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BHIHAYNCHHS 95.0 % ~ 105.0 % w17 334BICHOL 2229 498 67 mr/Tadn,
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UNIOUE PHARMACEUTICAL LABORATORIES

-GO0D PEOPLE
_for GOOD HEALTH

A Division of J. B. CHEMICALS & PHARMACEUTiCALb LIMITED

CERTIFICATE OF ANALYSIS |

" Certificate; | 10FP23003764

ey in — .

should correspond to that of the
reference solution,-as obtained 1n the
”zé}.Sﬁﬂ}’”.._ '

‘_!‘_J'

_ _ - T Page 1 of 2
[ P_l_‘ﬁdll(‘,t name: ALITHROMYCIN EURO -
| Pharmaceutical form: | 1 fiIm_Fcnated tablets, 500 mgp B 5
) Batch No.: | PAQ23022 _ L
Date of manufacture: | 10/2023 | Expiry date: | 69/2026 L |
Analysis prncedure results
QUALITY ' METHODS OF .
PARAMETER REU[REMENT‘% CONTROL B RESULTS |
Appearance Blue, capsule shaped, biconvex, film- p. 1, visually
coated-tablets, with a break line on ong Complies
| | | side. | N .
Identification: The retention time of the principal peak | p. 2, HPLC
i the chromatogram-of the test solution E , 2.2.29 Commlies ‘
| l -Complies

- | Average weight

975 mg + 5%

Ip.3,EP29.5

989.30 mg

+ Weight
unifoymity

i by more than 10 %.

Relatéd_impprities

than 1.0 %

10.5%
: than 0.5 %
1 than 1.0 %

more than 0.7 %
1 3°-De(Dimethylamino)-3 -

1 more than 0.2 %

| l ﬁ L T CEPTVMDIKATIS “]1§
55 ' / TOR "KOHAPK IHTEAWER":S

o o Wag<a \E :

gr,.qu Do L'l[}

Weight of not more than two tablets B p. 4, EP 2.9.5 1
- may def.r'.late-fron.l' the Iaver.agt?iwelghi by Complies
more than 5 %, and none may deviate |
Azﬂhiom}f{,m 37_N-oxide — not more pS,HP_IT(L T0.00%
| EP, 2.2.29 | )
3N, N-Didemethyl)-3°N-formyl ! 0.16 %
azithromycin — not more than 1.0 % -
3 (N, ,N-Didemethyl)-azithroniycin 0.00 %
(ammoazithromyecin) — not more than i k'
Desosamunyl azi'[hmmyciﬂ ~ not more 0.00 %
Azithromycmampurity F - not more Gl
13 N#Demethy[ d:ﬁlth[‘ﬂl'ﬂ}’(}lﬂ —not H__:,_ L 000 %
Y 0.00 %
| oxoazithromycin - not more thaghly
1 Individual unspecified impurityfiggpt i) 0:.00 %
Total impurities —not more than\Wa&%s, 1Y &84 | 03%

-:'? s B
N :JHazZz! Y ﬂ'-} 75 W
9 Factory: @ Hpgistered Office; ¢ Carporate Difice:

CiN: LZ4390MH1976PLO0 19330
Plat 215 to 219, GIBT Indusiria! Estate
‘Panali- 394116, Bharuch, Sujarat,
4«91 2646272 472/ 184/ 304 17837 335
o 'jbcp!.panoli@}bpharma.cum

O L 24 3TGOMH 12TEPLCOT GIR0
Nealair Cenire, ‘B Wing, 4" Floog,

CIN: LZ4300MH 19 76PLC019380
Cocmy 1T Padk Unit A 8 Floor.

Hind Cycle Hoad, Worl., tMumbai = 400030, Appa Saneh Maathe Marg,
Lo 19) 22 24822792 Fianliadevi, Mumbae 200025,
L o+3[ 22 24393200/5500

T

v bpharnia.com
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A Dwmlcm Of J. B CHEMICALS & PHAHMACHJTICALS L '*JHTFD

_GOOD PEOPLE
_for 600D HEALTH
"""" - T | ﬂa;rtlﬁcateﬁ:ﬁ ﬁ]FPZBGOSTﬁd Page 2 uf 2 j
Dissolution T Not less than 80(Q) of the labelled p. 6, EP 2.9.3, |
Azithromycin amount must dissolve HPL.C, EP2.2.29] 160 %
- L within 30 minutes. 1 _ o |
| Assay At relcase: p.7, HPLC, EP,

95.0% - 105.0% of the label claim of
Azithromycin
475.0 mg — 525.0 mg/ab.

2.2.29

198.67 my/tab.

For shelf life: (99.7 %)
90.0% - 1 10.0% of the labe! claim of
azithremycin
I T 450.0 g -~ 350.0 mm‘[ab | R R
I Uniformity of Comphcs with the rcqulrcmcnts o p. 8, EP, 2.9.40 Complies
 dosage units o | - L
'+ Microbiological The product may contain: EP, 2.6.12;
| purity Total aerobic microbial count (TAMC) | 2.6.13,5.1.4 Complies
—~ not more.than 10° CFU/g; (harmonized
Total yveast and mould count (T'YMC) - | method) Complies
not more than 10 CFU/g, |
s No Escherichia coliis allowed in | gof Complies
b . the product. 3 - . | B
- o Name | A.P. SHAH

Position of person authorising the batch release

General Manager —-QC

Signature-ni‘_pérson authorising the batch release |

el

4

‘Date of signat_ure

07/11/2023

9 Factory:

CiN: 1 243300MHT9T6PLCN 19380

‘Plol 215 10 219, GIDC (ndustrial Estale

Pangii - 394 116, Bharuch, Gujarat,

L +971 2646 272472/ TB4 /304 /783 /338 ' 491 22 24872222

'@ jhopl.panoh@ibpharma.om

v Fi':,gn.tered Dfﬁue
CIN: L24390M6111376PLCOII38EG
Neelarn Centre, ‘B’ Wing, 4" Floor,

 Hind Cycle Road, Worli, Mumbai =-a00G30.

L +91 22 2439

rrerm—
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T J‘“DHAPK”“II"_HME.[E;
"199)132 QF
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Corporate Office;

G L24390MHT12/6PLTRI0280
Cnargy 1T Park, Unit A, 8" Floor,
Appa Saheb Marathe harg,
Prabhadevi, Mumbai --
520475500

400026,

www bpharma.com
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CERTIFICATE OF BATCH RELEASE
CEPTH®IKAT BHILYCKY CEPII

Product name:

AZITHROMYCIN EURO Manufacturing country: | ludia
H:_i-:;ﬁ-a.npﬂiiﬂjlli'f: A%I{TPOhllquI GBPO‘__ KE‘E!"J"BHPHGI!“R“ IHHiH

Pharmacceatical form:

Jigapepwa dopma:

film-¢oated tablets
_rafireTkH, BRpUTi 000N0HKOI0

Strength/potency: | 1 tablet contains Azithromyein Dlhj’dl“ltﬁ equwalent to Azith mmycm

Anhydrous 500 mg :
1 raGnerka MICTHTE AINTPOMILINY RHUTIAPATY CKBIBANCHTHO a3HTPOMIUMARY
Bespognomy 500 mr

N S ary ET——

3 tablets in a bhster, 1 blister in a cardboard box with Ukmmlan and Lnghsh

Cung piYaRTRBRICTE?

L . ey

T};pt} and size of

pnckagmg labeling
Bug i poavip | no 3 rabaeTkny ﬁn'iCTepi, uo 1 Gaicrepy y kaprouuii kopoluiz MApKYBagHaAM
B YIAKOBRI: vhpmuc;;.anm T4 AHCTHCRK010 MOBAMH )
Batch No.: » A2 Batch Size: boxes
ALI2IG2L 4
Cepist No: WI AQLS 2 * L Poaniip cepii: 64000 kopobok
Manufuctu ring date: 10/2023 Exp:ry Date: | 09/2026
_JaTa Bnpnﬁmfu’rﬂﬂ 4 N TepMin npuparuocris | R
Registration Certificate: g UA/T280/01/03 Unlimited from: 07_09__2013_
Peccrpaniiivie DOCBIANCHNAL § Heobnemweno 3: o
Manufacturer name: | Unique Pharmaceutical Laboratories (a division of |
J. B, Chemicals & Pharmaceuticals Ltd.) . i
o I _ _ RPN License No.: f
Haimvenysaans | FOaik Qapsmaceiorakan Jlaboparopia (BIUACHHA | . o G/1051
- Ty et . | Hinenzin Nu;
pupobHHKa: | ipme «JIx B Kestixans eny PapmachbloTHRANS
e CJlras) o |
| | Loeation; | Plot No. 21 5-219, G.ID.C. Industrml Ared, Panoli -394 116, Dist. Bharuch Indla
Micuesnaxomxennn: { Jlinsinwa Ne 213219, ,I{mA_A._H. Hi. Ci. Imaacerpian Epia, ITasoai - 3%4 116, oxpyr |
. I | Bxapyx, luain ) | N

b * * o | i

Conclusion on confirmation of GMP Certificate No.: $50/2022/C-1024 | &ﬂffid. 20.12.2022 |

1  Bucuopox mo6 niaTsepakennn ceptTudikary HBEL Ne: BI | j

1 Labelling; | Should. carrespﬂud to the I‘{:glslert’:d Iabellmg Complies i

} Maprypai TlosMHHO BIANOBIAATH 3aDCCCTPOBAHOMY MAPKYBAHREO, _Bianosjnae |

] Packaging: Should : correspond to the requirements of MQC. Complies

“ B __Ilaxysauus: | Ioewano ninnosinaty sumoram MKSL. o | Bianosipac | -

.t_ - Analysis resu.lts: “Certificate of analysis No.: 1OFP23003764 * date.d 07.11.2023
Pesynprarn aganizy: | CeprudinaT auanizy No: T Bim| | )

Yyxpa-ig MICTo XSCXiB
N s CEPTUDIKATIB

/ TOB "KOHAPK IHTENMEL
No 25182226

————ie = R -

C‘iﬂre

|9 Factery: s ' v : § Turporgte Gl
ELE . ot SRS e g g m e ey
G L242U0N TR R0 ST SR AT ST OO R35G R LI RINETES RS BaAE Bk
Por2iso 219 AV EK fox. "':T"'"::' '“ Cerrayn AT gL
Pancli 394 1 14, AN o ; '@g Fo Dess VO, MG s TR s, i Ty
-z = . e , .“ . E3- .‘ " e s :i;".- i '_:l . ey Sy --!.“‘
C el 2646 2723727 - B T el & b annonma P LSRRt R R S SR LL FET Bubialy: w-,-,.-Wl []hal'ﬂ"a {*gm
2 bhep! panoliinaharn BT v b e :
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- Ceprudixar New.

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufuctured, including packagingflabeiling and quality control analysis, at the above mentioned site in
JSull compliance with the GMP requirements of thelocal Regulatory Authority and with the specificalion

available in registration dossier. Protocals of batch processing, packaging and arralysis records were

 reviewed dnd found 1o be in compliance with GMP. I hereby confivm 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 Heulth of Ukraine.
I A saceiouyio, o naeedeiia suuie inpopaguin e docmaosipnon ma mourosw. L cepiio rpodyRIil
T Byan enpolACHO (CIIHOHAIO NN AUKYSTIHA/MAPKYsUINA) ma nposedens KOHRIpoay ¥ akocnti na
7 gumesasnauendit dlnsnuyi y nosnitl gionosionocnii 3 custocan GMP, gcmanosaeiuny Micyeaum
DeZYAAMOPHIEM DPZAROM, & FARONC GidN08I016 00 CnequpiKaNIl, B0 MICIIEMECA & peecHpatifinomy
oocne. JTpomokony ¢upolHumea, HQKYeanHA ma AHai3ig Gy1e Nepeziaiy o ma eCManosACHo
eidnogionicmy. GMP. Huat nigmeepddicyio, e 6ci ¢upolnuai-cmadil onn Qi cepii 2omosat RPOOYKUIT
SV 30IRCHEHT 8 NOGITILE IdNGEIGNOCHU 3 GUMO2AMHU, JATHAYCHUIU 6 it pracmannei sz GMPE,
sameepdycenttu Minicmepemeom oxopaitii 300poe’ss YRpaiHi,

Name | Hasmukh Jaysinh Arya
Position of person anthorising the batch release | Assist. Manager Quality Assurance
[Ipiasuume | Xacmyx Jxaiicin Apn |
;U“?Mﬂfgﬁ“: KA BILIAAD J03BUL HA BANYEK CEPli | Acicr. Jabeaneqenis AgacTi meneweps
Signature of person authorisiag the batch release : //
- Iiaouc ocobu, sKa BUALLA RO3RIA HA BHITYCR cepil | - { L N B
Date of signaiure
e 008G 09.11.2023
1 o o __ Mara nipnmcauns | )
? Factary, @ Ragistored e F Oompreais o
CIN: L243UNKIRY G PEPLIETOSBE R | 2ABEOR AP0 T 580 PN LI g e i
Plot.215 10 216, 30T rufnskdal B Meefam Centrg "8 ®mg &7 Fioog Alumpg ET Dok Byt Ll saE
Canch - 304 11& Bhaoeh, Guie . P Oyohe fimmed Yo 1 e bal - R bl 2
PG IR PP GT2 A B 1 A08 AT 530G U hgL 2 Rakpp Yl ke Shean o s 'i;ﬁ-hf*!fihf}i:lé'?iﬂé' com
& ibeptpanchiseharma Gom § SRS PRI | . ‘




