TEPXJIIKCJIYXXBA
JEPKABHA CJYXKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO
3A HAPKOTHUKAMMU ¥ XAPKIBCBHKIN OBJIACTI

ByJ. '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 sIKicTh BBe3eHoro B YkpaiHy JiikapcbKoro 3acofy

05.07.2024 Ne 34653/24/20

ASUTPOMIIIMH €BPO

(nafimenyBailis nikapebkoro 3acoBy 3riano 3 peccTpauifinng nocniaseniam)
TalJeTKkH, BKpHTI 060J10HK010, 10 500 mMr; o 3 raGuaeTku y Guaictepi; no 1 Gaicrepy y Kopoﬁm

(dhopma Bunycky, A03yBAHIIA, BUA NAKyBalllA AiKAPCLKOTO 3ac00y )
Homep peecrpauifinoro nocsindenns UA/7280/01/03 crpox aii peecrpauifinoro nocsinuenns 01.01.2099
Cepin nikapcokoro 3acody Ne PAQ24004A Kinbkicts BBe3eHoro nikapeskoro sacoby 400 ym,

1Onik @apmaceiorukain Jlaboparopis (siatinenus dipmu "Ik, B.

BupoOHuk . " :
P Kemikan3 eng @apmacbrotukans Jira."), Iais L

(nafmeitysats Bupo6unKa nikapcubkoro 3acoby. kpailia noxoaKenis)

Baeseno B Yipainy Tosapucrso 3 o6mexeHoro Bianosinansuictio "Konapk Inteamen",
inent. won: 25182226

(nafimenysanus Ta ko 3a CAPTIOY wophanusoi ocodu abo npisauuie, im's, no Garskosi diuuuoi
0CcoGH - mianpueMus, if Micle NpoXUBaHHA Ta peccTpauiiiiini HoMep 06NiKOBOT KAPTKH NaaTIHKa
noaatkie abo cepis Ta 11oMep nacnoprta)

Mporokoa BisyansHoro kourpomo sin 16.05.2024 Ne 491/0/01.21-24/3.

JlaGopaTopHnuii anani3 AkOCTi Jikapckkoro 3acoby 3ailicHeHuil;

Jlaboparopis 3 kouTpoMmo sKkocTi mikapeekux 3acobis TOB "JOBPOBY T-JIIKUJTAB" (u. Kuis,
ByJI. HoBropoa-Cisepebka, 6ya.3, HexHTIOBI puMitieHss 92)

(HafiMenyBaHig Ta Micueanaxomxeniis nabopatopii, uo nposeia Aadopatopiuii anaiii akocti)

BricHoBok oo AkocTi Jikapcbkoro 3acoBy, Bunanuit nadoparopieio sig 04,07.2024 Ne 928-24

Pe3ynbTaTh 1abopaTopHOIo aHaisy AKocTi nikapebkoro 3acoly 3a NepeBipeHHMHM M0KazHWkaMHy BIATIOBITaOTE
BMUMOTaM METOAIB KOHTPOMO AKOCTi (aHANIITHYHO-HOPMATHBHOT 1OKyMEHTaLLT).

3a  pesynbTaTaMH [€PKABHOIO KOHTPONIO BCTAHOBIIEHO, IO JIKAPChKWA 3aci6  BBE3cHO B  Ykpainy 3
AOTPHMAHHSAM BHMOT 3aKOHONABCTBA L1040 3a0e3neUeHHs SKOCTI Jikapchkux 3aco6ip.
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UNIQUE PHARMACEUTICAL LABORATORIES

600D PEOPLE
_for GOOD HEALTH

A Division of J. B. GHEMICALS & PHARMAGEUTICALS LIMITED

AZITHROMYCIN EURO| Certificate No.: © Pagelof4]|
A3HTPOMI].I,HH €Bro | Ceprudixar No: LGFPMGUHM CTomea 134 |
BATCH CERTIFICATE
CEPTUDIKAT HA CEPIIO

Product name: | AZITHROMYCIN EURO
Hassa nponyiuii: | ASHTPOMIINH €BPO

Jdikaperka Gopma:
Pharmaceutical form:

coated tablets License No.:

. : . .. | G/1051
Ta0JeTKH, BKPUTI 000JIOHKOI0 Jlinen3sig Ne:

Strength/potency;

Cuaa Jit/arTHBHICTS:

1 tablet contains Azithromyein Dihydrate equivalent to Azithromycin

Anhydrous 560 mg
1 Tadaerka MicTHTE a3HTPOMILHAY ANTIAPATY eKBIBANEHTHO ABHTPOMILEHY
OeznogHoMy 500 mr

Size and type of

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

BupoGrmk:

packaging: | English languages Iabeling
Posmip ta Tun | no 3 tabaerkn y Gxicrepi; no 1 Gaicrepy y kapronsili kopodui 3
MAKYBANHN: | MAPKYBAHHSIM YIKPATHCHKOI0 TA anrJificbROI0 MOBAMH
Batch No.; ‘Batch size: boxes
Cepist Ne: RALRINMA Poamip cepii: 25000 K0opoOoK
Date of manufacture: 04/2024 _ Expiry dafe:: 03/2027
Harta supobrunursa: | Tepmin npuaathocti: |
) Regm’tratm:l ce.rtlficate: UA/T280/01/03 Unlimited fromf 07.09.2018
Peccrpauifine nocsigyenus: 7 Heoﬁme:&:cno 3:
Manufactorer: | Unique Pharmaceutical Laboratories (a division of J. B. Chemicals &

Pharmaceuticals Ltd.), Plot No. 215-219; G.1.D.C,, Industrial Area, Panoli -
394 116, Dist. Bharuch, India

IOuik ®apmaceoruxan JdabdopaTopis (mmmemm dipmn «Lx. B.
Kemikansz eng ®@apmacororekani JIran), Ainnnka Ne 215-219, Tri. A, AL

Ci. Inpacrpiaa Epia, Manoni - 394 116, oxpyr Bxapyx, luais

Certificate of GMP compliance No.: ; ; dated:
Cepradirar sianoeigmocti HBIT Ng; BOABIGME e B ARSRlas
Analysis procedure results /
o PES)’JII:.'] aTH npone,qeuun au.i.nuy '
.+ NAMEOF . o AT = 'METHODSOF{ - -
PARAMETER /. ‘***REQUIREMENIS/ : CONTROL/ RESULTS/
HAHMEHYﬂAHHH o " BUMOIH METOIHM | PE3YJIbTATH
TIOKAZHUKA e T KOHTPOJIIO &~ . & .o
Appearance Blue, cnpsule bhaped brconvex coated tablub with | p. I, visually s
Complies
a break line on one side,
Onuc TabnerkH BHAKHTHOrO KOABOPY, Kancysonomidni, - | a. 1, Bisyansho
LBOBHIYKIU, BKPHTI ODONOHKOKC, 3 PHCKOIO 3 Binnoginac
onHoro Soky. :
Identification: Retention time of principal peaks in chfomatm,rumﬁ p- 2, HPLC,
of the test and the reference solutions, obtained.in EP, 2.2.29 Complies

the section “Assay”, should coincide.,

¥ Factory:
CIN: L24350MH1970PLCOY 9280
Plot 215 te 219, GIOC Indusirial Estate
Panoii - 364 116, Bharuch, Gujarat,

L +91 2645 272 472/ 7B/ 304 /7B3/ 335 o +91 22 24822222

¢ Registeved Gffice:
CIN: L24390MH19762L.C018380

Neaial

@ jheplpanoli@jbpharma.com

tind Cycle Road, Worti, Mumibiat ~ 460030,

@ Curpurate Office:
CiN: L24390MHT9TERLCET 9380
Crnergy I'f Park, Unit A, 8" Floor,
Appa Sahed Marathe Marg,
Prabhuadevi, Mumbai - 300025,
L #9122 24385200/550C

m Cantre, ‘B Wing, 4" Floor,




UNIGUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

GOOD PEOPLE
for GOOD HEALTH
[AZITHROMYCIN EURQ| “Certificate No | o701 Pagedaf 4

A3HTPOMILIHH €BPO | Ceprﬂ(i}m‘a’r No: 10FP24001524 cfomuca 254

~“NAMEOF ! S : "[METHODS OF | _ "
\RAMETER /.. REQUIREMENTS /- CONTROL/ | R_ESHLTS r

71} EHYBAHHﬂ - ‘BUMOIH . METOJH * | PE3YJbTATH:

L TTOKA3SHHMKA ¢ e : ] ' ICOHTPGJ]IO 2 T

TneuTudikauin: Yag yTpHMYBRHHSA OCHOBHUX MIKiB Ha n. 2, BEPX,

xpomatorpamax docaidoxyeanozo i EP,2.2.29

emandapmioese PO3UNHIB, OTPHMAHHX B PO3AINI
«KinbKicHE BHIRAYEHHA, TTORKHEH CIiBNANATH.

Bianosinae

Average mass 975 mg £5% p-3,EP 295 991.66 mg
Cepeanst maca 975 mr £5% m 3, EP 295 991,66 MP
Uniformity of mass Mass of not more than two tablets may deviate p. 4, EP2.9.5
{rom the average mass by more than 5 % and none Complies
] - by more than 13%

OnuopianicTs MacH Maca He Silsliie, Hi% ABOX TAOACTOK, MOKE n 4, EP 2.9.5
BiAXUIATHCA Bill cepentbol mack Oinblue Hixk Ha 5 Binnoeiaae
% i 3koAHa — He Giablie, nix Ha 10%.

Related substances Azithromyein 3’-N-oxide — not more than 1.0 % p. 5, HPLC, 0.00 % ‘
3°-(N,N-Didemethyl)-3"N-formylazithromycin — EP,2.2.29 0.00 % i
not more than 1.0 % :
3'-(N,N-Didemcthyl) azithromycin 0.00 %
{aminoazithromycin) — not more than 0.5 %

Desosaminylazithromyein — not more than 0.5 % 0.00 %
Ad.lll‘:romvcm impurity F — not more than 1.0, % 010 %
*-N-Demethylazithromycin - not more than.0.7 % 0.00 %%
- 3 *-De(Dimethylaming)-3’-oxcazithromycin - not
more than 1.0 % 0.00 %
Individual unspecified impurity — not more than
0.2 % ' 0.00 %
Total impurities — not more than 5.0 %
_0.1%

CynyTHi gomitmKy Azutpomiuun 3°-N-oxcua — #e Ginenie 1,0 % i n.5, BEPX, 0,00 %
3'-(N,N-Tnaerernn)-3'N-dopminasnrpominun —He | EP, 2.2.29 0,00 %
Oinepiuc 1,0 %
3'-(N,N-Isnemerni)asdrpoMiuny 0,00 %
(amiroazHTpoMiLnH) — He Ginswe 0,5 %

JlesoraminnnazurpoMinuu — ke 6inbiue 0,5 % 0,00 %5
Jominka F asutpomiumny — ne 6inswe 1,0 % 0,10 %
3-N-JemeTunasaTpomiuuns — e dinwwe 0,7 % 0,00 %
3" Ae(IuMeTHsaMine)-3"-0KCoasHTPOMILHH — He 0,00 %
Ginswe 1,0 % )
InausiayansHol HeBigomol fomMiniKH - He Binebwe 0,00 %
0,2 %

Cyma NoMilOK - He Binbiue 5.0 % 0,1 %

Dissolution [ Not less than 80(Q) of the labelled azithromycin p. 6, EP, 2.9.3,

amount must dissolve within 30 minuses.

HPLC, EP2.2.29

109 %

9 Factory;
CiN: L24390MH1976PLCO1 9380

Plot 21510 219, GIDC Industrial Estate
Panoli - 394 116, Bharuch, Gujarat.
€ +91 2646272572 /7847 304 /TBI /335 « +9) 22 24827222

@ Registered Office:
CIN: L24390MH1976PLEC0T 9350
Neelarn Ceiitre, 'B' Wing, 4° Floor,
Hind Cycle Road, Werli, Mumbai ~

@ jbopl.panclii@bpharma.com

@ Corporate OFfice: |

440030, fppa Saheb Marathe Marg,

L 461 22 24395200/5500

CIN: L24330MH1S76PLC019380
Crergy IT Park, Unil A, 8% Floor,

Prabhadevi, Mumbai - 400025,




GOOD PEOPLE
_for GOOD HEALTH
AZITHROMYCIN EURO| . . - Certificate No.: | . = | Pagedof4
[MHTPGMIHHH €BPO.| - ' Cep"rm[mcaT Ne: 10FP24001524 CTopimca 334
“ :NAMEOF . IMETHODS OF | -+ = % '
o J?A,RAME_TER/ : REQU[REMEN’!S/ CONTRQL/ |
"HAHRMEHYBAHHSL BHNMDLE, METOJM
T MOKAZHUKA s : KOHTPOJKY g
PozauHenns He menwe 80 (Q) Bif 3aaBACHCT KiNBKOCTI n 6, EP2.9.3,
A3UTPOMILIMHY, TIOBHALO PO3uHHWTHEL NpoTaroy | BEPX, EP 109 %
30 XBHIHH, 2.2.29
Assay For release: W, 9, HPLL,
95.0% — 105.0% of the labelied amount of EP, 2.2.29
azithromycin .
97.7 %

UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. 8. CHEMICALS & PHARMACEUTICALS LIMITED

475.0 mg —525.0 mg/tab.

For shelf life:

90.0% — 110.0% of the labelled amount of
azithromycin

450.0 mg — 550.0 mg/tab,

488.60 mg/tab.

Kiankicse BHIHAUCHHS

JIns BUNYCKY:

95.0% - 105.0% Bia 3asBNeHOT KINbKROCTI
A3MTPOMILIMHY

475.0 mr— 525.0 mritadb.

Jlast repMiHy npHaaTHOCTL!

90.0% - 110.0% sin zassachoi KiJLKOCT]
A3HTPOMILHHY

450.0 Mr — 550.0 mriTad.

n. 7, BERX,

EP, 2.2.29

97,7 %
488,60 mr/Tadn.

p. 8, EP 2.9.40

S:intfsarmlty of dosage Corresponds 1o the requirements Complies
Oaxopiauiers Aozopanux | BianoBiaac pumoram n. 8§, EP2.9.40 Bizuonizac
OAUHHUE
Microbiological purity. In the product is allowed: i EP, 2.6.12;
total aerobic 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. i
No Escherichia coli is allowed in | g of the Complies
product. ‘
Mikpuodiosnoriuna B npenapati fonyckaeTbea: EP, 2:0.12;
YHCTOTA, 3aranLHe YMCIo aepodHHX MiKpoopraiismis 26.13,5.1.4 Bianogiaae
(TAMC) — He Ginbie 10° KYO/T; (rapMOHi30BaHN
3ArAIBHC YHCHO J.phk,d,)l((}uux Ta ricHaBux rpubis | # MeTON) Binnosinae
(TYMC) — ue Gimswe 10° KYO/r,
_ e nonvekaerses Escherichia coli B 1 © npenapaty. | Binnosinae |
Labelling: | Should correspond to the registered labelling. Complies
Mapkysanusi:_| TIOBHHHO BIANOBIAATH 3aPEECTPOBAHOMY MAPKY BAHIIC, Binnosinac
Packaging: | Should correspond to the requirements of MQC. Complies
Nakysauns: | IMonmo sinosigary sumoray MIKCH. . Bixnosinae

¢ Factory:
CIN: 1.Z4390MH1976PLCO19380

Plot 21510 219, GiLC Industrial Estate
Panoli- 334 116, Bharuch, Gujarat.
LT 2646 272472/ 784 /304 /783 /335 ¢

& " jhepl.panoli@jbpharma.com

9 Registered Offica:

Ciid: L24390MH1975PLCO13380
Neelans Centre, ‘B Wing, 4° Floar,
Hing Cycle Road, Waili, Mumbaj -
91 22 24522222

400030,

Q@ Corporate Office:
Gl 1.24380MH1975PLED19380
Cresgy IT Park, Unit A, 8" Floor,
Appa Saheb Marathe Marg,
Frabhatlevi, Mumbai = 4000253,
L 9 22 24395200/5500

re—— ———




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. GHEMICALS & PHARMAGEUTIGALS LIMITED

GOOD PEOPLE
_for GOOD HEALTH
AZITHROMYC!'N EURO|: 25 A i Certificate N0 | | nopyinnqeaq | - Paged of 4
ASATPOMIOMHEBPO | . ) _ Ceprudirar N 108 sz?f;—?‘".“ | Cropinka 434

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 JSull compliance with the
GMP requirements of the local Regulatory Autherity 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 bateh 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.

L{ut 5 3aceiduyio, ute nagedend suie infopaayin ¢ docmogiprions ma mounoio. Lito cepito npodyryii 6yao eupodaeno
(BRIIOUAIOUH HAKYSUHHRA/MAPKYORINIA) MU RPOGEOLIO Konmposib it AROCHE R 6utgesasitanenii dlaonuyi y nosuii
aionosionecmi 3 eusozuar GMP, scmanoeaenumu MiCHeaUM PEZYARMOPHUM OPAN0Ml, @ MaKoie si0nosiono 0v
creiupinayiit, 1o micmumsea ¢ peccmpaigiiinomy 0oche. TIpomoKou supodHUINGd, RAKYEAHHA Ma ARAI3I6 Gyi10
Hepezianymo ma gemaiiosaeno ¢ionosionicmo GMP. L{um niomseponcyio, wo sci eupodnuni chadii 01 yici' cepit

2010601 RPOBYKYIY Oyau 30ilicreni 8 noenidl sidnovionocmi 3 6uMoUMIL, 3

sameepacenii Minicmepcemeost axapouu 300poe’s Yrpainu.

o 5 0

a3naRenuMu 8 YUHHIR nacmanosi 3 GMP,

Name and position of person responsible for the analysis:
[Ipizsuine T2 nocaga 0coGH, O BiABOBILAE 3a anajia:

Mr. A.P. SHAH
A I dax

General Manager - QC
i Kepignng - K51

Signature of person responsible for analysis:
Ilignuc ocodu, wo BIAMOBIAAEC 32 aHANID!

Name and position of person responsible for batch release:
Hpizeuime Ta nocana vcodu, WO BiANOBIAAC 32 BHNYCIK CCPiT:

Hasmukh Jaysinh Arya

Xaemyr Jxaiicin Aps

Assist. Manager Quality Assurance
Acuct, 3ade3nevenns sSIKOCTI MeHeakepa
Y.

Signature of person responsible for batch release:
[lignue ocoln, mo BIXNOBIAAE 33 BURYCK cepil:

=7

Date of signature:
Hdara nignucansa:

0[O Ul ey

¥ Faciary: ¢ Registered Office: @ Corporate Office:
CIN: L24390MH1976PLCY 1 5380 CilN: L24390MH1976PLCO19380 CIN: L24330MH1576PLCO1 9380
Plot 215 10 213, GIDC industrial Estate Neelam Centre, 'B° Wing, 4" Floor, Cnergy IT Perk, Unit A, 8" Floor,
Paroli - 394 116, Bharuch, Gujarat. Hind Cycle Road, Worli, Mumtzai — 400030, Appa Saheh Marathe Marg,

t +01 2646 272472 /784 7304 /783 [ 335 ¢ +9) 22 24522222 Frabhadevi. Mumbai — 4.60325,

@ jbepl.panoli@jbpharma.com L #9122 24395200/5500

www.jbpharma.com



