NMPABUTENbCTBO POCCUUCKOW ®EOEPALIUN

NMOCTAHOBJEHUE
ot 15 Hos6psa 2017 r. N 1380

Ob OCOBEHHOCTHAX
OMNMUCAHUA NEKAPCTBEHHbIX NMPEMAPATOB AnA MEAUMUUHCKOIO
NMPUMEHEHUA, ABNAIOLLNXCA OB BEKTOM 3AKYINKU ANA OBECINEYEHUA
rOCYOAPCTBEHHbLIX U MYHULIMNAJIbHbBIX HYXX[

B cootBercTBUM ¢ "acThio 5 crathu 33 denepanbHoro 3akoHa "O KOHTPAaKTHOM cucteme B chepe
3aKyIOK TOBapoB, paboT, yciuyr mis oOecredeHUs: TOCYAAPCTBEHHBIX W MYHHUIIUNAIBHBIX HYX)1"
[IpaBurensctBO Pocculickoit @enepanny NOCTaHOBIISET:

1. YTBepI[I/ITB npujiaracMbIC OCOOCHHOCTH  OITMCAHUS JICKAPCTBCHHBIX MPCIapaTtoB A
MCIUIHUHCKOI0 NPHUMCEHCHUA, ABJIAIOIMINXCA 00BEKTOM 3aKylKH1 JJId oOecrieyeHus roCcyaapCTBCHHBIX U
MYHUIUIIAJIBHBIX HYX.

2. MunucrepctBy 3apaBooxpaHenus Poccuiickoit ®epepanuu, MuHHCTEpCTBY (QHUHAHCOB
Poccuiickoit ®eneparuu u DenepanbHONW aHTUMOHOMOJIBHOM CIIy’kO€ NaBaTh MpHU HEOOXOIUMOCTH
pPa3bSICHEHUS TI0 MPUMEHEHHIO JJOKYMEHTA, YTBEPKIACHHOTO HACTOSIIIUM ITOCTAHOBJICHUEM.

3. Hacrosmee nocranoBieHne BCTynaeT B cuiy ¢ 1 suBaps 2018 r.

IIpencenarens IIpaButenbcTBa
Poccuiickoit denepanuu
JA.MEJIBE/IEB

YTBepKaeHBI

nocraHoByieHreM [IpaBuTenpcTBa
Poccuiickoit denepanu

oT 15 Hos16ps 2017 r. N 1380

OCOBEHHOCTH
OMUCAHNA NEKAPCTBEHHbIX NMPEMAPATOB AJid MEAULIMHCKOIO
NMPUMEHEHUA, ABNAIOLWNXCA OB BEKTOM 3AKYNKU ANA OBECMNEYEHUA
rOCYAAPCTBEHHbBIX U MYHULUIUMNATBbHbIX HYXXA

1. Hacrosimum JAOKYMCHTOM  YCTAHABJIMBAKOTCA OCOOEHHOCTH OIHMCAHUS JICKAPCTBCHHLIX
npenaparoB Ajid MCEAULMHCKOTIO MHPUMCHCHUS, SABJIAIOMINXCH 00BEKTOM 3aKYIIKXU JJId oOecrieueHust
TOCYJapCTBCHHBIX U MYHULUIIAJIBHBIX HYX/] (L[anee - JICKApCTBCHHBIC HpenapaTLI), B JOKYMCHTALlUU O
3aKYIIKC JICKAPCTBCHHLBIX IIPCMAPATOB IIPH OCYHICCTBJICHUU TAKUX 3dKYIIOK (I[anee COOTBCTCTBCHHO -
AOKYMCHTAIUA O 3aKYIIKE, 3a1<yn1<a).

. Ilpn onucaHuu B NOKyMEHTAaLlUU O 3aKYyNKE 3aKa34MKU IIOMUMO CBEICHMMH, MPEAYyCMOTPEHHBIX
2. 11 ,

nyHkroM 6 uactu 1 crtateu 33 @PenepanbHoro 3akoHa "O KOHTPAaKTHOHM cucteme B cdepe 3aKymok
TOBApOB, PadOT, YCIyr Ui oOecneueH s roCcyJapCTBEHHBIX U MYHUIIMITAIBHBIX HYX/1", YKa3bIBaIOT:



a) JeKapCcTBEHHYIO (GopMy mpernaparta, BKJIIOYash B TOM YHWCIE SKBUBAJICHTHHIC JIEKAPCTBEHHBIC
(GopMBI, 32 MCKIIIOYCHHEM ONHMCAaHUS JEKAPCTBEHHOW (OPMBI M €€ XapaKTEPUCTHK, COJACPKAIIUXCS B
UHCTPYKUUSAX IO TPUMEHEHUIO JIEKapCTBEHHBIX IIPENAapaTOB M YKa3bIBAIOIIUX HA KOHKPETHOTO
MIPOU3BOAUTENS (HAIIPpUMED, ONMCaHKE 1IBETA, (JOPMBI, BKYCa U JIp.);

0) M03UPOBKY JIEKAPCTBEHHOTO Mperapara ¢ BO3MOKHOCTBIO TIOCTaBKHU JIEKAPCTBEHHOTO Tperapara
B KpaTHOM JIO3UPOBKE U JBOMHOM KOJIMYECTBE (HApUMEp, MPH 3aKyNKe Ta0neTku ¢ 103upoBKkoil 300 mr B
JOKYMEHTAIIUHU O 3aKyIKe yKa3biBaeTcs: 1 Tabnmerka ¢ mo3upoBkoit 300 mr wim 2 TaGIeTKU ¢ JO3UPOBKOM
150 mr), a Takke ¢ BO3MOKHOCTbIO ITOCTaBKH JIEKAPCTBEHHOI'O Mpenapara B HEKPATHBIX SKBUBAJIEHTHBIX
J03UPOBKAX, MO3BOJIAIONINX JAOCTHYb OJMHAKOBOTO TEPANEeBTHUYECKOTO ddexra (Hampumep, (IakoHbI
2,5 mr, wim 3 Mr, Win 3,5 Mr), IOMyCKaeTCcs yKa3aHWe KOHIICHTPAIMU JISKAPCTBECHHOTO Ipernapara 0e3
YCTaHOBJICHUS KPATHOCTH;

B) OCTaTOYHBIN CPOK TOJIHOCTH JIEKAPCTBEHHOTO TIperapaTa, BEIPAKEHHBIN B €AMHHUIIAX W3MEPEHUS
BpeMeHu (HampuMmep, "He panee 1 suBaps 2020 r." unm "He MeHee 12 MecsAleB C JaThl 3aKITIOYCHUS
KOHTpakTta" u fap.).

3. [Ipu onucannu 06beKTa 3aKYyNKH B OTHOLLIEHUHU:

a) JIEKapCTBEHHBIX IpEnapaToB B KapTpUDKaxX JIMOO B MHBIX (POpMax BBIMYCKa, COBMECTUMBIX C
yCcTpoiicTBaMH BBeJeHUS (MIPUMEHEHMsI), - JODKHO OBITh yKa3aHHE Ha BO3MOXKHOCTh IOCTaBKH
JIEKapCTBEHHBIX MPENapaToB ¢ YCIOBHEM 0e3BO3ME3HOM Mepelaul MalueHTaM COBMECTUMBIX YCTPOICTB
BBE/ICHUS B KOJIMYECTBE, COOTBETCTBYIOIIEM KOJUYECTBY IMALMEHTOB, JUIsI OOECleYeHHUs] KOTOPBIX
3aKyNarTCs JEKAPCTBEHHBIE MTPENapaTsl B KApTPUIKAX;

0) MHOTOKOMITOHEHTHBIX (KOMOMHHPOBAHHBIX) JICKAPCTBEHHBIX MPEMAPATOB, MPEACTABISIONINX
coboii kKoMOMHAITMIO 2 WK 00Jiee aKTUBHBIX BEIIECTB (TO €CTh AKTUBHBIX BEIIECTB, BXOSIINX B COCTAaB
KOMOMHHUPOBAHHOTO JICKAPCTBEHHOTO TperapaTa U 3aperuCTPUPOBAHHBIX B COCTABE OJTHOKOMITOHEHTHBIX
JICKaPCTBCHHBIX TPEMapaToB), a TaKKe HAOOPOB 3apETHCTPHPOBAHHBIX JICKAPCTBEHHBIX IPENapaToB -
JIOJKHO OBITh YKa3aHHE Ha BOBMOYKHOCTh TIOCTAaBKH OTHOKOMIIOHEHTHBIX JIKAPCTBEHHBIX MPEIapaToB;

B) JIEKapCTBEHHBIX IIPENapaTroB, JUIsi KOTOPBIX MOTYT OBbITh YCTAHOBJEHBI TPEOOBAHUA K HX
KOMIUJICKTAIl[UM PACTBOPUTENIEM WM YCTPONCTBOM JJisi pa3BeleHUS U BBEACHHUS JIEKAPCTBEHHOIO
npenapaTa, a TakkKe K HAIMYUI0O MHCTPYMEHTOB Ui BCKPBITHS aMmmyll (Hampumep, MHIIKH), - JOJDKHO
OBbITh YKa3aHHe Ha BOBMOHOCTh IIOCTaBKH OTAEIbHBIX KOMIIOHEHTOB TaKOW KOMIUIEKTAIINH;

I') JICKapCTBEHHBIX INpemaparoB B (opmax BhIMycka: "mmpui', "TpeaHarnoTHEHHBIM Impuir’,
"mmnpu-TIOOUK", "IIpU-pydka" - TOJDKHO OBITh yKa3aHHE Ha BO3MOYKHOCTH MTOCTABKHU JIEKAPCTBEHHOTO
mpermapaTa C YCTPOMCTBOM BBEACHHUS, COOTBETCTBYIOIIUM OOBEMY BBOJIUMOTrO JIEKapCTBEHHOTO
npemnapaTa (Hampumep, MpH 3aKyNKe MPeIHANOJHEHHOTO MINpHIa 00beMoM | MII MOKeT OBITh yKazaHa
¢dbopma Beimycka "ammysia" ¢ mocTaBKoM mmpuia oobeMoM 1 Ml Ui 2 MIT), 32 UCKITIOYEHHEM CIy4aes,
KOI/Ia B JIOKYMEHTAIIMU O 3aKYIKE COACPKUTCS 000CHOBaHME HEOOXOAUMOCTH 3aKYyIMKU JIEKApCTBEHHOTO
npernapaTa KOHKPETHOU OPMBI BBIITYCKA.

4, HpI/I OIIMCAaHUHU 00BEKTa 3aKYIIKH JOITYCKACTCA B OTHOIICHHWHU JICKAPCTBCHHBIX ITPCIIApPATOB:

a) HCO6XOI[I/IMBIX AJI1 Ha3HAUCHUA MMANUCHTY IIPpU HAJIHW4YUKU MCAUIUHCKUX MMOoKa3aHuit
(I/IHI[I/IBI/II[yaJIBHaH HCMICPCHOCUMOCTD, IO KU3HCHHBIM HOKa3aHI/IHM) 0 PCHICHUIO Bpa‘le6H0ﬁ KOMHUCCHH
MEIUIIUHCKOM OpraHu3anuu, - yKka3aHnue Ha TOProBbIC HAUMCHOBAHU

6) NpeAHAa3HAYCHHBIX [JIsI MAPCHTCPAJILHOTO TIPHUMCHCHUSA, - YKA3aHUC HaA IIYTb BBCIACHHA



JIEKapCTBEHHOTO Ipenapata (Uit UHbEKIUN WK 1 HHQY3Hi);

B) NpeAHa3HAYCHHBIX HCKIIIOYUTCIBHO [JIA HCIOJIb30BAHHUA B HGHHanquCKOﬁ IMPpAaKTHUKE, -
yKazaHue Ha Bo3pacT pedenka (ot 0, ¢ 3 mecsies, ¢ 12 mecsueB u T.1.).

5. Ilpu onucannu 06bEKTa 3aKYIIKH HE JIOMYCKAETCs YKa3bIBATh:

a) SKBUBAJICHTHBIC JO3WPOBKHU JIEKAPCTBEHHOTO Ipernapara, MpeaycMaTpUBaone HeoO0X0AMMOCThb
JIeJIEHUs] TBEPIOH JIEKapCTBEHHOW (POPMBI Ipenapara;

0) [O3MPOBKY JIEKAPCTBEHHOTO IIpenapaTa B OINPENEICHHBIX eIUHHUIIAX H3MEPEHUs Ipu
BO3MOHOCTH KOHBEPTHUPOBAaHUS B HUHbIE €IUHUIBI U3MepeHus (Hampumep, "ME" (MexnyHapoaHas
€IMHHUIIa) MOKET ObITh KOHBEPTHPOBaHa B "MI" MM "MPOLIEHT" MOXKET ObITh KOHBEPTHUPOBaH B "Mr/mMia" u
T.1.);

B) 0o0BbEM HAIlOJIHEHUS MEPBUYHOM YIMAKOBKH JIEKAPCTBEHHOIO IIpernapara, 3a HCKIIOYEHHEM
pacTBOpOB AJIsl UHY3HI;

I') Hajuuue (OTCYTCTBHE) BCIIOMOTaTEIbHBIX BEIIECTB;

)  (UKCHUpOBAaHHBIA  TEeMIEPATypHBIA  PEXKHUM  XpaHEHHS MpenaparoB MpU  HAJIUYUU
aNbTEPHATUBHOIO;

e) ¢opmy BbIycka (NMEPBUYHON YMAaKOBKH) JIEKapCTBEHHOIO mpemnapara (Hampumep, "ammyna',
"pmakon", "Omuctep" u ap.);

) KOJIMYECTBO €IMHUII (TaOJIETOK, aMITyil) JEKapCTBEHHOTO Ipernapara BO BTOPUYHOM yITaKOBKe, a
TaKke TpeOOBaHHE IMOCTaBKM KOHKPETHOTO KOJMYECTBA YIMAKOBOK BMECTO KOJHYECTBA JIEKAPCTBEHHOTO
npernapara;

3) TpeboBaHMS K TOKaszarelsaM (apMakonWHaMHUKU W (Wiau) (apMaKOKMHETHKHU JIEKApCTBEHHOTO
npenapara  (Hampumep, BpeMs Havyayia JICHWCTBUS, TMPOSBICHHE MaKCUMalbHOTO  3ddekra,
MPOJIOJDKUTEILHOCTh ICHCTBHUS JIGKAPCTBEHHOTO Npenapara);

I/I) HHBIC XapaKTCPUCTHUKU JICKAPCTBCHHBIX IIPCIIapaToB, COACPKAINMECAd B MHCTPYKIHAX II0
INPUMCHCHUIO JICKAPCTBCHHBIX  IIPE€IIapaToB, YKa3bIBAOINUE HA  KOHKPETHOTO  IMPOU3BOJUTECIIA
JICKApCTBECHHOI'O IIp€IiapaTta.

6. Omnucanne oOBEKTa 3aKyKH MOXET COJEp)KaTh YyKa3aHHE Ha  XapaKTepUCTHKH,
peAyCMOTpEeHHbIEe NoaAnyHkTamu "B" - "u'" myHkTa 5 HacTOsALIEro JOKyMEHTa, B CIIydae, €CJId HE UMEETCs
HMHOM BO3MO>KHOCTH OTHCATh JIEKapCTBEHHbIE Tpemnapathl. [Ipu 3ToM JOKyMEHTaIus O 3aKyIlKe J0JKHA

COACPIKATD:
a) 000CHOBaHHE HCO6XOI[I/IMOCTI/I YKa3aHUAd TaKUX XapaKTCPHUCTUK;

6) MMOKa3aTeJiv, MO3BOJIAIOMIUC OIIPEACITIUTE COOTBCTCTBUEC 3aKYIIACMBbIX JICKAPCTBCHHBIX IIPCIIapaTOB
YCTAHOBJICHHBIM XaPAaKTCPUCTUKAM U MAKCHUMAJIBHBIC U (I/IJ'II/I) MHUHUMAJIBHBIC 3HAUYCHUSA TaKHUX
HOK&33TCJ'ICI>1, d TAK)XKC 3HAUCHUA HOKaSaTeHCﬁ, KOTOPBIC HC MOT'YT UBMCHATHCA.




