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Matepnan:1134945 OMHMIIAK 350 mr USB 10x100ma RUS
Komauectso: 5.877 ynakosok

[IponsBoacreennas sBepeus: 0070

[penmucanne: 70

Kinent Cepus No ;*#kkkkkk
Cpoxk rognocru: 06-2024
Buytpennss cepus Ne: 15521457

MP craryc: Jlara npoussoactea: 30 07 2021
KommenTapuu:

Omnepanmsn: 0010 Ipoussoactso 3akasa Crp 23 u3 23

Pecype: PSM_LN_A PSM Packaging line A Opurunan

Ceprudmkar coorBercrBus

Hacrosuumit  noxyMeHT yjocToBepser, 4TO mamHad cepua TNpPONYKUMH Oblia
NpOM3BEACHA, YIIAKOBAHA, NPOTECTHPOBAHA M BBINYINCHA HA HMKE YKA3aHHOI
IUIOLIANIKE B ITOJIHOM COOTBETCTBHHU C TpeGOBAHHAMHU:

1. GMP mectroro Opraua Peryauposanus
2. JluneH3uH Ha IPOM3BOACTBO
3. Peructpanmuonnoro YygocroBepenns Ha MPOJYKT,

a TAaKXKE B COOTBETCTBUH C Tpebosanusamu HopmarusHoro Jlokymenra
ITN015799/01-231219 (OMuunax).

OTOT HOKYMEHT YJOCTOBEpSeT, YTO JAHHAS CEpUsi YIAKOBAHHOIO IPOaYKTa (CM.
3aroJioBOK), IPOMCXOUT U3 CeAyowei cepun, 15586130 [OTyIPOAYKTA.

Cepruuxar  aHanusa, orHocAmmiics K mOmHOMY XumudeckoMy H
Muxpo6Gronornyeckomy aHamusy s MOMYNpOAYKTa, MpPUIAraeTCA. [TapameTper
HopmatuBHOro nokymeHTa, KOTOpble He BKIIOYEHEI B CepTuduxar ananusa, J0IKHEL
OBITH POTECTHPOBAHEI JIOKAIBHO (€C/IH PUMEHHMO).

Ecmu YIN2KOBAaHHOE KOJIHYECTBO OTIHYAETCH OT KOJHYECTBA 3aKaza, Heo0X0auMo

yKa3aThb:
(QaKxTHYecKoe KOIHMYECTBO YIIakOBOK: _ 5874 HepasGopurso 06 asrycra 2021

IMoanucaxo: Ilodnucey Hata: 17 aBrycra 2021
Ynonuomouennoe Jluuo ([upexrusa 2001/83/ EC)

Y1, Bemyckaromee B 06opot: Jlxon Kpoynu

JoxuH Xanckea,
Hna Busnec [Tapk
Kapurroxumn
Ko.Kopk,
Upnanpus

[lepesox Beimonnun: I'y3eBa Mapraputa

Menemxep no obecnevyeHn 0 KayecTsa
=000 «/xull Xanckea Qapmar
= Jlata: 26.08.2021
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CEPTH®UKAT KAYECTBA

crp. luz2

Mpoayxr
OMHHITAK 350 mr 100 ma SB PR

Cepus Homep:
15586130

Hara usrotoBnenus:

ba3oseiit pacteop Ne: —[
30 miona 2021

15586167

OMHHIIAK 755 mr orexcon/ma

XpauuTe B 3awHmennoM
OT CBETA H BTOPHYHBIX
PEHTIEHOBCKUX Nyylue
MecTe, npH Temneparype
He Bblwe 30 °C,
ZONycKaeTcs XpaHennue
npu t 37 °C B Teuenue 1

MeciLa nepes
NpHMeneiHeM
Tecrnt Pe3ynnrars: Cneundukaumnu ai1a metogos KOHTPOJIs:
Onucanue NMpo3payHbIi, fipo3payHbif, GecuserHbli WM crerka XKenToBateli pacTBop
GecuBeTHeIR unu cierka
JKC/ITOBATLIA pacTBop
Hpeutnunocts

Haentnynoers Horekcona mo BOIKX

BpeMs yepKHBaHus
OCHOBHBIX [THKOB
CODTBSTC’I‘B}’ET 3TallOHY

Bpems YACPKHBAHHA OCHOBHLIX NHKOB COOTBBTCTByBT —’
BPCMCHH YAEPKAHUS [TMKOHB B HPHHATOM Cranaapre

Haentuunocts Horekcona TCX

R 3Hauenue ochornoro

Rf 3uauenne ocHosHoro natha XpOMaTorpamMmsl

MATHA XPOMATOrpaMMbl COOTBETCTBYCT 3TaNOHy
COOTBETCTBYET ITANOHY
pacTeopa
Hnentuunocts iona COOTBETCTBYET COOTBETCTBYET
DPusnveckue XapaKTEPUCTHKH
pH 7.4 7.2-7.6
Pedipaxrusubiii nusexc 1.4561 1.4518-1,4593
Lser pacteopa
Ommuyeckas miotHocts npu:
400 um 0.179 He Oonee 0,260
420 um 0.010 He 6onee 0.070
450 um 0.002 He 6onee 0,035
Huctora
Heopranuyeckuii Hoaur 11 He Gonee 35 mr/mn
Hucrora BIOXX
O - ankun 0.3 He Gonee 0.6% nnowaau
Bossiwoii nuk 0.0 He Gonee 0.1% rinowany
Obuice K01-B0 NPoYHX.MHKOB 0.0 ne Gonee 0.3% nnowanu
Hucrora no TCX
Cpd. 5410 He Gosee 0.2 He Gosee 0.2 %
Enuanyngie HEHNeHTH. Npumecy He 6onee 0.1 He Gonee 0.1 %
Mpoune npumecy He Gonee 0.4 He Gonee 0.4 %
2A Cpd.5410 He Gonee 0.2 He bonee 0.2 %
2A EnvHHYHLIE Heuaentud. npumecu He Gonee 0.1 He Bonee 0.1 %
2A TIpoune npumecu ue Gonee 0.4 He Gonee 0.4 %
3B Cpd. 5410 He Gonee 0.2 He Gonee 0.2 %
3B Eaunnyneie HEWIEHTH(. Npumecu He Gonee 0,2 He Gonee 0.2 %
3B Ilpoune npumecu He Gonee 0.4 He Gonee 0.4 %
Kosmuecrsenuslit ananns
Hon 346 336-357 mr/ ma
Horekcon 746 724-771 Mrima
Tpomeramon 1,29 0,85-1,57 mr/ma N
CaNaZEDTA 0,10 0,08-0,12 mr/mn I - AT
Tectet Ha Guonoruyeckyio Gesonacuocrs oSS V5
CTepunLHocTE €OOTBETCTBYeT COOTBETCTBYET 2= “Crg o Jugr Olg
BakTepHa/ibHbIC 3H10TOKCHHE] 0,04 He Gonee 0,20 ED/] UOM:\\?ﬁaa“ n"f.,,,,,f"}'?\ NS
[poune Tectnt A, Tony, S

Hepacrsopumsie vactuuer BP

TexHuueckutt recr
Haenekaemslit obbem:

He meHee 101% or

[e)

Moy,  Bf
ecii 06bemM <=50 Mx: He €8.102% ot aanjieit
ecin obmeM >50mun: He Goned 1 pr-saggiicin
COOTBETCTBYET =

He Gonee 6000 vacTuy Ha drakon
He Gonree 600 wacTuu Ha $rakon
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etp. 2 u3 2

[Ipoaykr Cepus Homep; Jlata H3roTOBICHHA; BasoBblii pactBop No;
OMHHUIIAK 350 mr 100 ma 15586130 30 urons 2021 15586167

SB PR

OMHHUIIAK 755 mr XPaHHTb B 3aLUHLICHHOM OT

forexcoa/ma

CBCTA ¥ BITOPHYHBIX
PEHTTCHOBCKHX Jy41LE MECTE,
NpH Temnepatype He Boiwe 30
UC, nOMYCKAETCA XPaHCHHE MPH t
37 °C B Teuenne | Mecsua nepen
NpPUMEHEHUEM

3akniouenue: OpoGpeno Jara: 17 asrycra 2021

HxuH Xanckea
Hononuurensuan otuerHoets no Horekcony mr/ma

B COOTBETCTBHH C TPeGOBAHUAMMU HEKOTOPAIX PHIHKOB
JneKTPOHHASA NOANKCH
OpobpeHo:

Kennnan, Pobepr (503223734)

Aata 1 Bpema ofoGpenns (cepeepHOE BpeMA)

[oareepxacHHe 3. noanucu
13 aBrycra 202] 19:04:24

Cepus BuInyLUEHa

[Tepeson suinoaun: MNysesa Maprapura
Menenxep no ofecrnieueHHIO KauecTsa
000 «IxuH Xanckea Gapman

Jara: 26.08.2021
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