UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

Cana giVakTapHiCTS:

Ciprofloxacin 500 mg

1 rabreTra MicTETL: 594 Mr qENpodIOKCANIAY FiXpOXIOPHAY, MO BiATORixAC

500 Mr nuapoduIoRCAMUHY

CERTIFICATE OF QUALITY
CEPTHOIKAT AKOCTI
Certificate No.: Page 1 of 5
Ceprrdikar Ne: 10FP20004835 Cropiaka 135
Product nameé: | CIPROFLOXACIN EURO Manufacturing country: | India
Hassa npoayxnii: | ATPOMJIOKCAIIHH €BPO Jepxapa-supobami: | Tnnis
Strength/potency: | 1 tablet contains: 594 mg of Ciprofloxacin Hydrochloride that corresponds to

Pharmaceutical form:
Jlikapenka popma:

film-coated tablets 500 mg

Tabierin, BkpaTi IBKoBoI0 060J0HK0I0, 10 500 MI

Type and size of packaging:

Bui i poamip ynaKoBKA:

10 tablets in a blister; 1 blister in a cardboard box with Ukrainian and English

labeling

o 10 Ta6aerox y Gaicrepi; mo 1 Gaicrepy y KopoGui 3 KAPTOHY 3 MapKyBaHHIM

vKPATHCHLKOIO T4 ARl cE K010 MOBAME

Piot 215 1o 219, GIDC Industrial Estate

Panoli - 394 116, Gujarat

4 (02646) 272 472/ 784 /304 / 783 / 335

B {02648) 272 373, 272 303
@ jbepl.panci@jbopt.com

Neelam Centre

B Wing, 4th Floor

Hind Cycle Road

Worli, Mumbal - 400 030

Unit A2, 3rd Floor
Unit A, 8th Floor

& 'Mhmmnmm Xaf

Bémh No.: | prica0019 Batch Size: | 49200 packs
Cepina Ne: Po3smip cepii: YIAKOBOK
Mfg. Date: Expiry Date:
Jara BHPOOHHITBA: 11/2020 Jara 3akinyenHa Tepminy npHEATHOCTE: 102023
Registration Certificate: Valid up to:
Peccrpaniline mocninuenns: UABOSL0203 Jisicue no: 12.06,300%
Manufacturer | Unique Pharmaceutical Laboratories (a division of J. B.
name: | Chemicals & Pharmaceuticals Ltd.) License No.: G/1430
| Haiimenypanus | IOnik @apmacsI0TAKAN Jla6oparopis (sinninenns pipmu Jlimensis Na:
pupotunka; | Lk B, Kemixans enn DapvachIOTHKALI Jra»)
“Location: | Plot No. 215-219, G.LD.C,, Industrial Area, Panoli - 394 116, Dist, Bharuch, India
Micueanaxomxenns: | Jinamca Ne 215-219, Joxd, Ait, i, Cl. Impacrpian Epia, Manoni - 394 116, oxpyr Bxapyx,
Inpin
Conclusion on confirmation of GMP Certificate No.: dated
Bucnopok moxo uigrsepokenns ceprudivaty HBIT Ne: 231/2020/C-604 Bia 14,5722
Analysis procedure results /
Pesy/bTATH IpOBeAeaHy anayizy
Sr. QUALITY METHODS OF .
N, PARAMETER/ SPECIFICATION/ CONTROL/ RESULTS/
Nem [NOKASHUKHA BUMOI'A MK METOIH PE3YJbBTATH
| o SAKOCTI KOHTPOIIO '
1. | Description White to yellowish-white capsule shaped | p. 1 MQC, Yellowish-white capsule
film-coated tablets, scored on one side. (visually) shaped film-coated tablets,
scored on one side.
Ommc TabneTry y Gopmi Kaneyr, BKPHTL n. 1 MKA, Ta6ne'rxn'y cp_opMi
HBKOBOXO 0BONIOHKOI0, 3 PHCKOIO 3 (BizyansHo) aricy’1, BKPHTi MTiBKOBOXO
onuoro 6oxy, Bin 6inoro A0 KOBTYBATO- /oﬁonormoro, 3 PUCKOKO 3
Bi50r'0 KOIBOPY. 0IHOro 00Ky, XOBTYBATO-
610T0 KOJEOPY.
¢ Factory: 9 Registered Ofitoo: @ Corporate Office: ¢, +91 222439 5200/ 5500
Cnergy iT Park R +91 22 2431 5331 /5334

@ info@jbcpl.com
& www.jpcpl.com
CIN: L24390MH1976PL001 9380
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UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

Certificate No.: Page 2 of 5
Ceprudixar Ne: 10FP20004885 Cropinxa 235
2. | Identification: The retention time of the principal peak in | p. 2 MQC,
HPLC the chromatogram of the test solution HPLC USP,
corresponds to the retention time of the monograph Complies
principal peak in the chromatogram of the | “Ciprofloxacin,
standard solution («Assay»). tablets”, method A
| TLC R of the principal spot in the TLC USP,
K IE chromatogram of the test solution monograph Comblies
% il : corresponds to R;of the principal spotin | “Ciprofloxacin, P
! the chromatogram of the standard solution. | tablets”, method B
‘ InenTrdikanis: Hac yTpuMyBaHHA FONOBHOTO MKy Ha n, 2 MKA,
‘BEPX XpPOMAaTOIPaMi pO3YHHHY, 1110 BEPX ®. CUIA,
JOCHIKYETHCA CILBIIANAE 3 YACOM MOHOrpapix Bi ;
; innoBinae
YTPHMYBAHHA TOJIOBHOFO TiKA Ha «Juripogrokcaiy
XPOMATOIpaMi PO3YHHY CTAHAAPTY. HH Tabnerkn»,
{«KinpkicHe BH3HAYCHHAN). METOR A
THIX ' 3uavuenns Re ronoBroOT mismy Ha TIUX @, CHIA,
' XPOMATOTPaMi PO3YHHY, L0 MOHOTpadis
) ROCHIDKY€TBO, Binnosinae sHasermo Ry | «[{unpoduokcany Bianosinac
TONOBHOL INIAMM Ha XpOMATOrpaMi H TabIETKMY,
PO3UHHY CTAHNEPTY, Meron B
3. | Average tablet weight | 815 mg+ 5% pB.P3 ;\{'IHQ(CJ, 817.13 mg
3
Cepennst Maca 815 M+ 5% n. 3 MKs1,
Ta0NeTOX BD, XIIC 817,13 wr
4, Uniformity of weight | Individual weight of not more than two p. 4 MQC,
tablets may deviate from the average BP, XIIC, 2 Clonmslies
weight for not more than 5%; individual P
weight of any tablet does not deviate from
_ the average weight for not more than 10%.
QuuopingicTs Macu Iunusinyansna Maca He 6Libwe mix gBox | 1. 4 MK,
: TabNeTOK MOXKE BiOXHNATHCA BiX b®, XIIC, 2
cepenHpol MacH He Ginbme HiX Ha 5%; Bimosinae
IHAVBIAyaIbHa Maca Oyb-aKoT TabneTky
HC BUIXWIAETHCA Bif CCPEAHBOI MACH
_ Hiye mixk Ha 10%.
5. | Uniformity of dosage | For 10 tablets: Acceptance value <15.0; | p. 5MQC,
units o For 30 tablets: Acceptance value should be| BP, XII C, 4
(on 10+20 tablets) <15.0, and ciprofloxacin content in none 3.0%
of the tablets should be less than 0.75M
and more than 1.25M
e R
? Factory: ¢ Registered Office: WCofporate Office: € +91 22 2439 5200 / 5500
Plot 215 (o 219, GIDC Industrial Estate Neslam Centre Cnergy IT Park A +91 22 2431 5331 /5334
Panoli - 394 116, Gujarat B Wing, 4th Floot Unit A2, 3rd Floor o Info@jbepl.com
L (02646) 272 472 / 784 / 304 [ 783 / 835 Hind Cycle Road Unit A, 8th Floor & www.jbcpl.com
A (02646) 272 373, 272 303 Worli, Murnbai - 400 030 Appa Saheb Marathe Marg CIN: L24390MH1976PLC019380
a jbepl.panoli@jbepl.com Prabhadevi, Mumbai - 400 025
?:. "~ Vipaino ’};{Ew}’{’i&w;[;q
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UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B, CHEMICALS & PHARMACEUTICALS LIMITED

CERTIFICATE OF QUALITY
CEPTH®IKAT AKOCTI
Certificate No.: Pagelof 5
Cepradikar Ne; 10FP20004940 J Cropinka 135
Product name: | CIPROFLOXACIN EURO Manufacturing country: | India
Hasea npoayxuii: HUTTPOBTIOKCAIHH EBPO Hepxaga-eupobuuk: | Innis
Strength/potency: | 1 tablet contains: 594 mg of Ciprofloxacin Hydrochloride that corresponds to
Clprofloxacin 500 mg
1 tabnerxa micrurs: 594 mr QHIPO{IOKCANHHY MAPOXIOPHAY, WO Bignosisac

Cuna pii/akTasricTh:

500 mr IRnpoduIoKcanuny

Pharmacelii?s;ﬂ;rm:
Jlikapcuka dgpopma;

film-coated tablets 500 mg

TaBJaeTKH, BKpUTI IIIBKOBOIO o6osxonx010, 0 500 Mr

Type and size of packaging:
labeling

10 tablets in a blister; 1 blister in a cardboard box with Ukrainian and English

Bua i poamip ynaroeien:

o 10 Tabmerox y Gmicrepi; o 1 baicrepy y kopo6ui 3 kaprony 3 MApKYBaHHAM
YKPARTHCE KO0 Ta AN ChI0I0 MOBAME

Batch No.: Batch Size: packs
Cepia Np: HIEu028 Po3smMip cepii: 15200 YIIAKOBOK
MIg. Date: | ;) 2020 . . ExpiryDate: | \001
HaTa Bupobunurna; Jlara saxinvenns Tepminy npuxaTHocTi:
Registration Certificate: Valid up to:
Peecrpaniiine nocpiguensn; UA/3061/02/02 Hificue po: 12.06.2022
Manufacturer | Unique Pharmaceutical Laboratories (a division of J. B.
name: | Chemicals & Pharmaceuticals Ltd.) License No.: G/1430
Halimenyranus | JOnix dapmaceiornican Jaboparopis (simpinenns pipmu Jigemsia No:
BupoGuuKa: | «[Ix. B. Kemixans eua PapMachioTHKans JTa.»)
Location: | Plot No., 215-219, G.LD.C., Industrial Area, Panoli - 394 116, Dist, Bharuch, India
Micuesuaxomxenns: | Tinmauka No 215-219, Xxi. A, Jii. Ci. Inpacrpian Epia, Manoni - 394 116, OKpyr bxapyx,
Tunin
Conclusion on confirmation of GMP Certificate No.: dated
L Bucnosox mono ninrsepmxenns ceprudikary HBIT Ne; 231/2020/C-604 Bi i
Analysis procedure results /
Pesynvraru nposenennsn AHATIZY
Sr. QUALITY METHODS OF !
N. PARAMETER/ SPECIFICATION/ CONTROL/ RESULTS/
INent MOKAIHUKHN BAMOI'H MK S METOIN PE3YJIBTATH
n AKOCTI KOHTPOJIO .
1. | Description White to yellowish-white capsule shaped p. 1 MQC, Yellowish-white capsule
film-coated tablets, scored on one side. (visually) shaped film-coated tablets,
scored on one side.
Onuc Tabnerin y popmi kancyu, skpuri mn 1 MKJ, Tabnerku y dpopwmi
M1BKOBOIO 0G0NOHKOI0, 3 PHOKOIO 3 (Bisyannno) KaICYJ1, BKPHUTI MIIBKOBOLO
oanoro Goky, bix 6inoro Ao xoBTyBaTO- 06ONOHKOI, 3 PHCKOIO 3
6inore xonsopy. U HI ORHOTO GOKY, KOBTyBATO-
J\g“ ' 611010 KOIBOpY.

@ Registered Office:
Neelam Centre
B Wing, 4th Floor
Hind Cycle Road
Worli, Mumbai - 400 030

@ Corporate Office:
Cnergy IT Park
Unit A2, 3rd Floor
Unit A, 8th Floor
Appa Saheb Marathe Marg

¥ Factory:
Plot 215 to 218, GIDC Industrial Estate
Parnoli - 384 116, Gujarat
L (02646) 272472 /784 /304 / 783/335
A (02646) 272 373, 272 303

L +91 22 2439 5200 / 8500

B +9122 2431 5331 / 5334

& info@jbepl.com

@ www.jbcpl.com
CiN: L24390MH1978PLCO19380

@ joepl.panoli@jbepl.com Prabhadev, Mumbares00025™ e
g \ [2719 CEPTMDIKAT
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UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

Certificate No,: Page 2 of 5
L Cepruiikar Ne: l 10FP20004940 Crophiics 2 ;}
2, | Identification; The retention time of the principal peak in | p. 2 MQC,
HPLC the chromatogram of the test solution HPLC USP,
corresponds to the retention time of the monograph Complics
principal peak in the chromatogram of the “Ciprofloxacin,
_; standard solution {«Assay»). tablets”, method A
| TLC Ry of the principal spot in the TLC USP,
chromatogram of the test solution monograph Complios
corresponds to R¢of the principal spotin | “Ciprofloxacin, P
. the chromatogram of the standard solution, tablets”, method B
Lnenudixanis; Yac yrpuMyBaHHA ronoBHOrO niky Ha n. 2 MK4,
BEPX Xpomarorpami po3unnny, mo BEPX @, CLLA,
ROCMDKYETBCA CHIBIIANAE 3 YacOM MOHOrpadin Bhuasinss
YTPHUMYBaHHs rONOBHOIO NiKa Ha «Lfunpognokcary
XpOMATOrpaMi po3THRY CTAHAAPTY. HH TabneTkHy,
(«Kinsxicre BH3HAYCHHAR). Merox A
TIIX 3naucunn R rososrol wismn na TIIX &. CLA,
' XpOMAaTorpaMmi po34uRy, 1o MoOHorpagis
MOCTiDKYETLCA, BiANOBIAGE IHIICHHIO R¢ | «llunpodnokcaun Bimmosigae
TONIOBHOI MIIAMK H& XPOMATOrpami H Tabnerxmy,
PO34HHY cTaHnapry. meton B
3. | Average tablet weight | 815 mg + 5% p. 3 MQC,
BP, XII C 817.08 mg
Cepenns maca 815 mr+ 5% m 3 MK4,
TaGneToK B, XII C 817,08 ur
4. | Uniformity of weight Individual weight of not more than two p. 4 MQC,
tablets may deviate from the average BP, XIIC, 2 Complics
weight for not more than 5%; individual
weight of any tablet does not deviate from
the average weight for not more than 10%.
Onropiguicrs Macn IanuBinyansna Maca ve 6inbme wik meox | m 4 MKJ,
TabneTok Moxce BimXuTTHCR Bi B, XIIC, 2 .
Ccepennboi Mac He Ginbie Hix Ha 5%; . Biznosinas
iHuBinyansHa Maca 6ynb-1k0i TabneTKI
HE BiIXMISETRCA Bin CEPERNLOT Macu
Binsur Hixk na 10%.
5. | Uniformity of dosage | For 10 tablets: Acceptance value <15.0; p. 5 MQC,
units For 30 tablets: Acceptance value should be BP,XIIC, 4 3
2.9%

(on 10+20 tablets)

<15.0, and ciprofloxacin content in none
of the tablets should be less than 0.75M
and more than 1.25M

¥ Factory:

Plot 215 to 219, GIDC Industrial Estate
Panoll - 394 116, Gujarat
L (02646) 272 472 / 784 / 304 / 783 /335
A (02646) 272 373, 272 303
@ jbeplpancli@jbepl.com

? Registered Office:
Neelam Centre
B Wing, 4th Fioor
Hind Cycle Road
Worli, Mumbai - 400 030

® Corporate Office:
Cnergy IT Park
Unit A2, 3rd Floor
Unit A, 8th Foor

¢ +91 22 2439 5200 / 5500
A +91 222431 5331 / 5334
B Info@jbepl.cam
O www. jbepl.com




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

Certificate No.: Page 3 of 5
[ Ceprudiicar No: 10FP20004940 Cropinka 3 15
OnHopinnicts Hns 10 Tabnerok: Mpuitmansie dnono n. 5 MK3, T
JO30BANUX OAHHHLE <15,0; BO,XIIC, 4
(na 10420 rabnerxax) | Mns 30 Ta6nero: npuiMansHe Yucno Mae 2,9%
6yru 15,0, a BMmicT wHrpodroxcaunHy B
WOJHIA 3 TabIeToK He Mmae By™i Merue,
X 0.75M Ta Ginsime, Hix 1.25M
6. | Dissolution, in 30 min | Not less than 80% (Q) of ciprofloxacin p. 6 MQC, USP,
labelled claim monograph 98 %
“Ciprofloxacin, °
tablets”
Posunnenns, He memm nix 80% (Q) »ix sasnaveroro | m. 6 MKH, @,
yepes 30 xg Ha erukerni Hanpognoxcaunyy CLIA, MoHorpaodis 98 %
«Iunpodnokcamm
H, TabNeTRHY
7. | Impurities (degradation p. 7 MQC,
products): BP, monograph
Impurity ciprdfloxacin Not more than 0.5% “Ciprofloxacin, 0.04 %
C-ethylenediamine tablets”
analogue);
Any unidentified Not more than 0,2% 0.00 %
impurity;
Total unidentified Not more than 0.5% 0.00 %
impurities (other than
Homimku (mponyxry n. 7 MKA,
posnany): B®, MoHorpadis
nomimxa C- He 6inbiuc 0.5% «Qunpodmoxcanm 0,04 %
CTHIEeHAIaMIHOBHH H, TabneTkn»
aHaJIor
uunpognokcaunny);
OV He 6imowe 0.2% . 0,00%
HelneHTHdikoBaHa :
AoMilxa;
;Zﬁ‘;‘;’;’mimwm He Ginsme 0.5% 0,00 %
sominmku (inwi mix C)
8. | Assay: At the release: 95.0 % to 105.0 % from p. 8 MQC,
Ciprofloxacin ciprofloxacin labelled claim, i. ¢. 475 to | HPLC
325 mg / tablet USP, monograph 50‘21%30%15/ g/f ?m
During shelf life: 90.0 % to 110.0 % from “Ciprofloxacin,
ciprofloxacin labelled claim, i. e, 450 mg | tablets”

to 550 mg / tablet

¥ Factory:

Plot 215 to 218, GIDC Industrial Estate

Panoli - 394 116, Gujarat

$ (02646) 272 472/ 784 / 304 / 783 / 335

A (02646) 272 373, 272 303
@ jbepl.panoli@jbepl.com

? Registered Office:
Neslam Centre
B Wing, 4th Floor
Hind Cycle Road

Worli, Mumbai - 400 030 Appa Saheb

Prabhadevi, Mu

® Carporate Oftice:
Cnergy IT Park
Unit A2, 3rd Ficor
Unit A, 8th Floor

M
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C +91 22 2430 5200 / 5500
R +81 222431 5331 / 5334
@ info@jbcpl.com
Q@ www jhepl.com
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UNIQUE PHARMACEUTICAL LABORATORIES

®

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

Certificate No.: Page 4 of 5
Cepradixar Ne: 10FP20004940 Cropinka4 35
Kinskiche Ha momenm sunycxy: 95.0 % - 105.0 % n. 8 MK/,
BU3HAYCHHA: BiR 3a3HaYEHOr0 Ba eTHkeTn] BEPX
Hunpognoxcauun LHIpodoKkeaunty, 106to 475 — 525 mr / | ®.CHIA, ‘ 504.33 wrirabaerxa
Tabnerka MOHOIpatisn (100,87 %)
Ha npomssi mepMiny npudamunocmi: 90.0 «unpodnoxcann !
% - 110.0 % Bix 3a3Hauenoro na ©THKeTUI | H, TabneTku
uunpodioxcauuny, ro61o 450 Mr — 550
Mr / TaGieTka
Microbial purity: p. 9 MQC,
Total aerobic microbial | Not more than 10° CFU/g USP, Ph. Eur., Complies
count Bpx*
(TAMC)
Totalt yeast and moulds | Not more than 102 CFU/g Complies
coun
(TYMC)
Escherichia Ci)]l Absence in 1 g Complies
Mikpo6ionoriuna n. 9 MKA,
YUCTOTA; ®. CLIA, €rp.
3aranbHa KinbKicTE He Gimsmre wix 10° KYO/r Dapm,, Gd* Bignosinae
acpobrux
MIKPOOPraHismis
(TAMC)
SATAMHR KIMMKICTS | o e 1P KY O Binnosizac
nicHABKX i
APDKIDKOBUX I'pubiB
(TYMC)
Escherichia coli . . . .
L Bincyrricts 8 | r Binnosinae
Labelling Should correspond to the requirements. Complies
Mapxysanns IMoBunno Binmosinaty suMoram, Bignosinae
Packaging Should correspond to the requirements of MQC. " Complies
ITakyBauns J ITounHO Bixnosinary BuMoram MKSL Binnosinae

* - current edition / niroue BHIAHHS

9 Fantory:

Plot 215 to 219, GIDC Industrial Estate

Panoli - 394 116, Gujarat

. (02648) 272 472 ( 784 / 304 / 783 / 335

R (02646) 272 873, 272 303
@ jbepl.panoli@jbepl.com

9 Rogisterad Office:
Neslam Centre
B Wing, 4th Floor
Hind Cycle Road
Worli, Mumbai - 400 030

9 Corparate Ofiice:
Cnergy IT Park
Unit A2, 3rd Floor
Unit A, Bth FIOOT e
Appa Saheb Marath,
Prabhadevi, Mumb,

L +51 22 2439 5200 / 5500
A +91 22 2431 5331 / 5334
@ Info@jbepl.com
Q@ www.jbepl.com

L
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UNIQUE PHARMAGEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

Certificate No.; Page 5 of 5
Cepradixar No; | 10FP20004940 Cropinka 535

1 hereby certify that the above information is authentic and accurate. This bateh of product has been man ufactured,
including packaging/labeling and quality control at the above mentioned site in full compliance with the GMP
requirements of the local Regulatory Authority and with the specification available in registration dossier. The batch
Pprocessing, packaging and analysis records were reviewed and found to be in compliance with GMP.

Lum 5 3aceiduyro, ugo nasedena suie Inghopmavin € docmoslproio ma mounoro. Lo cepito npodyxwii yno eupobneno
(6Kr104 @O NAKYBARHA/MAPKYBAHHR) ma Kormpons It akocmi na euwesasnavuenlli supobruyii Odinvruyi nposedeno y
roanii sionosionocmi 3 sumozam GMP, scmanoerenumu MICHEBUM PEYNRMOPHUM Opeanom, a maKosc 6idnosidne 0o
cneyugixayil, wo micmumscs ¢ peecmpayiiinomy docse. lpomoxonu eupobruymea, RAKyeanHa ma ananizis 6yno
REPE2NARYIMO M 6CM AR 08RO 6idnoelonicms GMP,

d Name | Mr. A.P. Shah j
Position of person authorising the batch release Sr. Manager QC

Ilplssume | v.p. AT1, [ax
TTocana ocobu, sika Bugada Do38in Ha BHIyCK cepil Crapmuii Menenskep 3 KOHTPOJIIO sikoeTi

Signature of person authorising the batch release
Hipgnuc ocobu, sxa Buxana gossin na BHIYCK cepil

Date of signature 16/01/2021
Jara nignucanus

@ Factory: 9 Registared Office: 9 Corporate Office: L +91 22 2439 5200 / 5500
Plot 2156 to 219, QIDC Industrial Estate Neelam Contro Cnargy IT Park R 4091222431 5331 /6334

Panoli - 394 118, Gujarat B Wing, 4th Fioor [ info@jbcp_lcqm
* (02648) 272 472/ 784 /304 / 7683 / 335 Hind Cycle Road Vipanm R W ibepl. comy
£ (02646) 272 878, 272 303 Worli, Mumbai - 400 030 e

Hagfg‘pl.cmgaao
@ jbepl.panoli@jbepl.com (/ i




HEPITIKCITY)XXBA
AEPXKABHA CJIYIKBA 3 TIKAPCHKHX 3ACOEIB TA KOHTPOJIO
3A HAPKOTUKAMH Y XAPKIBCBKIl OBJACTI

BYJ1. I'pomansncrka, 25, M. Xapkis, 61057, Ten/ake (057) 731 50 68,
e-mail: dls.kh@dls.gov.ua, https://www.dls.gov.ua, Kon CIIPTIOY 36985153

BHCHOBOK
PO fIKicTL BBe3eHOro B YKpainy Jikapchkoro 3aco0y
26.05.2021 Ne 29274/21/2011
NUITPODJIOKCAIIMH €BPO

{ualMenyBaHis nikapebkoro 3acoBy 3rinno 3 pecerpauiitmm NOCBITYCHHAM)
Ta0JeTKH, BKPUTI ILTIBKOBOIO 00010HK010, 10 500 Mr, o 10 Tadaerox y Guricrepi,
1o 1 6aicrepy y kopobui 3 kaprony

(dopma Bumycky, no3yeannus, s NakyBaHHA JiKapchKoro 3acoly)

Homep peectpauistnoro nocsimuenns UA/3061/02/02 CTPOK Aii peecTpauiiiHoro moceigaenns 12.06.2022
3

Cepis nikapeskoro zaco6y Ne PIK20023 Kinpkicrs Beeseroro nikapebkoro sacoby 8800 yri.
- FOwix dapmacsiorikan JlaGoparopis (simninenns Gbipmu "JIx. B.
Kemixans enn ®apmacbiotukans Jitn."), Innis
(HaliMeHyBaHHS BHPOGHHKA nikapcrKoro sacoby, kpaina TIOXOIKEHHS)
Bsesero B Vkpainy ToBapuctro 3 o6mexenoro BianosinanbHicTIO "Konapk Intenmen",

ineur. kon: 25182226

(HaitmenyBains Ta kox 3a C/IPTIOY opuananoi ocobu abo Npi3BuILe, iM'S, 110 6aTbkoBi disnysol
0coG - nianpuesMus, Ti Micue MpokuBaius Ta peecrpauiinuit Homep o6niKoBoT KapTKH MIATHYKa
nojatkis abo cepis Ta HoMep nacnopra)

Mporokoa sisyansHoro koutposo sin 26.05.2021 Ne 428/0/01.21-21/5/1.

3a  pesyibraTaMu  JEpXKaBHOIO KOHTPOJIIO  BCTAHOBJICHO, 110 JHKApChKMil 3aci6 BBe3cHO B Ykpainy 3
AOTPHMAHHSAM BuMOI 3aKOHOIABCTEA 1010 3a0€3MeYeHns AKOCTI JiKaPCHKUX 3acobis.

Ionopoxua JI.M.

(ininiany Ta npissue)

SN

T~ Yxpaing MiCTO x{iL}L%&"‘_ﬂ'
(20 CEPTUDIKATIB]

OMAPK IHTE n.w.u"&

3182226 ‘
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UNIQUE PHARMACEUT!BAI. LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

CERTIFICATE OF QUALITY
CEPTHOIKAT AKOCTI

Certificate No.:
Ceprudixar Nb:

10FP20005000

Page 1 of 5
Cropinka 135

Product name;
Hassa npoxywnii:

CIPROFLOXACIN EURO

NANPO®JNOKCAIIHH €BPO

Manufacturing country:
Jepxana-BupolEuK:

India
Inpis

Strength/potency:

Cuna mil/axTuBHICTYL:

1 tablet contains: 594 mg of Ciprofloxacin Hydrochloride that corresponds to
Ciprofloxacin 500 mg
1 Tabaerca micTrTs: 594 Mr mEIpodUIOKCAMAY rixpoxnopuny, o Biinosiaac

500 mr nEpogUIOKCAREY

Pharmaceutical form:
Jlikapenks opmas

film-coated tablets S00 mg
Tabnerxy, sxpuri nainxoso oforonKo0, M0 SO0 MT

Type and size of packaging:

Buj i po3Mip ynaxosxu:

10 tablets in a blister; 1 blister in a cardboard box with Ukrainian and English
labeling
no 10 TaGaerox y Gaicrepl; mo 1 Gaicrepy y xopobui 3 KapToRY 3 MapKyBaHHAM
yipaicbx00 TA aRrNifcLKOI0 MOBAME

Batch No.:
Cepig Ne:

PIK20026

Batch Size:
Poamip cepii:

19200

packs
YRAKOBOK

Mig. Date: | 1, 2059

Expiry Date:

JaTta BRpoGHENTBA:

Jiars aaxindenHR TEPM

NpEAATHOCTI:

10/2023

Registration Certificate:
Pecerpauiiine nocsiawenns:

UA/3061/02/02

Valid up to:
Jlifcue xo;

12.06.2022

Manufacturer
name:
HailiMenypanus
supobuuka:

Unique Pharmaceutical Laboratories (a division of J. B.
Chemicals & Pharmaceuticals Ltd.)
IOnix ®apmacsioTaxan Jaboparopis (sinninenns gipmu
«Jla. B, Kemixam enj Gapmacsioruxans JIva.»)

License No.:
Jlinensin Ne:

G/1430

Location:
Micne3HaxoMKeHHA:

Tnnis

Plot No. 215-219, G.LD.C., Industrial Area, Panoli - 394 116, Dist. Bharuch, India
Tiasaica N 215-219, Joxd. Ait. Ji. CL Inpacrpian Epia, Hanoal - 394 116, oxpyr Bxapyx,

Conclusion on confirmation of GMP Certificate No.:
BacuoBok moao sixrsepuxenns ceprudixary HBIT Ne: Bin

231/2020/C-604

dated

14.07.2020

Analysis procedure results /
PeayabTRTH HpPOBEACHES aHANIZY

Sr. QUALITY

N. PARAMETER/
Nen NOKA3ZHUKH
n AKOCTI

SPECIFICATION/
BAMOI'M MK

METHODS OF
CONTROL/
METO/HA
KOHTPOJIIO

RESULTS/
PE3YJBTATH

1. | Description

White to yellowish-white capsule shaped
film-coated tablets, scored on one side.

p. 1MQC,
(visually)

Yellowish-white capsule
]shaped film-coated tablets,

scored on one side.

Omuc

Tabnerxa y dopui xancys, Bkputi
[WIIBXOBOK OGOIOHKOIO, 3 PUCKOIC 3
opuoro 6oky, Bix 6inoro X0 MKOBTYBATO-

n. 1 MK,
(nizyanHO)

Tabnerxu y dopmi

[KATCYJI, BKPUTI IU1iBKOBOIO
0B0NOHKOI0, 3 PHCKOK) 3

Hinoro KonLOpY.

OXHOrO DOKY, XKOBTYBATO-
Ginoro K0JL0py.

»
&

P
)
5
e CMunEA R D
=
S\ 00 )
S

Y;‘-u oY)
WKl
\r“‘ &

)

9 Factory:

Plot 215 to 219, GIDC industrial Estate
Panoli - 394 116, Gujarat
¢ (02646) 272 472 / 784 /304 ) 763 / 335
& (02646) 272 973, 272 303

@ jbepl.panoli@lbepl.com

2, %
AT
v k)

@ Registered Office:
Neslam Cantre
B Wing, 4th Floor
Hind Cycle Road
Worli, Mumbai - 400 030

te Office:

Crargy {T Park
Unit A2, 3rd Floor

¢ +91 22 2439 5200/ 5500

R +91 22 2431 5331 /5334

@ infa@jbcpl.com

Unit A, 8th FIOOE oo W JDCDLCOM.-

ol L243

976PLCO19380
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UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

Certificate No.; Page 2 of §
Ceprudlxar Ma; | 10FP20005000 Cropinxa 235
2. | Identification: The retention time of the principal peak in | p. 2 MQC,
HPLC the chromatogram of the test solution HPLC USP,
corresponds to the retention time of the monograph Complies
principal peak in the chromatogram of the | “Ciprofloxacin,
standard solution («Assay»). tablets”, method A
TLC R of the principal spot in the TLC USP,
chromatogram of the test solution monograph Comoli
corresponds to Reof the principal spotin | “Ciprofloxacin, RIS
the chromatogram of the standard solution. | tablets”, method B
InenTrdixaris: Yac yrpuMyBaHES rOJOBHOTO MKy HA n. 2 MK4,
BEPX XpOMATOIpaMi pOISHHHY, IO BEPX @. CHLIA,
DOCHIDKYETHCA CIIBIANAE 3 H4COM MoHorpadis T
YTPHMYBaHH#A FOJIOBHOTO MiKa Ha «umpodnoxcats VRGORAE
XpOMaTorpaMi poIdHKEY CTAHAAPTY. MH TabneTxkny,
(«KinbxicHe BU3HAYCHHAN). METON A
TIIX 3uagenns Ry ronosuol ruzmsu 1a TIIX ©. CUIA,
XPOMATOTpaMi PO3IdHHY, IO MoHorpabis
i AOCTIMKYETHCH, BiANOBiMaE 3navennio Ry | «Llunpoduoxcauy Binnosinae
rONOBHOT IUIAMKE Ha XPOMATOrpaMi H tabneTxim»,
PO3YHHY CTAHAAPTY. meron B
3. | Average tablet weight | 815 mg +5% p- 3 MQC,
BP, XII C 816.29 mg
Cepenna maca 815 Mr£ 5% n. 3 MK,
TabneTox bd, X1 C 816,29r -
4. | Uniformity of weight | Individual weight of not more than two p. 4 MQC,
tablets may deviate from the average BP,XNIC,2 Complies
weight for not more than 5%, individual =
weight of any tablet does not deviate from
the average weight for not more than 10%.
OnnopinnicTs Macy InpupinyansHa Maca se Ginsime Hix asox | n. 4 MKJ,
TaBIeTOK MOKE BIIXHIATHCS BIX B, XIIC, 2
cepeaHbol MacH He Ginbme Kix Ha 5%, . ;
innuBigyansua Maca Oyms-axof TabmeTxn » Bimosizae
HE BIIXUNAETHCS Bl CEPEAHBOI MacH
Ginbw uix Ha 10%.
5. | Uniformity of dosage | For 10 tablets; Acceptance value <15.0; [ p. S MQC,
units For 30 tablets: Acceptance value should be| BP, XII C, 4
(on 10+20 tablets) <15.0, and ciprofloxacin content in none 2.9%
of the tablets should be less than 0.75M
and more than 1.25M

9 Factory: 9 Registered Offica: @ Corporate Office:
Piot 215 to 219, GIDC industrat Eslate Nestam Centre Cnergy (T Park
Pancli - 394 116, Gu|arat 8 Wing, 4th Floor Unit A2, 3rd Floor

L (02646) 272 472 /784 /304 / 783 / 335 Hind Cycie Road Unit A, 8th Floor

& (02646) 272 373, 272 303 Worli, Mumbai - 400 030 Appa Saheh Marat

@ jbopl.panoli@jbepl.com Prabhadevi, M

|

L +91 22 2438 5200/ 5500
& +91 22 2431 5331 /5334
@ info@jbepl.com
@ www.jbcpl.com

g, CIN: L24390MH1976PLCOTE380

icT0




UNIQUE PHARMACEUTICAL LABORATORIES

&
.‘ A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

Certificate No.: Page 3 of 5
Cepradixat No: 10FP20005000 Cropieka 335
Onsxopinnicts Jing 10 raGrerok: [Mpuiivansne uucno n. 5§ MK,
I030BAHMX ORMHULIL <15,0; B, XIIC, 4
(Ha 10+20 Tabnetkax) | Jinz 30 Tabnerok: mpuiMATLHE IHCIO MAE 2,9%
6yn £15,0, a BMiCT HEMPOPNOKCAUMHY B
A#OMHiT 3 Ta6nerox He Mae GyTd Mexwe,
nixk 0.75M Ta Gineme, Hix 1.25M
Dissolution, in 30 min | Note less than 80% (Q) of ciprofloxacin | p. 6 MQC, USP,
labelled claim monograph 99 9%
“Ciprofloxacin, ?
tablets”
Po3urHeHHA, He menmr Hix 80% (Q) sin 3asuaderoro | n. 6 MK, @.
gepes 30 xB Ha eruxeryy Iunpodnoxcammmy CUIA, MoHOrpapix 99 %
«llanpotokcaum ¥
H, TabneTkm
Impurities (degradation p. 7TMQC,
products): BP, monograph
Impurity ciprofloxacin | Not more than 0.5% “Ciprofloxacin, 0.04 %
C-¢thylenediatine tablets” '
analogue);
Any unidentificed Not more than 0.2% 0.00%
impurity;
Total unidentified 9
paritios (ot thin &) oS rere han e il
Jlomimxy (NpORYKTH n. 7 MK,
poanany): B®, mouorpadis
nomimgka C- He Ginsme 0.5% «Llunpognoxcany 0,04 %
eTraeHziaMinoBult H, TabneTxH»
aHanor
uunpodaokcanuny),
Symeies He Ginme 0.2% 0,00 %
HeifeHTudikoBaHa
JOMIIIKa;
o mpixonani | He Gimsme 0.5% 4 000%
nowmitky (immi wix C)
Assay: At the release: 95.0 % to 105.0 % from p. 8 MQC,
Ciprofloxacin ciprofloxacin labelled claim, i. ¢. 475 to | HPLC ;
525 mg / tablet USP, monogrsph | (1023590
During shelf life: 90.0 % to 110.0 % from “Ciprofloxacin, '
ciprofloxacin labelled claim, i. ¢. 450 mg | tablets”
t0 550 mg / tablet
Kinskicne Ha momerm sunycky: 95.0% - 1050% | m. 8 MK4, 511,53 Mr/rabnerka
BH3HAYCHHA: Biz 3a3HAYEHOTO HA CTHKCTIH BEPX (102,31 %)
[unpodnoxkcanus vmpodnokcauuy, To610 475 ~ 525 Mr/ | @, CHIA, ’
TabNeTKa MoHOrpadis '
&
¢ Factory: ® Registered Office: office: L +91 22 2439 5200 / 5500
Plot 215 to 218, GIDC Industrial Estate y IT Park R +91 222431 5331/5334
Panoli - 384 116, Gujarat B Wing, 4th Floor Unit A2, 3rd Floor @ info@jbcpl.com
« (02646) 272 472/ 784 /304 / 783 / 335 Hind Cycle Aoad Unit A, 8th Floar @ www.jbcpl.com

& (02648) 272 373, 272 303
@ jbepl.panoli@jbepl.com

worll, Mumbai - 400 030

>

Appa Saheb Marathe Marg... . ClN:-LPASBOMHTETEPLE019360
Prabhadevi, Mun“g
|




% UNIQUE PHARMAGEUTICAL LABORATORIES
‘ ‘ A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

Certificate No.: Paged of 5
Cepradlicar M 10FP20005000

Cropinkad 3 5
Ha npomssi mepminy npudamnocmi: 90.0 | «Ilanpodnoxcaum
% - 110.0 % Bix 3a3HAYEHOTO HA CTUKETH | H, TAORETHM»
uxnpoduiorcarmiy, 10610 450 Mr ~ 550
mr / Tabnerxa
9. | Microbial purity: p. 9 MQC,
Total aerobic microbial | Not more than 10° CFU/g USP, Ph. Eur,, Complies
count BP* .
(TAMC)
Totalt yeast and moulds | Not more than 10* CFU/g Complies
<oun
(TYMC)
Escherichia coli Absencein 1 g Complies
Mikpobionoriusa n. 9 MKA,
YUCTOTA! ®. CUIA, €sp.
3aragbHa KiNbKiCTh He 6inpiue ik 10° KYO/r ®apm., BO* Bignosizae
aepobuux
MIKpOOpraniaMis
(TAMC) °
3arakua KUILKICTS He 6Gimme ix 10* KYO/r Bianosizae
TJIICHABHX 1
ApiKIKOBHX TPpHOIB
(TYMC)
Escherichia coli i , .
Bincyrnicte3 1 r Bianopipac
Labelling Should correspond to the requirements of MQC. Complies
MapxyBsanHa Horunno BignoBigaTy Bumoramy MK Bianosinae
Packaging Should correspond to the requirements of MQC., Complies
TakyBanus IlosuuHo BianosigaTa sumoram MKA. Bignosinae

* - current edition / nirove BUAAHHA

1 hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labeling and quality control at the above mentioned site in full compliam"e with the GMP
requirements of the local Regulatory Authority and with the specification available in ugz'm'ado}i dossier. The basch
processing, packaging and analysis records were reviewed and found 1o be in compliance with GMP.

9 Factory: ? Registered Office: @ Corporate Otfice: ¢ +91 222438 5200 ) 5500
Plot 215 to 219, GIDC Industriat Estate Naelam Centre Cnergy IT Park & +91 2224315331 /5334
Panalt - 394 116, Qujarat B Wing, 4th Floor Unit A2, 3rd Floor @ info@ijbcpl.com

% (02646) 272 472/ 784 /304 / 783 / 336 Hind Cycle Road Unit A, Bth FIOOr e Q- WWWDEPEEOM ™ 1§

XL (02646) 272 373, 272 303 Worli, Mumbaj - 400 030 Appa Saheb uauﬁ'é /ua@ O Lmaommmm.eomsaa

@ jbept. panoli@jbepl.com Prabhadevi, Mul 400 025




UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

Certificate No.: - PageSof §
Ceprudixar Na: 10FP20005000 Cropinka 535

Llum 5 3aceiduyio, wo nasedena euwie ingopmayin ¢ docmosiproso ma mosnow. Lo cepiio npodyxyit byno supobreno
(6KAI04QIONY NAKYBAHRA/MAPKYEAHNR) MG KONIMPORy T AKoCME A Suule3asHANENiiE eupobnuyiii dinvnuni nposedeno y
noeniii eidnosionocmi 3 sumozam GMP, ecmaroenenumic MICHESUM PEZYIAMOPHIM OPZRHOM, G MAKOW 6I0n06IOH0 00
cneyupixayil, uo micmumsca e peccmpayiiinomy docve., llpomoxonu supobHUYMEa, RAKYSAHNA M ananizie 6yno
nepezianymo ma scmanosneno sionosionicms GMP.

Name | Mr. P.A. Makwana
Position of person authorising the batch release | Quality Control Manager
MNpissume | I1. A. Maksana
Nocana ocolu, Axa BwIRIa 103811 Ha Bunyck cepil | Menexxep Konrpoaio Sxocri

Signgture of person authorising the batch release
Miznnc ocobn, axa BugAiA Ko3sln Ha sumyexk cepil u/

Date of signature
Tiats nixmae 24/12/2020

9 Factory: L +91 22 2439 5200 / 5500
Plot 215 to 219, GIDC industrial Estate & +81 22 2481 5331 / 5334
Panali - 384 116, Qujarat @ info@jbcpl.com

L (02646) 272 472 / 784 / 304 / 783 / 335 Hind Cycle Road Unit A, 8th Flaor @ www.jbepl.com ...

A (02646) 272 373, 272 303 Worli, Mumbai - 400 030 Appa Saheb Marathe| a“r“d/"""“‘"“éw 390MH19760L.C019380

@ jbopl.panali@jocpl.com Prabhadevi, Mumbai 1 400. =




JEPXJIIKCITYXXKBA
JNEPKABHA CJYXKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO
3A HAPKOTHKAMM Y XAPKIBCBHKI OBJIACTI

BYJL, FpOMaMHCLKa; 25, M. Xapkis, 61057, ten/dake (057) 731 50 68,
e-mail: dls.kh@dls.gov.ua, https://www.dls.gov.ua, Kox €JIPIIOY 36985153

BUCHOBOK

Npo SAAKICTH BBE3eHOro B YKpaiHy JiKapchbKOro 3acoly

26.05.2021 Ne 29184/21/20

UNPO®JIOKCAIMH €BPO

(nabimeltyBaHtIf Nikapebkoro 3acoly 3rixHo 3 peccTpauiifHiuM MocBiAMEHHAM)
TaéaeTiku, BRpUT MIiBKOB0IO 060.10HK010, N0 500 Mr, mo 10 Tabaerox y 6aicrepi,
no 1 6JicTepy y xopo6ui 3 KapToHy

(opMa BunycKy, A03YBaHHs, BIUI NAKyBaHHA JikapCLKOTO 3acoly)

Howep peecrpanitinoro nocsimuenss UA/3061/02/02 crpok aif peectpauilinoro niocsixgenns 12.06,2022

+

Cepis nikapcskoro 3acoby Ne PIK20026 KinbkicTh BBE3€HOTO Jlikapcskoro 3acofy 382 yiI.
Bigpolgian IOnix ®apmacsiotrkan JlaGoparopis (simminenus pipmu "x. b.
Kewixans enn ®apmaceiotuxans JItn."), Inais
(HaliMeHyBaHs BypobHKKa Nikapeekoro 3acoby, kpaina MOXOMKEHHA)
Bae3eHo B YpaiHy TosapucTso 3 06MexeH00 BitnosinanbHicTio "KoHapK Inreamen'',

inenT. von: 25182226

(naiiMeryBannia Ta koa 3a CAPTIOY iopuauunoi ocobu aGo mpissuitie, iM's, 1Mo GaTbKoBi QisuuHOl
0coBH - MiAnpHCMusL, i Micue MPOXUBaHHS Ta peecTpauiiHui HoMep 06/1iKoBOT KapTKY TVIaTHHKA
noaaTkie a6o cepis Ta HoMep Macrnopra)

IpoTokon BiyansHoro kosTpomo six 26,05.2021 Ne 123/0/01.21-21/20/1.

JlaGopaTopHuit aHai3 AKOCT iKapCchKOro 3acoly 3NiHCHEHHH:

]

JlepiKaBHa HayKOBO-TOCII/IHA TafopaTopis 3 KOHTPOJIO AKocTi NikapehKux 3acobis JiepaBHOT
ycraHoBH "IHCTUTYT IrPOMAJICBKOTO 3/10POB'st im. O.M. Mapacesa HAMH Vkpainn" (M.Kuis,
sy ITonyxperka 50) '

(ajimerypatiis Ta Micue3tiaxoaxenis J1abopatopii, wo npoeeia naGopatopuui atanis AKOCTi)

BHCHOBOK IOZI0 SKOCTI JiKAPChKOro 3acofy, Bunanuii naoparopiewo six 18.03.2021 Ne 707

PesynbTaTh aGOPATOPHOro aHAN3y AKOCTI JikapebKoro 3acoby 3a MepeBipeHUMH MOKa3HIKAMU BiAMOBINAKOTE
BAMOTaM METOLIB KOHTPOJIIO AKOCT (aHANITHYHO-HOPMATHBHOT AOKYMeHTaLLT).

KOHTPONIO  BCTAHOBAEHO, WO JliKapcbKuil 3aci6 BBe3eHO B YKpaiHy 3

BCTBA 010 3a0e3neyYeHHs SKOCTi Aikapcbkux 3acolis.

[Topopoxua JL.M.

(iR ANY-TA-TIDI3BHILE)



JEPXJIIKCIIYXXBA
NEP)KABHA CJYKBA 3 JIIKAPCHKUX 3ACOBIB TA KOHTPOJIIO
3A HAPKOTHKAMH Y XAPKIBCHKII OBJIACTI

Bys1. [pomaasncska, 25, M. Xapkis, 61057, ren/dakc (057) 731 50 68,
e-mail: dls.kh@dls.gov.ua, https://www.dls.gov.ua, Kon €IPTIOY 36985153

BUCHOBOK
Npo SKiCTL BBE3E€HOTo B YKpaiHy JikapcbKoro 3aco0y
26.05.2021 Ne 29277/21/2011
HUANPO®JIOKCAIIMH €BPO

(HaliMellyBaHHA iKApChkoro 3aco0y 3riAHO 3 peecTpailiiiuM NOCBiAUCHHAM)
TabaeTKn, BKPUTI NAIBKOBOIO 060/10HK010, 10 500 Mr, mo 10 TabneTok y Gaicrepi, -
no 1 6Jicrepy y xopolui 3 KapToHy

(bopma Bunycky, A03YBAlIHS, BIA NAKYBAHHA Nikapcbkoro 3acoby)

Homep peectpauifttioro nocsimuenns UA/3061/02/02 crpok aii peectpauifinoro nocsirensa 12.06.2022
3

Cepis nixapeskoro 3acoby Ne PIK20026 KinbkicTs BRE3€HOTO Nikapcbkoro sacoby 18800 ym.

I0nix ®apmacsiotrkan JlaGoparopis (Bimninenns dpipmu "Ix. b.

BupobHuk . .
B Kemikans enn Papmaceiotikans Jita. "), Inpis

(ualiMeHyBaHIA BUPOGHHKA NikapchKOro 3aco6y, KpaiHa NOXOMKEHH)

BaeseHo B YkpaiHy Topapucrso 3 o6Mexenor BiamosifanbuicTio "Konapk Inrenmen",
inent, won: 25182226

(watimenysantis Ta koa 3a CJIPTIOY opuanuHoi ocoGu a6o NpissuiLe, iM's, N0 6aTbkosi QiznuHOT
0co6H - nianpuemis, 1 Micue NpoxcuBanHs Ta peecTpaltifinui HoMep 06NiKoBOT KAPTKH NNATHUKA
noaarkis abo cepis Ta HOMEP Nacnopra)

TpoTokon Bisyansoro kourpomo Bin 26.05.2021 Ne 428/0/01.21-21/8/1.

24
3a  pesyNbTATAMH [EPIKABHOCO KOHTPONK BCTAHOBNEHO, MO JIKAPCHKHHA 3aci6 mBe3eno B VYkpaiHy 3

JOTPUMAHHSAM BAMOT 3aKOHONABCTBA OO 3a6e3neuenHs AKoCTi Aikapchkux 3acobis.

N K
3acTynsu aW’@%q /% ITomoposxua JLM.
P 4 W)

P
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UNIQUE PHARMACEUTICAL LABORATORIES

‘ ‘ A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

CERTIFICATE OF QUALITY
CEPTHDIKAT JIKOCTI
Certificate No.: Page lof §
Cepradginar Ni: 10FP20005005 Cropinkal 35
Product name: | CIPROFLOXACIN EURO Manufacturing country: | India
Hassa npoayxuil: | IANPOOIOKCAITHH €BPO Jepxasa-supobauk: | Inals
Strength/potency: | 1 tablet contains: 594 mg of Ciprofloxacin Hydrochloride that corresponds to
Ciprofloxacin 500 mg
Cuna nii/axTupmicts: | 1 Tabuerxa micrurs: $94 Mr mEupodrorcauHay rinpoxaopuay, wo sianosinac
500 Mr nunpoduoKcANEHY
Pharmaceutical form: | film-coated tablets S00 mg

Jirkapcbka popmas

Tabnerky, BkprT wiiskosoio 060a0HK00, 0O 500 Mr

Type and size of packaging:

Bun i posmip ynaxoBxn:

10 tablets in a blister; 1 blister in a cardboard box with Ukrainian and English

labeling

no 10 Tabnerox y Guicrepl; me 1 Guicrepy y xopobui 3 xapTony 3 MapKyBaHHAM
yKpaiHchK010 Ta SRIHHCHK0I0 MOBSME

Micue3naxonuens:

Batch No.: Batch Size: packs
Cepin Ne: PIK20027 Poamip cepii: 19200 YISKOBOK
Mig. Date: Expiry Date:
Jara sBapolruuTaa; 11/2020 Hara 3axin-teunn Tepminy npaasTaocTi: 10/2023
Registration Certificate: Valid up to:
Peccrpaniiine nocBixuennn: UA/3061/02/02 Jikicne mo: 12.06.2022
Manufacturer | Unique Pharmaceutical Laboratories (a division of J. B.
name: | Chemicals & Pharmaceuticals Ltd.) License No.: G/1430
Halmenysanus | JOnix ®apmacsiornian Jasoparopis (sinalnenss gpipma Jinensin Ne:
supobnuka: | «Lw. B. Kemixans enn Gupuackomaxard JITA»)
Location: | Plot No. 215-219, G.L.D.C., Industrial Area, Panoli - 394 116, Dist. Bharuch, India

Jinsmics Ne 215-219, ad, At Ji. CL Inxacrplan Epia, anoni - 394 116, oxpyr bxapyx,

A {02648) 272 373, 272 303
@ jbepl.panoli@jbepl.com

Worll, Mumba! - 400 030

N/b

mm@HAPK \HTLﬂMt

Innin
Conclusion on confirmation of GMP Certificate No.: dated
BucHoBox uxogo nixrsepmuxenns cepradixary HBIT Ne: 231/2020/C-604 Bl 14073020
Analysis procedure results /
Pe3yabTaTH NPOBEACHHS ARATITY
Sr, QUALITY METHODS OF &
N, PARAMETER/ SPECIFICATION/ CONTROL/ RESULTS/
INen/|  TTOKASHHKH BHMOI'M MKA METOHA PE3YJILTATH
n AKOCTI KOHTPOJIXO .
1. | Description White to yellowish-white capsule shaped | p. 1 MQC, Yellowish-white capsule
film-coated tablets, scored on one side. (visually) shaped film-coated tablets,
scored on one side.
Onue Tabnersn y popmi xancys, BKpuTi n. | MK4, Tabnetxn y popmi
ITBKOBOIO O00JIOHKOI0, 3 PHCKOIO 3 (BisyanuHo) IKAIICyJ1, BKPUTi NIIiBKOBOIO
oxHoro 6oxy, Big 6L0ro Ao XOBTYBATO- 06ONOHKOI0, 3 PHCKOIO 3
6inoro xonsopy. omuoro 6OKy, JKORTYBaTO-
6110T0 KQJILOPY.
i
0
9 Factory: 9 Registered Office: t +91 22 2439 5200 / 5500
Plot 215 to 219, GIDC Industrial Estate Neglam Centre 431 5331 /5334
Panoli- 394 116, Gujaret B Wing, 4th Ficor goom
L (02646) 272 472/ 784/ 304 / 783 / 398 Hind Cytle Road
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UNiﬂUE.PHARMACEUTICAL LABORATORIES

A Division of J. B, CHEMICALS & PHARMACEUTICALS UMITED

Certificate No.: Page 2 of 5
Ceprudpixar J: 10FP20005005

Cropinka 235
Identification: The retention time of the principal peak in | p. 2 MQC,
HPLC the chromatogram of the test solution HPLC USP,
corresponds to the retention time of the monograph Complies
principal peak in the chromatogram of the | “Ciprofloxacin,
standard solution («Assay»). tablets”, method A
TLC R¢ of the principal spot in the TLC USP,
chromatogram of the test solution monograph Comlies
corresponds to Ryof the principal spotin | “Ciprofloxacin, P
the chromatogram of the standard solution. | tablets”, method B
Inenrndikanis: Yac yTpHMYBaHHA FONOBHOTO IIKY Ha n. 2 MK4,
BEPX XpOMATOrpaMi POIUHHHY, 10 BEPX @. CIUA,
DOCHUDKYETECA CIBIANAE 3 YACOM MOHOrpadis Bimosinac
YTPYMYBAHHS rOJIOBBOIO ITiKa HA «Uunpodnoxcany
XPOMAaTOrpaMi pO3YNHy CTaHORPTY. HH Tabnerkuy,
(«KinskicHe BH3HAYECHAM). MeTol A
TWX 3naweHHa Ry ronosHol nnamu Ha THIX @. CHJA,
XPOMATOrpaMi po3dMHy, o Mmonorpagis
L HOOCHIIKYETECH, Binosinac 3nadennio Ry | «(funpodmoxcauu Bipnosinae
roJIOBHOY IUIAMM HA XPOMATOIpaMi H Tabnersuy,
DO3TUHY CTAHAAPTY. Meton B
Average tablet weight | 815 mg+ 5% p. 3 MQC,
BP, XI1C 814.72 mg
Cepenna maca 815 Mr£ 5% n 3 MK4,
TaBJeTox bO, XII C 814yl wr
Uniformity of weight | Individual weight of not more than two p. 4 MQC,
tablets may deviate from the average BP, XIIC,2 Complics
weight for not more than 5%; individual p
weight of any tablet does not deviate from
the average weight for not more than 10%.
OnHopinuicTs Macy InpnsimyarsHa Maca He Oinbme Hix asox | m. 4 MKA,
TabJIETOK MOXKE BITXWIATHCS Bill B, XIIC, 2
cepenHbol MacH He Ginbiue Hix Ha 5%; Biznosiac
iHnuBiRyanBHA Maca Gyap-sKol TabneTkn
HE BiIXHIAETHCA BiX cepequbol Mack
binem Hix na 10%.
Uniformity of dosage | For 10 tablets: Acceptance value <15.0; | p. S MQC,
units For 30 tablets: Acceptance value should be| BP, XII C, 4
(on 10+20 tablets) <15.0, and ciprofloxacin content in none 2.8%
of the tablets should be less than 0.75M
and more than 1.25M

S

¢ Factory: ¥ Registered Office: ? Corporate Office: L +91 22 2439 5200 / 5500
Plot 215 to 219. GIDC Industrial Estate Neolam Centre Cnergy IT Park A 491 22 2431 5331 / 5334
Panoli - 394 116, Gujarat B Wing, 4th Floor Unit A2, 3rd Floor @ info@jbepl.com

\ (02646) 272 472 /784 {304 / 783 / 335 Hind Cycle Road Unkt A, 8th Floor Owww)boplcom
£ (026486) 272 373, 272 303 = BPEC
@ jbepl.pancli@jbepl.com

Worli, Mumbai - 400 030 Appa Ssheb Marathe Marg 2019360~
Prabhadwi, Mm'm ..‘:.“ YK:)dqu MiCTO Xapkis Il
j (ﬁ% [ans CEPTMchATaB]
| TOB "KOHAPK IHTENMEL”
A Ne5182226
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UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B, CHEMICALS & PHARMACEUTICALS LIMITED

Certificate No.: Page 3 of §
Ceprudixar Ne: HERZL80%05 Cropinka 335
OunHopinnicTs Lo 10 rabnerox: [pulimansae ancno . 5 MKA,
JIO30BAHHX ONMHHIE <15,0; B, XI1C, 4
(na 10+20 rabnerkax) | s 30 rabnerox: mpuiiManbHe TUCIO MAE 2,8%
Oy £15,0, a BMicT wntpodnoKcapHy B
KOAHIK 3 Tabnerok He Mae OyTr MeHme,
pix 0.75M Ta 6ixeime, mix 1.25M
Dissolution, in 30 min | Note less than 80% (Q) of ciprofloxacin | p. 6 MQC, USP,
labelled claim monograph 99 %
“Ciprofloxacin,
tablets”
PosarHenns, He menm six 80% (Q) Bia sasnagenoro | m. 6 MKS, @.
wepes 30 xB na etketni Lnnpodmokcauuny CLUA, MORorpadJle 99 %
«Tumpodnoxcaum
o, TabNeTKID?
Impurities (degradation p. 7MQC,
products): BP, monograph
Impurity ciprofloxacin | Not more than 0.5% “Ciprofloxacin, 0.04 %
C-cthylenedidimine tablets”
analogue);
Any unidentified Not more than 0.2% 0.00 %
impurity;
Total unidentified o 0
Simpurities (ofhértian €], T0F mere dian 0.5% L
Homimku (mpoxyxTH n. 7 MK4,
posnany): B®, monorpagis
nominka C- He Gineme 0.5% «ympodnoxcaim 0,04 %
eTHIICHIGaMIHOBHH H, TabneTKI»
AHANIOT
LHTIPO(IOKCALHY);
Symp-ama He 6imme 0.2% 0,00 %
HeinenTudikoBana
JOMILuKa,; '
fx}:i\;ip:rluq)ixoaaﬂi He Gixswe 0.5% . e
somimky (irmi gk C)
Assay: At the release; 95.0 % to 105.0 % from p. 8 MQC,
Ciprofloxacin ciprofloxacin labelled claim, i. e. 475 to HPLC ;
525 mg / tablet USP, monograph ’ lﬁﬁ‘;’iﬁ’;ﬁ?‘”
During shelf life: 90.0 % to 110.0 % from | “Ciprofloxacin, '
ciprofloxacin labelled claim, i. ¢. 450 mg | tablets™
to 550 mg / tablet
Kinbxiche I-{a Momerm eunycxy: 95.0 ‘V? -105.0% n. 8 MKSL, 512,42 Mr/abnerka
BH3HAYCHHS! BiJl 383HAYEHOIO HA CTHKCTLH BEPX (102,48 %)
Hunpoduoxcauss mrnpoduiokcanmny, 10610 475 - 525 Mr/ | ©. CIIA, ’
Taberxa MoHorpadis
P
\J
Wi
9 Fuctory: Otfice: L +01 22 2439 5200/ 5500
Piot 215 to 219, GIDC Indusgtrial Estate Cnargy IT Park & +91222431 5331 /5334
Panali - 384 118, Qujarat Unit A2, 3rd Floor @ info@jbepl.eom
\ (02646) 272 472 / 784 / 304 { 763 335 Hind Cycle Road Unit A, 8th Floor @ www.bcpl.com
R (02848) 272 373, 272 303 Worli, Mumbai - 400 030 Appa Sgheb Marathe Marg CIN: 124390MH16876PLC016380

@ joepl.panali@jbcpl.com

Prabhadevi, MUVWS “Ykpaina M
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UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

Certificate No.: Paged of 5
Ceprudixar Ne: 10FP2 Cropinka 435
Ha npomasi mepminy npudamnocmi: 90.0 | «lunpodnoxcauy
% = 110.0 % Bix 3a3HAYCHOr0 HA eTHKETHI | H, TabeTKA»
uunnpodroxcaryny, 10610 450 Mr — 550
mr / rabnerka
9. | Microbial purity: p. 9 MQC,
Total acrobic microbial | Not more than 10° CFU/g USP, Ph. Eur,, Complies
count BP*
(TAMC)
thtxilt yeast and moulds | Not more than 10° CFU/g Complies
(TYMC)
Escherichia coli Absenceinl g Complies
Mixpo6ionoriana n. 9 MK4,
YUCTOTA! &. CHIA, €np.
3aranbHa KiIbKICTS He 6insme nixk 10° KYO/r Qapm., BO* Binnosinac
acpobrux
MIKpOOpPraHizMip
(TAMC)
SATAILHE KUIRKICTS He 6insime nix 10° KYO/r Binnosinae
MCHABKX
ApiKIKOBUX rpHbiB
(TYMC)
Escherichia coli .
BigcyrHicTs B 1 T Binnosinae
Labelling Should correspond to the requirements of MQC. Complies
MapxyBaBus [oserAo BignosinaTs srMoraM MK, Bixnosinae
Packaging Should correspond to the requirements of MQC., Complies
Iakysanus ITosnuuo Bianosinark BuMoray MKSL. Bianosinae

* . current edition / xixode BHIAHKA

1 hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labeling and quality control at the above mentioned site in full compliance with the GMP
requirements of the local Regulatory Authority and with the specification available in registration dossier. The batch
processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

W
v
Uiy
E;\(m & p»*( ¢
e ey
7” *
9 Factory: ? Reglstered Office: Office: L +91 22 2438 5200 / 5500

Plot 215 to 219, GIOC Industrial Estate Neelam Centre Cnergy IT Park & +91 22 2431 5331 / 5334
Panoli - 394 116, Gujarat B Wing, 4th Floor Unit A2, 3cd Floos @ Snlo@{bcpl com

¢ (02646) 272 472 | 784/ 304 ) 783 / 335 Hind Cyole Road Unit A, 8th Floor ; — wnLibepl.com .
A (02646) 272 973, 272 303 Worli, Mumbai - 400 030 Appa Saheb Marathe Ma 3 cm wmmmwm
& Jbopl.pancii@jbepl.com Prabhadevi, Mumbai - &
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UNi(lUE PHABMACEUTICAL LABORATORIES

A Division of J. B, CHEMICALS & PHARMACEUTICALS LIMITED

Certificate No.: Page Sof §
Cepradlixar Ne: 1RFPZ000S00S Cropiuka 535

Lum A 30c8id4pio, 40 Rasedena eususe ingopmayin € docmosiprois ma mounosw. Lo cepito npodyxyit byno supobneno

(SKNIORAIONU RAKYBANHR/MAPKYSarns) ma Koxmpons ¥ axocmi ua euuesasnaveniii supobuuuli dinonuul nposedeno y

noenii sidnogionocmi 3 sumozarm GMP, 6CrnaHOBIERIMYU MICKEOUM PEZPRRIBOPHUI OPZAKOM, & MAKOMHC sidnosiono do
cneygupixayll, uo micmumocs 6 peccmpayiiinomy docve. Hpomoxonu supobruymed, nakysanna ma ananisie Gyno

nepeznAKymo ma scmanoeneno sionosionicnms GMP.

Name | Mr. P.A, Makwana
Position of person authorising the batch release | Quality Control Manager
Mpizsume | II A. Maksana
Mocana ocobu, ska BHARIA A03BA Ha BrIycKk cepii | Menenxep Konrpomeo Hxocri

Signature of person authorising the batch release

Hinnue ocobu, Aica BRAANR K038l Ha BRnyck cepil W’/

Date of signature
JaTa nianucanns 24/12/2020

¢ Factory: ¥ Reglstered Office: ¥ Corporate Office: L +01 222438 5200/ 5500
Plot 215 to 218, GIDC Industrial Estate Neelam Ceontre Cnergy IT Park A +912224315331/5334
Panoli - 394 116, Gujarat B Wing, 4th Floor Unit A2, 3rd Floor @ info@jbopl.com

t {02648) 272 472 / 784 / 304 ] 783 / 336 Hind Cycle Road Unit A, 8th Floor @ www.jbcpl.com

A (02840) 272 373, 272 303 Wortl, Mumbai - 400 030 Appa Saheb 7 :L 9380

© jbopl. panoli@jocpl.com Prabhadevi, M
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JEPXJIKCJIYXBA
JEPYKABHA CIYXKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO
3A HAPKOTUKAMM Y XAPKIBCBKIH OBJIACTI

yn. I'pomansanceka, 25, m. Xapkie, 61057, ten/taxce (057) 731 50 68,
e-mail: dls.kh@dls.gov.ua, https://www.dls.gov.ua, Kon €IPITOY 36985153

BUCHOBOK
npo AKicTL BBE3EHOro B YKpaiHy Jikapeskoro zacody

26.05.2021 Ne 29278/21/2011

NATIPODJIOKCAIINH €BPO

(HaliMeHyBaHHS ikapchKoro 3acofy 3rifiHO 3 peecTpauiiinuM 10CBINYCHHSM)
Ta6JeTKH, BKPUTI IJIiBKOBOI 060/10HK010, 10 500 Mr, o 10 Tabuerok y OuticTepi,
no 1 6Jicrepy y Kopo0Oui 3 KApTOHY

(popMa BUMYCKY, O3YBAHHS, BIL NAKYBaHHA MIKAPCLKOIo 3aco0y)

Howmep peecrpauiiinoro nocsizuenns UA/3061/02/02 cfpox aif peectpauiitnoro nocsizuenns 12.06.2022
Cepis nixhpebkoro 3acofy Ne PIK20027 Kinbkicts BBe3eHoro dikapcbkoro sacody 18800 ym.

BHpoBiHE I0nik ®apmackiotukan JlaGopatopis (Binninenns pipmu "Jix. b.
Kemikans enx ®@apmacsiotukans Jira."), Innis
(uaiiMenypanus BUpoGHUKa NiKapcbkoro 3acoby, kpaina noXouKeH )

Boeseo B YkpaiHy TosapucrBo 3 00MeKeH0¥0 BignoBinanbHicTio "Konapk Inreamen™,

inenT. kox: 25182226
(uatiMeryBanns Ta kon 3a CLIPTIOY 1opuananoi ocoGu abo npispuiie, iM's, no Gatskosi (isnurol

0coBR - MiAnpHemLs, ii MicLie NPOXHUBAHIS Ta peecTpalliinuii HoMep 06NiXOBOT KAPTKH IIATHYKA
nonatkis aGo cepis Ta HOMep nacnopTa)

Iporokon BisyansHoro kourpomo sin 26.05.2021 Ne 428/0/01.21-21/9/1.

3a  pe3yNbTATAMHM JEPKABHOTO KOHTPOMO BCTAHOBIGHO, WO JlikapchKud  3aci0  BBEICHO B Vkpainy 3
JOTPHMAHHSM BUMOT 3aKOHONABCTBA 00 3a6e3renents SKOCTi NiKapehKuX 3a¢00is.

TTomopoxua JL.M.

(ininianu Ta npissue)

sase—

—— i
v ykpaiHa MicT0 Xﬂwn \l

ﬁ nnﬁ?@iﬁr_@\ ‘
TOB "KOHAPK IHTENMEL ||

Ne?5182226 ____Jj
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UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J, B. CHEMICALS & PHARMACEUTICALS LIMITED

CERTIFICATE OF BATCH RELEASE

ot Strengthl‘potency‘

(‘xma ; ‘Yfaxcmnmcm.

Ciprofloxacin 500 mg

1 rabnerxa mictars: 594 mr nunpodnokcanyuy rixpozropuxy, mo

BigHogixac 500 Mr EmpodrokcAIIHY

CEPTUGIKAT BAITYCKY CEPH
: Certificate No.: Pagelof2

| bl | , Ceprudikar Ne: 10FP22001856 C’ropiuglca 132

Product name: | CIPROFLOXACIN EURO Manufacturing country: | India
1. Hagsa mpopyknit: | IHAPORJIOKCALIAH €BPO Kpatua-sapotans: | Iuyxia
| Pharmaceutical form: | film-coated tablets, 500 mg
[ JHixeapensea popma: | Tabmericn, RIPRT NIBKOBOK 060a08K010, M0 500 MT
* 1 tablet contains: 594 mg of Ciprofloxacin Hydrochloride that corresponds to

‘ »:packacmm

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

English labeling

i T "m,,wﬂwz i posmip | mo 10 TaSnerox y 6iicrepi; no 1 Saicrepy y xopobni 3 kaprony 3
g Jnanonxu. MAPKYBALHAM YKpalHCLKoI0 Ta asrliich Ko MOBAMY
e ¢ Batch Now: | oo, ' : Batch Size: . | packs
4] - Cepin Ne: PIK22010 Po3mip cepifs | 19200 YHBKOBOK
‘| Manufacturing date: ; - Expivy Date:
i|_Mlata pupobunrnTsa: 0412032 Jara sakinuesns Tepminy OpuARTHOCT: 03/2025
| R Registration Ceriificate: Valid up to:
i Pecctpagiiine nocpinuemuy; | U ASU61/02/02 Jiigne xo; | 12962022
| . Manufacturer { Unique Pharmaceutical Laboratories (a division of J. B.
| Chemicals & Pharmaceuticals Litd,) , License No.: G n 430
I Haﬁmnyaanuu 10xix Gapmackroraxan JIaGoparopis (sipxinenng Jlinesfsia Ne: '
' mpoGumca' Pipvn «/Gx. B, Kemican: eng Gapmachrormeans Jitiy)
S oralnLocation: | Plot Ne 215-219 GID.C,, Industnal Area, Panoll - 394 116, Dist, Bharuch,
A Micnan&twmermn-‘ India -
B Hinsaea Ne 215.219, Jiad, Ai‘x. Ji. Ci. Iuaacrplan pra, Uano.m 394 116, oxpyr
> e Bxapyx, laxis
Certificate of compliance to GMP Ng.: i dated 5
Bucaosox mono NigTnepaxenns cepradicary HBIT No; 052/2022/C-109 - - mia 27012022
Labelling: | Should correspond to the requiremerits of MQC. Complies
Mapuyﬁnw TIoBRENO BiMOBisaTn BuMoram MKST, - Bixwozimac
Packaging: | Should correspond to the requirements, Complies
% i iIaxyn wnst: | HopuHbo pignmonigars pamoram., Binsosinac
A;ﬁalysxs rgsults: | Certificate of analysis No.2 | .~ ‘ “<dated
Peaymram aAHAIRY: Ceprudirar ananisy Nes 10FP22001856 - | B 16.05.2022

-1 hereby ccj,Jg' ‘that the abuve information is wtthentic and accurate. This batch of produc:‘ has izeen

manufact,

d, including packaging/lebeling and quality control at the above mentioned site in full

compliance with the GMP' reqmremenrs of the local Regulutory Authority and with the specification
ovailablein reg;tm- u)’t dosgier. The baich processing, packaging and analysis records were reviewed and

 found 10 ke in comp!xance with GMP, /

@ Factory:

Plot 21510 219, GIDC (ngusirial Exstatg :
Panoll - 834 146, Gujarat
% {02640) 272 72[784{3041788/836
R (D26486) 272473, 272 303 1 %

? Registerad Difice:
Neelam Cenfre
B Wing, 4ih fioor
Hind Qyela Road
Worll, Mumtai - 403 030

@ Corporste Cffice:
Cnergy IV Park
Unit A2, 8rd Rioor
Unlt A, 8th Floor

- lzum CEPTleATﬂ

Appa Sahob Marathe Marg

pra na MTTO Xad<iB




UNIQUE PHARMACEUTICA

L LABOHATURIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

Certificate No.

Ceprudivar Nes 10FP22001856 Cropinks 232

ey
H Page2 of 2 |

Lum A 3aceidyyio, o nasedena eure indopmanin € docmogiproio ma moyxoiwo. Lio cepire npodysuii
Byn0 aupolneno (BXAGHQION Y NAKYEAHHRA/MAPKYBARHA) Ma Kermpoms I axocmi na suuiesasnadeniil
supobrusiii dinsrunl nposedeno y noeniil eldnosidnoemi 3 sumozam GMP, ecmanoenenun micyesum
PEXNAMOPHUM OP2AFHOM, & MAKOic ¢idnoeidHo do cneuuqbimqft; U0 MICUmCa 8 peccmpatiisinomy
docse, Hpomaxonu supofnymad, naxysanys ma eianisic Gyno nepezialymo mMa sCranveneno
sionosionicme GMP.

i

Name

Position of persen authorising the batch release
Ilpizsane

ocana ocobu, sxa BAXANa X03BLK HA BAIycK cepii

Hasmukh Jaysink Arya
Assist, Manager Quality Assuranec'

Xacmys Jowaitcin Aps e
Acucr. 3al§e3neuenm siRoeTl mnqu:’iﬁeﬁﬂ £

Signature of person authorising the baich release

. MJE

Ihmmc ocoﬁn, sTKa mma:xa no:mm Ha BHIyCK cepil
~ : Date of signature
Hars mipnucsnns

—

24/05/2022

I,

FEE e

¢ Factory: ' ¢ Rogistared Ofiice: ¢ Corporale Office: © |t 51 222430 520075500

Plot 21510 219, GIBG mmmm» Neslam Ceno Cuergy IT Park ‘ R 491 202431 53315334
Panol - 394 116, Gufarat B Wing, 4th Fioor Unk A2, 3id Floor G nio@ibopl.com
¢ (02B4€) 272 472/ 704 / 304 / 768 /335 Hind Cycle Road Unit A, Bth Floor Q.-varatibopl.com
2 (02646) 272 373, 272 503 Worli, Murmbal - 400 030 Appa Sahab Marathe Marg Citd; {:24390M1878PLCO1 8360
@ jhepl pancli@ibepl.oom ‘ o = : :

Ne25182226
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| UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

@ jecpl.panoli@jbopl.com

- Pral

- ____CERTIFICATE OF ANALYSIS
Certificate: | 10FP22001856 . Pagelof2
~Product name: | CIPROFLOXACIN EURO
Pharmaceutical form: | film-coated tablets, S00 mg
Bateh No.: | PIK22010
{__ Datc af manufacture: [ 04/ 2022 NG Expiry date: | 03/ 2025
it . Analysis procedure results
18r.] QUALITY . METHODS OF
I N. | PARAMETER SPECIFICATION CONTROL, RESULTS
1 | Description White to yellowish-white capsufe p. 1 MQC, White capsule-
e i shaped film-coated tablets, scoredon | (visually) shaped film-coated
o] one side, . tablets scored on
i L one side. .
| 2 | Identification: |- The retention time of the principal peak| p. 2 MQC, . :
fo- 4 HREC & in the chromatogram of the test solution| HPLC USP;
five cosresponds ta the retention time of the | monograph Complies
principal peak in the chromatogram of | “Ciprofloxacin,
: the standard solution {«Assay»). tablets”, method A
i Ry of the principal spot in the TLC USP,
chromatogram of the test solution monograph
corresponds to Reof the principal spot | “Ciprofloxacin, Complies
T in the chromatogram of the standard tablets”, method B
: , solution. ‘
(3. Average tablet | 815 mg+ 5% p-3 MQC,
4 [ Uniformity of | Individual weight of not more than two | p. 4 MQC,
| weight tablets may deviate from the average | BP, XIIC, 2 :
BN PR ST weight for not more than 5%; ' Complies
individual weight of any tablet does not
deviate from the average weight for not
o : ;::xy 1 more tban 10%. . s .
5 | Uniformity of | For 10 tablets: Acceptance value p. 5 MQC,
dosage units <15.0; BP,XIIC, 4
H (on A% For 30 tablets: Acceptance value ;
10420 tablets) | should be <15.0, and ciprofloxacin
A cantent in none of the tablets should be 2
LA Sk less than 0.75M and more than ,25M 4 G\ o
6 | Dissolution, in | Not less than 80 % (Q) of p. 6 MQC, US W\é
- 1 30min Ciprofloxacin labelled claim - monograph Ty 20
T s “Ciprofloxacin,
tablets”
| : : \".‘.'%_
9 Factory: T ¥ Reglatcrad Wmﬁ Office; ¢ +91 22 2430 5200 / §500
. ...Plot 21510 210, GIDC Industrial Estate Neelam Centro Gnergy IT Park A +91 222431 5331 / 6334
Panclf - 394 118, Gujarat ; BWing, 4h Flool” "™ * Uit A2, 3rd Flgor @ info@jbepleom - -
¢ (02048) 272 472/ 784/904 /7837335 Mind Cycle Road Unit A, 8th Floor @ wawjaepl.com
A (00646) 272 373, 272 03 ' Worll, Mumbal - 460030 - Appa Sahel Marathe Marg OIN: 1,2439CMHIGIPLCT10360




UN!GUE PHABMAL‘EUTIGAL I.ABI]BATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

Page2of2

Certificate: | 10FP22001856 }
7 | Impurities p- 7MQC,
(degradation BP, monograph
products): “Ciprofloxacin, i
Impurity Not niore than 0.5% tablets” 0.06 %
ciprofloxacin C- :
ethylenediamine |
analogue); -
Any unjdentified | Not more than 0.2% 0.07 %
impurity;
Total . Not more than 0.5% 0.07%
.umdennﬁcd .
smpurities (other | - g hlulsd
'than C)_ ' -
8 | Assay: At the release: 95.0 % t0 105.0 % p. 8 MQC, s
C1pmﬁoxaun from ciprofloxacin labelled claim, HPLC %
i. e. 475 to 525 mg / tablet USP, manograph 50%11020‘:?:;;’1“
During shelf life: 90.0 % t0 110.0% | “Ciprofloxacin, e
from ciprofloxacin labelled claim, tablets”
' i. e. 450 mg to 550 mg/ tablet
S { Microbial purity: : p. 9 MQC, :
Total agrobic Not more than 10° CFU/g USP, Ph. Eur., BP* Complies
microbial count :
(TAMC) )
Total yeast and | Not more than 10 CFU/g Complies
moulds count gl
(TYMC) .
Escherichia coli_| Absencein1 g Complies
* - current edition
Name | A.P, Shah
Position of person authonsmg the batch release | Asst. General Manage /

Signatare of person sutherising the batch release

Date df signature

(,ﬂ“ ity
PR -"/

¥ Factory:

Plot 215 to 219, QDG Indusiriat Esh‘ntﬁ

Panoll - 394 116, Gujewat

L (02646) 272 472 784/ 304 ] 763/ 336

5 (020646} 272873, 272303
@ jbopl panoli@ibepf.com

Neslam Gentre”

B8 Wing, 4th Floer
Hind CycleRoad " ~" ~
Worl, Mumbal - 400 030

* UnitA, 8ih Flacr
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CEPTHPIKAT AHAJNIZY

Cepragikar Ne: | 10FP22001856 [ Cropinka 132
! Hazsa npogykxif; NPODIOKCAIHNH €BPO
| Jlixapeeka dopma: | Tabaerscu, prpnri nairionoto ofosonkoto, o 500 Mr
R Cepist Ne: | PIK22010
. Hara‘mupoGumyrea: | 04/2022 Aara saisriennn TEPMIBY | 4312025
4 R TR . NPpHAATHOCTIS
: Peayabtarn nporegenns anaxizy
AN | MOKAZHHAXHA METOIH
vl socT BUAMOT'H MKS KOHTPONO | PE3VILTATH
4.1 | Omue Tabnern y dopmi xancya, . 1 MK, Tabnerxy y hopmi
‘. : BKPATI ITiBKOBOO 060R0HKOK0, 3 | (BisyannHo) Kancy, BKPHTL
e PHCKOI0 3 ofiHOTO GoKy, BiX ILTBKOBOIO
ro Ginero po sxosTYBaTO-OiI0rO oBononkoto, 3
s 5 KOMLOPY. PHCKOIO 3 0AHOTO
' ) doky, Ginoro
B fem o KONhopY.
1 2 | Inewrudicania: Yac yIpUMYBAHHS TOJOBHOTO . 2 MKS,
1} BERX iy Ha XpoMarorpami posdunsy, | BEPX @. CLIA,
1 e 110 AOCI{HKYETECR CRIBIIANac 3 mMoHorpagis
1 4aCcOM yPPUMYBAHHA IONOBHOTO «Linnpodnoxeanme, Binnosinae
! nika Ha XpoMaTorpami posuniy | Tabnericuy, Meroa A . :
. S| cranaapty. («Kinskicre
i BHU3HAYeHHAY). MERY.
i THIX 3uavents R¢ ronoproi masmu aa | TIHX ©, CILUA,
i XpOMATOrpaMi PO3HUHY, 1LO MOHorpaphis
Wil 3 2 JAccmiAKyeThes, Bignosigaé «Hunpotrokcausn Bi »
105 3HaveHHIO Rrrontopnot masmu-ua | tabneTky, merog B VEIORIRGe:
il XpOMaTOrpami poguvny :
{36 CTAHAAPTY. -
13 | Gépenna maca 815Mr+5% . 3 MK4, 3
| | ma6erox g B®, XI[ C i atuil |
4 | OnnopirsicTs Macu | InguBiiyankHa Maca He Ginbiie n. 4 MK3,
L HDI IBOX TaBeTox Moxe B®, XI1C,2
£ e BUAXHJLITUCS B cepeanboi Macu
He - Ginbme ALK Ha 5%; B ;
THIMBIRYanGHa Maca 6y ab-aKOT b aeaiil i
TabneTKY HE BIXUNAeThCA Bl
cepeAHROE Macy Ok HbX Ha
f 10%.
5 | Onuopigwicts Hns 10 Tabacrox: Mpuiimansie n. 5 MKs, |
J030BaHHX OXHHHEL | Yucno <15,0; : b®, X11C, 4
(ra 10+20 Hns 30 rabnerox: npritmansic i
Tabnerkax) aucno mae Oyra <15,0, a pmicy
: uHnpodnoxcalny & KoUK 3
TabaeToK He Mae 6yTH Meniie, Bk
54 0.75M 1a Sinpine, wix 1.25M :
6 | Posumienns, He meuns uix 80% (Q) win’ 1. 6 MKS, ©. CillA, 102 %
uepes 30 xs 303HAYCHOTO HY eTURCTL| monorpadin b

VEpsHa MicTo K8o<iy
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Cepradiar Ne: | 10FP22001856 |

Cropinka 2 32 j

Tlocana ocobu, Aka BRARNR NO3BiA Ha BROyCek cepil

TomiaHuK rerepaiLHoro KepisHmen. l'

Iuapodnoxcaunny «[{unpodnoxcaumy,
TabneTKI)
Domimxn (MpoayxTs n. 7 MK4,
posnany): B®, monorpadis .
Jomimxa C- He 6insine 0.5% «[Iumpognoxcanus, 0.96 %
‘| erunengiaMinoBui raGnerm) 2
aHasor
'umpodmoxcaunny);
Gymb-sxa He Gimsige 0.2%
neinesrudikopaHa g
AoMiLra; :
weineHTHdiKOBaHI He Ginbive 0.5% 0.07%
noMimxy (irui pibx i
6
Kinbkicre Ha momenm sunycky: 95.0 % - o 8 MK,
RU3HAYCHIA: 103,0 % Big 3a3HawEHOTO Ha BEPX
Hunpodroxcaupt eTHeTi nunpodroxcanuyy, ®. CUIA, 500.12
tobro 475 — 525 wmr / tabnetra MOHOTPADIS . o :
, - Mmr/rabrerka
Ha npormasi mepminy «Llunpouoxcanuy, (100.42%) -
npudamuocmiz 90,0 % - 110.0 % | rabnercmw g,
BiJ 333HAYCHOO Ha STHKETLY :
wunpodoxcauuhy, 10610 450 Mr
. ' : —~ 550 Mr / TabneTka
MikpoGionoriuna n. 9 MKS, .
YHETOTA: ' ®. CLIA, €ep. by b
3aramsua Kinbiicrs | He Gimswie nix 10° KVO/r dapm., BO¥ Binnorinae
aepoOuax
mikpoopraHizmis
(TAMC)
Raransha xuskicrs | He Ginswe nk 10> KYO/r Biznosinac
nicnABuX i i Lok
ApbKIOROBUX PGB o
(TYMC) 1
Escherichia coli Bigcymnicts 8 1 1 Bignogigae
* . nilode BHAGHHR o ek
g Opizsume | A.IL Max 2

Tiamuc ocobr, #xa BAAAIR 103BIL HA BHAYCK Cepil

- Bara mignycanis

16.05.2022

Ym{nmu MiCYQ Xapxio
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