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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,



UNIQUE PHARMACEUTICAL LABORATORIES

A Divigion of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

U

GOOD PEOPLE
_for GOOD HEALTH

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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UNIQUE PHARMACEUTICAL LABORATORIES
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_for GOOD HEALTH

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)

- & S/ .
& :
/ oy
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




JEPWRIKCITYKBA |
JAEPEKABHA CIHAYIKBA 3. MKAPCSKHX 3ACOBIB TA KOHTPOIIO
3A HAPKOTHUKAMH V XAPRIBCBKIN OBJIACTI
BV I POMAAARCEK, 25w Xapxis, 61037, rex/are: (057) 751-50-68,
¢-muil: dls.kbh@dls.vov.ua. https:/wenvdis.govua, Kon € JIPHIOY 36985153

BUCHOGBOK ,
Npo MKieTH BBEICHOTO B YRpaluy JIKAPCRKOTe 3a¢o0y

02052024 Ne 33156724720

AJHTPOMIHTHH CBPO

Sarubtsonyaannt skppeurare sacodly 3rianG 3 per crpan i HOCHI iiikjli%ﬂkf}

“ragaetey, BRPITI ofoavsron, 0o 500 sy 1o 3 valaetin y Gulerepizno 1 UJZCTﬂI}V ¥ h&;mﬁm

(P BHayeRY, AOTYBHTH, ML FIRY BT IR TERAPCLKS O Moty

Hosiep. peecrpsiisinore foceingesns UATTIBE 0103 copox i peecipaiioro nogsiauems €1.01.2099

Cepli aixapessoroacody Ne PAQ23027 Kiisiieri gneserioro ximptinort wcody 62770 yiu
B [Ouix Gapuucsiorakay Satoparopiy (siTiaersy ipys “JK, B
» Kesttans sua Gapsactioruicas Jra"), Iais _
iy Rarsis sHpofia AREDCUROYG 3000y, spatip HoRemETIs
Bacseo 8 Vipalay ‘ToBAPHETED 3 aﬁmweaﬁmi slanouizaasuicro "Kouaps Invennies"”,

izenT, woar 2518222

a

{aaiMeY I Ta KT R t ;IE’SU}’ mmumgnm acod aun npmssslue ix's. nn far enal dns}m*sm '
sl + salampaowi, 3 witie. FPO@HIGITIAR T PECCF, PR - obtinouel sRpTRE RETHRRS

sz nin-ade Gepin 8 iovep nadnopTal
“Hporowes sisvaasrare konvpom siz §9.04.2024 X 32400122441,
Slaboparepnnn iz asoetl 3 kapeikoro sieody safficionti

JlabopaTopis 3 KOWTPENIG AkoCT! rikapebkux dacobis TOB "J{OBPOBY T-JUKHAABE" (M. Kifs,

* By Hosropoa-Cisepesxa. 5y:.3. Howuraosl iiprelindings 92) L
' frnieny R Ta mlche e g, BOPETOpdL. wie npos it sabhprro P sl HE{E;‘TH

- Busenobox mose sxoethafkapbions sueoly. sussrul aabopuropicio sin 01032024 Ne61]-24
Py mrars 2aGOpUTOPHUTo REGTHY IKOUTT AIREPEURON YacaBy 't IopeRipEK Ml HORISHURAMH BILHOBIZRIOTh
BHMIGUM METOAIR KOHYPOMIO 2X00] (AHLHTHIHO-BaPMATIBHOT AoKYMERTALL).

L33 peIVABTATOMM  JEPEUBHOTO RO BOTARUBNEHD, 0 Jikapcekull 06 mEewREo B ‘é&pmm
; I}‘{‘p!i:\v‘ﬁﬁﬁﬂﬂ M B0 SEROHONASITER MG mbesrio e HHN srorrilikaprkauy iammm

Uinhubamere apismEs )

~Vepia woTo Ko
y s CEPTHOIRATIB I

/ OB KOHAPK IRTERWED’ || f‘
Ne75182276

]

 Osier TEPEIERKO
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UNIOUE PHARMACEUTICAL LABORATORIES

L

600D PEOPLE
_for GOOD HEALTH

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

AZITHROMYCIN EUROJ Certificate No.z | oo o000 ( Pagelof2
I ABUTPOMUIMH £BPO Ceprudirar Ne: Cropinka 132
CERTIFICATE OF BATCH RELEASE
o CEPTH®IKAT BUNYCKY CEPH
Product name: | AZITHRROMYCIN EURO Manufacturing country: | India i
Hasna upogyxnii: | ASUTPOMITUH €BFO Kpaiua-papotuux: | Inain

Pharmaceutical form:
Jikapchka popma;

film-coated tablets
TabJIETIH, BKPHTI 000JOHKON

Strength/potency: | 1 tablet contains Azithromycin Diftydrate equivalent to Azithromycin
Anhydrous 500 mg
Cuna giv/ascrapricTs: | 1 TabneTka MicTHTE asHTPOMINMBY JHIIPATY eKBIBATCHTRO a3ATPOMILMHY
desnoguomy 500 mr
Type and size of | 3 {ablets in a blister; J blister in a cardboard box with Ukrainian and English
packaging: | labeling
Bua i posmip | mo 3 TaGaerkn y Saicrepi; mo 1 6aicrepy y kaproauii kopolui 3 MapkysanHam
YDAKOBKA: | YKPAIHCHKOM0 T2 AN iich Kol MoBaMu , L
Batch No.: Batch Size: boxes
Cepin Ne: PAQES02T Po3Mip cepii: ( 0atig Lk_opoﬁom
Manufacturmg date: 11/2023 . Expiry Date: ] 1072026
1_Jlata supoSunnTea: Tepmin npwaarngeri: | ]
, Registration Certificate: UA/T280/01/03 Unlimited from: I“M 09.2018
7 eccTpaniiige HocBiITeH A} Heobmexeno 3; - ]
Manufacturer name: | Unique Pharmaceuntical Laboratories (a division of
J. B. Chemicais & Pharmaceuticals Lid.) i deense N
Hativenyranun | KOnik ®apmaceiotuxan Jaboparopiz (Binainennn T—— .N';.' G/1051
supobunka: | gipmu «/x. B. Kemikanz ena ®Papmacsiornkais )
| JITan) [
Locatiun:] Plot No. 215-219, G.LD.C., Industrial Area, Panoli - 394 116, Dist. Bharuch, Indﬁ
Micuesaaxomsenna: | Jinawka Nz 215-219, JIxi. A, i C) Ingacrpiax Epia, Ilanoni - 394 116, oxpyr
bxapyx, Inais o
Certlf“ cate of GMP compliance No.: dated
¢.om avsiiosing =2 HEL Mo, | $96/2023/GMP oig | 27112023 [
Labelling: | Should correspond to the registered labelling, Complies |
Mapxysanns: | ToBHnHo BIAIOBIAATI 3aPeECTPORAHOMY MADKYBARHIO, Biununinaevj
Packaging: | Should correspond to the requirements of MQC, Complies
Tlaxynannn: | [Hopuuno sigposigaTn snvoram MKH Biauosmac 1
Analysis results: | Certificate of analysis No.: dated
PezyabTaTa ANAIIY: Ceprudikar anamizy Ne: 1OERZ300:404] Big 11 12:2023 J

¥ Factory:

CIN; 1.24390MH 1 576PLO01 9380 CIN: 24
Plot 215 to 219, 610G {ndustrial Estate- Neelam C}
Panoli - 394 116, Bharuch, Gujarat. Hind Cycid

[benl pancli@jbpharma.com

“X (il A

/

v

AICIN: L24390MH1976PLC01 9380

nergy IT Park, Linit A 8* Flacs,

. #Ehpps Saheb Marathe Marg,
if Probhadevi, Mumbai — 400825,
+97 22 24395200/5500 (——“"“"“:'———

P

)
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@ UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

600D PEOPLE _
_for GOOD HEALTH
AZITHROMYCIN EURO Certificate No.: Page 2 of 2
ASHTPOMIIMH €BPO Cepradircar No: | 10FF23004041 1\ cpopinica 32

1 hereby certify that the abeve information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and guality control analysis, at the above mentioned site in
Jull compliance with the GMP requirements of the local Regulatory Authority and with the specification

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

reviewed and found to be in compliance with GMP. I hereby confirm that all production stages for this
batch of finished product were carried out in full complignce with the requirements specified in the
current GMP guidelines gpproved by the Ministry of Health of Ukraine.

Lum 2 3aceiovyro, wie nasedena siye ingpopuaiin € docmosipuoro ma movnoio. Liie cepito npadyxuii

Jpno supobaeno (6KTIOUaIONE NAKYSAHHA/MAPKYSAKHA) Ma NpoGedelo KOHMPOR i AkoCHi ha
sumiesashaveniii olnvnuyl y noskili gionosionocmi 3 sumozam GMP, scrmanosienumu Micueum

PezynAmpPHUM OP2AHOM, & MAKONC ¢i0no8iong do cnexuPivaiii, mo micmumecn ¢ peccmpayiiinomy

docee, IIpomoronu eupoORUMEd, naKysannn me ARanizia Gyre nepeziAKymMo ma Canos1eHe
sionoeionicms GMP. Lum niomeeponcyro, wio aci eupobrusi cmadit dna wiei cepli 20moeoi npodyrudt
6_wru 30ikicneni 8 nosnill sidnoeionocmi 3 6UMO2AMU, 3AZHANEHUMY 8 YUNNIL Hacmanosi 7 GMP,
sameepOxceniic Minicmepemsom oxoponu 30epee’s Yxpainu.,

Name | Hasmukh Jaysinh Arya
Position of person authorising the batch release | Assist. Manager Quality Assurance
. [ipissnmte | Xacmyx Mxaiicia Apn

Tlocana ocobn, axa BuIasa nossin Ha BHILYCK ePit | Acper. 3afksnemenns SKoCTi MeHeAEPA

- Signature of person authorising the batch release |

Hignuc ocodn, 5xa REAAIA M03BIT Ha BHIYCK Cepii .
Date of signature
HaTa_HiﬂﬂlicﬂHHH 15.12.2023

““."p
rugad

i

@ Factory. 9 Registered Office: 9 Corporate Office:

CIM: £:24390MH14T6PLCOFI380 CIN: 1.24390MH) 976PLCO1938D CIN: L24390MH19/6PLC03 9380
PJot.215 1o 219, GIDC Industrial Estate Neelam Centre, ‘B’ Wing, 4* Flogr, Cregy IT Parl, Linik A, 8 Floar,
Fanoli -394 116, 8haruch, Gujarat, Hind Cycle Road, Worli, Mumbai ~ 400030, Appa Sahgﬁﬁ*r—t‘h B, E ;
S 012846 272472 784/ 304 £/837335. ¢ +4] 22 24822222 rabh = me Moo Xackis T
@ - jbepl.panoli@bpharma.com L) | g:’ 24:145 E&?)d’ DIKATIB W jophiti
TOB KOHAPK IHT ZAMEL:
Ne251 822"*




CEPTHPIKAT AHAJN3Y

Cepradricar Ne:

10FP23004041

| _Cropinka 132

—

Hasea npoaykuil:

A3WTPOMILIIH €BPO

Jlikapcoka opma;

TabaeTkRn, BRpuri 0Go.108K010, 10 500 mr

Cepin Ne:

PAQ23027

JdaTa BupodnuuTea;

112023 |

Tepmin npupataocri: | 1072026

Pe3yaLTAaTH NPOBEAEHAS aHALIZY

HAHAMEHYBAHHS
TIOKA3HHKA

BHMOT'H

METO/JHU

KOHTPOJIKO

PE3YJLTATH

Onnc

Tafnerky  OmakHTHOIO  KOJLOPY,
Karcyaonoaidui, ABOBANYKIN, BKPHUTI
0DOJIOHKOID, 3 PHCKOI 3 OZHOTO
6oxy.

1. 1, Bi3yaasHO

Bignosigae

InenTHdikamia:

Hac yTpnmyBaHHx COCHOBHHX IiiKiB
Ha XPOMATOIPaMax docrioncy8anozo
i CManoapmHozo posuunis,
orpumanmx B posgini  «Kinskicae
BH3HAYCHHD), NOBHHEH COIBIAJATH.

. 2, BEPX,
EP, 2.2.29

Bizgnosigac

Cepenun maca

975 mMr+ 5%

n.3, EP2.9.5

990,37 mr

OanHopignicTs Macu

Maca ne biisie, Hix ABOX TA0IeTOK,
MOME BLIXMNTHCA Bid cepeannoi
MacH Dirniie nix Ha 5% 1Ko/1Ha — He
binnme, "Hix Ha 10%.

n. 4, EP2.9.5

Bignosipae |

CynyTHi Jomimrku

AsurpominnH 3’-N-oxcup - He
Oinsue 1,0 %
3"-{N.N-Oumemeran)-3'N-
dopminasHTpoMitve — e Glibine

11,0%

3/-(N,N-JuaeMers 1 )a3saTpoMiLHH
(aMidoasHTpoMiLMH) — He Ginplue
0.5%

Jez03aMIHNTABHTPOMINHT — He
Oinsine 0,5 %

Homiixa I asutpoMinuny — qe-
Ginpwe §1,0%

J3*-N-JlumeTHIa3uTpoMinin — He:

Binsme 0,7 %
3'-Ne(dumetnnamino) 3'-

OKcoazuTpoMinmK — ne 6inkwe 1,0 %
[HpuBigyansHoT Hesigomol ILOMIIJJKH
- ve Giabe 0,2 %

Cyna gomimox - He Ginsine 5,0 %

n. 3, BEPX,
EP,2.2.29

0.00 %

0,20 %

0,00 %

0,00 %
0,19 %
0,00 %
0,00 %.
0,00 %-

0,4%

Posunnenmn

He senme 80(Q) Bim s3anBIEeHOl

KINBKOCT]  B3UTPOMINANY, NOBHHHO
PO3YHHHTHCE MPOTHroM 30 XBHIHH.

I 6, EP 2.9.3,

BEPX,EP2.2.29

89 %

e s s b s

E

TOH *KOHAPK (HTENTMED"
Ne25182272¢ )

by

YKpata micTo Xap«in T
An CEPTMCDIKATIBJ




Cepradicat Me: | 10FP23004041 |

Cropinka 2 3.2 J

Kinskicne | Jina Bunyeky: n. 7, BEPX, EP,
BUIHAYEHEH 95.0 % - 105.0 % Bix 3aaB:enol 2.2.29 497.56 mr/Tabo.
- KUbKoeTl asutpominvuy 475.0 mr - (99,5 %)
525.0 mi/tadn.
Ang TepMiBy IpHAATHOCT:
90.0 % - 1100 % Bix sagsaeHol
kinekoctTt azurpoMinuny 430.0 mr —
. 550.0 mr/Tabn. _ _
Onuopiaticrn Biamnosinae sBumMoram n. 8, EP, 2.9.40 Bigmosinae
A030BaHHX 0HHUIL
Mikpobiooriuna B npenapati 1oycKacTCA: EP, 2.6.12;
“YHETOTA 3araahHe YHCI0 aepoOHUX 2.6.13,514 Binnosinae
mixpoopranizmis (TAMC) - (rapMoHi30BAHUIT
He 6inbie 10° KyOir; METOA)
3arallbHe YMCO JAPDKIKOBHX TA Bimtosijiac
naicHaeax rpuois (TYMC) - ve
Ginsme 102 KYO/r.
1 'He nouyckaerbes Escherichia coli Binnosinae
| r mpenapaty. L
1 [lpizsume | ALLTax
| _Tocana ocobn, Binnosinaabuoi 3a sunyck cepii | Fenepanbuniit menemxep - K5I
Hignue ocobn, Binnosigansxoel 3a BHIyCx cepii

Jata mipmucanwust | 11,12.2023

[epexnad 30iticneno auacuuxom peccmpayitino2o noceioHenHs

o

Yepzing Micto Xapxis -

FANg CEPTUIKATIB]

v ?L <
,;(f'*;*’i
o )5} OB “KOHAPK IHTE/EL
L e Ne25182225 :




JIEEPKIIKCITYUEA
AEPIKABHA CHYKBA 3 JIIKAPCLKHX 3ACOEBIB TA KOHTPOJIIO
3A HAPKOTHKAME ¥V XAPKIBCBKTH OBJACT]
nyor; pomaysicera, 25, v, Xapiis, 61057, ren/darc: (057) 731 ~30-68,
e-mail: dis kh@@idls. gov.va, htsps:/www.dls.gov.ue, Kox €JIPIIOY 36085153

BHCHOBOK
npo sAKicih BREleHoro B Yipaiiy Jikapisroro 33&06&*

1 02.05.2024 N 23162/24/20

AZHTPOMILHH €BPO
(aiMeUy HAKHS T KAPCRROIT Faen®h P01 pereTpalliiiitg nocsiayenisng
rafiieren, srpiTi obogonkotn, no S00 yry vo 3 rabiaerku y doderepd; no 1 Gaierepy y wopoabii
(Qopva sy CKY. JERYBHHN, WL HAKY D3 m\.(pu,muo 3a¢a0y) ;

 Homep peectpauiisioro nocsizuenus UA/T280/01/03 erpox aif pecerpauiiinoio noenimennn (1.01.2099
" Cepis aikapeskoro sacody Ne PAQ23029 Kiapkivth sResenure dikapenroso sacody 64400 yr1.

: _ HOnik PapmachroTRrad Jlaboparopis (siaiicann bhipsin "Ik, b.
- Bupofuuk HeSoap Jlaboparopis (a1 ipsiR A

Kemika exg @apmachiorusars JITA"), 1719
(lfﬂﬁ'-lti!'ﬁ EHIT] HH;‘\)UHde 11h€xp~.hmnr(v SH.LUUS Kpa 1 HOX O8I DR
Baeaeno's Y kpaisy TopapucTeo 3 odvemenoio siznosiaaasnicnio "Kenapr Inreasesn”,

iaent, ko 25182226
) iy Bans e o2 46 CAPNOY opateuohocodirabo npissiue, ' oo Surhrosl Gl
GeaH - HANPHCLIAL T 3HELE NpORBIGUIIE T2 pecesPaliifion novep oBHRUBOT RIPTKH HANTHHES,
DOZIATRE 500 CEpis Ta HOMED HACRORTA}

Tparesod sizyanvioro komrpow-pii 16,04,2024 Xa 357/0/01.21-2476.
 NaGopatoprutdt ataii #kOET aiNapeekaro sacoly 3iilcheHii;

- MaGopartopia 3 xoaTpomo sxocTi sikapeskux sacobin TOB TTIOBPORYT-JHAKWUIAR" (v, Kuin,
By, Hosropon-Cisepebka, Oya,3, Hexuriol NprMiticHHs 92)

lldﬁ’\(f”\ BRIGIR TH M{Luﬁllﬂ\(!;l& CHl AndOPETY! L (RO poBe: R mon LTOpHRA alan ‘.l RO I’l}
T ¥

Buchosok 10310 AKoei Aikapeekoro 3acody, Biaanudi sadopatopicio siz (1.05.2024 Ne 662-24

: Pesysthray '1duuaampumu dH'Llll} AROCT] AIRIPCLROTY savedy 38 NEPLBIPEHIMH NOKATHIKIMI BiaMOBIFAOTH
BHMOTEN METOATB KOHFPOLO skoeH (aHaniTayso-HOMMaL HBHOT 10Ky vieH i),

SB3 PEOVAMIHTAMS  ACPAEBHOIU  KOHTPWIQ  BUIBHUBICHO, 100 dikapcukufi  weid  meesgno B Yrpay 3
BOTPHMAHHAM BHMOr JAKOHOIABCTEA WOA0 JaBe3NRHRHHA AROCTT NKAPLHKIN sac0Bin.

i m(m Xapxis

{zw CEPTV®DIKATIB]

TOB "KOHAPK IHTENMEA”
Ne26182226




UNIQUE PHARMACGEUTICAL B.ABURATDRIES |

A D‘ivisibn of J. B‘. CHEMICALS 8 PHARMACEUTICALS LIMITED

GOOD PEOPLE
_for G0OD HEATH

CERTIFICATE OF BATCH RELEASE
CEPTHU®IKAT BUIIYCKY CEPII

X Product name: | AZITHROMYCIN EURO | Manufacturing country: | India
i __Haszsa npoayxuii: | ASHTPOMIIHH €BPO Kpaina-snpobuux: | Ingis
Pharmaceutical form: | coated tablets License No.:
. ) . G/1051
Tabaerku, BRpuTi 000J0HK0K0) Jlinensisi Na:

Jlikapebwa dopma;

Strength/potency:

Cuyia gil/axruBHicTs !

1 tablet contains Azithromycin Diliydrate equivalent to Azithromycin
Anhydrous 500 mg

1 Tabactra MICTHTL A3HTPOMINHAY ARFIAPATY eKBIBANCHTHO
aauTpominnity Gezgognoamy SO0 mr

Type and size of
packaging:
Buj i posmip ynakonxuy:

3 tablets in a blister; 1 blister ir a cardboard box with Ukrainian and
English language labeling , '

ne 3 Tabuersu y Gaierepi; no 1 6nietepy y KapTonziii kopodui 3
MAPKYBAHEAM YRPATHCLKOI Ta aurailichKoI0 MOBAMH

Batch No.: | A Batch size: | boxes
Cepiag Nu PAQ23029 Poamip cepii: 64400 xopofox i
Mz‘l~nufact:u t;mg t’la'te: 12/2023 . Expiry da(‘?: 11/2026
Jara BHpoduuursa Tepmid HPHAATHOCT:
y Registration certificate: UA/7280/01/03 Unlimited 'fronllz 07.09.2018
Heobmerkeno 3.

Peccrpaniiine nocpigueuss:

" Manufacturer:

Bupobruk:

Unique Pharmaceutical Laboratories (a division of J. B. Chemicals & l
Pharmaccuticals Lid.), Plot No, 215-219, G.I.D.C,, Industrial Area, Panoli
- 394 116, Dist, Bharuch, India
YOuix Papsmacsioruay JlaGoparopis (sinainenns pipma «/Ix. b,

Kemixans enn @apmacelorTasans Jra»), linamea Ne 215-219, ki, A
vrr bxapyx, Inais

Ji. Ci. Ingactpian Epia, llanoni - 394 116, oxp)
Certificate of GMP compliance No.: . dated: |
23 |
Ceprudixar siamosimnocri HBIN Ne: | 096/2023/GMY _ i 27.11.2023 :
Labelling: | Should correspond to the registered labelling. Complies j
Maprysaups: | Horuuno BiiioBigaTH 3apeecTPOBAHOMY MAPKYBANHIO, Bignosigae
Packaging: | Should correspond to the requirements of MQC, Complies 1
Nakypanua: | Iosniuo pinumosigaru sumoran MK, Binnoninae i
(. Analysis ;'eSLl‘lts: C.ergmcarc; of unalyszs N(:.: 10FP23004456 date‘d: 04.01.2024
{ Tezyneraty ananisy: CeprudikaTt ananizy Ne: B |

o -

Yrpairia MICTO XapKii
(05 CEPTVIOIKATIE

OB KOHAPK IHTEAMER
" 226182226

Ty

31 22

jbcpl,panoli@jppl M0 590
S e

iHcred Offico:
ZAJAONIHT 97 BPLCL 958G

i Cycle Roed. Worl, Humibsi - 450038,

¢ Corporate Office::
CIN: L24390MEF 15 76PL00T 9380
Goeryy 17T Park, Unit 4, & Floar,
ARDA Safed btarathe Marg,
Profhatev, Mumba - 400025,
£ 97 22 24385200/6500

1y Gentre, B Wing, 47 Floor,

.,A‘\?.v.r-l)‘ v
2488227 www.jbpharma.com




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

~

GOOD PEOPLE
_for GOOD HEALTH

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling aml'quag'i(v control analysis, at the above mentioned site in
Jull compliance with the GMP réquirements of the local Regulatory Authority and with the specification

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

reviewed and found to be in compliance with GMP. 1 hereby confirm that all production stages for this
batcli of finished product were carried out in full compliance with the requirements specified in the
current GMP guidelines approved by the Ministry of Health of Ukraine,

ITux 51 3aCaidHyto, W NASCOCHA BHKe IHPOPHAYIA € DOCMOGIPROIO MA HIOTHOW. Lo cepiro upooyrudi

By eupoineno (GRAUCKAION t RAKYSAUNI/MAPKYBAHNI) BHll NPOLCHLNO KOUMIPOTs W arocmi na
auesasnanenii diabuuyl y noGRIT si0nosIOnOCMI 3 8BUMOZAM GMP, gemanosrRenyumu Micneeum

PCSYARINOPIHUN DPLZANOM, @ MAKONHC 6I0110810110 00 cneruinayii, 1o ACHIHINGCA 8 PecCmpauinnomy

dococ. HIpomoroat aUpoBHIIMEQ, HAKYGANHR M QIHINIZIE YN0 NEPESLARYMO 1A 8CMANO8ACHO
sidnogidnicmy GMP. Llum niomeepoycyio, wio sci eupebnusi cmadit dna yici cepii 2onmosol RPOOVKIK
Gyau 30iiicieni & noeniil sidNasiONOCHI 3 BUNOLQN M, 3UINAYENIUMU 8 LUUHIH nacmanogi 3 GMP,
sameepdsicenisi Minicmepemaonm oxoporii 300pos’a Yepainu.

Name /| Hasmukh Jaysinh Arya
Position of person authorising the batch release | Assist. Manager Quality Assurance
: Hpissume / | Xacmyx Aaaficin Aps
Iocana ocobu, SIKA BHAANA JIO3RLI HA BUIYCK CEPil | Acucr, 3aGeancucuis axocTi Menekepa

Signature of person authorising the bateh release /
igmie ocolu, sixa BHAAE 03B HA BHIYCK cepil /

Date of signature / _
Jara mignucanns 05012024

9 Factory: 9 Registered Officw; ¥ Sorporate Office:

CING L24580MHIO7ERLINTE380 CIM L24390MHTY7GRLEC 1B380 GIN: £ 24580014

Piot 215 10 239, GIDT Industnat Estate Newiam Serdre, 87 wWing, 47 Floor, Cnergy §1 Park, Unit

Pancli- 394 116, 8haruch. Gujarat. Hird Cyole Roat, Warkl. Mumbat + 750030, Anpa Soheb Marathe Marg.
LS 3R4G ET2 4T/ THA S B0A JTRI /I35 & @ D DARNTan Erabhadayi, Mumbar - 400075

OO0

i A AR08
Yrpaina wicto Xapxis
| 419 CEPTUDIKATIE ]|}
TOB "KOHAPK 11 B AR !g :
N .

No 261§ 1

@ jocplpanoli@jopharma.com

i
i

bra.

www.jbpharma eom
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UNIQUE PHARMACEUTICAL LABORATORIES

GOOD PEOPLE
_for GOOD HEALTH

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

Certilicate No.:

Page 1 of 3 -

AZITHROMYCIN EURO
[ ASHTPOMILHH €BPO Cepraginar Ner | 10T v23004456 e opinica 133
CERTIFICATE OF ANALYSIS
CEPTUPIKAT AHAJIZY B
Product name: | AZITHROMYCIN EURO B
Hazea nponykuii: | ASHTPOMILIH €BrO
Pharmaceutical form: | coated tablets
Jlixapeska gopma: | TaGACTKI, BKPUTI 060/10HK0K0
Strength/potency: | 1 tablet contains Azithromycin Dibydrate equivalent to Azithromycin
Anhydrous S00 mg
Cruuta gii/axTHenicrs: | 1 Ta60eTRA MICTHTD A3UTPOMILHIY [N PATy eXBIBAJEHTHO a3quomunHy
Gessonnomy S00 M1
Bateh No.: | 4,
Cepisg Ne: PAQ23029 A
Date of manuflacture: Expiry date:
Jata prpoGuHUTEA: 12/2023 TepmiB NpuAATHOCTI: ! ”2_026 ]
Analysis procedure results /
Pe3yLbTATH NPOBCENHA aHAAITY
CNAMEOF ™ AR ‘METHOD& OF | .
RAMETER / : (,ONTROL‘/ RESULTS /
ﬂMEﬂyBAHHﬁ " METOAM-  |[PE3VILTATH
L TIOKASHHKA . : e KOHTPOJIO | - '
| Appearance Blue, capsule shaped, biconvex, coated tablets, | p. 1, visually . .
A . . omplies
with a break line on one side, ) ‘
Onuc Tabnerky GIaKUTHOTO KOALOPY, 1. 1, BizyansHo
KancymonolibHi, HBoBUNY KNi, BKPUTI Binnosixae
. 060NOHKOI0, 3 PHOKOK 3 OIHOTO BOKY.
Identification: The retention time of the principal peak in the p. 2, HPLC,
chromatogram of the test solution should EP, 2.2.29 Complies
correspond to that of the reference solution, as
obtained in the “Assay”,
InenTindikanis: Yac yrpuMyBaHHs OCHOBHHX 1IKiB HA n. 2, BEPX,
XPOMATOrPaMax QoCaidncyeanoao i EP,2.2.29 . i
CrRaNOapmHO20 PO3YUHIE, OTPUMANKX B PO3/LI Binnosinae
«KinbKicHe BU3HAYEHHSY, [IOBUHEH CIiRIA/IATH. . o
Average weight 975 mg £ 5% p.3,EP295 990.77 mg
Cepenusn maca 975 Mr £ 5% m 3, EP 2.9.5 990,77 M
Weight unifermity Weight of not more than two tablets may p.4,EP2.9.5
deviate from the average weight by more than Complies
S %, and none may deviate by more than 10%. )
Maca He 6innwe, Bix aBox tadnerok, Moxke | md4, EP 2.9.5

BUTXMAATHCA BIX CepelHboT Mack GLIhle wix
Ha 5 % i wonua — ue Ginpiue, Hisk Ha 10%

Binroninae

cuTie
N ““’ah f

15 CLPMQJH/ATF]

TOB "KOHAPK IHTEAMES”

Q

<
2

Ne25182226

Factory:

CIN: 1L.24390MH1976PLCC19380

Plot 218 10 219, GIDC Industrial Estate
[anali - 394 116, Bharuch, Gujarat.

+01 2646 2724727 784 /304 £783 £ 335 ¢ +91 27 24822222
bepl.panoli@jbpharma.com

@ Registered Office:
CIN: L24390MH1976PLC019380
Neelam Centre, ‘B' Wing, 4" Floor,
Hind Cycle Road. Worli, Mumbai —

400030,

9 Corporate Office:

CIN: L24390MH1876PLLN19380
Crergy IT Park, Unit A, B” Floor,
Appa Saheb Marathe Marg,
Probhadevi, Mumbai - 400025,

L 91 22 24395200/5500

www.[bpharma.com




UNIGQUE PHARMACEUTICAL LABORATORIES

B

A Division of J. B. CHEMICALS & PHARMAGEUTICALS LIMITED

GOOD PEQPLE
_for GOOD HEALTH
AZITHROMYCIN EURC Certificate No.: Page 2 of 3
CepruixaT Ne: 10FP23004456 iCropiuxa 233
e o TUTMETHODSOF | =
 REQUIREMENTS / - CONTROL/ | RESULTS/
-~ . BUMOru _ METOAM [PE3YJBTATH
. L KOHTPOJIO ,
Related impurities Azithromycin 3° N-oxide — not more than 1.0 % | p. 5, HPLC, 0.00 %
3°-(N,N-Didemethyl)-3"N-formy! azithromycin -| EP, 2.2.29 0.20 %
not more than 1.0 %
3*-(N,N-Didemethyl)azithromycin 0.00 %
(aminoazithromycin) — not more than 0.5 %
Desosaminylazithromycin — not more than 0.5 % 0.00 %
Azithromycin impurity F — not more than 1.0 % 0.18 %
3’-N-Demethylazithromycin — not more than 0.7 0.00 %
%
3’-De(Dimethylamino)-3’-oxoazithromycin — not| 0.09 %
more than 1.0 %
Individual unspecified impurity -- not more than 0.00 %
0.2 %
Total impurities — not more than 5.0 % 0.5 %
Cynyrui JOMIiLH A3HTpOMILIEH 3'-N-okcia — ne Ginwie 1,0 % n, §, BEPX, 0,00 %
3-(N,N-unemerun)-3'N-hopminazurpomiumd | EP, 2.2.29 0,20 %
sie Oiewe 1,0 %
3'-(N,N-J[MACMETH T Ja3uTPOMILIHH - 0,00 %
(aminoasuTpoMitmH) — e Glrewe 0,5 %
JesozaminmiasuTpomizian — He Ginnure 0,5 % 0,00 %
Jlominka F asurpomiunny ~ ue Ginewe 1,0 % 0,18 %
. 3-N-JlemeTrnnasutpomiunn — ve Binpie 0,7 % 0,00 %
3 Jle(JiuMeTrnamine)-3'-0kcoasuTpOMILIH — He
ginswe 1,0 % 0,09 %
IunuBiXyanbHOT HeBiOMOT AoMiwky - He Gibue
0,2 % 0,00 %
Cyma pomitox - He 6isie 5,0 %
0,5 %
Dissolution Not less than 80(Q) of the labelled p. 6, EP 2.9.3,
Azithromyein amount must dissolve within 30 | HPLC, EP 93 %
minutes, 2.2.29
Pozumuenns He mene 80(Q) i 3asBneHoT kinskocTi p-6,EP 293,
| aspTpOMiLMHY, NOBUHIO Po3dHHUTHCE rpotsrom| HPLC, EP 2.2.29 93%
30 XBUIHH. ‘
At release: p.7, HPLC,
95.0% - 105.0% of the label claim of EP, 22,20
Azithromycin :
11475.0 mg - 525.0 mg/tab, 485.04 mg/tab.
For shelf life: 97.0 %
§ 90.0% - 110.0% of the label claim of:
azithromycin ,
| 450.0 mg - 550.0 mg/tab. - ]
UTIC
&Z‘i‘@ca\s .2/%(3{?
= o (MUNEAL
sk i
‘:\-”/Zf/;‘/; |y

Factory:
CiN: 1.24380MH1976PLC019380

Piot 21810 219, GIDC industrial Estate
Panoli - 394 116, Bharuch, Gujarat.

9 Registered Office:
CIN! L24390MH1976PLC 9380
Neelam Centre, ‘B' Wing, 4" Floor,
Hind Cycle Road, Worli, Mumbai — 400030,

¢ Corporate Office:

Appa Saheb Marathe M

CIN: L24330MI1976PLC0O19380
Criergy IT Park, Unit A, 8" Flaar,

arg,

L +9) 2646 272472 / 7184/ 3047783 7335 « +91 2224822222 s A UE B 100025, i

@ jbepl.pancli@jbpharma.cam Ypid R $A3g5 T 55 ! wwibpharmacom
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UNIGUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

GOOD PEGPLE
_for 500D HEAUTH
AZSTHROMYCIN EURO Certificate No.: - Page3of3
AUTPOMILAH CBPO Ceprudiar No: | 10¥1 2300445{’ Cropinka3 a3
'- T - ' METHODSOF | )
- REQUIREMENTS / CONTROL/ | RESULTS/
-BUMOI'M - METOAH  (PESVIILTATH
. S LA KOHTPOJIO | . '
I(mmclcne BU3HAYEHHS I{Jm anyc;qx . 7, BEPX,
95.0% - 105.0% Bin sassnedol Kinskocor EP, 2,2.29 485.04
azmpomuuuy 475.0 mr- 525.0 mriTabn, MT‘/TE;GH.
Jost repMiny TlpHJIaTHOCH (97,0 %)
90.0% - 110.0% ain saspienol kKinLkoeri '
asyTpoMitinay 450.0 Mr ~ 550.0 Mr/1abn.
Uniformity of dosage Complies with the requirements p. 8, EP 2.9,40 Complies
units : i e —e o
OnuopiadicTs n030BAHNRX Binnoninac puMoram n §, EP 2.9.40 BimicHiRE
ORUHKILL
Mierobiological purity. The product may contain: EP,2.6.12;
Total aerobic microbial count (TAMC) - not 2.6.13,5.1.4 Complics
i more than 10° CFU/g; (harmonized
Total ycast and mould count (TYMC) - not method) Complies
' more than 10° CFU/g.
No Escherichia coli is allowed in 1 g of the Complies
product, f
Mixpobiosoriasa B3 nipenapari nOMyCKaeTLes: r EP,2.6.12; Bianosinac
YHCTOTA, 3aralbHE HHCNO acpoomﬂ Mmpooprammm 2.6.13,5.1.4
{TAMC) — ne Sinpuie 10° KYO/T; (rapmonizosanui
| 3arapHe HUCHO ﬂp])kZUKOBH)( Ta HJUCHHBMX j Me’TOIL) Bi .
. rpubis (TYMC) - e 6imsue 10 KyQ/T, METORIIAG
He nonyckaerses Escherichiacolis 1 r . .
Binnoninge

fpenapary,

Name/ | Mr. A.P. SHAH
pizsse | A, JL Iax

T

@ jbepl.panoli@bpharma.com

Position of person respounsible for analysis /
IMocaga ocofs, BiROBINAILAON 32 anani3

Genera) Manager — QC
Kepingnk - K31

Signature of person responsible for analysis /
1iinuc ocobu, BIMNORIAAJILHOY 32 aNAi3

Date of signature /
Jlara nigiicanud

04/01/2024

Factary:

CIN: L24390MH1976PLC019384

Plot 218 10 219, GIDC Industrial Estate
Panoli - 394 116, Bharuch, Gujarat,

9 Registered Office:
CIN: £24390MH1976PLCO19380

Neelam Centre, ‘B' wing, 4" Floor,
- 400030,

Rind Cycle Road, Worl, Murmbai

91 264G 272472/ 784 /304 /783 /235 . +9] 22 24822222

L s

@ Carparate Office:
CIN: L24390MH1976PLCOY 9380
Cnargy IT Park, Unit A, 8" Floor,
Appa Saheb Marathe Marg,

Prabhadevi, Mumbai 4000’75
T

i uzpmwmnﬂ

www.ibpharma.com

TOR "KOHAPK IHTEMENL"
Ne25182228 )




JEPXIIKCIIYABA
JAEPKABHA CIIYKBA 3 JIIKAPCLEHMX 3ACOBIB TA KOHTPOJIIO
3A HAPKOTHRAMU ¥V XAPKIBCHKINA OBJACTI
BYL I’pama,_mm,bm 25, m, Xapxis, 61057, Ten/ake: (057) 731-50-68,
e-mail: dis, I\,h,a'di .20V 18, _ht;tp_s.//“"&&’.\’s ..dis,gg‘v g, Kox QHPHOV 36985153

BHCHOBOK

PO ARICTH BRe3CHOTe B YRpaluy JiKapeLroro 3acoy

' 02.05.2024 N 23162/24/20

ASHTPOMILMH CBPO

(LaliMet 1y BAE A RAPCLROID Jaen®s Sri0 ) pec it pati A ocaizyenis
rabaerky, sxpirri vbozonkoio, no SO0 yiry vo 3 rabierky y daicrepi; no 1 Gaierepy ¥ wopoil

* Bupoddix

{0z MY ORY. AGTY DAL, UL K menDsl FTEKEPeLorn 32¢08y)

- HoMep peecTpaifsoro nocsiauenus UALT280/01/03 crpos aif peccrpauiiinone noesimienia 01.01.2099

" Cepin akapeskoro sucoby Ne PAQ23029 Kiaxics spesenuio gikapensore sacoby 64400 yir.

10Rik Wapmachrorirai Jaboparopis (alnabiern dipan "l b,

Kenmikasny edg OapMachioTryrs JITA"). T1is
Cunfisignysaiug aupoliika JAEIPLLKOTE 30T, kpailie Noxo.einig)
Bueaeno's Yipuiny Tosapuerso 3 obmemenoio sianobiaaasnicro "Konapr lrveasien”,

TAEHT, KoL 2‘5}82726

Quaitseny b T ko s CAPTIOY 0piaruiof-ocodr a0 IR e, P, Guriwkoni Gy
GRUTH - AHANPHCMAL T SRS npowsia g (3 pecerpadifani noyep ol IRaBel KPR TGRS,
PIEER G 30CEPIA Tl HRMEP UaCHOPTY)

 Tporoxoa sizyaassoro wowrporo sia 16,04.2024 N 357/0/01.21-24/6.
JaGopatopriit aredis kel aikgpeukoro sswoly 3k

: JlaGoparopia 3 KoATPOMO AKOLCTI lK&QLhMi\ 1acobin TOB “JIOBPOBY T-JAKWIIAB" (v, Kuis,
. Byjt, Hosropon-Cisepebka, Oya.3, HOKMTOB TIPIMILICHH3) 92)

T RHMOCEA METOATE KOHTPOLO SROCT (BRI THYH0-HOPMAT HRHOT JOKYMeH TALLIT).

- JaTyYnHIK

(tml’mcm BRI T ‘\HLLIBSIH\U,.’M‘ 1IN 11100}“&10311! {HO Ipope 1'1 umupt. f()Wﬂm leltL'l'.l NKL)LI‘I]

Pesyanrany uGopa opHOT 0 aHR3Y RROCT] aikapobrory saeudy 3 nepe BileH HMH 10| J,

38 POYARTRIAMH  ACPKEBHOIU  KOHIPOAIO  BUIAHUBICHD, w0 Alkapesku

: AOTPHEMAHHAM RuMOT 3KCHOIABCTEA WOA0 3A0L3ICHeHH. AROETT NIKAPCRKIN INEESH

Guner TEPEIHEHKG

{focazes {niannet (ifiiians T8 npisauLe)
U//;fg e Yipgia micto Xapco |
) PPy ) LA CEPTHOIKATIB]
ARy . TOB "KOHARK IMTEAME]
x(//(\ '/‘5 A Lty e [ W“’! Ne25182226 ‘Jl




UNIQUE PHARMACEUTICAL LABORATORIES

_GOOD PEOPLE
_for GOOD HEALTH

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

CERTIFICATE OF BATCH RELEASE
CEPTH®IKAT BUIIYCKY CEPI

X Produst name:
i Flasna npoayxuii:

AZITHROMYCIN EURO
AZUTPOMILIMH €BPO

Manufacturing country:
Kpaina-papobnux:

India
Ingis

Pharmaceutical form;
Jlikapcebka dopma:

coated tablets

License No.:

Jlinessia Ne:

Tabaerku, Brpiri 000J0HKOK0

G/1051

Strength/potency:

Cnaa giv/axruBHaicrs:

i tablet contains Azithromycin Dilydrate equivalent to Azithromycin

Awhydrous 500 mg

1 TabieTra MICTHTD A3TPOMINHHY ABTIIPATY CKBIBRANCHTHO

azpTpominmiy Geagoanomy 500 mr

Type and size of
packaging:
Brj i poesmip ynakonky:

3 tablets in a blister; 1 blister in a cardlmard box with Ukrammn and

English language labeling

no 3 vabuerku y Gaierepi; no 1 Omcnm y KapToHHIN KOpoLHi 3

MANKYBAHHAM )K‘p"‘l.ﬂlChI\O!{) Ta 8!;fﬂ,lll€l»&0!0 MOBAMH

Batch No.: | o Batch size: | boxes |
Cepia Nu: PAQZI0LT ‘ Poamip cepii: 64400 kopofok
M‘an(l'fatctuizvlg date: 12/2023 . Expiry datf: 1172026
Jara supobuunysa: Tepmid npupataocti;
. Regls‘{‘ratmn ce.rtmcate: UA/7280/01/03 Unlimited from: 07.09.2018
Peecrpaniiine nocinueHns: Heobmesxeno 3:

Marnufacturer:

Unique Pharmaceuﬁcal Laboratories (x division of J. B. Chemicals & :
Pharmaccuticals Ltd.), Plot No, 215-219, G.L.D.C,, Industrial Area, Panoh

- 394 116, Dist, Bharuck, India

I0nix Oapmacsioruran JJaboparopiz (singisenns pipmu k. b

Bupotayk;
Kemixans eun Gapmacsioruxans Jra»), Jinamca Ne 215-219, Txi. Al
| JAi. Ci. Inpactrpiag Epia, [Tanoani - 394 116, oxpyr bxapyx, Inain :
Certificate of GMP compliance No.: dated: '
Cep‘fmlnxa’r BU![IOB!):lHOcpTl HBII Ne: 096/2023/GMP Bix 274152035 3!

Labelling: | Should correspond to the registered labelling. Complies

Mapxysanun: | Honuuno BinnoBiaaTi 3apeecTPOBAHOMY MAPKYBAHHIO. Bignosigae
Packaging: | Should correspond to the requirements of MQC. Complies uul
_ Ifaxysanusn: | Hosnuuo sinnosigaTu sumorast MK, Binnosinae |
i Analysis results: Certificate of analysis No.: 10FP23004456 dated: 04.01.2024 '
i Te3yLTaTH anaizy: CeprudikaT ananizy Ne: B o |

Factory:

CIN: 1243900441 376PLED1 9280

Plot 215 10 219, GIOC industrial Estate
Panali - 394 116, Bharueh, Gujaral.

0V 2646 217 ATR [ TE% [ 304 LT8¢ 354
feeplpanoli@ibpharma.com

@ Corporate Office:
CIN: L2A3G0MEN1 576 I’Lu‘ 19 S0
Coergy 1T Park, Uni
Appa Saiweb hiarathe Marg.
Prabhadev, Mumipy - 400025,
L *'BWWS@Q_W“WWn

B

[am C

Tae umfxm 1%
N 125 12:?‘

www. jbpharma.com




'UNIOUE PHARMACEUTICAL LABORATORIES

GOOD PEOPLE
_for G0OD HEALTH

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control analysis, at the above mentioned site in
Jull compliance with the GMP réquirements of the local Regulatory Authority and with the specification

avaitable in registration dossier. Protocols of batch processing, packaging and analysis records were

reviewed and found o be in complionce with GMP. | hereby confirm that all production stages for this
bateli of finished product were carried ot in full compliance with the requirements specified in the
current GMP guidelines upproved by the Ministry of Health of Ukraine,

ITux 5 3acei0uylo, o nasedenq suige ingopsayia € ovemosiproro ma mownviw. Lo cepiro APOOYKuli

Byao eupoBRENO (BRAOUGION I RAKPSATNA/MAPKYBAHII) MU APOCEIENO KONMmpons i arocini ua
auesasnatenii diavuuyl y noenit eionoeidnocmi 3 sumozam GMP, semanosacnumu MiCHEQUA

PCZYRARINOPHEN OP2ATIUM, @ MAKOIC GIONOCI0HO 00 eneluiRayit, 1o AcnIeca 8 pecempanionoy

dococ, Hpomoronn aupobiHunen, HaAKPeAICE Ma GRIAI3IG (Y0 REPEIANYIMO N 8CMANOBALN0
sidnoeionicme GMP. Ium nidmeepoycyo, uio aci eupabuugi cmadii ona gici cepii 20110601 Hpooyxuii
Gyau 30iliciteni 6 noeniii idnosionocmi 3 eustocamy, 3asnavenisu ¢ wauniii nacmaioei 3 GMP,
aameepscenin Minicmepemsom oxoporiu 300pos’s Yrpaini.

Name /
Position of person authorising the batch relcase
. Ipizsume /

Tlocapa ocobn, siKa BHAAJA 103BIA HA BROYCK cepil

Hasmukh Jaysinh Arya

Assist. Manager Quality Assurance
Xaca}xyxc Macaiicin Apu

AcHcr. 3adeanedenHa RAOCTI MefielRepa

Signature of person authorising the bateh release /
Iliamic ocoGu, sika BHAANA 03BIN HA BHILYCK cepil

Date of signature /
Jara mignucaung

06.01.2024

B =
V paina 1icTe Aaprig

g U,q Crm \A(‘“) TKAT \B
: IAPK IHTESIME
4 /) 08 kg};ﬁswgﬁ

§ Factory: 9 Hegistered Officu: ¥ Sarporate OHie
CING L24390MHIO7EFLINT SR80 CING L24590MHTYTRIPLECTR380 CIN: (2435001
Piot 218 1o 219, GIDT inuustngl Extate Nowiam Jentre, 57 Wng :

Pancli- 394 116, 8haruch. Gujarat. Hind Cycle Road, Worli, Murabai - 250030,

A 2046 272 4127784 204 7RG J B 1 w9l 290 248
@ jheplpanoli@jbpharma.com

www.ibpharma.com
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UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

GOOD PEOPLE
_for GOOD HEALTH
AZITHROMYCIN EURO Certilicate No.: ; Page 1 of 3
ASHTPOMILUH CEPO Ceprudiscat Ne f 10FP23004456 |eropiniea 133
CERTIFICATE OF ANALYSIS

_ _CEPTADIKAT AHAJIZY i

Product name: | AZETHROMYCIN EURO j

Hazea nporyxuii; | ASHTPOMIHWH €BIO

Pharmaceutical farm;

coated tablets

Jlikapenra Gopma: | TabaeTKH, BKPUTE 0000HKOI0
* Strength/potency: | 1 tablet contains Azithromyein Dihydrate equivalent to Azithromycin
Anhydrous S00 mg :
Cnaa gii/aeTwenicTs: | 1 Taberka MicTHTE BIUTPOMILMHY JHTINPATY EKBIBANIEHTHO AT POMITHHY
Gessonuomy 500 mr-
Batch No.: | 4,
Cepia Nu: PROTS0% |
Date of manufacture: Expiry date:
Jara apofiHBUTEA: 1212025 Tepmis npupaTaocti: | “/2_026 ]
Analysis procedure results /
Pe3y/iLTaTH npOBCAENHA aHANI3Y
*, REQUIREME} - CONTROL/ | RESULTS/
.. . BUMOIW - " METOJM- |PE3VIABTATH
S R KOHTPOJTIO | - :
| Appea Blue, capsule shaped, biconvex, coated tabiets, | p. 1, visually Coml;
) . X omplies
with a break line on ane side, ) .
Omic Tabnerky GMAKHTHOTO KOALOPY, 1. 1, Bisyantto
Karcy monoiibHi, Kposunykni, BKputi Bixnonizae
0BONOHKOL0, 3 PHCKOL 3 OJTHOTO BOKY,
Identification: The retention time of the principal peak in the p. 2, HPLC,
chromatogram of the test solution should EP, 2.2.29 Complies
correspond to that of the reference solution, as
| obtained in the “Assay”,
[nenTBdiKaning Hac yTpuMyBaHHR OCHOBHEX HIKIB HA n. 2, BEPX,
XPOMALrOrpaMax docaidscyeano2o i EP,2.2.29 S
, g - Binnosinae
CmaidapmME020 PO3yUHie, OTPUMAHUX B PO/
«KinbKicue BU3HAYEHHSY, TORUKEH CITIBIA/IATH. A
Average weight 975 mg + 5% p.3,EP285 990.77 mg
Cepennn mMaca G975 mr £ 5% . 3, EP 2.9.5 990,77 Mr
Weight uniformity Weight of not more than two tablets may p-4,EP295
?;&t& * deviate from the average weight by more than Complies
__“‘ opMmi M. 5 %, and none may deviate by more than 10%. .
HAPAIHICT, M ’O Maca ge 6innslue, Bix 80X Talnerok, MOXe | o4, EP 2.9.5
f £ w6 e E"' BUIXMAATHCA B CepeaHbol Macy Oinbure Hix Biyutoninac
[ g,s‘ 2| Ha 5 % i wonwa — ue Ginpue, HixK ra 10%,
' < o é w
1682 ‘%
‘%& m%}*“%’éﬁ&
0498-07_,
T YKpaing mcTo Xapxio

| 19 CEPTU®IKATIB

TOB "KOHAPK IHTEAME,
Ne256182226

¢ Factory:

CIN: L24390MH1976PLCOYS380
Plot 218 10 219, GIDC Industrial Estate
Panoli - 364 116, Bharuch, Gujarat.

C +01 2646272472/ 784 /304 /783 / 335 « +91 272 24822222

¥ Registered Office:
CIN: L24380MH1876RLCO1938D
Neelam Centre, 'B' Wing, 4" Floor,
Hind Cycle Road, Worli, Mumbai — 400030,

@ jbepl.panoli@jbpharma.caom

9 Corporate Office:

Cnergy IT Park, Unit A,

CIN: L24380MH1976PLEDIS380

Appa Sahieh Marathe Marg,
Prabhadevi, Mumbai -
91 22 2439520075500

8" Floor,

400025,

www.fbpharma.com
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UNIOGUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

~
GOOD PEOPLE
_for GOOD HEALTH
AZITHROMYCIN EURO Certificate No.: Page 2 of 3
A3HTPOMIIH/IH €BPO L Cepruicar i 10FP23004456 | o niwica 23 3
o | METHODSOF | .
RFQUIRFMENTS / “CONTROL/ | RESULTS/
: BHMOFH  METOAK PE3SYJIBTATH
HOICASHHKA' i . KOHTPOJIIO .
Related impurities Azithromycin 3’-N-0xjde --not mare than 1.0 % | p. 5, HPLC, 0.00 %
3"-(N,N-Didemethyl)-3'N-formy! azithromycin —| EP, 2.2,29 0.20 %
not more than 1.0 % ‘
3'-(N,N-Didemethy!l)azithromycin 0.00 %
(aminoazithromycin) - not more than 0.5 %
Desosaminylazithromycin — not more than 0.5 % 0.00 %
Azithromycin impurity F ~ not more than 1.0 % 0.18 %
3’-N-Demethylazithromycin ~ not more than 0.7 0.00 %
Y%
3 ’-De(Dimethylamino)—3’—oxoazithromycin - 1ol 0.09 %
more than 1.0 %
Individual unspecnﬂed impurity - ~not more thzm i 0.00 %
0.2 % T
Total impurities — not more than 5.0 % kE 0.5 %
Cynyrtui Jomilnxy AszidTpomitni 3-N-oxcn — pe Ginwime 1,0 % n 5, BEPX, 0,00 %4
3-(N,N-Tupemerin)-3' N-Gopminazurpomiung —) EP, 2.2.29 0,20 %
sie 6irbe 1,0 %
(N, N-JIaeMeTIT }a3u T poMi (UHH - 0,00 %
(aminoazuTpoMilH) — 1e Ginsle 0,5 %
Jesosaminmasatpomiign — He Ginbue 0,5 % 0,00 %
Jomimxa F asurpomiunny — ve Biseuse 1,0 % 0,18 %
3-N-JOemeTHnasurpoMianh — He 6ibiue 0,7 % 0,00 %
3’ Jle(InmeTnnamive)-3"-0kCoa3uTpoMILHT — He
6itsie 1,0 % 0,09 %
IHAMBILYansHOT HERIZOMOT OMIKAM - He Ginbie
0,2 % 0,00 %
Cyma nomitox - re 6insie 5,0 %
, 0.5 %
Dissolution Not less than 80(Q) of the labelled p. 6, EP 2.9.3,
Azithromycin amount must dissolve within 30 HPLC, EP 93 %
minutes. 2.2.28
Posunmenns He mennte 80(Q) Bin 3asBeHOT KibKOCT p-6,EP 293,
| a3HTpOMiLMHY, HOBUHHO po3yunuTHCE tpoTaroM| HPLC, EP 2.2.29 93%
30 XBHIHH, |
At release: p.7, HPLC,
35.0% - 105.0% of the label claim of EP, 2.2.29
Azithromycin ’
11475.0 mg - 525.0 mg/tab, 485.04 mg/tab,
For shelf life: : 97.0 %
[f 90.0% - 110.0% of the label claim of
azithromyein .
| 450.0 mg - 550.0 mgltab

\‘_.E“ rigs

e\f’\
Yun 3

T

At

Yo
NI

b%
i

/Q\v'\\cdb‘ip( : P
(‘r“’ @ i((ﬁgé i?)@m‘&zmmwm Al
\"' /" J 758 orArK T gl

=

%
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9 Factory:

? Registered Office:

@ Corporate Office:

CIN: 1.24330MH1976PLC0 19380

Plot 21810 219, GIDC Industrial Estate
Panoli - 394 116, Bharuch, Gujarat.

£ +91 2646 272472/ T84/ 304 /783 /335 . +91 2224822222
@ jbepl.panoli@jbpharma.cam

CIN: L24380MH1976FLCOT19380
Neelam Centre, 'B' Wing, 4" Floor,
Hind Cycle Road, Worli, Mumbat — 400030,

L

CIN: L24390MI1$197601.C019380
Criergy IT Park, Unit A, B Floar,
Appa Saheh Marathe Marg,
Prabhadevi, Mumbai - 400025,

+91 22 24395200/5500

www.jbpharma.com




UNIGUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

L

GOOD PEQPLE
_for GODD HEAUTH
AZITHROMYCIN EURO Certificate No.: - Page 3 of 3
ABUTPOMILIAH CBPO Cepruicay No: | 10FVE004456 o onincas a3 |
[ ' : METHODS:OF | )
- REQUIREMENTS /* CONTROL/ | RESULTS/
BUMOI'H - METOAH (PEZYJLTATH
: Ll r e e wE R KOHTPOJIO | .
I(mr:.mcue BH3Ha‘-leHHSl TS BATTYCKY: n. 7, BEPX,
95.0% - 105.0% Biy 3asBneol KinbKOCT EP, 2,2.29 485.04
asuTpoMiLMHy 475.0 Mr- 525.0 mr/Tabn, M!"/Té;ﬁﬂ.
J TepMiBy NPHAATHOCTI: . ‘ (97.0 %)
90.0% - 110.0% sin 3asBIeHOl KINLKOCT]
asuTpomilpny 450.0 Mr — 5$50.0 mr/rabn. L
rVUT:.itformity of dosage Complies with the requirements p. 8, EP 2.9.40 Com p)zes
units SO
OnuopiaHicTs no3osanux | Biarorinac umoram n §, EP 2.9.40 | Bhmon s
OAHHKIL
Microbiological purity. The product may contain: EP,2.6.12;
: Total aerobic microbial count (T AM”) not 2.6.13,5.1.4 Complics
| more than 10° CFU/g; (harmonized
Total ycast and mould count (TYMC) - not - method) Complies
motrc than 10° CFUrg.
No Escherichia coli is allowed in 1 g ol the Complies
product, ! :
Mikpobiogorisna 3 npenapari 10MyCKaeTbes: , r EP,2.6.12; Bi ; |
YHCTOTA, 3AraNbHe HHCRO acPOBHHX MikpoopraHizMia 2.6.13,5.1.4 B
{(TAMC) — re Ginsuic 10° KYO/T; (rapmonizosanmil
3ATATBHC TUCHO APIHRKOBHMX T8 THUCHABAX . METON e .
. rpubis (TYMC) —rpﬂe Ginowe 10° KYQ/T. ) Bignosinae
He nonyckaeroes Escherichiacolis 1 1 Rinnosizae
[pCnapary.
Name/ | Mr. A.P. SHAH
Ilpisenine | Al JL IHax
Position of person responsible for analysis / { Genera) Manager - QC
Iocana ocobi, ginmoBinannpol 3a ananis | Kepiguni - K5l
Signature of perseun responsible for analysis /
Minnue ocobu, RiNOBIpANLHOY 32 auaris R
Date of:s'agnature/ 04/61/2024
JlaTa nigmicanus

U
R

’%% .
22
,;T;J:E 4 MIGTO Kapsie
s fgs?* (077 CEPTUDIKATIB |l
’7* S 0B “KOMAPK (HTENMEGT
N225182226 4

Factory:

CIN: L24390MH1976RLC019380

Plot 21810 219, GIDC Industrial Estate
Panoli - 394 116, Bharuch, Gujarat.

9 Registered Office:
CIN: L24330MHI976PLCO19380
Neelam Centre, 'B' Wing, 4™ Flaor,

Hind Cycle Road, Worli, Mumbai ~ 400030,

+91 264G 272472/ 784 /304 /783 / 335 ¢, +9) 22 24822222
@ jocpl.panoli@ibpharma.com

@ Carparate Office:
CIN: L24390MR1976PLLCOVS380
Cnergy IT Park, Unit A, 8" Floor,
Appa Saheb Marathe Marg,
Prabhadevi, Mumbai - 400025,
L 491 22 2439520075500

www jbpharma.com




$ Factory:
GIN: L24390MH1.976PLCOT 9380
Plot 21610 219, GIDC Industrial Estate
Panoli - 394 1186, Bharuch, Gujarat.

¢ +91 2646 272 472/ 784/ 304 /783-£ 335 « +01 2224822222

GOOD PEOPLE
_for GOOD HEALTH

UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMAGEUTICALS LIMITED

CERTIFICATE OF BATCH RELEASE
CEPTH®IKAT BUTIYCKY CEPI

Product name: | AZITHROMYCIN EURO Manufacturing country: | India
Hassa mponyknii: | ASHTPOMINUH €BPO Kpaiua-pupobuux: | Iupds
Pharmaceutical form: | coated tablets License No.: | /059 )
Jlivapeora dopmas | Tabaerku, BRPATI 060JOHKOK0 JIiueu;isr Nos .
Strength/potency: | 1 tablet contains Azithromycin Dihydrate equivalent to Azithromycin
Anhydrous 500 mg
Cuna givaxrasmicrs: | 1 TaGnerka MicTaTh a3urpominuny AUriapary exsisaJeHTHO
“azprrpominuity Gesnoasomy 500 mr ‘
Type and size of | 3 tablets in a blister; 1 blister in a cardboard box with Ukrainian and
packaging: | English language labeling

By i po3mip ynakonkm:

116 3 TaGueria y 6xicrepi; no 1 Gnicrepy y xaprouniit kopobui 3
MApKYBAHASM YKPATHCHKOI0 TA ANTIIHCLKOI0 MOBAMY

Batch No.: Batch size: | boxes
Cepin Ne: PAQ24002 Posmip cepil: Gsall | xopoboxr
Manufacturing date: 03/2024 - Explry dat‘f: 022027
Jara papofHHLTBA: i i Tepmin ApUAATHOCTI:
Registration certificate: 2 . Unlimited from: | .,
Peccrpaniiine mocsi4eHHs: UA/7280/01/03 .. Heobmeskeno 3: | 07.09.2018

" Mannfacturer:

‘BupoGumc

Unique Pharmaceutical Laboratories (a division of J. B. Chemicals & ‘
Pharmaeeuticals Ltd.), Plot No. 215-219, G.L.D.C., Industrial Area, Panoli | .
- 394 116, Dist. Bharuch, India

FOnix @apmaceroraxan JlaGoparopis (vigninesns dipmu «/Lx. b.
Kemikans eng @apmacsioruramns JIrm»), linsska Ne 215-219, Jxi. A,

Ji. Ci. Inpacrpian Epia, Iawoni- 394 116, oxpyr Bxapyx, bagis
Certificate of GMP compliance No.: A dated: »

Ceprudiicar sianosinoeri HBIL Ni 096/2023/GMP ET e | 272023

Labelling: | Should correspond to the registered labelling, ' Complies
© Mapkysanuns: | Iosuano sixnosixary 3APeeCTPOBABOMY MAPKYBAHHIO. Binnosipae

" Packaging: | Should correspond to the requirements of MQC. Complies
Hakysanas; | Hopunno sixosinarn sumoram MKH. ’ , Biniiosinae

£ 3 2SIt i alvsi s : .
Analysis rcm‘lts.. Cerfc;fi&;ate' of analy s?s :No_.. 10FP24001099 datﬁd. 28.03.2024
PesyanTary ANATI3Y: Ceprugirar suauizy Ne: ‘ 1 o

& jbeplpavoli@jbpharma.com

@ Registered Qffice:
CiN: (24390MH1976PLC019380
Neelam Centre, ‘8" Wing, 4° Floor,
Hind Cycle Road, Worll, Mumbal ~ 400030,

§ Corporate Office: .
CINTL24380MM19T6PLCO1 9380
CuiergyIT Park, Unit A, 8™ Flsor,
Appa Saheb Marathe Marg,
Prahihadevi, Mumbai ~ 400025,

¢ 81 22 24395200/5500

wwwi.jbpharma.com




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J, B. CHEMICALS & PHARMACEUTICALS LIMITED

GOOD PEOPLE
_for GOOD HEALTH

I hereby certify that the above information is authentic and accurate. This batch of product hs been
manufactured, including packuging/labelling and quality control analysis, at the above mentioned site in
Sfull compliance with the GMP requirements of the local Regulatory Authorily and with the specification

available in vegistration dossier. Protocols of batch processing, packaging and analysis vecords were

reviewed and found to be in compliance with GMP. I hereby confirm that all production stages for this
batch of finished product were cartied out in full compliance with the requirements specified in the
: current GMP guidelines approved by the Ministry of Health of Ukraine,
Ilum 2.34ceiduyio, wo nasedene eumie iHGopmanis € 00CMOBIpHOIO M MOYHOIO. Ifio ceplio npodyruii
dyno supobneno {sraioqaronu HAKPBAHHA/MAPKYCUIHI) A NPOGEOeo KORMPORy ¥ Akocmi H
sumesastiaueniii dinonuniy noeniii sionosidnocmi 3 gumozam GMP, gcmaHosneRUMN micyeeum
PeZYARMOPHUM OP2AHOM, @ AKONC 6I0N0GIOH0 00 credudixauiii, e MicmumLCA 8 peecmpayiinomy
docve. Hpomoxonu crpobHuynIea, NaKyEAHHA A AHANIZIG BY0 NEPEZLARYMO M CHILHOENERD
sionosidnicme GMP, Ilum nidmeepdacyro, wo sci supobuuyi criadii ona wiel cepii z0moeot npooyruii
Bynu 30licneni 8 noeniii 6idnogionocmi 3 GUMOZAMU, JATHACHUMU & YUHHIT nacmavpei 3 GMP,
sameepdyiceniii Minicmepemeom oxopoiu 300poe’s Yrpainu,

Name / { Hasmulkh Jaysinh Arya
Position of person authorising the batch release | Assist, Manager Quality Assurance

_ : ‘ Hpiseunte / | Xacmyk Moxaiicin Aps
Nocana ocofu, sia BUAAKA NOIBLY HA BUIYCK ¢ePii | Acnor, 3aGespeneniy scocri Menepkepa
Signature of person authorising the batch release / o
Hipnmce 0cofu, KA BAJANA I03BiA HA BuiycK cepil
~ Date of signature /
Jara gignucands

Al

28.03.2024

9 Factoty: ' @ Registered Office: ¢ Corporata Office;

GIN: L24390MH1976FLCO1 9380 CIN: LZ4390MH1976PLCON 9380 CIM: L24380MH1 976PLCO!‘938D
Plot 218 to'219, GIDC Indysstrial Estete Neelam Gentre, ‘B! Wing, 4" Flaor, * Cnergy T Rari;Unit A, 8% Floar; .
Panoll - 394 116, Bharuch, Gujarat.. Hind Cygle-Road, Wor, Mumbai - 400030, Appa Saheb Marathe Marg,
§, +971 2646 272 472/ 784./:304 4783 1335 ¢, +91 22°24822222 Prabh i; Mumbai = 00! s
udevi; Mumbai = 400025, www.jhihafma.com

@ jbeplpancli@jbpharma.com: G 491 22 2439620075500
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BNIQUE PHARMACEUTICAL LABORATORIES

A Division of J, B. CHEMICALS & PHARMACEUTICALS LIMITED

600D PEOPLE
_for GOOD HEALTH
AZITHROMYCIN EURO Cerfificate No.: g0 | Pagelof3
ASHTPOMILIUH EBPO _ Cepradiard: | "OFF200I00 le iy 53
CERTIFICATE OF ANALYSIS
| CEPTUQIRAT AHAIIZY
Product name: | AZITHROMYCIN EURQ
Hassa nponyxuii; | ASHTPOMIIIMH €BPO

Pharpraceutical forn:
Jlikapenica dopma:

coated tablets
TAONETKH, BKpHTI B 020HKOW

Strength/potency:

Cuaa pifak THBHICTLY

Anhydrous 500 mg

| Ta6nerKa MICTHTE A3NTPOMILMHY AMTIAPATY €KBIiBANCHTHO a3HTPOMILRY

Gespoanomy 500 mr

1 tablet contains Azithromycin Dihydrate-equivalent to Azithromycin

Batch No.:
Cepin Ne;

PAQ24002

Date of manufacture:
Hara BppelunuTsas

Expn;yudate

S Tepmin NpHASTHOCTI:

0272027

Analys:s procedure re;ults /

Appcarance

Blug, capsule shaped, biconvex, coated tablets,

p. 1, visually

‘Ha S % 1 wonia — He Ginbpre, Hix wa 10%.

BIAXHNATHOA BiA ceperHbol Mach Ginbitie nix

with a break line on one side. Complws.‘
Onne TabneTiu BNAKKTHONO KONLOPY, r. 1, BisyansHo
wancynononitHi, ABOBNNYKIM, BKPHTI Bifinosinae
{ DBONOHKOIO, 3 PUCKOIO 3 OLHOID 60Ky,
Identification: | The retention time of the principal peak in the | p. 2, HPLC,
% chromatogram of the fest solution should EP, 2.2.29 Cohiplies
correspond to that of the reference solution, as
_ obtained in the “Assay”. )
Inentudiwanin: - Yac yTpumyBaHHn OCHOBHMX NiKiB Ha n. 2, BEPX,
xpomarorpamax docaldaicyaanozo i - a1+ . | BP,2.2.29 ; »
c:iz:«dapmunea POSHUHIG, OTPHMAHNEX B po;nml Blmmosinae
«KinbRICHS BU3HaueHsy, TOBMHEH CriBNanaTH, _ ,
Average woight 17975 mg + 5% p.3,EP29.5 990.68 mg
Cepeanist Mach 1 975 mr + 5% L m.3,EP29.5 990,68 Mr-
‘Weight uniformity Weight of not more than two tableis may p.4,EP 295
{ deviate from. the average weight by more than Complies
| 5 %, and none may deviate'by more than 10%,
Oniiepianiers macy | | Maca ne 6inswe, Hix 2AE0X TEONESTOK, MOWE n.4,EP29.5
] ‘ Bianosizae

UTIg
. _Vs:séa &%’

¢ Factory:

CIN:.L24390MH 1 $76RLED 9480

Plot 215 to 219, GIDE thdustial Estate

Panoli - 394 116, Bharush, Gujarat,

@& jbepl.panoli@jbpharma.com

¢ Registered Office:

BIN; L24390MH 1 9T6PLEDT1 9380

Neelam Centre, ‘B' Wing, 4% Floor,

Hind Cycle Road, Worli, Murmbai - 400030,
¢ +91 2646272 472 (T84 L I0ATTEE 1335 « +97 2224872222

Q- Corparate Office:

G +9] 22 24396200/5500

CIN: 1.24330MHI1976PLC019380
" Cnergy IT-Park, Upit A, 8% Figor,

Appa Saheb Marathe Marg,

Prabhadevi, Mumbai - 400025,

www.jbphara.com



GNIQUE PHARMACEUTICAL LABORATORIES

GOOD PEOPLE

A Division of J. B, CHEMICALS & PHARMACEUTICALS LIMITED

for BOOD HEALTH
AZITHROMYCIN EURO Certificate No.: - Page 2 of 3
ASHTPOMILMH €BPO Ceprugiicar Nor | OFF2A001090 l s i 253
Related lmpurntles Azithromyeit 3*-N-oxide — not more than 1.0 %
' 3*(N,N-Didemethyl)-3’Neformy} azithromycin — EP 2.2.29
“not more than 1.0 %
3%-(N,N-Didemethyl)azithromycin 0.00 %
{aminoazithromycin) — not more than 0.5 %
| Desosaminylazithromycin ~ not more than 0.5 % 0.00 %
Azithromycin impurity F —not more than 1.0 % 0.16 %
| 3’N-Demethylazithromycin — not more than 0.7 0.00 %
% 5
3’-De(Dimethylamino)-3 "-oxoazithromy¢in —not 0.07 %
| more than 1.0 % '
| Individgal unspecified impurity — not more than 0.00 %
02% s
Total impurities — not more than 5.0.% 0.4 %
- CynyTii pominiu Anurpominni 3“N-okenn — we 6iabwe 1,0 % m 5, BEPX, 0,00 %
' 3'+(N,N-Juaemernn)-3'N-gopminaznrpemiuua ~| EP, 2.2.29 0,21 %
e 6insiue 1,0 % '
3'-(N,N-JuaeMeTHn)asuTpomituH 0,00 %
(amidoaznrpoMitun) — ne Ginsie 0,3 %o
Jle3osamMinunasuTpoMinuy — He Ginpwe 0.5 %. 0,00 %
Jomiuika F asurpomiumsy ~ e 6inpwe 1,0 % 6,16 %
- 3°-N-Jemermiasurpomits — He Ginpive 0,7 % 0,00 %
- 3'-Jle(JlnMeTrIamito)-3'-OKCoRIUTHOMILA — He
Gipbure 1,0 96 0,07 %
IHanmyanbum HEBIAOMOT aoMiluKd - He Ginbure
0,2 % 0,00 %
Cyma gomitwok » He 6iapwe 5,0 %
_ n } 0,4 %
Dissolution Not less than 80(Q) of the labelled p. 6, EP2.9.3,
Azithromyein airount must dissolve within 30 HPLC, EP 90 %
_ minutes, 2.2.29
Posunnenns He menwe 80(Q) sia 3assnesiol Kinskocti p.6,EP29.3,
ABWTPOMILKMHY, NOBMHHA Po3uHHATACK NpoTsirom| HPLC, EP 2.2.29. 90 %
30 XBUINH,
Assay At release: p.7, HPLC,
G5.0% - 105.0% of the label claim of .| BP,2.2,29
Azithromycin ' o
475.0'mg — 525.0 mg/tab. 482.73 mg/tab
For shelf life: 96.5 %
90.0% — 110.0% of the {abel claim of
azithromyein '
| 450.0 mg ~ 550.0 mg/tab.

9 Registered Offite;

CIN: L24390MHIS76PLCO19380

Plot 215 to 2149. BIDC Industrial Estate Neelam Centre, '8’ Wing, 4™ Flaoi,

Panoli - 394 11§, Bharuch, Gujarat. Hind Gycle Road, Warli, Mumbai — 480030,
¢ +91 26462724727 T84/ S04.4783 /335 ( w91 2224822222
@ jbepl.panoli@jbpharma.com

¢ Factory:
CIN: £ 24390MH1976PLCO1 5380

@ Corpuorate Office!
CIN;-L24390MH1976PLC0O19380
Chergy T Park, Unit A, 8" Floor,
Appa Saheb Marathe Marg,
Prabhadevi, Mumbai — 400025,

€ +91.22 24395200/5500

www.jbphamma.cem




- UNIQUE PHARMABEUTICM LABORATGRIES

GOOD PEOPLE

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

fur GOOD HEALTH
AZITHROMYCIN EURO Certificate No.t | (pen Page 313
ASUTPOMILIUH EBPO Ceprudikar N 10FP24001090 ICropiwka 333
Kinbkiche Buzﬂaqeuusf }.],nﬁ BHOYCKY: n. 7, BEPX,
: 95,0% - 105.0% Bix 3anBnenol KinbkocTi EP, 2.2.29 ,
: 482,73
asmpommmy 475,0 Mr—525.0 mr/radn. . v/ Tabn
Inz TepMiny upxmamocrl (96,5 9% )
90.0% - 110.0% Bin sasneHol Kinbkoeri © i’
] _ asuTpoMinuHy 450.0 Mr — 5500 mp/Tabn. 5 |
Unitrormity of dosage Complies with the requirements p. 8, EP 2.9.40 Comlics
units , ,
OnnopinHicts HOJOBalle Bianosinae pumoram m. 8, EP 2.9.40 Bianosidae
_ORUHHNL -
Microbiological purity. The product may contain: EP, 2.6.12;
" | Total aerobic microbial count (TAMC) - not 2.6.13,5.1.4 Complies
more than 10° CFU/g; (harmonized
Total yedst and mould count (TYMC) ~not method) Complies
more than 10 CFU/g. .
No Escherichia coli is allowed in.1 g of the Complies
product, .
MikpoGiosoriuna B npenapari nonvcxae'rbca EP, 2.6.12; .
YHCTOTA. 3araNbHeE 9ucio acpobHIX Mmpoopmmmm 1 2.6.13,5.014 Bianovinae
(TAMCY) «ue Ginvwe 10° KYO/r; (rapMoHizoBaUH
3ALANGHS HHCIO APINIDKOBHX Ta MUHCHABHX MeToR) . —
. rpubis (TYMC) ~ ve Ginsiue 10? KYO/A. Bianosinac
‘| He nonyckaerses Escherichiacolis L v Biznosi
i innoeinae
ApENapaTy. : |
[ Name/ | Mr. AP, SHAH ]
[Ipissuate. | A, 11, Wax !

Pasition of person responsible for analysis /
Tocana ocobu, BIANOBIAAILHOT 33 aHAN3

General Manager — QC
Kepisnsie - 1051

Signature of person responsible for analysis /
fiamuc ocodu, ninnosigansuoiza aHAII

Date of signature /
Jara nianucanus

28/03/2024

@ Factory:

L

CIN: L.24390MH1976PLE019380.
Plat 216 to 219, BIDE Industrial Estate
Panoli - 394 116, Bharuch, Gujarat.

9 Registered Office:
CiN: LZ43g0MH1976PLG01 9380
Neelam Gentre, '8 Wing..4* Floor,
Hind Cycle Road, Worli, Mumbai — 400030,

. 401 2646 272 4727784/ 304 /783 /335 ¢ +9122 24822222
@ jheplpancli@jbpharma.com

¥ Corporate Office:
CIN: L24390MH1976PLCD19380
Cnergy 1T Park; Unit A, 8" Floo,
Appa Saheb Marathe Marg,
Prabhadavi, Mutmibai — 400028,
© +91 22 24395200/5500

b

www.jbpharma.esm:



JAEPINKCITYXXBA
JEPKABHA CJYXKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJITO
3A HAPKOTUKAMMH Y XAPKIBCHKINA OBJIACTI

By T'pomasnceka, 25, M. Xapkis, 61057, ten/dakc: (057) 731-50-68,
e-mail: dls.kh@dls.gov.ua, https://www.dls.gov.ua, Kox €JIPTIOY 36985153

BUCHOBOK
npo AKicTh BBeseHOro B YkpaiHy Jikapcbkoro 3acofy
05.07.2024 _ Ne 34648/24/2011
A3UTPOMILIUH €BPO

(naliMenyBanus Nikapebkoro 3acoBy 3riano 3 peccTpauiilinm NOCBiAYEHIISM)
TabJeTKH, BK[)PITI 0600HK010, 110 500 Mr; no 3 TabaeTkn y Ouicrepi; mo 1 6mc1"epy y kopooui

(dpopMa prMycKy, 403yBaHiiL, BUA NAKyBaHHs Aikapcbkoro 3acoby)
Homep peectpaviiinora nocsimuenns UA/7280/01/03 crpox ait peectpauiitkoro nocsinuenns 01.01 2099
Cepis nikapcskoro 3acoby Ne PAQ24002 KinbkicTs BBe3eHOrO nikapceskoro 3acoby 62000 y.

IOuik ®apmacklOTHKAI Haﬁopaidﬁis (Bininienns Gipmu "k, b.

Bupo6uuk ; N .
P Kemikans enn @apmacbrotrkans JIta."), Inais -

(HaiiMeHyBanHs BUPOOHKKA NikapcLkoro 3acoly. kpailia noxoLkeHHs)

BaeseHo B YkpaiHy TosapucTro 3 06mexeHoro BiamosigasbHicTIO "'Konapk Inreamen'',
inen. xox: 25182226

(HaiimenyBanHa Ta kox 32 CLIPTIOY topranunoi ocobu abo npissHiue. iM's. no GaTukosi Gisnuiol
0co6u - mianpuemus, i Micue NpoxkuBaHiis Ta peccTpauifiiiui nomep 061ik0BOT KAPTKH NAATHHKA
nodaTkin abo cepis Ta Homep nacnopta)

MNpovokon BisyanbHoro kontposio sia 06.06.2024 Ne 568/0/0 1.21-24/5.

3a pesyabTaTaMH JEPKaBHOTO KOHTPOJIO  BCTAHOBJIEHO, 1O Jikapcbkuit  3aci6  BBeseHO B YKpaiHy 3
JOTPUMAHHSAM BUMOT 3aKOHOIABCTBA WOAO 3a0e3MeueHHs AKOCTI NiKapchKuX 3acofis. '

7 % // Ana IOIIKO

(nianuc) (iniuiaan Ta npispuLe)

? A TH A
3K 13:&05/5

Q. orTPONg
o &q
o X




UNIQUE PHARMACEUTICAL LABORATORIES

A Division ot J, B. CHEMICALS & PHARMACEUTICALS LIMITED

GOOD PEOPLE
for GOOD HEALTH
AZI’I‘I‘IRQMYE?EEURQ 5 Certificate No.: swaannansed . - Fagelof 4
ASHTPOMILIL CBPO- | . -+ - Ceprudikar Ne: 10” 2400299? Cropinxnl 34

BATCH CERTIFICATE
CEPTH®IKAT HA CEPIIO
Product name: | AZITHROMYCIN EURO
Hassa npogykuii: | ASUTPOMILIH ¢BPO

Jlikapeora Gopaas | coated tablets License No.: | 1051
Pharmaceutical form: | Tataerkit, BRpuri 0605005K010 Jlineusist No; '

Strength/potency: | 1 tablet contuins Azithromyein Dihydrate equivalent to Azithromycin
Anhydrous 500 mg

Cuma pit/axrusaicrs: | 1 Tabaerka MicTiw, a3 pOMILINY JUTIAPATY CKBIBANEHTHO a31f pOMINIIAY
deapoguaomy 500 mr

Size and type of | 3 tablets in a blister; I blister in u cardboard box with Ukrainian and

packaging: | English languages labeling
Poamip ra tia | no 3 tadaerkn y 6aicrepi; no 1 daicrepy y kapronniii kopotui 3
HAKYBAHHSL | MAPKYBAIISIM YRPUATICLKROI0 ‘1A anriilich Koo MOBAMH

b N - | atedh clgo. .
Batd.l No.: PAQ24005 | i Bat.ch size: 64000 bmcs’
Cepist Ne: « PPosmip cepii: KOpOBOK
, l)atg of manufacture: 05/2024 , o Explry dm‘g: 04/2027
- Jara supobunurny; Fepmin (puyarnocTi:
. ltlcglﬁt“ranon cc'rtmcutc: UA/7280/01/03 Up!nmted from: 07.09.2018
Peectpauiiine nocsiuenns: HeoBamemeno 3:

- Manufacturer: | Uniquae Pharmaceutical Laboratories (a division of J. B. Chemicals &
Pharmaceuticals Ltd.), Plot Ne. 215-219, G,LD.C,, Industrial Arca, Panoli -
394 116, Dist. Bharuch, India

Brpobunx: | YOuik ®apmacsioruran Jaboparopis (siutiaenns dpipvin «/Lk. B.
Kemikana ey bapmacuiornrans jiruen), Jlinmra No 2152219, Towi. A#. /i
Ci, Inpacrpian Epia, [auoai - 394 116, oKpyr bxapyx, Tuais

Certificate of GMP compliance No.: . i . dated: | .
Ceprndricar pinuosinnocri HBIT No: 196:2022/G M _[ nin; AlfalaSU
Analysis procedure results / :
‘ . Pesyantarn uposeaenns anadaizy
NAME OF - ' METHODS Or
PARAMETER / , REQUIREMENTS / 'CONTRQL/.| RESULTS/
HAVUMEHYBAHHSL | - BUMOI'! METOAU | PE3YJIRTATHU
STIOKASHMKA - e - KOHTPOJIIO
Appearance Blue, capsule shaped, biconvex, coated tablets with | p. 1, visually ;
et b Complies
a break line on one side.
Qe TaGaericn SraknTHORO KONBOPY, Kancyaennidui, | 1. 1, sisyaisHo
JBOBHMY KL, nKPUTI 00010HKOMN, 3 PHEKOIY 3 Bianosixae
02HO10 OOKY, :
Identification: ‘Retention time of principal peaks in chromatograms | p. 2, HPLC,
of the test and the reférence solutions, obtained in I P, 2:2.29 Complics
the section “Assay”, should coincide. !
¢ Factory: 9 Regisiore @ Corporate Office:

CIN: L24390MH1976PLCO19380 CING L24390MM1976.C0M 2280 G L2439CMH1R76PLCOTRAEBD
Plot 215t0 219, GI0C Industrial Estate Nealam Centre, ‘# Wing, 0f, Cne L Unit A, 87 Fleor,
Panoli - 394 116, Bharuch, Gujarat. Hind Cycle Road, Worli, Mumbai ~ 400034, Anpa Saheb Marathe Marq,

. +071 2646272472 /784 /304 /783 /335  +91 22 24822222 Prabhadevi, Mutibai - 400025,
@ jbeplpanoli@ibpharma.coim 9T 2T 24328200/5500

na MICTO Xapkin
TUTA CEPTVAGIKATIE ]

TOB “KOHAPK IHTESIMEA"
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uNIQ

A Division of d. 5. CHEMICA

LS & PHARMACEUT!CALS LIMITED

GOOD PEOPLE
for GOOD HEALTH
P A o G
MYCIN EURO| - ‘ : (‘Zcmncfxtc_ (0. | 10§p24002096
HEBPO | | Ceprugikar N |l
T SRS p———" _-':;._4__...:,__‘_,,._.,....._-_._._,--”
; 1 METHODS OF |
PARAMETER/ REQUIREE\’IENTS/ | CONTROL/
HAVMEHYBAHISL BUMOTH METOHN
TOKABRHKA | e ——— _KOHTPOJMO
JpenTairanis Uac yrpHmyBaiis GeOBHIX MiKiB 1 1n. 2, BEPX,
Ep, 2.2.29

amax QoCAIOACYBANO0 i
20 POBUMIIB, OTpHMAHX B po3aini
noeHic :

XPOMATOUP
CMHOUITIO
«KIbKICHE BH3HAUCHNSA,
L HAUCHHA M,
975 mg £5%
IR
075 mr £5%
Mags of not more than two tablets may deviate
[rom the average mass by more than 5 9% and none

o1 CTHBIL

(EE—
Average mass

-
b3, EP2.9.5
B2 B s

0.3, EP 2953

Mt deslleimalltn
54, EP29.5

o+ sar s i et S

Cepennst M8C23

ORI

"“"."’"’-““—T“"”"’_
Uniformity of imnass

t Hw*,ﬂ,__;hxmggﬂﬁaﬁﬁk —
Maca 1e Oiabiue, WK IRoX TadueToK, MOWE L4, Ep2.9.5

S
QanopianicTs MacH
blue HiK Ha d

pizxnnaTies sil copeitLol Mach Oin ;

04 § aouia — He Giibuie, uin ud 10%, o

ER—
{more than 1.0 %
lazithromyein —~

Azithromyein 3'-N-oxide — no
3’-(N,N—‘Diden‘xemy!)-35Nv'l"ormy
not more than 1.0 %
3’—(N,N-Di(‘lcmelhyl
(aminoazilhr‘omycin_) -
Desosaminylazithromy
Azithromycin impurity F
3’-N—Dcmclhylazilhromych
3’»De(Dimcthylamino)—}’-oxoaz.
more than 1.0 %

! Individual unspecified i
[ 02% .
Total impuritic

e At T

Related substances

) azithromycin

ot more than 0.5 %o

e — not more than 0.5 %

_ pot more than 1.0 Yo

1 — not more than 0.7 %
ithromyein ~not

purity = not more than

¢ — not more than 5.0 %

e Rt

e e e e T

JE———

UE PHARMACEUTICAL LABORATORIES

" RESULTS/
PE3YJILTATH

Bipnosinae

Binnosigae
0.00 %

022 %
0.00 %
0.00 %
0.20 %

0.00 %

0.00 %

0,00 %

0.4 %

S ey AT )
CynyTui oMigIxH AanTpoMilim FoN-oken — e Olnpie 1,0 % 1. 5, BEPX, 0,00 %
3'-(N,N-Iltmcmcnm)%’N-rl‘»opmi:m'n«rrp(milmn —ue| EP,2.2.29 0,22 %
Ginslue 1,0 %
3N, N-Jupemer A jasHTPOMILL 0,00 %
(aminouzm'pomiuml) e Ghine 0.5 % l
. ,Il‘e:soza.uiumna.:n-n'pm'\h_u-l|1 ~ e Binwwe 0,5 % { 0,00 %
\ Jlomiuxka I aTpOMiLny — He Blmie 1,0 % 0,20 %
37 N-JleMeriia3HTPOMILI - e Giavwe 0,7 %o 0,00 %
\ 3’~Ile(}.lnmt:'r|maa\1h10)—3’-91{@02\31n-rpomimm - ne 0,00 %
_ Ginbuae 1,0 %
‘. [aBinyansHot HEBIHOMOT AOMILIIKK = HE Bisnble 0,00 %
0,2 %
1 CyMu {OMILUOK - HE Ginwue 5,0 % _ § 0,4 %
i Dissolution Not less than 80(Q) of the jabelled azithromyé?ﬁ M:—})——&—Eﬁ‘)ﬂ:—“ T e b
‘ amount must dissolve within 30 minues. | HPLC, EP2.2.29 S

e e e .

¢ Corporate OMee:

e A AR e T

¢ Factory: 4 Registered Office:
CIN: 1L24390MH 197 HPLEC1A380 CiK: 1.24390?\/&-(1C.'T'z’.wr‘t()\’.\.f‘)%sl') G LZ:{B'BD!'A&-\’\‘J‘II')PLCO'! 93230
Fiot 215 10 219, GIDC Industriai Estate Nes'aim Cendre, B Wilig, & Floos, Cnergy 1T Park, Unit A, §° Floor.
Panoli - 394116 Bharuch, Gujeral. Hind Cycle Road, worli, Mumbai -~ 400030, Appis éuheb Marathe Marg
Rl 2646 272 47217784/ 304 17837335 € +91 27 24822222 franhadevi, Mumbai =~ 41’JDI0'£5,

@ jbop pancli@itpharma.cam g, wUT R 24395200/5500

MuMBAL
IRt

www.jbpharma.com

T e L
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UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

GOOD PEOPLE
forGOUD HEALTH
AZITHROMYCIN EURO| .- -~ Certificate No.: i Page3 ot 4
AZUTPOMILINH €BPO™ Ceprudirar No: IOFPZWWOM "Cropinga 33 4
" NAMEQF MLTHODS OF )
‘PARAMETER /. | REQUIREMENTS / CONTROL/ | " RESULTS/
IA!“/'IMEHYBAHHX BUMOI'H METOJMY - | PE3YJILTATH
N HOKABHH KA - KOHTPOJIO '
Posuitnents He smeniue 80 (Q) six zansicnol Kinbkocri 1. 6, EP 2.9.3,
AZHTPOMILIITY, NOBHHHO PU3IHIHTHCL HPOTATOM BEPX, EP 96 %
30 xBrnm. 2.2.29
Assay For release: p. 7, HPLC,
95.0% - 105.0% of the labelled amount of EP, 2.2.29
azithromyein
99.8 %

475.0 mg - 523.0 mg/tab.

For shelf life:

90.0% - 110.0% of the labelled amount of
azithromycin

450.0 mg — 550.0 mp/tab.

499,10 mg/tab.

Kinsicicne susnavuenns

st Bumycky:

95.0% - 105.0% sia 32382cHOT KiSLKOCT
asirrponi iy

475.0 mr — 525.0 mr/ral.

Host repmiuy 11puaarHoct;

90.0% - 110.0% gig saspsiciiol KinbKoCTi

7, BE
P,

bX,
9

o=

2
=
[N

09,8 %
499,10 mr/rad.

! azuTpominiy
450.0 mr - 550,0 mr/rad. f
Uniformity of dosage Corresponds to the requirements . p. 8, EP2.9.40 ¢ .
e i omplies
units !
Qnnopiguicrs fozosannx | Bignosinae BrHvoram 1. 8, EP 2.9.40 Y .
: Bianosinae
QAUHIUL
Microbiological purity. In the product is allowed: (P, 2.6.12;
total acrobic microbial count (TAMC) —notmore 7 2,6.13,5.14 Complies
than 10° CFU/g; : ¢ (harmonized
total YEAStS and moulds count ('I’YMC) —not more | method) Complies
than 107 CFU/g.
No kscherichic coli is allowed in l gofthe Complies
product.
MirpoGioaoriuna 3 npenapari aonyckacTLes: EP; 2.6.12;
quCTOTA. 3AraBIC HIHCAO aePOBHIY MIKPOOPIaLi3MIB 2.6.13,5.1.4 Bignosigae
(TAMC) - He Siaswe 10° KYO/r; (rapamounizosanu
3AraNnble HHENO APIKUKOBIX ta NBcHaBAX rpubis | A mMeTon) Biznosinace
(TYMC) - ne Biabie 107 KYO/r,
He slonyckaerbest Lycherichia coli s 1 r npenapary. Bianosiyae
Labelling: | Should correspond to the repistered labelling, Complies
Mapeysanny: | TTOBHIUO BULIORIAXTH 30PLECTPOBAHOMY MAPKYBAIIHIO, Bianosizae
Packaging: | Should correspond to the requirements of MQC, Complies
Makysanns: | Tosunyo sinnosisarn sivoran MICT, Bianosiaae

P Factory:
CIN; L24390MH1976PLCOT9380
Plot 215 t0' 219, GIDC Industrial Estoz
Fanol - 394 116, Bharuch, Gujarat,

@ jheploanoli@jbpharmiz.com

§ Registered Bifice:
Qi L 2439007 970PLCC 9380
Neela Contra, ‘B Wing, 47 Floor,
Hind Cycte Road, Worly, Murnbsai -
G 9T 2646272472/ 7847 304 1783/ 335 L +91 22 24822222

@ Corpotate Officer

400930, /\||[ 3 Saneb dMarathe Marg,

1075500

Clpl L24396MH1976R1LC01 9380
Cnargy 11 Park, Unit A, 87 Foor,

nbisi - ANI0ZE,

1
VKpaina MICTO RKapKity ‘

o ) [ 157 CEPTUOIKATIE !

TOR "KOHAPK IHTENMER” ‘
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UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

GOOD PEOPLE
: for GOOD HEALTH
AZITHROMYCIN EURO[ - Certificate Noi | oo " Page 4 ONJ
ABUTPOMUIUH €BPO°| - - ’ o Ceprudicar No: 10FR24002096 Cropinka 43 4

1 hereby certify that the above information is authentic and accurate. This batch of product hus been manufuctured,
including packaging/labelling and gueality control analysis, af the above mentioned site in fill compliance with the
GMP requirements of the local Regulatory Authority and with the specification availuble in registration dossier,
Protocols of butch processing, packaging and analysis records were reviewed and fornd 1o be in compliaice with GMP,
[ hereby confivm that all production stages for this batch of finished product were carried out in full compliance with
the requirements specified in the currenf GMP guidelines approved by the Ministry of Health of Ukraine.

Lus s 3aceiduyio, 1o agedeity guitie lropatanis € Qocmosipinoio ma movtiow. Lo cepio npodyryil oy eupadacio
(@rAONQIONH NUKRYSAIIIA/NAPKYGUNNA) WG RPOGEOCILO KOumpatn I arocmi no suidesasnavendd olasiungl y nosuii
¢ionagionocmi 3 sumozqym GMP, eentanosnenusu MICHCGHUM PeYUsnOPUUM OP2UION, & MUROYC 6ionoeidio oo
crterhiraylini, wo AcHnmnen ¢ peccmpayinnoaty docuc. IIpomeroau eupoinuyinea, HOKYGQIIA MG aranizie pao
nepeannnymo ma ecmanodienn cionosionicn GMP. Law niomeeposcyio, 1o coi eyupgdnnai cinadil dna yicl cepit
201080F HPOOYKYIY Dyau 30iicnent ¢ noenift Gionoaionocmi 3 susoaum, Jluu(m’uumu a wanniia nacmanosi 3 GMP,

3anepodceniil ﬂflmzcmepcmav.u oxoponn 300poe’s Yrpainu,

Mr. AP, SHAT

AL Hlax

General Manager —QC
Kepismnk - K§f

Name and positiop of persoa responsible for tiie analysis:
TMpizsuuze va foeaia 6eobu, o BEUIOBLIAC 30 a1l

Signature of person responsible for analysis:
Iianne ocofu, w0 BIANOBIAAC 35 ananis;

Hasmulh Jaysinh Arya

Xacnmyr Dasaficiyn Apg .

Assist, Manager Quality Assurance I

Acner, 3adc3ueenus SIKOCTI MeHe/DKepa
/

Name and posltlon of person responsible for batch release:
Mpissmne T4 nocana ocalu, UIo BILIORILAE 33 BIMYER CcOpil:

Signuture of person responsible for batch release:
m/muc 0cOGH, WO BIANOBILAC 38 BIIYCK Cepil:
Date of signature:

Jlara mixncanins:

<ot [ r

| S

Q Factory:

¢ Registered Office: ¢ Corporate Ofﬁ.ce:

L
@

CIN: L24390MI1976PLC019380

Piot 215t0 219, GIDC Industrial Estate
Panoli - 394 11&, Bharuch, Gujurat.

+01 2646 272 472 1 784/ 304 /789 1 355
ibepl panolidjbpharnma com

CIN: LZa390MHY976P1 019300

Neelarn Centre, ‘B’ Wing, 47 Fioor,

Hind Cycle Road, Worll, Mumbal -
€ +07 27 24822222

408020,

Mﬁﬂmﬂﬁiﬁi ——

CING L243%0MK1976PLC0T 9380
Ciergy (T Park, Unit A, 8" Floor,
Appa Saheb Marothe Marg,
’mrievf. Murnbai - <00028,

oA

V»\pqma MCIO Xapkig

o |

1

ﬁ Lwlﬂ [JLVTVT‘—WT\HHDH
'\OB KOHAPKlPTFﬂMFﬂ |
. Jk

www.jbpharma.com



JIEPYUTIKCITYYKBA | -
JEPKABHA CJIYIKBA 3 JIKAPCBKNX 3ACOBIB TA KOHTPO.IIO

3A HAPKOTHUKAMMH Y XAPKIBCBHKII OBJIACTI

ByJI. 'pomansnceeka, 25, m. Xapkis, 61057, ten/daxc: (057) 731-50-68,
e-mail: dls kh@dls.gov.ua, https://www.dls.gov.ua, Koa €JIPTIOY 36985153

BHUCHOBOK .
Npo fIKiCTh BBE3eHOro B Ykpainy Jikapcskoro 3acoGy

02.09.2024 Ne 44533/24/20

AUTPOMIIWH €BPO

(HaiiMertyBaiing AikapcLkoro 3acoby 3riio 3 peccTpatifidM NOCBIAYEIIsM)
TabNeTKH, BKPHTI 06010HKO010, 110 500 Mr; 1o 3 Tabuaerkn y GJiicrepi;
no 1 Guicrepy y kopoGui

((opma BrnycKy. 203YBAIINA, BHA NAKYBAINA AIKAPCLKOFO 3AC00Y)
Homep peectpauiiinoro nocsinuensn UA/7280/01/03 crpok aif peectpaviiivoro nocsinuenss 01.01.2099
Cepist nikapcbkoro sacoby Ne PAQ24005 KinbkicTb BBE3eHOTO Nikapebkoro sacoby 400 ym,

. - . . . 4
HOwik  @apmacsiotnian  JlaGoparopis  (Biaainenns Gipmun "Ik, b,

BupoGHuk ; ! .
Kemikans enn Qapmacsiorukans Jita."), Inuis
(Havivenynaiis sUpoBiika Jikapehkoro 3acoby. kpaliia noxoaxenns)
Beesero B Yipaiy Tosapucrso 3 06meskenolo BinnosisanshicTio "Konapi Inreamen",

inenr, won: 25182226

(naftmenysaiins Ta ko 3a CAPTIOY ropuantiof 0co6u a6o npispuLe, iM'sa, no Garukoni ¢izuynol
0co6u - nianpuemu, if Micue npoxkubaniis Ta peceTpaiinimii Homep 061iKoBOT KapTkK NaaTIMKa
nojatkin abo cepis Ta 110Mep nacnopTa)

Mporoxon Bisyansuoro konrpomo sia 13.08.2024 N 868/0/01.21-24/2.
JlaGopatopuuii aHanis axocri nikapcbkoro 3ac0o0y 3uificHeHRil:

Haﬁoﬁdrbpia 3 KéHTponlo AKocTi nikapcm{nx sacobis TOB "JIOBPORY T-JIIKHUJIAR" (M. Kuip,
Byn. Horropon-Cisepceka, 6ya.3, Hesnrioni npuminmenus 92)

(ialmeyraiiia Ta Micuesiaxokeinig Aadopatopii, o nposesa 1aGOPATOPIKA allaAil #KoCTi)

BHCHOBOK 110210 AKOCT] nikapebkoro saco6y, Buaanni nabopatopieio sia 30,08.2024 Ne 1237-24

Pesynbrati naboparoproro ananisy skocri niKapebKoro 3acoGy 3a nepesipeHMMH NoKasHUkamy BIAMOBIAAIOTE
BHMOraM MeTOA|B KOHTPONIO SKOCTI (aHaNITHUHO-HOPMATHBHOT 10KyMEHTaLLT).

3a pesynbTataMu  aepXaBHOro KOHTPOMO  BCTAHOBJEHO, WO Jikapchbkuit  3aci6  BseseHo B Vkpainy 3
}IOTpﬂMaHHﬂM

pE OMaBCTBA U040 3a6¢3neueHHA AKOCTI NikapcbkuX 3aco6is.
K’ N .

:;chV\X SACO;
%g\\(}%\B(;\KOHTPo% 7]

%' / Asuta IOIIIKO
V4

(ninue)

(iniuianu Ta npizsuwe)

Y YkpaiHa micto ;\-J,T;u—xﬁjl‘:
@ a1 )| 119 CEPTUDIKATIR]!
}3 TOB “KOHAPK IHTENIED" r

__Ne25182226 i
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\/‘\

A Divisior

GO0D PEOPLE

_fuirGOOD HEALTH
AZITHROMYCIN EURO| 7 Certificate Now: i Page 1 of 4
ASHTPOMILWH €BPO Coeprndirar No: | EOFPM@OZIZS [ Cropiaka 34
BATCH CERTIFICATE
B CEPTHMIKAT HA CEPLIO
Product name: | AZITHROMYCIN EURO
| Hassa upoayrniis | ASHTPOMLUIMII €BPO _ o
Jdikapeska dopma: | coated tablets E License No.: G/1051
Pharmaceutical form: | rafieTiw, srpuTi obosonkoi0 | Jliensisg Ne: ) ]

et ¥ Cr 1
& FisaniAC

1 of Jo B CHERMICALS

Strength/potency:

Cunia niv/akrasnicr

i tablet contains Azithromycin Dihydrate equivalent to Azithromycin
Anhydrous S00 mg

L radaersa sienirrn aprrponiniiny Anriapary cksiBadenTsO a3uTpoMinnmy
| Bessonmemy 500 ar

(LM

Stze and type of

3 rablets in a blister; [ blister in a cardboard box with Ukrainian and

packaging: | knglish languages labeling
Possip 7a Tan | vo 3 vadaerra y daicrepi; no 1 Gaicrepy y kapromiiit Kopodi 3
) HAKYBRIHS | MRPRYBANHANM YRPITHCLKOIO TA dll”luiCl)K(}m MOBAME
Bateh No.: | i Bateh size: | boxes
e P PAQ24007 . 64460
Cepia No: : Possip cepif: © xopobox
5 ; = Ea |
Date of manafacture: | _ Expiry date: |
sl L 05/2024 . piry Eles g 412027
Hava supolanyrsa; o Tepstine npnprenoeti |
Registration certificate: © . : Unlimited fron: ' _
2 . i UA/T280/01/03 L07.09.2018
Peecrpaniiine noesirucuns: | Heodivieaeno 3;

Manufacturer:

Bapoduux: | [Onix ®apmaceiorowan Jadoparopis (sizaiacuns thipsy «,Tl,a k.

Umqm Pharmaceutical Laboruatorics {2 division of J, B, Chenmals &
' Pharmaceaticals Ltd.), Plot No, 213-219, G.L.1).C., Industrial Arcua., Panoli -
394 116, Dist. Bharuch, India

| Keminais ena ®apnachroriRats JIrLn), Jhoaa Ne 215-219, Twi Ad J).
| Ci Iu:mcrpm 4 Lpig, Thapoai - 394 116, oxpyr Bxapyx, Ilmu:

Certificate of GMP ecompliance No.: - daled:
Cepradirar sinuosianocti HBII Ng. ! 3 O%@{{;j;&hﬁll B/ E 27 ”_20_21__
Analysis procedure. resuits /
: Peaviii, T4 npoBeaeanst anaaizy L
; NAME OF I METHODS OF
‘ PARAMETER/ REQUIREMENTS / | CONTROL/ ;| RESULTS/
HAHMEYRAHHIL BUMOIi i METOAH | PEIYILTATH
NOKAIHUKA I P KOUTPOIIG
Appearance Blue, capsule shaped, biconvex. coated tmblets with © p. 1, visualiy ey :
I | Complies
|2 break line o wie side, o !
Onne [ FadueTia Sanrriors koanapy, kaney.100a0iéHi, n. 1, sisyaneuo "
SBOBMTVERL, BRI 030108 K010, 3 PUCKMIO 2 ' I Binnosinac
L OAOTe Boky.

! l(lentiﬁc_amt.i;ﬁ_:ii
i

t -

Retention tine of principul peaks in chmmamgram: . H’L C,
! of the zest and the reference sofutions, obtwined in

i the section "Assay ™, should coincide.

|)

Complies

2 Faciaiy

CIN L4290 1 9 76PLET 280

Pt 210 k0 230 500 )
Panett- 384 116, Bharuoh,
L4971 2646 277

£ jboppan

2/ 7RE /3
AL ITR N & e

Ragistares Office:

SN Z43U0W RIS TER O
Neglam Cenite, B ¥y, 47 T3,
Hind Cyels Road, Yo, Mus ne

D AR

HN7EPLY b‘l)w !

il

N
36270 JFL
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GOOB PEOFLE
for GODD HEALTH

§ Factone

CiN: L2d380MH G760
S22, 500 ,r\_»._ln i
Ponadi - 364 50 g 'ihu Ly I’- i3
2846 272 07

Pt

[

@ shapd panoli

AZITHROMYCIN EURO j
AHTPOMILMH €BPO |

Certificate No.:
_ Cepradpicar Ne:

10FP24002128

} Page2 of 4
i Cropiuxa 234

- by more than 104,

! NAME OF METHODS OF -
PARAMETER/ REQUIREMENTS / E CONTROL / RESULTS/ i
HAAMEHYBAHHSA BHUMOI'H I METOIU PRIYNLTATH
IIOKAIHHKA KOHTPOJIIO
LaenTudgiicauin: Hue yTprMyBaing 0cHoBINN HIKIR Ha | i1 2, BEPX,
; APOMATOTRAMAX dGC )X Genodir | l EP,2.2.29 |‘ T
CIMQUOIPUINGED POIWHITK, OTPUMAtLY 3 pOaging | | )
«llinerice srianeiim », nosiien cnisnatarn r__ :
Average mass 975 myg £5% | 977.79 mg
Tesnl_e’;;;ﬂ MIca I 975 ME 259 1\ 977,79 Mr
Uniformity of mass Mass of not incre than two ablets may deviate T P4, EP 255
from (he avernge mass by more than 3 % and none Complies

Oasopianicts viacn

Mam ie OU'I.)I'J\.,. Hl)1 ’1130\ 'ld('J”LIGI\ MOAY
»il,-’j,M"IﬂEHHC:I Bii cep 2ANLCT MaCK OLiswe Hik Ha 5

j
|

DL EP 2885

Bianosinae

i
]
i
[
I

¥ R&:g'slﬂr;d Qﬂ Lo

A RR R

dbphanng o

Yo i moaa - ne Biskiue, win ha 0% : .
Related substances Azithromycin 3 -N-oxide — poumuore than 1.0 9% ‘r p. 3. HPLC, 0.00 %
F(NN-Dideuethy -3 N-formyiazithromyein — ¥y 2:2.29 025%
§ not more than 1,0 %5
3T (NN-Didemethy]) azithromyein ; .00 %
(aminoazithromyeing — not more fhan 0.5 % i
Desosaminviazithromycin - not more than 0.5 % ¢ ,' 0.00 %
; Azithromyein impurity F - not more than |0 % r 0.21 %
3'-N-Demethyfazithwomyein - nol more than 0.7 % : _3 0.60 %
- 3'-De(Dimethylamino}-3 -oxoazithromyein —not | |
more than |0 % i ' 0.00 %
Tndividual unspecitied imp urity - nol more than '
D029, ] ; 0.00 %
Total tnpurities - ot more than 5.0 9 J ;
_ o r | 05% .
Cynyrui gomiunen AmTpoMils 3-N-0KC 1~ be Blaodre | Leg ? n, 5, BERX, 05(_) % }
i "'-(N N-Auaenern)-3 N-groparinasrponing e — ke BEE: 2.2.29 0,25 %
| Giabie 1,0 % ‘
3-(N,N-TDener imjami'rpumill{iH ;‘ 0,00 %
(smiroazireposiug)  ne Binnae 0.3 9% !
HezozaMinnnazirrposinim — He lanie 0,5 % 0,00 v
Jovimma F ass roosiueny - e 8iise 1.0 % i 0.21 %
E30N- }Texle-rmmmi'pwiuu W aie Bineiee 0,7 % Q.06 %
I 3% HelAnnernnaming -3 -orcoanposing — ne 0,00 %
f Giasiwe 1.0 % :
b Isiayansaol iesinosol ominikg - we Sinwe i 0,00 %
I U a9 0'" b ; !
L i Cymanordines - we Sissiue 5,0 % i 0.5 9 )
'Dmo!u.ﬁml i ot less than 80(Q) of' the fabelled writhramywin | 1 0. EP, 2,93, 94 5
Lamoeunt must disselve within 30 minutes. | HPLC, P22 26! C '

AT

el bgratha darg,
AL MUnDaF - 430025,

wwwjhpharma.com




HIHTE

A Division of L B, (i & F
GOOD PEGRLE
for GOOD HEALTH
AZITHROMYCIN EURO Certificate Nou i , Page 3 of 4
AZUTPOMILAH €BPC Cepradpircar No: IOFPZ‘;OOJI"'? - Cropinka 3 3 4J
NAME OF | METHODS OF
PARAMETER / REQUIREMENTS/ . CONTROL/ RESULTS/
HAAMEHYBAHHAS BUMOIY . METOJAH | PEIYJIBTATH
HOKAIHHKA 3 - . KOHTPOJIQ
Posnunenss He menwe 80 (Q) nin wussnenol KlilbKoct ‘.6, EF 293,
AINTPOMALLLY. IOBHHHO PO3YUHHTHCL NpoThiom | BEPX, EP 94 %
30 xeHnKH. . - 2909
Assay For release: . p- 7, HPLC,
95.(% — 105.0% of the labelled amount of EP, 2.2.20
azithromyein
4750 mg — 525.0 mgitab. 1141.2 %%

For shelf life:
90.0% - 110.0% of the laballed cmount of
azithremyein

450.0 mg - 350.0 mg/tah.

Kiaukicne pesnauennn

Ur:iforn—{i't‘j,'na?l-!:);ag';_—

Jns gunyery:

85.0% - 105.0% pig sansiciol winmeoeTi
HAITPOMILKHY

4730 mr — S25.0 smriras.

L venmiiy npngarnocti:

90.0% - 110.0% siy saszienol izsrocti
AIMTPOMIINY

| 450.0 sr - 550.0 muf1ud,

n. 7, BEPX,
EP, 2.2.29

101,2 %%
506,21 mrfradn. |

Cotresponds Lo the requirements

p. 8, EP 2.9.40

-y Complies
OmiopianicTs Jososanux | Biinosings BHMO M ) n, 8, EP 2,940 Biiociase
OUAHHUL ’
Microbiclogical purity, In ihe product is atlowed: T EP, 26107
totat acrobic microbial coun {TAMC) - not more 2.6.13,5.1.4 Complies
than 107 CTUrg; {harmonized
total yeasts and woulds count (TYMC) — ot more | methad) Complies
| than 10° CFU/a. : :
| No Escherichia coli is aliowed in | g of the Cranplies
! product. :
1r.i’[i:qmﬁfo.’mri-ma B npesapati aonyenaccuen: EP,2.6.12; o
C HYICTQTE, 3ar4NbHE THORD a2POBIITN MIRPOORTiIMIB 2.6.13,3.1.4 Binnosinae
(TAMO) - ke Sizbwe 10° KO {rupronizosanu
! BACAISHE UHCILO APIAAWORAN TR AML gD rpubi | A MeTom) ' Bignoeinue
| {TYMC) - e Gismne 10° KYO/r., |
_ He monyekacrses Eyvelerichiv coli & 1 ¢ openapary. | i Binnosinae
Labelling: © Should correspond 1o the registered labelling. f Complics
i Mapeynaima:  TT0BHHAO RIANCEIANTI 3A0CEC) POBAHOMY MEPKYBAH IO, .___Binnoninae
Packaging: : Should correspond (o the requirenmenta of MQC, 1\ Complies
Makysanus: . 11081tHHL vixiceinark risoras MK, i Binmominac
Facrary: ¥ Regisiciud Gifioe: ¥ Lomorate O
CIN: L24390MH1976PLC016334 CIN: L24350Rit 1975510013
Plot 21513 219, GO0 1 ial Fsrate Meeiam Centre, B Wwing, 4

FPancii

COHY 2846 272 AT TR4 L D04
@ jhepi panciigibs e

ling
R S

T Ce

h

Cyciae Rog,
2324826002
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GO0 PHIPLE

Jfé.f‘ GUOD HEALTH
AZITHROMYCIN EURO ’ Certificate No.t | oee 0 Paged of 4]
ASHTPOMIIIMH €BPO o __ Ceprudiwar Ner . "7 ~ | Cropinka 434 ‘

I hereby cerfify that the cbove information ix authentic and uccurate, This bateh of product fias been munufuciured,
including packaging/tabelling and queality control analvsis, at the above mentioned sife in Judl complinuce with the
GMP requivements of the local Regulwtory Autharite and with the specification available in registration dossicr,
Protocols of batch processing, puckaging and analysis records were reviewed and funnd (o be i complivnce with GMP.
{ hereby confinm thet all production stages for this batele of flnished product were carried ont in Jull complivnce with
the requirements specified in the current GMP guidelines upproved by the Ministry of Health of Ukraine.

Lfrin A 3aceiayio, o nasedena sue iopastaiin o decmogipiow mil mesion, o cepiio Rpod kil fyae supoiaeno
(RETIONAIGUH RARVEARHAIMAPRYSUNHI) 110 Aposeiens KeNmpo e (1 grociti no dwiedasieaenin diasuuyi ¥ noendi
gidaoaidnucmi 3 sustoaun GMP, comanoatentiang stcucay POVARMOPIYA OPSURGN, & MR sidneeiong 0o
CHERUIRaYInN, 160 MECTHIMbER 8 pecempaniftnony docue. Dpamoroan CHPOTHUIERGH, RAKYGIIHA Hd Qaaisle Gy
fepea o ma ecmaneeaeno sidnosionicirn GMP. ua nicmecponeyio, wn sci aupodiid cnadit daa wiel cepit
20Mmagot HpoAYKUIE Sy 3iCent ¢ Roonit aidnogicnace 1 UHRAMOPANNU, IO 6 vl nacaianeal 1 GMP,
Jamsepodiceittii Minicmepcmeont oxoponn 50opos’s ¥xpains,

‘ Name and position of person responsible for the amn!ysis:_E M AP, SHAH

Hpizsme Ta o gcodis, o BiTROBLIME 18 anusil E AL TLL Uldax

P General Manager ~ QC
. o Kepisutik - K5

Signature of person responsible for analysis:

Minmic oeofu, wo viauosiac 3w awmTis

Name and position of person respousible for buleh release:
Hpissume 12 wtocans ocodin, s nianociae 3o BHIY CI Cepil:

Husmukh Jaysinh Arya
Nacymye Txaitein Aps
Assist, Manager Quality Assurance
Aciter. 3ubeaneennn K0T MeneRepa

L 2
Signature of person responsible for batch release: %

b L Aara gbumennn: |

Date of signature: oy g‘!ﬁ J UM

Fagiory:

Cib Li2d3908i8107

ot 21550

=31 4644 2

¥ Hegistored Dffice: F Corposate Oificn:

[ERScEEIE CIM: 23 20M AT S/ BILGE IR L7435 08H 157600 004 o '(f;,;‘:k‘“’f\f\\"\g\’f
3% GG ndun izl Estals Nelz:) Centre B /5'}‘ 4 é’%\?y/
1304 116, Bharact, © e : R

K athe Marg,

Umhai

TUATITRA SR TR IR (29

- yupnr@ rierd KapKis

77 ST Ing CEPTROTRATIET:
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HEPXJHKCITYKBA
AEPKABHA CJIYIKBA 3 JIIKAPCHKIX 3ACOBIB TA KOHTPOJIIO
3A HAPKOTUKAMH ¥ XAPKIBCEKTIA OBJACTI

By”. 'pomamsnceka, 25, m. Xapkir, 61057, Ten/taxc: (057) 731-50-68,
e-mail: dls.kh@dis.gov.ua, https://www.dls.gov.ua, Kox CLOPTIOY 36985153

BHCHOBOK
Npo AKICTH BBE3EHOIO B Ykpainy gikapeskoro 3ac0by

02.09.2024 Ne 44535/24/20

AZUTPOMILIMH €BPO

{(vattvenypating nikapcukoro 3acoBy 3rimeo 3 pecetpautifinm NOCBIRYEHEAM)
TabeTkH, BRpaTi obosonkoro, o 500 mr; mo 3 Tabsterky y Gaicrepi;
: no 1 Gaicrepy y kopobui

{tbopma panyexy, Ho3yBakHa, BHA NakyDbaiug MiKEpCLKOro 3acoby)

Homep peecrpauilinoro noceinueting UA/7280/01/03 crpok nit peecTpauifinoro nocsinvenns 01.01,.2099
Cepix nixapcikoro sacofy Ne PA Q24007 Kiabkicrs sreserora nikapeskoro sace6y 800 ym.

BrpoSang Onix  ®apmacsioTukan HaBoparopis  (sinainenns dipmu "k, B.
Kemixans enn dapmacsiorixans Jita™), Inain

Grafisenrysaituy npotimurg SikapesRaro 1coGs, EPailg Mxoskeng)

Baesero B Vpainy Tosapuerso 3 o6memenoro BiAoBinanbHicTIO "Konapk InTenmen",

inenT, kon: 25182226

(nalivenysanms 1a ko sa CAPNIOY piaHyIaT acodu aBo npiseuwte, iM'a, o Gatbron thiznuiot
0caBH - nianpuesng, i micue ApORHBAING T2 peccTpauifirmii nomep 06nikoaol kapTky nAaTIHKE
neaarkis aba cepin ra HOMCP NAcnepya)

MpoToken BisyansHoro xonTpomio six 13.08.2024 > 868/0/01.21-24/4.

JaGopaTopHuit ananis axecri SIKAPELKOrO 3aco6y 3AiHiCHEH I -

JaGoparopis 3 KOHTPOJTIO AKOCT] Nikapchkux 3acobis TOR "HOBPOBY T-JIIKUJIAR" (M, Knis,
BYIL Honropo,u-Cisepcz.xa, 6ya.3, HexwTnosi ripuMimeHns 92)

(nafisenynaunis Ta micuesaxomwerg AAGOPATOPIT, wo npopeaa aadoparopiuit ananiz TROCTE)

BrcHoBoK wone axoeri Aikapcwroro sacuby, snaauni naSoparapieio sin 30.08.2024 No 1239-24

Pesynbtary naboparoproro ananily arocti MKapchkoro Jacoby 3a NEPEBIPEHNMM NOKAZHHKAM K sigooeinaors
BHMOT2M METOAIB KOHTPORIO AKOCT] {aHaniTHuHO-HOpMaTHBHOT A0KyMeHTaUT),

3a  peaynstatam AEPWABHOTO  KOHTPOAK  BCTAHOBNEHO, (o nixapchkuit - 3acid  seeleno & Yrpaiky 1

NOTPHMAHHAM esumor 3aKOHOAARCTBA WoA0 3adesneteHHs fxacT nikapeskux 3acobie,

Havagflsi %N@* 7 4 Anna IOIIKO
...... § PEG \ok, ./ g

Q11§ KONTPONIO) (nianue) {ttitiany Ta ppizouwe)

& @D 4
5 T
o '*';?%sv*uﬁ‘“goﬁ‘t’
{rd . W @

& -

o YXEGHD MiGTO Xapkin !|§
ie% - )1 N9 CEPTHOIKATIB 1y
/”' T08 “KONAPK ITENMEN" {]

T R L T

N22G 182224 i

o TR e e A - e e Al




AEPKIIIKCIIYXBA
AEPKABHA CIYIKEBA 3 IIKAPCBKUX 3ACOBIB TA KOHTPOJIIO

3A HAPKOTUKAMH Y XAPKIBCLKIH OBJIACTI
By”N. I'pomananceka, 25, M. Xapkis, 61057, ten/daxce: (057) 731-50-68,
e-mail: dls.kh@dls.gov.ua, https://www.dls.gov.ua, Kox EJIPTIOY 36985153

BHCHOBOK
PO SIKiCTH BBe3eHOro B Yiepainy aikapcebkoro 3acoly

13.09.2024 Ne 47026/24/2011

ASUTPOMILIAH €BPO
(nalimenyranus nixapcuxore sacoGy riane 3 PecCTpauiftium nocriTueHnam)
TalNeTKH, BKPHTI 060s10HK010, 10 500 mr; 1o 3 Tabaerkn y Guicrepi; no 1 BaieTepy y kopofui .
((hopmn sKnycky, 103yRaRKA, BHI MAKYBAHHA AIKAPCLKOTO 2acofy)

Howmep peectpauiiitoro noceinvenna UA/7280/01/03 crpox nit peectpanifinoro nocsiguenns 01.01,2099
Cepis nikapcbkoro sacofy Ne PAQ24007 Kinpxicts BBeseHoro nikapetkere sacofy 63600 ym.
Brpooii HOwix dapmacsioTakan JlaGoparopis (sinminenus ¢bipmu "Hx. B.

Kemixans enn Papmacsiotakans Jita."), Iumis
(natimeiysanns BpoGlHKa Bixapchkoro 3acofy, kpaita noxonxelns)

BaeseHo B Yipainy Tosapuctso 3 o6mekenom sianosizanbaicro "Konapx InTenmen",

iment. kog: 25182226
(uahimenynanna ta kog 3a CAPTIOY iopHomuoT 0coby abo Tipizsnute, iM's, 0o Garerosi diawarol

ocobH - nianpremus, ii Micue npoxaBanNg Ta peecTpauidnui Homep 06nixoBOT kapTRY nAaTHEKE
noaarxin afio cepis Ta Homep nacnopra)

TpuToxon sisyansroro xontposio sin 13.09.2024 Ne 950/0/01.21-24/4.

32 pesynbTaTaMi  MepHABHOTO  KOHTPOMO BCTAHOBNIEHO, . W00 AiKapchbKuii  3acib  BBeaeHo

B Yrpalny 3
AOTPHMAHHAM BHMOT 38kOHOAARCTBA OO 3AGEINEUSHHA KOCT] NikapcbKHX 3acobis.
pAIl
H e - 4 KO
@YaNBHHK CJT jo % ¥ Anna
N ~Jgy : 10
(nianmc) / (iniuiany Ta npizpmne)

Vipmna awero Xapao

ﬁ @9 CEPTH®IKATIB):
TOB -KOHAPK mTEnMinj

M225182226
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