00 0coOeHHOCTAX onNUCaHUA NeKapCTBEeHHbIX NpenapaTtoB Ans
MeOMULUHCKOro NPUMEHEHMA, ABJIAIOLLNXCA 0OBEKTOM 3aKynKu
Ana obecneyeHusa roCyfapCTBEHHbIX U MYHULUUNAJbHbIX HYXA

MocTtaHoBneHume - Ne 1380 - o1 15.11.2017 - MpaBuTenbcTBO Poccuinckon Pegepaunn - LeNCTBYET C U3MEHEHUSAMM

NMPABUTENIbCTBO POCCUACKOW ®ELEPALIN
MOCTAHOBJIEHNE
OT 15 HOABPA 2017 I'. Ne 1380
MOCKBA

06 ocobeHHOCTAX onuMcaHma JIeKapCTBEHHbIX NpenapaToB And MEANLWNHCKOIro NPUMEHEHNA, ABNAOLLNXCA
00bEKTOM 3aKynKun onA obecneyeHus rocygapCTBeHHbIX N MYHULIMMAIbHbIX HYX ],

B coOTBETCTBMM C YacTblo 5 cTaTby 33 PefepanbHOro 3akoHa "O KOHTPaKTHOM cnucTeMe B chepe 3aKymnok
ToBapoB, paboT, ycnyr ans obecneyeHns rocyAapCTBEHHbIX 1 MyHULMUNaNbHbIX HYXA" [paBUTensCTBO
Poccuinckon degepaumm NoCcTaHOBASET:

1. YTBepAnTb NpunaraemMble 0CO6EHHOCTU ONUCaHMA IEKaPCTBEHHbIX NpenapaTos ANs MeAULUHCKOro
NPUMEHeHUs, ABASIOLLNXCA 06beKTOM 3aKynku ona obecnevyeHns rocyjapCTBEHHbIX U MyHULMNANbHbIX
HYX[.

2. MnHnCTepCcTBY 3apaBooxpaHeHns Poccuinckon ®egepaumnm, MUHUCTEPCTBY (hMHAHCOB Poccuinckom
®epepaunmn n degepansHON aHTUMOHOMONLHON cyxbe faBaTb Npy HEOBXOAMMOCTU Pa3bACHEHNS MO
NPUMEHEHWNIO JOKYMEHTa, YTBEPXKAEHHOr0 HAaCTOALLMM NOCTaHOB/IEHNEM.

3. HacToswwee nocTaHoB/eHWe BCTyNaeT B cuiy ¢ 1 aHBaps 2018 r.

Mpencenatens MNpaBuTenbCTBA
Poccuinckon ®epepaunn [.Mensenes

YTBEPXXIEHbI

nocTaHoBneHneM lMNpaBUTeNbLCTBA
Poccunckon ®epepaunn

oT 15 Hosbpsa 2017 r. Ne 1380

OCOBEHHOCTHK
OnncCaHMA nekKapCTBeHHbIX npenapaToB Aad MeguunHCKOro npuMeHeHunsa, ABnaoLWnxcs 00bEKTOM 3aKynKu
Aans obecneyeHns rocygapCTBEeHHbIX N MYHULIUMAIbHbIX HYX ],

1. HacTosWwmUM fOKYMEHTOM YCTaHaBMBAOTCA 0COBEHHOCTY ONUCaHNS NEeKAPCTBEHHbIX NpenapaToB Ans
MeLMLMHCKOr0 NPUMEHeHUS, ABASoWmnXCca 06 beKToM 3aKynku Asa obecneyeHns rocy4apCTBEHHbIX 1
MYHULUMMANbHBLIX HY)XA (fanee - NeKapCTBEHHbIE NpenapaThbl), B JOKYMEHTaUMN 0 3aKyNKe NeKapCTBEHHbIX
npenapaToB Npu OCYLLECTBAEHUN TaKMX 3aKymnoK (fasee COOTBETCTBEHHO - LOKYMEHTALNA O 3aKyrKe,
3aKynka).

2. Mpwn onucaHnn B [OKYMEHTaLMM O 3aKyMKe 3aKa34yMKn NoMUMO CBEAEHUI, MPefyCMOTPEHHbIX MYHKTOM 6
Yyactn 1 ctaTbu 33 PegepasibHOro 3akoHa "O KOHTPaKTHOW CUCTeMe B Chepe 3aKymnok ToBapoB, paboT,
ycnyr ansa obecneyeHms rocy4apCTBEHHbIX M MYHULMMNAJbHBIX HYXXA" , YKa3blBaloT:

a) NeKapcTBEHHYO (hopMy npenapaTa, BKI0Yas B TOM YUC/1e IKBMBANEHTHbIE JIeKaPCTBEHHbIE (hOPMbI, 3a
NCKJIIOYEHNEM OMUCAHUSA NIEKAPCTBEHHOW (DOPMbI 1 €€ XapaKTEPUCTUK, COOEPXKALLUNXCA B MHCTPYKLMNAX MO
NPVMEHEHNIO IEKAapPCTBEHHbIX NPenapaToB N yKa3blBaKLNX HA KOHKPETHOI0 Npon3BoaAnTens (Hanpumep,
onncaHue uBeTa, (PopMbl, BKyca 1 ap.);

6) 003MPOBKY SIeKapCTBEHHOIO NpenapaTta C BO3MOXXHOCTbIO NOCTaBKW JIEKapCTBEHHOIO NpenapaTa B
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KpaTHOW OO3MPOBKE 1 IBOMHOM KOJIMYECTBE (Hanpumep, npu 3akynke Tabnetkn ¢ o3nposkon 300 Mr B
LOKYMEHTaLMM 0 3aKynKe yKa3sbiBaeTcs: 1 TabneTka ¢ fo3uposkon 300 Mr nnm 2 TabneTkn ¢ [,O3MPOBKOWA
150 Mr), a Tak)Ke C BO3MOXXHOCTbIO MOCTaBKM JIEKAPCTBEHHOMO NpenapaTa B HEKPATHbIX 3KBUBAJIEHTHbIX
[03MPOBKax, MO3BONSIOLMNX AOCTUYb OANHAKOBOr0 TepaneBTUYECKOro 3dhdekTa (Hanpumep, GhakoHbl 2,5
M, uay 3 Mr, uam 3,5 Mr), LonycKaeTCs YKa3aHne KOHLEeHTpaLuyM nekapCTBeHHOro npenapata 6es
YCTaHOBJIEHNS KPATHOCTW;

B) OCTATOYHbIA CPOK FOLHOCTU NIeKapCTBEHHOM O NpenapaTa, BbIPaXXEeHHbIN B e AUHMLLaX U3MepeHns
BpeMeHu (Hanpumep, "He paHee 1 aHBaps 2020 r." nam "He meHee 12 MecsAUEB C AaTbl 3aK/HOYEHNS
KOHTpakTa" un gp.).

3. Mpu onucaHnmn obbekTa 3aKynKn B OTHOLLEHUN:

a) IeKapCTBEHHbIX NPenapaToB B KapTpuakKax MMbo B MHbIX (hOPMax BbiMyCKa, COBMECTUMbIX C
yCTPOMCTBaMV BBeAEHUS (MPUMEHEHNS), - LO/MKHO ObITb YKa3aHne Ha BO3MOXHOCTb NMOCTaBKY
JIEKaPCTBEHHbIX MPenapaToB C ycioBreM 6e3803Me34HOM Nepefayn nauneHTaM COBMECTUMbIX YCTPONCTB
BBELEHNA B KOIMYECTBE, COOTBETCTBYIOLLEM KOJIMYECTBY MauUeHToB, AN obecneyeHns KOTopbIX
3aKYynalTCA NeKapCTBEHHbIE MpenapaThbl B KapTpULXax;

6) MHOrOKOMMOHEHTHbIX (KOMBUHNPOBAHHbLIX) JIEKAPCTBEHHbIX NPENapaToB, NPeaCcTaBAsAOWMX coboi
KOMbUHaLKMIO 2 nnn 6onee aKTUBHbIX BELLECTB (TO eCTb aKTUBHbIX BELLECTB, BXOAALLNX B COCTaB
KOMBUHMPOBAHHOI 0 JIEKAPCTBEHHOI O MpenapaTa W 3aperncTprMpoBaHHbIX B COCTaBe 0AHOKOMMOHEHTHbIX
NEeKapCTBEHHbIX MpenapaToB), a Takxxe HabopoB 3apernCTpMpPoBaHHbIX NEKAPCTBEHHbLIX NPenapaTos -
LO/MKHO BbITb YKa3aHMWe Ha BO3MOXHOCTb MOCTaBKN OAHOKOMMOHEHTHbIX JIeKapCTBEHHbIX MpenapaTos;

B) JIEKQPCTBEHHbIX MPeNapaToB, AN KOTOPbIX MOTyT ObITb YCTaHOBAEHbI TPeOOBaHMA K UX KOMMEKTauuu
pacTBoOpuUTENEM UM YCTPONCTBOM A5 pa3BefeHns 1 BBELeHUS NeKapCTBEHHOr0 NpenapaTa, a TakXe K
Ha/IMYMI0 MHCTPYMEHTOB A5 BCKPLITWA aMnyn (Hanpumep, NUJIKK), - BOHKHO BbITb yKa3aHme Ha
BO3MOXXHOCTb MOCTaBKMW OTAE/IbHbIX KOMMIOHEHTOB TakKOW KOMMAeKTaLuu;

) IeKapCTBEHHbIX NpenapaToB B popmax Bbinycka: "wnpuy", "npeaHanoaHeHHbIA wnpuy", "wnpuu-
TOOWK", "Wnpuu-pyyYKa" - LOMKHO ObITb YKa3aHne Ha BO3MOXHOCTb NMOCTaBKM JIEKapCTBEHHOMO NpenapaTa
C YCTPOMNCTBOM BBEAEHUSA, COOTBETCTBYIOWMUM 06BEMY BBOAMMOrO NEKAPCTBEHHOrO nNpenapaTta (Hanpumep,
npwv 3aKynke npeaHanoHeHHOro wnpuua 06bemMom 1 ma MoxeT 6bITb yKasaHa popMa Beinycka "amnyna” ¢
NOCTaBKOM LWnpuLia 06bemMoM 1 Ma unm 2 M), 3a UCKOYEHUEM C/lyvaeB, KOrja B JOKYMEHTaLMM O 3aKyrnKe
copepxunTcsa 060CHOBaHMe HEOOXOANMOCTMN 3aKYMNKMN JIeKaPCTBEHHOI0 NpenapaTa KOHKPETHOW POpMbl
BbIMyCKa.

4. Mpw onmcaHumn obbekTa 3aKynKky AOMyCKaeTCs B OTHOLEHWW IEKapCTBEHHbIX NpenapaToB.:

a) HeobXoAMMbIX ANF HAa3HAYEHUS NALMEHTY NP HaANYUM MeQULNHCKUX NOKa3aHWM (MHAMBMAYalbHas
HenepeHoCMMOCTb, MO XXU3HEHHbLIM MOKa3aHUsAM) Mo peLleHnto BpayebHon KOMUCCUU MeANLIUMHCKOW
opraHusaumm, - ykasaHune Ha TOPro.ble HaMMeHOBaHWS;

6) npefHa3HaYeHHbIX AN5 NapeHTepasbHOro NPUMEHEHUS, - YKa3aHue Ha NyTb BBEAEHNS NIeKapCTBEHHOI0
npenapaTa (A1 MHbEKLUA unn ans nHgy3un);

B) NpefiHa3Ha4YeHHbIX UCKIOYUTENBHO A5 UCMONb30BaHUA B NeAnaTPUYeCcKon NpakTuKe, - ykasaHue Ha
Bo3pacT pebeHka (0T 0, ¢ 3 mecsues, € 12 mecsues 1 T.4.).

5. Mpu onucaHmm obbeKTa 3aKynKn He JOMYyCKAeTCs yKa3blBaTb:

a) 3KBMBaNEHTHbIE AO3MPOBKM NEKAapCTBEHHOr 0 NpenapaTa, NpeaycMaTprBaoLme HeobxoaumMocCTb
[eNIeHNa TBepaon NekapCTBEHHON hopMbl NpenapaTa;

6) nO3MPOBKY NEKApCTBEHHOMO NpenapaTta B onpefeneHHbIX eAnHNLLAX M3MEPEHNS MPU BO3MOXHOCTM
KOHBEPTMPOBAHWS B MHblE €ANHULbI n3MepeHus (Hanpumep, "ME" (MexxayHapoaHas eauHnLa) MoxeT BbiTb
KOHBEPTMpPOBaHa B "Mr" nnm "npoueHT" MoXeT BbiTb KOHBEPTMPOBAH B "Mr/mMAa" n T.4.);

B) 06beM HanosIHeHUs NePBUYHON YNAKOBKUN JIeKapCTBEHHOr0 NpenapaTa, 3a UCKJIYEeHNeM pacTBOPOB AN1A
NHyY3MN;

) Hanu4yme (OTCYTCTBME) BCMOMOraTe NbHbIX BELLECTB;
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4) DUKCMPOBAHHLIN TeMNepaTypPHbIA PEXMM XpaHEeHWUs npenapaTos NP Haan4yuy anbTePHATUBHOTO;

e) (hopMy BbINyCKa (MepBUYHOM YNAaKOBKIK) NeKapCTBEHHOIO nNpenapaTa (Hanpumep, "amnyna"”, "gaakon",
"6ancTep" v ap.);

)K) KOJIMYECTBO eanHuL (TabneTok, aMmnyn) NekapCTBEHHOrO NpenapaTa BO BTOPUYHOW YNAaKOBKE, a TakXe
TpeboBaHVe NOCTaBKM KOHKPETHOr0 KOJIM4eCTBa YNakoBOK BMECTO KOJIMYECTBA JIeKapCTBEHHOI0
npenapaTa;

3) TpeboBaHMS K Noka3zaTensam hapMakoAMHAMUKK 1 (1K) hapMaKOKMHETUKN NIeKapCTBEHHOr0 NpenapaTa
(Hanpumep, BpemMs Havyana AenCTBMA, MPOSABAEHNE MAaKCMMaNbHOrO 3hdeKTa, MPOLAOIKNTENBHOCTD
LEeNCTBUSA NeKapCTBEHHOr o npenapaTa);

1) NHbIE XapaKTEPUCTMKN NIeKapCTBEHHbIX NpenapaToB, CoAepXKalnecs B MHCTPYKLNSAX N0 NPUMEHEHMIO
JIeKapCTBEHHbIX MpenapaToB, yKa3blBaloLue Ha KOHKPETHOr0 NPOM3BOANTENA IeKapCTBEHHOr O npenapaTa.
6. OnncaHne obbekTa 3aKynKn MOXXET COAepXaTh YKa3aHWe Ha XapaKTepPUCTUKKN, NpeayCMOTPEHHbIe
nognyHkTamm "B" - "n" NnyHKTa 5 HacTOSAWEro AOKYMEHTA, B C/ly4Yae, eC/i HE UIMEETCS MHOMN BO3MOXXHOCTM
onucaTb NeKapCTBEHHbIE npenapaThl. [py 3TOM LOKYyMeHTauus 0 3aKyrke LoJHKHa CoaepXaTb:

a) obocHoBaHMe HeObX0AMMOCTY YKa3aHNA TaKNX XapaKTePUCTUK;

6) nokazaTenu, NO3BONAKLLNE ONPEeAEeSITbL COOTBETCTBME 3aKyMaeMbIX JIEKAPCTBEHHbIX MPenapaToB
YCTAHOBJ/IEHHbIM XapaKTEPUCTUKAM N MaKCUMasbHble U (MIN) MUHUMaJIbHbIE 3HAYEHUA TaKUX MoKa3aTenen,
a TaK)XXe 3Ha4YeHns nokasaTesiein, KOTopble He MOryT U3MEHATbLCS.
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