INPABUTEJILCTBO POCCHUVICKON ®EJIEPAIINHA
ITIOCTAHOBJIEHHUE

ot 28 aBrycta 2019 . Ne 1110

MOCKBA

O BHeceHHHM H3MeHeHHH B MOCTAHOBJIEHHE
IIpaBuTeancrBa Poccuiickoit Penepannn
ot 28 nexadps 2016 r. Ne 1512

[IpaBuTenbcTBO Poccuiickoi Penepauyi nocTaHOBAAET:

YTBEepAUTH npuiaragMble U3MEHEHHUS, KOTOpbIe BHOCSITCS
B nocraHosleHue [lpaButennctBa Poccuiickoit ®enepaumu ot 28 nekadbps
2016 1. Ne 1512 "O6 ytBepxkaenuu ITonoxeHus o6 opraHuzauuu obecrneyeHus
nul, WHGULHMPOBAHHBIX BHPYCOM HMMYHOJe(hHULIMTA udelOoBEKa, B TOM 4HCIe
B coueTaHMM ¢ Bupycamu rematutoB B u C, aHTUBHPYCHBIMH
JIeKapCTBEHHBIMH TpenapaTaMu s MeAHMUMHCKOro rnpumMenenust U [lonoxeHus
00 opraHuzauuu odecrieyeHUs ML, OONBHBIX TYOepKyJie30M C MHOXKECTBEHHOMH
JIEKapCTBEHHON  YCTOWYHMBOCTBIO  BO3OynuTens,  aHTHOAKTepHaJIbHBIMH
u NPOTUBOTYOEPKYI€3HBIMH JIEKapCTBEHHBIMH npenaparamu st

MeauuuHckoro mnpumeHeHus” (CoOpaHue 3akoHomarenscTBa Poccuiickoii
®enepauuu, 2017, Ne 2, ct. 344; 2019, Ne 1, ct. 38).

[Ipencenarens IlpaButen

Poccuiickoi Menepa Jd.Mengenes
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YTBEPXJIEHDBI

nocraHoBieHueM [lpaButenbcTBa
Poccuiickoit Peaepauuu
ot 28 aBrycta 2019 . Ne 1110

M3MEHEHU 4,

KOTOpble BHOCATCS B nocTaHoB/eHue [IpaBurenncrBa
Poccuiickoii Menepaunu ot 28 nexadpsa 2016 r. Ne 1512

1. [lonoxxenue o0 opraHuzalud oOecredeHHs JuU, HHEGUUUMPOBAaHHBIX
BHPYCOM MMMYHOAe(dULMTAa YeloBeKa, B TOM YHUCJEe B COYETAHHU C BHUPyCaMH
renatitoB B u C, aHTUBHUPYCHBIMM JIEKapCTBEHHBLIMH mpenaparamu s
MEJIMLIMHCKOrO MNpPUMEHEHHWs, YTBEPXKACHHOE YKa3aHHBIM [MOCTAaHOBJIEHHEM,
M3JI0KUTD B ClIe/lyIOLIEeH peaakLmu:

"YTBEPXIEHO

nocraHoB/ieHreM [IpaBuTenscTBa
Poccuiickoi deaepauuu
oT 28 nexabps 2016 r. Ne 1512
(B pesaKiMy MOCTaHOBIEHUS
[IpaButensctBa Poccuiickoil Penepauuun

oT 28 aBrycta 2019 . Ne 1110)

INOMOXEHMUE

00 opranu3zauuu obecneyeHHusd JHL,
MHGUUHPOBAHHBIX BHPYCOM HMMYHOdepHUHMTA YeT0BeKa,
B TOM 4HCJIe B COYeTaHHH ¢ Bupycamu renatutoB B u C, aHTUBHpYCHBIMH
JIeKAPCTBEHHbLIMH NMpenapaTamMH AJsl MeJHLUHHCKOI0 NPHUMeHEeHHs

1. Hactosmee [IlonoxxeHue ycraHaBiMBaeT MOPAJOK OpraHu3aluy
obecreyeHus Jiull, HHQULUHUPOBAHHBIX BUPYCOM HMMYHOAE(HLMTA YENOBEKa,
B TOM YHCJi€ B COYETAHHH C BHpycamu rematutoB B u C, aHTHBHPYCHBIMH
JIEKapCTBEHHBIMH npenapatamy A MEIHLIMHCKOTO IpUMEHEHUH,
BKJIIOYEHHBIMM B [€pPEUYEHb JKMU3HEHHO HEOOXOAUMBIX W  BaXKHEHIINX
JEeKapCTBEHHBIX  [pernapaTtoB  (#ajgee  COOTBETCTBEHHO -  OOJBbHBIE,
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JeKapcTBEeHHblE Npenaparsl), MOPSNOK MU YCIOBUsA IE€pelayH JIEKapCTBEHHBIX
npenaparoB (enepanbHbIM T'OCYNAPCTBEHHBIM YUPEXKIEHHUSAM, OKa3bIBAIOIINM
MEIMIMHCKYD  TIOMOILb, MOABEIOMCTBEHHBIM DenepaJbHOMY  MEIHKO-
OHOJIOrMuYecKOMY areHTCTBY, a TaKXXe B COOCTBEHHOCTh CyObeKTOB Poccuiickon
denepanuu.

2. McTouHuKaMu ¢dbrHaHCHpOBaHUS Opra’u3alru obecneyenus
JIEKapCTBEHHBIMHU npenapaTamu OOJIBHBIX SIBJISIIOTCSA Or0KeTHBIE
ACCHUTHOBAaHUs, MPeAyCMOTpPEHHBIe B (eaepalbHOM OroKeTe MMHHCTEPCTBY
3npaBooxpaHeHus Poccuiickoin Menepauu.

3.IlpaBo OonbHOro Ha obecledyeHHe JIEKapCTBEHHEBIMH IperapaTaMu
BO3HUKAeT CO JIHS BKIIOUEHHUS CBedeHMH O HeM B (elepalibHBIH HIH B
peroHabHBIA cerMeHThl (DefepalbHOr0 pPErucTpa JUL, HHQOUIMPOBAHHBIX
BUPYCOM UMMYHoAehHIIMTa YesoBeka (nanee - MenepanbHelil pETUCTD).

Jlata Bxmouenuss OONBHOrO B yKa3zaHHble cermMeHThl DexepalbHOro
perucTpa  QUKCcHpyeTcs  JledalllUM BpayoM B MEIMIMHCKOH  KapTe
amMOyTaTopHOro 60J1PHOTO WIM HCTOPUH pa3BUTHs pebeHKa.

4, Opranmusaums obecrnedeHMss MHHHCTEPCTBOM  3[PaBOOXpaHEHHUA
Poccuiickoit denepauny 3a cUeT CpelacTB (enepalbHOro OroKeTa OOIBHBIX
JeKapCTBEHHBIMH IIpernapaTaMM OCYIIECTBJSETCS C Y4YE€TOM CTaHAapTOB
MEIUIMHCKOA [OMOIIH, KJIMHHYECKHX PEeKOMEeHJALMH U CpelHeH KypCOBOM
JIO3BI JIeKapCTBEHHBIX IIPENaparToB.

5. @enepansHoe  MEOVKO-OHONIOTMYECKOE  areHTCTBO M OpTaHbI
MCTIOJHHUTENLHOM BIAcTH cyOBbekToB Poccuiickoit Penepalinu B chepe OXpaHbl
3[I0POBbS  ONpENENIAIOT COOTBETCTBEHHO I10JBEIOMCTBEHHBIE (eaepalbHble
rOCyJapCTBEHHbIC YUpEeXKIEeHHs, OKa3blBaIOLIME MEIMLMHCKYIO TOMOIIIb,
M pacIojiokeHHble B cyObekTax Poccuiickoit @Denepaluy OpraHu3aluy,
UMEIolIMe  JIMIEH3MK Ha  OCYIUeCTBIEHHe  MeNULMHCKOH U (mim)
papmalleBTHUECKOH IeATeNbHOCTH (faliee - OpraHU3aLUK-TIONyYaTeNln), B UeIX
IOCTaBKH OpraHU3aLMsIM-TI0Iy4YaTes M JeKapCTBEHHBIX ITPENapaToB.

OpraHel MCIOJNHUTENRHOM BracTH cyObekToB Poccuiickoit denepauvu
B chepe OxpaHbl 370pOBbs, a Takke DefepanbHOe MeIMKO-OMOIOIMYECKOE
areHTCTBO He  TMo3mHee | HOAOps  Tekyllero roja  [PEACTaBIsOT
B MuHHCTEpCTBO 31apaBooxpaHeHus: Poccuiickor  @enepaunu — 3asBKH
Ha TIOCTaBKy JeEKapCTBEHHBIX INpemnaparoB (Jajlee - 3asiBKH) 10 (OpME,
YTBEPKIEHHON yKa3aHHBIM MUHHCTEPCTBOM, C NPHUIIOKEHHEM 00OCHOBAHUH 110
ux 00beMy, a TaKKe NepedeHb OpraHu3alulii-nonyyaTesei.

[Torpe6bHocTh (0O0BEM  NOCTaBKUM) B JIEKAPCTBEHHOM  Ipenapare
OTIpeNENIeTCs C Y4eTOM KJIMHHYECKUX PEKOMEHAAlUM W CpejHed KypcoBOU
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(V%)

J03Bl JIEKAPCTBEHHOTO Iperapara HCXOAs M3 eXeMecsyHOM ¢aKkTHdecKoH
noTpeOHOCTH OOJBHBIX B JIEKAPCTBEHHBIX [IpPElapaTax B COOTBETCTBHMH
CO CBEICHMSAMH  pErdoHalbHOro cermeHra (PenepanbHOro  perucrpa
1 HeoOXoauMocTH (opMUpOBaHUS 3anaca Ha 15 mecsues.

6. MunucTepcTBO 31paBooxpaHenus Poccuiickoit @eneparun GopMupyeT
KOMHMCCHIO TI0 PAacCMOTPEHHIO 3asBOK (fajnee - KOMMCCHS), YTBEPKIAeT
MOJIOKEHHEe O KOMHCCHH U ee cocTaB. KOMHCCHMS Ha CBOEM 3aceJaHuH
paccMaTpuBaeT 3asgBKM Ha MpeaMeT OOOCHOBAaHHOCTH 3asBJEHHBIX O0HEMOB
JeKapcTBeHHBIX  IIpenapaTroB, IPU HEOOXOAMMOCTM  KOPPEKTHPYET HX
M COIJIACOBBIBACT C BEIHECEHHEM COOTBETCTBYIOLIErO PELIECHUS.

CornacoBanue 3asBOK OCYIIECTBISETCS KOMHCCHEH C  yYacTHeEM
npeAcTaBUTeNell OpraHoOB HCIOJHMTENBHONM BiacTH cy6bekToB Poccuiickoi
Depepauun 1 PenepanbHOTO MEIHKO-OMOTOIHYECKOrO areHTCTBa (B TOM YHCIe
C UCIIOIb30BAHUEM HHGMOPMAIIHOHHO-TENIEKOMMYHHUKAIIMOHHBIX TEXHOIOTHH).

7. O6beM  1OCTAaBOK  JIEKapCTBEHHBIX  MpernapaToB  (OpMHpPYETCs
B mpejenax OMOKETHBIX aCCUTHOBAHUH, MPELyCMOTPEHHBIX B (enepanbHOM
3aKOHe O (edepajbHOM OOMKeTe Ha COOTBETCTBYIOLIMH (PUHAHCOBBIA TIOA
U IUTAHOBBIA I€pUOJ, U JIMMHUTOB OIOIKETHBIX O00A3aTE/bCTB, JOBEIEHHBIX
B YCTAaHOBJIEHHOM Iopsaxe A0 MuHHCTepcTBa 3/1paBooxpaHeHus Poccuickoit
®denepanry Ha 3aKyNKy JI€KapCTBEHHBIX NPENapaToB.

8. B cooTBeTcTBHH C 00BEMaMHU IMOCTABOK JIEKAPCTBEHHBIX IPENapaTos,
YTBEPXJIEHHBIMH OpraHaMH HCIOJHHUTEIbHOH BIacTH cyOBeKToB Poccuiickoi
denepanut B cdepe OxpaHbl 300poBbA M DenepanbHbIM - MEIMKO-
OMOIOrMYECKHM areHTCTBOM C YYeTOM pEIUE€HHMs KOMHCCHH, MHHHMCTEpPCTBO
3/paBOOXPaHEHHs Poccutickoit denepanuu B YCTaHOBJIEHHOM
3aKOHOAaTeNbCTBOM Poccuiickolt Penepauy NopsaKe OCYLIECTBISET 3aKYIKY
JIEKApCTBEHHBIX Ipenaparos.

9. IlocTaBIIKKH JIeKapCTBEHHBIX Ipenaparos, olpeieieHHbIE
B COOTBETCTBMHM C 3aKOHOAATeNbCTBOM Poccuiickoil Menepaunu, NpeacTaBisioT
B MuHucTepCcTBO 3apaBooxpaHeHus Poccuiickoi ®enepanuu oQOpMIIEHHEIE
B YCTAQHOBJIEHHOM TIOpsiZKE JOKYMEHTHI, MOJATBEpXAaroIine (QakT IONy4eHHs
OpraHMu3alMsIMHU-TIOTy4aTesIMI  JIEKapCTBEHHBIX IpeNaparoB, B TOM HHCHE
HaKJaJgHbBIe U aKThI TpUeMa-Iepe1ady JEeKapCTBEHHBIX MIPENaparToB.

10. MuHHCTEPCTBO 3apaBooxpaHenus Pocculickoit Menepaliuy B TeUEHHE
10 paboyux nAHe#l co OHS MOCTYIUIEHHS aKTa NpUeMa-Tiepeaadd MNPHHUMAaeT
Ha YyuyeT JIeKapCTBEHHble TMpenaparsl ¥ M3JAeT paCHOPAAMTEIbHBIE AKThI
O TIlepefaye JIEKAapCTBEHHBIX MpernapaToB B COOCTBEHHOCTh CYOBEKTOB
Poccuiickoit Denepaniun ¢ yKa3aHMEM HOMEHKIATYPBI, KOJHMYECTBA U
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CTOMMOCTH JIEKAPCTBEHHBIX I[IPENapaToB B OTHOIIEHHH KaXJIOro cyObekTa
Poccutickoit ®enepaunn, a takxke denepanbHoMy MeaUKO-OMOIOrHYECKOMY
areHTCTBY C YKa3aHHMEM HOMEHKIATyphl, KOIHUYEeCTBA U CTOMUMOCTHU
JIeKapCTBEHHBIX NPENapaTosB.

11. MuHKCcTEepCcTBO 3ApaBooXpaHeHus Poccuiickoit @enepallii B TeYeHHE
5 padouux AHed cO IHS U3AaHHUs pacOPAAUTENBHOIO aKTa, NPelyCMOTPEHHOTO
nyHkToM 10 Hacrtosiero [lonoxeHus, HalpaBisieT B OpraHbl UCIIOIHUTEIBHON
Bractu cyObekToB Poccuiickoit @Penepauuy, oOnpeAcneHHble BBICIIUMHU
JOJDKHOCTHBIMU JTHLIaMH cyOBekToB Poccuiickoit ®enepauuu (pyKoBOAUTEISIMH
BBICLUMX MCIOJHUTENBHBIX OPraHOB TOCYJapCTBEHHOH BIacTH CYOBEKTOB
Poccuiickoii ®enepanun) (nanee - yrnoiHoModeHHble opraHsl), 1 PeaepanbHoe
MeIUKO-OMOJOTUYecKoe areHTCTBO HM3BEHIEHUWE O IIOCTaBKe JIEKapCTBEHHBIX
IpernaparoB ¥ akT Inpuema-niepefadd (B 2 3K3eMIspax), HOLMHCAHHBIE
yKa3aHHbIM MUHHUCTEPCTBOM.

12. YnoaHoMmodeHHble opranbl U PdenepaibHoe MeIUKO-OHOIOTHYecKoe
areHTCTBO B TeudeHUe S5 pabouux [AHEH cO AHA TOJNYyYEHHsS M3BEIUEHHMS
O TIOCTaBKe JeKapCTBEHHBIX TMpenapaToB M aKTa I[IpueMa-liepefayy,
IpeayCMOTPESHHBIX NYHKTOM 11 Hactosimero IlonoxeHHs, NOANUCHIBAIOT
M 3aBepsIOT NevaTbio 00a 3K3eMIUIspa U3BEIIEHUs O ITOCTaBKE JIEKAPCTBEHHbIX
npenaparoB ¥ 00a 3K3eMILIgpa aKkTa IpUeMa-nepeiayy, [ocjie Yero BO3BpalaT
B MuHHCTepCTBO 3ApaBooxpaHeHus Poccuiickoil Penepali¥ OJMH 3K3EMILISAP
YKa3aHHOT'O U3BELIEHUS U OIUH JK3eMIUIIP YKa3aHHOrO aKTa npHeMa-nepeaaqm.

13. YonnomoyeHHble opraHsl 1 PenepanbHoe MeIHKO-OMONIOIHYecKoe
ATeHTCTBO HAa OCHOBAaHWM aKTa IpHeMa-nepefadd, MpeayCMOTPEHHOro
nyHkToM 11 Hactosiero IlonoxxkeHus, NPUHUMAKOT Ha Y4YeT JeKapCTBEHHBIE
npenaparbl ¥ B TedeHHue 5 pabouyux AHeH co QHS MONy4eHHUs YKa3aHHOIO aKTa
npueMa-nepesayl HM3Jar0T COOTBETCTBYIOIIME PAaclOpPSAUTENbHBIE aKThl O
nepefade  JIEKapCTBEHHBIX  IPENapaTroB  OpraHM3alMAM-TIONy4aTellsM ¢
yKa3aHWeM HOMEHKJATyphbl, KOJIMYeCTBA M CTOMMOCTH JIEKAPCTBEHHBIX
npenaparoB B OTHOLUEHMH KaXXJ0H OpraHM3alMu-TI0IyyaTesis.

14, Oprauuzauuu-noiy4aread B TeueHHe 2 pabouux [IHEH co OHA
MOJyYeHUs] HOKYMEHTOB, MNOATBEPKAAIOILIUX Iepenady KM JIEKapCTBEHHBIX
IpenapaToB, NIPUHUMAIOT JIeKapCTBEHHbIE NpenapaTsl Ha y4eT, oDecneyuBaroT
HX COXPaHHOCTH U LIeJIEBOE UCTIOJIb30BaHHUE.

15. MunuctepcTBO 3ApPaBOOXPaHEHUs Poccuiickoi ®enepaunu
B YCTAaHOBJIEHHOM WM TIOpsiAKE OCYILIECTBISET MOHHUTOPHMHI JIBH)KEHHS
M ydeTa JeKapCTBEHHBIX MpenapaTtoB B cyOwekTax Poccuitickoi Penepanuy,
JIOBOAMT 0 CBeJE€HHS YIOJHOMOUYEHHbIX opraHoB U (DelepalbHOr0 MeIMKO-
OHOJOrMYECKOro areHTCTBa [MOJy4deHHble II0 pe3yabTaTaM MOHUTOPHHIA
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IOaHHBIE, B TOM YHCJ€ CBEIEHUS O HOMEHKIJATYype, KOJHUECTBE U CTOHMOCTH
JIeKapCTBEHHBIX IIpenapatoB, o0 OTCYTCTBHU NOTPeOHOCTH B OTHEIBHBIX
JIEKapCTBEHHBIX IperniapaTax Jub0 O NOSIBIEHHUHU J10NOIHHTEIBHON MOTPeOHOCTH
B JIEKAPCTBEHHBIX IIpelapatax B CBSI3U C U3MEHEHHUEM YHCIEHHOCTU OOJIBHBIX,
M3MEHEHUSAMH B Ha3HA4eHUSAX MEIHIIMHCKUMM pabOTHUKAMHU JIeKapCTBEHHBIX
npenapaTtoB OOJNBHBIM U COINACOBBIBAET IepepaclpelesieHHe JeKapCTBEHHBIX
npenapaToB Mexnay cyOpektaMu Poccuiickoi @enepauuu u dDenepanbHbIM
MEIUKO-OHONTOrMUYECKUM areHTCTBOM.

16. [lepenaya  neKapCcTBEHHBIX  MpenaparoB  OJHUM  CYOBEKTOM
Poccuiickolt ®dexepauuy B COOCTBEHHOCThH Ipyroro cyobekra Poccuiickoit
Qenepauuy OCyLIECTBISETCS HAa OCHOBaHHM axkTa [pUeMa-lepesad.
MunncrtepcTBO 3apaBooxpaHeHuss Poccuitickoii ®enepauuu yBegomiaserca o
nepeaade JIEKapCTBEHHBIX NMpenapatoB B 10-aHEBHBINA CpoK NOcCIe NOANHCAHUS
aKTa lpuema-lepeayy yloJIHOMOYEHHBIMH OpraHaMH.

[lepenava nexkapcTBEHHBIX NpenapaToB Mexay cybbektamu Poccuiickon
Qenepaund U @DenepallbHbIM  MEIUKO-OHONOTHYECKUM  areHTCTBOM
OCYILECTBJISETCS Ha OCHOBaHHMH COOTBETCTBYIOLIETO PacHOpPSAUTENBHOIO aKTa
yHNONHOMOYEHHOro opraHa unu @enepasbHOTO MeIUKO-OMOIOIMYECKOTO
areHTCTBa O Iliepelade JIEKapCTBEHHBIX IIPENapaToB, W3BELIEHHS O IIOCTaBKe
JeKapCTBeHHBIX IIpenapaToB MW akKra I[pueMa-lepenadd. MUHHUCTEPCTBO
3npaBooxpaHeHus Pocculickoii ®Pegepanuy yBegoMmisercs O Iiepenaye
JEeKapCTBEHHBIX IpenapatoB B 10-IHEBHBIH CpoK Imocie NOANMCAaHHS aKTa
IpUeMa-fepeiayd  COOTBETCTBYIOLIMM  YIIOJHOMOYEHHBIM  OPraHoM H
®denepaibHBIM MEAUKO-O0HOTOTHYECKHM areHTCTBOM.

17. MunucTepcTBO 3IpaBoOXpaHeHus  Poccuiickoit e pepauum
OpeacTaBisieT exekBapTalbHo, A0 10-ro dyucna Mecsila, CIEAYOLIEro
3a OTYETHBIM KBapTajioM, B DerepansHyio cnyx0y o Hagzopy B cdepe
3[paBOOXPaHEHUsl CBEACHHUS O Ilepefade JIEKapCTBEHHBIX IIpenapaToB
YVIIOJIHOMOYEeHHBIM opraHaMm u @DenepalibHOMY MeIUKO-OMOJOTHYECKOMY
areHTCTBY M COIJIACOBAaHHBIX  [epepaclpeliefieHUs X  JIEKapCTBEHHBIX
npenapaToB, B TOM 4YHCJIe MeXAY YIOJIHOMOYEHHBIMM OpraHaMM M
denepatbHBIM MEIUKO-OUOIOTMUECKUM Ar€HTCTBOM, B LEJSAX OCYILECTBIECHHUS
KOHTPOJIsE 32 LIeJIeBBIM UCIIONIb30BAHHMEM JIEKAPCTBEHHBIX IIPENApaToB.

18. B uensx obecneueHus OONBHBIX JIEKapCTBEHHBIMU IpenaparaMu
B TMOpsOKe, YCTAHOBIEHHOM 3aKOHOAaTeslbCcTBOM Poccuiickoit Penepauumy,
OCYUIECTBISETCA Ha3HAUYCHME JIEKApCTBEHHBIX IIpernapaTtoB U odopMieHHe
pPELENTOB Ha JIEKapCTBEHHbIE [IpenapaThl.
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19. Ilpu Ha3HayeHUH OGONBHOMY JIEKApPCTBEHHBIX MpeNapaToB JeYalllHi
Bpa4 HHQOPMHPYET €ro 0 BO3MOXHOCTH MOJIyYeHHS MM COOTBETCTBYIOILUX
JeKapCTBEHHbIX [pemnapaToB 0e3 B3WMaHMA TIJaTbl B COOTBETCTBHUH
¢ 3aKoHoarenbcTBoM Poccuiickoil ®enepanuu.

20. B uensx auHaMHueckoro HaOojeHUs 3a OOJIBHBIM M COOJIONEHHS
NEPHOJUYHOCTH MOCEILEHUS UM MEIMLIMHCKOW OpraHu3alliM JieyallliM BpayoM
ONpENENsAeTcss KOJIMYECTBO JIEKAPCTBEHHOrO [penapara, eIHHOBPEMEHHO
0()OPMJIEHHOI0 Ha peLeNnTypHOM OJlaHKE B COOTBETCTBHM C PEKOMEHIOBaHHOI
CPEAHECYTOYHON KYPCOBOM 1030M U CPOKOM, Ha3HAYE€HHBIM IS TIOCEIIIeHMS.

21. MenuuuHckas  opraHu3alds — OpefocTaBisieT  OoNbHOMY  (ero
3aKOHHOMY NPEACTaBUTENIO) HHOPMaLIHIO 00 OpraHu3alusX, pacnoloXKeHHbIX
B I'PaHMLAX MYHULHNAILHOTO 00pa30BaHUs MO MECTY JXHUTEJbCTBA HIIM MECTY
npeObIBaHUsA (B Cilydyae eciM CpoK npeOblBaHWA HNpeBbilIaeT 6 Mecsues)
00JBHOrO M OCYLUECTBAAIOWMX OecrUlaTHBIi  OTIMYCK  JIeKapCTBEHHbIX
MpernaparoB, HA3HAYEHHBIX JIeYallMM BpayoM.

22. Ha3nayeHue M oTnyck OONBHOMY (€ro 3aKOHHOMY TPEJCTaBHTEIIIO)
JIEKAPCTBEHHBIX MIPENapaToB OCYUIECTBISETCS B CPOK, HE MPEeBbINIAIOIIUN
20 pabouux AHeH co OHS BKIIIOYEHHUs! OOJNBHOTO B PETHOHANBHBLIH CerMeHT
®denepanbHOTO perucTpa.

23.B cnyvae Bble3na OoapHOro 3a npeneinbl cybbekra Poccuiickoi
®enepauuy, Ha TEPPUTOPHUH KOTOpOro OONBHOH MpOXHBAaeT, a TaKXke 3a
npeneibl TEPPUTOPHH, Moyexalueil obcnyxupaHuio PenepaibHbIM MEOAUKO-
OHOJIOTHYECKUM areHTCTBOM, Ha TeppUTOpHUI0 Apyroro cyobekra Poccuiickoit
Qenepaud WM ApPYTYKO TEPPUTOPHUIO, MNOAJEXkKallylo O0OCIyXKUBaHUIO
G®enepanbHblM  MEAUMKO-OMONOrMYECKUM  areHTCTBOM, Ha  CpPOK,  He
MpeBbIIAIOIMA 6 MecsileB, TakoMy OOJbHOMY OpPraHOM HCIOJHUTENbHOM
BnacTtu cyObekta Poccuiickoin ®eaepauuu B cdepe OXpaHbl 340pPOBbS WIH
¢benepanbHbIM FOCYJapCTBEHHBIM YUPEKASCHUEM, OKa3bIBAKOLIUM MEIULUUHCKYIO
OMOLUb, TMOJABEIAOMCTBEHHbIM  (PenepalibHOMY  MEXHMKO-OMOJIONHYECKOMY
areHTCTBY, OpraHu3yeTcs obecneyeHue JeKapCTBEHHBIMU NpenapaTaMu Ha CpoK
npveMa, paBHBIH CPOKY €ro Bble3la 3a IMpedeibl TEPPUTOPHU CyObeKTa
Poccuiickoit ®enepaunn, a Takxke TEpPpUTOPHH, Mojiexauied o0ciyKHBaHHUIO
®enepaibHbIM MEAUKO-OMOJNIOTMYECKUM areHTCTBOM, JM0O, YUHUTBIBast CPOKH
rOJHOCTH MMEIOLIMXCA OCTAaTKOB JIEKAPCTBEHHBIX [MpenaparoB, obecrieueHue
Takoro 6OJILHOTO JIeKapCTBEHHBbIMHU fpenapaTaMyi Ha COOTBETCTBYIOIIMHA CPOK.

CBeeHUss O KOJMYECTBE HA3HAUEHHBIX WM OTMYIIEHHbIX OOJbHOMY
(ero 3aKOHHOMY MpPEACTABMTENIO) JIEKaPCTBEHHBIX MpenaparoB BHOCATCS
B PETMOHAIBbHBINA CerMeHT PeaepaibHOTO perucTpa.
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24.B cnydae Bbie3na OoNibHOro 3a mpeaensl cyObekTa Poccuiickoit
®denepauny, Ha TEPPUTOPUH KOTOPOro OONIBHOH MpOXUBAeT, a Takxke 3a
npenesbl TEPPUTOPHH, MOANIekaled obcayxupBaHuio PenepalbHbIM MeAUKO-
OMOMOrMYEeCKUM areHTCTBOM, Ha TEPPUTOPHIO Apyroro cyowekra Poccuiickoii
Degepaud  WIM  APYLYIO TEPPUTOPHIO, TMNOMJIEKALUYI0 00OCIYXKHBAHHIO
®PenepanbHbIM MEAUMKO-OHONIONMUYECKUM areHTCTBOM, Ha CPOK, MPEBBIIIAIOLIUH
6 MecsilieB, WM B Cllyyae M3MEHEHHUS MeCTa )XHUTEJIbCTBA TakoMy OOJbHOMY
Ha3HauyalTCA JIeKapCTBEHHbIE MpernapaTbl HAa CPOK Npuema He Oosiee OIXHOrO
mecsina JuOO OpraHu3yeTcs OpraHoM HCIOJHUTENbHOR BIAacTH cyObekTa
Poccuiickoii ®enepaunu B cdepe o0xpaHbl 310poBbi HIH (deaepaabHbIM
rOCYIAapCTBEHHBIM YYpEXJEHUEM, OKa3biBalOIIMM MEOULHMHCKYIO IIOMOLIb,
nonBe1oMcTBeHHbIM  (DefepalbHOMY MEIHKO-OMONOrH4YeCKOMY  areHTCTBY,
obecreyeHre Takoro OOIBHOrO JIEKaPCTBEHHBIMHU MpenaparaMu Ha CpoOK npuema
He Oosiee 0JlHOrO Mecsua.

CBeaeHust 0 TakoM OOJIBHOM MOAJNEXKAT UCKIIOUEHHUIO U3 PErHMOHAILHOTO
cermeHTta  (egepanbHOrO  PETHCTpa,  KOTOPBIA  BENETCS  OpPraHoOM
MCIOJIHKTEIbHOM BlacTh B cdepe oxpaHbl 310poBbsi cydbekTa Poccuiickoii
®denepauru, ¢ TEPPUTOPUH KOTOPOrO BbI€3KaeT OOJBHOMN, WIH (eleparbHOTO
cerMeHTa (B cJiyyae Bble3a OOJIBHOIO C TEpPPUTOPUH, MoLJjexalleH
obcnyxuBaHuio PenepalibHbIM  MeAUMKO-OMONOrMYECKUM  areHTCTBOM) M
nepegade (B TOM  4Kclie C  MCNOJIb30BAaHMEM  MH(OPMALMOHHO-
TEJIEKOMMYHHKAILMOHHBIX TEXHOJIOTHH) OpraHy HWCIOJHUTENbHOW BIACTH B
cthepe oxpanbl 310poBbi cyObekTa Poccuiickoit denepauuu, Ha TEPPUTOPHIO
KOTOpOro Bbexan OonbHOH, MM PeaepanbHOMY MeIUKO-OHONIOrHYECKOMY
areHTCTBY ISl BKJIFOUYEHHUS B YCTAHOBJIIEHHOM MOPSKE B APYrOd perMoHabHbIHA
CErMeHT WJIH denepaibHbiil cerMeHT PenepalibHOro perucTpa.

JlaTol BKIIOYEHHUS B TaKHX Clly4dasX CBeAEHHH O OOJBHOM B Ipyro#
perdHoHalbHbId CErMEHT MiU (elepanbHblii cerMeHT (DenepanbHOro peructpa
ABJIIETCA [I€Hb, CJICAYIONIMHA 3a JHEM WUCKIFOUEHHUsS B COOTBETCTBHHU C ab3alem
BTOPHIM HACTOSILIEr0 IMYHKTa CBENEHMH O HEM H3 COOTBETCTBYIOILErO
perdoHanpHOro cerMeHta uiau (enepanbHoro cerMeHra @enepanbHOro
perucrpa.

25. OpraH HUCNOJHUTENBHON BJIacTH B cepe OXpaHbl 3T0POBbs CyOBEKTa
Poccuiickoii ®enepaliud, ¢ TEppUTOPHH KOTOpPOro BbleXal OONBHOH, HWIIH
dDenepanbHOe MEIUKO-OMOJIOTHYECKOE areHTCTBO (B cllydae Bble3aa OOIBHOIO ¢
obciy)xuBaeMOH MM TEpPpPUTOPUM)  MpeiACTaBaseT (B TOM  YHCIE
C HCIIOJb30BaHHEM HH(POPMALMOHHO-TEIEKOMMYHHUKALMOHHBIX TEXHOJIOIHM)
Mo 3ampocy OpraHa MCIONHUTENbHOW BIacTH B cdepe OXpaHbl 340pPOBbA
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cybonekTa Poccuiickoit denepauny, Ha TEPPUTOPHIO KOTOPOTO BbheXasl OONBHOM,
i PenepanbHOro MEIUKO-OMOJOTHYECKOro areHTCTBa (B Cllydae Bbesla
OonbHOro Ha 0O0C/IY)XHBaeMYIl0 HM TEPPUTOPHIO) CBEAECHHS O KOJMYECTBE
Ha3Ha4YEeHHBIX WM (DAaKTHUYECKU MPeIOCTaBICHHBIX OOJbHOMY (€ro 3aKOHHOMY
NPENCTAaBUTEIIO) JIEKAPCTBEHHBIX MpPENAapaToB B COOTBETCTBUU C MyHKTOM 24
HacTtoslero ITonoxenus.".

2. llonoxenne 00 opraHu3zauuMd  obecrieueHHss JIMU, OOJNBHBIX
TyOepKye3om C MHOXEeCTBEHHOH JIEKapCTBEHHOM YCTOHUYHUBOCTBIO
BO3OyaUTENS, aHTUOAKTEpHabHBIMH H NpOTHBOTYOEpPKYNe3HBIMH
JleKapCTBEHHBIMH npenaparaMmu s MEJULHHCKOTO NpHUMEHEHHH,
YTBEPXKICHHOE YKa3aHHBIM T[IOCTAHOBJICHWEM, H3JIOKUTb B clleayloilel
peaaKkLUuu:

"YTBEPXJEHO

nocraHoBneHuem [IpaBuTtenscTBa
Poccuiickoit ®enepauunu
oT 28 nexabps 2016 r. Ne 1512
(B peaKLUH NMOCTAHOBJIEHHUS
IIpaButenbcTBa Poccuiickoit ®eaepauuu
ot 28 aBrycta 2019 . Ne 1110)

NOJOXEHMUWE

00 opraHu3auHH obecneyeHMs Jull,
00/1bHBIX TYOEPKYJIE30M € MHOKECTBEHHOH JIEKAPCTBEHHOH
YCTOHYHBOCTBIO BO30yIHTE/I5, AHTHOAKTEepHANbLHBIMH
H NPOTHBOTYOEPKYJ/JIE3HbIMH JIEKAPCTBEHHBIMH NpenapaTamH
AJISE MEAHUHHCKOTO NPHMEHEHHUs

1. Hactosimee [lonoxkenue ycTaHaBnauBaeT MOPSJOK OpraHusaluu
obecrnieueHus HL, OONBHBIX TYOEpKYJIe30M C MHOXECTBEHHOH JieKapCTBEHHOH
YCTOHYMBOCTBIO BO30yauTens (nanee - OonbHbIE), aHTHOAKTepUanbHBIMH
u POTUBOTYOEPKYIE€3HBIMHU JIeKapCTBEHHBIMH npenapaTamu s
MEIMLMHCKOrO TpUMEHEHHUs, TMpeAHa3HAYeHHbIMU [N JIeYEHHS 3TOro
3a00JieBaHUS M BKIIOUYEHHBIMH B IlepedeHb JKU3HEHHO HeOoOXOIUMBIX
M BaXHEHINWX JIeKAPCTBEHHBIX IMpenapaTtoB (Jajlee - JI€KapCTBEHHbIE
npenapaTtel), a TakKKe TMOPSAOK K YCIOBUS IepelJayd JieKapCTBEHHbBIX
npernapaToB B cOOCTBEHHOCTh cyObekToB Poccuiickoii Oenepauuu.

2. UcTouHHKOM (PpUHAHCHpOBaHUS opraHu3auuy obecnevyeHHs: OONBHBIX
JleKapCTBEHHBIMM  MpernaparaMd  SABASIOTCS  OIOJDKETHble  aCCUTHOBAHHS,
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IpeayCMOTpPEHHEBIE B (eaepanbHOM Or0pkeTe MUHHUCTEPCTBY 3MPaBOOXpPaHEeHNs
Poccuiickoii @enepanuu.

3. [IpaBo OonpHOrO Ha obecrnedyeHHe JIEKAapCTBEHHBIMHU IIperapaTamu
BO3HMKAaeT CO [HS BKJIOYEHHS CBEAEHMH O HEM B pErHOHATbHBIH CErMEHT
DenepanbHOro perucTpa null, 60AbHBIX TyOepkynezoM (nanee - MenepanbHbINA
PErucTp).

Jlata BKIIIOYEHHUS OOJIBHOTO B perdoHaNbHBIN cerMeHT DenepanbHOro
peructpa  (UKCHUpyETCA  JedalluM BpadoM B  MEIWULUHCKOH  KapTe
aMOynaTopHOro 00IbHOTO HIIM UCTOPHUM Pa3BUTHUS peOeHKa.

4. Opranuzauus  obecriededuss MHUHHCTEPCTBOM  3APaBOOXpPaHEHHS
Poccuiickoit @enepauuu 3a c4eT CpelcTB (denepajibHOro Oromxera OOJBHBIX
JEKapCTBEHHBIMU IIpernaparaMyd OCYIIEeCTBISETCS € YYETOM CTaHJapToB
MEIULUMHCKOA IIOMOLUM, KIUHUUYECKUX PEKOMEHIAlMN U CcpelaHell KypcoBOH
J103bl JIEKapCTBEHHBIX NIPENapaToB.

5. Oprasbl UCNIOJIHUTEIBHOHM BnacTu cyobekToB Poccuiickoit denepanuu
B cpepe oXpaHbl 370POBbs He NMo3aHee | HOSOpS TeKylIero rojaa NpeacTaBIsioT
B MunucrepctBo 3apaBooxpaHeHus Poccuiickoit @Penepalud  3asBKH
Ha [IOCTaBKY JIEKapCTBEHHBIX IIpenapaTtoB (Jalee - 3asgBKU) Mo Gopme,
YTBEPXKIECHHON yKa3aHHBIM MUHUCTEPCTBOM, ¢ IPHIIOXKEeHHeM 000CHOBaHHH M0
nx o0beMy, a TakXke [iepedeHb OpraHu3aluii, HMEIOLUUX JIULEH3HUIO
Ha OCYIIECTBJIEHME MeIHUWHCKOW M (WiH) dapManeBTHUECKOH AesTeIbHOCTH
B cybbektax Poccuiickoit ®denepanuu (manee - OpraHu3aiUU-IIOIydaTeNu),
B LIeJIAX [OCTaBKU OpPraHU3alMsaM-TI0IydaTelIsIM JIeKapCTBEHHBIX IIpenapaToB.

[TorpebHocTs (0OBEM MOCTaBKM) B  JEKapCTBEHHOM  Mpenapate
onpenessieTcs C Y4Y€TOM KIMHHYECKUX peKOMEHJalM# U cpeaHed KypcoBOi
03Bl JIGKAPCTBEHHOI'O Iperapara HCXOHs H3 exeMecsyHol ¢dakTudeckoin
notpebHocT OOJBHBIX B JIEKAPCTBEHHBIX IIpernapatax B COOTBETCTBHH
CO CBeIEHUSMM peruoHanbHOro cermMeHta @enepalbHOro  perucrpa
¥ HeoOXoAUMOCTH GOpMHUpPOBaHUS 3anaca Ha 15 mecsues.

6. MUHMCTEpCTBO 3ApaBooxpaHeHus Poccuiickoit denepanuu popmupyer
KOMHCCUIO M0 pACCMOTPEHHMIO 3afBOK (Hajiee - KOMHCCHS), YTBepXkaaeT
MONOXKEHUWE O KOMHUCCHMM M ee cocTaB. KoMHccusi Ha CBOEM 3acelaHuH
paccMaTpuBaeT 3asfBKM Ha INpeAMeT OOOCHOBAaHHOCTU 3asABIEHHBIX O0OBEMOB
JeKapCTBeHHBIX IpenapaToB, NpH HeOOXOAMMOCTH KOPPEKTHpYeT HX
¥ COIJIACOBBIBAET C BHIHECEHUEM COOTBETCTBYIOLIETO PELIEHHUS.

CormacoBaHue 3agBOK OCYHIECTBI€TCA KOMUCCHEH C y4acTHEM
NpeacTaBUTeNell OpraHOB HCIIONHHUTENBHON BiacTH cyObekToB Poccuiickoi
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Qenepaud (B TOM  4uCle C  HCHONB30BaHMEM  HMH(POPMAIMOHHO-
TeJIEKOMMYHUKAMOHHBIX TEXHOJIOTUH).

7.00peM  1OCTaBOK JIGKAPCTBEHHBIX  IpenaparoB  (GOpMHpYyeTcs
B Ipeaenax OMOIKETHBIX ACCUTHOBAHUWH, MPeIyCMOTPEHHBIX B (enepanbHOM
3aKoHe O (enepanbHOM OMOKETE Ha COOTBETCTBYIOIIMHA (DMHAHCOBBIA Troj
U ITUIAaHOBBIA MEpHOJ, M JIMMHUTOB OIODKETHBIX 00s3aTeIbCTB, AOBEIEHHBIX
B YCTaHOBJICHHOM nopsake 1o MuHucTepcTBa 3apaBooxpaHeHud Poccuiickoi
Denepanyy Ha 3aKyNKY JIeKapCTBEHHBIX MTPENapaTos.

8. B cooTBeTCTBHH ¢ 00BEMaMM IOCTABOK JIEKAPCTBEHHBIX IPENapaTos,
YTBEPKAEHHBIMU OpraHaMH HUCHOJHHTENbHON BiacTu cyObekToB Poccuiickoi
@egepaud B cdepe OXpaHbl 300POBBS C YUETOM peIIeHHs] KOMHCCHH,
MuHucTepcTBO 3apaBooxpaHeHus Poccuiickol denepalidl B YCTAaHOBJIEHHOM
3aKOHOAaTenbCcTBOM Poccuiickoil ®Penepalii NOpSAKE OCYLIECTBIAET 3aKYINKY
JEeKapCTBEHHBIX IIPENnaparos.

9. IMTocTaBIUMKH JIeKapCTBEHHBIX Npenaparos, onpeeseHHbIe
B COOTBETCTBHHM C 3aKOHOJATeNnbcTBOM Poccuiickoi denepauny, NpeacTaBisioT
B MuHucTepcTBO 3/paBooxpaHeHuss Poccuiickoit ®denepaunu odopmieHHbIE
B YCTAaHOBJIEHHOM MOPSAAKE JOKYMEHTHI, IOATBepKIalolue (GakT NONydeHHUs
OpraHM3alIUsIMU-NIONYy4aTeIsIMA  JIEKapCTBEHHBIX IIpPENaparoB, B TOM YHCIE
HaKJIaJIHble U aKThl TpUeMa-fnepeaiy JeKapCTBEHHBIX IPenaparos.

10. MunKcTepcTBO 3ApaBooxpaHeHus Pocculickoll denepalid B Te4eHUE
10 paboumx naHel co IHS NOCTYIUIEHUs aKkTa NpueMa-liepeladyd NpUHHUMAaeT
Ha YydeT JIeKapCTBEHHble MpenapaTbl U H34aeT pacHoOpsOUTENbHblE aKThI
O Tmepejade JIeKapCTBEHHBIX IIpenapaToB B COOCTBEHHOCTbH CyOBEKTOB
Poccuiickoit ®enepauun ¢ yKazaHMEM HOMEHKJATyphl, KOJIMYeCcTBa H
CTOMMOCTH JI€KapCTBEHHBIX MpernapaToB B OTHOLIEHUM KaXAOro cyObekTa
Poccuiickoit denepauuy.

11. MunuctepcTBO 31paBooxpanenus Poccuiickoit deaepaluy B TeHeHHE
5 pabouux nHeH co JHSA U3OaHUS PACTIOPSAUTENBHOTO aKTa, IPeIyCMOTPEHHOIO
nyHkToM 10 Hactosiero [TonoxeHus, HanpaBisSeT B OpraHbl UCIIOIHUTENBHOM
BIacTu cyOnekToB Poccuiickoil ®exnepanuu, OINpeleNeHHblE BBICIIMMHU
JOJKHOCTHBIMU JIHLIaMU cyObekToB Poccuiickoii denepauuy (pyKoBOAUTEIAMHU
BBICIIIIX HCIIOJHUTENBHBIX OPraHOB TIOCYJAapCTBEHHOH BJIaCTU CyOBEKTOB
Poccuiickoit ®enepaumu) (Aajnee - YNOJHOMOYEHHBIE OpraHbl) HK3BelleHUE
O TIIOCTaBKe JIeKapCTBEHHBIX MpenaparoB H  axkT IpUeMa-lepenayu
(B 2 3x3eMILIsApax), NOANUCAHHbIE YKa3aHHBIM MHUHUCTEPCTBOM.

12. YrojgHoMouYeHHBIe OpraHbl B TeueHHe S5 pabouux JHEH co [AHA
MOJYy4YeHHS W3BEIIEHUS O MOCTaBKe JIEKAPCTBEHHBIX IPEINapaToB U aKTa [IpueMa-

290408A5.doc



11

neperady, IIpeIyCMOTpEeHHBIX NyHKTOoM 11 Hacrosiiero  IlonmoskeHus,
NOIAIKCHIBAIOT U 3aBEPSIIOT Ie4aTbio 00a 3K3eMIUIIpa HU3BEUIEHHUS O MOCTABKE
JIeKapCTBEHHOI'O IpernapaTta U o0a 3K3eMIuisipa akTa NpHueMa-lepenadd, Mocie
4yero BO3BpalaoT B MuUHHMCTEepCTBO 3apaBooxpaHeHus Poccutickoit denepanyn
OJHWH 9K3eMIUIApP YKa3aHHOIO M3BEILLEHMS U OJUH 3K3EeMIUIAp YKa3aHHOIO aKTa
npueMa-nepeaadmu.

13. YnonHoMo4YeHHBI OpraH Ha OCHOBaHMHM akKTa IpueMa-liepenay,
NpeayCMOTpeHHOro nyHKToM 11 Hactosmiero IlonoxeHus, MpUHUMAaET Ha y4yeT
JIEKapCTBEHHBIE NIpENapaTrsl U B TedeHHe 5 pabouyux AHEN CO NHS MOJy4YeHHUS
YKa3aHHOTO aKkTa NpueMa-fnepeadu U3JaeT pacnopsiauTeNbHBIN akT O rnepejaye
JIEKapCTBEHHBIX IIpEeNapaToB  OPraHM3alMsAM-IIONy4aTelnsM C  yKa3aHHeM
HOMEHKJIaTyphl, KOJIMYECTBA KU CTOMMOCTH JIEKapCTBEHHBIX IIpernapaToB B
OTHOLLEHHMH KaXI0M OpraHu3aluU-MoIy4yaTes.

14. Oprasuzauuu-nonyyaTenu B TeueHHe 2 paboumx JHeH co JHA
MOJTYYE€HUs] JOKYMEHTOB, TOATBEPXKIAIOIIMX Mepenadyy HUM JeKapCTBEHHBIX
NpenapaTos, IPUHUMAIOT JIEKapCTBEHHbIE NpernapaThkl Ha yuyeT, obecrneduBaroT
HX COXPaHHOCTH U lieJIEBOE UCII0JIb30BaHHE.

15. MuHuCTEpPCTBO 31paBOOXPAHEHHUS Poccuitckon ®enepaunu
B YCT@HOBJIEHHOM UM MOPSAKE OCYLIECTBIS€T MOHUTOPHHT JABMXKEHUS U yueTa
NeKapCTBEHHBIX INpenapaTtoB B cyObekTax Poccuiickoit ®enepallvd, HOBOIUT
JO0 CBEAEeHMS YIOJIHOMOYEHHBIX OpraHOB TOJNY4Y€HHBIE TI0 pe3yabTaTam
MOHUTOpHHTa JaHHbBIE, B TOM 4YHCJIE CBEJEHUS O HOMEHKJaType, KOIMUeCTBe
M CTOMMOCTH JI€KapCTBEHHBIX TMpenapaToB, 00 OTCYTCTBHM IOTpeOHOCTH
B OTHENBHBIX JIEKAPCTBEHHBIX Npenaparax JMO0 O NOsBIEHUH AONONHUTEIHHON
noTpeOHOCTH B JeKapCTBEHHBIX INpernapaTax B CBS3U C U3MEHEHUEM B CyOBeKTe
Poccuiicko#t denepaliil YUCIEHHOCTH OOJBHBIX, H3MEHEHUSAMH B Ha3HaUeHUSX
MEIULUHCKUMHU  pabOTHHKAMM  JIEeKapCTBEHHBIX  MpenapaTtoB  OONBHBIM
M COIJIaCOBBIBAET Iepepacrpelie]IeHUE JIeKapCTBEHHBIX IPENapaTtoB MEXIy
cybbexkTamu Poccutickoit denepauuu.

16. Tlepenaya  nekapCTBEHHBIX  MNpenapaToB  OJHUM  CYOBEKTOM
Poccuiickoii ®@enepanmu B COOCTBEHHOCTh Apyroro cyonekra Poccuiickoit
®denepanuu  OCyLIeCTBJISieTCS Ha OCHOBaHHM akTa IIpUeMa-Tiepeladu.
MunucTepcTBO 3ApaBooxpaHeHust Poccuiickoil Depepauuu yBeIOMISETCS O
nepenaye JeKapCTBEHHBIX NpenapatoB B 10-n1HEBHBIH CpPOK mocie noanUCcaHus
aKTa npuema-nepeaayy yrnoaiHOMOUYEHHbIMH OpraHaMH.

17. MunucrepcTBO 30paBOOXpaHEHUS Poccuiickoit ®enepauuu
NpeACTaBNseT eXeKBapTalibHO, J0 10-ro uncna Mecsua, ClIeayroILEero
33 OTUETHHIM kBapTanoMm, B DenepanvHyro choyx0y o Hagzopy B cdepe
3[IpaBOOXpPAHEHUSI CBEEHUS O [lepefadye JIeKapCTBEHHBIX Ipenaparos
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B cobcTBeHHOCTh cyOwnexta Poccuiickodt ®enmepaunu © COrNacoBaHHBIX
nepepacnpeiesieHussX  JeKapCTBEHHBIX IIpenapaToB  Mexay cyObekTamu
Poccuiickoit Penepanuu B LeNSIX OCYLIECTBJIGHHUS KOHTPOJS 3a HeJeBBIM
HCIIONB30BaHUEM JIEKAPCTBEHHBIX MPENapaToB.

18. B mensx obecneueHust OONBHBIX JIEKAPCTBEHHBIMU IpernapaTaMu
B TMOpsJKe, YCTaHOBIIEHHOM 3aKOHOHATenbcTBOM Poccuiickoit ®enepanuw,
OCYILECTBIJIIETCA HasHaueHHEe JIeKApCTBEHHBIX IIpenapatoB W odopMileHHe
pELENTOB Ha JIEKapCTBEHHBIE MTPENAPaTH.

19. Ilpn Ha3HadueHHM OOJBHOMY JIEKApPCTBEHHBIX MPENapaToB Jeyalluii
Bpad MHPOPMHUPYET €ro O BO3MOKHOCTH MOJYYEHHS MM COOTBETCTBYIOIIHX
JIEKAPCTBEHHBIX  IIpernapatoB 0e3 B3UMaHUs IIaThl B COOTBETCTBHH
¢ 3akoHoAaTesbcTBOM Pocculickoi Denepauuu.

20. B uensx auHaAMUYecKOro HabmofeHHs 3a GOJBHBIM H COOJIONEHUS
IIEPUOJUYHOCTH TNOCEUICHUSI UM MEIUIMHCKOH OpraHM3aliM JedalldM BpadoM
ONpeneNnseTcss KOJUYEeCTBO JIEKAapCTBEHHOrO Ipernapara, eJIHHOBPEMEHHO
opOpMIIEHHOTO Ha pelenTypHOM OJaHKe B COOTBETCTBHU C pPeKOMEHIOBaHHOM
CpPENHECYTOYHON KypCOBOM 0301 ¥ CPOKOM, Ha3HAY€HHBIM IS ITOCEILIeHHUS.

21. MeguuMHCcKass opraHusalus npegocTaBinseT  OoapHOMy  (ero
3aKOHHOMY IIpe/ICTaBUTENI0) HHPOpMaLio 00 OpraHu3alusiX, pacrnoloXeHHbIX
B I'PaHMIaX MyHHLMNANbHOIO 0Opa3oBaHUs MO MECTY UTENbCTBA MJIH MECTY
npebbiBaHus (B clygae eclId CpOK IpeObIBaHUA IpeBBIMIAaeT 6 MecsLeB)
OONBHOTO M  OCYILIECTBISIOIIMX OECHNaTHBIMI  OTIYCK  JIEKApCTBEHHBIX
npenapaToB, HA3HAYCHHBIX JIEYAIIHM BPadoM.

22. HazHaudeHue u ornyck 00JBHOMY (€ro 3aKOHHOMY MPeIACTaBUTEIIO)
JeKapCTBEHHBIX IIpENapaToB OCYIIECTBIAETCS B CPOK, He IMpeBbIIIAOLINN
20 pabounx OHEH co OHS BKIIOYEHHS OOJIBHOIO B PErvMOHANbHBIM CErMeHT
Qe nepanbHOroO perucTpa.

23.B cnywae Bele3ga OonpHOro 3a mnpenensl cydwvekTa Poccuiickoi
Qenepauny, Ha TEPPUTOPHUHM KOTOPOro OONBHOW MPOXKHUBAET, HA TEPPUTOPHUIO
apyroro cyowekra Poccuiickoit depepaunu Ha CpoK, He IpeBBIAOIIUN
6 MecsLIeB, OpraHoM HCIOJHHUTENbHOK BilacTH cyObekra Poccuiickoil
®enepaunu B cdepe OXpaHbl 3IOPOBBS OpraHU3yeTcss obeclieueHMe TaKoro
OONBHOrO JIEKApCTBEHHBIMU MpenapaTaMyd Ha CPOK NpHeMa, paBHBIN CPOKY ero
Bble3Na 3a Inpeleisl Tepputopud cybwvekTta Poccuiickoit ®epepauuu, nubo,
YYUTBIBasi CPOKH TOTHOCTH MMEIOIIMXCS OCTATKOB JIEKAPCTBEHHBIX MPENaparos,
obecneyeHue Takoro OOJBHOrO  JEKapCTBEHHBIMU  [IpenapaTaMd  Ha
COOTBETCTBYIOLIUH CPOK.
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CBefeHHs O KOJIMYeCTBe Ha3HA4YeHHBIX WM OTHYLUEHHBIX OONBHOMY
(ero 3aKOHHOMY TMpeJCTABUTENH) JIEKapCTBEHHBIX IIpPenapaToB BHOCSTCS
B PETHOHaNIbHBIN cerMeHT PeaepansHOro perucTpa.

24.B cnyyae Bbelezna OonpHOrO 3a mpenensl cyOobekra Poccuiickoin
®enepaliiy, Ha TEPPUTOPUHU KOTOPOro OOJBHOM NPOXKHUBAET, HA TEPPHUTOPHIO
npyroro cyowekra Poccuiickoii @enepand Ha CpOK, IIPEBBILAIOIINH
6 Mecs1eB, WIM B cllydae M3MEHEHHs MecTa KUTEeIbCTBa TaKOMy OOJBHOMY
Ha3Ha4yalTCs JIEKapCTBEHHBIE Mpenaparhl Ha Cpok NmpHema He Oojiee OJHOTO
Mecslla 1ubO OpraHoM HCIOJHUTENBHOH BiaacTH cyObekTa Poccuiickoi
®enepaunn B chepe oXpaHbl 3M0POBBS OpraHM3yercss oOecleyeHHe TaKoro
OONBLHOTO JIeKapCTBEHHBIMHU IpenapaTaMd Ha CpoK IpHema He Ooree OJHOTO
Mecsua.

CBenenus 0 TaKoM 00J1BHOM NoJJIeXKaT UCKITIOUEHHIO
M3 COOTBETCTBYIOLLET0 PEruoHalbHOro cermMeHta MdenepajbHOro perucTpa u
nepenade (B TOM  4YuMcle C  HUCIONB30BaHMEM  HMH(OpPMalHOHHO-
TEJIEKOMMYHHKAIIMOHHBIX TEXHOJIOTHIl) OpraHy WCMNOJHHUTENBHOH BJIaCTH B
cthepe oxpaHbl 3710poBbs cyObekTa Poccuiickoit Penepauuy, Ha TEPPUTOPHIO
KOTOPOro Bbexall OONBHOM, AN BKIKOYEHUS B APYTOH perMOHAIbHBIA CETMEHT
deneparbHOTO perucTpa.

JlaToli BKJIOUEHHs CBeleHUH O OOJBHOM B Opyroi perdoHalbHBIN
cermeHT DenepanbHOr0 perucrpa sBIsSETCS J€Hb, CIEOyIOLUMH 3a JHEM
UCKIIIOYEeHHUs] B COOTBETCTBHU ¢ ab3aneM BTOPBIM HACTOSILIErO IMYHKTa CBENEHUH
0 HeM U3 perdoHarpHoro cermeHta PenepanbHOro perucrTpa OpPraHoOM
UCTIOJIHMTENBHOR BlacTH B chepe oXpaHbl 370poBbs cyOwvekTa Poccuiickon
depnepanuu, ¢ TEPPUTOPUH KOTOPOTO Bblexan OOJIBHOM.

25. Opral HCIIOJHHUTENBHOH BJIACTH B cepe oXpaHbl 30pOBbi CyOBeKTa
Poccuiickoit ®Pepepauuu, ¢ TEPPUTOPHM KOTOpPOro Bhlexal OOJIbHOM,
npeiacTaBnseT (B TOM  4YMCIE C  HCIOJNB30BaHMEM  HMH(OPMalOHHO-
TEJIEKOMMYHUKALIUOHHBIX TEXHOJOTHH) MO 3ampocy opraHa HCHOIHUTEIbHOU
BJacTH B cdepe OXpaHbl 3/10poBbs cyObekTa Pocculicko ®enepauuu, Ha
TEPPUTOPHUIO KOTOPOTO Bbexan O0JNbHOMN, CBEIeHUs O KOJHYECTBE Ha3HAYEHHBIX
uny  QaKTHMYeCKH  TpeAOCTaBIeHHBIX  OonpHOMY  (ero  3aKOHHOMY
IpeNCTaBUTENO) JIEKAapCTBEHHBIX IPENapaToB B COOTBETCTBHHM C IYHKTOM 24
Hactosuiero [Tonoxenus.".
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