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06 yrBep:xaennn Ilepeuns 10KyMeHTOB, NOATBEPKIAIOLIIHX COOTBETCTBHE ANITEYHOH
OpraHu3anuH TPeOOBaHHAM, JAI0IIHM NPABO HA OCyLlIeCTBJIeHHEe PO3HHYHOMH
TOProBJIH JIEKAPCTBEHHbIMH NPENapaTaMH VI MEAHIHHCKOr0 NPUMeHEeHHS

AHCTAaHIHOHHBIM cniocoboMm, Ilopsinka Begenns peecTpa BhIIAHHBIX pa3pellieHHH Ha
OCYHIECTBJICHHE PO3HHYHOH TOProBJ/IH JIEKAPCTBEHHLIMH NpeNapaTaMu AJis

MEIHIHHCKOro NPHMEHEHH NHCTAHIHOHHLIM cI0co60M H (pOPM JOKYMEHTOB,
Hcmoab3yeMbix PefepalbHoOi ciay:xboii mo Haa3opy B cdepe
3APaBOOXPaHEHHS NIPH BbIade pa3pelieHusl Ha OCYIeCTBIeHHe POSHHYHOH
TOProBJIH JIEKAPCTBEHHBIMH NpPENapaTaMH AJisi MEAHIIHHCKOro IPAMeHeHHS
AMCTAHIHOHHBIM CNOCOO0OM

B  coorBerctBuM ¢  wacteio 1.1  crateM 55 — @epmepanbHOro - 3aKoHa
or 12 anpens 2010 r. Ne 61-®3 «O6 obpaieHnH JeKkapcTBeHHBIX cpeacts» (Cobpanue
3aKoHOAaTebCTBa Poccuiickoit @enepanyu, 2010, Ne 16, ct. 1815; 2020, Ne 14, ct. 2035)
u nynaktamud 6, 7, 12, 30 IlpaBun BeIZaud paspelleHHs Ha OCYLIECTBIIEHHE PO3HHYHOM
TOPTOBIIM  JIEKapCTBEHHBEIMM  IpenaparaMd Ui MEIWIHHCKOTO  IPUMEHEHHs
JHUCTaHIIMOHHEIM CIOCOOOM, OCYIIECTBIICHHS TaKOW TOPTOBJIM M JOCTaBKHM YKa3aHHBIX
JEKApPCTBEHHBIX  MpENapaToB  rpaXKAaHaM,  YTBEPXKIEHHBIX  IIOCTAHOBICHHEM
IIpaButensctBa Poccumiickoit @epepanuu ot 16 Mas 2020 r. Ne 697 (OduumansHEIi
HUHTEPHET-TIOPTal IpaBoBOi MHGpopmauuu http://www.pravo.gov.ru, 18 mas 2020 r.),
NPpHKa3blBalo:

YTBEepAUTE:

1. IlepeyeHs OKYMEHTOB, IOATBEPKAAIOMINX COOTBETCTBHE AITEYHOM OpraHU3alHK
TpeOOBaHKMAM, NAOMMM IIPaBO Ha  OCYINECTBIEHHWE pO3HHYHOW  TOPrOBIH
JIEKapCTBEHHBIMH IIpelapaTaM¥ Ui MEOULMHCKOTO IPHMEHEHHS AUCTaHIHOHHBIM
ciocobom (nmprioxenue Ne 1).

2. Tlopsmok BeneHMs peecTpa BBINAHHBIX pa3pellicHMil Ha OCYIIECTBICHHE
PO3HUYHOM TOProBIM JIEKAPCTBEHHBIMH IIpenapaTaMM I MEAMIUHCKOTO IPUMEHEHHS
JOMCTaHIIHOHHBIM criocoboM (mpunoxkerue Ne 2).

3. ®opMy 3asfBICHHS O MONYYSHWM Da3pellieHWs Ha OCYIECTBICHHE PO3HHYHOM




TOPrOBJIA  JICKAPCTBEHHBIMH  IIpemaparaMM  IUIS  MEAMIHHCKOrO  IPUMEHEHHS
JUCTAaHIHOHHEIM CIIOCO00M (mpritoxkeHHe Ne 3).

4. ®opMy pa3pelIeHHs Ha OCYLIECTBICHHE PO3HHYHOM TOPrOBIH JIEKAPCTBEHHBIMH
npernapaTaMH AN MEIUIHHCKOTO IPUMEHEHUs TUCTAHIIHOHHBEIM CIIOCO60M (TIPHIIOKEHHE
Ne 4).

5. ®opMy pellleHHs O NpeKpalleHHH ICWCTBHS pa3pelleHHs Ha OCYIIECTBIECHHE
PO3HHYHO!M TOProOBIIM JIEKAPCTBEHHBIMH IpeNapaTaMH JUIS METUIIMHCKOTO IPHMEHEHHS
OUCTaHIIMOHHBIM crioco6oM (mpusioxenne Ne 5).

—

PyxoBogurens A .B. Camoiinopa
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Ipunoxenue Ne 1
K ripuka3y DenepansHoit ciyxOb! o
Haa30py B cdepe 3ApaBoOXpaHEHU
o1/ ¥. 20 2e20Ne 4.7 G4y
Ilepeuenn

AOKYMEHTOB, IOATBEPKAAIOIIHX COOTBETCTBHE ANTEYHOH OPraHu3auu
TPeGOBAHHAM, JAIOLIHM NPAaBO HA OCYIIECTB/ICHHE PO3HHYHOK TOProB.H
JIEKAPCTBEHHBIMH NpenapaTaMu AJisl MeJHIHHCKOro NPUMeHeH st
AUCTAHIHOHHBIM CIOCO0OM

1. JlokymeHTBl (CBeNeHUS), IOATBEPXKIAIOIME OCYIIECTBICHHE AITEYHOM
opraHuzauuedl  ¢apMmaneBTHUECKOH JeATENbHOCTH HAa Teppurtopwu Poccuiickoi
@enepaunu (He MeHee 10 mecr).

2. ToxyMeHTHI (CBECHHS), OATBEPKAAIOIVE HANUIME Y anTeYHOM OpraHu3aluy
00OpyZOBaHHBIX TIOMEIeHUH (MecT) s XpaHeHHus COOPMHPOBAHHEIX 33KA30B B
cootBercTBUM ¢ IlpaBunamu Hamnexaumiel TPakTHKM XpaHEHHS M IIEPEBO3KH
JIEKapCTBEHHBIX MpPENaparoB i MEQUIMHCKOTO TpPUMEHEHWs, YTBEPXICHHBIMH
npukazoM MuHucTepcTBa 34paBooxpaHenus Poccuiickoit ®Demepamum ot 31.08.2016
Ne 646n (mamee - [IlIpaBuna Hajnexamell NPaKTHKH XpaHEHUS W IEPEBO3KH
NIeKapCTBEHHBIX NpenaparoB) (GoTo - ¥ BHJEOMATEPUAIIBI), B TOM YHCIIE:

NOKYMEHTH! (CBEICHHS), MOATBEPXKIAIOMAE HATMYNE TPHHANIEKAMUX AITeYHON
OpraHu3aliiy Ha MpaBe COOCTBEHHOCTH MM Ha MHOM 3aKOHHOM OCHOBaHMH IIOMELIEHHI C
KOHKpeTH3aliel HOMEPOB MaTepHAIbHBIX KOMHAT U1 XpaHeHHWs CPpOpMHPOBAHHBIX
3aKa30B;

AOKYMEHTHI (CBEJEHMs), NOATBEPXKAAIONIME HAIWYHE Y anTeYyHOW OpraHd3aluu
o0opyJOBaHMs, HCIIONB3yeMOro B Ipolecce XpaHeHHs COHOPMHPOBAHHEIX 3aKA30B
(o60poTHO-CcanbaoBass ~ BEAOMOCTb, TOBapHble  HaKIagHble, TOBapHBIE  YEKH,
WHBEHTAPH3ALMOHHBIE ONKCH, KAPTOUKHU H AP.), 2 AMEHHO:

CHCTeMbI KOHAUIMOHUPOBAHMUS;

XOJIOAMIbHBIE KaMephl U (WIH) XOJIOAUIEHAKH;

BEHTWIALMIOHHAsI CUCTEMA;

TEPMOTHIPOMETPHI (IICHXPOMETPHI) MM WHOEe 00OpYyJOBaHWE, HCIONb3yeMOe i
perucTpalyy TeMIIEpPaTypHI ¥ BIAXXHOCTH B TIOMELIEHHUX.

3. Ceenenvisi, NOATBEPXKAAIONINE HATMYME Y allTEYHOH OpraHu3alliM caiita (CaiiToB) B
MH(QOPMaLMOHHO-TEIEKOMMYHHIKaLMOHHOH ceTH «MHTepHeT» (Hainee - ceth «VIHTEpHET»):

Ccplika Ha caliT (caiiTsl) B cet «VIHTEpHETY.

Hudbopmauys o MoOMIbHOM npritoxeHHd (TPH HaJIM4KH) (CCHUIKA Ha CKAYHBaHHUE
IUCTpUOYTHUBa UM MIPUIIOXKEHHUS B ceTH «VIHTepHET»).

4. JlokyMeHTBI (CBeeHHS), TIOATBEPKIAIOIINE HAIMYKME y aNTeYHOH OpraHu3alum
cOOCTBEHHOH Kypbepckod ciyxObl, wuMeLiell 000pyxoBaHHe, O00ECIICUMBAOILEE
NoAfiepXKaHue HeOOXOAMMOro TEMIIEPATYPHOTO PeXUMa AJIs JOCTABKH TEPMOJTAOHIBHBIX
JIEKapCTBEHHBIX IIpenapaToB, MM JOTroBopa cO CIyx00i KypbepcKOM JIOCTaBKH,
uMeloIel Takoe 000pyJOBaHHUE:




JDOKYMEHTHl  (CBeHEHWd),  ITIOATBEPXKIAIOUIME  HAIM4He  0OOpYIOBaHHS
(TepMOKOHTEHHEPHI, TE€PMOOOKCH], CYMKH-XONONWIBHHKH, JIOITEpHl, JATYAKH YydeTa
TEMIIEpaTypsl M Ipodee), 0OECHEYMBAIOIIETO  MOANEPKAHWE  HEOOXONMMOro
TEMIIEPATypPHOrO DPEXHMa [/ HOCTaBKM JICKapCTBEHHBIX IpenaparoB (0GOpOTHO-
canpoBasg BEJOMOCTh, TOBapHBIE HaKJIanHbIe, TOBapHBIE YEKH, MHBEHTAPHU3ALMOHHLIE
OIIMCH, KAPTOUKH U JP.);

UM JOroBop (CBEIEHUs O AOTOBOPE) CO CIyk00ii KypbepCcKO#i JOCTaBKH, HMeIoHIei
obopynoBaHue, obecneyuBaollee MOANEpKaHHE HEOOXOOUMOIO TEMIIEPAaTypPHOIO
peXxuMa s JOCTABKM TEpMONAOMIBHBIX JIEKAPCTBEHHBIX MPENapaTroB, B KOTOPOM
yKa3bIBalOTCS OOS3aHHOCTH KaKIOM M3 CTOPOH JOrOBOpa, MOPANOK MJEHCTBHN M
OTBETCTBEHHOCTh CTOPOH, I€pe4eHb 00OpynOBaHUs, O0ECIEUHBAIOLIETO IOANEPKAHHE
HeoOXO0MMOro TEMIIEPAaTypHOTO PEXHMa JUIS JOCTABKH JIEKapCTBEHHBIX HPENapaToB.

5. JIokyMeHTHI (CBeA€HHS), IOATBEPHAAIOIIHME HANUYNE Y aNTeYHOM OpraHu3aiuu
3ACKTPOHHOM CHCTEMBI IUIaTeXXed M (WiM) MOOWIBHBIX IUIATeXHBIX TEPMHHAIIOB,
NpeAHa3Ha4YeHHBIX IS IIPOBENEHUS DJIEKTPOHHBIX IUIATEXEM, B TOM YHCIE ¢ ITOMOIIBIO
0aHKOBCKHUX KapT, HEIIOCPEACTBEHHO B MECTE OKa3aHHUS YCIIYTH:

PErUCTpallHOHHBIE HOMEPa KOHTPOJIBHO-KAaCCOBOM TEXHHMKH, MpeaHa3HAUEHHON s
NPOBEACHH JIEKTPOHHBIX INaTeXed, B TOM YHCIe C IOMOIIBI0 OaHKOBCKUX KapT,
HETOCPEACTBEHHO B MECTe OKa3aHHUs yCIyTH;

CBEICHHS, NOATBEPXIAIOIE PETUCTPAlMI0 alTeYHOH OpraHW3alH¥ B CHCTEME
9JIEKTPOHHBIX ILJIaTEXEeH.




Ipunoxenne Ne 2
K npukasy ®enepanbHo# CiryXObI M0

Haz30py B cepe 3ApaBOOXpaHEHMS
orL&. P8 . 20N0 #5 ¥4/

Hopsaox
BEJIEHHS peecTpa BbIAAHHBIX pa3pelleHHil HAa OCYIeCTB/IeHHE
PO3HHYHOH TOProBJIH JeKapCTBeHHbIMH NpenapaTaMH ANl MeIHIHHCKOI0
NpHMEHEHHS JHCTAHHHOHHBIM CHOCOO0OM

1. Hacroammii IlopsAmok ompezenser NpaBWia BeAEHHS peecTpa paspelleHdi Ha
OCYIIIECTBJIEHHE PO3HUYHOM TOProOBJIM JE€KapCTBEHHBIMU IIperapaTaMu I MEAULHHCKOrO
NPUMEHEHHS  JWCTaHIMOHHBIM  croco6oM  (fmanee —  peecTp),  BBIAAHHBIX
TCPPUTOPHATIBHEIMU ~ opraHaMd  ®exepanpHod cioyx0el NOo Ham3opy B cdepe
3IpaBOOXpaHeHHsl 110 cyObekraMm Poccuiickoit ®enepanuu (nanee - TeppUTOPHANBHEIE
oprassl Poc3apaBHaa3opa).

2. Benenue peecTpa OCYILECTBIISETCS B JIEKTPOHHOHW (OpMe M BKIOYAeT B cels
cbop, CHCTeMaTH3alldIO, H3MEHEHHE, XpaHeHHe ¥ OOHOBIEHHE MOCTYNAOLIEH
nHGOpMaLMK TEPPHTOPHATIBHEIMU OpraHamMu Poc3apaBHaizopa.

3. OcHoBaHMEM MJI1 BHECEHHS COOTBETCTBYIOIUEH 3allCH B PEECTp ABIAETCA
NIPHHATHE TEPPUTOPHATIBHBIMU opraHaMu Poc3apaBHaa3opa pelieHus:

1) o BEIIaYe pa3pellieHHs Ha OCYIIeCTBIeHNe POZHUYHOM TOPTOBIIH JIEKAPCTBEHHBIMU
npenaparaMu JUis MEQMLMHCKOIO NIPHMMEHEHUS AWCTAaHLIMOHHBIM CIIOCOOOM (maiee —
paspelienmue);

2) 0 IpeKpaleHu! NeHCTBHA pa3peiIeHHs.

4. Kpome cirydaeB, yka3aHHBIX B IyHKTe 3 Hacrosmero Ilopska, COOTBETCTBYIOLIAs
3aIMCh B PEECTP BHOCHTCA IO PEIEHHIO TEPPUTOPHANIBHBIX OopraHoB Poc3apaBHanzopa B
ClyyasX TOJy4eHHs OT (elepaibHOTO OpraHa  HCIOJIHHTENBHOM  BJIACTH,
OCYHIECTBILTIOLIETO T'OCYAAPCTBEHHYIO PErHCTPalUi0 IOPHUAHYECKUX JIMI[, CBEJEHHH O
IPEKpaIleHUH IOPUANIECKUM JIUIIOM AeATETbHOCTH.

5. BHeceHMIO B peecTp NOoJIeXar CiaeIyIoLIie CBeIeHH:

1) HauMeHOBaHKe TeppUTOpHAIBbHOrO oprana Poc3npaBHam3o0pa;

2) nonHoe GUPMEHHOEe HAMMEHOBAHUE IOPUANIECKOrO JIHLa (Ha pYCCKOM S3BIKE);

3) OCHOBHOM TOCYHapCTBEHHBIH pErHCTPalliOHHBIA HOMEpP IOPUAMYECKOro JHIa
(OI'pH);

4) nneHTHUKALMOHHBIN HOMep HanoromiaTensinuka (MHH);

5) anpec IOpPUANYECKOTO JIMIA ¥ er0 CTPYKTYPHBIX oApasaesieH i (IIpy HaIuumK);

6) anpec calita anTeyHoii opranusanyy B ceTu «HTEpHETY;

7) nHbOpMaiusi 0 MOOCHIBHOM NIPUIOKEHHH (IPH HATHYMK);




8) HOMep M JaTa IpHKa3a TepPPUTOPHANBHOrO opraHa PocsapasHag3opa o Bbliaue
paspelieHus;

9) HoMep U laTa PerucTpaluy paspelicHus;

10) ocHOBaHus, [naThl BBIHECEHHS peIIeHHH TEPPUTOPHAILHOIO  OpraHa
PocsnpaBransopa o NpeKkpalieHuH AeHCTBU pa3pelieHus ¥ PeKBU3HUTH TAKUAX PEILCHIIN.

6. Teppuropuanshsle opraHbel Poc3npaBHag3opa BHOCAT B pPeecTp YKa3aHHBIE B
nyHkre 5 Hacrosmero Ilopsnka cBedeHHs B JAeHb NPHHATHA WMH pEIUCHHUH,
IpelyCMOTPEHHBIX IMyHKTOM 3 Hactosmero [lopsaka, 1100 B CHb TIONyYeHHs CBEAECHUIHA,
yKa3aHHBIX B ITyHKTe 4 Hacrosmero Ilopska.

7. PervcTpauHOHHBIN HOMED 3allMCH O Pa3pelleHnH, IPHCBAUBACMBbIl IPH BHECEHHH
CBEJICHHM B COOTBETCTBYIOLIMH pa3liesl €IHHOTro peectpa, (GopMHpYeTCs CliedyIOIIHM
obpazom:

7.1. AT - xop cepuwu;

7.2. Kox cy6nexra Poccuiickoil @enepanuu, KOTOPhIH YKa3bIBaeTCA B COOTBETCTBHH
¢ IlepeuyneM HuUGPOBBEIX KOAOB peruoHOB Poccuiickoit Denepanuu, NPUMEHSEMBIX Ha
OnaHKax NaclopTOB TPAHCHOPTHAIX CPEJCTB W MAaCIOPTOB IACCH TPAHCIOPTHBIX CPECTB,
YTBEPXKAEHHBIM IpHKa3oM MunucTepcTBa BHYTpeHHUX nen Poccuiickoit Denepanuwm,
MunucTepcTBa MNPOMBIIUIEHHOCTH ¥ OHEpreTukd Poccumiickoit ®enmepauun H
MuHHCTEpCTBa SKOHOMHYECKOTO pa3BUTHS U ToproBiu Poccuiickoit ®@enepanun ot 23
uroHa 2005 1. Ne 496/192/134 (3apeructpupoBan MUHHCTEPCTBOM rocTHIMM Poccuiickoi
Denepanuu 29 urons 2005 r., peructparuosHsiil Ne 6842), ¢ ”3MEHEHUSIMH, BHECEHHBIMH
nprKasoM MpuHHcTepcTBa BHYTpeHHHX ZHen Poccuiickoii ®enepaumu, MuHucTepcTBa
NPOMBILIIEHHOCTH U 3HepreTuku Poccuiickoit denepamiv u ®epepansHoil TaMOXXEHHOM
cayx6b1 Poccmiickoit ®epeparmu ot 24 asrycta 2006 1. Ne  659/192/804
(3apeructpupoBan MunuctepcTBoM rfoctunuu Poccuiickoit @eneparyu 3 oktabps 2006
I., perucTpanuonnsiil Ne 8357), mpuka3zamMu MuHHCTEpCTBa BHYTPEHHHX el Poccuitckoit
Qenepauyu, MHUHHCTEPCTBA NTPOMBILUIEHHOCTH U ToproBiu Poccuiickoit ®enepauuu u
DenepansHoil TaMOXeHHOH ciyx6p1 Poccuiickoit @enepanyu ot 31 mexabps 2008 r.
Ne 1198/463/1700 (3apeructprpoBan MHHHCTEPCTBOM FOCTHLMH POCCHIACKO Oepepanyu
3 despans 2009 r., peructparmonusiif Ne 13257), ot 19 suBaps 2011 r. Ne 26/18/80
(3apeructpuposan MunxcTepcTBoM focTHLUU Poccuiickoit ®eneparun 24 mapra 2011 r.,
peructpanuoHHbIH Ne 20278), ot 30 aBrycra 2012 r. Ne 828/1227/1744 (3apeructpupoBaH
MuuucrepcteoM  roctunuu  Poccumiickoit  ®epepanum 31 aBrycra 2012 r,
peructpalMoHHbIE  Ne 25346), or 17 wHosOps 2014 r. Ne 1044/2302/2210
(3apeructpupoBan MunuctepcTBoM roctunuu Poccuiickoit @eneparyu 12 nexabps 2014
r., peructpanuonHeli Ne 35160), or 11 HosOps 2015 r. Ne 1072/3557/2293
(3apeructpupoBa MunucTepcTBoM toctuiuy Poccuitckoit @enepauun 10 gexabps 2015
r., peructpauuonssiii Ne 40052), ot 10 mapra 2017 r. Ne 115/666/370 (3apeructpupoBan




Munncrepetsom 1octuiun Poceuiicko#t ®enepanuu 26 mas 2017 T., perucTpanroOHHBIH
Ne 46857),

7.3. lllecTn3HaYHbIN IOPAAKOBBIH HOMED 3aIIHCH O Pa3pelIcHUH.

IlprcBanBaeTcs B MOpsAKE BO3PACTAaHMS HE3aBHCHMO OT IOJa HpPeNOCTABICHHS
paspereHus.

8. (@opMupoBaHME H pa3MEINEHHe CBeJEeHHM U3 peecTpa OCYIIECTBIAETCS
PocsnpaBHaxzopoM Ha OTKPBITOM HH(POPMAITHOHHOM pecypce:
http://www.roszdravnadzor.ru/.

9. Ceenenus, cofiepkalirecss B PEeCTpe, ABIAIOTCS OTKPHITHIMH AJI O3HAKOMJICHHUS
IOPUAMYECKMMH M (QH3MYECKMMHM JIMIAMH B COOTBETCTBHM C  A€HCTBYIOIIMM
3aKoHOJaTeNsCTBOM Poccuiickoii @enepanuu.

10. Benenue enmHOro peectpa OCYLIECTBISETCS B YCIOBHAX, 06GECIIEUHBAIOIINX
IpeOoTBpallieHe HECAHKITHOHUPOBAHHOTO JOCTYIIA K HEMY.




Perdcrpannonnbtii HoMep:

(@Popmupyemca asmomamuyecku)

Ipunoxenue Ne 3
K npukasy DegepansHoit CiyxObl 10

Haa30py B chepe 3ApaBOOXpaHeHHs
oT 28 28" 202N 4. 84

®opma

oT

B TEPPUTOPUAJLHBLI OPTAH
®EJEPAJIBHOM CAYXKEBbI IO HAJI30PY B

C®EPE 3IPABOOXPAHEHWA 11O CYBBEKTY

POCCHMICKOH OEAEPAIIU

3ASIBJIEHHUE
O IOJNYYEHHUMU PASPEINIEHUS HA OCYIIECTBJEHME

PO3HUYHOM TOPTOBJIA JEKAPCTBEHHBIMHY NPEMAPATAMH

AJsI MEJRTNTHCKOTI'O IPUMEHEHUS
JACTAHIUOHHBIM CIIOCOBOM

[Ipomy mpenocTaBHTH pa3pellieHHE Ha OCYIIECTBIECHHE PO3HUYHOM TOPTOBIH JIEKAPCTBEHHBIMH

npenapartaMy A MEJUIHHCKOT0 IPUMCHCHHA TUCTAaHIINOHHBIM criocoboM.

Ne Tpebyembie cBenenns Caegenns, NpefcTABICHHDIC 3aABHTE/IEM
n/u
1 2 3
1. | ITomHoe bupmeHHOE HAaUMEHOBaHKE
IOPUAMYECKOro JIUNA (Ha PYCCKOM S3bIKE)
2. | OcHoBHOM rOCyapPCTBEHHBIN
PETUCTPALIMOHHBI HOMEp IOpPHAMYECKOTro
muua (OI'PH)
3. | UpenTuduKanoHHb HOMEp
Hasoromnarensiuka (MHH)
4. | Ampec  IODHOMYECKOrO JHOAa U €ro
CTPYKTYPHBIX LIOJpa3ie/ieHuH (IIpH HAJIAYHH)
5. | Aaopeca MecT OCYMIECTBICHMA PO3HHUHOU
TOPTOBJIM JISKAPCTBEHHBIMU IIpenapaTamMu (ampec MeCTa OCYIECTRIICHUA POSHIIHON TOPTOB/H
JICKApCTBECHHBLIMU MPENIapaTaMy Juigs MEIHITHMHCKOTO
TpUMEHEHUS)
6. | Ceenchus O JHIEH3UM HA OCYIIECTBIACHHE | PErHCTpAIIOHHEIN HOMED TUIICH3HN
dapmaneBTHYECKOM JESTeNbHOCTH ¢ | Jlara BeInaun
yKa3aHHuEM BBINOJTHAEMO# pabotsl | Beinana
(oxa3nIBaeMoi YCIIyTH)
N0 PO3HHYHOH TOProBJI€ JIEKAPCTBEHHBIMA (opraH, BIZIaBIIMH JMIEHIHIO Ha OCYMIECTRICHHE
npenaparamu (hapManeBTHIECKOH NEATETBLHOCTH)
7. | Anpec caiita (calitoB) B ceTH «IHTEpHET» URL (yHubunupoBaHHBIH yKa3aTelb pecypca) -




azpec caita

AXTHBHas CChUIKA IS IEpeXo/ia Ha caliT (CaiThI)

8. | Undopmauus o MoGwibHOM mpriIoxeHHH | HazBaHne MOOHIBHOTO HPHIOKEHHS
(upu HATMYKHA)
9. | UndopmupoBanMe IO BompocaM BeIgauH | Axpec 3JIEKTPOHHOH HOYTHI:

pa3pelieHHs] Ha OCYIIECTBJIEHHE PO3HHYHOMN
TOPTOBJIH JIEKAPCTBEHHBIMH IIpENapaTaMH Jis
MEJUIHHCKOI'0 IPHMEHEHHS JUCTAaHIUOHHBIM
crnocoooM

Howmep Tenedona:

(®.1.0. (mocnepHee ~ IPH HANMMYUN) PYKOBOAKTENS MOCTOSHHO ASHCTBYIOMETO WCTIONHNTENBHOTO OpraHa I0pUAHIECKOTO
JIMLa MM UHOTO JTHIIA, HMEIOLIETo NPaBo ACHCTBOBATH OT UMEHN 3TOTO IOPUAWYESCKOTO JIMIIA)

«

» 20 T

(oAmnucaHo M 3aBEPEHO YCHIICHHOM
KBaJIMpHUHAPOBAHHOM 3JIEKTPOHHOM IIOAMKCEHIO)




HacrosimuM ynocToBepsercs, 4To
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[punoxenue
K opMe 3asBIIEHAS O NOJNYYSHUM paspellieH s Ha
OCYILIECTBIICHUE PO3HUYHON TOPrOBIIM

JIEKapCTBEHHBIMH IIpenapaTaMH

4TSI MEAUITUHCKOIO NPUMEHEHU A

OUCTAaHUMOHHBIM CIIOCOOOM

Pexomenayemsii o6pa3en

Onnch 10KyMeHTOB

(nonHOe pUpMEHHOE HANMEHOBAHHE IOPHANYECKOTO JIHLA (Ha PYCCKOM A3bIKE)

mpencTasuil B TeppuTopHanbHbli opran Poc3gpaBHanzopa no

(Hameﬂosanxe TEPPUTOPHATBLHOT'O OpraHa

PocaznpaBHax3opa 1o cyObekTy

Poccuiickoit Qepepannn)

HWKCCICAYIOINE JNOKYMCHTBI IJIs1 BBbIa4M DPaspCliCHHA Ha OCYINECTBIICHHE pOSHI/I‘-IHOﬁ TOPI'OBJIH
JICKapCTBCHHBIMH IIpe€TIapaTaMi I MEAHLUHCKOI0 IPHMCHCHHA THCTAHIIHOHHBIM cIocoGoM.

c(hopMHPOBaHHBIX 3aKa30B B COOTBETCTBHM ¢ [IpaBMnaMu Ha{nexamedl NPaKTHKHA
XpaHEHHS H IePEeBO3KH JIEKapPCTBEHHBIX NPENapaTroB /s MEUIUHCKOrO NPUMEHESHNS,
YTBEPXICHHBIMH TIpHKa30M MuHuCTEpCTBA 3/paBooxpaHeHus Poccuiickoli enepanyn
ot 31.08.2016 Ne 6461 (doTo - ¥ BEAEOMATEPHATIBT), B TOM UHCIIE:

Ne HanmeHoBaHHe JOKyMeHTa Koa-Bo
/i daiinos/
JIHCTOB
1. |3agsnaeHHe O NOIYYECHHH Da3pellCHUs Ha OCYILECTBJICHAEC PO3HHYHOH TOPrOBIH
JIEKAPCTBEHHBIMH IIperniaparaMy Mg MEIUIUHCKOTO INPUMEHEHHS IUCTAHIIMOHHBIM
CI1ocoboM
2, |JoxyMeHTHI (CBENCHHS) O HAMMYMH 000PYIOBaHHBIX TIOMEUIEHUH (MECT) A1 XpaHSHUS

2.1. |[ToxyMeHTEl (CBENEHHA) O IPUHALISKAMMX IOPUIUYECKOMY JIHIy Ha IpaBe
COOCTBCHHOCTH HJIM HAa WHOM 3aKOHHOM OCHOBaHHM NOMENICHHMH C KOHKpeTH3auuei
HOMEPOB MaTEpPHAIbHBIX KOMHAT JUIS XpaHEHNst CQOPMUPOBAHHBIX 3aKa30B

2.2, |JoxyMeHTHI (CBECHAS), NOATBEPXKAIOINE HATHYHe 060pynOBaHUA*, UCIIOIL3YEMOTO
B Tpollecce XpaHEHHs CPOPMHPOBAHHBIX 3aKa3oB (0OOPOTHO-CANBAOBAs BEIOMOCTH,
TOBapHBIC HAKJIAIHBIC, TOBAPHBIC YEKH, HHBEHTAPH3aLUMOHHbIe OMMHUCH, KAPTOUKHA U AP.),
a IMEHHO:

CHCTEMBI KOHAUITHOHUPOBAHUS
XONOAMIBHBIE KaMEPhI K (MJTH) XOJIOAUITEHUKA
BEHTHIIALMOHHAS CHCTEMa
TEPMOTATPOMETPEI (IICHXPOMETPEI) HJIM HHOE O00OpyJOBaHHE, HCIOJB3yeMOe I
PETHCTpaLdy TEMIIEPATYPhl H BIAXHOCTH B IIOMEIIEHUAX
*Yka3sbiBaeTcs epeyeHb 060PYHOBAHKS alTeYHOH OpraHM3alHK
3. |[loxymeHTHI (CBENEHHA) O HAIMYHH COOCTBEHHOH KyphepCKOH CIyKOBI, MMeIomei
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obopynoBaHue, obecreunBaioliee IOANEpKaHUE HEOOXOAMMOr0 TEMIEPATYPHOTO
peXHMa /11 JOCTAaBKH TEPMOJIAOHIIBHBIX JJEKaPCTBEHHBIX IIPENapaToB, MK JOrOBOPA CO
cay k00 KypbepcKkoii JocTaBKH, HMeIoIIeit Takoe 000pyIoBaHue

3.1. {JoxyMeHTHI (cBenenus), NOATBEPXKAAIOLIHE HAJIAYUE of0opyznoBanus
(TEPMOKOHTEHHEPH], TEPMOOOKCH], CYMKH-XOJIOAWIBHHUKH, JIOITEPHl, NATYHKH YyYeTa
TeMIIEpaTypsl H mpouee*), obecmeunBalomero IMoyiepXXaHHe  HeoOX0auMOro
TEMIIEPATypPHOTO peXUMa ISl JOCTaBKH JIEKApCTBEHHBIX IpemaparoB (00OpOTHO-
canbaoBas BEAOMOCTb, TOBapHbIE HAKJIAJHEIE, TOBApHbIE YEKH, HHBEHTAPH3aLMOHHEIE
OIMCH, KApPTOYIKH H Jp.)

*YkasbiBaeTcs epeueHb 060pyHOBaHHs aNTeYHON OpPraHU3alHK

3.2. |loroBop (cBemeHHsA O JOroBOpE) €O CIyXOOoi KypbepcKOM HOCTABKH, HMEIOLIEH
obopynoBaHue, obecneuyuBaroniee MOIJEpKaHHE HEOOXOAUMOTO TEMIEPATYPHOro
peXuMa 11 OOCTaBKH TepMONaOHIBHBIX JIEKAPCTBEHHBIX NPENapaToB, B KOTOPOM
YKa3pIBAlOTCA O00S3aHHOCTH K&KAOH M3 CTOPOH [OTOBOpa, NOPSNOK ACHCTBHM H
OTBETCTBEHHOCTb CTOPOH, MEpeueHs 000pyNOBaHuS, 00SCTIEUNBAIOMIEr0 TOAEPKAHNE
He00X0MOro TeMIepaTypHOrO PEXXHMA JUIs JOCTABKY JIKAPCTBEHHBIX IIPENIapaToB

4, | JloxymeHTHl (CBEINEHHS) O HAIAYHAU ONEKTPOHHOU CHCTEMBI IUIaTeXel u (WiH)
MOOHJIBHBIX ~ IJIATEXXHBIX TEPMHUHAIOB, INPENHA3HAYCHHBIX JUIA  IIPOBEJCHHS
3NEKTPOHHBIX IUIaTeXeH, B TOM YHCIE C MOMOIBIO OAaHKOBCKHX KaprT,
HENOCPECACTBEHHO B MECTE OKa3aHHs YCIYTH

4.1.|P CrUCTPAUHOHHBIC HOMEpa KOHTpOJIBHO-KaCCOBOﬁ TCXHHKH, npezmaznaquHoﬁ JTA
IIpOBENECHHUA 3JICKTPOHHBIX IUiaTe)keld, B TOM YHCIIE C IOMOIIBI0O GaHKOBCKHX KapT,
HETIOCPEACTBCHHO B MECTC OKa3aHUA YCIIYI'H

4.2. | Cenenusi, MOATBEPXKAAIOIINE DPETUCTPAlMIO aNTeYHOW OpraHuW3ali B CUCTEME
3MEKTPOHHBIX ITaTexEi

5. | Ceenenus o caiite (caiitax) B cetnt «IHTEpHET»

5.1. | Ccbuika Ha caifT (caiiTsl) B ceTH «VIHTEpHETY

6. | udopmauus o MOOHIBPHOM NPHIOXKEHHH (NMpu Hauuyuu) (CCHUIKA Ha CKAYMBaHUE
IUCTpHOYTHBA MM IPHJIOXKEHHA B ceTH «HTEepHET»)

7. | loBepeHHOCTH

JlokymeHTHI caan J{OKyMEHTBI IpHHSI
3asBUTEIB/TIPEACTABUTEND 3aABHTEI: JO/DKHOCTHOE JIMIIO TEPPHUTOPUANBHOIO OpraHa
Poc3npaBran3opa:

(®.1.0. (nocaeanee - NpH HAJIMIHH), JOKHOCTB) (®.1.0. (mocnemHee - NpU HANUIMH), HOIDKHOCTD)
(moAnuCcaHoO ¥ 3aBEPEHO COOTBETCTBEHHO YCHIICHHOM MOAMNKCAHO U 3aBEPEHO COOTBETCTBSHHO YCUICHHOM
KBATHGHUIMPOBAHHOK MEKTPOHHOMN MONMHUCHIO) KBATHQUIAPOBAHHON SNIEKTPOHHOH MOATHCLIO)

Hara

(PEXBH3WTEI JOBEPEHHOCTH) Bxopsamuit Ne
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[Tpunoxenue Ne 4
K npukasy DenepanpHoit CIry) 651 1Mo
HaJ30py B cepe 3ApaBOOXPaHEHHUS
0T 22. 2. 202 41 5Y

®opma

(HauMeHOBaHKME TEPPUTOPHANBHOrO oprana denepaibHoii ciryx0b! Mo Hax30pPY B cdhepe
3ApaBOOXpaHEHH 110 CyObekTy Poccuiickoit denepanmn)

PA3PEHIEHUE

Ne or" " T.

Ha OCYIIECTBJICHHC p03HIfl‘lHOﬁ TOProBJIH JICKAPCTBEHHBIMH NIpenapaTaMu AJs
MCANIHHCKOI0O NIpUMCHCHHUA NTHCTAHIHOHHDbIM crnocooom

Hacrosee paspermeHue npegocTaBieHo

(nosHOE PUPMEHHOE HAHMEHOBAHHE IOPHANYECKOrO JIMIA (Ha PYCCKOM A3BIKE)

OCHOBHOM TOCYJapCTBEHHBIH PErHCTPAlMOHHBIN HOMED FOPHIWIECKOro TUIA
(OI'PH)

WpenTudnkaunonssiii Homep Hanoromareasuuka (MHH)

AJlpec FOPUANYECKOrO JIMIA K ero CTPYKTYPHBIX IOApa3zieNieHuit (pH HaIudnH)

(yKasbIBaeTcs afpec MecTa HaXOXKAEHHA)

Ajipec caiiTa anTeqHOli opranusanyu B ceti «HTEpHETY

Hacrositnee pasperneHne mMpeocTaBIeHO Ha OCHOBAHHH NMPHKA3a OT « __ »
r. Ne TeppPUTOpHaIbHOro oprana ®eznepanbHOM Ciry OBl M0 HaL30pY B chepe
3apaBooxpaHenus 1o cyorekty Poccuiickoit denepanun

HOIDKHOCTh ©.1.0. yCHUIEeHHAs
YIIOJIHOMOYEHHOTO JIANA YNOJHOMOYEHHOTO JIML KBIM(UITHPOBaHHAs HIEKTPOHHAA
(OT4ECTBO NPH HATMYHH) TIOITIHUCH




I ;

[Ipunoxenne Ne 5
K Ipuka3y OenepanbHO# CITy»ObI 10
Haa30py B cdhepe 3ApaBoOXpaHeHHMS
o1 28. 282020 44 %4

®opma

(HaMMEHOBaHKE TEPPHTOPHATLHOrO oprana PDenepanbHoil ciryk0bl 10 HAL30pY B chepe
3paBoOXpaHeHus 1o cyonexTy Poccuiickoit @enepaiun)

PEHIEHHUE
0 NpeKpalIeHHH ACHCTBUSA pa3pelieHUs Ha OCYIIeCTBIeHHE PO3ZHHYHOIA
TOPIOBJ/IM JICKAPCTBEHHBIMH NpPeNapaTaMH JJisi MEAHLHHCKOIr0
NpUMeHEeHHUs TUCTAHIIMOHHBIM CIIOCO00M

No OT « » T.

B coorBercTBHH ¢ myHKTOM 29 IIpaBWi BHITAYH paspellieHHS HA OCYIIECTBIECHUE
PO3HHYHON TOPIOBJIM JIEKAPCTBEHHBIMH IpeHapaTaMy Ui MEAULHHCKOTO IPHMEHEHMUS
JAMCTaHLMOHHBIM CIIOCOOOM, OCYIIECTBIECHHS TAaKOM TOPrOBIM M JOCTABKHM YKA3aHHBIX
JNEKapCTBEHHBIX  MpEMapaToB  rpaxaaHaM,  YTBEPXKICHHBIX  IOCTAHOBICHHEM
IIpaButenscTBa Poccuiickoii ®enepauuu ot 16 Mas 2020 r. Ne 697 (manee — Ilpasuina,

yTBEepKACHHBIE IocTaHoBlIeHHEM IlpaButensctBa Poccuiickoii ®epepaumu or 16 Mas
2020 r. Ne 697),

NpPeKPaTHTh [E€HCTBHE paspelleHHsl HAa OCYLIeCTBJIEHHE PO3ZHHYHOH TOProBJIH
JIEKAPCTBEHHBIMH NpenapaTaMu AJ# MEAHIHHCKOIO NMPHMEHEHHN JHCTAHIHOHHBIM
crnocooom

perucTpaloHHbIA Ne pasperneHus
JlaTa BeIAAYH
MIPeAOCTABICHHOTO

(HauMeHOBaHHUE TEPPUTOPHANILHOrO oprana PocaapasHanzopa no cyGbekTy
Poccuiickoii Denepanun, npeAOCTABUBILETO paspeileHue)

ITonmHoe QupMeHHOe HaUMEHOBaHME IOPHUAUYECKOro JHMIa (HAa PYCCKOM S3BIKE):

OcHOBHOM rOCYHNAapCTBEHHBIN  PETUCTPALlMOHHBIH HOMEp IOPHOMYECKOro JIMIA
(OI'PH)
W nentrdukaluoHHEIM HoMep Hanoromiarenbumka (MHH)

Anpec IOpHIMYECKOr0 JHMOA W €ro CTPYKTYPHBIX NoApasfeieHuit (mpy HAIUYdH)

CBeJIeHHSI O JHMICH3HM Ha OCYIICCTBIICHUE Q)apmauequecxoﬁ JCATCIBHOCTH C
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yKa3aHHEM BBINOJHAEMOH pPaboTel (OKa3piBaeMOW YCIyru) IO PO3HHYHOM TOProBJe
JeKapCTBeHHBIMH IpenapaTaMu:
perucTpanoHHbIA Ne TuieH3uu
Jata BBIIAYH

[IpenOCTaBICHHBIN

(HauMeHOBaHKe JINIEHIUPYIOLIETO OPraHa)

Anipec caiita (caiiToB) B cetu «IHTepHET»
Hudopmarnus 0 MOGHIBHOM MPUIOKEHUM (TIPU HATMYHH)

A;(peca MECTa OCYILUECCTBIICHUA pOBHH‘IHOﬁ TOPrOBJIH JIEKAPCTBCHHBIMH MperapaTraMu, o
KOTOPBIM IIPCKPAIACTCsl PO3HHUYHAsT TOProBJIA JICKAPCTBCHHBIMH IIpenapartamM I
MCIAUIIMHCKOI'O IPMMEHCHHS AHCTaHIUOHHBIM CIIOCOOOM:

o NpHYHHE:
<*> mnoanyHKT «a» mnyHkra 29 [IlpaBui, yTBep)KIeHHBIX MOCTAHOBJIECHHEM
HpasurenbcrBa Poccuiickoii @enepauun ot 16 mas 2020 r. Ne 697

«npekpawjenue  Oelicmeus  NUYEeH3UU HA  OCYWeCmeneHue  QapmayeemuyecKkol
0eamenbHOCmU y ANMeYHOU OP2aHu3ayuuy

<*> noanyHkt «06» mnyHkra 29 IIpaBuj, yTBepKIeHHBLIX MOCTAHOBJIEHHEM
IIpaBurenncrBa Poccniickoit @eaepanun ot 16 masi 2020 r. Ne 697
«Hecoomeemcmeue anmeyHoU OpeaHu3ayuu MmpebOBAHUAM, YKA3AHHLIM 8 NyHKme 5
nocmanoénenus [Ipasumenscmea Poccuiickoti @edepayuu om 16 masn 2020 2. Ne 697», a
UMEHHO!

a) MeHee 10 Mect ocymecTBieHUs (apMalEBTHYECKON JeATENPHOCTH Ha
Teppuropuu Poccutickoit ®eaepannu;

0) oTcyTcTBHE (HECOOTBETCTBHME) OOOPYHOBAaHHBIX ITOMEIEHHH (MecT) s
XpaHeHHs] COPMUPOBAHHBIX 3aKa30B, HEOOXOMMMEIX coryiacHo IlpaBuiaM Haiexarnei
IPaKTUKH XPAaHEHMS U HEPEBO3KH JIEKapCTBEHHBIX NPEIapaToB;

B) OTCYTCTBHE (mecooTBeTCTBUE) caHTa B HHPOPMALIOHHO-
TENEKOMMYHUKALMOHHOM ceTh «MHTepHeT», MOOUIBHOTO NMPUIIOKEHNS;

I) OTCyTCTBHE (HECOOTBETCTBHE) COOCTBEHHOM KypbepCKOM CiykObl, HMMeIome
obopyznoBaHHe, obecreuyuBaiollee IOIJNEP)KaHHE HEOOXOMMMOrO TEMIIEPATyPHOTO
pexuMa Ui JOCTaBKM TepMOJIaOMIBHBIX JIEKapCTBEHHBIX IPENapaToB, HIH JOrOBOPa CO
cryX00# KypbepcKo# NOCTaBKH, UMeroiel Takoe 000pyIoBaHKe;

1) OICYTCTBHE (HECOOTBETCTBHE) O3JIEKTPOHHOM CHCTEMBI IuIaTeXedl u (HiIH)
MOOMJIBHBIX IIAaTEXHBIX TEPMUHAJIOB, IpeIHAa3HAYeHHBIX U1 MPOBENEHHS IEKTPOHHBIX
IUIATeX€EH, B TOM YHCIe C IOMOINbI0 OaHKOBCKMX KapT, HEIOCPEACTBEHHO B MeECTe
OKa3aHUs YCNyTH.

<*> mnoanyHKT «B» myHkTa 29 IIpaBmi, yTBepKIeHHBIX HNOCTAHOBJIEHHEM
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IIpaBurenncTBa Poccniickoii @enepaunn or 16 mast 2020 r. Ne 697

«0gykpamnoe u bonee 6 meuenue 00HO20 KANEHOAPHOZO 200A CO OHA 8bIOAYU PAZPEUICHUS
NpUeieuenue anmeyHol Op2aHU3AYUU K QOMUHUCMPAMUEHOU OMEEMCMBEHHOCU 8
coomeemcmeuu co cmameamu 6.33 u 14.4° Kodexca Poccuiickoti ®Pedepayuu 06
AOMUHUCMPAMUBHBIX NPABOHADYUEHUAX Y

<¥> poAmyHKT «r» mnyHkta 29 IIpaBui, yTBepkKIEHHLIX IOCTAHOBJEHHEM
HpasuTtenscra Poccuiickoit ®epepauun ot 16 masn 2020 r. Ne 697

«pewternue anme1Hol Op2anU3aAYUY O NPEKPAUEHUY OCYUeCMENeHUS. POSHUYHOU MOP206TU
JIeKapCmMEeHHbIMU NPENnapamamyt OUCMAHYUOHHBIM CHOCOOOM )

PykoBoaurens (3aMeCTHTEND
PYKOBOZUTES) TEPPUTOPHAIBEHOTO
oprana Poc3paBHag3opa

no cy6bekty Poccuiickoit @eneparmu

(moanucaHo u 3aBepeHO (®.1.0.)
yCUIeHHOH KBaTMUITUPOBAHHOM (TocyegHee - TP HANIMYHH)
3EKTPOHHOM NOAMUCHIO)




