OENEPAJIbHAA CITYXBA NO HAA30OPY B COEPE 3[JPABOOXPAHEHWUA
NMPUKA3
oT 28 masn 2020 r. N 4394

Ob YTBEPXOEHWUU NMEPEYHA OOKYMEHTOB,
NOATBEPXOAIOLLMX COOTBETCTBUE ANTEYHOM
OPITAHU3ALMUN TPEBOBAHUAM, OAIOLLUM NPABO HA
OCYLLECTBNEHUE PO3HUYHON TOPIrOBNUN
NEKAPCTBEHHbIMU NPENAPATAMU OANTA MEOAUMUUHCKOIO
NMPUMEHEHUA OUWCTAHUUOHHBLIM CIMMOCOBOM.

MOPAOKA BEAEHWA PEECTPA BbIOAHHbIX PASPELLEHN

HA OCYLWECTBJIEHVME PO3SHUYHOW TOPIOB/MA
NEKAPCTBEHHBIMU

NPENAPATAMW ONA MEONUMHCKOIO NPUMEHEHNA
ANCTAHUNOHHBLIM

CMNOoCOBOM N »OPM OOKYMEHTOB, NCTIOJIb3YEMbIX
®EOEPAITBHOMN

CNY>XB0W NO HAO3OPY B COEPE 30PABOOXPAHEHWA MPU
BbIOAYE

PA3PELLEH/A HA OCYLWECTBNEHME PO3HNYHOW
TOPIOBIN

NEKAPCTBEHHbBIMU MNMPENAPATAMW O11A MEOVLIMHCKOIO

NPUMEHEHWA ONCTAHLUNOHHBIM CIMMOCOBOM

B cooTtBeTcTBMM C YacTbio 1.1 cTaTbn 55 PenepanbHoro sakoHa ot 12 anpena 2010
r. N 61-93 "O6 obpalieHnm nekapctBeHHbIX cpeacts” (CobpaHue
3akoHopgatenbcTtBa Poccuickon ®egepaumn, 2010, N 16, cT. 1815; 2020, N 14, cT.
2035) n

N NeKapCTBEHHbIMKU NpenapaTamMu Ansi MEAULMHCKOTO NPUMEHEHNS
ANCTaHUMOHHBbIM CNOCOB0M, OCYLLECTBEHNSA TaKOW TOProBIv N JOCTaBKM YKa3aHHbIX
NeKapCTBEHHbIX NPenapaToB rpaxaaHam, YyTBEPXKAEHHbIX NOCTaHOBEHMEM



MpaBuTtenbctBa Poccuickon ®egepauum ot 16 maga 2020 r. N 697 (OduumanbHbIn
WHTepHeT-nopTan npasoBon nHdopmaumm http://www.pravo.gov.ru, 18 mas 2020 r.),
npuKasblBato:
YTBEPOUTD:
1. MNepeyeHb OKYMEHTOB, NOATBEPXKAAKLLNX COOTBETCTBUE anTe4YHOW OpraHn3auum
TpeboBaHMsM, JalOLWMM NPAaBO Ha OCYLLECTBEHNE PO3HUYHOW TOPrOBIM
nekapCTBEHHbIMU NpenapaTtamMu Ang MeanuuuHCKOro NpUMeHeHUss ANCTaHUNOHHbBIM
crnocobom (npunoxerHve N 1).
2. Nopagok BegeHUs peecTpa BblAaHHbIX paspeLleHnii Ha ocyLLeCTBNeHne
PO3HWYHOWN TOProBMNW NeKapCTBEHHbIMW NpenapaTtamMmun Ans MeauumMHCKOro
NPUMEHEHNA ONCTAHLUMOHHBbIM cnocobom (npurnoxerHune N 2).
3. dopmy 3aaBneHNsA 0 NONyYEeHUM paspeLLEeHNs Ha OCyLLIEeCTBNEHNE PO3HUYHOM
TOProBIv NeKapCTBEHHbIMU NpenapaTtamMmu AN MeAULNHCKOrO NPUMEHEHMS
ANCTaHUMOHHbIM cnocobom (npunoxenune N 3).
4. ®opMy paspeLleHns Ha OCyLLEeCTBIeHNne PO3HUYHOW TOProBMW JIeKapCTBEHHbIMN
npenapatamu gns MEAULMHCKOTO MPUMEHEHMUS OUCTaHUMOHHbIM CNOCO60OM
(npunoxeHve N 4).
5. ®opmy pelleHns 0 NnpekpaLleHnn 4eNCTBUA pa3peLLEHNs Ha OCyLeCTBNeHne
PO3HWYHOW TOProBNK fieKapCTBEHHbIMW NpenapaTtamMmun Ans MeauumnHCKOro
NPUMEHEHNA OUCTaHUMOHHBLIM cnocobom (npurnoxeHune N 5).

Pykosoguternb

A.B.CAMOWITOBA

MpunoxeHne N 1
K npukasy degepanbHon crnyxobl
No Haa30py B cdhepe 30paBOOXpaHEHMS

ot 28.05.2020 N 4394

NMEPEYEHDb
OOKYMEHTOB, NMOATBEPXOAIKLWWX COOTBETCTBME AMTEYHOMN
OPTAHU3AUNN TPEBOBAHUAM, JAKOLWLKMM MNMPABO HA OCYLLECTBIIEHUNE

PO3HWNYHOW TOPIOBIN NNIEKAPCTBEHHbBIMW MPEMAPATAMU


http://www.pravo.gov.ru/

anAa MEgUmMHCKOIro nNPMMEHEHNA OUCTAHUMOHHBLIM CIMTOCOBOM

1. JokyMeHTbI (CBEAEHUSN), NOATBEPXKAAKOLLME OCYLLECTBNEHNE anTEYHOM
opraHusaumen hapmaueBTUYECKON OeATENbHOCTU Ha TeppuTopumn Poccunmnckon
®epepauum (He meHee 10 mecT).

2. [lokyMeHTbI (CBeeHWs), NoATBepXaatoLmue Hannyme y ante4Hom opraHmsauum
000pyaoBaHHbIX NOMELLIEHUI (MECT) ANsA XpaHeHNs chOPMNPOBAHHBIX 3aKa30B B
COOTBETCTBUM C [1paBunammn Hagnexallen NpakTUKM XpaHeHUs U NepeBo3ku
NeKapCTBEHHbIX NpenapaToB As MegULMHCKOro NPUMEHEHNS, YTBEPXKAEHHbIMMU
npukasom MuHucTepcTBa 3gpaBooxpaHeHus Poccunckon degepaumm ot 31.08.2016
N 646H (ganee - lNpaBuna Hagnexawien NPakTUKM XpaHeHUs U NEPEBO3KN
nekapCcTBEHHbIX Npenapartos) (hoTo - 1 Bugeomartepumarsl), B TOM YUCne:
AOKYMEHTbI (CBegeHus), noaTeBepXXaatoLLme Hannume npuHagnexaimx ante4Hon
opraHusaumm Ha npase COGCTBEHHOCTU UM HA UHOM 3aKOHHOM OCHOBaHUU
NMOMEeLLIEHNI C KOHKpeTU3aumnen HOMepoB MaTepuarbHbIX KOMHAT ANs XpaHeHUs
CPOpPMMPOBAHHLIX 3aKa30B;

AOKYMEHTbI (CBeageHus), noaTBepXaatoLime Hanmyme y ante4Hon opraHmsaumm
obopyaoBaHMs, MCNONb3yeMOro B NpoLecce XpaHeHns ChopMMPOBaAHHbIX 3aKa30B
(obopoTHO-canbaoBasi BEAOMOCTb, TOBapHble HakNagHble, TOBAPHbIE YEKU,
WHBEHTapU3aLUNOHHbIE ONUCK, KapTOYKN 1 OP.), @ UMEHHO:

CUCTEMbI KOHANLMOHNPOBAHUS;

XOnoAunbHbIE Kamepbl 1 (UK) XONOAUMBbHUKN;

BEHTUNSALMOHHAsA CUCTEMA;

TEPMOrMrpoMeTpbl (MCUXPOMETPbLI) NN MHOE 06opyaOBaHME, UCNONb3yeMOEe AJ1S
perncTpauumn Temnepartypbl U BNaXXHOCTU B NOMELLEHUSIX.

3. CBeneHus, NnoaTeepxaaloLLme Hanvyne y anTeqyHon opraHm3asmm cavrta (CanTtoB)
B MHCPOPMALIMOHHO-TENEKOMMYHMKALUMOHHON ceTh "UHTepHeT" (aanee - ceTb
"InTepHeT"):

Ccbinka Ha canT (canTtbl) B ceTu "MIHTepHeT".

NHdopmaumst 0 MOBGUNBHOM NPUAOXEHUN (NPpU Hanu4mnn) (Ccblnika Ha ckadnBaHue
AncTpmbyTrBa unu npunoxeHus B cetn "HtepHet").

4. [lokyMeHTbI (CBeAeHNSs), NOATBEPXKAAOLWME Hann4mne y ante4dHon opraHn3awmm
cobCTBEHHOM KypbepCKon crnyxbbl, uMetoLen obopyaosaHue, obecnedmnsatoLLee
nogaepxaHne HeobxoaMMoro TeMnepaTypHOro pexmnma Ans A40CTaBKu
TepMonabunbHbIX NekapCTBEHHbIX NPenapaToB, U1 JOroBopa Co Cnyxobon
KypbepCKOM AOCTaBKW, UMEIOLLEN Takoe 0bopyaoBaHueE:

AOKYMEeHTbI (CBeaeHus), nogTeepxaatoLime Hannyme obopynoBaHns
(TepMOKOHTENHEPBI, TEPMOBOKCHI, CyMKU-XONOANINBbHUKM, NOFTepbl, AaTYMKN y4eTa
Temnepartypbl 1 npo4vee), obecnevmBatoLLEero nogaepxxaHme HeobxogmMmoro
TemrnepaTypHOro pexvma ans JOCTaBkun NekapCTBEHHbIX NpenaparTos
(o6opoTHO-canbaoBas BeJOMOCTb, TOBAapHble HaknagHble, TOBapHbIe YeKu,
WHBEHTaPU3aLNOHHbIE ONMUCK, KapTOYKN 1 Op.);



nnun gOoroeop (CBeaeHns 0 AOroBOpeE) CO Cry>KBon KypbepCKOW AOCTaBKU, MMEIOLLEN
obopynoBaHune, obecneunsaroLlee nogaepkaHne HeobxoanmMoro TeMmnepaTypHoOro
pexuma ons 4oCTaBku TepMonabunbHbIX NekapcTBEHHbIX NpenapaToB, B KOTOPOM
yKasblBaloTCs 06593aHHOCTM KaX4oW M3 CTOPOH 4OroBopa, NopsgoK AeNCTBUN U
OTBETCTBEHHOCTb CTOPOH, NepeyeHb 06opyaoBaHus, obecneynsaroLLero
nogaepxaHne HeobxoanmMoro TeMnepaTypHOro pexmma gnsa 4OCTaBKu
NleKapCTBEHHbIX Npenaparos.

1. JokyMeHTbI (CBeaeHus), NoATBEPXKAAOLWME Hanuymne y ante4dHon opraHn3awmm
SMNEKTPOHHOWN CUCTEMbI NnaTexen n (M) MOBUNBbHBIX NNATEXHbIX TEPMUHAINOB,
npegHasHavYeHHbIX 419 NPOBEAEHNS ANEKTPOHHbIX NnaTexen, B TOM Yucne ¢
NoOMOLLbH0 BaHKOBCKMX KapT, HEMOCPELCTBEHHO B MECTE OKasaHWUs yCnyru:
perncTpaunoHHble HOMepa KOHTPOSbHO-KAaCCOBOM TEXHUKW, NpegHa3Ha4YeHHON Ans
NpoBeaeHUs ANEKTPOHHbIX NNaTexemn, B TOM YnCre C NOMOLLbIO BaHKOBCKMX KapT,
HEenoCpeaCTBEHHO B MECTE OKa3aHUs yCnyru;

cBefEeHVs, NOATBEPXKOAOLWME peErncTpaumio anTe4HoM opraHmM3aunm B CUCTeme
9NEKTPOHHbIX NIiaTeXen.

lMNpunoxexne N 2
K npukasy ®egepanbHOn crnyxobl
Mo Haa30py B chepe 34paBOOXpaHEHUS
ot 28.05.2020 N 4394
NOPAQOK
BEOEHWMA PEECTPA BbIJAHHbLIX PASPELLEHWIN HA OCYLLECTBNEHUE
PO3HWNYHOW TOPIOB/ JIEKAPCTBEHHbLIMW MPEMNAPATAMW
anAa MEgUUMHCKOIo NPUMEHEHNA ONCTAHLUMOHHBIM CMNOCOBOM

1. Hactoawwmn MNopsgok onpegensieT npaBuna BeAeHUsi peectpa paspeLleHni Ha
OCYLLIECTBIIEHME PO3HUYHOW TOProBIM NEKAaPCTBEHHbIMU NpenapaTtamMmu Ans
MEeOMLMHCKOro NPUMEHEHNa ANCTaHUNOHHBIM cnocobom (ganee - peectp),
BblAaHHbIX TEeppUTOpManbHbiMu opraHammn ®enepanbHon cnyxbbl o0 Hag30py B
chbepe 3gpaBooxpaHeHus no cybvektam Poccuiickon Pepepauyuu (ganee -
TeppuTopuanbHble opraHbl Poc3gpaBHaasopa).

2. BegeHune peecTpa OCyLLECTBISAETCA B 9IEKTPOHHON hopme 1 BKtoYaeT B cebs
cbop, cnctematmsaumo, UIAMEHEHNE, XpaHEHNE N OBHOBIEHME NOCTYNatoLLEN
nHopmauum TepputopmnanbHbIMM opraHamn PocagpaBHagsopa.



3. OcHoBaHueM 5151 BHECEHUSA COOTBETCTBYHOLLEN 3anCKu B peecTp SABMSeTCS
NPUHATUE TeppUTOpManbHbiMK opraHamm PocagpaBHag3opa peLLeHns:

1) 0 Bblgaye paspeLleHns Ha OCyLLeCTBIIEHNE PO3HUYHOW TOProBn
nekapCcTBEeHHbIMY NpenapaTtaMmun Ang MegULMHCKOro NPUMEHEHNSA OUCTaHUNOHHbIM
cnocobom (ganee - paspeLueHue);

2) 0 NpeKpaLLeHNN OENCTBUSA paspeLLEHNS.

4. Kpome criyqaes, ykasaHHbIX B NyHKTe 3 HacToswero Nopsagka, cooTBETCTBYHOLLAA
3anucb B peecTp BHOCUTCH MO pPeLUEHNIO TeppuTopuanbHbIX OpraHoB
PocagpaBHagsopa B criydasix nonyyeHus ot dpegepansHOro opraHa
NCMONMHUTENBbHOM BNacTu, OCYLLECTBIIAKOLWErO rocyAapCTBEHHYO permcTpauunio
IOPUANYECKNX NNL, CBEAEHUI O NPEKPALLEHNN IOPUANYECKUM NNLOM AEATENBHOCTH.
5. BHeceHuIo B peecTp nognexar criegyrowme CBeaeHns:

1) HaMmeHoBaHWe TeppuTopuansHOro opraHa PocsgpasHansopa;

2) NnonHoe UPMEHHOE HaUMEHOBaAHME OPUANYECKOrO Nuua (Ha PyCCKOM SA3bIKE);
3) OCHOBHOM rocygapCTBEHHbIV PEMMCTPALMOHHbBIA HOMEP HPULMYECKOro nuua
(OrPH);

4) ngeHTnuKaunoHHbI HoMep Hanoronnarenswuka (MHH);

5) agpec 1opuanyecKkoro nuua n ero CTPYKTYPHbIX NogpasneneHni (Npyu Hanndamm);
6) agpec canta anTedHon opraHu3aumm B cetn "HTtepHeT",

7) nHpopMaunsa 0 MOBUITLHOM MPUNOXEHUN (MPU HANUYNN);

8) HoMep 1 gaTa npukasa TeppuTopuansHoro opraHa PocsgpaBHagsopa o Bblgade
paspeLleHus:;

9) HomMep 1 gaTa permctTpaunn paspeLleHus;

10) ocHoBaHW4, AaTbl BbIHECEHUS peLleHU TeppPUTOpPUanbHOro opraHa
PocsgpaBHaa3opa 0 npekpalleHnn eiCTBUA paspeLLleHnsa N pekBU3NTbI TakUX
peLleHni.

6. TepputopmanbHble opraHbl Poc3gpaBHag3opa BHOCAT B peecTp yKa3aHHbIe B
nyHkTe 5 HacTogduwero Nopsaka cBegeHus B AeHb NPUHATUS UMW PeLLEHNN,
NpeayCMOTPEHHbIX NYHKTOM 3 HacTosdwero Mopsaka, nmbo B AeHb NoMnyYeHns
CBe[leHUN, yKasaHHbIX B NyHKTe 4 HacToswero Nopsaka.

7. PernctpaumoHHbIn HOMEpP 3annucu o paspeLleHnu, NpuceamBaemMblii NPy BHECEHUN
cBefeHWN B COOTBETCTBYIOLLININ pa3gern eanHoro peectpa, hopmupyetcs
cneayowmnm obpasom:

7.1. OT - kop cepuu;

7.2. Kog cybbekta Poccuiickon degepauunm, KOTOpbIA Yka3biBaeTCAa B COOTBETCTBUN
c MNMepevHem undpoBbIX KOAoB pernoHoB Poccuiickon ®enepaumm, NPUMEHSIEMbIX Ha
BGnaHkax nacnopToB TPAHCMNOPTHbLIX CPEACTB 1 MACNOPTOB LLIACCK TPAHCMNOPTHbIX
CpencTB, YTBEPXKAEHHbLIM nNpukazom MunHuctepcTBa BHyTPeHHUX aen Poccumckon
degepaunmn, MmHuUcTepcTBa NPOMBILLIIEHHOCTU N 9HEepreTukn Poccunmnckom
degepaunm n MMHMCTEpPCTBaA 9KOHOMUYECKOrO pa3BuUTUS 1 Toproenu Poccumnckon
®enepauyum ot 23 uoHa 2005 1. N 496/192/134 (3apernctpmposaH MMHUCTEPCTBOM
toctnunmn Poccunckon ®epepaummn 29 nions 2005 r., pernctpaumoHHbii N 6842), ¢



N3MEHEHNAMU, BHECEHHbIMU NpuKa3oM MuHuctepcTea BHyTpeHHUX aen Poccumnckom
denepaunn, MmHuUcTepcTBa NPOMBILLIIEHHOCTU N 9HEepreTukn Poccnmnckom
depepauunmn n degepanbHOM TaMOXeHHOM cnyobl Poccunckon ®egepaunm ot 24
asrycta 2006 r. N 659/192/804 (3apernctpnpoBaH MUHUCTEPCTBOM HOCTULNK
Poccunckon ®egepaumnmn 3 oktabps 2006 r., pernctpaumoHHbin N 8357), npukazamum
MwuHucTepcTBa BHYTpeHHUX gen Poccuinckon ®epepaummn, MuHnctepcrea
NPOMbILLNIEHHOCTM K Toproenn Poccurickon ®egepaumm n degepanbHon
TaMoXXeHHou cnyxo6bl Poccunckon ®egepaunm ot 31 gekabps 2008 r. N
1198/463/1700 (3apeructpuposaH MuHucTepcTsom tocTuummn Poccuimnckon
®enepauunm 3 despana 2009 r., pernctpaunoHHbin N 13257), ot 19 anBaps 2011 1.
N 26/18/80 (3apeructpmposaH MuHuctepctesom roctnumm Poccurickon ®epepaumm
24 mapta 2011 r.,, peructpayunoHHbin N 20278), ot 30 aBrycta 2012 . N
828/1227/1744 (3apernctpmpoBaH MuHucTepcTBOM tocTULMK Poccumnckom
denepauum 31 aBrycta 2012 r., peructpauymoHHbii N 25346), ot 17 Hos6pst 2014 . N
1044/2302/2210 (3apermuctpupoBaH MuHucTepcTsom octuumm Poccuinckon
depepauun 12 gekabps 2014 r., peructpaymoHHbin N 35160), ot 11 Hos16ps 2015 T
N 1072/3557/2293 (3apeructpuposaH MuHuctepctsom toctuumm Poccuimckon
®enepauum 10 gekabps 2015 r., pernctpauymoHHbii N 40052), ot 10 mapta 2017 . N
115/666/370 (3apermuctpupoBaH MuHuctepctsom toctuumm Poccuiickon degepauunm
26 magqa 2017 r., pernctpaunoHHbin N 46857);

7.3. lecTnaHa4vHbIM NOPSAKOBbLIA HOMEP 3anucu 0 paspeLueHui.

[MpucBamBaeTcs B NopsiAke BO3pacTaHWUs HE3aBMCUMO OT rofa npegoctaBneHns
paspeLueHuns.

8. dopmumpoBaHMe 1 pasmeLLieHe CBeAEeHUIN U3 peecTpa OCyLLEeCTBIAETCA
Poc3apaBHag30poM Ha OTKPbITOM MHAOPMALMOHHOM pecypce:
http://www.roszdravnadzor.ru/.

9. CBefneHus, cogepxalmecs B peecTtpe, ABMSTCA OTKPbITbIMU 115 O3HAKOMITEHUSA
topPUONYECKNMUN N PUBNYECKMMU NULLAMU B COOTBETCTBUN C LENCTBYHOLLMM
3akoHogaternbcTBoM Poccuickon denepaumu.

10. BegeHune eanHoro peecrtpa OCyLLECTBSAETCA B YCNOBUAX, 06ecneymBaroLmx
npegoTBpalleHe HeCaHKLMOHMPOBAHHOIO JOCTYNa K HEMY.

Mpunoxexne N 3

K npukasy ®egepanbHOn crnyxobl

no Hag3opy B cdhepe 3apaBoOOXpaHeHUs
ot 28.05.2020 N 4394

dopma


http://www.roszdravnadzor.ru/

PerncrtpaumoHHbIv Homep:

oT

(cbopmupyeTcst aBTOMaTUYECKM)

B TEPPUTOPUATbHbIV

OPTAH

SEJEPANBHOM CNY>KBbI MO
HAO3OPY

B COEPE 3[IPABOOXPAHEHUA
no

CYBbEKTY POCCUCKOM
SEOEPALINA

3AABIIEHNE

O MONYYEHNN PA3PELIEHUA HA OCYLLECTBITEHVE POSHNYHOW
TOPIOBJIN

JIEKAPCTBEHHbBLIMW MPEMNAPATAMW ONA MEOWNLMHCKOIO
NPUMEHEHWA

ANCTAHLUMOHHBLIM CMOCOBOM

Mpowy npegocTaBuTb pa3peLLeHme Ha OCYLLIECTBIIEHNE PO3HUYHOW TOProBIM
NeKapCcTBEHHbIMM NpenapaTtaMmun Ansg MeaULMHCKOro NPUMEHEHNSA OUCTAHLUNOHHbLIM
crocobom.

N Tpebyemble cBeaeHuns CBeneHud, npeacTtaBneHHble
n/ 3aaBuUTENEM

n

1 2 3

1. | NonHoe ompmeHHoe HauMeHoBaHue
tOPMONYECKOro nuua (Ha pycckoMm A3bike)




OcHoBHOW rocynapCTBeHHbIV
pPEerncTpaLnoHHbIA HOMEp HPUANYECKOTO
nnua (OrPH)

NoeHTndurkaunoHHbIn HOMep
HanoronnarensLymka (MHH)

ALpec ropuanyeckoro nmua mn ero
CTPYKTYPHbIX nogpasgeneHumn (npu
Hanu4un)

AfQpeca MecCT OCyLLeCTBIIEHNA PO3HUYHON
TOProBnuv fieKapCTBEHHbIMM NpenapaTtamu

(appec mecTa ocyLecTBMNeHUs
PO3HUYHOW TOProBNnn
nekapCcTBEHHbIMUM NpenapartaMmu
OS5 MEAULMHCKOrO NPUMEHEHMS)

CBefeHus 0 NULEH3NN Ha OCyLLeCTBNeHne
dhapmMaueBTUYHECKON LEATENBHOCTU C
yKasaHueM BbIMonHAeMoun paboThbl
(okasbiBaemom ycnyru) no po3HU4HOM
TOProBrie fIekapCTBEHHbIMU Npenaparamu

PerncrpaunoHHbIn Homep
nNUEeH3nn

[aTta Bblaayn

Bbigana

(opraH, BblgaBLIMI NNLEH3NIO Ha
oCyLlecTBrieHne
drapmaueBTUYECKOn
0eATenbHOCTN)

Appec caunta (canTtoB) B ceTu "UIHTepHeT"

URL (yHU(pnunpoBaHHbIN
ykasaTtenb pecypca) - agpec
canta




AKTMBHas ccbifika ansa nepexona
Ha caunT (canTbl)

8. | lHhbopmaunsa o MOBUNBLHOM MPUNOXEHNUN
(Npy Hannuum)

HassaHune moburnbHOro
NPUNOXEeHNs

9. | MHdopmmpoBaHMe No BonNpocam Bblaaun
paspeLleHns Ha ocyLlecTBNeHne
PO3HUYHOW TOProBIN NeKapCTBEHHbLIMMN
npenapartamu ana MeavunuHCKoOro
NPUMEHEHNS ANCTAHLMOHHBIM CNOCOBOM

ALpec aNeKTPOHHOM MOYThI:

Homep TenedoHa:

(®.N.0. (nocrnepHee - Npy HanNMyMKn) pykoBoguTeNs NOCTOSHHO AENCTBYHOLEro
NCNONMHUTENBHOIO OpraHa PULNYECKOro nuua Unn NHOro nuua, MMerLLLEero Npaso
AenCcTBOBaTb OT MMEHM 3TOr0 KOPUANYECKOro Nuua)

" 20 r

(NnoanucaHo 1 3aBepeHo YCUIEHHO

KBannuumMpoBaHHOW 3NEKTPOHHOM MOAMNUCHIO)

MpunoxeHwne

K doopme 3asiBeHMs1 O MONyYeHUM

paspeLleHunst Ha OCyLLIECTBIEHNE PO3HUYHOM

TOProBIn NeKapCTBeEHHbLIMU Npenapartamm




AN MEAULIMHCKOrO NPUMEHEHMS
ANCTaHLMOHHBLIM CNocobom

PekomeHayembii obpasey,

Onucb OKYMEHTOB

HacTtoswmm ygoctoBepsieTcs, YTo

(monHoe hupmMeHHOe HanMeHOoBaHWe PUONYECKOro
nnua (Ha pyccKoMm si3bike)
npeacrasun B TeppuTtopmanbHbIN opraH PocagpaBHagsopa
no

(HanmeHoBaHuWe TeppuTOpManbHOro opraHa PocagpaBHaasopa no cybbekTy
Poccuinckon depepaumm)
HwKecneayLwme AOKYMEHTbl AN BblAayn paspelleHns Ha OCyLLeCTBEHNE
PO3HUYHOM
TOproenmn NeKapCTBEHHbIMK  MpenapaTtaMmn Ans MeauUUMHCKOro MpUMEHEHUS
ANCTaHUMOHHbIM crnocobom.

N HanmeHoBaHMe JOKyMeHTa Kon-Bo
n/n dannos
/nnuctos

1. | 3asiBneHne o nony4YyeHnmn paspeLleHmnst Ha OCyLLeCTBNeHne
PO3HWYHOW TOProBMY feKapCTBEHHbIMM NpenapaTtamu ans
MEAMLIMHCKOro NPUMEHEHNS ANCTaHLMOHHBIM CnocoboMm

2. | DokymeHTbl (cBegeHuns ) 0 Hanmyunm o6opyaoBaHHbIX MOMELLEHUN
(MecT) onsa xpaHeHus cPOPMMPOBaHHbIX 3aKa3oB B COOTBETCTBUU
c MNpasunamun Hagnexaiyen NpakTUKN XpaHeHUs 1 NepeBO3kx
NeKapCTBEHHbIX NpenapaTtoB A9 MeAULUMHCKOro NPUMEHeHUs,
yTBEpPXXAEHHbIMU Npuka3oMm MuHncTepcTea 34paBooXpaHeHNs
Poccuiickon ®epepauunm ot 31.08.2016 N 646H (poTo - 1
BMAeoMaTepuvarnbl), B TOM Yucre:




2.1

[lokyMeHTbI (CBeAeHns) O NpuHagnexallmx pngnyeckomy nuuy
Ha npase COBCTBEHHOCTM UM HA MHOM 3aKOHHOM OCHOBaHWUN
NMOMeLLIEHUI C KOHKpeTn3aunen HoMepoB MaTepuarbHbIX KOMHAT
OS5 XpaHeHUs chOpMUPOBaHHbIX 3aKa30B

2.2

[lokymeHTbI (CBegeHus), nogTeBepXxaatoLLmne Hannmume
obopynoBaHusa <*>, MCNOMb3yEMOro B NpoLecce XpaHeHus
COPMMUPOBaHHBIX 3aKka3oB (060pOTHO-CanbaoBasi BEOMOCTb,
TOBapHbIE€ HaKkNnagHble, TOBapHbIE YEKN, NHBEHTapU3aLNOHHbIE
ONUCK, KaPTOYKM N Op.), @ UMEHHO:

CUCTEMbI KOHOUUNOHNPOBAHUA
XonoaunbHbIE KaMepPbl N (I/I.I'II/I) XoJ10ANJTbHUKN
BEHTUNALMOHHaA CMCTEMa

TepMOrmrpoMeTpbl (NCMXPOMETPhLI) UNn nHoe obopyaosaHme,
ncnonb3yemoe Ans pernctpaumm TemnepaTypbl U BNaXXHOCTH B
NMOMELLIEHUSIX

<*> YkasblBaeTcs nepevyeHb 060pyaoBaHNSA anTeyHOM
opraHusauumu

[OoKyMeHTbI (CBeAEHNS) O HaNUYnMn cobCTBEHHOM KYpbePCKOWM
cnyx6bl, MetoLLen obopyaoBaHme, obecnednsaroLLee
nogaepxaHne HeobxoaAMMoro TeMnepaTypHoOro pexnma ans
AOCTaBKU TepMonabunbHbIX NeKapCcTBEHHbLIX NpenaparTos, Unn
A0roBopa co Cny00u KypbepCKon 4OCTaBKW, UMEIOLLIEN TaKoe
obopynoBaHue




3.1

[lokymMeHTbI (CBegeHus), nogTeepXxaaroLumne Hannuve
obopynoBaHus (TEPMOKOHTENHEPLI, TEPMOBOKCHI,
CYMKN-XONOANMNBHUKK, NOrrepbl, AaTYNKK y4eTa TeMnepaTypbl 1
npoyee <*>), obecneymBarLlero nogaepxaHne HeobxoanmMoro
TemMnepaTypHOro pexvma ans OCTaBKun NekapCTBEHHbIX
npenapaTtoB (000pOTHO-CanbAoBas BEAOMOCTb, TOBapHbIE
HaknagHble, TOBApHbIE YEKWU, MHBEHTApPU3aLMOHHbIE ONUCH,
KapTOYKun 1 Op.)

<*> YkasblBaeTcs nepevyeHb 060pyaoBaHNSA anTeyHoM
opraHusauumu

3.2

[loroBop (cBegeHnst 0 OroBOpPE) CO Cry>K00M KypbepcKow
[AOCTaBKW, MMetoLLert obopyaoBaHne, obecneunBaroLLee
nogaepxaHne HeobxoaMmoro TeMnepaTypHOro pexuma ans
[0CTaBKM TepMOnabunbHbIX NeKapCTBEHHbIX NPenapaTos, B
KOTOPOM YyKa3blBalTCA 00S13aHHOCTU KaXkaow U3 CTOPOH A0roBopa,
NMoOpsiAOK AEACTBUIA U OTBETCTBEHHOCTb CTOPOH, NEPEYEeHb
obopynoBaHus, obecneunBaroLLEro nogaepXxaHmne Heobxoammoro
TemnepaTypHOro pexunma ans AoCTaBKu NeKapCTBEHHbIX
npenapaToB

[okyMeHTbI (CBeAEeHNS) O Hanuynm arneKTPOHHOW CUCTEMDI
nnaTtexen n (MN1) MOBUNbHLIX NNATEXHbIX TEPMUHAIIOB,
npegHasHavYeHHbIX 4N NPOBEAEHNS ANIEKTPOHHbIX NnaTexen, B
TOM YMUCHE C MOMOLLIbIO BAaHKOBCKMX KapT, HENOCPEACTBEHHO B
MecTe OKasaHus ycryru

4.1

PerncrpaymoHHble HoMmepa KOHTPONbHO-KaCCOBOW TEXHUKM,
npegHa3Ha4YeHHON sl NpOBeAEeHNS ANEKTPOHHbIX NnaTexen, B
TOM YMUCHE C MOMOLLbIO BAHKOBCKMX KapT, HENOCPEACTBEHHO B
MeCTe oKasaHus ycryru

4.2

CBepneHust, NoaTBepXaatoLLmMe perucTpaumio antTe4yHom
opraHu3aunn B CUCTEME 3NMEeKTPOHHbIX NnaTexem

Ceenenus o cante (cantax) B cetn "MIHTepHeT"




5.1 | Cchbirnika Ha cauT (caunTbl) B ceTn "UHTepHeT"

6. | MHpopmaums o MoOBMNBHOM NpUnoXeHun (Npu Hanmn4ymm) (ccblnka
Ha cKayMBaHWe ANCTPUBYTMBA NN NPUNOXKEHUSA B CETU
"UnTepHeT")

7. | [JoBepeHHOCTb

[okymMeHTbI caan [ OKyMEHTbI
NPUHAN

3asBuUTenNb/NpeacTaBnTeNb 3aaBUTENS:

AOMKHOCTHOE NULo TeppuTopuanbHoro opraHa Poc3gpasHaa3sopa:

(®.1.0. (nocnegHee - Npn HaNM4MKM), JOMKHOCTb) (.1.0.
(nocnegHee - Npy HaNU4YUK), OOSMKHOCTbL)

(nognncaHo 1 3aBepeHO COOTBETCTBEHHO (nognucaHo u
3aBEpPEeHO COOTBETCTBEHHO

YCUNEHHOW KBannuumMpoBaHHOW 3NEKTPOHHOMW MOAMMCHIO) YCUNEHHOMN

KBannuumMpoBaHHOW 3NEKTPOHHOM MNOAMNUCHIO)

[ara

(pPeKBM3NTbI JOBEPEHHOCTI) Bxogsawmn N

Mpunoxexne N 4
K npukady PegepanbHon cnyxobbl
Mo Haa3opy B cdhepe 30paBoOOXpPaHEHUs

ot 28.05.2020 N 4394



dopma

(HaMmeHoBaHWe TeppuTOpUanbHOro opraHa ®egepansHon cnyx6bl N0 Haa3opy
B cdhepe 34paBooOxXpaHeHus no cyobekty Poccurnckon ®enepaunn)

PA3SPELUEHNE

N oT

Ha ocCyLlecTBlieHne pO3HI/I‘-IHOl71 TOProeIn nekapCcrBeHHbIMU npenapartamMmn and
MeanuMHCKOro npnmeHeHna aqnctaHuMOHHbIM cnocobom

HacTtosiliee pa3pelleHne NpeaocTaBneHo

(nonHoe hnpmMeHHOE HanMeHOBaHME PULMYECKOro Nnua (Ha PyCcKoM SA3bIke)
OcHOBHOW rocyaapCTBEHHbIN perMcTpaLumoHHbIi Homep topuandeckoro nuua (OMPH)

NaeHTudunkaumoHHbli Homep Hanoronnatenswmka (MHH)

AZIpec IopUANYECKOro NLA U ero CTPYKTYPHbIX NogpasaeneHunin (Mpy Hanmymm)

(ykasblBaeTcs agpec Mecta HaxoXaeHus )
Anpec canTta ante4yHon opraHusaumm B cetn "MHTepHeT"

HacTosLee paspelueHne npegocTaBneHo Ha OCHOBaHUM Npukasa ot "
I

N __ TepputopuanbHoro opraHa ®PegepanbHon cnyxbbl No Haa3opy B cepe
30paBoOXpaHeHuns no cyobekTy Poccunckon ®egepaunmn

JOIMKHOCTb d.1N.0.
yCcuneHHas



YyNOMHOMOYEHHOro nuua YyNOMHOMOYEHHOro nuua
KBanudnumpoBaHHas

(oTyeTcBO Npu HaNM4yMKn)
undppoBasi NogN1ChH

MNpunoxexHne N 5
K npukasy ®egepanbHOn crnyxobl
Nno Hag3o0py B chepe 30paBoOXpaHEHNS

o1 28.05.2020 N 4394

dopma

(HanmeHoBaHVe TeppuTopuanbHoro opraHa denepanbHON cryx0obl Mo

Haa3opy
B cdhepe 34paBooxpaHeHuns no cyobekty Poccurckon ®enepaunn)

PELWEHWE
O NMpeKpaLLleHn 0eNCTBUS pa3pelleHnst Ha OCYLLECTBNEHNE PO3HUYHOM
TOProBMY fIeKapCTBEHHBLIMW NpenapaTtammn Ans MeauuMHCKOro NpuMeHeHus
ANCTaHLMOHHbLIM crnocobom

N oT

B cootBetcTBUMM C nyHKTOM 29 [MpaBun Bbligavn paspeLlleHns Ha
ocyLlecTBrieHme
PO3HMYHOW TOProBIM JIEKAPCTBEHHbIMW NpenapartamMmu Ans MeanumMHCKoro
NPUMEHEHNSA
ANCTaHUMOHHBbIM CNOCOBOM, OCYLLECTBMEHNSA TakOW TOProBv N OOCTaBKU
yKa3aHHbIX
neKapCTBEHHbIX npenapaTtoB rpaxgaHaMm, YTBepXAEeHHbIX
NOCTaHOBIIEHNEM
MpaBsutenbctBa Poccurickon depepauumn ot 16 maa 2020 r. N 697 (ganee -
MpaBuna, yTBepxaeHHble noctaHoBreHnem [lpaBuTtensctBa Poccunckon
denepauunmn



oT 16 maga 2020 r. N 697),

npekpaTuTb AENCTBME paspelleHnUss Ha OCYLLECTBIEHME PO3HUYHOW TOProBNU
neKkapCTBEHHbIMX npenapatamMn  Ans MeauuUMHCKOro NpUMEHEHUs
AVNCTaHLMOHHbIM

cnocobom

perncTpaunoHHbi N paspeLueHus

JaTta Bblaauu

npenocTtaBiieHHOro

(HanmeHoBaHWe TeppuTOpUansHoro opraHa PocsgpaBHagsopa
no cybwekty Poccunckon ®egepaunmn, npegocTaBmBLLETO
paspeLleHue)
[MonHoe UPMEHHOEe HauMeHOBaHWE HPUANYECKOrO nuua (Ha pPYCCKOM NA3bIKe):

OCHOBHOWN rocyaapCTBEHHbLIM PErncTpaLMoOHHbIA HOMEP PUONYECKOro nuua
(OrPH)

NaeHTudunkaumoHHbli Homep Hanoronnatensimka (MHH)

Afpec 1opuanyeckoro nuua u ero CTPYKTYPHbIX MnoAapasferneHun (Mpy Hanmyum)

CBegeHus 0 NUUEH3UM Ha OCYyLecTBreHne (apMaueBTUYECKON OeATeNbHOCTU C
yKaszaHMeM BbINOMHAEMON paboTbl (OKka3biBaeMoOW YyCryrun) no pO3HUYHON TOproBene
neKkapCTBEHHbIMU NpenapaTtamu:

perncTpaunoHHbiv N nmueH3nm

JaTta Bblaauu

npeaocTaBreHHbIN

(HanmMeHoBaHWeE NMUEH3NPYIOLLIEro opraHa)

Appec canta (cantoB) B ceTn "UIHTepHeT"

NHdopmaumst 0 MOBUNBHOM NPUAOXKEHUN (NPU HANNUYNN)




Agpeca MecTa OCyLECTBMNEHUS PO3HUYHOWN TOProBIN NeKapCTBEHHbLIMM
npenapartamu,

Mo KOTOPbIM MpeKpallaeTcs PO3HMYHAasA TOProBrs NeKapCTBEHHbIMU NpenaparamMm
ans

MEeONLMHCKOro NpUMEHEHNs! AUCTaHLMOHHBIM CNOCOOOM:

Mo MPUYNHE:
<*> nognyHkT "a" nyHkta 29 [lpaBun, yTBEPXOEHHbIX MOCTAHOBNEHUEM
MpasutenbctBa Poccuiickon ®epepaummn ot 16 mas 2020 r. N 697
"npekpatleHue OEeNCTBUS TUUEH3UM Ha OCYyLLeCTBreHne
drapmaLeBTUYECKON

OeATenbHOCTU y anTeyHon opraHmsayumn”

<*> nognyHkT "0" nyHkta 29 [lpaBun, yTBEpPXAEHHbIX MOCTAHOBIIEHMEM
MpasutenbctBa Poccuiickon ®egepaumm ot 16 mas 2020 r. N 697

"HeCOOTBETCTBME anTe4YHOW opraHu3aumm TpeboBaHWAM, yKa3aHHbIM B NyHKTe 5
nocraHosneHna [NpasuTtensctBa Poccuimckon ®epepaumm ot 16 mas 2020 r. N 697",
a UMEHHO:

a) meHee 10 mecT ocyuwlecTBrieHus hapmaleBTUYECKON AeATENbHOCTH
Ha
Tepputopun Poccurckon denepaumm;

0) oTcytcTBME (HECOOTBETCTBME) OBOPYAOBAHHbLIX MOMeELLeHUn (MecT) Ans
XpaHeHusi chOpPMUPOBaAHHbBIX 3aka3oB, HEOBXoaMMbIX cornacHo MpaBunam
Hagnexailemn
NPaKTUKN XpaHEHUS N NepeBO3KM NIEKapCTBEHHbIX NPenapaTos;

B) OoTCyTCTBUE (HecooTBeETCTBUE) canTa B
MHPOPMALNOHHO-TENEKOMMYHUKALNOHHON ceTh "UHTepHeT", MOBUIIbHOro
NPUITOXEHNS;

r) OTCyTCTBME (HECOOTBETCTBME) COOCTBEHHOWN KYpbEePCKOW CryXbbl,
nmMetoLen
obopynoBaHue, obecneunBatoiee nogaepxaHne HeobxoanmMoro TemnepaTypHoOro
pexnma
ANA OOCTaBKM TepMonabunbHbIX NEeKapCTBEHHbIX NpenapaToB, WM OOroBopa co
cnyx6bou KypbepCKon JOCTaBKK, MMetloLen Takoe obopyaoBaHue;

) OTCcyTCcTBME (HECOOTBETCTBME) SNEKTPOHHOW CUCTEMbIl NnaTexen n (Mnu)
MOOMUMBHBIX NNATEXHbIX TEPMUHANOB, NPeaHa3HAYeHHbIX ANs NPOBEAEHMS
9NEKTPOHHbIX



nnaTexen, B TOM YuUCre C MOMOLLbI 6aHKOBCKMX KapT, HENMOCpeACTBEHHO B MecTe
oKasaHus yCrnyru.

<*> nognyHkT "B" nyHkta 29 [lpaBun, YTBEPXOEHHbLIX MOCTAHOBMEHNEM
MpaButenbctBa Poccuiickon ®engepaumm ot 16 mas 2020 r. N 697

"nBykpaTHoe M Bonee B TeyeHMe OAHOrO KaneH4apHoOro roga co AHA Bblgayu
paspeLleHns npueredeHne anTe4yHoOM  opraHmsauumn K
agMUHUCTPATUBHOM

OTBETCTBEHHOCTM B COOTBETCTBUMM cO cTatbamm 6.33 n 14.4.2 Kopgekca
Poccuinckon ®egepaumm 06 agMUMHUCTPATMBHBIX NMpaBoHapyLleHnax"

<*> nognyHkT "r" nyHkta 29 [lpaBun, yTBepXOEHHbIX MOCTAHOBEHMEM
MpaBuTtenbctBa Poccurickon ®epepauum ot 16 masa 2020 r. N 697

"pelleHne anTeyHoM opraHuMsauum O NpeKpalleHUM OCYLLECTBNEeHUs PO3HUYHOM
TOProBIv NeKapCTBEHHbIMU NpenapaTtaMmu AUCTaHUMOHHbLIM cnocobom”

PykoBoguTens (3amectutenos
pyKOBOAMUTENS)
TeppUTOpManbHOro opraHa
PocsgpaBHagsopa no

cyobekTy Poccuiickon depepauunm

(mnognucaHo 1 3aBepeHO YCUNeHHon
(©.1.0)
KBannuduumMpoBaHHON 3NEKTPOHHOM
(nocnegHee - npu
noanuchbHo)
Hanu4nn)
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