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O popMypoBaHHY HOKYMEHTALMH Ha 3aKYIIKY
JIEKapCTBEHHBIX  npemaparoB ¢ MHH
«CyxcameroHust Homum» u «CyKCaMeTOHUs
XJIOpHAY

Depepanbias aHTUMOHOIONbHAsS CIyx6a paccMoTpena obpamieHHe ITaBHOTO
yHpaBjieHus opraHusanuu ToproB Camapckoil obmactu ot 04.04.2019 Ne 14 - 09/166 mo
BOTIPOCY (DOPMHPOBaHHA MJOKYMEHTALMH O 3aKyINKe JIEKAPCTBEHHBIX IIPEIaparoB C
MEOXIYHAPONHBIMU ~ HENATeHTOBAHHEIMM  HaMMEHOBaHMAMM  (manee —  MHH)
«Cyxcameronus Homuny u «CyKCaMeTOHMs XIOPHI» B JTEKApCTBEHHOM (hOpMe «PacTBOp
AJis BHYTPUBEHHOI'O X BHY TPUMEIIIEYHOIO BBENCHILT» B TO3UPOBKe 20 MI/MJI U COOBIIAET.

B cooreerctBHE ¢ HOAMyHKTOM «u» IyHKTa 5 OCOGEHHOCTEH OMHCAHUS
JICKapCTBEHHBIX INPEINaparoB JUIS MEIUIMHCKOIO INPUMEHEHWs, SBISIOMUXCS OOBEKTOM
3aKyTIKH 711 0GeCleueHns ToCy[apCTBeHHBIX ¥ MYHHLUIANBHEIX HY)XKI, YTBEPIKICHHBIX
nocraHoBneHueM IlpasutenscTa Poccmiickoit ®emepamuu ot 15.11.2017 Ne 1380
(nanee — mnocranosnerne Ne 1380) mpu onmcaHHM OGBEKTa 3aKyIIKd HE JOILyCKaeTcsd
YKasblBATb MHBIE XapaKTEPUCTHKU JIEKAPCTBEHHBIX I[IPENapaToB, CONEpIKAIMECT B
HHCTPYKIMSX IO [OPHMEHEHHWIO JIEKAPCTBEHHBIX MpPENaparoB, yKa3bBIBAIOIIHE Ha
KOHKPETHOTO POU3BONUTEINS IEKAPCTBEHHOTO Ipenapara.

CortacHo CEeIeHUAM TOCYIapCTBEHHOIO peecTpa JeKapCTBEHHBIX CPEICTB, BENEHNE
KOTOpOro npexycMoTpeHo crarbei 33 denepansHoro 3akona ot 12.04.2010 Ne 61-®3 «06
oOpallleHuM JIeKapCTBEHHBIX CPENCTB» (Hamee — 3akoH Ne 61-®3), Ha TeppuTopHH
Poccuiickoit @enepamuu B pamkax MHH «CyKcaMeToHMS HOTHI» 3aperuCTPUPOBAHEI
CIICAYIOMIHE TOPTOBBIE HAWMEHOBAHMS JICKAPCTBEHHEIX IIPENapaToB B JIEKApCTBEHHOM
hopMe «pacTBOp JUIf BHYTPUBEHHOTO ¥ BHYTPHMHIIIETHOTO BBENCHUS» B nosuporke 20
MI/MIT:
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1. «CYKCAMETOHMIA-BUOJIEK»  (BIajener/aepiaTens  perHCTPAliOHHOIO

YIOCTOBEPEHHUS AO «DapmMcTangapT», perucTpaloHHOe YIOCTOBEpEHHE
Ne JICP - 002685/07;

2. «CykcaMeTOHus Homumy (Brianenen/pepxarens PErUCTpanoOHHOrO
YIOCTOBEPECHUA OAO Hay4HO-IIpOoHN3BOACTBEHHEIH KOHIIEpH «3CKOM»,
peructpanonHoe ynoctoseperue Ne JICP-010036/09;

3. «CykcaMeTOHHUA homuamy (Bnagenew/nepxarens pErucTpaloHHOro

yrnocrosepernss OO0 «KOMIIAHHUSA «JEKO», perucrpalliOHHOE YHOCTOBEpEHHE
Ne JICP-010924/09;

4. « utunve-JlapHunay (Bragenel/qepxarens perncTpaldoHHOIO YIOCTOBEPEHHS
YAO «®apmauesTuueckasd ¢upma «/lapHuI@», PErHCTPAlMOHHOE YIAOCTOBEPEHHE
Ne TTNO10637,;

5. «CyxcameToHus Homum (Bnapenewy/nepxares PErucTpaluoOHHOrO
ynocrosepenus AO  «Hoocubxumbapmy, pETHCTpalliOHHOE  YINOCTOBEpEeHUe
Ne JITI-004086.

B pamkax MHH «CyxcaMeTOHHSI XJIOPWA» 3aperHCTPUPOBAHEI CIIELYIOLIIe
TOProOBble HAMMEHOBaHUsA JIEKaPCTBEHHBIX IIPENapaToB B JIEKAPCTBEHHON GopMe «pacTBOP
IJ11 BHY TPHBEHHOTO W BHY TPUMBILIEYHOTO BBEICHUI» B HO3UPOBKe 20 MT/MIL:

1. «CyxcameToHUS XJIOPUI» (Bmamenen/nepxarens PEerucTpaloHHOrO
YOOCTOBEPEHMsT OTKPBITOE akKLMOHEepHOoe obmecTBo «AkuuoHepHoe Kypranckoe
oflecTBO MEeMWIMHCKUX IpenaparoB u u3genuit «Cumres» (OAO «CuHTE3Y),
perucrpanvornoe ynocrosepenue Ne P N003409/01;

2. «JJucrenoH®»  (Bnanenel/mepxareNs — PETHCTPAILMOHHOTO  YHIOCTOBEPEHHS
OTKPHITOE akKIuoHepHoe obmecTBo «Takema Ascrtpus I'MOX»,  perucTpanmoHHOE
ynocroseperne Ne IIN012564/01.

B coorsercTBUE cO crarbeit 15 3axoma Ne 61-®3 skcmeprusa JeKapCTBEHHEBIX
CPeICTB IPOBOOUTCH (efepanbHEIM TIOCYIapCTBEHHBIM OIOMMKETHBIM YUpEsKIeHUEM
COOTBETCTBYIOIIEr0 YIOIHOMOYEHHOTO (elepaIbHOr0 OpraHa HCIONHHTENLHON BIIACTH,
CO3aHHBEIM JJI1 00eCIIedeHNs UCITOTHEHUS IOJTHOMOYHIT 3Toro (hefepalbHoro opraia Ino
BBIa4€ paspellleHu#l Ha IpoBeleHHEe KINHUYECKUX HCCIENOBaHUN JIEKapCTBEHHBIX
IIPEnaparoB K (HIK) II0 TOCYAapCTBEHHON PETHCTPALHY JIEKAPCTBEHHEIX IIPENapaTos.

Us oreeta OI'BY «HLIDCMII» Munsnpasa Poccuu ot 15.04.2019 Ne 8129 na
zanpoc - PAC Poccum cremyer, 4to, yYUTHIBAsS COCTaB IIPeNaparoB ¥ OCOOEHHOCTH
JNEeWCTBYIOIIEr0 BEIECTBAd, MOXHO OXWIATh, YTO TNpPUMEHEHHE JIEKAPCTBEHHEIX
npenaparoB ¢ MHH «Cyxcameronus tomun» u «CyKCaAMETOHHS XJIOPHI» B YKa3aHHOM
JuanasoHe MO3WPOBOK IPM NPHMEHEHWHM B ONMHAKOBBIX J03aX IO 3KBHBAJIEHTHEIM
[OKa3aHUsAM TPH ORMHAKOBOM crmocobe BBEIEHHS MPUBENAET K JIOCTHIKEHUIO
SKBUBAJIEHTHOTO TepaneBTHYECKOro 3PdeKTa, ¢ y4eToM IpOTUBONOKA3AHMIA, CBA3aHHEIX C
pasiuuueM COlIM  JCHCTBYIOIIEro BellecTBa (JeTckuit Bo3pacT 10 1 ronxa,
HeIlepeHOCUMOCTE IIpenaparoB fona).

Ha oCHOBaHWM H3NOXKEHHOTO, C YYeTOM MO3UIWMA OSKCHEPTHOTO YUPEKICHUA
Mun3zpaga Poccuy, B paMKax IOTHOMOYMIA aHTHMOHOIONLHOIO OPraHa, yCTAHOBNEHHBIX
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myHKTOM 5 uactu 2 crarbu 23 ®DenepanbHoro 3akoHa oT 26.07.2006 Ne 135-@3 «O
3aIuTe KOHKYpPEeHUIHN» U MyHKkToM 2 mocTtaHoBieHus Ne 1380, DAC Poccuu pasbsCcHIET,
4TO IIpd ONMCAHUM OOBEKTa 3aKyNKH B HOKYMEHTAaLHMH O 3dKyIlKe JIEKapCTBEHHBIX
nperiaparoB ¢ MHH «CykcaMeTOHUS XJIOPUI» B JIEKAPCTBEHHON (GopMe «pacTBOp LI
BHYTPUBEHHOIO W BHYTPHUMEBIIIEYHOTO BBENEHNs» B Ho3upoBke 20 MI/MI, 3aKa3uuku
TaKKe JOJDKHBI YKa3bIBaTh BO3MOMKHOCTB TIOCTABKH JIeKApCTBEHHEIX Npenaparos ¢ MHH
«CykcaMeTOHHs Homua» B JIEKapCTBEHHOM ¢opMe «pacTBOp I BHYTPUBEHHOIO H
BHYTPAMBIIIEYHOTO BBEICHUDY B N03UPOBKe 20 MI/MII, NPUMEHEHHE KOTOPHIX [O3BOJIIET
JOCTUYE 3KBUBAIIEHTHOTO TepaneBTUIECKOro 3¢ dekra, 3a UCKITIOUSHUEM CUTYallld KOTna
nexapctseHHsii npenapar ¢ MHH «CykcameTonust Xiopuay 3aKynaeTcs I IPUMEHeHUs
TMIEAMHU C HEeITepEeHOCUMOCTEIO ITpenaparoB Hoja Wity JUls AeTel B Bo3pacrte 110 1 roza.
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