ITPABUTEJIbCTBO POCCUMCKOHN ®EJIEPAIIAN
IIOCTAHOBJIEHHE

otT 15 nosi6ps 2017 r. Ne 1380

MOCKBA

00 ocobenHOCTSAX ONMCAHNA JIEKAPCTBEHHBIX NIPENapaToB
AJIt MEAHIMHCKOI0 MPHMEHEHHs], IBJAIINXCH 00bEKTOM 3aKyNKH
AJs1 obecneyeHHs rocylapcTBeHHbIX H MYHULIHNIAJBHBIX HYXK]

B coorBercTBHM ¢ 4acThio 5 crarbu 33 @PenepaibHOrO 3aKOHaA
"O KOHTpakTHOM cucteMe B cdepe 3aKylnoK TOBapoB, paboT, yciayr
Ui o0ecrieYeH s TOCyTapCTBEHHBIX U MyHULIMNIAJIBHBIX HYk A" [IpaBUTEnBCTBO
Poccuiickoit @efepallii MOCTAHOBJAET:

1. YTBepauTh mpuiaraeMbple OCOOCHHOCTH ONMCAHHUS JIEKApCTBEHHBIX
npenapaToB ISl MEUIIMHCKOTO PUMEHEHUs, SBISIIOLINXCS OOBEKTOM 3aKyIKH
11 obecreueHus rocyJapCTBEHHBIX M MYHULIUIIATIBHBIX HY XK.

2. MuHUCTEPCTBY 3/IpaBOOXpPaHEHU Poccutickon Oenepaunu,
Munucrepctsy ¢uHaHcoB Poccuiickor @enepaumun u  DenepaibHoi
aHTUMOHOTIOJIFHOW ciy’)x0e maBaTh MpH HEOOXOIMMOCTH pa3bSICHEHHUS
[0 IPUMEHEHUIO JOKYMEHTA, YTBEP)KI€HHOTO HACTOSILUM [IOCTaHOBJIEHHEM.

3. Hacrosiee moctaHoBneHue BcrynaeT B cuiy ¢ 1 suBaps 2018 r.

Ipencenatens [paBuTenpis

Poccuiickoit ®enepa . Mensenes
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VTBEPKJIEHBI

noctraHoBieHueM lIpaBurenscTBa
Poccniickoit @enepanuu
oT 15 nosi6ps 2017 r. Ne 1380

OCOBEHHOCTH

ONMMHCAHHSA JICKAPCTBCHHLIX NpenapatToB AJsi MEAHIHHCKOIO
IIpUMEHCHHA, ABJIALIIHXCH 00BbEKTOM 3AKYIIKH 1J1d obecrneueHus
rocyJapCrB€HHbIX H MYHHIHIIAJBHBIX HYXK/

1. HacrosmmM JTOKyMEHTOM YCTAaHABJIMBAIOTCS OCOOEHHOCTHU ONMCAHMSI
JeKapCTBeHHBIX IpenapaTtoB A MEAMIMHCKOTO MPUMEHEHMS], SBISIOLINXCS
00BEKTOM 3aKymnKd Mjisi obOecleyeHUs TOCYNApPCTBEHHBIX W MYHUIUIAIBHBIX
HYXKI (Oajsee - JeKapcTBEHHBIE MpenapaThl), B JOKYMEHTAllMM O 3aKyIlKe
JIeKapCTBEHHBIX MpenapaToB IpPH OCYIIECTBIEHHWM TaKMX 3aKyIlloK (Haiee
COOTBETCTBEHHO - JOKYMEHTAaLIUS O 3aKYIKe, 3aKyTIKa).

2.1lpu onucaHuM B JOKYMEHTAIMM O 3aKyllKe 3aKa34UuKd I[TOMHUMO
CBEJIeHUH, MpeJyCMOTPEeHHbIX IyHKTOM 6 yactu 1 crateu 33 @DenepanbHoro
3akoHa "O KOHTpakTHOU cCHUCTeMe B cepe 3aKymnoK TOBapOB, paboT, yciayr ms
obecrneveHus ToCyJapCTBEHHBIX U MyHULMNIATBHBIX HY X", YKa3bIBaIOT:

a) IeKapcTBeHHyI0 QopMmy TIipernapara, BKIOYas B TOM  YHCIE
OKBUBAJIEHTHbIE JIEKApCTBEHHblE (OpPMBI, 3a HCKIIOYEHUEM  OIMUCAHMSI
JeKapcTBeHHOU (OpPMBI U ee XapaKTepUCTUK, COASPKAIIUXCS B UHCTPYKIUAXK 110
MPUMEHEHHIO JIEKAPCTBEHHBIX IMPENapaToB M YKa3bIBAIOIIUX Ha KOHKPETHOTO
IIPOU3BOJIUTENS (HapuMep, ONIMCaHHe LBeTa, POPMBI, BKyca U JIp.);

0) IO3UPOBKY JIEKaPCTBEHHOIO Ipernapara ¢ BO3MOXXHOCTBIO IMOCTaBKU
JIeKapCTBEHHOro Mpenapara B KpaTHOW JO3UPOBKE M OBOMHOM KOJMYECTBE
(HampuMep, MpH 3aKynke TabneTku ¢ Ho3upoBKoi 300 Mr B JOKyMeHTaIMu
0 3aKylnKe ykas3piBaeTcsi: 1 Tabnerka ¢ mosupoBkoit 300 mr unu 2 tabierku
¢ no3upoBkoil 150 Mr), a Takke ¢ BO3MOXHOCTBIO ITOCTABKH JIEKAPCTBEHHOI'O
npenapaTa B HEKPAaTHBIX 3KBUBAJIEHTHBIX JO3UPOBKAX, [O3BOJISIOIIMX JOCTHYb
OJIMHAKOBOTO TepaneBTU4YECKOro 3¢ dekra (Hanmpumep, GiIakoHbl 2,5 M, HId
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3wmr, wix 3,5 Mr), IOIyCKaeTcs YyKa3aHWe KOHLICHTpalWH JIEKapCTBEHHOIO
npernapara 6e3 yCTaHOBJIEHUS! KPaTHOCTH;

B) OCTATOYHbIN CPOK TOOHOCTHU JIEKAPCTBEHHOTO IIpernapara, BhIpaXKCHHBIH
B eJUHHUIIAX M3MepeHUs BpeMmeHHu (Hanpumep, "He paHee 1 suBaps 2020 r." unu
"He MeHee 12 MecsILeB C AaThl 3aKJIIOUEHUs] KOHTpakTa" U ap.).

3. Ilpu onucanuu o0beKTa 3aKyNKHA B OTHOLICHHH:

a) IGKApCTBEHHBIX IpenaparoB B KapTpupkax JUO0 B HMHBIX (opmax
BBINIyCKa, COBMECTUMBIX C YCTPOWCTBaMH BBEIEHHUS (IPUMEHEHHs), - JTOJDKHO
OBITh yKa3aHME Ha BO3MOXHOCTH IIOCTABKHM JIEKAPCTBEHHBIX IpENnaparoB ¢
ycrioBreM Oe3BO3ME3HON Iiepefadd IMallMeHTaM COBMECTHMBIX YCTPOKHCTB
BBENICHUS B KOJIUYECTBE, COOTBETCTBYIOIEM KOJIWYECTBY MALIMEHTOB, JIS
obecrieueHns] KOTOPBIX 3aKyIalOTCs JIEKapCTBEHHBIE MperapaThl B KapTPUIKAX;

©) MHOIOKOMITOHEHTHBIX (KOMOMHUPOBAHHBIX ) JIEKapCTBEHHBIX
IperaparoB, MpeACTaBISIIoMMUX coOoil KoMOMHAIMIO 2 uinn Oosiee aKTUBHBIX
BeIIECTB (TO €CTh aKTMBHBIX BEILIECTB, BXOIAIIUX B COCTAB KOMOWHHPOBAHHOTO
JeKapCTBEHHOr0  Ipernapata W 3aperUCTPUPOBAHHBIX B COCTaBe
OMHOKOMITOHEHTHBIX JICKAPCTBEHHBIX MperapaTroB), a Takxke HaOOpOB
3apEerHCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENapaToB - JODKHO OBITH yKa3aHHe
Ha BO3MOXXHOCTH IIOCTaBKH OJTHOKOMITOHEHTHBIX JIEKAPCTBEHHEIX MPENapaToB;

B) JIEKQPCTBEHHBIX IPENnapaToB, A1 KOTOPBIX MOTYT OBITh YCTaHOBJICHBI
TpeOOBaHUA K HMX KOMIUICKTAllMd pACTBOPUTENEM WM YCTPOHUCTBOM JIS
pa3sBellcHHS W BBEICHHSA JEKapCTBEHHOrO IpernapaTa, a TakkKe K HATHYHIO
HHCTPYMEHTOB JUISi BCKDBITHS amilyl (HalpuMmep, MUIIKH), - JOJDKHO OBITh
yKa3aHWe Ha BO3MOXXHOCTb IIOCTaBKM OTHEJBHBIX KOMIIOHEHTOB TaKOH
KOMITJIEKTal1y;

r) IEKapCTBEHHBIX MpermapatoB B ¢opMax BBIIycka: "mmpwi”,
"IpeIHAOHEeHHBIH Ipyl”, "mmpHUI-TIOOUK ", "IIIpUL-pydKa"” - TOJDKHO OBITH
yKa3aHhWe Ha BO3MOXHOCTH IIOCTaBKM JIEKAPCTBEHHOTO Iipermapara ¢
YCTpONCTBOM BBEJICHUS, COOTBETCTBYIOILUM o0BeMy BBOJMMOTO
JIeKapCTBEHHOTO IIpenapara (Hampumep, HOpPU 3aKylKe MpedHarioHEHHOTO
mnpuina oopeMoM 1 M MokeT OBITH yKa3aHa (opMa BhITycKa "ammyna" ¢
nocTaBko# mmpuna oobeMoM 1 MIT Wik 2 MIT), 33 UCKIIFOYEHHEM CITyJaeB, KOraa
B JIOKYMEHTAallMd O 3aKylKe CcoaepXuTcd O0OOCHOBaHHE HEOOXOAMMOCTH
3aKyYIIKH JIEKapCTBEHHOTO IIpernapaTa KOHKPETHON (OPMBI BBITYCKA.

4.Tlpu omnucaHud OOBEKTAa 3aKYNKH JONYCKAeTCsd B OTHOIICHHH
JIeKapCTBEHHBIX NIPENapaToB:

a) HeOOXOIUMBIX VISl Ha3HAYEHHUs NAIUEHTY NPU HATHYUHA MEAUITMHCKHX
nokKa3aHuid (MHAMBHUIyaJIbHAS HENIEPEHOCUMOCTb, 10 KU3HEHHBIM TOKA3aHHIM )
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0 pelleH’Io BpaueOHON KOMUCCUH MEIUIIMHCKON OpraHu3aluy, - yKa3aHue Ha
TOProBble HAUMEHOBAHUS;

0) npenHa3HAYEHHBIX [JIs MapeHTepalbHOr0 NPUMEHEHHS, - YKa3aHUe Ha
NyTh BBEJICHUSI JIEKAPCTBEHHOTO Mpenapara (AJ11 UHbeKUUNA Uiy st THOQY3U#);

B) IPENHA3HAYECHHBIX  HCKIIOYUTENBHO I  MCIIOJNB30BaHHUS B
HeANaTPUIECKON IIPaKTUKe, - YKazaHHe Ha Bo3pacT pebenka (ot 0, ¢ 3 Mecsres,
¢ 12 mecsitieB U T.1.).

5. Ilpu onmucannu 06beKTa 3aKyNKH He TOMYyCcKaeTcsl YKa3bIBaTh:

a) SKBUBAJICHTHBIE JO3UPOBKH JIEKapCTBEHHOT'O npenapara,
npegycMaTpyBarolue HeoOXOAUMOCTh JeNeHUs TBEepAOH JieKapCTBEHHOM
dbopMEI npenapara;

0) TO3UPOBKY JIEKAPCTBEHHOTO IpernapaTa B OINpeAeNeHHbIX eIHMHUIIaX
W3MEpEeHUs] IPU BO3MOXKHOCTA KOHBEPTHPOBAaHHS B MHBIE €IUHULIBI U3MEPEHUS
(narmpumep, "ME" (MexxayHaponHas eJMHULIA) MOXET OBITh KOHBEPTUPOBaHA B
"Mr" wim "TpoueHT" MOXKeT ObITh KOHBEPTUPOBaAH B "MI/MI" U T.1.);

B) 00bE€M HAIlONHEHUs NEPBUYHON YIaKOBKH JIEKAPCTBEHHOTI'O Mpernapara,
33 UCKIIFOUEHUEM PACTBOPOB AJis UHGY3UH;

r) Hanu4yue (OTCyTCTBHE) BCIIOMOTaTEIbHBIX BELLECTB;

1) GUKCUPOBAHHBIA TEeMIIEPAaTypHBIH PEeXUM XpaHEHUS IpernaparoB MpH
HaJIUYUU aJIbTEPHATUBHOIO;

e) popMmy BhIMycka (IEpBUYHON YHAKOBKH) JIEKQPCTBEHHOTO Ipernapara
(Hanpumep, "amnyna", "daakod", "6nuctep” u ap.);

K) KOIM4ecTBO earHuI] (TabjieTok, aMIlys) JIeKapCTBEHHOTO Tpernapara
BO BTOpPUYHOM YMaKoBKe, a Takke TpeOOBaHHE IIOCTaBKH KOHKPETHOI'O
KOJIMYECTBA YIIaKOBOK BMECTO KOJIMYECTBA JIEKAPCTBEHHOIO NIpenapara;

3) TpeboBaHUS K MoKa3areiisim hapMaKkoIHAMHUKH u (um)
(hapMaKOKMHETUKH JIEKapCTBEHHOIO Mpernapata (Hampumep, BpeMs Hauaja
NEUCTBHUS, TMPOSBIECHUE MaKCUMaJbHOrO 3(deKra, MpOJOIKUTENBHOCTD
NeHCTBUS JIEKApCTBEHHOTO IIpenapara);

1) UHbIE XapaKTEpUCTHKHU JIEKapCTBEHHBIX MpeNnapaToB, coAep Kaliuecs B
MHCTPYKLUSAX MO MPUMEHEHHUIO JIEKAPCTBEHHBIX IPenapaToB, yKa3bIBaloIlIUe Ha
KOHKPETHOI'O MPOU3BOIUTENS IEKAPCTBEHHOr O IIpenapara.

6. Onucanre o0O0BEKTa 3aKyNKH MOXET COHEpPKaTh yKa3aHHE Ha
XapaKTepUCTHKH,  TNPEeNyCMOTPEHHBIE  MNOANYyHKTaMH "B" - "M"  myHKTa 5
HACTOAILEr0 JOKYMEHTa, B Cilydae, €Cld He HMEeTCs MHOM BO3MOXKHOCTH
OMHcaTh JIeKapCTBEHHbIE mnpenaparbl. [Ipy 3TOM AOKyMEHTalus O 3aKylKe
JOJDKHA CONIEPIKATh:
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4

a) 000CHOBaHKE HEOOXOTMMOCTH yKa3aHUS TaKUX XapaKTepUCTHK;

0) mokaszaTesny, NO3BOJISIOLIME OIPENENUTh COOTBETCTBUE 3aKyIlaeMBbIX
JEKapCTBEHHBIX  NpPENnapaToB  yCTAaHOBIEHHBIM  XapaKTEpUCTUKaM U
MaKCUMaJIbHbIE U (WUJIM) MUHUMAaJIbHbIE 3HAYEHUS] TAaKUX MOKazaTesied, a Takxe
3HAYEHUS NOKa3aTeseil, KOTOpble He MOTYT U3MEHSThHCS.
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