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NMoctaHoBneHue MNMpasutenscrtea P® ot 15.11.2017 N 1380 — O6
0COOEHHOCTAX ONUCaHUA NeKapCTBEeHHbIX NpenapaToB Ans
MeAVULMHCKOro NpuMeHeHus1, ABMAIOWUXCA OOBHEKTOM 3aKynKu Ans
obecneyeHnst rocyaapCTBEeHHbIX U MyHULUMUNANbHbIX HYXA —
OencTBylowas nepBas pegakumsa — Hayano aencTtBmMA AOKYMeHTa
01.01.2018

B cooTtBeTcTBUU C YacTblo 5 ctatbn 33 depepanbHoro 3akoHa "O KOHTpPaKTHOM cucTeMe B cdepe
3aKynok ToBapoB, paboT, ycnyr ana obecneyeHus TOCYLAPCTBEHHBIX W MyHUUMNANbHbIX HyXAQ"
MpaButenbcTBo Poccunckon degepaumm noctaHOBNSAET:

1. YTBepD,VITb npunaraemble 0COBEHHOCTM onMcaHust JIeKapCTBEHHbIX npenapaTtoB ona meguunHCKoro
NPUMEHEHNA, ABNAILWLNXCA 00BbEKTOM 3aKynkmn Aand obecneyeHust rocyagapCTBeHHbIX U MyHUUUNANbHbIX

HYXO.

2. MuHucTepcTBy 3apaBooxpaHeHns Poccunckon denepaumm, MnHnctepctey ouHaHcoB Poccuinckon
depepaunn n degepanbHOW aHTUMOHOMOMBHOW cnyxbe AaBaTb NpuM HEOOXOAMMOCTU PasbACHEHUS MO
NPUMEHEHMWIO JOKYMEHTA, YTBEPXKAEHHOIO HACTOSILLMM MOCTAHOBIIEHVEM.

3. HacTtoswee noctaHoBneHue BcTynaet B cuny ¢ 1 gaHBapsa 2018 r.

YTBEpXaeHbl noctaHoBneHneM lMpasutensctea PP ot 15.11.2017 N 1380

Oco6eHHOCTH onNUcaHus NeKapCcTBeHHbIX NpenapaToB Ans
MeAULMHCKOro NPUMEHEeHUs, ABNAIOWNXCA OO HEKTOM 3aKynKu ans
obecrneyeHUsi rocyaapCcTBEHHbIX U MyHULMNANbHBLIX HYX,

1. HacTosiluMmM [OKYMEHTOM yCTaHaBnMBaOTCA OCOOEHHOCTU OMNMUCaHWUS NEKAPCTBEHHbLIX NpenapaToB
ONs MEQULMHCKOIO NMPUMEHEHWS, SIBNSOWMXCA OOGBbEKTOM 3aKynku Ans obecrneyveHus rocyaapCTBEHHbIX U
MYHULMMNANbHbLIX HYXA (ganee - nekapcTBEeHHblE Npenaparbl), B AOKYMEHTaLUMU O 3aKyrke NlekapCTBEHHbIX
npenapaToB NPV OCYLLECTBIIEHNM TaKMX 3aKyNnoK (Oanee COOTBETCTBEHHO - AOKYMEHTaUUS O 3aKyrke,
3aKynka).

2. MMpu onucaHuM B OOKYMEHTaUMW O 3aKynke 3aka3yvku MOMUMO CBeOEHUN, NpeayCMOTPEHHbIX
nyHKTOM 6 yactn 1 ctatbn 33 dPegepanbHOro 3akoHa "O KOHTPaKTHOW cucTeme B chepe 3akynok TOBapoB,
paboT, ycnyr ans obecnevyeHnst rocyfapCTBEHHbIX M MyHULMMAMNbHBLIX HYXXA", YKa3bIBaOT:

a) nekapcTBeHHy0 (hopMy npenaparta, BKM4as B TOM 4YMCMe IKBUBASIEHTHblE FeKapCTBEHHble
OpMbI, 33 WUCKMIOYEHMEM OMNUCaHWA feKapCTBEHHOW (OPMbl U ee XapakTepuCTuK, CoAepXKalnxcs B
WHCTPYKUMSX MO MPUMEHEHWIO NEKApCTBEHHbIX MpenapaTtoB W yKa3biBalOWMX Ha  KOHKPETHOro
npoussoguTens (HanpumMep, onucaHne LgeTa, hopmbl, BKyca v ap.);

©) 0O3MPOBKY NEKapCTBEHHONO Npernaparta ¢ BO3MOXHOCTbIO MOCTaBKM JIEKapCTBEHHONO npenapara B
KpaTHOM [0O3NPOBKE U OBOMHOM KONU4YecTBe (Hanpumep, nNpw 3akynke TabneTtku ¢ gosmposkon 300 mr B
OOKYMeHTaumMmM o 3aKyrke ykasbiBaeTcs: 1 Tabnetka ¢ goanposkon 300 mr unm 2 TabneTtku ¢ gosmposkon 150
Mr), @ Takke C BO3MOXHOCTbIO MOCTaBKM JIeKapCTBEHHOrO npenapata B HEKpaTHbIX 9KBUBANEHTHbIX
003MpOBKax, MO3BONALWMX JOCTUYb OOVMHAKOBOro TepaneBTudeckoro adpdekta (Hanpumep, drakoHbl 2,5
mr, unm 3 wmr, vnn 3,5 Mr), OOMyCKaeTCd yKa3aHue KOHLEeHTpauuu IekapCTBEHHOro npernaparta 6es
YCTaHOBMEHMS KPaTHOCTH;

B) OCTaTOYHbIA CPOK FOAHOCTWU NEeKapCTBEHHOro npenapaTa, BblpaXeHHbI B eAuMHULAaX U3MepeHUs
BpeMmeHu (Hanpumep, "He paHee 1 aHBaps 2020 r." unu "He MeHee 12 MmecsiueB C AaTthbl 3aKMYeHUS
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KOHTpakTa" u gp.).
3. lMpu onucaHnm o6beKTa 3aKynkn B OTHOLLEHNW:

a) NnekapcTBEHHbIX NpenapaToB B KapTpuaykax NGO B WHbIX chopMax BbiNycka, COBMECTUMbIX C
ycTpoicTBamMy BBefeHUs (MpUMeHeHust), - [OJKHO ObiTb YyKasaHMe Ha BO3MOXHOCTb MOCTaBKU
rekapCTBEHHbIX NMpenapaToB C ycroBMeM Ge3Bo3Me3aHol nepeaayn naumeHTam COBMECTUMbIX YCTPOMCTB
BBEOEHUS B KOJIMYECTBE, COOTBETCTBYIOLLEM KONMYECTBY MaUMEHTOB, Ans obecneyeHus KoTopbiX
3aKynatTCs NekapCTBEHHbIE Npenapathl B KapTpuUmpKax;

©) MHOrOKOMMOHEHTHbIX (KOMBUHMPOBAHHbLIX) NEKapCTBEHHbLIX NpenapaTos, NpeacTaBnsaloWwmx cobomn
komOuHaumio 2 wnnu 6ornee akTMBHbIX BeLeCTB (TO €CTb aKkTMBHbIX BELLECTB, BXOOALMX B COCTaB
KOMOWHUPOBAHHOIO NeKapCTBEHHOro npenapaTa M 3aperucTpupoBaHHbIX B COCTaBe OAHOKOMMOHEHTHbIX
neKkapcTBEHHbIX MpenapaToB), a Takke HabOpOB 3aperncTpupoBaHHbIX IEKAPCTBEHHbIX MpenapaTtoB -
AOITKHO ObITb YKasaHne Ha BO3MOXHOCTb NMOCTaBKW OQHOKOMMOHEHTHbIX NleKapCTBEHHbIX NpenapaTos;

B) IeKapCTBEHHbIX NpenapaToB, ANt KOTOpbIX MOryT OblTb YCTaHOBMEHbl TpeboBaHWA K KX
KOMMNMeKTauMm pacTBOpUTENEM WM YCTPOMCTBOM [N pa3BefeHus W BBEOEHMS JEeKapCTBEHHOro
npenapara, a Takke K HanMyinio MHCTPYMEHTOB AN BCKPbITUS amnyn (Hanpumep, MUIKK), - OOMKHO ObiTh
ykasaHue Ha BO3MOXHOCTb NOCTaBKWN OTAENbHbIX KOMMOHEHTOB TaKoW KOMMNIEKTaLuu;

r) nekapcTBeHHbIX NpenapaTtoB B hopMax BbiMycka: "wnpuu”, "NpegHanonHeHHbIn wnpuy”, "wnpuu-
TIOOUK", "WNpUL-pydka” - AOIMKHO OblTb yKa3aHWe Ha BO3MOXHOCTb MOCTaBKWU FIeKapCTBEHHOMO npenapara ¢
YCTPONCTBOM BBEAEHUS, COOTBETCTBYKOLUM 0O6bEMY BBOAMMOrO JIEKAPCTBEHHOrO Mpenaparta (Hanpumep,
npu 3aKynke npegHanosIHEHHOro wnpuua od6bemomM 1 M MOXeT ObITb YkasaHa hopma Bbinycka "amnyna” ¢
nocTaBkoW Wnpuua odbbemom 1 M nnu 2 M), 3a UCKIMKYEHNEM CriyYaeB, Korga B AOKyMEHTaLun O 3akyrnke
cogepxutcs obocHOBaHME HeoBXOOUMOCTM 3aKynku feKapCTBEHHOrO npenapata KOHKPeTHOM opMbl
BbINycKa.

4, I'IpM onucaHumn obbekTa 3aKyrnKn 0onyckaeTcqa B OTHOLWEHUN NeKapCTBEHHbIX NpenapaToB:

a) HeobOXoOuMmbIX AN HA3HAYeHWss NauueHTy Mpyv  HanmMuMm  MEOUUMHCKMX  MOKa3aHwumn
(nHoMBMAOyanbHas HENepeHOCUMOCTb, MO XXM3HEHHbIM MOKa3aHUsAM) MO pPELUEeHU0 BpayvyebHOM KOMMUCCUM
MEeLMLMHCKON opraHM3auuu, - ykazaHue Ha TOproeble HAaMMEHOBaHMS;

6) npeaHasHayeHHbIX AN MapeHTeparibHOro MPUMEHEHUs, - YKasaHWe Ha MyTb BBEAeHUs!
riekapCcTBEHHOro npenapata (4N UHbEeKUUIA UK Ans UHAY3MUi);

B) npegHa3Ha4eHHbIX UCKNIOYNUTEeNbHO OANA UCNoNb30BaHUA B I'Ie,EI.I/IanVILIeCKOIZ npaKkTuke, - ykasaHue
Ha Bo3pacT pebeHka (o1 0, ¢ 3 mecsues, ¢ 12 mecsueB 1 T.4.).

5. I'IpM onucaHumn obbekTa 3aKYyrMnKn He OonyCkaeTCA yKa3blBaTb:

a) 9KBMBamneHTHble OO03MPOBKW NEKapCTBEHHOro npenapaTa, npegycmaTpuBaiowne HeobxoaMMOoCTb
AeneHus TBepAon nekapcTBeHHoW hopMbl Npenapara;

©) [O3MPOBKY NEeKapCTBEHHOIO NpenapaTa B OnpeferieHHbIX eavHuLax M3MepeHust Npyu BO3MOXHOCTHU
KOHBEPTUPOBAHMUSA B MHbIE eAVHULbBI n3Mepennst (Hanpumep, "ME" (MexxgyHapogHas eguHula) MOXeT ObiTb
KOHBEpPTUPOBaHa B "Mr" nnm "NpoueHT" MOXeT ObITb KOHBEPTUPOBaH B "Mr/mMn" n 1.4.);

B) 0ObeM HamomHeHuMsi NEepBUYHOW YNAKOBKW NEeKapCTBEHHOro mfpenapaTa, 3a WCKMYeHMEeM
pacTBOpPOB AN MHAY3NI;

r) Hanu4me (OTCYTCTBME) BCMOMOraTenbHbIX BELLECTB;
4) OUKCUPOBaHHbI TeMnepaTypHbI PEXUM XpaHeHUs NpenapaToB NpU HaNMYuMn anibTePHATUBHOIO;

e) cdopmy Bbinycka (NepBUYHOM YMaKOBKM) reKapCTBEHHOro npenapaTta (Hanpumep, "amnyna“,
"cbnakoH", "6nmctep" n ap.);

X) KOnu4ecTtBo efuHuy, (Tabnetok, ammnys) fekapCTBEHHOIoO npenapaTta BO BTOPUYHOM YMakoBke, a
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Takke TpebOBaHWe MNOCTaBKM KOHKPETHOrO KONMYECTBA YMNaKOBOK BMECTO KONMYECTBa JIeKapCTBEHHOIo
npenapara;

3) TpeboBaHuA K nokasatensaMm dapMakoguHamukm u (Mnuv) apmMakoKMHETUKM feKkapCTBEHHOMO
npenapata (HanpuMep, BpeMs Havana [encTBus, MposIBlIEHWEe  MakcumanbHoro  addpekra,
NPOAOIKUTENBHOCTL AEUCTBUS NeKapCTBEHHOIO npenapara);

M) VHble XapaKTEPUCTMKM JIeKapCTBEHHbIX MpenapaTtoB, COAepXallMecs B MWHCTPYKUMSX MO
MPYMEHEHWIO NTeKapCTBEHHbIX NMPenapaToB, ykasbiBatoLe Ha KOHKPETHOroO NPOM3BOAUTENS NIEKAPCTBEHHOTO
npenapara.

6. OnucaHve obbekTa 3aKYMNKM MOXET coAepXaTb yKa3aHne Ha XapaKTepUCTukn, npeayCMOTpeHHble
n_n "w.n

noANyHKTaMW "B~ - “U~ MYHKTA 5 HacToswero OOKyMeHTa, B Clly4ae, eClin He UMeeTCA WHOW BO3MOXHOCTU
onucartb JieKapCTBEHHbIE NpenaparThbl. an 3TOM OOKyMeHTaUuA O 3aKynke OJIKHa cogepXKaTb:

a) 060CHOBaHNE HEOBXOOUMOCTM YKa3aHNA TakMX XapaKTepUCTUK;
©) nokasaTtenu, NO3BOMSIOWME ONPEAENUTbL COOTBETCTBUE 3aKynaeMblX FieKapCTBEHHLIX NpenapaToB

YCTAQHOBJIEHHbIM XapaKTepPUCTUKaAM N MaKCUMalbHbIE U (VIJ'II/I) MUHUManbHbIE 3HAYEHUST TaKUX NnokasaTenen,
a Takke 3Ha4YeHus nokasartenenu, KOTOpPbl€ HE MOTYT USMEHATLCA.
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