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Ha Ne

O nanpasiennn UHdopmarnoHHoro nucema
MeepaabHOH AHTHMOHONOIBHOM C/TY)KOBI

YBaxkaeMsble KoJuieru!

B nensx MCK/tOUeHHs1 HapyLIeHUH 3aKOHO/JaTeNbCTBa 0 KOHTPAKTHOH CUCTeMe B cepe 3aKYTOK
TOBapoB, pabor, ycayr ®@uHaHCOBOe yripaBieHHe KypraHckoii o61actu HampaBnsieT [4/1st HCTIOMb30BaHUs
B pabore MHbopmarmonHoe nucemo MeepabHOI aHTUMOHOIO/ILHOM cy>k6e1 oT 10 HosOps 2020 roga
No MA/98678/20 «O ¢opMUpOBaHMM JJOKYMEHTALMH O 3aKyTKe JIeKapCTBEeHHbIX mperiapatoB ¢ MHH

«/HCY/IMH rnapruf».

OrMeTHM, uTO B yKasaHHOM nuceMe PejepanbHas AHTUMOHOMOMbHas Clyx6a paswsCHHIA
BOTIPOC 0 (POPMMPOBAHMH [OKYMEHTALMM O 3aKyTKe JIeKapPCTBEHHBIX MpenapaToB C MeXAYHAPOAHBIM
HENaTeHTOBAHHbIM HAUMEHOBaHWeM «MHCYNMH T/IaprMH» B COOTBETCTBHM C 3aKOHOM O 3alljHTe
KOHKYPEHLIMM U 3aKOHO/aTeLCTBOM O KOHTPAKTHOH cHcTeMe B cepe 3aKyTIOK TOBApOB, paboT, YCIIyr.

PekomeHJyem [0BECTH yKa3aHHYl0 MH(OPMALMI0 [0 TOABEJOMCTBEHHLIX yupesKIeHH il

(npeAnpusATHI), MHBIX 3aKA3YHUKOB (TIPH HATHYHK).

ITpunoxkenue: Ha 4 1. B 1 3K3. B aapec.

[TepBruIit 3aMecTHTE/IL HaUa/IBHHKA i
@®HUHAHCOBOTO yTIpaB/IeHHs

KypraHnckoii obnactu alse C.A. I'apuH

Bapanora TaTssina Hukonaesna
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Ha Ne oT

MYHHULMIATbHBIE 3aKa39UKH (15
CBeJeHHS)

Munsnpas Poccun (1718 cBeieHYS)

[ O PaxmaHOBCKHH 11ep., 4. 3,
r. Mocksa, I'CI1-4, 127994

O QopMHpPOBaHHH JOKYMEHTALIMH O
3aKyIKe JIeKapCTBEHHBIX MTPenapaTos
¢ MHH «HHcynun rmaprus»

B cootBeTcTBHH co cratheit 17 ®enepanbroro 3axkona ot 26.07.2006 Ne 135-03 «O
3allUTe KOHKYPEHLMI» (Hanee — 3akOH O 3allUTe KOHKYPEHIIMH) I [IPOBEICHHH TOPIOB,
3aIpoca KOTUPOBOK ILIeH Ha TOBAphI, 3alpoca IIPeIOKEHWH 3alpelnaroTcs NeHCTBHA,
KOTOpble MPHBOAST WIH MOTYT IIPMBECTH K HENONYIICHHIO, OIpPaHMYCHHIO HIIH
yCTpaHEHHIO KOHKypeHIMH. IIpy 3TOM, eclnM OpraHu3aTopaMd TOPIOB, 3ampoca
KOTHPOBOK, 3alpoca NpPeMLIOXeHHH WM 3aKa3duKaMH SBISIOTCS (eflepalbHbIe OpTaHsI
MCIIONHHUTEILHON BJIACTH, OpPraHBl HCIOJHHUTENBHON BIacTH CyOBeKTOB PoccHifickon
defepanuy, OpraHbl MECTHOTO CaMOyNpaBleHHs, TOCYIapCTBEHHBIE BHEOIODKETHBIE
(OH/IBI, a TAK)Ke IIPU [POBEJEHUH TOProB, 3aIIpOCa KOTHPOBOK, 3alpoca MpeIOXKeHHH B
Cllydae 3aKyloK TOBapoB, pabor, ycmyr nand oOecredeHHs TIOCYNapCTBEHHBIX H
MYHHIMOATBHBIX HyX[ 3anpemaercss He NpeIycMOTpeHHOe (erepanbHBIMU 3aKOHaMH
MY WHBIMH HOPMAaTUBHBIMU IIPABOBBLIMH aKTaMH OrpaHHYeHHe NOCTyna K Y9acTHIO B
TOprax, 3apoce KOTHPOBOK, 3alIpOCe MPEIIOKESHHH.

Yacteio 5 craren 33 DenepansHoro 3akoma or 05.04.2013 Ne 44-©3 «O
KOHTDAKTHOH cucTeMe B cdepe 3aKylNOK TOBapoB, paboT, yciayr ans o0ecredeHHs
FOCYIapCTBEHHBIX M MYHHIMIAIBHBIX HYXI» (Dalec - 3aKOH O KOHTPAaKTHOH CHCTEME)
OIIpe/eIeHO, YTO OCOGEHHOCTH OIHCAHHS OTAENBHBIX BHIOB OOBEKTOB 3aKyIIOK MOTYT
ycraHnasiuBarhbes [IpasurensctBom Poccuiickoit Oenepanyn.

B COOTBeTCTBHM C TOIYHKTOM «O» myHkra 2 OcCOGEHHOCTEH OIUCaHKA
JIeKapCTBEHHEIX IPErapaToB [l MEIHMIMHCKOTO NPHMEHEHHs, SABIIIOMXCA OOBEKTOM
3aKyIKH JUIs 00ecIeueHns roCyapCTBEHHBIX M MYHHIMITAIBHBIX HYXI, YTBEPXKAECHHBIX
nocranosienneM IIpasurensctsa Poccuiickoit @eneparuu ot 15.11.2017 Ne 1380 (nmanee
— Qcobennocty, [TocTaHoBIEHHE), IPU OIIUCAHUH B JOKYMEHTALMH O 3aKYIIKE 3aKa3uyHuKH
HOMHMO CBeJeHUH, NpeIyCMOTPEeHHBIX MyHKToM 6 dwactu 1 crareu 33 3akoHa 0
KOHTPAaKTHOM  CHCTeMe, YKa3blBalOT JO3HMPOBKY JICKApCTBEHHOro Ipernapara ¢
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BO3MOKHOCTEIO [I0CTAaBKH JIEKAPCTBEHHOTO Npenapara B KpaTHOM JO3UPOBKE M JBOHHOM
KOJIM4eCTBe (HAlpuMep, MPH 3aKyTIKe TaGleTKH ¢ JO3UPoBKoi 300 MI' B JOKYMEHTALHH O
3aKylKe ykaspiBaercs: | Tabmerka ¢ 103upoBKoi 300 Mr wimm 2 TabneTKH ¢ JO3UPOBKOM
150 Mr), a TaxKke ¢ BO3MOKHOCTBIO [IOCTABKH JIEKAPCTBEHHOTO rpenapara B HEKPaTHBIX
SKBHBAJICHTHBIX JO3MPOBKAX, IMO3BOJSIOIMX [JOCTHYE ONMHAKOBOIO TEPalleBTHYECKOTO
adexra (Hanpumep, drakoHl 2,5 ML Wi 3 Mr, Wi 3,5 Mr), DOmyckaercs yKazaHue
KOHICHTPALMH JICKAPCTBEHHOIO Iperiapara 0e3 yCTaHOBIEHHSA KPaTHOCTH.

CoracHoO cBeeHHUsIM roCy/IapCTBEHHOTO PEECTPa JIEKAPCTBEHHEIX CPELCTE, BEACHHE
KOTOpOTo mpexycMoTpeHo crathed 33 PenepansHOro 3akoHa ot 12.04.2010 Ne 61-®3
«O6 obpamieHny NeKapCTBEHHBIX CPEICTBY (Hatee — Peectp), Ha TeppuTopun Poccuiickoit
QezepauuK B paMKax MeXIYHAPOIHOTO HENaTeHTOBAHHOTO HAMMEHOBAHHS (mamee —
MHH) «Hucyann  miaprusy 3apErMCTPUPOBAHbl  CIEAYIOLIME  JIEKApPCTBEHHBIC
peraparsl:

- «JIantyc®ConoCrap®» B posumposke 100 EJI/mi (Bagenerny/nepxareis
PETHCTpallMOHHOTO ynocrosepeHus Canopu-Asentuc Joitanang I'm6X, lepmanms),

- «Tymxeo ConoCrap®» B pgosuposke 300 EJ/mn (Bnamenen/mepxareinsb
PETACTpalltOHHOTO yrocToBepenus Canopu-Asenruc Joiurann I'm6X, lepmanus),

- «Punlnap®» B nosuposke 100 EJI/mn (Branesel/aepxarenb perucTPaloHHOIO
yaocrosepenus OO0 «'EPODPAPM», Poccus),

- «Basarnap®» B nosuposke 100 EJl/mn (Bnanenen/nepxarens PETHCTPAllMOHHOTO
yAocTosepenus Omu JInnu Boctok C.A., lIseiinapus),

- «MHcynun riaprum» B mosmposke 100 Ell/mn  (Bnanenew/nepsxarens
PErACTpallMOHHOrO ynocrosepenus Canodu-Asenruc oitwrany ['m6X, Tepmanus).

- «HHcyaun riaprum» B gosupoBke 100 EJl/mn (B1anenewymepxarens
PETMCTPAllHOHHOIO yNOCTOBEPEHHs 3aKpbITOE aKIHOHepHOe obiectBo «[TIpodurMeny
(3AO «ITpodutMen»), Poccnst),

- «HWucymuH  raaprum» B gosupoBke 100 EJl/mn (Bnanmenen/mepxarens
peracTpannonHoro yaocroseperni OO0 « 9HAOKEHUKC», Poccns).

Jlexapcrsennrie npenaparst ¢ MHH «Vacymug INIAPIUH», PACTBOP IJIS ITOJKOXKHOIO
Beefienns, 100 EJl/mn u «MHCYynmMH roaprany, PacTBOp IS IIOAKOXHOro BBeneHus, 300
EJl/mn conepxar ofHO 1 TO Xe AelCTBYIOIIEe BEIECTRO (MHCYNIMH ITIapTHH), OMHAKOBYIO
JIEKapCTBEeHHYIO (OpMy (PacTBOp /i IIOLKOXHOTO BBENEHMS), a TAaKKe ONHHAKOBBIE
NOKa3aHHA K TPUMEHEHMIO (caxapHblif nuaGetr, TpeOyrommil edeHus HHCYJIMHOM),
MMEIOIINE Pa3/IMNs B OTHOUICHHH BO3PACTHOM IDYIIIbI NALMEHTOB OT 2 10 6 JIET, A
KOTOpPO# BO3MOXKHO NpHMeHeHHe ToNbKo «MucymiH DIaprus» B qosuposke 100 EJI/Mman.

CornacHo  oduuManbHO  yTBepIIEHHOM MHCTPYKIIMA 110  MEJHLHUHCKOMY
MPUMCHEHHIO Ha JICKapCTBeHHBI mpenapar ¢ MHH «Mucynun rmapruay 300 EJl/mn
MPELyCMOTPEH NEPEXOX ¢ BBENEHHs JIEKapCTBEHHOIo mpemapata ¢ MHH «HHcymmH
rmaprum» 100 EJl/mMn na npenapar «MHcynuu rmaprus» 300 EJl/mMn u maoGopor. B
COOTBETCTBHH CO CBEIEHHIMHU 3TOH Ke HHCTPYKUHH IIO MeJ.'(Hl’.IHHCKOMy IIPHMEHCHHIO IIpH
HCTIONB30BAHUM JIEKAPCTBEHHOrO Iperapara «MHcynuH rmiaprua» 300 EJl/™mn Bo Becex
FTHHIMECKUX MCCIeN0BaHUAX OBlIa MOATBEPKICHA ero 5h(eKTHBHOCT B CpaBHEHHH C



JIeKapCTBEHHBIM IpenaparoM «Mucynus maprua» 100 EI/M.

Kpome Toro, cormacHo ykasaHHON HHCTPYKIMM pe3yJBTATHI, TIONYYEHHEIE BO BCEX
KIIMHAYECKUX HCCIIENOBaHUAX JIeKapcTBeHHOro npenapara ¢ MHH «Mucynus rmaprumy
300 EJl/ma, npoBefeHHEIX ¢ y4acTHEM 546 IalHeHTOB ¢ caxapHeiM auaberom 1 THma u
2474 manueHTOB C CaxapHBIM IHabeToM 2 THIIA, [TOKA3adM, YTO INIPOLEHT NAIHeHTOB,
AOCTHIIIMX IHEJIEBOr0 3Ha4Y€HWs ONHOIO0 M3 OCHOBHBIX IIOKazarened (IokasaTens
[IMKHPOBAaHHOIO reMOorIobnHa), OB COMOCcTaBUM B 00€HMX IpyINax JedeHHs (B IpyIIIe
nevenns npenaparoM «kHucymus raprumy» 300 EJI/Mn u npenaparom «HCY/IHMH [IaprHH»
100 EIl/mn). CHikeHye KOHLIEHTpALHH [IFOKO3b! B ILTa3Me KPOBH K KOHITY MCCIIE[IOBaHUA
C JIeKapCTBEHHBIM mpenapatoM «Mucymun raprus» 300 EJl/mn u «VHCYmMH raapramy
100 EJI/mn omuHakoBoe.

Ilo muenmro PAC Poceun, ¢ yderom TpeGOBaHMIf, yCTAHOBIEHHBIX ITyHKTOM 2
OcobeHHOCTEH ONUCAHHA EKapCTBEHHBIX IPENApPaToB, IIpY OIMCaHUK 00BEKTa 3aKyIIKH B
AOKyMEHTaLMH O 3aKylKe JICKapCTBeHHBIX npenapatoB ¢ MHH «UHCynmuH riaprus» B
JIEKapCTBEHHOH (OpME «pacTBOP JUIS IIOAKOKHOIO BBENECHHS» B nosupoeke 300 EJI/mn
3aKasiMKM TaKXKC JIOJDKHBI YKasblBaTh BO3MOXHOCTB IIOCTABKM JIEKAPCTBEHHBIX
lpenaparos B posupoBke 100 E]Jl/mMn, npumenenne Koropoll MO3BONSET MOCTHYE
OAMHAKOBOTO TEPAIeBTHYECKOro a(deKTa, B TpeGyeMOM 3aKa3urKy KOJIMYECTRe.

[ocynapcrBeHHble 3aKa3quky, (OPMHpYS TEXHHYECKOE 3aJaHHe Ha 3aKyIIKy
JICKapCTBEHHBIX mpenapatoB ¢ MHH «MHCyTHH IIapruH», W ykasblBas B OIHCAHHH
00beKTa 3aKyNKM HCKIFOYHTENSHO N03upoBKy 300 EJl/mu, HapyIIaOT IOAIIYHKT «O»
nyHKTa 2 OCOOSHHOCTeH, B COOTBETCTBHH C KOTOPHIM T'OCYHAPCTBEHHBIM 3aKA3YHKAM
HAJVICXKHUT YKa3bIBaTh NO3UPOBKY ¢ BO3MOXKHOCTBIO ITOCTaBKH JIEKAPCTBEHHOIO Mpernapara
B KpaTHOH HO3HPOBKE M JBOHHOM KONMYECTBE, @ TAKXKEe C BOIMOXKHOCTBIO IIOCTABKH
JICKApPCTBEHHOIO IperapaTa B HEKPATHBIX 9KBHBATEHTHEIX JO3HPOBKAX, [O3BOJSIOLIAX
AOCTHYE ONMHAKOBOTO TEPAIIEBTUYECKOTr0 3 deKTa.

Hononuurensao PAC Poccuu 0TMEYAET, YTO B COOTBETCTBHH C ITOMITYHKTOM «B»
nyHKTa 4 Oco6eHHOCTEH B OTHOLICHHH JIEKAPCTBEHHBIX TPENapaTos, IIpeIHa3HaYeHHBIX
HCKIFOIHTEIILHO AT UCIIOTB30BaHMs B IEAHAaTPUYECKOH ITPAKTHKe, HOIYyCKAeTCs yKa3aHHe
Ha BospacT pebenka (ot 0, ¢ 3 mecsues, ¢ 12 mecanes u T.4.). ComacHo UHCTPYKIIMH 10
MCAULIHHCKOMY IIPUMCHEHHIO JIEKapCTBEHHBIN npenapar «Mucynus rapruny» 300 EJ/mr
MMECT TIPOTHBOIIOKA3aHUE NETCKUH BO3PAcT 10 6 JeT, NeKapCTBEHHEIH mpemapar
«HMucynny raprun» 100 EJl/Mmn — neTckuit Bospact 1o 2 Jer.

Taxum oGpasom, Mpu HEOGXOIMMOCTH 3aKyTKH JTeKapCTBEHHEIX npenaparos ¢ MHH
«MHCYNMH IMapruH» B JIEKapCTBEHHOH (opme «pacTBOp ISl MOAKOXKHOT'O BBEIECHHUA)
MCKIIOUHTCIIBHO UL MALUEHTOB OT 2 JI0 6 JIeT, 3aKa34MKH BIPaBe yKa3bIBaTh JO3KPOBKY
100 EJl/mn Ge3 ykasanus Bo3MOXXHOCTH mocTaBku 300 El/™mu.

Ha ocHOBaHMM M3NIOKEHHOTrO, B paMKaxX [OJHOMOYHH aHTHMOHOIIOIBHOTO oprasa,
YCTaHOBJICHHBIX ITYHKTOM 5 4acTH 2 CTaThu 23 3aKoHa O 3aIiuTe KOHKYPEHLHH IIYHKTOM
2 Tlocranosnennss, ®AC Poccuu pazbsicuser HEIOIIyCTUMOCTb 3aKyNKH KOHKPETHOH
AOSMPOBKH JICKAPCTBCHHBIX mpenaparoB ¢ MHH «MucymuH miaprum» (Hampumep,
300 EIl/™mi) 6e3 BO3MOXHOCTH IOCTaBKU JIO3MPOBKH, IIO3BOJSIONIEH  HOCTHYE
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OKBHBAJICHTHOTO TEpaneBTHYECKOro sddekra (Hanpumep, 100 EJl/m). Bmecte ¢ Tem mus
OIPENCTICHHBIX KATeTOPHH NalUeHTOB (meTd ¢ 2 10 6 JIeT) BO3MOXKHAZ 3aKyIKa
JICKAPCTBEHHBIX npenaparoB ¢ MHH «MHcynun riaprum» 100 EJl/mn Ge3 BosMoxHOCTH
nocTaBky 103uposku 300 EJI/mo.

HIO. Apremsen

H.B. [InoTuukos,
(499)755-23-23, 106. 088-708



