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O ¢hopMHpOBAHHH TOKYMEHTALHMH Ha 3aKYTIKY
JIGKapCTBEHHEIX  MmpemaparoB ¢ MHH
«Cyxcameronus #omum» u «CyKcaMeToHHs
XJIOpHI»

DenepalbHas aHTHMOHONONbHAS CIyx0a paccMoTpelda obpallieHHe I TaBHOTO
yIpaBlIeHUs opraHusanuu ToproB Camapckoii obmactu ot 04.04.2019 Ne 14 - 09/166 no
BONpPOCY (OPMHUPOBaHUS MOKYMEHTALHH O 3aKyIlKe JIEKAPCTBEHHBIX MPENaparoB ¢
MEXIYHAPONHBIMM ~ HENATCHTOBAaHHBIMH  HaMMEHOBaHMAMH  (mamee —  MHH)
«Cykcametonus Homum» u «CyKCaMeTOHUs XJIOPHA» B JIEKapCTBEHHON dopMe «pacTBOp
JUIs BHY TPUBEHHOI'O ¥ BHY TPHUMBIIIEYHOIO BBEICHUA» B H03UpoBKe 20 MI/MI ¥ cOOBIIaeT.

B COOTBeTCTBMH ¢ MONIYHKTOM «H» nyHkrta 5 OcobeHHOCTEH oONHCcaHUs
JIEKAPCTBEHHBIX MPEnaparoB OIS MEIMLHUHCKOTO MPUMEHEHWs, SBIIIOIUXCS OOBEKTOM
3aKyNKH [l 00ECNeYeHHs IOCyNapCTBeHHBIX U MYyHULMNATLHEIX HYXJ, YTBEPKICHHBIX
nocraHoBieHueM IlpaButensctBa Poccumiickoit ®emepamuu or 15.11.2017 Ne 1380
(manee — moctanosnenne Ne 1380) mpu ommcaHuum 06BEKTa 3aKyNKH He JOMYCKASTCS
YKa3bIBaTh MHBIE XapaKTEePHCTUKM JICKAPCTBEHHBIX IIPENapaTtoB, COAEpXKaluecs B
MHCTPYKIHMAX IO MNPUMEHEHUIO JIEKAPCTBEHHBIX IIpenaparoB, YKas3BIBAIOIHE Ha
KOHKPETHOTO MPOM3BOAMTENS I€KaPCTBEHHOIO Mpenapara.

CornacHo CBeIEHUSM rOCYJapCTBEHHOIO PEECTpa JIEKAPCTBEHHBIX CPEJICTB, BENCHHE
KOTOPOro MpeaycMoTpeHo cratkell 33 DenepansHoro 3akona ot 12.04.2010 Ne 61-03 «06
oOpallleHnn JIeKapCTBEHHBIX cpenctsy (namee — 3akoH Ne 61-D3), Ha TEPPUTOPHH
Poccuiickoit @epeparuu B pamkax MHH «CyKcameToHUsI HOAMI» 3aperHcTpPHUPOBAHEI
CI€Aylolue TOProBbleé HAHMEHOBAHMA JIEKAPCTBEHHBIX IIPEIapaToB B JIEKAPCTBEHHOMN
hopme «pacTBOp A/isi BHYTPHBEHHOrO W BHYTPHMEIIEYHOTO BBENCHHA» B JO3UPOBKE 20
MI/MIL:
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1. «CYKCAMETOHUM-BUOJIEK»  (Bnazener/nepxarelb  pPerdCTPaIOHHOIO

YAOCTOBEPEHHS AO «@apMmcTaszapT», perucTpanoHHOe YZOCTOBEpEHHE
Ne JICP - 002685/07;

2. «CykcaMeTOHHA AonuI» (Bmanmenewn/neprkarenb PETUCTPallMOHHOTO
YOCTOBEPEHHA OAO Hay49H0-I1por3BOACTBEHHBIN KOHIIEpH «9CKOM»,
peructpanuonHoe ynoctoeperue Ne JICP-010036/09;

3. «CykcaMeTOHHs Aomuny (Bmagenery/qepkarTens PEruCTPaLIOHHOIO

yoocroBepenuss OO0 «KOMITAHHUA «JIEKO», perucrpallMOHHOE YOOCTOBEpEHUE
Ne JICP-010924/09;

4. « Iutunun-Jlapauna» (Bragenely/aepxKarens peruCTpalliOHHOTO YIOCTOBEPEHHUs
HYAO «®DapmaueBtnueckas ¢upma «JlapHHLa», PErHCTPAllHOHHOE YIOCTOBEPEHHE
Ne TINO10637;

5. «CykcaMeToHUA Homum» (Bnaneneny/nepxarens pPErucTpaloOHHOro
yooctoBeperuss AO  «Hosocubxumbapm, perucTpalOHHOE  yOOCTOBEpPEHHE
Ne JITT-004086.

B pamkax MHH «CykcaMeToHus XJIOpPHO» 3aperdCTPHpPOBaHBEl CIELYIOIINe
TOProBbI€ HAHMMEHOBaHUs JIEKAPCTBEHHBIX IIPENapaToB B JIEKAPCTBEHHOM GopMe «pacTBOp
JUIS BHY TPUBEHHOI'O ¥ BHY TPMMBILIEYHOTO BBEACHU» B TO3UPOBKE 20 MI/MII:

1. «CykcameTOHUS XJIOpHI» (Bmageneny/nepxarens PETUCTPALIMOHHOIO
YAOCTOBEPEHMS OTKpPBITOE aKIUOHepHOe obmiecTBo «AkiuoHepHoe KypraHckoe
o0mecTBO MeNUIWHCKUX mpemnaparoB W wm3genuit «Cuntesy (OAO «CuaTEs»),
perucrpanuonnoe ynocroseperue Ne P N003409/01;

2. «JIucreHoH®»  (Bnamenen/mep)kaTellb  PETHCTPALMOHHOIO  YIOCTOBEPEHUS
OTKpPEITOE akuuoHepHoe ob0mecTBo «Takema Apctpus I'm6X»,  perucrpanmoHHOE
ynocroepenue Ne [T N012564/01.

B coorBercTBHM co cTareeit 15 3axkona Ne 61-®3 skcmepTH3a JieKapCTBEHHBIX
CPEACTB IPOBOAUTCA (QelepalbHBIM TIOCYIapCTBEHHBEIM OIOMKETHBIM yUpeXXIeHHEM
COOTBETCTBYIOLIErO YIOJIHOMOYEHHOIO (eepanbHOro OpraHa MCIOJHUTEIBHON BIIACTH,
CO3JaHHEIM JJI 00ecleYeHus UCIIOHEHHs OTHOMOYHIA 3Toro (efepallbHOIO OpraHa Io
BbI@a4e paspelleHHil Ha TMpoBeleHHe KIMHWYECKHX WCCIeNOBaHUN JIeKapCTBEHHBIX
IIpernaparoB U (UJIH) 110 FOCyIapCTBEHHON PEerHCTPaIiHy JIEKAPCTBEHHBIX MPEraparos.

N3 orsera @I'BY «HIIDCMII» Munsnpasa Poccuu ot 15.04.2019 Ne 8129 na
sanpoc MAC Poccum crnemyeT, 4YTO, YYHTHIBas COCTaB IMpENapaToB W OCOOEHHOCTH
JNEACTBYIOIIETO BEMIECTBA, MOXHO OXUAAaTh, YTO IPUMEHEHHE JIEKaPCTBEHHBIX
npenaparoB ¢ MHH «Cyxcameronus Homuny u «CyKcaMeTOHHS XJIOPHIY» B yKa3aHHOM
JUana3oHe JO3MPOBOK IIPH INPUMEHEHHHM B OJWHAKOBBIX H03aX IO 3KBHBAJIECHTHHEIM
[OKa3aHWsAM IIpM OJUHAKOBOM cHocobe BBeIEHUS TNpUBENET K  JOCTHIKEHHIO
9KBHBAJIEHTHOIO TepaneBTHYECKOro 3¢ eKra, C y4eTOM NMPOTHBONOKA3aHUH, CBA3aHHEIX C
pasnuYMeM COIM  JEHCTByrOLlero BemecTBa (OeTckuii Bo3pacT 1o 1 roxa,
HEIIEPEHOCHUMOCTE MpenaparoB ioxa).

Ha ocHOBaHMH H3/I0KEHHOTO, C Y4E€TOM IIO3UIMH 3KCIEPTHOTO YUYPEKICHUS
Munszapasa Poccr, B paMKax IOJTHOMOUYUHN aHTHMMOHOIOIEHOIO OpPraHa, yCTaHORIEHHEIX
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OyHKTOM 5 dWactu 2 ctartbu 23 ®DenepanpHoro 3akoHa ot 26.07.2006 Ne 135-@3 «O
3alIUTe KOHKYpeHIUU» U nmyHKToM 2 nocta”oBieHus Ne 1380, ®AC Poccun pasbscHIET,
4TO IpH ONMCAaHUM OOBEKTa 3aKylKM B JOKYMEHTallUH O 3aKyllKe JIeKapCTBEHHBIX
npenapatroB ¢ MHH «CykcameToOHUsI XJIOpUI» B JIEKAPCTBEHHOUM Qopme «pacTBOp I
BHYTPUBEHHOTO W BHYTPHUMBIINIEYHOTO BBENEHHSI» B JO3UpoBKe 20 MI/MII, 3aKa34MKH
TaKXKe JOJKHBI YKa3bIBaTh BO3MOXHOCTh IIOCTABKH JIEKApPCTBEHHBIX NpenaparoB ¢ MHH
«CyKkcaMeToHHs HOmuI» B JIEKapCTBEHHOH (opme «pacTBOp AN BHYTPHUBEHHOIO U
BHYTPUMBIIIEYHOTO BBEACHUS» B JO3UPOBKe 20 MIr/mMiI, NMpUMEHEHHE KOTOPHIX IO3BOJISAET
JOCTHYE DKBHBAIEHTHOTO TepaneBTHYecKoro 3¢ ¢exra, 3a UCKIIOYCHUEM CUTYallud Kora
nekapctBeHHBIN npenapar ¢ MHH «CykcameToHus XJIOpua» 3aKymnaeTcs i1 IPUMEeHEHU
JHULAMH C HETIEpeHOCUMOCTEIO ITpenaparoB ioja Wik Ui feTeil B Bo3pacTte 10 1 roga.

77 AlO. I{apukoBcKHii
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