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000 «IICK ®apma» Ocobas
Dxonomuueckas 3oHa TBT «[Iy6na»,
ITporpaMMHCTOB YiI., I. 4, ¢Tp. 2, a/s1 738,
r. lyona, MockoBckas o6i., 141983

1-i1 KpacHorBapzeiickuii npoesq, A. 15,
. Mocksa, 123112

defepanbHas aHTHMOHOIOJBHAA CIIyx0a paccMoTpena B paMKaX KOMIICTCHIHH
obpamenne 000 «IICK ®apma» or 18.10.2021 Ne 620 mo Bompocy thopMUpPOBaHHS
JOKyMEHTAlIMH Ha 3aKyIlKy JeKkapcTBeHHoro npemapara ¢ MHH «3tanepuent B
NeKkapcTBeHHOH (opMe «pacTBOpP UL TOJKOXHOTO BBEICHHSD) H «rmouuzar Ui
IIPUTOTOBJICHHSI PAcTBOpPA JUIs OAKOXHOTO BBEASHHA» B COOTBETCTBHH C OcobOeHHOCTAMH
ONHMCAHMs JIEKAPCTBEHHBIX IIPENapaToB Ul MEIUIMHCKOIO IPHMEHEHHUS, SBISIOIIMXCAH
0OBEKTOM 3aKyNKd il o0ecredeHusl TOCYHAapCTBEHHBIX H MYHHIMMIATBHBIX HYXI,
yTBep/KIEHHBIMM  mocTaHoBnenmeM  Ilpasutenscta  Poccukckod denepaliu
or 15.11.2017 Ne 1380 (mamee — Ilocranosnenue, OcOOEHHOCTH —ONMCAHHMA
JIeKapCTBEHHBIX TIPENapaToB), ¥ cO00MmIaeT,

B coorBercTBMM ¢ nyHkToM 2 OcoOeHHOCTe# ONMUCAaHWUA JIEKAPCTBEHHBIX
pernaparoB IPH ONHCAaHMM B JOKYyMEHTAallMd O 3aKyNKe 3aKasdukH ITOMHMO
MeKIyHapOHOTO HENATeHTOBAHHOTO HAMMEHOBaHMA (Zaee — MHH) nexapcTBEHHOTO
npenapata (WK PH OTCYTCTBHM TAaKMX HaHMEHOBaHHH XMMHYECKOIO, IPYNIMPOBOTHOTO
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HaMMEHOBaHHs) YKa3bIBAIOT JIeKapcTBEHHYIO (hopMy Ipenapara, BKIIOYasd B TOM 4YHCIIE
SKBHBAJIEHTHBIE JIEKapCTBEHHBIE (OPMBI, IO3MPOBKY JIEKAPCTBEHHOro IIpernapara ¢
BO3MOXXHOCTBIO ITOCTABKH JIEKAPCTBEHHOIO IIpernapara B KpaTHOH T03MPOBKE W JBOMHOM
KOJIMYECTBE, a TaKXKe C BO3MOXKHOCTBIO IIOCTaBKH JIEKApCTBEHHOTO IIpernapara B
HEKpaTHBIX OSKBUBAJIECHTHBIX JO3UPOBKAX, IIO3BOJIAIOIMMX JOCTHYH  OJWHAKOBOIO
TeparneBTHYecKoro 3(p¢eKra, H 0CTAaTOYHBIA CPOK TOTHOCTH JIEKAPCTBEHHOIO IIperapara,
BEIPaXXCHHEIN B AMHULAX U3MEPEHIS BPEMEHH.

ComtacHo cBefieHHsAM [oOCynapCTBEHHOIO peecTpa JIEKapCTBEHHBIX CpPEICTB,
BefleHHe KOTOpPOro IpemycMOTpeHo crarbed 33 ®enepansHoro 3akona or 12.04.2010
Ne 61-®@3 «O6 obpaleHny JIEKApCTBEHHBIX CpeAcTBy» (Hanee — PeecTp), Ha TeppUTOPHHU
Poccuiickoit ®enepanyu B pamkax MHH «DraHeprent» B JeKapcTBEHHON (opme
«pacTBOP IS TIOJIKOXKHOTO BBEIEHUSD 3apErMCTPUPOBAHO 3 JIEKApCTBEHHBIX Mperapara, a
B JIEKapCTBEHHOH (opMe «IHMO(GMIU3aT Uld TPHUIOTOBICHUA PAacTBOpa AT IOLKOXKHOIO
BBEJICHIS) 3aPETUCTPUPOBAHO 2 JIEKAPCTBEHHEIX NIpenapara.

®AC Poccun obpaimaer BHUMaHWe, YTO JIHO(UIM3ATHl Iepel] MPHMEHCHHEM
TpeOyIOT MPEABAPUTENBHOTO pa3sBelEHUs] PaCTBOPUTENEM, COOTBETCTBEHHO, B OpraHHU3M
yeJoBeKa BBOOMTCH He JIMOGMIH3AT, a pacTBOp. TakuM 00pazoM, crocod IpUMEHEHHsS
BCEeX JIEKAPCTBEHHBIX IperapatoB B pamkax MHH «3Jtanepuent» mpearoiaraet
MTOJIKOYKHOE BBEICHHE pacTBOpa.

B cootBercTBuH ¢ rcbMoM PIBY «HIIDCMIT» Munsapasa Poccun ot 12.11.2021
28465, nanpasnenHsiM B MAC Poccuu nuceMom Munszpasa Poceun ot 15.11.2021
Ne 25-6/2621, B HacToslee BpeMs C ydYeToM HHOpMalM{d [0 IPHMEHEHHIO
JNIeKApCTBEHHBIX mnpemapatoB ¢ MHH «DTaHepuenT» B JIeKapCTBEHHOH —Qopme
«moGuIu3ar s TPUTOTOBIGHMS  pacTBOpa U1 IOJKOXXHOTO  BBEACHMY,
peniaMeHTHpyeTCss MX IIOJKOKHOE BBEJEHHWE I[IpH TPUTOTOBJICHHM pacTBOpa B
KOHIeHTpauy 25 mr/mit u 10 Mr/mi. JlekapcTBeHHas GpopMa «pacTBOp s OJKOXXHOTO
BBEJICHUS» MPEIIIOJIaraeT BBeIEHHEe pacTBopa B KoHIeHTpanuu 50 Mr/mi. B To BpeMs Kak
nexapcTBeHHas GopMa «pacTBOpP Ul IIOAKOXKHOIO BBEASHHA» BKIIOYAET IOKA3aHHUA
HCKITIOUMTENBHO Y B3POCIBIX, JIEKapCTBeHHAs GopMa «IHOGMIN3AT IJis PUIOTOBICHUA
pacTBOpa U MOJKOKHOTO BBEIASHHS» B JO3UPOBKE 25 MT BKJIIOYAET B3POCIIBIX U HeTel, a
nosupoBka 10 Mr BKIIOYAET TONBKO JeTeil. B CBA3M ¢ pasnuuusMH B KOHEYHOH
KOHI[EHTPALlMd pPACTBOPOB M OTCYTCTBHM MCCICHOBaHMM, MO3BOJIAIONIMX OLEHHUTH
TIEPEHOCHMOCTE, 3(hGhEKTHBHOCTE B (AapMaKOKUHETHKY IPUMEHCHHS y JeTeH pacTBopa B
no3upoBKe 50 Mr/MiI, €ro IpUMEHEHHe Ha STOH MOMYJISUHH He IPU3HACTCS MPUEMIIEMBIM.
IIpy oTOoM pasHble JIeKapCTBEHHBIE  (QOPMBI  JICKapCTBEHHOrO  Ipemapara ¢
MHH «DTaHeplent» He MPEeINoiaraloT MPUMEHEHHe Ipernapara B  ORMHAKOBOM
[103UpOBKe (KOHIIEHTPALIMK) KOHEYHOTo pacTBopa. C yueToM pasiiyis MOKa3aHuH BEIBOJ
0 BO3MOJKHOCTH TPUMEHEHHMsI MperaparoB B Pa3HBIX JIEKApCTBEHHBIX (hopMmax Ha OJ[HOH
rpyIie TaueHToB (B YACTHOCTH AETIX) HEe MOXKET OBITH C/IeNaH.

Ha oCHOBaHMH H3JIOXKEHHOTO B paMKax MOJIHOMOYHI aHTHMOHOIIOJIBHOIO Oprasa,
YCTaHOBJIEHHBIX I[YHKTOM 5 d9acTh 2 cTaThu 23 3aKOHa O 3allliTe KOHKYPEHIWH H
mynkToM 2 IToctanosnenus, ¢ ydetom nosuuuu @I'BY «HHIISCMID» Munsnpasa Poccumu,
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a TakyKe B LEJIAX HEIONyINeHHWs OIpaHUYECHUs KOIWYEeCTBA YYacTHUKOB 3aKymnok, ®AC
Poccuu mpuxomMT K BBIBOAY O HEOOXOOMMOCTHM BBIJEJIEHHS B OTHEJIBHBIA JIOT
nexapcTBeHHBIX mpenaparoB ¢ MHH «Dranepment» B JekapcTBeHHOH ¢opme
«mohuIu3aT A MPUTOTOBJIEHHS pacTBOpa UIA TOIKOKHOTO BBENCHUS» I JeTeit
MIaname 12 et ¥ Maccoit Tena MeHsble 62,5 Kr.

DAC Poccuu pazbsacHsAET HEAOMYCTUMOCTE 3aKYIIKH JIEKAPCTBEHHBIX IIPENapaTroB ¢
MHH «3Dtanepuenty (110 oOAHUM K TE€M KE IIOKa3aHUAM K IPUMEHEHHIO, IIPU OAMHAKOBOM
(MOIKOXKHOM) ITyTH BBEIEHNS) B JIEKAPCTBEHHOHN hopMe «THohIIH3aT A TIPUTOTORICHUS
pacTBopa IS IOAKOKHOIO BBENEHWs» Oe3 yKa3zaHHs BO3MOXKHOCTH IIOCTaBKH
JIEKapCTBEHHBIX IIPENApaToB C 3KBUBAJIEHTHOH JIEKapCTBEHHON (opMoii: «pacTBOp IJIA
IIOJKOXKHOIO BBEIEHUS», 338 HMCKIIOUEHHEM 3aKyIlKH JIEKAPCTBEHHBIX IIPENaparoB i
neteif Mnanme 12 eT ¥ Maccoit Tena MeHbIIe 62,5 Kr.

[Tpunoxenue: Ha 3 1. B 1 3K3.
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