HPABUTEJBCTBO BOJOTOJCKOHN OBJACTH
IIOCTAHOBJIEHHE

or 31.07.2017 N 681

r. Bonoraa

06 opranusannu paéoTsl 0 peaaTH3aLNH NOCTAHOBJICHUSA
IIpaBuTtenncTBa Poccuiickoii ®eaepannu ot 28 nexadpst 2016 roga Ne 1512

B nmenax peanuzanuu nocra"osnenus [IpaButensctBa Poccuiickoit @enepanuun
oT 28 mexabpsa 2016 roma Ne 1512 «O6 yrBepxnenuu Ilonoxenus o6 opraHuzauuu
obecriedeHus JIML, HHOUIUMPOBAHHBIX BHPYCOM HMMYHOAE(UIHTa YeJ0BeKa, B TOM
qlclle B COYETaHUHU ¢ BUpycaMu renaTutoB B u C, aHTUBHPYCHBIMH JIeKapCTBEHHBIMHU
IIpernaparami A MeIUIUHCKoro npuMmeHeHus U [lonoxxenus o6 opranuzanuu odec-
ne4eHus Jull, 60JIbHBIX TyOEpKyJIe30M C MHOXKECTBEHHOM JIeKapCTBEHHOH YCTONYHBO-
CTBIO BO30ynuTessl, aHTUOAKTepHUaIIbHBIMU M IIPOTUBOTYOEpKYJIEe3HBIMU JIEKApPCTBEH-
HBIMU IperapaTaMH Il MEAUILIMHCKOT'O IPUMEHEHHUS

[TpaBurensctBo o6nactu IOCTAHOBJISIET:

1. YrBepauts Ilopsagok opranuzanuy paboTsl MO NPUHATHIO B COOCTBEHHOCTH
001acTH aHTUBHPYCHBIX JIEKaPCTBEHHBIX IIPENnapaToB ISl MEIULIMHCKOIO NMpHMeHe-
HMSl, IpeiHa3HauYeHHBIX 715 obecliedeHus Jul, HHPULHUPOBAHHBIX BUPYCOM UMMYHO-
AepHuIHTa YeloBeKa, B TOM YUCHE B COYeTaHHM C BUpycaMu rernatutoB B u C, u nepe-
Jlayyl JIEKapCTBEHHBIX IpEeNapaToB B COOCTBEHHOCTh NPYIHMX CyOBeKTOB Poccuiickoii
Qenepanuu (npuinoxeHue 1).

2. YrBepauts Ilopsnok opranuzanuu paboThl 0 NMPUHATHIO B COOCTBEHHOCTH
obnacTi aHTHOAKTEpHANIBHBIX U IPOTUBOTYOEPKYJIE3HBIX JIEKAPCTBEHHBIX MPenapaTroB

A1 MEAULIUHCKOTO ITPAMEHCHUA, TIPEAHA3HAUYCHHBIX IS obecrneueHus JINII, 00TBLHBIX



2
TyOepKye30M C MHOXXECTBEHHOH JIeKApCTBEHHOHN YCTOMYHBOCTBIO BO3OYAMTENs, U

1iepefady JIEKapCTBEHHBIX NpenapaToB B COOCTBEHHOCTh APYrux cyonektoB Poccuii-
ckoit denepaunn (npunoxexue 2).

3. Hacrosimee rmoctaHoBIeHHE BCTYIIAC€T B CUJIY CO OHSA €ro IIpUHATHUSA.

I'ybepnatop obaacTn O.A. KyBLIHHHHKOB
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YTBEPXJEH
MIOCTaHOBJICHHEM
IIpaBuTenbcTBa 06nacTu
ot 31.07.2017 Ne 681
(mpunoxenue 1)

Hopsinok opranu3anun paéoTsl N0 NPHHATHIO B COOCTBEHHOCTDh 00/1aCTH aHTH-
BHPYCHBIX JIEKAPCTBEHHBIX IPeNapaToB /sl MeAHIIHHCKOr0 NPUMEHEeH s, pe/-
Ha3HAYEeHHBIX Uit o0ecneyeHus JHL, HHGUIHPOBAHHBIX BUPYCOM HMMYHo1edu-
LHMTA YeJIOBEKa, B TOM YHCJe B COUEeTAHHH ¢ BUpycamu renaTuToB B u C, u nepe-

Aa4H JIEKAaPCTBEHHBIX [IPeNnapaToB B COOCTBEHHOCTD
Apyrux cyobektoB Poccuiickoiit @enepaunu
(manee — [Topsaok)

1. Hacrosimuit Ilopsnok ycraHaBiauBaeT Nporexypbl OpraHU3aldi NPUHATHS B
COOCTBEHHOCTh 00JIaCTH aHTUBHPYCHBIX JIEKAPCTBEHHBIX IPENapaToB ISl MeIHLIMH-
CKOT'0 IpUMEHEeHHUs, MpeaHa3HaYeHHBIX [ obecrieueHus Jull, HHPUIIHPOBAHHBIX BH-
pycoM UMMyHOIe(UIIMTa YeI0BeKa, B TOM YUCJIe B COYETaHUU C BUPYCaMH IrelaTHTOB
B u C (nanee — nekapcTBEHHbIE NIpeNapaThl) H Nepeadn JIEKapCTBEHHbIX MPENapaToB
B COOCTBEHHOCTH Ipyrux cyobekToB Poccuiickoii Penepanun B COOTBETCTBHH C I10-
craHoBneHueM IIpaBurtenscTBa Poccuiickoit ®enepannu ot 28 nekabps 2016 roga Ne
1512 «O6 yrBepxnenuu [lonoxenns o6 opranuzanum odecrnedeHus JUL, HHOUIHUPO-
BaHHBIX BUPYCOM UMMYyHOJle(pULIUTa YeIOBEKa, B TOM YHCJIE B COUYETaHUHU C BUPYCaMH
renatuToB B 1 C, aHTUBUPYCHBIMU JIEKApCTBEHHBIMU IpenapaTaMu AJisi MeIUIIMHCKO-
ro npumeHeHus U [lonoxenus 06 opranuzanuu obecrneueHus Jull, OOIBHBIX TyOEpKy-
J1e30M C MHOX>XECTBEHHOH JIeKapCTBEHHOM yCTOMYMBOCTBIO BO3OyAUTENsA, aHTUOAKTE-
pUAJIbHBIMH M MPOTHUBOTYOEPKYJIE3HBIMH JIEKAPDCTBEHHBIMH IIpeliaparaMH I MeIu-
[IUHCKOTO IPUMEHEHUS.

2. JlenmapTaMeHT 3ApaBoOXpaHeHus 001acTu:

oIpelleNsAeT OpraHu3alfio, UMEIONIYIO JIULEH3UIO Ha OCYIIECTBICHUE MEIULIMH-
ckoit u (nim) papManeBTHUECKON AEATENBHOCTH, B IIEJIIX MTOCTaBKH 3TOM OpraHu3a-
I[UH JIeKapCTBEHHBIX IIpenapaTos;

eXerogHo He no3aHee 1 HOAOPS TeKyllero roaa NpeacTaBisieT B MUHUCTEPCTBO
3npaBooxpanenus Poccuiickoii denepanuu 3asBKU Ha IIOCTABKY JIeKapCTBEHHBIX TIpe-
napatoB o ¢opme, yTBepxaaeMoid MHUHUCTEPCTBOM 31paBooxXpaHeHus Poccuiickoi
®enepaunm.

3. Opranuzanus-nosaydaTensb OpH MOIYYEHUHU JIEKapCTBEHHBIX IpenapaToB OT
OpraHu3alMi-NOCTaBIIUKOB:

OCYILIECTBIISAET MPOBEPKY HAIMYUA NOCTAaBJIEHHBIX JIEKAPCTBEHHBIX MpeNapaToB
Ha COOTBETCTBHE HOMEHKJIATYPE, KOJMYECTBY U CTOUMOCTH;

IpUHUMAaET JIEKapCTBEHHBIE IpelnapaThl Ha XpaHeHHe, MOAMUCHIBAeT JOKYMEH-
ThI, IOATBEpXKAAONKe GaKT UX MONTydeHHUs (HaKIagHble, aKThl IpUeMa-nepenayy Je-
KapCTBEHHBIX IIpenaparoB (ajiee — akThl IpueMa-Tepeadn );

B Te4eHHE 5 paboumx JHEH co AHS MOANMCAHU HampaBiifeT KOMHH JOKYMEH-
TOB, IIOATBEPKAAIOIUX (aKT [I0y4YEeHHUS JIEKaPCTBEHHBIX [IPENapaToB, B AeMapTaMeHT
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3[[paBOOXPaHEHHUs 00J1acTH.

4. JlenapTaMeHT 3IpaBOOXpaHeHus 00J1acTu:

B TeueHHe 5 pabouux qHeH co JHA MOMy4YeHHs OT MUHHCTEPCTBA 3JpaBOOXpa-
HeHus Poccuiickoit @egepanuy U3BEIIEHUS O IOCTAaBKE JIEKAPCTBEHHBIX [IPENapaToB U
aKTa ImpueMma-nepefavy MOJIUCHIBAET U 3aBEPsET I1€YaThIO [Ba IK3EMILLIpA HU3BEIlE-
HHA U aKTa MmprueMa-mnepeaadn, ocje 4ero Bo3ppaiaeT B MUHHUCTEPCTBO 34paBooOXpa-
HeHMus Poccutickoii @enrepaliii OOUH SK3EMILAP U3BELIEHUS U OJUH 3K3EMIULIpP aKTa
npueMa-nepeaayu;

B TeueHHe 2 pabouux JHEH co AHS ModydeHus oT MHHUCTEpCTBa 34paBoOXpa-
HeHus Poccuiickoit @enepannu U3BELIEHUS U aKTa pUeMa-Iiepefadr HallpaBiasieT UX
B JlenmapTaMeHT UMYIIECTBEHHBIX OTHONIEHUI 00JaCTH IS OCYIeCTBIEHHS y4eTa.

5. JlemapTraMeHT MMYIIECTBEHHBIX OTHOILIEHUH oOnacTu B TedyeHue 3 paboumx
IHEH CO JHA MONYy4YeHHUs OT JemnapTaMeHTa 3[paBOOXpaHEeHUs 00acTh JOKYMEHTOB,
yKa3aHHBIX B ab3alle TpeTheM IyHKTa 4 HACcTOSAIIETro MOpsKa:

MPUHUMAET Ha YUYEeT JIEKapCTBEHHBIE IIPEIapaThl;

M31a€T pacloOpSAUTENbHBIN aKT O IepeAaye JEKapCTBEHHbBIX PenaparoB B Olle-
paTHUBHOE yNpaBieHUE OpraHU3allUH-N0Ty4aTelo ¢ yKa3aHUEM HOMEHKIIATYPbl, KOJIU-
YeCTBAa U CTOMMOCTH JIEKaPCTBEHHBIX MPENapaToB.

6. Opraan3anusa-noayvarenb:

B TedeHHe 2 paboyux AHe# co AHS MOMydeHus JOKYMEHTOB, MOATBEPKIAIOMINX
nepefgady €My JIEKapCTBEHHBIX IIpENapaToB B ONEpaTHUBHOE YIIpaBJIEHUE, IPUHUMAET
JIeKapCTBEHHBIE IIPenapaThl Ha y4eT;

ofecreynBaeT COXpaHHOCTD JIEKaPCTBEHHBIX IPENapaToB H UX IeJIEBOE HCIIOb-
30BaHUeE.

7. Pemenne o nepenade JeKapCTBEHHBIX IIperiapaToB U3 COOCTBEHHOCTH obJac-
TH B COOCTBEHHOCTE Apyroro cyonekra Poccuiickoii ®enepanuu (npueme jexapct-
BEHHBIX IIpernapaTroB B COOCTBEHHOCTb obsiacTu OT Apyroro cyobekra Poccuiickoii
@enepanun) npunumaetcs [IpaBuTenbcTBOM 00aCTH Ha OCHOBAaHMHU COINIACOBaHUSA
MunucrepcTBoM 31paBooxpaHeHus Poccuiickoit denepaunu nepepacnpeneneHus ne-
KapCTBEHHBIX IpenapaToB Mexay Bonoroackoit obnacteio u apyrum cyorextom Poc-
cuiickoit Penepanuu.

ITogroroBka mpoeKTa MOCTAHOBIICHHS O Mepeaade JIEKapCTBEHHBIX NpeNnapaToB
OCYIIECTBISAETCS NeapTaMeHTOM 3paBOOXpaHEHUs 06JIacTU, MPOEKT COTJIacOBHIBA-
etcs ¢ JlemapraMeHTOM UMYIECTBEHHBIX OTHOIIEHUH 00J1acTH.

Ha ocHOoBaHMM pelieHMs, YKa3aHHOIO B a03ale NepBOM HACTOSIIETO ITyHKTa,
JenapTaMeHT 3paBOOXpaHeHHs 00JIacTH:

OopraHmMsyer Iepenady JIEKapCTBEHHBIX IpenaparoB JApyromy cyobsekry Poccuii-
ckoii Menepanuu (MOTydYeHHE JEKapCTBEHHBIX IIpenaparoB oT apyroro cybwsekra Poc-
cutickoit Penepannn);

ITOAIMCHIBAET aKThl IpHEMa-TIepeady;

yBenoMisieT MunucrepcTBo 3apaBooxpaHeHus Poccuiickoil ®@enepanuu o me-
pedade JieKapCcTBEHHBIX MpenapaToB B 10-IHEBHBIN CpoOK MOCie MOAIHUCAHUS aKTa
npueMa-repenays.
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YTBEPX/IEH
IIOCTaHOBJICHHEM
[TpaBuTenbcTBa 0671aCTH
ot 31.07.2017 Ne 681
(mpusnoxxeHue 2)

IlopsiioK OpraHu3anuy padoThl 10 NPHHATHIO B COOCTBEHHOCTH 00J1aCTH aHTH-
6aKTepHaJbHBIX H NPOTHBOTYOEPKY /1€3HBIX JIEKAPCTBEHHBIX NPENapaToB AJIsl
MeIHIHHCKOr0 NPUMEeHEeHHs1, IpeHa3HAYeHHBIX JJIsl o0ecnevYeHns Jul, 60IbHbIX
TyGepKyJie30M ¢ MHOKECTBEHHOH JIeKapCTBEHHOi yCTOHYHBOCTBIO BO30YIUTE 1,
U NepeJayvyH JeKAPCTBEHHbIX PeNapaToB B COOCTBEHHOCTD
Apyrux cyobexkroB Poccniickoii ®@eaepanun
(manee — INopsigok)

1. Hacrosiuuii [Topsagok ycTaHaBIMBAeT MPOLEAYPhl OPraHA3alMK [IPUHATHS B
COOGCTBEHHOCTh 00J1aCTH aHTHOAKTEPHUANBHBIX U IPOTHUBOTYOEPKYJIE3HBIX JIEKAPCTBEH-
HBIX MPEnaparoB JJis MeJULMHCKOro PUMEeHEeHHs, NIpeHa3HaYeHHBIX M5 obecnede-
HHA JIKL, 60IBHBIX TYOEpPKYJIe30M ¢ MHOXKECTBEHHOH JIEKapCTBEHHON yCTOHYHBOCTEIO
Bo30GynuTeNs (najiee — JeKapCTBEHHbIE [IPENapaTsl), M Nepeavn JIEKapCTBEHHBIX IIpe-
IapaTtoB B COGCTBEHHOCTh JAPYrux CyOonekToB Poccuiickonn denepaunut B COOTBETCT-
BHHU ¢ nocTaHoBleHMeM IIpasurenscTBa Poccuiickoit denepanuu ot 28 nekabps 2016
roga Ne 1512 «O6 yrBepxnennn [lonoxeHus 06 opranuzaniy o0ecrneyeHus Jull, UH-
(GUIUPOBaHHBIX BHPYCOM MMMYyHoAedHUIMTA 4Ye€JIOBEKa, B TOM YHCJE B COUYETaHUU C
Bupycamu renatutoB B u C, aHTHBHMPYCHBIMH JIEKAPCTBEHHBIMH IIpernapaTtaMy JJis
MeIULUHCKOro IpuMeHeHus u [TomoxeHus 06 opraHu3anuy obecredenus L, 60Jb-
HBIX TyOepKyJIe30M ¢ MHO)KECTBEHHOH JIEKapCTBEHHOH yCTOHYHMBOCTBLIO BO3OYaUTENS,
aHTUOAKTEPHAIBHBIMH U IPOTHBOTYOEpKY/NIE3HBEIMHM JIEKAPCTBEHHBIMH IIperapaTamMu
JUIS METALMHCKOTO PUMEHEHUS.

2. JlerlapTaMeHT 3APaBOOXPaHEHHUs 001aCTH:

ompefeNseT OpraHH3aLHUI0, UMEIOUTYIO JTHLEH3HMIO HA OCYIIECTBICHHE MEIULIMH-
ckoii ¥ (1M) papMaleBTHIECKOH AEATeIBHOCTH, B LEAX MOCTABKU JTO# opraHusa-
[[HH JIEKAPCTBEHHBIX IIPENapaToB;

eXXeroqHo He mo3aHee 1 HOAOPS TeKyllero roja npeAcTaBiaseT B MUHHCTEPCTBO
3npaBooxpaHeHus Poccuiickoit @enepanyu 3a4BKM Ha [TOCTABKY JICKapCTBEHHBIX Ipe-
naparoB 110 ¢opMe, yTBepkaaeMoii MUHHCTEPCTBOM 3ApaBoOXpaHeHus Poccuidckon
Qenepanuu.

3. OpraHu3zanus-rnoyiyJareib MpH HOIyYEeHUH JICKAPCTBEHHBIX MpernapaTroB OT
Opra’u3ali-II0CTaBIHKOB:

OCYIIECTBIISIET [IPOBEPKY HAJIUYHUS MOCTABIECHHBIX JIEKAPCTBEHHBIX MPENapaToB
Ha COOTBETCTBHE HOMEHKJIATYpe, KOJIMYECTBY U CTOUMOCTH,

IPUHUMAET JIEKApCTBEHHBIE IpeNapaThl Ha XpaHeHHe, MOAMKUChIBACT JOKYMEH-
TBI, MOATBEPXKAAIONINE (aKT UX MOJy4eHHUs (HaKlIaJHble, aKThl IpHeMa-nepeadu Jie-
KapCTBEHHBIX Mpenaparos (fajiee — aKThl IpHeMa-Tiepeain);

B TedyeHHe 5 pabouux AHeN co MHA IOANUCAHMS HAaIpaBISET KOMHH JOKyMEH-
TOB, ITOATBEPXKIAAIONINX (DaKT MOIy4YeHHs JIEKApCTBEHHEIX NPENapaToB, B IeMapTaMeHT
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3[paBOOXPaHEHHUs 00IacTH.

4. JlemapTaMeHT 3ApaBOOXpaHeHuUs 00IacTu:

B TeuyeHHe 5 paGouux AHEH co IHA MOoydeHUs oT MHUHHCTEPCTBA 34paBOOXpa-
HeHus Poccuiickoit @emepaliny H3BELIECHNUS O IOCTAaBKeE JIEKAPCTBEHHBIX NIPENaparoB U
aKTa IpHeMa-Iepenavyy MOAMUCHIBAET U 3aBEPSAET MEYAThIO JBa K3EMILIApA U3BelIe-
HHs M aKTa IpueMa-lepeadd, IIocie Yero Bo3BpalaeT B MUHICTEPCTBO 30paBooXpa-
Henus Poccuiickoit @enepaliid 0JUH SK3EMIUIAP U3BELICHUS U OJUH 9K3EMIULAD aKTa
npueMa-nepenady;

B TeueHHe 2 pabouMx JHeH co IHS MOoJydeHUs oT MUHHUCTEPCTBA 31paBoOXpa-
Henus Poccuiickoit ®enepanuy M3BEUICHU U aKTa IIpHeMa-Tiepeayd HaupaBiadeT Ux
B JlemapTaMeHT UMYILIECTBEHHBIX OTHOIIEHUH 00J1aCTH A/ OCYIIECTBICHHS yUeTa.

5. JlemapTaMeHT UMYLIECTBEHHBIX OTHOIICHMH 06NIacTH B TedeHHe 3 paboumx
IHEeH co JHA MONYYeHHs OT JenapTaMeHTa 3IpaBOOXpaHEHHUs 00JacTH JOKYMEHTOB,
yKa3aHHBIX B a03alle TPETheM ITyHKTa 4 HaCTOAIIErO MOPSIKa,:

PUHUMAET Ha y4eT JIEKapCTBEHHBIE IIPENapaThl,

U3aeT paCloOPAIUTENBHBINA aKT O Nepeaade JeKapCTBEHHBIX IIPENaparoB B Ore-
paTHUBHOE YIMpaBlieHHe OpraHU3aluU-1I0JIy4YaTeNo ¢ yKa3aHHeM HOMEHKIATYPBbI, KOJIU-
4yeCTBa U CTOMMOCTH JIEKapCTBEHHBIX NIPENapaToB.

6. Oprann3anus-noiy4aTellb:

B TeueHue 2 paboynx HeH co JHA MONydeHHs JOKYMEHTOB, IOJITBEPXKIAIOIINX
nepeady eMy JIEKapCTBEHHBIX NpeENapaToB B ONEPAaTHBHOE YNpaBieHHe, MIPHUHAMAET
JIeKapCTBEHHbIE MTperapaThl Ha YYET;

obecrieynBaeT COXpaHHOCTh JIGKAPCTBEHHBIX IPENapaToB H X LIEJIEBOE UCIIOJIb-
30BaHHE.

7. Pemenne o mnepeaade JeKapCTBEHHBIX MPENapaToB U3 COOCTBEHHOCTH 0bac-
TH B COOCTBEHHOCTB Ipyroro cyowekra Poccuiickoit Penepanun (pueMe JeKaper-
BEHHBIX IpENapaToB B COOCTBEHHOCTh 0OJIaCTH OT Apyroro cyomekra Poccuiickon
depepanun) npuHumaercs [IpaBUTensCTBOM 067aCTH Ha OCHOBAaHMHU COIJIACOBAHUA
MuunucrepcTBoM 3apaBooxpaneHus Poccuiickoit @enepanyu nepepacnpeneieHus jie-
KapCTBEHHBIX MPENapaToB Mexay Bosoroackoit obnacTeio ¥ apyrum cybbektom Poc-
cuiickoil Penepanuy.

IToaroroBka MpoeKTa MOCTAHOBIIEHH O Iepelaye JEeKapCTBEHHBIX NpernapaToB
OCYIIECTBJIAETCH AEMapTAMEHTOM 3IPaBOOXPAHEHHs OONACTH, MPOEKT COTNaCOBbIBA-
erca ¢ JlemapTaMeHTOM HMYILECTBEHHBIX OTHOIIEHMH 001acTy.

Ha ocHOBaHWM pellleHHs, YKa3aHHOTO B a03ale IIepBOM HACTOAIIETO IyHKTA,
JEeNapTaMeHT 31paBOOXpaHeHHs 001acTH:

OpraHM3yeT Iepeady JeKapCTBEHHBIX IIpeNnapaToB Apyromy cyObekTy Poccnii-
cxoit Desiepanun (MoNyUeHHe JIEKapCTBEHHBIX IIPENapaToB OT Apyroro cybbekra Poc-
cuiickoit @enepanun);

IIOJNKCHIBAET aKThl IpUEMa-TIIepeaayH;

yBenomiisieT MUHUCTEPCTBO 3/ paBooxpaHeHus Poccuiickoit @enepanuu o me-
penade JIEeKapCTBEHHBIX IpenapaToB B 10-IHEBHBIH CPOK IOCE TOANMCAHUS aKTa
nmpueMa-nepeaaydH.
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