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Ceprudikat sikocTi Ne _2553" Bin 27.10.2022 .PORY

Hazpa JikapchbKoro 3ac00y o : AMIKCHH@ IC

JlikapcbKka hopma, J03yBAHHS "~ TabaeTKH, BKPHTI 060.10HK010, 110 0,06 T
PeecTpanifine mocBigYeHHS UA/2559/01/01 31 TepMiH I1i 0e3CTPOKOBO
3MIHAMMU |
- .JIiueH'jiﬁ ' - ' _BnpoﬁnnuTBo MKAPCHKAX 3aco6ie cepis AE Ne295499 Bin

- 20.02.15 p., 65080, Oaecbxa o0aacTb, M. Opeca, JiocraopdcbKa
| | - nmopora, 0yn.86

| Micuq NPOBAMKEHHS niﬂmsnocﬁ 65025, M. Opeca, 21-it km CTapokHniBchKOI 10pOTH, 40-A
‘Ceprudixar GMP o | 051/2019/GMP aie g0 (et Jepxuikeayxon
| - o © . Nel695-001.1/003.0/17-22 Bin 15.03.2022 p.)
" Homep cepii SR 25531022
Po3mip cepii . 29244 naxos  Ne6
Hara BnpoﬁnmtTBa et . 10.10.22  p. |
AupaJji3 npoBeaeHo 3rigHo 3 . - MKHA 31 sminamn No 1-3 IlO p/n UA/2559/01/O‘1
" HaiimenyBaHHS - | Pei&nﬁafﬁ -
- Bumorn MK4 : .
NIOKA3HHKIB | - BUNpoOOBYBaHb
; - ; | 1 . : | 2 ..... | ' ; 3
Onuc Ta6eTKu prmm cbopMH 3 ,LLBOOHyKJIOHJ HOBerHem Ta6aeTKH Kpyrioi GopMHu 3
BKPMTI 060JIOHKOI0, TEMHO-POXEBOI'0 KOJIbOPY. Ha NBOOIYKJIOK MOBEPXHEILD,
po3JiaMi BUAHO JBa IIapu. : | BKPUTi 060/10HKOIO,
| TeMHO-POXKeBOr'0 KOJbODY.

Ha possiami BUZHO ABa

ILapH.
lpenTH TpaqymﬂeTOBl CIIEKTPH OT/IHHAHHS PO3YUHY Bizgnosijae
[apaTy Ta PO3UMHY NOPIBHAHHS, O/lePrKaHI /1
gKicCHOrO BH3HAYEHHS, B 06113(:'1“1 BI,IL 220 um o 400
/ NOBUHHI CITiBIIAATH. o |
4. Peaxia Ha Kapﬁoﬂmbﬂy rpyIy. - [TosauTHUBHA
| C. Peakuis (a) Ha xJ1I0pUAM. TlosuTHBHA

| D. Ha xpomaTorpamMi BUIpo60ByBaHOTO postmﬂy MalThb | BiAnoBlaae
| BUSIBJIITHCA: BeJIMKA HIDKHA 30Ha, BiANOBIAHA HWXKHIN
30HI Ha XpoMaTorpami po34uHy HOplBHHHHH (nmonco
4R), cepesHs 30Ha, BiANOB1AHA cepelHiN 30HI Ha |
XpOMaTorpami po3uuHy HOplBHHHHH (inguroxapmin) Ta
BepXHs 30Ha, BiAOBIHA BEPXHIH 30H1 Ha
XpoMaTorpamMi po34uHy MOPIBHAHH (>KOBTHUH 3axXi[

FCF).

~ |Cepennnmaca Bix 02045 r g0 0,3255T. | ki
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OpaHopigHICTL Bumoru 010 BBaxkaroThCA BUKOHAHUMMU, AKIIO
LO30BaHMX OJMHULL * | npuiManbHe yucao (AV) nisa nepunx 10 oJUHULB

- o menuie a6o gopiswe L1 (15,0), y BigcoTkax. Ko

i |npuiiManbHe yucio 6iabure L1, y BifcoTkax,
A BUITPOOYBAaHHIO NiALarTh HAacTynHi 20 oAuHUID i
064K CIIOITD OpUiiMaIbHe Yucio. Bumoru 0/]0

BUKOHYIOTBLCS, AKIIO KiHLeBe IpUiMaJibHe YU CJIO,
| pospaxosaHe i3 30 oguHULb, MeHlIe abo JopiBHIOE L1,y
BiicOTKaX, i 2KOAeH BMIiCT y OKpeMil J030BaHIN OQUHHULL
|He e MmeHIIUM 3a (1 - L2x0,01)M i He € 6isibiuMm 3a (1 +
|L2x0,01)M. (L2=25,0).

| Po3unHeHHA | KpuTepi#t npuiiHATHOCTI Ha piBHi S1 noBuHeH 6yTU HEe 98,5 %
meHue (Q + 5) % a1 KoKHOI 3 6 oAMHULb. KO
OfepKaHi pe3yabTaTU He BiANOBLIATL KPUTEPIIO
PUHMHATHOCTI Ha piBHI S1, BUNIpo6yBaHHA

| IpoJ0BXyI0Th Ha piBHAX S2 260 S3.Q = 75 %. Yac
PO34YHMHEHHS 45 XB.

CynpoBiaHi JoMiLIKY Ha xpomarorpami BHHpOﬁOByBaHoro po34uHy Oyab-aka | MeHue 0,1 %
| IJIIMa, KpiM 0CHOBHOI, He Ma€ 6YTH IHTEeHCHBHIIIO0 33
| 1AMy Ha xpoMaTorpami posyuny nopiBHAHHSA (b)
(0,1%). lonycKkaeTbCA HAABHICTb KOHTYPHOI IJIAMU Ha
CTapTi, a TAKOXK IJIAMM He ifeHTHdiKoBaHOI HOMINIKY
BHUIE KOHTYPHOI IVISIMY, sIKa He Ma€ OyTH Menue 0,1 %
IHTEHCHUBHINIOK 3a NJIAMY Ha XpoMaTorpami po3yuny
- |mopiBusaHHEA (b) (0,1%). OquHOoYHOI JOMILUKH He
|nmoBuHHO 6yTH 6iablue HiX 0,1%.

| Cymapua KinbKicTh goMilok He 6inbwie 0,2%. Menue 0,2 %

ﬁiuthiCHe BHBHa‘IeHHH BMicT ngH34N203-2HCl (Tnﬂépoﬁy) B Ta0JeTIi Ma€ 0,0607 r
o 6yTu Big 0,0555 r 1o 0,0645 r, y nepepaxyHKy Ha |
cepeHI0 Macy TabJIeTKH.

Mikpo6iosoriuna 3aranbHe Yuc/0 aepobHux Mikpoopradismis (TAMC): | .
yucroTa ** | He 6iabine 10° KYO/T.

| 3arasibHe YKMCI0 APIKIKOBUX Ta IUTICEHEBUX I'PHGIB
(TYMC): He 6inpme 10% KYO/. |

~{BigcyTricTbk Escherichia coliB 1T penapary.

[TakyBaHHA | Tlo 3 TabaeTKH y 6aicTepi; o 2 6aictepa B natm;l Bizmosigae
|MapkyBaHHA | 3rifHo 3 TEKCTOM MapKyBaHHs A0 p/ 31 3MiHaMu Bianosipae

TepMiH npugarHocri |4 poku . | o 11.2026 p.

- KoHTpOb JaHOTO TECTY NPOBOAATh Ui KOXKHOT AECATO cepil FOTOBOrO Mpenapary y 38°A3Ky 3 THM, 0 Lielt TECT KOHTPOJIOKTh
B Hecbacosaﬂnx TabneTkax KoxHol cepil npenapaty. ** - KOHTpob 1aHOro TECTY NPOBOAATE AJ KOKHOLBEeqqQ] cepll TOTOBOIO
fipenapary y 3B’s13Ky 3 BignosiaHicTio BupobHuuTea [JI3 sumoram HBII (GMP). pANA *

- Bucnosox: AMIKCHH® IC, Ta6JIETKH BI{pHTl o6oJsioHKor0, Mo 0,06 T N°6
25531022

BiJITOBI A€ BUMOTaM MKH 31 aMiHAMY No 1-3 no p/n UA/25 59/01

O cepil

3asipa npo ceprudikanmito:  LluM s 3acBiguyio, 1O HaBeleHa BHIIE 1H(1)opmau1ﬁ € I.[OCTOBlpHO 0 T2 TéqHO}o

Lo cepito mponyxuii 6yn0 BupoOneno (BKIOUAOYM MaKyBaHHS i MapKyBaHHS) Ta MPOBEAEHO KOHTPOJb i1 AKOCTI Ha
BUIIe3a3HAYEHill NinbHUII Yy TOBHiH BigmoBigHocTi 3 Bumoramm GMP, BCTaHOBIEHUMM PETYISTOPHMM OPraHOM
VipaiHu, a Takoxk BiAmoBizHO mo cmewugikauiil, mwo MicTaTees y peectpauiiinomy nocke. IIpotoxoni BUPOGHMUTBA,
IAaKyBaHHS Ta aHani3iB OyJIo MepenisiiyTO Ta BCTaHOBJIEHO BiAgnosianicts GMP.
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