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[1o Bonpocam 0co6EHHOCTEH OCYLUECTBICHHSA
3aKYIIOK JIEKaPCTBEHHBIX MPENapaToB

MuHHCTEpCTBO  3[paBooXpaHeHHs  Poccuiickoit ~ @enepaunn B CBA3H
C MOCTYMAOIMMU MHOTOYHCICHHBIMU OOpalleHHUsMH OpraHoB HCIIOJTHUTENBHOH BJIACTH
cybbekToB Poccuiickoit ®emepauun B cdepe OXpaHbl 3I0POBbs, MEAMLHHCKHX
OpraHu3aliii MO TOpSOKYy OCYIIECTBIEHHS 3aKyIlOK JIEKapCTBEHHBIX MPENaparoB
cooblaeT ciemyrollee.

B coorseTcTBuH ¢ ITosoxkeHneM o MUHHMCTEpPCTBE 3ApaBOOXpaHeHHs Poccuiickoi
deepalliy, YTBEPKISHHEIM IocTaHOBIeHHeM [IpaButenscTBa Poccuiickoi Denepauuu
19.06.2012 Ne 608, Munzapas Poccunm  sBiserca  QenepanbHbIM — OpraHOM
MCTIONIHUTENBHOM BIIACTH, OCYLIECTBISIOLIUM BBIPAGOTKY TOCYNapCTBEHHOH IONHUTHKH
¥ HOPMATHBHO-IIPABOBOE pETYJIMPOBaHHE B OTHECEHHBIX K €ro BeICHHIO chepax
NEeATETbHOCTH.

1. OcymecrBienne  3aKynoxk  JIEKapCTBEHHbIX  MpenapaTroB, KOTOpkIe
HeOoGXOAMMBbI /ISl HA3HAYEHHsI MAHEHTY NPH HAJTHYHH MEJHIUHHCKHX NOKA3aHHH.

B cooTeeTcTBuM co crarbeii 64 ®enepampHoro sakoxa ot 12.04.2010 Ne 61-03
«O6 obpallleHHH JIeKapCTBEHHBIX CPeACTB» (aee — 3akoH 00 oOpalieHuH JIeKapCTBEHHbIX
CPeACTB)  YNOJHOMOHYEHHBIM  (JelepaibHBIM ~ OpPraHOM — HMCIOJIHHTENBHOH  BIACTH
B YCTAHOBJIEHHOM MM IOpSKE OCYyIIecTBIseTcs (GapMakoHan3op IyTeM aHaIu3a
NMpefocTaBiIsieMoli  cyGhexTamu oOpamieHus JIeKapCTBEHHBIX —CPEICTB HH(QOpMAarliy
0 NOBOYHBIX JEHCTBHAX, HEXKENATEIEHBIX PEaKLUAX, CEPhE3HBIX HEXeNaTeIbHBIX PeaklnsiX,
HenpeBUIeHHbIX HeXeIaTeIbHBIX PEaKIUsX Y NPUMEHEHUH JIEKapCTBEHHbIX NIPerapaTos,
06 MHIUBHUIYaTbHOH HEMEPEHOCHMOCTH, OTCYTCTBHHM 3((EKTHBHOCTH JIEKapPCTBEHHBIX
IpernapaToB, a Takxke 00 MHBIX (akTax U 00CTOATENBCTBAX, MPEACTABILIIOINX yTpo3y KH3HH
WIH 300POBBIO YeJIoBeKa IIPH INPMMEHEHMH JIEKAPCTBEHHBIX IPErnapaToB M BBIABICHHBIX
Ha Bcex OTamax oOpallleHus JeKapcTBeHHbIX mperapatos B Poccuiickor Denepauuu
¥ APYTUX FocyaapcTBax.

B oTHX cloyyagX IpH HaIMYU{ MEIHIMHCKMX IOKa3aHWH (MHIMBUAYaNbHOU
HENePEeHOCHMOCTH, MO >KM3HEHHBIM [I0Ka3aHHSIM) MO PEeLIeHHMIO BpauyeOHOH KOMHCCHH
(manmee — 1O KH3HEHHBIM IMOKa3aHHAM) OCYLIECTBIISETCS HA3HAYEHHE JIEKAPCTBEHHBIX
MpernapaTtoB  He [0 MeXIyHapoAHOMY  HelaTeHTOBAaHHOMY  HAHMEHOBaHHIO,
a — no mopzosomy naumenoeanuro (dacth 15 cratenm 37 OefepanbHOTO 3aKOHA
or 21.11.2011 Ne323-®3 «O6 ocHOBaX OXpaHbl 3IOPOBBS IpaxnaH B PocCHHCKOH
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Gemepanmuy W MYHKT 6 NOpANKa Ha3HAYeHHsA JIEKapCTBCHHBIX IPEIIApaToB, hopM
pelenTypHEIX 6TaHKOB Ha JIEKapCTBEHHBIE IIPENapaThl, NOpAAKa oopMIIeHH s yKa3aHHbBIX
671aHKOB, MX yd4eTa M XpaHeHWs, YTBEPXIEHHOTO TpHKasoM MuHsipasa Poccun
oT 14.01.2019 Ne 4n). Pemenve Bpa4yeOHOH KOMHMCCHH OQOPMIAETCA MPOTOKOJIOM
¥ BHOCHTCS B MEIUIMHCKYIO JTOKYMEHTALHIO [TallHeHTa.

[Ipgd 5TOM MOIYT HasHa4aTbCi HE TOIBKO pegepenmubie (opuzunanvrvie)
JlekapcmeenHple npenapamel, Ho W BOCIPOM3BEEHHBIE JICKAPCTBEHHbIC NpEMIapaTel HIH
OHoaHANOroBble  (OHONMONOOHBIE) — JeKapcTBeHHBIE — mHpemapatsl  (Omoananorn),
noobpaHHbie MaLKUEHTy 10 XXU3HEHHBIM I10Ka3aHHUM.

CornacHO NOMIYHKTY «a» IyHKTa 4 OcoOeHHOCTeH OMMCAaHUS JIEKapCTBEHHBIX
TpenaparoB A MEOMUHHCKOTO MPUMEHEHHS, SBIISFOLIMXCA OOBEKTOM 3aKylKH IS
ofecrieueHHss  TrOCYNApCTBEHHBIX M MYHHUIMIAQIBHBIX — HYXH,  YTBEPXKICHHBIX
rocranosneHneM IIpaputenscra Poceniickoit ®eneparmu ot 15.11.2017 Ne 1380 (manee
— Oco6eHHOCTH OIMcaHHus 00BEKTa 3aKyIKH), IPH ONMHCAHHM O00BEeKTa 3aKyNKH TakKxie
JOTYCKAETCsl YKa3aHWe Ha /Mopzoévie HAUMEHO8GHUA B OTHOLICHHH JIEKapCTBEHHBIX
NpenapaToB, HEOOXOMMMBIX JUIA Ha3HAYEHHS [TAlUEHTY 10 JXU3HEHHBIM IIOKa3aHHAM.

Hopmamu ®enepamsHoro 3akoma or 05.04.2013 Ne44-®3 «O KOHTPaKTHOM
cucteMe B chepe 3aKyMmoK TOBapoB, paboT, ycIyr Juis oOecredeHHs rocyAapCTBeHHEBIX
¥ MYHHUMIATBHBIX HyXID» (fajee — 3aKOH 0 KOHTPaKTHOH CHCTEME) IIPH OCYLIECTBICHUH
3aKyNOK JIEKAPCTBEHHBIX IPENapaToB [0 TOProBBIM HAMMEHOBAHHAM, KOTOPLIE
HeOBXOMUMB! JUIS HazHAYEHHUS MAIlHEeHTYy I10 JKU3HEHHBIM ITOKa3saHHAM, IMpeayCMOTPCHBI
ClIEIyIOIIHE CIIOCOOB! OMPEAeICHHA TOCTaBIIMKA:

- 3aMpOC NIPEUIOKEHHI, B TOM YHCIIE 3aMpOC NPEeANOKEHHH B 3NEKTPOHHON (hopMe
(cratby 83 1 83' 3aKOHa 0 KOHTPAKTHOM CHCTEME);

- 3aKyNKa y eJUHCTBEHHOTO IIOCTaBIIMKa ([IOAPINYMKA, ucrionuutens) (myHKT 28
yacTH | cTaThd 93 3aKOHA O KOHTPaKTHOH CHCTEME).

[Ipu 5TOM JIOJDKHBI OBITH BBINOJHEHE] CIEAYIOIIME Y CIOBHA:

- IpeZIMETOM OJHOTO KOHTPAKTa He MOTYT SBIIATHCHA JIEKAPCTBEHHEIC MPENapatsl,
HeoOXOAUMBIe Il HasHadYeHHs ABYM H OoJee manueHTaM;

- pemieHre  BpauyeGHOM  KOMHCCHHM  JOJDKHO — BKJIIOYATBCA  OAHOBPEMCHHO
C KOHTPaKTOM B peecTp KOHTPAKTOB, MpPeNyCMOTPEHHBIH cratbeit 103 3akoHa
0 KOHTPAKTHOM CHCTEME, IIPH yCIOBHM 00ECIIeUeH s NpeyCMOTPEHHOro PenepanbHbM
zakoHOM 0T 27.07.2006 Ne 152-@3 «O mNepcOHATBHBIX MAaHHBIX» 00e3MHYHBaHHsA
NEePCOHANBHBIX JaHHBIX.

B ciydae OmpezeNeHHs MOCTABLIMKA IyTeM NPOBENEHHMs 3alpoca NPEelToKeHHH
u3BelleHHe 06 OCYIIECTBJICHHH 3aKyIIOK MOKHO OBITH pa3sMEIeHO Ha CaiTe eIUHOH
nHGOpPMALMOHHOM cHCTeMBl B c(epe 3aKkylmoK He TIIO3QHEE HEeM 3a IATh IOHeH
10 [aThl MpOBEJEHHS TaKoro 3armpoca, a IpH NPOBEIECHHMH 3ampoca NpeANIOKEHHH B
3]IeKTPOHHOH (hopMe — He NO3THEE 4eM 32 MATh pabod4rxX IHEeH N0 NaThl NpOBElCHHS
Takoro 3anpoca. IIpy 3TOM OrpaHMyYeHHe [0 HavanbHOH (MaKCHMAJIbHOH) [IEHe KOHTPAKTa
He MpexyCMOTPEHO.

B ciyyae OCYLIECTBICHHS 3aKYHKU Y €OUHCMBEHHO20 NOCMASUUKA (monpanuuka,
ucTIoNHUTENs) obocHoGanue YeHvl KOHmpakma He mpebyemcs, BMECTE C TEM YeHa
KoHmpakma TPU JAHHOM crocofe ONpefeneHHs MOCTABIIUKA He JONJCHA Npegbluiamby
I man. pyéneit. Ilpu 3ToM 00BEM 3aKyNaeMBIX JIEKAPCTBEHHBIX INPENapaToB HE NOJDKEH
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NpeBBIAaTs 06BEM TAKHX IpenapaToB, HEOOXONUMBIH JUIS IAalMEHTa B TEYCHHE CPOKa,
HeOOXOOUMOro Ul  OCYIIECTBIEHHS  3aKyINKH  JICKAPCTBEHHBIX  IPEIapaToB
B COOTBETCTBHH C TIOJIOKEHUAMH IyHKTa 7 4acTH 2 cTaTbd 83, MyHKTa 3 4acTH 2 CTaThH
83' 3aKxoHa 0 KOHTPaKTHO# cHcTeMe.

Pasmewenue useujernus 00 OCYIECTBICHUH 3aKyIKK He mpebGyemcs.

2. Onucanue o0ObeKTa 3aKynkH (IeKapCcTBEHHBIX  NpenapaTros s
MeIHIHHCKOro NpHMEHEHHUs) B paMKax 0/IHOTO MeKAYHapOAHOro
HeNATeHTOBAHHOI0 HAHMEHOBAHHSl € Y4Ye€TOM DJKBHBAJEHTHBIX JIEKADPCTBEHHBIX
¢opM H 103HPOBOK.

ITpu omvicaHuy 06BbEKTa 3aKyIKH — JIEKAPCTBEHHBIX IIPENapaToB [y MEAULIMHCKOTO
IIpUMEHeHHs] B [JOKYMEHTAllMM YKa3blBAalOT CBEJEHHS, MPeXyCMOTPEHHBIE IyHKTOM 6
yacti 1 crateu 33 3akoHa O KOHTpakTHOHM cucteMe M IyHKToM 2 OcobeHHOCTEH
onucaHusg 00beKTa 3aKyIIKH.

TakuMm oOpa3oM, B ONHCaHHe OOBEKTa 3aKYNKH BXOAMUT MEXIYyHAapOIHOE
HelmaTeHTOBAHHOE HAaUMeEHOBaHHe (B cllydae OTCYTCTBHSA XHMHYECKOEe, PYNITHPOBOYHOE
HaHMEHOBaHHUE), JieKapcTBeHHas (¢opMa (C y4eToM BCeX IKBHUBANICHTHBIX JIEKAPCTBEHHBIX
bopM), mO3MpoBKa (C yYETOM OSKBHBATIEHTHBIX KPATHBIX/HEKPATHBIX JO03MPOBOK),
KONIMYECTBO  JIEKAPCTBEHHOro  Inpemapara (C = COOTBETCTBYIOIIMM  IIEPECUETOM

KPATHBIX/HEKPATHBIX JO3HPOBOK), OCTATOYHBIA CPOK FOAHOCTH.
[Npouenypa YCTAHOBIEHHMS OKBUBAIEHTHOCTH  JIEKApPCTBEHHBIX  IPENapaToB

TpelyCMOTpeHa HopMaMy 3aKoHa 06 obpallleHHH JIEKAPCTBEHHBIX CPEACTB.

DKBHBAJIEHTHOCTb JIEKAapCTBEHHBIX (opM ycraHaBmusaercs OI'BY «HIDCMID»
Munznpasa Poccuu B paMkax OrpeeIeHU B3aMMO3aMEHIEMOCTH JIEKapCTBEHHBIX
[penapaToB B COOTBETCTBHM CO cTaTbedl 27 3akoHa 06 OGpAIIEHHH JEKapCTBEHHBIX
cpencts u [IpaBuiamMu ompeneNieHHs B3aWMMO3aMEHsEMOCTH JICKapCTBEHHBIX NMPENapaTos
Ui MeIMIMHCKOTO TPUMEHEHHs, yTBEpKAEHHBIMH mnocTaHoBneHueM IIpaBuTenbcrsa

Poccuiickoit ®enepanuu ot 28.10.2015 Ne 1154
CoracHo myHKTy 2 yacTH 1 craThH 27" 3axona 06 OOGpallEHHH JIEKAPCTBEHHBIX

CPEACTB TIOA OSKBHBAJIEHTHBIMH JIGKapPCTBEHHBIMM (OpMaMy IIOHHMAIOTCS pPasHbIE
JIeKapCTBEHHbIE (POPMBI, UMEIOLLIME OJHHAKOBbIE CIIOCOO BBEAEHHS U CIOCOD NPUMEHEHH,
obnagaroue  CONOCTAaBUMBIMH  (apMaKOKMHETUYECKHMH  XapaKTepUCTHKaMH  H
(hapMaKoIOruuecKuM JefiCTBHEM K 00ECTIeYHBAIONIIE TAKXKe NOCTHKEHHE HEOOXONMMOTOo
KIMHAYEeCKOro s¢dexra. Pasniuyus JIeKapcTBEHHBIX (OPM He ABNAIOMCA NPENAMCmeuem
TS UX B3aHMO3aMEHAEMOCTH, eciy Npu npoedeHuU UCCIe008anus. BUOIKBUBANIEHIMHOCHIU
nexapcmeennoz0 npenapama wiu 8 Clydde He603MOJICHOCMU NpOBeOeHus  moz20
uccnedo8anus npu NpoBedeHur UCCIe008aHUsL MepanesmuyecKou IKeUBaNeHmHeCmu
NeKapcmeeHHoz0 npenapama OOKA3AHO OMCYMCMEUe KIUHUYECKU SHAUUMbIX DasIutull
dapmakokureTHky ¥ (HaK) 6e30macHOCTH U 3QHEKTHBHOCTH JIeKapCTBEHHOTO MpernapaTa
IUI MEIULHHCKOIrO TPUMEHEHHS.

B ciyudae, ecnu JeKapcTBeHHblE (OPMBI HMEIOT OOMHAKOBBIA CrOCOO BBEJCHHA
¥ croco® NpUMeHeHUs, HO Pa3JIMYHEI 110 YPOBHIO (h)apMaKOKHHETHYECKHX XapaKTepHCTHK
1 (hapMaKoJIOrHYecKoro IeHCTBHs, BCIEACTBHE YEro KIMHUYECKMA d(QQeKT Taioke
pasiHYeH, YKa3aHHBIe JleKapcTBeHHble (OpPMBI  He mozym  Obimb  NPUSHAHbL
IKBUBANIEHMHbIMIU.
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O6palaeM BHUMaHHE, YTO IpH aHAIM3C JIeKapCTBEHHBIX MPENapaToB Ha MpeIMET
YCTAHOBJIEHWs OKBUBAJIEHTHOCTH NO3HPOBOK 3aKASHHKOM picrionb3yeTesa HH(popMaus
U3 CJIeAYOLIHUX HCTOYHHKOB!

- HHCTPYKLHSA N0 MEIUIIMHCKOMY IPUMEHEHHUIO JIEKAPCTBEHHOTO npemnapara,

- KIIMHAYECKUE PEKOMEHIAINH,

- CTaHAapT MeJUIMHCKON IOMOIIH.

Tunuynyto omKOKy OIHCAHUA 00beKTa 3aKyINKH IIPU COCTaBJICHHH ayKIHMOHHOH
NOKyMEHTaluy ¥  YCTAHOBJICHHH OKBHBAJICHTHOCTH JIO3UPOBOK  JICKAPCTBEHHBIX
[penapaToB MOXHO PacCMOTPETh Ha MPHUMEpE OCYIIECTBICHIA 3aKyIIKH JIeKapCTBEHHOTO
npenapara noo MEACOYHAPOOHBIM HENAMEHMOBAHNBIM HAUMEHOSAHUEM Cunoernagpun, npu
onucanuy 0bwexma 3aKynKi KOmopozo 3aKas4uk NPUsHaL SKeUanerHmuelMu HekpamHbvie
Oozupoexu 20 mz u 25 me.

[Ipg >TOM MO [AHHBIM HHCTPYKIHH IO MEeIULIMHCKOMY IMPHMECHEHHIO

NIeKApCTBEHHOTO IpenapaTa Jo3uposKa 20 m2 nokazana K TIPUMEHEHHIO HNpu J1€20UHOU
zunepmensull, a 003uposKka 25 me — npu neienul HapyweH Ul SPeKMUuIbHOU OUCHYHKYUU.

Jupextop HdemapTameHTa ///t/ﬂf E.A. MaKCHUMKHHa
JTeKapCTBEHHOro 00eCre eHHs

Y peryaupoBaHus 0OpaleHus
MeOUIIMHCKUX H3AeIuH



