MPABUTEJIbCTBO POCCHHUCKON ®EJIEPAIIUU
ITIOCTAHOBJEHMUME

ot 18 denpanig 2023 r. No 272

MOCKBA

O BHeceHUHU U3MEHEHMIl B HpaBmIa BbIIaYH paspeciucHus
Ha OCYIIECCTBJIICHUE pO3HI/I‘lHOI7[ TOProBJIA JICKAPCTBCHHBIMHU
npenaparamMu it MEAUIUHCKOI0 IPUMEHCHHUSA TUCTAHIIMOHHBIM
CHOCOﬁOM, OCYIIECTBJICHUSA TaKkou TOProBJ/INd 1 1O0CTaAaBKHA
YKa3aHHBIX JICKAPCTBCHHBLIX IMPEMapaToB I'paxkaiaHaM

IIpaBurenscTBO Poccniickon Penepaiui MO CTAHOBJA A ET !

YTBEpAUTh NHpUIIAraeMble H3MEHEHUs, KOTOpble BHocATcs B IlpaBuna
BBIJIAYM Pa3pELICHUsI Ha OCYILECTBICHUE PO3HUYHOW TOPTOBIIH JIEKAPCTBEHHBIMU
npenaparamMy Uil MEIUIMHCKOTO NPUMEHEHMs] JTUCTAHLIMOHHBIM CIIOCOOOM,
OCYIIECTBJIEHUSI TAaKOM TOPrOBIM M [JOCTaBKM YKAa3aHHBIX JIEKQpCTBEHHBIX
IIPENApaToB TIpaKIaHaMm, YTBEPKICHHBbIE ITOCTaHOBJIEHHEM [IpaBurenscTBa
Poccuiickoit ®enepamu ot 16 mas 2020 1. Ne 697 "OO0 yrBepxkaenuu IlpaBun
BBIJIAYM Pa3pEIICHUs] Ha OCYILECTBICHUE PO3ZHUYHOW TOPTOBIH JIEKAPCTBEHHBIMU
npenaparaMy  JJIsi MEIUIUHCKOTO MPHUMEHEHMsI JUCTAHLUMOHHBIM CIIOCOOOM,
OCYIIECTBJIEHUSI TAaKOM TOPrOBIM M [JOCTaBKM YKAa3aHHBIX JIEKapCTBEHHBIX
IIPEMApAaTOB TpaXJAaHAaM W BHECEHWH W3MEHEHUM B HEKOTOPBIE  aKThI
ITpaButensctBa Poccuiickoin Denepanii MO BOMPOCY PO3HUYHOW TOPTOBIIA
JIEKaPCTBEHHBIMU IIPETapaTamMmu sl MEAULIMHCKOTO MPUMEHEHUS TUCTAaHIMOHHBIM
cnocoooM" (Cobpanue 3akoHoparenscTBa Poccuiickoit @eneparuu, 2020, No 21,
cT. 3278; 2021, Ne 23, ct. 4071).

IIpencenarens [IpaBuTenbcTBa
Poccniickon @enepanun M. Mumryctun



YTBEPXIEHDbI

nocra”HoBjeHueM [IpaBuTenbcTBa
Poccuiickon denepanmnu
ot 18 depasst 2023 . Ne 272

N3IMEHEHMUA,

KoTOpbIe BHOcATcH B [IpaBuiia Bbliaun pa3penieHusi Ha OCyllecTBIEHHE
PO3HMYHOM TOPrOBJIN JIEKAPCTBEHHBIMH NPenapaTaMu JAJs1 MeAMIHNHCKOT 0
NPUMEHEHUS] AUCTAHIMOHHBIM CIIOCO00M, OCYIIECTBJICHNUSI TAKOH TOPTOBJIH

U I0CTABKM YKA3aHHBIX JIEKAPCTBEHHBIX MPeNnapaToB rpaxkIaHaM

1. ITyHKT 6 pU3HATH YTPATUBLIUM CHUILY.

2. [TyHKTBI 7 - 9 U3JI0KUTH B CIEIYIONIEH peIaKIuu:

"7.Bpiaya paspelieHdsT Ha OCYIIECTBICHHE PO3HUYHOW TOPTOBIH
JIEKapCTBEHHBIMU  MpernapaTaMd  JIUCTaHUMOHHBIM  cIocoOoM  (nmamee -
paspeiienne) ocyuiectBisiercss  DenepanbHol  cay:kO0M MO HaI30py
B cepe 3ApaBOOXpaHEHUS B TOPAJIKE, YCTAHOBJIEHHOM aIMUHUCTPATHUBHBIM
pEerjlaMeHToM, C  HUCIOJIb30BaHMEM  (peAepalbHOMl  rOCYJapCTBEHHOM
MH(OPMAITMOHHOU CHUCTEMBI "EnuHbii rnoprain rOCy1apCTBEHHBIX
Y MYHUIMOANBHBIX YCIyT (GyHKUMA)" (anee - eIuHbINA nopTan).

JUist monydyeHus paspeuieHus anTedyHas OpraHu3alys HarpabBiseT
3asiBJICHUE O MOJYYEHUH pa3peluieHus (Janee - 3asBJICHUE) C UCIOJIb30BAHUEM
JUYHOIO KabuHETa Ha €IWHOM [OpTajleé B AaBTOMATHYECKOM PEXHME
C MPUIIO)KEHUEM:

KONMUWA  JOKYMEHTOB  (CBEJCHMI),  TNOATBEPKIAIOIIUX  HAIAYUE
00OpYyZOBaHHBIX MMOMEUIEHU (MecT) [JIs XpaHEeHUs CPOPMUPOBAHHBIX
3aKa30B B COOTBETCTBUU C TNpaBWIaMHU HaJJIeXKallel NpaKTUKA XpaHEHUS
U TIEPEBO3KU JIEKAPCTBEHHBIX MPENapaTroB i MEAMIMHCKOTO MPUMEHEHHS,
YTBEPKACHHBIMU MUHUCTEPCTBOM 3/1paBooxpaHeHus Poccuiickoin Penepannu;

KON  JOKYMEHTOB  (CBEIEHHWI),  MOATBEPXKIAIOIIUX  HAIWYUE
coOCTBEHHOM KypbepcKoit CITY>KOBlI, uMeroIen obopynoBaHue,
oOecrieynBaroliee MOAJEp)KaHUE HEOOXOAUMOr0 TEMIIEPAaTypHOIO pPeKUMa
JUISL IOCTaBKM TEPMOJIAOMIIBHBIX JIEKAPCTBEHHBIX MpPEnaparoB, WIK JOTOBOpa



C UHBIMH JIMIAMU, OCYLIECTBIISIIOIIMMH JIOCTABKY C HCHOJIb30BAHUEM TaKOI'O
000py10BaHUS;

KOMUH  JOKYMEHTOB  (CBEIEHHUI),  MOATBEPNKAAIOUIUX  HATIWYUE
AJNIEKTPOHHOM  CHUCTEMbl TulaTeked u  (WJIM) MOOWMIIBHBIX — TUIATEKHBIX
TEPMHUHAJIOB, MPEJHA3HAYEHHBIX [JI MPOBEIACHUS DSJIECKTPOHHBIX IUIATEXKEH,
B TOM YHCJE C IOMOIIbIO OAHKOBCKHX KapT, HEMOCPEACTBEHHO B MECTE
OKa3aHUus yCIYTH.

3asBieHMe W OpuiaraeMble K HEMY JOKYMEHTBl  (CBeIeHUs),
NOJNMKUCAHHBIE W 3aBEPEHHbIC YCUJICHHOW KBaJU(UUIHUPOBAHHON 3JIEKTPOHHOM
MOJANMKUCHIO JTUOO0 YCUIEHHOW HEKBATU(UIMPOBAHHOW SJEKTPOHHOU MOAIUCHIO
dbusznyeckoro ymna, cepTUdUKAT KIOYa TPOBEPKH KOTOPOM  CO3l1aH
U uCroyib3yeTrcss B HUHPpacTpykType, oOecrneuuBaromie HHPOPMAIMOHHO-
TEXHOJIOTUYECKOE B3aUMOJICHCTBUE MH(POPMAIIMOHHBIX CUCTEM, HCIOIb3YEMbIX
Il TPENOCTaBIEHUS  TOCYAApCTBEHHBIX W MYHHULIUNAIBHBIX  YCIYT
B DJIGKTpOHHOM ¢opme, B ycraHoBieHHOM [IpaButenbctBoMm Poccuiickoit
@denepand  TOpSIIKE MpU  TOoAade  3asBIEHUS  (DUIMYECKUM  JIUIOM,
MPEACTABIAIONIMM  HMHTEPEChl  IOpUJIMYEcCKoro  Jjuma  (Ipu  HaJu4uH
B DJICKTpPOHHOW (opMe B MAIIMHOYUTAEMOM  BHUJE JOBEPEHHOCTEH,
MOJITBEPKAAIOMIMX ~ COOTBETCTBYIOIIME  TOJIHOMOYHSI),  MPEICTaBISIOTCS
B MOpSIAKE, YCTaHOBJICHHOM aIMUHHUCTPATUBHBIM pErIaMEHTOM,
C MCIIOJIb30BAaHUEM E€IUHOI0 IopTaa.

8. B 3asBrieHHMN yKa3bIBAIOTCS CIECAYIONINE CBEICHUS:

a) apec IPUANIECKOrO JIUIA U aIpeca ero CTPYKTYPHBIX MOAPA3AEICHUN
(pU HAJTMYHMK CTPYKTYPHBIX MOPA3ACICHUN );

0) anpec mecta (ampeca MeCT) OCYIIECTBICHHUS PO3HUYHOM TOPTOBIU
JIEKapCTBEHHBIMU TPENapaTamu;

B) ajpec caita (ampeca caiitoB) B ceru "HuTepHer" u uHboOpmarus
O MOOWJIBHOM TPWIOXKEHUH (MpU HATWYUHM), MPUHAIJICKANUX aNTECYHOU
opraHu3anuu U (W) BIAJIETBIly arperaropa, B Ciiydae 3aKIIOYeHHS alnTeYHOU
Opra’u3anyen 10roBopa, MpeayCMOTPEHHOIO ITYHKTOM 5 HacTosIIMX [IpaBu,
C BJIQJICJIBIIEM arperaropa.

8. [Ipy 3aKkiarO4YeHrMH anTeYHOM OPraHU3alUel, UMEIOIIEH pa3pelicHue,
C BUAmeNBbIEM arperatopa IOTOBOPA, MPEIyCMOTPEHHOrO IMyHKTOM 5'
HacTosimmx [IpaBwi, pacTOp>KeHWH TaKOTro JIOrOBOpa JUOO W3MEHCHHH
CBEJICHHI, MPEIyCMOTPEHHBIX IMyHKTOM &8 Hacroamux IlpaBui, anrteuHas
opraHuzanusi B TedeHue 3 paboumx JHEW CO JHS 3aKIIOYEHUs 0TOBOPA,
pacTopKeHUsI JOTOBOpa JMOO W3MEHEHUS YKa3aHHBIX CBEJACHHUN HaIpaBiseT
C UCIOJIb30BaHUEM eauHOro moprtana B DemepanbHyro Ciyxk0y MO HaI30py



B cepe 31paBOOXpaHEHHUs 3asBJICHUE O BHECEHHWU H3MEHEHUH B pPEECTp
BBIJIAaHHBIX ~pa3pelieHuil (lajgee - peecTp paspelieHuii) ¢ yKa3aHHeM
COOTBETCTBYIOIIUX CBEJICHUA M TPUIIOKEHUEM KOMHHM JoroBopa (B ciydae
€ro 3aKJIIOYCHHUS).

3asBlICHHE O BHECEHUU U3MEHEHHI B PEECTP Pa3pELICHU, NPUIaracMble
K HEMY CBEJICHHS U KOIHUS JI0roBopa (B ciayyae ero 3aKJIIOUeHHUs ), MOAIMUCaHHbIE
U 3aBEpPEHHbIC YCUJICHHOW KBAJIU(DPUIIMPOBAHHON 3JIEKTPOHHOW MOAIUCHIO
aM00  YCUJICHHOM  HEKBAIU(DUIIMPOBAHHOW  3JEKTPOHHOM  MOJIHUCHIO
dbusznueckoro ymna, cepTUdUKAT KIOYa TPOBEPKH KOTOPOM  CO3laH
U UCIOJIb3yeTcss B HUH(QpacTpykType, oOecreyuBaromein HHPOpMalUOHHO-
TEXHOJIOTUYECKOE B3aUMOJICHCTBUE MH(POPMAIIMOHHBIX CUCTEM, HCIOIb3YEMbIX
U1l TPENOCTaBIEHUS  TOCYAApCTBEHHBIX W MYHHULIUNAIBHBIX  YCIYT
B DJIGKTpOHHOM ¢opme, B ycraHoBieHHOM [IpaButenbctBoMm Poccuiickoit
denepanu  TOpsSIAKE TpU  MoJade  3asBICHUS  (DUIUYECKUM  JIUIOM,
MPEACTABIAIONIMM  HMHTEPEChl  IOpUJIMYEcCKoro  Jjuia (Ipu  HaJu4uH
B DJICKTpOHHOW (opMe B  MAIIMHOYMTAEMOM  BHUJE JOBEPEHHOCTEH,
MOJITBEPKAAIOMIMX ~ COOTBETCTBYIOIIME  TOJIHOMOYHSI),  MPEICTaBISIOTCS
B MOpSIAKE, YCTaHOBJICHHOM aIMUHHUCTPATUBHBIM pEeriIaMeHToM,
C UCIIOJIb30BAHUEM €IMHOTO MOPTaja.

[Ipu noctymnenun B DenepanbHyro ciyx0y Mo Haazopy B cdepe
3IpaBOOXPAHEHUs 3asBJICHHS O BHECEHHWU W3MEHEHHM B pPEECTp pa3pellICHUid
®denepanbHas ciayx0a mo Ham3opy B cdepe 31paBOOXpaHEHUS MPUHUMAET
pELICHuE:

O BHECEHUMHM U3MEHEHUW B PEECTp pa3pelieHUid B COOTBETCTBUU
¢ myHKTOM 9 Hactosimux [IpaBui;

00 OTKa3ze BO BHECEHWU H3MEHEHUW B PEECTp paspeliecHuil B ciydae
BBISIBJICHUST OOCTOSITENIbCTBA, YKa3aHHOTO B moanyHkre "0" myHkTa 29
Hactossux [IpaBui, ¥ IpeKkpaleHun IeUCTBUS Pa3peICHHUS.

9. Pemennie o BbIIade paszpeiieHus, 00 OTKa3e B BblJaue paszpernicHus,
O BHECEHUM M3MEHEHHM B PEECTp paspelieHud WM o0 OTKa3e BO BHECEHUU
W3MEHEHU B peecTp paspemnieHudt npunumaetrcs DenepanbHON Cy»)00i
o Haa30py B cdepe 3ApaBOOXpAHECHHsS] B TEUCHHE S5 paboumx THEH cO JIHS
MOJIYYCHUST 3asiBJICHUS JMOO 3asBICHUS O BHECCHHM W3MEHEHHU B PEECTp
paspeleHuil.".

3. [Tynktel 11 u 12 u3M0XUTH B CIEAYIONIEH pelaKIIIu:

"11. YBenomneHnue 00 OTKaze B BbIJa4€ pa3pelICHUs C YyKa3aHHEM
OCHOBAHHUS OTKa3a HAIpaBJIECTCS aNTEYHOW OpraHu3alld C UCIOJIb30BaHUEM
€UHOTO MOopTaia B ICHb MPUHATHS TAKOTO PELICHUS.



12. PeructpannoHHbIN HOMED pa3peLICHUIO MIPUCBANBACTCS
C WCIOJb30BaHHEM (enepanbHOM TOCyAapCTBEHHOW  HMHMOpPMAIMOHHOU
cucteMbl "@enepanbHblil pEECTpP TOCYAAPCTBEHHBIX M MYHULMIAIBHBIX YCIYT
(byHKIIHIN)".

®denepanpHas ciyk0a 1Mo Haa30py B cdepe 3apaBooXpaHeHus] GOPMUPYET
Y BEJIET B DJICKTPOHHOM BUJE PEECTP Pa3pEIICHUI.

Benenne  peectpa  pa3pelieHM  OCYHIECTBIISIETCS  CIIOCOOOM,
o0ecCIleynBaIIUM aBTOMaTHYeCKoe (HOPMUPOBAHKME BBITUCOK U3 pPeecTpa
paspenieHuil B 3JEKTpOHHOM ¢opMe ¢ HaHeceHMeM Ha Bbimucku QR-kxona,
C MOMOIIIBI0 KOTOPOTo oOecreynBaeTcs epexo1 Ha cTpaHuily B cetu "MHtepHet",
coZEpKallel CBEICHUS U3 PEECTPa pa3pelICHUM.

Brinucka u3 peectpa paspelieHui, BbljaBaeMasi Ha OyMaXXHOM HOCHUTEIE,
MOAIKUCHIBACTCS YIIOJHOMOYEHHBIM JIOJDKHOCTHBIM JIMLIIOM TEPPUTOPUATBHOIO
oprana ®enepanbHOl CiIyxk0bl TO HAA30py B cdepe 3ApaBOOXpaHEHUs
COOTBETCTBYIOIIETO CcyObekTa Poccuiickoit ®depepanuu, a mnpenocTaBisieMas
B (¢dopMe DBJIEKTPOHHOIO JOKYMEHTa, - YCHUJIEHHON KBamupUIIUPOBAHHOM
AJIEKTPOHHOM MOIIIUCHIO.

Brinucka u3 peectpa paspenieHud Ha OyMa)KHOM HOCHTEINE BbIJACTCS
3asBUTEIII0 HEINOCPEICTBEHHO B TEPPUTOPUAIBHOM oprane @enepaiabHOU
CIykO0bl 1O Haa3opy B cdepe 3ApaBOOXpPAaHEHUS COOTBETCTBYIOIIETO
cyorekta Poccuiickoii @enepanuu, a B (QopMe IIIEKTPOHHOTO JTOKYMEHTa
MPEIOCTABISACTCS € HCHOJIb30BAaHWEM  €IMHOro  Iopraja.  Brigaua
(mpemocTaBieHUE) BBIMUCKA M3 peecTpa paspelieHuil OcCyIIecTBIseTcs 0e3
B3WMaHUsI TIaThL.".




