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I liereby certify that the above information is authentic and accurate, This batck of product has been
manufactured, including packaging/abelling and quality control analysis, at the above mentioned site in
full compliance with the GMP requirements of the local Regulatory Authority and with the specification

available in registration dossier. Protocols of baich processing, packaging and analysis records were

reviewed and found to be in compliance with GMP, I hereby confirm that afl production stuges Jor this
. batch of finished product were carried out in Jull compliance with the requirements specified in the
current GMP guidelines approved by the Ministry of Health of Ukraine.
i L{unt 51 saceiduyro, wo nasedena amue inipopmavis € docmosipiiow ma mounow. 1o cepiio npooykrii
Byno eupobneno (kmougoH RAKYeQINA/MAPKYSANHI) MG RPOGEOETO KORMPO/LS it axocni Ra
quufeaasnayeniii dinvruyl y nooiiii gionosipnoemi 3 eumozast GMF, scrianosnenumu Micyesum
PeyNAMOPHUM OP2AHOM, & MAKOIC §iI0N06IdIG 00 crequpixanit, wo micmumnca ¢ peecmpayiiinomy
docue. TIpomokonu eupobutiygmed, HaKpeanns ma anaisig 6y10 nepeananymo ma gemanoeaeno
gionosionicms GMP. Lluy nidmeepdaicy1o, wjo eci aupobunsi emadii ons wici cepii z0moeot npodykuii
Gyau 30ificeni ¢ noenid gidnosldnocmi 3 6uMO2AMI, 3A3HAHENUMU & wunniit naemanogi 3 GMP,
sameaepdsiceniti-Minicmepcmgost oxaponu 300poe’s Yrpainu, .

] o Name | Hasmukh Jaysinh Arya
Position of person authorising the batch release. | Assist, Manager Quality Assurance
u Ipiserme | Xacmyr Jixalicin Aps
1 ~ ITocana ocolu, sika BHARAA X03BLN Ha BHITY ek cepil | Agner, 3abesueyenns gkocti MeHenxkepa
Signature of person authorising the batch release
THinowe ocobu, Axa BRAANA 103BIA HA BHIYCK cepil
Date of signature |
JHara nignucaus |
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@ Factory: 9 Registeréd Office: 9 Corporate Office:

GIN:L24390KHT276PLTG 19380 CINL L 24390ME ] §76PLED19330
Plot 215 ta 219, GIDC Industrial Estate Meelam Centre, B’ Wing, 47 Floor,
Panoli - 394 116, Bhatuch, Gujarat. Hirid Cycle Boad, Worli, Mumbai — 400430,

07 2646 272 474 /784 1304 /783 /335 & +91 22 24822222

! www.jbpharma.com
@ jbepl panali@jbpharma.com Y
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CERTIFICATE OF BATCH RELEASE
CEPTUDIKAT BHIIYCKY CEPI{

Product name: AZITHROMYCIN EURO Manufacturing country: | India- T
___Haasa npomyxuii: | ASHT POMIIIIH €BPO Kpaina-supobunk: | Inain
Pharmaceutical form: | film-coated tablets

Jdikapchiea popma: | Tabacrky, BKpATi 06010HK00 .

1 tablet contains Azithromycin D|hydrate equ:valbnt to Aznthromycm
Aunhydrous 500 mg

1 raGjieTea MiCTHTE asmpomunuy RUTIAPATY CKBIBATIENTHO asu'rpommxmy
v-ﬁcznommmy 500, M ]

3 tabléts in a blister; 1 bhster ina cardboard box with Ukrammn and Enghsh

Stréngth/potency:

Cuaa Ji/awrHBRICTE:

Type and size of

packaging: | labeling
Bun i posmip | no 3 vaGaerku y faicrepis no 1 Giricrepy y RAPTOHHIF KOpoGU 3 MAPKYBAIHAM
YHAKORKM: | YKPAINCLKOW TA ANIIRCLKOI0 MOBAME . B
Batch No.: PAQ2302;4 Batch Size: 64400 boxes
Cepig Nes ) Pogmip cepii: | - gopobox N
Manufacturmg date: 1072023 . Expiry Date': 09/2026
Jara pupobunnrsa; Tepmin NPHAATHOCTIS

Regutratmn.Certtﬂea te:

UA/1280/01/03 Sidbadted SIETEE | g o 515

Pecerpayiiine pocpiguenns: | Heobmexeno 3:
“Manufacturer name: Unique Pharmaceutxcai Laboratories (a division of

I. B, Chemicals & Pharmaceuticals Ltd.) Yiserie Nog

Haii‘meny_aamm [Onix OapmacsioTiean Jadoparopis (sintinenns | £ 0 G/1051

- . P Jlinenaist Not

pupobuuka: | gipmu /L. B. Kemikaas emx PapMachioThrans
JIrny) .

Location:
Micuesuaxonmenuﬂ:

P!otNo.215—219 G I D C lndustrlal Area, Pauoh 394 116, Dist. Bhﬁruch Indial
Jinstaxa Ne 215-219, Jxi. Aii. Ji Ci. Tupacrpian Epia, IIanoni - 394 116, oxpyr
Bxapyx, Inaist___ .

Coneluwlon on confirmation of GMP Ccrhﬁcate No 550/2022/C-1024 datc.d 39.12.2022
Buchonok moa0 miaTBepIKenHs cepTudikaTy HIBIT Ne: | Bijg J
~ Labelling: | Should correspnnd to the rcglstercd label!mo Complies
Mapxysanns: | Ilosruuo BiznapizaTy 38peccTPOBAHOMY MAPKYBAHIIO, Bianosinae
Packaging: Should correspond to the requirements of MQC, Complies
~ Haxysauns: | MoswsHo BinoBigary BHMOram _MKSI.. . Binnesizae
Analysis reSj{Itg: Cerl‘l.i“icaﬁe‘ of analysss No.: {OFP23003790 . datgd 09.11.2023
| PesysinraTn anamsy: Ceprutirar anaizy Ne; . BijL v B

it
¢ Faotory:
CiN: L24330MHT976PLE019380
Plat215t0 219, GIUC industral Estate
Panoli - 394 116, Bhanich, Gyjarat.
. +31 2646 272472 /784 304 /783 /336 ¢ +91 22214822222 a
@ jhopl panoli@jbpharmacon Lo} 22 243

9 Registered Office: ¢
CIM: L24300MH1976PLER U280
Neelatn Centre, ‘B Wing, 4™ Floor;
Hind Cytle Rord, Worli, Mumbiai -~ 40003,
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CERTIFICATE OF ANALYSIS

r Certificate: | 10FP23003799 ' - 1 Pagelof2 |
L Product name: | AZYTHROMYCIN EURQ

Pharmaceutical form: | film-coated tablets, S00 mg

Batch No.: | PAQ23024 ._, _

| Date of manufacture: | 10/2023 | Expiry date: | 09/2026

Analysis procedure results

QUALITY : : METHODS OF
PARAMETER RBQUIREMENTS CONTROL
Appearance Blue, capsule shaped, biconvex, film- p. 1, visually
coated tablets, with a break line on one Complies

side, ‘ L
Identification; The retention time of the principal peak | p. 2, HPLC, l
in the chromatogram of the test solution | EP, 2.2.29
should correspond to that of the
reference solution, as obtained in the
“Assay”, o
Average weight 975 mg + 5% p. 3, EP 2.9.5 988.77 mg T
| Weight Weight of not more than two tablets p.4,EP29.5
uniformity may deviate from the average weight by
more than S %, and none may deviate
by more than 10 %.
| Related impurities | Azitbromyein 3’-N-oxide — not more p. 5, HPLC, 0.00 %
than 1.0 % EP,2.2.29
3°«(N, N-Didemethyl)-3’N-formyl 0.17 %
azilthromycin — not more than 1.0 %
3’-(N,N-Didemethyl) azithromycin 0.00 %
(aminoazithromycin) ~ not more than
- 0.5%
Desosaminy) azithromyein — not more 0.00 %
than 0.5 %
Azithromycin impurity F —~not more 0.13 %
than 1.0 %
3°-N-Demethyl azithromycin — not 0.00 %
4 more than 0.7 %
3’-De(Dimethylamino)-3'- 0.00 %
oxoazithromycin — not more than 1.0 %
Individual unspecified impurity — pot 0.00 %
more than 0.2 %
Total impurities — not more than 5. O % .

‘ RESULTS J
[

Complies

Complies

f—

9 Factory: 9 Registered Office: 9 Corporate Office; ""E):E:
CIN: L24390MH1976PLC019380 CIN: L24390MH1976PLCD1 9380 CiN: L24390MHISTEPLCO19380 % \
Plot 21510 219, GIOC Industrial Estate Neelam Centre, 'B" Wing, 4" Floor, Cnergy IT Park, Unit A, 8" Floor, DE
Panoli - 334 116, Bharuch, Gujarat. Hind Cycle Road, Worli, Mumbai = 400030, Appa Saheb Marathe Marg, 91

¢ +91 2646 272472/784/304/783 /335 t +9122 24822222 Frabhadevi, Mumbai — 4000625,

@ jbep.panoli@jbpharma.com C +91 22 24335200/5500
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L

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

Certilicate: | 10FP23003790 |

| 475.0 mg — 525.0 my/tab.

Dissolution Not less than 80(Q) of the labelled p. 6, EP2.9.3, T
Azithromyein amount must dissolve HPLC, EP 2.2.29 93 %
- within 30 minutes.
Assay At release: p.7, HPLC, EP,
95.0% - 105.0% of the label claim of 2.2.29
Azithromycin

49945 mg/tab.

dosage units

For shelf life: (99.9 %)
90.0% — 110.0% of the Jabel claim of
azithromycin
450.0 mg — 550.0 mg/tab.
Uniformity of Complies with the requirements p. 8, EP, 2.9.40 Complies

-

the product.

Microbiological The product may contain: EP, 20.12;
purity Total aerobic microbial count (TAMC) | 2.6.13,5.1.4 Complies
— not more than 10* CFU/g; (harmonized
Total yeast and mould count (TYMC) ~ | method) Complies
not more than 10? CFU/g.
. No Escherichia coli is allowed in 1 g of Complies

Name

A.P. SHAR

Page2of2 |

o

I/ % &

¢ Factory: 9 Registered Office: Q Corporate Office: é}r
CIN: L24390MH1976PLCO19380 CIN: 1.24390MH1976PLCO19380 CIN: L2d390MH1976P.LCU19380 © §
Piot 215 to 219, GIDC industrial Estate Neelam Centre, ‘8" Wing, 4" Floor, Cnergy IT Park, Unit A, 8" Floor, : ‘;
Panoli - 304 116, Bharuch, Gujarat. Hind Cycle Road, Warli, Mumbai — 400030, Appa Saheb Marathe Marg, S

<
@

Position of person authorising the batch release

General Manager —QC

Signature of person authorising the batch release

&) e e .

Date of signature

09/11/2023

+0) 2646 272 472 / 784 /304 (7837 335 ¢ +0) 2224822222

ibepl.panoli@jbpharma.com

L +9) 22 24395200/5500

Prabhadevi, Mumbai ~ 400025,

S




CEPTUDIKAT AHAJH3Y

Cepradixar Ne:

10FP23003790

Cropinia 132 |

Haszsa npoaykuii:

ASUTPOMILMH €BPO

Jlikapceka gopma:

TadnevKu, BRpIti 0G010HK010, 110 500 Mr

Cepis Ne:

PAQ23024

Jara pupotuunrea:

102023 |

Tepmin nprAATHOCTL: L09/2026

Pe3ysbTaTi NpoBefeHHS aHaAi3y

HAUMEOYBAHHS
TOKA3ZHUKA

BAMOTH

METOIHA

KOHTPOJIO

PEIVJILTATH

Oumne

Tabnerkt  GakuTHOrO  KOJIBLOPY,
Karcyonoaitui, ABOBHITYKI, BKPHTI
060NOIIKOK, 3 PUCKOW 3 OJHOIO
OOKY.

f. 1, Bi3yaIbHO

Binnonsinae

—

Inewrudixanis:

Yac yTpUMYBaBHA OCHOBHHX MiKiB
1A XPOMATOTpaMax 0ocHioNHcy8anozo
i CmandapmHozo PO3YURIG,
orpumannx B posaini  «KimexicHe
BHIHAYCHH A, HOBHHCH CITIBIANATH.

n. 2, BEPX,
EP,2.2.29

Bianosinae

Cepenuna maca

975 mr £ 5% ]

988,77 mr

OauopinHicTh MACH

Maca He BisuIe, HiX ABOX TAabIETOK,
MOXKE BIIXHIATHCS Bifl cepentbol
Macy Oinbme 1K Ha 5% 1 mojHa — He
6inpe, i xa 10%.

Bismnosipae

CyuyTtHi gominren

Asurpomiaai 3'-N-oxcHa — He
Hinpe 1,0 %
3’~(N,N-Aunemerumn)-3'N-
GopMiNazUTpOMILMII — He OinbIue
1,0 %

3'-(N,N-JluneMc T )a3H TpOMILIHH
(aMIHOA3WTPOMILIHH) —~ He OinbLITe
0,5 %

He303aMiHAIa3HTPOMILNH — He
Ginbmre 0,5 %

Homimxka [ azurpominuny — He
6inbie 1,0 %
3"-N-JIHMe T3 ATPOMIITHE — HE
Hinsuie 0,7 %
3-Je(umetuiamino) 3'-
orcoasutpominyi — He Ginsue 1,0 %
[ AMBIAYATLHOT HERIZOMOT AOMITLKH
- e Giapwe 0,2 % a
Cyma pominiox - ve 6inbiue 5,0 %

m. 5, BEPX,
LP,2.2.29

0,00 %

0,17 %
0,00 %

0,00 %
0,13 %
0,00 %
0,00 %
0,00 %

0.3 %

Pozuuuenns

He wmennic 80(Q) Bin 3assnenol
KLTBKOCTI  A3UTPOMIIHY, TIOBHIIHO

m. 6, EP 2.9.3,

BEPX, EP 2.2.29
PO3UNHATHCE BPOTIroM 30 XBrAUIL

93 %

iany,
S~

B
3 % %,
o %% N

ans
MEHTIB) =

—

A




| Cepradixar No: | 10FP23003790 | Cropinka 232 |
Kinnkicne JIns BUITyCKY: n. 7, BEPX, EP,
BH3HAYMCHHS 95.0 % - 105.0 % rix 3asBICHOT 2.2.29 499,45 mr/Tabi.
KLIBKOCTI asuTpoMituay 475.0 Mr —~ (99,9 %)
525.0 mr/Tabm.
Jls repminy DPUIATIIOCTI:
90.0 % - 110.0 % Bi1 3asBreHOl
KUIBKOCTI asurpomiuuy 450.0 mr —
- 550.0 mr/Tad.
OnnopigHicThb Bimrosigae BUMOTAM n. 8, EP, 2.9.40 Bianosizae
A030BAHHUX OJANHHLI o
Mikpobionoriuna B npenapart Do1yCKacTheA: EP,2.6.12;
YHCTOTA 3ATAIBHE TUCIIO AePO0HIX 2.6.13,5.14 Binnorinae
mikpooprauizmis (TAMC) - (rapMoHizoBaguH
e Ginpme 10° KYO/r; METON)
3aragbHE THCIIO JIPIK/IKOBHX T4 Bianosinae
nnicassux ipubis (TYMC) - ne
Ginpme 10° KYO/T,
He ponyckaerses Escherichia coli B Bianosiaae
| r npenapary, 1 L '
Mpizsame | AJILIHax ]
Tlocana ocobu, sinnorixansnol 3a Buuyek cepii | Ievepansuntii Menemxep - Kl
Higmuce ocobn, BignoBinaAILHOY 3313_11['_[&}5_(:5@ ]
Hara uignueanng | 09.11.2023

[epexaad 30icieno GAUCHURoM PECCmPAYiin02o ROCEIONeH s




JEEPIIKCIIYXBA
NEPKABHA CJIYKBA 3 JTIKAPCHKHX 3ACOBIB TA KOHTPOJIIO
3A HAPKOTHKAMHX ¥V XAPKIBCHKIN OBJIACTI

Byn. Tpomagsuceka, 25, M. Xapkis, 61057, ten/dakce; (057) 731-50-68,
e-mail: dls.kh@dls.gov.ua, https://www.dls.gov.ua, Kon €IIPIIOY 36985153

BHNCHOBOK

npo sKicTh BBe3eHOro B Yxpainy nikapesioro aacody

15.01.2024 ' No 1223/24/20

AJUTPOMILINH €BPO

(afMenyBanus nikapebkoro 3acoly 3riano 3 peccTPUlifHHM NOCBIAYEIHAM)
tabnerin, BrpuTi 060s108K010, N0 500 Mr; 00 3 TaGeTKH ¥ uricTepis mo 1 Guicvepy y kopaebui

(hopMa puITycky, A03YBAHNSA, BUIL NAKYBAHHA alkapcskoro 3aco0y)

Howep peectpauiitnoro nocsinvenis UA/7280/01/03 crpox aif peectpauifinoro nocsizienHa 01.01.2099

Cepia nikapcskoro 2acoby Ne PAQ23024 KinbkicTs BeE3cHOTG NiKapeskoro sacoBy 64400 ym,
BimaGHR I0nix apmacsiotaran Jlabopatopis (siuninenns dipmu "k, b,
Kemikans eng dapmachiotaxans JIT"), s
(HaliMeHYBaHHS BHPODHNKS JKepeLKOro 3acody, KpaiHa NOXOMKEHHS)
Baesero B YKpaiwy ToBapHCTREO 3 06MEXKEHOI0 BUITORIAANBHICTIO "Kouapk Inteamen",

incur, won: 25182226

(HaptMeHyBakHs Ta kna 3a EJIPTIOY ioprananof ocabu aGo npiaenie, int'q, o Barwkoni Biznunoi

QCOBH - NiPHEMUA, 1T MicLE TPOKABAHI T3 PeECTPALiRHHH HOMED obnikoRQT KAPTKY NIATHHKA
noaatkis abo cepis Ta HoMep Nacnopra)

Ipovokon Bisyaashoro kenrpome sin 20.12.2023 Ne 1095/0/01.21-23/6.

JlaGoparopaui auaii3 Akocri Aikapckxoro 3acoy snificrenuid:

JlaBopatopis 3 KOHTPOUTIO SKOCTI Mikapceskux 3acobis TOB "IHOBPOBY T-JIUKMITAB" (M, Kuis,
Bysr. Horropog-Cisepcbka, Oya1.3, HeKUTIOB] NPUMILUEHHS 92)
(HafineHyBaHHA Ta MicueasaxoLKerns Nabopatopil, wo nposena nabopatopiil anaiis sxocri)

BHCHOBOK WIONO AKOCTE ikapchkoro 3acoBy, Bumanui naGopatopicro sig 12.01.2024 Ne 661 223

Peay:15TaT! NabOPATOPHOTO AHANI3Y AKOCTI NKAPChkoro 3acoby 3a NepEBipeHIMH NOKa3HHKAMH BULIIOBIIAKTH
BHMODAM METORIB KOHTPOMO AKOCTI (2HANITHYHO-HOPMATHBHOT BOKyMERTauil).

3a pesyABTATAMM IEPKABHOTO KOHTPONMO BCTZHOBIEHO, WO AIKapehkHii  3a¢i6  BRE3CHO B Ykpaiuy 3

AOTPHUMAHHAM BH ABCTRA W00 32Be3NIeHeHAR AKOCT] NIKAPCHKUX 3ac0Gin,

N

& } ¢ ’5: *\;\
3acTymHuK HfwaTEARKAE i3 7 [lomopoxua JIL.M.
(nocagona G%Q&fdﬁl\aﬂy‘x { Joro &B;' 10) . /{Hfanuc) (iniuiani Ta npissaie)
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N

X
Lo




PEECTP
nikapcbkux 3acobis, siki HAAIALWNM [0 CyB'ekTa rocnofaptoBaHHs
no TOB "CAHOEPC NnO®T"
Bia TOB "KOHAPK IHTENIMELL"
3rigHo HaknagHoi: Ne 106 Big 25 ciunsa 2024 p.
NiyeHsia otpumysaua: AB Ne 579560 sig 01.11.2011. [ie ao
NiueHsis noctavanbHuka: 6/H Big 09.05.2023. [lie oo

HarmeHyBaHHS Hasea nikapcbkoro 3acoby Ta 1oro nikapcbka gopma, Howmep i gata Kinekictb i . |Pesynerat kOHTpOMIO
nocTavanbHuka Ta Homep | Homep Ta aata HaknagHoi [fara peectpauii Ta HoMep peecTpaLifiHoro HalimeHyBaHHA BMpOBHMKa Homep cepii ceptudikata OAEPXKaHNX pUAATHOGT YNOBHOBaXEHOI
niueHsii nocBifg4YeHHs sKocTi (BUP.) ynakoBoK HIKADCHEOO ocoboto
3acoby
ASVTPOMILVH EBPO Tabnetku, BKpUTI ODOMOHKOI,
no 500 mr; no 3 TabneTku y Brictepi; no 1 Gnictepy y |<> "lOHik ®apmacsbtoTikan
TOB "KOHAPK ; kopoBui (PAQ23024, 10FP23003790 Big 10.11.2023, [NaBopatopis (BiaAineHHs dipmu 10FP23003790
"HTENMEL" 00000000106 BiA 25.01:24  |51" 76 5026)<> "tOmik dapmacsioTikan Jlabopatopis |« B. Kemikana eng PAQ23024 |51 10.11.2023 1D000,00/01.09.2026
(BipainenHs dipmu «x.b. Kemikans eHg ®apmacbktoTvkans Jita.»), IHais”
®dapmacbtotvkans Jita.»), IHais"

BuUxigHUIA KOHTPOMb SIKOCTI NMiKapCbknx 3acobis aaiicHuB: /7
\.s“.w-.\lw&

YnosHoBaxkeHa ocoba
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