IPABUTEJIBCTBO POCCUICKON ®EJIEPALIIA

MHNOCTAHOBJIEHUE
ot 15 HosiOps 2017 r. N 1380

Ob OCOBEHHOCTAX
OIIMCAHUS JIEKAPCTBEHHBIX ITPEITAPATOB JJIA MEJULTUHCKOI'O
INPUMEHEHUA, ABJIAIOIINXCA OBBEKTOM 3AKYIIKH JIJIS1 OBECIIEYEHUA
TIOCYIJAPCTBEHHbBIX U MYHUIIUIIAJIBHBIX HY K/

B cootBercTBHM ¢ uacThio 5 crathu 33 demepanbHoro 3akoHa "O KOHTPAKTHOW cHuCTeMe B cepe 3aKyIok
TOBapOB, pabOT, yCIyr i oOecreueHus TOCYIapCTBEHHBIX W MyHHIUMNAIbHBIX HYX)A"' [IpaButenbctBo Poccuiickoit
®denepanny MOCTAHOBIISAET:

1. yTBep,Z[I/ITB npuiaracMbIC OCOOEHHOCTH OINMCAHUS JICKApCTBCHHBIX TIpeNapaTtoB Jid MCIUIUHCKOTO
MIPUMCHCHUS, SABJIAOIINUXCA 00BEKTOM 3aKYIIKW AJI obecnecueHUs TOCYAapCTBCHHBIX U MYHUITUTTIAJIBHBIX HYX/I.

2. MunuctepcTBy 3apaBooxpaHeHus Poccuiickoit ®enepanmu, MunncrepcTBy (¢uHaHcoB Poccuiickoit
Oenepanyu 1 PepepanbHOl aHTUMOHOIIONBHOHM CITy>kK0€ IaBaTh NPU HEOOXOJMMOCTH PAa3bACHEHMS 110 NPUMEHEHHIO
JIOKYMEHTa, YTBEPAKAEHHOTO HACTOALINM ITOCTAHOBJICHUEM.

3. Hacrosiniee moctaHoBieHHE BCTynaeT B cuity ¢ 1 siuBaps 2018 r.

IIpencenarens IIpaBuTenbcrBa
Poccuiickoii ®eaepaunu
JA.MEJIBEJIEB

YTBepkKacHbI

nocranoBienueM [IpaButenscTBa
Poccuiickoit @enepanuu

ot 15 HostOps 2017 r. N 1380

OCOBEHHOCTH
OIIMCAHUS JIEKAPCTBEHHBIX IIPEITAPATOB 1JIA MEJUILTUHCKOI'O
INPUMEHEHMS, ABJAIOINXCA OBPBEKTOM 3AKYIIKHA VIS OBECIIEYHEHUMA
I'OCYJAPCTBEHHbBIX U MYHULIMITAJIBHBIX HY /K/[

1. HacrosmmM JIOKYMEHTOM YCTaHABIHMBAIOTCS OCOOCHHOCTH ONMCAHHS JIEKaPCTBEHHBIX INPEMapaTroB IJis
MEIUIUHCKOTO MPUMEHEHHUS, SBIISIONIMXCSI 0OBEKTOM 3aKyIKH Il 00€CTIeYeHHUs TOCYIapCTBEHHBIX U MYHHIIMIATBHBIX
HYXK7O (mamee - JeKapCTBEHHBIE TIpemaparhl), B JOKYMEHTAlMM O 3aKylKe JIeKapCTBEHHBIX IIPErapaToB IpPHU
OCYIIECTBIICHIH TAaKHX 3aKYIIOK (J1ajlee COOTBETCTBEHHO - IOKYMEHTAITHS O 3aKYIIKe, 3aKYIIKa).

2. Ilpu omucaHuu B NOKYMEHTAIMM O 3aKYIMKE 3aKa3YMKH MOMHMO CBEJCHUM, MPETYCMOTPEHHBIX ITYHKTOM 6
gactn 1 craten 33 denepanpHOro 3akoHa "O KOHTPaKTHOW cuUcTeMe B cepe 3aKylmoK TOBAapoOB, paboT, yciuyr ams
obecrieYeHns roCyIapCTBEHHBIX M MYHHUIIMITAIBHBIX HYX ", YKa3bIBAIOT:

a) JEeKapCcTBeHHYIO (opMy Ipemapara, BKJIOYas B TOM YHCIE SKBHBAJICHTHBIC JICKAPCTBEHHBIE (OPMBI, 3a
MCKITIOUCHHEM OTIMCAHUS JIEKapCTBEHHOH (DOPMBI M €€ XapaKTEePUCTHK, COJCPIKAIINXCS B HHCTPYKIHUAX MO TIPHMEHEHHIO
JIEKapCTBEHHBIX IMPENapaToB M YKA3bIBAIOIINX Ha KOHKPETHOTO MPOU3BOIUTENS (HAmpHMep, ONMCAaHKe IBETa, (HOpMBI,
BKyca U JIp.);

0) IO3MPOBKY JICKAPCTBEHHOI'O IIperapara ¢ BO3MOXXKHOCTBIO IIOCTaBKM JIEKAPCTBEHHOI'O IperapaTa B KpaTHOM
JO3UPOBKE M JBOWHOM KOJMYECTBE (HAIpUMEp, MPH 3aKynke TalbneTku ¢ Ao3upoBkoi 300 Mr B JOKyMEHTAalWU O
3aKynke ykaspiBaercs: 1 Tabmetka c¢ mosupoBkod 300 mr mmm 2 tabnetku ¢ go3upoBkoil 150 wmr), a Takke c
BO3MOXKHOCTBIO IIOCTaBKM JICKAPCTBEHHOI'O IIperapara B HEKPAaTHBIX SKBUBAIEHTHBIX JO3MPOBKAX, [1O3BOJISIOIIUX
JIOCTHYb OJMHAKOBOTO TepamneBTHUecKoro > dekra (Hampumep, (GIaKoHbl 2,5 Mr, WK 3 MT, WId 3,5 Mr), I0IyCKaeTcs
yKa3aHHe KOHLIEHTPAIUH JIEKApCTBEHHOTO NpenapaTa 0e3 yCTaHOBJIEHHUS KpaTHOCTH;
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B) OCTaTOYHBIA CPOK TOAHOCTH JIEKapCTBEHHOI'O Mpernapara, BBIPaKEHHBI B €IMHUIAX HU3MEPEHUS BPEMEHU
(nampumep, "He panee 1 staBaps 2020 r." wiun "He MeHee 12 MecsIeB ¢ IaTHI 3aKIIOYCHUS] KOHTpakTa" U ap.).

3. HpI/I OIUCaHMH 00BEKTA 3aKYIIKA B OTHOIICHHWU:

a) JIEKapCTBEHHBIX MPEMNapaToB B KapTpuIKax JHOO0 B MHBIX (OpPMax BBIIYCKA, COBMECTUMBIX C yCTpOHCTBaMU
BBEACHUS (IIPUMEHEHUs), - AOJDKHO OBbITh YKa3aHHE Ha BO3MOXKHOCTh IIOCTABKH JIEKAPCTBEHHBIX IIPEIapaToB C
yciIoBHEM 0e3BO3ME3HON Iepeiauy MalleHTaM COBMECTUMBIX YCTPONUCTB BBEACHHS B KOJIMUECTBE, COOTBETCTBYIOIIEM
KOJINYECTBY MALMEHTOB, IJIs1 00ecreueHHs KOTOPBIX 3aKyNaroTcs JIeKapCTBEHHbIE MpenapaThl B KAPTPUIKAX;

0) MHOTOKOMIIOHEHTHBIX (KOMOWHHPOBAHHBIX) JICKAPCTBEHHBIX TMPENapaTroB, NPEACTABISIONIMX  COOOH
KOMOWHAINUWIO 2 WM 00Jiee aKTHBHBIX BENIECTB (TO €CTh aKTHBHBIX BEHIECTB, BXO/SIIUX B COCTaB KOMOMHHUPOBAHHOTO
JIEKapCTBEHHOT'O Tpenapara U 3aperduCTPUPOBAHHBIX B COCTaBE OJHOKOMIIOHEHTHBIX JIEKAPCTBEHHBIX NpENapaToB), a
Takke HaOOpOB 3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IpENapaToB - JODKHO OBITh yKa3aHHE Ha BO3MOXKHOCTH
MOCTAaBKH OJHOKOMIIOHEHTHBIX JIEKapCTBEHHBIX MPETapaToB;

B) JICKAPCTBCHHBIX IMperapaToB, JII KOTOPBIX MOILYT OBITh YCTAaHOBJICHBI Tpe60BaHI/I$I K HMX KOMIIJICKTAalllK1
pacTBOPUTECIIEM HIIU yCTpOﬁCTBOM IJid pa3BC€ACHHUA W BBCACHHUA JICKAPCTBCHHOI'O IIp€riapara, a TaKKE K HaJIU4UIO
HWHCTPYMCHTOB [JIA BCKPLITUA aMIlyJl (Haan/IMep, HI/IJ'IKI/I), - JOJI?KHO OBITh YKa3zaHu€ Ha BO3MOKHOCTH ITOCTaBKH
OTACIBbHBIX KOMIIOHCHTOB TaKOM KOMILJICKTAllun,

T) JIEKAPCTBEHHBIX IpenapaToB B (Gopmax BbIMycKa: "mmpuil, "HpeaHaNoNHEHHBIH mpul”, "IImpHI-TIOONK",
"HIpHUI-pydka” - JTOJDKHO OBITh yKa3aHUE Ha BO3MOXKHOCTH IOCTABKH JICKAPCTBEHHOI'O Mpernapara ¢ yCTPOWCTBOM
BBEJICHUS, COOTBETCTBYIOIIUM OOBEMY BBOAMMOIO JIEKAPCTBEHHOIO Ipenapara (Hampumep, NpU  3aKyIKe
NpEeAHANONHEHHOTO IpHuia o0beMoM 1 M MoxeT ObITh ykazaHa (opMma BbllTycka "ammyna" ¢ MOCTaBKOW IITPHUIIA
o0beMoM 1 M1 mm 2 M), 3a UCKIIIOYCHHUEM CIy4acB, KOTJa B JIOKyMCHTAI[MH O 3aKyIKe COJICPKUTCS 00OCHOBaHUE
HEOO0XOIMMOCTH 3aKyNKH JIEKapCTBEHHOT'O TIpernapaTa KOHKPETHON ()OPMBI BBIITyCKa.

4. HpI/I OITMCAaHUHU 00BEKTa 3aKYIIKH JOITYCKAC€TCs B OTHOIICHUHU JICKAPCTBEHHBIX IIPETIapaTOB:

a) HEOOXOMWMBIX MJsi Ha3HAUEHUS TANWEHTY MpH HAIWMYUN METUIIMHCKUX TOKa3aHWH (MHAWBHIyaTbHAs
HETMEPEHOCUMOCTbh, TI0 KM3HEHHBIM IMOKa3aHUsAM) IO PEIISHUI0 BpadyeOHOW KOMHCCHU MEIUIIMHCKOW OpTraHW3allvH, -
yKa3aHHE Ha TOPTOBbIC HAMMECHOBAHWS;

0) mpenHa3HAYEHHBIX /Uil TApEHTEPATHHOTO NPUMEHEHUs, - yKa3aHWe Ha IyTb BBEICHUS JICKApCTBEHHOTO
nperapaTa (11 MHbEKIUNA WA 11 UHPY3Hi);

B) NMpeaAHA3HAUYCHHBIX MCKIOYUTCIIBHO JJId UCIIO0JIB30BaAHUSA B HeIlHanH‘-ICCKOfI IMPAKTHKE, - YKa3aHUC Ha BO3pPaACT
pebenka (ot 0, ¢ 3 mecsnes, ¢ 12 mecs1es u T.1.).

5. Ilpu onucanun 0ObEKTa 3aKYIIKU HE JOILYCKAeTCsl YKa3bIBaTh:

a) SKBUBAJICHTHBIE JO3UPOBKHM JIEKAPCTBEHHOI'O Mpernapara, HNpeAyCMaTpHUBAIOIINE HEOOXOIUMOCTh IETICHHUS
TBEPIOi IeKapCTBEHHOU (DOPMBI IpemapaTa;

0) IO3UPOBKY JICKAPCTBEHHOI'O Tperapara B ONPEICIICHHBIX CIWHUIAX W3MEPCHHUS TIPH BO3MOXHOCTH
KOHBEPTHPOBAHHWA B WHBIE eNWHUIBI w3MepeHus (Hampumep, "ME" (MexayHapomHas enWHHUIIA) MOXET OBITh
KOHBEpPTHpOBaHa B "Mr" WK "MPONeHT" MOKeT OBITh KOHBEPTHUPOBAH B "MT/MI" U T.11.);

B) 00bEM HAIOJHEHUS TMEPBUYHON YIMAaKOBKU JIEKAPCTBEHHOTO Mpenapara, 3a HCKIIOYEHHEM PpacTBOPOB JUIS
nH(pYy3ui;

T') HutHIue (OTCYTCTBHE) BCTIOMOTATEeILHBIX BEIIECTB;
1) GUKCUPOBAHHBIN TEMITEPATyPHBINA PEKUM XPAHECHUS TPENAPaTOB MPU HATUYUHU AJIbTEPHATUBHOTO;

e) ¢opmy BeITycka (TEPBHYHON YHAaKOBKM) JIEKapCTBEHHOro mpemnapaTta (Hampumep, "ammyna', "d¢makon",
"onuctep” u ap.);

) KOJIMYECTBO €IUHUIl (TaOJIETOK, aMITys) JICKapCTBEHHOT'O IIperapaTa BO BTOPHYHOH YIaKOBKE, a TakKKe
TpeOOBaHUE MOCTABKU KOHKPETHOT'O KOJIMYESCTBA YITAKOBOK BMECTO KOJIMYECTBA JIEKAPCTBEHHOTO Mperapara;



3) TpeOoBaHUS K MOKa3aTelsM (GapMakOJUHAMHUKA U (WiIM) (apMakOKMHETHKU JIEKApCTBEHHOTO Iperapara
(mampuMmep, BpeMsi Hayana JACHCTBHS, NPOABICHHE MAaKCHUMAJIBHOTO 3(QeKTa, NpOJOKUTEIBHOCTh ACHCTBHS
JIEKapCTBEHHOI'O TIperapara);

I/I) HUHBIC XapaKTCPUCTHUKU JICKAPCTBCHHBIX MpCHapaTroB, COACPKAIIHUCCA B HHCTPYKIUAX IO HNPUMCHCHHIO
JICKAPCTBCHHBIX NPETIApPAaTOB, YKA3bIBAOIIUC HAa KOHKPETHOI'O MPOU3BOJUTCIIA JICKAPCTBCHHOI'O IIPLCIiapaTta.

6. Ommcanne oO0BEKTa 3aKyNKH MOXET COAEP)KaTh YKa3aHWE Ha XapaKTepUCTHKH, MPETyCMOTPEHHBIE
nn

MNOAIMYHKTaMH "B - "n" ITyHKTa 5 HACTOALICTO NOKYMCHTA, B ClIy4dac, €CJIM HC MMCCTCA HMHOH BO3MOXKHOCTH OIIMCATh
JICKApCTBCHHBIC MPCTIapaThl. HpI/I 9TOM JOKYMCHTAI U O 3aKYIIKC NOJIZKHA COACPIKATh!:

a) 000CHOBaHNE HEOOXOIMMOCTH YKa3aHHsI TAKUX XapaKTePUCTHK;

6) MOoKa3aTejiki, MO3BOJAKOIINE OIPCACIIUTh COOTBCTCTBUC 3aKYIACMbIX JICKAPCTBCHHBLIX IIPEIapaToB
YCTAHOBJICHHBIM XapaKTCPUCTUKAM U MAKCHUMAJIBHBIC U (I/IJII/I) MHHHMAJIBHBIC 3HAYCHHA TaKHX HOKa3aTeJ]eI71, a TaKXeE
3HAYCHUA HOKa3aTeHeI>'I, KOTOPELIC HE MOTI'YT U3BMCHATLCH.
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