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TOBAPHCTEBO 3 JOILATKOBOK BIANIOBIJAJADBHICTHY «IHTEPXIM

TAB «IHTEPXIM»

Yxpaiua. 65080, Onecnua ofa., u. Oneca, Jo
Ted. +380 {(48) 777-26-50, E-mail: iniol

ropidenza nopora, dva. 86
binterchem.com.ua

Ceprudikar axocri No 2336  min 17.09.2024 poky

Hasea nikapcekoro 3acody AMIKCHH® IC
Jlikapcbka popma, no3yBanus Tabnetky, BKpHUTi 000N0HKOW0, no 0,125 1
Peecrpauiiine nocBinuenns UA/2559/01/02 3i nie no Oe3cTpoKOBO
3MiHaMH
Jlinensia Bupo6uuureo nikapcrkux 3acobis cepis AE Ne295499 gin

20.02.15 p., 65080, Onecwka obnactb, M. Oneca, Jlernopdeska
nopora, 6yn.86

Micue npoBaaskeHHs TiAJILHOCTI 65025, M. Oneca, 21-ii kM Crapokuiscekoi nopory, 40-A

Ceptudgixar GMP 024/2023/GMP nie no 23.12.2025 p.

Howmep cepii 23360824

Posmip cepii 43 856 nakoe  NelQ

Jara BupodHHUTBA 02.09.24 p.

AHaJi3 npoBeaeHo 3rigHo 3 MK 3i sminamm Ne 1-3 o p/m UA/2559/01/02

HaﬁmeHyBal.mﬂ Bumorn MIKSI PesyabraTn
NOKA3HHKIB EHNPODOBYBAHb
1 2 3

Onuc Ta6neTiu Kpyrnoi ¢opMH 3 ABOONYKIOH TOBEPXHEND, TaGneTku kpyrioi dopmu 3
BKPHTI 060/I0HKOI0, OpaHKeBoro Koabopy. Ha pozsiami JBOOMYKJIO [TOBEPXHELD,
BH/IHO [IBa INAPH. BKPHUTI 060710HKOK0,

OpaHXKeBoro KoJysopy. Ha
possiami BHAHO JIBa LIapH.
lpenTudikania A, YnerpadioneToBi cnexTpH NOMTHHAHHS PO3YHHY Bignosigae

npenaparTy Ta po3YHHY NOPIBHAHHA, 04epXKaHi A4
KIJIbKICHOT O BH3Ha4YeHHH, B o6.s1acTi Big 220 aM 10 400 HM
[IOBHHHI criBmagaTH.

B. Peakuiia Ha kapOoHinbHy rpymy. [TosuTHBHA
C. Peaknis (a) Ha xyiopuau . [TozuTHBHA
D. Ha xpomaTorpami BMNpo60BYBaHOI0 PO3YHHY Mac Bianogizae

BHUABJATHCA 30Ha Ha PiBHI 30HK Ha XpoMaTorpami
PO3YHMHY NOPiBHAHHSA (6apBHHK }OBTHI 3axia FCF).
CepenHs maca Bin 0,2945 r g0 0,3255 . 0,3098 r

OpHopiaHicT Bumoru 010 BBaKaTHCA BUKOHAHHUMH, AKIIO
J[030BaHHUX OJHHHIE * npuAManbHe 9Heao (AV) ans nepuux 10 ofMHHMLE MeHIne
abo gopisnioe L1 (15,0), y BigcoTkax. Skmo npuiiMansHe
4HCca0 6iabie L1, y BijcoTKax, BUNPO6YBAHHIO MiAAAI0TE
HacTynHi 20 0AMHHULD | 0BYHCTIOITE NpHEMaNbHe YHCIO.
Bumoru 0/10 BUKOHYIOTBCS, AKIIO KiHIEBE NPUIAMaNbHE
4YHCJI0, po3paxoeane i3 30 oguHKIb, MeHIIe a60 JOpiBHIOE
L1, y BincoTKax, i »x0/eH iHAMBIAyaILHUIT BMICT y
A030BaHii oguHULI He € MeHmnM 3a (1 - L2x0,01)Mine e
Biapmnm 3a (1 + L2x0,01)M. (L2=25,0).
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Pozuunenns KpuTepiit npuiAHATHOCTI Ha piBHi S1 moBHHEH 6YTH He 99,2 %
menine (Q + 5) % a4 KoxkHOI 3 6 0AMHHUIL. K1
oJlepxaHi pe3y/lILTaTH He BiJINOBI1al0Th KPUTepito
NPUHHATHOCTI Ha piBHI S1, BUIpOOYBaHHSA NPOAOBKYIOTh
Ha piBHAX S2 abo S3. Q = 75 %. Yac po3urHeHHs 45 xB.

CynposinHi goMiKH Ha xpomartorpami BunpoGoByBaHOr0 po34yHHY Byab-AKa Menme 0,1 %
NJ15Ma, KpiM OCHOBHOI, He Ma€ 6yTH IHTEeHCUBHILIOKO 33
NJIAMY Ha XpoMaTorpami posuuny nopisasax#s (b) (0,1%).

JonycKaeTbCA HAABHICTE KOHTYPHOI IJIIMH Ha CTapTi, a Menme 0,1 %
TAaKOX IJIAMH He i1leHTH)IKOBaHOI AOMILIKH BHIIE
KOHTYPHOI IVIAMH, IKA He Ma€ OYTH iHTeHCHBHIIIO 32
IIAMY Ha XpoMaTorpami posuuHy nopisHsuaHs (b) (0,1%).

OgmuuouHOI AOoMilIKH He MOBUHHO 6yTH Ginbiue Hix 0,1%, a | Menme 0,2 %
CyMapHa KinbKicTh gomMimok He Ginbe 0,2%.

KinekicHe pusHaueHHsa | BmicT CasHz4N,032HCI (Tnopony) B Tabnetni mae 6yt | 0,1248
Bin 0,1188 r g0 0,1313 r, y nepepaxyHKy Ha cepe/IHIO0 Macy

TaBNETKH.
Mikpo6ionoriusa 3aranbHe 4HCI0 aepo6HMX MikpoopraHismis (TAMC):
qucToTa ** KpHTepii mpuitnaTHocTi 10° KYO/T.

3arazibHe YHCIO AP KOBHX Ta IJlicCEHeBUX rpUbIB
(TYMC): kpurepiil npuiinstaocti 10* KYO/T.

Bigcytnicte Escherichia coli B 1 r npenapary.

TMaKyBaHHA o 5 Tabnetok y 6aictepi; no 2 GaicTepy B nayui Bignosiaae
MapkyBaHHA 3rigHoO 3 TEKCTOM MapKyBaHHA [0 P/0 3i 3MiHaMu Bignosipae
Tepmin npuaaTHOCTI 5 pokie Jo 09.2029 p.

* - KOHTpOnb 1aHOrO TecTy NPOBOAATH 1A KOKHOI AecaTol cepii roTOBOro npenapary y 38 43Ky 3 THM. 11O LI€H TECT KOHTPOTIOTh B
nedacopanux TabneTkax KoskHO! cepii npenapary. ** - KOHTpOIb J@HOT0 TeCTY IPOBOIATH 1A KOAKHOT AecaToi cepil rotosoro
IpeHapary ¥ 38 A3Ky 3 Bianoeiaxicto eupobunurea [JI3 sumoram HBIT (GMP).

Bucnosok: AMIKCHH® IC, Tabnetku, BkpuTi obomonkoro, mo 0,125 r Nel0 (5*2) y Gnictepax y naqui cepii
23360824

pianosinae BuMoraM MK 31 sminamn Ne 1-3 no p/m UA/2559/01/02

3asBa npo ceprudikaniio: LM 1 3acBimuyro, Mo HapeleHa BMile iH(MOPMALIs € JOCTOBIPHOKO TA TOUHOMO.
Ilro cepito npomykuii Oyio eupoOneHo (BKIIIOYAlOWH TIaKyBaHHA i MapKyBaHHA) Ta NPOBENEHO KOHTPOIb il
AKOCTI HAa BHINe3a3HayeHill miNBHMLI y NOBHIH BianosinHocTi 3 BuUMoramu GMP, BcTaHORIEHMMM
PEryNATOPHAM OpraHoM YKpaiHH, a Takoxk BiAnosigHo no cneuudikalliii, o MicTAThea y peecTpauilinoMy

nocee. IIpoTOKONM BUPOOHMIITBA, TAKYBaHHS Ta aHaiizis Oyi10 nepernagdHyTo Ta BCTAHORNEHO BiAMOBIAHICTE
GMP.

Cpterds Yipaina
3acn TIMHHK renepawgr_rr_mg{{ﬁopa 3 AKOCTI , chers 55{}8& 5. {}QQCS

Ynosnonaﬂ\eaa/corﬁ% WEHTP /O O \" & iocTaopdicaka Aopora, 86 [ixep 3.0.
N (mizme) TG «HTEPXIMy | G1I5)

BILALT KOHTPONKO AKOCTI
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