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Ceprudikar sikocti No 203 Bia 25.07.2024 poky

Hasga sikapcbkoro 3acoly TPAHKBUJIAP® IC

Jlikapcbka popma, nosysanus Tabnerku no 0,3 r

PeecTpauiiine nocpinuenns UA/8851/01/01 3i TepmiH aif 6e3cTpokoBO
3MiHaMH

Jlinensist Bupobunureo nikapebkux 3aco0diB cepis AE No295499 gin

20.02.15 p., 65080, Opecbka obnacts, M. Oneca, JhocTaopderbka
nopora, 6yn.86

Micue npoBamkeHHst AisiibHOCTI 65025, M. Oneca, 21-# km Crapoxuieskoi noporu, 40-A
Ceprudikar GMP 024/2023/GMP nie no 23.12.2025 p.
Homep cepii 2030724
Po3zmip cepii 10479 nakoB  Ne20
Hdara BupoGHunTBA 16.07.24 p.
AHaJi3 npoBeaeHo 3riaHo 3 MKH 3i aminamu Ne 1-3 no p/m UA/8851/01/01
HanmeHyBa}.mﬂ Bumors MKSI PesynbraTn
NOKa3HHKIB BHIPOOOBYBaHb
1 2 3
Onuc Tabnetku Ginoro KoALOPY, MIOCKOUMIIHAPHYHOI GopMH, 3 | TaBieTKH 6in0ro KonbLopy,
dackoro. Ha ozaniit noBepxHi Tab/eTKH HaHeCeHHH TJIOCKOLMITIHAPUYHOT
TOBapHHH 3HAK HiJNPHUEMCTBA, HA ApPYTriil oBepxHi dopmu, 3 packoro. Ha
TabJIeTKH - pUckKa. OLHIH NoBepxHi TabyieTKH

HaHeceHHH ToBapHUH 3HAK
nignpHEMCTBA, Ha Apyrii
noBepxHi TabseTKu -

pHCKa

[neHTHdikauis A. Ha xpomMaTorpami Bunpo6oByBaHoro po3unHy Mac 6yt | Bignosigae

OCHOBHaA MJIAMa Ha PiBHI OCHOBHOI N/IsIMU Ha

XpomaTorpami po34MHy NOPiBHAHHA, BijnoBiaHa il 3a

po3mipoM i 3a6apeyieHHAM. [loNyCcKAETHCS IIAMA Ha JHHIT

CTapTy.

B. Peakuis Ha reTepoyukaiuHuUi a3oT, [To3uTHBHA
CepenHs mMaca Bix 0,3135r 10 0,3465 0,3303r
OaHopipnicTb Bumoru 0/]0 BBa)Xat0ThCsl BUKOHAHHUMH, AKILO

[030BaHUX OJHHULB * npuiManbHe yncao (AV) ans nepuinx 10 ofHHULL MeHILE
abo gopisxioe L1 (15,0), y BigcoTkax. ko npuimMansHe
uyucao Ginbie L1, y BigcoTkax, BUNPO6YBAHHIO NiALa10Th
HacTynHi 20 ofuHUIB i 06YUCTIOIOTh NIPUIIMaIbHE YHCIIO.
Bumoru 010 BUKOHYIOTbCS, KIIO KiHIEBe IpUManbHe
yucsio, pospaxoBaHe i3 30 oAMHULb, MeHIIe a60 AOPIBHIOE
L1, y BiacoTkax, i xozneH iHAUBIAyaNbHUI BMICT ¥
Z1030BaHil oauHuLi He € MeHIIMM 3a (1 - L2x0,01)Minee
Ginbmm 3a (1 + L2x0,01)M. (L2=25,0).

ot o v oopa Qk{ Cs Qu - A




PozunnenHs KpuTepi# npuituaTHocTi Ha piBHi S1 noBuHeH 6yTH He 93,6 %

Mente (Q + 5) % A9 koxHol 3 6 oguHHLD. Km0
0JiepaHi pe3y/nbTaTH He BIANOBIAAIT KPUTEPiKO
NPUHHATHOCTI Ha piBHi S1, BUNPOGYBAaHHA MPOJOBKYIOTh
Ha piBHAx S2 abo S3. Q = 75 %. Yac posynHenns 30 xB.

KinekicHe Busnavsenns | Bmict CgH14N,4O, (Me6ikapy) B TabneTui Mae 6yTu Bif 0,2945r
0,2850 r 1o 0,3150 r, y nepepaxyHKy Ha cepeaHI0 Macy
TabIeTKH.

Mikpo6ionoriuna 3aranbHe 4uC10 aepobHUX Mikpooprasizmis (TAMC):

yucToTa ** KpuTepid npuiinaTHocTi - 10° KYO/r.

3araspHe YHCI0 APDKAKOBUX Ta TICEHEBUX IPUGIB
(TYMC): kpuTepiit npuiinaTHocTi - 102 KYO/T.

BigcyTnicTe Escherichia coli 8 1 r npenapary.

[lakyBaHHs Mo 10 TabneTtox y 6aictepi; mo 2 6aicTepu B navui Binnosizae
MapkyBaHHS 3riiHO 3 TEKCTOM MapKyBaHHs 0 p/1 3i 3MiHaMH Bignosiznae
Tepmin npugaTHoCTi 4 poku H0 08.2028 p.

* - KouTpotb 1aHOTO TECTy NPOBOMATD A1 KOYKHOT 115701 cepil roToBOro mpenapary y 38" 43Ky 3 THM. WO Leif TeCT KOHTPOIOIOTh B
nedacosanux TadneTkax KOXHOF cepil npenapary. ** - KoHTponb 1aHOrO TeCTy IPOBOASTH A71S KOKHOT I ATOT cepil roToBOrO
npenapary y 38 s13ky 3 Bixnoriguicrio supoduuursa 1713 sumoram HBIT (GMP).

Bucnosok: TPAHKBIJIAP® IC, tabnetku no 0,3 r Ne20 (10*2) y 6nicrepax B nauui cepii 2030724

Bigmoeinae Bumoram MK 31 sminamu Ne 1-3 no p/n UA/8851/01/01

3asipa mpo ceprudikauito: Lium s 3aceiguylo, o HaBejeHa BHiue iH(OpMaUis € JOCTOBIPHOIO Ta TOYHOIO.
Lo cepito nponykuii Oyno BupoOneHO (BKIIOUAIOUM TIAKYBaHHS | MapKyBaHHA) Ta NPOBENEHO KOHTPOMb iT
AKOCTi Ha BHINe3a3HaueHilf ninbHMUI y noBHil BianosiaHocTi 3 Bumoramu GMP. BcTaHOBICHMMH
PEry/ISTOPHHM OpraHoMm VYKpaiHH, a Taxox BIANOBIAHO Ao crneumbikauifl, wo MICTATBLCA y peccTpauniiHoMy

nocke. Ilporokonu BHpOOHMUTBA, TMaKyBaHHS Ta aHasi3iB Gyno nepemisHyTO Ta BCTAHOBNEHO BiAMNOBIAHICTb
GMP.

Ykpaina
85080, . Opeca |
Moctpondickka ponora, 86 [ ixep 3.0.
(e TR «IHTEPXIM» (TB)

BILO KOHTPOIO AKOCT!

3acTYNHHMK reHepabLHOro AHpeKTopa 3 AKocti
YnosHoBaxena ocoba




