B TEUCHHUE 5 pabOYNX THEH CO JTHS
BbIIaYM JOKyMEHTa 00 OKOHYaHWH MPOBEPKHU JIMIIEH3UATa HAMPABJISET B OPraHbl rOCyAapCTBEHHOM
BiacTu cyowrekToB Poccuiickoil @enepanuu, oCcyIIeCTBISIONME TOJIHOMOYUS, YKa3aHHbIE B IYHKTE
1 yactu 1 crateu 15 denepanbHoro 3akoHa "OO6 OCHOBaX OXpaHbI 310pOBbs TpakaaH B Poccuiickoit
Oenepanun'", 3aBEepeHHBIC KOMUM TPUKA30B O MPUOCTAHOBICHUU W BO30OHOBIICHUM JIEHCTBUS
JMILIEH3MH, Ha3HAUYE€HUM T[POBEPOK JIMIEH3UATOB, KOMMU AaKTOB IPOBEPOK JIMIIEH3MATOB,
Ipeanucanuil 00 ycTpaHEHUM BBISBICHHBIX HApYIICHUN JIMIIEH3MOHHBIX TPeOOBaHUM, MPOTOKOJIOB
00 aJIMUHUCTPATUBHBIX NPAaBOHAPYLICHUSAX, MOCTAHOBJICHUH O HAa3HAYEHHWU AJMHUHHUCTPATHBHBIX
HaKa3aHUM U  JPYruX JIOKYMEHTOB, CBSA3aHHBIX C  OCYIIECTBIEHHEM  (heaepaabHOro
rOCyJJapCTBEHHOTO KOHTpoJisi (Haa3opa) B cdepe oOpalieHus JIEeKapCTBEHHBIX CpEACTB, B
OTHOIICHUHU JIUIICH3HUAaTOB (321 HCKIIIOYCHUEM JIMICH3MATOB, MMPCACTABUBIINX 3ad4BJICHHUA O BHCCCHUU
U3MEHEHUH B PeecTp JMILEH3UH), OCYLIECTBISIOMNX AEATEIbHOCTh 110 OOPAIIEHUIO JIEKapCTBEHHBIX
CpCACTB, AJId BKIIIOUCHUA B JIMOCH3UOHHBIC JI€JIa B 6YMEDKHOM HJIN DJICKTPOHHOM BHUIC.

24. ®opmMupoBaHUE JMIIEH3MOHHOTO Jejla COUCKATEeNs JMIEH3UH (B OTHOIIEHUHU JIEKapCTBEHHBIX
CPEACTB JJISi MEIUIIMHCKOTO NMPUMEHEHUs ), JUMIeH31aTa OCYLIECTBIseTCS B aBTOMAaTU3UPOBAHHOU
uHpopMannoHHOM cucteMe denepanbHOil ¢y kOBl 0 HAA30pY B cepe 3ApaBOOXPAHEHUS.

25. OueHka coOdrof€HUS JUIEH3HMAaTaMH JIMIIEH3UOHHBIX TpeOOBaHMN NpU OCYLIECTBICHUU
(bapmManeBTHIECKON NEATETBPHOCTH OCYIIECTBIIETCS B paMKax (eaepabHOrO TOCyAapCTBEHHOTO
KOHTpOJIA (Haa30pa) B chepe oOpalieHns JeKapCTBEHHBIX CPEICTB.

IIpunooicenue

x Ilonoowcenuro o JAUYEH3UPOBAHUU
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Gdapmayesmuueckoti desmenbHOCMU

HEPEYEHD BbBIINIOJHAEMbIX PABOT,
OKA3BIBAEMBIX YCJYI', COCTABJIAIOIINUX
OAPMALEBTUYECKYIO AEATEJIBHOCTD

(B pex. [Tocranoenenus [IpaBurenscrea 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 AJIAA MCAUITHMHCKOI'O ITPUMCHCHU S
. XpaHeHI/IC JICKAPCTBCHHLIX ITPCIIapaTOB AJIA MCAUIIUHCKOI'O IPUMCHCHUA

. IlepeBo3Ka NIEKAPCTBEHHBIX CPEACTB JJIS1 MEIUIIMHCKOTO TPUMEHEHUS

. Po3anunas TOPTOBJIA JICKAPCTBCHHBIMU IIpCIiapaTaMu Il MCIUIIMHCKOI'O IIPUMCHCHU A

2
3
4
5. IlepeBo3Ka NEKAPCTBEHHBIX MPENAPATOB I MEAUIIMHCKOTO TPUMEHEHUS
6
7. OTIIyCK JIEKapCTBEHHBIX MPEMapaToB sl MEAUIIMHCKOTO IPUMEHEHUS

8

. I3roToBiieHne eKapCTBEHHBIX MPENapaToB s MEAUIIMHCKOTO MPUMEHEHUS, 32 UCKIIOYEHUEM
U3TOTOBJIEHUS  paauo(apMaleBTUUECKUX JIEKApCTBEHHBIX MpPENapaTtoB Uil MEAULUHCKOTO
npumenenus (B pen. [Toctanosnenus [IpaBurensctBa PO ot 29.11.2022 N 2164)

9. Usrorosnenue paanodapManeBTUYECKUX JIEKAPCTBEHHBIX MPENapaToB s MEIUIMHCKOTrO
npumenenus (B pen. [Toctanosnenus [IpaBurensctBa PO ot 29.11.2022 N 2164)

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

1. OnToBast TOProBiIs JEKAPCTBEHHBIMHU CPEACTBAMM ISl BETEPUHAPHOIO IIPUMEHEHUS

. XpaHeHHeE JEKapCTBEHHBIX CPEJICTB AJI1 BETEPUHAPHOTO MPUMEHEHUS

. XpaHeHHeE JIEKapCTBEHHBIX MIPENApaTOB ISl BETEPUHAPHOTO IPUMEHEHUS

. IlepeBo3Ka JIeKapCTBEHHBIX CPEJCTB JJIs1 BETEPUHAPHOIO TPUMEHEHHUS

. [lepeBo3Ka JIeKapCTBEHHBIX MPENAPATOB JJII BETEPUHAPHOTO NPUMEHEHUS

. Po3HnYHas TOprowiist JeKapCTBEHHBIMU MpenapaTaMu 1Ji BETEpPUHAPHOTO IPUMEHEHUS

. 3roTopieHue JICKApCTBCHHBIX NPCIapaToB AJIs1 BETCPUHAPHOI'O MIPUMCHCHUA

00 N N kR W

. OTHYCK JICKAPCTBCHHBIX MPCHIapaToB JJIs1 BETCPUHAPHOI'O MPUMCHCHUSA
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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
OEJEPALIUA, YTPATUBIHIUX CUITY

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  JIESITENIbHOCTH ~ MuHUCTEpPCTBA  3/ApaBooxpaHeHus  Poccuiickon — Depepanuu,
yTBEPKACHHBIX NocTaHoBiIeHUeM [IpaBuTtenscTBa Poccuiickoit ®@enepanun ot 4 centsaopst 2012 r. N
882 "O BHeceHMM HU3MEHEHUW B HeEKoTopble akThl IIpaBurenscTBa Poccuiickoit ®denepanuu mno
BOIIpOCaM JieATelIbHOCTH MuHucTepcTBa 3apaBooxpanenust Poccuiickoit ®@enepanun" (Cobpanue
3akoHo1areabcTBa Poccuiickoit deneparuu, 2012, N 37, ct. 5002).

3. llyHkT 1 u3MeHeHui, KOTopble BHOCATCA B akThl lIpaBurensctBa Poccuiickoit denepanuu mo
BOIIpocaM OOpallleHUs JIEKApCTBEHHBIX CPEACTB Ui MEIULMHCKOIO MPUMEHEHUS, YTBEPKICHHBIX
nocraHoBieHueM IlIpaBurensctBa Poccuiickoit ®@epepauuu ot 15 ampens 2013 r. N 342 "O
BHECEHMM HM3MEHEHUU B HeKoTopble akThbl [IpaButenscTBa Poccmiickon denepanum no Borpocam
oOpalleHuss  JIeKapCTBEHHBIX  CpeACcTB Ul  MeauuuHckoro  npumeHeHuss"  (CobOpanue
3akoHoaarenbeTBa Poccuiickoit deneparuu, 2013, N 16, ct. 1970).

4. TlyHKT 2 w3MeHeHMH, KOTOopble BHOcATCA B akThl [IpaButenbctBa Poccuiickoit denepanuu,
YTBEPKACHHBIX NocTaHoBieHHeM [IpaBurenscrBa Poccuiickoit @enepanuu ot 23 centadps 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,
yTBEp)KJIEHHbIX MocTaHoBieHueM IlpaButensctBa Poccuiickoit ®enepanuu ot 4 urons 2017 r. N
791 "O BHeceHuum u3MeHeHUN B Hekoropble akThl [IpaButenbctBa Poccuiickoit ®eneparun”
(Cobpanue 3akononarenscTBa Poccuiickoit @enepanun, 2017, N 28, ct. 4165).

6. [lyHkT 1 W3MeHeHuH, KOTOpble BHOCATCS B akThl IIpaButensctBa Poccuiickoit denepanuu mo
BOIIPOCaM OCYILECTBJICHHS JIMLIEH3UPOBAHUSA OTIEIbHBIX BHJIOB JACIATEIBHOCTH HA TEPPUTOPHUH
MEXIyHapOJAHOIO MEIUIIMHCKOrO KiacTepa, YTBEp)KIEHHBIX IocTaHoBieHHeM [IpaButenbcTBa
Poccwuiickoit denepanuu ot 21 deppanst 2020 r. N 192 "O BHeceHUH U3MEHEHUI B HEKOTOPHIE aKThI
IIpaBurenscTtBa Poccuiickoit @Penepanuu 1O BONpPOCaM  OCYILIECTBICHHS JINLEH3UPOBAHUS
OTJIENbHBIX BHUJOB JCATEIBHOCTH HA TEPPUTOPUM MEKIYHAPOJHOTO MEIUIMHCKOIO Kiacrepa'
(Cobpanue 3axkonomarensctBa Poccuiickoit deneparuu, 2020, N 9, ct. 1195).

7. lloctanosnenue [IpaButenscrBa Poccuiickoit @enepanuu ot 15 masg 2020 r. N 687 "O BHeceHnn
u3MeHeHnd B myHKT 5 IlonmokeHuss o JuileH3UpOBaHWH (PapMaIEBTUUECKONW NEATEIHHOCTH"
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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 JIMIICH3UPOBAHUSI OTACIbHBIX BUJOB JACSATEIBHOCTHU, YTBEPKIACHHBIX MOCTAHOBICHUEM
[TpaButenscTBa Poccuiickoit ®eneparuu ot 28 Hos6ps 2020 r. N 1961 "O BHeceHMU U3MEHEHUN B
HekoTopble akThl IIpaBurensctBa Poccuiickon ®enepanuu 1O  BONpPOCaM  JIMLEH3UPOBAHMS
OTAENbHBIX BUIIOB nearenbHocTH" (CoOpanue 3akoHoaTenbcTBa Poccuiickoit @enepamuu, 2020, N
49, ct. 7934).

9. IlyHkT 1 wm3MeHeHUWH, KOTOpble BHOCATCS B akThl IlpaBurenbctBa Poccuiickoit deneparum,
YTBEPKACHHBIX NocTaHoBieHWEeM [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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