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CERTIFICATE OF BATCH RELEASE
CEPTUGIKAT BUIIYCKY CEPII

Product name: | AZITHROMYCIN EURO ‘Manufacturing countrys: India
_ Hazpa npogyxuii: | ASHTPOMIIMH €BPC Kpaitna-gupobunx: | Ingia ~
Pharmaceutical form: | coated tablets License No.:
. G/1051
Jlikapeoka opma: | TabNeTKA, BRPUTI 060501K010 Jdinenzin Ne: |
Strength/potency: | 1 tablet contains Azithromyein Dihydrate equivalent to Amthmmycm
Anhydrous 250 mo

Cuna pii/aktaericts: | 1 TaGaerka MicTuTh a3HTPOMILIEY ANTIAPATY eKBIBANCHTHO

~ _i asuTpoMinnny Gessoghomy 250 mr

Type and size of | 6 tablets in a blister; 1 blister in a cardboard box with Ukrainian and
packaging: | English language labeling

Bun i posmip ynakosku: | no 6 Tabacrok y Gnicrepi; mo 1 6aicrepy v kapronuii Kopobui 3

M3 plcvnammu YKPATHCEKOIO T2 AHTJICHKOI0 MOBAMMY

e

Bateh No.: _ Batch size: boxes
Cepist Ne: ,_'PZANUOI L Posasip cepii; 7360_“‘_3013060}:
Manufacturing date: | Expiry date: |
3 024 .
i Harta pupobunurea: | 0172 lepmin npugaTaocTi: | 1272026

Reglstmtmn certificate: Unlimited from; | 07.09.2 13
PeccTpauiiine nocBixucHAR: | Hceobmexeno 3: 0
Manufacturer: | Unique Pharmaceutical Laboratorics (a division of J. B. Chemicals &

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

Bupo6unk: | J0nik dapmackioTaia Jaboparopiz (simainenns ¢pipmn «JIx. B.
Kemixans enn apmacsiorukans Jitan»), Hixanka Ne 2 5-219, Txi; A
Ai. Ci. Innacrpian Epia, [Tanoni - 394 116, oxpyr bxapyx, Tagtia

UA(7280/01/02

Certli't.dte of GMP complianee No.:
Ceprndircar memmc‘?ﬁ HBIT Mo (96/2023/GMP d":;,i; 27.11.2023
Labelling: | Should correspond to the registered labﬁllmg Complies
Mapxysarusa: | Hosunno signoninary JAPLECTPOBAHOMY MADKYBaHHW. |  Bianosinae
Packaging: | Should correspﬁnd to the requirements of MQC, | Cump-lies |
Haxypauus: | Hosnndo siamosinatn suyoray MK, Biznorinae .
Analysis resulfs: Certificate of analysis No, . dated: |
PesyanraTy ananizy: | Ceprudixar ananizy Nfz.__ 10¥P24000626 BI1: 24.02.2024

¢ Factory: ' ? Begis J o e 1 Y Loiparate (3ffice;
CiN: 24 Z00MH TS THRLEGT D380 DIN: LEEsRastbes |27 pn iR " L3NG L242G0RHT G /6P EA1EE)
Plot 215 to 213 . GIDT Industrial Fstate Neria 8L 86 S W 4 Crrgy 1Y Park, Uil A E—‘:g;},n
Panoli - 394 116, Bhartush, Guiarar. Hirnei O “ Aoa Babheh Marotine by

G 9| 2646 272 472/ TBE 7 304 /TH3 / 255 € +G1 22 \ N,

F annzdey Mumbal - .xu_ 25 3 .
2. 3bepl pancligibpnarma.carna - mwww.jhpharma.cnm

U85 22 24453 .?_'}0;55{; e i R
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UNIQUE PHARMACEUTICAL LABORATORIES

A Division of 4. B. CHET V!IGN S & F’H-—‘—\RMACEUT[G:&LS LIMITED

o,

_GOOD PEOPLE
_for GOOD HEALTH
ﬂf Ccrhf’cat& Noit'| - ornaann oo | . Page2of 2
CepTH(bIRaT Noy- I-GF-P24000626______ C'mpmita 2 7y

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

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

reviewed and found fo be in compliance witly GMP. I hereby confirm that all production stages for this
batch 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.
Hum msacsiouyio, o nasedena suuie indopmanin ¢ docmaoeipron ma mounoro, Lo cepirn NPoOYKKIE
BYno supoORLHO (SRIIONAIOM U RAKYEAHHA/MADKYBAHAR) MO IIPOCEOEHO KOMPONb T AKOCHI 1A
eunesqIHaven it dinvHuKi y noeunlil gionosionocmi 3 eumozav GMP, ecnmancenenimu micuesum
PEYARMOPHUM OPSAHOM, 4 MAKGNC 6I0N06IOHO 00 CREIUPIKARIIL, W0 MiCHIIMBCA 8 peccmpanilinomy
docee. Lpomokoiu 6upofnuumsa, HOKYSAKHA M QHANI3IE BYN0 NePpezaaiy o M 6CIUH08ALHO
ionogidnicmy GMP, Hum niomeepoarcyio, wo sci supoduusi cmadii Oun. wiet cepii 20mos0i npodykuir
bynu 30iiicneni 8 ROGHITL BIDROKIONOCH.3 GUMOAMIL, 303UGRCHNAMN 8 YUHNIE Hacmanosi 3 GMP,
sameeponcenii Minicmepenmgonm oxoponu 300pos’s Yepainu.,

| Name / | Hasmukh Jﬁ}{sinh .Aryal |
Posifion of person authorising the batch releaseé | Assist. Manager Quality Assurance

.. | IIpizBHuLe / Xacmyr Qaaitcin Aps
H{}Cﬂ,{{ﬂf}ﬂ{}ﬁﬂ ’fﬂa BIJIAINAJJIOIBLT HA H““yCIf C{Jl]i}. ACﬂ{:T 336&\_311&1{9"”9 HKOOT] ]\,‘[Eﬁeﬂﬂ‘ﬂpa

e e ——— —yr—y 1y ] s ke Sk bk .

blgnature of PBI'SDH authorising the batch release / -
IIumlc 0co0H, KN BUARNA J03BiJ 18 BENYCK cepii .
Datc of mgnatu re / -

— L b |_rm—— --J—__.

@ Factory: @ Registerad Dffice; 9 Cespomte Gifice:
CIN: L24290MH1ATEPLCG 1 848D TN LEARS0RISTOPLEA S 22D BN LZANDCEE TG SR80
Pior 215 '2]9.. GiOC Indusinial Estate Neelat Centre, 'R ¥Wing, 47 Flggr, ey IT Park Uil A5 Floos,
Panoli - 394 116. Bharych, uparat, Hind Cycle Rnad, Work, Muinbai - 4000345 Appa Saheb Marathe Marg,
C 49 2B4C 22 AT T8 BUA TR 335 R 4D 27 HARRRIY Ferbhadov:, Bumon - 0055 RS -
| = o T R T SR www.jbpharma,com
ﬁ.wan.pahoh@ibnharmarmw L 207 22 24005500 55010 ARPIET €0
e — ottt e e e T . _
kaalHa MICTO Xapkig
A9 CEPTUDIKATIR
> - ;
TOB "KOHAPK HHTEIMED
h‘925152223
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GOOD PEQPLE
_for GOOD HEALTH
AZITHROMYCIN GURO] - T Certificate No.: 1 o grr 4"9'90'62 | T “Pagel0f3,
- ASUTPOMINITH €BPO | e Cep'rmhuca*r Ne: | Fp2 i Cropinka 13 3
CERTIFICATE OF ANALYSIS
— | CEPTUDIRAT AHAJI3ZY ' _
Product name: AZITHROMYCIN EURO
Hazpa npoaykail: | ASHTPOMIUWH €BPO _
Pharmacentical form: | coated tablets i
Jikapeska dopya: | rabaerkn, sKpuTi 06070HKOI0 o

Strength/potency: | T rablet contains Authrnm} cinn Dihydrate equivalent to Azithromycin
Anhydrous 250 mg
Cuana pifakrasnicrs: | | 1a0aeTKa MicTHTE AZNTROMILGHY AT IAPATY eXBIBAACHTTHO a3ITPOM HULHY

ﬁem_r_mmml_ y280mr - -
Cepin N e YT—

Expiry date: l lZfZUEﬁ
Tepmin NPHINTHOCTI:

- ————— m— i ———

- |
Date of manPtaLtu re: 017 2024
AATa BRpOGHHNTRA:

1
[y ———

e —mwca. e [ o —————— e imar=a

Analysis procedure results /
Pesv;mm T II_pDBL‘..iEHI]H aHa. 13y

S NAMEOF, .. . .. - w5 - METHODSIOF 1 - 3
UL PAREMETER - REQUIREMENTS! | | CONTROL/ ] R,ES‘ULTS! |
. HAHME»HYBM{HH - BAMOTY METOIN - Pﬁammmn
| " MOKABHUKA KOHTPOJIKO - |
L Appearance - Blue, ipﬂr_}ﬂ_}1},&9;115}3%‘q}};ﬂ;lcf% o lovisually T Complies
i Onuc Tad ek CAaKITHMD KONROPY. KPYTil, . L BisvaiaeHo .
o __| ABOBHIYKML, BKPHTL 000ACHEQID. __,i B Bunostaae
Identification: The retention time of the prlnmpal pr:dk in p. 2, HPLC, s -
. the chromatogram of the rest solution should | EP,- 2.2.29 . .
. correspond to that of the reference solution, | | Complies
| as obtained inthe “Assay” (Azithromyein). |
LicuTudpinania; Yac yTpusMyBaHps OCHOBHEX Aikis KA rn. 2. BEPX, -
| ' | XPOMATOIPAMAX dociducysaiodt | | EP.2.2.29 |
CHIHOAPIITHOE0 PO UG, OTPHMAIIIX B : | Bintvsiaae
- poanart «KisKICHE BUIHAYCHHA R, TORITHEH :
_' | cmisoazary (@auTpoMiunn), N
Average weight 366 mg 4 5% | p. 3, EP2.9.5 ! 364.16 m;_ -
Cupeﬂfﬂ MaCH ) | 306 Ml % 'n.3, EP29.S 1 364 |6 ME
Weight uniformity ‘ Wuwh! of not more than two tablets may . p.4,EP2.95 i S
deviate from the average weight by more ‘ o
than 5%, and none may deviate by more. ] tomphies !
N Lo than 10% e _ i
OnnopianicTs Mack | Maca ife BLanLIe, Hid AROX TaBASTOR, Moke | . 4. LP 2.9.5 |
| BLAXIASTUCYH 814 CEPEANbol. MACH Biab e ik | Binnosime f
o e Ha 3% 0ol — e Binbwe, HiK Ha 10%, - ]
Related impurities | Azitln'm'n}-'cin 5'-N-oxide —nol mrore thare | p. 5, HPLC, (.00 %4 |
S T » [EP.2229 |
@ Factory: . T htﬁm -' ¥ Larporute Gifigs: S
CiN: 2 2433081 37GPLCH 5350 RU | IR L ZA300RI GG Giili 5380
FPlei 21540 219, GiDC Intfa..nna} Citate tivel g snery 1T Pirk Unt A, 97 Floer,
Fanoli - 534 115, Bhacug), Swarsat. T A Gabial Maratts Marg,

& T 2046 272472/ 7R/ 204 /TRIS 235 ¢ 56 2 NIk EN
& jhepipannhi@jbitama oo

i'! l'-. i‘l- ﬁ{_"EF ﬁ"1 ¥ L {, -.-;{.r;?.':'.i‘,
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UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. 8. CHEMICALS & PHARMACEUTICALS LIMITRD

_GOQD PEOPLE
for 600D HEALTH
A?ITHRGMYCIN EUR() . | ) Ccrtif’cate No.: 1DFP24(}0062,( P Page 2of3
PASHTPOMIUMHEBPO |- -+ . Ceprudiwar N |77 1 Cropinka2 33
; T - L | METHODSOF { -
P PARAM : REQUIREMENTS/ - - CONTROL/ | RESULTS/
HAFIMEHYBAHHH . - BHMOIM © METOIM  PESYILTATH
. TIOKASHUKA | KOHTPOJIO
3°-(N, N-Didemethy1}-3"N-formy! C' 16 ;
azithromyvein — not more than 1.0 % -
3°-(N,N-Didemethybazithromycin | ) 0:00%
(aminoazithromycin) ~ not more than 0.3 % i
Desosaminylazithromiyein -- not more than ¢ L 000%
0.5 % ot |
Azithromyeinimpurity F - netmore than | B 0.12%
1.0 % 5' i
3-N-Demethylazithromycin -~ not more 1 '. .60 %
| than 0.7 % ;
37-De{Dimethylaming)-3’-oxoazithromycin + 0.00 %
—not more than 1.0 % i
! '_Individual unspecified impurity = notmore | 1 016%
| than 0.2 % | ]
| Total 1111pur1t:m —not '“D’.E-_L'L‘“E 0% | i A%
¥ Cmﬂ Hi goMiwKE A:smpmﬂunﬂ 3'-N-oReHA ~ HE Binpie 1.0 Y| . BFPX 0.002%
' 1 3(NN-JDesiersn)-3'N- EP;- 3 2.29 0.16 %
c}mpuum IMTPOMILMH — He Siaptie 1,0 % T 000% |
3(N.N-/luaemern jasnTpoMiLuig I |
! fﬂM IHOAIMTPOMILIUH) — tie Ginbuie 0,5 % [ (.00 %
N Hesozamieimasnrposiwt — we dinnie 0.5%; |
i i Mosiuka F asnrposiinmy — He Ginswe 1,0% 0.12%
- 3-N-JlemerinasurpoMinui — ve Sisouse (0,7 :'
} 0.00 4%
: ' Aet A nMernaaMiae)-3 - OrRCOIMTROMI LM I
- — He Giaswe 1,0 % | 0.00 %
IHgHBIAYATEHOT HEBEAOMOT AAGMILIKY - He: |
SGiasie 0,2 % | 0,16%
Cyva 20MILIOK — e Sinbine 5.0 %
Dissolution Not less than 80(Q) of the labelled i p..6, P 2.9.3, ’
| | Azithromycin amount must dissolve HPLC,EP2.229: 7 94%
P within 30 iminutes. o o |
 He menme BO(Q) sia 38331!6“(31 KinbKOCTI | m. 6. EP 293 | - |
SA3HTPOMIIHHY, NORKHHO POIHHHITHCD 'BEPX; EP 2.2.29+ 94 "o
npoTATOM 30 XBHIMIL. L i '
At release: p.7, HPLC, -
95.0%; - 103.0% of the labe] cl‘u m of‘ + EP,2.2.20
Axithromyein ] I
237.5 :T1g—262;a'r11gftah. . 1 i 96,7 % ﬁ
For shelf life: - ML 241,85 mghab, |
90:0% — 110.0% of the labe] claim of
Azithromycin -
2250 mg - 2750 mglab.
? Factory: 9 Registered Dffice: ¥ Corporate Oifice:
CIN: L24390MMH T $76PLE0 5380 CIN: £ 2A330M167 604 2216300 DAL TAINIAN P ETSPLO0YIING
Plar 2:516 218 GO0 induginal koeale Meelam Uentre, 3V Wing 47 oo, e [T Panioiimt 88 -?:,.-.-'.\F
| Panalt - 394 % 10, Bharuch. Gujarar. Hit ‘]n‘ @ Radd Wood, Mignha ~ 2003305, Fede Saneh Rassthe: B, ._
'L FOT 2546 270 AT IRA S BGATRY P 305 . 46T 2 4RI Frpshadew Sornhar ADRD Y TIPS o
€ jheph.panolidjssharma com A R TR L W STy | v fophars i, cum
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( ) UNIQUE PHARMACEUTICAL LABORATORIES

A Division ‘c:f 4. B, CHEMICALS & PHARMAGCEUTICALS LIMITED
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Cernﬁcme NO.: | * IPageS ﬁf”
g i - ] ( o N .
Ceprudivar Nei | iOFPH?OO@ " Cropinka 333

[AZITHROMYCIN EURO|
| AFHTPOMILIMH €BPO |

1 >
- NAMEOF - T METHODS OF | o
i PARAMIETER Y/ - | - "REQUIREMENTS / CONTROL/ | RESULTS/
T HAWMEHYBARMA | - BUMOIH  METOMR | PE3VJILTATH |
P TTOKASHHKA — S _KOHTPOJHO | - -
1 KinbricRe BHIHAYEHIN Jlas miyeky: n. 7. BEPX, EP. | ;
. r - i L] i - o 1. - A H
95.0% - 105.0% Bi4 3aaBneHOl KIALKOCT 2229 ;
SAIMIPOMIHHRY 1 ,
12375 mr - 262.5 mriTadi. - 96,7 %
1 Jlaa TepMiny HpHOaTHOCT 1 i241,83 mrfrada,
90.0% - 110.0% nia zaspnenol winekocti |
AINTPOMILLKY i 1
G 2250 wr - 275.0-Mr/Tadn, E : 1
i ! - _‘.. - Ju— .-__.t _.._,._.-.. - . .H_.,-_ : - + _.._.T...___‘__..___.__.._..__._”
+ Uniformity of dosage units | Complies with the requirciments ‘p.§, EP 2940 Comiplies
1 OQauopinnicTe Ao30s8annx | Blanosizae sumoras n. 8, EP 2.9.40 . .
. Bianosinae
OEMHEHIL s L a )
Microbialogical purity. The product. may contain: p. Y, EP 26.12:
total aerobic microbial count (TAMC) — not. | 2.6:13 l Complies
more than 16° CFUig ;
| total veast and mould count (TYMC) - not © Complies ¢
i more than 10 CFLUY 3 :
F No &scherichia coli-is-allowed in | g of the. | - Complies |
product, T R
Mircpodiogorviawa auerora, | B apenapari aonyckaethes: - n. 9, [P, 2.6.12;
! 3AralIbHE HHEIO ucpoﬁrmx-_miHpooprauifsmiB } 2,6.13 ~ Bianosinac
| . (TAMC) - ne Sinsie 107 KYOrr;
ATWILHC YHEAO NIPIKIDKOBUN T8 INTICHABIX | Birnosinae
rois (TYMOC) - ne Sinbige 107 KYO-r. ]
Me aonyekacrees Escherichiacofinl r ; Bianopizae |
npenapary. o b j
Name/ | Mr. A.P. SHAH
Fipissaue [ A, M. Wax
Position of person responsible for analysis / | General Manager - QC
o {locana QCadH, Bid0BIAAALII0T 38 201a,7) Kepisniik - K3
Signature of person responsible for analysis/ T
{1ianydc ocofu, vianositasinnol sa anams
Dale of signature / ' i
S 2410212024
Aava mianacayus
9 :F&;’tﬁrjf: ¢ Begistered Offce: ' § Corpoate Mice;
.Plr;f:.alﬁtozag GBI dedustiial Estate Seatarm Toptre, B Wing, 47 Floo, Lreray I Fack Uit & 8T Mogr |
Panet- 394 119, Bhanch, Gujsrat Hind Uvele B Vel Sambal © EnnGas, :zrr--*;a',:t;..;hs:: Loarathe ;Amn o
C #G) D648 B0 AT I TEG 7 304, YRR BEE g w¥ Y S 2 S :
% ibﬁ'}jl.;'}?]nﬂii'i{l?i'i.‘r;}‘fiﬁfﬁ'-i} £ L . .': 1..- "'- AL T \";‘j“""‘njﬁ.ﬂﬁ“’}‘la:‘f_ll'f .
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