JEPXJIKCITYXBA .
,ZIEP)KABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO

3A HAPKOTHKAMM Y XAPKIBCBKII OBJIACTI

Byl I'poMansnceka, 25, m. Xapkis, 61057, Ten/daxc: (057) 731-50-68,
e-mail: dls kh@dls.gov.ua, https://www.dls.gov.ua, Kox €JIPTIOY 36985153

BUCHOBOK
Npo AKiCTh BBe3eHOro B YKpainy JikapcbKoro 3acofy
13.09.2024 | ' Ne 47025/24/2011
' A3UTPOMILITH €BPO

(nalimeitynaiins fikapcskoro 3aco8y 3rifno 3 peecTpauiiHuM noceiauensM)
tabnerxu, BKPHTi 000J10HKOI0, o 500 Mr; mo 3 TaGurerku y 6aicrepi; mo 1 6aicTepy y kopobui

(opma Bunycky, 103yBatH#, B NaKyBaHHs JKapcLKOro 3acofy)

Howmep peectpauiitnoro nocsinuenns UA/7280/01/03 crpox nit peecrpauiiinoro nocsizuenns 01.01.2099

Cepis nixapebkoro 3acoby Ne PAQ24006 KinbkicTs BBE3eHOrO NNikapeskoro sacoby 64000 ym.
BrpoGHHK IOnik ®apmacsroruxan Jlaboparopis (sigminenns ¢ipmu "IIx. B.
Kemikan3 enn Dapmacerotukans Jita, "), Ianis
© (HaliMeHyBaHHS BUPOGHHKA NikapchKkoro 3acoby, kpalHa MOXOMKeHHS)
Bsesero B Ykpainy Tosapucrro 3 o6mexeHo0 BixnosinaabHicTio "Konapk Intenmvex",

iment. wom: 25182226

(Halimeryauns Ta kox 3a CAPTIOV topuanunoi ocobu 860 npissuie, im's, no 6aTbkoBi pizuuHoi
0cobu - nianpuemus, if MicLie NpoXMBaHHS T& peccTpauifHui HoMep 0BNiKOBOT KAPTKY MIATHHKA
nonatkis abo cepis Ta Homep nacropra)

Ipotokon sisyansroro kontponto sia 13.09.2024 N 950/0/01.21-24/3.

3a  pesynbTaTaMp AepKABHOTO KOHTPOJK BCTAaHOBIEHO, LIO Jikapcekuii  3aci6 BBezeso B Vkpainy 3
AOTPHMAHHAM BUMOr 33KOHONABCTBA IOL0 3a0e3reYeHHs AKOCTI NikapchkuX 3aco6is.

Vﬁ% e Anna IOLIKO

(niznouc) (iniuiany Ta npizpuiie)
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UNIQUE PHARMACEUTICAL LABORATORIES

A Division of

G0OD PEOPLE
_for GOOD HEALTH

J. B. CHEMICALS & PHARMACEUTICALS LIMITED

Certificate No.: " Pagelofd

AZITHROMYGIN EURO| . .. - " [P
ASNTPOMITIUH €BPO |- - * Ceprugiiear Ne: | 10F ’._3.2:,499-,2:“4 C’ropm)ca 124
BATCH CER'] IFICATE
CEPTHOIKAT HA CEPIXO

Product name:
Hassa npogyruil:

AZITHROMYCIN EURO
AUTPOMIIIHH €BPO

Jlikapenka dopmaj
Pharmaceutical form:

coated tablets License No.:
TadJaeTH, BRPUTI 6G0N0HKO10 Jligensin No;

G/1051

Strengih/potency:

Cuna pif/aRTeBHICTL!

1 tablet contains Azithromycin Dibydrate equivalent to Azithromycin

Anhydrous 500 mg
1 Tanerka MICTHTEL a3NTPOMINKHY JHTIZPATY eREIBANCNTHO a3HTPOMINANY
OesponHovy 500 mr

Size and type of

3 tablets in a blister; 1 blister in a cardboard box with Ukrainian and

BupoGruns:

packaging: | English languages labeling
Pozmip ra Tan | no 3 radaerkn y GJicrepi; no 1 daierepy y kapronniit kopodui 3
DARYBAHHS: | MApKYBAHHIM YKPATHCLKOIO T aHIHifchi0Ig MOBaMN
"Batch No.: PAQ24006 Batch size: 64400 boxes
Cepin Ne: o Posmip cepii: ropolok
Date of mauszfact’l‘xre: 05/2024 - ’ ‘ Kxpiry dah?: 04/2027
JaTa pupotnunrsa; . Tepmin npuaarHocTi: .
P Regisf:*aﬁon 'ce.rtiﬁcate:_ UA/T280/01/03 Unlixx)ited from: 07.09.2018
cecrpaniitne nocsinvenny: HeoOmexeno 3:
Manufacturer; | Unique Pharmaceatical Lahoratories (a division of J, B. Chemicals &

Pharmaceuticals Ltd.), Plot No. 215-219, G.1.1).C., Industrial Area, Panoli -
394 116, Dist. Bharuch, India .

Huixe apmachortucan Jaboparopis (Bimainenns ¢pipyvn «Lk. B.
Kemixans ena @apmacwiornrans Jlra»), Tiasuka Ne 215-219, jBxi. Ait, .
Ci. Ingacrpian Epia, Hawoai - 394 116, okpyr bxapyx, Lignia

Certifi cate of GMP comphancc No.: 5 dated:
Ceprugivar signosignocri HBIT Ne: 096/2023/GMP Bia: ‘27'1 ! '2.023
Analysis procedure results /
, Pesy b raTn HPOBEACHI ARAN3Y
! . L : METHODS OF |- e
L ‘REQUIREMENTS / -CONT ROL /" RESULTS / -
AMEHY] BUMOTH METOIM | PE3VILTATH
- IOKAZHMKA" : S o hOIITPOJﬂO o
Appearaice Blue, capsule shaped, hiconvex, coated tablets with | p. 1, visually .
L . . : Complies
a break line on one side,
Onne Tabaerku GaakTHOrO KOALOPY, KACYA0MO0AISH], | n. |, sizywnbuo
AROBUOYKAL, BRPHUTI 000L0HKOIO, 3 PUCKOHO 3 Bianosiaae
0HOTO BoKYy, o
Identification: Retention time of principal peaks in clwvomatograms | p. 2, HPLC,
of' lhc /eol and the r Lﬁ»/ CHCE solutiom, obtained in, | EP, 2.2.29 Complies

9 Factory:
CIN: L24390MH1976PLCD 19380
Plot 21510 219, GIDC Industrial Estute
Panali - 394 116, Bharuch, Gujarat.
912646 27247277847 304 /783 /335 t, +31 22 24822222

¢ Registered Office:

CIN:

@ jocpd.panoli@bpharma.com

Neclam Gantre, ‘B Wiag, 4” Flsor,
Hind Cycle Road, worli, Mumbai -

p :
CIN: L2439CMH1976PLC0T9380
Ciergy 1 Park, Unit A, 8" Floer,
Appa Saheb Marathe Marg,
Prabhadevi, Mumbal - 406026,
§ +81 22 24355200/5500

L24390MH1976PLCO1938D

400038,

www.jbpharma.com



UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMIGALS & PHARMACEUTICALS LIMITED

GOOD PEGPLE
_for 600D HEALTH
Cer.tiﬁcatéjNo,:f f,,
Ceprudirat No: [«
- REQUIREMENTS /

© BUMOIH :
L  KOHTPOJIO:

Lxemmbmaum. Yac yTpriMyBaHis OCHOBINX Mikis HA n. 2, BEPX,
XPOMATOrPaMax éocz/ic)q/qvemmao i o EP, 2.2.29 Bimrosizae
CMaHOGPHO20 PO3UHLIB, OTPHMARKX B PO3AINI
«IGNBKRICHS BU3HAYSHHAY, NOBMHEH CIHBIIALATH.
Average mass 975 mg £5% p. 3, EP2.9.5 979.33 mg
Cepepnst maca 975 Mr 5% . 3, EP 2.9.5 979,33 Mr
Uuiformity of mass Mass of not more than two tablets may deviate p. 4, EP 2.9.5
from the average mass by more than 5 % and none Complies
, ~ by more than 10%
OneopianicTe Macu Maca 1ie Sinplie, His LBOX TadIeTOK, MONKE n.4,EP 2.9.5
BlIxuaATHES BIX cepernkol Mack: Sinslue Hi Ha S Binposinae
% i scomna — He Sinbue, nixk Ha 10%
Related substances’ Azithromycin 3’-N-oxide — not more than 1.0 % p. 5, HPLC, 0.00 %
' : 37-(N,N-Didemethyl])-3 N-Tormylazithromycin — EP, 2.2.29 0.24 %
not more than 1.0 %
0.00 %

3’-(N,N-Didemethy!) azithromycin
(aminoazithromycin) - not more than 0.5 %
Desosaminylazithromycin — not more than 0.5 % 0.00 %

Azithromycin impurity F - not more than 1.0 % 0.20 %
3'-N-Demethylazithromycin - not wore than 0.7 % 0.00 %
- 3-De(Dimethylamino)-3’-oxouzithromycin - not

more than 1.0 % . 0.00 %

Individual unspecified impurity — not mare than

0.2 % 0.00 %

Total impurities — not more than 5.0 %

, 0.4 %

Cynyrhi fomings Asurpomitiiy 3'-N-oxenn - He 6inpwe 1,0 % i 5, BEPX, 0,00 %

3'(N,N-Iuaemerin)-3'N-chopminazurpomiunn - ne | EP, 2.2.29 0,24 %

Ginpe 1,0 %

3N, N-TAeMeTH)azu T POMiLuIT 0,00 %

{aminoazuTpoMiupa) — He Ginswe 0,5 %
Hesozaminiassrpominuns — ne 6invute 0,5 % 0,0

Howmiwka F azurpominuny — ne 6iaswe 1,0 % 0,20 %

3N-Hemernnaznipoaminay — ue dinbiue 0,7 % 0,00 %

3 He(HuaeTnaamiine)-3"-0KCoas TPOMILINE — HE 0,00 %

Cinbie 1,0 %

Taniniayanuiol nesinomol nomiwi - e Ginbie 0,00 % ;

0.2% . !

Cyma gomMiwok - He Glaswe 5.0 % : 0,4 % |
Disselution Not less than 80(Q) of'the labolled azithromyein P 6, EP, 2.9.3, 97 % !

{ HPLC, EP2.2.29

amount must dissolve within 30 minutes.

Factory: ¢ Registered Office:

CiN: L?4J90MH" S976PLC019380

CIN: L2d390MH1976PLCO19380
Plot 21510 219, GIDC Industrial Estate
Panoli - 394 116, Bharuct:, Gujarat.

CIN: L24390M419760. LUI‘)JB(‘
Neelam Cantre, 'B' Wing, 4% Floor,

Hind Cycle Rowud, Worli, Mumbai ~

+91 2646 272472 /784 /304 /783 1 335 ¢ +912224822222 -

bepl.penoli@gjbpharma.cam

400030,

L

Vnetgyerark Unijt A, 8" Flooy,
Appa Saheb Marathe Marg,
Prabhadevi, Mumbal - 400025,
+G17 22 24395200/5500




GO0D PEOPLE
for GOOD HEALTH
AZITHROMYCIN EURO ‘Certificate No.: - 101#?246021’1 sl Page 3 of 4
A3HTPOMIHHH €BPO- Cepriticar Nos | 5777w " 1-Cropinka 3 3.4
-~ [METHODSOF|. ... ... ..
RLQ_UIREMLNTS / ' \ '
i‘oswncnnu He Mémne $0 (Q) Bia 3aaBneqol KinLKocTi V 11, 6, EP 2.9, 3
ATUTPOMILHHY, MOBUHHO PO3UKHITHCE 1POTATOM BEPX, EP 97 %
30 XBHIHIL 2.2.29
Assay For release: p. 7, HPLC,
93.0% — 105.0% of the labelled amount of EP, 2.2.29
azithromyein
97.2%

UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B, CHEMICALS & PHARMACEUTICALS LIMITED

475.0 mg — 525.0 mghab.

For shelf life;

90.0% - 110.0% of the labelled amount of
azithromycin

450.0 mg — 550.0 mg/tab.

486.21 mg/tab,

Kinpkicne Busnaderus

s Buiiycky:

95,0% - 105.0% sixn 3asnsaenol KinbKocT]
A3HTPOMILLHHY

475.0 Mr —525.0 Mr/1ad.

Dt repminy npuaarocti:

90.0% - 110.0% iz 3asBreHol kinnkocTi
ABUTPOMILIUHY

450.0 mr—550,0 mr/Tad.

n, 7, BEPX,
EP, 2.2.29

972 %
486,21 mriTabn.

Uniformity of dosage Corresponds 1o the requirements p. 8, EP 2.9.40 .
. Complies
units
Ounepianicry pososannx | Binnosigac sumoram n. 8§, EP 2.9.40 iBiunosiﬁﬁe
OANHHILL
Microbiological purity. In the product is allowed: EP, 2.6.12;
total aérobic microbial count (TAMC) ~not more | 2.6.13, 5.1.4 Complies
than 10* CFU/g; (harmonized
total yeasts and moulds count (TYMC) - not more | method) Complies
than 10> CFU/g.
No Escherichia coli is allowed in | g of the Complies
product.
MikpoGiosorinka B npenapeari LONYCKAETHCA: EP, 2.6.12;
YHCTOTA: 3AraIbhe YHeno depoouux MIKpOOpraHisMin 2.6.13,5.1.4 Bianosinae
(TAMC) — ne Ginnue, 10° KYOrr, (rapmoHizopaHH
3ArATbIE UHCTIO apm\uncomx\( Ta wicnsisux rpuGis | it MeTox) Biarnosinae
(TYMC) - ge Ginpie 10 KYO/r,
He pqonyckaetbea Evcherichia coli 5 1 1 jipenapary. Bionosinae
Labelling: | Should correspond to the registered labelling. Complies
Mapwysanun: | [loBHHHO 8IAM10B118TH 3APEECTPOBANIOMY MApKYBAHHIO. Binnosinae
Packaging: | Should correspond (o the requirements of MQC. Coraplies
Takysanus: | [osxuno pinnosinaru sumoras MK L Bignosinae

Fuctory:
CIN: L.24390MHTO76PLADT 9380

? Regzsxered Office:
CIN: L243"0!\“11\‘)/"PLCO1‘1380
Neslam Centre, ‘B Wing, 47 Floot,

R Corporate Otfice:

CIN: L24390MH1976PLECT9380
Crergy (T Park, Unit A, 8" Floor,

7 ".)UF{T?JA
" lf"*n

Piot 21510 219, GIDC Indusina! Esiate
Panoli - 384 116, Bharuch, Gujarat . Hind Cycle Road, Worli, Mumbai -
+91 2646 272 472/ 7847 304 /783 /335 « +91 2224822222
bept.pancli@ivoharma.com

{0030, Appa Saheb Marathe Marg,
Frabhadevi, Mombai ~ 400025,

1 v 2D 243G 2AGU5500

Vipaina micTo Xapkis

Long CEPTMCDIKATIB]

TOB “KOHAPK IHTENMEL"
Ne251682226




UNIQUE PHARMACEUTICAL LABORATORIES

A Division; of J. B, CHEMICALS & PHARMACEUTICALS LIMITED

G0O0D PEOPLE
for GOOD HEALTH
AZITHROMYCIN. EU_R() o .._': o : Ccrjtiﬁc’zgte NO':, 10FP24002 14 <. Page 4 ot 4
ABI/ITPOMIHHI €BPO | - R Ceprudirar Neo' |7 070000 ‘-C'mpuuc.j434

I hereby certify that the above information is axthentic and accurate. This batch of preduct has been manufuciured,
including packaging/labelling and quality control analysis, at the above menfioned site In full compliance with the
GMP requirements of the local Regulatory Authority and with the specification avaifable in registration dossier.
Protocols of batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP,
! hereby confirm that ull production stuges for this bateh of finished product were curried out in full compliunce with
the requirements specified in the current GMP guidelines approved by the Ministry of Health of Ukruine,

LM 7300610410, 140 HAGEdENq sLiye IRpOPpNaia ¢ DoCNGeipoio mu modnoso. Lo cepio npodyrufl )0 eupobneno
(BKAMUAIONI HAKYGAHHA/MAPEVEAIIA) DIt APOGeOZNO KOWmpoay 1T ARocni na suidesasnanenii oinonuyl y nosniil
sionogionocmi 3 eumozant GMP, ¢chaHO6ACH MU MICHERCUM PeSVIAMOPRUM OP2AIOM, & MAKOXNC 8idnveidno 00
crenuirauis, 1o Micmumecs @ peccmpaniiisoaty 0ocot. IIponoroan cupodnuymea, RAKYSAINA Mma aratizie Jyro
nepe2ranymo mu sennosneno sionveidnicmes GMP. Huat niomeepocyio, wio acl supodruai cmadit dia yiet cepii
200601 NPOAYKYIT Byin 30HICHeRT 8 ROBIUEL @IdNEGIONAGCHH 3 BUAOZAMU, IATHAYCHUIMIL @ QUILIE nACMAN0d} 3 GMP
Jmmmpoycemu Muucmepcnwo W oxeposn 300poe’sn Yrpainu,

Name and position of person vesponsible for the analysis: | Mr, AP SHAH
Hpisvmuue TU 00CANR 0COOH, WMo Binnosixac 3a anaais: | A, I, Hlax ‘

: ' General Mannger — QC

Kepisnnk - KA

Signature of person responsible for analysis:
TTinnuc ocolu, mo BianoBiRge 3u auanis:

Name and position of person respousibie for batch release: | Hasmulkh Jaysinh Arya
[Ipissrue i necnia ocudy, WO Lianoesigae 3a RIMYCK cepil: Xacmyr Mxaiicin Aps
’ Assist, Manager Quality Assurance
Acner, 3abespedenus stkoeri MeHeIKepa

Signuture of person responsible for hatch release:
Hmmxc 0CO0H, 10 BiANOBIAUE 31U BRIYCK cepiit | / ;

Date of signature; |
& 1ot }rw’W

Aara niamucans:

EUT,C'4(

v acals &

H%
: 58
" ot
9 Factory: ¢ Registered Office: 9 Corporate Office: 3 \.,=§?
CIN: 1.24390MH1976PLC019380 CIN: L24390MH1876PLC0O19380 CIN: L24350M{11976PLCG 19280 7 ‘bo:;"'
Plot 215 to 219, GIDG Industrial Estate Neelam Centre, ‘B’ Wing, 4" Floor, Cnergy IT Park, Unit A, 8" Floor, ¢ /) .A, s’&\
Panoli - 394 116, Bharuch, Gujarat. Hind Cycle Read, Worli, Mumbai - 400030, Appa Saneb Marathe Marg,
1912646 272472/784 /304 /783 /335 ¢ +91 2224822722 Prabhadevi, Mumbal - 400025, .
@ jhepl panoli@bpharma.com L =01 22 24395200/5500 www jbpharma.com
P Ypaina micto Xapxin

[/ CEPTUOIKATIR]

TOB "*KOHAPK IHTENMEL"
MNe25182226
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