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Bix 31.12.2023 poky

MNOPOLIOK /I 0PAaJBHOI0 PO34HHY N0 23 ry came

Bupo6HBITBO JiKkapchKuX 3acobiB cepiss AE Ne295499 Bin
20.02.15 p., 65080, Onecnka o6aactb, M. Oneca, Jlloctnopgebka

aopora, 6yn.86

024/2023/GMP aie g0 23.12.2025 p.
29381223
1922 nmako Nel(

29.12.23 p.

65025, m. Opneca, 21-it km CtapokuiBcbKoi foporu, 40-A

napaneramosy 500 mr, peHiteppuny rizpoxsopuay 10 mr,
¢enipaminy maneary 20 mr, KHCJIOTH acKop6iHOBOi 50 Mr

MK 3i sminamu Ne 1-6 1o p/n UA/13911/01/01

|
Haﬁmenybanﬂﬂ

BKparnsieHHsA 6J1i,0-K0BTOro Ta/abo oOpaHXeBOro
KOJIbOPY.

Pe3yabTaTtHn
. Bumoru MK Y
NOKa3HHUKIB BHNPOGOBYBaHb
I
1 2 3
Onuc \ [Topoiok 6i10ro KoJbOpy, B AKOMY JONYCKAIThCA [Topowiok 6iJioro KoJabLopy,

3 BKpanJ/leHHsAM
OpaHXeBOro KOJIbOpy

napaneTamoJsly Ta ¢peHipaMiHy Ha XpoMaTorpamax
BHUIIPOGOBYBAHOI0O PO34YHUHY Ta PO3YHHY MOPiBHAHHSA
(b), oneprxaHux npu BUNpo6yBaHHi «KiabKicHe
BHU3Ha4Y€eHHs», MOBUHHI CHiBNajaTH.

Po3uuHHIicTb | Po3unHAETbCA y BoAi P npu KiMHaTHiN TeMnepaTypi Ta |Bignosigae
‘ PO34YHMHAETBCA Kpallle y rapsAdiii Bogi P npu
\ TeMmrneparypi (85+5) °C.

I,aex-xmcbixauiﬁ A.Yacu yTpumyBaHHs nikiB deHinePpuny, Bignosigae

B. Peakuis Ha ackop6iHOBY KHC/IOTY.

Mosn ppmRinon

CepepnHsa mMaca BMicTy
caiie

Bim 21,275 no 24,725 .
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OpHopigHicTL
AO030BaHUX OJHUHHLD *

Bumoru O/10 BBaXkaloThCsi BUKOHAHUMH, KL
npuiMasbHe 4ucio (AV) anst nepiuux 10 oJMHHULE
MeH1le a6o gopiBHioe L1 (15,0), y BiscoTkax. Axuo
npuiMaibHe yucao Ginbuwe L1, y BiacoTkax,
BUNpo6yBaHHIO NiAAAKTh HacTynHi 20 oAMHULE i
064YHCITIOITh NpHMabHe Ynci0. Bumoru 0/10
BHKOHYKTbCA, AKLO KiHIleBe NpHHMabHe YUCJIO,
pospaxoBaHe i3 30 oquHHIL, MeH1le a6o A0piBHIOE L1,y
BiZICOTKaX, i )KO/IeH BMICT y oKpeMiit J030BaHiil oguHHULI
He € MeHINM 3a (1 - L2x0,01)M i He € 6inbium 3a (1 +
LZ2x0,01)M. (L2=25,0).

- mapaneTamo.y

- GeninedpuHy riapoxnopuny

- penipaminy maneaty

- acKOp6iHOBOI KUC/IOTH

CynpoBigHi joMilku

Ha xpomaTorpami BUnpo60ByBaHOT0 PO34YHHY:

- IJIowa nika 4-amiHodeHoIy He Ma€ NepeBUILlyBaTH
mJiouly nika 4-amiHoQeHoJIy Ha XpoMaTorpami po3duHy
nopisHaHHA (d) (0,15 %);

He petexTyeTbcsa

- JIOWIA MiKa 4-X/I0palleTaHiIily He Ma€ nepeBULIyBaTH
0,5 nyiowi mika 4-x/10paLeTaHinigy Ha xpoMaTorpami
po34uHy nopisHAHHA (d)(0,005 %);

He getekTyeThCs

- Ioma 6yAb-sIKOro nika, KpiM OCHOBHUX MiKiB Ta MikiB
4-aMiHOQeHOI1y, 4-XJI0paLleTaHINi Ay, He Ma€
[epeBULIYBaTH IJIOLLY OCHOBHOI'O IiKa
(napareTamosy) Ha XpoMaTorpami po34uHy
nopiBHaHHA (a) (0,1 %);

He feTekTyeThCs

- cyMa JoMimok: He Gisbiue 1,0 %.

Bi;r,rIOBi;Laje

KinbkicHe BU3HayeHHH

Bmict CgHoNO, (mapaueramosty) B ogHOMY caliie Ma€
6yTu Big 0,4750 r o 0,5250 1;

0,4810r

CoH14CINO, (deninedppuny riapoxaopuay) - iz 0,0095
r 5o 0,0105r;

0,0098 r

C20H24N20, (penipaminy maneaty) - Big 0,0190 r g0
0,0210T;

00197t

CsHgOg(ackop6inoBoi kucaoTH) - Big 0,0475 r 1o
0,0604 r, y mepepaxyHKy Ha cepeJiHIO Macy OJHOT0
cauue.

0,0581r

Mikpo6iosoriyHa

Aepo6Hux MikpoopraHizmis (TAMC): He 6inbwe 103

yucToTa ** KYO/r npenapary.

ApixaxoBux Ta nuriceHeBux rpu6is (TYMC): He 6inbuie

10% KYO/r npenapary.

Bigcytnictb Escherichia coli B 1 r npenapary.
[lakyBaHHsA [lo 23,0 r y caiue; no 10 caue y mayui Bianosinae
MapkyBaHHA 3rigHo 3 TeKCTOM MapKyBaHHA [0 p/1 3i 3MiHaMu Bignosigae
TepMiH npuzaTHoCTI 3 poxu Jl0 01.2027 p.

*- KoHTpoJib 1aHOro TeCTy NPOBOAATHL AN KOXKHOI AecaTol cepil. **- KOHTpo/Nb 1aHOTO TeCTy MPOBOAATD MUIA KOXKHOT IecATOl cepil
npenapary y 38°43Ky 3 BianosinHicTio BupooHuursa [J13 Bumoram HBII (GMP).

BucHOBOK:  AMIIIUTPOH® , n0poIIOK /151 Opa/bHOro po3YmHy o 23 ry ca

BiINOBia€ BUMOram MK 3i 3minamu Ne 1-6 mo p/m UA/1391

3asiBa npo cepTudikauiio:

Llum s 3acBinyyto, L0 HaBeleHa Buile iHdopMauis
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o cepiro anmyKui'f Oyn0 BUpOOJIEHO (BKJIOYAOYM MaKyBaHHS i MapKyBaHHsA) Ta NpPOBEIEHO KOHTPOJb il SKOCTI Ha
BHIIle3a3HauYeHiil MinbHULI y noBHil BiamoBigHocti 3 BuUMoramMu GMP, BCTaHOBNEHHMH pETYNSTOPHHM OpPraHOM
VYkpaiHy, a TakoX BifnoBiAHO A0 cneuudikauiii, 1O MicTATbCA y peecTpauiliHoMy nocke. IIpoTokony BUpPOGHULTBA,
naKyBaHHS Taaﬁﬂanhis Oyno nepernsHyTO Ta BCTAHOBIIEHO BiAnoBigHicte GMP.

3ac ‘ NHHK I “He aJIbHOTO AHPEKTOpa 3 AAKOCTI Yrpains
K P AHPERTOP ‘65080, m. Oaeca .
/ YnoBHOBaXk¢Ha ocoba Amcraondobka sopora, 86 I'ixep 3.0.
! (mmic) (ITIb)
TAB “IHTEPXIM"
IN KOHTPOAS AKOCTI
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