BrpolaeHo ta KOHTPONb SKOCT NPOBCACHO:

Can Qapmacetotukan lnnacrpis Jita,

Yy

[TEPEKJIAL

¢. ['anrynana, Taonta Caxid. Hicrpicr Cipmoyp,

Kimauan Tpanew 173025, Iunis

HaliMenyBanHs npoayKiii

Cuna il / akTUBHICTD

Dopma BUIYCKY:

CEPTUDRIKAT AHAJIIZY

IIUOPAH OD ratnerwu no 1000 mr

Howmep cepil: PTC4421B
{(Hnrpodaoxcamin nposourosanol aii P eep
[Hunpogaokcannny 1000 mr Tun nakyBarHa: 5 tabnerok B Gaicrepi, no

I 6ricrepy B KapTOHHIi
) xopobui 3 MapKyBaHHAM
TabaeTky nponom‘oaaﬂo'f A1, BKPHTI praYHCbKO}O MOBOLO
TL1iBKOBOKY 0BOIOHKOIO

Jlata BupoOHMLTBA: 09.2021 Posmip cepif, yakosox: 36144

Jlara 3aKiH4eHHS TepMiHY

NPHAATHOCTI: 08.2023 Ceprudpixar Ne: PA/DEC21/17115

Creundixanis Ne: FS004161-6.0 Jara sigbopy 3pa3kiB: 21.12.2021

Peectpauiline nocsinuenus: Ne UA/2897/03/02 iz 06.03.2018 BupoGuuua nineHsis: MNB/95/2

l TECT l PE3VJBTAT 1 CHELUNPIKALUS |

Onuce Maibxe 6iai, nogossxenol Gopmu Tabnetku,  bini aGo malixe Gini. nogosxenol opmn TadaeTKM.
BKPHTI NIIBKOBOIO 0GONOHKOKO 3 BKpUTI MIIBKOBOIO 0OONOHKOIO 3 MAPKYBAHHSIM
maprysaunsm "Cifran OD 1000 mg" "Cifran OD 1000 mg" xap40Bumu HYOPHUAAMH Ha
XapUYOBUMU HOPHUIAMU Ha ofHoMY Goui onHomy Goud

InenTudivauin

[lunpodnoxcatinn

- BEPX Uac yTpHMyBaHIis OCHOBHOTO Nika Ha Yac yTpruMyBaHHS OCHOBHOIO ITiKy Ha XpoMaTorpami
XpOMATOrpami A0CIi IKYBAHOIO POSHHHY HOCHPKYBAHOTO PO3UMHY MAE BIAIOBINATH NiKy Ha
Binrfoai;(ae niKy Ha ?\'POMaTOTPa}ﬂ posunny XPOMATOrPaMi PO3YHHY NOPIBHAHHA, OTPHMAHOTO
TOPIBHAHHA. OTPHMAHOTO WIS KUILKICHOIO s KiNbKICHOTO BH3HAYCHHS
BU3HAYEHHS

-TCX
InrencuBricrs 1 senwunna Qakropa R InrercuBricTs | Benunua Gakropa Rf rogosHol
FONIOBHOT CMYTH. OTPUMAHOT Ha XPOMATOrpaMi  CMyri. OTPHMAHOT Ha XpOMAaTOrpamMi TeCTOBOro
TECTOBOTO PO34KHY, BiANOBiAace TakiH Ha pO34MHY, Ma€ BIANOBINATH Takil Ha xpoMaTorpami
XpoMaTorpami po3uHHY NOPIiBHAHHS PO3UHHY MOPIBHSAHHS

BapsHukn

- PEAKLiA HA TUTAH JIOKCHI

Cepennn maca

OpropingicTs Z0ICBAHKX OAMHAUL

Bogna
Pozunnenns (YPO)

I roguna
2 rOAHHH

4 roauun
8 roaus

Posmipn:

- JOBXHHA
~ LIMpHHa

- TOBHIMHA

Cynyrsi peyoBunu:

3'sBasieTnes OparKeBo-KkoBTe 3abapsieHns  Po3unn mae HaByBaTH OpamKeBoro 3a6apBaeHHs

1467 mr 1470 + 59 mr
[Mpuitvansie yucao = 3.5 (n=10) [puiimansue yncno LISES, L2<25
5.2% B/B He Ginbie 7% v/8
Bin nominansHoro Bmicty unnpoduiokcanmiy:
29% - 38%. cepenne 34% 30-60%
44% - 54%. cepenne 49% 40-75%
66% - 77%, cepenne 71% He mensuie 70%
91% - 100%. cepeune 98% He menbioe 85%
21.1-21.3 MM 21,2+ 0.1 MM
10.6 - 10.7 mm 10,6 + 0.1 mm
7.6 - 7.8 Mm 7.6+ 0.3 MM

Cropirka 132



BupoGaeHo Ta KOHTPOJb AKOCTI 1IPUBEALHO.

Can PapmacsioTiian [oaactpis Jita, MEPEKJIALL
¢. lManrysana. TMaowra Caxi6, Hictpixr Cipsoyp.

Nimauan [lpazew 173025, Inais

CEPTURIKAT AHAJIZY

HH®OFPAH OD rabnerxu no 1000 mr

Haitmenypanuis npoavkuit e
4 POA; {(Llnnpogaokeanns npojioHrosano aii)

Howmep cepii: PTC4421B
Cuita aii / akTuBHICTS Linnpodaokcaumny 1000 Mr Tun nakyBasHs: 5 Tabnerox B Onicrepi, no
1 Gnicrepy B KapTOHHIH

Kopobui 3 MAPKYBAHHAM
YKPaTHCBHKOIO MOBOK

Qopma BHIYCKY: TabaeTKi NPONIOHToBaHol Ail, BrpuUTi
MAIBKOBOIO ODONOHKOIO

Jlata supoBHuuTBA: 09.2021 Po3mip cepil, ynaxosok: 36144
Jara sakiHueHHs TepMiny

PUAATHOCTI: 08.2023 Cepruixar Ne: PA/DEC/21/17115
Cueumdirauis Ne: : FS004161-6.0 Jlara sinGopy 3paskis: 21.12.2021
Peecrpaniiine nocsiguenus: Ne UA/2897/03/02 sin 06.03.2018 Bupobunya piueH3is: MNB/95/2
| TECT | PE3IVJBTAT ] CHENHPIKALUA
-EtuneniamunoBnii asanor

{nomika C) i 0.03 He Ginbine 0,5% 8/8

- Bynb-sika inwa ivauBigyansta

AoMiLIKa Hipkye Meski BUSHAYSHHS He 6Ginbine 0,2% 8/

- Cyma gomimox (6e3 gomimxu Cy 0,03 He 6inbiue 0,5% s/

Mikpobionoriana yuerora:
- 3aranpHa KiabKicTh aepobHIX

mikpooprauizmis (TAMC) <50 KVO/r He 6inpiue 1000 KYO/r

- 3arasisHa KITbKICTh APIKICKOBIX 1

ruticusisux rpudis (TYMC) <10 KYO/r He Ginsuie 100 KYO/r

- Escherichia coli Bincyrus TMosunna Syt BIACYTHLOW/T

TpoTsirom TepMiny
Kinpkicne BuiHaveHns: MPHAATHOCTI

Linnpoduiokcauuny 994.9 mr/Tab 900.,0-1050,0 mr/rab 950,0-1050,0 mr/Tab
(99.5%) (90,0-105.0%) (95,0-105,0%)

Ha mMomenT BUnycKy

IBMCHOEOH: Buwesasnaduena cepist siarnosizae BumoraM 3atBepiokeHol cnenndixanii
M niaTBepIIKYEMO, 110 BUKIIaACHa ingopMaLlis € BipHoIo 1 TouHO. 3asHaucHa cepis npenapary 0y/Ja BUIOTOBJIEHA, BKIIORAIOMH
YIAKOBKY | KOHTPOJIb SKQCTI, B 3a3Ha4YeHOMY BuLle Micui Bianosigro 1o sumor GMP, Brnanux MicLeBHM PO3NOPIMUM OPIaHOM. 8 TaKoXK

BiANOBiAHO A0 crieunpikanii npenapary. [IpoTokony BrpoGHHLTEA. YakoBKy | aHani3iB 6y nepesipeni i BIANOBIAIOTL BCTAHOBALINM
susoram GMP Ne(005/2021/GMP

Jlara sunycra cepii @ 05.01.2022

14.02.2022 14.02.2022 14.02.2022
Jinax B.N.Cinr Tirenapa Kymap
Aug T lleneBineno Menemxep 3 KOHTPOII AKOCTI
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