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[E;®OpMHpOBaHHHﬂDKYMBHTaHHH o
Ha 3aKyYIKy JICKapCTBEHHBIX TPENapaToB
0 PEIICHUIO BpaueOHOW KOMUCCUU

VYBaxxaeMmble KoJjieru!

®denepanbHasi aHTUMOHOMNOJIbHAS CIy’K0a HA OCHOBAHHMM MYHKTa 2 MOCTAHOBJIEHUS
[IpaButenscTBa Poccuiickoit @enepanbaort oT 15.11.2017 Ne 1380 «O0 ocoOGeHHOCTIX
OMMCAHMS JIEKAPCTBEHHBIX MPEMApPaTOB JJIi MEAUIIMHCKOTO MPUMEHEHUs, SBISIOIIUXCS
OOBEKTOM 3aKymnKd JUIsi OOECHEYEeHHs] TOCYAAPCTBEHHBIX M MYHULMIAIBHBIX HYXI»
(manee — IlocranoBnenue Ne 1380) 1 B 1eax HaJJIEkKAIIETO MPUMEHEHHUS TOAMYHKTA «a)»
nyHkTa 4 O0COOEHHOCTEW ONHMCaHUs JIEKAPCTBEHHBIX MPENaparoB s MEIULIMHCKOIO
NPUMEHEHUS, SBISAIOIIMUXCS OOBEKTOM 3aKyNKH i1 OOECIEUYEeHHs] TOCydapCTBEHHBIX
U  MYHUIMOAIbHBIX HYXKJ, YyTBepkaAceHHbIX IloctanoBinennem Ne 1380 (manmee —
Oco0eHHOCTH), pa3bsICHSET.

CornacHo NOAMYHKTY «a» myHKTa 4 OcoOeHHOCTEN MpHU OMUCAHUM OObEKTA 3aKyTKH
JIOITyCKAETC yKa3aHUE Ha TOProOBbIE HAMMEHOBAaHUS B OTHOIICHWU JIEKAPCTBEHHBIX
NpEenapaToB, HEOOXOMUMBIX ISl HA3HAYEHUS NAMEHTY MpH HaJIUYUMU MEIULMHCKHX
NOKa3aHUW (MHIUBUAYaJIbHAS HEIEPEHOCUMOCTD, 1O KU3HEHHBIM ITOKA3aHUSIM) 110 PEIICHUIO
BpaueOHOW KOMUCCHHU.

[lopamok co3naHuss W AESATEIBHOCTH BpaueOHOW KOMHMCCHU YTBEPKACH IMPUKA30M
Mumnznpasa Poccuu ot 10.04.2025 Ne 1801 (nanee — [Hopsinok).

B coorBerctBum ¢ myHktom 15 Ilopsinka pemienue BpadeOHONM KOMUCCUU O(POPMITSIETCS
B BHJIE IIPOTOKOJIA, B KOTOPOM, CPEH ITPOUYETO, TOIKHBI OBITh YKa3aHbI:

Jiata MpoBEACHMS 3aceaHusl BpaueOHOM KOMUCCHUY;

penieHre BpadyeOHON KOMUCCHH U €r0 000CHOBAHHUE;

cBeeHUss 00  MHAUMBUIAYAJbHOM  HENEPEHOCUMOCTH  B3aMMO3aMEHSEMBIX
JIEKapCTBEHHBIX MTPenaparoB (Mpy MPUHATUN BpaueOHON KOMUCCUEN PELICHHUs, YKa3aHHOTO
B noanyHkre 8 myHkra 20 Ilopsaka).

Takum  00pa3oM,  BBILIEYNOMSHYTBIMH  TOJOXEHUSMH  3aKOHOJATEJbCTBA
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MIPEAYCMOTPEH CIICAYIONINNA 3aKPBITHIN MepedeHb OCHOBAHUHN Ha3HAYCHUS JIEKAPCTBEHHOTO
mpernapara 1o TOproBoMy HaMMEHOBAHUIO MPU HATUIMH METUIIMHCKUX TIOKa3aHUMN:

Ha3HAUYE€HHUE 110 >KU3HEHHBIM ITOKa3aHUSAM ¢ 000CHOBAHHUEM;

WHIUBU Ty aJIbHASI HEMEePEHOCUMOCTh B3aMMO3aMEHIEMBIX JIEKapCTBEHHBIX
IIpenaparos.

B cBsI3u ¢ UBNIOXKEHHBIM TMPU ONMUCAHUM OOBEKTA 3aKYNKH JIOMYCKAETCs yKa3aHUE
rOCyJapCTBEHHBIMH (MYHHUITUTIAJIBHBIMH) 3aKa3dMKaMM Ha TOPrOBbIE HAMMEHOBAHUS
JIEKapCTBEHHBIX MperapaToB B COOTBETCTBUM C MOJANMYHKTOM «a» IyHKTa 4 OcobeHHOCTeH
C YYETOM CJIETYIOIIETO:

1. Pemenue BpaueOHOM KOMHCCHM O HAa3HAUCHUM W TPUMEHEHHUU JIEKAPCTBEHHBIX
MpenapaTroB MO TOPTOBBIM HAMMEHOBAHHUSAM JOJDKHO OBITb O(OPMIICEHO B COOTBETCTBUU
c TpeboBanusiMu Ilopsiika, B YacTHOCTH TIPOTOKOJ BpauyeOHON KOMHUCCHM JOJDKEH
coliepKaTh CBEACHUS O HAJIMYMU Yy TMMallU€HTa WHIWBUIYaJIbHOH HENEPEHOCHMOCTH
B3aMMO3aMEHSIEMbIX JIEKAPCTBEHHBIX MPENaparoB U (WJK) O HA3HAYEHUU JIEKAPCTBEHHOTO
mpemnapara 1Mo TOProBOMY HAaWMEHOBAHHUIO IO JKM3HEHHBIM IIOKAa3aHUSM C yKa3aHHUEM
000CHOBaHMS TAKOTO HAa3HAYECHHSL.

2.B caydae, ecim pelnieHHWe ~ BpaueOHOW  KOMHUCCHM O  Ha3HAuYCHHH
¥ TIPUMEHEHUHU JIEKApCTBEHHOT'O IIpernapara 1o TOproBoOMy HAaMMEHOBAHHUIO MPHUHSATO H3-3a
WHJMBUAYaJbHOW HEMEPEHOCUMOCTH TMAIlMEHTOM B3aMMO3aMEHSIEMBIX JICKAPCTBEHHBIX
mpenaparoB, TO MPOTOKOJ BpaueOHOW KOMHCCHU B 00S3aT€IbHOM TOPSAKE JOIKEH
coliepKaTh yKa3aHHE BCEX B3aMMO3aMEHSEMBIX JICKAPCTBEHHBIX MpEMaparoB Ha Aary
MOJITOTOBKHU JOKYMEHTAIIUH O TOCYJIaPCTBEHHOM (MYHHUIIUITAIbHOMN) 3aKyTIKeE.

3. B cnyuae, ecnu perieHue BpadyeOHOM KOMHCCHM O Ha3HAYCHUH W MPUMEHEHUHU
JIEKapCTBEHHOTO TMperapara IO TOPrOBOMY HAWMEHOBAaHUIO TNPHUHATO IO >KU3HEHHBIM
MOKa3aHUsAM TallMEeHTa, TO MPOTOKOJ BpadyeOHOW KOMHUCCHU B 0O0S3aTCIHHOM IOPSIAKE
JOJDKEH CcoJiepKaTh OOOCHOBAaHME HA3HAUCHMS IMAIlUEHTY JIEKapCTBEHHOTO IIperapara
110 TOPTOBOMY HAaWMEHOBAHHIO MO KU3HEHHBIM ITOKA3aHUSIM.

OmHOBpEMEHHO clieyeT oOpaTUTh BHUMAHHUE Ha TO, YTO B COOTBETCTBUU C ITYHKTOM
14 vactu 2 cratbu 103 Penepanproro 3akoHa ot 05.04.2013 Ne 44-®3 «O KOHTpaKTHOU
cucTeMe B cepe 3aKylmoK TOBapoB, padoOT, YCIYr I 0OCCICUYCHHS TOCydapCTBEHHBIX
U MYHULMIIAJIBHBIX HYXKI» peEIICHUS BpauycOHOM KOMHUCCUM MOJJIeKAT BKIIOUCHUIO
B pEecCTp KOHTPAKTOB C OOCCICUCHHEM NIPEAYCMOTPESHHOTO 3aKOHOJIATEIHLCTBOM
Poccuiickoit ®enmepaniun B 00JacTH  MEPCOHANBHBIX  JAHHBIX  00€3TMYMBAHUS
MePCOHATBHBIX TAHHBIX.

[MoTHHHEK 5JIEKTPOHHOTO JOKYMEHTa, NOAMHCAHHOTO
9II, XpaHHTCA B CHCTEME 3JIEKTPOHHOTO
AokymerToo6opora PAC PoccHu

M.A. [llackonbeknii
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