MPABUTEJILCTBO POCCHUMCKON ®EIEPAIIMN
IIOCTAHOBIJIEHHUE

ot 28 nekabps 2016 . Ne 1512

MOCKBA

00 yrBepxkaenuu [osioxkeHusn o6 opranuzanuu odecnevyeHus Juil,
HH(PHIHPOBAHHBLIX BUPYCOM HMMYHOAe(dHIIUTA YeJIOBEKA, B TOM YHCIe
B COYeTaAHHH ¢ BUpycaMHu renatutoB B u C, aHTUBHpPYCHBIMH
JICKAPCTBEHHBIMH NpenapaTamMH AJisi MeIHUHHCKOIO IPHUMEHEHUsT H
IMonoxxenust 00 opranu3auuu odecnevyeHus Jul, 60JbHBIX Ty0epKyIe30M
€ MHO’KeCTBEHHOH JIeKAPCTBEHHOH YCTOHYHBOCTBLIO BO3OYAHTE IS,
aHTHOAKTepHAJbLHBIMH H NPOTHBOTY0EPKYJIe3HbIMHU JI€KAPCTBEHHBIMH
npenaparamMu JJisi MEIHUHHCKOIO NpHMeHeHHUs

B coorBerctBUM cO cratbeil 14 ®@epepanpHoro 3akona "OO0 ocHoBax
OoXpaHbl 310poBbsA rpaxaaH B Poccuiickont ®enepanun” IlpaBuTenscTBO
Pocculickoii @enepaliuu n0oC TAaHOBJASAET:

1. YTBepauTh npunaraemsle:

[lonoxxenne 00 opraHuzaluu oOecriedeHHus UL, HWHOUIUPOBAHHBIX
BUPYCOM MMMYHOJEe(QHUIHUTa YeI0BEeKa, B TOM YHCJIEe B COUETaHHH C BHpPYyCaMU
renatutoB B u C, aHTUBUPYCHBIMHM JI€KapCTBEHHBIMU IpenapaTaMu s
MEJIMLIMHCKOTO NPUMEHEHHSI;

[lonoxenue 00 opraHuzaivu obecrneueHus Jull, OOJBHBIX TyOepKyIe30M
C  MHOXECTBEHHOHA  JIEKaPCTBEHHOM  YCTOMYMBOCTBIO  BO3OyaHTElS,
aHTHOAKTEpUaJbHBIMH W IPOTHBOTYOEpKYJE3HBIMU  JIEKApPCTBEHHBIMH
npernapaTamu A MEAULMHCKOTO IPUMEHEHUSL.

2. Hacrosiiiee nocraHoBi€HUE BCTynaet B cuiy ¢ 1 saBapst 2017 r.

Ipencenarens [TpaBuTé; /

Poccuiickoy @enepd .Mensenen
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YTBEPX/IEHO

nocraHoBneHueM lIpaBurenscrpa
Poccuiickoit ®enepanuu
oT 28 nexabps 2016 r. No 1512

NOJOXEHMUE

00 opranu3aluu odecrneveHus JUlL, MHPUIHPOBAHHbLIX BUPYCOM
HMMYHOAe(UIIMTA YeJIOBEeKA, B TOM YHCJIe B COYETAHHH C BUPYyCaMHU
renatuToB B u C, aHTHBUPYCHBIMHM JleKaPCTBEHHBIMH NpenapaTamMu

AJIsE MeANLHHCKOTO NPUMEHEeHHU

1. Hactosimiee [IlonmoxkeHWe ycTaHaBivBaeT MOPSAOK OpraHu3aluu
3aKynKu MUHHCTEpCTBOM 3/ApaBooxpaHeHusi Poccuiickoii @enepauy 3a cyeT
cpencTB ¢eneparbHOro O10aKeTa aHTUBHUPYCHBIX JIEKAPCTBEHHBIX IpENaparoB
JUIE MEIULMHCKOrO TMpPUMEHEHHSs, IMpeJHAa3HAYEHHBIX NJIs OOecleyeHHUs JIHII,
MHOHUUHUPOBAHHBIX BHPYCOM UMMYHOJISe(DHUIIMTA dYeIOBEKa, B TOM HHCIIC
B COUETaHMM C BUpycamu renatuToB B u C, BKJIFOUEHHBIX B MIEpeUeHb )XU3HEHHO
HEOOXONMMBIX W  Ba)XXHEHIIMX JIGKAPCTBEHHBIX IMpemnapaToB (Jajlee -
JieKapCTBEHHbIE TMpernaparkbl), MOPSIOK M YCIOBUS Mepeaadd JeKapCTBEHHBIX
npenapatoB ¢eneparbHbIM TOCYIapCTBEHHBIM YUPEXJACHUSIM, OKa3bIBAIOIIUM
MEJULMHCKYIO [TIOMOLLb, NOABEIOMCTBEHHBIM MUHUCTEPCTBY 3ApaBOOXPAHEHHUS
Poccuiickoit @epepanuu, a taxxe denepalbHOMY MeAUKO-OHOIOrHMUECKOMY
areHTcTBy, ®emepanbHOil cinyxbe 1o Hag30py B cdepe 3amMTBHl TIPaB
notpebureneil u Gnaromnoyryuns denoBeka, DefepanbHOM CiIyk0e UCIIOJHEHUS
Haka3aHUW M B COOCTBEHHOCTh cyOBeKTOB Poccuiickoit ®depepanuu B chepe
OXpaHsbl 3J0POBBSL.

2. @epepanbHOE  MeOuKo-OMoOsIOoruyeckoe areHTcTBo, DenepanbHas
ciyx0a Mo Haazopy B cepe 3aUThHl NpaB notpedureneil u Oiaronoayyus
yengoBeka, DenepanpHas cuyx0a HCMONHEHHS HaKa3aHUH H  OpraHebl
MCTIOHUTENbHON Bnactu cyobekToB Poccuiickoit denepanuu B chepe oxpaHsbl
3M0pOBbs (ajiee - YIOJHOMOYEHHBIE OpPraHbl) OINPEAEINSIOT COOTBETCTBEHHO
I10JIBEIOMCTBEHHEIE (benepanbHbIC rocyIapCTBEHHbIE YUPEXKIAEHHUS,
OKa3bpIBAKOIIUE MEAUIMHCKYDO TOMOIIb, W OpraHu3aluu B cyObekTax
Poccuiickoit  @enepauuy, HMMEKOIIKE JIMUEH3UIO Ha  OCYUICCTBJICHHUE
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MEIUIMHCKOW U (Wiu) dapMalleBTHUECKOH NeATEeIbHOCTH, B IIEJISIX ITOCTaBKU
3TUM YUPEXACHUSIM U OpTaHU3alMIM JIEKAPCTBEHHBIX IIPenapaToB.

3. YnonHOMOYeHHBIe OpraHbl He Mmo3gHee | HOAOpS Tekymero rona
[IpeACTaBISIIOT B MuHMCTepcTBO 3ApaBooxpaHeHus Poccuiickoit ®denepanuun
3asBKM Ha IIOCTaBKY JIEKaPCTBEHHBIX IIpenaparoB 1o Gopme, yTBEPKACHHOU
MunucrepcTBoM 3paBooxpaHenus Poccuiickoit @eneparnuu (najee - 3a1BKa).

4. MUHUCTEPCTBO 3IpaBOOXPaHEHHUS Poccutickoit ®depnepanuu
yTBEPXKIAET IIOJIOXKEHHE O KOMMCCHU II0 PacCMOTPEHUIO 3asBOK (jmanee -
KOMHUCCHS) U €€ cocTaB. KoMHUCCHs Ha CBOEM 3aceaHhH paccMaTpHBAET 3asIBKU
Ha 1peaMeT OOOCHOBAaHHOCTH 3asBIEHHBIX OOBEMOB  JIEKapCTBEHHBIX
[IpENapaToB, KOTOPBIE [IPH HEOOXOANMOCTH KOPPEKTHUPYIOTCS, U COIIaCOBBIBAET
UX C BBIHECEHUEM COOTBETCTBYIOIIEIO PELICHHUS.

5.00peM IOCTaBOK JIEKapCTBEHHBIX MpenapatoB ¢Gopmupyercd B
npenenax OIO/DKETHBIX AaCCHTHOBAHMM, IPEIyCMOTPEHHBIX B (enepalbHOM
3aKoHe 0 (enepaibHOM OrOMKETe Ha COOTBETCTBYIOLIUN (PHHAHCOBBIN rojd U
IUTAHOBBI TEpHOJA, W JHUMHTOB OIOJUKETHBIX O00S3aTEeNbCTB, NOBEACHHBIX B
YCTaHOBJICHHOM IOpsake no MuHUCTEpCTBa 3apaBooxpaHeHus Poccuiickoit
®enepalyv Ha 3aKYIIKY JIEKAPCTBEHHBIX IIpeNapaTosB.

6. B cootBeTcTBUM ¢ 00beMaMU TMOCTABOK JIEKAPCTBEHHBIX IIPEIapaToB,
YTBEPKICHHBIMU C YUETOM pellleHNs KOMUCCHU YIIOTHOMOYEHHBIMU OpraHaMH,
MunuctepcTBo 3apaBooxpaHeHus Poccuiickoi denepaliii B yYCTaHOBJICHHOM
3aKoHoAaTenbCcTBOM Poccuiickoit Pegepanuyl MOpsAKe OCYIIECTBISAET 3aKyIIKy
JIEKapCTBEHHBIX NIPENapaToB Ml GefepaabHbIX FOCYIapCTBEHHBIX YUPEKICHUH,
OKa3bIBAIOIIUX MEIULIUHCKYIO I1IOMOIIb, MOJBEIOMCTBEHHBIX MUHHCTEPCTBY
3npaBooxpaHeHus Poccuiickoit denepanuy, 1 yoIHOMOYEHHBIX OPTraHOB.

7. IlocTaBuiuku JI€KapCTBEHHBIX [Ipenaparos, onpeaeneHHbIe
B COOTBETCTBMHU C 3aKOHOAaTenbcTBOM Poccuiickoit denepaiuy, npeacTaBisioT
B MuHuctepcTBO 3apaBooxpanenus Poccuiickoit ®denepanuu odopMiEeHHEIE
B YCTAaHOBJIEHHOM IOpsSAKE  JOKYMEHTHI, IOATBEpXKAarolme  (axT
MOTy4EeHUS benepanbHBIMU roCyJapCTBEHHBIMU YUPEKIECHUAMH,
OKAa3bIBAIOIIMMHI METULIMHCKYIO TTOMOIIb, [IOBEIOMCTBEHHBIMU MUHUCTEPCTBY
3apaBooxpaHeHus Poccuiickoit Denepanmuu, a Takke YUpPEXICHHUIMU
U OpraHM3alUsMH, YyKa3aHHBIMH B IIyHKTe 2 Hacrtosmero llonoxenus
(manee - opraHuzalMU-TIONy4YaTENIH), JICKAPCTBEHHBIX MpErapaToB (HAKIaIHEIE,
aKThl IpuUeMa-liepelavyd JIeKapCTBEHHBIX MpernaparoB) (Hanee - axTel
pueMa-nepenadn).

8. MuHuctepctBO 3apaBooxpaneHus Poccuiickoit Penepanuu B Te4CHUE
10 pabouux aHell co AHS MOCTYIIIEHUS aKTa IIpHeMa-liepefadyd MpUHUMAaeT Ha
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y4eT JieKapCTBEHHbIE [IpenapaThl U W3LaeT paclopsAUTEIbHbIE akThl O epeaaye
JI€KapCTBEHHBIX MPENapaToB:

a)B OIEpaTUBHOE YIpaBJIIEHUE IIOABEIOMCTBEHHBIM MUHUCTEPCTBY
(beaepallbHBIM I'OCYIapCTBEHHBIM YUPEKISCHUAM, OKa3bIBAIOIIUM MEIULUHCKYIO
[IOMOIITB, ’

6) YIOIHOMOYEHHBIM OpraHaM C yKa3aHHeM HOMEHKJIATYpBI, KOJIHYECTBa
¥ CTOMMOCTH JIEKapCTBEHHBIX IIpenapaToB B  OTHOIIEHHM  KaXKIOr'o
YIIOJJTHOMOYEHHOTO OpraHa.

9. MunucTepcTBO 3apaBooxpaHeHus Poccuiickoi Penepaiiuy B TedeHHUE
5 paGoudux gHEHN co AHS M3JIaHUS PACHIOPSAUTENHHOrO akTa, IperyCMOTPEHHOTO
IIyHKTOM 8 HacTosgwmero IlomoxkeHus, HampaBiseT B (¢enepalibHble
rOCyJApCTBEHHBIE YYPEKJCHHUS, OKa3plBaIOIIME€ MEIULUHCKYI0 IIOMOIIb,
IIOAB€JOMCTBEHHBIE MusnuctepcTBy 3paBOOXpaHEHUs Poccuiickoit
denepanviy, ¥ YNOJIHOMOUYEHHBIE OpraHbl B 2 3K3eMIULsipax MOANMCAHHBIE UM
U3BEIICHHE O ITOCTaBKe JIEKapCTBEHHBIX IIPENapaToB U aKkT IpreMa-liepeadu.

10. ®epepanpHble  rOCyJapCTBEHHBIE  YYPEXKICHUS, OKa3bIBalOlUe
MEJUIMHCKYIO IIOMOIb, ITI0BEIOMCTBEHHbIE MHUHUCTEPCTBY 3ApaBOOXpaHEHHUs
Poccuiickoit denepanun, 1 yrnolHOMOYEHHBIE OpraHbl B Te4eHHE 5 pabouux
IJHEH co AHs IOydeHMs HU3BEIIeHMs O IOCTaBKE JIEKAPCTBEHHBIX IIpenapaToB
U aKTa NIpreMa-liepefaud NOJIIMCHIBAIOT W 3aBEPAIOT II€4aThio 2 3K3eMILIIpa
M3BEUIEHUS W  aKkTa I[IpueMa-lieperadd, I[OClie  4Yero  BO3BpallaloT
B MuHuCTEpCTBO 3apaBooxpaHeHuss Poccuiickoll Penepanuu oAUH 3K3EMILISP
M3BELICHUS ¥ OJMH 3K3eMIUISp aKTa IpreMa-Iepeadu.

11. YnosmHOMOYeHHBINT OpraH Ha OCHOBaHHUM akTa I[preMa-liepeaadu
[IpUHIMaeT Ha y4deT JIeKapCTBEHHBIC IIpeNapaThl U B TedeHue S5 pabouux gHER
CO MOHS NOJNy4YeHHs aKkTa IpueMa-nepeladd H3AaeT pacHopsSAUTENbHBIA aKT
O Ilepefade JIEKapCTBEHHBIX IIPElapaToB B ONEPaTHBHOE YIpPaBIEHUE
[IOABEOMCTBEHHBIM OpPIraHU3alUAM-TI0Iy4daTelsIM C YKa3aHHeM HOMEHKIIATYpHI,
KOJIMYecTBA U CTOMMOCTH JIEKQpPCTBEHHBIX IIperapaToB B OTHOUIEHUM KaXIOH
OpraHu3alUU-TI0IydaTelIs.

12. Opraamzanuu-noaydaTread B TedeHue 2 pabouux [JHeH co [HA
MIOIY4YeHHsI JOKYMEHTOB, IOATBEPXKIAOIIUX IIepefady MM JI€KapCTBEHHBIX
[IpEnaparoB B ONEpaTUBHOE yIpaBiICHWE, IPUHUMAIOT JIEKapCTBEHHEIE
Ipemnaparthl Ha y4eT, 00ecIeurBaoT UX COXPAaHHOCTD U L[EI€BOE HCIIOIb30BaHME.

13. MunuctepcTBo  3apaBooxpaHenus  Poccuiickoi  @Pepepanuu
B YCTAaHOBJIEHHOM UM MOPSAKE OCYIIECTBIIIET MOHUTOPMHI IABVKEHHUSA U Y4eTa
JeKapCTBEHHBIX IpenapaToB B cyOwekTax Poccuiickoit Penepanuu, JOBOAUT
O CBEICHHUs YIOJHOMOYEHHEIX OpraHoB cyOBekToB Poccuiickolt ®enepanuu
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[OJIydeHHBlEe [0 pe3yJbTaTaM MOHUTOPUHIA JaHHbIE, B TOM 4YHCIE O
HOMEHKJIaType, KOJMYeCTBE M CTOUMOCTH JIEKapCTBEHHBIX IIpernapaToB, 00
OTCYTCTBUM NOTPEOHOCTH B OTHEIBHBIX JIEKAPCTBEHHBIX IIperaparax JHOo o
MOSIBIEHUN JIONOJHUTENBHON MOTPpeOHOCTH B JIEKapCTBEHHBIX IIpenapaTax B
CBS3U ¢ M3MeHeHUeM B cyObekTe Poccuiickoil Denepanuu 4UCIEHHOCTH JHLI,
UHQUIMPOBAHHBIX BHPYCOM HMMYHOAE(QHUIIATA 4Ye0OBE€Ka, B TOM YHCIE B
codeTaHuM C BUpycamu renatutoB B u C, HM3MeHeHHSIMM B Ha3Ha4YE€HUIX
METUIIMHCKUMU pabOTHUKaMU JIEKapCTBEHHBIX IIpENapaToB yKa3aHHBEIM JIMIIAM
U COIVIaCOBBIBAET IlepepacilpeleIeHHe JIEKapCTBEHHBIX IIPENApaTOB MEXIY
cyorextamu Poccuiickoit enepariuu.

14.Tlepegadya  JeKapCTBEHHBIX  MpENapaToB  OOHUM  CYOBEeKTOM
Poccuiickoit ®enepanuu B COOCTBEHHOCTH [pyroMy cyObekTty Poccuiickoin
@enepa  OCYIIECTBISETCS HAa OCHOBAaHUM aKkTa [pueMa-liepefadi.
MunucrepctBo 3apaBooxpaHeHus Poccuiickoit ®Penepanvu yBeIOMISIETCS O
nepefade JI€KapCTBEHHBIX NpenapaToB B 10-AHEBHBINA CPOK MOCHE MOANKUCAHUA
aKkTa Inpuema-nepeadu yrnoIHOMOYEHHBIMU opraHamu cyOBekToB Poccuiickoit
Deneparuu.

15. Munucrepctso 31paBOOXpPaHEHHUS Poccuiickont Oenepanuu
MpEACTaBIsAeT eXeKBapTalnbHO, Mo 10-ro uyucna Mecsua, CIEOYHOIIEro 3a
OTYEeTHEIM KBapTasioM, B DexepansHyro croyx0y 1o Hamzopy B cdepe
3paBOOXpaHEHUs CBEIEHUS O Iepefaye JeKapCTBEHHBIX IIPenapaToB CyObeKTy
Poccuiickoit ~ Pepepanmmn U COIJJaCOBAHHBIX  IlepepaclipelleIeHUs X
JIEKapCTBEHHBIX IIperapaToB Mexay cyOwpekramu Poccuiickoit ®enepanuu B
L[eNIIX OCYIIECTBICHHSI KOHTPOJIS 32 LIeJIEBBIM HCIIOIB30BaHUEM JIEKAPCTBEHHBIX
OpenaparoB. ‘
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YTBEPX/IEHO

noctaHossieHueM [IpaBurtenbcTBa
Poccutickoit @enepauun
ot 28 nexabps 2016 r. Ne 1512

HOJOXEHMUME

00 opranu3zanuy odecrneyeHus Jull, GOJbLHBIX TYOepKYyJIe3oM ¢
MHO’KeCTBEHHOH JlIeKapCTBEHHOH YCTOHYHBOCTHIO BO30yauTE I,
AHTHOAKTEPHAJBLHBIMH H MPOTHBOTY0EPKYJ/JI€3HBIMH JIEKAPCTBEHHbIMH
npenapatamMu it MeJHUHHCKOI0 NPUMEHEHHsI

1. Hacrosimee IlonoxeHue ycTaHaBIWBAeT MOPSAOK OpraHU3aluu
3aKynku MHHHCTEPCTBOM 3apaBooxpaHeHus: Pocculickoit Menepanuu 3a c4eT
CpeJlCTB dbenepanbHOrO OromxeTa aHTHUOAaKTepUAIbHBIX "
NPOTUBOTYOEPKYJIE3HBIX JIEKAPCTBEHHBIX MpENapaToB JUIsi MEIUILMHCKOTO
IpUMEHEHHS, INpeJHa3HAYeHHBIX Ui oOecledeHHst  JUL,  OOJIbHBIX
TyOepKyjle30M €  MHOXXECTBEHHOH  JIEKAPCTBEHHOM  YCTOMYHMBOCTBIO
BO30yAMTENS, BKJIIOYEHHBIX B TMEepeYeHb IHKU3HEHHO HEOOXOJUMBIX H
BaXKHEHIINX JIEKAPCTBEHHBIX MpernapaToB (fayee - IeKapCTBEeHHbIE IIpernapaTsl),
a TaKXe TMOpAJOK M YCIOBUS INepefayd JIEKapCTBEHHBIX IpenaparoB B
coOCTBEHHOCTH cyOBekTOB Poccuiickoit denepanuu.

2. Opranbl UCTIONHUTENBHON BiacTu cyObekToB Poccuiickoil denepanuu
B cepe oxpaHbl 3J0pOBbs (Hajnee - YIOJTHOMOYEHHBIE OPraHbl) ONpenesstoT
OpraHU3allid, UMEIOINE JIULCH3UIO Ha OCYIIECTBICHUE MEIUIIUHCKON U (HIIH)
dbapManeBTHUECKON NeATENBHOCTH (fanee - OpraHu3aluu-nonay4dareny), B uendx
NOCTaBKH 3THM OPraHU3aLHIM JIEKaPCTBEHHBIX [IPENapaToB.

3. YonHOMOUYeHHbIE OpraHbl He mo3aHee | Hos0psi Tekyluero roja
npeacTaBisioT B MuHucTEpCTBO 3ApaBooxpaHeHus Poccuiickon Penepanuu
3asBKH Ha IMOCTaBKY JICKAPCTBEHHBIX MpenaparoB Mo (opme, yTBepKIACHHOM
MunuctepctBoM 3apaBooxpanenus Poccuiickoit @enepanuu (Janee - 3asBKa).

4. MuHUCTEPCTBO 3ApaBOOXpaHEHHS Poccuiickoii Oenepauun
yTBEpXKIaeT TOJOXKEHUE O KOMHUCCHMU IO PacCMOTPEHMIO 3asiBOK (naiee -
KOMHCCHA) U ee cocTaB. Komuccus Ha cBOeM 3aceJaHUH pacCMaTpUBaeT 3asBKH
Ha TpeaMeT OOOCHOBAHHOCTH 3asBIEHHBIX OOBEMOB  JIEKAPCTBEHHBIX
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[IpEIapaTos, KOTOpbIe IIPH HEOOXOIUMOCTH KOPPEKTUPYIOTCS, X COITIaCOBEIBAET
UX C BBIHECEHHUEM COOTBETCTBYIOILIETO PEIIeHHS.

5.00beM IIOCTAaBOK JIEKapCTBEHHBIX TMIpenaparoB ¢GopMUpyeTcs B
npenenax OIOKETHBIX ACCHTHOBaHHWM, NPEeAyCMOTPEHHBIX B deneparsHOM
3aKoHE O QenepadsHOM OFOJKETE Ha COOTBETCTBYIOMIME (DUHAHCOBLIA TOj U
IUTAaHOBBIM NEepHOJ, U JUMHUTOB OIOKETHBIX 00S3aTeNhCTB, NOBEACHHBIX B
YCTAHOBICHHOM IMOpsake A0 MunucrepcTBa 3apaBooxpaHeHus Pocculickoit
Denepanny, Ha 3aKyTIKy JIEKapCTBEHHBIX MPENapaToB.

6. B cOOTBETCTBHM C YTBEPXKICHHBIMM C YUYEeTOM pEIIeHUS KOMHCCHHU
YHOITHOMOYEHHBIMM  OpraHamMu  oObeMaMH  IOCTaBOK  JIEKaPCTBEHHBIX
npernapaToB  MUHHCTEpCTBO 3ApaBooxpaHeHus Poccuiickoit denepauvu B
YCTaHOBIIEHHOM  3aKoHonatenbcTBoM Poccuifckoit Penepanyu  nopsake
OCYILECTBIAET 3aKyHKy JEKapCTBEHHBIX IPENapaToB IS YHIOJTHOMOYEHHBIX
OpraHoB.

7. IlocTaBUIMKK  JIEKAPCTBEHHBIX  IIPENapaToB, OIpeAcNeHHBIE B
COOTBETCTBUU C 3aKOHOAaTeNbcTBOM Poccuiickoit @eaepannu, IpeACcTaBiIsIOT B
MunuctepctBo 3apaBooxpaHeHus Poccuiickoit ®enepanuu opOpMICHHBIE B
YCTAHOBJIEHHOM TOpAIKE JOKYMEHTHI, IMOATBEPKAArOIINEe (aKT IOTyUEHHUS
OpraHU3alUAMU-TIONydaTeNIMU JIeKapCTBEHHBIX IpenapaToB (HakKiaaHble, aKThl
preMa-nepeadyyd JIeKapCTBEHHBIX IpernaparoB) (fanee - axkThl HOpueMa-
nepeaayn).

8. MuHucTepcTBO 3apaBooxpaHeHus Poccuiickoil denepanuu B TedeHUE
10 paboumx gHEN co OHS TMOCTYIUIEHUS aKTa NMpueMa-liepefadd NpUHUMAaeT Ha
ydeT JIEKApCTBEHHBIE NpenapaThl U U3JaeT paclopsAUTENbHBIN akT O Iepenade
JeKapCTBeHHBIX IIpernapaToB B COOCTBEHHOCTH CyOBeKTOB Poccuiickoit
Qenepann ¢ yKa3aHHEM HOMEHKJIATYphl, KOJMWUYEeCTBA W CTOHMMOCTHU
JIEKapCTBEHHBIX IIPEIapaToB.

9. MunucTepcTBO 3apaBooxpaHenus: Poccuiickoit denepannn B TeYeHUE
5 pabouux nHeN co QHS W3/IaHUs PacHopSIUTENBFHOTO aKkTa, IPeLyCMOTPEHHOTO
IIyHKTOM 8 HacTtosuero llonoxxeHus, HampapiseT B YMOJIHOMOYEHHBIH Opras
B 2 3K3eMIUIpax NOANMCAHHBIE UM H3BEIIEHHE O MOCTaBKE JIEKAPCTBEHHBIX
I[IpEIapaToB U aKT IpHeMa-Iepeayn.

10. YonHOMOYeHHBI OpraH B TedeHue S5 pabodux AHEH co [OHA
MIOTyYEHHS M3BEIIEHUS O [TI0CTaBKe JIEKapCTBEHHBIX IIPENapaToB U akTa IIphema-
nepefadu:

a) MOJIMUCHIBAET U 3aBEPSET MEYaThI0 2 3K3eMIULIpa U3BEIIEHHS U aKTa
IpreMa-nepeiadd, ocie Yero Bo3Bpaaer B MUHUCTEPCTBO 31paBOOXPaHEHHUs
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Poccuiickoit denepaniuu OOMH 3K3EMIUIAP U3BEUICHUS U OAUH JK3EeMIUISp aKTa
[IpAeMa-Tiepeayn;

0) wu3maeT pacHoOpSAUTENbHBI akT O Iiepenade JIEKApPCTBEHHBIX
IIPENapaToB B ONEpPATUBHOE YIIPABJICHHE IIOABEIOMCTBEHHBIM OpraHU3allUsiM-
MOJy4daTenssM C YyKA3aHMEM HOMEHKIATYphl, KOJIMYECTBA U CTOMMOCTH
JIEKapCTBEHHBIX IIPENapaToB B OTHOIIEHNUN KaXI0W OpraHu3aluu-1IoIyYaTess.

11. Opranuzanuu-nonyyaread B TeueHue 2 pabouyux JgHEH co AHA
IIOJy4YEeHHUs] [JOKYMEHTOB, IIOATBEPXKIAIOLIMX Iepenady WM JIeKapCTBEHHBIX
[IperapaToB B OIEPAaTUBHOE YyIpaBlICHUE, NPUHUMAIOT JIEKapCTBEHHBIE
Ipenaparsl Ha y4eT, 00eCIeulBalOT UX COXPAaHHOCTH U IIeJIEBOE UCIIOIb30BaHMUE.

12. MunuctepcTBO  3apaBooXpaHeHus Poccuiickoit ®epepanuu B
YCTAHOBIIEHHOM UM IIOPSAKE OCYIUECTBIISIET MOHUTOPHHI JBIDKEHMS U ydeTa
JeKapCTBEHHBIX MpenapaTtoB B cyObekTax Poccuiickoit Meneparuu, JOBOAUT A0
CBEICHUS  YIIOJHOMOYEHHBIX OpraHOB IMONy4YEHHBIE [0  pe3yibTaram
MOHUTOPHUHIA JJaHHBIE, B TOM YHUCJIE O HOMEHKIIAType, KOIUYECTBE U CTOUMOCTH
JeKapCTBEHHBIX IIpernapaToB, 00 OTCYTCTBUM TIOTPeOHOCTH B OTHENBHBIX
JIEKapCTBEHHBIX IIpernapaTtax Ju00 O MOSBICHUH JONOMHUTENBHON TOTPEOHOCTH
B JIEKQPCTBEHHBIX Ipelraparax B CBSI3U ¢ U3MEHEHUEM B cyOBekTe Poccuiickoi
Qenepalui YHUCIEHHOCTH JHI, OONBHBIX TyOepKyJe3oM € MHOXECTBEHHOH
JE€KapCTBEHHON yCTOWYHMBOCTBIO BO30YAUTENSA, W3MEHEHUSIMH B Ha3HAUYEHUSX
MEIULIMHCKUMHU paOOTHUKaMHU JIEKAPCTBEHHBIX IpernapaToB yKa3aHHBIM JIALIAM
U COIVIaCOBBIBAET IepepaclpeelIeHHe JIeKapCTBEHHBIX IIperapaToB MEXAY
cybrekTamu Poccuiickoit ®denepanuu.

13. Tlepemaya  JekapcTBEHHBIX  MpENapaTtoB  OJHUM  CyOBEKTOM
Poccuiickoit ®Denmepannii B COOCTBEHHOCTh IpyroMy cyowekTy Poccuiickoit
Qenepany  OCYIIECTBISAETCS HAa OCHOBAaHUM aKTa IIpUeMa-Iepe/laduu.
MunucrepctBo 3npaBooxpaHeHus Pocculickoit ®depepamyu yBeIOMISIETCS O
repefade JeKapCTBEHHBIX NpenapatoB B 10-IHEBHBIA CpOK MOCIE MOAIHCAHMUS
aKTa IpueMa-nepeaady yIoJHOMOYEHHBIMU OpraHaMu.

14. MunucTepcTBO  34paBooxpaHeHus  Poccuiickoi ®enepannu
IIPELCTABIISIET €XeKBapTalbHO, A0 10-ro d4ucma Mecsna, ClIeOYIOLIErO
3a OTYETHBIM KBapTaioM, B DenmepanbHylo crmyx0y o Hagzopy B cdepe
31paBOOXpPAaHEHHUs CBEJEHHUS O Nepefade JeKapCTBEHHBIX MIPenapaToB CYOBEKTY
Poccuitickoi ~ ®epmepaunu U COIJIAaCOBAHHBIX  IEpEepacIIpeleIeHUsIX
JIEKapCTBEHHBIX IpernapaTtoB Mexay cyopektamu Poccuiickoit @enepanuu B
L[EJIAX OCYIIECTBIEHUs KOHTPOJIA 3a LIENIEeBbIM HUCIIOIB30BaHUEM JIEKaPCTBEHHBIX
IIpEenaparos.
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