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ITOCTAHOBJEHUWE
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MOCKBA

O BHecennu u3meHeHuii B IlpaBuiia Beliauu pa3perieHust
HA 0CYLIeCTBJICHHE PO3ZHHUYHOM TOProBJIU JIeKapPCTBEHHbIMU
npenapaTtamMu AJisi MeJUIHHCKOT0 MPHUMeHeHHsI JUCTAHIIHOHHBIM
Croco00M, 0CyiecTBJICHHsI TAKOH TOProBJIM M 10CTABKH
YKa3aHHBIX JIEKaPCTBEHHBIX [IPENapaToB rpakaaHaM

IIpaBurenscTBO Poccuiickon Oenepaiii mn0 CTAaHOBJI A€ T ¢

YTBepauTh npuiiaraéMble W3MEHEHHs, KOTOopble BHOCATCA B IIpaBuna
BBIJAYM PA3pELICHUsI HA OCYIIECTBICHUE PO3HUYHON TOPrOBJIM JIEKAPCTBEHHBIMU
npernapaTaMu Il MEAUIIMHCKOTO TMPUMEHEHUS JUCTAHIIMOHHBIM CIIOCOOOM,
OCYIIIECTBJIEHUS] TAKOW TOProBIM U JOCTAaBKM YKa3aHHBIX JIEKAPCTBEHHBIX
MpernapaToB rpakJaHaMm, YTBEPXKIACHHbIE TocTaHOBIeHHeM IlpaBuTenbcTBa
Poccwuiickoit @enepanmu ot 16 mas 2020 r. Ne 697 "O06 yrepxknenun [Ipasun
BbIJJAUU Pa3pPEIICHUsI HA OCYIIECTBIICHUE PO3HUYHONW TOPTOBJIU JIEKAPCTBEHHBIMU
npemnapaTaMu Il MEOUIIMHCKOTO TPUMEHEHUS JUCTAHLIMOHHBIM CIIOCOOOM,
OCYIIECTBJIEHUS] TAaKOW TOProBJIM U JOCTAaBKM YKA3aHHBIX JIEKQPCTBEHHBIX
MpernapaToB TpPaKJaHaM W BHECEHWUM W3MEHEHU B HEKOTOPbIE AaKThI
IIpaButensctBa Poccuiickoii Denepanuu 1Mo BOMPOCY PO3HUYHOW TOPTOBJIU
JIEKaPCTBEHHBIMU NpenapaTaMu JUIsl MEAULIMHCKOTO IPUMEHEHUS TUCTAHIIMOHHBIM
cnocoboM" (Cobpanmue 3akoHOAarenbcTBa Poccmiickoit deneparmm, 2020, Ne 21,
ct. 3278; 2021, Ne 23, ct. 4071).
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YTBEPXJIEHDBI

nocta”HoByieHneM [IpaBurenscTBa
Poccuiickoii @enepanun
ot 18 despans 2023 r. Ne 272

M3MEHEHMU 4,

KOTOPbIC BHOCATCH B HpaBnﬂa BbIJIaYU pa3pe€iicHusd HaA O0CyIIECTBJICHHUE
p03HI/I‘-IHOﬁ TOProBJIM JICKAPCTBCHHBIMU IIPpE€NnapaTaMu AJid MCAUIIUHCKOI'O
NPUMECHCHHUA TUCTAHIHOHHBIM CHOCOﬁOM, OCyII€CTBJICHUSA TaKOM TOProBJi

H JO0CTABKH YKA3aHHBIX JICKAPCTBCHHBLIX ITPEMNAPaTOB I'PaKaIaHaM

1. ITyHKT 6 npU3HATH YTPATUBIIUM CHUITY.

2. ITyHKTBI 7 - 9 U3I0KUTH B CJIEAYIOMIECH peaaKIuu:

"7.Bplgaua paspemieHuss Ha OCYIIECTBJIEHHE PO3HUYHOM TOPIOBIIH
JIEKAapCTBEHHBIMHU  TpenaparamMu  JUCTAHIMOHHBIM  cmocoOom  (mamee -
paspemieHne) ocymectBisierca  DenepaiibHOM  ciyxk00H 1O HAA30pY
B cdepe 3ApaBOOXpPAHEHUA B TOPAJKE, YCTAHOBJICHHOM aAMUHUCTPATHBHBIM
perjJaMeHToM, C  HWCHOJIb30BaHWEM  (pemepaimpbHOM  TOCYIApCTBEHHOM
UH(GOPMAITMOHHOM CUCTEMBI "EquHbIi MopTajg  TroCyJapCTBEHHBIX
¥ MYHHIIMIAIBHBIX YCIyT ((yHKIUH)" (Hanee - e JUHBIA TOPTaT).

JIns  momydeHus pa3pelieHHs] anTeyHas OpraHu3alus HamnpaBlIsIeT
3asBJICHUE O TIOJIYUCHHUH pa3perieHus (naiee - 3asBJICHUE) C UCIOIb30BAHUEM
JUYHOTO KaOWHETa Ha eIWHOM TIOpTaje B ABTOMATHUYECKOM PEKHAME
C PUJIOKCHHUEM

KON  JOKYMEHTOB  (CBEIEHWI), TOATBEPKIAONINX  HAJUUHE
00OpYyIOBaHHBIX TIOMEMICHWA (MECT) Uil XpaHeHUus CHOopMUPOBAHHBIX
3aKa30B B COOTBETCTBMU C TNPABWIAMH HAJJISKAIICH TMPAKTUKU XPaHEHUS
¥ TIEPEBO3KHU JICKAPCTBEHHBIX MPEMapaTroB i MEIUIMHCKOTO TPUMEHEHUS,
YTBEPKACHHBIMA MUHHCTEPCTBOM 311paBooxpanenus Poccuiickonn denepanuu,

KON  JOKYMEHTOB  (CBEIEHWI), TOATBEPKIAONINX  HAJUYHE
COOCTBEHHOM KypbepCKOit CITY>KOBI, UMEIOIIeH 000pyI0BaHME,
ofecreunBaroniee MOAAEPKAHNE HEOOXOAMMOro TEMIIEPaTypHOTO peXuMa
JUTST TOCTaBKHU TEPMOJIAOMIIBHBIX JIEKAPCTBEHHBIX MPEMaparoB, WA JOTOBOPA



C MHBIMH JIMLAMH, OCYLIECTBIISIOIIMMH JIOCTABKY C HMCIOJIb30BAHHEM TAaKOTO
000pyI0BaAHMA,

KOMUWA  JOKYMEHTOB  (CBENEHMWIi), TMOATBEPKIAIOIINX  HAJUYHE
AJIEKTPOHHON  CHUCTEeMBl IulaTeked ©  (MauM) MOOWIBHBIX — TUIATEKHBIX
TEPMUHAJIOB, MPEIHA3HAYEHHBIX JUI IPOBEICHUS OSJIEKTPOHHBIX IUIATEIKEW,
B TOM YHCJI€ C TIOMOIIbIO OAHKOBCKUX KapT, HEMOCPEJICTBEHHO B MECTE
OKa3aHHS yCIIYTH.

3asgBieHMe M [puiaraeéMble K HeMy JOKYMEHTHl (CBEICHHS),
MO/IMMMCAHHBIC W 3aBEPEHHBIC YCWICHHOW KBaIM(UIIMPOBAHHOW SJICKTPOHHOU
MONMUCHIO OO YCHJIEHHON HeKBATM(PUIIMPOBAHHON AIEKTPOHHON MOIMUACHIO
¢usuueckoro 5mna, CcepTUUKAT KIIOYa TMPOBEPKA KOTOPOW  CO3MaH
W UCHoJib3yercs B WHPpacTpykType, obecmeduBaromein wuHGOPMAIMOHHO-
TEXHOJIOTHYECKOE B3aUMOJCHCTBIE MH(POPMAITMOHHBIX CHCTEM, MCTIOIb3YEMBIX
JUIL  TPENOCTABICHHUS  TOCYJAPCTBEHHBIX W MYHHIUIAIBHBIX  YCIIYT
B DOJIGKTpOHHON ¢hopme, B ycraHoBieHHOM [IpaButenmsctBoM Poccuiickoii
denepanu  TOpPANKE TNPU  TOAAYe  3aABICHUSA  (DU3UUECKUM  JIUIIOM,
MPEACTABIIAIONIMM  WHTEPECHl  IOPUAMYECKOTO JiMma (mpu  HaJIWYdAd
B DJJIGKTPOHHOW (¢opMe B MAIMIMHOYMTAEMOM BHUJE JIOBEPEHHOCTEH,
MOJITBEPKAAIONINX  COOTBETCTBYIOIIME  TOJTHOMOYWSA), MPEICTABIIAIOTCA
B MOPSIKE, YCTAHOBJIEHHOM aIMUHUCTPATUBHBIM pEerjIaMeHToM,
C UCIIOJIb30BAHUEM €IMHOTO IMOPTAJIA.

8. B 3asBieHUYN YKA3bIBAIOTCS CIICIYIONINE CBEACHUS:

a) aJipec IOPUAMUECKOrO JIMIIA U aJpeca ero CTPYKTYPHBIX MOIpa3IeIeHHMA
(TpY HAJTMYHUHA CTPYKTYPHBIX TTOAPA3ACIICHU N );

0) angpec Mecta (agpeca MECT) OCYIICCTBIICHHWS PO3HHYHON TOPTOBIIH
JIEKapCTBEHHBIMHU MpPENapaTamu,

B) aapec cairta (ampeca caiitoB) B cern "MHTepHer" m wmHbopMamms
0 MOOWJIBHOM TIPWJIOKCHWH (TPU HAJWYWK), TNPUHAUICKANTNX AalNTeUHON
opranu3anuy u (WIM) BIIAJIEIbILy arperaropa, B cliydae 3aK/IFOUCHHS anTeuHON
OpraHuzanued JOroBopa, MPeayCMOTPEHHOTO MyHKTOM 5 ! Hacrostmux [IpaBumn,
C BJIAJIEIIBLIEM arperaropa.

8. IIpyn 3aKkmrOYeHrH anTeYHON OPraHu3alreil, UMEIOLIEH pa3peneHue,
C BIAeNbLEM arperaropa AOrOBOpA, IPEAYCMOTPEHHOrO IIYHKTOM 5'
Hactosmux [IpaBui, pacTop>KeHMHM TakKoOro J0roBopa JHOO W3MEHEHUU
CBEJICHHI, MPEIyCMOTPEHHBIX MyHKTOM & HacrosAmux IIpaBun, anrteuHas
opraHu3ainus B TedeHHe 3 paboumx JHEW cO JHS 3aKIIOUEHHsS J0roBOpa,
pacTop;KeHUs1 J10roBopa JUOO HM3MEHEHHUS YKA3aHHBIX CBEJICHUWM HaNpaBiIseT
C HUCIOJB30BaHUEM eaWHOro mnoptasia B DenepanpHyro city:k0y MO HAA30py



B cepe 3apaBoOXpaHEHUs 3asABJICHUE O BHECEHUM HU3MEHEHH B PEECTp
BBIJAHHBIX Pa3pelIeHuid (ajgee - peecTp paspelieHuii) ¢ yKa3aHueM
COOTBETCTBYIOIIUX CBEICHUNA W TPUIOKEHUEM KOIMUM JIOTOBOpa (B Ciydae
€ro 3aKITIOYCHHS).

3asBjIeHNE O BHECEHUU U3MEHEHHI B pEeCTp pa3pelleHui, npujaracMbie
K HEMY CBEJICHHS M KOIUS JIOTOBOpa (B CIIydae €ro 3aKIIOUeHUs ), TTOAMICAHHBIS
U 3aBEPEHHBIC YCWICHHOW KBAM(PHUIIMPOBAHHON AIIEKTPOHHON TMOMIMHUCHIO
am00  YCWJICHHOW  HEKBAIM(HIMPOBAHHOHW  3JCKTPOHHOW  IMOIITHUCHIO
¢usmueckoro 5mna, cepTUUKAT KIIOYa TMPOBEPKA KOTOPOW  CO31aH
W UCHoJib3yeTrcs B WHpacTpykrype, oOecneumBaromeid WH(OpPMaAIMOHHO-
TEXHOJIOTHYECKOE B3aUMOJCHCTBIE MH(POPMAITMOHHBIX CHCTEM, HCTIOIb3YEMBIX
UL~ TPENOCTABICHHUS  TOCYJAPCTBEHHBIX W MYHHIUIAIBHBIX  YCIIYT
B DJIGKTpOHHOH ¢hopme, B ycraHoBieHHOM [IpaButenmsctBoM Poccuiickoii
denepan  TOPANKE TMPUA  TOAAYe  3aSABICHUS  (DU3HUECKUM  JIAIIOM,
MPEACTABIIAIONIMM ~ WHTEPECHl  IOPUAMYECKOTO JiMma (mpu  HaJIWMddAd
B JJIGKTPOHHOM (¢opMe B MAIMIMHOYUTAEMOM BHJE JIOBEPCHHOCTEH,
MOJITBEPKAAIONMINX ~ COOTBETCTBYIOIUE  TOJTHOMOYWSA), MPEICTABIISAIOTCA
B MOPSIKE, YCTAHOBJIEHHOM aIMUHUCTPATUBHBIM pErIaMEeHTOM,
C UCIIOJIb30BAHUEM €IMHOTO IMOPTAJIA.

IIpu mocrymmennn B DenepanbHylo ciaykO0y 10 Ham3opy B cdepe
3IPABOOXPAHEHUS 3asBJICHUS O BHECEHMM W3MEHEHUW B PEECTP pa3pelIeHUi
GdenepanpHas cioyk0a 1Mo Ham3opy B cdepe 3apaBOOXPAHCHHS MPUHUMACT
peLIeHue:

O BHECCHMM U3MEHECHUW B PEECTP Pa3pPElICHUA B COOTBETCTBUHU
¢ myHKTOM 9 HacTtosmmx [Ipasu;

00 OTKaze BO BHECEHHM HW3MEHEHHW B PEECTp pa3pelieHuil B cCiydae
BBISIBJIEHHSI OOCTOSATENBCTBA, YKA3aHHOrO B IOAmyHkTe "0" myHkTa 29
Hactosmmx [IpaBui, u npekpaleHuy 1eMCTBUS Pa3pelIeHuUs .

9. Pemenue o BbIIaue paspeimieHus, 00 OTKa3e B BbIJAUE PA3PEIICHUS,
O BHECEHUU M3MEHEHUN B pEECTp paspeuieHuil wiam 00 OTKa3e BO BHECEHUH
U3MEHEHU B peecTp paspeineHuii npuHumaercs DenepanpbHOl ciykO00M
o Ham30py B cdepe 3ApaBOOXpAaHECHHUS B TeueHHWe S5 paboumx mHEH co IHA
MOJIYYEHHUs 3asBJEHUA JIMOO 3asABJICHUS O BHECEHUHM W3MEHEHUU B peecTp
pa3penieHui.".

3. Ilynktsl 11 u 12 u3noxuTts B clieayromei pelakiium:

"11. YBenomsienue 00 OTKa3e B BbIJAU€ pa3pelIeHUs] C YyKa3aHUEM
OCHOBAHMSI OTKA3a HAMPABJAECTCSA AlTEUHOW OPraHU3alMU C HMCIOJIb30BAHUEM
€IMHOr0 nmopTraja B I€Hb NPUHATHUSA TAKOTO PELLICHUS.



12. PeructpaurioHHbI A HOMEp Pa3pELICHUIO IIPUCBANBAECTCA
C WHCMOJb30BaHMEM (enepasibHONW TOCYAApPCTBEHHONW  MH(OPMAIIMOHHON
cucteMbl "@denepalibHbI peecTp rOCYyAApPCTBEHHBIX M MYHULMIAIBHBIX YCIIyT
(pysKIHiD)".

denepanpHas cmyx0a 1Mo Hag30py B cdepe 3apaBooxpaneHus popmMupyer
Y BEJET B 3JICKTPOHHOM BHUJE PEECTP PA3PEIIECHUM.

Benenne — peectpa  paspemieHMH  OCYIIECTBIISIETCA  CIOCOOOM,
o0ecreynBarommuM aBTOMaTHYeCKoe (OPMHUPOBAHHWE BBIMMMCOK W3 peecTpa
paspelleHnid B 3JCKTpOHHOM (opMe ¢ HaHeceHMeM Ha BeImucku QR-kona,
C MOMOIIBIO KOTOPOro 00ecreunBaeTcsl mepexo1 Ha cTpaHuily B cetu "MHtepHet",
COJIEPIKAIIEH CBEACHUS U3 PEECTPA Pa3pEIICHUM.

Brinucka u3 peectpa paspelieHuii, BbijapaemMas Ha OyMa)kKHOM HOCHTENE,
MOAIUACHIBACTCS YIOJHOMOYEHHBIM JIOJKHOCTHBIM JIMIIOM TEPPUTOPUATBHOTO
oprana ®enepampHON CIy>)kObI 1O HamA30py B cdepe 3mpaBOOXpPaHEHUS
COOTBETCTBYIOMIETO cyObekTa Poccuiickoii ®Denepauuu, a mpeaocTaBlisseMast
B (opMe dIEKTPOHHOTO JOKYMEHTa, - YCHJICHHON KBaIM(pUITUPOBAHHON
3JIEKTPOHHOM TOANHUCHIO.

Brinucka u3 peectpa paspelieHrii Ha OyMa>KHOM HOCHUTEJIE BbIJIAETCSA
3aBUTEI0 HEIMOCPEACTBEHHO B TEppUTOpUAIbHOM oprane @enepanbHOU
cykObl 1O Hag3opy B cdepe 3IpaBOOXPAHEHUS COOTBETCTBYIOIIETO
cyopekta Poccuiickoii @Denepanuu, a B (PopmMe 3JIEKTPOHHOTO JTOKYMEHTa
NPEOOCTABISACTCA € MUCIOIB30BAaHUEM  €IMHOro  mnopTasa.  Brimaua
(mpenocTaBjieHHE) BBIMHCKUA M3 peecTpa paspelieHuil OCyIecTBIisieTca 0e3
B3MMaHUs IUIATHI.".




