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006 yrBep:kaenun Ilepeunsi 10KyMeHTOB, NOATBEPKAAIONIUX COOTBETCTBUE ANITEYHOI
OpPraHM3anuy TPeGOBaAHUSAM, JAIIUM NPABO HA OCYLIECTBIeHHE POZHUYHOI TOPIrOB/IU
JIEKAPCTBEHHBIMU NMpenapaTamMmu JJisi MeIMIMHCKOI0 MPUMeHeH! sl JUCTAHIIMOHHBIM CIOCO0O0M,
IMopsinka BeAeHUA peecTPa BbIIAHHBIX Pa3pellieHUd HA OCYLIeCTBICHHUE POZHUYHOM TOPIroOBJIH
JIEKApCTBEHHBIMU NMpenapaTamMu JJisi MeIMIMHCKOr0 MPUMeHEeHN s JUCTAHIIMOHHBIM CIIO0CO00M U
(¢popm noxymenTosB,
ucnosb3yemMbix MenepanbHO ci1y:k00i 10 HAA30py B cepe
3ApaBOOXpPaHEeHMs NPHU BbIa4e pa3pelleHusi Ha OCcyllecTBIeHHe PO3HUYHOM TOProBJIN
JIEKAPCTBEHHBIMHU NMpenapaTamMu JJisi MeIMIUHCKOr0 NPUMEeHEeHUs] JUCTAHIMOHHBIM CII0CO00M

B cootBerctBuu ¢ yacthio 1.1 crateu 55 @enepanbHOrO 3aKOHA

2 anpens 2010 . Ne 61-D3 «OO6 obpamiennn jekapcTBEHHbIX cpenct» (CobpaHue 3aKOHOIATEIHCTBA
Poccuiickoit ®enepauun, 2010, No 16, ct. 1815; 2020, Ne 14, ct. 2035) u OOCTaHOBICHUEM
[IpaButenbctBa Poccuiickoit @eneparuu ot 16 mast 2020 1. Ne 697 «O6 ytBepkaeHun [IpaBun Beiaun
paspelieHdss Ha OCYIIECTBICHME PO3HUYHOW TOProBIM JIEKAPCTBEHHBIMU IMpernaparamu s
MEIULUHCKOTO IPUMEHEHHsI AUCTAHIIMOHHBIM CIIOCOOOM, OCYIIECTBIIEHUS] TAKOW TOPIOBIIU U JIOCTABKU
YKa3aHHBIX JIEKAPCTBEHHBIX MpENaparoB TpakJaHaM W BHECEHUHM W3MEHEHHUH B HEKOTOPHIE AaKThl
[IpaBurensctBa Poccuiickoit ®enepanuu 1O BONPOCY PO3HUYHOM TOPIOBIM JIEKAPCTBEHHBIMU
npernapatamMy s MEAMIMHCKOTO TPUMEHEHUS JUCTAHIMOHHBIM crocobom» (OdunmanbHbIN
MHTEPHET-NopTaj npaBoBoil nundopmanmu http://www.pravo.gov.ru, 18 masg 2020 ) npu K a 3 bl B a 10:

YTBepauTh:

1. [lepeueHb JOKYMEHTOB, MOATBEPKIAIOIINX COOTBETCTBUE aITEYHON OpraHU3aluu TpeOOBaHUM,
JAIOLIUM [paBO Ha OCYIIECTBICHHE PO3HMUYHON TOPIOBIM JIEKAPCTBEHHBIMHM NIpernaparamu Jis
MEAUIIMHCKOTO TIPUMEHEHHUS TUCTAHITHOHHBIM cTiocoO0oM (tipuiioxenue Ne 1);

2. Ilopsimok BeaeHUsl peecTpa BBLAAHHBIX PA3PELICHUN Ha OCYIIECTBICHHWE PO3HUYHOW TOPrOBIIU
JICKapCTBEHHBIMU TIpeTaparaMyd UIsl MEAWLIWHCKOTO TPHUMEHEHHUS UCTAHIMOHHBIM CII0COOOM
(mpunoxenue Ne 2).

3. ®opMy 3asBIeHHS O BbIJaYe pA3PEUICHUS HA OCYIISCTBICHHE PO3HUYHOW TOPTOBIH
JICKApCTBEHHBIMU ~ TIperaparaMy  JUIsl MEAWIUHCKOTO TPHUMEHEHUS JTUCTAHIIMOHHBIM CIIOCOOOM
(mpunoxenue Ne 3).

4. ®opMy pa3pelieHrs] Ha OCYIIECTBICHNUE PO3HUYHON TOPTOBIIM JICKAPCTBECHHBIMH IperapaTaMu
JUTSE MEIMIIMHCKOTO MPUMEHEHHUS AUCTAHIIMOHHBIM CIIOCO00M (mpritoxkerne Ne 4).

5. ®opMy pemieHHs O MPEKPALICHUM ACHUCTBUS pa3pelieHHs Ha OCYIISCTBICHUE PO3HHUYHOU
TOPTOBIIM JICKAPCTBEHHBIMH TpenapaTamMu JIjIsl MEIUIITHCKOTO MPUMEHEHHUS TUCTAHIIMOHHBIM CTI0COO0M
(npunoxenue Ne 5).

PykxoBogurenb A.B. CamoiinoBa

[Tpunoxenue Ne 1
K npukazy denepanbHO Ci1ykObI IO HAA30PY B
chepe 3npaBoOXpaHeHUS
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oT Ne

Ilepeyennb
AOKYMEHTOB, NOATBEPKAAI0IINX COOTBETCTBHE ANITEYHOH OPraHU3annu
TpeOOBAHUSAM, JAIOIIMM NPAaB0O HA OCYNIECTBJICHHE PO3HUYHON TOProB/JIM
JIEKAPCTBEHHBIMHM NpPenapaTaMu JJisi MEAUIMHCKOT0 MPUMEHEHMSI
MUCTAHIIMOHHBIM CIIOCO00M

1. JoxymeHThl (CBeleHHUs), TOATBEPXKIAIOIIME OCYIICCTBICHUE aNTeYHOW  OpraHu3aluei
(dhapmareBTUUECKOM JesTeIbHOCTH Ha Tepputopuu Poccuiickoit @enepannu (He meHee 10 mecr).

2. JIoKyMeHTHl (CBeAEeHHMs), MOATBEPKIAIOIME HAJIWYUE Y aNTeYHOM OpraHu3aluud 00OpYIOBaHHBIX
MOMEIIEHUH (MecT) a1 XpaHeHus: CHOPMHUPOBAHHBIX 3aKa30B B COOTBETCTBHM ¢ IlpaBuiamu
HaJUIeKAIle IPaKTUKUH XPAHEHUS M NEPEBO3KM JIEKAPCTBEHHBIX IPENapaToB ISl MEIULMHCKOIO
IIPUMEHEHMsI, YTBEPXKICHHBIMU IpUKa3oM MuHHCTEpCTBa 31paBooxpaHeHus Poccuiickont denepanum
or 31.08.2016

Ne 6461 (oto - u BUIEOMaTepuabl), B TOM YUCIIE:

- JIOKyMEHTHI (CBEICHUS), TOATBEPXKIAIONINE HAJMYMe MPHUHAUICKAIUX alTeYHOW OpraHu3aluf Ha
npaBe COOCTBEHHOCTH WMJIM HAa MHOM 3aKOHHOM OCHOBAHMM MOMEIIEHUH C KOHKpETH3allleil HOMEpOB
MaTepHaJbHBIX KOMHAT JUIsl XpaHEHUs! CPOPMHUPOBAHHBIX 3aKa30B;

- JIOKYMEHTHI (CBeIeHMs), MOATBEP:KIAIOUINE HaJUYMe Yy alTeyHOW OpraHu3aluyd 00OpyHdOBaHUS,
UCIOJIb3YEMOI0 B IPOLIECCE XPaHEHUsI COPMHUPOBAHHBIX 3aKa30B (0OOPOTHIO-CAIbI0BAsl BEIOMOCTb,
TOBapHbIE HAKJIAJHbIE, TOBAPHbIEC YEKH, MHBEHTAPU3ALMOHHBIE ONKCH, KAPTOUKH U JIp.), @ UMEHHO:

- CUCTEMBbI KOHAWIIMOHUPOBAHNUS;

- XOJIOAWJIbHBIE KaMepbl U (MJIH) XOJIOAUILHUKY (DapMalleBTHUECKHE;

- BEHTWISIHUOHHAS CUCTEMA;

- TEepPMOTUTPOMETPHI (NICUXPOMETPHI) WJIM HHOE OO0OpYIOBaHUE, HCIOJIb3yeMOE MJis PEerucTpaluuu
TEMIIEPATYPHI U BIAKHOCTH B IOMEIICHUSX.

3. CaeaeHusi, MNOATBEPXKIAIOIIME HAJIMYME Yy aNTEYHOM OpraHuM3aluu caita (calToB) B CeTH
«HTEepHET:

- CKpHUHILOT caiita (caiiToB) B ceTu «HTEpHET».

- Nadopmanus, moaTeepKaaromas HaTudrue y aTeyHOW OpraHu3auil MOOMIBHOTO MPHUIIOKEHUS (TIPH
HAJIWYUH) (JIOTOTUT W CKPUHIIOTH MOOMIBHOTO TPUIIOKEHHS).

4. JloxymeHTBl (CBeIEHHS), TOATBEP)KIAIOIINE HAJMYMEe y aNTeYHONH OpraHM3alud COOCTBEHHOU
KypbepCcKOil CITy>kObI, HMeroIel o0opynoBaHHe, obOecreunBaroniee TMOAACPKAHHE HEOOXOIMMOro
TEMIEPaTypPHOTO PEXUMa Il TOCTaBKU TEPMOIAOMIBHBIX JIEKAPCTBEHHBIX MPENaparoB, WIN JIOTOBOPA
CO CITyX)00H KypbepCKOW JOCTaBKU, UMEIOIIEH Takoe 000pyI0BaHHE:

- JOKYMEHTHl (CBEIE€HMS), TOATBEP)KIAIOIINE HaIW4YUs 000pyaoBaHUS  (TEPMOKOHTEHHEpHI,
TEPMOOOKCHI, ~CYMKHU-XOJOAMJIBHUKHM, JIOTTE€pPhl, JaTYMKH Yy4yeTa TEeMIepaTypsl U  Ipouee),
o0ecreynBaroIIero MoJjiep)kaHue  HEoOXOAMMOIo  TEMIIEPAaTYpHOTO  pekuma I JTOCTaBKHU
JIEKapCTBEHHBIX NpenaparoB (000POTHIO-CAJIbA0Bas BEIOMOCTh, TOBAPHbIE HAKJIA/IHbIE, TOBAPHbBIC YEKH,
MHBEHTApU3alMOHHBIE OMMCH, KAPTOUKH U Jp.);

- WU J10TOBOp (CBEICHUS O JIOTOBOPE) CO CIIyK00i1 KyphepCKOM JT0CTaBKH, UMEIOIIEeH 000py1oBaHue,
oOecreunBaromiee MOAAEpKaHHE  HEOOXOAUMOTO  TEMIIEpaTypHOro  pexuma g JIOCTaBKU
TEPMOJIaOUTIBHBIX JIEKAPCTBEHHBIX MpPENapaToB, B KOTOPOM YKa3bIBAIOTCS OOS3aHHOCTH KaXJAOW W3
CTOPOH JIOTOBOpa, MOPSAOK JCHCTBUH M OTBETCTBEHHOCTh CTOPOH, I€peueHb O0OpYyAOBaHUA,
o0ecreuynBaroIero  NoJepXKaHue HEOOXOIMMOIo TEMIIEPaTypHOro pexXuma g JOCTAaBKU
JIEKapCTBEHHBIX IIPENapaToB

5. JlokyMeHThl (CBeACHUS), MOATBEPKIAIOIINE HAIWYME Yy AaNTEYHOW OpraHU3alluu SJIEKTPOHHOM
CHCTEMBI TUIaTeXel U (W) MOOMIIBHBIX IUIATEKHBIX TEPMUHAIIOB, TPEAHA3HAYCHHBIX IS IPOBEICHUS
AJIEKTPOHHBIX IUIATEXEW, B TOM YHCIE C MOMOUIbI0 OAHKOBCKUX KapT, HEMOCPEICTBEHHO B MeECTE
OKa3aHUsl yCIyTHU:

- PErucTpallMOHHBIE HOMEPA KOHTPOJIbHO-KACCOBOM TEXHUKH, MPEAHA3HAYEHHOM i IPOBEICHUs
ANEKTPOHHBIX IUIATEXKEH, B TOM YHCIE C MOMOIIbI0 OaHKOBCKMX KapT, HEMOCPEICTBEHHO B MeECTE
OKa3aHUs yCIyTH;

- CBEICHMS, NOATBEPKIAIOLIME PErMCTPALMI0 AalT€YHOW OpraHu3allid B CHCTEME JJIEKTPOHHBIX
IIaTexen.
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[Tpunoxenne Ne 2
K nipukazy denepanbHoil cIry>KOBI IO HAZI30PY B
chepe 3ApaBOOXpaHEHUS
oT Ne

IHopsinok
Be/IecHHsl peecTpa BbIIJAHHBIX pa3pelleHnii HA ocyllecTBIEHHe
PO3HMYHOI TOPTroOBJIM JIEKAPCTBEHHBIMHU NpenapaTaMu JJisi MeIUIUHCKOTO NPUMeHEeHUs
MUCTAHIIUOHHBIM CIIOCO00OM

1. Hacrosimii [lopsinok onpenensieT npaBuia BEACHHs peecTpa pa3pelieHui Ha OCYLIECTBICHHE
PO3HMYHOM  TOPrOBIM  JIEKAPCTBEHHBIMU  IpernaparaMd  JUIsl ~ MEIUIUHCKOIO  IPUMEHEHHS
JUCTAaHIIMOHHBIM CIIOCOOOM (J1ajiee — peecTp), BbIIAHHBIX TEPPUTOPUATBLHBIMUA OpranaMu PenepanbHON
CIIy’)kObl TI0 HaA30py B cdepe 3apaBooxpaHeHHss Mo cyOwbekTy Poccuiickoit @enepanun (manee -
TeppUTOpUajIbHbIE Opransl Poc3apaBHanszopa).

2. BeneHue peecTpa OCyIIECTBISIETCS B 2JEKTPOHHOM BHJIE W BKJIHO4aeT B cels cOop,
CHCTEMAaTH3alnil0, W3MEHEHHWE, XpaHeHWe ©  OOHOBIEHHE  MOCTyHarmomed  uH(pOpMaun
TeppUTOpHUaIbLHBIMU Opranamu PocsapaBHaazopa.

3. OcHoBaHMeM [Jisi BHECEHMS COOTBETCTBYIOUICH 3amuCH B peecTp SBISIETCS NPUHATHE
TEeppUTOpUATILHBIMU OpraHaMu Poc3npaBHanzopa, perieHus:

1) o Bblgade paspelieHusi Ha OCYIIECTBICHHWE PO3HUYHOM TOPrOBIM JIEKAPCTBEHHBIMH
npenapaTamu Ajisi MEAMIIMHCKOTO MPUMEHEHHs JUCTAaHIIMOHHBIM CIIOCOOO0M (J1ajiee — pa3pelieHue);

2) 0 IpEeKpaLICHUH IEUCTBUS pa3peIICHHUS.

4. Kpome ciyuaeB, yka3aHHbIX B IyHKTe 3 Hactosulero llopsiaka, cOOTBETCTByrOIas 3aluch B
peecTp BHOCHUTCS 110 PELICHUIO TEPPUTOPUAIbHBIX OpraHoB Poc3apaBHan30opa, B CiIydasix HOITy4EeHUs OT
(enepalbHOrO OpraHa MCIIOJIHUTEIBHOW BJIACTH, OCYIIECTBIISIOIIETO TOCYapCTBEHHYIO PErHCTPalHIo
IOPUANYECKUX JIUL], CBEJICHUM O MPEKPAILECHNUN IOPUANYECKUM JIULIOM JI€ATE€IbHOCTH.

5. BHeceHu1o B peecTp MoAJIeKar CICAYOIINE CBEICHUS:

1) HaumeHOBaHMEe TeppUTOpUATILHOTO opraHa Poc3apaBHanzopa;

2) nonHOE pUPMEHHOE HAMMEHOBAHHE IOPUINIECKOTO JUIA (Ha PYCCKOM SI3BIKE);

3) OCHOBHOW TOCYIAapCTBEHHBIM PETrUCTPAMOHHBIN HOMep ropuandeckoro nuna (OI'PH);

4) unentuduKaMOHHBIA HOMep Hanororiarensimka (MHH);

5) aapec IOPUANYECKOTO JIULA U €r0 CTPYKTYPHBIX MOAPA3AEICHUN (IPU HAJTUUHH);

6) aapec caiiTa anTeYHOW OpraHu3aluu B cetu «MHTepHET;

7) uadopManusi 0 MOOMIIBHOM MPUIIOKEHUH (ITPH HAJTUYHH );

8) HOMep M J1aTa npuKas3a TEPPUTOPUATILHOTO oprada PoczapaBHanzopa o Bbgaye pa3penieHus;

9) HOMED U /1aTa PETUCTPALIUU Pa3pEIICHUs;
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10) ocHoBaHMs, AaThl BBIHECEHUs pEUICHH TeppuTOpUaAIbHOrO opraHa Poc3apaBHam3opa o
MpEeKpallleHuy ACHCTBUS pa3pelieHUs] U PEKBU3UTHI TAKUX PEIICHUM.

6. TeppuropuaneHbele opranbl Poc3apaBHan30pa BHOCSAT B PEECTpP YKa3aHHbIE B IyHKTE 5
Hactosmero Ilopsnka cBeneHus B J€Hb NPHUHATHS UM PEIICHUN, MPELYCMOTPEHHBIX ITYHKTOM 3
Hactosiuiero Ilopsiaka, nmuO0 B J€Hb MONTYYEHHUs CBEICHUM, YKa3aHHBIX B MYHKT€ 4 HACTOSIIETO
[Topsnxka.

7. PeructpalimOHHbIA HOMEpP 3allUCH O Pa3pelICHUU, MPUCBANBAEMBIN NPU BHECEHUU CBEACHUU B
COOTBETCTBYIOIIUI pa3aesn equHOro peecTpa, GOpMHUPYETCs CIEAYIONIMM 00pa3oM:

7.1. AT - xon cepuu;

7.2. Kog cyonexra Poccuiickoit @enepannn, KOTOPBIN yKa3bIBaeTCsl B COOTBETCTBUH ¢ [lepeunem
uudpoBbIX KOMOB peruoHoB Poccuiickoir denepanuu, npuMeHseMbIX Ha OJaHKaX MacmopTOB
TPAHCHOPTHBIX CPEJICTB U MACIOPTOB LIACCH TPAHCIOPTHBIX CPEACTB, YTBEP)KIECHHBIM MPHUKA30M
MunucrepcrBa BHyTpeHHuUX nen Poccumiickonn ®enepannn, MuUHUCTEPCTBA INPOMBIIIICHHOCTH U
sHepretukn Poccuiickoit Pepepauri 1 MHUHUCTEPCTBA SKOHOMHYECKOTO PAa3BUTUSI U TOPIOBIU
Poccuiickoit ®enepauru ot 23 uroHs 2005 . Ne 496/192/134 (3apeructpupoBaH MHHHCTEPCTBOM
roctunnn Poccuiickoit @enepanun 29 uronsa 2005 r., peructpauroHHbiii Ne 6842), ¢ U3MEHEHUSIMU,
BHECEHHBIMU ITpMKa3zoM MuHucrepcTBa BHyTpeHHUX Aen Poccuiickor ®Penepaunu, MwuHucrepcrsa
MIPOMBIIIJIEHHOCTH U 3HepreTuku Poccuiickoit denepannn u degepanbHoil TAMOKEHHOM CITykO0bI OoT 24
asrycta 2006 . Ne 659/192/804 (3apeructpupoBan MunnctepcTBoM octuiiun Poccuiickoit deneparim
3 oktsa6ps 2006 1., peructpanmonHbslid No  8357), mpukazamum MuUHHCTEpCTBa BHYTPEHHUX M€l
Poccuiickoii denepanun, MuHUCTEPCTBA MPOMBILIJIEHHOCTH W TOoproeiu Poccuiickoit Penepaunu u
denepanbHOi TaMOkeHHOU ciykOb1 oT 31 mekabps 2008 1. Ne 1198/463/1700 (3apeructpupoBaH
MunucrepctBom roctunuu Poccuiickoit @deneparnyu 3 despans 2009 r., peructpaunonssiii Ne 13257),
or 19 sauBaps 2011 . No 26/18/80 (3apeructpupoBan MuHuCTepcTBOM tocTUlMM Poccuiickoi
Oenepanuu 24 mapra 2011 1., peructpanuonnsiii Ne 20278), ot 30 aBrycra 2012 1.

Ne 828/1227/1744 (3apeructpupoBan MunuctepctBoMm roctuninu Poccuiickoit ®denepanuu 31 aBrycra
2012 r., peructpanuonubiit Ne 25346), ot 17 HosiOpst 2014 1.

No 1044/2302/2210 (3apeructpupoBan MunuctepctBoM toctunin Poccuiickoit @eneparuu 12 nexadps
2014 r., peructpanuonnsiii Ne 35160), ot 11 nHosiOpst 2015 1o

Ne 1072/3557/2293 (3apeructpupoBan MunuctepctBoM toctutiun Poccutickoit denepannu 10 nexadps
2015 r., peructpauuonusiii Ne 40052), or 10 mapra 2017 r.

Ne 115/666/370 (3apeructpupoBan MuHUCTEpCcTBOM tocTuitnu Poccutickoit denepanuu 26 mas 2017 r.,
peructpaiuonHbiit Ne 46857);

7.3. lllecTM3HAYHBIN MOPSAIKOBBIM HOMEP 3aMUCH O Pa3pelICHUN.

[IpucBauBaeTcst B HOpsKE BO3pACTaHMsI HE3aBUCHUMO OT I'0J1a IPEJOCTABICHUS pa3peIIeHHUS.

8. @opMHpOBaHME M pa3MEILEHUE CBEIEHUN U3 peecTpa ocyuecTsisercs Poc3npaBHag3opom Ha
OTKPBITOM HHGOPMAIIMOHHOM pecypce: http://www.roszdravnadzor.ru/.

9. CsenmeHusi, coaepKallyecss B pPEECTpe, SBISIOTCA OTKPBITBIMUA Ui O3HAKOMJICHUS
IOPUINYECKUMH U (DU3MYECKMMHU JHUIIAMH B COOTBETCTBHM C JEHCTBYIOUIMM 3aKOHOJATEIHCTBOM
Poccuiickoii @enepanuu.

10. Benenne ennHOTO peecTpa OCYIIECTBISIETCS B YCIOBUSAX, 00SCIICUYMBAIOIINX MTPEIOTBPAICHHIE
HECAaHKI[MOHUPOBAHHOI'O JOCTYyNa K HEMY.
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[Tpunoxxenue Ne 3

K npukaszy denepasibHOM CITy>KOBI 110 HA/I30py B

chepe 31paBOOXpaAHEHUS
oT Ne
dopma

PerucrpanuoHHblii HOMep:
oT

(hopmupyemcs agmomamuuecku)
B TEPPUTOPUAJIbHBIN OPTAH ®EJIEPAJIbHOM
CJIYKBbI 10 HAA30PY B COEPE .
3APABOOXPAHEHMUS 110 CYBBEKTY POCCUUCKOU
OEJEPALIUN

3ASBJIEHUE
O BBIJAYE PASPEHIEHHNSI HA OCYIMECTBJEHUE
PO3HUYHOMU TOPI'OBJIN IEKAPCTBEHHBIMMU ITPEITAPATAMMU IJIs
MEJUMIOUHCKOI'O IPUMEHEHUA
ANCTAHIOUOHHBIM CITOCOBOM

[Ipoury npenocTaBuTh paspelieHHe Ha OCYIIECTBICHUE PO3HUYHOIN TOPIOBIIM JIEKAPCTBEHHBIMU MpenapaTaMy AJs

MCAUIUHCKOI'O NPUMCHCHHUA JUCTAHIITUOHHBIM CII0co00OM

Ne TpedyeMble cBeeHUS Caenenus,
n/n npeacTaBJIeHHbIE
3asgBUTEJIeM
1 2 3
1. | IlomHoe ¢upmMeHHOE
HAUMEHOBaHUE

FOPUIMYECKOTO  JIMIIA
(Ha pYCCKOM SI3BIKE)

2. OcHoBHOI1
TOCYIApCTBEHHBIN
PETUCTPallOHHBIN
HOMED HOPUANYECKOTO
muua (OI'PH)

3. | UnenTuduKamoHHbI

" HOMEp
HaJIOTOIIIATENbIINKa
(MHH)

4. AJlpec OpUIAYECKOTO
JINIA 51 €ro
CTPYKTYPHBIX
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nojipasieneHuil (mpu
HAJIMYHH )
5. Anpeca MECT
OCYIIECTBIICHHS
PO3HHYHON TOproBiy | (aIpec MecTa OCymECTBICHUS
JIeKAPCTBEHHBIMH PO3HUYHOM TOPIOBIIS
JICKapCTBCHHBIMHU IIpE€TIaparaMu
HpenapaTaMH JJI1 MCIJUITUHCKOTI'O
TIPUMEHEHHUS] )
6. Csenenus o | Peructpannonusiii HOMEp
JIUTICH3UH Ha | JIUIEH3UH
OCYIIECTBJICHHE Jara BBIJIAYU
(hapmMarieBTHYECKOM
JIeATEeIbHOCTH c
yKa3aHUEM Brigana
BBITIOJTHSIEMOM
paboTsl
(okxa3bIBaeMoit (opra, BhlIaBIIii
yCHyrI/I) JIMIECH3UIO Ha OCYHICCTBICHUC
o POSHUIHOM | ,apvrarepriaeckoit
TOProBJIC JIESITETTBHOCTH )
JIEKapCTBEHHBIMHU
npenaparaMu
7. Anpec caiita (caitroB) | URL (yaudunupoBaHHbIN
B cetu «HTEpHET» yKazarenb ~ pecypca) -
azpec cauTa
AKTHBHAsT CCBUIKA ISt
nepexojia Ha CalT (caiTsl)
8. Hupopmariust o | HazBanue MOOHIBLHOTO
MOOHIILHOM TIPUIIOXKEHUS
IIPUIIOKEHNUU (mpu
HaJTUIHH )
9. HNupopmupoBanue 1o | Aapec  3JIEKTPOHHOMN
BOIIpOCaM BBIJIAYHU | TIOYTHI:
pasperieHus Ha
OCYLIECTBJICHHE Howmep TenedoHa:
PO3HUYHOW TOPTOBIH
JIEKapCTBEHHBIMU
npenaparamu JUTS
METUITTHCKOTO
MIPUMEHEHUS
JIUCTAHITUOHHBIM
crocoooM

(®.1.0. pykoBoauTeNs MOCTOSHHO JACHCTBYIONIETO HCTIOMHUTEIFHOTO OpraHa FOPHIMIESCKOTO JIUIA WK HHOTO JTUIA, UMEIOIIETO MPaBO
JIeHiCTBOBATh OT MIMEHH ATOTO FOPUINIECKOTO JIHIIA)

« » 20 r

(TTOANMCAHO 1 3aBEPEHO YCHICHHOM
KBATU(HUIUPOBAHHOM 3JIEKTPOHHOM ITOIUCHIO)
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[Ipunoxenune

K 3a5BJICHUIO O BBIJIa4€ pa3pellCHUs HA
OCYLIECTBJICHUE PO3HUYHON TOPTOBIH

JIEKapCTBEHHBIMH TIperapaTaMu
JUISL MEAUIIMHCKOTO IPUMEHEHUS
NUCTAHIIMOHHBIM CIIOCOOOM

Onuch 710KyMEHTOB

(monHOE (pUPMEHHOE HAMMEHOBAHUE IOPUANYCCKOTO JIHIA (Ha PYCCKOM SI3BIKE)

npeacTaBmil B TepputopuanbHbiii oprad Poc3apaBranzopa mo

HWKCCICAYIOIUE AOKYMEHTBI MAJisl BbIAAYW PA3pPCHICHUSA Ha OCYIIECTBJICHUEC pO3HI/I'-IHOI\/'I TOPIroBJIN JICKAPCTBECHHBIMU

(HaMMeHOBaHUE TEPPUTOPUATBLHOTO OpraHa

Poc3npaBHaa3opa 1o cyobekTy
Poccuiickoii denepanun)

mpernaparaMy JijIsi METUIIMHCKOTO TPUMEHEHHS TUCTAHIIMOHHBIM CII0COO0M

Ne
n/n

HaumeHoBaHUe JOKYMEHTA

KoJ1-Bo
¢daiinos/
JINCTOB

1.

3asBiaeHHe O BbIgade pa3pelICHHs Ha OCYIIECTBICHHE PO3HHYHON TOPTOBIH
J'[CKapCTBeHHBIMI/I HpenapaTaMI/I 11 MEAUITUHCKOTO HpI/IMeHeHI/IH JUCTAHIIMOHHBIM
Crocooom

JIoKkyMeHTHI (CBEeIeHUsI) O HATMYUH OOOPYIOBAHHBIX IMOMEIICHUH (MECT) AJIs XpaHSHHS
c(OPMUPOBAHHBIX 3aKa30B B COOTBETCTBUU ¢ IIpaBuiamMu Ha/IexkKamied MPaKTUKA
XPaHCHUS M MEPEBO3KU JICKAPCTBEHHBIX IMPEMapaToB IS MEIUIMHCKOTO MPUMEHEHUS,
YTBEPKICHHBIMU TIPUKa30M MWUHHCTEpPCTBA 31apaBooxpaHeHus: Poccuiickoit deneparun
ot 31.08.2016 Ne 646H (hoTo - ¥ BHIEOMaTEpHAIIBI), B TOM YHCIIE:

2.1.

JokymeHTbl (CBeZ€HHs) O MpHUHAICKAIIUX OPUAMYECKOMY JIMIly Ha [paBe
COOCTBEHHOCTH WJIM Ha WHOM 3aKOHHOM OCHOBAHHH TIOMEUICHHWH C KOHKpETH3alueH
HOMEPOB MaTepHAJIbHBIX KOMHAT JIJIsl XpaHEeHHUs1 C(hOPMHUPOBAHHBIX 3aKa30B

2.2,

JokyMeHTbI (CBeieHH s), TIOATBEPXKIAMOIINE HANNYHE 000PYI0BaHHS®, UCIOIB3YEeMOTO B
nporecce XpaHeHus: CHOPMHUPOBAHHBIX 3aKa30B (0OOPOTHIO-CANBAOBAs BEIOMOCTD,
TOBapHBIC HAKJIAJHbIC, TOBAPHBIC YCKH, MHBCHTAPU3AI[HOHHEIC OIICH, KApPTOUKU U Jp.), a
HMEHHO:

- CHCTeMbl KOHJUIIUOHUPOBAHHUS

- XOJIOAMJIbHBIC KaMephl U (MIIH) XOJIOMWIBHUKH (papMarieBTHUSCKUE

- BEHTHWISIIHOHHAS CHCTEMA

- TEPMOTHUTPOMETPHI (IICUXPOMETPHI) WIH HWHOE OOOpYIOBaHHE, HCIOIb3yeMOe IS
perucTpanuu TEMIICPATyphbl U BJIAXKHOCTU B TIOMCIICHUAX

*VYka3pIBaeTCs IEPeUCHb 000PYIOBAHMS ANTEYHON OpraHU3aIiy

JlokyMeHTBI (CBEICHWs) O HalMYUHd COOCTBEHHOW KypbEepPCKOH CIyXObl, UMeroIen
obopynoBaHue, O0OecleunBaoNIce MOAJMEPKAHUE HEOOXOMUMOr0 TEMIIepPaTypHOTO
pexKUMa ISl JOCTABKH TEPMOJIAOHIbHBIX JIEKAPCTBEHHBIX MPENaparoB, WK JOr0BOpa co
cy001 KypbepCKOM IOCTABKH, MMEIOIICH Takoe 000pYI0BaHHE

3.1.

JokymeHThI (cBeeH s ), MOATBEPKAAIOIINe HAINYHU 000pYI0BaHUs (TEPMOKOHTEHHEPBI,
TEPMOOOKCHI, CYMKH-XOJIOAMIBHUKY, JIOTTEPHI, TaTYNKH yIeTa TEMIIEPaTyphl 1 mpodee™),

https://regulation.gov.ru/projects#
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00€eCTIeunBaIOILEero MOAJIEPKAHNE HEOOXOIUMOT0 TEMIIEPATYPHOTO PexXUMa JUI JOCTaBKU
JIEKapCTBEHHBIX MpernaparoB (0OOPOTHIO-Cajbl0Basi BEAOMOCTb, TOBApHbIE HaKJaJHBIE,
TOBapHbIE YEKH, THBEHTAPU3ALMOHHBIE OIUCHU, KAPTOUKH U Ap.)

*¥YKka3pIBaeTcsl MepedeHb 000pYI0BaHUS alITEUHOW OpTaHU3aAINN

3.2. | HoroBop (cBemeHUS O JOTOBOpPE) CO CIYXOOH KyphepCKOW JIOCTaBKH, HMEIOLIeH
obOopynoBaHue, oOecleunBaroniee TMOMIEPKAHHE HEOOXOMUMOTO  TeMIepaTypHOTO
pexuMa s JTOCTaBKM TEPMOJAOWIBHBIX JIEKAPCTBEHHBIX IIPENaparoB, B KOTOPOM
yKa3blBalOTCA OOS3aHHOCTH KaXKIOM W3 CTOPOH JOTOBOpa, MOPSAOK MACUCTBUU H
OTBETCTBEHHOCTHh CTOPOH, IEPEUCHb OO0OPYHOBAaHMS, OOECIICUMBAIONIETO MOAICPIKAHIC
HEO0OXOIMMOTO0 TEMIEPATYPHOTO PEXKHMMA JUISI JOCTABKH JICKAPCTBEHHBIX IPEIapaToB

4. JlokymMeHTBl (CBEIECHMS]) O HAIMYAW DIIEKTPOHHOW CHCTEMBI TUTaTeXed u (Win)
MOOMJIBHBIX  IUIATEXKHBIX ~ TEPMHHAIOB, IPEIHA3HAYCHHBIX JJISI  MPOBEICHHS
3NIEKTPOHHBIX IUIaTeXel, B TOM YUCIIEe C IOMOIIBI0 0aHKOBCKHUX KapT, HEITOCPEICTBEHHO
B MECTE OKa3aHUs YCIYTH

4.1. | PeructpanuoHHblE HOMEpa KOHTPOJIBHO-KACCOBOM TEXHUKHU, NPENHA3HAYEHHOW MJIs
MPOBEACHUS DJNEKTPOHHBIX IUIaTEXeH, B TOM YHUCIIE C IMOMOIIbIO OaHKOBCKHX KapT,
HENOCPEICTBEHHO B MECTE OKa3aHUsl YCIYTH

4.2. | CpezneHus, MOATBEPKAAIOIINUE PETUCTPALUIO aNTEeYHOW OpraHu3aluy B CHCTEME
AJIEKTPOHHBIX IJIaTeXen
5. CaegieHust o caiite (caiitax) B cetn «HTEpHET»
5.1. | CxpuHIIOT caiiTa (caiiToB) B ceTn «UHTEpHET»
6. Nudopmanmss 0 MOOMIBHOM NPWIOKEHUH (MPU HANUYUH) (JOTOTHN M CKPUHIIOTHI
MOOWMIIEHOTO TPUIIOKECHHSI)
7. JloBepeHHOCTh
JlokyMeHTHI can JIoKyMEHTBI IpUHSIT
3asBUTENb/TIPEACTABUTEND 3asIBUTEIS: JIOJDKHOCTHOE JIMLO TeppUTOpHAIBHOTO OpraHa
Poc3apaBransopa:
(®.1.0., 10MmKHOCTB) (®.1.0., 10KHOCTB)
(TmoznKCcaHo U 3aBEPEHO COOTBETCTBEHHO YCUIIEHHOI TIOITHCAHO 1 32BEPEHO COOTBETCTBEHHO yCHICHHOMN
KBATH()UIUPOBAHHOM SIEKTPOHHO MOIMUCHIO) KBANHQUIMPOBAHHOI JNEKTPOHHOH NOAMHCBIO)
Jlara
(PEKBHU3HTBI JOBEPEHHOCTH) Bxomstmumit Ne

[Tpunoxenue Ne 4

K nipukazy denepanbHoil ciryKO0bI 110 HAJI30PY B
chepe 3npaBoOXpaHeHUS

oT Ne

dopma

(HaMMeHOBaHUE TEPPUTOPUANBHOTO oprana DenepanbHON CITyKOBI TI0 HAI30pY B cdepe 3ApaBOOXPAHEHUS TI0 CYOBEKTY
Poccuiickoit deneparn)

PASPELIEHME

No or" " L.
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Ha OCYIIECCTBJICHUE p03Hl/I‘{H0ﬁ TOPIroBJIA JICKAPCTBCHHBIMHU IIPENIaparaMu 1Jist MEAUIITUHCKOI'0
NPUMEHECHUSA NUCTAHIITHOHHBIM crnocooom

Hacrosiee paspelienue npeiocTaBlieHo

(HOJ'IHOC q)I/IpMeHHOC HaMMEHOBAaHUE IOPUIUYECKOIO JIMLa (Ha PpycCKoM 9[3BIK6)

OCHOBHOI FOCY)IapCTBeHHLIﬁ peFHCTpaHHOHHBIﬁ HOMCD FOPUINYCCKOT'O JINIa
(OT'PH)

WNnentndukannonusiii Homep Hanoromuiarensiuka (MHH)

Anpec I0pUINYECKOT0 JIUIA U €r0 CTPYKTYPHBIX MOApa3aesIeHui (Ipy HaTUYUH)

(yka3bIBaeTcs apec MecTa HaXOXKICHHA)

Anpec cailTa anTe4HON opraHu3anuu B ceTh «IHTepHeT»

Hacrosimmee paspemieHne mpeaocTaBIeHO Ha OCHOBAaHUHM NMPHKAa3a OT «__ » r. Ne
TeppUTOpHAILHOTO oprana denepanbHON CIYXOBI 1O HAaI30py B chepe 3ApaBOOXpAaHEHUS 1O
cyonekty Poccuiickoit denepanuu

JOJDKHOCTD d.1.0. YCHJICHHAs
YIHOJIHOMOYEHHOTO
JUIa YHOJHOMOYEHHOTO JIHIIA KBaJTH(DUIIPOBAHHAS 3TIEKTPOHHAS

MOAMKCH

[Tpunoxenue Ne 5
K npuka3zy denepanbHoil Ciryk0bI 110 HAA30PY B cepe

3/IpaBOOXPaHEHUS
oT Ne
dopma

(HauMEHOBaHUE TEPPUTOPHATIHLHOTO opraHa dDezepanbHOl CIyXKObI IO HAA30py B chepe 3ApaBOOXPAHEHHUSI IO CYOBEKTY
Poccuiickoii ®enepanun)

PEIIEHUE
0 MpeKpaleHUN JeHCTBUSA Pa3pelieHNs HA OCYyleCTBJIeHHEe POZHUYHON TOProOBJIH
JIEKAPCTBEHHBIMU NMpenapaTaMu JJisi MeIUIIUHCKOT0 MPUMEeHEHHU S JUCTAHINOHHBIM
crnocooom

Ne OT « » T.

B coorBerctBun ¢ myHktoM 29 IlpaBun BblIauM pa3pelieHHs] Ha OCYIIECTBICHHE PO3HHUYHOMU
TOPrOBIM JIEKapCTBEHHBIMHU IIpenaparaMu Uil MEIWLHUHCKOTO TNPHUMEHEHHs JHUCTaHLUHUOHHBIM
CIOCcOOOM, OCYILIECTBICHHUS TaKOH TOPIOBIM M JOCTAaBKM YKa3aHHBIX JIEKAPCTBEHHBIX IpenapaTroB
rpakJlaHaM, YTBEpKIAEHHbIX nocraHoBieHneM lIpaBurensctBa Poccuiickoit denepanuu ot 16 mas 2020
. Ne 697 (nanee — [IpaBuina, yrBepkaeHHble moctaHoBienueM [IpaButenbctBa Poccuiickoit denepanuu
ot 16 mas 2020 . Ne 697),

NPEeKPATUTH JAeHCTBHE pa3pelieHus] HA OCYIIeCTBICHUE POZHUYHON TOPIroOBJIM JIEKAPCTBEHHBIMHU
npenaparaMu Jisi MEIMIMHCKOT0 MPUMEHEHH s JUCTAHIIUOHHBIM CIIOCO00M
peructpaimoHHbii Ne pazpenieHus

https://regulation.gov.ru/projects# 9/11



25.05.2020 HopmaTtuBHble npaBoBble akTbl - OduLmanbHbI CanT Ans pa3MeLleHnst HopMaLuumM 0 NoAroTOBKE HOPMAaTUBHbLIX NPaBOBLIX aKTo...

JaTa BuIIauu ,
MPEAO0CTaBIECHHOTO

(HaMMEeHOBaHUE TEPPUTOPHATBLHOTO OpraHa Poc3apaBHam3opa 1o cyobeKTy
Poccuiickoit denepartin, MpeI0CTABUBILETO pa3peLIeHHe)

[lomrnoe  ¢upMeHHOE  HaWMMEHOBAaHWE  IOPUAMYECKOTO  JMma  (Ha  PYCCKOM  SI3BIKE):

OcHoBHO roCy/lapCTBEHHBIN PEerucTpaluOHHBIN HOMED IOPUINYECKOTO Juna
(OI'PH)
NnentudukannonHsii Homep Hanoromuiarenbinuka (MHH)

Anpec  IOpUAMYECKOTO JIMIIAa M €ro  CTPYKTYPHBIX  MoApa3iefieHud  (Ipu  HAJIWYHMH)

CBeneHHs O JIMIEH3WU HAa OCYIIECTBICHUE (apMaIleBTUYECKON JEATEIBHOCTH C YKa3aHUEM
BBITIOJTHSAEMOW  paboThl  (OKa3bIBAEMOW yCIIyTH) IO PO3HUYHOW TOPrOBIIE JICKAPCTBCHHBIMU
Mpenaparamu:

peructpanmoHHbIN Ne TuieH3un
JlaTa Bblauu ,
MPEIOCTABIECHHBIN

(HauMeHOBaHHE JIMLCH3UPYIOIIEro OpraHa)

Anpec caiita (caiitoB) B ceTH «IHTEpHET»
HNudopmanns 0 MOOUIHFHOM MPUIIOKEHUH (TIPY HAIWYIHH)

AJnpeca MecTa OCYIIECTBJIEHUS PO3HUYHOM TOPIOBIM JIEKAPCTBEHHBIMU IIperaparamH, IO KOTOPBIM
IIpEeKpaIlaeTcs po3HUYHAsI TOPTOBIISL JIEKAPCTBEHHBIMH IIpernapaTamMu AJii MEIULUHCKOTO MPUMEHEHUs
JUCTAHLMOHHBIM CITIOCOOOM:

10 MpUYHHE:

<*> pmoamyHKT «a» myHKTa 29 IIpaBmi, yrBep:KIeHHbIX mnocTtaHoBjJeHneM IIpaBurtenncTBa
Poccuiickoii @enepannu ot 16 mas 2020 r. Ne 697

«npekpaujenue Oeucmeus JIUYeH3Uu Ha ocywecmeienue @apmayesmuyeckou 0esameibHOCmu )
anme4Hou Opeanu3ayuu»

<*> poamyHKT «0» myHktra 29 IIpaBuj, yTBep:KIeHHbIX NocTaHoBJeHueMm IlpaBurtenbcTBa
Poccuiickoii ®enepaumu ot 16 mas 2020 r. Ne 697

«Hecoomeemcmeue anmeyHol OpeaHu3ayuu mpeOo8aHusM, YKa3aHuvim 6 nynkme 5 Ilpasun evioauu
paspeuieHuss Ha OcCywecmeieHue PpO3HUYHOU MOP2O6IU JIeKaPCMEEHHbIMU —npenapamamu  OJis
MeOUYUHCKO2O NPUMEHEHUSI OUCAHYUOHHBIM CHOCODOM, OCYUeCmEaeHUsl MAKOU MOpP2osiu U OOCMABKU
VKA3AHHBIX — JeKAPCMBEHHbIX — NPenapamos  2padcoOandam,  YMEepHCOeHHbIX  NOCMAHO8IeHUeM
IIpasumenvcmea Poccuiickou @edepayuu om 16 mas 2020 2. Ne 697», a umenuo.

a) menee 10 MecT ocymecTBICHUs (apMaIleBTUYECKONH JEATENbHOCTH Ha TEPPUTOPUHU
Poccuiickoii @enepaiuy;

0) orcyrcTBHE (HECOOTBETCTBHE) OOOPYIOBAaHHBIX IIOMEIICHUH (MECT) Ui XpaHCHHS
c(OPMHUPOBAHHBIX 33aKa30B, HEOOXOMMMBIX cOorTacHO [IpaBmimaM HaaneXamied MpakTHKA XPaHEHUS U
MEPEBO3KH JICKAPCTBEHHBIX IMPEMapaToB ISl MEIUIIMHCKOTO MPUMEHEHUs, YTBEPKICHHBIM MPHUKA30M
Munucrepcersa 3apaBooxpanenus Poccurickon denepanny;

B) OTCyTCTBHE (HECOOTBETCTBHME) calTa B HH(OPMAIIMOHHO-TEIIEKOMMYHHUKAIIMOHHON CETH
«MHTEpHETY, MOOUITLHOTO MPUIIOKEHNUS,

I') OTCYTCTBUE (HECOOTBETCTBHE) COOCTBEHHOW KypbEepPCKOW CIIy>KOBI, UMEIOIIeH 000pyIoBaHUeE,
o0ecreunBaroIiee TMOAACPKAHUE  HEOOXOAUMOTO  TEMIIEpaTypHOro  pexuma Ui JIOCTaBKH
TEPMOJIAOUTIBHBIX JICKAPCTBEHHBIX TMPENaparoB, WIM JIOTOBOpa CO CIYXKO00H KypbepCKOW TOCTaBKH,
UMelolIel Takoe 000pyI0BaHHE;

1) OTCYTCTBUE (HECOOTBETCTBME) O3JIEKTPOHHOM CHCTEMBbI IUIaTeXel M (WIM) MOOMIBHBIX
TUTATE)KHBIX TEPMHUHAJIOB, IPEAHA3HAYCHHBIX JIJISl POBEJCHUS AIICKTPOHHBIX IJIaTEXKeW, B TOM YHCIIE C
MIOMOIIBI0 OAHKOBCKUX KapT, HEMOCPEICTBEHHO B MECTE OKa3aHUs YCIIyTH.
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<*> moamyHKT «B» nyHkTa 29 IIpaBui, yTBep:KIeHHBIX mocTaHoBjeHueM IIpaBurtenncTBa
Poccuiickoii @enepaunu ot 16 mas 2020 r. Ne 697

«08yKpamuoe u bonee 6 meuerue 00HO20 KANEHOAPHO20 200d CO OHA 8bl0AYU pa3peueHUs npueiederue
anmeuHoll opeanu3ayuu K AOMUHUCIPAMUBHOU OMEEMCMEEHHOCMU 8 COOMEEMCMEUN CO CINAMbIMU

6.33 u 14.4° Kodexca Poccuiickoii Dedepayuu 06 AOMUHUCMPAMUBHBIX NPABOHADYULCHUSIX»

<*> moamyHKT «r» myHkTa 29 IlpaBui, yTBep:KAeHHBIX mNocTaHoBJeHueMm IIpaBurteancTBa
Poccuiickoii @enepaumu ot 16 mas 2020 r. Ne 697

«pewlenue anmeuHol OpP2AHU3AYUU O NPEeKPAUWJeHUU OCYWeCMEIeHUs PO3HUYHOU MOpP206u
NeKapCmeeHHbIMU NPenapamamu OUCMAaHYUOHHbIM CHOCOOOMY

PykoBoaurens (3amecTuTeNb
PYKOBOJIUTEIISI) TEPPUTOPUATIBHOTO
oprana Poc3npaBHanzopa

o cyowekty Poccuiickoii deneparun

(moxmMcaHo U 3aBEPEHO (®.1.0.)
YCHUIICHHO! KBaTH(HIUPOBAaHHON
JIEKTPOHHON MOJIHCHIO)
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