NMPABUTENIbCTBO POCCUUCKOWN ®EOEPALIMA

NMOCTAHOBJEHUE
oT 15 Hos6psa 2017 r. N 1380

OB OCOBEHHOCTAX
OMNMUCAHUA NEKAPCTBEHHbIX NMPENAPATOB AnA MEAULMHCKOIO
NMPUMEHEHUA, ABNAIOLNXCA OB BEKTOM 3AKYNKU ANA OBECINEYEHUA
FrOCYOAPCTBEHHbLIX U MYHULIMNATbHbBIX HYX[

CnucoK U3MEHSIIOIINX JOKYMEHTOB
(B pen. ITocranosnenns [IpaButensctBa PO ot 04.09.2020 N 1357)

B cootBercTBHE ¢ yacThio 5 ctathu 33 denepanbHoro 3akoHa "O KOHTPaKTHOH cucteme B chepe
3aKyNOK TOBAapoB, paboT, yciayr ans oOecledyeHus TOCYyAapCTBEHHBIX M MYHHUIMNAIBHBIX HYXT"
IIpaBurenscTBO Poccuiickoin @enepanyiy NOCTaHOBIISET:

1. yTBepI[I/ITB npujiaracMnic OCOOEHHOCTH  OITMCAHMS JICKAPCTBCHHLIX IIPCIIapaToB  JIA
MCIUIHUHCKOI0O MPHUMCHCHUS, ABJIAIOIIUXCA 00BEKTOM 3aKYIIKH IJId obOecIieueHus rocyaapCTBCHHBIX U
MYHHUIUIIAIBHBIX HYXK.

2. MunuctepctBy 3apaBooxpaHeHusi Poccuiickoit ®epepanmn, MuHucTepcTBY (prHAHCOB
Poccuiickoit ®enepauun u PenepaabHON AHTUMOHOIOJIBHOW Cily)kOe JaBaTh IMpPU HEOOXOAUMOCTH
Pa3bACHEHUS 11O IPUMEHEHHIO JOKYMEHTA, YTBEPKICHHOTO HACTOSAIIUM [TOCTAaHOBJICHUEM.

3. Hacrosiniee nocranosiienue Berynaet B cuiy ¢ 1 suBaps 2018 r.

IIpencenarens [IpaButenscTBa
Poccniickoit ®enepanun
JA.MEJIBEJEB
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YT1BepKACHBI

nocranonieHueM IIpaButenscTBa
Poccuiickoit ®eneparuu

oT 15 Hos10ps 2017 . N 1380

OCOBEHHOCTH
OMNMUCAHUA NEKAPCTBEHHbIX NMPENAPATOB AnA MEAULMHCKOIO
NMPUMEHEHUA, ABNAIOLNXCA OB BEKTOM 3AKYNKU ANA OBECINEYEHUA
FrOCYOAPCTBEHHbLIX U MYHULIMNATbHbBIX HYX[

CnucoK U3MEHSIIOIINX JOKYMEHTOB
(B pen. ITocranosnenns [IpaButensctBa PO ot 04.09.2020 N 1357)

1. HacrosmmM JOKyMEHTOM YCTaHABIMBAIOTCS OCOOEHHOCTH ONMCAHUS JIEKapCTBEHHBIX
IpenaparoB Ui MEIUIMHCKOTO MPUMEHEHHsS, SBIAIONIMXCS OOBEKTOM 3aKyNKH Uil OOecriedeHHs
rOCYJAapCTBEHHBIX M MYHUIMIIAJIBHBIX HYX] (Janee - JIeKapcTBEHHBIE IMPENaparsl), B JTOKYMEHTAUU O
3aKyIKe JIEKApPCTBEHHBIX IPENapaToB IPH OCYLICCTBICHHHM TAaKUX 3aKYyNOK (Jlajiee COOTBETCTBEHHO -
JOKYMEHTAIUs O 3aKYIIKE, 3aKyIIKa).

2. Ilpu omucaHuM B JOKYMEHTAIIMHM O 3aKyIKe 3aKa3UMKH MOMHMO CBEICHUMU, MPEAYCMOTPEHHBIX
nyHkToM 6 dactu 1 crarem 33 ®epepanbHOoro 3akoHa "O KOHTPAKTHOH cHcCTeMe B cdepe 3aKyrnoK
TOBapOB, paboT, yCIyT A 00ecreYeHns TOCyAapCTBEHHBIX M MyHHUIIUTIAIBHBIX HYK['", YKa3bIBAIOT:

a) JICKapCTBEHHYIO (opMy TMpermapara, BKIOYas B TOM YHCIE SKBUBAJICHTHBIE JICKAPCTBEHHBIE
(dbopMBI, 32 HCKJIIOUEHHWEM OMUCAHHS JIEKAPCTBEHHON (DOpPMBI M €€ XapaKTePUCTHK, COJAEpXKalIuXcs B
WHCTPYKIMAX [0 TPUMEHEHUIO JICKAaPCTBEHHBIX MIPEMapaToB M YKa3bIBAIOMIMX Ha KOHKPETHOTO
MPOU3BOIUTENS (HAapUMep, OMMCaHKe 1IBeTa, GOPMBIL, BKyca H JIp.);

0) A03MPOBKY JIEKAPCTBEHHOI'O Mperapara ¢ BO3MOXHOCThIO ITOCTaBKH JIEKAPCTBEHHOI'O Mpernapara
B KPaTHOM JJO3MPOBKE U ABOMHOM KOJIMYECTBE (HampuMep, MpH 3aKyTnKe TabaeTku ¢ 103upoBkoii 300 mr B
JIOKyMEHTAIIMHU O 3aKyINKe yKa3biBaeTcs: 1 Tabnerka ¢ 7o3upoBkoit 300 Mr mwim 2 TaOJIETKU C T03UPOBKOM
150 mr), a Takke ¢ BO3MOXKHOCTBIO ITOCTABKU JIEKAPCTBEHHOT'O Mpernapara B HEKPaTHBIX SKBUBAJIEHTHBIX
JO3UPOBKAX, MO3BOJISAIOLIUX JIOCTHYb OJMHAKOBOIO TepaneBTUYECKOro 3(dekra (Hampumep, (praKkoHbI
2,5 mr, win 3 mr, wim 3,5 Mr), T0MmycKaeTcs yKa3aHue KOHLIEHTPAIMH JIEKapCTBEHHOIO Ipemnapara 6e3
YCTaHOBJICHHSI KPATHOCTH;

B) OCTaTOYHBIA CPOK TOJHOCTH JICKAPCTBEHHOTO IpernapaTa, BEIPAKEHHBIN B €IMHUIIAX U3MEPEHUs
BpeMeHu (HarpuMmep, "He panee 1 suBaps 2020 r." unm "He meHee 12 MecsIeB ¢ AaThl 3aKIIOUYEHUS
KOHTpakTa" u Jp.).

3. Ilpu onucanuu 0ObEKTa 3aKYNKH B OTHOLICHHUHU:

a) JIEKapCTBEHHBIX IMpEnapaTroB B KapTpUKax JHUOO B MHBIX (popMax BBIMYCKa, COBMECTHMBIX C
YCTpPOWCTBAaMHU BBeJeHUs (TIPUMEHEHUs), - JOJDKHO OBITh YKa3aHHE€ Ha BO3MOXHOCTH ITOCTAaBKH
JIEKapCTBEHHBIX MPENapaToB C YCIOBHEM 0€3BO3ME3THOMN Mepeauyn MalrueHTaM COBMECTUMBIX YCTPOMCTB
BBEJICHUS B KOJUYECTBE, COOTBETCTBYIOIIEM KOJIMYECTBY TAIMEHTOB, I OOCCIEYECHHS KOTOPBIX
3aKyIAKTCs JICKAPCTBEHHBIE IIPENapaThl B KAPTPUIKAX;

0) MHOTOKOMIIOHEHTHBIX (KOMOMHHpPOBAHHBIX) JIEKAPCTBEHHBIX IPENapaToB, IMPEACTABISIONINX
co0oif KOMOMHALMIO 2 WU 0oJiee aKTUBHBIX BEIIECTB (TO €CTh aKTUBHBIX BEIIECTB, BXOJSAIIUX B COCTAB
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KOMOMHHPOBAHHOTO JIEKAPCTBEHHOTO Tperapara 1 3aperucTpUPOBAaHHBIX B COCTaBE OJHOKOMIIOHEHTHBIX
JICKApCTBEHHBIX IpPENapaToB), a Takke HAOOpPOB 3apeTrHCTPUPOBAHHBIX JICKAPCTBEHHBIX MpPENapaToB -
JOJKHO OBITh YKa3aHHE Ha BO3MOXKHOCTh MOCTaBKU OJTHOKOMIIOHEHTHBIX JIEKAPCTBEHHBIX MPENapaToB;

B) JIEKaPCTBEHHBIX NPENapaToB, Ui KOTOPBIX MOTYT OBITh YCTaHOBJEHBI TpPEOOBaHHMS K HX
KOMIUIEKTallUM PACTBOPUTEIEM WJIM YCTPOMCTBOM Il pPa3BENEHUS U BBEACHHS JIEKAPCTBEHHOIO
Ipernapara, a Takke K HaJIMYUI0O MHCTPYMEHTOB JUIsl BCKPBITUS amilyJl (HalpuMmep, HMWIKH), - JOKHO
OBbITh yKa3aHHe HAa BO3MOXKHOCTb [IOCTABKU OTAEIbHBIX KOMIOHEHTOB TaKOH KOMILJIEKTALINY;

I') JEKapCTBEHHBIX IpernaparoB B ¢opmax BhIMycKa: "mmpuil', "MpeTHanoJIHEHHBIH mmpuin'”,
"mmpuI-TIOOUK", "mpHUIl-pyyka" - TODKHO OBITh YKa3aHHWE Ha BO3MOXKHOCTh ITOCTABKH JICKAPCTBEHHOTO
mpernapara ¢ yCTpPOHCTBOM BBEAEHHUS, COOTBETCTBYIOIIMM OOBEMY BBOAMMOTO JICKAPCTBEHHOTO
npernapata (Harpumep, MpH 3aKylKe MpeIHaNoJHEHHOro MIpHiia 00beMoM 1 M MOKeT OBbITh yKazaHa
¢dopMa BeImycka "ammyna" ¢ MOCTaBKOW mmpuia oobeMoM 1 MI uam 2 M), 32 UCKIIFOUEHUEM CITydaeB,
KOI'Jla B TOKYMEHTAllMU O 3aKyIIKe COICPKUTCS 000CHOBaHHE HEOOXOJMMOCTH 3aKyIKHU JIEKAPCTBEHHOTO
npernapara KOHKpETHOH (pOpMBI BBIITyCKa.

4. HpI/I OIIMCAaHUH 00BEKTA 3aKYIIKH OO0IMYCKACTCA B OTHOHICHUH JICKAPCTBCHHBIX IIPCIIAPATOB:

a) HGO6XOILI/IMI)IX I HaSHA4YCHUA INAOUCHTY IMIpU HaJIW4YUKW MCIHUIMHCKHUX IMOKa3aHui
(I/IHI[I/IBI/II[yaJ'IBHaH HCIICPCHOCHUMOCTD, I10 JKU3HCHHBIM HOKaSaHI/IHM) 110 pCIICHUIO Bpa‘le6H0ﬁ KOMHCCHU
MGI[I/IIIHHCKOﬁ oprann3alyu, - YKa3aHue Ha TOProBbIC HAMMCHOBAHUAA,

0) mnpenHa3HAUYEHHBIX Ui [AapEHTEPaJIbHOrO IPUMEHEHHs, - YyKa3aHHe Ha IyTh BBEJICHUS
JIEKapCTBEHHOTO Tpenapara (JUIsi UHBeKIUH Win 171t HHPY3uil);

B) MpEIHA3HAYEHHBIX MCKIIOYUTEIBHO [UIS HCIOJB30BAHUS B MEIUATPUYECKOM IPaKTHKE, -
yKa3aHue Ha Bo3pact pedenka (ot 0, ¢ 3 mecsiues, ¢ 12 MecsLeB U T.1.).

5. HpI/I OIIHCAaHUH 00BEKTA 3aKYIIKH HC JOITYCKACTCA YKA3bIBATh:

a) SKBUBAJICHTHBIE JI03UPOBKH JIEKAPCTBEHHOTO Ipernapara, npeaycMaTpUBaroIyue HeoOX0IuMOoCTh
JIeJICHUsI TBEPJI0M JIeKapCTBEHHOM (popMBbI Ipemnapara;

0) 03MPOBKY JIEKQpCTBEHHOIO IIpernapara B ONPEICIEHHBIX €IWHUIAX HM3MEpPEeHUs Ipu
BO3MOKHOCTH KOHBEPTHPOBAHUS B MHbIE €IUHHIBI M3MepeHus (Hampumep, "ME" (MmexayHaponHas
€/IMHUIIa) MOKET ObITh KOHBEPTHPOBaHA B "MI" miM "mpoLeHT" MOXeT ObITh KOHBEPTUPOBaH B "MIr/mi" u

T.1.);

B) 00bEM HAINOJHEHUS IEpPBUYHON YIMAaKOBKH JIEKAPCTBEHHOI'O IIpernapara, 3a HCKIIOYEHHEM
pacTBOPOB JUIst HHY3HIA;

') Hajn4uKe (OTCYTCTBHE) BCIIOMOTaTEIbHBIX BEILIECTB;

) (GUKCUPOBAHHBIM  TEMIIEPAaTypHBIH  PEXKHUM  XpaHEHHs  MIpernaparoB MNpU  HAJTUYUHU
aJIbTEPHATUBHOTIO;

e) (opMy BbIMycKa (MEPBUYHON YMAKOBKM) JIEKApCTBEHHOIO Mpemnapara (Hampumep, "amiyna',
"pmakon", "Omuctep" u ap.);

)K) KOJINMYCCTBO CIMHUIL (Ta6ﬂeTOK, aMHYJ'I) JICKApCTBCHHOT'O ITpCIiapaTa BO BTOpPI‘-IHOﬁ YIOAaKOBKE, a
TaKXE Tpe6013aHHe IMOCTAaBKU KOHKPETHOI'O KOJMYCCTBA YIIAKOBOK BMECTO KOJIMYECTBA JICKAPCTBCHHOI'O



npernapara;

3) TpeboBaHMs K TOKaszarensiM (papmMakoaMHAMUKU U (Wiu) (HapMAKOKUHETHKH JIEKAPCTBEHHOTO
npenapara  (HampuMmep, BpeMsi Hayayla  JICWCTBHUS, NPOSBICHHE MaKcHMainbHOTO 3 dekra,
MIPOJIOJKUTEILHOCTD JICHCTBHS JIGKAPCTBEHHOTO MIperapara);

I/I) HWHBIC XapaKTCPUCTUKH JICKAPCTBCHHLBIX IIp€IapaToB, COACPKAINMECId B MHCTPYKHOUAX IIO
MNPUMCHCHUIO  JICKAPCTBCHHBLIX  IIPCIApaTOB, YKa3bIBAIOMIMC HA  KOHKPCTHOI'O0  IPOU3BOJAUTECIIA
JICKApCTBCHHOI'O IIpCriapara.

6. Omnwmcanue o0O0BEKTAa 3aKyIKH MOXET COJIEpKaTh YKa3aHUE Ha  XapaKTEPUCTUKH,
MpeyCMOTPEHHbIE TOANYHKTaMu "B" - "U" MyHKTa 5 HACTOAILETO JOKYMEHTA, B ClIyyae, €Clid HE UMEETCS
WHOM BO3MO>KHOCTH OMHCATh JICKAPCTBEHHbIC Mpenapathl. [Ipu 3TOM TOKyMeHTalus O 3aKylKe JI0JDKHA

COZIepKaTh:
a) 000CHOBaHHME HEOOXOIMMOCTH YKa3aHHUS TAKHX XapaKTEPUCTHUK;

6) IOKa3aTeiiv, MO3BOJIAIOIUC OIIPEACTIUTE COOTBETCTBUEC 3aKYIIACMbIX JICKAPCTBCHHBIX IIPCIIAPATOB
YCTAHOBJICHHBIM XapPaKTCPUCTUKaAM W MAKCUMAJIbHBIC U (I/IJII/I) MHHHUMAJIbHBIC 3HA4YCHHA TaKHUX
HOKaSaTeHeﬁ, a TaKXKC 3HAYCHUA HOKaBaTeJIeﬁ, KOTOPBIC HE MOT'YT U3MCHATHCH.

KoncynprantlIntoc: npumeyanue.

[1. 7 He pacmpocTpaHseTCs Ha 3aKyNKd MpernapaToB, W3BEIICHHS 00 OCYIIECTBICHHH KOTOPBIX
pasmemensl B EVIC B cepe 3akymok mO0 MpUriameHus MPHHATh y4acTue B KOTOPBIX HAMPABIICHBI 10
08.09.2020 (IToctanosnenue IIpaBurensctBa P ot 04.09.2020 N 1357).

7. llpy ommcaHuM JIEKQpCTBEHHBIX IIPENApaTOB, HE BKIIOYECHHBIX B IIEPEUYCHb JIEKAPCTBEHHBIX
CPEICTB, 3aKyIKa KOTOPBIX OCYIIECTBIJIIETCS B COOTBETCTBUM C HMX TOPrOBBIMH HAaMMEHOBAHWSMHM, B
JOKYMEHTallud O 3aKyIllKe HCHOJb3yeTcsl HWHGpOpManusi O B3aUMO3aMEHSIEMOCTH JIEKapCTBEHHBIX
[IpenaparoB  JUisi MEAMLUHCKOIO IPUMEHEHHUs, COJAEpXKallascsi B IEPEUYHE B3aUMO3aMEHSIEMBIX
JIEKapCTBEHHBIX MperapaTroB, pa3MeNIeHHOM Ha odulMaibHOM caiite MUHHCTEpCTBA 3paBOOXPaHEHUS
Poccuiickoit @enepanuu B UHHOPMAIIMOHHO-TENEKOMMYHHUKAIIMOHHOH ceTH "UHTepHet".

[Tpu omucaHuM OO0BEKTa 3aKyNKH JEKApPCTBEHHBIX IMPENapaToB s MEAMIIMHCKOIO MPUMEHEHMS,
uHpopMalKsg O B3aUMO3aMEHSIEMOCTH KOTOPBIX COJEP)KUTCS B YKa3aHHOM IepeuHe, He JOIMyCKaeTcs
YCTaHABIMBATh TpeOOBaHMS K KPUTEPUSM B3aWMO3aMEHSEMOCTH JIEKApCTBEHHBIX IPENaparos,
IpeIyCMOTPEHHbIM uacTbio 2 cratbu 27.1 denepanbHoro 3akoHa "OO oOpalieHMH JeKapCTBEHHBIX
cpenctB", eciau Takue TpeOOBaHMS BIEKYT 32 COOOM HECOOTBETCTBHE OMUCAHUIO 00BEKTA 3aKYIKH OJTHOTO
WIM HECKOJIBKMX JIEKAPCTBEHHBIX IPENApaTOB, BKIIOUEHHBIX B OJHY TPYIIy B3aUMO3aMEHSIEMOCTH C
JIEKapCTBEHHBIMU TperapaTaMy, COOTBETCTBYIOIIMMHU OMMCAaHUIO0 00bEKTA 3aKYTIKH.

(. 7 BBeneH [locranoBnenuem [IpaButensctBa PO ot 04.09.2020 N 1357)
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