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MenuuuHCcKHEe OpraHu3aliu
O HEOOXOIUMOCTH H3IBATHSA

¢anscHPHUIIEPOBaHHOTO IEKaPCTBEHHOTO Oprass! ynpaBiIeHus

CpeICTB
perctha 37paBOOXpaHeHHeM CyOBEeKTOB
Poccuiickoi ®enepanuu

DenepanbHas ciayxba mo Hagzopy B cepe 3ApaBOOXPAHEHHS HA OCHOBAHUU
cBeeHui, npenocTaBieHHbpx OIBY «MMIDYAOCMID» Pocsnpasranzopa (Puinnan
roponta  PocroBa-Ha-/loHY), uHpopmupyer 0 HeOOXOOUMOCTH  M3BATHA
danscuuuMpoBaHHOro JexapcTBeHHOro mpemapara «I'epuentuH®, muodummsar s
IPUTOTOBJIIEHMS] KOHLEHTpaTa s NPUTOTOBICHHS pactBopa Ans HHQYy3ud 440 wmr
(dbnakoH)/B KOMILIEKTE C pacTBOpUTeneM-6akTepHocTaTHYeckas BoAa Juis MHbEKUMA 20
mi/» cepun N3586/B2066, Ha ymakoBKax KOTOPOro YKa3aH IIPOH3BOAMTENb
«®.Xopdmaun-JIa Powr Jita.», leeiinapus, nmpousseneHo «Jhxenentek Muk.», CIIA,
ynakoBano 3A0 «OPTAT», Poccus. O BHISBIEHMH YKa3aHHOH CepHH JaHHOTO
NIEKapCTBEHHOrO  Tperapara cyObeKThl  OOpaieHdst JIEKapCTBEHHBIX  CPEACTB
uHpopMHpoBaHEI MHCEMOoM Pocanpasnanzopa ot 17.02.2014 Ne01M-153/14.

W3bATHIO M YHMYTOXKEHHIO B YCTAaHOBIGHHOM INOpPsAKE IOIEKAT YIAKOBKA
YKa3aHHOM CEpHH JIEKapCTBEHHOrO CPEACTBA, HMEIOIHUE OTIHYHTEIbHBIC NPH3HAKH,
HIepEYHCIICHHBIE B IPUJIOXKEHUH.

denepanbHad ciryxba Mo Hag3opy B cdepe 3ApaBOOXPAHEHHS Mpeajaraer
cyObekTaM oOpallleHHs JIeKapCTBEHHBIX CPEACTB M MEAHMLHUHCKHM OpraHH3allHAM
NPOBECTH IIPOBEPKY HA HAIWYHE [EePEYUCICHHBIX B TPUIOKEHHH IPH3HAKOB
QabcupUKaNAU B UMEIOLIUXCA YIIaKOBKaX YKa3aHHOM CepHM Ipemapara, O pe3yJbTarax
KOTOpO# nporH(pOpPMUPOBATL TEppHTOpHaNbHEIH oprad PocsmpasHanzopa.

TepputopuanbHbiM opraHaM Poc3paBHaja30pa B COOTBETCTBHH ¢ «IlpaBuiamu
YVHUUYTOXEHHS HENOOPOKAYECTBEHHEBIX JIEKAPCTBEHHBIX CPEACTB, (albCHGHIHUPOBAHHEIX
JIEKapPCTBEHHBIX CPEACTB M KOHTPadaKTHHIX JIEKAPCTBEHHBIX CPEACTBY, yTBEPKICHHBIMH
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nocraHoBieHueM IlpasutensctBa Poccumiickoit ®@egepauun ot 03.09.2010 Ne674
IIPOBECTH MEPOINPHUATHSA N0 KOHTPOJIO 32 H3bATHEM M YHHYTOXEHHEM BLUIBICHHOTO
¢banscHPpHUIAPOBAHHOTO JIEKAPCTBEHHOI'O CPEACTBA YKA3aHHOM CEpHUH.

O pesynbeTaTax npoBefeHHO! paboTH HHGOPMEPOBATE Poc3apaBHan3op.

IIpunoxenune: Ha 2 1. B 1 3K3.

Bpuo pykoBoauTens M.A.Mypaiko

I".B.I'anHoyka
8(499)578 01 87




IIpunoxenue k nuceMy PocsapasHanzopa

or 2.0 Y. IH Ne 0’/%’674//”/

OTIHYATENbHEIE NPU3HAKH (anbcuduuupoBanHoro npenapara «I'eprentuH®,
MHOOGUIKA3AT IS TPHTOTOBIEHUS KOHIIEHTpaTa AJd IPUTOTOBJIEHMS pacTBOpa s
uady3uii 440 Mr (GrakoH)/B KOMILIEKTE C pacTBOpHTENeM-0aKTepHOCTaTHYECKas BOJA
U1 uabekimii 20 M/ cepum N3586/B2066:

Hassanmue OpuruHalbHBIH IIpenapar danscHPHIAPOBaHHBIH
IIpU3HAKA npenapar
YnakoBxa: Cno)xxeHHe MHCTPYKLUHH N0 BepTHKaIH | Clo)KeHHe MHCTPYKLUHH 10 BEPTHKAIIH
- UHCMpYKYus | BTpOe BJ[BOE
no
npumenenuto | TexcT HamedaTtaH ¢ 3anojHEHHEM | TeKCT HameyaTaH TOJIBKO Ha JHLEBOM
00enx CTOPOH W B Hell NMPHCYTCTBYIOT | CTOPOHE, OOpBIBAcTCS Ha CEpeIHHE
BCE pasziensl yTBEPXKIEHHO#H | bpassl  2-ro abzaija  pasgena
HHCTPYKLIMH «ITobouyHOE AEHCTBHEY, BCE
HOCJIEAYIOIIME PA3AEIIE OTCYTCTBYIOT
MapkupoBka: | JlekapctBeHHas ¢opmMa ykazaHa B |JlexkapcTBeHHas ¢opMa YyKa3aHa B
- ¢pnaxon ¢ peaKuuu: «IHopuIU3aT Ul | peJaKkuuu: «idohunmsar ISt
npenapamom | IPUTOTOBJIIEHHA KOHUEHTPATa I | IPUTOTOBIIEHUA KOHIEHT IS
IIPUTOTOBJICHHUS pacTBopa IUIsl | IPUTOTOBJIEHUS pacTBopa s
UHY3UN» HHOY 3
Bce Haamucu HaHeceHel MpHQTOM, | Bce Haamucu HaHECeHBI MIPHPTOM,
BEINIOJIHEHHBIM ~ TOHKHMH, UETKHUMH | BEIIIOJIHEHHBIM SPKHUMH, pPa3sMBITBIMH
JTUHUAMH JTUHUAMH
Beicota  nMHHMA  IOTpHX-KoJa MO | Beicota JIMHMIT  IOTPUX-KOJa  IIO
HUXKXHCMY Kparo 3THKETKH 2 MM HHXXHEMY KpalO0 3THKCTKHU 1 MM
- ¢hnaxon ¢ BeprHKkanbHad opamieBasd Mojoca Ha | BepTukanbHas opamxeBasd Mojoca Ha
pacmeopu- ITHKETKE durakona ApKad, C | oTUKeTKE (prlakoHa CBETINasd, LIUPUHON
menem KMPNHUYHBIM ~ OTTEHKOM, LIHPHHOM | 2,5 mm

1,5 mm




- 6mopuyHas
YNaxKoexa

B JIOTOTHIIE KOMIIAaHUHU Ha
¢poHTAILHOH M OOKOBBEIX CTOpPOHAX
mayku Bce OykBol B Haamucu Roche
POBHEIE, HIMEIOT OAMHAKOBYIO TOJIIHHY
JIMHU K HAXOAATCA Ha OZHOM YPOBHE

B JIOrOTHIIE KOMIIaHUH Ha
¢poHTaIBHOH M OGOKOBBIX CTOPOHAX
nayku Bce OykBbl B Haamucu Roche

HeoauHakoBele. bByxkBa «R» uMeer
Oonee  TONCTYyI0 JIMHHIO  «JI€BOM
NUIOYKM MW IpaBOll  HOXKH» H

HaXOMUTCA YyThb HIXKE CTPOKH C
oCTaJbHBIMU OyKBaMU




