BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTHGIKAT AROCTI CEPH JIKAPCHKOTO 3ACOBY
Ne 1128

| Name of product/Hasna [IPOAYKTY ['MezaNext, 25 mg/iml Eye Drops Solution, 5 ml
1 (strength, dosage form, package size and [ in dropper vial; 1 wvial i a carton box with

| type/  posypamus,  rikapesia  gopwma, | labeling in Ukrainian
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‘Batch number and size/ II()M("p Ta posmp 3189232
cepil 12 000 packs / 12 000 ynakonox
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Name, address and license number of -BAI I(ANT‘IJI;’\RI\/IA ]{A/(JRA,\}‘; f\D
nmnm‘dumlmgp site/ Tlassa, aupeca 1 (8

Aprilsko wvastanie Blvd., Razgrad 7200,
HOMEP JUHCHZ T BEPOSHIYOT )Nk HUL

| Bulgaria
BANKAHOAPMA-PASTPATL AJL
byn, Anpicko pacranic 68, Pasrpa 7200,
bosrapis
Manufacturing authorization for medicinal
{ products mn Bulgarta from 22.06.2023 Ne
| BG/MIA-0382 / JTiuensis na supodHHIITED
| mikapenkux sacobis 8 Horapil sij 22.06.2023
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“The retention time of the MAJOT peak
of phenylephrine hydrochloride in
the chromatogram of the assay
sotution should

correspond to that of the major peak
of phenylephrine hydrochloride 1n
the chromatogram of the Standard
solution./
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The batch meets the req wirements of QCM for MA Ne UA/17255/017/017 Cepist planoninac
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{ fereby certify that the above mfarmiation s authentic and accurate. [his batel ot product
s been manufactured, including packmg/ labeling and quality control st the above
mentioned site i fall compliance with the Ll CGMP regquiremaents asstnzd by the local
eairh authority and also in accordance with .i-%;]‘ftI{*_i'.f"I.‘l'l'{[‘.-E"iI-if.}’ﬂ of regisiration deenfuentation
affirmed in Ukraine for nvestigational mediciaal produci, The bateh processing, packaging
and analvsis records were reviewed and found 1o be i compliance ,vﬁi'l h GNP regquireraents
and were signed by the respo nsible persons of thie above wentione crantdaetrer L o
T ECTETAY IO, U0 HAageeRd BIRIUC HOpMAnse _'F.'L{“lC_‘l"(j}}i'i.]f'l‘i{éii‘!i'f“s A ronaoe, Lla cep
NERISPEY AT GV BEIOTOBACHA, BRIOHRIOW T RATH . MADKVRAHER i HPORCARHHY
ROHTHOAI0 T SIKOCTT 11a Sa3sane i pupoGHIILE ey nowRliE s-wi‘f;-r'mf"“'i"'i' 2
erivoranty GNP, BOTAHOEICHIAMI MICHCBHM PECYDBITONINN -ﬁ'P'l'*':at'-h?z;n.-f A THRUHS PTORTTO
S0 G -nﬂ*'mu LG, 00O AICTATLCS B PECCTPRIGHHOMY JOULt, FATRCPIECHON v '\??'1';1'};ii‘fi'-t.i MHe
AOCAVEANSEANNTO. THRAPCLKOTD sacofy.  TIPOToROAE  BHPEOIITSI.  HEkXBadkd T
nposedenng ananizig yad nepeeipe i BOTAHDRACHD RUBIOSINCTL powiant GME 33
HLLIHCAHO BUTTORLAAL UM 0CoBaMy BIPODHAKA.
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I&EP}KJHKUEY}MEA
mzmmmm CIYIKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM YV BIHHAULKIA OBJACTI

BYJ. XMensHuubKe woce,7, M. Binuuug, 21036, (0432) 66-07-69, 66-03-51
F-mail: dls.vn{@dls.gov.ua, region.dls.gov.ua Kog €APITIOY 37084828

BUCHOBOK
IIPO SIKICTH BBE3CHOI0 B Y KpaiHy NiKapChKoro 3acoby

14.09.2023 No 46792/23/02
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(rmmun Rt Jmcqpc: KOT0 3ac08y 310 3 pmlpcnumnm unt,m,fmt,nmm)
KPAIi O4H, PO3UME, 25 MI/MIL, 10 5 Mul y GIakOHI-KPaNeNbHULL, 110 1 (hrakoHy-KpanensHunl B
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({]}opmd unuyuw ;uuymumu BUA IIcH(}"B:}IIHH mmpu;r{o: 0 sm_n('y)

Homep peccrpautiiivoro nocsinnenns UA/17255/01/01 crpox anii peecrpaniitnaro nocsimenus 22.02.2024

Cepis nikapebroro sacofy Ne 3189232 Kinbkicts BBeseHoro nikapeskoro sacoty 9755 yi.
Bupotuuk ____'bAJIKAI ICDAPMA -PA3I'PAJT AL bosrapist
(ndnmnynamm BuUpodHIKa .anmp(,mcm () de('y Kpaima umt}ﬁ?mmm}
Boescno B YVipaivy CrinpHe yKpalHCEKO-ICHaNChKE MIPUEMCTRO ¥ (GOpPML TOBAPHUCTRA 3
odmexenoio simiosiaanbHicTio "CIIEPKO VKPAIHA" inenr. xon:
20112362

(Haimenysands ta kol sa CAPTIOV wpsanunol ocobu abo npissiure, iM's, no Garskosi isuarol y
QCOOM = NUINPMCMAS, 1T MICUC TTPOYRMBAHHS T4 peccTpartitiinil noMep 0GHiKoROT KAapTIH HIATHMKA
FOAATRIB 00 CCPIst Ta HOMED THACHOPTS):

Tporoxon sisyansioro kourpomo-sin 14.09.2023 N 373/0/01.02-23/2.
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