JEPXIIKCITY)XEA
AEPXKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPO.IIO
3A HAPKOTUKAMM Y XAPKIBCHKIN OBJIACTI

Byn. ['poMansuceka, 25, M. Xapxis, 61057, Ten/daxc: (057) 731-50-68,
e-mail: dls. kh@dls.sov.ua, https://www.dls.gov.ua, Kon €IPTIOV 36985153

BUCHOBOK
Npo AKICTH BBE3EHOr0 B Yxpainy nikapebkoro 3aco0y

30.10.2024 Ne 56960/24/20

ASUTPOMILINH €BPO
(1afiMenysatinsg nikapchkoro 3acofy 3riano 3 pecctpauiiinmm NOCBimYeITHAM)
TabjeTkn, BKpuTi 000.101K010, 110 250 Mr; 110 6 TabaeTok y Gaicrepi; no 1 Gaicrepy Y Kopobui
(popma sunycxy, nosysanns, sun NaKyBaKiA nikapcLkoro sacoy)

Howmep peectpauittnoro nocsizuenns UA/7280/01/02 CTPOK Aii peecTpanifinoro nocsinuenns 01.01.2099

Cepix nixapcekoro 3acoby Ne PZ,A24005 Kinbkicte BBesenoro nikapckoro saco6y 960 ym.

BrpoGHu IOuix ®apmacbrotukan Jlaboparopis (Bimninexns dipmu "Ix. B.
KeMikanz enn DapMacbloTHKa3 Jtn."), Innis
(naltmenyBanna BUpoGiuka AIKapCHKOro 3acoby. Kpaiia noxomxensn)

Baeseno B Vpainy TosapueTBo 3 06mMexenoro BianosinatLHicro "Konapk [uteamen",

igenT. kox: 25182226

(naltmenynaniis Ta kon 3a CIIPIIOY ropuaKr4HOT 0c06H abo npissuie, iM's, no 6aTLKOB] bisuyuof

ocobu - nianpuemusd, ii Micue MpOXKUBANHS Ta peceTpauifiiuit Homep o6nikonol KapTKH MAaTH1Ka
nonarkis afo cepis Ta Homep acropra)

IIpoToxon eisyanknoro konrponio sin 15.10.2024 Ne 1031/0/01.21-24/6.

Jlabopartopuuii ananis sxocti JiKapCchKOro 3acoby 3aiiicHeHHi:

JlaGoparopist 3 koHTpoIO AKOCTI NiKapeekyx 3aco6is TOB "OBPOBY T-JIIKUJIAB" (m. Kwuis,
Byn. Hoeropon-Cisepceka, 6yx.3, HesxuTiosi TpHUMileHHs 92)
(HaliMenyBatis Ta Micue3naxo ey Jiaboparopii, Wwo nposena naGopatopunii ananis skocri)

BrcHosok mono skocri nikapeskoro 3acoby, Bunanui naGopatopieio in 29.10.2024 Ne 1714-24

Pesynbratu naGoparopHoro aHaI3y AKOCTI JiKapcbKoro 3acofiy 3a nepeBipeHHMH MoKasHHKaMK BianosinawTs
BHMOraM METOMIB KOHTPOIO AKOCTi (ananituyHO-HOpMaTHBHOT DOKyMeHTail).

3a  pesynbTataMH  LepKaBHOrO KORTPO/IO  BCTAHOBNICHO, WO Jlikapchkuii  3aci6  BBeseHo 8 Ykpainy 3

AOTPHMAHHAM BUMOT 3aKOHOKABCTRA LON0 3abe3neueHns FKOCTI Nikapchkux 3aco6is.
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JUNIQUE PHARMACEUTICAL LABORATORIES

600D PEOPLE
_for GOOD HEALTH

A Division of J. B, CHEMICALS & PHARMACEUTICALS LIMITED

AZITHROMYCIN EURO |

ABUTPOMIUMH EBrO
BATCH CERTIFICATE
CEPTHOIKAT HA CEPIIO
Product name: | AZITHROMYCIN EURO
Hazsa upoayenii: | ASUTPOMIINH €BPO

Jdikapebka popmas
Pharmaceutical form:

coated tablets

TalNeTKH, BRPHTI 000J01KOI0

License No.:
Jliuenais Ne:

G/1051

Strength/potency:

Cuaa giffakonsyicrs:

1 tablet contains Azithromycin Dilydrate equivalent to Azithromycin

Anhydrous 250 mg

1 Tabaeriea MicTHTL A3NTPOMILMBY JATiZPATY eKBIBANEHTHO ABATPOMIHAY

6eanopuemy 250 mr

Size and type of

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

packaging: | English languages labeling
Posmip 7a tun | wo 6 raéaerox y Saicrepi; no 1 6aicrepy y kapronuiii xopobui 3
MAKYBAHUS | MAPDKYBRHIBIM YKPAiHCh KOO T2 airaiiicsK010 MOBAMNA
Batch No,: | = | Batch size: boxes
Cepis Ne: PZA24005 f Poamip cepii: 7300 12OpoBOK
Date of manufacture: 07/2024 ' Expiry da'tﬁ‘.: 06/2027
Hdara supoGunursa; | Tepmin npuaaruocti;
Registration u,rtlh( ale: UA/7280/01/02 Unlimited {roni: 07.09.2018

Peecrpauiiiue

HOLHI}X‘IGHHH .

Heobmexeno 3:

Manufacturer:

Bupotunk:

|

Unique Pharmaceutical Laboratories (a division of J. B. Chemicals &
Pharmaceuticals Ltd.), Plot No, 215-219, G.I.D.C., Industrial Area, Pavoli -

394 116, Dist. Bharuch, India

10Hix (DapMacblom}can JaGoparopis (m)mmemm tplpmn «JToc, B. Kenmikana
enn Ma PMaceIOT uKans JIraw), Minaawa Ne 215-219, Taxi. Aii i Ci.

Iupacrpian Epia, Munoui - 394 116, okpyr bxapyx, Insia

Certificate of GMP compliance No dated:
Ceprudikar sinnosiguocri HBIT N 096/20_2'3/GMP BI: 27.11.2023
‘ Analysis procedure results /
e Pesynmaul nponcaemm ana isy o
. NAME OF ‘ L ";METIIODS or
PARAMETER / REQU[RI‘MENTS [ CONTROL/ RLSUL rs/
HAMMEHYBAHHA BUMOTH ME FO,Z(H PE3 YJleATI’[
NOKA3ZHUKA » KOHTPOIIO
Appearance Blue, round, biconvex, coated tablets. p. 1, visually “Complies
Onuce TabueTin GnakuTHOro KOBLOPY, KpyL, m. 1, BizyanuHo . ,
ZIBOBHILY KT, BKPHTI oGOnc»an?o. > Y ‘Bianosinae
Identification Retention time of principal peaks in p- 2, HPLC,
chromatograms of the fes¢ and the reference EP, 2.2.29 c lie
| solutions, obtained in the section “Assay”, should omplies |
coincide (azithromycin). . i

¥ Factory:

CIN: L24390MH1976PLC019380
Plot'215 ta 219, GIDC ndustrial Estate
Panall - 394 116, Bharuch, Gijarat.

¢ Registered Office:
CIN: L24390MH1976PLC019380
Neelam Centré, ‘8’ Wing, 4* Floor,
Hind Cycle Road, Worli, Mumbal - 400030,

L +9712646 2724727784 /304 /783 /335 | +91 22 24822222

@ Jbepl.panoli@jbpharma.com

.9 Corporate Office:
CIN: L24350MHTY76PLC0O19380
Cnergy IT Park, Unit A, 8* Floor,

Appa-Saheb Marathe Marg,

Prabhadevi, Mumbal - 4000285,

& +971 22 2439520075500
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UNIQUE PHARMACEUTICAL LABORATORIES

A:Di.v.isioh of J. B, GHEMICALS & PHARMACEUTICALS LIMITED

GOOD PEOPLE
_forGO0D HEALTH
[AZITHRQMYCIN EURO|
A3UTPOMUIMH €BPO
- “NAME OF .
.. PARAMETER/ "
HANMEHYBAHHS
IOKAZHUKA R , _ T ,
laentudivauis YHac yTpHMYBAHHS OCHOBHHMX NIKIB Ha i 2, BEPX
XpoMarorpaMax Jocaidaicysanozo i EP, 2.2.29
crnandapimuo2zo poaunie, OTPUMAaHHX B pO3xini Binnosinae
GICINBLKICHS BU3HAICHHAY», NODHHEH CIIBIALATH
(asurpondivm).
Average mass 366'mg +5% p-3,EP295 | 372.18mg
Cepeaust maca 366 Mr+3% v m 3,EP 295 372,18 mr
Uniformity of mass Mass of not more than two tablets may deviate p.4,EP2.9.5 _
from the average inass by more than 5% and Complies

) none - by more than 10%.
Onnopianicre macu Maca ne Binbine, Hix g8ox Tabaerok, Moxe n.4,EP 295
BIAXHIIATHCA Bil CEPEIHBOT Mack Ginblue Hix 1a -
5% iskonua - ne 6iasiue, nix na 10%.

Bianosiaae

Related substances Azithromycin 3'-N-oxide — not more than 1.0 % p. 5, HPLC, EP, 0.00 %
l 3"-(N,N-Didemethy!)-3°N-formylazithromycin ~ | 2.2.29 / 0.19 %
not more than 1.0 %
3"«(N,N-Didemethyl) azithromycin 0.00 %
{(aninoazithromycin) —not more than 0.5 %
Desosaminylazithromycin — not more than 0.5 % . 0.00 %
Azithromycin impurity F - not imore than 1.0 % 0.16 %
- 3’-N-Demethylazithromycin — not more than 0.7 % : 0.00 %
3"-De(Dimethylamino)-3 -oxoazithromycin — not 0.00 %
more than 1.0 %
Individual unspecified impurity —not more than - _ 0.00 %
0.2 % ,
Total impuritics — not more than 5.0 % 0.3 %
CynyrTui pomitukn .| Asirrpomiuni 3'-N-oxeua — He Ginsie 1,0 % n. 5, BEPX, 0,00 %
3'-(N,N-Ouncsmernn)-3'N-gopminazurpomiuny — | EP, 2.2.29 0,19 %
ne Ginslue 1,0 %
37-(N,N-Jluaemerun)asurpomiuni 0,00 %
(aminoasHrpomiunH) — ue Ginsiue 0,5 %
Jlesosamimanazicrpominun — e Ginswe 0,5% 0,00 %
{ Homiwka F azurpominugy — ne Ginsiue 1,0% 0,16 %
3'-N-JTemernnasierposiunt — ne 6inswe 0,7 % 0,00 %
3-He(Anmerinamino)-3'-oxcoasiTpomitmn — Hé 0,00 %
Ginve 1,0 %
Tuampinyansuol nesinoMol nomitkn — 11e 6inele 0,00 %
0,2% .

Cyma nomiwok — we BinLme 5,0 % 0,5 %

¢ Factory: 9 Régistered Office: . 9 Corpotata Office:

CiN: L24390MH1976PLC019380 CIN: L24390MH1976PLCO19380 CIN: LZ4390MH1976PL.C019380

Plot 21510 219, GIDC Industrial Estate Neelam Centre, ‘B’ Wing, 4" Flaor, Cnergy IT Park, Unit A, 8" Floor,

Panoli - 394 116, Bharuch, Gujarat. Hind Cycle Road, Worll, Mumbal ~ 400030, ~  Appa Saheb Marathe Marg,
O +512646272472/784/304 /7837335 C +9122 24822222 : Prabhadevi, Murubai - 400025, .
@ Jbopl.panoli@jbpharma.com ¢ +01 22 24395200/5500 www.jbpharma.com
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UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B, CHEMICALS & PHARMACEUTICALS LIMITED

GOOD PEQPLE
_for GOOD HEALTH

o

AZITHROMYCINEURO[
ASUTPOMILMH €BPO | -

NAME OF
I PARAMETER /
HAHMEHYBAHHS “METOIH.
] HOKASHUKA R et o KOHTPOJIIO . .
Dissolution N Not less than 80 (Q) of the labelled azithromycin | p. 6, EP 2.9.3, { 92 9%
, amount must dissolve within 30 minutes. HPLC, EP2.2.29 -
Posunnenusn He menwe 80(Q) sin sassienor KiaLKocTi n. 6, EP 2,93,
AIUTPOMILIMHY, NOBRIHO PO3YHHITHCE nporsrom | BEPX, EP 92 %
: 30 Xermu, 2.2.29
Assay For release; p. 7, HIPLC, ’
95.0% — 105.0% of the tabelled amount of EP, 2.2.29
azithromycin (
237.5 mg—262.5 mghab. 99.6 %
For shelf life: 248.97 mg/tab.
90.0% — 110.0% of the labelled amount of
- azithromycin
o [ .225.0.mg — 275.0 ing/tab.
Kinskicne susnauenns Hnn sunycry: n. 7, BEPX,
' 95.0% - 105.0% six sasgnnetol KiNLKOCTI EP, 2.2.29

aHTpoMiLIny
237.5 mr—262.5 Mr/raé.
Haa tepminy npunaraocyi:
90.0% - 110.0% sin sasenenof Kibkocti
asuTpoMiunLy
225.0 Myr—275.0 marfat,

99,6 %
248,97 mr/ra,

u:ii;ormxty of dosage Corresponds to the requirements } p. 8, EP, 2.9.40 ’ Complics [
Onuopinnicte 20303 1x Binnosinae sumoran n. 8, EP, 2,940 . .
OIHRHIYL . Binnosinae
Microbiological purity, In the product is allowed: p. 9, EP, T
' total aerobic microbial count (TAMC) — nat more | 2.6. 12;2.6.13 ,
i than 10° Cg U/g; . Complies |
total yeasts and moulds count (TYMC) — not more |
than 10* CFU/g. if Complies
No Escherichia coli is allowed in 1 gofthe {
roduct. Complies
Mikpodivsoriang B npenapari LONYCKACTBCH n. 9, EP,
YHCTOTS. Sarablie yHeo aepofuux Mikpoopranizmis 2.6.12;2.6.13 Binnosinae
(TAMC) - ne Ginuwe 10° KYO/r;
SATANbHE UHCHO APDKAKODBHX T2 MTicH BIX rpubis Biznosigae
(TYMC) - ne Simume 102 KYO/r,
He uonyckaerses Escherichia colf 8 1 rapenapary:. Binnosigae

Should correspond to the registercd labelling. Complies

Labelling: ’
TMoaunno signosinaru 2a PEECTPOBAHOMY MAPKY BRHHIO. i

Mapkysanis:

@
=
=
o
=,
=
=3
o

? Carporate Office:
CIN: L24390MH1976PLC019380

Yool

rngae,

¥ Registered Office:

@ Factory: )
GIN: L24390MH1 976PLC019380

CIN: L24390MH1976PLC019380

XD

Plot 21510 219, GIDC Industrial Estate
Panoli - 394 116, Bharuch, Gujarat.
L 912646272472/ 784 /304 4783 7335 ¢,
@ jbepl.panoli@jbpharma.com

Neelam Centre, ‘B"Wing, 4" Ficor,
Hind Cycle Road, Worli, Mymbal - 400030,
191 22 24822222

" Appa Ssheb Marathe Marg,

L

Cnergy [T Park, Unit A, 8" Floar,

Prabhadevl, Mumbsi.~ 400025,
+31 22 24395200/5500




B @ UNIQUE PHARMACEUTICAL LABORATORIES
v A Division of J. B, CHEMICALS & PHARMACE

GOOD PEQPLE
_for 600D HEALTH
AZITHROMYCIN EURO BT
ASRTPOMILMH €BPO | Cropitiea 4 5.4

NAME OF
PARAMETER /
- HANMEHYBAHH 51
TIOKAZHMKA ) N T :
Packaging: | Should correspond to the requirements of MQC. Complies
Nawysanns: | Qopuuyo BIANOBIRATI! BiMOraM MK o Binnosinae _
1 hereby certify that the above information is authentic and accurate, This batch of product las been manufactured,
including pac/cagingﬂabe[ling and quality control analysis, at the aboye mentioned site in Jull compliance with the
: ‘ GMP requirements of the focal Regulatory Auth ority and with the specification availabie in registration dossier.,
Protocols of barchi Processing, packaging' and analpsis records Were reviewed and found ro be in compliance with
GMP. | hereby confirm thar alf pmductian‘ stages for this batch of finished pProduct were carried opt in futf
cawmipliance wirh the requirements specified in the current GMP guidelines epproved by the Ministry of Heatr; af
. Ukraine,
Uus st 3uceip “$VIG, 1o naaedenyg swe inghopyayin ¢ ()ocmoaipnom " mounoin. I cepiig Hpadyruly dyng
BLUPOOACIHO {eru0aamuy ,fid!\’_!’d.’lllll}l/.v!l(lpl(yﬂ’(ulll}l} MG npogedens ROUMIPOID 1T 5100mii 144t suieIasnaq e
OLasnuni y noguiy 6i0n0¢idnvem; 3 surozs GMP, scmanosaeny iy Micuegins PEEYIRMOPULIT Opzanon, 4 MaKoxe
&iOnveivny dg cnenthinayin, o Micmumpes ¢ recempayiiinomy docee, Hpomoroiau BUPOGLUMEa, narveainy
UL QLG By HepeLinuynio ma acnianpeneny atdnoaionicme GMP, L ridmeepocyro, o wci supoduirs
Cmaoii dan yici cepit comogor VR ayaue 3diicneii ¢ HOSNITt &EQnowidiocmi 3 BUMOLANU, 3031t ey ['4
— WHHIIG nacmanoe 3 GMP, 3ameepocenin Minicmepemeon 0X0poit 300p0¢ u Yrpaiuu,
Name and position of person responsible for the analysis; Mr. A.P. SHAH
Mpissmpe va ocans ocoG, WO Bixirenigac 34 ananis: | A, T, Wayx i o
a " | General Mana ger - QC

KepimmF - K
- IMimnse 0colin, wo Binnosiiae 14 anaJrIk;;

Name and position of Persen responsible for bateh release; Hasmulch Jaysinh Arya
ﬂpi‘smrmc Ta nocana ucobn, wo Binnooigae 24 BHNYCK X;.gcmy;q ﬂmaixcin Apu )

’ CPIE | Agsist. Manager Quality Assurance
Acuer. 3ageanevciny AK0CTI Menepke

Signature of person responsible for analysis:

Signature of person responsible for bateh release:

. ﬂinu‘uc ocoby, Lo BiAnoBigae 3g BINyCK ccp“ii':'
Date of signature:

3 ANHcans;:

14/0872024 » '
- —_ ———

T e Jln

§ Factory: 9 Registered Office: 9 Corporate Office:
CIN: L24390MH19.76PLC01 9380 CIN: L24390MH1 S76PLCO19380 Cini: L24390MH19.7_6PLCU19380
Plot 21540 219, gl Industrial Estate Neelam Centre, ‘5’ Wing, 4" Floor, Crergy IT Park, Unit A, g» Floor,
Panoli - 394 11g, Bharuch, Gujarat. Hind Cycle Road, Worli, Mumbai - 400030, Appa Saheb Marathe Marg,
L 49712646 272 47217841304 /783/335 ¢ +97 2224822227 Prabhadevi, Mumbai ~ 400025, f
@ jbeplpancli@ibpharma.com L +9122 24395200/5500
. { g w"’“;s . rm}ff.‘,ﬂ?.m‘] MICTO Xapxip __l

| AT CEP TR AT, {1
TOB "KOHAPK IHTEfIME D [H
Ne2 69 8222




