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O dopmupoBaHUM JOKYMEHTALMH O
3aKYIIKe JIeKapCTBEHHBIX MPEnapaToB
¢ MHH «Wncynun raprusy

B coorBeTcTBHM cO cTarheit 17 @enepansHoro 3akona ot 26.07.2006 Ne 135-@3 «O
3aIIKTe KOHKYPEHIMN» (Hanee — 3aKOH O 3alllTe KOHKYPEHLHUHU) IIPY NIPOBEIEHHUH TOPIOB,
3arpoca KOTHPOBOK IIeH Ha TOBaphl, 3alpoca IIPeUIOKCHHMH 3alpellarorcss NEeWCTBUL,
KOTOpbIE TPHBOAAT MJIA MOTYT IIPUBECTH K HEIOIYIIEHHUIO, OrPaHWYCHUIO WIH
yCTpaHeHHI0 KOoHKypeHIuu. [Ipu »5TOM, €Clld OpraHMsaropaM TOPIoB, 3ampoca
KOTHPOBOK, 3aIlpoca NpEeIIoKEeHNHA WA 3aKa3dMKaMu SBIAIOTCS (enepanbHbIe OpraHbl
WCIIONIHUTEIBHOM BIACTH, OPraHbl KCIOJIHUTENBHOH BIacTH CyOBeKTOB POCCHHACKOM
denepalvi, OpraHsl MECTHOTO CaMOYIpaBIeHUs, TOCYyAapCTBEHHBIE BHEOIOIKETHEIE
GbOHMBI, a TAaKXkKe IPH [IPOBEICHHUN TOPIOB, 3allpoca KOTHPOBOK, 3allpoca IPEIOKEHHUHN B
Cllyyae 3aKyloK ToBapoB, pabotr, yciyr s olecreuyeHHs TIOCYHapCTBEHHBIX H
MYHUIUIIAIBHEIX HYXI 3ampeliaercss He INpeJyCMOTpeHHOe (enepalbHBIMU 3aKOHAMH
WIH WHBIMH HOPMATHBHBIMM IIPaBOBBIMM aKTaMH OrpaHH4YeHHE JOCTylma K YJacTHIO B
TOprax, 3arpoce KOTUPOBOK, 3alIpOCe IPEIOKEHHUN.

Yactero 5 crateu 33 ®@enmepanbhoro 3akoHa ot 05.04.2013 Ne 44-03 «O
KOHTPaKTHOM cHcTeMe B cdepe 3aKylOK TOBapoB, paboT, yciyr O oOeCredeHwus
rOCYIapCTBEHHBIX M MYHMIIMIAIBHBIX HYXI» (Hanee - 3akOH O KOHTPAKTHOH CHCTEME)
OIpe/IeIeH0, YTO OCOOEHHOCTH OIHCAHWS OTHEIBHBIX BHIOB OOBEKTOB 3aKYIIOK MOTYT
ycranaBnuBarhkes [IpaBurensctBoM Poccuiickoii @enepanvy.

B cooreercTBMH ¢ mOAMyHKTOM «0» myHkTa 2 OcoOeHHOCTEH ONMCAHWS
JeKapCTBEHHBIX IPENaparoB i MEIUIMHCKOrO NPUMEHEHUs, SBISIOMIUXCS OOBEKTOM
3aKyTIKH IS 00ecIledeHus] rOCyJapCTBEHHBIX U MYHMIMIIATIBHEIX HYXI, YTBEPXKAESHHBIX
nioctaHoiteHreM IIpasurenscTra Poccuiickoit @enepanuu ot 15.11.2017 Ne 1380 (mamee
— OcobennoctH, [TocTaHoBNIEHNE), IPY ONUCAHUHU B JOKYMEHTALMH O 3aKyNKe 3aKa34uKH
IOMHMO CBEJEHHUH, IMpelyCMOTPEHHBIX ITyHKToM 6 uactu 1 crated 33 3axkoHa O
KOHTPAaKTHOH CHCTeMe, YKa3bIBalOT [O3MPOBKY JIEKAPCTBEHHOTO TIIpernapara ¢
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BO3MOXHOCTBIO ITOCTaBKU JIEKAPCTBEHHOTO IpenapaTa B KPaTHOU JO3WPOBKE M JBOHHOM
KOJIMYeCTBe (HAapuMep, NPH 3aKyIKe TabIeTKH ¢ Jo3HpoBKoH 300 Mmr B JOKYMEHTAIUH O
3aKyIIKe yKasblBaeTcs: 1 Tabnerka ¢ no3upoBkoit 300 Mr wiu 2 TabieTKu ¢ JO3UPOBKOI
150 Mr), a Takxe ¢ BO3MOXHOCTBIO TTOCTABKH JIE€KapPCTBEHHOTO Ipernapara B HEKPaTHBIX
SKBHBAJICHTHBIX JO3MPOBKaX, II03BOJISIOMIMX JOCTHYh OJMHAKOBOIO TEPANEBTHYECKOTO
sbdexra (Hanpumep, GIakoHsl 2,5 ML, WIH 3 ML, Wwin 3,5 MI), IOOIYCKaeTCs yKazaHue
KOHLICHTPAIIWH JICKAPCTBEHHOT'O TIpenapara 6e3 yCTaHOBIEHHUS KPATHOCTH.

CoracHo CBeIeHHAM TOCYIapPCTBEHHOIO PeecTpa JeKapCTBEHHBIX CPEeICTB, BEJCHHE
KOTOPOro IpeaycMoTpeHo ctathel 33 DenepanbHoro 3axoHa ot 12.04.2010 Noe 61-3
«0O0 obparennu TeKapcTBeHHEIX CpeCTBy (nanee — Peectp), Ha TeppuTopuH Poccuiickoit
OQenepalid B paMKax MeKIyHAPOJHOTO HEIIaTEeHTOBAHHOTO HAMMEHOBAHS (mamee —
MHH) «HWBcynmun  raaprue»  3aperHCTPHPOBAHEL CIEAYIOIINE  JIeKapCTBEHHBIE
IIpeTapaThl:

- «JlanTye®ConoCrap®» B nosupoBke 100 EJl/mn (Bnamenerymep:karens
PETHCTpalHOHHOTO ynocTosepenus Canodu-Asenruc Jottanann I'm6X, Tepmanns),

- «Tyneo ConoCrap®» B nosuposke 300 EJ/mn (Bnanenerny/nepxarens
PETHCTpallHOHHOTO ynocToBepenus Canodu-Asentuc Joianann I'm6X, lepmanns),

- «Punltap®» B nosuposke 100 E /v (Bmagenelyiepxarens perucTpPariMOHHOTO
ynocrosepenus: OO0 «'EPODAPM», Poccus),

- «bazarnap®» B nosuposke 100 EJl/von (BIamenely/ iepxkareins perucTPalHOHHOTO
ynocroseperus Jimu Jluim Bocrok C.A., Ilseiinapus),

- «HHcynmn riaprum» B gosupoBke 100 EJl/mn (BIazenery/nepxarens
PEruCTpaluonHoro ynocrosepenus Canopu-Asentuc Jloiwnanyg I'm6X, Tepmanms).

- «HHcynmH rnapruE» B mosuposke 100 EJl/mn (Bmapenew/nepxaresns
PCTHCTPAlIMOHHOIO  yIOCTOBEPEHUs 3aKpHITOe aKnuoHepHOoe obmecTso «IIpodurMemn»
(BAO «IIpodurMeny), Poccus),

- «HWHcyiumn rnapruE» B mosuposke 100 EJl/mm (Bnamenen/nepxarens
perucTpanuorHoro ynocroseperust 000 «OHIOIKEHUKCy, Poccus).

JlexapcTBeHHEIe npenapars! ¢ MHH «VIHCYIMH ITIapruH», PACTBOP I IIOAKOKHOTO
BBeJIcHN, 100 EJl/mn u «MHCynuH riaprumy, PacTBOp IS IIOAKOKHOrO BBeaeHus, 300
EJI/M1t comepsxar oHO 1 TO e AelfCTBYyIOIee BEIecTRO (MHCY/IHH DIapIrUH), OMHAKOBYIO
JEKapCTBeHHYIO (opMy (pacTBOp Ui ITOIKOKHOTO BBEJICHHUA), a TaKkKe ONMHAKOBEHIE
HOKa3aHHs K MNPUMEHEHUIO (caxapHblif Iuaber, TpeOyromii JeyeHus HUHCYJIHHOM),
MMCIOIIUE PA3UiNi B OTHOIICHHH BO3PaCTHOM IPYIIIBI NALMEHTOB OT 2 10 6 JeT, aid
KOTOPOH BO3MOXHO NMPHUMEHeHuUe TolbKo «HCymH raprus» B qosuposke 100 EJI/mi.

ComiacHo  odunmansHo  yTBepxKIEeHHOM HUHCTPYKLIHH [0  MEIUIUHCKOMY
TIPUMEHEHHUIO Ha JIeKapCTBeHHBIH mnpemapar ¢ MHH «Mucynun rnaprus» 300 EJ/mn
NPEAYCMOTPCH II€PEXONl C BBEACHUS JIEKAPCTBEHHOTO mpemapara ¢ MHH «HMucymmx
rnaprue» 100 EJl/mn Ha npemapar «Mucynus rmaprue» 300 EJl/mMn u maoGopor. B
COOTBETCTBHHM CO CBEJACHHUIMHM DTOH >Ke HHCTPYKIHH 110 Me,I[HLIHHCKOMy NMPHEMEHCHHIO npu
HUCIIONB3OBAHMH JICKApCTBEHHOTO npenapara «Mucymus mraprum» 300 EJl/mMa Bo Bcex
KIIMHAYECKUX HCCIEN0BaHUAX Oblia MOATBEPIKIEHA ero 3(bheKTHBHOCTE B CPaBHEHHUH C
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JIEKApCTBEHHBIM INpenapaToM «Mucynus rmaprusy 100 EJ]/ M.

Kpome Toro, cormacHo ykxasaHHO# MHCTpyKLHH Pe3yJIbTaTkl, IIOJyYeHHEIE BO BCEX
KIMHUHYECKMX HCCIICOBAHUAX JICKapCTBEHHOrO mpenapara ¢ MHH «MHcynuH rmapriHy
300 E[l/mn, mpoBeneHHBIX ¢ yYacTHeM 546 MalUeHTOB C caxapHEIM auabetoMm 1 THIa u
2474 manueHToB C caxapHBIM IuabetoM 2 THII4, IIOKa3ajlH, YTO IIPOLEHT MallHEHTOB,
AOCTATIINX MEJICBOTO 3HAYEHHS OIHOTO M3 OCHOBHBIX IIOKasareneif (ToKasatens
TTHKHIPOBAHHOTO TeMOrIo6uHa), 66T COIOCTAaBUM B 06EHX IpyIax JeYeHHs (B rpymre
Jedenus npenaparoM «Mucynus mapram» 300 EJI/Min u npemaparom «HHCYIHUH rmapruHy
100 El/mi). Camxenue KOHLEHTPAIHHK [VIFOKO3bI B IIa3Me KPOBH K KOHIIY HCCIIEOBaHUS
C JIEKapCTBeHHBIM MpenapaToM «Mueynmun maprua» 300 EI/mn u «MHCymuH [JIapTUH
100 EJI/mMn onunaxoBoe.

ITo muenmo ®AC Poccun, ¢ yyerom TpeOOBaHMH, yCTaHOBIECHHEIX MyHKTOM 2
OcobGenHocTelt omuicanus JeKapCTBEHHBIX TIpEraparoB, IPH OIMCaHUK 00BEKTa 3aKYIIKU B
AOKYMEHTAIlMK O 3aKyIKe JIEKapCTBEHHBIX IpernapatoB ¢ MHH «Mucynus miaprus» B
JIEKapCTBEHHOM (DOpME «PacTBOp IS MOIKOKHOIO BBEIECHUI» B nosupoBke 300 EJI/mn
3aKasuMKW  TaKkKe JIOJDKHBl  YKasblBaTh BO3MOXHOCTH IIOCTABKH  JIGKAPCTBEHHBIX
lperaparos B nosupoBke 100 EJl/mn, npuMeHeHwe KOTOpOH MO3BOJNAET NOCTHYb
ONMHAKOBOTO TCPANIEBTHYECKOro 3(hekTa, B TpeGyeMOM 3aKa3umKy KONHIECTBE,

l'ocynapcreennble 3akasduky, (OPMHpPYS TeXHWYECKOe 3alaHHe Ha 3aKyTIKY
ICKapCTBEHHBIX IpenapatoB ¢ MHH «MHCynmuH iaprud», W ykassiBas B ONHCAHHH
OOBEKTa 3aKyIKH HCKIIOYHTENHHO mo3upoBky 300 EJl/mi, HapyliaroT NOAMYHKT «6»
nyHKTa 2 OcobeHHOCTEH, B COOTBETCTBHM C KOTOPBIM TOCYAApCTBEHHBIM 3aKa3uMKaM
HAJUICHUT yKa3bIBATH NOSUPOBKY C BOSMOXKHOCTBIO IIOCTABKHU JTE€KAPCTBEHHOIO Ipenapara
B KpaTHOH MO3MPOBKE U MBOMHOM KOIMYECTBE, a TAKKE C BOMOKHOCTBIO HOCTABKH
JICKAPCTBEHHOIO IIpenapara B HEKPATHBIX SKBHBAICHTHBIX JO3MPOBKAX, MO3BOJIAIOLIAX
AOCTHYB OMHAKOBOTO TEPaNeBTHIECKOro 3¢ hekTa.

Hononuurensao ®AC Poccun OTMEYAET, YTO B COOTBETCTBHH C IOAMYHKTOM «B)
nyHKTa 4 OcoOeHHOCTEeH B OTHOLICHUH JICKapCTBEHHBIX IIPENapaToB, NpeaHA3HAYEHHBIX
HCKIIFOYUTENBHO I HCTIONB30BaHMS B [I€IMATPIIECKOM [IPAKTHKE, IOIYCKAeTCs yKa3zaHue
Ha BO3pacT pebenka (ot 0, ¢ 3 mecares, ¢ 12 mecsies u T.4.). COracHO MHCTPYKILIHH IO
MEIHLMHCKOMY NPUMEHEHHIO JIeKapCTBEHHBIN npernapar «MHCyIuH rmaprusy» 300 EJl/mn
MMECT TIPOTHBOIIOKa3aHWE NETCKHHA BO3PACT 10 6 JIeT, JIeKapCTBEHHBIH npenapar
«Mucynun raaprus» 100 EJl/Mi — netckuit BO3pacT 10 2 JeT.

Taxum obpazoM, mpu HeoGXOMUMOCTH 3aKyTKH JIeKapCTBEHHBIX Ipernaparos ¢ MHH
«VIHCYHMH IMapTHH» B JIEKapCTBEHHOMN (GopMe «pacTBOp I IOIKOXHOTO BBEIEHHS
HCKIOYUTENBHO JULL IIAUMEHTOB OT 2 JI0 6 JIeT, 3aKa3YdKy BIPaBe YKA3bIBaTh JO3UPOBKY
100 El/mut Ge3 ykazanus BOSMOKHOCTH mocTasku 300 El/m.

Ha ocHoBaHME H3/105KEHHOTO, B paMKax MONHOMOYMIL AQHTHMOHOIIOJIEHOTO OpraHa,
YCTaHOBIICHHBIX ITYHKTOM 5 YacTH 2 cTaThy 23 3aKoHa O 3aluTe KOHKYPEHIUH U ITYHKTOM
2 Tocranosnenus, ®AC Poccun Pa3BACHACT HENOMYCTUMOCTh 3aKYIKH KOHKPETHOM
AOSHPOBKHM  JICKAPCTBEHHBIX IpenapatoB ¢ MHH «MHcymus DIapruH»  (Harmpumep,
300 El/mMmn) Ge3 BO3MOXHOCTH IOCTABKH JO3UPOBKH, IIO3BOJISIFIOIIEH JOCTHYb
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OKBUBAJICHTHOIO TEpANeBTHYECKOTo d¢¢exra (Hanpumep, 100 EJl/mr). Bmecte ¢ Tem mus
ONPENC/ICHHBIX KAaTErOpPMH IAalUeHTOB (OeTH ¢ 2 o 6 IeT) BO3MOXHA 3aKyIKa
ICKapCTBEHHEIX npenaparoB ¢ MHH «Mucynus rapruay» 100 EJl/Min 6e3 BO3MOKHOCTH
I10CTaBKY 103upoBKY 300 EJI/mi.

N.IO. Aprembes

H.B. IInoTHukoB,
(499)755-23-23, n06. 088-708
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