NMPABUTENbLCTBO POCCUUCKON ®EQEPALIUN

NMOCTAHOBJIEHUE
ot 31 mapTta 2022 r. N 547

Ob YTBEPXAEHWUU NMONOXEHUA
O NIMLEH3UPOBAHUN ®APMALEEBTUYECKOWU OEATENBLHOCTU

CIucoK U3MEHSIONIUX TOKYMEHTOB
(B pen. IlocranoBnenuii [IpaButenscta PO ot 29.11.2022 N 2164,
ot 03.08.2023 N 1268, ot 01.06.2024 N 756, ot 06.11.2024 N 1498)

B cootBerctBun ¢ ®enepanbHbiM 3akoHOM "O JIHMIIEH3UPOBAHUHM OTACIBHBIX BHUIOB
nesitenibHOCTH" [IpaBurenscTBo Poccuiickoit denepanuu NoCTaHOBIISET:

1. VYrBepauth npunaraemoe IlonmoxxeHue o JMLEH3UpOBaHUM (hapMalleBTUUECKON
JIeATEIbHOCTH.

2. HpI/IBHaTI) YTpaTUBIIMMHA CUJTY HOPMATUBHBIC ITPABOBBIC AKThI U OTACJIBLHBIC ITOJIOKCHUA
HOPMATHUBHBIX NPaBOBbIX akTOB [IpaButenscTBa Poccuiickon denepanuu 1o nepeyHio CorjiacHoO
IIPUIIOKEHUIO.

3. Hacrosimmee nmoctanoBieHne BCTynaer B cuiny ¢ 1 ceHtsiops 2022 r. u neiictByer o 1
ceHTsa0ps 2028 r.

[Ipencenarens IIpaBurtenscTBa
Poccutickoit ®enepanun
M.MUITYCTUH

YTBEepKACHO

nocraHoBieHueM [IpaButenscTBa
Poccutiickoit @enepanun

ot 31 mapta 2022 r. N 547

NMONOXEHME O NULUEH3UPOBAHUN ®APMALEEBTUYECKOWU OEATENIBHOCTU

CnucoK U3MEHSIIOUUX IOKYMEHTOB
(8 pen. ITocranosnennii [IpaBurensctBa PO ot 29.11.2022 N 2164,
ot 03.08.2023 N 1268, ot 01.06.2024 N 756, ot 06.11.2024 N 1498)

1. Hacrosiee [lonoxxeHne ycraHaBIMBaeT MOPSJIOK JIMLIEH3UPOBaHUS (hapMalieBTHUECKON
JCATCIIbHOCTH, OCymGCTBJ'ISIGMOfI OPUINYCCKMMU JTMIaMHd, B TOM YHUCJIC HWHOCTPAHHBIMU
IOPUINYCCKUMU JIMIAMHK, BKJIKOYasd OpraHu3aluu ONTOBOM TOProBJIW JICKAPCTBCHHBIMU



CpeICTBaMH, amnTeYHbIe OpraHW3alluH, BETECPUHAPHBIC allTeYHbIC OpraHU3alMH, a TaKkKe
MEJUIIMHCKUE OpPTaHU3allui U UX 000COOJEHHBIC MOIpa3IeICHHs, PACIIOI0KEHHbBIE B CEIbCKUX
HACEJICHHBIX IMYHKTaX, B KOTOPBIX OTCYTCTBYIOT alTEYHBIC OpPTraHU3aIuu (j1ajiee COOTBETCTBEHHO
- MEIUIIMHCKHE OpraHu3amuf, 000COOJEHHBIE MOAPA3IACICHHUS MEIUIIMHCKUX OpraHU3aIllHi ),
BETEpUHAPHBIC OPTaHU3aIMU, U MHANBUIYATbHBIMU TPEANPUHUMATEIISIMH.

2. (DapMaL[eBTI/I‘ICCKaﬂ JACATCIIPHOCTD BKIIFOYACT pa6OTI>I " YCIIYI'U COI'JIaCHO IPHUIIOKCHHIO.

3. JlunensupoBanue (apMaeBTHYCCKON IEATEILHOCTH OCYIIECTBISIOT CJCAYIOIINE
JUIIEH3UPYIOIINE OPTaHbI:

a) @enepanbHas ciryx0a Mo HaA30py B cdepe 31paBOOXpaHEHUS - B YaCTU ACSITEIbHOCTH,
OCYILECTBIISIEMOM:

OopraHu3anuAaAMu OIITOBOM TOProBJIW JICKAPCTBEHHBIMU CpEACTBAMU I MEAHUIIMHCKOI'O
IIPUMCHCHU A,

aAIlITCYHBIMH OpraHu3alnuiamMu, noABCAOMCTBCHHBIMU Q)eﬂepaHBHbIM OopraHamM
HCIIOJIHUTEILHOMN BJIaCTH,

WHBIMH OPraHU3allMsIMU U UHAUBUIYAJIbHBIMH MPEANPUHUMATENSIMHU, OCYIIECTBISIONUMU
(bapMaleBTUYECKYIO IeATEIbHOCTh, B YACTH OILICHKH COOIIIO/ICHUS IMIIEH3UaTaMH JTUIEH3NOHHBIX
TpeOOBaHUIl TMOCPEICTBOM OCYIIECTBIEHUSI (eAepalbHOrO TOCYJAPCTBEHHOTO KOHTPOIIS
(Hamzopa) B cdepe oOpalieHUs JEKapCTBEHHBIX CPEICTB (32 HCKIIOYEHHEM JIMIIEH3UATOB,
MPEJICTAaBUBIINX 3asBICHUS O BHECEHWU HM3MEHEHHMI B PEECTp JMILEH3UH Ha OCYILECTBICHHE
dbapmalieBTUYECKON JEsITeNbHOCTH (Jlalieeé COOTBETCTBEHHO - JIMIICH3MH, PEECTp JIMLIEH3UIA),
MOJIHOMOYHI1 IO MPUOCTAHOBJICHUIO, BO30OHOBIICHUIO ICHCTBUS JIUILICH3H, a TAK)KE TOJITHOMOYUH,
CBSI3aHHBIX C aHHYJIUPOBAHUEM JIULIEH3UN B CyJIeOHOM MOPSIKE;

0) vcIoMHUTEIbHBIE OpraHbl cyObekToB Poccuiickoit depepannu - B 4aCTH OCYILIECTBICHUS
JeSITeIbHOCTH B chepe oOpallieHus JIEKapCTBEHHBIX CPEICTB AJISi MEAULUHCKOTO TPUMEHEHMS (B
4acTU NMPEAOCTABICHUS JINLEH3UHA U BHECECHUSI U3MEHEHUI B PEECTP JULCH3UH, IPEOCTABICHUS
BBIIIMCOK W3 pEecTpa JULEH3UM, OLEHKH COOTBETCTBUS COMCKATENs JIMLEH3HUM, JIMIEH3HATa
JHMIEH3UOHHBIM TpeOOBaHUSM - B OTHOLICHUM COMCKaTeled JWIEH3U U JIMIEeH3UaToB,
IIPEJICTaBUBLINX 3asBJICHUS O BHECEHUM U3MEHEHUN B PEECTP JIMLIEH3UM, IPEKPALICHUS] JEHCTBUSA
JMLEH3UH, (POPMUPOBAHUS U BEIEHUS PEECTPOB MPEIOCTABIEHHBIX OPraHaMM rOCy1apCTBEHHON
BiacTu cyobekToB Poccuiickoit denepaumu nuueH3ud, yTBepxkaeHus (opM 3asBieHHH O
NPEOCTaBIEHNH JIMLIEH3UH, BHECEHUH M3MEHEHHH B peecTp JMLEH3UH, YTBepKIeHHUS (opM
YBEIOMJICHMM M JPYTHUX HCIOJIB3YEMBIX B IIPOLECCE JIMIICH3UPOBAHUSA JTOKYMEHTOB, & TaKKe
IPEOCTABICHUs] 3aUHTEPECOBAHHBIM JIMLAM HH(POpPMAlMU [0 BOMpOCaM JIMIEH3UPOBAHHUSA,
BKJIIOYas pa3MelIeHHne 3TOW MHpOpMaluuu B HMHPOPMALMOHHO-TEIEKOMMYHUKALMOHHOM CeTH
"Untepuer" (manee - cetb "HMHTepHeT") Ha opUIMAIBHBIX caliTax OpPraHOB I'OCYAApCTBEHHOM
BiacTu cyOwbekToB Poccuiickoil denepanuu ¢ ykazaHHEM aJpecoB JIEKTPOHHOW MOYTHI, MO
KOTOPBIM TOJIB30BATENSIMU 3TOW MH(OPMAIMM MOTYT OBbITh HAIlpaBJIE€HBI 3alpOChl M MOJTy4eHa
3arpamuBaeMas HHPOpMalus), OCyIIeCTBIIEMOM:

opraHu3anusimMu, 3a HUCKIHOUYCHUCM OpFaHI/ISaLII/Iﬁ OIITOBOM TOProBJIM JICKAPCTBCHHBIMU
cpeacTtBamMu JJisi MECOAUIUHCKOI'O IMPUMCHCHHA U AlITCYHBIX opraHH3auH171, OABCAOMCTBCHHBIX
(I)C,Z[epaJ'IBHBIM opraHam HUCIIOJIHUTEIbHOMN BJIaCTH,

HHAUBUAYAJIbHBIMHA NPCAITPUHHUMATCIIAMU

HHOCTpAaHHBIMU FKOPUANYCCKUMU JINITAMU



B) DenepanbHast cinyx0a M0 BeTEpUHAPHOMY U (UTOCAHMTAPHOMY HAI30py - B YacTH
NEeSITEIbHOCTH, OCYyILeCTBIsieMOol B cdepe oOpamieHusl JEKapCTBEHHBIX CpPEACTB s
BETEPUHAPHOI0 IPUMEHEHUSI.

4. CowuckaTenp JIMIEH3WU JOJDKEH COOTBETCTBOBATH CIICAYIONIMM JIUIICH3HOHHBIM
TpeOOBAHUSM:

a) HaJIW4YWe TPOU3BOACTBEHHOTO OOBEKTa WIM OOBCKTOB (TIOMCIICHHUHA, 3JaHH,
COOpYKEeHHI) U 000pyIOBaHUS MO MECTy OCYHIECTBIIEHUS (hapMalleBTUUECKON NeATeIbHOCTH,
OpUHA/UICKAIINX HAa TpaBe COOCTBEHHOCTM WJIM HAa HHOM 33aKOHHOM OCHOBaHUH,
IpelycCMaTPUBAIOLIEM MIPABO BIIAJICHUS U MPABO MOJIb30BAHUS, JINOO MPUHAJICKAIINX HA MIpaBe
COOCTBEHHOCTH WJIM Ha MHOM 3aKOHHOM OCHOBAaHHHM WHOMY JIMIEH3UATY, UMEIOIIEMY JIMIIEH3UIO
Ha OCYILECTBJICHHE pabOT, OKa3bIBAEMbIX YCIIYT, COCTaBISIOIIUX JEATEIbHOCTh IO OMNTOBOM
TOPrOBJIE JIEKAPCTBEHHBIMH CPEJICTBAMH JJIsi MEIUIMHCKOTO MpUMEHEHHus, U AoroBop (ot 12
MECSIIEB) C COMCKATEeNeM JIMLIEH3UHU O nepeiade paboT (ycliyr) Ha ayTCOPCHUHT (B YaCTH XpaHEHUs
JICKaPCTBEHHBIX CPEICTB ISl MEAUIIMHCKOTO MPUMEHEHHs), COOTBETCTBYIOIIUX TpPeOOBaHUSM
ctatb 54 ®@epepanbHoro 3akoHa "OO oOpalleHUU JIEKAPCTBEHHBIX CPEACTB", MpaBUiIaM
HaJJIeXKallel TUCTPUOBIOTOPCKON MPAKTHUKU B paMkax EBpa3uiicKoro sKOHOMHYECKOTO COI03a,
MpaBUJIaM XpaHEHHsI JICKAPCTBEHHBIX CPEJICTB, YTBEPKICHHBIM YIIOJIHOMOUYEHHBIM (eiepaibHbIM
OpraHOM HCIIOJIHUTENIbHOM BIACTH (32 HUCKIIOYCHHEM MEIUWLMUHCKUX OpraHu3amuil u
000COOJICHHBIX MO/Ipa3IeNieHuii MEULIMHCKUX OPTaHU3allnii);

0) Hagu4Yue MPOU3BOJICTBEHHOTO OO0BEKTa WM OOBEKTOB (IIOMEIICHHWH, 37aHUH,
COOPYKEHHI) U 000OpYyIOBaHUSI TI0O MECTY OCYIIECTBIEHUs (hapMalleBTUUECKON NeATeIbHOCTH,
OpUHA/UICKAIINX HAa TpaBe COOCTBEHHOCTM WJIM HAa HHOM 33aKOHHOM OCHOBaHUH,
IpelycCMaTPUBAIOLIEM IPaBO BJIAJICHUS M IMPaBO MOJIb30BaHUS, - AJS OpraHU3alui ONTOBOMN
TOPTrOBIIM JIEKAPCTBEHHBIMU CPEACTBAMHM JII BETEPUHAPHOIO MPUMEHEHUS, COOTBETCTBYIOIINX
TpeboBaHusiM ctatbu 54 @DenepanbHoro 3akoHa "OO oOpalleHUU JIEKAPCTBEHHBIX CPEACTB',
MpaBHUJIaM HaJyIeXkKallel TuCcTpUuObIOTOPCKON MPaKTUKU B paMKkax EBpa3niickoro SKOHOMHYECKOTO
COI03a, MpaBUIaM XPaHEHHsI IEKAPCTBEHHBIX CPEICTB ISl BETEPUHAPHOTO MPUMEHEHUS;

B) HaJlW4yMe MPOM3BOJCTBEHHOT0 OOBEKTa WIM OOBEKTOB (MOMEIEHHH, 3aaHuil,
COOpYKEHHI) 1 000pyIOBaHMs MO MECTY OCYLIECTBICHMs (hapMaleBTHUECKON IesTeIbHOCTH,
OPUHAAISKAIIUX Ha TMpaBe COOCTBEHHOCTM WJIM Ha HWHOM 3aKOHHOM OCHOBaHMH,
IIPEeyCMAaTPUBAIOLIEM IIPABO BIJIAJCHUS M IIPABO IMOJIB30BAHMS, - U1l OpraHU3aluil POZHUYHOU
TOPIOBJIN JIEKAPCTBEHHBIMU ITpeNapaTaMH JUIsl MEIULIMHCKOTO MPUMEHEHHS], COOTBETCTBYIOIINX
TpeboBaHusAM craThl 55 denepanbHoro 3akoHa "OO oOpalieHHM JEKapCTBEHHBIX CpeAcTB",
IIpaBWJIaM HaJJIEKalEH anTeYHON NPAaKTUKH, NPaBWJaM XpaHEHMs JIEKapCTBEHHBIX CPEICTB,
YTBEP)KJICHHBIM YIIOJIHOMOYEHHBIM (pefepaibHbIM OPraHOM HCIIOJIHUTENBHOW BiIacTH (32
UCKJIIOUEHHEM MEIUIMHCKUX OpraHu3aluid U 000COOJEHHBIX MOJAPa3AeiIeHUN MEIHIMHCKUX
opraHu3aiui);

I) HaJluyue TPOU3BOACTBEHHOTO OOBEKTAa MIM OOBEKTOB (MIOMEIIEHUH, 3AaHMIA,
COOPYKEHHI) U 00OpYyIOBaHUS TIO MECTY OCYIIECTBIEHUS (hapMalleBTHUECKON NeATeIbHOCTH,
NpPUHAUICKANINX HAa TpaBe COOCTBEHHOCTH WJIM HAa HWHOM 3aKOHHOM OCHOBaHUH,
MpeAyCMaTPUBAIOIIEM IPaBO BIAJACHUS U MPABO MOJIb30BAHMS, - JUIsl OpraHU3alMil POSHUYHOM
TOPrOBJIM JIEKAPCTBEHHBIMU IIpeNapaTaMu AJisi BETEPUHAPHOTO MPUMEHEHHUSI, COOTBETCTBYIOIIMX
TpeboBaHusiIM ctatbu 55 @DenepanbHoro 3akoHa "OO oOpaleHUU JIEKAPCTBEHHBIX CPEACTB',
MpaBujaM HaJJexalled anTeyHOM MPaKTUKU JIEKAPCTBEHHBIX MPENapaToB Il BETEPUHAPHOIO
MPUMEHEHUS, TTPaBUJIaM XPaHEHHUs JIEKAPCTBEHHBIX CPEICTB /Il BETEPUHAPHOTO MPUMEHEHUS;

,Z[) HaJIMYUEC TIPOU3BOACTBCHHOTO 00BeKTa (HOMCH_ICHI/IH, 3JaHus, COOpy)KCHI/Iﬂ) n
060py2lOBaHI/IH M0 MECTY OCYUICCTBJICHUA (I)apMaHCBTquCKOﬁ ACATCIIbHOCTHU, TPpHUHAJICIKAIIIUX



Ha IpaBe COOCTBEHHOCTH WJIM Ha WHOM 3aKOHHOM OCHOBaHWH, MPEAyCMAaTpPUBAIOLIEM IPaBO
BJIQJICHUd W TMpaBO  TMOJNb30BaHMS, - Ui HUHIUBUAYaJIbHOTO  MpEeANpUHUMATENS,
COOTBETCTBYIOIIETO TpeOoBaHUsAM cTaThu S5 @DenepanbHoro 3akoHa "OO oOpamieHUn
JIEKapCTBEHHBIX CPEACTB", MpaBUiaM HaAJIeKalllell anTeuHOH MpPaKTUKH, MpaBUJIaM XpPaHEHUs
JICKapCTBEHHBIX  CPEJACTB, YTBEP)KICHHBIM  YIIOJIHOMOYEHHBIM  (eiepalbHbIM  OpPraHOM
HCIIOJTHUTENIbHOM BIIACTH;

€) HaJIWYue TPOU3BOACTBEHHOTO OOBEKTa WIM OOBCKTOB (TIOMCIICHHUHA, 3JaHHM,
COOpYKEeHHI) U 000pyIOBaHUS MO MECTy OCYUIECTBIIEHHUS (hapMalleBTUUECKON NeATeIbHOCTH,
OpUHA/UICKAIINX HAa TpaBe COOCTBEHHOCTM WJIM HAa HHOM 33aKOHHOM OCHOBaHUH,
MpelyCMaTPUBAIOIIEM IPABO BIJIAJICHUS U MPaBO MOJb30BaHUs, - JUIsl BETEPUHAPHOW anTeyHOU
OpraHM3alyl WIM WHIUBUAYAIbHOTO MPEANpPUHUMATENS, COOTBETCTBYIOUIMX TpeOOBaHUSM
cratbu 56 ®enepanpHoro 3akoHa "OO oOpalleHHHM JIEKAPCTBEHHBIX CPEACTB", IpaBUaM
HaJJIeXKallel anTeYHoN MPaKTUKY JIEKapCTBEHHBIX IIPENapaToB JIJIsl BETEPUHAPHOTO IPUMEHEHUS,
IpaBWJiaM H3TOTOBJICHUS U OTIYCKa JICKAPCTBEHHBIX IpEnaparoB [Uisl BETEPUHAPHOIO
MPUMEHEHHUS, IPaBUJIaM XpaHEHHsI JIEKAPCTBEHHBIX CPEACTB ISl BETEPUHAPHOTO IPUMEHEHUS;

)K) HaJIM4yue Yy MCﬂHHHHCKOﬁ OpraHu3anuu - COMCKATCJIsA JIMOCH3WKU JIMICH3HWH Ha
OCYILICCTBJICHHUC MCﬂHHHHCKOﬁ JCATCIIbHOCTH,

3) HaJIM4YHUC B COOTBCTCTBHUHU C ITPaBUJIaMH Hanﬂemameﬁ anTeyHoun MMPAaKTHUKH JICKAPCTBCHHBIX
[nperapaToB AJIs1 MCAUIUHCKOI'O IIPUMCHCHU A, IIpaBUJIaMU XPaHCHUS JICKAPCTBCHHBIX CPCACTB IJIA
MCIULHUHCKOI'O IPUMCHCHH:, IIPpaBHUJIIaMH Hazmexcameﬁ ,I[I/ICTpI/I6BIOT0pCKOI71 IMPAaKTHKH B paMKax
EBpa3HﬁCKOFO 9KOHOMHYCCKOIr0 COro3a Jinid, OTBCTCTBCHHOI'O 34 BHCAPCHHC U obecrieyeHume
CUCTCMbI Ka4e€CTBa XpPAaHCHUSA H IICPCBO3KU JICKAPCTBCHHBIX IMIPCHApATOB W AKTyaJIU3alluio
CTAaHAAPTHBIX OIICPAUOHHBIX ITPOUCAYP AJIA OCYIICCTBIICHUA (l)apMaueBTquCKoﬁ JACATCIIbHOCTH
B cq)epe O6paH_[eHI/IH JICKAPCTBCHHLIX CPEACTB AJIA MCIUIIMHCKOI'O IIPUMCHCHU S ;

I/I) HaJIMYUC Y MHAUBUAYAJIBHOT'O IPCAIIPUHNUMATCIIA:

Ul OCyHlecTBIeHHsA  (apMalleBTUYECKONH  JIeATeNbHOCTH B  cdepe  oOparieHus
JIEKapCTBEHHBIX CPEACTB JUIl MEAMLIMHCKOIO IPUMEHEHMSI - BBICHIETO WJIH CPEIHErO
(dapmarieBTHYECKOTO 00pa3oBaHMsA, a Takke cepTU(UKara cCHenuainucTa Wi IpoiiieHHON
aKKpeIUTAIMM CHEeIUaINCTa;

Koncynsrantllntoc: npumeyanue.
C 01.03.2026 B a63. 3 nn. "u" 0. 4 BHOcATCA u3MeHenus (Ilocranosnenue [IpaBurenscTBa
P® ot 26.02.2025 N 232).

JUIS  OCyIIeCTBIIEHUs  (apMalleBTUUECKON  JieATeNbHOCTH B  cdepe  oOpaiieHus
JICKAPCTBCHHLIX CPCACTB JId BCETCPUHAPHOIO TIMPUMCHCHUA - BBICHICTO HWJIHW CPECOAHETO
(dapMarieBTHYECKOT0 00pa3oBaHMsA, a TaKkKe cepTh(dUKaTa CHeruaaiucTa WM MPOiIeHHON
aKKpEIUTAIMH CIICITHATNCTA JINOO BBICIIIETO WM CPETHEr0 BETEPUHAPHOTO 00pa30BaHMUsl, a TAKKE
cepTuduKaTa CIeIHAINCTa;

KoncynprantlIntoc: mpumedanue.
O cobmroieHny TUIEH3HOHHBIX TPeOOBaHUIl B ClTydae MOOMIU3AIUHN COTPYAHUKA,

HaJM4ue KOTOporo sBisieTcs o0s3arenbHbIM, cM. [loctanoBnenue [IpaButensctsa PO ot
12.03.2022 N 353.



K) Halu4Me Yy COMCKAaTess JHUIEH3UH paOOTHHUKOB, 3aKIIOUYMBIIMX C HUM TPYAOBbBIE
JIOTOBOPBL,  AESITEIBHOCTh KOTOPBIX HEMOCPEICTBEHHO CBs3aHa C ONTOBOM TOpPromiei
JICKapCTBEHHBIMU CpPEJICTBAMHU JJII MEIUIMHCKOTO TMPUMEHEHHsS, MX XpaHEHHeM U (WJIH)
PO3HUYHOI TOProBiiel JIEKApCTBEHHBIMH IpernapaTaMu Jjs MEIULHUHCKOrO NMPUMEHEHUs, HX
OTITYCKOM, XpPAaHEHHUEM U M3TOTOBJIEHUEM, UMEIOILINX:

JUISL  OCYIICCTBJICHHUS  (DapMaleBTHYECKOW  JEATEIbHOCTH B cdepe  oOparmeHus
JIEKAPCTBEHHBIX CPEJCTB JJII MEIUIIMHCKOTO NMPUMEHEHHs (32 HCKIIOYEHHEM 000COOICHHBIX
MoApa3AeieHUd MEIUIIMHCKUX OpraHW3allMii) - BBICIIETO WJIM CPEIHEro (apMarieBTHYECKOTO
00pa3zoBaHmsl, a TAKXKE cepTU(HUKATA CIICIIHATIACTA HIIA TIPOHICHHON aKKPEIUTAIIMH CIICIIHAIINCTA;

Ui ocyllecTBlieHUs  (apMalleBTHUUECKON  JeATeNbHOCTH B  cdepe  oOpaieHus
JICKaPCTBEHHBIX CPEACTB JJIsi MEIUIIMHCKOTO MPUMEHEHHUS B 000COOJIEHHBIX MOJpa3IeieHHIX
MEAMIMHCKUX OpPTaHHu3alfil - JOMOJHUTENBHOrO MpoecCHOHAILHOr0 00pa30BaHUSl B YaCTU
PO3HUYHOI TOPTOBJIM JIEKAPCTBEHHBIMU IMpernapaTamMH s MEAMIIMHCKOTO MPUMEHEHHS Mpu
HAJIMYUU MPaBa Ha OCYILECTBICHUE MEIUIIMHCKOMN e TEIbHOCTH;

JUIs  OocyllecTBlieHUs  (apMalleBTUUECKON  JeATelnbHOCTH B  cdepe  oOpaieHus
JIEKApCTBEHHBIX  CPEJICTB JUIA MEIUIMHCKOTO TPUMEHEHHS B YacTH  HM3TOTOBJICHUS
paguodapMareBTHYCCKUX  JICKAPCTBEHHBIX ~ IIpPermaparoB -  BBICIIEE WM  CpeaHee
(dapmareBTUUECKOe MM MEIUIIMHCKOEe 00pa30BaHHWE M JIOMOJIHUTEIbHOE MPO(ECCHOHATBLHOE
o0Opa3oBaHHe B 00JACTH PAaJUOXUMUU, PATUAMOHHON OE30MACHOCTH C YYETOM OCOOEHHOCTEH,
YCTaHOBJICHHBIX 3aKOHOJATeNbCTBOM Poccuiickoit ®enepanuu B 00macTH  oOecrieueHust
paauamoOHHON 0€30MTaCHOCTH.

B caydyae mepemaun pabotr (yciyr) Ha ayTCOPCHHT (TOJIBKO Il OPTaHU3aIMi ONTOBOM
TOPTOBJIM JICKAPCTBEHHBIMU CPEICTBAMH JUISI MEIUIIMHCKOTO MPUMEHEHUS) B YaCTH XPaHCHHS
JICKApCTBCHHBIX CPEICTB JUII MEIAMIMHCKOTO MPUMEHEHHS WHOW JIMIEH3UAT, C KOTOPHIM
coucKaTeneM IUIEH3UU 3aKioueH goroBop (0T 12 mecsieB) o mepenade padot (yciayr) Ha
AyTCOPCHHT (B YaCTH XPaHCHHs JICKAPCTBEHHBIX CPEJICTB JIJISI MEIUIIMHCKOTO MPHUMEHEHUS) U
KOTOpBIi HMMEeT JHUIEH3UI0 Ha OCyIllecTBIeHHe (apMalleBTUYECKON AESITeTbHOCTH 10
OCYIIECTBIICHUIO BBHIMIOTHSIEMBIX Pa0OT, OKA3bIBAEMBIX YCIYT, COCTABISIONUINX JEATEIBHOCTH MO
ONTOBOIl TOProBJI€ JEKAPCTBEHHBIMHU CPEACTBAMH JIJISi MEIUIMHCKOTO TPUMEHEHUS, JOJKEH
UMETh pPa0OTHUKOB, KOTOpPBIE COOTBETCTBYIOT TpeOoBaHMSIM ab3alla BTOPOrO HACTOSIIETO
MOJMYHKTA, 3aKJIIOYIIN C HUM TPYJOBBIE JOTOBOPHI U ACSITENFHOCTh KOTOPBIX HETIOCPEICTBEHHO
CBsI3aHA C ONTOBOM TOPTOBIIEH JIEKAPCTBEHHBIMH CPEICTBAMU, UX XPaHEHUEM;

KOHCYJIBT&HTHJ'II-OCI IMpUMCYaHUC.

C 01.03.2026 B . "n" 1. 4 BHOocsATcs u3Menenus (Iloctanosnenue IlpaBurensctBa PO ot
26.02.2025 N 232).

J) HaJM4YMe y COMCKATelNs JIMIEH3UMH pabOoTHUKA (paOOTHUKOB), 3aKIIOUMBILErO C HUM
TPYJOBOH JIOTOBOp, NIE€ATEIHHOCTh KOTOPOI'O HEMOCPEICTBEHHO CBS3aHA C ONTOBOM TOProBieH
JIEKapCTBEHHBIMU CpEACTBAMM JUIsI BETEPUHAPHOTO TNPUMEHEHHS, WX XpaHeHHeM U (WJIH)
PO3HUYHOI TOProBiied JEKapCTBEHHBIMH IpernapaTaMu JUIsl BETEPUHAPHOTO MPUMEHEHUS, HX
OTIIYCKOM, XpaHEHHEM, MNEPEeBO3KOM M HW3TOTOBJIEHHMEM, HMEIOIIEro BBICIIEE WM CpelHee
dapmaneBTHUeCKOE 00pa3oBaHUEe, a Takke cepTUUKAT CHelHalucTa Wi TMPOUJIEHHYIO
aKKpeIUTalMIo CIEeNHaINuCcTa JUO0 BhICIIEE WIN CpellHee BeTepuHapHOe 00pa3oBaHueE, a TaKke
cepTudUKaT CIIeIHAIINCTA.



5. Cowuckarenb JUIEH3UUA BIPABE OTO3BATh 3asBICHUE O MPEJOCTABICHUM JIMIIEH3UU [0
MPUHSITHS JTULEH3UPYIOIINM OpPraHOM PELIEHUS O MPEJOCTABICHUH JTUIICH3UU UK 00 OTKa3e B ee
MPEIOCTABIICHUU.

6. HI/IHCHSI/IaT 1 OCYHICCTBJIICHUA (bapMaHCBTquCKOfI JACATCIIBHOCTH  JOJIZKCH
COOTBETCTBOBATh CICAYIOIHUM JIUICH3NOHHBIM Tpe60BaHI/ISIMZ

a) HaJIW4YWe TPOU3BOACTBEHHOTO OOBEKTa WIM OOBCKTOB (TIOMCIICHHUHA, 3JaHH,
COOpYKEHHI) U 000pyIOBaHUSI IO MECTY OCYIIECTBIIEHUS (hapMalleBTUUECKON NeATeIbHOCTH,
OpUHA/UICKAIIMX HAa TpaBe COOCTBEHHOCTM WM HAa HMHOM 3aKOHHOM OCHOBAaHMUHU,
IpelycCMaTPUBAIOLIEM MIPABO BIIAJICHUS U MPABO MOJIb30BAHUS, JINOO MPUHAJICKAIINX HA MIpaBe
COOCTBEHHOCTH WJIM Ha HHOM 3aKOHHOM OCHOBaHHMHM MHOMY JIMIIEH3UATY, UMEIOLIEMY JINLIEH3HIO
Ha OCYIIECTBICHHE (DapMalleBTHUECKOH JEITeIbHOCTH MO OCYIIECTBICHUIO Pa0OT, OKa3bIBAEMBIX
YCIIYT, COCTaBISIOIIUX JIEATEIBHOCTh IO ONTOBOM TOPTOBJE JIEKAPCTBEHHBIMU CPEJICTBAMU IS
MEIUIIMHCKOTO TpPUMEHEHHs, U J0roBop (0T 12 MecsameB) o mepemgadye paboT (yciayr) Ha
ayTCOPCUHT (B YacTH XPaHEHUsS JIEKAPCTBEHHBIX CPEICTB JJISi MEAUIIMHCKOTO MPUMEHEHHS),
COOTBETCTBYIOIIUX TpeboBanusiM crated 54 u 55 denepansHoro 3akona "OO oOpaieHUU
JICKapCTBEHHBIX CPEACTB", MpaBUiaM HaAJeXalleldl AUCTPUOBIOTOPCKOM MPAKTUKU B paMKax
EBpa3uiickoro s5kOHOMHYECKOTO COI03a, MPaBUJIaM XPaHEHHS JIEKaPCTBEHHBIX CPECTB, ITPaBHIIaM
HaJJIeXKAIIeH alTeYHON MPAKTUKU, YTBEPKICHHBIM YIOJTHOMOYEHHBIM (heliepaabHbIM OPraHOM
WCIIOJTHUTENIbHON BIacTU (32 HCKIIOYEHHEM MEIULHUHCKUX OpraHu3alii U 000COOIEeHHBIX
noJipa3ielieHnit MeTUIIMHCKUX opranu3anuii). [Ipu pacropkeHuu goroBopa o mepegade padoT
(ycimyr) Ha ayTCOpCHUHT (B YacTH XpaHEHUS JIEKAPCTBEHHBIX CPEICTB JJS MEIUIIMHCKOTO
NPUMEHEHHUs) JIMIeH3uaT o0s3aH HampaButh B DenepanbHyro ciayk0y mo Haa3opy B cdepe
3/[paBOOXPAHEHUS 3asBJICHUE O BHECEHUH M3MEHEHUN B peecTp JUIEH3UN B YACTH HUCKIIOUYCHUS
MIPOU3BOJICTBEHHOTO0 00BEKTa MIIH OOBEKTOB U3 peecTpa JTUIEH3UM;

0) Hagu4yhe MPOU3BOJICTBEHHOIO OOBCKTA WJIM OOBEKTOB (TIOMCIICHHUHA, 3/JIaHHMH,
COOPYKEHHI) U 000OpyIOBaHUS TIO MECTY OCYIIECTBIEHUSI (hapMalleBTUUECKON NeATeIbHOCTH,
NpUHAUICKANINX HAa TpaBe COOCTBEHHOCTH WM HAa HHOM 3aKOHHOM OCHOBaHHUH,
MpelyCMaTPUBAIOLIEM IPaBO BJIAJCHUS U TMPaBO MOIB30BaHUs, - JJIS OpPTaHU3AlUN ONTOBOU
TOPTOBIIM JIEKAPCTBEHHBIMU CPEICTBAMHU IS BETEPHUHAPHOTO MPHUMEHEHUS W PO3HUYHOU
TOPTOBIIM JIEKAPCTBEHHBIMU MpenapaTaMu JUisi BETEPUHAPHOTO MPUMEHEHHS, COOTBETCTBYIOIINX
TpeboBaHusM cTateit 54 u 55 denepanpHoro 3akona "O6 oOpaleHHH TeKapCTBEHHBIX CPEACTB",
MpaBHJIaM HaJIexkKallel TuCTpUObIOTOPCKON MPaKTUKU B paMkax EBpa3uiickoro s5KOHOMHYECKOTO
COI03a, MpaBUIaM XPaHEHHsI IEKAPCTBEHHBIX CPEICTB ISl BETEPUHAPHOTO MPUMEHEHUS;

B) HaJlW4yMe MPOM3BOJCTBEHHOT0 OOBEKTa WM OOBEKTOB (TMOMEIEHHH, 3aaHuil,
COOpY’KEHMI) 1 000pyIOBaHMs MO MECTY OCYLIECTBICHMs (hapMalleBTHUECKON IesTeIbHOCTH,
OPUHAAISKAIUX Ha TpaBe COOCTBEHHOCTM WJIM Ha HWHOM 3aKOHHOM OCHOBAaHHH,
IIPEyCMAaTPUBAIOLIEM IIPABO BJIAJIEHUS U INIPABO IOJb30BAHHUA, JUIsl BETEPUHAPHOW aNTEeYHOU
OpraHM3alMl WM WHIWMBHUIAYaJbHOTO MpEANPUHUMATENS, MMEIOIIUX JIMIEH3UI0 Ha
(bapMaleBTUYECKYIO0 JAEATENbHOCTh C IPAaBOM H3TOTOBIEHHMS W OTIYCKa JIEKapCTBEHHBIX
IpenapaToB JJIsi BETEPUHAPHOTO IMPHMEHEHHs, COOTBETCTBYIOIIMX TpPeOOBAHUSAM CTaThbu 56
®denepanbHOro 3akoHa "OO0 oOpallleHuH JeKapCTBEHHBIX CPEJCTB', MpaBUIaM M3TOTOBJICHUS U
OTIIYCKa JIEKAPCTBEHHBIX IPENaparoB JUIsl BETEPUHAPHOTO NPUMEHEHMS, IPaBUaM XpaHEHUs
JIEKaPCTBEHHBIX CPEJICTB JJIsl BETEPUHAPHOIO NMPUMEHEHUS, NTpaBWJIaM HaJJeKallell anTeqHon
IIPAKTHKY JIEKAPCTBEHHBIX IIPENApaToB AJI1 BETEPUHAPHOTO IPUMEHEHMS,

F) HaJIM4YueC y MEIUITUHCKON OopraHu3alv - JIMICH3WATa JIMOCH3HMU Ha OCYHICCTBJIICHHC
MEIUITUHCKON ACATCIIbHOCTH,



1) COOMIOZICHUE JTUIICH3MATOM, OCYIIECTBISIOIIMM ONTOBYIO TOPTOBIIO JIEKAPCTBECHHBIMH
CpeICTBAMHU:

JUTSL. MEAMITMHCKOTO TPUMEHEHHMsI, - TpeOoBaHui crated 53, 54 m vactu 7 cratbu 67
®enepanpHoro 3akoHa "OO o00pallleHUHM JIEKApCTBEHHBIX CPEACTB", TpaBWJI HaJyIeKaIen
JTUCTPUOBIOTOPCKOM TIPAKTUKM B paMKax EBpa3uiicKoro 3KOHOMHYECKOTO COI03a, IPaBHII
XpaHEHHUs JICKAPCTBEHHBIX CPEACTB JUJII MEAMIIMHCKOTO TMPUMEHEHHUs, TPAaBUJI PETHCTPALUH
OTIEpaIIHii, CBSI3aHHBIX ¢ 0OpaICHUEM JICKAPCTBEHHBIX CPEICTB JIJISI MEAUITUHCKOTO TPUMEHEHUS,
BKJIIFOYCHHBIX B TIEPEUYCHb JIEKAPCTBEHHBIX CPEIACTB JUISI MEIUIIMHCKOTO TPUMEHEHUS,
MOJIeXKAITUX TTPEIMETHO-KOJINYSCTBEHHOMY yUETY B CHEIMAIbHBIX JKYpPHAJIAX y4eTa ONepalni,
CBSI3aHHBIX C OOpaIlleHHeM JICKaPCTBEHHBIX CPEACTB I MEAUIIMHCKOTO MPUMEHEHHS, MPABUI
BEJICHUS W XPAaHCHHs CIICIHAIBHBIX JKYPHAJIOB ydeTa OIEpalHii, CBSI3aHHBIX C oOpalieHueM
JIEKAPCTBEHHBIX CPEJICTB IS MEAUITUHCKOTO MPUMEHEHNS,

JUTsl BETEPUHAPHOTO IPUMEHEHUS, - TpeOoBaHmii crareit 53, 54 u 58 denepanbHOTO 3aKOHA
"OO6 oOpaleHun JeKapCTBEHHBIX CPEACTB" M MPaBWJI XPaHEHHUS JICKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO MPUMEHEHHUS, MPaBUI HaJJIeKalled JUCTPUOBIOTOPCKON MPaKTUKU B paMKax
EBpa3uiickoro 5KOHOMU4ECKOIr0 COH03a;

e) CO6J'II-OI[€HI/IG JIMIICH3UaTOM, OCYHICCTBJIAOIIUM PO3HUYIHYIO TOPI'OBJIIO JICKAPCTBCHHBIMU
nperaparaMu 11 MCAUIUHCKOTO IIPUMCHCHH!

anTEeYHOW OpraHU3alMeN, UHAUBUIYAJIbHBIM IPEINPUHUMATENIEM, UMEIOUTUMU JINLIEH3UIO, -
MpaBWI HAJJIeKaled anTeYHOM MPAKTUKHU JICKAPCTBEHHBIX MPENapaToB JJisg MEIUIMHCKOTO
MIPUMEHEHUSI, TPABWI XPAHEHUS JIEKAPCTBEHHBIX CPEACTB ISl MEAUIMHCKOIO IMPUMEHEHUS,
MIpaBUJI OTIIYCKA JIEKAPCTBEHHBIX MPENapaToB AJi1 MEAULIMHCKOIO IPUMEHEHHUS], IPABUII OTIYCKa
HApKOTUYECKUX CPEJCTB M TICUXOTPOIHBIX BELIESCTB, 3apPETUCTPUPOBAHHBIX B KauyeCTBE
JIEKApCTBEHHBIX IpEIapaToB, IMPaBUJ PETUCTPAIIMU OIepaluii, CBSA3aHHBIX C OOpalieHueM
JIGKapCTBEHHBIX CPEJCTB IS MEIUIMHCKOIO MPUMEHEHMS, BKJIIOYEHHBIX B IEPEUYCHb
JIGKapCTBEHHBIX CPEACTB Uil MEAUIMHCKOTO MPUMEHEHHUs, MOJJISKAIIUX MPEeIMETHO-
KOJIMUECTBEHHOMY YYETY B CHIEIIMANbHBIX JKypHaIaX y4deTa onepaluii, CBI3aHHBIX ¢ 0OpalieHneM
JIEKAPCTBEHHBIX CPEICTB JUISl MEAMIIMHCKOIO NPUMEHEHHUs, NpaBWUJ BEACHHUS M XpaHEHUs
CHEIHMANbHBIX KYPHAIOB y4eTa ONepalnid, CBI3aHHBIX C OOpallleHuEM JIEKApCTBEHHBIX CPEICTB
JUISE METUIIMHCKOTO TpUMEHEHHs, TpeboBaHMU dYacTh 6 craTthu 55 W wact 7 cTatbu 67
®enepanbHOro 3akoHa "O6 oOpalleH!H JeKapCTBEHHBIX CpeCTB";

MEIULUHCKOW  OopraHuzanuei, 0o0OCOOJIEHHBIM  MOJApa3feieHUEeM  MEIUIIMHCKOM
OpraHM3aly - PaBUJI OTIIYCKA JIEKAPCTBEHHBIX MPENapaToB Uil MEAULUHCKOIO MPUMEHEHHUS B
COOTBETCTBUM C TpeOoBaHMAMHU yacTh 7 craTbu 67 dexnepanbHoro 3akoHa "OO obparieHun
JIEKapCTBEHHBIX CPENCTB";

)K) CO6J'IIO,I[€HI/IC JIMICH3UATOM, OCYHICCTBIIAIOIIUM PO3HUYHYIO TOPTOBJIIO JICKAPCTBCHHBIMU
npenapataMm Ijid BCTCPUHAPHOTIO MNPHUMCHCHUA (BeTepI/IHapHaﬂ afiTeuHast OpraHu3anusd,
BCTCPUHApPHAd OpraHu3anuvs, UMCHOIIAd JIMOCH3URO, I/IH,Z[I/IBI/I,[[yaJ'IBHHﬁ npeaAnpuHUMAaTEIIb,
150N (S 00005071 J'II/II_IGH3I/IIO), IIpaBHJI HaJJIeKale anTeqHon MPAaKTUKHA JICKAPCTBCHHLIX IIPCIIApaTOB
AJI1 BETCPUHAPHOT'O IPUMCHCHU A, ITPABUJT XPAHCHUSA JICKAPCTBCHHBIX CPCACTB IJIsSI BETCPUHAPHOT'O
MMPUMCHCHUA,

3) CO6J'IIO,Z[CHI/IC JIMICH3UAaTOM, OCYHICCTBIIAOIINUM U3TOTOBJICHHUC U OTITYCK:

JICKApCTBCHHBIX IMpemapartoB i MCAUIHUHCKOr0 IIPUMCHCHHUA, 34 HCKIIHOYCHHUEM
HN3TOTOBJICHUA pa,[[I/IO(I)apMaI_[eBTI/I‘-IeCKI/IX JICKApCTBCHHBIX MPCaparoB I MCEIAUIUHCKOI'O



IMPUMCHCHUAA, - IMIPAaBHUJI U3TOTOBJICHUA U OTITYCKa JICKAPCTBCHHBIX IPEIapaToOB A1 MCIUITUHCKOI'O
MMPUMCHCHU A,

pa,Z[I/IO(i)apMaHGBTI/I‘ICCKI/IX JICKAPCTBCHHBIX IIPEIapaToB I MEAUIIMHCKOI'O IIPUMCHCHHUA, -
IopsAaAKa U3roTOBJICHUA pa,Z[I/IO(bapMaI_[eBTI/I‘IeCKI/IX JICKApCTBCHHBIX IIPECIapaToB;

JICKApCTBCHHBIX IIpE€IIapaToB HJIsI BETCPUHAPHOI'O IIPUMCHCHUA, - IIPAaBHUJI U3TOTOBJICHUA U
OTIIYCKa JICKAPCTBECHHBIX IPECIapaTOB AJIA BETCPUHAPHOI'O IIPUMCHCHUS

) coOmoneHue TpeboBanuii crtathu 57 denepanbHoro 3akoHa "OO oOpamieHHH
JIEKapCTBEHHBIX CPEJICTB";

K) COGJ’IIOI[CHI/IC JMIEH3UATOM, OCYIICCTBIIAOIINM XPAaHCHUC!

JICKApCTBEHHBIX CpEACTB A MCEAULIMUMHCKOIO MPHUMEHCHUA, - IIpaBUJI XpaHCHUA
JICKAPCTBCHHEBIX CPEACTB IS MEAUIIMHCKOI'O IPHUMCHCHHA, IMPABUJI XpaHCHUSA JICKAPCTBCHHBIX
CpEACTB M1 MCAUIIUHCKOI'O IPUMCHCHMU,

JICKApCTBCHHLIX CPCACTB [JId BCTCPUHAPHOIO IIPUMCHCHUSA, - IIPABHII XPAHCHUSA
JICKAPCTBCHHLIX CPCACTB AJIA BETCPUHAPHOI'O IIPUMCHCHUA,

J'I) HaJIMYHUC B COOTBCTCTBUH C IIPABHIIAMH XPAHCHUS JICKAPCTBCHHLIX CPCACTB, IIpaBHUJIaMU
HaJJIeKanei I[PICTpPI6BIOTOpCKOI>i IPaKTUKHU B paMKax EBpaBHﬁCKOFO 3KOHOMHNYECCKOI'O COIO3a
Jyunaa, OTBETCTBCHHOI'O 3a BHCAPCHUC U obOecleyeHre CUCTEMBI KauecTBa XPaHCHUSA U IICPCBO3KU
JICKAPCTBCHHBIX IIPEMApaTOB M aKTyaJIM3alluil0 CTAHAAPTHBIX OIICPAIUOHHBIX IIPOLCAYp A
OCYLICCTBJICHU (bapMaHeBTquCKOﬁ JCATCIIbHOCTH B cq)epe 06paH.[eHI/IH JICKAPCTBCHHLIX CPCACTB
I MCAUIOUHCKOI'O ITPUMCHCHU S ;

M) HAJIMYUC Y MHAUBUAYAJIBHOT'O NPCAIIPUHUMATCIIA:

JUIs  OocyllecTBlieHUs  (apMalleBTUUECKONl  JeATenbHOCTH B  cdepe  oOpaieHus
JIEKAapCTBEHHBIX CPEJACTB IS MEAMIIMHCKOTO TMPUMEHEHHS - BBICIIETO WA CPEIHEro
dapmalieBTUYECKOr0 00pa3oBaHus, a TaKke cepTH(HUKaTa ClenuanucTa HIA MpPOiJIeHHOM
AKKpeTUTAINH CIIeIUATNCTA;

Koncynsrantllntoc: npumeyanue.
C 01.03.2026 B a063. 3 nin. "M" 1. 6 BHOCsITCs n3MeHeHus ([locranoBnenue [IpaBurenscTBa
P® ot 26.02.2025 N 232).

JUIs  OCYUIIeCTBIIEHUs  (apMalleBTUUECKON  JeATeNbHOCTH B  cdepe  oOpaiieHus
JICKAPCTBCHHLIX CPCACTB JId BCTCPUHAPHOIO TIMPUMCHCHUA - BBICHICTO HWJIHW CPECOAHETO
(dapMarieBTHYECKOT0 00pa3oBaHMsA, a TaKkKe cepTh(dUKaTa CHeruaaiucTa WM MPOiIeHHON
AKKpEIUTAIMH CIICIIUAIINCTA JINOO BBICIIETO UM CPETHEr0 BETEPUHAPHOTO 00pa30BaHMs, a TAKKE
ceptuduKaTa CleIHaINCTa;

H) Halu4Me y JUIEeH3uaTa paOOTHUKOB, 3aKJIIOYUBUIMX C HUM TPYIOBBIE JOTOBODBI,
JIEATEIBHOCTh KOTOPBIX HEMOCPEACTBEHHO CBSI3aHA C ONTOBOM TOPrOBJIEH JIEKAPCTBEHHBIMU
CpeICTBAMU JJI1 MEAUIIMHCKOTO NMPUMEHEHUS, UX XpaHEHHeM U (WJIM) PO3ZHUYHOM TOpProBiiel
JIEKAPCTBEHHBIMU IpenapaTaMy Ul MEAUIMHCKOIO MPUMEHEHUS, UX OTIYCKOM, XPAHEHUEM U
M3TOTOBJICHHEM, UMEIOIIUX:

JUIS  OCYUIeCTBIIEHUs  (apMalleBTUUECKON  JIeATeNbHOCTH B  cdepe  oOpaiieHus
JIEKAPCTBEHHBIX CPEICTB JJII MEIUIIMHCKOTO TMPUMEHEHHS (3a HCKIIOYEHHEM O000COOJIECHHBIX



MoApa3IeiecHnd MEIUIIMHCKUX OpraHu3aluii) - BBICIIEE WM cpefaHee ¢dapMarieBTUIECKOe
o0pa3oBaHme, a TaKKe cCepTU(HUKAT CIISIUATINCTA WIIA IPOHICHHYIO aKKPEIUTAIINIO CIICIIUATNCTA;

JUIS  OCylIIecTBIIeHUs  (apMalleBTUUECKON JieATelnbHOCTH B  cdepe  oOpaieHus
JICKaPCTBEHHBIX CPEACTB JJISi MEAUIIMHCKOTO MPUMEHEHHS B 000COOJIEHHBIX MOApa3/IeICHUSIX
MEAMIMHCKUX OpraHu3aluid - JOMOJHUTENbHOE NpodeccHoHaIbHOEe 00pa3oBaHUWE B YaCTU
PO3HUYHOI TOPTOBJIM JIEKAPCTBEHHBIMU IMpernapaTaMH s MEAMIIMHCKOrO MPUMEHEHHS Mpu
HAJIMYUU MpaBa Ha OCYILECTBICHHE METUIIMHCKOM e TEINbHOCTH;

Ui ocyllecTBlieHUs  (apMalleBTHUUECKON  JIeATeNbHOCTH B  cdepe  oOpaieHus
JICKapCTBEHHBIX  CPEACTB Ui  MEIUIMHCKOTO TMPUMEHEHHs] B YacTH  M3TOTOBIICHUS
panrodapMalleBTUUECKUX JIEKAPCTBEHHBIX MPENaparoB s MEAUIMHCKOTO TMPUMEHEHHS -
BbICIIIEE WJIM cpefHee (apMalleBTUUECKOEe WM MEIULUHCKOe 00pa3oBaHUE U JOIMOJHUTEIbHOE
npodeccuonansHoe oOpa3zoBaHMe B 00JacTH PaJIMOXHMHUHU, PAAUAIIMOHHOW OE30MaCHOCTH C
y4eTOM 0COOEHHOCTEH, YCTaHOBJICHHBIX 3aKOHO1aTeNIbcTBOM Poccuiickoit deneparuu B obnactu
oOecrieueHus palalliOHHON O€30MaCHOCTH;

Koncynprantllnroc: npumeyanue.
C 01.03.2026 B . "o" n. 6 BHOcsATcs u3MeHeHus (Iloctanosnenue IlpaBurenscrBa PO ot

26.02.2025 N 232).

0) HaJIWYME y JUIeH3uaTa paboTHUKA (paOOTHUKOB), 3aKIIOYMBILEIO C HUM TPYAOBOI
JIOTOBOp,  JESTEIbHOCTh KOTOPOTO HEMOCPEICTBEHHO CBA3aHa C ONTOBOM TOProBileid
JICKApCTBEHHBIMH CpPEACTBAMHU JUII BETCPUHAPHOTO ITPUMEHEHHUS, WX XpaHCHHEeM W (WJIH)
PO3HHYHON TOProBJIEH JIEKApCTBEHHBIMHU MperapaTaMy Jjisi BETEPUHAPHOTO NPUMEHEHHUs, WX
OTITYyCKOM, XpaHEHHEM, IEPEBO3KOW M H3TOTOBJICHHUEM, HMMEIOLIETO BBICIICE WM CpEIHEee
dapmaieBTHUECKOe O00pa3oBaHWE, a TaKXKe CEepTUPHUKAT CHCHHATUCTA WIH TMPOUICHHYIO
AKKpEIUTAIMIO CIIEIHaIiCTa JIN0O0 BhICIIEE WM CpEAHEe BETEpUHApHOE 00pa3oBaHUE, a TaKKe
cepTudUKaT CICIHAINCTA;

I1) NOBBILIIEHHE KBATU(UKALUU CIIEHUAINCTOB ¢ (papMaleBTUUYECKUM WM BETEPUHAPHBIM
00pa3oBaHHEM HE PEKEe OJIHOTO pasa B 5 JIEeT;

P) pa3MellieHue JHUIEH3UaTOM B €IMHOW TOCYIapCTBEHHONW MH(GOPMAIIMOHHOW CHUCTEME B
cdepe 3ApaBOOXpaHEHUs CBEICHUH O (hapMaIleBTHUECKON OpraHu3aliy U O JIMIAX, YKa3aHHbIX B
noanyHkrax "M" u "H" HacTosIIEro MyHKTa, B COOTBETCTBUM coO cTaTheil 91.1 denepasnbHOro
3akoHa "OO0 0CHOBaxX OXpaHbl 3/I0pOBbs IpaxkaH B Poccuiickoit @enepannu’ B mopsiike U CPOKH,
ycTaHoByieHHBIE [loji0KEeHEM O €IMHON TOCYNapCTBEHHONW MH(GOPMAIIMOHHON cUCTeME B cepe
3paBOOXpPAaHEHUS, YTBEPKICHHBIM ITOocTaHOBIIeHUEM [IpaBuTenscTBa Poccuiickoit @enepannu OT
9 ¢espana 2022 r. N 140 "O enuHOI rocynapcTBeHHOH MH(POPMAIMOHHOHN cucteme B cdepe
3/1paBOOXpaHeHus", MOCpeACTBOM HHPOPMAIIMOHHON cucTeMBbI (hapMalleBTHUECKON OpraHu3alun
WIM TOCPEACTBOM TOCYJAapCTBEHHON HMH(OPMAIlMOHHOW CHUCTEMBI B cepe 31paBOOXpaHEHUs
cyonekTa Poccuiickoii @eneparuu (B ciiyyae eciiv rocyiapcTBeHHasi HHGOPMAIlMOHHAs chCcTeMa
B cdepe 3apaBooxpaHeHus cyobekta Poccuiickori denmeparuu obecrneurnBaeT BBIMOTHEHUE
GbyHKIMH HTHPOPMAITMOHHOM CUCTEMBI (hapMalleBTHUECKON OpraHu3aIii ) UK TOCPEACTBOM HHOM
MH(OPMALIMOHHOM CUCTEMBbI, NpeJHa3HaYeHHOM Juis cOopa, XpaHeHHs, OOpabOTKH U
IpelocTaBleHusl HH(pOpMaLuY, Kacarolencs 1esTelbHOCTH (papMaleBTHYECKOH OpraHu3aluu u
MIPEIOCTABIIIEMBIX €10 YCIIYT.

7. OcymectBienue (GapMaleBTUUECKON AESITENbHOCTH C TIpyObIM  HapylIEHUEM
JWIIEH3WOHHBIX ~ TpeOOBaHWMH  BIeUeT 3a cOo0OM  OTBETCTBEHHOCTh,  YCTAHOBIICHHYIO



3aKoHO1aTeabCcTBOM Poccutickoit @eneparuu. [Ipu 3TomM ox rpyObIM HapyIIeHHEM TOHUMAETCS
HEBBITIOJIHCHHE JIMIICH3UATOM OJTHOTO M3 TPEOOBaHUH, TPETYCMOTPEHHBIX ITYHKTOM 6 HACTOSIIIETO
[TonoxxeHus, moBJyeKIIee MOCAEACTBUS, yCcTaHOBIEHHbBIE YacThio 10 crathu 19.2 ®denepanbHOro
3akoHa "O JULEH3UPOBAHUU OTACIIBHBIX BUIOB ACATEIBHOCTH .

8. Jlmsg mosydeHus JIMIEH3UU COUCKATENb JHUIEH3MH IPEACTABISICT B JIUIECH3UPYIOUTUN
oprai B (¢oOpMe OdJIEKTPOHHOIO JOKYMEHTa, IOAMMUCAHHOTO »JJEKTPOHHOW TMOAMHUCHI0 B
COOTBETCTBUU C MyHKTOM 21 Hactosmero Ilono)keHus, TyTeM 3aroJHEHUS 3asBICHUS O
MIPEIOCTaBICHUN JIMIICH3WH, B KOTOPOM YKa3bIBAIOTCSl CBEACHHS, MPEAYCMOTPEHHBIC YacThio |
cratbu 13 @epepanibHOro 3aKkoHa "O JUIEH3UPOBAHUU OTACIBHBIX BHUJIOB JIESITEIBHOCTH", C
WCIIOJIb30BAaHUEM JIaHHBIX W3 (QeAepallbHON TOCYIapCTBEHHOW HWH()OPMAIMOHHOW CHCTEMBI
"Enunas cuctema wACHTH(PUKANMK W ayTeHTHU(UKAIMK B WHPpacTpyKType, obecreunBaronieit
WH()OPMAITMOHHO-TEXHOJIOTHYECKOE B3aMMOIeHCTBIE HH(POPMAITMOHHBIX CHCTEM, UCITOJIb3YEMBIX
JUISL TIPEOCTaBIICHUS TOCY/IApCTBEHHBIX W MYHHIMIIAILHBIX YCIYT B 3JEKTPOHHOU dopme" u
€MHOTO peecTpa ydeTa JHICH3UM B JMYHOM KaOwHeTe (deaepaibHOW TroCyIapCTBEHHOU
uH(popMalMoHHON cucteMbl "EQMHBIA MOpTanm rocyAapCTBEHHBIX U MYHULMMATBHBIX YCIYT

(pynKumin)".

9. Ilogaya 3asBIICHHS O MPEJOCTABICHUH JIMIICH3UY, 3asBJICHUS O BHECCHUU M3MCHCHHI B
peecTp  JIMIIGH3MH  OCYIIECTBISICTCS ~ IOCPEACTBOM  HCIOJBb30BaHHA  (helepaibHOM
rOCYyJapCTBEHHOH WH(POPMAIMOHHOW cuctemMbl "EnuHBIA MOpTall TOCYJApCTBEHHBIX U
MYHHUIIMNIATBHBIX YCIyT (QyHKIUN)" B (hopMe 2JIEKTPOHHOTO JOKYMEHTA.

IIpu nmpoBeaeHnU NPOBEPKU JOCTOBEPHOCTH CBEJCHUM, COEPKALIMXCS B IPEICTABICHHOM
COMCKaTeJIeM JIMIEH3UH (JIMLIEH3UAaTOM) 3asBICHUU O MPEOCTABICHUN JINLEH3UH (3asBJICHUU O
BHECEHUU U3MEHEHU B PeecTp JIMLEH3UH ), JIMIEH3UPYIOIUI OpraH 3alpalBaeT He0OX0IuMble
JUIs  TPEAOCTaBlIEHUs] T'OCYJapCTBEHHBIX YCIYr B 0OOJAacTH JIMIIEH3UPOBAHUS CBEICHMS,
HaXOJALIMECS B pacIIOPsSKEHUH OPTaHOB, IPEAOCTABIISAIOIINX TOCY1apCTBEHHBIE YCIIYTH, OPraHOB,
IPEOCTABIAIONIMX MYHHMLUIAIbHBIE YCIYTH, WHBIX TOCYJApCTBEHHBIX OpPraHOB, OpPraHOB
MECTHOT'O CaMOYIpaBJIeHUs JT1UO0 MOABEIOMCTBEHHBIX FOCY/IapCTBEHHBIM OpraHaM HJIM OpraHam
MECTHOI'O CaMOYIIPABJICHUs OpraHU3alui, B MOPSAAKE, YCTaHOBIEHHOM (PDenepanbHbIM 3aKOHOM
"O0 opranuzaluy MpeoCTaBICHNs TOCYAAPCTBEHHBIX M MyHUIIMIIAIBHBIX YCIyT".

10. YTparun cuity ¢ 1 mapra 2023 rona. - Ilocranosnenue [IpaBurtenscrtsa PO ot 29.11.2022
N 2164.

11. HHHCH?»HPYIOH.[Hﬁ opraH OCYHICCTBJIACT OLUCHKY COOTBCTCTBHUA COUCKATCIA JIMICH3UN
JIMIICH3UOHHBIM Tpe6OBaHI/I$IM IIyTEM  HallpaBJICHUA  MCKBCAOMCTBCHHBIX 3allpOCOB B
I/IH(l)OpMaI_II/IOHHBIC CUCTCMBI CIICAYIOIIUX OPraHOB:

CDCI[Gp&J'ILHOfI HaJI0TOBOM CJ'Iy>I(6I:>I - B 4aCTH MMOJIYYCHHUA CBEJICHUI 00 I/I,Z[eHTI/I(I)I/IKaI_II/IOHHOM
HOMEpPC HAJOIOIUIATCIIBIINKA, OCHOBHOM TOCYHAPCTBCHHOM PCETHUCTPAIMOHHOM HOMEPC
HOPUINYICCKOTO JIM1a u OCHOBHOM ToCcyaapCTBECHHOM pPEeruCcTpaiuoOHHOM HOMEpEC
WHAUBUAYAJIBHOT'O IPCAIIPUHUMATCIIA;

DoHJa NMEHCHUOHHOIO M COLMAIBHOTO cTpaxoBaHus Poccuiickoii denepauuu - B 4acTh
MONTyYeHUs] CBEACHHM, MOATBEPKIAIONIUX HaJU4he Yy COUCKATeNsl IUIEH3Ud pabOTHHKA
(paOOTHUKOB), 3aKIIOYUBIIETO C HUM TPYJOBOW JIOTOBOp, JEATEIBHOCTH KOTOPOTO
HEMOCPEICTBEHHO CBSI3aHa C OOpalleHHEeM JICKaPCTBEHHBIX CPE/ICTB;

denepanbHOil CiTyk0bI TOCYAAPCTBEHHOM perucTpanui, Kajactpa u Kaprorpaduu - B 4acTu
MIOJIyUYEHUSI CBEJEHUHM, NOATBEPKIAIOUIMX HAJIMYUE Yy COMCKAaTeNls JIMLIEH3UM Ha IpaBe
COOCTBEHHOCTHM WJIM HAa WHOM 3aKOHHOM OCHOBaHMM HEOOXOAMUMBIX JUIS OCYILECTBIICHUS



(dhapmareBTUUeCKON NeATeIbHOCTH MPOU3BOJICTBEHHOTO OOBEKTa WM OOBEKTOB (IMIOMEIIECHUH,
3IaHHUI, COOPY>KCHHH);

®enepanibHOI CiTy>KOBI 0 HaA30py B chepe 00pa30BaHUS U HAYKU - B YACTH MOJTYyYCHUS
CBEICHMM, TONTBEPXKIAIONIMX Haluyue y  pabOTHMKA  BBICIIETO WJIM  CPETHEro
dapmalieBTUYECKOro 00pa30BaHUs, a TaKXkKe cepTH(HUKaTa clenuaincra Ju0o BBICHIETO WU
CpeIHEero BeTepruHapHOro o0pa3oBaHus, a TakKe cepTUuUKaTa CreHalncTa;

®DenepalibHOI CiTykObI IO Ha30pY B cdepe 3alUThI [IpaB NoTpedUTeNneii u Garomnonyqus
YeJloBeKa - B YaCTU MOJYYEHUS CBEIECHUN O HAJIMYMH BBIAAHHOTO B YCTAHOBJIEHHOM IOPSJIKE
CaHUTAPHO-3MUIEMHOJIOTHYECKOT0 3aKIIOYEHHUsI O COOTBETCTBHHM IOMEIIEHUN TpeOOBaHUSM
CaHUTApPHBIX MpPaBWJI B OTHOLIEHUHM (apMalleBTUYECKON NeATeNbHOCTH B cdepe oOpaiieHus
JICKapPCTBEHHBIX CPEJICTB.

B CIyda€ HCEBO3MOXXHOCTH IIOJYUCHHUA TaKUX CBGI[CHI/II\/'I JOKYMCHTBI MOI'YT OBITE
MMPEAOCTABJICHEI 3aABUTCIIEM I10 COOCTBEHHOI HMHHUIIUAaTHUBC.

JIMIIeH3UPYIOMIMIT OpraH OCYILECTBJISET OLIEHKY COOTBETCTBHSI COMUCKATENsl JHUICH3UU
JUIIEH3MOHHBIM TPeOOBAaHUSAM W TPHHUMACT PEIICHHUE O MPEIOCTABICHUU JIMIICH3UU WA 00
OTKa3e B €€ NPEIOCTaBJICHUU B CPOK, He mpeBblmaronuii 10 paboyux mHEH co JHS MOmadu
3agBJICHUS O TMPENOCTABICHUU JUIICH3UU, MOCPEACTBOM (pemepanbHOil ToCyqapCTBEHHOM
uH(popMalMoHHON cucteMbl "EQMHBIA MOpTan rocyAapCTBEHHBIX U MYHULMMATBHBIX YCIYT

(pynxumin)".

HpI/I HAMEpPCHUHN COUCKATCIIA JIMICH3UU OCYHICCTBIIATH ACATCIIBHOCTL Ha TEPPUTOPUHU
3aKPBITOIO0 AAMHUHHUCTPATUBHO-TCPPUTOPUAIIBHOT'O O6paSOBaHH${ CpPOK OCYHICCTBJICHUSA OLCHKU
COOTBCTCTBHUA COUCKATCIA JHMLOCH3UM JIMICH3HMOHHBIM TpeGOBaHI/IHM U IIPUHATHUA PCHICHHA O
MpeaAOCTaBJICHUHN JIMIICH3UU UJIN 00 OTKa3e B ee MMpCaO0CTaBJICHHNHA HC ITPCBLIIIACT 20 pa60‘lI/IX I[Heﬁ
CO H:A MMpUeMa 3asBJICHUS O IIPCAOCTABJICHUU JIMIOCH3UH.

12. Ilpu HamepeHUM OCYIIECTBIATH (hapMalEeBTUUECKYIO IESATEIbHOCTh IO aJpecy, He
IIPEyCMOTPEHHOMY PEECTPOM JIMLEH3UH, B 3adBJIIEHUM O BHECEHHUM H3MEHEHUH B DPEECTp
JULEH3UN JIMUEH3UMAT YKa3blBa€T CBEJIEHUSA, COJEpJKAIllMe€ HOBBIM aIpec OCYILIECTBIICHUS
(bapMareBTUYECKOH 1eATEIbHOCTH.

13. TIpu HaMepeHUU BBITIOIHATH HOBBIE PAOOTHI, OKa3bIBATh HOBBIC YCIYTH, COCTABJISIONINEC
(apMarieBTHYECKYIO JIEITEILHOCTh, HO HE MPETYCMOTPEHHBIE PEECTPOM JIUIICH3HIA, JTUIICH3UAT B
3asBJICHMHM O BHECEHHHM M3MCHEHHH B PEECTp JIMIIEH3UH YKa3bIBACT CBEACHUS O COCTABIISIFOIINX
(apMarieBTHYECKYIO IeATEIBHOCTh pabdoTax (yciyrax), KOTOpbIC JIMIIEH3UAT HAMEPEH BBITOJIHATh
(OCYIIECTBIATS).

14. .HHI.ICH3PIpy10H.[PII>i opraH OCYHICCTBJIAICT OLCHKY COOTBCTCTBHUA  JIMLCH3UATA
JIMIICH3UOHHBIM Tpe60BaHI/I$IM MyTEM IOJYUYCHUS CBEJICHUM M3 (I)ellepaJ'IBHbIX I/IH(I)OpMaLII/IOHHBIX
CHUCTEM:

cDCI[Cp&HLHOfI HaJI0TOBOM CJIY)KGBI - B 4aCTH MMOJIYYCHHUA CBEJICHUI 00 I/I)ICHTI/I(bI/IKaLII/IOHHOM
HOMEpPC HAJOIOIJIATCIIbIIINKA, OCHOBHOM TOCYHAapCTBCHHOM PCTHUCTPAIUMOHHOM HOMEPC
HOPUINYICCKOTO JIM1a u OCHOBHOM ToCyaapCTBEHHOM pPEeruCcTpaiioOHHOM HOMEpC
HHAUBUAYAJIBHOT'O IPCANIPUHUMATCIIA;

denepanbHOil CiTyk0bI TOCYAAPCTBEHHOM perucTpanui, Kajactpa u Kaprorpaduu - B 4acTu
MOJIy4YEHHUs] CBEJCHUM, MOTBEPKAAIOUINX HAIWYKE Y JHUIIEH3MaTa Ha IpaBe COOCTBEHHOCTU MITU
Ha WHOM 3aKOHHOM OCHOBaHMM HEOOXOJMMBIX Ul OCYLIECTBICHHUS (apMaleBTUUECKON
JeSITeIbHOCTH MTPOU3BOICTBEHHOTO 00bEKTa MM 0OBEKTOB (IOMEIIEHUH, 3TaHH, COOPYKEHH);



@oHa NEHCUOHHOIO U COLMAIBHOrO crpaxoBanus Poccuiickoil ®enepauyu - B 4acTH
IIOJIyYEHUS CBEICHUH, MOATBEPKAAOIINX HAUYNAE 3aKIIOUYEHHOTO TPYAOBOIO JOrOBOPA MEXIY
JIMLIEH3MAaTOM U paOOTHUKOM (paOOTHUKAMM ), JESITEIBHOCTh KOTOPOT0 HEMOCPEACTBEHHO CBsI3aHa
¢ oOpallleHueM JIeKapCTBEHHbIX CPECTB;

®enepanibHOI CiTy>KOBI 10 HaA30py B chepe 00pa30BaHUS U HAYKU - B YACTH MOJTYyYCHUS
CBEJICHHI O HAIMYUU y paOOTHUKA BBICILIETO UM CPEAHETO (papMaleBTUHYECKOro 00pa3oBaHus, a
TakkKe cepTudukaTa crenuaiiucTa Ju00 BBICIIETO UM CPEJHEr0 BETEpUHAPHOT0 00pa3oBaHus, a
Takke cepTuurKara CrerraincTa;

®enepalibHOI CiTyk0bI IO Ha30pY B cdepe 3alUThI [IpaB NoTpedUTeNeii U Garomnonyqus
YeJloBeKa - B YaCTU MOJYYEHUS CBEICHUN O HAJIWYUH BBIAAHHOTO B YCTAaHOBJIEHHOM MOPSIKE
CaHUTAPHO-3MUIEMHOJIOTHYECKOT0 3aKIIOYEHHsI O COOTBETCTBHHM IOMEIIEHUN TpeOOBaHUSM
CaHUTApPHBIX MpPaBWJI B OTHOLIEHUHM (apMalleBTUYECKON NeATenbHOCTH B cdepe oOpaiieHus
JICKapPCTBEHHBIX CPEJICTB.

B CJIy4a€ HCEBO3MOXHOCTH TIIOJYUCHHUA TaKUX CBC,I[GHI/Iﬁ HAOKYMCHTBI MOTI'YT OBITh
MMpCaOCTABJICHBI 3aABUTCIICM I10 COOCTBEHHOI WHHUIIUAaTHUBC.

JIMIEeH3UPYIOIHI OpraH OCYIIECTBISIET OLEHKY COOTBETCTBUSI TUIEH3MATA TUIIEH3NOHHBIM
TpeOOBaHUSM U MPUHUMAET PEIICHHE O BHECEHUH U3MEHEHHM B pEeCTp JHICH3UI 1in 00 0TKa3e
BO BHECEHHH U3MEHEHH B PEECTp JHIICH3UN B CPOK, HE MPEBHIMIAIOMINN 5 pabounx JHEH co AHS
MOJTyYEHUS 3asBJICHHS] O BHECEHUHU M3MEHEHUN B peecTp JUIEH3UH, MOCPEACTBOM (eepabHON
rocyIapCcTBEHHOW HH(POPMAIIMOHHON cucTeMbl "EQuHBI mOpTal TroOCyAapCTBEHHBIX U
MYHHULIUNATBHBIX ycayr (dyHKIU)", a TIpHU OCYIIECTBICHUU NEATEIBHOCTH Ha TEPPUTOPHH
3aKpPBITOrO aIMUHUCTPATUBHO-TEPPUTOPUATILHOTO 00pa30BaHus - B CPOK, HE MpeBblmmatonuii 20
pabounx JAHEH o THS MOTyYEHUS JIUICH3UPYIOIIUM OpPraHOM 3asiBICHUS O BHECEHUU U3MEHEHUN
B peecTp JUIEH3UH.

15. JIuueH3uat BIpaBe 0TO3BaTh 3asiBIIEHHE O BHECEHUHM U3MEHEHHUH B peecTp JULEH3UN 10
IIPUHSTHS JIMIEH3UPYIOIUM OPraHOM PEIEHUsI O BHECEHUM U3MEHEHUH B PEECTp JINLEH3UN WU
00 OTKa3e BO BHECEHHH U3MEHEHUI B PEECTp JIMLCH3U.

16. Benenue eauHOro peectpa JUUEH3UHW, B TOM YHCIE JIMLEH3WUH, BBIJIAHHBIX
UCTIOJIHUTENIBHBIMUA ~ OpraHaMu  cyObekToB Poccuiickoil ®denepanui B COOTBETCTBUU  C
HepeaHHbIMU TIOJIHOMOYHMSMH, ocyilecTisieT PenepanbHas ciyxba Mo Hax3opy B cdepe
3/paBooXpaHeHus. Benenue peectpa nuieH3uil B cepe oOpaleHus JeKapCTBEHHBIX CPEACTB JUIs
BETEpUHAPHOTO MpHUMEHeHHs ocymecTBiser denepanbHas ciyxba M0 BETEPUHAPHOMY U
(buTOCaHUTAPHOMY HAJ30DY.

HcnonuutenbHble opranbl cyObekToB Poccuiickoit denepanyiyi oCyIIecTBISIOT BeICHUE
peecTpa JIMIIEH3UI B OTKPBITON U 0011IeJ0CTyTHOM HH(OpMallMOHHOH cucteme B ceTH "MHTepHer"
(manee - nH(opMalMOHHAs CUCTEMA), OTlepaTOPOM KOoTopoii siBnsieTcss DeaepanbHast cayxoa mo
HaA30py B chepe 3apaBooXpaHeHHs U B KOTOPOU pa3MeIlaeTcs CChIIKa Ha PeecTp JUICH3UH.

17. Mudopmariusi, OTHOCAIIASICS K OCYIIECTBICHUIO (hapMalleBTHUECKON AeITeIbHOCTH,
npeaycMoTpeHHass dactamMu 1 u 2 crarbum 21 ®enepanbHoro 3akoHa "O JNHIIEH3UPOBAHUU
OTJICIBHBIX BUIOB JCSITEILHOCTH", pa3MelaeTcs Ha odpunuanbHOM caiite deaepanbHON CITyKObI
Mo Haa30py B chepe 3ApaBOOXpaHEeHUs WK Ha odunrambHOM caiite DenepanbHON CIyKOBI 1O
BETEpPUHAPHOMY U PUTOCAHUTAPHOMY Han30py B ceTH "MHTepHeT" (Hanee - opuinaibHbie CalThI)
B (hOpM€ OTKPBITHIX JIAHHBIX.

AKTyaﬂLHaﬂ I/IH(I)OpMaI_II/IH H3 pecCTpa JIMLIEH3UM TOJDKHA OTO6pa)KaTLC${ Ha O(I)I/ILII/IaJ'ILHLIX
caiiTax B PCKUME pCAJIbHOT'O BpCMCHU 1100 He mo3aHee 5 MHHYT C MOMCHTA BHCCCHU U3MEHEHHUH



B peecTp nuIeH3u. B cioydae HepaboToCcrmocoOHOCTH MH(POPMAITMOHHON CHUCTEMBI aKTyalbHas
uHbopMalMsg U3 peecTpa JMUEH3UH pas3Memniaercs Ha oQuUUIUAIbHBIX caiiTax mocle
BOCCTaHOBJICHHsI pabOTOCIIOCOOHOCTH MH(POPMAIIMIOHHOM CHUCTEMBI, HO HE Mo3AHee 3 padounx
JIHEW CO JTHSI BHECEHUS CBEICHUH B PEECTp JIULICH3UM.

18. OrmeHnka COOTBETCTBUS COMCKATENs JHMICH3UM (JIMIICH3WATa) JIMIECH3UOHHBIM
TpeOOBAHUSAM OCYIIECTBIISCTCS JUIEH3UPYIONIUM OpPraHOM B COOTBETCTBHHM cO cTaThed 19.1
®enepanbHoro 3akona "O JIMIEH3UPOBAHUU OTACIBHBIX BUJOB JEATCIIBHOCTH .

Or1eHKa COOTBETCTBHSI COMCKATEIIS JUIEH3UH (JTUIEH3MATa) JTUIIEH3UOHHBIM TPeOOBaHUAM
MIPOBOJIUTCS B (pOpME BBIC3THON OIICHKH.

Hcnons3oBanue CpE€ACTB AUCTAaHIIMOHHOT'O B3aHMOﬂeﬁCTBHH, B TOM 4YHCJIC BHUACOCBA3U
(z[aﬂee - CpC,I[CTBa), npu MIpOBEACHHUU BbIGSI[HOﬁ OLCHKH COOTBCTCTBUA JIMOCH3HOHHBIM
TpC6OBaHI/I$IM OCYIICCTBIIACTCA:

IIpru 3asdBJIICHUU COUCKATCJIEM JIMIOCH3HUU pa60T H YyCiayr 1o pO3HH‘lHOI>i TOPIroBJIC
JICKAPCTBCHHLIMHU IIPCIIapaTaMu;

Ipu 3as4BJICHUH JIMLICH3WUATOM HOBOI'O0 aJipeCa IO BUAY pa60T H yCIyr 1o p03HI/I‘lHOI71
TOPTOBJIC JICKAPCTBCHHBIMU IIpCIIapaTaMu.

HOpSII[OK HCIIOJIb30BaHUA CPEACTB BKIIHOYACT B cebs:

yKa3aHHWE COHUCKaTeleM JHICH3UH (JIMIEH3MaTOM) B 3asABICHHUU O TMPEAOCTaBICHUU
JUIEH3UN (3asBICHUU O BHECEHUM H3MEHEHUN B pPEecTp JIMIIECH3WM) CBENEHUN O HaIMYUU
TEXHUUYECKOH BO3MOKHOCTH HCIIOJNB30BAHMS MPU MPOBEICHUH BBIC3JIHON OLIEHKH CPEACTB C
BO3MOXXHOCTBIO HICHTU(DUKAIIMK COUCKATeNsl JUIEeH3uu (uiieH3uara) 4depe3 (deaepaibHyro
rocyiapcTBeHHy0 uHpopMmanuoHHyo cuctemy "Enunas cucreMa uAeHTUDUKAIMK U
ayreHTU(UKaMu B HHPpaCTpyKType, oOecreuuBaronieil MHPOPMAIMOHHO-TEXHOJIOTHYECKOE
B3aMMOJICiCTBHE  WMH(OPMALIMOHHBIX  CHUCTEM,  HCIOJB3yeMbIX JJi1  IPEeIOCTaBICHUS
TOCY/IapCTBEHHBIX M MYHHUIIUMAIBHBIX YCIYT B 2IEKTPOHHOU dopme";

MPUHATHC DOJIKHOCTHBIM JIMIIOM JIMOCH3UPYIOIICTO OPpraHa peuICHUA O ITPOBCACHUN OLICHKH
COOTBCTCTBHUA COMCKATCIIA JIMICH3UHU (J'II/II_ICH3I/IaTa) JIMIICH3WOHHBIM Tpe6OBaHI/I$IM B (I)opMe
BBIC3JHOM OIIEHKH B JUCTaHIIHOHHOM (bOpMaTe C IIPUMCHCHHUEM CPCICTB;

MU3BCIHICHUC COUCKATCIIA JIMICH3UU (J'II/ILICHBI/IaTa) O BCICHHH (I)OTOC’beMKI/I u (I/IJ'II/I)
BHUACO3aIIMCU - B CJIyda€ OCYHICCTBJICHHA MPOULCAYPBI OLUCHKU COOTBCTCTBUA JIMICH3WMOHHBIM
Tpe6OBaHI/I}IM B JMCTAaHIITMOHHOM (I)opMaTe;

obecrnieueHre COXpaHHOCTH WH(MOPMAIIUHU, TOTyYEHHOW MOCPeCTBOM (GOTOCHEMKH U (WIIN)
BUJICO3AIHCH.

Eciu B Xxome BBIE3IHON OLIEHKH COOTBETCTBHS COHCKATEIsS JHUIICH3UH (J'II/II_IeH3I/IaTa)
JIMIICH3UOHHBIM Tpe6OBaHI/I${M OCYHICCTBIIAIIUCH (I)OTOC’LCMKa n (I/IJ'II/I) BHUACO03aIIUCh, 00 sTOM
ACIAaCTCA OTMCETKA B AKTC OLCHKH W MNOAMNHUCAHUC €TO PYKOBOAUTCIEM, WMHBIM HOJIZKHOCTHBIM
JIMIIOM WA  YIIOJIHOMOYCHHBIM IPEACTABUTCICM COUCKATCIIA JIMICH3NU (HI/ILICHSI/IaTa) HC
Tpe6yeT051. B sTom CJIydac MaTcpualibl (I)OTOCT:CMKI/I u (I/IJ'II/I) BUJICO3AIIMCU IIPUTIATAOTCA K AKTY
OLICHKH.

I/IH(bOpMaLII/IH, INOJIy4YCHHAasA C HCIIOJIBb30BAHHUEM CpPCIACTB, IIOCIC IMPOBCACHHA OICHKU
COOTBECTCTBUA COUCKAaTCIA JIMICH3UNU (J'II/II_IGH3I/IaTa) JIMIICH3HWOHHBIM Tpe6OBaHI/I$IM
JIMUCH3UPYIOIIUM OPraHOM COXPAHACTCA B aBTOMaTI/I3I/Ip0BaHHOI71 HH(I)OpMaHHOHHOﬁ CHUCTEMC



auneHsupytouiero  oprasa. CoxpaHHOCTh  yKa3aHHOW  uH(poOpManuum  oOecredrBaeTcs
JUIEH3UPYIOLIUM OPTaHOM.

19. Ilpu mpoBeneHUU OLEHKM COOTBETCTBHSI COMCKATENs JIMIEH3UU (JUIeH3uaTa)
JUIEH3UOHHBIM TPEOOBAHUSM JTUICH3UPYIOLINI OPraH MOKET MPUBJIEKATh K MPOBEACHUIO TaKOU
OLICHKH HE 3aMHTEPECOBAHHBIX B €€ pe3ysbTaTaXx AIKCIEPTOB WIIM SKCIEPTHBIC OpraHU3alluy,
AaKKpEeIUTOBAaHHBIE B COOTBETCTBUU C 3aKoHoAaTtenbcTBOM Poccuiickoit ®enepaunu 00
aKKpeouTallMd B HAIMOHAIbHOM CHCTEME aKKpEAWTallMd, a TaKXke I0JIBEJOMCTBEHHbIE
JTUIEH3UPYIOLIEMY OpraHy OpraHu3aliy (Jajee - SKCIepTHbIE OpPraHU3aIIH ).

[IpuBneyeHne 3KCIEPTOB U HKCIEPTHBIX OPraHU3aLUN OCYIIECTBIIAETCS HAa 0€3BO3ME3IHOM
JUISL COMCKaTeNnel TUIEeH3un (JIMLEH3MAaTOB) OCHOBE Ha OCHOBAHWM PEIICHUS JIUIEH3UPYIOLIETO
oprasa, MOJIUCAHHOTO YHOJHOMOYEHHBIM JIOJDKHOCTHBIM JIMIIOM JIMLIEH3UPYIOLIErO OpraHa, B
KOTOPOM YKa3bIBalOTCs (haMUINHM, UMEHa, OTYeCTBa (MPU HAJIMYMHU) MPUBIIEKAEMBIX 3KCIEPTOB
WJIM HaMMEHOBAHMSI SKCIIEPTHBIX OPTaHU3alIUM.

MHeHust SKCIepTOB, SKCIEPTHBIX OpPraHU3alii O COOTBETCTBUHM (HECOOTBETCTBUM)
coucKaTensl JMIEH3UH (JUIeH3uaTa) JUICH3UOHHBIM TpPEOOBAHUSAM H3JIAralOTCsl B CIpPaBKe
(9KCTIEpTHOM MHEHHH), MMOAMUCAHHOM IKCIEpTaMu U (UJIM) YIOJTHOMOYEHHBIMU JTOJKHOCTHBIMH
JUIAMH SKCIIEPTHBIX OPraHU3alui, KOTOpasi MPUIaraeTcs K akTy OIICHKH.

B CJIy4dac BbISIBJICHUA HECCOOTBETCTBUA COUCKATEIIA JIMLCH3UU (J'II/II_ICHSI/IaTa) JIMIICH3NOHHBIM
Tpe6OBaHI/I${M B aKTC OLICHKU YKa3bIBACTCs, KaKUM HUMCHHO JIMICH3WOHHbBIM TpC6OBaHI/I$[M HE
COOTBCTCTBYCT COUCKATCIIb JIMICH3NN (J'II/II_[eH3I/IaT) U KaKMM HOPMATHUBHBIM IIPABOBBIM dKTOM (C
YKa3aHHuEM €ro CTPYKTypHOﬁ e,Z[I/IHI/II_IBI) TaKOC JIMICH3MOHHOC Tpe6OBaHI/IC YCTAHOBJICHO.

20. IlpencraBneHne couckaresieM JIMIEH3UU (JTUIICH3UATOM) 3asBJICHUS O MPEA0CTABICHUN
JUICH3UU (3asBIICHUS O BHECEHUU U3MEHEHUI B PEECTp JIMIICH3MI) M UX IPUEM JIULIEH3UPYIOIIUM
OpraHoOM, MPUHATHE JIMLIEH3UPYIOIIUM OPraHOM pELICHHS O MPeNOCTaBICHUHM IUIEH3UU (00
OTKa3e B MPEAOCTABICHUH JIUIICH3MH ), BHECCHUH M3MEHEHU B peecTp JIMIeH3ui (00 oTkasze BO
BHECEHUHU M3MEHEHUI B peecTp JHUIEH3UI), MPUOCTAHOBICHUH, BO30OHOBICHUH, MPEKPAIICHUN
JENCTBUS TUIIEH3UH, a TAKXKe MpeocTaBiIeHue, (OpMUPOBAHKE U BEICHUE JIUIIEH3HOHHOTO JeNa,
BEJICHUE peecTpa JIMIEH3UI U PEJOCTABICHUE CBEICHU, COEPKAIINXCS B PEECTPE JTULEH3H, B
TOM YHCJI€ BBIMCKA U3 pPEecTpa JIMLEH3UN, OCYIIECTBISIIOTCA B MOPSAKE, YCTAaHOBICHHOM
®denepanbHbIM 3aKOHOM "O NHUIIEH3UPOBAHUHU OTAEIBHBIX BUIOB JIEATEIBHOCTH .

21. llpn nonadye 3asBICHHA O IPEAOCTABICHHUH JIMIICH3MM, 3asBJICHUS O BHECEHUU
W3MEHEHUH B PEECTp JHUIECH3UN IOPUINYECKUM JINLOM, WHAUBUAYAIBHBIM IIPEANPUHUMATEIEM
MOJINUCAaHUE TAKOTO 3asIBJICHUSI OCYIIECTBISETCS B COOTBETCTBUM ¢ PenepaibHbIM 3ak0HOM "O
JULEH3UPOBAHNN OTIENIBHBIX BUIOB JEATEIBHOCTH' JJIEKTPOHHOM MOANUCHIO IOPUIAMYECKOTO
JM1A, UHIUBUAYAIBHOTO MPEIPUHUMATENS ¢ UCIO0Ib30BaHUEM (ellepaibHON rocy1apCTBEHHON
UHPOPMALMOHHOM cucTeMbl "ENUHBIN MOpTal rocyJapCTBEHHBIX M MYHUIMNAIBHBIX YCIYT

(bynKimii)".

HpI/I noaade 3asBJIICHUA (I)I/ISI/I‘-ICCKI/IM JIMIOM ITpU MPEACTABIICHUU NHTCPCCOB FOPUAUYCCKOT'O
Jmia Wi HWHIAUBUAYAJIBHOT'O MPCANIPHUHUMATCIIA (HpI/I HaJIM4YUU B 3JI€KTp0HH0171 (I)OpMC B
MAallIMHOYHUTACMOM BHIC HOBCpCHHOCTCf/'I, MNOATBCPKAAOIMUX COOTBCTCTBYIOIIHC HOJ'IHOMO‘-II/I}I)
MOANIUCAHUC TAKOT'O 3a4BJICHUA OCYIICCTBIACTCA YCHHGHHOﬁ KBaHH(i)HHHpOBaHHOﬁ 3J'ICKTp0HHOI>i
OO CBIO UJIN YCHHCHHOﬁ HCKBaJII/I(I)HHHpOBaHHOﬁ 3J'ICKTpOHHOI71 NOoAMNHUCHIO, CepTI/I(I)I/IKaT KJIro4a
IMPOBECPKU KOTOpOfI CO3aH U  HUCIIOJIB3YCTCA B I/IH(I)paCTp}IKTpr, O6CCHC‘-II/IB8.IOIJ_IGI71
I/IH(I)OpMaI_II/IOHHO-TCXHOJ’IOFI/I‘-ICCKOG B3aHUMOJECHCTBHE HH(bOpMaLIHOHHLIX CHUCTCM, UCTIOJIb3YCMBIX
g OpeaoCTaBJICHHUA  TOCYAAPCTBCHHBIX W MYHUIUMIIAJIBHBIX  YCIYIT W HCIIOJIHCHUS



TOCYJAapPCTBEHHBIX W MYHHUIIMMAIBHBIX (DYHKIUI B AJIEKTPOHHOW (OpMe, B YCTaHOBICHHOM
[IpaBuTenscTBOM Poccuiickoi @enepanun mopske.

22. 3a mpeaocTaBlieHUE JIMIICH3UPYIOIIMM OPTraHOM JIMIICH3WH, BHECEHHWE H3MCHCHHH B
peecTp JMIICH3WH Ha OCHOBAaHUHW 3asBJICHHS O BHECEHWHM H3MEHEHUW B pEECTp JIMICH3UH
VIUTAYMBACTCS TOCYIApCTBEHHAs TONLIMHA B pa3Mepax M IOPSAKE, KOTOPHIE YCTAHOBJICHBI
3aKO0HOJ1aTeILCTBOM Poccuiickoii denepanuu o Hajorax u coopax.

Boimucka w3 peectpa nuieH3ud B (popme DIEKTPOHHOTO JOKYMEHTa, MOAMHCAHHOTO
YCUJIEHHOW  KBaJM(DUUIUPOBAHHON  SJEKTPOHHOW TMOANUCHIO JIMLIEH3UPYIOLIEro Opraua,
nperocTaBisieTcs: 6e3 B3UMaHuUs MI1aThl.

23. denepanpHas cayx0a o Haa30py B cepe 3paBOOXpaHEHHUs B TeUEHUE 5 pabouux qHEH
CO JHS BbIJAYM JOKyMEHTa 00 OKOHYaHHM IPOBEPKH JIUIEH3MATa HAMpaBisieT B OPIaHbI
roCyJapCTBEHHOM BJIACTH CYOBEKTOB Poccuiickoit denepamuu, 0CyIIECTBISIONINE TTOJTHOMOYHSI,
yKazaHHbIe B myHKTe 1 gacTu 1 crateu 15 @enepanbHoro 3akoHa "OO0 0CHOBaX OXpaHbI 370POBbS
rpaxaan B Poccuiickoit denepanun", 3aBepeHHbIE KOMHM IMPUKA30B O MPUOCTAHOBJICHUU U
BO300OHOBJICHUM JIEUCTBUSl JIMIICH3UIM, HAa3HAUYEHWW MPOBEPOK JIMIIEH3MATOB, KOMHH AaKTOB
MIPOBEPOK JTUIEH3UATOB, MIPEANUCAHUN 00 YCTPaHEHUH BBISIBICHHBIX HAPYIICHUH JTUIIEH3MOHHBIX
TpeOOBaHUIl, MPOTOKOJIOB 00 aJIMUHUCTPATUBHBIX MPABOHAPYIIECHUSNX, ITOCTAHOBICHUH O
HAa3HAYCHUHM AaJMHHHCTPATHBHBIX HaKa3aHUM W JAPYyrUX JOKYMEHTOB, CBS3aHHBIX C
OCylIecTBIIeHHEM (pellepaibHOTO TOCYAapCTBEHHOTO KOHTPOs (Haa3opa) B cdepe obOpaiieHus
JICKapCTBEHHBIX CPEJCTB, B OTHOIIECHWU JHUIICH3UATOB (32 HCKIIOYCHUEM JIMIICH3HATOB,
MPEJICTAaBUBIINX 3asBJICHHUS O BHECEHMM M3MEHEHHH B peecTp JMIIEH3Hi), OCYIIECTBIISIOMINUX
JESITEIbHOCTD M0 0OPAIICHUIO JIEKaPCTBEHHBIX CPECTB, Ui BKIIOUEHUS B JTUIICH3NOHHBIE JIeja B
OyMa)KHOM WJIM 3JIEKTPOHHOM BHJIE.

24. ®opMupoBaHHE JUIEH3MOHHOTO [Iela COUCKATeNsl JIMIEH3UH (B OTHOILCHUU
JICKaPCTBEHHBIX CPEJCTB JUII MEAUIMHCKOTO MPUMEHEHUSs), JIMIEH3MaTa OCYIIECTBISIETCS B
AaBTOMATHU3UPOBAHHON MH(OpMAIMOHHON cucTeMe DenepanbHON CIykObI 110 HaA30py B cdepe
3/IpaBOOXPAHEHHUS.

25. OueHka coOmoieHus TUIeH3MaTaMy JIMIEH3UOHHBIX TpeOOBaHUN IPU OCYILECTBICHUH
(apMalrieBTUYECKOH AeATENbHOCTH OCYILECTBIISIETCS B paMKax (hefepaibHOro rocyJapCTBEHHOTO
KOHTpOJIA (Haa30pa) B chepe oOpalieHHs JeKapCTBEHHbBIX CPEACTB.

[Ipunoxxenue
K [IonokeHHIo 0 ITUIEH3UPOBAHUN
(bapMareBTUYECKOH 1eATeIbHOCTH

NEPEYEHDb
BbIMOJIHAEMbIX PABOT, OKA3bIBAEMbIX YCINYT, COCTABJAIOLUX
®APMALIEEBTUYECKYIO OEATENIBHOCTDb

Cnucok M3MEHSIMUX TOKYMEHTOB
(B pen. I[locranoBnenus IIpaBurtensctBa P® ot 29.11.2022 N 2164)



I. B cchepe obGpalieHns nekapcTBeHHbIX CPeacTB
ANnA MeaULMHCKOro NpUMeHeHus

—

. OnrroBas TOProBJId JICKAPCTBCHHBIMHU CPCACTBAMU JJII MCAUITUHCKOI'O IIPUMECHCHU S
. XpaHeHHe JICKAPCTBCHHLBIX CPCACTB AJId MCAUIIMHCKOI'O IIPUMEHCHUA

. XpaHeHHe JICKAPCTBCHHLIX IIpE€IIapaToB 11 MCAUIUHCKOI'O IIPUMEHCHUA

2

3

4, HepeBo3Ka JICKAPCTBCHHBIX CPCACTB IJIsI MCAUIIUHCKOI'O IIPUMECHCHUA

5. HepeBo3Ka JICKAPCTBCHHBIX MPEIapaToB I MEAUINHCKOI'O IPUMCHCHUA

6. Po3anunas TOProBJId JICKapCTBCHHBIMU IIp€riapaTaMu JJI1d MEAUIUHCKOI'O IIPUMCHCHUA
7. OTHYCK JICKAPCTBCHHLIX IIpE€IapaToB AJIA MEAUINMHCKOI'O IPUMCHCHUA

8. U3sroroieHue JICKAPCTBCHHLIX IIPCIIapaTroB I MCAULMHCKOIO IIPUMCHCHHA, 34
HCKIIFOYCHHUECM H3IOTOBJICHUA pa,Z[I/IO(l)apMaI_IeBTI/I‘leCKI/IX JICKaApCTBCHHLIX IIPCIapaTroB JIA
MCIULHUHCKOI'O IPUMCHCHUA

9. H3roroBieHue pa,Z[I/IOCI)apMaHCBTI/I‘IeCKI/IX JICKAPCTBCHHLIX IperaparoB JJIA
MCIULHUHCKOI'O IPUMCHCHUA

Il. B cchepe oGpalleHUs nekapcTBEeHHbIX CPeaAcTB
ANA BeTepUHapHOro NpMMeHeHus

1. OnrToBast TOProBiIst IEKAPCTBEHHBIMU CPEJCTBAMHU ISl BETEPUHAPHOIO IPUMEHEHUS

. XpaHEHHUE JIEKapCTBEHHBIX CPEJICTB AJIsl BETEPUHAPHOTO IPUMEHEHHUS

. XpaHeHHUe JIeKapCTBEHHBIX IIPENapaToB /Ul BETEPUHAPHOTO PUMEHEHUS

. IlepeBo3Ka JIeKapCTBEHHBIX CPEJCTB J1JIsl BETEPUHAPHOTO IPUMEHEHHUS

. IlepeBo3Ka JieKapCTBEHHBIX IPENapaToB i BETEPUHAPHOTO PUMEHEHHS

. Po3Hn4Hast Toproiis gekapCTBEHHBIMU NpenapaTaMu AJisl BETEpUHAPHOTO TPUMEHEHHUSI

. I3roToBieHue JeKapcTBEHHbBIX MTPENapaToB JIJIsl BETEPUHAPHOTO IPUMEHEHUS

0o 9 N U Bk~ WD

. OTnyck JIeKapCTBEHHBIX NPEnaparToB Jjisl BETEPUHAPHOTO IPUMEHEHHUS

[Ipunoxenne

K roctaHoBjeHuto [IpaBurenscTBa
Poccuiickoit ®enepann

ot 31 mapra 2022 r. N 547

NEPEYEHDb
HOPMATUBHbIX MPABOBbLIX AKTOB U OTAEJIbHbIX MONOXEHUN
HOPMATUBHbIX



NMPABOBbIX AKTOB NPABUTENIbCTBA POCCUACKOWU ®EQEPALINU,
YTPATUBLUUX CUINY

1. IlocranoBnenue [IpaBurtenscra Poccuiickoit @eaepanuu ot 22 nexadbps 2011 r. N 1081
"O nmnensupoBaHuM (apmareBTuueckoir aestenbHocTH" (CoOpaHue 3aKOHOIATEIHCTBA
Poccuiickoit ®enepanuu, 2012, N 1, ct. 126).

2. Ilynkr 170 usmeHeHuil, koTopble BHOCSTCS B akThl IlpaButenbctBa Poccuiickoit
@enepauny MO BOMNPOCAaM  JIEITENBHOCTH MHUHHUCTEpPCTBA 3ApaBooxpaHeHuss Poccuiickoi
®enepanuy, yTBEp)KIEHHBIX noctaHoBieHueM lIpaBurensctBa Poccuiickoit ®@enepauuu ot 4
centsa6ps 2012 r. N 882 "O BHeceHuN N3MEHEHUH B HEKOTOpbIe akThl [ [paBuTenscTBa Poccuiickoi
@enepauny MO BOMNPOCAaM  JIEATENBHOCTH MHUHHMCTEpPCTBA 3ApaBooxpaHeHuss Poccuiickoi
Oeneparun" (Cobpanue 3akoHogaTenbcTBa Poccuiickoit @enepanmn, 2012, N 37, ct. 5002).

3. Ilynkt 1 usmeHenuii, kotopsle BHOcATCS B akThl [IpaButenscTBa Poccuiickoit @enepanun
0 BOIpocaM oOOpalleHHs JIEKapCTBEHHBIX CPEACTB Uil MEAMIMHCKOIO IPHUMEHEHUS,
YTBEpXKACHHbIX ocTaHoBiaeHUeM [IpaButenbcrBa Poccuiickoit ®denepanuu ot 15 anpens 2013 r.
N 342 "O BHeceHuM U3MeHEHUH B HeKOTOpbIe akThl [IpaBurenscTBa Poccuiickoii denepanuu no
BOIIPOCaM OOpamieHus JIEKAPCTBECHHBIX CPEACTB IS MemuimHckoro npuMeHeHus”" (CoOpanue
3akoHoaarenbcTBa Poccniickoit denepanuu, 2013, N 16, ct. 1970).

4. IlyHkT 2 n3MeHEeHul, KoTopble BHOCATCS B akThl [IpaButenscTBa Poccuiickoit @enepanuu,
yTBEpXACHHbIX nocTaHoBiaeHUeM [IpaBurtensctBa Poccuiickoit ®enepanuu ot 23 centsiops 2016
r. N 956 "O BHeceHuM U3MEHEHUM B HEKOTOpbIe akThl [IpaBuTenscrBa Poccuiickoit @enepaunn”
(Cobpanue 3axkononarensctBa Poccuiickoit denepamuu, 2016, N 40, ct. 5738).

5. IlyHkT 2 n3MeHeHul, KoTopble BHOCATCS B akThl [IpaButenscTBa Poccuiickoit denepanuu,
YTBEPXKACHHBIX ocTaHoBIeHUEM [IpaBurenscTBa Poccuiickoit @enepanuu ot 4 uronst 2017 r. N
791 "O BHeceHuM u3MeHeHUIl B HekoTopble akThl [IpaButenbcrBa Poccuiickoit denepanun’
(Cobpanue 3axkonomarensctBa Poccuiickoit deneparuu, 2017, N 28, ct. 4165).

6. Ilynkt 1 usmenenuii, kotopsle BHOCATCS B akThl [IpaButenscTBa Poccuiickoit @eneparmn
10 BOIIPOCAM OCYIIECTBIICHUS JTULIEH3UPOBAHUS OTAENIbHBIX BUIOB JAESITEILHOCTH HA TEPPUTOPUN
MEXIYHAPOJAHOTO MEAMIIMHCKOIO KJIAacTepa, YTBEP:KACHHBIX ITOCTaHOBIEHHEM lIpaBuTenscTBa
Poccuiickoit ®eneparuu ot 21 despans 2020 r. N 192 "O BHeceHUM U3MEHEHUN B HEKOTOPHIC
akthl [IpaBurenscTBa Poccniickoint denepanuu 1o BOIPOCaM OCYIIECTBIICHUS JIMIICH3UPOBAHUS
OTJIENIbHBIX BHUJIOB JIEATEIBHOCTU HA TEPPUTOPUH MEXKIYHAPOJHOTO MEIUIIMHCKOTO Kiacrepa”
(Cobpanue 3akononarensctBa Poccuiickoit deneparuu, 2020, N 9, cr. 1195).

7. Ilocranosnenue IlpaBurensctBa Poccuiickoit denepanuun ot 15 mas 2020 r. N 687 "O
BHECEHHH WU3MeHeHuN B TyHKT 5 [lonoxkeHuss o JHIEH3UPOBAHUU (PapMalleBTUICCKON
nesitensHOCTH" (CoOpanue 3akoHoaaTenbcTBa Poccuiickoit @eaepanun, 2020, N 21, ct. 3269).

8. Ilynkr 1 u3menenuii, koropsie BHOCSATCS B akThl [IpaButenscTBa Poccuiickoit @eneparmn
10 BONpOCaM  JIMIEH3UPOBAHUS  OTACIBHBIX  BHUJOB  JEATEIBHOCTH, YTBEPKICHHBIX
noctaHoByieHneM l[IpaButennpctBa Poccuiickoit ®@enepanuu ot 28 HosOps 2020 r. N 1961 "O
BHECEHUH U3MEHEHUI B HEKOTOphIe akThl [IpaButenbcTBa Poccuiickoit denepanuu no Bonpocam
JTUTIEH3UPOBAHMS OTACIBHBIX BUIOB AesTenbHOCTH" (CoOpanue 3akoHoaaTenbcTBa Poccuiickoi
Oenepannn, 2020, N 49, ct. 7934).

9. IlynkT | n3amMeHeHui, KoTopble BHOCATCSA B akThl [IpaButenscTBa Poccuiickon @enepanuu,
YTBEpKJIECHHBIX MocTtaHoBiieHreM [IpaButensctBa Poccuiickoit @enepanun ot 9 mapta 2022 r. N



328 "O BHeceHMM HM3MEHEHUN B HEKoTopble akThl [IpaButenbctBa Poccuiickoin denepanun"
(Cobpanue 3axkonomarenscTBa Poccuiickoit deneparuu, 2022, N 11, ct. 1712).



