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IToctanoBnenue [IpaButensctBa PO ot 31 mapra 2022 r. N 547 "O06 yrBepxknenuu Ilosnoxenus o
JUIEH3UPOBAHUU (PApMaLIEBTUUECKOH I€ATEIbHOCTH" (C U3MEHEHUSIMU U JIOTIOJTHEHUSIMU)

C u3MeHeHUSIMH B JONMOJTHCHUAMM OT:

29 Hos10ps1 2022 1., 3 aBrycra 2023 1.
T'APAHT:

CMm. CpaBHutenbHbll aHanu3 [lonoxxeHus o nuneH3supoBaHuu (apmaneBTuyeckoil nesrenbHocTd 2011
u 2022 rr.

B cootBerctBuu ¢ Denepanbubiv 3akoHOM "O JIMIIEH3UPOBAHUU OTAEIBHBIX BUAOB JESITEIBHOCTH"
[IpaBuTenscTBO Poccuiickoit denepaiuy nocTaHoOBIISIET:

1. Y1Bepauth npunaraemoe [losoxxenue o IMIIEH3UPOBAHUH (papMaIleBTUUECKON IeTEIHHOCTH.

2. Ilpu3Hath yTpaTUBIIMMU CHUJIY HOPMATHBHBIE MPABOBBIE AKTbl U OTHAEIbHBIEC IOJIOXKEHUS
HOPMaTUBHBIX IpaBOBbIX akTOB IIpaBurenscrBa Poccuiickoit ®enepanum 1O MEPEYHIO COTJIACHO
MIPUJIOKEHHUIO.

3. Hacrosiniee nmocranoBieHue BCTynaeT B cuiny ¢ 1 cenTsopsa 2022 r. u nefictByeT 10 1 ceHTa0ps
2028 1.

[Ipencenarens [IpaButenbcTBa M. MuiryctuH
Poccniickoit ®eneparnmn

YTBEPKJIEHO
nocranoBienrieM IlpaBuTeabcTBa
Poccuiickoii ®eaepauuu

ot 31 mapta 2022 r. N 547

IMonoxkenue
0 JIMIeH3UPOBaHUM (papMaleBTHYECKOM esITeIbHOCTH

C u3MeHeHHMsIMHU U TONOJTHEHUSIMHU OT:

29 Hos16ps 2022 1., 3 aBrycra 2023 .

1. Hacrosmee IlojokeHne yCTaHABIMBACT TOPSAOK JIMIICH3UPOBaHUS (hapMareBTHUCCKON
JESTEIbHOCTH, OCYIIECTBIIIEMON IOPUINYCCKUMU JIUIIAMH, B TOM YHCIIE WHOCTPAHHBIMHU HOPHUITUYCCKUMH
JUIIAMH, BKJIFOYasi OpraHU3allii ONTOBOW TOPrOBJIM JIEKAPCTBEHHBIMH CpEICTBAMH, AaIlTCUHBIC
OpraHu3alluy, BETCPUHAPHBIC alTCUHbIC OPraHMW3allld, a TaKKe MEIAMIMHCKUE OPraHU3aluU W HX
000co0OJIeHHbIE TOapa3aciieHust (UEeHTphl (OTHeneHUs1) oOmer BpadyeOHOW (CeMEWHOW) MpPaKTHUKH,
amOynaropuu, (enpamiepckrue u QerbAIIepCKO-aKyIIePCKHE ITYHKThI), PACHOJOXKCHHBIC B CEIBCKHX
HACEJICHHBIX IyHKTaX, B KOTOPBIX OTCYTCTBYIOT aNTCUHbIC OpraHu3aluu (Iajee COOTBETCTBEHHO -
MEJHUIIMHCKUE OpraHu3aiuu, 000coOIeHHBIE TIOIpa3AeIeHIs MEAUIIMHCKIX OpraHU3allHii), BeTepUHAPHbIE
OpraHu3aliy, U UHAUBHUIYaIbHBIMU MIPEANPUHUMATEISIMH.

2. ®apmarieBTHUECKas JeSITEILHOCTh BKIIOUAET pabOTHI M YCIYTH COTIACHO MPHUIIOKEHHUIO.

3. JluuensupoBaHue  (apMaleBTUYECKOW  JIEATENHHOCTH  OCYIIECTBISIOT  CIEAYIOILIUE
JTUIEH3UPYIOIINE OPTaHbl:

a) DenepanpHas cnykba Mo Ham3opy B cdepe 3apaBOOXpaHEHHsS] - B YACTH JIEATEIbHOCTH,
OCYILECTBIISAEMOM:

OpraHM3aIsIMH  ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMH CPEACTBAMHU Ui  MEAUIMHCKOTO
MIPUMEHEHHS;

anTeUYHbIMH OpPTaHU3aIUsMHU, IOJBEIOMCTBEHHBIMU (eAepaTbHBIM OpraHaM HWCIHOJHUTEILHOMN
BIIACTH;

WHBIMH OpraHu3allisIMd W UHAUBUAYATBHBIMH  TPEIIPUHAMATENSIMH, OCYIIECTBISIONUMU
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(hapMaIleBTHUECKYIO JEATEIbHOCTh, B YAaCTH OIEHKA COOJNIOACHUS JHUICH3UATAMH JIUIICH3UOHHBIX
TpeOOBaHUN TOCPEICTBOM OCYIIECTBICHUs (DeepaabHOr0 TOCYAapCTBEHHOTO KOHTpOJIA (Ham30pa) B
cdepe obpalieHus JEKapCTBEHHBIX CPEICTB (32 MCKIIIOUEHUEM JIMIIEH3UATOB, MPEACTABUBIINX 3asBICHUS
0 BHECEHUM U3MEHEHHI B PEECTp JIMIICH3UN Ha OCYIECTBICHHE (DapMalleBTHUECKON IEATEIbHOCTH (fajiee
COOTBETCTBEHHO - JIMLIEH3UH, PEECTp JIMICH3U), TTOJHOMOYHMI MO MPUOCTAHOBIICHUIO, BO30OHOBIICHHUIO
JNCUCTBYS JIMIICH3WH, a TaKKe IMOJTHOMOYMH, CBS3aHHBIX C aHHYJIWPOBAHHWEM JIMICH3WHA B CyIeOHOM
MOPSAJIKE;
Wupopmanus 06 H3MEHEHUSX:

Iloonynkm "6" uzmenen ¢ 3 aseycma 2023 e. - I[locmanosnenue Ilpasumenvcmea Poccuu om 3 ageycma
2023 2. N 1268

CMm. npeodwbloywyro peoakyuio

0) WCMOJHUTENIbHBIE OpraHbl CyObekTOB Poccuiickoit denepariiu - B 4YacTH OCYIIECTBICHUS
NEeSITEIbHOCTH B cdepe oOpalleHusl JIeKapCTBEHHBIX CPEJICTB JJsl MEIULMHCKOTO MpUMEHEHUs! (B 4acTH
MIPEIOCTABJICHUS JIMIEH3U U BHECEHUS M3MEHEHUH B peecTp JMUIEH3UH, NMPEeAOCTaBICHUS BBIIUCOK U3
peectpa JIMIEH3UH, OLIEHKM COOTBETCTBUSl COMCKATeNsl JUIEH3UH, JIHUIEH3UaTa JHLEH3UOHHBIM
TpeOOBaHUSAM - B OTHOUIEHHHM COMCKAaTeNed JIMLEH3UH W JIMLEH3UaTOB, MPEACTABUBIIUX 3asBICHUS O
BHECEHUHU MU3MEHEHMUI B PEECTp JIMIICH3UM, MpeKpalleHus 1eHCTBUS JTULeH3UH, (GOPMUPOBAHUS U BEACHUS
pPEeCTpOB TPENOCTaBICHHBIX OpraHaMH TOCYAApCTBEHHOHM BiacTH CcyObekToB Poccmiickoit deneparuun
JUTICH3UH, YTBEPKICHUs (POPM 3asBICHHI O MPEJOCTABICHUH JIUIIEH3UI, BHECCHHH U3MEHEHUN B PEecTp
JUIEH3UH, yTBepkAeHUS (OpPM YBEJOMJIEHUH U JPYrUX HCIOJIb3YEMBIX B MPOIECCE JIMIIEH3UPOBAHUS
JOKYMEHTOB, a TakKe IMPEeIOCTaBICHUsI 3auHTEPECOBAaHHBIM JIMIIAM HWHGOPMalUU IO BOIpPOCaM
JUIEH3UPOBAHNUS, BKJIIOYasl pa3MelieHre 3Toi nHpopMauu B HHGOPMALIMOHHO -TEIEKOMMYHHUKAIIUOHHON
cetu "NuTepHet" (manee - cetb "MHTEpHET") HA OPUITMATBLHBIX CaAiTaX OPraHOB TOCYIAPCTBEHHON BIIACTH
cyosektoB Poccmiickoit ®enmepanuu ¢ yKazaHWEM aAPECOB AJICKTPOHHOW TOYTHI, IO KOTOPHIM
MOJIb30BATEISIMU 3TOM HMHQOpMAIMM MOTYT OBITH HaIlpaBJICHbI 3alpoChl U TOJy4YEHa 3ampalinBaeMas
nH(pOpMaIUs), OCYIIECTBISIEMOM:

OpraHu3alUsAMU, 32 UCKIIOYEHUEM OpPraHu3aluil ONTOBOM TOPTOBIIM JIEKAPCTBEHHBIMU CPEACTBAMHU
JUI MEJUIIMHCKOTO MPUMEHEHHS U allTeYHbIX OpraHu3alui, MOABEIOMCTBEHHBIX (ellepaJbHbIM OpraHam
WCIIOJTHUTENBHON BIIACTH;

VWHJIMBHUIyaJIbHBIMU NIPEIIPUHUMATEISIMU;

WHOCTPaHHBIMH HOPUANYECKUMU JILIAMHU;

B) ®DegepanbHas ciuyx0a O BeTepUHAPHOMY U (UTOCAHMTAPHOMY HAA30py - B YaCTH
NEeSITEeNIbHOCTH, OCYIECTBIsIeMON B cdepe oOpalleHusi JIeKapCTBEHHBIX CPEACTB JUIsl BETEPUHAPHOTO
MIPUMEHEHHSL.

4. Couckaresb JULEH3UU JOJDKEH COOTBETCTBOBATD CIIEAYIOIIHUM JIMLIEH3UOHHBIM TPeOOBaHUAM:

a) HaJU4KMe MPOU3BOJCTBEHHOTO O0OBbEKTa WM OOBEKTOB (IMIOMEIICHUM, 3[MaHHi, COOPYKEHHIT) U
00OpyZIOBaHUS IO MECTY OCYILECTBJICHUS (papMalleBTUYECKON IeATeIbHOCTH, IPUHAAISKAIINX Ha TpaBe
COOCTBEHHOCTU WJIM HAa MHOM 3aKOHHOM OCHOBAaHWH, IPEJYCMaTPHUBAIOLIEM IPABO BIAJECHUS U IPaBO
M10JIb30BaHMsL, JINOO MpUHAUIekKAIUX Ha paBe COOCTBEHHOCTH WM HA NHOM 3aKOHHOM OCHOBAHUHU UHOMY
JMIEH3UATy, MUMEIOLIEMY JIMIEH3UI0 Ha OCYIIECTBJICHHE PabOT, OKa3bIBAEMbIX YCIIYT, COCTaBIISIOLIMX
JeATeIbHOCTh 10 ONTOBOM TOProBile JEKAapCTBEHHBIMHM CPEACTBAMH Ui MEJUIIMHCKOTO NPUMEHEHUs, U
noroBop (ot 12 mecsieB) ¢ couckareiaeM JHUIEH3UN O mepenade padoT (yciyr) Ha ayTCOPCHHT (B 4acTh
XpaHEHUs JIEKapCTBEHHBIX CPEJCTB Ui MEIUIIMHCKOTO NMPHUMEHEHHs), COOTBETCTBYIOIUX TPEeOOBaHUSAM
craten 54 @enepanbHOro 3akoHa "OO oOpallleHHMHU JIEKAPCTBEHHBIX CPEACTB", NpaBuiaM HaJlexarien
TUCTPUOBIOTOPCKOM MPAKTUKU B paMKax EBpa3uiicKOro SJKOHOMHUYECKOTO CO03a, IIpaBMiIaM HaJyIexaliei
NPAKTUKA XpaHEHUS M TIEPEBO3KM JIEKAPCTBEHHBIX IPENapaToB, YTBEP)KJICHHBIM YIIOJTHOMOYEHHBIM
(denepanabHBIM OpPraHOM HCIIOJHUTEIBHON BIAcTH (3a HMCKIIOYEHHEM MEAMLMHCKUX OpraHM3aluil u
000CO0OICHHBIX MOJpa3AeeHII MEAUIMHCKIX OpraHU3alHii);

Hudopmarys 06 H3MEHEHUSIX:
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Hoonynkm "6" usmenen c 1 cenmsaobps 2023 2. - [locmanosnenue Ilpasumenvcmea Poccuu om 3
aseycma 2023 2. N 1268

Cm. npeovloywyio pedakyuro

0) HamM4Me MPOU3BOJCTBEHHOTO OOBEKTa MM OOBEKTOB (NOMEIICHUH, 3JaHUN, COOPY)KEHUH) U
000pYZIOBaHUS TI0 MECTY OCYILECTBIICHUS (PapMaleBTUIECKON NeSTEIbHOCTH, MPUHAIICKAIINX HA TPaBe
COOCTBEHHOCTH WJIM Ha MHOM 3aKOHHOM OCHOBAHWH, MPEIYCMaTPHUBAIOIIEM IPABO BIAJCHUS U IPABO
II0JIb30BAHMS, - JJIl OpraHU3alMil ONTOBON TOPIOBJIM JIEKAPCTBEHHBIMU CPEJICTBAMU Il BETEPUHAPHOTO
MIPUMCHCHHSI, COOTBETCTBYIOIIUX TpeOoBaHMsIM crathu 54 @DenepanbHOro 3akoHa "OO oOpameHuun
JIEKapCTBEHHBIX CPEACTB", MpaBuUiaM HaJjlexalell AucTpUObIOTOPCKOW MPAKTHKU JIEKAPCTBEHHBIX
MpernapaToB s BETEPUHAPHOTO NPUMEHEHUs, [paBWiiaM XpaHEHUs JIEKapCTBEHHBIX CPEACTB s
BETEPUHAPHOTO MPUMEHEHUS;

B) HaJIMYUE MPOU3BOJACTBEHHOTO OOBEKTa MU OOBEKTOB (NOMEUICHUH, 3/1aHUIl, COOPYXKEHHI) U
000py/I0BaHUs MO MECTY OCYIIECTBIIEHUS (hapMalleBTHUECKON AeATeIbHOCTH, PUHAAISKAIIUX HA TpaBe
COOCTBEHHOCTH WJIM Ha MHOM 3aKOHHOM OCHOBAHMHM, MPEIyCMAaTPUBAIOLIEM IMPaBO BIAJECHHS U IMPaBO
MOJIb30BAHMS, - JJIs OpraHu3alidé PO3HUYHOM TOPIrOBIM JIEKAPCTBEHHBIMU IpenapaTamMu Ul
MEJUIIMHCKOTO TMPUMEHEHHs], COOTBETCTBYIOIIUX TpeboBaHusM crathu 55 denepanbHoro 3akoHa "OO6
oOpaleHnn JIEKapCTBEHHBIX CPENCTB", TMpaBwiaM HaAJSXKalle anTedHOW TMPaKTHKH, IPaBUIIaM
HajJiexKalled TMpakTUKU XpaHEHUS U TEepPeBO3KH JIEKAPCTBEHHBIX IPENaparoB, YTBEP)KIECHHBIM
YIOJHOMOYEHHBIM (eiepalIbHbIM OPraHoOM HCIOJHUTENBHON BIIACTU (32 HMCKJIIOUEHHUEM MEIUIIUHCKUX
opranusanuii 1 000co0IEHHBIX MOIpa3IeNIeHu METUIIUMHCKUX OpTraHnu3alnii);

Uudopmanus 06 M3MEHEHUX:

"

Iloonynkm "2" usmenen c¢ 1 cenmsabopa 2023 e. - [locmanosnenue Ilpasumenscmea Poccuu om 3
aseycma 2023 2. N 1268

CMm. npeodvbloywyro peoakyuio

I') HAIMYUE MPOU3BOACTBEHHOTO OOBEKTa WM OOBEKTOB (MOMEIICHUMN, 3IaHUM, COOPYKCHUM) U
000pyIOBaHUs MO0 MECTY OCYIIECTBIIEHUs (hapMalleBTHUECKON AeATeIbHOCTH, MPUHAAISKAIIUX HA TpaBe
COOCTBEHHOCTH WJIM Ha MHOM 3aKOHHOM OCHOBAHMHM, MPEIYCMATPUBAIOLIEM IMPAaBO BIIAJICHUS U MPABO
MOJIb30BAHMSI, - JJIs OpraHu3aldid PO3HUYHOM TOPTrOBIM JIEKAPCTBEHHBIMU IpernapaTamMu Ul
BETEPUHAPHOTO MPUMEHEHHUS, COOTBETCTBYIONIMX TpeboBaHMsM cTaThu 55 DexpepanbHoro 3akona "OO0
oOpallleHUH JIEKApCTBEHHBIX CPEACTB", MpaBuiaM HaJyUIekKalled anTeuHOM MPaKTUKU JIEKAPCTBEHHBIX
MpernapaToB sl BETEPUHAPHOTO MPUMEHEHUs, [paBWiaM XpaHEHUs JIEKapCTBEHHBIX CPEACTB s
BETEPUHAPHOTO MPUMEHEHUS;

1) HaTU4YKe MPOU3BOICTBEHHOT0 00BhEKTa (MIOMEIICHHUS, 3/1aHHUs, COOPYKEHUS) U 000PYAOBaHUS 110
MECTYy OCYILECTBICHHUS (PapMaleBTUUECKON AEsITeIbHOCTH, MPUHAATSKAIUX Ha MpaBe COOCTBEHHOCTH
WM Ha UHOM 3aKOHHOM OCHOBAaHUH, NMPEAYCMATPUBAIOIIEM MPABO BIAJACHUS U MPABO MOJIb30BAHUS, - JJIS
WHIUBUAYAIBHOTO MPEANPUHUMATENS, COOTBETCTBYIOIIETO TpeOoBaHUAM cTaThbu 55 @DenepalbHOTO
3akoHa "OO oOpaleHuu JEeKapCTBEHHBIX CpeACTB', IMpaBWiaM HaJUIeKallell anTeyHOW MPaKTUKHU,
MpaBWJIaM HaAJeKalell MPaKTHUKU XpaHEHUS U TEPEBO3KHU JIGKAPCTBEHHBIX IPErnapaToB, IpaBiaM
XpaHEHUsS] JIGKAPCTBEHHBIX CPEACTB, YTBEPKICHHBIM YIIOJTHOMOYEHHBIM (elepallbHbIM  OpPraHoOM
WCTIOJHUTENBHON BIIACTH;

Wudopmariys 06 H3MEHEHUSIX:

", n

Iloonynkm "e" usmenen c¢ 1 cenmsops 2023 2. - Ilocmanosnenue Ilpasumenvcmeéa Poccuu om 3
aseycma 2023 2. N 1268

Cm. npeodvloywyro peoakyuio
€) HaTu4Khe MPOU3BOJCTBEHHOTO 00BEKTa WM OOBEKTOB (TIOMEIICHHM, 3laHUMN, COOPYXEHUI) U
000py/IOBaHUs TI0O MECTY OCYIIECTBIICHUS (hapMalleBTHUECKON JeATeIbHOCTH, MPUHAANISKAIUX HA TIPaBe
COOCTBEHHOCTH WJIM Ha WHOM 3aKOHHOM OCHOBAHMH, TPEIYCMATPUBAIONIEM TMPABO BIAJCHHS U TMPABO
MOJIb30BAHUS, - JUISl BETEPUHAPHOW aNTEUHOM OpraHu3allMd WM WHIUBUYaJTBbHOTO MPEINpUHUMATENS,
COOTBETCTBYIOIIUX TpeOoBaHMsIM cTaThi 56 DemepanbHOro 3akoHa "OO oOpalieHUM JIeKapCTBEHHBIX
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CpeacTB', MpaBuiiaM HaJUIeXkKalled alTeyHOM MPAaKTUKH JIEKAPCTBEHHBIX IPENapaToB Uil BETEPUHAPHOTO
IIPUMEHEHMS], IIpaBUJIaM H3TOTOBJIEHMSI U OTIIyCKAa JIEKAPCTBEHHBIX IPENaparoB Ul BETEPUHAPHOTO
MIPUMEHEHMS], [IpaBUIIaM XPAHEHUS JIEKAPCTBEHHBIX CPEACTB JIJIsl BETEPUHAPHOIO IPUMEHEHUS;

) HaJIM4MEe Yy MEIMLMHCKON OpraHu3ally - COMCKATENs JIMLEH3UM JIMIIEH3UH Ha OCYILECTBICHUE
MEJUIIMHCKOM NeSATENIbHOCTH;

3) HaJU4Me B COOTBETCTBMU C IIpaBUaMHU HaIEKallel anTeyHOW NPAKTUKU JIEKAPCTBEHHBIX
[IpenapaToB AJIs MEAUIIMHCKOTO PUMEHEHUS, [TpaBuiaMi HaJJIexallel MPaKTUKU XpaHEHUs U NepeBO3KU
JIEKapCTBEHHBIX IIpernapaToB, IIpaBWiiaMy HaJlekKalmell IUCTpUOBIOTOPCKOM MPAaKTUKU B paMKax
EBpa3uiickoro 3KOHOMHUYECKOI'O CO03a JIMLA, OTBETCTBEHHOIO 3a BHEJIPEHUE U O0ECIEYEHUE CHCTEMbI
KauecTBa XpaHEHHs] U TNEPEeBO3KU JIEKAPCTBEHHBIX IMpENapaToB M akTyalHu3alli CTaHAApTHBIX
OTEPAllMOHHBIX MPOLEAYp AJIS OCYIIECTBIEHUS (apMalleBTUUYECKON NEesATENbHOCTH B cepe oOpalieHus
JIEKapCTBEHHBIX CPE/ICTB Ul METUIIMHCKOTO MPUMEHEHMUS;

1) HAJIMYKME Y HHIUBUIAYAIBHOTO MIpepUHUMATENS:

JUI OCYIIECTBJIEHUSI (hapMalleBTUUECKON NesATeNIbHOCTH B cepe oOpalieHHsl JeKapCTBEHHBIX
CPEICTB JJIsl MEIMLUHCKOTO MPUMEHEHMSI - BBICILETO UM CPeAHEro (hapmaleBTHUecKoro o0pa3oBaHus, a
Takke cepTudurkara crequaiucTa Wik NpoiAeHHON aKKpeIUTalluu CIeHalncTa;

JUIS OCYIIECTBIIEHUSI (hapMalleBTUUECKON NesATeNbHOCTH B cepe oOpalieHusl JeKapCTBEHHBIX
CPEICTB JUIsl BETEPUHAPHOTO MPUMEHEHHUS - BBICIIETO MM CPEeIHEro (papMaleBTHYecKoro oOpa3oBaHusl, a
TaKke cepTu(duKara CHerualncTa WU MPONIEHHOW aKKpeIUTAlMM CHEelHalucTa JUOO BBICIIEr0 WU
CPEAHEro BeTepuHApHOro 00pa30BaHus, a TAKKE CepTU(UKATA CIIEUAIINCTA;

Nudopmanus 06 M3MEHEHUX:

Ioonynkm 4 usmenen ¢ 1 mapma 2023 2. - I[locmanoenenue Ilpasumenvcmea Poccuu om 29 Hosabps
2022 2. N 2164

CMm. npeodvbloywyro peoakyuio

K) HaJIW4YMe y COUCKATENs JULEH3UU PAaOOTHHUKOB, 3aKIIOYUBLIMX C HUM TPYAOBBIE JTOTOBOPHI,
NeSITENIbHOCTh KOTOPBIX HEMOCPEACTBEHHO CBsi3aHa C ONTOBOW TOProOBIIEH JIEKAPCTBEHHBIMHU CPEICTBAMU
Ul MEIUIUHCKOTO MPUMEHEHHUs, UX XpaHEeHHeM U (WIM) PO3HUYHOW TOPrOBIIEH JeKapCTBEHHBIMU
npenapaTamu JIjsl MEIULUHCKOTO MPUMEHEHUS, UX OTITYCKOM, XpaHEHHEM U U3TOTOBJICHUEM, UMEIOLIHX:

JUIA OCYIIECTBIIEHUSI (hapMalleBTUUECKON NeATeNIbHOCTH B cepe oOpamieHus: JIeKapCTBEHHBIX
CPEeICTB s MEIOUIMHCKOTO TpUMEHEeHHs (32 HCKIIOYeHHEM O000COOJIEHHBIX MOJpa3/ieieHHi
MEIUIIMHCKUX OpraHu3aluii) - BBICILIEro WK CpeaHero (apmaleBTHUECKOro 00pa3oBaHHUsA, a TaKkxKe
cepTu(duUKaTa CrerualucTa Wik NPOUJIeHHON aKKpeAUTAlUU CIEIHANINCTA;

JUI OCYIIECTBIIEHUS (hapMalleBTUUECKON NesATeNbHOCTH B cdepe oOpalieHusl JeKapCTBEHHBIX
CPEICTB LISl METUIIMHCKOTO MPUMEHEHHSI B 000COOICHHBIX MOAPA3ICICHUIX MEIUIIMHCKUX OpraHu3alui
- JIOTIOJIHUTEIBHOTO MPO(ECCHOHATBHOTO 00pa3oBaHusl B YAaCTH PO3ZHUYHOM TOPrOBIM JIEKAPCTBEHHBIMHU
npernapaTamMu At MEJUIIMHCKOTO MPUMEHEHHs MPU HaJMYMU TpaBa HAa OCYHIECTBICHHWE MEIUIIMHCKOM
NesITeNIbHOCTH;

JUI OCYIIECTBIIEHUS (hapMalleBTUUECKON NesATeNbHOCTH B cdepe oOpalieHusl JeKapCTBEHHBIX
CpPeACTB JUIsI MEAWILUHCKOIO TPUMEHEHUS B YaCTH M3TOTOBIEHMS paauodapMalieBTHYECKUX
JIEKapCTBEHHBIX MpENapaToB - BICIIEE WK cpeliHee (apMaleBTHUECKOe WM MEIUIIMHCKOEe 00pa3oBaHue
U JIOTIOJIHUTENIbHOE TpodeccuoHanbHoe oOpa3oBaHMEe B O0JIACTH  PaJUOXMMHUH, paJuallMOHHOMN
0€30MMacHOCTH C YU4€TOM OCOOEHHOCTEH, YCTAHOBJICHHBIX 3aK0HOIaTebcTBOM Poccuiickoit dexepanuu B
oOnacti obecriedyeHus paJuaMoHHON 6€3011aCHOCTH.

B cnydae nepegaun paboT (ycayr) Ha ayTCOPCUHT (TOJNBKO Ui OpraHu3aliil ONTOBOM TOPrOBIM
JIEKapCTBEHHBIMU CPEJCTBAMHU JUISI MEIUIIMHCKOTO TPHUMEHEHHS) B YaCTH XpaHEHUS JIeKapCTBEHHBIX
CPEeACTB Ul MEAULIMHCKOTO NPUMEHEHUS] HHOM JTUIIEH3HUAT, C KOTOPBIM COUCKATENIEM JIMIIEH3UH 3aKTI0UeH
noroBop (ot 12 Mecsne) o nepegaye paboT (yciayr) Ha ayTCOPCUHT (B YacTH XpaHEHHUs JEKapCTBEHHBIX
CpeACTB Ul MEIUIMHCKOTO TPUMEHEHUs) M KOTOpPBIA HMeEeT JHUIEH3MI0 Ha OCYILECTBICHUE
(bapManeBTHUECKOW JIEATETBHOCTH IO OCYLIECTBICHHUIO BBIMOJHSAEMBIX pPabOT, OKa3bIBAEMBIX YCIYT,
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COCTABJISIONIUX JICATEIFHOCTh [0 ONTOBOW TOPTOBJIE JEKAPCTBEHHBIMU CPEACTBAMH JUII MEIULIMHCKOTO
NPUMEHEHHsI, JOJDKEH HMETh pPa0OTHHKOB, KOTOPBIE COOTBETCTBYIOT TpeOOBaHMAM ab3aiia BTOPOTO
HACTOSIIETO TOAINYHKTA, 3aKIIOYMIM C HHM TPYIOBBIE JIOTOBOPHI M JESTEIBHOCTh KOTOPBIX
HETIOCPEICTBEHHO CBSA3aHA C ONTOBOW TOPTOBIICH JICKAPCTBEHHBIMU CPEICTBAMH, UX XPAHEHUEM;

J) HAJIMYUE y COMCKATEeNsl JIMIEH3UU padOTHHKA (paOOTHHKOB), 3aKIIOUMBIIETO C HUM TPYAOBOM
JIOTOBOP, NESATEIBLHOCTh KOTOPOTO HEMOCPEICTBEHHO CBSI3aHA C ONTOBOM TOPTOBJEH JIEKAPCTBEHHBIMU
CpeACTBaMHU Ui BETEPHHAPHOTO MPHUMEHEHHs, WX XpaHCHHEeM W (WJIM) PpO3HUYHOH TOProBIeH
JIEKapCTBEHHBIMH TpenapaTaMy Uil BETEPHHAPHOTO MPUMEHEHUS, UX OTITYCKOM, XPaHEHUEM, TTIEPEBO3KON
¥ W3TOTOBJIGHHWEM, HMEIOIIETO BBICIIEE WM cpeaHee (apmaneBTudyeckoe oOpa3oBaHHE, a TaKKe
CepTHU(HKAT CIEUATNCTA WU TPOUICHHYIO aKKpPEIUTAIMIO CIIEIUANINCTa JIMOO BEHICIIEEe WM CpeIHEee
BeTeprUHApHOE 00pa30BaHue, a TAK)KE CEPTH(PHUKAT CTIEIUAINCTA.

5. Couckatelnp JUICH3UH BIPaBE O0TO3BATH 3asBJICHHE O MPEAOCTABICHUN JIUIICH3UH JI0 TIPHHSATHS
JMIEH3UPYIOMIMM OPTaHOM PEIIEHHs O MPEIOCTABICHUH JIMIICH3MH WK 00 OTKa3e B €€ MPeI0CTaBICHUN.

6. Jlunensuar Ayt ocymiecTBIeHHs (hapMaleBTHUECKOW AEATEIBHOCTH JIOJDKEH COOTBETCTBOBATH
CIICAYIOIINM JIMIIEH3UMOHHBIM TPEOOBAHUSIM:

a) HaJU4Me IMPOM3BOJCTBEHHOIO OOBEKTa WM OOBEKTOB (IMOMEIICHUMN, 3JaHHM, COOpYKEeHH) U
000pYIOBaHUS TI0 MECTY OCYIIECTBICHUST (hapMaIleBTUIECKON NEATEILHOCTH, MPUHAIISKAIINX Ha TpaBe
COOCTBEHHOCTH WJIM Ha MHOM 3aKOHHOM OCHOBAaHWH, MPEIyCMAaTPHUBAIONIEM IPABO BIAJCHUS U TPaBO
MOJIL30BAHMSL, JINOO TPUHAUISKAIINX HA TIpaBe COOCTBEHHOCTH WJIM HA HHOM 3aKOHHOM OCHOBAHWU HHOMY
JUICH3WATy, WMEIONIEMY JIMIEH3WI0 Ha OCYIIECTBICHHE (apMaIleBTUYECKONH NESTETbHOCTH TI0
OCYIIIECTBIICHUIO pPabOT, OKa3bIBAEMBIX YCIYT, COCTaBISIONIMX JEATEIBHOCTh TI0 ONTOBOW TOProOBIIE
JIEKapCTBEHHBIMU CPEJICTBAMU JJIsl MEIWLUHCKOTO PUMEHEHUs, U JoroBop (0T 12 MmecsieB) o nepenaye
pabot (yciayr) Ha ayTCOPCHHT (B 4YacTH XpaHEHMsI JICKapCTBEHHBIX CPEJICTB JUISl MEIUIIMHCKOTO
MIPUMEHEHHUsI), COOTBETCTBYIOIIKMX TpeOoBaHusAM crateii 54 u 55 denepanpHoro 3akona "OO obOpareHUn
JIEKApCTBEHHBIX  CPEACTB", TMpaBuiiaM HaIJIeXKalleld TUCTPUOBIOTOPCKOM TMPAaKTHUKH B paMKax
EBpazuiickoro SKOHOMHMYECKOTO COI03a, TMpaBujaM HajJiexalled NpPaKTUKU XpaHEHWs U IEepPEeBO3KU
JIEKapCTBEHHBIX  IpEenaparoB, [paBWwiaM  HaJJeXalled anTedyHOM  MpPaKTUKH, YTBEPXKICHHBIM
YIOJHOMOYEHHBIM (eiepalIbHBIM OpPraHOM HCIIOJIHUTEIBHOW BIAcTH (32 UCKIIOYEHHEM MEIMIIMHCKUX
opranu3anuii u 000COOJEHHBIX MOJpa3feNeHul MEeAULUMHCKUX opranusauuii). Ilpu pactopkenun
JoroBOpa O mepenadye padboT (YCiayr) Ha ayTCOPCHHI (B 4acTU XpaHEHUS JIEKAPCTBEHHBIX CPENCTB IS
MEHUIIMHCKOTO MPUMEHEHHS ) JILIeH3UaT 00s3aH HarpaBuTh B PeiepalibHyIo CiIyk0y Mo HaI30py B cdepe
3IpaBOOXpPAHEHUS] 3asfBJIICHUE O BHECEHWU HU3MEHEHHl B peecTp JUICH3UH B YacTU HCKIIOYECHUS
MIPOU3BOJICTBEHHOTO0 00BEKTA UK OOBEKTOB U3 peecTpa JIMLEH3HIA;

Wudopmarys 06 U3MEHEHUX:

Iloonynkm "6" usmenen c¢ 1 cemmsops 2023 2. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 3
aseycma 2023 2. N 1268

CMm. npeovblOywyro peoakyuio

0) HanMMuMe MPOU3BOJCTBEHHOTO OOBEKTa UM OOBEKTOB (IMOMEUICHHH, 3/aHUM, COOpPYXKEHHI) U
000py/nOBaHUs M0 MECTY OCYIIECTBIIEHUs (hapMalleBTHUECKON JeATeIbHOCTH, MPUHAATEKAIUX HA TIpaBe
COOCTBEHHOCTH WJIM Ha MHOM 3aKOHHOM OCHOBAHMH, MPEIYCMATPUBAIOIIEM MPAaBO BJIAJECHUS U MPABO
MOJIb30BAHMUS, - JJIi OpraHU3aIMil ONTOBOW TOPTOBIH JIEKAPCTBEHHBIMU CPEJICTBAMU I BETEPUHAPHOTO
MPUMEHEHHs] ¥ PO3HUYHOM TOPrOBIM JIEKAPCTBEHHBIMU IpernapaTaMu Uil BETEPHUHAPHOTO MPUMEHEHUS,
COOTBETCTBYIOIIUX TpeboBaHMsAM cTtaTeil 54 u 55 denepanpHoro 3akoHa "OO0 oOpalieHnH J1eKapCTBEHHBIX
CpencTB", MpaBWIaM HaAJeXamed AUCTPUOBIOTOPCKON MPaKTUKU JIEKApPCTBEHHBIX MIPErapaTtoB s
BETEPUHAPHOTO TPUMEHEHUs, TMpaBuiaM XpaHEHHs JIEKAPCTBEHHBIX CPEJICTB ISl BETEPHUHAPHOTO
MIPUMEHEHHS;

Wudopmariys 006 H3MEHEHUSIX:

", ,n

Iloonynkm "8" usmenen c¢ 1 cenmsaobpa 2023 2. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 3
aszycma 2023 2. N 1268
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Cm. npeodvloywyio pedakyuro

B) HaJHM4YME MPOU3BOACTBEHHOTO O0BEKTa MM OOBEKTOB (IIOMEIICHUH, 31aHHUI, COOPYXKEHUN) H
000pYyZIOBaHUS TI0 MECTY OCYILECTBIICHUS (PapMalleBTUYECKOM NeSTeIbHOCTH, MPUHAIISKAIINX HA TpaBe
COOCTBEHHOCTH WJIM Ha MHOM 3aKOHHOM OCHOBAHHWH, MPEIyCMaTPHUBAIOIIEM IPABO BIAJCHUS U IPABO
MI0JIb30BAHMS, Ul BETEPUHApPHOM alTe4YHON OpraHu3aluy WIM HHIUBUAYAJIBHOIO IpEeANpUHUMATEI,
UMEIOIINX JUICH3MI0 Ha (DapMaleBTUYECKYI0 JAEATeNbHOCTh C TPAaBOM H3TOTOBJICHUS M OTITYCKa
JIEKapCTBEHHBIX IPENapaToB Jjsl BETEPUHAPHOTO IPUMEHEHUS, COOTBETCTBYIOIUX TPEOOBAHUSAM CTAThU
56 @enepanpHoro 3akoHa "OO0 oOpallleHnH JeKapCTBEHHBIX CPEICTB", MpaBUIaM U3rOTOBJICHUS U OTITYCKa
JICKApCTBEHHBIX TPENapaToB sl BETEPUHAPHOTO NPUMEHEHHs, MpaBUIaM XpaHEHHS JIEKapCTBEHHBIX
CPEICTB JJIsi BETEPUHAPHOTO MPUMEHEHUs, MpaBUjIaM HaJjleKalleil anTeyHOW MpPaKTUKU JIEKapCTBEHHbIX
[IpenapaToB JiIsl BETEPUHAPHOTO IPUMEHEHUS;

I) HaJIWYMEe Yy MEIUIMHCKON OpraHu3aliy - JMIEH3UaTa JMLUEH3UM Ha OCYLIECTBICHUE
MEUIIMHCKOM e TeNIbHOCTH;

Wnpopmanus 06 H3MEHEHUSIX:

Iloonynkm "0" usmenen c¢ 1 cemmsaopsa 2023 2. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 3
aseycma 2023 2. N 1268

CMm. npeovbloywyro peoakyuio

n) COOJIOZieHHE JIMIIEH3MAaTOM, OCYIIECTBISIOIIMM OITOBYIO TOPIOBIIO JIEKAPCTBEHHBIMU
CpeaCTBaMu:

JUTSI MEUITMHCKOTO TIPUMEHEHUS, - TpeboBanmii crateit 53, 54 u wactu 7 crateu 67 DeaepaqTbHOTO
3akoHa "O0 oOpalieHnuH JIEKapCTBEHHBIX CPEICTB", MPaBIII HAAJIEKAIICH AUCTPUOBIOTOPCKON MPAKTUKHU B
pamkax EBpa3uiickoro 3KOHOMHUYECKOTO CO03a, MpaBUJl HaAJEKalleld MPaKTUKU XpaHEHHsS U MEepPEeBO3KU
JIEKapCTBEHHBIX IpEnapaToB s MEAWLHUHCKOTO TPUMEHEHHUs, MpaBUJ PErucTpany omepanui,
CBSI3aHHBIX C OOpallleHHueM JIeKapCTBEHHBIX CPEACTB Ui MEIULUHCKOTO MPUMEHEHMsS], BKIIOUYEHHBIX B
MepeyeHb JIEKAPCTBEHHBIX CPEACTB JUISI MEIULMHCKOTO MPUMEHEHHUs, MOJUIekKAIIUX MPEAMETHO-
KOJIMYECTBEHHOMY Y4YeTy B CHEIUAJbHBIX >KypHajaxX ydeTa ofepanui, CBSI3aHHBIX C OOpalieHHeM
JIEKaPCTBEHHBIX CPEJICTB VI MEIUIIMHCKOTO MPUMEHEHUS, MPABUJI BEICHUS M XPaHEHUS CHEIMaTbHBIX
KYpHAJIOB y4yeTa oOlepaluii, CBSI3aHHBIX C OOpalleHHeM JIeKapCTBEHHBIX CPEJICTB Ui MEIUIUHCKOTO
MIPUMEHEHHS;

JUIsl BETEpPUHAPHOTO NMPUMEHEHHUsI, - TpeboBaumii crareii 53, 54 u 58 denepanpHoro 3akona "OO6
oOpallleHHH JIeKapCTBEHHBIX CPEJICTB" U MpaBUIl XpaHEHHsI JIEKAPCTBEHHBIX CPEJCTB JJIsi BETEPHUHAPHOTO
MPUMEHEHHUs], MpaBUJI HaJUIeKallel AUCTPUOBIOTOPCKOM MPAKTUKHU JIEKAPCTBEHHBIX IperapaTroB s
BETEPUHAPHOTO MPUMEHEHHUS;

€) COONMIOJeHHEe JUIEH3UATOM, OCYIIECTBIISIIOIIMM PO3HUYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMU
npernapaTamMmu JAjsl MEAULMHCKOTO IPUMEHEHUSI:

anTeyHON opraHu3alueil, WHIWBUIYAIbHBIM MPEANPUHUMATENIEM, HMEIOIIUMHU JHUICH3UIO,
MpaBWJI HAAJIEKAIEH anTeyHOW MPAaKTUKH JICKAPCTBEHHBIX MPENapaTroB A MEAULIUHCKOTO MPUMEHEHHUS,
MIpaBWJI HaJJIeXkKallled MPAKTUKU XpaHEHUS M MEePEBO3KU JICKAPCTBEHHBIX MPENapaToB IS METUIIMTHCKOTO
MIPUMEHEHHUs], MIPaBUJI OTIIYCKA JIEKAPCTBEHHBIX IMPENapaTroB Jjs MEAUIIMHCKOTO NPUMEHEHUs, MpaBUII
OTIYCKa HApKOTUYECKUX CPEACTB M TICUXOTPOIHBIX BEUIECTB, 3apETUCTPUPOBAHHBIX B KayeCTBE
JIEKapCTBEHHBIX MPENapaToB, MPaBUJI PErUCTPAIK ONEPAIlHii, CBSI3aHHBIX C OOPAIEHUEM JIEKAPCTBEHHBIX
CPEeICTB UIsi MEIULMHCKOTO TMPUMEHEHHUs], BKIIOUECHHBIX B II€PEUEHb JIEKAPCTBEHHBIX CPEICTB JIf
MEJIMLIHUHCKOTO TPUMEHEHUs, MO UIeKAIINX MPEeIMETHO-KOJIUYECTBEHHOMY YYeTy B CIELHaIbHBIX
KypHaJlax ydeTa OIepaluii, CBSA3aHHBIX C OOpalleHHeM JEKapCTBEHHBIX CPENCTB Ui MEIUIIUHCKOTO
MIPUMEHEHHUS], MPAaBUJI BEJACHHUS U XPAHEHUs CHEIUAIbHBIX JXYpHAJIOB ydeTa Olepalui, CBSI3aHHBIX C
oOpallieHneM JeKapCTBEHHBIX CPEJICTB ISl MEIUIIMHCKOTO TIPUMEHEHUs, TpeOOBaHU JacTu 6 cTaThu 55 U
vact 7 crateu 67 @enepanbHOro 3akona "O6 oOpalieHUH JeKapCTBEHHBIX CPECTB";

MEJHUIIMHCKON opraHu3aiueii, 000COOJEHHBIM MOApa3JeieHueM MEIUIIMHCKOW OpraHu3aliy -
MpaBUJl OTIIYCKA JICKAPCTBEHHBIX MPENapaTroB JUisi MEAUIMHCKOTO NPUMEHEHUss B COOTBETCTBHM C
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TpeboBaHusAMH uacTu 7 ctatbu 67 deaepansHoro 3akoHa "OO0 oOpalieHny JTeKapCTBEHHBIX CPENCTB";

k) COOJIOZICHHE JMILEH3HATOM, OCYIIECTBISIOIUM PO3HUYHYIO TOPrOBIIO JIEKAPCTBEHHBIMU
npernapatamMi i BETEpUHAPHOTO NMPUMEHEHHUsS (BEeTepUHApHAsl anTe4yHas OpraHu3alys, BeTepUHApHas
OpraHu3aIs, UMEIOIas JTULIEH3UI0, HHIUBUIYaTbHBIN TpeANPHHAMATENh, HMEIOUIHNA JTUIIEH3UIO), TIPAaBUII
Ha/IJIe)KAIIEH alTeYHON MPAKTHKH JIEKAPCTBEHHBIX MPENapaToB /sl BETEPUHAPHOTO MPUMEHEHHUS, TTPaBUII
XPaHEHUs JIGKAPCTBEHHBIX CPEJICTB JJIsl BETEPHHAPHOTO IIPUMEHEHUS;

Wupopmanus 06 H3MEHEHUSX:

Iloonynkm "3" uzmenen ¢ 1 mapma 2023 2. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 29 nosabops
2022 2. N 2164

CMm. npeovbloywyro peoakyuio

3) COOIOCHHE JTUIICH3UATOM, OCYIIECTRIISIFOIIINM H3TOTOBJICHUE H OTITYCK:

JICKaPCTBCHHBIX TPEMapaToB JUIi MEIUIIMHCKOTO NMPUMEHEHHS, 3a HMCKIIOYCHHUEM HW3TOTOBJICHHUS
pagrodapMareBTHIeCKUX JIGKAPCTBEHHBIX TIPENaparoB IS MEAWIIMHCKOTO MPUMEHEHHS, - [PABWII
M3TOTOBJICHUS M OTITYCKa JICKAPCTBEHHBIX IIPEMapaToB JUISl METUITUHCKOTO IPUMEHEHHUS;

pagrodapMareBTHIeCKUX JICKQPCTBEHHBIX MPEMmapaToB I MEIUITUHCKOTO TIPUMEHEHUS, -
MOPsIJIKa U3TOTOBJICHUS pajiio(hapMarieBTHICCKHX JICKAPCTBEHHBIX TPEapaToB;

JICKaPCTBCHHBIX TPENapaToB JIIs BETEPHHAPHOTO MPUMEHEHHS, - PABUJI U3TOTOBJICHUS M OTITyCKa
JICKaPCTBCHHBIX MPEIApaTOB JIJIs BETCPUHAPHOTO TIPUMEHEHUS;

1) coOmoaeHue TpeboBanuid ctathu 57 DenepanbHoro 3akoHa "OO0 oOpaleHUN JIeKapCTBEHHBIX
cpeacTB'";

Wudopmarys 06 M3MEHEHUX:

"..n

Ioonynkm "xk" uzmenen ¢ 1 cemmsaops 2023 e. - [locmanosnenue I[lpasumenscmea Poccuu om 3
aseycma 2023 2. N 1268

CMm. npeodvbloywyro peoaKyuio

K) COONTIOZICHNE JINIICH3UATOM, OCYIIIECTBIISIONINM XpaHEHHE:

JICKApCTBEHHBIX CPEJCTB UISI MEIUIIMHCKOTO TPUMEHEHUS, - MPAaBUJI XPaHEHUS JIEKaPCTBEHHBIX
CpeACTB Ul MEIUIMHCKOTO TPUMEHEHHMS, IPABUJI HAJUICKAIEH NPAKTHKH XPAaHCHUS W TIEPEBO3KHU
JICKApCTBEHHBIX MPENapaToB Uil MEAUIIMHCKOTO IIPUMECHEHUS;

JICKApCTBEHHBIX CPEACTB ISl BETCPUHAPHOTO MPUMEHEHUs, - [TPABUJI XPAHCHHS JICKapCTBEHHBIX
CpPE/CTB ISl BETCPUHAPHOTO IPUMEHECHHUS;

J) HaJW4YUue B COOTBETCTBHM C NPaBUJIaMU HAIUICKAIICH TNPAKTUKUA XPAHECHUS U TICPEBO3KH
JICKApCTBEHHBIX TpEnapaToB, IpaBUaMK HaJUIekKalled TUCTPHUOBIOTOPCKOW TIPAKTUKM B paMKax
EBpa3uiickoro 3KOHOMHYECKOTO CO03a JIMIA, OTBETCTBEHHOTO 3a BHEIPEHUE M O0ECIICYCHUE CHCTEMbI
KayecTBa XPAHCHUS W TICPEBO3KU JICKAPCTBEHHBIX IPEMAapaToB M aKTyaJW3allMi0 CTaHJIapTHBIX
OTIEPAIMOHHBIX MPOLEAYP /IS OCYIISCTBICHUS (hapMaIleBTUYECKON JEATEILHOCTH B cepe oOpalieHus
JICKAPCTBEHHBIX CPEACTB ISl MEIUIITHCKOTO IIPUMECHEHUS;

M) HaJIMYUE Y WHAUBHYAIBHOTO MPEATPUHAMATEIIS

IUIsL OCYHIECTBIICHHS (DapMaleBTHUECKOW JAEATENIbHOCTH B cdepe OOpalleHus JIeKapCTBEHHBIX
CPEICTB JJIsl MEIUIIUHCKOTO MPUMEHEHHSI - BBICIIIETO MU CPEAHEro (papMarieBTHUeCKOTo 00pa3oBaHus, a
Takke cepTu(dukara CrieruantucTa Wi MPoHJAeHHON aKKpeAUTAIlMU CIIeIHANCTa;

JUI OCYIIECTBIIEHUS (hapMalleBTUUECKON NeATENbHOCTH B cdepe oOpalieHHsl JIeKapCTBEHHBIX
CPEICTB UIsl BETEPUHAPHOTO MPUMEHEHHUS - BBICIIETO WM CPEeIHEro (apMaleBTH4eckoro oOpa3oBaHusl, a
Takke cepTu(duKara CHeUalicTa WU MPOWIEHHOW aKKpeOUTAIMM CIEeHalucTa JTUOO BBICIIETO WU
CpeIHero BeTepUHApHOTO 00pa3oBaHus, a TaKkKe cepTH(HUKaTa CIIeIUATICTa;

Wudopmarys 06 M3MEHEHUSX:

Hoonynkm "n" usmenen ¢ 1 mapma 2023 2. - [locmanosnenue I[Ipasumenvcmea Poccuu om 29 nosops
2022 2. N 2164

CMm. npeovbloywyro peoakyuio
H) HaJIW4ue y JUIeH3uaTa paboTHUKOB, 3aKIIOYUBIINX C HUM TPYIOBBIE JTOTOBOPHI, AEITEIHLHOCTD
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KOTOpPBIX HEINOCPEACTBEHHO CBA3aHa C ONTOBOM TOPIOBJIEH JIEKAPCTBEHHBIMU CPEICTBAMHU  JUIS
MEIMLMHCKOTO TMPUMEHEHHs, HUX XpaHeHWeM U (WJIM) PO3HUYHOM TOProBJIEH JI€KapCTBEHHBIMU
npernaparamu JUisi MEAULIUHCKOTO IPUMEHEHHUS, UX OTIIYCKOM, XPAaHEHHUEM M U3TOTOBJICHHEM, HMEIOLIHX:

IUIsL OCYHIECTBICHHUS (DapMaleBTHUECKOW AEATENFHOCTH B cdepe OoOpalieHus: JIeKapCTBEHHBIX
CpeACTB s MEIUIMHCKOTO TPUMEHEHHUS (32 HCKIIOYEHHEM O000COOJIEHHBIX —MOJpa3/IeIeHUIA
MEIMIMHCKUX OpraHM3alui) - BBICIIEE WM CpeaHee (hapMaleBTHUECKOe OOpa3oBaHHE, a TaKKe
CepTU(HKAT CHEIHATICTA WU MPOUJICHHYIO aKKPEAUTAINIO CIICIIHAIIICTA;

UL OCYHIECTBICHHUS (DapMaleBTHUECKOW AEATENHHOCTH B cdepe OoOpalieHus: JIeKapCTBEHHBIX
CPEICTB JUIsl MEJUIIMHCKOTO NPUMEHEHHSI B 000COOIEHHBIX MOAPA3ICICHUAX MEIUIIMHCKUX OpraHU3alui
- JIOTIOJHUTENbHOE MpodeccuoHalbHOE 00pa3oBaHHE B YacCTH PO3HUYHOM TOPrOBIIM JIEKAPCTBEHHBIMU
mpernapaTtamMy JUisi METUIIMHCKOTO TPUMEHEHUS NMPU HAJTWYMU TpaBa Ha OCYIIECTBICHUE MEIUITMHCKON
NeSITENIbHOCTH;

JUI OCYIIECTBIIEHUS (hapMalleBTUUECKON NesATeNIbHOCTH B cepe oOpalieHHsl JeKapCTBEHHBIX
CpeACTB UIsI MEIWIIMHCKOTO TIPUMEHEHUS B YaCTH W3TOTOBJIICHUS  paanodapManeBTUIeCKUX
JIEKapCTBEHHBIX MPENapaToB JIsl MEJUIIMHCKOTO IPUMEHEHUS - BBICIIEE WK cpeiHee (papMaleBTHYECKOe
WU  MEIUIIMHCKOe OOpa3oBaHWE W JIOMOJIHHUTENIhbHOE MpodecCHoHanbHOEe oOpa3oBaHue B o0iacTu
paiMoOXMMMM,  PaJUAlMOHHONM  0Oe30macHOCTM C  y4eToM  OCOOEHHOCTEW,  YCTaHOBJIEHHBIX
3akoHoAarenbcTBOM Poccuiickoit @eneparnuu B o0acTu o0ecrieueHus: paJuaioHHON 0e301acHOCTH;

0) HaJgW4HMe y JIMIIeH3uaTa paOoTHUKA (paOOTHUKOB), 3aKJIIOUMBIIETO C HAUM TPYIAOBOH JTOTOBOD,
NeSITEIbHOCTh KOTOPOTO HEMOCPEACTBEHHO CBS3aHa C ONTOBOM TOPromiiel JIEKapCTBEHHBIMU CPEICTBAMU
IV BETEPUHAPHOTO TPUMEHEHHUS, WX XpaHEHWeM M (W) PO3HUYHON TOProBJIEH JI€KapCTBEHHBIMU
npernaparamu Juis BETEpUHAPHOTO IPUMEHEHHUS, UX OTIIYCKOM, XpaHEHHUEM, IEPEBO3KON U U3TOTOBIICHUEM,
HMEIOILET0 BBICIIEE MM cpelHee (apMaleBTHUECKoe 00pa3oBaHME, a TAKKe CepTU(UKAT crienuanucTa
WM NPOHIEHHYIO aKKPEAUTAIMIO CIIEUaINCTa MO0 BBICIIEE I CpeIHEe BeTEpUHApHOE 00pa3oBaHue, a
TaKXe cepTU(UKAT CIEIUAIUCTA;

1) TOBBbIIIEHHE KBAJIU(UKALIUM CIEUUATUCTOB C (apMaleBTUUECKUM WM BETEPUHAPHBIM
00pa30BaHUEM HE peXe OJIHOTO pa3a B 5 JET;

Wudopmarys 06 M3MEHEHUX:

n.

Ilynkm 6 oonoanen noonynkmom "p" ¢ 1 mapma 2023 2. - [locmanosnenue I[Ipasumenvcmea Poccuu om
29 nosiopsa 2022 2. N 2164

P) pasMelleHne JUIEH3UaTOM B €IUHOW rocyJapcTBeHHONW MHGOPMAIMOHHON cucTteme B cdepe
3/IpaBOOXpAaHEHUS CBEJCHUN O (apMalleBTUYECKOW OpraHMu3ali U O JIMLAX, YKa3aHHBIX B TOJITYHKTAX
"M" u "H" HacTOALIEro IyHKTAa, B COOTBETCTBMU co cTaTheil 91! denepanpHoro 3axona "O6 ocHOBaX
OXpaHbl 3JI0pOoBbs Trpaxkgan B Poccuiickoit ®enepauuu" B TMOPSAKE U CpPOKH, YCTAaHOBJICHHBIC
[TonoxkenneM O €AMHOM TOCYIAapCTBEHHOW HH(MOpPMAIMOHHONW cucTeMe B cdepe 3IpaBOOXpaHEHUS,
yTIBEpXACHHBIM rocTaHoBieHreM lIpaBurenscrBa Poccuiickoit @enepannu ot 9 despans 2022 r. N 140
"O enuHOM rocyaapcTBeHHOW HMH(OpPMAIMOHHOW cucTeMe B cdepe 3apaBooxpaHeHHs ", MOCPEACTBOM
MH(OPMALIMOHHON CUCTEMBI (DapMalleBTUUECKON OpraHu3alMd WIH TMOCPEICTBOM TOCYIapCTBEHHOU
nH(MOpPMaIIMOHHON CUCTEMBI B cepe 3apaBooxpaneHus cyobekra Poccuiickoit denepanuu (B caydae eciu
rocylapcTBeHHas HHQOpMaIMOHHAas cucTeMa B cdepe 3apaBooxpaHeHHs cyOonekra Poccuiickoii
Oenepannu  obecrieurBaeT BbIMIOJNHEHHWE (YHKIUH WHOOPMAIMOHHONW CHUCTEMBI (papMareBTHUECKOMN
OpraHM3aliy) WM TOCPEICTBOM HWHOW HMH(OPMAIIMOHHON CHCTEMbI, MpeIHa3HaYeHHOW Ui cOopa,
XpaHeHUs, 00pabOTKH U MpeAocTaBiIeHHs] HH(POPMALIUY, Kacalollecs NeITeIbHOCTH (apMaleBTUIeCKOM
OpraHU3aIy U MPEJOCTABISIEMBIX €0 YCIIYT.

7. OcymiectBiieHne ¢GapMaleBTUUECKON JEATEIbHOCTH C TPYyObIM HapyIICHHEM JHIICH3MOHHBIX
TpeOOBaHUI BJEYET 3a COOOW OTBETCTBEHHOCTb, YCTAHOBJICHHYIO 3aKOHOJATEIhCTBOM Poccuiickoii
Oenepanuu. [Ipu 3ToM To TpyObIM HapylIeHHEM MOHMMAETCS HEBHITIOJHEHHE JTUIIEH3UATOM OJHOTO U3
TpeOOBaHUM, NPETYCMOTPEHHBIX MYHKTOM 6 HacTtosimero IlomoxeHus, TMOBJIEKIIee TMOCIEICTBUSA,
YCTaHOBJIEHHBIE yacThio 10 crarbu 192 ®enepanpHoro 3akoHa "O JNHMIIEH3UPOBAHUU OTIEIBHBIX BUIOB
NEeATEILHOCTH' .
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Wupopmanus 06 H3MEHCHUSX:

Ilynkm 8 usmenen ¢ 1 cenmsabps 2023 2. - [locmanosnenue IIpasumenvcmea Poccuu om 29 nosbps
2022 2. N 2164

Cm. npeodwbloywyro peoakyuio
8. g mojydeHus JIMLEH3UU COUCKATENb JIMLIEH3UU NPEJCTABISAET B JIMIEH3UPYIOIIUNA OpraH B

(dhopMe IEKTPOHHOTO JIOKYMEHTA, TIOJIMHUCAHHOTO YICKTPOHHOMN MOIKICHI0 B COOTBETCTBUU € ITYHKTOM 21
HacTosiero IlosojkeHusi, MyTeM 3amoOJIHEHUs 3asBJIEHUS O IPENOCTABICHUU JIMLEH3UHU, B KOTOPOM
YKa3bIBAIOTCA CBEACHMS, NPEIyCMOTpeHHble uyacTbio | cratbu 13  @DepepanpHoro 3akona "O
JUIICH3UPOBAHUU OTJICNIIHBIX BHJIOB JAEATEIBHOCTH", C WCIOJIB30BAaHUEM MJaHHBIX W3 (hemepambHOU
rocyaapcTBeHHON MHMOpMamoHHON cucteMbl "Enunas cuctema uaeHTU(UKAIMN U ayTeHTU(UKAIIUN B
nH(ppacTpyKType, oOecnieunBaroen MH(POPMALIMOHHO -TEXHOJIOTMUECKOE B3alMOJIeHCTBHE
MH(OPMALIMOHHBIX CHUCTEM, MCIIOJIb3YEMBIX AJISi MPEIOCTABIEHUS TOCYJApPCTBEHHBIX U MYHUIUMNAIBHBIX
yCIYT B DJIEKTPOHHOHM (opme" U €IMHOro peecTpa ydera JUIEH3UH B JIMYHOM KaOuHeTe deaepalibHON
rocy/lapCTBeHHOW MHG(OPMALMOHHON cucTeMbl "EMHBIN MOpTal rocyJapCTBEHHBIX U MYHMIIMIAIBHBIX
yeayr (pyHKwmi)".

Nudopmanus 06 M3MEHEHUX:

Ilynkm 9 usmenen ¢ 1 cenmsabpa 2023 2. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 29 nosbps

2022 2. N 2164

CMm. npedvloyuyro pedaKyuio

9. llonaua 3asBIEHUS O MPEIOCTABICHUM JIMIICH3UH, 3asBJICHUSI O BHECEHUHM W3MEHEHUN B PEECTp
JUIEH3UH  OCYIIECTBIACTCS  IMOCPEACTBOM  MCHOJIb30BaHUS  ¢eAepadbHON  TroCyIapCTBEHHOMU
nH(pOpMaITMOHHON crucTeMbl "EMHEBIN TTOpTaT TOCYIapCTBEHHBIX U MYHUIIMITAIBHBIX YCIyT (hyHKINHA)" B
(hopme PIIEKTPOHHOTO JOKYMEHTA.

[Ipy npoBeneHHH NPOBEPKH JJAOCTOBEPHOCTH CBEIEHUI, COJEp)KAIIMXCS B MPEACTaBICHHOM
coMcKaTeNeM JUIEH3UU (JINLIEH3UaTOM) 3asBJICHUH O MPEJOCTAaBICHUH JIUIICH3UH (3asBJICHUN O BHECEHUU
W3MEHEHUW B PpEeCTp JUIEH3WH), JHUIECH3UPYIOIMHUA OpraH 3ampaimBacT HEOOXOIUMBbIE IS
MPEIOCTABJICHUS TOCYJAapCTBEHHBIX YCIAYyr B OO0JAacTU JIMIIEH3UPOBAHUS CBEACHUS, HaXOMSIIUECS B
pacnopsHKEHUH OPraHoB, MPEJOCTaBISIOUINX T'OCYJApCTBEHHBIE YCIYTH, OPraHOB, MPEA0CTaBISIOUINX
MYHHIIMIIATIBHBIE YCIYTH, UHBIX TOCYAApCTBEHHBIX OPraHOB, OPraHOB MECTHOTO CaMOYIpaBIeHUs 100
MOIBEIOMCTBEHHBIX FOCY/IapCTBEHHBIM OpraHaM WJIM OpraHaM MECTHOTO CaMOYIIPaBJICHUS OpraHU3alui,
B Topsake, ycraHoBiIeHHOM  DenepanbHbiM — 3akoHoM  "OO  opraHu3alUMu  MPEIOCTABICHUS
roCy/IapCTBEHHBIX U MYHHUIIMITAJBHBIX YCIIyT".

10. Vrpatun cuny ¢ 1 mapta 2023 r. - Ilocranosnenue IIpaBurensctBa Poccun oT 29 HOsA0ps
2022 r. N 2164

Wudopmarys 06 U3MEHEHUX:
CMm. npeowbloywyro peoakyuio

Ilynkm 11 usmenen ¢ 1 cenmsabpsa 2023 e. - I[locmanosnenue Ilpasumenvcmea Poccuu om 29 nosops
2022 2. N 2164

CMm. npeovbloyuyro peoakyuio

11. JluneH3upyromuii opraH OCYIIECTBISET OIEHKY COOTBETCTBHUS COMCKATeNs JIHUIEH3UU
JTUIEH3UOHHBIM TPeOOBAHMSIM MyTEM HAINpPaBIIEHUS MEXKBEIOMCTBEHHBIX 3alpOCOB B MHGOPMAIMOHHBIE
CUCTEMBI CJIETYIOIIUX OPTaHOB:

@denepallbHON HAJIOrOBOM CIYXObI - B 4YacTH MOJIy4EHHUS CBeIeHUN 00 HAeHTU(UKALHOHHOM
HOMEpEe HAJIOTOIUIATENbIINKA, OCHOBHOM TOCYAapCTBEHHOM PErHCTPAIlMOHHOM HOMEpE HOPUINYECKOTO
JUIAa ¥ OCHOBHOM TOCYJIApCTBEHHOM PETHCTPAIMOHHOM HOMEPE UHINBUAYAIBHOTO MPEITPHHUMATENIS,

@doHJa IEHCHOHHOTO U COLIMANbHOTO cTpaxoBaHus Poccuiickoit deneparuu - B 4acTH MOTy4EHUs
CBECHMUIA, MOATBEPKIAIONINX HATUYUE Yy COMCKATENs JIUIICH3UH pa0oTHHKA (paOOTHUKOB), 3aKITFOYUBIIIETO
C HUM TPYIOBOW JIOTOBOp, MESITENLHOCTh KOTOPOTO HEMOCPEJICTBEHHO CBsi3aHAa C OOpalleHHeM
JIEKapCTBEHHBIX CPEJICTB;
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@enepanbHON CIIYy)KOBI TOCYIapCTBEHHOW PpErucTpanuy, KajacTpa M Kaprorpaguu - B 4YacTH
MOJIy4YEeHHUsI CBEACHUH, TIOATBEP)KIAIOIINX HAJTMUME Yy COMCKATEIS JIMIIEH3UH Ha TIpaBe COOCTBEHHOCTH WIIN
Ha MHOM 3aKOHHOM OCHOBAHHMU HEOOXOJMMBIX JJIsl OCYLIECTBICHHSA (apMaleBTUYECKON AEATEIbHOCTU
IIPOU3BOJICTBEHHOTO 00BEKTA UM 0OBEKTOB (IIOMEIIEHUH, 3laHul, COOpYXKEHUI);

denepalibHOM CITY)KOBI 110 HA/30PY B chepe 0Opa3oBaHUs M HAYKH - B YACTH IMOJTYUCHUS CBEICHUH,
MOATBEPXKIAIOLIUX HAJIMYME y paOOTHUKA BBICILIEr0 WM CPEIHEro (papMaleBTUYECKOro oOpa3oBaHMsl, a
TaKXKe CepTHU(HKATA CIEHUATUCTA MO0 BBICIIETO WM CPEJHETO BETEPHHAPHOTO 00pa3oBaHUS, a TAKKe
ceptuduKaTa CreIuaInCcTa;

denepalibHON CITY)KOBI 10 HAI30PY B cdepe 3amuThl MpaB IMOTpeOUTENIed W OIaromoxydus
YeJI0BEKA - B YaCTU MOJYYEHUS CBEJACHUI O HAJIMYUU BBIJAHHOTO B YCTAaHOBJIEHHOM MOPSIKE CAHUTAPHO-
SMUIEMUOJIOTMYECKOT0 3aKJIFOYEHUSI O COOTBETCTBUU MOMEIIEHUH TPeOOBAaHUSM CAaHMTAPHBIX NMPaBUI B
OTHOIIEHUHU (hapMalleBTHUECKOH AeATeIbHOCTH B cpepe oOpallleHus JeKapCTBEHHBIX CPEJCTB.

B ciyyae HEBO3MOXKHOCTH MOJIY4YE€HHUS TAKMX CBEICHUI JOKYMEHTHI MOTYT OBbITh MPEIOCTaBIEHBI
3asiBUTENIEM IO COOCTBEHHOI MHULIMATUBE.

JIMIeH3upyomuii  OpraH  OCYLIECTBJISIET OLIEHKY COOTBETCTBUS  COUCKATENs  JIMIEH3UU
JUIEH3NOHHBIM TPeOOBaHUSIM M MPUHUMAET pEeIIeHHEe O MPEJOCTaBICHUH JIMLEH3UN WIH 00 OTKa3e B ee
MPEAOCTABJICHNN B CpPOK, He mnpeBblmarmomuii 10 pabounmx gHEH CcO [OHA TMOJA4Md 3asBICHUS O
MIPEeIOCTaBJICHUN JIMIIEH3UH, MOCPEACTBOM (henepanbHON rocylapCTBEHHONW WH(QOPMAIMOHHOM CHUCTEMBI
"EAuHBIN OpTan TOCyJapCTBEHHBIX U MYHULUIIATBHBIX YCIYT ((pyHKIHIT)".

[Ipn HamepeHHH coucKaTens JUIEH3UH OCYIIECTBIATh JEATEIbHOCTh HA TEPPUTOPUU 3aKPHITOIO
aJIMUHHUCTPATUBHO-TEPPUTOPHAIBHOTO 00pa30oBaHMsl CPOK OCYHIECTBJICHHS OLEHKH COOTBETCTBHUSA
COMCKATeJIsl JIMIEH3UH JIMLIEH3MOHHBIM TPEOOBAHUAM M MPUHATHS PELICHUS O MPEJOCTaBIECHUH JIULIEH3UU
Wi 00 OTKa3ze B €€ NPEeJOoCTaBlieHMH He mpesblmaer 20 pabouux AHEH CO JHs NMpHeMa 3asiBICHHS O
IIPEJOCTaBIECHNH JIMLEH3HH.

Wudopmarys 00 M3MEHEHUX:

Ilynkm 12 uzmenen ¢ 1 cenmsaobps 2023 2. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 29 Hosabps
2022 2. N 2164

CMm. npeovbloywyro peoakyuio
12. Tlpu HamepeHUH OCYHICCTBIISATh (apMaICBTUYESCKYIO JESITEIBHOCTh IO ajpecy, He
MPEyCMOTPEHHOMY PEECTPOM JIMIICH3MIA, B 3asBICHHH O BHECCHWU W3MCHCHUH B PEECTp JIMIICH3UN
JUIICH3WAT YKa3bIBaC€T CBEJCHHS, COJICP)KAIME HOBBIA ajpec OCYHIeCTBICHHS (apMareBTHUCCKON
NS TEITBHOCTH.

Wudopmarys 06 U3MEHEHUIX:

Ilynkm 13 usmenen ¢ 1 cenmsabopsa 2023 e. - I[locmanosnenue Ilpasumenvcmea Poccuu om 29 nosops
2022 2. N 2164

CMm. npeovbloywyro peoakyuio
13. [Ipy HamepeHHH BBINOJHATH HOBBIC Pa0OTHI, OKa3bIBaThb HOBBIC YCIYI'H, COCTAaBJISIFOIIUE
(bapMaIeBTHUECKYIO JICATEIILHOCTh, HO HE MPEAYCMOTPEHHBIC PEECTPOM JIMIICH3UH, JIMICH3MAT B
3asBJICHUM O BHECEHHWU HW3MEHEHUH B PEECTp JMIICH3WH YKa3blBaeT CBEIEHUS O COCTABIISIONINX
(dapMalleBTHUECKYIO JAeATelbHOCTh paboTax (yciayrax), KOTOpbIE JIMIEH3MAT HAMEPEH BBITIOIHSITH
(OCYIIECTBIISATH).

Wudopmariys 06 H3MEHEHUSIX:

Ilynkm 14 usmenen ¢ 1 cenmsaopsa 2023 e. - I[locmanosnenue Ilpasumenvcmea Poccuu om 29 nosops
2022 2. N 2164

Cm. npedvioywyio pedaxyuro
14. JIvueH3upyomuii Opral OCYIIECTBISET OLIEHKY COOTBETCTBHUS JIMIIEH3UATa JIMIIEH3UOHHBIM
TpeOOBaHUSAM MyTEM MOTYUSHHsI CBeIeHUH U3 (efepabHBIX HH()OPMAIIMOHHBIX CUCTEM:
@denepalbHON HAJIOTOBOM CIYKObI - B 4YacTH MOJy4EHUS CBeIEHUN 00 HAeHTU(UKAIHOHHOM
HOMEpE HAJIOTOIUIATEbIINKa, OCHOBHOM TIOCYAapCTBEHHOM PETMCTPAIMOHHOM HOMEPE HOPHUAMYECKOTO
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JMIa 1 OCHOBHOM I'OCYJJapCTBEHHOM PErMCTPALIMOHHOM HOMEPE UHAUBUAYAIBHOIO IIPEIPUHUMATENS;

@enepanbHON CIIYy)KOBI TOCYIapCTBEHHOW PpErucTpanuy, KajacTpa M Kaprorpaguu - B 4YacTH
MOJIyYEeHHUsI CBEJICHHH, TOATBEP)KIAIOIINX HAMYKE Y JMIIEH3MAaTa Ha MpaBe COOCTBEHHOCTH WM HAa HHOM
3aKOHHOM OCHOBAaHMM HEOOXOJWMBIX Ui  OCYHIECTBICHHA (hapMaleBTHUECKOW JEATEIbHOCTH
IIPOU3BOJICTBEHHOTO 00BEKTA UM 0OBEKTOB (IIOMEIIEHHH, 3laHul, COOpYXKEHUI);

@OH/1a NEHCHOHHOIO U COLMAIBHOIO cTpaxoBanus Poccuiickoit Penepanuy - B 4aCTH NOJY4EHHUS
CBEICHUN, MOATBEP)KIAIOIIMX HAJIUYME 3aKIIOYEHHOIO TPYAOBOTO JIOTOBOpa MEXKIY JIMLEH3UATOM H
paboTHUKOM (paOOTHUKAMHU), AEATEIHLHOCTh KOTOPOTO HEIMOCPEACTBEHHO CBsi3aHa ¢ oOpalmieHuemM
JIEKapCTBEHHBIX CPEJICTB;

denepanbHON CITyKOBI TIO HAA30pY B chepe 00pa3oBaHUs U HAYKU - B YAaCTH MOJYyYEHUs CBEICHUMN
O HaNIM4YMM y pabOTHUKA BBICHIETO WM CpPEAHEro (QapMaleBTUYECKOro o00pa3oBaHUs, a TaKKe
cepruduKkara crequanucra Ju00 BBICHIETO WM CPEIHEr0 BETEPUHAPHOIO O0O0pa3oBaHUs, a TakKke
cepruduKaTa CrennaiucTa;

®denepanbHON CIyXObl MO HAA30py B cdepe 3ammThl TpaB MOTpeOUTENeH W OJIaromnoaydus
YeJI0BEKAa - B YaCTU MOJYYECHUS CBEJACHHUIM O HAJIMYUU BBIJAHHOTO B YCTAaHOBJIEHHOM MOPSIKE CAHUTAPHO-
AMUIEMUOJIOTMUECKOTO 3aKJIFOYEHHUSI O COOTBETCTBUM IMOMEIICHUH TpeOOBaHUSM CAHUTAPHBIX MpPaBUI B
OTHOIIEHUHU (hapMalleBTHUECKOH AeqTeIbHOCTH B cepe oOpallleHus JeKapCTBEHHBIX CPECTB.

B ciyuae HEBO3MOXKHOCTH MOJIY4YEHUS TAKHX CBEIEHUI JOKYMEHTBI MOTYT OBITh MPEIOCTaBICHBI
3asiBUTENIEM IO COOCTBEHHOI MHUIIMATHUBE.

JIMeH3upyomuii opral OCYLIECTBIISIET OIIEHKY COOTBETCTBUS JIMIIEH3HAaTa JIMIIEH3HOHHBIM
TpeOOBaHUSAM M NPUHUMAET pEUICHHE O BHECEHWHM HM3MEHEHHH B peecTp JMIEH3MM WM 00 OTKa3e BO
BHECCHUH M3MEHEHUH B PEECTp JIMIICH3UH B CPOK, HE MPEBHIIAIONTUN 5 pabouux AHEH CO JTHS MOTydeHUs
3asBJICHUS O BHECCHHHM M3MCHECHHMH B PEECTp JIMIICH3UH, TOCPEACTBOM (henepasibHOM TOoCyaapCTBEHHOM
MH(POPMAITMOHHOM cucTeMbl "EIMHBIN TTOpTal TOCYIapCTBEHHBIX U MYHHUITUTIATBHBIX YCIyT (QyHKIINN)", a
IIPU OCYILIECTBICHUH JEATEIbHOCTH HA TEPPUTOPUM 3aKPHITOrO aIMHUHHCTPATUBHO-TEPPUTOPUATBHOTO
o0pazoBaHusl - B CPOK, He TpeBblmarommi 20 pabounx mgHEH cO JHS TMOJMYYEHUS JUICH3UPYIOIIUM
OpraHoM 3asIBJICHUSI O BHECEHUU U3MEHEHHH B peecTp JIUILIEH3UM.

15. JluueHsuaTr BOpaBe OTO3BaTh 3asBJIECHUE O BHECEHUM W3MEHEHUN B pPEECTp JIMLEH3UH [0
MPUHATHS JUIEH3UPYIOIIMM OpPraHoM pEIIeHHs O BHECEHWUM W3MEHEHUH B peecTp JMIICH3MH uiu o0
OTKa3e BO BHECEHUU U3MEHEHUH B PEECTp JUIICH3UA.

Wudopmarys 06 MU3MEHEHUX:

Ilynkm 16 usmenen c 3 aseycma 2023 2. - [locmanosnenue I[Ipasumenvcmea Poccuu om 3 aseycma
2023 2. N 1268

CMm. npeovbloywyro peoakyuio

16. Benenne enuHOrO peecrpa JULEH3UM, B TOM YMCIE JIMLIEH3UH, BBIIAHHBIX UCIIOJHUTEIbHBIMU
opraHamu cyowsekToB Poccuiickoit ®Denepanuu B COOTBETCTBUHM C IEPEJaHHBIMH IOJHOMOYHSMU,
ocyuectBisier enepanpHas ciyxb6a 1o Haa30py B cdepe 3apaBooxpaHeHus. Benenue peectpa nuueH3u i
B cdepe oOpaiieHus JIEKapCTBEHHBIX CpPEACTB JJisl BETEPUHAPHOTO TMPUMEHEHHUS OCYILECTBIISET
denepanbHas ciyk6a 1o BETepUHAPHOMY U (PUTOCAHUTAPHOMY HAJ30DY.

HcnonnurensHble opraibl cyObekToB Poccuiickoit deaepannn OCyImeCTBISIIOT BEACHUE peecTpa
JMIEH3UH B OTKPBITOM M 00uienocTynHol uHpOpManumoHHOM cucteme B cetu "WHtepHer" (nanee -
nHpOpMaIMOHHAs CHUCTEMA), OollepaTopoM KoTopol sBisercs denepanpHas ciayx0a mo Haa3opy B chepe
3IpaBOOXPAHEHUs U B KOTOPOU pa3MEILAETCs CChIJIKA HA PEECTP JTULEH3HM.

17. Wudopmanus, OTHOCSMIASCI K OCYIIECTBIEHHIO (hapMaleBTHUECKOM JIeATEeNIbHOCTH,
npeaycMoTpeHHas dactsamu | u 2 cratbu 21 @enepanbHoro 3akoHa "O JNHMIIEH3UPOBAHUU OTAEIbHBIX
BUJIOB JIETENBHOCTH", pa3Meliaercs Ha opuinaibHoM caiite PenepaabHOM CIIyKObI 10 HaI30py B cdepe
3paBOOXpAaHEHUsT WIM Ha oduuuaibHoM caiite @DenepaidbHONM CIOyKObl IO BETEPUHAPHOMY U
¢utocanutapHomMy Haazopy B cetu "HHTepHer" (manee - oduuumanbHble caldThl) B (popMe OTKPBITHIX
JAHHBIX.
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AxTyanpHas HHPOpPMALKS U3 peecTpa JUIECH3UNA JOJHKHA 0TOOpakaThesl Ha O(UIMATIBHBIX CalTax
B PEKUME PEaJbHOr0 BPEMEHH OO HEe Mo3aHee 5 MUHYT ¢ MOMEHTA BHECEHHS M3MEHEHHH B peecTp
muneHsuidl. B cimydae Hepa®oToCcnocoOHOCTH MH(POPMALMOHHOM CHCTEMBI aKTyaldbHas HHQOpManus U3
peecTpa JIMIEH3UI pa3MenaeTcss Ha O(QUIMATbHBIX CalTaxX MOCIEe BOCCTAHOBIECHUS PabOTOCTIOCOOHOCTH
MH(POPMAIIMOHHON CHUCTEMBI, HO HE Mo3aHee 3 paboumx IHEW CO JHS BHECCHHUS CBEICHHHA B PEeCcTp
JINLIEH3U .

18. OrneHka COOTBETCTBHSI COMCKATENs JIMIEH3UH (JIHMIIEH3WATa) JHUIICH3MOHHBIM TpPEOOBaHHIM
OCYILIECTBIISIETCS JIMIEH3UPYIOIIM OPraHOM B COOTBETCTBMH co cTaTheil 19! Mdenepanproro 3akona "O
JIMLIEH3UPOBAHNH OTJEJIbHBIX BUJIOB JIEATEIBHOCTH .

OneHka COOTBETCTBHSI COMCKAaTeNs JMIEH3UM (JIMLEH3HaTa) JUIEH3UOHHBIM TpeOOBaHUSAM
MIPOBOJUTCS B (POPME BBIE3THOM OIICHKHU.

Hcnonb3oBaHue cpencTB AMCTAaHLMOHHOTO B3aMMOJEMCTBHS, B TOM YHCJIE BHMJIEOCBSI3HM (Janee -
CpeICTBa), TMpU NPOBEICHUM BBIE3JHON OLEHKM COOTBETCTBUS JIMIIEH3UOHHBIM TpeOOBaHUAM
OCYILIECTBIISIETCS:

IIPY 3asBJICHUU COMCKATENIeM JIMIEH3UN paboT U YCIYT IO PO3ZHUYHON TOProBiI€ JIEKAPCTBEHHBIMU
npernapaTamu;

MpHU 3asBJICHUM JMIIEH3MAaTOM HOBOTO ajjpeca Mo BUAY pabOT M YCIyr MO PO3HUYHOM TOPromie
JIEKapCTBEHHBIMU TperapaTaMu.

[Topsiiox MCHOIB30BaHUS CPEACTB BKIIOYAET B CEOS:

yKa3aHHWE COHMCKAaTeJeM JIMIEH3UM (JIMIEH3MaTOM) B 3asBJIEHUM O MPEJOCTABIECHUM JIHIIEH3UU
(3asBNIEHUM O BHECEHMHM W3MEHEHHH B peecTp JMIEH3HMM) CBeIeHWH O HaJM4YUd TEXHUYECKOUN
BO3MOXHOCTH HCIOJB30BAaHUS MpPH TMPOBEACHUU BBIC3THOW OIEHKH CPEICTB C BO3MOXHOCTBIO
UIEeHTU(DUKAIIMKA ~ COUCKATeNs JIMIEH3WM (JIMieH3uara) uyepe3 ¢eaepalbHyl0 TOCYIapCTBEHHYIO
nHpopManmonnyr cucreMy "EnuHas cucrema wueHTUPHUKAIMKA M ayTeHTU(PUKAUu B HHPPACTPYKTYpE,
obOecnieunBaromieil MHOOPMALMOHHO-TEXHOJIOTMUECKOE B3aUMOJAEUCTBUE HWH(GOPMALMOHHBIX CHUCTEM,
UCIOJIb3YEMBIX ISl MPEAOCTaBICHUS TOCYAAPCTBEHHBIX M MYHHUIMNAIBHBIX YCIYT B 3JEKTPOHHOM
(opme";

MPUHATHE JOJHDKHOCTHBIM JIMIIOM JIMLEH3UPYIOLIEro OpraHa pEIIeHUs O IPOBEICHUU OICHKU
COOTBETCTBUSI COMCKATENsl JUIEH3UU (JUIEH3UAaTa) JIMIEH3UOHHBIM TpeOOBaHUSM B (OpMe BbIC3THOM
OILICHKH B JIMCTAHIIMOHHOM (popMaTe ¢ IPUMEHEHUEM CPEJICTB;

W3BEILIEHNE COMCKATeNs JIMIEH3Un (JIMIIeH3uaTa) 0 BeACHUHU POTOChEMKH U (MJIM) BUICO3ANUCH - B
cllydae OCYIIECTBIICHUSI MPOLEAYpbl OLIEHKM COOTBETCTBUS JIMLIEH3HMOHHBIM TpeOOBaHHUSIM B
JTUCTaHIIMOHHOM (popmare;

obecrieueHre COXpaHHOCTH HH(MOPMALIUU, MOJy4YEeHHOM mOocpeacTBOM (oTocheMKU U (WIIH)
BU/JICO3ATIHCH.

Ecniu B Xxozme BbIE3AHONW OLIGHKHM COOTBETCTBUS ~COUCKATeNs JUICH3WH  (JUIEH3UATa)
JTUIEH3UOHHBIM TPeOOBAaHUSAM OCYILECTBISUIUCH (POTOCHEMKAa M (HMIJIM) BUIEO03aMHUCh, 00 3TOM JAenaeTcs
OTMETKAa B aKT€ OIICHKM U TOJMUCAaHUE €ro pPyKOBOJWUTEIEM, HHBIM JOJDKHOCTHBIM JIMIIOM WJIH
YIIOJTHOMOYEHHBIM TPEACTAaBUTEIEM COMCKATeNs JHIEH3UU (JMieH3uara) He Tpedyercs. B atom ciydae
MaTepHualibl POTOCHEMKH U (WJIM) BUICO3AMNCH MPUIIATAIOTCS K aKTy OLIEHKU.

WNudopmanus, moaydeHHas: ¢ UCHOJIb30BaHUEM CPECTB, MOCIE MPOBEAECHUS OLIEHKU COOTBETCTBUS
COMCKaTeNlsd JUIEeH3UM (JMIEeH3MaTa) JUIEH3UMOHHBIM TpeOOBaHUSAM  JIMLEH3UPYIOIIUM  OpraHoM
COXpaHseTcs B  aBTOMATU3UPOBAHHOW HMHGOPMALMOHHOM CHUCTEME JIMIIEH3UPYIOIIEro  OpraHa.
CoxpaHHOCTb YKa3aHHOM HH(pOpMaMK 00ecTIeYMBACTCS TULIEH3UPYIOLIUM OPraHOM.

19. Ilpu npoBeeHUN OLIEHKH COOTBETCTBHS COMCKATENs JIMLEH3UH (JIMIIEH3UaTa) JIULIEH3UOHHBIM
TpeOOBAaHUAM JIMLEH3UPYIOIIUMI OpraH MOXET TNPUBJIEKaTh K IPOBEACHUIO TaKOW OLEHKH He
3aMHTEPECOBAHHBIX B €€ pe3yJIbTaTax JKCIEPTOB WM 3KCIIEPTHBIE OpPraHU3allid, aKKPEIUTOBAaHHBIE B
COOTBETCTBUHU C 3aKkoHOjaTrenscTBOM Poccuiickoit ®enepanmu 00 akKpeAWTallMd B HAIMOHATBHON
CHCTEME aKKpeIUTallU{, a TaKKe MOJBEJIOMCTBEHHbIE JIMIICH3UPYIOIIEMY OpraHy OpraHu3aluu (ganee -
9KCHEPTHBIE OPraHU3aLUN).
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[IpuBnedeHue 3KCIEPTOB M AKCIEPTHHIX OPraHU3aIUil OCYIIECTBIISIETCS HAa OE3BO3ME3IHOW IS
coMcKaTesell JMIEeH3UMM (JIMLIEH3MaTOB) OCHOBE HAa OCHOBAHMM pEIICHMs JIMLEH3UPYIOUIEro OpraHa,
MOANKMCAHHOIO YIOJHOMOYEHHBIM JODKHOCTHBIM JIMIIOM  JIMIEH3UPYIOIIEr0 OpraHa, B KOTOPOM
YKa3bIBAIOTCS (haMHUITNH, UMEHA, OTYeCTBA (IIPY HAJTHYUH) TPUBJICKACMBIX 3KCIIEPTOB MM HAaUMEHOBAHHS
JKCIIEPTHBIX OPraHU3aLUN.

MHeHHUsT 3KCIEepTOB, SKCIEPTHBIX OpraHU3alUil O COOTBETCTBUU (HECOOTBETCTBUM) COMCKATEIS
JUIEH3UH (JMIEH3MAaTa) JUICH3MOHHBIM TPEeOOBAaHMSIM H3JIararoTcs B CHpaBKe (IKCIEPTHOM MHEHUH),
MOANMUCAHHOM 3KcrepTaMd U (WIM) YIOJHOMOYEHHBIMU JOJDKHOCTHBIMH — JIMIIAMHM  SKCIIEPTHBIX
OpraHu3aluii, KoTopas IpUJIaraeTcs K akTy OLEHKH.

B cnywyae BbISIBIEHHS HECOOTBETCTBUS COUCKATENS JIMUEH3UU (JUIEH3UaTa) JIMIEH3MOHHBIM
TpeOOBaHUSAM B AaKT€ OLIEHKA YKa3bIBaeTCs, KaKUM MMEHHO JIMLIEH3UMOHHBIM TpeOOBaHUSIM He
COOTBETCTBYET COMCKATelIb JMIEH3MM (JIMIEH3UMaT) M KAaKUM HOPMATHUBHBIM IIPaBOBBIM aKTOM (C
YKa3aHHUEM €ro CTPYKTYpPHOU €IMHUIIbI) TaKO€ JTUIIEH3MOHHOE TPeOOBaHNE YCTAHOBIICHO.

20. IlpencraBneHue coucKareaeM JHMIEH3UH (JIMLIEH3MaTOM) 3asBICHHUS O MPEAOCTaBICHUU
JULEH3UN (3asiBICHUST O BHECEHMM WM3MEHEHMH B peecTp JIMLEH3UH) U HX TMPUEM JHUIEH3UPYIOIINM
OpraHoM, TMPUHATHE JUIEH3UPYIOIUM OpPraHOM pEIIeHHs O MPeNOCTaBlIeHUH JulleH3un (00 OTkaze B
MIPEIOCTABJICHUN JIMLEH3UN), BHECEHWU HW3MEHEHHH B peecTp JHLEeH3ud (00 OoTKaze BO BHECEHHH
W3MEHEHUI B PEECTp JINLEH3U), IPUOCTAHOBICHUH, BO30OHOBIIEHUH, IPEKPAILIEHUH IEHCTBUS JIUIIEH3HH,
a TakXke MpeocTaBieHue, GopMUPOBaHUE U BEJCHHE JIMIIEH3MOHHOTO JIeNa, BEIEHUE PeecTpa JIMLIEH3UN U
MIPEeIOCTaBJICHUE CBEACHUMN, COJIEpXkallUXcs B peecTpe JUIEH3UM, B TOM 4YHCIE BBINHCKH U3 PeecTpa
JIUIIEH3UH, OCYHIECTBIISIIOTCS B MOPSAIKE, YCTaHOBIEHHOM DenepasibHbM 3akoHOM "O JTMIEH3WPOBAHUHU
OTIENbHBIX BUIOB ACITEILHOCTH".

Wudopmarys 06 U3MEHEHUX:

Ilynkm 21 uzmenen ¢ 1 cenmsaobps 2023 2. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 3 aseycma
2023 2. N 1268

CMm. npeodvbloywyro peoakyuio

21. Ilpu nojaye 3adBJ€HUS O MPEAOCTABICHUHU JIMIICH3UH, 3a4BJICHUSA O BHECEHUM M3MECHEHUU B
peecTp JMUEH3UNA IOPUIUYECKUM JIMIOM, WHIWBUIYAJIbHBIM MpEAIPUHUMATEIEM MOAMUCAHUE TaKOTO
3as1BJICHUSI OCYILIECTBIISACTCS B COOTBETCTBUU ¢ DejiepasibHbIM 3akOHOM "O JIMIEH3UPOBAHUU OTACIBHBIX
BUJOB  JEATEIBHOCTH"  SJIEKTPOHHOW  TOJANKCBHIO  IOPUAMYECKOTO  JIMIA,  HUHJIUBHUIYaJIbHOTO
MpEANPUHUMATENSI C HCIOJIb30BaHUEM (eepabHON TOCYIapCTBEHHOW HWH(POPMAIIMOHHON CHCTEMBI
"EuHBI MopTas rocyJapCTBEHHBIX U MYHHUITUTIATBHBIX YCIYT ((QyHKIH)".

[Ipu nonmave 3asBiaeHUs HU3UISCKUM JIUIIOM TIPU TIPEJICTABICHUH WHTEPECOB FOPHUIANYECKOTO JIUIA
WIM WHAWBHIYaTBbHOTO MpearnpuUHUMATeNs (MpU HAIMYUU B DJIEKTPOHHOUN (GopMe B MalIMHOYHUTAEMOM
BUJIE JOBEPEHHOCTEH, MOATBEPKAAIOIMIUX COOTBETCTBYIOIINE TIOJHOMOYHS) TMOAMMCAHUE TAaKOTO
3asIBJICHUS OCYILECTBIISETCS YCHJICHHON KBalU(UIIMPOBAHHOW 3JIEKTPOHHOM MOAMKMCHIO WU YCHIIEHHOM
HEKBAIU(UIIUPOBAHHON JIJIGKTPOHHON TMOJMINKCHIO, CEPTHUPHUKAT KIFOYa IMPOBEPKH KOTOPOW CO3/MaH H
HCIIOJIb3YETCS B uHppacTpyKType, o0OecreynBarouiei UH()OPMAITMOHHO-TEXHOJIOTHYECKOE
B3aUMO/ICHCTBUE MH(POPMAIIMOHHBIX CHUCTEM, HCIIOJIB3YEMBIX IJISl MPEIOCTABICHUS TOCYIapPCTBEHHBIX U
MYHHIIMIAIBHBIX YCIYT U HCIOJHEHUS TOCYAapCTBEHHBIX U MYHHMIIMIIATBHBIX (YHKIUN B JIEKTPOHHOU
¢dopme, B yctaHoBieHHOM [IpaBurensctBoM Poccuiickoii Denepariiu mopske.

22. 3a mpeAoCTaBIICEHUE JIMIEH3UPYIOLIUM OPraHOM JIMLIEH3UH, BHECEHHE M3MEHEHUN B peecTp
JIMLIEH3UM Ha OCHOBAaHWU 3asBJICHUsS O BHECEHUHM HM3MEHEHHUW B pEECTp JIMUEH3UH YIUIAauMBAETCS
rOCyJlapCTBEHHAasl IIOLNUIMHA B pa3Mepax U TNOPSAKE, KOTOpPbIE YCTAaHOBJIEHBI 3aKOHOIATEILCTBOM
Poccuiickoit @enepanuu o Hajorax 1 coopax.

Brinucka u3 peectpa JHIEH3UH B (popMe ANEKTPOHHOTO AOKYMEHTA, MOAMUCAHHOTO YCUIICHHOM
KBUTU(DUIIUPOBAHHON SIEKTPOHHON TMOJANMKUCHIO JIMIICH3UPYIOIIETO OpraHa, MpeaocTaBisercs 0e3
B3UMAaHMS IJIATHL.

23. ®epepanbHas coyx0a 1Mo HaA30py B cepe 3IpaBOOXpaHEHUS B TEUCHHE 5 pabouux THEH co
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THS BBIJAYM TOKYMEHTa 00 OKOHYAaHWHU MPOBEPKU JUIICH3MATa HANPABISIET B OPraHbl rOCyJapCTBEHHON
BIacTu cyowrekToB Poccuiickoit denepainu, OCYIISCTBISIONIAE MOJHOMOYHS, yKa3aHHBIC B ITYHKTE |
gactu | crateu 15 @DemepanbHoro 3akoHa "OO OCHOBaX OXpaHBI 3/IOPOBBS T'paxaaH B Poccuiickoit
®enepauun’, 3aBepeHHbIE KON MPUKA30B O IMPUOCTAHOBICHUM U BO3OOHOBICHUM JIEHCTBUS JIMLEH3UH,
Ha3HAYEHUH MPOBEPOK JIMIIEH3NATOB, KOIIMU aKTOB MPOBEPOK JIMIICH3UATOB, MPEANMCAHUNA 00 YCTpaHEHUN
BBISIBJICHHBIX ~ HApyHNICHWH  JIMIEH3UOHHBIX TpeOOBaHWI, MPOTOKOJIOB 00  aAMHHUCTPATHBHBIX
[IPAaBOHAPYIIEHUSIX, [IOCTAHOBJIIEHUH O HA3HAYEHUM aJMMHUCTPATUBHBIX HAaKa3aHUW M JAPYrux
JTOKYMEHTOB, CBSI3aHHBIX C OCYIIECTBJICHHEM (heepaIbHOr0 TOCyJapCTBEHHOTO KOHTPOJS (Haa3opa) B
cdepe oOpaleHHs JIEKapCTBEHHBIX CPEACTB, B OTHOLICHUH JIMIIEH3UATOB (32 HCKIIOYEHUEM JIMIIEH3UATOB,
MPE/CTAaBUBIIMX 3asBJICHUS O BHECEHUU M3MEHEHHM B peecTp JUIEH3UH), OCYIIECTBISIONUX
NEeSITeIbHOCTh MO OOpAallleHHI0 JIEKapCTBEHHBIX CPEACTB, U BKIIOUYEHHS B JIMIEH3MOHHBIE JieNa B
OyMa>XHOM WJIM 3JIEKTPOHHOM BHJIE.

24. ®opmupoBaHHe JMIIEH3UOHHOTO JIeJla COUCKATENs JHMIEH3UH (B OTHOLIEHUH JIEKapCTBEHHBIX
CPEICTB s MEAMIMHCKOIO NPUMEHEHHs), JHIEeH3uaTa OCYLIECTBISIETCS B aBTOMATHU3UPOBAHHOM
nHpopManmonHoi cucreme denepanbHOM CIIy>KObI TIO HAJI30PY B cepe 3ApaBOOXPaAHCHUS.

25. OueHka coONOJIeHUs JMIIEH3MaTaMU JIMIEH3UOHHBIX TpPeOOBaHUN NpPU OCYLIECTBICHUU
(apMalleBTUUECKON JEsTeNbHOCTH OCYHIECTBISIETCd B paMKax (enepaqbHOTO TroCylapCTBEHHOIO
KOHTpOJIsI (Haz30pa) B chepe oOpaiieHust IeKapCTBEHHBIX CPEJICTB.

MNPUJIOKEHHUE
K [TonoxeHnto 0 JINIeH3UPOBAHNH
hapmaneBTHYECKO 1eATEIBLHOCTH

Ilepeuennb
BBINNIOJITHAECMbIX pa60T, OKa3bIBa€MbIX YCJIYT, COCTABJISAIOIINX (l)apMaIleBTI/l'-IeCKle HeATEeJIbHOCTD

C u3MeHeHUsIMH B JAONMOJITHEHUSAMMU OT:

29 HOs16pst 2022 1.
I. B cepe oOpamenusi jeKapCcTBEHHbIX CPEACTB JJI1 MeIMIIMHCKOI0 PUMEHEeHUs

. OnroBas TOPIroBJIA JICKAPCTBECHHBIMHA CPCACTBAMHU IJI MEAUIIUMHCKOT'O ITPUMEHCHU A

. XpaHeHHe JICKAPCTBCHHLIX CPECACTB AJId MEAUIIMHCKOTI'O IIPUMCHCHU S

. XpaHeHHe JICKAaPCTBCHHLIX IIPCIIapaToB I MCIUIIUMHCKOTO IIPUMCHCHUA

. HepeBoaKa JICKAPCTBCHHLIX CPCACTB AJIA MEAUITMHCKOTI'O IIPUMCHCHU S

. HepeBoaKa JICKAPCTBCHHLIX IIPCIIapaToOB I MCAUIMHCKOI'O IIPUMCHCHHA

. Po3anunas TOPTOBJIA JICKAPCTBCHHBIMU IIpCIIapaTaMu Il MCIUIUHCKOTI'O IIPUMCHCHUA
7. OTHYCK JICKAPCTBCHHLIX ITPpCIIapaToB I MEAUITMHCKOI'O IIPUMCHCHU S

NN AW =

Wudopmarys 06 U3MEHEHUSX:

Ilynkm 8 usmenen ¢ 1 cenmsobps 2023 e. - I[locmanosnenue Ilpasumenvcmea Poccuu om 29 nosops
2022 2. N 2164

CMm. npeowbloywyro peoakyuio
8. M3roToBiieHne IEeKapCTBEHHBIX MPENapaToB A MEIUIIMHCKOTO MPUMEHEHHUS], 32 UCKIIIOUEHUEM
M3TOTOBIIEHUS pajriodapMaIieBTHUECKUX JIEKapCTBEHHBIX MPENnapaToB i MEAUIIMHCKOTO MPUMEHEHUS

Wudopmarys 006 H3MEHEHUSIX:

Pasoen I oononnen nynkmom 9 ¢ 1 cenmsaops 2023 2. - [locmanosnenue Ilpagumenscmea Poccuu om 29
Hos6ps 2022 2. N 2164
9. Wsrorominenue paanodapmaneBTHUECKUX JIEKApCTBEHHBIX IMpenapaToB s MEAULIUHCKOTO
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MMPHUMCHCHUSA

I1. B cdepe oOpamennst 1eKapcTBEHHBIX CPEACTB /IS BEeTEPHHAPHOI0 IPHMMEHEeHHU

. OrnrToBast TOProBiIst IEKAPCTBEHHBIMU CPEACTBAMHU ISl BETEPUHAPHOTO MPUMEHEHUS

. XpaHeHHe JIEKapCTBEHHbIX CPEJCTB AJIsl BETEPUHAPHOIO IPUMEHEHUS

. XpaHeHHe JeKapCTBEHHBIX MIPENApaToOB /Ul BETEPUHAPHOTO IPUMEHEHUS

. [lepeBo3Kka 1eKapCTBEHHBIX CPEACTB JUIsl BETEPUHAPHOIO IPUMEHEHUS

. [lepeBo3Kka jieKapCTBEHHBIX MPENapaToB il BETEPUHAPHOTO IPUMEHEHUS

. Po3HnyHas Toprosiis JeKapcTBEHHBIMU MpenapaTaMu Jjsl BETEpUHAPHOIO PUMEHEHUS
. U3rotoBneHnue nekapcTBEHHBIX NIPENapaToB AJIs BETEPUHAPHOTO IPUMEHEHUS

. OTIyck JeKapCTBEHHBIX MTPenapaToB JJIsl BETEPUHAPHOTO IPUMEHEHUS

0NN KW~

MMPUJIOKEHUE

K nocranosnenuio [lpaBurenberBa
Poccuiickoii ®eaepauuu

ot 31 mapra 2022 r. N 547

Ilepeuennb
HOPMATHBHBIX IPABOBbIX AKTOB U OT/AeJIbHbIX M0JIOKEHU HOPMATUBHBIX PABOBbIX AKTOB
IIpaBuTtenncrBa Poccuiickoii @enepaunu, yrpaTuBIIAX CHILY

1. Ilocranosnenue IlpaBurensctBa Poccuiickoit deneparuu ot 22 aexadbps 2011 r. N 1081 "O
TuneH3upoBaHuu  (apmarieBTrueckoi  pearenbHocTH"  (CoOpanue 3akoHomarenbcTBa Poccuiickoi
®denepanun, 2012, N 1, cT. 126).

2. [lyuxt 170 u3MeHeHud, KOTOpbie BHOCIATCA B akThl [IpaButenscTtBa Poccuiickoit @eaepanuu no
BOIIpOCAM JIeATENIbHOCTH MuHucrepcTBa 31paBooxpaHeHust Poccuiickoit d@enepannu, yTBEp:KICHHBIX
noctanosyienriem IlpaButenbctBa Poccuiickort ®eneparuu ot 4 centsaops 2012 r. N 882 "O BHeceHHH
n3MeHeHnd B HekoTopble akThl [IpaButenbctBa Poccuiickoit @enepauuu 1mo BOIpPOcaM AESTEIbHOCTH
MunucrtepctBa 3apaBooxpanenus Poccuiickoit @enepannn"” (Cobpanne 3akoHoAaTeNnbcTBa Poccuiickoit
®denepanun, 2012, N 37, ct. 5002).

3. IlyukT 1 m3meHeHui, KoTopble BHOCATCS B akThl [IpaButenbcTBa Poccuiickoit denepanuu 1o
BOIpocaM oOpamieHusi JEKapCTBEHHBIX CPEACTB JUIsl MEIUIIMHCKOTO MPHUMEHEHUs, YTBEPKIACHHBIX
noctanosyienrem IlpaBurensctBa Poccuiickoit @enepaunun ot 15 anpens 2013 r. N 342 "O BHeceHumn
U3MEHEeHUIl B HekoTopble akThl [IpaButenncrBa Poccuiickoit ®denepanuu mo Bompocam oOpaleHus
JIEKapCTBEHHBIX CPEACTB s MenuuuHckoro npumenenus" (Cobpanue 3akoHomarenbcTBa Poccuiickoii
®denepanun, 2013, N 16, ct. 1970).

4. Tlysxt 2 w3MeHeHu#, KoTopble BHOcATCS B akThl IIpaBurensctBa Poccuiickoit ®enepanum,
YTBEp)KJEHHBIX roctaHorienreM [IpaButenscrBa Poccuiickoit @eneparuu ot 23 centadpsa 2016 r. N 956
"O BHeceHMHM H3MeHeHMH B HekoTopble akThl [IpaBurenscrtBa Poccuiickoit ®enepauun" (Cobpanue
3akoHoAarenscTBa Poccuiickoit denepanuun, 2016, N 40, ct. 5738).

5. Ilynkr 2 wu3MeHeHMi, KOTOpble BHOCATCS B akTel [IpaButenscrtBa Poccuiickoin denepanuu,
YTBEpXKACHHBIX noctaHosiennem IlpasurensctBa Poccuniickont ®enepannn ot 4 urons 2017 r. N 791 "O
BHECEHMHM U3MEHEHMH B HekoTopble akThl IlpaButensctBa Poccuiickoit ®enepauun" (CoOpanue
3akoHoaarenbcTBa Poccuiickoit denepanuu, 2017, N 28, ct. 4165).

6. Ilynkr 1 u3meHeHuil, KoTopble BHOCATCS B akThl IIpaBurensctBa Poccuiickoit denepaunn no
BOIIPOCAM  OCYILECTBJIICHHSI JIMLIEH3UPOBAHUSA OTAEIBHBIX BHUAOB JEATEIBHOCTHM HA TEPPUTOPHH
MEXAYHApOAHOIO  MEAMIMHCKOIO  KJIacTepa, YTBEpKIEHHBIX IocraHoBieHueM [IpaBuTenbcTBa
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Poccuiickoit ®enepanuu ot 21 depans 2020 r. N 192 "O BHeceHMM W3MEHEHUN B HEKOTOPHIC aKTHI
[IpaButenscrBa Poccuiickoit ®enepaunu Mo BOMPOCAM OCYILIECTBICHHS JIMLEH3UPOBAHUS OTIEIbHBIX
BUJIOB JICATEIBHOCTH Ha TEPPUTOPHUH MEXKIYyHAPOJHOro MenuiuHckoro kiacrepa" (CobOpanue
3akoHoaarenbcTBa Poccuiickoit denepanuu, 2020, N 9, ct. 1195).

7. lIlocranosienne IlpaBurenscrBa Poccuiickoit ®enepanuu ot 15 mas 2020r. N 687 "O
BHECCHMH HM3MEHEHHUH B MyHKT 5 [loJOXEHWs O JHMIEH3UpOBAaHHM (apMaIeBTUYECKON NesITeITbHOCTH"
(Cobpanmue 3axoHomaTenbcTBa Poccuiickoit @enepammu, 2020, N 21, ct. 3269).

8. Ilynkr 1 u3meHeHuii, KoTopble BHOCATCS B akThl IIpaButenbcrBa Poccuiickoit denepanuu 1o
BOIIPOCaM  JIMLIEH3UPOBAHMSI OTAEIbHBIX BHUJIOB JAEATEIbHOCTH, YTBEPKIACHHBIX I[10CTAHOBJIEHUEM
[TpaBurensctBa Poccuiickoit ®@enepanmu ot 28 nHos0ps 2020 r. N 1961 "O BHeceHuM H3MEHEHUN B
HekoTopele akThl [IpaBurenbcTtBa Poccuiickoit denepanuu 1o BONPOCAM JIMLIEH3UPOBAHUS OTAEIBHBIX
BH10B JiesitebHOCTH" (CoOpanue 3akoHoaarenbetBa Poccuiickoit deneparuu, 2020, N 49, ct. 7934).

9. Ilyukr | u3MeHeHHi, koTOphle BHOCATCS B akThl [IpaButenbcrtBa Poccuiickoit denepanuu,
YTBEPKACHHBIX 1ocTaHoBiennem IIpaButenscrBa Poccuiickoit @enepauun ot 9 mapra 2022 r. N 328 "O
BHECCHMH U3MEHEHUN B HEKoTopeie akThl [IpaButensctBa Poccuiickoit ®enepanuu" (Cobpanue
3akoHoaarenbcTBa Poccuiickoit deneparuu, 2022, N 11, ct. 1712).
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