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95-010 Ctpukos, syn. Noaninie, 16, Monbuwa

. INex C.A. § Bys. [lomaHi€BCbKa 50 C, Bapwaga, 02-672, lMonbwa

C, Bapuwaa, 02-672, lNMonbLia

Nex C.A. Byn. flomaHiescbka 50

: e e L
B npoLeci BUpoBHuLTBa Ta NakysaHH:A He 6yno BiAXUNeHb, Sk MOXYTb
| BrIAIUHYTM Ha BUMYCK NPOAYKTY.

B npoueci BUpoBHULITBE Ta NakyBaHHA Byno 3aikcoBaHo HacTynHi
BULXUMNEHHS, AVB. HIKYe (peecTpauiiHuil HoMep BiAXUINEHHS B
eNEeKTPOHHI cucTemi obiky):

-

. Lvm ninTeepaxyto [OCTOBIPHICTE Ta TOYHICTB BuLLeHaBefeHol iHdopmauii. Lisa cepis nixapcbkoro aacoby 6yna !
. BUrOTOBMEHA, BKITHOYHO 3 ynakoBKOH/MapKyBaHHsIM Ta KOHTporiem aKOCTI Ha BULLIEHaBEAEHNX BUPOBHUUMX OinbHULIAX :
|y NoBHiii BignosigHocTi A0 BUAMOT GMP MICLIEBUX PErynsTopHUX OpraHis, a Takox Ao cneuudikauii PeecTpauiiiHoro .
- [locke kpaiHu iMnopTepa abo chainy cneuudikaiyii 4OCNIAXKYBAHOTO nikapcbkoro 3acoBy. [laHi Npo BUIrOTOBNEHHS, '

| yniaKkoBky Ta aHanisu cepil 6yno nepesipeHo Ta NiATBEPIKEHO ix BignosigxicTs cTaHaapTam GMP.

IKALIS! CEPIi

Justyna Bialik

/EnekmponHull midnuc/  08.05. 2024 12:29:13 +02'00"
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CEPTUDIKAT AHATI3Y

BupaHo:
NEK C.A,, MNonbtia

' TOPACEMIZ} CAHA03®, Tabnetku no 20 mr

NT3951

NS7221

42031984

3oBHIlWHIN BUrNAZ

Hiametp

CepegHa Maca

OpHopigHicTe Macu

Po3ananaHus

Po34UHHICTb

lnenTudpikauin:

lpeHTrdikauin:

KinbkicHe
BU3HAYEHHA:

CynyTHi QoMiLiKku

[owmiwka B (€ep.®). /

A (®.CLIA)*

KoxHol okpemoi
JOMiLLIKK

Cyma foMillox

€ep.®.2.9.5

€s8p.®.2.95

€pp.0.2.9.1

€sp.P.

BEPX (xinbkicHe
BU3HAYEHHs/MUCTOTa)

Uv-
crekTpodoToMeTpiA”

BEPX abo UV-

cnexTpodyoToMeTpist

BEPX

BEPX

BEPX

Kpyrni Tabnetku Ginoro abo maiike 6inoro
KONbOPY 3 NEPEXPECHOI0 PUCKOIO

9,8 — 10,2 MM

320,0 mr £ 5 % (304,0 — 336,0 mr); (n=20)

€ep.®. 2.9.5

<15 x8.

2 80 % (Q) Big HOMIHaNBHOrO CKNaay Mae
BUBINbHATUCH Yepes 30 XBUIKH.
MpuiinsTHi KpUTepii BIgNOBIAHO Tabnuui
®.CLUA (S1 + S2)

Yac yTpuUMaHHs Ta IHTeHCUBHICTE OCHOBHOTO
miky Ha XpomaTorpamax posuuhy spaska 1a
NOpIBHIOBaNBLHOIC PO34nHYy MakTh 6yTy
signosigHUMK

UV-cneKTp nopisHIioBaribHOro po3yuHy Mae
signoeigatit UV-cnekTpy posunHy 3pasky no
30BHILUHEOMY BUMMIAAY, MOMNOXEHHIO
MaKCUMyMiB Ta MiHIMYyMiB

95 — 105 % Big HOMiHaNBEHOTO BMICTY
Topaceminy

<07%

£0,2%

<1,0%
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[ 3185

Bignosinae

99,0

98,7 |-

99,3

XB

%
%

Bionoeipae

100,2

0,05

0,05

0,05

%

%
%

%
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IiRapeCknSE
OPACEMIA CAH

NS7221

MikpoGionoriuHa yucroTa** BignosiaHo po €ep.®. 5.1.4

TAMC <1000 KYO/r -~ KYOIr

TYMC €ep.0.26.12+ 45 kyorr I~ KYOIr
. . 2.6.13

Escherichia coli BigcyTHi/r -

Mpumitku:

* - JoQaTKOBWUiA MeTOR inenTuddikauii — He BUKOPUCTOBYETLCA Y PyTUHHOMY KoHTponi
** o 4-[3-MeTun-dJeHin)-aMiHo]-S-nipu,qMHcynbcbOHaMin
*** _ He pyTUHHUH TeCT, Npnbn. Ans koxHoi 10-i cepii
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