NMPABUTENbCTBO POCCUUCKON ®EQEPALIUN

NMOCTAHOBIJIEHUE
ot 31 mapTa 2022 r. N 547

Ob YTBEPXOEHUU NMONOXEHUA
O JIMLIEH3NPOBAHUU ®APMALIEBTUMECKON OEATENBHOCTHU
Crrcok U3MEHSIOIUX TOKyMEHTOB
(B pen. IlocranoBnenuii [IpaButensctea PO ot 29.11.2022 N 2164,
ot 03.08.2023 N 1268)

B cootBerctBUM ¢ DepepanbHbiM 3akoHOM "O JHUIIEH3UPOBAHUU OTACJIBHBIX BHUIOB
nesitensHOCTH [IpaBurensctBo Poccuiickoit denepaiii HOCTAHOBIISAET:

1. VYtBepautes mpmmraraemoe IlomokeHue O JUIEH3UPOBAHUM (PapMaleBTUICCKOM
JeATEeTbHOCTH.

2. [Ipu3Hath yTpaTUBIIMMH CHUIIy HOPMAaTHUBHBIE MPABOBBIC AKThI U OTJAECIbHBIE TOJIOKEHUS
HOPMATHUBHBIX IPaBOBbIX akTOB [IpaButenscTBa Poccuiickoit denepanuu 1o nepeyHio CorIacHo
MIPUIOKEHUIO.

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

[Ipencenarens [IpaButenscTBa
Poccuiickoit denepanuu
M.MUITYCTUH

YT1BepxKACHO

noctaHoBieHueM IIpaButenscTBa
Poccuiickoit deneparuu

ot 31 mapra 2022 r. N 547

NMONOXEHME O NULEH3UPOBAHUN ®APMALIEEBTUYECKOWU OEATENBHOCTHU
Crrcok U3MEHSIOIUX TOKYMEHTOB
(B pen. IlocranoBnenuii [IpaButenscrtea PO ot 29.11.2022 N 2164,
ot 03.08.2023 N 1268)

1. Hacrosimee TlonmoskeHune ycTaHaBIMBAET MOPSIIOK JTUIIEH3UPOBAHMS (papMarieBTHICCKOM
NESTEIIbHOCTH, OCYIIECTBISIEMONM IOPUAMYECKAMHU JUIAMH, B TOM YHCIE WHOCTPAHHBIMH
IOPUAMYECKUMU JIMLIaM{, BKJIIOYash OpraHu3alldd ONTOBOW TOPIOBIM JIEKAPCTBEHHBIMU
CpPEICTBAMH, AaNTEUHbIE OpraHU3allid, BETEPHUHAPHBIC AaNTEYHBIC OpPraHW3aIlMH, a TaKKe
MEJUITMHCKUE OpraHU3allMk B X 000COO0JICHHBIE To/pa3iefieHus (IeHTPhI (OTAENeHUs) 00IIe
BpaueOHOM (ceMeiHON) MpaKTHKH, aMOyIaTOpuH, Genpamepckue U (GeapamepcKo-aKymepeKue
MYHKTHI), PACTIONOKEHHBIE B CEJIbCKUX HACEIEHHBIX TyHKTAX, B KOTOPHIX OTCYTCTBYIOT aliTe€YHbIe
opraHm3an (Jamee COOTBETCTBEHHO - MEIUIMHCKHE OpraHu3anuu, 000COOJIeCHHBIC
NoJpa3fesieHuss  MEAMIIMHCKUX OpraHuzaruii), BETEpPUHApPHBIE  OpraHHU3aIH, u
WHAWBUIYAIbHBIMU MPEIIPUHAMATEIISIMH.

2. ®apmMarieBTUYECKas AESITEIbHOCTh BKIIOYAET Pa0OTHI U YCIYTH COTJIACHO MPUII0KEHHIO.

3. JlunensupoBanue QapManeBTHUYECKON EATEIBHOCTH OCYIIECTBISIOT —CIEAYIONIUE
JUIEH3UPYIOLINE OPTraHbl:



a) @enepanbHas cayk0a 1O HaI30py B cdepe 31paBOOXPAHEHUS - B YACTU JICATEIILHOCTH,
OCYILIECTBIISIEMOM:

OpraHM3alMsIMU ONTOBOM TOPIOBIM JIEKAPCTBEHHBIMU CPEACTBAMM JJISi MEIULMHCKOTO
PUMEHEHUS;

anTEeYHbIMU OpraHM3alysIMH, [10/1IBEJOMCTBEHHBIMU benepanbHbIM oprasam
UCIIOJTHUTENIbHOM BIIACTH;

WHBIMU OpTraHU3alUsIMU U UHJIUBUAYAIbHBIMHU MPEANPUHUMATENSMU, OCYIIECTBIISIIOIIUMU
(dapMaleBTUYECKYIO IE€ATEIbHOCTh, B YACTH OLEHKH COOJIIO/ICHUS JINLIEH3UaTaMu JINLIEH3UOHHBIX
TpeOOBaHUI MMOCPEICTBOM OCYLIECTBICHUSA (HelepabHOIO TOCYIAapPCTBEHHOTO KOHTPOJIS
(mam3opa) B cdepe oOpamieHus JIEKApCTBEHHBIX CPEJACTB (32 HMCKIIOUYCHHEM JIMIICH3UATOB,
IIPEJCTAaBUBLINX 3asBJICHUS O BHECEHWU M3MEHEHHM B PEECTp JIMLIEH3MHM Ha OCYIIECTBIICHUE
dbapmareBTUIeCKO ACATEIBHOCTH (Jajieeé COOTBETCTBEHHO - JIMIICH3UHU, PEECTP JIUICH3HM),
MOJTHOMOYHH TI0 MPUOCTAHOBJICHUIO, BO30OHOBIICHUIO IEHCTBUS TUICH3UH, a TAKKE MTOTHOMOYHH,
CBSI3aHHBIX C aHHYJIUPOBAHUEM JINLIEH3UM B Cy/1IeOHOM MOPSIIIKE;

0) HCIIOMTHUTEBHBIE OpraHbl CyObekTOB Poccuiickoit deaepanuu - B 4aCTHU OCYIECTBICHHS
NEeSITEIbHOCTH B cepe 0OpalieHus JIEKapCTBEHHBIX CPEJICTB Ul MEIUIIUHCKOTO TPUMEHEHUS (B
YacTH MPEJOCTABICHUS JIMIIEH3UI U BHECEHUSI U3MEHEHUN B PEECTP JIMLIEH3UH, IPEAOCTaBICHUS
BBIMICOK U3 peecTpa JUIEH3UN, OIEHKH COOTBETCTBUS COMCKATENs JMIICH3UH, JIULEH3UaTa
JMILIEH3UOHHBIM TpPeOOBAaHUSIM - B OTHOLICHUM COUCKAaTeNeH JMLIEH3UH W JUICH3HATOB,
MPEICTABUBLINX 3asBJICHUS O BHECEHUH U3MEHEHUI B PEECTp JIMIICH3UH, IPeKpallieHus 1eHCTBUs
JHLEeH3UH, (POPMUPOBAHUS U BEICHUS PEECTPOB MPEJOCTABICHHBIX OPraHaMH T'OCYAapCTBEHHOM
BJIaCTH CyOBeKTOB Poccuiickoit denepanuu nuIeH3WH, yTBEpKIeHHUS (OpPM 3asBICHUN O
NPEOCTaBICHUH JIMLIEH3UH, BHECEHUHM HM3MEHEHUH B PEECTp IHUICH3HH, yTBepxaeHus (Gpopm
YBEAOMJICHHM M JPYTHUX HCIOJIb3YEMBIX B MPOLIECCE JUIEH3UPOBAHUS JIOKYMEHTOB, a TaKKe
NPEJOCTABIICHUS] 3aWHTEPECOBAHHBIM JIMLAaM HHGOpPMAlMK IO BOMPOCaM JIMLEH3UPOBAHMS,
BKJIIOYasl pa3MelleHue 3Toi uHopMmanuu B HH(OPMALMOHHO-TEJIEKOMMYHHKAIIMOHHON CETU
"Untepuer" (manee - cetb "MHTepHeT") HAa O(UIMAIBHBIX CaliTaXx OPraHOB TOCYIapCTBEHHOMN
BlacTu cyOwnekToB Poccuiickoit denepaniui ¢ yKa3aHHEM aJpeCcOB AJICKTPOHHOW IMOYTHI, TIO
KOTOPBIM TOJIB30BATEISIMUA 3TOM MH(OPMAIIMK MOTYT OBITh HAlpaBJIEHBI 3aIPOCH U MOJy4YeHa
3anpamuBaeMasi HHGOpMaIIys ), OCYIIEeCTBIIEMOM:

(B pexn. ITocranosnenus IIpasurenscrea PO ot 03.08.2023 N 1268)

OpraHM3alysIMH, 3a HCKIIOYEHHEM OpraHHu3aluil ONTOBOM TOPTOBJIM JIEKapPCTBEHHBIMU
CPEICTBAaMU AJI1 MEAULMHCKOTO NMPUMEHEHMSI U alTE€4YHbIX OpPraHu3alui, MOJBEJOMCTBEHHBIX
benepanbHBIM OpraHaM UCHOJHUTENIBHON BIIACTH;

WHIUBHUIYaIbHBIMH MPEITPUHUMATEISIMU;

WHOCTPAaHHBIMU IOPUANYECKUMH JIHIIAMH;

B) DenepanbHast ciyx0a M0 BeTEpUHAPHOMY M (UTOCAHHUTAPHOMY HAA30py - B HaCTH
NEeSTENIbHOCTH, OCYyILEeCTBIsieMOoil B cdepe oOpamieHuss JEKapCTBEHHBIX CpPEACTB  JJif
BETEPUHAPHOTO IPUMEHEHHUS.

4. CouckaTenb JUIEH3UU JIOJDKEH COOTBETCTBOBATh CIEAYIOIIMM JIMLEH3MOHHBIM
TpeOOBaHUAIM:

a) HaJIW4YWe TPOU3BOACTBEHHOTO OOBEKTAa WJIM OOBEKTOB (ITOMEIICHUH, 3aHUH,
COOpY)KEHHI) M 000pyZOBaHHS IO MECTY OCYLIECTBICHHS (DapMaleBTHUYECKON IesITeIbHOCTH,
OpUHAUISKANIMX HAa TpaBe COOCTBEHHOCTH WM HAa MHOM 3aKOHHOM OCHOBAaHMH,
IpeaycMaTpUBAIOIIEM MIPaBO BIIAJACHUS U MPABO MOJIb30BaHUs, JINOO MPUHAJICKALNX HA IpaBe
CcOOCTBEHHOCTH WJIM Ha MHOM 3aKOHHOM OCHOBAaHUHM WHOMY JIUIEH3UATYy, UMEIOIIEMY JUICH3UIO
Ha OCYIIECTBJICHHE PabOT, OKA3bIBAEMBIX YCIYT, COCTABIAIONIUX IESITEIbHOCTh IO ONTOBOU
TOProOBJI€ JIEKAaPCTBEHHBIMHU CPEICTBAMU AJII MEIUIIMHCKOTO NMPUMEHEHHUs, U Jorosop (ot 12
MECSIIEB) C COUCKATENIEM JIMIIEH3UH O Nepeaue padoT (YCIIyr) Ha ayTCOPCHHT (B YaCTH XpaHEHHUS
JICKaPCTBEHHBIX CPEICTB ISl MEIUIIMHCKOTO MPUMEHEHHS), COOTBETCTBYIOIIMX TPEOOBAHUAM
cratbu 54 @enepanbHoro 3akoHa "OO0 oOpalleHHMH JEKapCTBEHHBIX CpEACTB", MpaBUIIaM
HaJUIeKAIEH TUCTPUOBIOTOPCKON MPAKTUKU B paMkax EBpa3wiicKoro 3KOHOMHYECKOTO COI03a,



npaBUJiaM HAJJIeKalIeH MPaKkTUKA XpaHEHHWs] W TEePEeBO3KH JICKAPCTBEHHBIX IIPENapaTos,
YTBEPXKJACHHBIM YIOJIHOMOUYEHHBIM (peiepaibHbIM OpPraHoM HCIIOJTHUTEIbHOW BIAcTH (3a
UCKITIOYCHHEM MEIUIMHCKUX OpraHu3aiuii U 000COOJEHHBIX MOJPA3ACTCHUN MEIUIIMHCKHX
OopraHu3aImi);

0) HalIM4yue TPOU3ZBOJICTBEHHOTO O0O0OBEKTa WIH OOBEKTOB (IMIOMEIICHUH, 3IaHMHIA,
COOPYKEHHI) U 00OpYAOBaHHS O MECTY OCYIIECTBICHUS (apMarleBTUUECKON IEATEITHLHOCTH,
NpPUHAUICKANINX HAa TpaBe COOCTBEHHOCTH WM HAa HMHOM 3aKOHHOM OCHOBAaHHH,
IpelycMaTpUBAIOLIEM IPaBO BJIAJCHUS U MPaBO MOJB30BAHUSA, - NIl OpraHU3aluil ONTOBOMN
TOPTOBIIM JIEKAPCTBEHHBIMU CPEACTBAMHU JJISI BETEPUHAPHOTO MPUMEHEHHUS, COOTBETCTBYIOIINX
TpeboBanusM crathu 54 denepanbHoro 3akoHa "OO oOpalleHWH JICKAPCTBEHHBIX CPEACTB',
npaBWJIiaM HaJJIeXalled JUCTPUOBIOTOPCKONW TMPAKTHUKU JICKAPCTBEHHBIX MPENaparoB s
BETEPUHAPHOTO TPHUMEHEHUs, MpaBWIaM HaJUIeKalled MpPaKTUKU XpaHEHUS U IEpPEeBO3KU
JICKapCTBEHHBIX TpErapaTtoB [Uisi BETEPUHAPHOTO TPUMEHEHHUS, TMpaBWIaM XPaHCHUS
JIEKapCTBEHHBIX CPEJICTB Il BETEPUHAPHOTO IPUMEHEHHUS;

B) HaIW4He MPOU3BOJICTBEHHOTO OOBEKTa WIM OOBEKTOB (IMIOMEIICHUN, 3IaHHIA,
COOPY)KEHHI) U 00OpYAOBaHHS MO MECTY OCYIIECTBICHUS (apMarieBTUUECKON IEATEITHLHOCTH,
NpPUHAUICKANINX HAa TpaBe COOCTBEHHOCTH WM HAa HMHOM 3aKOHHOM OCHOBAaHHWH,
IpelycCMaTpUBAIOLIEM IIPABO BIAJCHUS M MPABO IMOJIB30BAHMS, - JUIsl OPraHU3alMi pO3HUIHON
TOPTOBIIM JICKAPCTBEHHBIMH TpeTapaTaMu ISl MEIUIIUHCKOTO MPUMEHEHHS, COOTBETCTBYIOIINX
TpeboBaHusM crtathu 55 denmepanbHoro 3akoHa "OO oOpalleHWH JICKAPCTBEHHBIX CpEACTB',
[IpaBUJIaM HaJUICKALEH allTeYHOM IPAKTHUKM, IIPaBUIaM HaJUICKAIEHd NPAKTUKU XPaHCHUS U
MEPEBO3KU JIEKAPCTBEHHBIX IIPENapaTroB, YTBEPKIECHHBIM YHNOJHOMOYEHHBIM (eaepatbHbIM
OpraHOM HCIIOJIHUTENBHONW BIACTH (32 HCKIIOYCHHEM MEJWIWHCKUX OpraHu3aimuil u
000CO0JIEHHBIX TOIPa3ICICHII MEAUIIMHCKUX OpraHU3aInii);

I) HaJdu4ue TPOU3BOACTBEHHOTO OOBEKTa WIM OOBEKTOB (MMOMEIICHUH, 3IaHHIA,
COOPY)KEHHI) U 00OpYAOBaHHS O MECTY OCYIIECTBICHUS (apMarleBTUUECKON IEATEITHLHOCTH,
NpPUHAUICKANINX HAa TpaBe COOCTBEHHOCTH WM HAa HMHOM 3aKOHHOM OCHOBAaHHH,
IpelycMaTPUBAIOLIEM IIPABO BIAJCHUSI M MPABO IMOJIB30BAHMS, - JUIsl OPraHU3alMi pO3HUIHON
TOPTOBIM JIEKAPCTBEHHBIMU TMpeEnapaTaMu Jisl BETEPUHAPHOTO MPUMEHEHHUS, COOTBETCTBYIOIINX
TpeboBaHusM crtatbu 55 denmepanbHoro 3akoHa "OO oOpalIeHWH JICKAPCTBEHHBIX CPEACTB',
MpaBUJIaM HaJIeKaIIeH anTedYHON MPAKTUKU JIEKAPCTBEHHBIX MPEMapaToB Jisi BETCPUHAPHOTO
NPUMEHEHHUs, MpaBWIaM HaJUlekalled MpPaKkTUKA XpaHEHUS U TEPEeBO3KU JIEKapCTBEHHBIX
MpernapaToB Uik BETEPHHAPHOTO MPUMEHEHHUS, TIPABUIIAM XPAHCHHUS JICKAPCTBEHHBIX CPEIICTB IS
BETEPUHAPHOTO MPUMEHEHHS;

1) HaTu4he TMPOU3BOJICTBEHHOTO OO0BEKTa (IMIOMEIICHHUs, 3/aHusl, COOPYKCHHS) U
000py/I0BaHUs 10 MECTY OCYIIECTBIIEHUS (hapMalleBTUUECKON JesTebHOCTH, MPUHAISKAIIIX
Ha TMpaBe COOCTBEHHOCTH WM HAa WHOM 3aKOHHOM OCHOBAaHHH, TPEIyCMATPHUBAIOIIEM IIPaBO
BJIQJICHUd U TpaBO  TMOJb30OBaHWS, - Ui HMHIUBUJYaJbHOTO  MpEeANpUHUMATENS,
COOTBETCTBYIOLIIETO TpeboBaHUsAM cTatbu 55 DexpepanpHoro 3akoHa "OO oOpameHun
JIEKapCTBEHHBIX CPEJCTB", MpaBHIIaM HaJyIeKalleH allTeYHON MPAKTUKH, TpaBUilaM HalJIeKallen
NPAKTUKKA XpaHEHWs] M TIEPEBO3KM JIEKAPCTBEHHBIX TpENaparoB, TMpaBWiIaM XpaHEHUs
JIEKapCTBEHHBIX  CPEACTB, YTBEP)KICHHBIM  YIIOJHOMOYEHHBIM  (elepalbHbIM  OpraHoM
UCTIOJTHUTENILHOU BIIACTH;

€) HaJIuyue TMPOU3BOACTBEHHOTO OOBEKTAa WJIM OOBEKTOB (MTOMEIICHWH, 3IaHUMH,
COOPYXKEHHI) U 000pYIOBaHUS MO MECTy OCYIIECTBICHUS (hapMarleBTHUECKOU AESITEITbHOCTH,
OpUHAUISKAIIMX HAa TpaBe COOCTBEHHOCTH WM Ha MHOM 3aKOHHOM OCHOBAaHMH,
MpeyCMAaTPUBAIOIIEM IIPABO BIIAJICHUS U MPABO MOJIB30BAHUSA, - JUISI BETEPUHAPHOW anTeUyHOU
OpraHM3ali WIA WHIUBUAYaJIbHOTO MpEANPUHUMATENS, COOTBETCTBYIONIMX TpeOOBaHUSIM
cratbu 56 ®PenepanbHoro 3akoHa "OO0 oOpalleHHHM JEKapCTBEHHBIX CpEACTB", MpaBUIIaM
Ha/JIeXKallel arTeqHoN MPaKTUKU JIEKAPCTBEHHBIX MTPETapaToB /JIsl BETEPUHAPHOTO MPUMEHEHHUS,
IpaBUJiaM Ha/JIeKAINIEH TPaKTHKU XPaHCHHUS W TIEPEBO3KHU JIEKAPCTBEHHBIX TMPENapaTroB s
BETEPUHAPHOTO NMPUMEHEHHUs, IPaBUIaM U3TOTOBJICHUS U OTITyCKa JIEKAPCTBEHHBIX IPENapaToB



JUIs  BETEPUHAPHOTO TPHUMEHEHHs, TNpPaBWJIaM XpaHEHUs JICKApCTBEHHBIX CPEACTB JUIA
BETEPUHAPHOI'O IPUMEHEHUS;

K) HaIM4YMEe Y MEIUIMHCKOW OpraHu3allii - COMCKATeNs JUICH3MM JHUICH3UH Ha
OCYILIECTBJIEHHE MEIULIMHCKON NeATETbHOCTH;

3) HAJIMYKE B COOTBETCTBHH C ITPaBUIIAMH HAJUIXKAIICH allTeYHON MPAKTHUKH JIEKAPCTBEHHBIX
[penapaToB Uil MEAULIMHCKOTO NMPUMEHEHUs, IPaBUIaMK HaJJIeXKAILeH MPaKTUKU XPaHEHUs U
NePEeBO3KH JICKApPCTBEHHBIX MPENapaToB, IPaBUIaMU HaJJIEXKAIeH TUCTPUOBIOTOPCKOM MPAKTUKU
B paMKkax EBpa3suiickoro 3KOHOMHYECKOTO COr03a JIMIa, OTBETCTBEHHOI'O 3a BHEIPEHUE H
o0ecrieyeHre CHUCTEMBbl KauecTBa XpPaHEHHs M TEPEeBO3KU JICKAPCTBEHHBIX MpPENapaToB W
aKTyaJIM3alMIo CTAHJAPTHBIX ONEPALMOHHBIX MIPOLEYP Ul OCYIECTBICHHS (hapMaleBTHUECKON
NeSITeILHOCTH B cepe 0OpalieHus JIEKapCTBEHHBIX CPEJICTB ISl MEAMLIMHCKOTO MTPUMEHEHHS;

1) HAJIM4YKMe y MHAUBUYaIbHOIO MPEAIPUHUMATEIS:

UL OCyHIeCTBICHHMA  (apMaleBTHUECKOW  JIEATENILHOCTH B cdepe  oOparieHus
JEKapCTBEHHbIX CPEACTB Ul MEAUIUHCKOTO MPUMEHEHMs] - BBICHIETO WJIH CPEJHErO
dapmarieBTHYECKOTO 00pa3oBaHMsA, a TaKkKe cepTU(dUKaTa CIEHUaTUCTa WU IMPOHJISHHON
aKKpEeIUTAlMK CHEeINaINCTa;

UL OCyHIeCTBICHHMA  (apMalleBTHUECKOW  JIEATENILHOCTH B cdepe  oOparieHus
JIEKapCTBEHHBIX CPEACTB JJIs BETEPUHAPHOTO IPHUMEHEHHUS - BBICIIEIO MM CPEIHETOo
¢dapmarieBTUYECKOTO 00pa3oBaHMsA, a TaKkKe cepTU(dUKaTa CIEHUaTiucTa WU IMPOHJIeHHON
aKKpEeINUTALMU CIIEUAINCTA JINOO BBICILIEr0 UM CPEAHEr0 BETEPUHAPHOTO 00pa30BaHusl, a TAKKe
ceprudukaTa crienuaincTa;

Koncynbrantlntoc: mpumevanue.

O cobmroeHNN IMIIEH3NOHHBIX TPeOOBAHUH B Cllydae MOOMIIN3ALUMHU COTPYIHUKA, HATUYHE
KOTOpOTO siBisieTcs 00s3aTenbHbIM, cM. [locTanosnenue I[IpaBurensctBa PO ot 12.03.2022 N
353.

K) HaJlu4yhe Yy COMCKATEeNsl JIMLIEH3UH DPAaOOTHUKOB, 3aKIIOUMBIIMX C HUM TPYJIOBBIE
JIOTOBOPBI, JICATEIILHOCTh KOTOPBIX HEMOCPEICTBEHHO CBA3aHAa C ONTOBOW TOPrOBIEH
JIEKapCTBEHHBIMM CPEJICTBAMU Ul MEAMLMHCKOIO HPUMEHEHMs, UX XpaHEHHeM H (WIN)
PO3HMYHON TOProBiEH JEKapCTBEHHBIMH MpenaparaMH Uil MEIUIUHCKOTO MPUMEHEHHUS, UX
OTITyCKOM, XpaHEHHEM U U3TOTOBJIECHUEM, UMEIOIINX

UL OCyHIeCTBICHHMA  (apMaleBTHUECKOW  JIEATENILHOCTH B cdepe  oOparieHus
JIEKapCTBEHHBIX CPEACTB JUIsI MEAULMHCKOTO NPUMEHEHUs (32 MCKIIOYEHHEM 000COOJIEHHBIX
HOJpAa3/eIeHul MEIUIIMHCKUX OpPraHW3aluii) - BBICIIETO MM CPEIHEro (apMarieBTUYeCKOro
o0pa3oBaHus, a TaKKe cepTU(UKATa CHIENMAINCTa WK IPOWICHHOM aKKpeINTalluy CIIeUAINCTA;

UL OCyHIeCTBICHHMA  (apMaleBTHUECKOW  JIEATENILHOCTH B cdepe  oOparieHus
JIEKapCTBEHHBIX CPEJCTB s MEIUIMHCKOIO IMPUMEHEHUs B 00OCOOJEHHBIX MOJApa3AeIeHUsIX
MEIUIUHCKUX OpTaHU3alMid - JOMOJHHUTEIHHOrO Npo(eccHoHaNbHOTO 00pa3oBaHUS B 4YacTH
PO3HMYHOM TOProOBJIM JIEKAPCTBEHHBIMU NpenapaTtamMH Uil MEAMLUHCKOTO NMPUMEHEHHUS NpHU
HAJIMYMY TIPpaBa Ha OCYIIECTBICHUE MEIUIIMHCKON e TeTbHOCTH;

JUISL  OCYIICCTBJICHHUS  (papMameBTHYECKOW  JAesITeNbHOCTH B cdepe  oOpalieHus
JICKapCTBEHHBIX CPEACTB S MEAMLIMHCKOTO NPHUMEHEHHS B YacTH  HW3TOTOBICHHSA
pannodapmManeBTUYECKUX  JIGKAPCTBEHHBIX  IpenapaToB -  BbICIIEE WM CpejHee
(dapMmarieBTHYECKOE MM METUIIMHCKOE O00pa3oBaHME U JIOTOJHUTENIbHOE NpoQecCHoHaIbHOe
oOpa3zoBaHue B 00JaCTH PAAMOXUMUH, PATUAITMOHHOW OE30MaCHOCTH C Y4€TOM OCOOCHHOCTEH,
YCTAHOBJICHHBIX 3aKOHOJATeNbCTBOM Poccuiickoir @enepanun B obmactu  oOecrieueHHs
paauanmoHHON 0€30MacHOCTH.

(a63am BBeneH IlocranoBnenuem [IpaBurenscta PO ot 29.11.2022 N 2164)

B cnyuyae mepenaum pabGot (yciayr) Ha ayTCOPCHHT (TOJBKO JJIsS OpPraHM3alldil ONTOBOM
TOPTOBJIM JICKAPCTBEHHBIMU CPEACTBAMH Ul MEIUIMHCKOTO MPUMEHEHHUS) B YaCTH XPaHCHHS
JIEKapCTBEHHBIX CPEACTB Ul MEAMLUHCKOIrO HPUMEHEHHMs WHOW JIMLEH3UaT, C KOTOPBhIM
COMCKaTeJIeM JIMIIEH3UM 3aKiIoueH noroBop (oT 12 mecsneB) o mepenaue paboT (yciayr) Ha
ayTCOPCHUHI (B 4aCTH XPAaHEHMsI JICKApPCTBEHHBIX CPEACTB Ui MEIUIUHCKOIO NPUMEHEHHUs) U



KOTOpBI HMMEeT JMIEH3UI0 Ha OCYIIECTBICHUE (DapMaIleBTHUECKONH JEATEIBHOCTH TIO
OCYIIECTBJICHUIO BBIMOJHSAEMBIX Pa0OT, OKa3bIBAEMBIX YCIYT, COCTABISIOLUIUX JIEATEIbHOCTh IO
ONTOBOI TOProBJIE JIEKAPCTBEHHBIMHU CPEIACTBAMH IJISi MEIUIMHCKOTO NMPUMEHEHUs, IOKEH
UMETh pPa0OTHHKOB, KOTOpPHIE COOTBETCTBYIOT TpEOOBaHHSAM ab3ama BTOPOTO HACTOSIIETO
MOJIMTYHKTA, 3aKIIOYIIIA C HUM TPYIOBBIC JOTOBOPBI U JEATEIBHOCTh KOTOPBIX HETOCPEICTBEHHO
CBsI3aHA C ONTOBOM TOProBIIeH JIEKAPCTBEHHBIMH CPEICTBAMU, UX XPaHEHUEM;

J) HAJMYKME Yy COMCKATeNs JUICH3MH PaOOTHHKA (PaOOTHUKOB), 3aKIIOUMBIIETO C HUM
TPYAOBOM J1OTOBOP, AEATEIBHOCTH KOTOPOTO HEMOCPEACTBEHHO CBSi3aHA C ONTOBOW TOPTOBIIEH
JICKapCTBCHHBIMU CPEACTBAMH JUISI BETEPHHAPHOTO TMPUMEHEHHS, WX XpaHCHHeM U (WJIH)
PO3HUYHON TOProBiIeH JIEKAPCTBEHHBIMU IMperapaTaMy JIjsi BETEPUHAPHOIO MPUMEHEHUS, UX
OTIIYCKOM, XpaHEHUEM, MEPEBO3KOW U H3TOTOBICHHEM, HWMEIOIIETO BHICIIEE WU CpEIHEe
dbapmarieBTHUECKOEe 00pa3oBaHUE, a TaKXkKe CEpTUQPUKAT CIECNHATNCTa WIH TPOUICHHYIO
AKKpeTUTAINIO CIEeIMATUCTa MO0 BHICIIEE WIH CpPEeIHEee BETEPHHAPHOE 00pa3oBaHUE, a TAKKe
cepTudUKAT CTICIHAINCTA.

5. Couckaresnb JIMIEH3UM BIIPaBE OTO3BATh 3asBICHUE O MPEAOCTABICHUH IJHUIECH3UU IO
MPUHSITHS JTULEH3UPYIOIINM OPTaHOM PEILIEHUs O IPEeI0CTaBICHUH JIMIEH3UU WK 00 OTKa3e B e
MPEIOCTABIICHUH.

6. JlumeHsuar i OCYIIECTBJICHHUS  (hapMaIleBTUYECKOW JICSITCIIBHOCTH  JIOJDKEH
COOTBETCTBOBATH CIICAYIOUIUM JIUIIEH3NOHHBIM TPEOOBAHUSIM:

a) HaJIW4YWe TMPOU3BOJACTBEHHOTO OOBEKTAa WJIM OOBEKTOB (MTOMEIICHUH, 3IaHUH,
COOPYXKEHHI) U 000pYIOBaHUS MO MECTy OCYIIECTBICHUS (hapMarleBTHUECKOU AESITEITbHOCTH,
OpUHAUISKAIIMX HAa TpaBe COOCTBEHHOCTH WM Ha MHOM 3aKOHHOM OCHOBAaHMH,
pelyCMaTPUBAIOIIEM MIPABO BJIAJICHUS W TPABO MOJIH30BAHMSI, JIMOO TMPHUHAICKAIINX HA TPaBe
COOCTBEHHOCTH WJIM Ha MHOM 3aKOHHOM OCHOBAaHUHM WHOMY JIUIEH3UATY, UMEIOIIEMY JUICH3UIO
Ha OCYIIECTBJICHHE (DapMaIleBTUUECKOMN JAESITETLHOCTH IO OCYIIECTBICHUIO PAabOT, OKa3hIBAEMBIX
YCIIYT, COCTaBISIONIUX JIEATEIBHOCTh IO ONTOBOM TOPTOBJE JIEKAPCTBEHHBIMU CPEICTBAMU IS
MEAMIIMHCKOTO TMPUMEHEeHHs, U 1oroBop (oT 12 wmecsmeB) o mepenade padboT (yciyr) Ha
ayTCOPCUHT (B YacTH XPAHEHUsS JIEKApCTBEHHBIX CPEICTB I MEIUIIMHCKOTO MPUMEHEHHS),
COOTBETCTBYIOIMX TpeboBaHusM ctareil 54 u 55 ®dexpepanpHoro 3akona "OO oOpaiieHUn
JIEKapCTBEHHBIX CPEJACTB", MpaBWJaM HaJJICKAIIeH JUCTPUOBIOTOPCKOM MPAKTHKH B paMKax
EBpa3uiickoro 3KOHOMHYECKOTO COI03a, MpaBWIAM HAJUICKAIIeH TMPaKTUKU XpaHCHUS U
NEPEeBO3KM JIEKAPCTBEHHBIX I[penapaToB, MpaBWJIaM HaJJIeKallell anTeyHoON MpaKTUKH,
YTBEPXKJICHHBIM yIIOJTHOMOUYEHHBIM (peiepalibHBIM OpPraHOM HCIIOTHHUTEIBHOW BIAcTH (3a
UCKJIIOYEHHEM MEIULMHCKUX OpraHu3anuil U 000COOJEHHBIX MOJPA3AEICHUN MEIUIUHCKUX
opranu3zauuii). [Ipu pacropxkeHun n1orosopa o nepegaye padot (yciayr) Ha ayTCOPCUHT (B YacTu
XpaHEHHUsl JIEKAPCTBEHHBIX CPEACTB MJI MEIUIMHCKOTO MPHUMEHEHHUs) JHIeH3UuaT o0s3aH
HanpaBuTh B DenepanpHyro CiyxkO0y Mo Hag3opy B cdepe 3apaBOOXpaHEHHS 3asBICHHUE O
BHECEHUH N3MEHEHUH B PEECTp JIMLIEH3UM B YaCTU UCKITIOUEHUS IIPOU3BOACTBEHHOTIO 00bEKTA HITN
00BEKTOB U3 peecTpa TUICH3UI;

0) Hamu4yhe TPOU3BOJCTBEHHOTO OO0BEKTa WM OOBEKTOB (MTOMEIICHWH, 3aHUM,
COOPYKEHHI) U 000pyIOBaHUS MO MECTy OCYIISCTBICHUS (hapMarieBTHYECKOU AESITEIbHOCTH,
OpUHAUISKANIMX HAa TpaBe COOCTBEHHOCTH WM HAa MHOM 3aKOHHOM OCHOBAaHMH,
MpeyCMaTPUBAIONIEM IPaBO BJIAJCHUS W TMPaBO TOJB30BaHUS, - JJIS OpPraHU3aldil ONTOBOM
TOPrOBIIM JIEKAPCTBEHHBIMU CPEACTBAMHU [UISl BETEPUHAPHOTO MPUMEHEHUS M PO3HUYHOU
TOPTOBIIM JIEKAPCTBEHHBIMU TMpenapaTaMu Jisl BETEPUHAPHOTO MPUMEHEHHUS, COOTBETCTBYIOIINX
TpeboBaHusAM ctater 54 u 55 denepanbHoro 3akoHa "OO6 oOpaleHnn JIEKapCTBEHHBIX CPEACTB",
mpaBUJIaM HaJJIeXalled JUCTPUOBIOTOPCKONW TMPAKTUKU JICKAPCTBEHHBIX MpENnaparoB s
BETEPUHAPHOTO TPHUMEHEHUs, MpaBWIaM HaJUIeKalled MPaKTUKK XpaHEHUS U IEpPEeBO3KHU
JICKapCTBEHHBIX TIPENapaTtoB [Uisi BETEPUHAPHOTO TPUMEHEHHUS, TMpaBWIaM XPaHCHUS
JIEKapCTBEHHBIX CPEJICTB I BETEPUHAPHOTO IPUMEHEHHUS;

B) HaIW4He MPOU3BOJICTBEHHOTO OOBEKTa WIM OOBEKTOB (IMIOMEIICHUN, 3IaHHIA,
COOPY)KEHHI) U 00OpYAOBaHHS MO MECTY OCYIIECTBICHUS (apMarieBTUUECKON IEATEIHLHOCTH,



NPUHAUICKANINX HAa TpaBe COOCTBEHHOCTH WM HAa HMHOM 3aKOHHOM OCHOBAaHHH,
IpelycMaTPUBAIOLIEM IPaBO BIIAJICHUS U MPABO MOJb30BAHHUA, JUIsl BETEpUHAPHOW anTeyHOU
OpraHu3alMl WIM HWHAUBUAYAJbHOTO  MpEANpPUHHUMATENS, WMEIOINIMX JIMIEH3UI0 Ha
(bapMaleBTUYECKYIO0 JAESTeNbHOCTh C IPaBOM M3TOTOBJIEHUS U OTIIyCKa JIEKAPCTBEHHBIX
MpernapaToB JUiss BETEPUHAPHOTO MPUMEHEHHS, COOTBETCTBYIOIIUX TPEOOBAaHUSM CTaThu 56
®denepanpHoro 3akona "OO oOpamieHUN JIEKApCTBEHHBIX CPEACTB', IpaBUIaM HU3TOTOBJICHHUS U
OTIYyCKa JIEKAPCTBEHHBIX IpEnapaTtoB JJig BETEPUHAPHOTO MPUMEHEHUs, MpaBUJiaM XpaHEHUs
JIEKapCTBEHHBIX CPEJICTB JJIsi BETEPUHAPHOIO NMPUMEHEHUS, MMpaBUIaM HaAJeKalleil anTeqHon
NpPaKTUKU JIEKAPCTBEHHBIX IMpENnapaToB [l BETEPUHAPHOTO MPHUMEHEHHs, MpaBUiIaM
HaJJIeXKallel IpakKTUKN XPaHEHUS U TIePEeBO3KH JIEKAPCTBEHHBIX MPENapaToB AJIsl BETEPUHAPHOTO
MIPUMEHEHUS,

r) HaJIM4Me y MEIULMHCKONW OpraHu3alvy - JIMIEH3WaTa JUIEH3UU Ha OCYIIECTBIICHUE
MEIUIIUHCKON J1eATEebHOCTH;

1) cOOMIOACHHUE JHIIEH3UATOM, OCYIIECTBIISIIOIIMM ONTOBYIO TOPTOBIIO JIEKAPCTBEHHBIMU
CpelCTBAMU:

JUTST. MEAUITMHCKOTO TPUMEHEHMs, - TpeOoBaHui cratedd 53, 54 m wactm 7 cratbu 67
@enepanbHoro 3akoHa "OO oOpalieHHHM JEKapCTBEHHBIX CPEACTB'", MpaBWII HaJIEKaIlen
JTUCTPUOBIOTOPCKON TPAKTUKH B pamMkax EBpa3MiicKOTO SKOHOMHYECKOTO COI03a, IPaBHII
HaJUIeKaIled MPAaKTUKU XPAHEHHS U TIEPEBO3KH JICKAPCTBEHHBIX MPENapaToB AJIsl MEAUIIMHCKOTO
NPUMEHEHHUs, MPaBWJI PETUCTPALUK ONepalui, CBS3aHHBIX C OOpallleHHeM JeKapCTBEHHBIX
CPEACTB JUIsl METUIIUHCKOTO MPUMEHEHHU I, BKIIIOUEHHBIX B [IEPEUYCHB JIEKAPCTBEHHBIX CPEICTB JJIst
MEAMIIMHCKOTO IPUMEHEHU S, MOAJIeKAIUX TPEIMETHO-KOIMYECTBEHHOMY YUETY B CIIEIIMAIbHBIX
KypHaJIax ydeTa olepaiuii, CBS3aHHBIX C OOpalleHHeM JEKApCTBEHHBIX CPEICTB s
MEAMIIMHCKOTO TPUMEHEHUs, MpaBWJI BEACHUS M XPaHEHUS CIELUUANbHBIX XYPHAJOB yuera
orieparuii, CBI3aHHBIX ¢ OOpaIEHUEM JIEKAPCTBEHHBIX CPEICTB AJII MEAUIIMHCKOTO IPUMEHEHUS;

JUTsl BETEPUHAPHOTO IPUMEHEHUS, - TpeboBaHmii ctateit 53, 54 u 58 deaepanbHOro 3aKoHa
"O6 oOpaleHuH JIEKapCTBEHHBIX CPEACTB" W MPABWII XPAaHEHMS JEKAPCTBEHHBIX CPEACTB TS
BETEPUHAPHOTO  MPUMEHEHHWs, TPaBUJ  HaJuIekalled  AUCTPUOBIOTOPCKOM  MPaKTHUKU
JIEKAPCTBEHHBIX MPEMapaToB ISl BETEPUHAPHOTO MIPUMEHEHHUS, MPABUI HaJIeKalEH IPaKTUKHU
XPaHEHUs U MIEPEeBO3KH JIEKAPCTBEHHBIX MPENapaToB JIIsl BETEPUHAPHOIO IPUMEHEHUS;

€) cOOI0IcHNE TUIIEH3UATOM, OCYIIECTBIISIONUM PO3ZHUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMU
npenapaTamu sl METUIIUHCKOTO MPUMEHEHUS:

anTEeYHOU OpraHu3alel, UHIMBUIyAIbHBIM IPEANPUHUMATENIEM, UMEIOIMMU JIULIEH3UIO, -
MpaBWJI HAJJIEXKaIeH anTeyHON MPaKTUKU JIEKAPCTBEHHBIX MPENapaToB UIsi MEAUIIMHCKOTO
NPUMEHEHHUS, MpaBUJ HAJIeKAUIEH NPAKTUKU XPAHEHUS U TEPEBO3KU JIEKAPCTBEHHBIX
IpenapaToB JiIsl MEAUIIMHCKOTO IPUMEHEHHMS, IIPAaBUJI OTITyCKa JIEKAPCTBEHHBIX MpenapaToB AJs
MEIUIIMHCKOTO NPUMEHEHHS, MNPaBWJI OTIYCKAa HAPKOTUYECKUX CPEICTB U IMCUXOTPOIHBIX
BEUIECTB, 3apPETUCTPUPOBAHHBIX B KAUE€CTBE JIEKAPCTBEHHBIX MPENapaToB, MPaBUI PETUCTPALIUN
oriepaIuii, CBI3aHHBIX ¢ OOpalIeHueM JIEKAPCTBEHHBIX CPEACTB ISl METUITTHCKOTO IPUMEHCHHSI,
BKJIIOUEHHBIX B I€PEYEHb JIEKAPCTBEHHBIX CPEACTB Uil MEAUIIMHCKOTO MPUMEHEHUS,
MOJIeXKAIIUX MPEIMETHO-KOJIMYECTBEHHOMY YUYE€Ty B CHEI[MATIbHBIX JKypHAJIaX y4eTa olepalui,
CBS3aHHBIX C OOpaIIeHUEM JIEKAPCTBEHHBIX CPEACTB AJII MEIUIIMHCKOTO MPUMEHEHHUs, IPABUII
BEJICHHSI U XPAHEHUS CICLUATbHBIX JXYPHAJIOB ydeTa Omepaluil, CBS3aHHBIX C oOpalieHueM
JIEKApCTBEHHBIX CPENICTB IJISI MEIUIIMHCKOTO NMPUMEHEHHS, TpeOOBaHWUN YacTH 6 cTaThbu 55 H
yactu 7 crateu 67 OenepanbHoro 3akoHa "OO6 oOpalieHun JeKapCTBEHHBIX CPEACTB";

MEIUIIMHCKOW  OpraHu3amueil, 000COOJEHHBIM  TOJApa3/eICHHEM  MEIUIIMHCKOMN
OpraHu3aly - IPaBUJ OTIYCKa JEKaPCTBEHHBIX MPENapaToB AJs MEAUIIMHCKOTO MPUMEHEHHS B
COOTBETCTBUU C TpeOOBaHUSMH 4acTH 7 cTaThbu 67 demepanpHoro 3akoHa "OO oOpamieHun
JIEKapCTBEHHBIX CPENCTB'";

) COOJIOIEHNE JTIMIIEH3UATOM, OCYILECTBIISIIOIINM POZHUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMU
npenaparamMu sl BETEPUHAPHOTO TNPUMEHEHUs (BEeTEepUHaApHas anTeuyHas OpraHu3alus,
BETEpUHApHAs OpraHu3als, HMEIoIasl JULEH3UI0, HWHIWBUIYaJbHBIM MpeanpuHUMATENb,



MMEIOLINI JINLEH3HIO), TPaBWJI HAJUIEKAIEH aNTeuyHOW NMPAKTUKU JIEKAPCTBEHHBIX IIPENapaToB
JUI BETEPUHAPHOTO IPUMEHEHUS, IPABUJI XPaHEHU s JIEKAPCTBEHHBIX CPE/ICTB U1l BETEPUHAPHOTO
NPUMEHECHHUS;

3) COOJII0JIEHHE JINLIEH3UATOM, OCYILECTBIIAIONUM U3rOTOBIEHUE U OTITYCK:

JICKQpCTBEHHBIX MPENapaToB Ui MEAWLUHCKOTO MPUMEHEHMs, 3a HCKIIOYECHHEM
U3rOTOBJICHUS paauo(apMaleBTUUECKUX JICKAPCTBEHHBIX MPENaparoB Uil MEAULUHCKOTO
NPUMEHEHHUS, - TPABUII U3TOTOBIICHHS M OTITYCKA JIEKAPCTBEHHBIX MIPENAapaTOB JAJIsl MEAUIIUHCKOTO
PUMEHEHHUS;

(B pexn. ITocranoBnenus IIpaBurenscrea PO ot 29.11.2022 N 2164)

pannodapmManeBTHYECKUX JEKAPCTBEHHBIX MIPENapaToB sl MEIUIIMHCKOTO IPUMEHEHMS, -
HOPsI/IKa U3TOTOBIICHUS panno(apMaleBTHYECKUX JICKapCTBEHHBIX MIPENapaTos;

(a63am BBeneH [loctanonenuem IpaButenscTBa PO o1 29.11.2022 N 2164)

JICKapCTBEHHBIX IMPENapaToB Ui BETEPUHAPHOTO MPUMEHEHHS, - IPaBHJI U3TOTOBICHUS U
OTITyCKa JIEKapCTBEHHBIX IIPENapaToB i BETEPUHAPHOIO IPUMEHEHNUS;

u) cobmonenne TtpeOoBanuit cratbu 57 @enepanbHoro 3akoHa "OO obOparieHUU
JIEKapCTBEHHBIX CPEJICTB";

K) COOJIIOJICHHE JINIIEH3UATOM, OCYIIECTBIISIONINM XPaHEHHE:

JEKapCTBEHHbIX CPEACTB JUI1 MEIUIMHCKOIO TPUMEHEHHUs, - TpPaBWI XpaHEHUs
JICKApCTBEHHBIX CPEACTB JUII MEIUIMHCKOTO MPUMEHEHUs, MpaBWI HaJUIekallell MpaKTUKH
XpaHEHMs U MIEPEBO3KH JICKAPCTBEHHBIX MIPENapaToB il MEIUIMHCKOTO IPUMEHEHNUS;

JICKApCTBEHHBIX CPEACTB JUI BETEPUHAPHOTO TPUMEHEHUs, - TPaBWI XpaHECHUs
JIEKapCTBEHHBIX CPEJCTB JAJS BETEPUHAPHOIO IMPUMEHEHMsI, MpaBWJ HaAJEKalled HpPaKTUKU
XpaHEHHS U TIEPEBO3KH JICKAPCTBEHHBIX MPENAapaToB /Il BETEPUHAPHOTO IPUMEHEHHUS;

J) HAJIM4KE B COOTBETCTBUM C MpaBUJIaMH HaJJIEKaIleH NMPaKTUKH XPaHEHUs U IEPEeBO3KU
JIEKapCTBEHHBIX MPENapaToB, MPaBUIAMU HaJIEKaIIeH TUCTPUObIOTOPCKOM MPAKTUKU B paMKax
EBpa3uiickoro 3KOHOMHYECKOI'0 CO03a JIMIA, OTBETCTBEHHOIO 3a BHEIPEHHE U olecrieueHue
CHCTEMBbl KauyeCTBa XpPAaHEHHs M TEPEBO3KH JICKAPCTBEHHBIX IPEMapaToB U aKTyaIHU3alUIo
CTaHJAPTHBIX ONEPALMOHHBIX MPOLEAYP Ui OCYIIECTBICHUS (hapMalleBTUUECKON JesITeIbHOCTH
B cpepe oOpalieHus IeKapCTBEHHBIX CPEJICTB ISl MEAMIIMHCKOTO TPUMEHEHHS,

M) HaJIM4KMe y MHAUBHUyaJIbHOTO IpeANPHHUMATEIS:

UL OCyHIeCTBICHHMA  (apMaleBTHUECKOW  JIEATENILHOCTH B cdepe  oOparieHus
JEKapCTBEHHbIX CPEACTB Ul MEAUIUHCKOTO MPUMEHEHMs] - BBICHIETO WJIH CpPEJHErO
dapMmarieBTUYECKOTO 00pa3oBaHMsA, a TaKkKe cepTU(dUKATa CIEHUaTUCTa WU IMPOHJISHHON
aKKpEeIUTAlMK CHEeIUaINCTa;

UL OCyHIeCTBICHHMA  (apMaleBTHUECKOW  JIEATENILHOCTH B cdepe  oOparieHus
JIEKapCTBEHHBIX CPEACTB JJs BETEPUHAPHOTO IPHUMEHEHHUS - BBICIIEIO MU CPEIHETO
(dapmarieBTHYECKOTO 00pa3oBaHMsA, a TaKkKe cepTU(dUKaTa CIEHUaTUCTa WU IMPOHJIeHHON
aKKpeINUTALMU CIIEUAINCTA JINOO BBICILIEr0 UM CPEAHEr0 BETEPUHAPHOTO 00pa30BaHusl, a TAKKe
ceprudukaTa crienuaincTa;

H) HaJM4yMe y JMLEH3uaTa paOOTHUKOB, 3aKIIOYMBIINX C HHUM TPYJIOBBIE TOTOBOPSI,
NeSITeIbHOCTh KOTOPBIX HEMOCPEICTBEHHO CBsi3aHa C OINTOBOM TOPTOBJIEH JIEKapCTBEHHBIMH
CpeACTBaMU JJIsl MEIULMHCKOIO NPUMEHEHUs, UX XpPaHEHUEM U (MJIM) PO3HUYHOH TOpro.iei
JICKApCTBEHHBIMH TIpenapaTaMu Ui MEJUIIMHCKOTO IMPUMEHEHHUs, UX OTIIYCKOM, XpaHEHHEM H
U3rOTOBJICHUEM, UMEIOLIHX !

UL OCyHIeCTBICHHMA  (apMaleBTHUECKOW JIEATENILHOCTH B cdepe  oOparieHus
JIEKapCTBEHHBIX CPEACTB JUIsl MEAUILMHCKOTO NMPUMEHEHUs (32 MCKIIOYEHHEM 000COOJIEHHBIX
NOJpa3/eIeHuil MEAMLIMHCKUX OpraHu3alyii) - BBICIIEE WM cpenHee (apMareBTHUECKOE
o0Opa3oBaHue, a TAKXKE CePTU(DUKAT CHEIUATNCTA WU IPOHICHHYIO aKKPEIUTALUIO CIIEIHATIICTA;

UL OCyHIecTBICHHMA  (apMaleBTHUECKOW JIEATENILHOCTH B cdepe  oOparieHus
JIEKapCTBEHHBIX CPEJCTB sl MEIUIMHCKOIO NPUMEHEHUs B 00O0COOJEHHBIX MOJApa3AeIeHUAX
MEIUIUHCKUX OpraHM3alui - JOTOJHUTENbHOE MpodeccHoHalbHOe 00pa3oBaHHE B YacTH



PO3HUYHON TOPrOBIM JICKAPCTBEHHBIMHU Mpenaparam JJis MEAUIMHCKOrO MPUMEHEHHS MpHU
HAJIMYUU TpaBa Ha OCYIIECTBICHHE METUIIMHCKON 1eATeIbHOCTH;

UL OCyHIecTBICHHA  (apMaleBTHUECKOW  JIEATENILHOCTH B cdepe  oOparieHus
JIEKapCTBEHHBIX CPEACTB JUISI MEOUIMHCKOTO TMPUMEHEHUS B YaCTU HM3TOTOBJICHUSA
paarodapMareBTHUECKUX JIEKAPCTBEHHBIX MPEMapaToB [UIsi MEIUIIMHCKOTO NPUMEHEHUS -
BbICILICE WJIM cpefgHee (hapMalleBTHUECKOe WIM MEIULHUHCKOe 00pa3oBaHUE U JOMOJHUTEIHHOE
npodeccuonanpHoe 00pa3oBaHUE B OOJIACTH PAJAMOXMMHH, DPATUAIMOHHON O€30MacHOCTH ¢
Y4€TOM OCOOEHHOCTEH, YCTAaHOBJIEHHBIX 3aKOHO1aTehLCTBOM Poccutickoii deaepannu B 00macTu
o0ecrieyeHus: paaualoHHOI 0€301MacHOCTH;

(a63am BBeneH [loctanonenuem IpaButensctBa PO o1 29.11.2022 N 2164)

0) HaIWYMe y JUIeH3uaTa paboTHUKA (paOOTHUKOB), 3aKIIOYHMBIIETO C HUM TPYIAOBOMN
JIOTOBOpP, ~ JESTENIbHOCTh KOTOPOTO HEMOCPEACTBEHHO CBsi3aHA C OINTOBOW TOProBIIei
JIEKAPCTBEHHBIMU CPEACTBAMHU JUIsl BETEPUHAPHOIO MMPUMEHEHHUs, UX XpaHEHHEM U (UJIN)
PO3HUYHON TOProBiIel JIEKAPCTBEHHBIMU IperaparaMy JIjsi BETEPUHAPHOIO MPUMEHEHUS, UX
OTIIYCKOM, XPaHEHHUEM, IEPEBO3KOM U H3rOTOBIEHHEM, HMEIOIIETO BBHICIIEE WM CpEAHEE
dapmarieBTHUECKOEe 00pa3oBaHUE, a TaKXkKe CEpTU(PUKAT CIECIHATNCTa WIH TPOUICHHYIO
AKKpEIUTAIMIO CIEeIMATUCTa MO0 BHICIIEE WM CpPEeIHEee BETEPHHAPHOE 00pa3oBaHUE, a TAKKe
cepTudUKaT CTICIHAINCTA;

1) TIOBBIIICHUE KBATU(PUKAIUU CICIHUATNCTOB ¢ (papMaleBTUYECKUM WU BETEPHHAPHBIM
o0pa3oBaHHEM HE peke OJTHOTO pasa B 5 JieT;

P) pa3MeIleHue JHUIEH3UAaTOM B €AMHOM TOCYAapCTBEHHOM MH(OPMALMOHHONW cuCTEME B
cdepe 3ApaBOOXpaHEHUs CBEJIeHUH 0 (papManieBTUUECKONW OpraHu3alluy U O JUIaX, yKa3aHHBIX B
noanyHkrax "M" u "H" HacTosIIEro NMyHKTa, B COOTBETCTBMM cO craThedl 91.1 denepanbHOrO
3akoHa "OO0 0CHOBax OXpaHbI 3J0pOBbs IpakaaH B Poccuiickoit deneparuu” B MOpsAKE U CPOKH,
ycraHoBieHHbIE [lonoxkeHneM o eIMHON rocyIapCcTBEHHOM MHPOPMAITMOHHON cucTeMe B cdepe
3IpaBOOXPAHEHMS, YTBEPKIECHHBIM TOcTaHOBJIeHHEM [IpaBuTenscTBa Poccuiickoit @enepaunu oT
9 ¢espans 2022 r. N 140 "O eauHo#l rocygapcTBeHHON MH(pOPMAIMOHHON cucteme B cdepe
3IpaBOOXpaHEHuUs", MOCPEACTBOM HHPOPMAIIMOHHON CUCTEMBI (DapMalleBTUHIECKON OpraHu3aiun
WIM TIOCPEACTBOM TOCYJAapPCTBEHHON HMH(OPMAIMOHHOW CUCTeMBI B cdepe 3IpaBOOXpaHEHUs
cyowsekTa Poccuiickoit denepanuu (B ciaydae eciiu TocyaapCcTBeHHass HH(QOpMaIMOHHas cUcTeMa
B cepe 3apaBooxpaHeHHsI cyObekTa Poccuiickoit @enepanuu 00ecieUUBACT BBHIMOTHEHHE
byHKIMA THGOPMAITMOHHON CUCTEMBI (papMarieBTUYECKON OpraHu3aIiiy ) WM TOCPEICTBOM HHON
UHPOPMAIIMOHHOM CHUCTEMBbI, TMpeJHa3HAueHHOW st cOopa, XpaHeHHs, o0O0paboTKH W
IperocTaBieHus] HUH(pOpMaLuy, Kacarolencs 1esaTeIbHOCTH (papMalieBTHUEeCKON OpraHu3aluu U
IIPEIOCTABIIIEMBIX €10 YCIIYT.

(mm. "p" BBeneH [loctanoBnenuem [lpaBurensctBa PO ot 29.11.2022 N 2164)

7. OcymectBieHue (GapMaleBTHYECKOW JESITEIbHOCTH € TpyOBIM  HapylleHUEM
JUIECH3UOHHBIX  TpeOoBaHMI  BiIe4eT 3a CO0OM  OTBETCTBEHHOCTb, YCTAHOBJICHHYIO
3akoHonaTenbcTBOM Poccuiickoit @eneparun. [Ipu 3ToM noa rpyObIM HapyleHHEM TOHUMAETCS
HEBBITMOIHEHHE JIMIIEH3UATOM OJHOTO U3 TpeOOBaHU1, MPEIYCMOTPEHHBIX MYHKTOM 6 HACTOSIIETO
[Tonosxenus, nmoBneKiiee MOCIeACTBY, yCTaHOBIEHHBIE YacThio 10 ctathu 19.2 denepanbHOro
3akoHa "O JULIEH3UPOBAHUH OTAEIBHBIX BUIOB AEATEIBHOCTH".

8. Jlns momydeHus TUICH3UU COMCKATENh JIUIICH3UU HAMPABISET B AIEKTPOHHOU dopMe B
JUIECH3UPYIOUINIT OpraH 3asBlIEHUE O MPEIOCTABICHUHU JIMIEH3UHM, B KOTOPOM YKa3bIBalOTCA
CBEJICHUs, IPEAYyCMOTpEeHHbIe yacThio 1 cTathu 13 depepanbHoro 3akona "O NHUIIEH3UPOBAHUU
OTJIENBHBIX BUAOB ACATSILHOCTH", a TaKKe:

a) CBEJICHUSI O HAJIMYUU JIMLEH3UU Ha OCYIIECTBJICHHE MEIUIIMHCKONU NESITEIbHOCTU (st
MEAMIIMHCKUX OpraHu3aluii);

0) cBeleHus, MOATBEPIKAAIOIINE HATMYKE y COUCKATEIS TUIICH3UHU Ha MPaBe COOCTBEHHOCTH
WIM HAa WHOM 3aKOHHOM OCHOBAaHHMM HEOOXOIMMBIX I OCYILECTBICHUS (hapMarieBTHUECKON
JESTEIIbHOCTH TIPOU3BOJACTBEHHOTO 00BEKTa MIIH OOBEKTOB (MIOMEIICHUH, 31aHUH, COOPYKEHHI )
u 000py/lOBaHUs, COOTBETCTBYIOIIMX YCTAHOBJICHHBIM TpeOOBaHMSM, MpaBa Ha KOTOpbIE HE



3aperucTpUpOBaHbl B EMMHOM rocyapCcTBEHHOM peecTpe HEBMKMUMOCTH (B cllydae €Clii TaKue
mpaBa 3aperuCTPUPOBAHBI B YKa3aHHOM pEeCcTpe - CBeIAeHUs 00 ATHUX IMOMelleHusx) (3a
UCKITIOYCHHEM MEIUIMHCKUX OpTraHu3aIii, 000COOIEHHBIX MOIpa3AeIeHUN MEIUIIMHCKIX
OopraHu3aImi);

B) CBEACHHSA, IOATBEPXKIAIOIIME HAIWYME Yy COMCKATeds JULEH3uu paorosopa (ot 12
MECAIIEB) O TMepeaade Ha ayTCOPCHUHT paboT (YCIIyr), COCTaBISIOMMX (PapMalieBTHIECKYIO
NESTENIbHOCTh (B YaCcTU XPaHEHHs JICKAPCTBEHHBIX CPENCTB JIJS MEIUIIMHCKOTO MPUMEHEHHUS),
3aKJIFOUEHHOTO C JIMIIEH3UaTOM, OCYIIECTBIISIONUM (papMalleBTUYECKYIO AESTEIbHOCTD MO aJIpecy
BBITIOJTHEHMS TIepPEIaBaeMbIX Ha AayTCOPCHUHI COMCKaTelleM IuieH3un pabot (ycmyr) (ans
MOJy4YeHUsl JIMIEH3UH Ha OITOBYIO TOPrOBIIO JIEKAPCTBEHHBIMH CpEACTBAMHM B Cllydae
IIPUMEHEHHUS ayTCOPCHUHTIA);

I) CBEICHMS O HaJWYMM BBIAAHHOTO B YCTAaHOBJIEHHOM TMOPSAJIKE CaHUTApHO-
SMUAEMUOJIOTMYECKOTO 3aKIIOYCHHUSI O COOTBETCTBUHU IMOMEIICHUN TPeOOBAHHUSM CAaHUTAPHBIX
IPaBWJI B OTHOIIEHUHU (hapMalleBTUUECKOI AesITeNbHOCTH B cdepe oOpalleHusl JIeKapCTBEHHBIX
CPEICTB IJS METUIIMHCKOTO TMPUMEHEHHS (32 HUCKIIOYCHHEM MEAWIIMHCKUX OpTaHU3aIlHiA,
000CO0OJICHHBIX MOPA3ACIICHU MEIUIIMHCKUX OpTraHu3alliii, OpraHu3aIluii ONTOBOW TOPTOBIIU
JIEKAPCTBEHHBIMU CPEACTBAMH, MOJYUYAIOMIMX JHUIEH3UI0 Ha OCHOBaHMUU joroBopa (ot 12
MECSAIIeB) O TIepeaade Ha ayTCOPCUHT paboT (YCayr) B YaCTH XpaHEHUs JICKAPCTBEHHBIX CPEJICTB
JUTSE METUITUHCKOTO TIPUMEHEHMS);

1) CBEACHHMS O HaJMYMU BBIJAHHOTO B YCTAHOBJIIEHHOM IMOPSAJIKE CaHUTApHO-
SMUAEMUOJIOTMYECKOTO 3aKIIOYCHHUSI O COOTBETCTBUHU IMOMEIICHUN TPEeOOBAHHUSM CaHUTAPHBIX
IPaBWJI B OTHOIIEHUHU (hapMalleBTUUECKOIN AesITeNbHOCTH B cepe oOpalleHusl JIeKapCTBEHHBIX
CPEICTB Ui BETEPUHAPHOTO MPUMEHEHUS C MPABOM M3TOTOBJICHHUS M OTIYCKA JIGKAPCTBEHHBIX
[IPEenapaToB JIsl BETEPUHAPHOTO IPUMEHEHUS;

€) CBEIeHUs O BBICHIEM WINW CpenHeM (apMarleBTHUECKOM OOpa30BaHHUM, a TaKKe
ceptudukaTe crienuagncTa Uik IpoiICHHON aKKpeAUTalUY CIIEUAINCTa - ISl OCYIIECTBICHUS
(dapMarieBTUYECKON JesITeTbHOCTH B cdepe oOpamieHus JeKapCTBEHHBIX CpPEACTB Ui
MEAMIIMHCKOTO MPUMEHEHUsI (32 UCKIIOYEHHEM 000COOJIEHHBIX MOAPA3IEICHUNA MEIUIIMHCKIX
opraHu3anui);

) CBEJCHHS O JOTOJHUTEIHLHOM MPOodeCcCHOHATHFHOM 00pa30BaHWU B YaCTH PO3HUYHOMN
TOPTOBIIM JIGKAPCTBEHHBIMU TIpeTapaTaMu JJIsi MEAUIIMHCKOTO IPUMEHEHHUSI U O HAJTU4UU TpaBa
Ha OCYIIECTBJICHHE MEIMIIMHCKOW NEATeIbHOCTH - JJs OCYIIeCTBIEHUS (hapmarieBTHUEeCKON
NESTEIILHOCTH B cdepe 0OpaleHus IEKapCTBEHHBIX CPEJICTB ISl METUITUHCKOTO MPUMEHEHHS B
000COOJIEHHBIX MOAPA3ACIICHUAX METUIIMHCKUX OpPraHu3alnii;

3) CBEIEHHS O BBICHIEM WM CpeaHeM (apMaleBTHIeCKOM O0Opa3oBaHUHM, a TaKXKe
ceprudukaTe crenuanucTa Wik TpORICHHON aKKpeAUTallUW CHElHaTucTa JUO0 BBICIIEM WU
CpeIHEM BEeTepUHAPHOM 00pa30BaHUU, a TAKXKE CEPTU(DHUKATE CIICIIHAIINCTA - IS OCYIIECTBICHUS
dbapmareBTUUECKO ACATENbHOCTH B cdepe oOpaimieHus JEKapCTBEHHBIX CPEACTB s
BETEPUHAPHOTO MIPUMEHECHHUS.

9. Ilpu monmaue 3asBieHUSA B (henepanbHON TOCYyIapCTBEHHOW HH(GOPMAIIMOHHONW CHCTEME
"EnuHpI MOpTan TOCYJApCTBEHHBIX M MYHUIMNAIBHBIX ycayr ((QyHKIMHA)" TOCPEICcCTBOM
UCIIOJIb30BAaHUsl JINYHOTO KaOWMHETa COMCKaTellb JIMLIEH3MM B aBTOMAaTUYECKOM pEKUME
UHPOPMHUPYETCS O CBECHUSIX, MOJIJICIKAITNX MPEICTABICHUIO IS TIeNIel TIOTyYeHUS JINIICH3HH.

[Ipu npoBeaeHUN NMPOBEPKH JOCTOBEPHOCTU CBEJICHUH, COAEPKAIIUXCS B MIPEACTaBICHHOM
comcKaTeneM JUIEeH3uH (JIMIIEH3UAaTOM) 3asiBJICHUU O MPEIOCTABJICHUH JIMIICH3UH (3asBICHUU O
BHECEHUHU U3MEHEHH B peecTp JUIEH3U), TMIEH3UPYIOLIUI OpraH 3alpaiinBaeT He0OXO0qUMbIe
JUISE TIPEAOCTaBJICHHUS TOCYAAPCTBEHHBIX YyCIAYr B O0JAacTH JIMIICH3UPOBAHUS CBEACHHUS,
HaXOJSIIMECs B paclOpsSYKEHUH OPTaHOB, IPEIOCTABIIAIONINX TOCYJaPCTBEHHbBIE YCIYTH, OPTaHOB,
MPEIOCTABISIONINX MYHHUIUIAIBHBIE YCIYTH, WHBIX TOCYIapCTBEHHBIX OPraHOB, OPTraHOB
MECTHOT'O CaMOYIIpaBJIeHUs JIMOO MOJBEIOMCTBEHHBIX FOCYIapCTBEHHBIM OpraHaM WJIM OpraHaM
MECTHOT'O CaMOYITPABJICHUs OpraHU3alliii, B TIOpsAKE, YCTaHOBIEHHOM DenepaabHbIM 3aKOHOM
"O6 opraHu3anyy NPeI0OCTaBICHUS TOCYAAPCTBEHHBIX U MYHHITUTIATBHBIX yCIyT".



10. YTpartun cuny ¢ 1 mapra 2023 rona. - Ilocranosnenue I[IpaButenscrsa PO or 29.11.2022
N 2164.

11. JIuneH3upyomuil opral OCyIIECTBISIET OI[EHKY COOTBETCTBUS COMCKATENsl JIMLEH3UU
JUICH3UOHHBIM TPeOOBAaHUSM M MPUHUMAET pEIIeHHE O MPEJOCTaBICHUHU JUIEH3UU WU 00
OTKa3e B €€ IPEeJOCTAaBICHUU B CPOK, HE MpeBbIIIAONMi 15 pabounx nHell co AHA mpHema
3asBJICHUS O MPEJAOCTABICHUH JTULICH3HH.

12. Tlpm HaMepeHUU OCYHIECTBIATH (PapMaleBTUUYECKYIO AEATENBHOCTh IO aJpecy, He
MPEyCMOTPEHHOMY PEeCTpOM JIMLEH3UM, B 3asBICHUM O BHECEHHHM W3MEHEHHH B peecTp
JIMLICH3UH JINIIEH3UAT YKa3bIBAET CIEIYIOIIUE CBEICHHS:

a) CBEIEHHUs, COJEp)Kallue HOBBIM aJpec OCYIIECTBIEHUS (hapMalleBTHUECKON
NeSITeTbHOCTH;

0) cBeleHUs, MMOATBEPKIAIOIINE HATMYUE Y JUIICH3MAaTa Ha TIpaBe COOCTBEHHOCTH WMJIM Ha
MHOM 3aKOHHOM OCHOBAaHMHM HEOOXOAMMBIX ISl OCYIIECTBJICHHUS (apMalleBTUYECKON
JESATETLHOCTH 0 YKa3aHHOMY aJIpeCy TPOU3BOACTBEHHOTO 00bEeKTa (0OBEKTOB) M 000PYIOBaHHUS,
COOTBETCTBYIOIIUX YCTAHOBJICHHBIM TPEOOBaHMSM, MIPaBa Ha KOTOPbIE HE 3apPETHCTPUPOBAHBI B
EnuHoM rocymapcTBEHHOM peecTpe HEOBMKUMOCTH (B cllydae eciad Takue IpaBa
3aperuCTPUPOBAHBI B YKA3aHHOM peecTpe - CBeACHHs 00 3THUX MOMEIICHUX) (32 UCKII0UEHUEM
MEIUITMHCKUX OpTraHu3aIiuii, 000CO0JICHHBIX MOApPa3IeICHU MEIUIIMHCKIX OpraHu3aIiuii), 1moo
CBEJICHUS, TOATBEP)KIAIOIINE HAJIMYME Yy JMIEH3UaTa (TOJBKO Ui OpPraHU3aldil ONTOBOM
TOPTOBJIM JIEKAPCTBEHHBIMU CPEJICTBAMHM) J0ToBopa (0T 12 MecsIeB) o mepeaade Ha ayTCOPCUHT
pabor (ycmyr), cocTaBisOmUX (AapMALEBTHUECKYIO JACATENbHOCTh (B YacTH XpaHEHUs
JIEKapCTBEHHBIX CPEICTB JUISI MEOUIIMHCKOTO MPUMEHEHHUsI), 3aKIIOYEHHOTO C HWHBIM
JIMLIEH3UATOM, OCYLIECTBISIOMMM (hapMaleBTHUECKYIO IEATENHOCTh MO aJPECy BBITOJHEHHS
nepeaaBaeMbIX Ha ayTCOPCUHT paboT (yciyr);

B) CBEJIEHHMS O BBICIIEM WM CpeAHeM (apMalleBTUYECKOM OOpa3oBaHUM, a TaKKe
ceprudukaTe crenuanucTa Wik MPOWJEeHHOW aKKpeTuTallMH CIEeHUaIncTa - JUisl paOOTHUKOB,
HAMEPEHHBIX OCYLIECTBIAITH  (apMaleBTUYECKYI0 JIeATeNbHOCTE B cdepe oOpaiieHus
JIEKapCTBEHHBIX CPEACTB Ui MEIUIMHCKOTO MPUMEHEHHs 10 YKa3aHHOMY ajapecy (3a
UCKITIOUeHHEeM 000COOICHHBIX MOAPa3IeIeHU MEAUIIMHCKUX OpraHn3aluii);

I') CBEJACHHUS O JOMOJHUTEIHLHOM MPO(EeCCHOHATEHOM 00pa30BaHWM B YaCTH PO3HHUYHON
TOPTOBIIM JIGKAPCTBEHHBIMU TIpeTapaTaMu JJIsi MEAUIIMHCKOTO IPUMEHEHHUSI U O HAJTU4UU TpaBa
Ha OCYILECTBICHHE METULIMHCKOMN AESITeIbHOCTH - 1151 paOOTHUKOB, HAMEPEHHBIX OCYIIECTBIIATh
(dapMaIieBTUYECKYI0 JeSTEIbHOCTh B cdepe oOpalieHusi JIEKapCTBEHHBIX CpPEACTB  JJIs
MEAMIIMHCKOTO MPUMEHEHHUS B 000COOJEHHBIX MOAPA3ICICHUSIX MEIULIMHCKUX OpraHu3alui 1o
yKa3aHHOMY afIpecy;

J) CBEACHUS O BBHICIIEM WWIM CpeaHeM (apMareBTHYeCKOM 00pa3oBaHUHM, a TaKkKe
cepTUdUKaTe CHEUUATNCTa WIM TPONICHHON aKKpeAUTAlMK CHeHaIicTa JM00 O BhICIIEM WU
CpeIHEM BETEpUHAPHOM OOpa30BaHHUM, a TAKXKE CepTH(HUKATE CHEIUaIUCTa - JJII paOOTHHUKA
(paOOTHHMKOB), HAMEpPEHHBIX OCYLIECTBIATh (DapMaleBTUUECKYIO JEeSTENbHOCTh B cdepe
oOpallieHus JTeKapCTBEHHBIX CPENICTB JJI1 BETEPUHAPHOTO MPUMEHEHHS 110 YKa3aHHOMY aJIpecy;

€) CBEIEHHs O HaJMYMU BBIAHHOTO B YCTAHOBJICHHOM IMOPSJKE CAHUTApHO-
SMUJEMHOJIOTHYECKOr0 3aKIIOYEHUS] O COOTBETCTBUHU IOMEIIEHUN IO YKa3aHHOMY ajpecy
TpeOOBaHUSAM CAHUTAPHBIX MPABWII B OTHOIIEHHM (PapMaleBTUUECKOH NeATENbHOCTH B cdepe
oOpallleHusi JIeKapCTBEHHBIX CPEACTB [UIsl MEIUIIMHCKOTO TPUMEHEHHsS (32 HCKIIOUYEHHEM
MEIUIUHCKUX OpraHu3auuif, 000COOJEHHBIX MOApa3AeICHUNH MEIUIMHCKUX OpraHU3aIui,
OpraHMU3aIMil ONITOBOM TOPTOBIIH JIEKAPCTBEHHBIMU CPEACTBAMHU JJII MEAUIIUHCKOTO TPUMEHEHHUS,
3asBUBIIMX O BHECEHWU M3MEHEHUH B peecTp JIMIECH3MH U Mepefaud UHOMY JIMIEH3UATy MO
noroBopy (0T 12 MecsieB) Ha ayTCOPCUHT paloT (YCIyr), COCTABIAIONINX (apMarleBTUIECKYIO
JeSITeIbHOCTD B YaCTU XPAHEHUS JIEKAPCTBEHHBIX CPEICTB IS MEAULIUHCKOTO TPUMEHEHHS);

) CBEACHHA O HAJMYMM BBIJAHHOTO B YCTAHOBJIECHHOM MOPSAKE CaHUTApHO-
SMHJIEMHOJIOTMYECKOTO 3aKIIOUEHHUs] O COOTBETCTBUHM TMOMEIICHUH TpeOOBaHUSAM CaHUTAPHBIX
IPaBWJI B OTHOIIEHUHU (hapMalleBTUUECKOI AesITeNbHOCTH B cdepe oOpalleHusl JIeKapCTBEHHBIX



CPEJICTB U1 BETEPUHAPHOI'O NPUMEHEHUS C MPABOM M3TOTOBJIEHMS M OTIIyCKa JIEKAPCTBEHHBIX
IpenapaToB /Uil BETEPUHAPHOTO IPUMEHEHHUS.

13. TIpn HaMepeHUH BBITIOIHATH HOBBIE paOOTHI, OKa3bIBaTh HOBBIE YCIYTH, COCTABIIAIONINE
(apMaleBTUYECKYIO IEATEIBHOCTh, HO HE MPEAYCMOTPEHHBIE PEECTPOM JIUICH3HM, JTUIIEH3MaT B
3asIBJICHUN O BHECEHUU M3MEHEHUH B PEECTp JULICH3UI YKa3bIBAET:

a) B cepe oOpalneHust JISKapCTBEHHBIX CPEACTB I METUITMHCKOTO TIPUMEHEHHUS:

CBEICHUSI O COCTaBIIOMIMX (PapMaleBTUUECKYIO JeATeNbHOCTh paboTax (ychyrax),
KOTOPBIE JIMIIEH3UAT HAMEPEH BBINOJIHATH (OCYIIECTBIIATH);

CBEIICHUS O BBICIIIEM MJIH CpeaHeM (papmarieBTHIeCKOM 00pa30BaHuHM, a TAKKe cepTuuKare
CrielMaiucTa Wi MPOWJEHHON aKKpeOUTAalUU CIEeUUaINCTa - A PabOTHUKOB, HaMEPEHHBIX
BBITOJIHATH (OCYIIECTBIIATH) pabOTHI (YCIIyTH), 38 HCKIIIOYEHHEM 000CO0ICHHBIX OAPA3/ICIICHHM
MEINIUHCKUX OpraHu3aIHii;

CBEIICHUS O HAIWYMHM HEOOXOIUMOT0 000PYI0BaHMsI, COOTBETCTBYIOLIETO YCTAaHOBICHHBIM
TpeOOBaHUAM, a TaKKe CAHUTAPHO-3IUIEMHUOJOTHYECKOTO0 3aKIKYEHUS O COOTBETCTBUM
MIOMEIIEHUH, TpeIHa3HAYECHHBIX 151 BBIMIOJIHEHUS (OCYIIECTBICHHUS ) paboT (yciyr), TpeOOBaHUAM
CaHMTapHbIX NpaBWI (32 UCKIIOYEHHMEM MEAMLMHCKUX OpraHu3auuii, 000COOJIEHHBIX
NOJpa3/eeHul MEIUIMHCKUX OpraHMU3alnii), BBIJAHHOTO B YCTaHOBJIIEHHOM MOpsAKe, 100
CBEICHUS O HaJIMYUM Yy JMIEeH3uarta (TOJbKO JUIs OpraHu3aldidi  ONTOBOW TOPIOBIH
JICKapCTBEHHBIMU CpEJCTBaMH) JoroBopa (oT 12 mecsreB) o mepemadye Ha ayTCOPCHHT padoT
(ycayr), cocTaBistomux (papMareBTUIECKYIO ACSITEIHHOCTD (B YaCTH XPaHEHUS JICKaPCTBEHHBIX
CPEJCTB Ul MEIULMHCKOIO MPUMEHEHHUS), 3aKIIOUEHHOTO C JIMLIEH3UATOM, OCYIIECTBISIOLIUM
(apMaleBTUYECKYIO AEATENbHOCTh IO aJpECy BBHINOJIHEHUS IepelaBacMblX JIMLEH3UATOM Ha
ayTCOPCUHT padoT (yciyr);

0) B cpepe oOpareHus JTEKapCTBEHHBIX CPENICTB 71l BETEPUHAPHOTO MPUMECHECHHUS:

CBEIEHUSI O COCTaBIIOMIMX (PapMaleBTUUECKYIO JeATeNbHOCTh paboTax (ychyrax),
KOTOPBIE JIMIIEH3UAT HAMEPEH BBINOJIHATH (OCYILIECTBIIATH);

CBEJICHUS O BBICIIIEM UJIH CpeaHeM (papmarieBTHUeCKOM 00pa30BaHuM, a TaKKe cepTuuKare
CrielMaiucTa WiM NMPONWAECHHOM aKKpeAMTAlMM CIEelHaIucTa JUOO O BBICHIEM WIH CPeAHEM
BETEPUHAPHOM 00pa30BaHUH, a TAKIKE CEPTHU(PHUKATE CIIEIHAINCTA - I paOOTHUKA (PaOOTHHUKOB),
HaMEPEHHOTO BHITIOJHATH (OCYIIECTBIIATH) PabOTHI (YCIyTH);

CBEIICHUS O HAIWYMHM HEOOXOIUMOT0 000PYI0BaHMsI, COOTBETCTBYIOUIETO YCTAaHOBICHHBIM
TpeOOBAHUSM;

CBEACHHMSA O HAJIWYUU BBIJAHHOIO B  YCTAaHOBJIEHHOM IIOpPSAJKE CAHUTApHO-
SMMIEMHOJIOTMYECKOI0 3aKIIOYEHUs O COOTBETCTBUM IOMELICHUH, NpEeIHA3HAYEHHBIX JUIs
BBITIOJIHEHUS (OCYILIECTBIICHHUS ) 3asBICHHBIX pa0oT (ycnyr), TpeOOBaHUSAM CAaHUTAPHBIX MPABUI -
B OTHOLICHHUHU (hapMaleBTUUECKON AEATENBHOCTU B chepe oOpalleHHs JeKapCTBEHHbBIX CPEACTB
JUIsl BETEPUHAPHOIO IPUMEHEHHUSI C IIPAaBOM U3TOTOBJIEHUS U OTITYCKA JIEKAPCTBEHHBIX IIPENIapaToB
JUIs BETEPUHAPHOTO IPUMEHEHHS.

14. JIuueH3upyromuii oOpraH OCYILIECTBISIET OLIEHKY COOTBETCTBMS JIMILIEH3HMATa
JMLIEH3MOHHBIM TPEOOBAaHUSIM U IPUHUMAET PELLICHUE O BHECEHUN U3MEHEHUH B peecTp JULCH3UH
win 00 OTKa3e BO BHECEHHWU W3MEHEHHUH B PEECTp JIMILEH3UH B CPOK, He mpesblmatoniuii 10
pabouux AHEH COo JHS MpreMa 3asBJICHUS O BHECCHUH N3MEHEHHUI B pEeeCTp JINIICH3UH.

15. JInneH3uat BIpaBe OTO3BATh 3asiBJIEHUE O BHECEHUU U3MEHEHUN B PEECTpP JUIEH3UM 10
HPUHATHS JIMIEH3UPYIOIUM OPraHOM PELICHHs O BHECEHUU U3MEHEHUH B PEECTp JULEH3UN WK
00 OTKa3e BO BHECEHHH W3MEHEHHI B PEECTp JINIIECH3UI.

16. BeneHwe eauHOrO peecTpa JHIEH3UWA, B TOM 4YHUCJIE JIMUIEH3UM, BbIAAHHBIX
UCTIOJIHUTENIBHBIMUA ~ OpraHaMu  cyObekToB Poccuiickoit @enepaumd B COOTBETCTBUU C
NepeaHHbIMU TIOJIHOMOYMAMH, ocyluecTBisger dexepanpHas ciyxba 1Mo Haa3opy B cdepe
31paBooxpaHeHus. Benenue peectpa nuieH3uil B cepe oOpaiieHus JeKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOIO MNpHUMEHEeHHs ocymecTBisger denepanbHas ciyx0a MO BETEPUHAPHOMY U
¢uTOoCaHUTAPHOMY HAJ30DY.

(8 pen. ITocranosnenus [IpaButensctBa PO ot 03.08.2023 N 1268)



VcnonnurenbHele opranbl cyObekToB Poccuiickoit deneparyi OCyIIECTBISIOT BEACHUE
peecTpa JIMIEH3UM B OTKPBITON U O0IeT0CTYITHOM HH(OPMAIMOHHOU crucTeMme B cetu "MHTepHeT"
(masee - nH(OpPMAIIMOHHAsT CUCTEMA), ONIEPATOPOM KOTOpOil siBisiercss DenepanbHas ciayxda 1mo
HaA30py B chepe 37paBoOXpaHeHHs U B KOTOPOM pa3MeliaeTcs CChlIKa Ha PEEeCTp JUICH3UH.

(B pexn. ITocranosnenus IIpasurenscrea PO ot 03.08.2023 N 1268)

17. Nudopmarus, OTHOCAIMIAACS K OCYIICCTBICHHIO (DapMalleBTHUYECKON NeITeIbHOCTH,
npeaycMoTpeHHass dactamu 1 u 2 crateum 21 ®enepanbHoro 3akoHa "O JHIEH3UPOBAHUU
OTJIENIbHBIX BUOB JCSITEIBHOCTH", pa3MeniaeTcs Ha opuimaibHoM caiite denepanbHOi CITyKObI
10 Ha/30py B cdepe 3ApaBoOXpaHeHUs WM Ha odunmanbHoM caiite denepaibHOM CiTy:KOBI 1O
BETepUHAPHOMY M (puTOCaHUTapHOMY Haa30py B ceTn "MHTepHeT" (1anee - opuimanbHbIe CalTh)
B (hOpMe OTKPBITHIX JTAHHBIX.

AxTyanbHas nHMOpMaIUs U3 peecTpa JUICH3UH TOJDKHA 0TOOpaKaThCsl Ha O(PHUITHATBHBIX
caiiTax B pe:KUMeE pealbHOTO BPEMEHH JIN0O HE TI03/IHeE 5 MUHYT C MOMEHTA BHECEHUSI U3MEHEHUI
B peecTp nuieH3u. B ciydae HepaboTocrnocoOHOCTH MH(POPMAIIMOHHON CUCTEMBI aKTyajbHas
uHboOpMallMsd W3 peecTpa JHUIEH3UW pa3Meniaercs Ha o(UIMaTbHBIX CcaiiTax mocle
BOCCTaHOBJICHHUSI pabOTOCTIOCOOHOCTH MH(OPMAITMOHHOW CHUCTEMBI, HO HE MO3JHee 3 paboumx
JIHEU CO JIHsI BHECEHUS CBEJICHUN B pEeCTp JINLICH3U M.

18. OrmeHnka COOTBETCTBHUSI COMCKATENS JUIEH3WH (JUIEH3MATA) JIMIICH3UOHHBIM
TpeOOBaHUSAM OCYIIECTBISICTCS JIMICH3UPYIOIUM OPraHOM B COOTBETCTBUHM €O cTartbed 19.1
®enepanbHoro 3akona "O JIMIIEH3UPOBAHUU OTJEIBHBIX BUJIOB JIESITEIHLHOCTH" .

OrneHKa COOTBETCTBHSI COMCKATEINSI TUICH3UU (JUIICH3UATa) JIUIICH3HOHHBIM TpeOOBaHUSIM
POBOAUTCS B (hOpME BBIC3THON OIICHKH.

Hcnonp30BaHue CpencTB OUCTAHIIMOHHOTO B3aUMOJICHCTBHUS, B TOM YHCIIC BHIICOCBSI3U
(manee - cpenctBa), IpH MPOBEICHUH BbIC3JTHOW OLIEHKH COOTBETCTBHUS JIMIEH3MOHHBIM
TpeOOBAaHUSAM OCYIIIECTBISETCS:

MpU 3asBJICHUU COUCKATENIEeM JIMIIEH3UM paboT U YyCiAyr IO PO3HUYHOM TOpPTroBie
JICKapCTBEHHBIMU TIperapaTaMu;

IpyU 3asBJICHUM JUIIEH3UATOM HOBOIO ajpeca Mo BHAY pabOT M YCIYr MO PO3HUYHOU
TOPTOBIIE JICKAPCTBEHHBIMH MIPENapaTaMu.

[Topsox MCOIB30BAaHUS CPEACTB BKIIOYAET B CeOs:

yKa3aHWe COWCKATeJIeM JUICH3WU (JUICH3MAaTOM) B 3asBICHUU O TMPEAOCTaBICHUH
JUIEH3UU (3a8BJIEHUU O BHECEHUM H3MEHEHUN B PEECTp JMIIEH3HMI) CBEIEHUH O HaIu4uu
TEXHHUYECKOH BO3MOXKHOCTH HWCIIONIB30BAaHMS TIPU TMPOBEICHUH BBIC3THON OILIGHKH CPEACTB C
BO3MOKHOCTBIO HJICHTH(PUKAIIMK COMCKATENS JHMICH3UM (JIMIIeH3WaTa) 4depe3 (QeaepaabHyIo
rocyapcTBeHHy0 uH(popmanmuoHHyl0 cuctemy "Enunas cucrema UIACHTHQHUKAIUN |
ayTeHTHUKAIMA B HHPPACTPYKType, oOecreduBaromen uHHOPMAIMOHHO-TEXHOJIOTHYECKOE
B3aMMOJICHiCTBIE  WH(DOPMAIIMOHHBIX  CHCTEM,  HCIOJNB3YeMBIX  JUISi  MPEIOCTABICHUS
TOCYJAPCTBEHHBIX U MYHUIIUITAJIGHBIX YCIIYT B JICKTPOHHOU (hopme";

MPUHSITHE JOKHOCTHBIM JIUIIOM JIUIIEH3UPYIOIIEr0 OPTaHa PEIICHUS O TIPOBEACHUN OLIEHKH
COOTBETCTBHUSl COWICKATeNsl JHICH3UM (JMIIEH3UAaTa) JHMIICH3UOHHBIM TpeOOBaHUSAM B (opMme
BBIC3IHON OIICHKH B IMCTAHIIMOHHOM (popMaTe ¢ MPUMEHEHUEM CPEJICTB;

W3BEIICHUE COWCKATENsl JUIEH3UH (JUIEH3WaTa) O BEIeHUH (OTOCHEMKH U (MJIIN)
BUJICO3AMKCH - B CIy4ae OCYIIECTBIICHHUS MPOIEIYyphl OIEHKU COOTBETCTBHUS ITHUIEH3MOHHBIM
TpeOOBaHUAM B JUCTAHIIMOHHOM (opmare;

obecrniedueHrne COXpaHHOCTH WH(OPMAIIUH, TTOTyYEHHOW OCPEICTBOM (OTOCHEMKH U (WIIH)
BUJICO3AMHCH.

Ecnmu B xozme BBIE3NTHON OIICHKHM COOTBETCTBHUS COUCKATENsS JUICH3WU (JHMIICH3UATA)
JUIEH3UOHHBIM TPEeOOBaHUSM OCYIIECTBISIUCE (POTOChEMKa M (MJIM) BHJICO3AMKCh, 00 ATOM
JIeJIaeTCsl OTMETKA B aKT€ OLGHKH M TIOJIMUCAHHE €ro PYKOBOAUTEIEM, HWHBIM TOKHOCTHBIM
JUIOM WM YHOJHOMOYEHHBIM IPEACTAaBUTEIEM COUCKATeNsl JUIEH3UU (JHIeH3haTa) He
Tpebyercs. B aTom cinyuae maTepuanbl GOTOCHEMKHU U (HITH) BUACO3AMICH PUIATAIOTCS K aKTy
OLICHKH.



Nudopmanus, momydeHHas ¢ HCIOIB30BAHUEM CPEJACTB, TOCIE MPOBEICHUS OLCHKH
COOTBETCTBUSl ~ COMCKaTelsl  JIMIEH3MH  (IMLEH3uaTa)  JIMIEH3UOHHBIM  TpeOOBaHUSM
JUICH3UPYIOUIUM OPTraHOM COXPAHSETCS B aBTOMAaTU3MPOBAHHONW HMH(OPMAIIMOHHOW CHUCTEME
auneHsupytouiero  oprasa. CoxpaHHOCTh  ykazaHHOM  uH(popmauuu  oOecnedyuBaeTcs
JULEH3UPYIOLIUM OPTaHOM.

19. Tlpu mnpoBeACHWUH OLICGHKH COOTBETCTBHSI COWCKATENs JHICH3UM (JMIIeH3UAaTa)
JTUIICH3UOHHBIM TPEOOBAHUSM JTUIICH3UPYIOLTUI OPraH MOXKET MPHUBJICKATh K TIPOBEIACHHUIO TAKOM
OLICHKM HE 3aMHTEPECOBAHHBIX B €€ PE3yJIbTaTaxX IKCIEPTOB WM 3KCHEPTHBIE OpraHU3ALNM,
AKKPETUTOBAHHBIE B COOTBETCTBUM C 3aKOHOJATeNbCcTBOM Poccuiickoit @enepammu 00
aKKpeIUTAallMM B HAIMOHAIBHOM CHUCTEME AaKKpEIWTallUh, a TaKXe I0JIBEIOMCTBEHHbIE
JULEH3UPYIOLEMY OpraHy OpraHu3ainuu (Aajee - S3KCIepTHbIE OpraHu3alum).

[TpuBnedyeHne FKCIEPTOB U IKCMIEPTHBIX OPTaHU3AIUI OCYIIECTBIIACTCS Ha OE€3BO3ME3THOM
JUIsl COMCKAaTeNel JTUIEH3UM (JIMIEH3MaTOB) OCHOBE Ha OCHOBAHUU PELICHUS JTUIEH3UPYIOLIETO
opraHa, MOJAINUCAaHHOIO YIOJIHOMOYEHHBIM JIOJKHOCTHBIM JIMIIOM JIMIIEH3UPYIOIIEr0 OpPraHa, B
KOTOPOM YKa3bIBAtOTCS (paMuiIum, uMeHa, oT4ecTBa (MPU HATUYHMH) MPUBJICKAEMBIX JKCIIEPTOB
VI HAUMEHOBAHUS SKCIEPTHBIX OPTaHU3aLUN.

MHeHUsI SKCHEepTOB, 3KCHEPTHBIX OpraHu3aluii O COOTBETCTBUM (HECOOTBETCTBHUM)
coMcKaTelNsl JMIECH3UHN (JTUIEeH3UaTa) JUIEH3MOHHBIM TpeOOBaHMSIM H3JIaraloTcs B CIIpaBKe
(9KCTIEpTHOM MHEHHH), IOAMMCAHHOMN YKCIIepTaMu | (WJIK) YIIOJTHOMOYEHHBIMH JOKHOCTHBIMU
JIMIaMHU SKCHEPTHBIX OPraHU3alui, KOTOpas MPUIaraercs K akTy OLICHKHU.

B cnydae BbIsIBIEHUSI HECOOTBETCTBUSI COMCKATES JIMLICH3UU (JIMLEH3UATa) JTUIIEH3UOHHBIM
TpeOOBaHUSM B aKT€ OLIEHKH YyKa3bIBaeTCs, KaKUM HMEHHO JIMIIEH3HMOHHBIM TPEOOBAaHUSAM HE
COOTBETCTBYET COMCKATENh JUIICH3UU (JIMIICH3MAT) U KAKMM HOPMATUBHBIM IIPABOBBIM aKTOM (C
YKa3aHUEM €ro CTPYKTYPHOM eTUHUIIbI) TAKOE JUIIEH3NOHHOE TPEOOBaHNE YCTAaHOBIICHO.

20. IlpencraBneHue couckaTeleM JIMIEH3UU (JTULIEH3UATOM) 3asiBJICHUS O MPEJOCTaBICHUU
JUIEH3UU (3asBJICHUS O BHECEHUN U3MEHEHUH B PEECTp JIMLIEH3HI ) U UX PUEM JIMLEH3UPYIOIIUM
OpraHOM, TPUHATHE JIUIEH3UPYIOIMIUM OPraHOM pEIICHUS O MPEeIOCTABICHUU JHICH3UH (00
OTKa3e B MPEJOCTABJICHUH JIUIICH3MH ), BHECCHUH U3MEHEHUN B peecTp JHIeH3u (00 0TKaze BO
BHECEHUU M3MEHEHUH B peecTp JUIEH3Ul), TPUOCTAHOBICHUH, BO3OOHOBICHUH, MMPEKPAIICHUN
NENCTBUS JTMLEH3UH, a TaKXKe MpeocTaBiIeHe, GOpMHUpPOBaHKE U BEACHHE JIUIIEH3UOHHOTO JIeTIa,
BEJICHUE PEECTpa JIMLICH3UN U IIPEJOCTABICHUE CBEICHUM, COACPKALIUXCS B PEECTPE JIULEH3HM, B
TOM YHCJI€ BBIIMCKA W3 PEECTpa JIMLEH3UW, OCYIIECTBISIOTCS B MOPSJAKE, YCTAaHOBICHHOM
®enepasibHbIM 3aKOHOM "O JTUIEH3UPOBAHUU OT/AEIbHBIX BUIOB ACSITEIBHOCTH" .

21. Ilpm nopmaue 3asBiAEHUS O MNPEIOCTABICHUM JIMIIEH3UW, 3asBJICHUS O BHECCHUU
W3MEHEHUN B PEeCTp JULEH3UM IOPUIMYECKUM JIUIOM, WHIUBUYAIbHBIM MPEANpPUHUMATEIIEM
MOJIMTMCAHUE TAKOTO 3asIBJICHUS OCYIIECTBIIAECTCA YCUJIEHHOW KBATU(PUIIMPOBAHHON IEKTPOHHON
HOJIHUCHIO.

[Ipu nonave 3asBneHUS HU3NUECKUM JIULIOM ITPU MPEACTABICHUN HHTEPECOB IOPUIUIECKOTO
JUIa WIA WHIUBUIYaJbHOTO TpEANpUHUMATENS (P HAIUYUU B DICKTPOHHOU ¢opme B
MaIIMHOYUTAEMOM BUJE JTOBEPEHHOCTEH, MOATBEPKAAIONUIUX COOTBETCTBYIOLIUE MOIHOMOYMS)
MOJIMTMCAHUE TAKOTO 3asBICHUS OCYIIECTBIISACTCS YCHICHHOW KBATH(PUIIMPOBAHHON IEKTPOHHON
MOJIMUCHIO WJIM YCHJIEHHOM HEKBATM(UIIUPOBAHHOM 3JIEKTPOHHOM MOANKCHI0, CepTU(HUKAT KITI0Ua
NPOBEPKA KOTOPOM CO3MaH W HUCIHONB3YeTcs B HWHEOPACTpyKType, oOOecrednBaromien
MH(}OPMaLIMOHHO-TEXHOJIOTUYECKOE B3aUMOAeCTBHE NH(POPMAITMOHHBIX CUCTEM, UCIIOJIb3yEMbIX
JUISL  TPEAOCTaBJICHUS TOCYJAapCTBEHHBIX W  MYHHUIIMOAIBHBIX YCIYT M UCHOJIHEHHS
rOCY/IapCTBEHHBIX U MYHULUMNAIbHBIX (YHKIUI B 3JIEKTPOHHON (opme, B YCTaHOBICHHOM
IIpaBurensctBoM Poccuiickoin denepanuu nopsiake.

(m. 21 B pen. ITocranoBnenus [IpaButensctBa PO ot 29.11.2022 N 2164)

22. 3a mpenocTaBlICHUE JIMLEH3UPYIOIIUM OpPraHOM JIMIEH3UH, BHECEHHE M3MEHEHUHl B
peecTp JIMIIEH3W Ha OCHOBAaHWUU 3asBJICHUA O BHECEHUM H3MEHEHUW B PEECTp JMIECH3UU
YIUTAUMBAETCsl TOCYAApCTBEHHAs MOLLJIMHA B pa3Mepax M MOPSAKE, KOTOpPbIE YCTAHOBJIEHBI
3aKoHO1aTeabCcTBOM Poccuiickoit denepariu o Hajorax u coopax.



Breimucka w3 peectpa nuIEeH3Wd B (QopMe IIIEKTPOHHOTO JTOKYMEHTA, MOJMUCAHHOTO
YCWICHHOM  KBadU(UIUPOBAHHON DJIEKTPOHHON TMOJIIMUCHIO  JIMIIEH3UPYIOIIETO OpTraHa,
MPEIOCTaBIIsAeTCS O3 B3UMAaHUS TIIATHI.

23. denepanbHas ciyx0a o Haa30py B chepe 3IpaBOOXpaHEHUS B TEUEHHE 5 pabounx THEH
CO [IHS BBIJIaY¥ JOKyMEHTa OO0 OKOHYaHWHM TPOBEPKH JIMIIEH3WATa HAMpPAaBIIET B OpTraHbI
TrOCYJapCTBEHHOM BIIacTH CyOBheKTOB Poccuiickoit denepariu, OCymecTBISIONINE TOJTHOMOYHS,
yka3aHHbIe B TyHKTe | gactu 1 crateu 15 @enepanbpHoro 3akoHa "O0 0CHOBaX OXpPaHBI 3J0POBbS
rpaxaan B Poccuiickoit ®denepanmu', 3aBepeHHbIE KOMWU MPUKA30B O MPUOCTAHOBICHUH U
BO30OHOBIICHUH JCUCTBUS JUICH3WH, HA3HAYCHUM TMPOBEPOK JHIICH3UATOB, KOIHWU AaKTOB
MIPOBEPOK JTUIEH3UATOB, MPEANUCAHNN 00 YCTPaHEHUH BbISIBICHHBIX HAPYIICHUH JTUIIEH3UNOHHBIX
TpeOOBaHUIl, TPOTOKOJIOB 00 aJIMUHUCTPATUBHBIX MPABOHAPYIICHUSX, IMOCTAHOBICHUH O
Ha3HAYCHUH AaJMHUHHCTPATUBHBIX HaKa3aHUHW U JPYrUX JOKYMEHTOB, CBSI3aHHBIX C
ocyliecTBIieHuEM (peepalbHOTO TOCYAapCTBEHHOTO KOHTPOJs (Haa3opa) B cdepe obOpaiieHus
JICKapCTBEHHBIX CpPEJICTB, B OTHOIIEHWU JIMIEH3UATOB (32 MCKIIOUEHUEM JIUIEH3UATOB,
MPEJACTABUBIINX 3asBJICHUS O BHECEHUU W3MEHEHUN B PEECTp JIMIIEH3UM), OCYIIECTBISIOMIMNX
JEeSTEIbHOCTD M0 0OPAIICHUIO JIEKaPCTBEHHBIX CPEICTB, I BKIIIOUEHUS B TUIICH3UOHHBIE JIeja B
OyMa)KHOM WJIM SJIEKTPOHHOM BH/IC.

24. @opmupoBaHWE JIMIICH3MOHHOTO Jela COHWCKAaTes JIMIEeH3WHu (B OTHOIICHUH
JIEKAPCTBEHHBIX CPEACTB JJs MEAMIIMHCKOIO MPUMEHEHHU), JHUIEH3HaTa OCYILIECTBISAETCA B
aBTOMAaTHU3UPOBAHHOW MH(pOpManMoHHON cucteme denepanbHON Ciy)0bI MO HaI30py B chepe
3/1paBOOXPAHEHUS.

25. OtneHka coOIOACHUS JTUIICH3UATaAMH JIMIICH3NOHHBIX TPEOOBAHUM TIPH OCYIIICCTBICHUHN
(dapMaleBTUYECKON NeATEeTLHOCTH OCYIIECTBISETCS B paMKaxX (enepalbHOTO TOCYIapCTBEHHOTO
KOHTpoJI (Haa3opa) B chepe oOpaieHus JeKapCTBEHHBIX CPEJICTB.

[Tpunoxenue
K [Ion0keHHI0 0 IMIIEH3UPOBAHUU
(apMaleBTUYECKOH 1eATEIbHOCTU

NMEPEYEHDb
BbINOJIHAEMbIX PABOT, OKA3SbIBAEMbIX YCITYT, COCTABJIAIOLLUX
®APMALIEBTUYECKYIO OEATENIBHOCTb

I. B cchepe obpaweHunst nekapCcTBeHHbIX CPeacTB
AnA MeaULMHCKOro npuMeHeHus

. OnToBast TOpProiIsd JEKAPCTBEHHBIMU CPEACTBAMM ISl MEAUIIMHCKOTO IIPUMEHEHUS

. XpaHeHHe JIEKapCTBEHHBIX CPEICTB AJI1 MEAUIIMHCKOTO TPUMEHEHHUS

. XpaHeHue JIEKapCTBEHHBIX MIPENapaToB A MEIULUHCKOTO IIPUMEHEHUS

. IlepeBo3Ka JIEKAPCTBEHHBIX CPEIACTB AJISI MEAUIIMHCKOTO IPUMEHEHHUS

. IlepeBo3Ka JIeKapCTBEHHBIX IIPENapaToB JJIs1 MEIULUHCKOTO IIPUMEHEHUS

. PozHn4Hast TOPro.is 1€KapCTBEHHBIMU NpPENapaTaMu 11 MEAULIMHCKOTO IPUMEHCHUS
. OTnyck eKapCTBEHHBIX MPENapaToB A MEAULIMHCKOIO IPUMEHEHHUS

. I3roToBncHNE IEKapCTBEHHBIX NIPENAPATOB ISl MEIULIMHCKOTO IIPUMEHEHUS

03N N KW

Il. B cchepe obpalwieHms nekapcTBeHHbIX CpeacTB
ONA BeTepUHapHOro NpuMeHeHus



. OnToBast TOproBiIs JIEKaPCTBEHHBIMU CPEACTBAMM ISl BETEPUHAPHOIO IIPUMEHEHUS

. XpaHeHue JEKapCTBEHHBIX CPEJCTB JUIsl BETEPUHAPHOIO MPUMEHEHHS

. XpaHeHUe JIEKapCTBEHHBIX IIPENapaToB ISl BETEPUHAPHOTO IPUMEHEHUS

. [lepeBo3Ka JIeKapCTBEHHBIX CPEACTB JJIsl BETEPUHAPHOIO IPUMEHEHHUS

. IlepeBo3Ka JIeKapCTBEHHBIX IIPENApaTOB JUIsl BETEPUHAPHOTO IPUMEHEHUS

. PO3HMYHAs TOPTOBIIA JI€KapCTBEHHBIMU ITpENapaTamMu JJisi BETEPUHAPHOTO IPUMEHEHUS
. I3roToBneHue JeKapCTBEHHBIX NIPENApaToB JJIsl BETEPUHAPHOIO IPUMEHEHUS

. OTIyck 1€KapCTBEHHBIX NPENApPaTOB sl BETEPUHAPHOIO IPUMEHEHNUS

03N N KW

[Tpunoxenue

K nocranoBieHuto [IpaBurenbcTBa
Poccuiickoit deneparuu

ot 31 mapra 2022 r. N 547

NEPEYEHDb
HOPMATUBHbIX MPABOBbIX AKTOB U OTAENbHbIX MOJIOXXEHUN
HOPMATUBHbIX
NMPABOBbIX AKTOB NPABUTENIbCTBA POCCUACKOWU ®EOEPALINM,
YTPATUBLUUX CUNY

1. ITocranoBnenue IIpaButensctBa Poccuiickoit @enepannu ot 22 nexadbps 2011 r. N 1081
"O nuneHsupoBaHuM (apmareBTHdeckor aestenbHOoCcTH" (CoOpaHMe 3aKOHOIATENhCTBA
Poccuiickoit ®enepanuu, 2012, N 1, ct. 126).

2. Ilyakr 170 wu3MmeHeHU, KoTopble BHOCATCA B akThl IlpaButensctBa Poccuiickoit
@denepanuy 0 BOIPOCaM  JAEATENBHOCTH MuUHHCTEpCTBA 3apaBooXpaHeHus Pocculickoin
®denepanun, yTBEpKICHHBIX NocTaHoBIeHHeM IIpaButenbctBa Poccuiickoit ®enepanuu ot 4
centsa6ps 2012 r. N 882 "O BHeceHun u3MeHeHUH B HeKOTOpbIe akThl [IpaBuTenscTBa Poccuiickoii
@enepanu MO BOMpPOCAM  JIeSITEIbHOCTH MuHUCTEpCTBa 3apaBoOoXpaHeHust Poccuiickoit
Oenepanun" (Cobpanue 3akoHogaTenbecTBa Poccniickoii @eneparun, 2012, N 37, ct. 5002).

3. [1lynkTt 1 u3mMmeHeHuil, Kotopeie BHOCATCA B akThl [IpaBuTenscTBa Poccuiickoit denepanmin
Mo BONpocaM OOpalieHus JIeKApCTBEHHBIX CPEACTB JUIsl MEIUIIMHCKOTO TPUMEHECHHUS,
YTBEpKICHHBIX noctaHoBieHueM [IpaButensctBa Poccuiickoit denepanyu ot 15 anpens 2013 r.
N 342 "O BHeceHuM U3MEHEHUI B HEKOTOphIe akThl [IpaBurenscTBa Poccuiickoit denepanuu mo
BOIpOcaM OOpalieHus JIEKApCTBEHHBIX CPEACTB IJs MeauuuHckoro npumenenus" (Cobpanue
3akoHoaarenbcTBa Poccuiickoit ®enepanuu, 2013, N 16, ct. 1970).

4. I1yHKT 2 ©3MEHEHUH, KOTOpbIE BHOCATCS B akThI [ [paButenscTBa Poccuiickoit denepanmu,
YTBEP)KICHHBIX MocTaHoBJIeHUEeM [IpaButenscTBa Poccuiickoit @enepannu ot 23 centsiops 2016
r. N 956 "O BHeceHnn u3MeHEeHU B HeKOTOphIe akThl [IpaBuTensctBa Poccuiickoit @enepanuu”
(Cobpanue 3akononarenscTBa Poccuiickoit @enepanmu, 2016, N 40, ct. 5738).

5. I1yHKT 2 u3MeHeHHi1, KOTOpbie BHOCATCS B akThl [ [paButenncTBa Poccuiickoi denepanmu,
YTBEPXACHHBIX nocTaHoBiIeHUeEM [IpaBurenscTBa Poccuiickoit @enepanuu ot 4 utonst 2017 r. N
791 "O BHeceHuM H3MEHEHUW B HeKoTopble akThl IIpaButennctBa Poccuiickoit denepaunn’
(Cobpanue 3akononarenscTBa Poccuiickoit @enepammu, 2017, N 28, ct. 4165).

6. [IyHkT 1 n3mMeHeHuil, Kotopeie BHOCATCA B akThl [IpaButenscTBa Poccuiickoit denepanmin
0 BONPOCAaM OCYIIECTBICHUS JIMIIEH3UPOBAHUS OTJEIbHBIX BUJIOB JCSITEIILHOCTUA HA TEPPUTOPUH
MEXTYHApOJAHOTO MEAMIIMHCKOTO KiacTepa, YTBEp>KICHHBIX MocTaHoBieHueM [IpaBurenscTBa
Poccuiickoit @enepauuu ot 21 despans 2020 r. N 192 "O BHeceHUH U3MEHEHUI B HEKOTOpbIE
akThl [IpaBurenbcTBa Poccuiickoit denepanyu no BOIpOcaM OCYIIECTBICHUS JTUIIEH3UPOBAHUS



OTJENbHBIX BUJOB JIEATEILHOCTU Ha TEPPUTOPUU MEXKAYHAPOJAHOTO MEIUIIMHCKOro Kiacrepa'
(Cobpanue 3axkonomarensctBa Poccuiickoit ®eneparuu, 2020, N 9, ct. 1195).

7. Ilocranosnenue IlpaBurensctBa Poccuiickoit ®denepaunn ot 15 mas 2020 r. N 687 "O
BHECCHMM WU3MEHeHUH B TyHKT 5 [lojokeHuWss 0O JMIEH3UPOBAaHUU (papMarleBTUIECKON
nestenbHOCTH" (CoOpanue 3akoHogaTenscTBa Poccuiickoit @enepanmm, 2020, N 21, ct. 3269).

8. Ilynkt 1 u3MeHeHuii, KOTopbie BHOCITCSA B akThl [ [paButenscTBa Poccuiickoit @enepanun
MO0 BONpOCaM  JIMLEH3UPOBAHUS  OTHEIbHBIX BUJOB  JIEATEIBHOCTH,  YTBEPKIACHHBIX
noctaHoByieHreM [IpaButennpctBa Poccmiickoit ®@enepanuu ot 28 HOos0ps 2020 r. N 1961 "O
BHECEHUM U3MEHEHMI B HEKOTOpbIe akThl [IpaBurenscTBa Poccuiickoit @enepanuu 1o BOIpocam
JUIEH3UPOBAHUS OTIEIBHBIX BUIOB AesitenbHOocTH" (CoOpanue 3akoHomarenbcTBa Poccuiickoit
®epnepauun, 2020, N 49, ct. 7934).

9. Ilynkr 1 u3smeHenuii, KOTopsie BHOCITCS B akThl [ [paButenncTBa Poccuiickoin denepanmu,
YTBEPXACHHBIX TocTaHoBIeHUEM [IpaBuTenbecrBa Poccuiickoit ®denepanuu ot 9 mapra 2022 r. N
328 "O BHeceHMM HM3MEHEHUW B HEKoTopble akThl IIpaButennctBa Poccuiickoit denepaunn’
(Cobpanme 3akononatenscTBa Poccuiickoit @enepammm, 2022, N 11, cr. 1712).




