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Ceprudinar Ne:

CERTIFICATE OF BATCH RELEASE
CEPTH®IKAT BIITYCKY Crrii

Product name: | AZITHROMYCIN EURO Manufacturing country: | India
Haasa uponyxnii: | ASHTPOMIIIAH €BPO Kpalna-pupobus: | Inxis
Pharmaceutical form: | film-coated Inblcts, 500 mg I ' S
Jikapenka popman: | tabierku, slpuri 060s0HR010, 10 $00 mr 4 I
Strength/potency: | 1 tablet coutning Azithromycin Diliydrate equivalent to Azithromycin
Anhydrous 300 ny
Cuna gii/axrasuicrs: | 1 Tabierka MICTRTS a30TPpomMinMiy JHCAPaTY eXBIBANCHTHO ASHTPOMIHIY
_ Oessopnomy 500 mr _ ,-
Type and size of |} 3 fablets in a blister; 1 blister in a eardboard box with Uleeainian and English
packaging: | labeling
Bun i possip | 110 3 rabueriu y Guricrepl; mo 1 Saicrepy y waprosuif wopo6ii 3 Mapcysansm
N YIOAKOBKH: jxcp:a)’nc»mcom TR numiﬁcm;ol_o mpuami e o i
Batch No.: Buteh Size: , packs
Cepist N b Posmip cepils 63330 | yusxosor
Manufacturing date: 01/2023 Y Expu'y Date: 122035
Mara pppobnuirrsa: Tepnilit Jpuaavaee il L ,

Registration Certificate:
Peectpaniiiue nocsiguensn:

UA/7280/01/03

Unlimited from:
Heoﬁnu;muo 3

07.09.2018

o

Havmenypanus
BUPOIHUKA!

Manufacturer n.unew Unique Phar fuaceutical Laboratories (a division of

J. B, Chemicals & Pharmaceuticsls Ltd.)

Gipsng <«Lox,
Jlta»)

License No.:

Kuix @apagesrorusan Jlaboparopis (siminenns
B. Kemikans enn Dapmacsiorurains

Jinengin No:

G/1051

Location:

Plot No. 215-21

9, G.I.D.C., Industrial Area, Panoli - 394 116, Dist. Bharuch, India

Micuesnaxomxenns: | Jimanga No 215-219, Jixi. A, . Cl. Iapacrpian Epia, Hawoni - 394 116, grpyr
Bxapyx, login | e G " e » |
Conclusion on f:onﬁrmatmn of GMP Certificate No.: 550/2022/0- 1024 ’ datc:d 39.12.3022
Bucnosok niono niarseprikenns cepradivary HBII Ne: Big | "~ ‘
Labelling: | Should correspond to the reglstered labelling. Complies
Mapkysanns: | Hosuiro simresigaen JAPEECTPOBAROMY MAPKYBALILIO, Binnosinge
Packaging: | Should corres pcnd to the requirements of MQC. Couiplies
Magypauns: | ITopinno BIQUOBIMATY BHMOTAN MICH Biyrosinae

Analyi;is results:

Certificate of

Cep THdhiky

analysis No.:
f AHAITIZY J\" :

10FP23000372

dated
Big

! 13.02.2023

PesyabraTh anasisy:

YkpaiHa micTo Xaprkis

[nng cEPTUDIKATIB]

=

Ne25182226

TOB “KOHAPK IHTESIMED”

Factory:

CIN; L24390MH1976PLC0O19380

Plot 21610 219, GIDG industrial Estate
Panoli - 394 116, Bharuch, Gujarat.

L
@ jhepl pangli@jbpharma.com

¥ Registered Offica:
CIN: L243901H1 976
Neelam Ceatre, '8' Wing,
Hing Cycle Road, Worli,
+91 2646 272472/ 784 / 304 /783 / 335 Y91 2224822222

019380
4% Floor,
Mumbal = 400030,

¢ Corporate Office:
CIN: LZ4390MH1976FLCOT 9360
Crieigy T Park, Unit A, 8" Floor,
Appa Saheb Marathe Marg,
Prabhadevi, Mumbai - 400025,
491 22 2439520075500

www.jhpharma.com
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Clertificate No.:
Cropinia 252 |

Cepridicar No:

T0RP23000372

{ hereby certify that the above information is authentic and acenrate. This bateh of product has been
manufactured, including packagingAabeling and quality control at the above mentioned site in Sl
compliance with the GMP requirements of the local Regulatory Authority and with the specification
available in registration dossier. The batch processin & packaging and analysis records were reviewed wid
Jound to be in compliance with GMP. 7
Lum 5 3aceiduyro, o nasedena suwne idropmanin ¢ docnogipnoio ma mownoio. Lo cepito npodyruii
Oyn0 6UPOGAEHO (§KAFONQIO N RAKYSAHIA/NGPKYGEILHI) VL KOHINPONG 8 NROCHIE NO ¢ MIe3a3nae il
SupOBRUMIT dinnuyi nposedeno y nosniil sidonosldnocmi 3 qumozas GMP, 6cmanosnenumu sicyesiin
DECYIAMOPHUM OP2UNOM, (1 MAKONC ¢I0N0BIONO Q0 creyughirayil, wo Micmumscs ¢ peccmpaniitiomy
docse. Lpomoronn supoGuimea, Bakysanig ma aianizis 6yno HEPELNANYIRO i1l SCintaitoa et

gionogionicme GMP, . :

' ‘ Name | Hasiulkh Jaysinh Arvya
Position of person authorising the batch release | Assist, Manager Quality Assurance
' ‘ ' Hpisswmie | Xacmyw Jaitcin Aps
Hocaxs 0co0ti, sea Brgara Jo3Bin wa sunyer cepil | Acxer. Jnlerneuging Trocri MeleKepa
Signature of person authorising the bateh release ' e '
e 0c00m, gka BagAIa Jo3BLI wa BHiTyck cepil
' ' i " Date of signature
Hara migwresnns |

YKpaiHa MICTo XapKis

<ﬂ (415 CEPTHOIKATIB|
TOB “KOHAPK IHTENMEA"

Ne25182226

¢ Faclory; ¥ Registered Office: ¥ Corporate Office;

CIN: L24390MH1976PLC0O19380 CIN: L24380MH1976PLC019380 CIN: L24390MH1976PLEO19380

Plot 215 to 21¢, GIDC (ndustrial Estate Neelam Cenire, 'B' Wing, 4" Fioar, Crergy T Park, Unit A, 8" Floay,

Paroli - 394116, Bharuch, Gujarat. Hind Cyele Road, Worli, Mumbai — 400030, Appa Saheh Marathe Marg,
U +9) 2646272472/ 7847304 /783 /335  +9) 22 24822222 Prabhadevi, Mumbai - 400025, www.jbphatma.coin
@ jbepl panoli@jbpharma, com C 491 22 2439520075500 : '
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Product name:

AZITAROMYCIN EURO

Pharmaceutical form:

film-coated tablets, 500 mg

Batch No.:

PAQ23001

Date of manufacture:

01/2023 |

Expiry date: | 12/2025 _

Aualysxs procedure resulls

QUALITY

PARAMETER

REQUIREMENTS

METHODS OF
CONTROL,

}(l "3!.”_1 Q

Appearance

Blue, capsule shaped, biconvex, film-
coated tablets, with a break line on one
side.

p. 1, visually i

Complies

Identification:

The retention time of the principal peak
in the chromatogram of the test solution
should correspond to that of the
reference solution, as obtained in the
“Assay”.

p. 2, HPLC,
EP, 2.2.29

Complies

Average weight

975 mg = 5%

p.3,BP 295

97051 mg

Weight
uniformity

Weight of not more than two tablets
may deviate from the average weight by
more than 5 %, and none may deviate
by moixe than 10 %.

p. 4, EP 295

Complies

Related ipapuritics

Azithromycin 3°-N-oxide - not more
than 1.0 %

37-(N, N-Didemethyl)-3 N-formy!
azithromycin - not more than 1.0 %
3°-(N,N-Didemethyl) azithromycin

(aminoazithromycin) - not more than
0.5 %

Desosaminyl azithromycin — not more
than 0.5 %

Agzithromycin impurty F - not more
than 1.0 %

3’-N-Demethyl azithromycin — not
more than 0.7 %
3’-De(Dimethylamino)-3°-
oxoazithromycin — not more than 1.0 %
Individual unspecified impurity - not
more than 0.2 %

p. 5, HPLC,
BP, 2.2.29

T0.00 %
0.27 %

0:00 %

0.00 %
0.19 %
0.00 %
0.00 %

0.00 %

Ykpaina MicT Xapris:

No251822 26

¥ Factory:

CIN: L243G0MH1976P1.C019380

9 Registered Office:
CIN: L24330MIH1976PLCO 19380

¢ Corporate Office:
CIN: L24380MH1976PLCDT19380

A CEPTUOIKATIB
TOB "KOHAPK IHTENME

0.5 %

Plot 215 ta 219, GIDC industrial Estate
Panoli - 394 116, Bharuch, Gujarst.
O t91 26406272472/ 7847304 /783 /335 ¢ +91 22 24822222

@ jbepl.pancli@ibpharma.com

Neelam Centre, ‘8" Wing, 4" Floar,
Hind Cycle Road, Warli, Mumbai — 400030,

Coergy 1T Park, Unit A, 8° Floor,

Appa Saheb Marathe Marg,

Prabhadevi, Munibai ~ 400025,
L 491 22 24395200/5500

www.jbpharma.com
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Dissolution Not less than 80(Q) of the labelled p. 6, BF 2,9:3,
Azithromyein amount must dissolve HPLC, EP 2.2.29 94 %
within 30 minutes. bR
Assay At release: P 1y BPLC, BF,
95.0% - 105.0% of the label claim of 2.2.29
Azithromycin
| 475.0 mg - 525.0 mg/tab. 479.77 mg/tab.
For shelf life: 7 (96.0 %)
90.0% — 110.0% of the label claim of
azithromycin
450.0 mg — 550.0 mg/tab. A
Uniformity of Complies with the requirements p. 8, EP, 2.9.40 Complies
dosage units v : B -
Microbivlogical The product may contain: BP, 2:6.12;
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 Zischerichia coli is allowed in 1 g of i Complies
B the product. ,
Name | A.P. Shah
Position of person authorising the batch release | Asst. General Manager - QC
Signature of person authorising the batch release Q)
Date of signature 13/02/2023
'y Ykpaita MicTo Xapkis
\ @- [ a0t CEPTUOIKATIB|
‘ TOB "KOHAPK IHTEJIMEL"
Ne25182226

9 Factory:

CIN: {.24350MH1976PLLC019380
Plot 21510219, GIOC Industrial Estate

Panoli -394 116, Bharuch, Gujaral.

@ Registered Office:
CIN: L24390MH1976PLC019380
Neelam Ceritre, ‘B' Wing, 4* Floor,

¥ Corporate Office:
CIN: L24330MHTITEPLCOT9350
Cnergy IT Park, Unit A, 8 Floor,

Hind Cycle Read, Worli, Mumbai = 400030,

Appa Saheb Maratiie Marg,

<

+91 2646 272 472/ 184/ 304 /783 /335 ¢ 191 2224822222

@ jhepl.panoli@jbpharma.com

Prabhadevi, Mumbai « 400025,

491 22 24395200/5500

www jbpharma.com




CEPTH®IKAT AHAJI3Y

_ Ceprudixar Ne: | 10FP23000372 | Cropinkas2 ]
Hasea apopyxuit: | ASHTPOMILIMH €BPO

Jlikapcewka dopma:

rabueTkn, BRPUTI 00G0MI0HK010, 110 ‘500 MU

Cepisn No:

PAQ23001

01/2023

Tepmin IIpHAdXHOLF]’ 1] 12/2025

Jara BupoGuuyrsa:

Pesynbraru mposeenin ana J3y

Ha XpOMaTorpamax docaioxncysanoso
i CIMAHOAPIKOEo posvunia,
OTpHMAHUX B poznial  «Kiipkiche
BU3HAYCH I, TIOBAHEH CliBIIAjaTH.

EP, 2.2.29

HAAMEHY BAHHS . e METO/U
NIOKA3HHKA ki KOHTPOJO | PV IRTATH |
Omme Tabnerku  Guakwtuoro  wonwopy, | . |, BI3YAILHO
Kareynonoaibni, nBoswHITyki, picpuri Binnosimae
000MIOHKOIO, 3 PHCKOID 3  OHOTO
Goxy. ‘ L .
InenrTudikanin; Hac yTpumypauns OCHOBHMX WIKiB | 1. 2, BEPX, Biznosizac

popMinasurpominun - He Giibiue
1,0 %
3'«(N,N-/{saemeTnInasntpoMinuu
(amigoazprpoMitmn) — He Giibe
0,5 %

Hesozaminunasurposiumn — ne
Gissiue 0,5 %

Hominixka F asuwrpominuny — ne
Giasme 1,0 %
3"-N-[emernnaszurpoMinus — ne
Olnsie 0,7 %

3 Jle(Anmerunamino) 3'-
OKCOa3HTPOMILUHE — He Guisnie 1,0 %
InRinyansHol HeBizoMOT JoMIt K
- e Ginpuie 0.2 %

Cyma JoMimok - He Guiie 5,0 %

Cepeaus Maca 975 mr £ 5% LI 3, BP 2,9.5 970,51 Mr
Onnopianicrs macu Maca fe Oinbuie, uik gBox tabierok, | 1. 4, EP 2.9.5

MOKE BIANHIATHES BiJ CepeaLol

e . o Bianosijac

Macu Oube HK Ha 5% 1 KoaHa — He

Oinsiue, Hix ma 10%. ; ¥
CynyTHi nomimku A3mrpoMinns 3-N-okcH — e . 3, BEPX, 0,00 %

. Oinsie 1,0 % EP,.d.2.28
3'<(N, N-Jlnnemernn)-3'N- 0,27 %

0,00 %

0,00 %
0,19 %
0,00 %
0,00 %

0,00 %

FPOS‘IHII(.‘HHH

He wenwe 80(Q) Bix sassienor
KIbKOCTI  3UTPOMIUMHY, THOBHHHO

0.6y K 29,3,
BEPX, EF 22,09

0,5 %

94 %

(2

YkpaiHa Micto Xapkis

[Ans CEPTUDIKATIA |

TOB “KOHAPK IHTENMER"
Ne25182226
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PO3YHHHTHCH TPOTATOM 30 XBHILH,

Kinnkicue
BH3HAYECHHY

Jotst BHIYCKY:

95.0 % - 105.0 % sin sassnenor
KUILKOCT] a3uTpoMitHy 475.0 Mr —~
525.0 mr/tabn.

JLitst TepMiny npuaaTtHoceTi:

90.0 % - 110.0 % sin 3aswsenoi
KinbKOCTE a3uTpomitiny 450.0 mr -
550.0 mr/rabn,

. 7, BEPX, EP,
2.4:29

479,77 mr/rabn.
(96,0 %)

Onuopignicrs
AO3OBAHHX 0HHHID

Bijanosinae BHMOTAM

. 8, EP, 2.9.40

Binosinac

MikpoGionoriuna
HHCTOTA

B npenapari i0onyckacrses:
3alIBHE YMCIIO ACPOOHKX
mikpoopragizmis (TAMC) -

e Gisiue 10° KYO/r;

3AraInHe YHCIo JAPIKIBKOBHX Ta
miicustBux rpudis (TYMC) - e
Ginnire 10° KYO/r.

He nonycexaernest Escherichia coli s
| 1 npenapary.

LP,2.6.12:

2:6:13,5.14
(rapMoHizoORanuii
METO.)

Buinosijgae

Bianorigae

Rinnosinae

ITocana ocobu, BigmoijaniIol 3a BHUYCK cepii

- Hpissume | Amim ax

Momivnuie kepisauka Biggiay K

Hianue ocofu, Bianosinanyuoi 3a sunyck cepit

. Aara nipnmeansn | 13.02,2023 |

epexnad soiticneno gnacnuros pecempayitinoeo noceiovenis

YxpaiHa MicTo Xapkis
@‘ | 451 CEPTU®IKATIB]
TOB “KOHAPK IHTEAMED

Ne25182226




AEPHITKCIIY KB A
AEPKABHA CHYWEBA 3 JIKAPCLEUX 34C OBIB TA KOHTPOJIIO
3A HAPKOTHR‘/\NH/I V XAPKIBCHKIW OBJACTI

vysr. I'postagsnceka, 25, s, Xapis, 61057, Tes/ake (057) 731 50 68,
e-mail: dls kh@dls.gov.ua, hitps:/www dls.gov.ua, Ko ("TJ;PHO\ 36985153

BUCHOBOK
Npo AKICTL BRE3CHOro B YKpalny Nikapesoro 3acoly

19,05.2023 Nu 24171023120

AJUTPOMITIHH €BPO

\Hd“\iuh’bdllﬂﬂ Ilh:lp\ hROTO '5&1\()0\ 3MUTHO 3 peee T[)dlllnlllﬂv’ 1'10le MeH 11)]\4)
TabaCTRE, BRPICTI 0608011010, 10 500 13 110 3 tabuericn y Ouierepis no 1 Grierepy y kopoGrg

((l}()pMﬂ BHIIYCKY, 203¥Bals, Run gax yoainia ']Il(d.p( LKOTO !dCDOV)
Homep peccipauiiinoro noesiuesna UA/7280/01/03 erpox ait peectpauifinoro nocelavenns 01,01.2009
Cepin nikapekoro sacoby Ne PAQ23001 Kinbkicr, spesenoro aikapeskoro 3acoby 63330 vir,

WOuix Mapmackiornkan JlaGoparopis (siuinenns hipmn * ik, B

BuipoGuk
d Kemikans exn Gapmacsiorikans Jlt "), Inglis
(lldﬁMullYﬂ:‘HHX BHDOUHH}C '!ll\dpk.l:KOl"O 3(1(.00)’ Kpaina H\)‘(Ol]zhulhﬂl
Bueseno s Ypainy Tosapuerno 3 o6merenow nitnosinanoiiero "onapy lareasien",

inenr. wou: 25182226 :

{uninenyranns o koa va CAPTIOY KOPHARYHOT ocalii 4fo npum«u;c M3, 10 Barbkon] rpm.unu
0co0H - nl‘l!l]’)ﬂ(‘\ﬂ.l)i i MICU\ NPOAKABANNS T4 {)"CL‘H)&L{MHH“ HOMEPR ¢dnikonor KADTKH D1ATHRKS
ATk ato Cepis T HoMEP Naciopa)

Mporowon Bisyasuore kowrposio sin 03.05.2023 Ne 340/0/01,21-23/1.
JlaSoparopruii aranis sikocTi TiKapeskora 3acoby saicHemii;

Hepixarna vayxono-gocaina nabopatropis 3 KOHTPOILO AKOCT] NIKAPCHRAX 34C0618 Hepuagrof
YCTAROBH "[HCTHTYT FPOMAJICRKOTO 3,110[)01351 iM. O.M. Mapseesa HAMH Yxpatan® (v, Kuts,
syt ITonympenka S0)

sudMenysanus Ta MiCH,?'JHﬂ,\(}.’l'fKCHHﬁ REGTY .(’IT(_‘Di‘:", wo nposesia nadoparto YHI ajtatis X}\'GCTH
] ' I

Brenosox wozo akoeti nikapeskoro sacaby, sunanuit saGopatopico nia 18.05.2023 Ne 1029
PesynuraTy MaGOPATOPROrO aHAIRY AX0CTI NIIKAPCLKOrO 3ac00Y Ja NEpeBIpeRHMA HOKASHMNKAM 1 BLAMO BLARIO TS
BHMOraM METOAIB KOHTPOUO AKOCT] {aHAI T THYRO-HOPMATHBHOT LOKYMEHTAILT). :

30 peaynLTATAMH  ACPHARNOrD  KOHTPOMO BCTAHOBNCHO, (10 JHKAPCLKMIE 3806 wreseno @ Yrpaigy 3

AOTPHMANBSIM BHMOT 3 mt«dgi L0110 'sﬁﬁc:rwwuum AKOCTT Jm\“pcbnm sacobis.
[ K PA Iy

‘,pr( 240,

SJL,xynnm\ Hdtluu Ho’mpomm JIM,

Ul()LrLll)Uv'l ocoda U[‘l& ( BilliBau Ta ﬂleJ)i’UL)

YKpaiHa MicTo Xapkis

ﬁ (@75 CEPTUGIKATIB]

TOB "KOHAPK IHTE/IMED".
Ne25182226
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