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MuHuCcTepcTBO 3ApABOOXpAHEHHS
Poccuiickoit Pegepanun

PENEPAJIBHASA CJHYXKBA 10O HAJIBOBTEPCTBO OCTULNA POCCHHACKO# ®EEPALAN
B COEPE SAPABOOXPAHEHMA  3APETHCTPUPOBAHO |
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006 yreepknennn Ilepeuns 10KyMeHTOB, MOATBEPKAAIOLIHX COOTBETCTBHE aAlITEYHOI
OpraHHu3aluy TpeOOBaHMAM, JAIOLIHM NIPAaBO HA OCYIECTB/JICHHE PO3HAYHOMH
TOProOBJIH JIEKAPCTBeHHLIMH NPENapaTaMH /18 MEAHIHHCKOT0 NPHMEHEHHS

AHCTAHIHOHHBIM criocobomM, ITopsiaxa BedeHust peecTpa BbIIAaHHBIX pa3pelleHHH HA
OCylieCTBJIeHHe PO3HHYHOM TOProB/IH JIEKAPCTBEHHBIMHE MpeNapaTaMu s

MeIHIHHCKOr0 NPHMEeHEeHHs THCTAHIHOHHBIM cNoco0oM B GopM TOKYMEHTOB,
Hcnosib3yembix DenepanbHoii ciy:x6oii mo Hag3opy B cdepe
3APaBOOXPAaHEHHSA NPH BbIJaye paspelleHHsi Ha OCYIeCTB/ICHHE POSHHYHOMH
TOProBJIH JIEKAPCTBEHHbIMH NPENapaTamMH /151 MeJHIHHCKOro NPUMEHEHHA
AHCTAHIHOHHBIM CHOCOOOM

B coorBerctBuM ¢  uacThio 1.1  crateuM 55 ~ DenepambHOrO  3aKoHa
or 12 anpens 2010 r. Ne 61-®3 «O6 oOpalueHnH TeKApCTBEHHBIX CPELCTBY (Cobpanue
3aKoHozarenbcTBa Poccuiickoit epeparun, 2010, Ne 16, cr. 1815; 2020, Ne 14, cr. 2035)
¥ MyHKTamHd 6, 7, 12, 30 IlpaBun Beigaun paspelieHHs HA OCYIIECTBICHHE POSHHYHOM
TOPTOBIM  JICKAPCTBEHHBIMH  MpemaparaMM Uil ~ MEIMIHHCKOrO  HpPHMEHEHHS
JUCTaHIMOHHBIM CIOCOOOM, OCYIIECTBIECHHS TaKOi TOPrOBIM M JOCTAaBKH YKa3aHHbBIX
JEKapCTBEHHBIX  MpemnapaToB  IpaXJaHaM,  YTBEPXIEHHLIX  IIOCTAaHOBJIEHHEM
IpaButensctBa Poccuiickoit ®enepamuu or 16 mas 2020 r. Ne 697 (OdnnuanbHbIi
MHTEPHET-NOPTAN IIpaBoBOA HMHopmammu http:/www.pravo.gov.ru, 18 mas 2020 r.),
IPHKa3bIBalo:

YTBEpAUTS:

1. IlepedeHs HOKYMEHTOB, MOXTBEPXKIAIOLIMX COOTBETCTBHE aNITEUHOMN OpraHH3aIHH
TpeOOBAaHHAM,  HAlOMUM  IIPaBO HA  OCYIIECTBIEHHE  PO3HHYHOM TOPTOBJIH
JIEKapCTBEHHBIMU IIpenapaTaMM [jisd MEIUIMHCKOTO TPHMEHEHHS UCTAHIMOHHBIM
crocoboM (mpunoxenune Ne 1).

2. Tlopsmok BeneHMs peecTpa BBINAHHBIX paspellleHHH HAa OCYIIECTBICHHE
PO3HHYHOH TOPTOBIH JIEKAPCTBEHHBIMH IIPENapaTaMu AJis MEIMIMHCKOTO NPUMEHEHHS
AWCTaHIIUOHHBIM CII0COO0M (mpuioxenue Ne 2).

3. @opmy 3asBIEHHS O MONYYCHHWH Da3pelIeHHs Ha OCYIIECTBICHHE PO3HHYHON




TOPTOBIM  JICKaPCTBEHHBIMH  IIpemapaTaMd i1 MEAMIUHCKOTO  IPUMEHEHHS
JTUCTAaHIHOHHBEIM CIIOCOO0OM (mpuinoxkeHue Ne 3).

4. @opMy pa3pellieHHs Ha OCYLIECTBJICHHE PO3HUYHOM TOPIOBIH JIEKApCTBEHHBIMH
npernapaTaMy IJi1 MEIUIIMHCKOrO MPUMEHEHHUS JUCTAHIHOHHBIM CIIOCOO0M (TIPUIIOKEHHE
Ne 4).

5. @opMy pemieHHs O IpeKpallleHHMH NEHCTBHS pa3pelleHHs Ha OCYIIECTBIICHHE
PO3HHYHOR TOPTOBIHM JIEKApPCTBEHHBIMH IpenapaTaMd i MEIWIIMHCKOTO IpPUMEHEHHS
OUCTaHIMOHHBIM cioco0oM (TpuitoxkeHue Ne 5).

—

PyxoBonuTtens A .B. Camoiinopa




Ipunoxenne Ne 1

K nprKa3y DenepanbHO# Ciry 65l o
HaZ30py B cdepe 3apaBoOXpaHeHus
OTY & 28 2e2oNo 4.7 G4y

Iepeuenn
AOKYMEHTOB, NIOATBEPKIAIOIIHX COOTBETCTBHE ANTEYHOM OpraHH3alHHu
TPeOOBaHHAM, JAIOIHM NPABO HA OCYIIeCTBJIEeHHE POSHHYHOI TOProB/IH
JICKAPCTBEHHBIMH NpeNnapaTaMH AJ18 MeAHIHHCKOr0 NpUMeEHEeHHS
AHCTAHLHOHHBIM COCOOOM

1. lokymentsl (cBenenms), IIONTBEPKAAIOUINE OCYLIECTBIEHHE AaNTEYHOH
OpraHu3aliedl  QapMareBTHYECKOH  JeATENbHOCTH  Ha Teppuropud  Poccuiickoii
Qenepauum (He Meree 10 mecr).

2. JlokyMeHTH! (cBemeHus), TIOATBEPKAAIOIINE HAIMYKE y aNTeYHOM OpraHU3aluu
O0OPYHOBAHHEIX IOMeLNeHUH (MecT) s XpaHeHUS! CHOPMUPOBAHHBIX 3aKa30B B
cootBeTCTBMM ¢ IlpaBunamu Hamnexawedf mpakTHKE XpaHCHHs U IEPeBO3KH
JICKAPCTBCHHBIX  [IPENApaToB Ul  MENMIMHCKOTO IIPUMEHEHHS, YTBEPXXICHHBIMH
NpHKa3oM MuHKWCTEpCTBa 3ApaBOOXpaHeHHs PoccHitckoit ®enepanun or 31.08.2016

© 646u (manmee - Ilpasuna Hamgmexameit NOPaKTUKH XPaHEHHS U IEPEBO3KH
JIEKapCTBCHHBIX MPENapaToB) ($OTO - M BUIEOMATepHAIE), B TOM YHCIIe:

JOKYMEHTHI (CBEIEHHS), MOATBEPKAAIONIAE HAJIHUMe NPUHAJICKAIIUX AITeYyHOH
OpraHH3alKy Ha NIpaBe COOCTBEHHOCTH HJIM HAa HHOM 3aKOHHOM OCHOBAHHH IIOMEILEHHI ¢
KOHKpETH3alliel HOMEPOB MAaTePHAIBHBIX KOMHAT JUIA XpaHeHHs COHOPMHPOBAHHBIX
3aKa30B,;

AOKYMEHTBI (CBEIEHUS), NMOATBEPKIAIONINE HATHIHE y anTe4YHOH OpraHu3alli{
000pyIOBAaHNUS, HCIIONB3YeMOr0 B IIpoLecce XpaHEHHS COOPMHUPOBAHHBIX 3aKA30B
(06opoTHO-canBOBasi  BeJOMOCTS, TOBAapHBIE ~ HaKJaAHBIE, TOBAPHEIE  YEKH,
MHBCHTAPU3ALMOHHBIC OIIMCH, KAPTOUKH H JP.), 2 HIMEHHO:

CHCTEMbI KOHANLIUOHHUPOBAHUS,

XOJIOJIMIIBHBIE KaMephl U (WIIH) XOJIOJUIbHIKH,

BEHTHJIALMOHHAS CHCTEMA,;

TEPMOTUTPOMETPBI (IICHXPOMETPEI) HIIM MHOE 0GOpyLOBaHMe, UCIIOJIb3yeMOe ISt
PETHUCTPALK TEMIIEPATyPHI H BIaXXHOCTH B [IOMEIEHHSX.

3. CBeneHus1, NOATBEPKIAIONIHE HATHIME Y aNTe4YHOH OpraHu3alMH caifta (caiiToB) B
MH(QOPMALMOHHO-TeJIEKOMMYHHKALMOHHOMN COTH «MHtepHeT» (Hanee - ceth «UHTEpHETY):

Ccbuka Ha caiit (caiiTel) B cetn «HHTepHETY.

Mudopmanus o MOGHIBHOM NPHIOKEHHH (Tpy Hanuuuu) (CCHUIKA Ha CKAUMBAHME
AUCTPUOYTHBA HITH MPUIOKEHUS B CETH «HHTEpHETY).

4. ToxymeHTHI (CBeneHHs), HIOATBCPXKAAIOMINE HANKWYUE Y alT€YHON OpraHu3aliu
COOCTBEHHOH Kypbepckol — ciyx6ui, UMerolIel  o6opynoBaHHe, obGecHeunBaroIee
MOAACPKAHHE HEOOXOAUMOTO TEMIIEPAaTyPHOTO PeXHUMAa AJIs NOCTABKH TEPMOTAOHMITIBHEIX
JICKAPCTBCHHBIX  IPEIIapaToB, MM JOroBopa co Ciyx6ol Kypbepckoii IOCTaBKH,
UMerolIeHr Takoe 000pyI0BaHHe:




JOKYMEHTEI (cBenenus), IOITBEPKIAOIIINE Hanu4gue obopynoBaHus
(TEPMOKOHTEHHEPEL, TepMOBGOKCE, CYMKH-XONOAMIbHUKH, JIOITEPH], [aTYHKH ydera
TEMIEPATYypel M TIpoYee),  0BECIeYMBAIOIIErO IIONIEPXKAHHE  HEOOXOIUMOro
TCMIICPaTypHOTO peXHMa [y JOCTaBKH JIeKAPCTBEHHbIX npenaparos  (060poTHO-
Callpll0Bad BENOMOCTb, TOBApHBIE HAKJIANHBIC, TOBAPHBIE YEKH, MHBEHTapU3alHOHHbIE
OIHCH, KapTOUKHU U Ip.);

HITH I0T0BOD (CBEACHHS O JOTOBOPE) CO CIIyK60i KyPbepCKOM JOCTaBKH, UMEIOIIEH
obopymoBanue, obecHeunBaromee ToAepkaHre  HEOOXONUMOTO  TeMITEpaTypHOro
peXuUMa 1A TOCTaBKH TePMONAOMIBHBIX JIeKAPCTBEHHBIX TIIpenapaToB, B KOTOPOM
YKa3BIBAIOTCA OOSA3aHHOCTH KaXAOH M3 CTOPOH AOroBOpa, IOPSAOK JEUCTBHH H
OTBCTCTBEHHOCTE CTOPOH, IIepedYeHb 00OpYNOBaHHA, 00EeCIeYHBAIOIIErO NoJ/iepKaHHe
HEOOXOJMMOT0 TEMIIEPATYPHOTO PEXUMA LTS JOCTABKH JIEKapCTBEHHBIX IIPEIapaToB.

5. lokymeHTHI (cBenenus), TIOATBEPXKAAIOMINE HANHYNE Yy alTeYHOM OpraHH3alliu
ONIEKTPOHHOH CHCTeMBI TTaTexed M (M) MOGHIBHBIX IUIATENHEIX TEPMHUHAJIOB,
TIPEHASHAYCHHBIX U1 MPOBEICHUS 3IEKTPOHHBIX ILTATeXel, B TOM YHCIE C TIOMOLIBIO
0aHKOBCKMX KapT, HEMOCPECTBEHHO B MECTE OKA3AHMS YCIIYTH:

PETUCTpallHOHHBIE HOMEPa KOHTPOJIBHO-KACCOBOH TeXHUKH, NpeaHa3sHaYeHHON aJIs
TIPOBCACHAA JNICKTPOHHBIX IUIAaTeXeH, B TOM YHMCIEe ¢ HOMOIIBIO GAHKOBCKIX KapT,
HETIOCPENCTBEHHO B MECTE OKa3aHHs yCITYTH;

CBCACHWA, IMOATBEPX/AIONINE PETUCTPAIIO ANTeYHON OPraHM3AHM B CHCTeMe
SJIEKTPOHHBIX ILIATEXEH.



Ipunoxenne Ne 2
K npukasy @enepanbHoit Ci1yx65l O

Ha/30py B cepe 31paBoOXpaHeHHS
OTLE. 2 Ze2No #1 ¥4/

Iopsinox
BECHHUS peecTPa BLIIAHHBIX pa3spelieHnii Ha OCylecTBIeHHe
PO3HHYHOI TOProB/IM JIeKAPCTBEHHLIMH npenapaTaMH AJsi MEIHIHHCKOTO
NPHMEHEHHA JHCTAHUHOHHBIM CHOCOO0OM

1. Hacrosmuii ITopsimox ompenenser IIpaBHjIa BEICHHUSA DPEECTpa paspellleHHH Ha
OCYIIECTBIICHHE POSHAHOM TOPrOBIIH JIEKAPCTBEHHEIMH IIPETIApaTAMH JUIS MEIMLIHHCKOTO
IIpUMEHEHUS  NUCTAHIMOHHBIM  crmocoboMm  (mamee  — peecTp),  BBHIIAHHBIX
TCPPUTOpHABHBIMA ~ OopraHamMu  DefepalbHOH  CIyx OBl MO Hag30py B cdepe
30paBoOXpaHeHns Mo cybbexram Poccuiickoii ®eneparuu (naree - TEPPUTOPUATILHEIE
oprasel PocanpaBHanzopa).

2. Bezenue peecTpa OCYINECTBISETCS B JICKTPOHHOM (opMe U BKIIOYaeT B cebs
cOop, CHCTEMATH3aUWIO, H3MEHEHHE, XpaHEHHEe U OOHOBIEHHE IOCTyMHAIOLIEH
HH(QOPMALHH TePPHTOPHATEHEIMA OpraHaMu PocsapaBHasopa.

3. OcHoBaHHEM [y BHECEHHS COOTBETCTBYIOIICH 3allUCH B PEECTp ABIAETCS
TIPUHATAE TEPPUTOPUATBHEIMH Opranamu PocanpaBHanzopa perrenus:

1) o BeInave paspelenns Ha ocyiecTBIeHHE PO3HUYHO# TOPrOBIH I€KAPCTBEHHBIMH
npenapaTaMu Uis MEOHLUHCKOIO NpHMEHEHHs NUCTAHIHOHHBIM CIIOCOGOM (manee —
paspelenue);

2) 0 npeKpameHnH JeACTBHS pa3pelleHus.

4. KpoMe ciydaeB, yKa3aHHBIX B nyHKTe 3 Hactosmero Ilopsaka, COOTBETCTBYIOIIAs
3allUCh B PEECTP BHOCUTCS IO PEIICHHI0 TePPHTOPHAIBLHEIX OPTaHOB PocsapaBHamsopa B
CllydadX  TONYYeHHs OT  (emepalbHOTO  OpraHa  WMCHOJHHTEIbHOMN BJIACTH,
OCYMECTBIAIOMEro roCyAapCTBEHHYIO0 PETUCTPALMIO IOPUANYECKHX JIUI, CBENEHHH O
NPEKPaIlCHUH IOPHAMYECKHM JIUIOM AeSTeIbHOCTH.

5. BHeceHuIo B peecTp IoexaT CleAyIomue CBeIe IS

1) HauMeHOBaHHe TePPUTOPHATEHOIO OpraHa Poc3npaBranzopa;

2) monHoe GUPMEHHOE HauMEHOBaHHE OPUINIECKOTO nuLa (Ha pycCKOM SI3BIKe);

3) OCHOBHOM  roOCYZapCTBEHHBII PETHCTPaNMOHHBIN HOMEP IOPUAMYECKOTO JIHIA
(OI'PH);

4) HIEHTHOUKALMOHHBINA HOMEp HANOrOMIATEbIIHKA (MHH);

5) ajpec IOpUANYECKOTrO JIUIA U €0 CTPYKTYPHBIX IIOApa3/ieNeHui (TIpH HaIMYUH );

6) anpec cajita anTeyHOl OpraHU3aLKy B ceTH «HMHTepHeTY;

7) uHdopManmst 0 MOGHUIBHOM IIPHUITOKEHHH (pu HaNMKUYMK);




8) HOMep u JaTa mpHKasza TepputopunaibHoro opraHa PocsmpaBHamzopa o Bbimaue
paspeLIeHus;

9) Homep u IaTa perucTpamyu paspeneHus;

10) ocHoBaHus, jmaThl BEIHeceHwms PELIEHU  TEPPHTOPHANBHOTO  OpraHa
Pocsnpasranzopa o npekpamennn neiicraus Pa3pCIICHAS ¥ PEKBU3HUTHI TAKUX PEILEHHIA.

6. TeppuropuaibHble OpraHbi PocsnpaBHagsopa BHOCAT B peecTp yKazaHHEBIE B
IyHKTe 5 HacTosmero Ilopsnxa cBegeHuss B ACHb TMPUHATHA HMH pelIeHHH,
TMPEAyCMOTPEHHBIX MyHKTOM 3 HacTosmero Ilopsxa, 1160 B neHb NIOJTyYEHHS CBEIECHUH,
YKa3aHHbIX B TyHKTe 4 HacTosero ITopsxa.

7. PerucTpanyoHHELH HOMep 3amucH o PaspeIICHAH, IPUCBAUBAEMBbIH NIPH BHECEHUH
CBENICHHH B COOTBETCTBYIOLIMIl pasjen eaHHOro peectpa, Qopmupyercs cremyrommm
obpazom:

7.1. T - kox cepuy;

7.2. Koxn cy6bexra Poccuiickoit Denepanuy, KOTOPHIA YKa3HBAETCA B COOTBETCTBHH
¢ Ilepeunem nudpoBbIx KoMOB pernoHoB Poccmiickoii Denepannu, NpUMEHSIEMBIX Ha
6I1aHKaX MacIOPTOB TPAHCTIOPTHEIX CPEACTB ¥ TIaCOPTOB INACCH TPAHCIIOPTHBIX CPECTB,
YIBEPXKACHHBIM [IpUKa3oM MHUHHCTepCTBa BHYTpeHHHX nedl Poccuiickoit Qeneparnum,
MunncTtepcTBa  HpOMBIIUTEHHOCTH U SHepreTuku Poccuiickoit ®enmepamun  wu
MruHuCcTepCcTBa 9KOHOMHYECKOTO pasBuTHA W TOproBnu Poccuiickoit ®emepanun ot 23
urons 2005 r. Ne 496/192/134 (3apeructpupoBan MunHcTepcTBOM rocTiivu Poccutickoit
Oenepanuu 29 urons 2005 r., PETUCTpaluoHHbIN Ne 6842), ¢ U3MEHEHUSIMH, BHECEHHBIMH
NprKa3oM MuHHCTEpCTBAa BHYTpeHHHX nel Poccuiickoif Qenepanun, Munucrepcrsa
IIPOMBIIITICHHOCTH M 3HepreTHku Poccuiickoit Denepanyy u DenepalbHOl TAMOXKEHHOM
cmyx6sl  Poccumiickoit ®enmepanmu  or 24 aBrycta 2006 r. Ne 659/192/804
(3aperucTpupoBan MuHHCTepCTBOM foctiimn Poccuiickoit Meneparmu 3 OKT0ps 2006
I'., perucrpanuoHHbIii Ne 8357), npukazamu Munncrepersa BHyTperHuX nen Poceuiickoii
Oenepaunn, MHUHHCTEPCTBA NPOMBIILIEHHOCTH | Toprosnu Poccuiickoit ®eneparuu u
DenepatbHON TaMOXEHHOM ciyx0b1 Poccuiickoit ®enepanum or 31 nexabpst 2008 r.
Ne 1198/463/1700 (3apeructpupoBan MunncrepeTBoM rocTHuEE Poccuiickoit Deneparuu
3 ¢espans 2009 r., perucTpauuoHHs Ne 13257), ot 19 smBapa 2011 r. Ne 26/18/80
(3apeructpupoBan MunucTEpCTBOM toctunuy Poccuiickoit Oenepanum 24 Maprta 2011 r.,
peructpanionnslit Ne 20278), ot 30 aBrycra 2012 r. Ne 828/1227/1744 (3apeructpupoBan
MuHncTepcTBOM  IoCTHIHH — PoccHiCKOl Qenepanun 31 aprycta 2012 r,
perucTpanuoHHein  Ne  25346), or 17 HOsOps 2014 r. Ne 1044/2302/2210
(3aperucTprpoBar MUHHCTEpCTBOM toctunuy Poccuiickoit Meneparyn 12 nexabps 2014
T, Ppeructpaunonnblr Ne 35160), or 11 HosGps 2015 r. No 1072/3557/2293
(3aperucTpupoBan MunucreperBom roctunuu Poccuiickoi Oenepanyu 10 gexabps 2015
T., perucTpanuonserii Ne 40052), ot 10 mapra 2017 r. Ne 115/666/370 (3apeructpuposan




MunncreperBom roctuuu Poccuiickoi Oenepanuu 26 mas 2017 r., PETHUCTPallMOHHEIH
Ne 46857);

7.3. lllecTH3HAYHBIN NOPSIAKOBHI HOMEp 3allUCH O pa3pellIeHHH.

IlprcBamBaercs B mopsuke BO3pacTaHHs HE3aBUCHMO OT TIofa MpeNOCTaBJIECHHS
paspelieHus.

8. ®opMHpOBaHHE M pa3MeLIcHHe CBEICHUH H3 peecTpa OCYIEeCTBISETCS
PocsnpaBranzopom Ha OTKPBITOM MHGOPMALIMOHHOM pecypce:
http://www.roszdravnadzor.ru/.

9. Csenenus, conepxaiuecs B peecTpe, ABIAIOTCH OTKPBITHIME IJIS O3HAKOMJICHHS
IOPHINYECKIMH W (QU3WYECKHMH JIMIAMH B COOTBETCTBHH  C JEHCTBYIOIINM
3aKOHOZIAaTEeILCTBOM Poccuiickoii ®Oeneparnuu.

10. Bemenne emmnorO PEECTpa OCYIIECTBIIACTCA B YCIOBHUAX, 00ECIIE€UHBAIOIINX
TIpeNOTBPAIlCHIE HECAHKIIHOHUPOBAHHOTO JOCTYIA K HEMY.




Ipunoxenue Ne 3
K npukasy DenepanbHoii cryx65l 110
Hax30py B cdepe 31paBooXpaHeHHs
OT 28 2 20220 .S #%

Popma

Perucrpaunonnstii nomep:
oT

(popmupyemes asmomamuuecku)

B TEPPUTOPUAJILHBIN OPTAH
PEJEPAJILHOMN CJIYKBbI IO HAJ[30PY B
C®EPE 3IPABOOXPAHEHUSI 1O CYEBEKTY
POCCHICKON ®EIEPALINN

3ASIBJIEHHUE
O NIOJIYYEHNMU PA3SPEIIEHUS HA OCYHIECTBJEHUE
POSHHYHOM TOPIrOB.JIN JEKAPCTBEHHBIMHY NPENAPATAMH
AJSI METUOUHCKOT O NIPUMEHEHUS
AUCTAHIIMOHHBIM CIIOCOBOM

IIpowy npemocrasuth paspemenue Ha OCYIICCTBIICHAE POSHUYHOH TOPTOBIM JIEKAPCTBEHHBIMU
IpenapaTamMy Ul METUIMHCKOTO IPHMEHEHHUS TUCTAHIHOHHBIM CIIOCOGOM.

Ne Tpebyembie cBenenns Csenenns, npeacraB/ienHbie 3aBATEIEM
n/n
1 2 3
1. | ITonmoe bupmennoe HaHMEHOBaHHE
TOPUIMYECKOr0 JIMNA (Ha PyCCKOM SI3LIKE)
2. | OcHOBHOH’ roCy/1apCTBEHHBIH
PCTHCTPAllMOHHBI HOMED  IOPHAMYECKOro
nuua (OI'PH)
3. | MneHTudUKanMOHHEL HOMEp

Hajjoronnarensiuka (MHH)

4. | Aopec  IOpHAMYECKOTO 1MOA H  ero
CTPYKTYPHBIX MOApA3NENEHAR (IPH HAIHYHH)
S. | Axpeca Mecr ocymecTBieHuS PO3HUYHOM

TOPTOBJIM JIEKAPCTBEHHBIMH IIPENapaTaMu (ampec MecTa ocymecTBIIeHHS PO3HHTHOM TOProBIH
JICKapCTBCHHBIMH TIPENAapaTaMu IS MEIUITHHCKOTO
ITPUMEHEHUS)

6. | Ceemenust o nuueHsum Ha OCYIIECTBICHHE | PerucTpanitoHHbIH HoMep THIeH3HY
dbapmanesTiyeckoit JEATENbHOCTH ¢ | Jara Beimaun
yKa3zaHHeM BBIIIOJTHSIEMOH pabotel | Beiana

(oxa3bIBaeMoit YCIIyTH)

M0 PO3HUYHOH TOProBJic JICKapCTBCHHBIMU (opraH, BEITaBIIAIA JIULCH3MIO HAa OCYIIECTRICHNE
npenaparamu hapManeBTHYECKOH HeATENBHOCTH)

7. | Anpec caiita (caiiToB) B cetn «HHTEpHETY URL (yau¢mnvposanssii ykasarens pecypca) -




azpec caiita

AKTVBHAS CChUIKA I TIepexoa Ha caifT (caifTer)

8. |Undopmanus o moGumbHOM Tipuoxenny | Ha3sarne Mo6GuiIbHOrO Iprnokenmns
(upwu HaTMYKH)

9. | Uadopmuposarue 1o BOmpocaM  BbIIa4H | Azxpec 3NEKTPOHHOIM IIOYTHI:
PaspeIliCHUs] Ha OCYLIECTBIICHHE DPO3IHHYHOM
TOPTOBJIH JICKApCTBEHHEIMH Ipenaparamu st | Homep Tenedoua:
MCTUIIMHCKOI'O IPUMEHEHHUS AUCTAHIIHONHBIM
crocobom

(®.1.0. (mocnennee - npu HaJIY M) PYKOBOJUTENS MIOCTOSHHO ACHCTBYIOWIETO HCTIONHUTENLHOTO OpraHa IOPUIHYECKOTO
T2 M1 HHOTO JIMIA, HMEIOLIErO NPaBo AEHCTBOBATH OT MMEHH 3TOr0 IOPHUAHUYECKOTO JTHIIA)

« » 20 r

(mommucano 1 3aBepeHo yemeHHoH
KBRJTH(HLIMPOBAHHOM SNIEKTPOHHOM MO ATHHCHIO)
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Ipunoxenne
K hopMe 3asBIIeHHs O TONyYEHHH paspeleHns Ha
OCYILIECTBICHUE PO3SHHYHOI TOProBITH
JIEKapCTBEHHBIMHU TIpenapaTaMu
AJ1S1 MEIMITMHCKOTO TPUMEHEeHHUS
AUCTAaHIMOHHBIM CIIOCO6OM

Pexomennyemsiii o6pa3zen

Onncek f0KymeHTOB
Hacrosmum ynocrosepsercs, o

(monHOE hHpMeHHOE HAMMeHOBaHHe FOpUIMIECKOTO JIMLA (HA PYCCKOM S3bIKe)

IIPEACTaBUII B TeppUTOpHANbHEIA Opran Pocsapasransopa o

(HaMMEHOBaHHE TEPPUTOPHATBLHOTO oprasHa
Pocsnpasransopa o cy6nexty
Poccuiickoit ®enepamum)

HHAXECIeayroImue OOKYMCHTHI I BbIIa4n paspeumicHud Ha OCYIICCTBJICHHE DPO3HHUYHOHN TOProsju
JICKaPCTBCHHBIMH npenaparaMu 111 MEIULIMHCKOTO NIPHMCHEHUA THCTAaHUMOHHEIM CIIOCOOOM.

Ne HaumenoBanue qoxymenrta Koa-Bo
n/n daiison/
JINCTOB

1. | 3agsieHue o TIOIyICHHH DaspeIIeHHss Ha OCYIIECTBICHHE PO3HHYHOH TOProOBIH
JICKapCTBEHHBIMH TIpenapataMid Uil MEIHUIMHCKOTO IIPUMEHEHUS IMCTAHIMOHHBIM
CIIoco00M

2. |[doxymeHTsI (CBENEHHS) O HAJIHYUH 00OpYNOBaHHEIX TOMELIECHHUI (MecT) s xpaHeHuUs
CPOPMHUPOBAHHEIX 3aKA30B B COOTBETCTBHH C IlpaBanamn Hamnexameit npaxTuky
XPaHCHHA 1 TePEBO3KH JICKAPCTBEHHBIX IIPENApaToB Ui MeIUIHHCKOTO IIPUMEHEHHS,
YTBEPAICHHBIMY TIPUKa30M MHUHUCTEPCTBA 34paBOOXpaHEHHs PocCHItCKOl ®enepanun
ot 31.08.2016 Ne 646H (doto - u BHIICOMATEPHATIBI), B TOM YHCIIE:

2.1. |lokyMeHTBI (CBeHEHHA) O NPUHANTEKAIIAX IODHINYECKOMY JIMIly Ha IIpaBe
COOCTBEHHOCTH HIIM Ha HHOM 3aKOHHOM OCHOBARHIH NOMEIIECHUN ¢ KOHKpeTH3auel
HOMCPOB MaTCpHAIbHBIX KOMHAT /ISl XPAHEHHs! ChOPMHPOBAHHBIX 3aKA30B

2.2. |HoxymenTs! (cBenenms), TIOATBEPXKAAIOMNE HATHIHE 00OpYyAOBAHHA*, HCMIONB3YEMOTO
B IIpoNecCe XpaHEHHS CHOPMHUPOBAHHEIX 3aKa3oB (0GOPOTHO-CANBIOBAS BEIOMOCTB,
TOBAPHBIC HAKJIaNHbIC, TOBAPHBIC YEKH, MHBEHTAPH3AUMOHHbIEC OIUCH, KapTo4Kd U Ap.),
a IMEHHO:

CHCTEMBI KOHTULIHOHUPOBAHHS

XOJIOMUIILHBIC KaMEPHI U (HUJIH) XOJI0AUIBHAKA

BEHTHJIALIUOHHAS CHCTEMA

TEPMOTUTPOMETPEI  (IICHXPOMETPLI) HIH HHOE obopynoBaHHe, HCHONB3yeMoe i
PETHCTPANNY TEMIICPATYPHI H BIAKHOCTH B IOMEIIEHHAX

*YKasbIBaeTcst IepedeHn 060y IOBAHKS ANTEUHON OpraHu3aIiu

3. |[loKyMeHTE! (CBefIeHHS) O HAIMYMHM COGCTBEHHOMN KYPBEPCKOH CIIyXOBI, HMMeroueit
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obopyzoBanue, obecHeunBaromee NoAZepXaHHe HEOOXOAMMOTO TeMIEpaTypHOro
PEXHMA U1 TOCTABKH TePMOIaCHIBHBIX JIEKAPCTBEHHBIX IpEenaparos, MM JOrOBOPA CO
ciyx00H KyphepCKOi TOCTABKH, HMEIOMIEH Takoe obopymoBanue

3.1. | HokymeHTHI (cBenenns), MOATBEPXKAIOIIHE Hanugue o6opynoBaHus
(TEpMOKOHTEHHEPBL, TepPMOBGOKCHL, CYMKH-XOJIOAUIBHUKH, JIOITEPhl, NAaTYAKA ydeTa
TEMICPATyphl H  mOpodee*), obecneunBaomero NOJ/IepXKaHue  HEOOXOAUMOro
TEMIICPATYPHOr0 peXMMa Il JOCTAaBKH JIEKAPCTBEHHBIX npenaparoB  (060poTHO-
CallbZOBad BENOMOCTb, TOBAPHBIE HAKIAIHBIE, TOBAPHEIE 4EKH, HHBEHTApU3alHOHHEIE
OIHCH, KAPTOUKH H JIp.)

*Vka3bIBaeTcs mepedens 000pyNOBaHHs ANTEUHOH OpraHN3ANUH

3.2. [loroBop (cBemeHHS O AOTOBOPE) €O CIY}OOH KyphepcKow MOCTaBKH, HMeIOLeit
obopynoBaHue, obecrednBaromee TIOANEPKAHNE HEOOXOAMMOTO  TEMIIEPAaTyPHOro
PeXUMa JUIA IOCTaBKM TEPMONAGHIIBHEIX JIEKAPCTBEHHBIX IpernaparoB, B KOTOPOM
YKa3bIBAlOTC OOS3aHHOCTH KaXHod w3 CTOPOH [IOTOBOpa, IOPSAOK IEHCTBHA WU
OTBETCTBEHHOCTH CTOPOH, IepeyeHb 0GOpYa0BaHMS, 06ECIeINBAIOIIEro TIOZIEPIKAHHE
HEO0XOIMMOT0 TeMNEPaTypPHOTo POXHAMA JUIst NOCTABKH JIEKAPCTBEHHBIX PENAPATOB

4. | lokymeHTHl (CBemEHHA) O HaTHUMK NCKTPOHHOH CHCTEMBI ILIaTeXed W (WiH)
MOOHMIIBHEIX — IUIATEXHBIX — TEPMHHAIOB, NPENHA3HAYCHHBIX  JUIL  [POBEICHHUS
JICKTPOHHBIX — INIATEXEH, B TOM 4HCIE C [OMOWIBIO GAHKOBCKHX Kapr,
HEMIOCPENCTBEHHO B MECTE OKa3aHHs YCIyTH

4.1. | PerncTpauronnble HoMepa KOHTPOJIBHO-KACCOBOM TEXHUKH, TPEeIHA3HAYEHHOU IS
TIPOBEZICHHSA JNIEKTPOHHBIX IUIATEXNEH, B TOM YHCIE C IIOMOIIBIO GAHKOBCKHX Kapr,
HCTIOCPENCTBEHHO B MECTE OKA3aHMs yCIIYTH

4.2. | CeemieHns, NOATBEPKIAIONIHE PErHCTPAlMIO aNTEeYHOH OpraHU3allii B CHUCTEMe
9NICKTPOHHBIX ILTATEXEEt

S. | Ceenenus o caifte (caiitax) B cetn «HTepHETY

S.1. | Ceblnka Ha caiiT (caiiThl) B ceTn «HHTepHETY)

6. | Madopmanus o MOGHIBEHOM NPUIOKECHUH (IIPY HAIHYAM) (CCHUIKA HA CKAUMBAHLG
IUCTPUOYTHBA HIIM MPHIIOKEHHS B CETH «HHTepHETY)

7. | JloBepeHHOCTH

JloxyMeHTHI cnan HoKyMeHTHI mpuHsN
3asIBUTENB/IPEICTABUTEND 3asBUTE/LS: AOJDKHOCTHOS JIMIIO TEPPUTOPHANIBHOIO OpraHa
Pocsapasranzopa:

(®.1.0. (nocnennee - [IPY HaIMYHH), TOTKHOCTB) (®.11.0. (nocnexnee - nmpu HaJIMYMY), JOIKHOCTB)
(noxnwmcano u 3aBCPCHO COOTBETCTBECHHO yCHJICHHOM TIOZUIMCAHO M 3aBEPEHO COOTBETCTBEHHO yCHIICHHOM
KBIMDUIMPOBAHHON 3/IEKTPOHHOM HOAIHCEHIO) KBATHQHUMPOBAHHOH SIIEKTPOHHOM NOATHCEIO)

Jara

(PeXBU3MTEI HOBEPEHHOCTH) Bxonsmuit No
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IIpunoxenne Ne 4
K npuKasy DexepanbHO# Ciy65I O

HaJ30py B cdepe 31paBoOXpaHEHHUs
o122 2. 20280 47 5+

®opma

(HaHMEHOBaHKE TEPPUTOPHAIBHOTO OpraHa DezepanbHOi cimyxO6HI 10 Ham30py B chepe
31paBOOXpaHEHHS 10 CyOBbekTy Poccmiickoii Denepar)

PA3PEUIEHUE

Ne or" " T.

Ha OCYIIEeCTBJ/IEHHE pO3Hlfl‘lH0ﬁ TOProBJ/IH JIEKAPCTBEHHbIMH npenaparamMu aas
MEAHIIHHCKOIO NPpUMEHEHHUs AHCTAHUHOHHLIM CIIOCOOOM

Hacrosmee paspermenue npegocrasineno

(mosTHOE (pUPMEHHOE HaMMEHOBAHHE IOPUINIECKOTO THIA (Ha pycCKOM s3bIKE)

OCHOBHOH TroCyNapCTBEHHBIN pPerHCTPALMOHHBIH HOMED FOPHAWYECKOTrO JIUIA
(OI'PH)

HNnentudukanmosHeIii HOMep Hanoromiarensmuka (MHH)

AJIpec FOPHARYECKOTO JIHLIA U €70 CTPYKTYPHBIX nonpasaesneHui (IIpy HaJTUYUK)

(YKa3sbIBaeTCA apec MecTa HaX oMk IeHHs)

Anpec caiiTa anTeqHON OPraHU3aLHH B CETH «HHTEpHETH

Hacrosimee paspenienne npenocraBieHo HA OCHOBAHHK NMPHKAa3a OT «__ »
r. Ne TEpPUTOPHAIEHOTO OpraHa PexepanbHOM CIIyKOBI O HAA30PY B cdepe
31paBOOXpaHeHH 10 cyOBeKTy Poccuiickoit ®enepanuu

JOJDXHOCTh ®.1.0. YCHIIEHHAs
YIOTHOMOYEHHOTO JTUNA YIOJIHOMOYEHHOTO JIHIa KBaH(UIMPOBAHHAs 3EKTPOHHAL
(oTuecTBO MpHU HaTMUHMK) TIOATIUCE
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ITpunoxenue Ne 5
K npukasy QenepanbHoit ciyxO5l o
Haz30py B cdepe 31paBooXpaHeHUS
OTZ28 28 282M0 v{ 94

®opma

(HaMMEHOBaHHE TEPPHTOPHATLHOTO OpraHa DezepanbHO# CiyXkOHI 110 Hax30py B cdepe
3/ipaBOOXpaHeHHs 10 CyObexTy Poccniickoit denepanui)

PELHIEHUE
0 MPEKPAUIeHUH ICHCTBHSI Pa3pelIeHus] Ha OCYLIECTBJICHHE PO3HHYHOM
TOProBJIM JIEKAPCTBEHHLIMH NPeNapaTaMu A1 MeTHIHHCKOT0
NPHMEHEHHS JHCTAHUIHOHHBLIM CIIOCOG0OM

No OT « » T.

B coorBerctBuM ¢ mynkTom 29 Ilpasun Beizaunm paspeleHuss Ha OCYIIECTBIICHUE
PO3HMYHOH TOPTOBIIM JIEKAPCTBEHHBIMH MPENApaTaMH [UIS MeIHIIHHCKOTO IIPUMEHEHUA
AMCTRHIMOHHBIM CIIOCOOOM, OCYIIECTBICHHsS TAKOM TOPTOBIH M JOCTABKH YKa3aHHBIX
JICKapCTBEHHBIX ~ TIPEMapaTOB  FpaXJaHaM,  YTBEPKAEHHBIX  MOCTAHOBJIECHUEM
IIpasurensctBa Poccniickoit ®eneparuu ot 16 mas 2020 r. Ne 697 (manee — IIpaBuna,

YTBCPXKICHHBIE TOCTaHOBiIeHUEM IlpaButennctBa Poccuiickoii Qenepannu or 16 mas
2020 r. Ne 697),

NPEKPATHTh [AEHCTBHE pa3pelleHHs Ha OCYIIECTBJICHHE PO3HHYHOH TOProB.JH
JIEKaPCTBECHHLIMH NpPeNnapaTamMu /s MEAHIHHCKOTO NPHMEHEHHS JHCTAHIUOHHBIM
CcIocooom

peructpannoHHbIi Ne paspernenus
JlaTa BbIIaYu
NIPEeI0CTaBIIEHHOT'O

(HauMeHOBaHNE TEPPUTOPHANLHOTO OpraHa Pocanpasranzopa no cyGbekty
Poccuiickoit @enepanyu, npeaoCTaBUBLIEr0 paspeileHue)

lonHoe ¢upMeHHOE HAaMMEHOBaHME IOPHUAMYECKOTO JIHIA (Ha pycckoM A3BIKE):

OCHOBHOM  roCyapCTBEHHBIM  pPEerHCTPALHOHHBIN HOMEp IOPUIUYECKOro  JIMIa
(OI'PH)
WnentrrKaiioHHEIN HOMEP HATOrOIIIATE bIIMKA (MHH)

AJpec IOPHIMYECKOTO JHMIOA U €ro CTPYKTYPHBIX nozipasNeieHuil (P HaIHYHH)

CBGIIeHI/IH O JHLOEH3UU Ha OCYLIECTBJIICHHUE (bapMaueBTquCKoﬁ ACATCIIBHOCTH C
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YKa3aHHEM BBINOJHAEMOH pabOTH (OKa3hbIBAEMON YCITYrH) IO PO3HHYHON TOPTOBJIE
JIeKapCTBEHHBIMU IIpenapaTaMu:
PETUCTPaLMOHHBII No JIHIIeH3uu
Jata BeIIauu

IIPeOCTaBIEHHEIN

(HanMeHOBaHHE JIMLEH3UPYIOIIEro OPraHa)

Azipec caiita (caiiToB) B cetr «IHTepHET»
Nudopmaiyst 0 MOGHIEHOM NPHIIOKEHUH (mpu HayMYKR)

Anpeca MECTa OCYILUCCTBIICHUS pO3HH‘IHOI>'I TOPTOBIH JICKAPCTBEHHEIMU Inpenaparamu, 1o
KOTOPBIM MpEeKpalaeTcs PO3HHUYHAsA TOProBJIA JICKApCTBCHHBIMH npenaparaMu  Jis
MCJIMIIHHCKOT0 IIPUMEHEHUA QUCTAHIIMOHHBIM CIIOCOOOM:

0 NPUYHHE:
<*> NOANYHKT «a» myHkra 29 IIpaBui, YTBEPXKACHHBIX NOCTAHOBJIECHHEM
IlpaBuTenncrpa Poccniickoii ®enepannu ot 16 mas 2020 r. Ne 697

«MpeKkpawjenue  Oeucmeus  IUYEH3UU HA  OCYuecmenenue papmayesmuueckoi
OesAmenvHOCmu y QNmeuHOU OP2aHU3AYUUY

<*> noanyHkr «6» mnyskra 29 IIpaBmua, YTBEPKACHHBIX NOCTAHOBJIECHHEM
IpaBurenncrea Poccuiickoii ®Peagepanuu ot 16 mas 2020 r. Ne 697
«Hecoomeemcmeue anmeyHoUu OpeaHU3ayUU MpebOSaHUIM, YKAZAHHOIM 6 nynkme 5
nocmaroenenun llpasumenscmea Poccuiickoti @edepayuu om 16 masn 2020 2. No 697», a
UMEHHO.

a) Mmexee 10 MecT ocywecTBIeHHS (ApMaIeBTHYECKOH NESTENbHOCTH Ha
Teppuropuu Poccuiickoit ®enepanuy;

6) orcyrcTBHe (HecooTBeTCTBHE) 000pYIOBaHHBIX INOMeLieHHH (MecT) s
XpaHeHus: cOPMHUPOBAHHBIX 3aKa30B, HEOOXOMUMBIX COIIACHO IIpaBunam Hamiexame
NPaKTUKA XPaHEHHUS U [IEPEBO3KH JIEKAPCTBEHHBIX IIPENAPaTOB;

B) OTCYTCTBHE (HecooTBeTCTBHE) caiita B HHGOPMALHOHHO-
TeICKOMMYHUKAIIMOHHOM ceTh «VIHTepHeT», MOGHIIBHOTO TIPHIOKEHNUS,

I) OTCYTCTBHE (HECOOTBETCTBHE) COGCTBEHHOI KYPBEPCKOH CIy>XOBI, HMEIOLIe
obopynoBanue, obeclednBalolee MOICPKAHAE HEOBXOMUMOrO TEMIIEPATYPHOTO
PeXMMa JUIS NOCTABKM TePMONAOUIBHBIX JIeKapCTBEHHbIX MPENapaToB, M JIOTOBOpa CO
CITyx00H KyphepcKO# JOCTaBKH, UMEIOIIEH TaKoe obopynoBaHue;

1) OTCYTCTBHE (HECOOTBETCTBHE) BNIEKTPOHHOH CHUCTEMBl IUIaTeXed u (Win)
MOOHJIBHBIX IUIATEXHBIX TEPMHUHANOB, NPeIHA3HAYEHHBIX I IIPOBEJIEHUS IIEKTPOHHBIX
IUIATeXEeH, B TOM YHCIE C TOMOINBI0 GaHKOBCKHX Kapr, HEIIOCPEACTBEHHO B MECTE
OKa3aHUs YCIIyTH.

<*> NOANYHKT «B» MYHKTAa 29 HpaBl/l.ﬂ, YTBEP:KACHHBIX MNOCTAHOBJIEHHMEM
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IlpaBuTenbcrBa Poccuiickoii Deaepanun or 16 mas 2020 r. Ne 697

«0gykpamHoe u 6onee 8 meyenue 0OHO20 KaneHoapHoz2o 200a co OHA ebidayu baspewienus
npueneteHue anmeuHou Op2aHUIAYUU K AOMUHUCIDAMUGHOT OmeemcmeeHHOCmuU @
coomeemcmeuu co cmamoeamu 6.33 u 14.4° Kooexca Poccuiickois Dedepayuu 06
AOMUHUCTPAMUBHBIX NPABOHADYUEHUSAX.Y

<*> MNOANYHKT «I» MOyHKT2a 29 IlpaBnil, yTBepKIEHHBIX IOCTAHOBJECHHEM
IIpaBuTenscrBa Poccuiickoii Denepaunn ot 16 mas 2020 r. Ne 697

«peuienue anmeuHoU Op2aHU3aYUY O NPEKDAUCHUU OCYUeCENeHIs. PO3HUYHOU mop2oenu
NIEKAPCMBEHHbIMU NPENAPAMAamMU OUCAHYUOHHBIM CROCOBOM Y

PykoBonurens (3amecTuTeNns
PYKOBOJMTEIS) TEPPHUTOPHATILHOTO
oprana Poc3apaBHanzopa

1o cy6bexty Poccuiickoii ®eneparun

(moamicano u 3aBepeHO (®.1.0.)
YCWJIEHHOM KBaTH(HIHPOBAHHOM (nocnennee - npu HamMuHK)
AJEKTPOHHON MIOMUCHIO)




