[okymeHT npepoctasneH KoHcynbTaHTIN0C

IMPABUTEJbCTBO POCCUMCKOM ®EJEPAIIUN

IHOCTAHOBJIEHUE
ot 31 mapta 2022 r. N 547

Ob YTBEP’)KTEHHUH ITOJIOKEHUAA
O JIMOEH3UPOBAHUU ®APMALEBTUYECKOU JEATEJIBHOCTH

Crnrcok U3MEHSIOMUX TOKYMEHTOB
(B pen. IlocranoBnenus IIpaBurenscrBa PD ot 29.11.2022 N 2164)

B cootBercTBUM ¢ DenepanbHbIM 3aKOHOM "O JIMIEH3UPOBAHUM OTAECIBHBIX BUIOB €S-
tenbHOCTH" [IpaBuTenbcTBo Poccuniickoit denepanyy MOCTAHOBIISET:

1. YTBepauTh npunaraemoe IlonoxeHue o MuieH3npoBaHUU (PapMarieBTUICCKON 1eATEIb-
HOCTH.

2. llpu3Harh yTpaTUBIIMMHU CHIIy HOPMATHBHBIC IIPABOBBIC AKTHI M OTJENIBHBIE MTOJIOKCHHUS
HOPMATHUBHBIX NPaBOBbIX akTOB IIpaButenscrBa Poccuiickoit denepanuu 1o nepeyHIo CoriacHo
MIPUIIOKEHUIO.

3. Hacrosimee nmocraHoBjieHHe BCTynaeT B cuiy ¢ 1 centsops 2022 r. u geiictByer a0 |
ceHTsa0ps 2028 r.

[Ipencenarens [IpaButenbcTBa
Poccuiickoit denepanuu
M.MUITYCTHUH

YT1BepxKACHO

nocraHoBienueM IIpaButenscTBa
Poccuiickoit @enepanuu

ot 31 mapra 2022 r. N 547

MOJIOKEHUE O JUIEH3UPOBAHUU ®APMAIIEBTUYECKOM JEATEJIBHO-
CTH

Cnucok U3MEHSIIOUINX TOKYMEHTOB
(B pen. ITocranosnenwns [IpaButensctBa PO ot 29.11.2022 N 2164)

1. Hacrosmiee [lonoxeHnue ycTaHaBIMBaeT MOPSIOK JUIIEH3UPOBAHUS (papMalieBTHUECKOM
JESTENIbHOCTH, OCYLIECTBIISIEMON IOPUANYECKUMU JUIAMH, B TOM YKCIIe HHOCTPAHHBIMU IOPUIH-
YeCKHMHU JIMI[aMM, BKJIIOYas OPraHM3allid ONTOBOW TOPrOBIHM JIEKAPCTBEHHBIMH CpPEACTBAMH,
anTeyHble OpraHU3alllK, BETEPUHAPHbIE allTeYHble OPraHU3alllM, a TaKKe MEIUIMHCKUE opra-
HU3AlUU U UX 000COOJICHHBIE MoApa3eieHus (eHTPbI (0TaeNeHus) 00mel BpaueOHOM (cemeli-



HOH) MpaKTUKH, aMOynatopuu, penpamepckue U (PesbamepcKo-aKymepcKiue MmyHKThI), pacio-
JIOJKCHHBIC B CCIIBCKUX HACCIICHHBIX HyHKTaX, B KOTOpBIX OTcyTCTByIOT alITCYHBIC OpFaHI/I3aI_II/II/I
(mamee COOTBETCTBEHHO - MEIMIIMHCKHAE OpPraHW3allid, 000COOJEHHBIC MOJpa3/eICHUsS MEIH-
LIMHCKUX OpraHu3aluii), BETEpUHAPHbIE OpraHW3allui, U WHAMBUIYAJIbHBIMU NpPEANPUHUMATE-
JISIMH.

2. @apmarieBTHYECKAs ACSITEIBHOCTD BKJIIOYAET PA0OTHI M YCIIYTH COTTIACHO MPUIIOKEHUIO.

3. Jlunen3upoBanue (hapMareBTHIECKON ACATEIHHOCTH OCYIICCTBIISIOT CIICAYIONIUE JIH-
LEH3UPYIOLIUE OPTaHbI:

a) denepasbHas ciyx0a 1Mo HaA30py B cdepe 3ApaBOOXPAHCHHS - B YACTH JIEATEIbHOCTH,
OCYILIECTBJISIEMOW:

opraHu3anvsiMu OIITOBOM TOProBJIM JICKAPCTBCHHBIMHU CpEACTBaAMU JIsI MEAUIMHCKOI'O
MMPUMCHCHUS,

anTEeYHBIMHA OpPTaHU3AIMIMU, MTOABEIOMCTBEHHBIMH (DeiepaibHBIM OpraHaM UCTIOJTHUTEh-
HOM BJIACTH;

WHBIMU OpTaHU3aIUsIMUA U WHIAUBUAYATHHBIMH TPEANPUHAMATEIISIMH, OCYIIECTBIISIONTUMHA
(dapMaleBTUYECKYIO JEATeIbHOCTh, B YaCTHU OIICHKU COOJIIOJICHUS JIMIICH3MATaMU JIHIICH3UOH-
HBIX TPEOOBAHWI TOCPEICTBOM OCYIIECTBICHUS (heaepaIbHOTO TOCYJAPCTBEHHOTO KOHTPOJIS
(Hag3opa) B cdepe oOpalieHus JeKapCTBEHHBIX CPEICTB (32 UCKIIOYCHUEM JIMIIEH3UATOB, MPe/-
CTAaBUBIIIMX 3asBJICHUS O BHECEHUW M3MEHEHUH B PEECTp JIMIICH3WH HA OCyIlecTBIIeHHe (papma-
[EBTUYECKON JESITENLHOCTH (J1aJieeé COOTBETCTBEHHO - JIMIICH3UH, PEECTP JUIEH3UM), TIOJTHOMO-
YUW MO MPHUOCTAHOBJICHUIO, BO3OOHOBICHHUIO JICUCTBHS JUIICH3MH, a TaKXKe MOJTHOMOYHUH, CBS-
3aHHBIX C AaHHYJTUPOBAHUEM JIUILICH3HH B Cy1IeOHOM MOPSJIKE;

0) opraHbl UCIIOJTHUTEIBHOU BIACTH CYOBeKTOB Poccuiickoit denepanuu - B 4aCTH OCY-
IIECTBJICHUS JIEATENLHOCTH B cdepe oOpalleHus JeKapCTBEHHBIX CPEACTB U MEIUIIUHCKOTO
NPUMEHEHHUS (B 4aCTU MPEJOCTaBICHUS JIMLEH3UNA U BHECEHHS] U3MEHEHHUM B peecTp JIMLIEH3UH,
IIPEIOCTABIIEHUS BBIIIUCOK U3 PEECTPA JIMLIEH3UI, OLIEHKU COOTBETCTBUS COMCKATENs JINLIEH3HH,
JUIEH3UaTa JIUIEH3UOHHBIM TPeOOBaHUAIM - B OTHOILIEHUU COMCKAaTeNel JIMIEH3UN U JIUIIeH3Ha-
TOB, IPEJICTAaBUBLIMX 3asBJICHHUS O BHECEHHMM W3MEHEHUN B PEECTp JIMLEH3UH, MpEeKpalleHus
NeHCTBUS NUIEH3UN, (OPMHUPOBAHUS U BEIEHUS PEECTPOB NMPEAOCTABICHHBIX OpraHamMH Irocy-
JTApCTBEHHOH BiacTu cyobekToB Poccuiickoit denepanuy JUIEH3UN, YTBepKIeHHS (HOpM 3asiB-
JIEHUN O MPEAOCTABICHUM JIMIIEH3UH, BHECEHUH U3MEHEHHI B PEECTp JIMIIEH3UH, YTBEPKICHUS
dopM yBeIOMIICHHI M JPYTrUX HUCIOJIb3YEeMBIX B TPOIECCE JHUIICH3MPOBAHUS JTOKYMEHTOB, a
TaKk)Ke MPEeOCTaBICHUs 3aMHTEPECOBAHHBIM JIMIIaM MH(QOpPMAIMK [0 BOIPOCaM JIMIEH3UPOBa-
HUS, BKJIIOYas pasMmelleHue 3Tod uHpopMaruu B HWH(GOPMAIMOHHO-TEIEKOMMYHUKAMOHHOM
cetu "MuTepHer" (manee - cetp "MHTEpHET") Ha OPHUIMANBHBIX CaliTaX OpraHOB TOCYAapCTBEH-
HOU BracTH cyowbekToB Poccuiickoii deaepanyu ¢ yka3aHueM aapecoB 3JIEKTPOHHOH MOYTHI, IO
KOTOPBIM TIOJIb30BATENIIMU 3TOM MH(OpPMAUKU MOTYT OBITH HampaBieHBI 3aIIPOCHl U MOJyueHa
3arpamuBaeMas HHPOpMaIus), OCYIIEeCTBISIEMOM:

OpraHM3alysIMH, 3a HCKIIOYEHHEM OpraHu3aluil ONTOBOW TOPTOBJIM JIEKAPCTBEHHBIMHU
CpeacTBaMu JUIsl MEAMIIMHCKOIO MPUMEHEHUSI M alTeUHbIX OpraHU3alluid, MOJBEJOMCTBEHHBIX
denepanbHBIM OpraHaM UCHOJHUTENIBHOM BIIACTH;

HHAUBUAYAJIbHBIMHA NPCANTPUHHUMATCIIAMU

HHOCTpaHHBIMU IOPUJIUYCCKUMU JIMIIAMHU,



B) denepanbHas ciyx0a o BeTepuHApHOMY M (PUTOCAHUTAPHOMY HAI30DPY - B YaCTH JCs-
TEJIbHOCTH, OCYILECTBIIsIEMON B cpepe oOpaleHus JeKapCTBEHHBIX CPEJICTB AJIsi BETEPUHAPHOTO
PUMEHCHUSI.

4. Couckarenp JHUIICH3UH JOHKEH COOTBETCTBOBATH CIEAYIOIIUM JIMIIEH3HOHHBIM Tpe0o-
BaHMSIM:

a) HaJM4Ke MPOU3BOJICTBEHHOTO 00BEKTa WM OOBEKTOB (TIOMEIICHH, 3IaHUH, COOpYKe-
HUM) U 000pYyIOBaHMS MO MECTY OCYIIECTBIEHUS (apMaleBTUYECKON AESITeNbHOCTH, MPUHAI-
JeKalX Ha MpaBe COOCTBEHHOCTH WJIM HA MHOM 3aKOHHOM OCHOBaHUWH, NMPEAYCMaTPUBAIOIIEM
IPaBO BIAJCHUS U MPABO MOJIb30BaHUS, TNOO MPUHAJISKAIINX Ha MTpaBe COOCTBEHHOCTH WJIM Ha
WHOM 3aKOHHOM OCHOBaHWW MHOMY JIMIICH3HATY, UMEIOIIEMY JINIICH3UIO Ha OCYIIECTBICHHUE Pa-
00T, OKa3bIBAEMBIX YCIYT, COCTaBIISIIOIIMX AESITEIbHOCTh IO ONTOBOI TOProBiIE JIEKAPCTBEHHBI-
MU CpEICTBAMHU JJISi MEIUIIMHCKOTO MPUMEHEHHUs, U JA0roBop (OT 12 MecsieB) ¢ coucKkaTeneM
JUIEH3UH O Tiepenade paboT (yciayr) Ha ayTCOPCHHT (B YacTH XpaHEHHUs JIEKapCTBEHHBIX
CPEICTB ISl MEAUIIMHCKOTO MPUMEHEHUSs), COOTBETCTBYIONIUX TpeOoBaHUsSIM cTatbu 54 Dene-
pansHOTO 3aKoHa "OO oOpalIeHNH JEKapCTBEHHBIX CPENCTB", MpaBUjIaM HaJJjIeKalled TUCTPHU-
OBIOTOPCKON MPAKTHKU B pamMKax EBpa3suilcKOro 3KOHOMHUYECKOTO CO03a, MpaBUjIaM HaJJexKa-
Hiei IPaKTHUKU XPAHEHUs M MEPEeBO3KU JIEKAPCTBEHHBIX MPENapaToB, YTBEPHKIACHHBIM YIOJIHO-
MOYEHHBIM (eIepaTbHBIM OPraHOM HCTIOJHUTEILHON BIACTH (32 MCKIIOYCHHEM MEIUIIMHCKHIX
opraHu3aryii 1 000COO0ICHHBIX MOAPA3ACICHUNA METUITMHCKUX OpPTaHU3aIni);

0) HaMMuMe MPOU3BOJCTBEHHOTO 00BEKTa WM 00BEKTOB (TIOMEIICHHM, 3IaHUH, COOpYKe-
HUW) ¥ 000pYyIOBaHUS IO MECTY OCYIIECTBICHUS (apMaIleBTUUECKOU ACATEIHHOCTH, TPUHA/-
JeKaluX Ha MpaBe COOCTBEHHOCTH WM HA MHOM 3aKOHHOM OCHOBaHUWH, MPEAYCMaTPUBAIOIIEM
MpaBO BJIAJICHUS U TIPABO TOJB30BAHUS, - JUIsI OPTAaHU3AlUA ONTOBOM TOPTOBJIM JICKAPCTBECHHBI-
MU CPEIICTBAMU ISl BETEPUHAPHOTO NMPUMEHEHHsI, COOTBETCTBYIONINX TPEOOBAaHUSAM CTaThu 54
®denepanpHOro 3akoHa "O0 0OpaleHUuN JTEKapCTBEHHBIX CPEICTB", MpaBUiiaM HaJIJIKAIICH THC-
TPUOBIOTOPCKOM MPAKTUKH JIEKAPCTBEHHBIX MPENapaToB JIsl BETEPUHAPHOTO MPUMEHEHUS, TIpa-
BUJIaM HaJJIC)KAIIEeH MPAaKTUKH XPAaHEHUS W TIEPEBO3KH JICKAPCTBEHHBIX MPENapaToB JJIsi BETEPH-
HAapHOTO MPUMEHEHUS, MTpaBUIaM XPAHEHUS JIEKAPCTBEHHBIX CPEJCTB Il BETEPUHAPHOTO MpPH-
MEHEHMS,

B) HAIMYHUE MPOU3BOACTBEHHOTO 00BEKTa WM OOBEKTOB (IIOMEIIECHUH, 31aHUI, COOPYKe-
HUM) U 000pYyIOBaHMS MO MECTY OCYIIECTBIEHUS (apMaleBTUYECKON AESITeNbHOCTH, MpPUHAI-
JeKalX Ha MpaBe COOCTBEHHOCTH WJIM HA MHOM 3aKOHHOM OCHOBaHWH, MPEAYCMaTPUBAIOIIEM
IIPaBO BJIAJCHUS U MPABO IMOJIb30BAHMS, - JJISi OPraHU3alMil PO3HUYHON TOPrOBIM JIEKaPCTBEH-
HBIMH TIperapaTamMy JijIsi MEIUIIMHCKOTO MPUMEHEHUS, COOTBETCTBYIOIINX TPEOOBAHUSAM CTAThU
55 ®denepanpHoro 3akoHa "OO oOpamieHUU JEKAPCTBEHHBIX CPEACTB', MpaBUIaM HaJyIeKamen
anTeYHON MPAKTUKH, IPABUIIAM HaJJIeXkKalleld MPaAaKTUKH XPAaHSHHS ¥ TIEPEBO3KH JIEKapCTBEHHBIX
[IPEnapaToB, YTBEPKACHHBIM YIOJHOMOYEHHBIM (eiepaIbHbIM OPraHOM HCIIOJIHUTEILHON Bia-
CTH (32 UCKIIFOUEHUEM METUIIUMHCKUX OpTaHU3aIii U 000COOICHHBIX TOIpa3AeIeHUN MEIUITIH-
CKHMX OpraHu3aIui);

') HaJU4KUe MPOU3BOJICTBEHHOTO OOBEKTa WU OOBEKTOB (MIOMEIICHHIA, 3IaHUH, COOpYKe-
HUW) ¥ 000pYyIOBAaHUS IO MECTY OCYIIECTBJICHUS (apMaIleBTUUECKOU ACATEIHHOCTH, TTPUHA/-
JeKalX Ha MpaBe COOCTBEHHOCTH WJIM HA MHOM 3aKOHHOM OCHOBaHUWH, MPEAYCMaTPUBAIOIIEM
MpaBO BJIAJCHHS U TPABO IMMOJB30BAHMS, - JJISI OPraHU3AIMK PO3ZHUYHON TOPTOBIIM JIEKAPCTBEH-
HBIMH TIpeTapaTaMu JJIsi BETEPUHAPHOTO MPUMEHEHHS, COOTBETCTBYIOIMIUX TPEOOBAHUSM CTAThU
55 ®denepanpHoro 3akoHa "OO oOpalieHUU JIEKAPCTBEHHBIX CPEACTB', MpaBUIaM HaJyIeKamen
anTEeYHOM MPaKTUKH JEKAPCTBEHHBIX MPENapaTroB Jisi BETEPUHAPHOIO MPUMEHEHUs, MpaBUIIaM
HaJUIeKAIEH TPAKTUKH XPAaHEHUS M TTEPEBO3KH JICKAPCTBEHHBIX MPEMapaToB JJIsI BETEPUHAPHO-
ro MPUMEHEHHUs], MPaBUJIaM XPAHEHHUS JIEKAPCTBEHHBIX CPEJCTB JIsI BETEPUHAPHOIO MpHUMEHE-



HUS;

1) HAJIM4YUE TPOU3BOJCTBEHHOTO 00BhEeKTa (TOMEIIEHUS, 3/IaHuUsI, COOPYKEHUS) U 000PYI0-
BaHM 110 MECTY OCYILECTBIEHUS (hapMaleBTHUECKON 1eATEIbHOCTH, IPHUHAUIEKALMX Ha [IPaBe
COOCTBEHHOCTH WJIM HAa MHOM 3aKOHHOM OCHOBaHHHM, NPEIyCMATPUBAIOIIEM MPABO BIAJCHHS U
IIPaBO IOJIb30BaHMS, - A MHIUBHUYaIbHOTO MpEANPUHUMATENS, COOTBETCTBYIOIIET0 TpeOoBa-
HUSM ctathu 55 @enepanbHoro 3akoHa "OO oOpallleHuu JeKapCTBEHHBIX CPEACTB", MpaBuiIaM
HaJJIeKalled anTe4yHOM MPAaKTHKH, MpaBUiIaM HaJuleXkallell MpakTUKH XpaHEHHsS U NEePEBO3KH
JICKapCTBEHHBIX MpPENapaToB, MpPaBUJIaM XpPaHEHHs JIEKApPCTBEHHBIX CPEICTB, YTBEP)KICHHBIM
YIOJIHOMOYEHHBIM (heiepaibHbIM OPraHOM MCIIOJHUTENBHOM BIACTH;

€) HaJu4ue MPOU3BOJICTBEHHOTO 00BEKTa MM OOBEKTOB (TIOMEIICHHA, 3IaHUH, COOpYKe-
HUM) U 000pYyIOBaHMS MO MECTY OCYIIECTBIEHUS (apMaleBTUYECKON AESITeNbHOCTH, MPUHAI-
JIC)KAIIUX Ha IpaBC COGCTBGHHOCTI/I HJIM Ha UHOM 3aKOHHOM OCHOBAHUH, MPCAYCMATPUBAIOIICM
MPaBO BJIAJCHUS U MIPABO MOJIb30BAHUS, - /IS BETEPUHAPHON aNTeuHON OpraHu3aluy Wid WHIH-
BUAYQJILHOTO TPEANPUHUMATENS, COOTBETCTBYIOIINX TpeOOBaHUAM cTaTthu 56 depepaibHOTO
3akoHa "O0 oOpaleHnn JIEKapCTBEHHBIX CPEACTB', MpaBUIaM HaJIIeKAIICH anTeYHON MPAKTHKH
JIEKapCTBEHHBIX IPENapaToB JJIs1 BETEPUHAPHOIO IPUMEHEHUS, IIPaBUiIaM HaJUICKAILLEH IIPAKTH-
KU XpaHEHUs U MEePEeBO3KU JIEKApPCTBEHHBIX MPENapaToB AJi BETEPUHAPHOTO MPUMEHEHHUs], Ipa-
BUJIaM HU3TOTOBJICHUA U OTITYCKa JICKAPCTBCHHBIX NPCAapaTOB AJIsI BETCPUHAPHOTO MPUMCHCHUS,
IpaBHUJIaM XpaHEHUS JIEKAPCTBEHHBIX CPEACTB JIJIsl BETEPUHAPHOIO IPUMEHEHUS;

) HaJu4he y MEIUIMHCKON OpraHu3aluy - COMCKATENs JUILEH3UH JUIEH3UH Ha OCY-
IIECTBJICHNE METUIIMHCKON IeITCILHOCTH;

3) HAJIMYME B COOTBETCTBUM C IIpaBWJIaMU HaJJIeXkalllel alTeuyHOM NMPaKTUKU JIEKapCTBEH-
HBIX MpEenapaToB A MEAULUHCKOrO MPUMEHEHMs, IPaBUIaMU HaAJIeKaIled MPaKTUKKU XpaHe-
HUS M TIEPEBO3KH JICKAPCTBEHHBIX IMPENaparoB, MpaBUJIaMH HaJJIeXalled TUCTPHObIOTOPCKOM
IIPAKTUKU B paMKax EBpasmiiCKOro 5KOHOMHYECKOTO COI03a JIMIIA, OTBETCTBEHHOTO 3a BHEIpE-
HHUE U o0eclieyeHne CHUCTEMbl KauecTBa XPaHEHUs M MEePEBO3KHU JIEKAPCTBEHHBIX MPENapaToB U
aKTyalM3allMi0 CTAHJAPTHBIX ONEPALMOHHBIX MPOLENyp Ul OCYLIECTBICHMs (apMaleBTHYe-
CKOM JIesITEeNbHOCTH B cepe 0OpalieHus JeKapCTBEHHBIX CPEJICTB ISl MEIUIIMHCKOTO TPUMEHE-
HUS;

1) HAJIM4YKME Y UHIUBUYaJIbHOTO NPEATIPUHUMATEIS:

JUTSL OCYIIECTBIICHUS (hapMalleBTHUECKON JIeATETLHOCTH B cepe oOpalieHus JIeKapCTBEH-
HBIX CPCACTB IJId MCAULUHCKOI0 MPUMCHCHUS - BBICHICTO WJIM CPCAHCTO q)apMaI_IeBTI/I‘IeCKOFO
o0pa3oBaHUs, a TaKKe cepTH(HKaTa CHEeIHaIicTa WIM MPOHICHHONW aKKpeIUTAIlMH CIISIHalIH-
CTa,

JUTSL OCYIIECTBIICHUS (hapMalleBTHUECKOU JIeATEILHOCTH B cepe oOpalieHus JIeKapCTBEH-
HBIX CpCACTB AJid BCTCPUHAPHOTO NPUMCHCHUA - BBICIICTO UJIK CPCAHCTO q)apMaI_IeBTI/I‘IeCKOFO
o0pa3oBaHUs, a TaKKe CepTH(HKATa CHEIHaIicTa WIM MPOHJICHHON aKKpeIUTAIIMH CIICIHalIH-
cTa 100 BBICIIETO WUJIM CPEIHEr0 BETEpUHAPHOTO 00pa3oBaHUs, a TaKXkKe cepTudukara crerma-
JIMCTA,;

KoncynbrantlIntoc: npumeyanue.
O colOmo/ieHNH JIMIICH3UOHHBIX TPEOOBaHMIA B Cllydae MOOMJIM3AIMKM COTPYIHUKA, HAIMUHE
KOTOpOTO siBisieTcs 00s13aTenbHbIM, cM. [loctanoBnenue IpaBurenscrea PO ot 12.03.2022 N

353.



K) HaJIM4K€ Y COMCKATENs JIMIIEH3UH paOOTHUKOB, 3aKJIIOUMBIIUX C HUM TPYJOBbIE JOTOBO-
PBl, AEATEIBLHOCTh KOTOPBIX HEMOCPEACTBEHHO CBSI3aHA C ONTOBON TOPrOBJEH JEKapCTBEHHBIMHU
CpEeICTBAMU JJII MEAUIIMHCKOTO NMPUMEHEHHS, UX XpaHEHHEeM U (WJIM) PO3ZHUYHOM TOpProBiiei
JIEKAPCTBEHHBIMU TpenapaTaMu JJiE MEAUIMHCKOrO MPUMEHEHHUs, UX OTIIYCKOM, XpaHEHUEM M
W3TOTOBJICHHEM, UMEIOLIUX:

JUTSL OCYIIIECTBIICHUS (hapMaIleBTHUECKON JEATeIbHOCTH B cepe oOpalieHus JTeKapCTBeH-
HBIX CPEACTB JUISI MEIUIIMHCKOTO MPUMEHEHHs (32 MCKIII0OUeHHEM 000COOJICHHBIX MOApa3zese-
HUN MEIUIIMHCKUX OPTaHU3alluii) - BBICIIErO WA CPEeIHETO (papMalleBTUYECKOTO 00pa30BaHus,
a Takke cepTu(uKara CrienuaIvcTa Wik MPOHICHHON aKKPEIUTAIIMY CTICIUAINCTA,

JUTSL OCYIIIECTBIICHUsT (hapMaIleBTHUECKON JEATeIbHOCTH B cepe oOpalieHus JTeKapCTBeH-
HBIX CPEJICTB I MEAUIIMHCKOTO MMPUMEHEHHS B 000COOICHHBIX TIOpa3ICICHUSIX MEAUIIMHCKUX
OpTraHMu3aIyil - JOMOJHUTEIBHOTO MPOo(ecCHOHALHOTO 00pa30BaHUsl B YAaCTH PO3HUYHOU TOP-
TOBJIH JICKAPCTBEHHBIMHU TIpENapaTaMu JUIsi MEIUIIMHCKOTO MIPUMEHEHUS MTPH HAJTMYWU MIpaBa Ha
OCYIIECTBIICHUE MEIUIIMHCKOMN IEeITeITbHOCTH;

JUTSL OCYIIECTBIICHUS (hapMalleBTHUECKOM JIEATETLHOCTH B chepe oOpalieHus JIeKapCTBEH-
HBIX CPENICTB ISl MEAUIIMHCKOTO MPUMEHEHHS B YaCTH U3TOTOBJICHUS pagrodapMaIieBTHIeCKIX
JIEKapCTBEHHBIX IMPENapaToB - BHICIIEE WK cpefHee (hapMaleBTHUEeCKOe WM MEIUIUHCKOE 00-
pa3oBaHueE U JIOMOJIHUTEIbHOE MpodeccuoHaIbHOe 00pa3oBaHue B 00JaCTH paiuOXUMHHU, paiu-
aIlMOHHOM 0€30TMacHOCTH C YYETOM OCOOCHHOCTEH, YCTaHOBJIEHHBIX 3aKOHOAATEIbCTBOM Poc-
cuiickoit denepanyu B 001acTH 00eCrieueHUs paJAualliOHHON O€30ITaCHOCTH.
(a63ar BBeneH [loctanornenuem IpaButensctBa PO o1 29.11.2022 N 2164)

B ciydae nepenaun paboT (ycayr) Ha ayTCOPCHUHT (TOJBKO JUIsl OpraHU3alni ONTOBOM TOP-
TOBJIM JIEKAPCTBEHHBIMU CPEACTBAMHU JJISi METUIIMHCKOTO MPUMEHEHMsSI) B YacTU XpaHEHHs Je-
KapCTBEHHBIX CPEJCTB ISl MEAULIMHCKOTO MPUMEHEHUS NHOM JINLIEH3MAT, C KOTOPBIM COHUCKaTe-
JIEM JIUIIEH3UH 3aKII04YeH Jo0TroBOp (0T 12 MecsieB) o mepeaade padot (yciayr) Ha ayTCOPCUHT (B
4acTU XpaHEHMsI JIEKAPCTBEHHBIX CPEJCTB U MEIULMHCKOIO IIPUMEHEHNUs) U KOTOPBIM MMEET
JUIEH3UIO Ha OCYIIECTBIEHUE (DapMalleBTUUECKON NEATEIbHOCTH MO OCYIIECTBICHUIO BBIMOJ-
HSEMBIX paboT, OKa3bIBAEMBIX YCIYT, COCTABISIOLINX JESATEIBHOCTh IO ONTOBOW TOPrOBIE Jie-
KapCTBEHHBIMU CPEICTBAMU ISl MEIULIMHCKOTO MPUMEHEHHUS, JOHKEH UMETh PabOTHUKOB, KO-
TOpBIE COOTBETCTBYIOT TpeOOBaHUAM ab3alia BTOPOr0 HACTOSILIETO MOIIYHKTA, 3aKIIOUMIH C
HUM TPYJIOBBIE JOTOBOPHI U JIEATEIBHOCTh KOTOPBIX HEMOCPEACTBEHHO CBSi3aHA C ONTOBOM TOP-
TOBJIEH JIEKAPCTBEHHBIMU CPEICTBAMU, UX XPaHEHUEM;

J1) HAJTMYKME y COUCKATEINS JTUIEH3UH PabOTHUKA (PaOOTHUKOB), 3aKIIOYUBIIETO C HUM TPY-
JIOBOW JTOTOBOP, JESATEILHOCTh KOTOPOT'O HETOCPEICTBEHHO CBsI3aHA C ONTOBOM TOPTOBIEH Jie-
KapCTBEHHBIMHU CPEICTBAMU ISl BETEPHHAPHOTO MPUMEHEHUS, UX XpaHEHUEM U (M) PO3HUY-
HOM TOPrOBJIEH JIEKAPCTBEHHBIMU IIPENapaTaMHy Il BETEPUHAPHOTO IIPUMEHEHUs, UX OTILYCKOM,
XpaHEHHEM, MEPEeBO3KOH W M3TOTOBJICHUEM, MMEIOIIETO BBICIIEE MIIM CpenHee (apMareBTHUE-
ckoe oOpa3oBaHHe, a TaKXKe CepTU(DUKAT CIICIUATICTA WA MPOUIECHHYIO0 aKKPEAUTAIUIO CIICIIH-
anucTa OO0 BBICIIEE WIIM CpeHee BEeTEpHHAPHOE OOpa30BaHME, a TAKXKE CEPTU(PHUKAT CIIeIHa-
JIUCTA.

5. Couckarenb JIMIEH3UN BIIPaBE OTO3BATh 3asBJIICHHUE O NPEAOCTABICHHUH JIULCH3UU 0
NPUHATHS JTUILEH3UPYIOLUMM OPraHOM pEIIeHUs O NMPEAOCTaBICHUH JHUIICH3UM WM 00 OTKase B
€€ IIPEIOCTaBIECHUN.

6. JluneHsuar s ocymecTBiIeHUs (hapMaleBTHUECKOW JesITeIbHOCTH JOJKEH COOTBET-
CTBOBATh CIIEAYIOIINM JINLEH3UNOHHBIM TPEOOBAHUSIM:



a) HAJIMYWE MPOU3BOJICTBEHHOTO 00BEKTa MM OOBEKTOB (MOMEIICHUM, 3IaHHH, COOpYKe-
HU) U 00OpYIOBaHMS MO MECTY OCYIIECTBICHUS (PapMaleBTUICCKON ACSITENbHOCTH, TPUHAI-
JeKaluX Ha MpaBe COOCTBEHHOCTH WJIM HA MHOM 3aKOHHOM OCHOBaHUH, NPEAYCMaTpPUBAIOIIEM
MPaBO BIAJCHUS U MPABO MOJIH30BAHUS, TNOO MPUHAJICKAIINX HA MTPaBe COOCTBEHHOCTH WJIM Ha
MHOM 3aKOHHOM OCHOBaHHMHM WHOMY JIMLIEH3HATy, WMEIOLIEMY JIHMIIEH3UI0 Ha OCYIIECTBICHUE
(dapManeBTUYECKON EATEILHOCTH MO OCYIIECTBICHHUIO PadOT, OKa3bIBAEMBIX YCIYT, COCTaBIIs-
IOLUX JIeATEIbHOCTh 10 ONTOBOI TOPTOBJIE JEKAPCTBEHHBIMHU CPEACTBAMHU ISl MEAUIIMHCKOTO
NpUMEHEHHUs, U J10roBop (0T 12 MecsieB) o mepenade padoT (yCiIyr) Ha ayTCOPCHHT (B 4acTu
XPaHEHUs JIEKAPCTBEHHBIX CPEJICTB ISl MEAUIIMHCKOTO MPUMEHEHHUS), COOTBETCTBYIOIIUX Tpe-
OoBaHusM ctareir 54 u 55 denepanpHoro 3akona "OO oOpalIleHHH JIEKApCTBEHHBIX CPEACTB",
MpaBUjIaM HaJIeKaIeld TUCTPUOBIOTOPCKOM MPAKTUKH B paMKax EBpa3uiickoro 3KOHOMHYECKO-
ro CO03a, MpaBUjIaM HaJICKAIICH MPAKTUKHA XPAaHEHUS W MEePEBO3KU JICKAPCTBEHHBIX Iperapa-
TOB, IMpaBWJIaM HaJJIeXalleld anTeyHOW MPAKTHKH, YTBEP>KICHHBIM YIIOJIHOMOUYEHHBIM (ere-
paNBHBIM OPTaHOM HCIIOJIHUTEIHHOW BIACTU (32 MCKIIIOYEHHWEM MEIUIMHCKUX OpPTaHU3aluid U
000CO0OJIEHHBIX TOIpa3/Ie]ICHUN MEIUIIMHCKUX opraHu3anuii). [Ipu pacTopkeHUU T0TrOBOpa O
nepenave padot (yCiIyr) Ha ayTCOPCUHT (B YaCTH XpaHEHUS JIEKAPCTBEHHBIX CPEICTB ISl MEIH-
IIUHCKOTO PUMEHEHUs) JMIIeH3uaT 00s13aH HanpaBuTh B denepanbHyio ciiyk0y Mo Haa30py B
cdepe 3IpaBOOXpaHEHUS 3asBICHHE O BHECCHWUM M3MEHEHUN B PEECTp JIUICH3H B YacTH HC-
KITIOUEHUS IPOU3BOICTBEHHOTO 00BEKTa HIIM 00BEKTOB U3 PEeecTpa JUICH3UM;

0) HaMMYMe MPOU3BOJCTBEHHOTO 00BEKTa WM 00BEKTOB (TIOMEIICHHM, 3IaHUH, COOpYKe-
HUM) U 000pYyIOBaHMS MO MECTY OCYIIECTBICHUS (apMaleBTUYECKON AESITeNbHOCTH, MPUHAI-
JeKalluX Ha MpaBe COOCTBEHHOCTH WJIM Ha MHOM 3aKOHHOM OCHOBAHMH, IPEIyCMaTPUBAIOLIEM
IPaBO BJaJICHUS U MPaABO MOJIb30BAHUS, - JJIs1 OPTaHU3alUi ONTOBOI TOProBIIU JIEKAPCTBEHHBI-
MH CpEICTBAMU JJIsi BETEPUHAPHOTO MPHUMEHEHHs W PO3HUYHOW TOPrOBIH JIEKApCTBEHHBIMH
npenapaTamMy AJisi BETEPUHAPHOTO MPUMEHEHHUs, COOTBETCTBYIOIIUX TpeOOoBaHUSAM cTaTeil 54 u
55 ®enepanbroro 3akoHa "OO oOpalleHHH JIEKApCTBEHHBIX CPEACTB", MpaBHiaM HaJyIexKalei
JTUCTPUOBIOTOPCKON MPAKTHKHU JIEKAPCTBEHHBIX MpENapaTroB JJi BETEPUHAPHOTO MPUMEHEHMUS,
IpaBUJIaM HaJUIeXkKalleil MPaKTUKH XpaHEHUsI U IePEeBO3KHU JIEKAPCTBEHHBIX MPENapaToB s Be-
TEPUHAPHOTO MPUMEHEHHUS, MPaBUJIaM XPaHEHUS JIEKAPCTBEHHBIX CPEACTB AJI BETEPUHAPHOIO
NPUMEHEHHUS;

B) HaJW4Ke MPOU3BOJACTBEHHOTO 00BEKTa WM OOBEKTOB (ITOMEIICHHH, 3JaHUH, COOPYKe-
HUI) 1 000pYIOBaHUS MO MECTY OCYILECTBIICHHUS (hapMaleBTHUECKOH AEATeNbHOCTH, NMPUHAI-
JeKAIIUX Ha MpaBe COOCTBEHHOCTH WJIM Ha MHOM 3aKOHHOM OCHOBAHHH, IPEITyCMaTPUBAIOIIEM
IIPaBO BJIAJICHUS U MPABO IOJIL30BAHUsA, JUIsl BETCPUHAPHON alTEYHOW OpPraHU3aluy WU WHIH-
BUAYAJILHOTO TIPEATNPUHUMATEIIS, IMEIONINX JIMIICH3UI0 Ha (hapMaIleBTHYECKYIO IEATEILHOCTD C
IMpaBOM HM3TOTOBJICHUSA M OTIIYCKa JICKAPCTBCHHBIX MPCIApaTOB HJIA BETCPUHAPHOI'O IPHUMCHC-
HUS, COOTBETCTBYIOIIUX TpeOOoBaHUAM cTaThil 56 DenepanbHoro 3akoHa "OO6 oOpalieHun Jiekap-
CTBCHHBIX Cpe,Z[CTB", ImpaBuUJIaM U3TOTOBJICHUA U OTITYCKA JICKAPCTBCHHBIX MMPCIIapaTOB JIsA BETC-
PUHAPHOTO TPUMEHEHHUs, TpaBWJIaM XPAHEHUS JIEKAPCTBEHHBIX CPEICTB ISl BETEPUHAPHOTO
IIPUMEHEHHUs, MPaBUJIaM HAJUICKAIEd anTeYHOW INPAKTUKU JICKAPCTBEHHBIX IPENApaToB IS
BETCPUHAPHOTO MPUMEHEHUS, IPaBUJIaM HaJUIekKAIIeH MPaKTUKA XPAHESHUS U MTEPEBO3KH JIEKap-
CTBEHHBIX MIPENapaToB sl BETEPUHAPHOIO IPUMEHECHUS,

') HUTMYHAE Y MEIUIIMHCKON OpPTaHM3alliy - JINIICH3UaTa JTUIEH3UH Ha OCYIIECTBICHUE Me-
JHUIMHCKOH JAeSITEIbHOCTH,

1) COOJIFOICHUE JIMIIEH3UATOM, OCYIIECTBISIONIMM ONTOBYIO TOPTOBIIO JICKAPCTBEHHBIMHU
CpencTBaMu:

JUTSI METUIIMHCKOTO TPUMEHEHHs, - TpeOoBanmii ctateit 53, 54 u yactu 7 crateu 67 dene-
apbHOro 3axkoHa "O0 oOpalleHnH JIEKapCTBEHHBIX CPEACTB", MPaBUII HaUIeXKaIeld JUCTPUOBIO-
9



TOPCKOM TpakTHKU B paMkax EBpa3uiicCKOro 3KOHOMHYECKOTO COI03a, MpaBWJI HaJIeKallei
HNPaKTUKYU XpPaHEHUS U IIEPEBO3KHU JIEKAPCTBEHHBIX IIPENapaToB I MEAUIIMHCKOTO IIPUMEHEHNUS,
MIPaBHJI PETUCTPAIMK OTEpallHii, CBI3aHHBIX ¢ OOpalleHHEM JIEKAPCTBEHHBIX CPENICTB JIJIsl MEAU-
ONUHCKOI'O0 MPpUMCHCHUS, BKIIFOYCHHBIX B IICPCUCHBb JICKAPCTBCHHLIX CPCACTB JIsI MCAUIIUMHCKOT'O
MPUMEHEHHUS, MOAJEKAIUX MPEAMETHO-KOJINYECTBEHHOMY YYeTy B CIEHUalbHBIX >KypHaiax
ydycTa onepaunﬁ, CBsI3aHHBIX C O6paH_I€HI/I€M JICKAPCTBCHHLBIX CPCACTB I MCOAUIUHCKOI'O IpU-
MEHEHUS, TPABUJI BEICHUS M XpaHEHUS CIEHUANbHBIX )KYPHAJIOB y4eTa ONepalnii, CBI3aHHBIX C
O6paH_I€HI/I€M JICKAPCTBCHHBIX CPCACTB JJIsI MCAUTTHUHCKOI'O IPUMCHCHU S

JUTsl BETEpUHAPHOTO IPUMEHEHUS, - TpeOoBaHmii ctateit 53, 54 u 58 deaepanbHOroO 3aKOHA
"O6 oOpaleHUH JIEKapCTBEHHBIX CPEACTB" M MPABWIJI XPAaHEHUS JIEKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOIO MPUMEHEHUS, TPaBUJI HaJUIeXKalled AUCTPUObIOTOPCKON NMPAKTHKH JEKapCTBEH-
HBIX [IPENapaToB AJIs BETEPUHAPHOTO IPUMEHEHNS, IPaBUJI HAJIEKAIIEH IPaKTUKU XpaHEHUS U
IIEPEBO3KU JIEKAPCTBEHHBIX NPENApaToB ISl BETEPUHAPHOTO IPUMEHEHMS;

€) coOIoCHNE JHUIIEH3UATOM, OCYILECTBIISIONIMM PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBI-
MM IIpenapaTaMu JUisl MEAULIUMHCKOTO TPUMEHECHHUS:

anTeYHOM OopraHu3anued, HHAUBUIYaTbHBIM NPEANPUHUMATENEM, UMEIOIUMH JTUIEH3HIO,
- TIpaBWJI HAJUICKAIEH aNnTeuyHON MPAKTHKU JIEKAPCTBEHHBIX IMPENapaTtoB IS MEIUIIMHCKOTO
MPUMEHEHUS, PABWII HA/JIeXkKAIIeH MPaKTUKU XpaHEHUsI U IEPEBO3KH JIEKAPCTBEHHBIX Mpenapa-
TOB ISl MEAUITUHCKOTO MPUMEHEHHUS, TIPABWII OTITYCKa JIEKAPCTBEHHBIX MPEMapaToB ISl MEIu-
LUHCKOTO MPUMEHEHHUs], IPaBUJI OTIYCKa HAPKOTHUYECKUX CPEICTB M MCUXOTPOIHBIX BEIIECTB,
3apErUCTPUPOBAHHBIX B KAYECTBE JIEKAPCTBEHHBIX MPENapaToB, MPABWII PETUCTPAIIMN OTIEPAIIHH,
CBSI3aHHBIX C OOpaIeHHEeM JIEKAPCTBEHHBIX CPEICTB I METUIIMHCKOTO NMPUMEHEHHS, BKIIIO-
YEHHBIX B MEpPEUYEHb JICKAPCTBEHHBIX CPEJCTB ISl MEAMIIMHCKOTO MPUMEHEHHUS, IMOJICKAITNX
MPEAMETHO-KOJIMYECTBEHHOMY YYETY B CHEIUAIbHBIX KYypHaldaX ydeTa omnepaiuii, CBSI3aHHbIX C
oOpareHueM JIeKapCTBEHHBIX CPEJCTB JUIsl MEAMIIMHCKOTO MPUMEHEHHMs], MPaBWJ BEICHUS U
XPaHEHUs CIEIUANIBHBIX KYPHAJIOB yueTa ONepalrii, CBI3aHHBIX C 0OpaIICHUEM JICKapCTBEHHBIX
CPEICTB ISl MEIMIIMHCKOTO TPUMEHEHUsI, TpeOOBaHUN YacTh 6 cTaThu 55 W 4acTtu 7 cratbu 67
®enepanbHOro 3aKoHa "O06 oOpalieH!H JeKapCTBEHHbBIX CPeACTB";

MEIUIIMHCKOW OpraHu3aiueii, 000COOJICHHBIM TOJIpa3/IeJICHUEM MEIWIIMHCKONW OpraHu3a-
o - HpaBI/IH OTHYCKa HeKapCTBeHHBIX npenapaTOB I MECOAUIIUHCKOT'O HpI/IMGHeHI/I}I B COOTBECT-
CTBUHM C TpeOoBaHMsIMU yacTu 7 ctatbu 67 denepanpHoro 3akoHa "OO0 oOparieHuu JeKapCTBEH-
HBIX CpeACTB";

) COOJIIOJIEHUE JINIIEH3UATOM, OCYLIECTBIISIONIUM PO3SHUYHYIO TOPTOBIIO JIEKAPCTBEHHBI-
MU TpenapaTamu JJisi BETEPUHAPHOTO NMPUMEHEHHUs! (BETepUHApPHAs alTeuHas OpraHu3alus, Be-
TEpUHApHasl OpPraHM3alMs, UMEIOIAs JINIEH3UI0, UHANBUAYAJIbHBINA MPEeIIPUHUMATENb, UMEIO-
U JIMIEH3UI0), MPaBUJI HaJJIekKallell anTeyHOUW MPAKTUKHU JICKAPCTBEHHBIX IMpenapaToB s
BETEPUHAPHOIO NMPUMEHEHUS, IPABUJ XPAHEHUs JIEKAPCTBEHHBIX CPEICTB ISl BETEPUHAPHOIO
MIPUMEHEHUS,

3) CO6J'IIOI[CHI/IC JIUIECH3UAaTOM, OCYIICCTBIIAIOIINUM HU3TOTOBJICHHUEC U OTITYCK:

JIEKapCTBEHHBIX NPENapaToB JUIsl MEIAULMHCKOIO IMPUMEHEHUs, 32 UCKIFOYEHNEM H3IOTOB-
JeHUs paanodapMalieBTUUECKUX JICKAPCTBEHHBIX MPEnapaToB ISl MEAULMHCKOTO IPUMEHEHUS,
- TIpaBUJI U3TOTOBJIEHUS U OTIIYCKA JIEKAPCTBEHHBIX MPENapaTroB JUIsl MEAULMHCKOIO NPUMEHE-
HUS;

(B pen. [TocranoBnenus IIpaBurenscrBa PO ot 29.11.2022 N 2164)

paanodapMaleBTHUECKUX JIEKapCTBEHHBIX MPENnapaToB sl MEAUIIMHCKOTO PUMEHEHUS, -



MOPSIIKA U3TOTOBJICHHS paJro(hapMaIleBTHUSCKUX JIGKAPCTBEHHBIX MPENapaToB;
(a63am BBeneH [locranosnenuem [IpaBurenscta PO ot 29.11.2022 N 2164)

JIEKAPCTBEHHBIX MPENaparoB Il BETEPUHAPHOIO MPUMEHEHUS, - IPABUII U3TOTOBICHUS U
OTITYCKa JIEKapCTBEHHBIX IIPENAPATOB ISl BETEPUHAPHOIO IIPUMEHEHUS;

n) cobmonenne TpeboBaHuii cratbu 57 denepanbHoro 3akoHa "OO oOpalieHUU JeKap-
CTBEHHBIX CPEJCTB";

K) COOJIFOICHUE JINIIEH3UATOM, OCYIIECTBIISIFOIIUM XpaHCHHE:

JICKApCTBCHHBIX CPCACTB IAJId MCAULUHCKOIO IMPUMCHCHUA, - IMPAaBUJ XPaHCHHA JICKaAp-
CTBCHHBIX CPCACTB AJId MEAWUIUWHCKOI'O IMIPUMCHCHUSA, IIPaBUJI Hannemameﬁ IMPAKTHUKU XpaHCHUA
" MEPCBO3KU JICKAPCTBCHHBIX NPCIapaTOB JJIA MCAUIUHCKOI'O NIPUMCHCHMU

JIEKAPCTBEHHBIX CPEJCTB JUIsl BETEPUHAPHOIO NPHUMEHEHUS, - NMPaBUJI XpPaHEHUs JeKap-
CTBEHHBIX CPEJCTB JUIsl BETEPUHAPHOIO NPUMEHEHNUS, TPaBUJI HAAJIEKAILEH IPAKTUKN XPAaHEHUs
Y NIEPEBO3KH JIEKAPCTBEHHBIX MTPENApATOB ISl BETEPUHAPHOTO PUMEHEHHS;

J1) HAJIMYUE B COOTBETCTBUM C MPABWIAMH HAJJIeXKAIIeW MPAKTUKU XPaHEHUs U MEPEBO3KU
JIEKapCTBEHHBIX IPENaparoB, MpaBUIaMU HaAJeKallel AUCTPUObIOTOPCKOM MPAKTHUKU B paMKax
EBpa3uiickoro sKOHOMHYECKOTO CO03a JIMIA, OTBETCTBEHHOTO 3a BHEIPEHHE M OOecredeHue
CHUCTEMBbI Ka4eCTBA XPAaHEHHUsS U MEPEBO3KH JICKAPCTBEHHBIX MIPENApAaTOB U aKTyaJIU3alHUI0 CTaH-
JApTHBIX OMEPAIMOHHBIX MPOIEAYP JUIsl OCYIIECTBICHUS (hapMaIleBTUUYECKON AESITETbHOCTH B
cdepe oOpalieHust JEKapCTBEHHBIX CPEACTB ISl MEUIIUHCKOTO MPUMEHEHUS;

M) HaJIM4M€ Y UHUBUIyaJIbHOTO NPEANPUHUMATENS:

JUTSL OCYIIECTBIICHUS (hapMalleBTHUECKON JIeATETLHOCTH B cepe oOpalieHus JIeKapCTBEH-
HBIX CPCACTB JId MCAULUHCKOI0 MPUMCHCHUS - BBICHICTO WJIM CPCAHCTO q)apMaI_IeBTI/I‘ICCKOFO
o0pa3oBaHUs, a TaKKe cepTH(HKaTa CHEeHaIicTa WIM MPOHJICHHONW aKKpeIUTAIIMH CIISIHalIH-
CTa,

JUTSL OCYIIECTBIICHUS (hapMalleBTHUECKOM JIEATETLHOCTH B chepe oOpalieHus JIeKapCTBEH-
HBIX CpCACTB AJid BCTCPUHAPHOTO NPUMCHCHUA - BBICIICTO UJIK CPCAHCTO q)apMaI_IeBTI/I‘ICCKOFO
o0pa3oBaHUs, a TaKKe cepTH(HKaTa CHEIHaINCcTa WIM MPOHICHHON aKKpeIUTAIIMH CIICIHaIIH-
cTa 100 BBICIIETO WUJIM CPEIHEr0 BETEpUHAPHOTO 00pa3oBaHUs, a TaKkKe cepTudukara crerma-
JIMCTA,;

H) HaJM4ue y JUIeH3uaTra pabOTHUKOB, 3aKIIOUMBIIMX C HUM TPYJOBbIE JOTOBOPHI, JA€s-
TENBHOCTh KOTOPBIX HEMOCPEICTBEHHO CBS3aHA C ONTOBOM TOPrOBJIEH JIEKAPCTBECHHBIMU CpE-
CTBaMH JJIs1 MEAMLIMHCKOTO IPUMEHEHHUS, UX XPAaHEHUEM U (WJIM) POSHUYHON TOPTOBJIEH JieKap-
CTBEHHBIMH IIpenapaTaMu Uil MEJULUHCKOTO IIPUMEHEHUs, UX OTIyCKOM, XPaHEHUEM U U3I0-
TOBJICHUEM, UMEIOIINX

JUTSL OCYIIECTBIICHUS (hapMalleBTHUECKOU JIEATEILHOCTH B cepe oOpalieHus JIeKapCTBEH-
HBIX CPEJICTB JJIsi MEIUIIMHCKOTO MPUMEHEHUS (32 UCKIIOYEHHEM 00OCOOJICHHBIX IMOJpa3eie-
HUW MEIUITMHCKUX OpTaHU3allMii) - BBICIIEE WJIM CpelHee (hapMaleBTHYECKOe 0Opa3oBaHUE, a
Tak)Ke CepTU(UKAT CIISIUAINCTA WIIA TPOUJICHHYIO aKKPEIUTAINIO CTICIIHAIICTA;

JUTSL OCYIIECTBICHUS (hapMalleBTHUECKOU JIeATEILHOCTH B cepe oOpalieHus JIeKapCTBEH-
HBIX CPEJICTB JUISI MEIUIIMHCKOTO IPUMEHEHUS B 000COOIEHHBIX MOAPA3ICIICHUSX MEIUIIMHCKIX
OpraHu3aIii - JOMOIHUTEIbHOE MPO(HECCHOHAIEHOE 00pa30BaHKUe B YAaCTH PO3HUYHOW TOPTOB-
JIM JICKAPCTBCHHBIMU IIpCriapataMu s MCAULIMHCKOTO IMPUMCHCHUA IIPHU HAJIMYWK IIpaBa Ha



OCYIIECTBIICHNE METUIIUHCKON IeITETbHOCTH;

JUTSL OCYIIIECTBIICHUs (hapMaIleBTHUECKON JEATeIbHOCTH B cepe oOpalieHus JTeKapCTBeH-
HBIX CPEJICTB JJII MEIUIIMHCKOTO MPUMEHEHHS B YaCTH M3TOTOBJICHUS paanodapMaIieBTUIECKIX
JICKapCTBEHHBIX MPEMapaToB I MEIUIMHCKOTO MPUMEHEHHS - BBICIIEE WM cpefaHee (dapma-
[IEBTUYECKOE WJIM MEAUIIMHCKOE 00pa30oBaHUE M JOMOJHUTEIbHOE TpodeccrnoHambpHoe 00pas3o-
BaHUE B OOJIACTH PAJAMOXMMHH, PATUAIMOHHON 0E30MacHOCTH C y4eTOM OCOOCHHOCTEH, ycTa-
HOBJICHHBIX 3aKOHOJIaTeIhCTBOM Poccuiickoit deaepanuu B 0071aCTH 0OeCreUeHUsT paHaIioH-
HOI 0€30IMaCHOCTH;
(a63ar BBeneH [locranornenuem IpaButensctBa PD o1 29.11.2022 N 2164)

0) HaM4Ke y JUIeH3uaTa paboTHHKA (PaOOTHUKOB), 3aKJIFOUMBIIETO C HUM TPYIOBOM J0-
TOBOP, AESTEIbHOCTh KOTOPOI'O HEMOCPEICTBEHHO CBS3aHA C OMTOBOI TOPTroOBIEH JIEKapCTBEH-
HBIMHU CpEICTBAMU JJIsi BETEPUHAPHOTO MPUMEHEHHUS, UX XPAaHEHHEM U (UJIKM) PO3HUYHOU TOp-
roBJIeH JIEKapCTBEHHBIMU INpenapaTaMu JUisi BETEpUHAPHOTO MPUMEHEHUS, UX OTIYCKOM, XpaHe-
HUEM, TIEPEBO3KOM U M3TOTOBICHUEM, UMEIOIIETO BHICIICE WM cpeaHee (apMaleBTHIECKOe 00-
pa3zoBaHue, a TakXke cepTU(UKAT CrenuaIucTa Wi MPOUJECHHYI0 aKKPEAUTALUIO CIelHaInucTa
nr00 BBICIIIEE WITH CpEHEE BETePUHAPHOE 00pa30BaHUe, a TAKKe CepTU(DHUKAT CIICIUATICTA;

I1) MOBBILICHHE KBATU(UKALUU CIICHUATUCTOB ¢ (apMalleBTUYECKUM WM BETEPUHAPHBIM
o0Opa3oBaHHEM HE PEKe OJTHOTO pasa B 5 JeT;

P) pa3MeIleHne JTUIEH3UATOM B €IMHOW TOCYAapCTBEHHOM WH(OPMAIMOHHON cHCTEeMEe B
cdepe 3apaBOOXpaHEHHS CBEACHUH O (DapMaleBTUUECKOM OpraHu3alyy 1 O JIMLAX, YKa3aHHbIX B
noanyHkrax "M" m "H" Hacrosllero myHKTa, B COOTBETCTBUM cO cTaTbeil 91.1 denepanbHOro
3akoHa "OO OCHOBax OXpaHbI 3/10pOBbs TpaxkaaH B Poccuiickoit dexepanuu” B mopsiike U cpo-
KM, ycTaHOBJEHHBIC [loyiokeHneM O eauHOi rocyaapCcTBEHHOW WH(GOPMAIIMOHHOW CHCTEME B
cdepe 31paBOOXpaHEHUs], YTBEPKACHHBIM 1ocTaHoBieHueM IlpaButensctBa Poccuiickoit dene-
panuu ot 9 deBpans 2022 r. N 140 "O enuHOM TOCy1apCTBEHHONW MH(OPMAITMOHHONW CUCTEME B
cdepe 31paBooOXpaHeHHs", MOCPEICTBOM MH(POPMALMOHHOW CHCTEMBbI (papMalieBTUIECKOi opra-
HU3ALWU WIA TOCPEACTBOM TOCYJapCTBEHHON HH(POPMAIIMOHHOHN cucTeMbl B cdepe 31paBo-
oxpaHeHusi cyowrekTa Poccuiickoit @enepanuu (B ciiydae €ciu rocyaapCTBEHHass HHPOpMAIlH-
OHHas cucrtema B cepe 3apaBooxpaHeHus: cyobekTa Poccuiickoit denepanun obecrieunBaeT
BBITIOJIHEHHE (DYHKIMH MHPOPMALTMOHHOW CHUCTEMBI (hapMalleBTUYECKONW OpPraHU3aIlK) W T10-
CpPEeICTBOM WMHON MH(POPMAIIMOHHON CHCTEMBI, TIpeIHa3HAYCHHOU g cOopa, XpaHeHus1, oOpa-
OOTKHM M NperoCTaBiIeHUsT NHPOPMALIMK, Kacarolecs AeITeNbHOCTH (hapMaleBTHUECKOW opra-
HU3ALWU U TIPEJOCTABISEMbIX €10 YCIIYT.

(mm. "p" BBeneH IloctanoBnenuem [IpaBurensctea PO ot 29.11.2022 N 2164)

7. OcymectBiieHne (HapMareBTHUECKOW JEATEIHLHOCTH ¢ TPYObIM HApyIICHHEM JIUIICH3H-
OHHBIX TpGGOBaHI/Iﬁ BJICUCT 3a C060ﬁ OTBCTCTBCHHOCTL, YCTAHOBJICHHYIO 3aKOHOAATCIHCTBOM
Poccuiickoit @enepanuu. [Ipu 3ToM nox rpyObIM HapyIIEHHEM TOHUMAETCS HEBBITIOJIHCHHUE JTH-
[IEH3UaTOM OJHOTO M3 TpeOOBaHMMU, MPEAYCMOTPEHHBIX IYHKTOM 6 Hactosmero Ilomoxenus,
MOBJIEKIIEE MOCJIEACTBUS, YCTaHOBIEHHbIE YacThio 10 cratbu 19.2 ®@enepanpHoro 3akona "O
JIMICH3UPOBAHNUU OTACIIbHBIX BUIOB I[C;ITCJII:HOCTI/I".

8. Jlns moiydeHus JTUIEH3UU COMCKATENb JUIEH3UU HAMpaBiseT B AIEKTPOHHOU dopMme B
JULEH3UPYIOLIUN OpPTraH 3asBJIEHUE O NMPEJOCTABICHUH JIMIIEH3UU, B KOTOPOM YKa3bIBAIOTCS CBE-
JICHHS, PeTyCMOTpEHHbIEC YacThio 1 cTtaTteu 13 denepanbHoro 3akona "O JUIEH3UPOBAHUM OT-
JIETTbHBIX BUJIOB JICSITEILHOCTH", a TAK¥KeE:

a) CBEJIEHUS O HAJIMYUU JIMIICH3UU Ha OCYIICCTBJIICHHE MEIUIIMHCKONU NESATEIbHOCTH (ISt
MEIUIIMHCKUX OpTaHU3aIuii);



0) cBeleHMUsI, TOATBEPKIAIOIINE HATUUNE Y COMCKATEIS JTUIEH3UH Ha MpaBe COOCTBEHHO-
CTHU NJIKX HA NHOM 3aKOHHOM OCHOBAaHHUH HGO6XO,Z[I/IMBIX AJI1 OCYHICCTBJICHU A q)apMaHeBTquCKOﬁ
JEATEeTLHOCTH TTPOU3BOJCTBEHHOTO 00BEKTA MM OOBEKTOB (MIOMEIIECHUMN, 3JaHUH, COOPYKCHHH)
U 000pyZOBaHMs, COOTBETCTBYIOIUX YCTaHOBJICHHBIM TpEOOBaHMSIM, IIpaBa Ha KOTOPHIE HE 3a-
perucTpupoBaHbl B EIWHOM rocynapcTBEHHOM peecTpe HEIBHIKMMOCTH (B CIydae €CIM TaKue
IpaBa 3apEruCTPUPOBAHBI B YKA3aHHOM PEECTpe - CBENIEHUS 00 3THX MOMEIICHHSIX) (32 UCKITIO-
YCHHEM MEIUIMHCKUX OpraHM3aluii, 000COOICHHBIX MOIPAa3IeICHUN MEIUIIMHCKHX OpTraHu3a-
i),

B) CBENICHUS, MOATBEPKAAIOIINE HAIUYUE Y COMCKATEN JIMIEH3UH JoroBopa (ot 12 mecs-
I[EeB) O Tepeqadye Ha ayTCOPCUHT padoT (YCIyT), COCTABISIONUX (apMalleBTUUYECKYIO JEATEIb-
HOCTbH (B YacCTH XpaHEHUS JIEKAPCTBEHHBIX CPEJACTB AJII MEIULMHCKOTO MPUMEHEHHS), 3aKIII0-
YEHHOT'O C JTUICH3UATOM, OCYIIECTBIISIIONINM (DapMaIleBTHUECKYIO AESITeTbHOCTh MO aJpecy BbI-
MOJTHEHHS TIepEIaBacMbIX Ha ayTCOPCHUHT COMCKATEIEeM JHIEH3UH PaboT (ycuyr) (st moryde-
HUSl JTUIEH3UU Ha ONTOBYIO TOPTOBIIO JICKAPCTBEHHBIMHU CPEIICTBAMHU B CIIy4ae MPUMEHEHUS
ayTCOPCHUHTA);

I) CBEIACHMS O HAIMYMM BBAAHHOTO B YCTAaHOBJIEHHOM IIOPSAJKE CaHUTApHO-
SMUIEMUOJIOITMYECKOTO 3aKIIOUYEHUSI O COOTBETCTBUM IMOMEUIEHUH TpPeOOBAHUSAM CaHUTAPHBIX
IpaBUJ B OTHOLICHUU (DapMaleBTHUECKOM NEATENbHOCTH B cdepe oOpalieHus JeKapCTBEHHBIX
CPEACTB s MEAMLUHCKOrO MPUMEHEHHs (32 MCKIIOYEHMEM MEIUIMHCKUX OpraHu3alui,
000COOJICHHBIX MOApa3ACICHUNA MEIUIIMHCKUX OpraHM3alui, OpraHu3alfil ONTOBON TOPTOBIH
JIEKapCTBEHHBIMM CPEJICTBAMH, MOJTYYaIOLIMX JMLEH3UI0 Ha OCHOBaHUM Jorosopa (oT 12 mecs-
IIEB) O Tepeiade Ha ayTCOPCHHT paboT (YCIIyT) B 4aCTH XpaHEHHs JIEKAPCTBEHHBIX CPEICTB IS
MEIUIUHCKOTO IPUMEHEHNU);

1) CBEACHMS O HaJMYWM BBIJAHHOTO B YCTAHOBJIEHHOM IOpPSAJIKE CaHUTApHO-
SMHUIEMHUOJIOTMYECKOI0 3aKIIOUYEHUS O COOTBETCTBUM IMOMEUICHUH TPeOOBAHUSAM CaHUTApPHBIX
IpaBUJ B OTHOLICHUU (DapMaleBTHUECKOM NEATENbHOCTH B cdepe oOpalieHus JeKapCTBEHHBIX
CPEACTB AJI1 BETEPUHAPHOIO IMPUMEHEHUSA C IPAaBOM HM3TOTOBIEHUSA M OTIIYCKA JIEKAPCTBECHHBIX
[IPEnapaToB Uil BETEPUHAPHOIO IPUMEHEHUS;

€) CBEJICHUS O BBICIIEM WJIM CpelHEeM (papMarieBTUUECKOM OOpa3oBaHWU, a TAKKE CEPTH-
dukare crieruanucTa Uik TPOUICHHON aKKpEeIUTAIINH CISIHATUCTa - AJIsl OCyIecTBIeHus (ap-
MaIleBTUICCKOH IeATENILHOCTH B chepe oOparieHust JeKapCTBEHHBIX CPEICTB I METUITUHCKOTO
IpUMEHEeHHS (32 UCKITIOYEHHUEM 000CO0JIEHHBIX MOIPa3IeIeHni METUIIMHCKUX OpraHu3anuii);

) CBEJCHHS O JTOTIOJHUTEIHLHOM MPO(heCcCHOHATHFHOM O0pa30BaHUU B YaCTH PO3HUYHOMN
TOProBJIK JICKAPCTBCHHLIMU IpCriapaTaMu IJjisl MCAULNUHCKOI'O IMPUMCHCHUA U O HAJIMYHUU IIpaBa
Ha OCYIICCTBICHUE MEIUITMHCKON JACATEIBHOCTH - Ul OCYIIECTBICHUS (hapMaIleBTHUECKON Jesi-
TCIbHOCTHU B C(bepe 06paH_IeHI/I$I JICKAPCTBCHHLIX CPCACTB JII MCAUIIMHCKOIO NPUMCHCHHSA B
000COOJICHHBIX TOPA3ICICHISIX METUIIMHCKUX OpraHu3aIni;

3) CBEJCHUS O BBICIIEM WJIM CpeAHEM (hapMaleBTHUYECKOM OOpa3oBaHHMM, a TaKXKE CEPTU-
¢uKare crierManuCcTa WIM MPOHICHHON aKKPEeIUTAIINH CIICIIHAIICTa JTHO00 BBICIIEM I CPETHEM
BEeTepUHAPHOM 00pa30BaHUU, a TAKXKE CepTH(HKATE CHEIHMATIICTA - TSl OCYIIecTBIeHUs (papma-
[IeBTUYECKON AEATENPHOCTH B cepe oOpalieHus JICKapCTBEHHBIX CPEACTB ISl BETCPUHAPHOTO
PUMEHEHHUS.

9. Ilpu nonmaye 3asBiaeHUsA B (enepanbHON TOCYIapCTBEHHOW MH(GOPMAIIMOHHONW CHCTEME
"EnuHBIA TOPTad rOCyIapCTBEHHBIX M MYHHUIMOAIBHBIX YCIyr (QpyHKUUI)" MOCPEACTBOM HC-
[0JIb30BaHUS JIMYHOTO KaOMHETa COMCKaTesb JUIEH3UMH B aBTOMAaTHYECKOM peKUMe MUH(OpMU-
pyercs O CBEIEHUSX, MOAJIEKAIUX TPEACTABICHUIO JIs LIENeH MTOIy4eHUs JTULICH3UH.



[Ipu npoBeaeHUH MPOBEPKH TOCTOBEPHOCTU CBEJECHUM, COAEPIKAIIUXCS B MPEACTaBICHHOM
COHUCKATECJIEM JIMLICH3UU (HI/H_IeHSI/IaTOM) 3asABJICHUU O MPCAOCTABJIICHUU JIULICH3UU (3a$IBJIeHI/II/I (0]
BHECCHHHM M3MEHCHHUM B PEECTp JUICH3MH), JUIEH3UPYIONIUNA OpraH 3arpariuBaeT HeoOXO0au-
MBIC I MPEAOCTABJIICHUA TOCYHAPCTBCHHBIX YCIYI' B 06.HaCTI/I JIMICH3UPOBAHUA CBCICHUA,
HaXOJSIIMECS B PacOpsHKEHUH OPraHOB, MPEIOCTABISIONINX TOCYAAPCTBEHHBIE YCIYTH, Opra-
HOB, MPCAOCTABIAIOIMINX MYHUIUIIAIBHBIC YCIYIU, UHBIX TOCYAAapCTBCHHBLIX OPraHOB, OpTraHOB
MECTHOT'O CaMOYyIIpaBjeHHsl JIMOO MOJBEAOMCTBEHHBIX FOCYIapCTBEHHBIM OpraHaM WJIM OpraHaM
MECTHOT'O CaMOYIIPABJICHUs OpraHU3alMi, B MOPAAKE, YCTaHOBICHHOM DenepanbHbIM 3aKOHOM
"O6 opraHu3ayy MPeIOCTABICHHUS TOCYIAPCTBEHHBIX U MyHHUITUTIATBHBIX yCIyT".

10. Vrparun cuny c 1 mapra 2023 roma. - Ilocranosnenue IlpaBurensctBa P® or
29.11.2022 N 2164.

11. JInnen3upyromuii opraH OCyIIECTBISET OLIEHKY COOTBETCTBMSI COMCKATENs JIMLEH3UU
JMIIEH3MOHHBIM TPEOOBaHUSAM U MPUHUMAET PELICHHUE O MPEIOCTABICHUHN JULEH3UH WU 00 OT-
Ka3e B €€ MPEJOCTaBICHUH B CPOK, HE MPEBBIMIAIONINHA 15 pabounx nHEH co AHA npueMa 3asBie-
HUS O NIPENOCTABICHNUN JINLICH3HH.

12. Tlpn HaMepeHUH OCYHIECTBIATH (PapMaleBTUUYECKYIO AEATENBbHOCTh MO ajJpecy, He
IIPElyCMOTPEHHOMY PEECTPOM JIMLICH3HH, B 3asBJICHUN O BHECCHUN N3MEHEHHUH B PEECTP JIULICH-
3Ui1 TUIEH3UAT YKa3bIBAET CIEAYIOIINE CBEACHMUS:

a) CBEACHUS, COJIEpKAINe HOBBIA apec OCYIIECTBICHHS (hapMalleBTUUECKOU NEeATEIbHO-
CTH;

0) cBeleHuUs, MOATBEPKIAIOIINE HATMYUE Y JIMIICH3MAaTa Ha TIpaBe COOCTBEHHOCTH WJIU Ha
MHOM 3aKOHHOM OCHOBAaHUH HCOGXOI[I/IMBIX JUIA OCYH_IGCTBJ'ICHI/IH q)apMaHeBTHHGCKOﬁ HCATCIIb-
HOCTH T10 YKa3aHHOMY aJIpecy MPOU3BOJCTBEHHOTO 00BheKTa (0OBEKTOB) U 00OPYAOBaHUS, COOT-
BETCTBYIOIINX YCTAHOBJICHHBIM TPeOOBaHUM, IpaBa Ha KOTOPbIE HE 3aperucTpupoBanbl B Exu-
HOM TOCYZIapCTBEHHOM PEECTPe HEJBMKUMOCTH (B CiIydae €Clid TaKue MpaBa 3aperuCTPUPOBAHBI
B YKa3aHHOM PEECTpe - CBEJICHUS 00 ITUX MOMEIIEHUSX ) (32 UCKIIOYCHUEM METUIIMHCKUX Opra-
HU3aIui, 000COO0JICHHBIX MOAPA3ICICHU MEIUIIMHCKUX OpTaHM3alnii), MO0 CBEIACHUS, TMOJ-
TBEPKAAIOLINE HAJMYUE Y JIMLEH3uaTa (TOJMBKO JUIsl OpraHu3aluid ONTOBON TOPTOBIHU JeKap-
CTBEHHBIMHU CPEJICTBaMH) JI0oTOBOpa (0T 12 MecsIeB) o mepenade Ha ayTCOPCUHT paldoT (yCiIyr),
COCTAaBJIAOIIIUX q)apMaI_IGBTI/I‘ICCKyIO NCATCIIBHOCTD (B qacTu XpaHeHI/ISI HeKapCTBCHHBIX Cpe,Z[CTB
JUTSE. MEIMIIMHCKOTO TPHUMEHEHHs), 3aKIIOYCHHOTO ¢ WHBIM JIMIICH3HMATOM, OCYIICCTBIISIOIIAM
(apMaleBTUYECKYIO JIeSTEIFHOCTh MO aapecy BBIIOJHEHUS NepeJaBacMbIX Ha ayTCOPCHHI pa-

oor (ycmyr);

B) CBEICHUS O BBICIIEM WJIH CpeAHeM (apMalleBTUYECKOM OOpa30BaHHH, a TAKKE CEPTH-
¢dukare crienuanucTa UM MPOUJECHHONW aKKpeIUTalluu CHEelHalnucTa - AJii pabOTHUKOB, HaMe-
PEHHBIX OCYIIECTBIATH (PapMaIeBTUIECKYIO ACSITEILHOCTh B chepe oOpaleHus JIeKapCTBEHHBIX
CPEICTB I MEIUIIMHCKOTO MPUMEHEHHUS IO yKa3aHHOMY ajpecy (3a HCKIoYeHHueM 000c00-
JICHHBIX MOAPA3ACIICHUM METULIMHCKUX OpraHU3alluii);

I') CBEJCHUS O JOMOJHUTEIHLHOM TPO(PECCHOHATILHOM 00pa30BaHWM B YaCTH PO3HHUYHOMN
TOProBJIK JICKAPCTBCHHLIMU IpCriapaTaMu IJjisl MCAUIUHCKOI'O IMPUMCHCHUA U O HAJIMYHUU IIpaBa
Ha OCYIICCTBJICHNUE METUITUHCKON JCATEINBHOCTH - Ui pa0OTHUKOB, HAMEPEHHBIX OCYIIECTBIIST
(apMaleBTUYECKYIO I TENLHOCTh B chepe oOpaleHus JIEeKapCTBEHHBIX CPECTB JIIsl MEIUIIH-
CKOTO MPUMEHEHHSI B 000COOJIEHHBIX MOAPAa3ACICHUAX MEIUIIMHCKUX OpraHu3aluid Mo yKa3aH-
HOMY afIpecy;

1) CBEJICHUS O BBICIIEM WJIM cpefaHeM (papManeBTHYECKOM 00pa3OBaHHUH, a TAKXKE CEPTH-



¢duKaTe crienuaNrucTa WM MPOHACHHOW aKKPEIUTAIUU CIEIHAINCTa 00 O BBICIIEM WIIH CPEJI-
HEM BETEPHHAPHOM 00pa30BaHUU, a TAKXKE CepTU(UKATE CIIEHUANNCTA - IS paboTHHKA (padoT-
HUKOB), HAMEPEHHBIX OCYIIECTBIATH (hapMaIleBTUUECKYIO0 ACATEIHHOCTh B cdepe olOparieHus
JIEKapCTBEHHBIX CPEACTB JJIsi BETEPUHAPHOTO IPUMEHEHUS 110 YKa3aHHOMY aJIpecy;

€) CBEIeHHWs O HaIWYUM BBIAAHHOTO B YCTAHOBICHHOM TMOPSIKE CaHUTApHO-
AMHJIEMHOJIOTUYECKOTO 3aKII0YEHUSI O COOTBETCTBUU MOMEIICHUH MO YKa3aHHOMY aj[pecy Tpe-
OOBaHUSM CaHUTAPHBIX MPABHJI B OTHOIICHUHU (PapMarleBTHUCCKON NEATEIbHOCTH B cdepe 00-
paleHus JTeKapCTBEHHBIX CPEIACTB JUII MEAMLIMHCKOTO MPUMEHEHHs (32 HCKIIOYCHHEM Meu-
IUHCKHUX OpraHu3anuii, 000COOJCHHBIX MOApa3AeICHU MEIUIIMHCKAX OpTaHU3aIlfi, OpraHu3a-
IIUl ONTOBOM TOPTOBJIM JIGKAPCTBEHHBIMU CPEICTBAMM JISi MEAMIIMHCKOTO MPUMEHEHHs, 3a-
SIBUBIIMX O BHECCHUH M3MECHEHUI B peecTp JIMIECH3UH AJIs ITepejaud HHOMY JIMIIEH3UATy I10 J0-
roBopy (oT 12 mecsleB) Ha ayTCOPCHUHT paboOT (yCHyr), COCTABIAIOMMX (apMaleBTHUECKYIO
NeSITeTbHOCTh B YaCTH XPAHEHUS JIEKAPCTBEHHBIX CPEICTB TSI MEAUIIMHCKOTO TPUMEHEHHS);

k) CBEAEGHHA O HAIMYMM BBIJAHHOTO B YCTAHOBJIEHHOM IOPSAKE CaHUTApHO-
SMUIEMHUOJIOIMYECKOI0 3aKIIOUYEHUS O COOTBETCTBUM IMOMEUIEHUH TPeOOBAHUSAM CaHUTApPHBIX
IpaBUJ B OTHOLICHUU (DapMaleBTHUECKON NEATENbHOCTH B cdepe oOpalieHus JeKapCTBEHHBIX
CPEACTB AJI1 BETEPUHAPHOIO IMPUMEHEHUSA C IPABOM HM3TOTOBIEHUSA M OTIIYCKA JIEKAPCTBECHHBIX
IIPEnapaToB Uil BETEPUHAPHOTO IPUMEHEHMUS.

13. Ilpu HaMepeHHUH BBITIOJIHATH HOBBIE Pa0OTHI, OKa3bIBaTh HOBHIE YCIYT'H, COCTABIIAIOIINE
(apMareBTUYECKYIO IeSATebHOCTh, HO HE MPEAYCMOTPEHHBIE PEECTPOM JIULICH3HM, JTUIIEH3UAT B
3asIBJICHUU O BHECEHUU U3MEHEHMI B PEECTp JIMLICH3UN YKa3bIBAECT:

a) B cepe oOpaleHus JIEKapCTBEHHBIX CPEJICTB ISl MEAUIIMHCKOTO MTPUMEHCHHUS:

CBEJICHUS O COCTABJIAIONMUX (hapMaleBTHUECKYIO ACATENHHOCTh paboTax (yciyrax), KOTO-
phbl€ JIMLIEH3UaT HaMEPEH BBIMOJIHATH (OCYIIECTBIISTD);

CBEJICHUS O BBICIIIEM WJIM CpelHEeM (apMarieBTHIECKOM 00pa30BaHUH, a TakKe cepTUu(UKa-
TC criequaanucra ujin HpOI\/'II[eHHOI\/'I AKKpCcAuTaluu CrieuuaainucTa - A paGOTHI/IKOB, HaMCPCHHBIX
BBITIOJTHSTH (OCYIIECTBIISITH) pabOThI (YCIYTH), 32 UCKIIFOUEHHEM 000COOICHHBIX MOAPa3AeICHUNA
MEJIULIMHCKUX OpraHU3alnii;

CBEIICHUS O HAIMYMH HEOOXOIUMOT0 000PYAIOBaHUS, COOTBETCTBYIONIETO YCTAHOBICHHBIM
TpeOOBaHUSIM, a TaKKE CAaHUTAPHO-IMUACMHOIOTHYECKOTO 3aKITIOUYCHUS O COOTBETCTBUU TMOME-
IICHUH, MpeTHA3HAYCHHBIX JUIS BBIMOJTHEHUS (OCYIIECTBJICHHs) paboT (ycayr), TpeOOBaHUSIM
CaHMTAPHBIX MPABUII (32 UCKIIOYEHUEM MEIUIIMHCKUX OpraHu3anuii, 000COOICHHBIX MOpas/e-
JICHUH MEIUIIMHCKUX OpPTaHU3aIlHii), BBIJAHHOTO B YCTAHOBIIEHHOM TOpPSJIKE, JTHOO CBEACHUS O
HAJIMYUU Yy JIMICH3HUATa (TOJII:KO JJISL OpFaHH3aHHﬁ OITOBOH TOProBJIN JICKAPCTBCHHBIMH CPCH-
cTBaMH) oroBopa (0T 12 MecsreB) o mepeaavye Ha ayTCOPCUHT paboT (YCIIyr), COCTaBIISIOIINX
(dapMaleBTUYECKYIO ACSITEILHOCTh (B YaCTH XPAHECHUS JIEKAPCTBEHHBIX CPEACTB ISl MEIUIIMH-
CKOTO TIPUMEHEHUS), 3aKIIOUEHHOTO C JIMIIEH3UATOM, OCYIIECTBISIONIMM (hapMareBTHIECKYIO
ACATCIIBHOCTD IO aApECy BBINMOJHCHUA NCPCAaBaACMbIX JIMIOCH3UATOM Ha ayTCOPCUHI pa60T

(yemyr);

0) B cepe oOpateHust TeKapCTBEHHBIX CPEJCTB Ul BETEPUHAPHOTO PUMEHEHHUS:

CBEJICHUS O COCTABJISAIONMUX (hapMalleBTHUECKYIO ACATEIHHOCTh paboTax (yciyrax), KOTo-
pble JIMLIEH3UaT HaMEPEH BBIMOJIHATH (OCYIIECTBIIATD);

CBEJICHUS O BBICIIIEM WJIM CpeHEeM (apMarieBTHIECKOM 00pa30BaHUH, a TakKe cepTUuuKa-
TC CIIeUalInCra Mnin HpOI\/'II[eHHOI\/'I AKKpCAUTAlUN CIICHUATINCTA JII/I6O O BLICIICM HJIM CPCIHEM



BETEPUHAPHOM 0O0pa30BaHUU, a TaKXKe cepTU(UKATE CIENUATUCTA - I pabOoTHUKA (pabOTHH-
KOB), HAMEPEHHOTO BBITIOJHATH (OCYLIECTBIATH) PaOOTHI (YCIYTH);

CBEJICHUS O HAIMYUHU HEOOXOIMMOTO 000pYyJOBaHHS, COOTBETCTBYIOIIEIO YCTAHOBICHHBIM
TpeOOBaHUSM;

CBEIEHUS O HAJIMYMU BBIJAHHOTO B  YCTAaHOBJICHHOM  TOpPSJIKE CaHHTapHO-
AMHJIEMHOJIOTUYECKOTO 3aKJIFOUYCHHUST O COOTBETCTBUU MOMEIICHHM, MpeIHa3HAYeHHBIX JJIS BbI-
MOJTHEHHS (OCYIIECTBIICHUS ) 3asiBICHHBIX padoT (yciyT), TpeOOBaHUSIM CAaHUTAPHBIX MPaBUI - B
OTHOIIECHNH (hapMaleBTUUECKON NEATETbHOCTH B cepe oOpalieHus JIEKapCTBEHHBIX CPEICTB
JUTS. BETEPHHAPHOTO MMPUMEHEHHSI C TPABOM M3TOTOBJICHUS U OTITYCKa JICKApPCTBEHHBIX Tpenapa-
TOB I BETEPUHAPHOTO IPUMEHEHHSI.

14. JIuueH3upyromuii Oprad OCyIIECTBIISIET OLIEHKY COOTBETCTBHS JIMIIEH3UATA JIUIECH3U-
OHHBIM TPEOOBAHUSAM M MPUHUMAET PEUICHHE O BHECEHWW W3MEHEHUU B PEeCTp JIMIICH3UN WIN
00 O0TKa3e BO BHECEHUU M3MEHCHHI B peecTp JIMIICH3UH B CPOK, HE TpeBbimaromuii 10 padounx
JHEU CO JIHs IIpUEMa 3asiBJICHUSI O BHECEHUU U3MEHEHUN B PEECTP JIULECH3HM.

15. JIunieH3uaT BpaBe 0TO3BaTh 3asBJICHUE O BHECEHUU U3MEHEHU B PEECTP JIMIEH3UMN 10
MIPUHATUS JIMLEH3UPYIOIIHUM OPIaHOM PELICHUs O BHECCHUHU U3MEHEHUN B PEECTp JIMLCH3UNA WIN
00 OTKa3e BO BHECEHUU U3MEHEHU B PEECTp JIUIICH3UH.

16. Benenue enuHoro peecrpa JULEH3UN, B TOM YHUCIE JUIEH3UM, BBIAAHHBIX OpraHaMH
WCITOJTHUTEIIbHON BlIacTh cyObekToB Poccuiickoit denepanuivi B COOTBETCTBUU C TIEPEIaHHBIMU
MOJTHOMOYMSIMH, ocyinecTBIsieT DenepanibHas ciny)0a 1o HaI30py B cdepe 3ApaBOOXPAHCHUS.
Benenue peectpa nuieH3uii B cgepe oOpaiieHust JIEKapCTBEHHBIX CPEACTB JJISI BETEPUHAPHOTO
npuMeHeHus ocymiectsisier dexepanpHas ciayxk0a MO BeTepUHAPHOMY U (UTOCAHHUTAPHOMY
HaI30DYy.

OpraHbl UCTIOJTHUTENIBHON BIAacTH cy0ObekToB Poccuiickoit denepannu oCyImecTBISIOT Be-
JIEHUE peecTpa JUIEH3UH B OTKPBITOH M OOMIEAOCTYIMHON WH(OPMAITMOHHOW CHUCTEME B CETH
"Uutepuer" (nanee - nHOpMALIMOHHAS CUCTEMA), OIIEpPaTOPOM KOTOpOil siBisieTcst DenepanbHas
ciy:k0a 1o Haa30py B cdepe 31paBOOXPaHEHHs M B KOTOPOM pa3MeILaeTcs CChLIKA Ha PEecTp
JIULEH3HM.

17. Nudopmarus, OTHOCAMIASACS K OCYIIECTBICHHIO (DapMalleBTHUYECKON NeATeIbHOCTH,
npeaycMoTpeHHast yactsmu 1 u 2 crateu 21 ®epepanbHoro 3akoHa "O JNHUIIEH3UPOBAHUU OT-
JIETBHBIX BUIOB JCATEIHHOCTH", pa3MeliaeTcs Ha opuIHuaIbHOM caiite DenepaabHON CIyKOBI
1o Haa30py B chepe 3apaBooxpaHeHus Wi Ha oduimansHOM caiite DenepanbHOI CITyKObI MO
BEeTepUHAPHOMY U (PUTOCAaHUTApPHOMY Ham30py B cetr "MuTepHeT" (nanee - odunuanbHble caii-
ThI) B (hOpPME OTKPBITHIX TaHHBIX.

AxTyanbHas nH(MOpMaIUs U3 peecTpa JUIEH3UH TOJDKHA 0TOOpaKaThes Ha O(QHUITHATBHBIX
caiiTax B peKMMe peaslbHOTO BpeMEHH K00 He Mo3aHee 5 MHHYT C MOMEHTA BHECEHUSI U3MEHE-
HUW B peecTp JuleH3ui. B ciydae HepaboTOoCmocOOHOCTH MH(POPMAIIMOHHONH CHUCTEMBI aKTYy-
anpHast UHGOpMAIHs U3 peecTpa JMICH3UN pa3MeniaeTcss Ha OQUIIHAIBHBIX caliTaxX IMOCie BOC-
CTaHOBJICHHUSI pabOTOCIIOCOOHOCTH MH(POPMAIIMOHHON CHCTEMBI, HO HE T031Hee 3 pabounux JHEH
CO JIHs BHECCHUS CBEJICHUN B pEECTp JINLICH3UMN.

18. OueHka COOTBETCTBUSL COUCKATEINS JHMIEH3UU (JIMIEH3HAaTa) JIMLIEH3NOHHBIM TpeOoBa-
HUSIM OCYILECTBIISIETCS JTULEH3UPYIOLUM OPraHOM B COOTBETCTBUU cO cTaTbel 19.1 denepains-
HOro 3akoHa "O JIMIEH3UPOBAaHUHU OTJEIbHBIX BUJIOB JIEATEIHLHOCTH" .

OI.[GHKa COOTBCTCTBHUA COMCKATCIIA JIMIICH3UN (J'II/II_IGHBI/IaTa) JIMIICH3NOHHBIM TpCGOBaHI/IHM



MPOBOJIUTCS B pOpME BBIC3THOMN OIICHKH.

Hcnons3oBanue CpeacTB IUCTAHLIMOHHOTO B3aUMOJACHCTBHUS, B TOM YHUCJE BUIEOCBS3HU
(mamee - cpeAcTBa), IPH MPOBEICHUH BHIC3THON OIICHKH COOTBETCTBHS JMIICH3MOHHBIM TPeOO-
BaHUSIM OCYIIECTBIISIETCS:

IIpYU 3asIBJICHUM COMCKATEJeM JUMIEH3UN padoT M YCIYT MO PO3HUYHON TOProBIE JeKap-
CTBEHHBIMH TIpeTapaTamu;

IIpH 3asIBJICHUU JIMIIEH3MaTOM HOBOT'O ajJipeca Mo BUAY padoT M YCIYT M0 PO3HUYHOU TOp-
TOBJIE JIEKAPCTBEHHBIMHU MpPErapaTaMu.

[Topsimok UCTIOIB30BaHUS CPENICTB BKITIOYAET B CEOSI:

YKa3aHHE COUCKATeIeM JUICH3UU (JIMIIEH3MAaTOM) B 3asBJICHUU O MPEIOCTABICHUN JIUIICH-
3WH (3asBJICHUU O BHECCHUH M3MEHCHUM B PEECTP JIMIICH3UI ) CBEICHUM O HAJTUIMH TEXHUUECKOU
BO3MOXXHOCTH HCIOJIb30BAaHUS MPHU MPOBEIACHUU BBIC3THON OICHKH CPEICTB C BO3MOKHOCTBIO
UIEeHTU(UKAIIMN COMCKATENs JIUIEH3UH (JIMIIeH3uaTa) depe3 (eAepaabHyI0 TOCYIapCTBEHHYIO
uHpopmannonnyio cucreMmy "Exunas cuctema uaeHTHQHUKAIMKA U ayTeHTH(UKauuu B HH(Dpa-
CTPYKType, obecrieunBaronieii nHOOPMAIMOHHO-TEXHOJIOTHYECKOE B3auMO/IeHcTBHE HH(pOpMa-
[UOHHBIX CUCTEM, UCTOJIB3YEMBIX JUIsl MPEIOCTABICHUSI TOCYJAPCTBEHHBIX U MYHHIIHUIATBLHBIX
YCIIYT B DJIGKTPOHHOH (hopme";

MNPUHATHC JOJLKHOCTHBIM JIMIIOM JIMICH3UPYIOMICTO OpraHa pCiCHUs O MPOBCACHUN OLICH-
KM COOTBETCTBHS COMCKATENS JIMIECH3UHU (JUIEH3MATa) JIMIICH3MOHHBIM TpeOoBaHMsIM B (hopme
BBIC3JHON OIICHKH B IMCTAHIIMOHHOM (popMaTe ¢ MPUMEHEHHEM CPEJICTB;

W3BEIICHUE COMCKATENS JTUIEH3UH (JIUIIEH3MaTa) O BeJCHUH (HOTOChEMKH U (MJTH) BUE03a-
II1MCHU - B cnyqae OCYH_IGCTB.HGHI/IH Hpouez[ypbl OILICHKH COOTBCTCTBUSA JIUIICH3NOHHBIM Tpe6OBaHI/I-
SIM B JJUCTAHIIMOHHOM (hopmare;

obecrniedueHre COXpaHHOCTH WH(OPMAIIUHU, TTOTYYEHHOW MOCPEICTBOM (HOTOCHEMKH U (WIIH)
BUICO3AITHCH.

Ecmu B Xonae BBIG3I[HOI>'I OLCHKU COOTBETCTBUA COUCKATEIIA JIULCH3NU (J'II/II_ICH?)I/IaTa) JIMLCH-
3HMOHHBIM TPEOOBAaHUSAM OCYIIECTBISUIUCH (OTOChEMKA U (MJIM) BUICO3AIUCh, 00 3TOM JIeJIaeTCs
OTMCTKAa B aKTC OLICHKU W MNOAIHNCAHHUC Cr0 PYKOBOAUTCIICM, HHBIM JOJIKHOCTHBIM JIMIIOM WJIA
YIIOJITHOMOYCHHBIM TPEICTAaBUTENIEM COMCKATENs JTUICH3UH (JIMIIeH3naTa) He Tpedyercs. B atom
cilyyae Marepuaibl POTOCHEMKH M (MJIN) BUACO3AMUCH MIPHIIATAIOTCS K aKTy OLEHKH.

WNudopmanus, noayyeHHasi ¢ UCIOIb30BaHUEM CPEJNICTB, IOCJIE MPOBEACHUS OLEHKU COOT-
BETCTBUS COMCKATEINS JMIEH3UN (JIUIEH3UATa) JTUIICH3MOHHBIM TPeOOBaHUAM JIMLIEH3UPYIOIIUM
OpraHOM COXpaHseTCsl B aBTOMATU3UPOBAHHOM MH(POPMAIIMOHHOIN CHCTEME JUIEH3UPYIOLIETO
oprana. COXpaHHOCTb YKa3aHHOW MH(POPMALUU 00€CIIeUNBACTCS JUIEH3UPYIOLUIM OPTaHOM.

19. Ilpu mpoBeseHUU OLEHKU COOTBETCTBUS COMCKATEINs JHUIEH3UM (JIMLEH3UaTa) JIHUIIEH-
3MOHHBIM TPEOOBAaHUAM JIMLEH3UPYIOMIUNA OpraH MOXET IMPHUBJIEKATh K IPOBEIECHUIO TaKOU
OLICHKHU HE 3aUHTEPECOBAHHBIX B €€ PE3yJbTaTaX 3KCIIEPTOB MJIU JKCIIEPTHBIC OpPraHU3alluu, aK-
KpEeIMTOBaHHBIE B COOTBETCTBHH C 3aKOHOJaTeNbcTBOM Poccuiickoii dexepannn 06 akkpenuTa-
UMY B HALIMOHAJIBHOM CHCTEME aKKPEIUTALMH, & TAKXKE ITOABEIOMCTBEHHBIC JIMLIICH3UPYIOILIEMY
OpraHy OpraHu3alui (Jajiee - KCIePTHbIE OPraHU3alnH).

[TpuBnedeHne FKCIEPTOB U IKCMEPTHBIX OPTaHU3AIUN OCYIIECTBIACTCS Ha OE€3BO3ME3THON
JUIsl COMCKaTesel JIUIEeH3UH (JIMIEH3MaTOB) OCHOBE Ha OCHOBAHUU PEUICHUs JTUIEH3UPYIOLIETo



oprasa, IOJINUCAHHOIO YIOIHOMOYEHHBIM JIOJDKHOCTHBIM JIMLIOM JIMIICH3UPYIOIIETO OpraHa, B
KOTOPOM YKa3bIBAIOTCS (DaMUIIMK, UMEHA, OTYeCTBA (IIPU HAJIMYUH) MPHUBIIEKAEMBIX IKCIIEPTOB
WJIM HAUMEHOBAaHMsI DKCIIEPTHBIX OPTaHU3ALNN.

MHeHHUSs 3KCIIEePTOB, IKCIEPTHBIX OpPraHU3alMidi O COOTBETCTBUU (HECOOTBETCTBHM) COMC-
KaTess JIMIICH3WHU (JTUIeH3uaTa) JIMICH3MOHHBIM TPEOOBAHMIM H3JIaraloTcsl B CIpaBKe (IKCIEPT-
HOM MHCHI/II/I), HOI[HHC&HHOﬁ 9KCIICPTaMHU U (I/IJ'II/I) YIOOJHOMOYCHHBIMU JOJIDKHOCTHBIMH JIMI[AMH
AKCHEPTHBIX OPraHU3alNi, KOTOpas MPHUIIATaeTCsl K aKTy OI[CHKH.

B CJIydac BBIABJICHUA HCCOOTBCTCTBUA COUCKATCIIA JIMIICH3UU (J'II/II_ICH3I/IaTa) JJMIOCH3UOH-
HBIM TPEOOBaHUSM B aKTE€ OLEHKM yKa3bIBACTCS, KAKAM MMEHHO JIUIICH3HOHHBIM TPEOOBaHMIM
HC COOTBCTCTBYCT COUCKATCIIb JIMIICH3UN (J'II/II_ICH3I/IaT) U KaKMM HOPMATHUBHBIM IMIPABOBBIM aKTOM
(c ykazaHueM ero CTPYKTYpHOU €UHUIIBI) TAKOE JTUIIEH3HOHHOE TPEOOBAHKE YCTAHOBJICHO.

20. IIpencraBieHne coMcKaTeIeM JIUIECH3UH (JTUIIEH3UATOM) 3asIBIICHUS O MPEIOCTABICHUN
JUIEH3UU (3asBJICHUSI O BHECEHUU M3MEHEHUU B PEeCTp JMIEH3UN) U UX MPHEM JIMLEH3UPYIO-
MM OPraHoM, NPHUHATHE JULEH3UPYIOIUM OPraHOM PELIEHUs O NMPEAOCTaBICHUM JIMLEH3UU
(06 oTKa3ze B MpenOCTaBICHUH JIMIICH3UH ), BHECEHUH U3MEHEHHH B peecTp JulleH3uil (00 oTkasze
BO BHECEHHH W3MEHEHHH B PEeecTp JIMIEH3UN), PUOCTaHOBICHUH, BO30OHOBICHNUH, TPEKpalle-
HUU JIEHCTBUS JUIEH3UH, a TaK)Ke MpeocTaBlIeHne, (OpMUPOBAHUE U BeIEHUE JTUIIEH3NOHHOTO
JieN1a, BECHUE peecTpa JIMIEH3UM U NIPEIOCTaBICHNE CBEACHUM, CONEPIKALUXCS B PEECTPE JIH-
LEH3UH, B TOM YHKCJE BBIMUCKU U3 peecTpa JIMIEH3UI, OCYIIECTBISIOTCA B MOPSAJKE, YCTAaHOB-
neHHoM PenepalibHbIM 3aKOHOM "O JITUIEH3UPOBAHUU OTIIEIbHBIX BUIOB AEATEIBHOCTH" .

21. Ilpn nomaue 3asiBICHUS O MPEIOCTABICHUH JIMIICH3UH, 3asIBJICHUSI O BHECEHUU U3MEHE-
HUW B peecTp JIMIEH3UN IOPUIUYECKUM JIMIIOM, WHIMBUIYAIbHBIM MPEANPUHUMATEIEM OAIH-
CaHWE TAKOTO 3asBJICHUS OCYIIECTBIISETCS YCHICHHOW KBATH(UIIMPOBAHHOW AJIEKTPOHHOU TO/-
MMHCHIO.

[Ipu nonaue 3asBieHUs GUINYECKUM JIULIOM IIPU NMPEACTABICHUU UHTEPECOB IOPUIUYECKO-
'O JIMIIA WA WHAUBUIYAILHOTO MPEANPUHUMATENs (MIPU HATMYUU B SJIEKTPOHHOU (hopme B Ma-
NIMHOYMTAEMOM BHJIE JOBEPEHHOCTEW, MOATBEPKAAIOIMINX COOTBETCTBYIOIIME MOTHOMOYHMS)
MOJIMCAaHUE TAKOTO 3asBJICHUS OCYIIECTBISETCS YCUICHHON KBATN(DUITUPOBAHHOM 3JIEKTPOHHOM
MOJIMUCKHIO WJIM YCHJIEHHOM HEKBaTU(UIIMPOBAHHON 3JIEKTPOHHOMN MOAINKUCKHIO, CEPTUHUKAT KITIO-
Ya MPOBEPKU KOTOPOIl CO3/IaH M MCIIONIB3YeTCsl B HH(pacTpyKType, obecneunBaronieit nudopma-
[IUOHHO-TEXHOJIOTUYECKOE B3aUMOJICHCTBUE HH(GOPMAIMOHHBIX CHCTEM, HCHOJB3YEMBIX IS
MPEIOCTABICHUS TOCYAAPCTBEHHBIX ¥ MYHHUIIMITATBHBIX YCIYT M UCIIOJIHEHUS TOCYAapCTBEHHBIX
1 MYHHUITMTIATBHBIX (DYHKIUH B 3JEKTpOHHOU (popme, B ycTaHOBIeHHOM [IpaButensctBom Poc-
cuiickor denepaunu NOpsIKe.
(m. 21 B pen. IlocranoBnenus [IpaButensctBa PO ot 29.11.2022 N 2164)

22. 3a npeaoCTaBIEHUE JULEH3UPYIOLIMM OPraHOM JIMLEH31UU, BHECEHUE U3MEHEHUN B pe-
€CTp JIMLCH3UI Ha OCHOBAHUU 3asIBJICHUS1 O BHECCHUM MU3MEHEHUH B PEECTP JIMLIEH3UH yIulauuBa-
€TCsl TOCYIapCTBEHHAs MOIIJIMHA B pa3Mepax U MOpsJIKe, KOTOPbIE YCTAHOBIEHBI 3aKOHO1ATENb-
ctBoM Poccuiickoii deneparuu o Hajmorax u coopax.

Brimucka u3 peectpa nuneH3uid B popMe 3IEKTPOHHOTO JOKYMEHTA, TOJITUCAHHOTO YCH-
JICHHOHN KBaTM(DHUIIMPOBAHHON AJIEKTPOHHON MOMINUCHIO JIMIICH3UPYIOIIETO OpraHa, MpeaocTaB-
JIACTCA 663 B3UMAaHU I1J1aThI.

23. denepanbHas Ciryx0a 1Mo HaA30py B cepe 31paBOOXpaHEHUS B TECUCHHE S5 pabOunx
I[Heﬁ CO IHA BbIAa4YW NOKYMCHTA 06 OKOHYaHHU ITPOBCPKHU JIMLCH3MATA HAIIPABJIACT B OpTraHbI
rOCYJIapCTBEHHOM BIIACTH CYOBEKTOB Poccuiickoit denepariu, oOCyIeCTBISIONINE TOJTHOMOYHS,



yKazaHHbIe B myHKTe | wactu 1 crareu 15 denepanpHoro 3akona "OO6 oCHOBaX OXpaHbI 3710pO-
Bbd rpaxaaH B Poccuiickoil denepanun', 3aBepeHHbIE KOIIUU NPUKA30B O MPUOCTAHOBICHUH U
BO300HOBJICHUH JECUCTBUSA JIMLIEH3UN, Ha3HAYEHUU TPOBEPOK JIMIIEH3HATOB, KOMUU aKTOB MPOBe-
POK JTUIIEH3UATOB, IPEIMUCAHN 00 YCTpaHEHUU BBISIBICHHBIX HAPYIICHHUH JTUIICH3UOHHBIX Tpe-
OOBaHUM, MPOTOKOJIOB 00 aIMUHUCTPATUBHBIX MPABOHAPYILIEHUAX, TOCTAHOBIEHUN O Ha3Haue-
HUU aJMUHUCTPATUBHBIX HAaKa3aHUHM U JPYTUX JTOKYMEHTOB, CBS3aHHBIX C OCYIIECTBICHUEM (he-
JEPATBHOTO TOCYAApPCTBEHHOTO KOHTpois (Ham3opa) B cdepe oOpaiieHust JIEKapCTBEHHBIX
CPEICTB, B OTHOILIEHUH JIMLIEH3UATOB (3a UCKIIIOUEHUEM JIMLIEH3UATOB, NIPEACTABUBILINX 3asBJIe-
HUSl O BHECEHUU M3MEHEHUN B PEECTp JIMLIEH3UI), OCYIIECTBISIOMIUX ACSITEIbHOCTD MO oOpartie-
HUIO JIGKAPCTBEHHBIX CPENCTB, U BKIIIOYCHHS B JIMIICH3MOHHBIE Jlela B OYMaKHOM WJIM 3JIEK-
TPOHHOM BH/JIE.

24. ®opMUpOBaHUE ITUICH3MOHHOTO JIEIa COMCKATENsl JIMIICH3UH (B OTHOIICHUU JIEKap-
CTBEHHBIX CPEJCTB Ul MEAULIMHCKOTO MPUMEHEHHS ), JIMLIEH3UaTa OCYILECTBIISIETCS B aBTOMATH-
3UpOBaHHONW MH(OpMaMoHHON cucremMe DenepanbHON ciaykO0bl IO Haa30py B cdepe 31paBo-
OXpaHCHHS.

25. OueHka coOM01eHus IMIICH3NaTaMU JIMIEH3UOHHBIX TPEOOBaHMIA MTPHU OCYIIECTBICHUU
(bapmManeBTHYECKOM NeITEeNbHOCTH OCYIIECTBISIETCS B paMKax (heaepaabHOTro rocyaapcTBEHHOTO
KOHTpOJIA (Haa30pa) B chepe oOpaleHus JeKapCTBEHHBIX CPEICTB.

[Ipunoxenue
K [Tonoxenuto o MMIIEH3UPOBaHUHU
(bapMareBTHYECKON AeATEIbHOCTH

INHEPEYEHb
BBITTIOJIHAEMBIX PABOT, OKA3BIBAEMBIX YCJIYI', COCTABJIAIOIIUX
OPAPMAINEBTHYECKYIO JAEATEJIBHOCTD

I. B cdepe oOpaienusi JiekapcTBEHHBIX CPeCTB
AJISl METUIIHHCKOI0 PUMeHeHUs

1. OnroBast TOProBiIs JEKAPCTBEHHBIMU CPEACTBAMU ISl MEAUIIMHCKOTO TPUMEHEHHUS

2. XpaHeHHE JEKaPCTBEHHBIX CPEACTB ISl MEJULIMHCKOTO PUMEHEHUS

3. XpaHeHue JeKapCTBEHHBIX MPENApaToOB A1 MEIULIUHCKOTO IPUMEHEHUS

4. IlepeBo3Ka JIEKapCTBEHHBIX CPEJCTB AJI1 MEAULIMHCKOTO TPUMEHEHHUS

5. IlepeBo3Ka JIeKapCTBEHHBIX MPENAPATOB JJII MEAULUHCKOTO IPUMEHEHUS

6. Po3HuuHast TOPro.iis JEKapCTBEHHBIMU MIpenapaTamMmu AJisi MEJUIUHCKOTO MPUMEHEHUS
7. OTIIyCK JIEKapCTBEHHBIX NIPENapaToB JUIsl MEAUIIMHCKOTO TPUMEHEHUS

8. I3roTroBieHNe JeKapCTBEHHBIX MIPENAPATOB ISl MEJUIIMHCKOTO IIPUMEHEHUS

I1. B cdepe oOpamenus JeKapcTBEeHHbIX CPEACTB



AJIsl BeTEPHHAPHOT0 MPUMeEHEHH s

1. OnroBast TOProBiIs JEKAPCTBEHHBIMU CPEACTBAMU JJISI BETEPUHAPHOIO TPUMEHEHUS

2. XpaHeHHeE JEKaPCTBEHHBIX CPEICTB U1l BETEPUHAPHOTO IPUMEHEHUS

3. XpaHeHune JeKapCTBEHHBIX MPENapaToB JJIl BETEPUHAPHOTO NPUMEHEHUS

4. IlepeBo3Ka JIEKapCTBEHHBIX CPEJICTB AJI1 BETEPUHAPHOIO IPUMEHEHUS

5. IlepeBo3Ka IeKapCTBEHHBIX MPENAPATOB JJII BETEPUHAPHOTO NPUMEHEHUS

6. PozHu4Hast TOproiis J€KapCTBEHHBIMU MpenapaTaMu AJi BETEPUHAPHOTO IPUMEHEHUS
7. I3roToB€HUE JIEKapCTBEHHBIX MIPENapaToB Il BETEPUHAPHOTO PUMEHEHUS

8. OTnyck JeKapCTBEHHBIX NIPENapaToB JIJIsl BETEPUHAPHOIO IPUMEHEHUS

IIpunoxenue

K ITocTa”oBieHMIo IIpaBurenscTBa
Poccutickoit denepanuu

ot 31 mapta 2022 r. N 547

IHEPEYEHb
HOPMATHUBHBIX IPABOBBIX AKTOB ¥ OTJAEJBHBIX IIOJIOXKEHU HOPMA-
TUBHbIX
IPABOBBIX AKTOB IPABUTEJIbCTBA POCCUHCKOM ®EJEPAIINN,
YTPATUBHIUX CHJITY

1. ITocranoBnenue IpaBurenscrBa Poccuiickoit deneparum ot 22 nexadps 2011 r. N 1081
"O nuuensupoBanuu (apmaneBTrueckoil nestenbHocTH" (CoOpanme 3akoHomarenbcTBa Poc-
cutickoit deneparuu, 2012, N 1, ct. 126).

2. Ilynxt 170 n3meHeHuii, koropsle BHOcATCA B akThl [IpaButenscrBa Poccuiickoit dene-
pauuu mo BoOmpocam JAesTeIbHOCTH MUHUCTEpCTBa 3[paBooxpaHeHusi Pocculickoit @enepanuu,
YTBEp)KIEHHBIX TocTaHoBieHueM IIpaBurenscrBa Poccuiickoit @enepannu ot 4 centadps 2012
r. N 882 "O BHeceHun u3ameHeHHil B HEKOTOphie akThl [IpaBuTenscTBa Poccuiickoit deneparuu
[0 BOIIpOcaM JesATeNbHOCTH MuHucrepersa 3apaBooxpaneHus Poccuiickoit @enepanun” (Co-
Opanme 3akoHoAaTeNbcTBa Poccuiickoit denepanuu, 2012, N 37, ct. 5002).

3. ITynkT 1 u3MeHeHul, kotopble BHOcATCA B akThl [IpaButenscrBa Poccuiickoit denepa-
UM 110 BOIpOCaM OOpalleHHs JIEKApCTBEHHBIX CPEACTB Ui MEAMLIMHCKOrO INPUMEHEHMs,
YTBEpXACHHBIX TocTaHoBiaeHUeM [IpaButenbcrBa Poccuiickoit ®denepanuu ot 15 anpens 2013 r.
N 342 "O BHeceHun U3MEHEHUM B HeKOTopble akThl [IpaBuTenscTBa Poccuiickoit denepanuu mo
BOMIpPOCaM OOpallleHus JIEKAapCTBEHHBIX CPEIACTB JUIsI MeAuUuHCKOro mpuMeHenus" (CobOpanue
3akoHoarenscTBa Poccutickoit deneparuu, 2013, N 16, ct. 1970).

4. IlyHKT 2 U3MEHEHHUH, KOTOpbIe BHOCATCS B akThl IIpaBurenscTBa Poccuiickoit denepa-
IIMU, YTBEPKICHHBIX TTocTaHoBIIeHHeM [IpaBuTennpcTBa Poccutickoit deneparuu ot 23 ceHTIOps
2016 r. N 956 "O BHeceHun u3MeHeHHUI B HEKoTopble akThl [IpaBurenscTBa Poccuiickoit Pene-



panun" (Cobpanue 3akoHomarenbcTBa Poccuiickoit @eneparuu, 2016, N 40, ct. 5738).

5. ITyHKT 2 u3MeHeHul, KoTopble BHOcATCS B akThl [IpaButenscrBa Poccuiickoit denepa-
LUK, YTBEPKICHHBIX mNocTaHoBiIeHUeM [IpaButenscrBa Poccuiickoin denepannu ot 4 uronis
2017 r. N 791 "O BHecenun u3MeHeHUI B HEKoTopble akThl [IpaButenscTBa Poccuiickoit Pene-
panun" (Cobpanue 3akoHomarenbcTBa Poccuiickoit @eneparuu, 2017, N 28, ct. 4165).

6. ITynkT 1 u3MeHeHu, kotopsle BHOcATCS B akThl [IpaButenscrBa Poccuiickoit denepa-
LIMU 10 BOIIPOCaM OCYIICCTBIICHUS JTULCH3UPOBAHUSA OTACIBHBIX BUIOB EATEIBHOCTH Ha TEPPH-
TOPUU MEXIYHAPOJHOTO MEIUIMHCKOTO KiacTepa, YTBEPXKACHHBIX INocTaHOBiIeHHEM IIpaBu-
tenscTBa Poccuiickoit ®denepanuu ot 21 depans 2020 r. N 192 "O BHeceHUM M3MEHEHHH B
HekoTopsle akThl IIpaBurenscrBa Poccuiickoit denepanuu 1o BOIpPOCaM OCYLIECTBIICHUS JIH-
LICH3UPOBAHMS OTACIBHBIX BHJIOB ACATEIBHOCTH HAa TEPPUTOPUU MEXKIYHAPOMHOIO MEIMIIVH-
ckoro knacrepa” (Cobpanue 3akoHomaTenbeTBa Poceniickoit @deneparuu, 2020, N 9, ct. 1195).

7. TlocranoBnenue IIpaButensctBa Poccuiickoit @enepaunu ot 15 mas 2020 r. N 687 "O
BHECEHUHU M3MEHEHUH B MyHKT 5 [lonoxeHus o IuIeH3upoBaHUM (hapMaleBTHUECKOMN JesTenb-
Hoctn" (Cobpanue 3akoHoaaTenbcTBa Poccuiickoit @eaepannn, 2020, N 21, ct. 3269).

8. ITynkt 1 uzmeHenuii, koropbsle BHOcATCs B akThl [IpaButenscrBa Poccuiickoit denepa-
LMY 10 BOIPOCAM JIMLIEH3UPOBAHMS OTACIBHBIX BUAOB JECATCIBHOCTH, YTBEPKACHHBIX I1OCTa-
HoBneHueM IlpaButensctBa Poccuiickoit @enepannu ot 28 Hos6ps 2020 r. N 1961 "O BHecenun
M3MEHEHUI B HEKoTOopkle akThl [IpaBurenncTBa Poccuiickoit denepanuu 1o Bompocam JIUIEH3U-
pOBaHUs OTIENBHBIX BUIOB AestenbHocTH" (CoOpanue 3akoHoaarenscTBa Poccuiickoit denepa-
uu, 2020, N 49, ct. 7934).

9. IlynkT 1 u3MeHeHul, kotopsle BHOcATCS B akThl [IpaButenscrBa Poccuiickoit denepa-
[IUM, YTBEP)KICHHBIX MocTaHoBlieHHeM [IpaButensctBa Poccuiickoit ®enepanuu oT 9 mapra
2022 r. N 328 "O BHeceHMH U3MEHEHUI B HEKoTopble akThl [IpaBurenscTBa Poccuiickoit Pene-
panun" (Cobpanue 3akoHomarenbcTBa Poccuiickoit @eneparuun, 2022, N 11, ct. 1712).




