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MACMOPT KAYECTBA

Kop: ®-05-CON-K.NP-037-01

Ne 172ZL

HaumenoBaHue

MNepwuuasnn kancyns 10 mr

Mo 10 kKancyn B KOHTYPHYIO AYENKOBYIO YNAKOBKY U3 NAEHKN NONUBUHUNXAOPNLHON

Bupg ynakoBkmn

1 Gonbr aMOMUHUEBO NEYATHON NAKMPOBAHHOMN. M0 5§ KOHTYPHBIX AYENKOBbIX

YNAaKOBOK BMeCTe ¢ MHCTPYKUWen No NpUMEHEHMIO NOMELLAIOT B NaykKy KapTOHHYIO.

Homep cepun
Jarta nponssogcrea

KonunvecTBo B cepun

Ucnbitanua (ananusbi) nposegexsl no

PerncrpaunoHHoe ygocrosepenune

040624
19.06.2024
10 314 yN

Fogex ao

NN-003560-120416, uam.Ne1,2

05.2026 (31.05.2026)

Nnn-003560 ot 12.04.2016. ata eHeceHunn namenennn 13.04.2021

Moxasarvens Hopubl Pe!yﬂbTaTbl NCNbITaHKUA
Teepavie xenatnHoBsle Kancyne: pasmepa N 1 ¢ kopnycomu | Teepabie xenatuHoBbie kancynsi pasmepa Ne 1
Onmcanve KPHILKOH XenToro usera, Kancynsl CoaepXar nopowox € KOPNYCOM W KPBILUKOA XEeNToro Lseta
XENTOro usera. Kancyns! Cofepxar NopoLIOK XenToro useTa
CnexTp NOrAOILEHHA MCNBLITYEMOro pacTBopa Npenapara & CnexTp NOFNOWEHNA UCIBITYEMOTO pacTeopa
NoanukHocTe obnacti o1 220 o 450 HM [OMKEH NMETE MAKCUMYMBI NPH npenapara & o6nactu ot 220 go 450 um umeer
(232 £ 2) Hm v (272 1M £ 2) HM, Musmym npy (250 Hm £2) max = 233 um
HM M NASY0 MK CNABOBBIPAKEHHDIN MAKCUMYM B 0BnacTk or max = 272 um
300 go 350 um min = 250 km
nNeyo W ChaboBbiPaXKeHHbIE MAKCUMYM B
obnactu o1 300 go 350 um
90 %
Pacrsopenune He menee 75 % (Q) nepuunaznHa yepes 45 muH.

MocTopoHHne NpUMech

NMoban HempeHTUdULMPOBaHHAA Npumech — He Bonee 0,2 %;
cymma npumecen — He Gonee 1,0 %

TMoban HengeHTMPMUUPOBAHHARA NPUMech —
0,04 %; cymma npumecein - 0,1 %

MukpoBUOnoTHYeckan YucToTa

Obwee ynucno aspobHbix
MHKPOOPFaHUIMOB

Obwee YUCNO APOXKEBLIX
v nnecHeBsIX rpubos

He 6onee 10° KOEs 1 1

He Gonee 10° KOEe 11

Menee 5 x 10" KOE 8 1r

Menee 10" KOE B 1r

NPOM3BOAUTEND, TOPrOBOE Ha3BaKue NPenaparta, AO3UPOBKY,
neKapcTBeHHy1o GopMy, HOMEP CEPUM, CPOK FOIHOCTH.

Escherichia coli Ovcyrcioues 17 Orcyrereue s 11
OaHOPOAHOCTD OTknoneHune coepxanua e gonxHo npessiwate 10,0 % or Xmin=-27%: Xmax=+6,4%
AO3NPOBaKVA CPeHero CofleprkaHusa
KonuuecrseHHoe Copepxanue CpHy;N,OS (nepuumnasvwia) 8 nepecyere Ha 9.91 mr
onpepenexue CPEHIoI0 MACCY COLEPMKMMOrO Kancynbl SOMKHO Bbite B 4
npenenax or 9,25 mr ao 10,75 mr
Mo 10 Kancyn B KOHTYPHYIO AYEAKOBYIO YNAKOBKY W3 NNEHKW Mo 10 xancyn 8 KOHTYpPHOW AYEHKOBOW
Ynakoska NONMBUHUNXNOPUAHOK W HONBIV ANIOMUHWNEBOH NEUATHOM YNAKOBKE M3 NNEHKN NONVBUHWNXNOPVAHON
NaKUPOBAHHOM. $onbru aNOMUHWEBOR NEYATHOW
Mo 5 KOHTYPHbIX AYSHKOBbIX YNAKOBOK BMECTE C MHCTPYKUWER | NnakupoBanHowW. [10 5 KOHTYPHbIX AYEN KOBbIX
N0 NPUMEHERKIO NOMEWAIOT B NAUKY KAPTOHHYIO. YNaKOBOK BMECTE ¢ MHCTPYKUWER No
NPUMEHEHWIO B NaYKe KAPTOHHON
Ha KOHTYPHOH AYEKOBOM YNaKkoBKe yKa3biBaT npeanpuaTie- | Ha KOHTYPHOW AYERKOBOR yNakoBKe yKaiaHo
Mapknposka

NpeAnpUATHe-NPOU3BOANTENL, TOPFroBOe
Ha3BaHme Npenapata, fO3WPOBKa,
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Koa: ©-05-CON-K.NP-037-01

MACMOPT KAMECTBA
Ne 172ZL
Nokazarens Hopmei Pesynbrarbl MCNbITAHWA
o Ha nauxe anA KOHTYPHOW AYENKOBOI YNAKOBKM YKa3bIBaOT NeKapcTeeHHan fopma, HOMEP CepWK, CPOK

NPeAnpUATAE-NPON3BOANTEND, €70 TOBAPHbLIA 3HAK, CTPaNY, FOAHOCTH.
TenedoH, pakc, TOprosoe Ha3saHue Npenapara, Ha nauke AnA KOHTYPHOM AUEAKOBOR YNAaKOBKY
MEXAYHAPOAHOE HENATEHTOBAHHOE HA3BAHME, NEKAPCTBEHHYIO | YKA3AHO NPeanpusaTHe NPOU3BOAWUTEND, ero
$opmy, AO3VPOBKY, Ha3BaHWE W COAEPXaHne NeACTBYIOWero TOBAPHLIY 3H3K, CTpaHa, TenedoH, Pakc,
BELeCTBa B OAHON Kancyne, «B cocTas BCNOMOraTenbHbiX TOProBOE HalBaHwe Npenapara,
sewlecrs 060N0UKM Kancynbl BXOQUT KPacuTeNb a3opybuH n MEXAYHAPOAHOE HenareHTOBAHHOE Ha3BaHuWe,
KPacuTeNnb CONHEYHBbIA 3aKaT XKenTuny (yKalbiBaerca ana nexapcreeHHan GOpmMa, A03UPOBKA, Ha3BaHue U
nosnposkn 5 Mr), «B cocTas BcNOMoraTensHbix BewecTs cofilepxaHue AerCTByIoWero B=u/ecTsa 8 OQHOM
0560N0UKI KANCyNbi BXOANT KPAaCcWUTeNb CONHEYHBIA 3aKkaT Kancyne, <B coCTae BCOMOraTenbHbIX BEWeCTs
xentoia» (ykasmsaerca ans gosuposku 10 mr), «B coctas 060ONOUKHM KanCynbi BXOAMT KpacuTens
BCNOMOTaTenbHbIX BewecTs 060N0UKH Kancyns! BXOAWT CONKEYHBIN 3aKaT XENTHIR>, KONWMYECTBO Kancyn

[ kpacurens nyHuoesii [Monuo 4R]» (ykalvieaerca gna 8 O\HOM YNAKOBKe YCNOBUA XpaHeHns, cnocob

[ Aoanposkn 20 Mr), KONMUECTBO KANCYN 8 OIHOW YNaKoBKe, npumeHeHun <flns npuema BHYTPL>, YCNOBWA

ycnosua xpaHeHua cnocob npumerenun «lna npuema oTNYCKa, NpeaynpeanTenbHbIe HAANMCK:

| BHYTPbY®, YCNIOBMA OTNYCKA, NPeAYNPeAvTENbHLIE HafNUCK. <MpuMeHATHL NO HasHaueHno Bpaua>, <Mepen
«IpUMEHATB NO Ha3HaueHWIo Bpaua», «Mepen NPUMEHERUEM | NPUMEHEHVEM 03HAKOMBTECH C MHCTPYKUWER>,
O3HAKOMBTECH € MHCTPYKUKER», «XPDAHWTL B HEJOCTYNHOM ANA | <XpaHuTe B HEQOCTYNHOM ANA fleTen mecre>,
fevei mecte», «He WCNONb30BATL NO UCTEYEHUN CPOKA <He WCNONbL30BATL NO UCTEUEHMN CPOKA
roAHOCTUR?, PErMCTRALUMOHHBIN HOMED, HOMEP CepUM, CPOK FOAHOCTH>, PErUCTPAUMOHHBIA HOMEP HOMEP
FOAHOCTH, WTPUX-KOA, BO3MOXKHO HAHECEHWE MHHOPMALMK ANA | CePUM, CPOK FOAMOCTH, WTPUX-KOf HaHeceHa
MOHWTOPMWHIa BMXEHWA NEKApCTBEHHOrO Npenapata, papm- WHOOPMALMA ANA MOHUTOPMWHIA ABUKEHWA
Koaos NexapCTBeHHOro npenapara Gapm-kog.
MapkMpOBKa TPaHCNIOPTHOW Tapbl B COOTBETCTBUM C MapkupoBKa TPaHCNOPTHOW Taphi 8
Tpefoparuamn QPepepanbtoro 3akona or 12.04 2010 N° 61-03 | cooteercrenn ¢ Tpebosannamu GegepansHoro
(newcTeyiowan pegaxkuwa). 3akoma or 12 04.2010 \¢ 61-03 (aencrsyouan

pepakuma)
Xpanerme 8 cyxom 3AUAULIEHHOM OT CBETa MECTE NP TEMNEPATYPE He Cootsercrayer
‘ sbiwe 25 “C
Cpok rogHocTm 2roga Coorsercrayer

3AKNIOMEHME:

[anxas cepua npenaparta ygosneTsopaet TpeboBaHnam

HavanbHuk OKK/MN

WeaHosa T.B.

HonxHOCTE

WO




) npenapaTa, Nno COCTOAHMIO Ha 22.07.2024 13:47»

) Ha BBOZ B rpaxaaHckuit 060poT B Poccuiickoin ®eaepatinm CEepUM U1 NapTm UMMYHOSMONOrUHECKOro IeKapCTBEHHOrO

- 3APABOOXPAHEHMA

Mlarta srecenns 8 AHC Tponseoanrens Crenennn o cragmax Oprammaums, sunycTuemas Hostep Homep, nara
P Toprosoe nanmenosanne po IpTeR Crpana RN N Hopwatuenas nokymenramms e YA, Rty cepHm, ReeRh
0CIApaBHANIOPA (BRIMYCKAOMHA KOHTpons) NPOH3IBOACTEA B IPAXIAHCKHA 0bopoT AP pazpewennn ua HIIM
Mepuumasus; kancyas 10 mr 10 wr., VNaKOBKH AKuMOHepHOe obmecTso JI1-003560-120416; Ham. Nel &
3 i i Akunoneproe obmecTso : - p " % W "
15.07.2024 AYCHKOBBIC KOHTYPHbIC (5), nauku KapToHHbie/ 5 - /2 = Poccua P-®apm” (AO "P-dapm™), JIM-003560-120416; Hsm. Ne2 k AO "P-®apm 040624 -
P-®apm” (AO "P-dapm™) o
-~ Poccus JIM-003560-120416




