JEPXJIKCITIYXXEBA
AEPXKABHA CIYIKBA 3 IIKAPCHKHX 3ACOBIB TA KOHTPOJIIO
3A HAPKOTHUKAMH Y XAPKIBCHKIN OBJIACTI

ByJL. ['pomMansinceka, 25, M. Xapkis, 61057, Ten/daxc: (057) 731-50-68,
e-mail: dls.kh@dls.gov.ua, https://www.dls.gov.ua, Kox €PTIOY 36985153

BHUCHOBOK
Npo AKICTH BBE3EHOr0 B Yxpainy aikapcbkoro 3aco0y

30.10.2024 Ne 56960/24/20

ASUTPOMIIIUH €BPO

(uafimenyBatius nikapcbkoro 3acofy 3riano 3 peceTpauiliiuv NOCBIa4eIHAM)
Ta0J1eTKH, BKPHTI 000/10HK010, 110 250 Mr; 10 6 TabeToK Yy Gaicrepi; o 1 Gaicrepy ¥ Kopobui
(popma sunycxy, A03yBaNus, BUI NaKyBaHia NiKapCLKOro 3acofy)}

Homep peectpauiiinoro nocsimuenns UA/7280/01/02 CTPOK Lii peecTpanifinoro nocsinuenns 01.01.2099

Cepin nikapcekoro sacoby Ne PZ,A24005 KinbkicTs BBe3eHOrO NiKApCHKOTO saco6y 960 v
BHpoGHix IOnix ®apmaceioTukan Jlaboparopis (Bimninenns difmu "Ix. B.
Kemikanz enn DapmachbroTrkans JItn."), Innis
(nalmenyBanns sBupobiinka AiKapCLKOro 3acoby. Kkpaina noxomxkenns)

Bseseno B Vipainy Tosapucrso 3 o6Mesxkenoro BiAnoBinanbLHicTIO "Konapk [ureamen",

izent. kon: 25182226

(naitmenynaniis Ta kox 3a CLAPIIOY topuanyHoi ocobu abo npizpmue,

0co0u - ninnpuemus, i Micue MpOXHMBANHA Ta peccTpauiliimii Homep o
nonatkis a6o cepis Ta Homep nacropra)

iM'1, o Gatukosi Bisnynoy
GnikoBol kapTkn nnatuuka

IIporokoen Bisyanbuoro konrponio pin 15.10.2024 Ne 1031/0/01.21-24/6.

JlaGoparopHuii aHanis axocti JiKapChKOTo 3acody 3MiiicHeHMii:

JlaGoparopis 3 koHTpoOMIO AKOCT] niKapeeKkuX 3aco6is TOB "HOBPOBYT-JIIKWJIAB" (m. Kuis,
Byn. Hosropox-Cisepcbka, 6yn.3, HexuTiosi NpHUMilIeHHs 92)
(HaliMenyanus Ta MicuesnaxomKeriis Jiaboparopii, wo Apo

Bea naGoparopuuil aHania skocti)

BricHoBok mozo sixocTi sikapeskoro 3acoby, Bunauii naGopatopieio sin 29.10.2024 No 1714-24

Pesynsratn naboparoproro aHali3y sKocTi iKapcekoro 3acofy 3a nepeBipeHUMH MOKA3HUKAMH BinmosigaoTe
BUMOTraM METOMIB KOHTPOMIO AKOCT] (aHaniTu4HO-HOpMATHBHOT DOKyMeHTaui),

3a  pesynsTatamu  sepKaBHOTO KOHTPO/IIO  BCTAHOBJIEHO, IO  JiKApChKHid
AOTPHMAHMSAM BuMOr 3aKOHOABCTRA wono 3abesnetenns akocTi ik
"’:’K PAT

N
‘\vg\owx 3AQ, 6’;
e RKNTPa,

3aci6  BBe3seHO B YkpaiHy 3
apCbKuX 3acobis.
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JUNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B, CHEMICALS & PHARMACEUTICALS LIMITED

GOOD PEOPLE
_for 600D HEALTH
AZITVHROM'Y‘CIN EURO|. ET e e - Certificate No.:- IOFP24003016
AZUTPOMILMNH €BPrO | g Cepniqnua'r Ne: [onm i
BATCH CERTIFICATE
CEPTHOIKAT HA CEPIIO
Product name: | AZITHROMYCIN EURO
Hazsa upoayenil: | ASHTPOMIIINH €BPO
Jlikapcbka gopmas | coated tablets License No.: G/1051
Pharmaccutical form: | radaerky, BRpaTi 0000HK010 Jimensis Ne:
Strength/potency:. | 1 tablet contains Azithromycin Dihydrate equivalent to Azithromycin
Anhydrous 250 mg

Cuaa piifaktnByiers: | 1 Tabaeria MiCTHTS a3NTPOMINMAY ZHriZPATyY CKBIBANIEHTHO A3ATPOMIHAY
oeanonuomy 250 mr ,
Size and type of | 6 tablets in a blister; 1 blister in a cardboard box with Ukrainian aind
packaging: | English languages labeling
Posmip 7a tau | no 6 rabaerok y Gaicrepi; no 1 Gaictepy y kapronuiii xopobui 3
MAKYBAHUS: | MADKYBAHIBIM YRKPAIHChKOI0 T2 AHIMIHCHK0I0 MOBAMHE

Batch No.: | o Batch size: boxes
Cepis Ne: EZA2d005 f Po3mip cepii: 7300 12opoloK
Date of manufacture: 07/2024 ‘ Expiry da'tﬁ‘.: 06/2027
Aara supobunursa: | . Tepsin npuparnocti:
Registration Lurtltu ate: UA/T280/01/02 Unlimited h'om.: 07.09.2018
Peecrpauiiine nocaiguenns: HeolGmexxeno 3:

Manufacturer: | Unique Pharmaceutical Laboratories (a division of J. B. Chemicals &
Pharmaceuticals Ltd.), Plot No. 215-219, G.I.D.C., Industrial Area, Paroli -
. 1 394 116, Dist. Bharuch, India

Bupotuuk: | IOuix (Dapmacblom}can ﬂaﬁopampxs (m)mmemm tplpmn «JTne, E. Kenmirans
enn Pa PMaCBIOT uKans Jira»), Minanwa No 215-219, Jxi. Aii i, Ci.

J Inpacrpian Epia, Iunoui - 394 116, okpyr bxapyx, Inuia

Certificate of GMP compliance No.: dated:
2023/G . J1,202
Ceprudixar sinnosimuocri HBIT Ne: 096/ 02'3/ aMP B 27.11,2023
‘ Analysis procedure results /
- l’exy.ﬂma 41} nponcaemm Anaisy
. NAME OF RN : "’;METIIODS OF [ =i 7 e
PARAMETER / L REQUIRFMENTS I e CONTROL/ RESULTS /-
HAHNMEHYBAHHSA A 111707(0) s 7 ~ METOJAH | PE3YJBTATH
NOKA3ZHUKA ’ ' , T | KOHTPOJUO | -
Appearauce Blue, round, biconvex, coated tablets, p. 1, visually “Complies
Ouanc .luoncrxn 6_.!‘[;1}?'!"['1-!&:)1‘0 KOBLOpY, Kpyri, n. 1, BizyanuHo ‘BimaginEe
] ‘ ABOBHILYIUH, BKPHTI 0G0A0HK0IO,
Identification Retention time of principal peaks in p- 2, HPLC,
chromatograms of the fess and the reference EP, 2.2.29 Complies
| solutions, obtained in the section “Assay”, should
coincide (azithromycin). . |
¥ Factory: ¢ Registered Office: .9 Corporate Office:
CIN: L24390MH1976PLCO19380 CIN: L24390MH1976PLC019380 CIN: L24390MH1976PLC019380
Plot'215 ta 219, GIDC (ndystrial Estate Neelam Centré, '8’ Wiag, 4% Floor, Cnergy IT Park, Unit A, 8* Floor,
Panoll - 334 116, Bharuch, Giifarat. Hind Cycle Road, Worli, Murbal - 400030, Appa-Saheb Marathe Marg,
L +912646 272472/ 784/ 304 /783 /335 | +91 22 24822222 : Prabhadevi, Mumbal ~ 400025, ;
@ jbeplpanoli@jbpharma.com «, +0122 24395200,5500 www.jbpharrma.com
e
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JUNIQUE PHARMACEUTICAL LABORATORIES

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

GOOD PEOPLE
_forGOOD HEALTH

AZITHROMYCIN EURO| . {OFP Page2o
ASUTPOMILIMH €BPO m 2400301 5] C'rogxmca
"NAME OF .
. PARAMETER/ "
. HAHMEHYBAHHSI
JIOKAZHHKA o , X
laentudivauis YHac yTpHMYBaHHA OCHOBHMN NIKIB Ha i 2, BEPX
XpOMATOrpamMax Jacmioicysanozo | EP, 2.2.29
cmandapmuo2c posvuunie, OTPUMEHHX B po3xini Binnosinac
«Kinbkiche Busia icHna», TOBHHEH CIBIALATH
(asurTponitin),
Average mass 366'mg £5% p.-3,EP 295 372.18 mg
Cepeaus maca . 366 Mr+5% ‘ n. 3, EP 2.9.5 372,18 Mr
Uniformity of mass Mass of not more than two tablets may deviate p.-4,EP 2935 )
from the average mass by more than 5% and Complies
none - by more than 10%.
OnHopinnicry macu Maca ne Binbiite, Hix i8ox Tabnerok, Moxe o.4,EP 295
BIAXHIIATHCA Bia cepeausol Mack Ginblue Hix ua ’ Bianosijaae
3 5% i3xonna — ne Ginniue, i na [0%.
Related substances Azithromycin 3'-N-oxide — not more than 1.0 % p. 5, HPLC, EP, 0.00 %
( 3"«(N,N-Didemethyl)-3°N-formylazithromycin - | 2.2.29 / 0.19 %
not more than 1.0 %
3"«(N,N-Didemethyl) azithromycin 0.00 %
_(aminoazithromycin} — not more than 0.5 %
Desosaiminylazithromycin —not more than 0.5 % 0.00 %
Azithromycin impurity F ~ not inore than 1.0 % 0.16 %
5 3’-N-Demethylazithromycin —not more than 0.7 % 0.00 %
3"-De(Dimethylamino)-3 *-oxoazithromycin — not 0.00 %
more than 1.0 %
Individual upspecified impurity - not more. than 0.00 %
0.2 %
Total impurities — not more than 5.0 % 0.3 %
Cynyrai romiturn .| Assrrpomiung 3'-N-oxeun — He Ginswe 1,0 % n. 5, BEPX, 0,00 %
. 3'-(N,N-Ouuenmernn)-3'N-popminazurpomiun — | EP, 2.2.29 0,19 %
ne Ginvle 1,0 %
37-(N,N-Iuaeserun)asurpomiuui 0,00 %
(aminoasyirpomiuny) — ne 6inslue 0,5 %
Jlezosaminnnasirpomitun — we Giaswe 0,5% 0,00 %
{ Homiwka F asprpominugy - ne Ginsiue 1,0% 0,16 %
3'-N-Jlemernnasurpomiunt — ne 6inkwe 0,7 % 0,00 %
3-He(Humernnamine)-3'-0xcoasiTpomiumi — e 0,00 %
Ginvwe 1,0 %
Inaysinyansuol HesinoMol noMitki — e 6inslue 0,00 %
0,2 % i
Cyma jiomitok — e Ginsie 5,0 % 03 %

¢ Corporata Office:
CIN: L24390MH1976P1.C019380

? Régistered Office:

@ Factory:
CIN:L24390MH1976PLCTT9380

CIN: L24390MH1976PLG019380

Plot 21510 219, GIDC Industrial Estate

Neelam Centre, ‘B’ Wing, 4" Floor,

Cnergy IT Park, Unit A, 8" Floor,
Appa Saheb Marathe Marg,

Panoli - 394 116, Bharuch, Gujarat. Hind Cycle Road, Worll, Mumbal ~ 400030, ~
O +512646272472/784 /304 /7837335 C +9122 24822222 .
@ Jjbepl.panoli@jbpharma.com

Prabhadevi, Murbai - 400025,

¢ +91 22 24395200/5500 www.jbpharma.com
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UNIQUE PHARMACEUTICAL LABORATORIES

GOOD PEOPLE
_for GOOD HEALTH

o

A Division of J. B, CHEMICALS & PHARMACEUTICALS LIMITED

[ AZITHROMYCIN EURO

L

ABUTPOMILINH €BPO

NAME OF
I PARAMETER /
HAHMEHYBAHHSA (1
I HOKASHHKA . T T i . o
Dissolution Not less than 80 (Q) of the labelled azithromycin | p. 6, EP 2.9.3, {
, amount must dissolve within 30 minutes. HPLC, EP2.2.29
Posunnennn He menuwe 80(Q) six sassnenor KiaLkocri n. 6, EP 2,93,
A3UTPOMILIMHY, NOBIIHO POIHHHITHCD nporsrom | BEPX, EP 92 %
’ 30 Xeirnuy. 2.2.29
Assay For release: p. 7, IPLC, ’
95.0% — 105.0% of the labelled amount of EP, 2.2.29
azithromyein (
237.5 mg —262.5 mgftab. 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 susnaucuy Jn sunycicy: n. 7, BEPX,
) 95.0% - 105.0% Bin sasanemor KiNLKOCT] EP, 2.2.29

A3HTPOMILIMILY
237.5 mr—262.5 yr/vab,
Haa repmiuy npunaraocyi:

99,6 %
248,97 Mr/Taba.

90.0% - 110.0% sia sasisnenof Kijbkocri
a3uTPOMilmLy
225.0 Mr—275.0 sar/ra6,
mgornlity of dosage Corresponds to the requirements } p. 8, EP, 2.9.40 ’ Complics
Onuppuuncrb..rw.wuam-lx Bianosinae nfiMoran~1 n.8, EP, 2.9.40 ( Binnosinae
onMwEmy 00
Microbiological purity, In the product is allowed: p. 9, EP, ]
' total aerobic microbial count (TAMC) - nat more | 2.6, 12;2.6.13
« than 10° CRU/g; ' Complies |
total yeasts and moulds count (TYMC) — not.more |
than 10* CFU/g, | Complies
No Escherichia coli is allowed in | gofthe {
. roduct, Complies
Mikpodivstoriuig B npenapari LONYCKACTBCH ! n. 9, EP,
YHCTOTA. Sarablic uiHeno aepobuux mMikpoopranizmis 2.6.12;2.6.13 Binnosinac

(TAMC) - ne Ginuwe 10° KyOre,
SATaNbHE WICHO APIKAKOBHX Ta MTicHABRX rpubis
(TYMC) - ne Sinvwe 102 KV Oy,

Biznopinae

He jonyckaetbes Escherichia coli 8 1 r npenapary, Bignosinae
Labelling: | Should correspond to the registercd labelling, ! Complies
[Moaunno pinnoninaru 3APEECTPOBAHOMY MAPKYBRHHIO. I Bi,anoai,qz_lg

Mapxynauis:

QP*

? Corporate Office:

® Factory: ¥ Registered Office:

inaae®

22,

CIN: L24390MH1976PLC019380
Plot 215 to 219, GIDC Industrial Esiate
Panoll - 394 116, Bharuch, Gujarat.
L +91 2646272472/ 784/304 /783 / 335 9
@ jbepl.psnoli@jbpharma.com

GIN: L24390MH1 976PLC019380

Neelam Centre, ‘B"Wing, 4* Floor,

Hind Cycle Road, Worli, Mymbal — 400030,
+91 22 24822222 .

CIN: L24390MH1976PLC019380
Cnergy IT Park, Unit A, B" Floar,
" Appa Seheb Marathe Marg,
Prabhadev, Mumbai.~ 400025,
+91 22 24395200/5500

Yepaina MICTo XapKin
| R r\rnTMm”/ATiR

www.jbpharma.com
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A Division of J, B, CHEMICALS & PHARMACEUTICALS LIMITED

o R
). .UNIQUE PHARMACEUTIC
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" Pape 4

AZITHROMYCIN EURG . Paged
- Cropikka 4’54

ASRTPOMILHH €BPO

NAME OF
PARAMETER /
- HANMEHYBAHH 1
TIOKAZHMKA - : 5%, S Chpied T i E
Packaging: | Should correspond to the requirements of MQC. Complies
Nawysanus: | Dobunyo BIANOB{IATI! BuMoray MKSL. o Binnosinae ]
1 hereby certify that the above information is awthentic and accurate, This batch of product figs been manufactured,
including packaging/labe[ling and grality control analysis, at the above mentioned site i Jull compliance with the
GMP requirements of the tocal Regulatory Auh ority and ik the specification availabie in registration dossier,
Protocols of batch Processing, packaging and analysis records Were reviewed and found 1y be in compliance i
GMP. | hereby confirm thay alf p_radllctian‘ stages for this batcl of finished product were carried put in fulf
camipliance wiry the requirements specified in the curreny GMP guidelines epproved by the Ministry of fleatts of
. Ukraine,

Uust st 36cgip “VI0, 10 Haseden swwe inghopmayin ¢ docmosipuow mu mouttois. Lo cepiro Hpadykuli dpno
supobiaeio (erv0uamuy ,I’I(lh’_i’(l.’lllll}l/;!l{lpkyﬂ’mﬂl}l} Ha npogedeno ROUMPOSD 1T 51c00mii v Glliesasnawenic
OLtsiennti 3 noguis 6idnoeionocm; 3 suriozass GMP, scmanosaeny sy Micuesuns Pecyrrmopnunt opzaion, ¢ maKose
&ionosion oo cnentinayin, W micmumecy ¢ recmpayilinomy docype, Fpomoro.n SUpOGtiuRmea, nakyeanns
U anaiizie Gy Hnepeinynio ng scmianoeneno aidnogionicmy GMP. Lfun ridmeepdaio, o acl supodnri
Cmaoii Ouse yicy cepit comoeor NPOOPIUIT Gpate 30itcneii & nosnist Ridnowidnocmi 3 GRMOMN, 3u3itauerymy ¢

— WHAIER tacmuned 3 GMP, 3ameepdarcenis Minicmepemeon 0X0poiu 300p06° Yupaiuu,
Mr. A.P. SHAH ,

Name and position of person responsible for the analysis;
A.JL Way

Tpissuwe va nocaga 0061, wo BiToBiAac 3a angais: ' ‘
h General Manager - QcC
KepimmF - KA

Hasmukh Jaysinh Arya
Xaemyk Jhrasieln Aps _
Assist. Manager Quality Assurance

ACHCT. 3a 3neyenny HKOCTI MeneKe

. BAMoOrH

Signature of persen responsible for analysis:
- [Miurue ocosu, wo Binnoesidae 3 anasris;
Name and position of person responsible for baten release;
Ipissriure 1y nocana veobn, wo Binnoginae 32 BHITYCK

d cepiis

Signature of person responsible for bateh releage:

) Hi/xu‘uc 0CobY, HLO BiANOBigaE 33 BIINyCK ccp“ii':‘
Date of signatures

R AHCaH )

14/08/2024 , '
= - ——

Y T

§ Factory: ? Registered Office: 9 Corporate Office:
CIN: L24390MH‘!9.76PLC01 9380 CIN: L24390MH1 S76PLCQ19380 Cin; L24390MH19.'Z_6PLCO1 9380
Plot 21510 219, GIDC Industrial Estate Neelam Centre, ‘g’ Wing, 4" Floor, Cnergy IT Park, Unjt A, 8" Floor,
Panolt - 394 116, Bharuch, Gujarat. Hind Cycle Road, Worli, Mumbaj - 400030, Appa Saheb Marathe Marg,
L +912646 272 472/ 7847304 /783 / 335 L +97 2224822227 Prabhadevi, Mum{ya - 400025,
@ jbcpl.panoli@jbpharma.com L +91 22 24395200/5500
. { ""’“;3 . r»ml’fﬂ?”“ MICTO Xapxin __l

AT CEPTIOTRATIE i
TOB “KOMAPK [HTE i
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,HEP)KIHKCJIY)KBA
AEPXKABHA CIYXEBA 3 JIKAPCHKIX 3ACOBIB TA KOHTPO.IIO

By [ POMangHcrKa, 25, . Xapkis

e-mail: dls.kh@ dls.gov.ua, httQS://WW\’N.dl

Cepis nikapcrkoro 3acoby Ne PZ.A24004 Kinsicts seesenoro Jikapcekoro 3acoby 960 yn,

BupoGHx IOnik Dapmackiornicay Haﬁoparopb (Bimninenns dipmpt "I, B.
Kemixans CHI (DaEMaCMOTHKaJIB JItn."), Inpis
(uaﬁmeuyaamm BHPOOHKKa Jikapenkoro 3acoby, kpaiia noxomkenig)

Baesero B Vipainy ToBapucrao 3 00Mesxken oo BiANOBinanbHicTIo "Konapk Intenmen,
ixeHT. koa: 25182226

, T Micue NPOXHUBAIIS T pPeceTpauiiinui HoMep o6aikopoy KaPTKH naaTHnka
Nonatkis a6o cepist ta HoMep nacnopra)

Hporoxon sisyanpnore KORTpam0 Bin 15.10.2024 e 1031/0/01.21-24/5,

JIa60paTopmm aHANI3 sKocT] JiKapchkoro 3acoBy sniltchenuis:

Jlaboparopis 2 KOHTpOmo sixocTi JKAPCBKIX 3ac06is TOB "[[OBPOBYT-JHKI/UIAB" (M. Kuis,
BYIL Honropon-CiBepcwa, Oyn.3, Hexcutnop; pUMILIEHHSs 92)
(HaﬁMenynamm Ta Micuesnaxomxemy naboparopii, wo fposena naboparopuuit ananis AKOCTI)

Bucrosok w010 skocri MKAPCLKOro 3acoBy, Bianuii nabopatopieio sin 29.10,2024 Ne 1713-24

Pesynsrary naboparopHoro aAHANIZY sikoCT] JiKapcokoro 3acofy 3a nepeBipeHuMu NoKa3HHKaMu BianoBigawoTy
BHMOraM Metonip KOHTPOJIIO sKoCT] (aHaniquo-HopMaTnBHO'i DOKyMeHTauiy),

3a  pesynbratamu AEPXKABHOTO  KONTpPONIIO BCTAHOBAICHO, WO  nikapchkui 3aci6 Beezeno g Ykpainy 3
AOTpHMaAHKEAM BHMOT 3akoHofaseTBa o0 sabesneyenns skocri THKapCbKHX 3acobis,
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- UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

GOOD PEQPLE
_for 600D HEALTH

, o - Certifica
e e
BATCH CERTIFICATE
- CEPTHOIKAT HA CEPIIO
Prodict name: ' AZITHROMYCIN EURQO

Hassa upopyxnii: ASUHTPOMIIUIH €BPO
Jikapesbka dopma: | coated tablefs License No.,: :
. . . _ . ’ . G/1051
Pharmaceutical form: TabieTkiL, BKpu1i 0601011010 Jivenzisi No:

Strength/potcnc-y: 1 tablet contains Azithromycin Dihydrate equivalent to Azithromycin
Anhydrous 250 mg

1 rarcria micrurs AIHTpOMInHRY Aurinpary exeisasentio azuTpoOMigRuy
Oessoanomy 250 mr

AZITHROMYCIN EURO
A3HTPOM]L{MH €BPoO |-

Cuia AiVakrupHicrs:

Size and type of | 6 tablets in a blister; 1 blister in acardboard box with Ukrainian and

packaging: | English languages la beling
Posmip ta rau | uo 6 Tabaerox y Buaicrepi; no 1 Ouicrepy y Kaprouuil kopotui 3

e MARYBAUNSI | MaDKYBaTISTA YRPaiHCeLKko10 Ta AHCVHHCbROIQ MOBaMH

| atch No.,: Batch size: boxes
Batch No PZ.A24004 5, oA ch size 7480
Cepin Ne: Poamip cepii; Kopobok

Date of manufactuyre:
__Aata BupoSunirrsa: ~
Registration certificate:
‘Pecerpanijipe HOCBIXYEHH
Manufacturer:

Expiry date:
N | Tepmin npiariecri: | "0

Unlimited from:
UA/7280/01/02 _ Heobmenceno 3. 07.09,2018
Unique Pharmaccutical Laboratories (a division of J. B, Chemicals &
Pharmaceuticalg Ltd.), Plot No. 215-219, G.LD.C., Industria] Area, Panolj -
394 116, Dist, Bharuch, India ‘
IO ik DapmacioTuica Jaboparopis (Bimtinenasn dipmu « Ik, B, Kemikans
enn PapmacLioTusans Jviw), Hinsaxa Ne 215-219, Oxi. Afi, . Ci,
Tnnacrpian Epia, Mauo.i - 394 116, oxpyr bxa X, Ingist

07/2024 06/2027

BupoGins:

Certificate of GMP compliance No,; . y dated:
—Ceprudinar sinnosinnocri HBI N, WM?_(EEB& — nigg | 27112023
' Analysis procedure results /
o S j_’_e:;wmqm NPOBeAeHHS aHaNizy e
NAME OF e T L AR e |METHOBS OF
PARAMETER / , § o ?REQUIR_EMENTS/ | CONTROL /

- HAUMEHYBAHH S | .4 BuUMory: Cpo-METORY - |
NOKABHUKA | st g T ~[[KOHTPOJIO |~
Appedrance | Blue, found, biconvex, coated tablets, p. 1, visually Complies
Onue B '“”"“si r~,-~ﬂ6ne-nmﬂ6.naKurfigro Ko/b0py, kpyraj, o 1, Bizyaniuo N[;J noBizae

ABOBHIYKIL, BKpIrni ofonomioro, N
Identification Retention time of principal peaks in p. 2, HPLC,

EP, 2.2.29 Complies

]

‘solutions, obtained the section “Assay™, should

chromatograms of the Lest and the reference
L._w_-.“ coticide (azithromyoi n.

? Factory: . ? Registered Office: ? Corporate Otfice:
GIN: L24390/H1 976PLCO1938D CIN: L24390M11 976PLC079380 CIN: L24390MH1 976PLCO19380
Plot 21510 219, GIDg Industrial Estate Neelam Centre, 8* wing, 4* Floor, Criergy IT Park, Unir A, g* Floor,
Panali -394 116, Bharuch, Gujarat, Hind Cycle Road, Worli, Munbai - 40003D, Appa Saheb Marathe Marg,

C 4972648 272 472/ 784./304 /783 7 335 ¢ 49122 24822222 : Prabhadevi, Murmbaj - 400025,

& }bcpl.panoll@}hpharma.com . L +91 22 24395200/550p
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CIN: L24390MH1 976PLC019380

Piot 21510 219, Gipc Industrial Estate

Panoli - 394 116, Bhapy
L 1912646 272 472478

@ jbcp},panou@jbpharm

AZITHROMYCIN EURG
ASHTPOMI
o NAME OF
-~ PARAMETER /
HAﬂMEgL‘yBAHHﬂ
— NOKASHUKA
Iuen'rmpixauiﬂ

Average mass
Cepeanst maca
Uniformity of mass

Onwopinnicrs smacy

Related substances

Cyny i nomiurren

a.com

———

Factory: 9 Reglstered Office: . © @ Corporate Office;
CIN: L24390MH1 976PLC019380

ch, Gufarat.
4/ 304 /783 / 335 L

U!_\I‘I'Q‘UE PHARMACEUT

A Division of J. B. CHEMICALS & PHARMA

IMH €BPO |

e UV

ICAL LABORATORIES

Certificate No.;.

Hac yrpumysanns OCHOBHHX [}

i cmandapmnozo Pozyunis,
«Kinvkicne BU3HAUCHII,
a3UTPOMiLiy),
366 mg 5%,

366 Mr£59%

Mass of not more 1
from the average mass by more
none - by inore than 10%,
Maca ue Ginsine, nix
RIAXHASA T Cy Big
5% 1 M0zHa — He Ginp

| XpoMaTorpanax doctiducysanoae |
OTPUMAHHX B po3nini
1o

130 two tablets may deviate

JBOX Tabnerok, Moxe
CCPEAHEOT Macy Ginblue nix ya
e, Hix Ha 10%,

iKiB Ha

Binnoninae
{HeH cniBnanary

R

3;}.93 mg
37395 mr |

p.3,EP2.05

’ n.3,EP 295

p.4, EP 2.9.5

than 5% and Complies

n. 4, E‘P‘.’):‘)M.S

Binnosinac

not more than 1.0 9,
3 ’-(N,N-'Didemethyl)
(amiuoazithromyciu)
Desosaminy|
Azithronyci
3’-N-Demethylazi
3-De(Dim ethylamino)-
more than 1.0 %
Individual unspecified inpurity
0.2 %

| Total impurities — ot more than 5.0 9

——
, , A3UTPOMiLIY 37
i 3'-(N,N-[(n,aememﬂ)d’N-
| ne Ginbie 1,0 %
3~(N,N
{amino
J.leSO‘jaMiHlUlaBl'l'l"pOMiUMH - He
oMinixa F AZUTPOMIURHY ~ e
3 ’-N-l!emc'nmasmpo

Ginbie 1,0 %, -

Inpusinyanshor HesmoMoTnomimKu = e Oinbwe

0,2 %

Neelam Centre, '8/ Wing, 4 Floor,
Hind Cycle Road, Warli, Mumbal - 400030, -
+91 2234820972 -

L+

Azithromycin 3 *-N-oxide -- not more'than 1.0 % p- S, HE(—:: EP, 0.00 %
3’—(N,N-D'idcmethy1) 2229 0.17%

-3"N-formyl azithromyein —

azithromycin

= not more than 0.5 9%
azithromyein - no¢ more than 0.5 %
nimpurity F — pot more than 1.0 %
thromyein — not more than 0.7
3’-oxoazithromycin — not

-N-0Kenz — ge Binblue 1,0
thopminasurpomity —

-HH,’.LCMC’J‘MII)a3H'l‘pOMf UMH
A3HTPOMILMN) ~ He Binpige 0,5 %

ML ~ He
3 Ne(Mlumerinami HO)-3'-OKC0213HTpOMiuHH —He

Cyma gomiutok - e Oinbe 5,0
YN D BK e Dinbue 5,0

CIN: L.24390MH: 976PLCO19380
Cnergy IT Park, Unit'A, g* Floor,
Apps Saheb Marathe Marg,
Prabhadevi, Mumbal - 400025;

0.00 %

0.00 %
0.15 %
0.00 34
0.00 %

%

0.00 %

~ not more than

0.3%

% n. 5, BEPX,

EP, 2229

Sinblve 0,5%
Ginsuwe. 1,0%
Oinbiue 0,7 9%

%

——

91 22 2439520075500

IHTENME D"
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AZ??HRQMYC;FEUEE* A S T
ASUTPOMIUMA €Bpo | 0 T
M ‘v

" "NAME OF
PARAMETER / . .
HAUMEHYBAQHs o BHMOT Y
HOKASHUKA L S g W L
Dissolution Not less than 80 (Q) of the labelled azithromycin
amount must dissolve within 30 minutes,
Porunmenns He menpje 80(Q) pin 3asRNENOT Kinbkoger]

WUTPOMILMIY, NoBHKHIO PosunHUTHCH npoTRrEM
) 30 xBunm,
Assay For release:;
95.0% - 105.0% or the fabelfed amount of

azithromycin

237.5 mg - 262 5 mg/tab.

For shetf tife:

90.0% — 110.0% of the labeiled amount of

azithromycin
o 2250 mg - 275.0 ng/ab,
Kinukicne BH3IRAveng s BHIYCKy:

95.0% - 105.0% Bill 3anBienor KinbkopTi
A3uTpomiunny

237.5 mr = 262.5 mr/Ta6,

Jlia TePMIHY npugarnocr;:

90.0% - 110.0% Bill 305RNEHGT Kinhkocri
A3HTPOMiHRy

225.0 MP ~ 275.0 mr/1a6, .
Uniformity of dosage Corresponds to the requirements

units _
Omuopignicry, A030B3aUY Binnosinae BUMOran
| ontiHug, e B
Micrabiological putity. | In the product is allawed: p. 9, EP,
total aerobic microbiy| count (TAMC) ~ not more | 26.12;2.6.13
o | than 10° CRU/g, .
total yeasts and moudds count (T YMC) - n1ot more
than 102 CFY/g,

No Escherichia colj is a]| owed in [ g ofthe ! '
product, . . _ | Comghes

p. 7, HPLC,
EP, 2.2.29

100.9 %
252.31 mg/tab.

100,994
252,31 mMr/raba,

P8, EP, 2.9.40 Complies

.

n. 8, EP, 2.9.40 Binnosinae

Complies

Complies

e : __
Mikpotionoriysz B Upenapari nonyciacrics: n, 9, EP, . ' .
MHCTOTA, 3ArdNLHe Yneno aepoﬁm-x,x Mikpoopraniamis 2.6.12;2.6.13 Biznosigae

(TAMC) - e Sinpie 10° KYO/r; ' _ .
{ 34TANbLHE YHCIO APIKAKORNX T2 NAICHSBUX rpH6is Binnosiaae
. 3 . 2 - ]
(TYMC) - ne Gimpine 10 KYO/r, ) )
He nonyckaetnes Lscherichiu colin | ¢ npenapary. » BC]‘MIOB]l'ﬂie ,
abelling: uid corre o the registered laballing, Complies
Labelling: | Should correspond to the reg g Bimncaine

l Maprysauns: | Nosnuio BiAMOBiRaTH 3APEECTPOBAHOMY MAPKYBAHHIO.

; Uy
@\\%‘Eals &i;]

@“

CiN: L24390MH1976PLCOT 9380
Plot 21510 218, GIDC Industrial Estate
Panall - 334 116, Bharuch, Gujarat.

¢ Corporata Office;
CiIN: L24390MH19 76PLC019380
Cneigy IT Park, Unit A, 8* Floor,
Appa Saheb Marathe Marg,
Prabhadevi, Mumbal - 400025,

9 Reglstered Office: .
CIN: L24390MH'I976PLC01 9380
Neelam Céntre, ‘B’ Wing, 4" Floos,
Hind Cycle Road, Worli, Mumbaj - 400030,

www.jbpharma.cam

© 912646 2724727 784 /304 17837335 ¢ +9122 24822292 o S
’ jbcp'.pano“@ibphafma-com ‘ ”'W%'WWMW@MW
’ oy iHE MICTO Xapn
- ) %@\F@"“..« ot
T é ui,}l M,«L.rjmwuwuu !
;$ T OHAPK IHTENM £
“ 5 )




g
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A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED
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AZITHROMYCIN EURO[
ASHTPOMIUMH €BPO |~
- NAME OF T
PARAMETER /

HAHUMEHYBAHHS
- NTOKASHMKA

Packagihg: Should correspond to the requirements of MQcC. Complies
HNaxysanus: | Mosuuno BinoBinary sumoram MKSL,

REQUIREMENT.
- _.BUMory

[ Bignosinae
{ hereby certify that the above information is anthentic and accurate. Thiy batch of product fas peen maiifactured,
including packaging/labelling and quality control analysis, at the above mentioned site in full compliance with the
GMP requirements of the locat Regulatory Authority and with the Specification aviiluble in registration dossier.
Protocols of basch processing, backaging and an alysiy records were reviewed and found 1o be in compliance with
GMP. I hereby confirm that all praduction Stages for this batch of, JSinished product were carried out in fufl
complivnee with the requirements specified in the current GMP guidelines approved by the Ministry of Health af
Ukraine, s
Lust 4 3CCiOUI0, 10 nusedeny suiwge inghopranin ¢ Q0Cmosiproe my mosno. Lio cepin 2podysyll Gyao
sUpeBIenY (srmoya ey naxpeannamaprysaniin) ma 1POGEOLHO Koumpons it axocni HA SRR esusnayenin
QLabruyi p nagrii On0sidnocni 3 sumozam GMP, SCmanosnenuNy micyesum PCEYARMOPHUN 0p2arom, a maxoe
6idnveidio Jo cresudbianin, wo sicmumper g Peeempagicnomy docue, lipomorony suposnuymes, nuxysauy
ma anaaisie Gy nepezariymo niug gCmanoenenn gionosionicny, ¢ MP. Lum niomeepdarcymw, o gei SUPoBstni

Cmil Oan wicr Cepii conmpgor podyruii 6 Wan 3oiiciceni ¢ nroeniii eidnaeidnocni 3 GuMOZaMN, Jaznavenyy ¢
“LLnsin nacinanegi 3 GMP, sameepdceniii Mz'uicmegcmeo,u OXOpGHY 3d0p06 s Yapuina,
Name and position of person responsible for the analysis: | Mr, A.p. SHAH
Mpissuue vy nocana oeobn, mo mianouvinac 32 ananp: A.IL Llax
' General Manager - QC
e | Kepigunx - K3t
Signature of Person responsible for analysis: :
—__Hignne ocoby, o BIANOBIgac 33 ananis: l
Name and position of person responsible for batch releases Hasmulkh Jaysx'nthrya
Hpigsnuge 14 nocana ocobu, o ?i,qnoniuac 33 BUNYyCK XacMyK Ioxajicin Apst ,
CePiE [ Assist, Manager Quality Assurance

Acner, 3; HEHCHIN AKOCT] MCHE/Kepa
. pa_

T T T——— —— '
Signature of Person responsible for batch rclcasq:

| j_.fgr}y_«(g_(_{ggﬁg_l,»y_;g_ Bianosinac 3a Bunyck cepii; |

Date of signature;

A

14/08/2024
i it __,___-,_____‘_.ﬁ____wﬁma_l

aTa ninnucanng:

M“"*“‘ ——*-"'"'"~—*~M"N
¢ Factory: 9 Registerad Offica: 9 Corporate Offige:

CIN: L24390MH1976PLCO19380 CIN: L24390MH1976F‘LCO'I 9380 CIN: (.24390MH1 976PLCO'193_80
Plat 21510 219, Gipe Industrial Estate Neelam Centre, ‘g* Wing, 4" Floor, ) Crergy IT Park, Unit A, 8" Floor,
Panoli -394 116, Bharuch, Gujarat, Hind Cycle Road, Warll, Mumbal - 400030, Appa Saheb Marathe Marg,
C 4912645272 4721784/ 304/7837¢ 335 C +91 2224892022 Prabhadevi, Mumbai ~ 400025, ;
@ jbeplpanoli@bpharma.com _ 421,22, 24395200/5500 mommmmasormenssea, www.jbpharma.com

Yrpaing micto Xapsis M}
Lans CEPTUODIKATIB |
TOB "KOMAPK IMTENMEL" |
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