TEPYITIKCITY)KBA
JNEPYABHA CJIYKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO
3A HAPKOTHKAMM Y XAPKIBCBKIII OBJIACTI

ByJ1. ['pomansHcrka, 25, M. Xapkis, 61057, ten/paxc: (057) 731-50-68,
e-mail: dls.kh@dls.gov.ua, https://www.dls.gov.ua, Kog €IPTIOY 36985153

BUCHOBOK
npo siKicTh BBe3eHOro B YKpaiHy JliKapchbKoro 3aco0y

13.09.2023 ° , , Ne 46598/23/20

ANKIOPEHAK €BPO

(HalimentyBsanns fikapcekoro 3acoly 3riflHo 3 peccTpautifiHUM MocBia4eHHAM)
Tab/IeTKH, BKPHUTI 000/10HK010, KHIIKOBOPO34YHHHI 110 50 Mr 1o 10 Tabnerok y Gmcrepl, no 10
ojiicrepiB y kopoOui 3 KapTony

(dopma BunycKy, £O3YBaHHA, BUX NaKyBaiHs Aikapchkoro 3acoby)

Howmep peecrpauiiinoro nocsimuenna UA/3939/03/01 crpok nii peectpauiitnoro nocsimsenns 01.01.2099

Cepis nikapcbkoro saco6y Ne PDU23007 Kinpkicts BBe3eHoro Jikapeskoro sacoby 29500 yir,
LT
BupoGHik IOnix dapmacsrotikan JlaGoparopis (Binninenus dpipmu "Ix. b.
Kemikans eng ®apmacbiorvkans Jita."), Inngis
(nalimenyBanns BHpoGHMKa Mikapcbkoro 3acofy, KpaiHa NOXOmKEHHS)
+
Beeseno B Vipainy ToBapucTio 3 06MexkeH010 BiNNOBINANBLHICTIO "Kouaplc Inreamen'',

izenT. won: 25182226

(naimenyBating ta ko 3a CIAPTIOY wopuauuitoi ocobu abo npizsuue, iM'a, no 6atbkosi Gizuunol
ocobu - nianpucmug, 1 MicLie TPOXMBAHHS Ta peccTpauifnmi Homep 06iK0BOT KapTKK NAATIMKE
nojatkis abo cepis Ta HoMep macriopra)

Hporoicon sizyanbnoro kourpomo sin 25.08.2023 Ne 724/0/01.21-23/14.

JlaGopaTopHuii aranis skocTi NikapchKoro 3acoBy 3mifcHeHui:

HepxapHa HaykoBo-noCTiAHA TabopaTopis 3 KOHTPOIIIO AKOCTI JiKapchkux 3acobin JJepxaBHoOl
ycranoBd "IHCTHTYT rpomazcekoro 3n0pos's iM. O.M. Mapseesa HAMH Vkpaian" (M.Kuis,
_Bya.Ionmynpenka 50)

(nakiMenypanHs Ta MiclieanaxobieHns naboparopil, Wwo nposena nabopaTopHuil aHani3s sKocTi)

Buchosok wono sxocri tikapebkoro 3aco6y, Bunanmii nabopartopieo sin 12.09.2023 Ne 2010

PesyinbTary nabopatopHoro aHanisy sxocTi nikapcskoro 3aco6y 3a nepesipeHHMH NOKa3HUKaMu BiIMTOBiA2I0TH
BHMOI'aM METOLIB KOHTPOMIO AKOCTI (AHANITHYHO-HOPMATHBHOT HOKYMEHTALLT).

3a  pesyabTaTaMM  LEPXABHOTO KOHTPO/IO BCTAHOBJIEHO, M0 Jikapchkuii 3aci6  BmeseHo B Ykpainy 3
AOTPHMaHH %@q

;g‘"’ v\OHTPO
S

aBCTBa WOoA0 3a6e3neueHHs AkocTi NikapchkuX 3acobis.

(/07 . Tepemenko O.C.

(nim&c) (iniuian ta npispuiue)
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CERTIFICATE OF BATCH RELEASE

CEPTH®IKAT BUILYCKY CEPH

Product name:

DICLOFENAC EURO

Manufacturing country:

India
Innin

Hassa npogyKuii:
Pharmaceutlcal form:
Jlixapcoka opya:

JHAKJTODEHAK CBrQ
enteric-coated tablets, 50 mg :
TabaeTkm, BKpuTi 060/10HKOM0, KlllllKOBOp(} Jumemi no 50 mr

i" ' 'Kpai’aa~nnpoﬁnn1c:

Bupx i posmip

YUAKOBKH:

e LT

Strength/potency: | 1 tablet contains Diclofenac sodium 50 mg .
Cuna git/akrasnicrs: | 1 rabmaerka MicriT, xuraodperaky HATPIO 50 mr
Type and size of | 10 tablet in a blister with “Ukrainian labeling; 10 blisters in a cardboard box
packaging: | with Ukrainian and English labeling

no 10 ragaerok y Gaicrepi 3 MapKyBaKHAM YKPaIHCHEK010 MOBOK; o 10
Gricrepin y xopoGui 3 xkaproHy 3 MapKYBaHHAM yKpalHChKOIO T2
AHCTIHACEKOT0 MOBAMH L :

MicnesgaxonseHnHs:

Bxapyx, Tngin

Bateh No:t | 151153007 Batch Size: | 55500 packs
Cepin Ne: Posmip cepil: YNAKOBOK
Manufacturing date: . Expiry Date:
Jara srpoOHUITEA: 06/2023 TepMin npujaTHOCTL: 052026
' Registration Certificate: UA/3939/03/01 Unlimited frOfn: 04.02.2022
Peectpauiline nocpiguenns: | HeoOmexeno Bin:
Manufacturer | Unique Pharmaceutical Laboratories (a division of J. B.
name: | Chemicals & Pharmacceuticals Ltd.) License No.: G/1430
Haimvenysanna | IOunik dapmacetoruian Jlaboparopis (sinainennn Jinenain Ne:
pupobraura: | dipmu «Jik, B, Kemikans enp @apmacprornrans JIrae) -
Location: | Plot No. 215-219, G.LD.C., Industrial Area, Penoli -394 116, Dist. Bharuch; India

Hinaaka Ne 215-219, Ixi. Ad. [i. Ci lﬂzxacTrmn Epia, ITanosui - 394 116, oxpyr

Conclusion on confirmation of GMP Certificate No.: 550/2(};22/-(3;1024 datc.d 29.12.2022
Bucrosowx wono nigTeepaxmenns cepradixary HBIT Ne: BiJ

Labelling: | Should correspond to the registered labelling. Complies

MapxyBanusn: | IToBuHHO BianosixaTu 33pe€cTPOBAHOMY MapKYBAHHIO. Bianogizae
Packaging: | Should correspond to the requirements of MQC. Complics
Nakysanna: | [Tosruao shxnosizara sumoram MK . Bigmosigac

Analysis results: | Certificate of analysis No,: o Cod ol dated
Pezynbratn aHanizy: Cepradixar apanizy Nu: LOFF23002084 | | Big - 213862023

9 Factory:
CIN: L24390MHT976PLC0193B0

9 Registered Office:

CIN: L24300MH1976PLCO19380

Plot 216 to 219, GIDC Industrial Estate Neelam Centre, 'B’ Wing, 4" Floor,

Panoli- 394 116, Bharuch, G'ujarat. Hind Cycle Road, Worli, Mumbai ~ 400030,
C +912646272472/784 7304 /7837336 ¢ +97 22 24822222
@ jbopl.pancli@jbpharma.com

Q Corpomle Office:

CIN: L2439DMH1976PLC D]QdBO
Cnergy IT Park, Unit A, 8" Flogr,
Appa Saheb Marathe M:'?rg.i o
Prabhadevi, Mumbai ~ 400023,
+97 22 24395200/5500 . . -

~

www jbpharma.com

(< e . 6 &/
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I 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
Jound to be in compliance with GMP. /
Hum a 3aceiouyr, wio HasedeHa suiie iHdopmain € docmogiprow ma mosaor, Lo cepiro npodyryil
0yR0 sUPoGReNO (BROUAIONU RAKYEAHKA/MADKYEARHA) MA KOUNIPOJLb IT AKOCHU HA 6UUICIATHAYCHIN
GUPOOHUYL OinbHUKE nposedeHo Y noeriii sionosionocmi 3 sumozam GMP, ecmaroenenumu micyesum
DESYIAMOPHUN OP2RHOM, d MAKONC 8I0N06I0NE 00 creyUDiKauil, ugo MICMUNLCA ¢ peecPAUIBHOMY
oocve. Ilpomokonu eupobuuymesd, naKyeaHnA Ma ananisie Gyr0 pepesnaAnymo ma 6 CHAHOSNEHO
gidnogionichme GMP. S

Name | Hasmukh Jaysinh Arya
Position of person authorising the batch release | Assist. Manager Quality Assurance
Hpisere | Xacmyx Jaxaticin Aps
IMocana ocobu, aka BUAANA NO3BLT HAa BUIYCK CePIT | Acucr, 3abesneyenns sfocTi Menemxepa
Signature of person authorising the batch release ' ’
Iimmite ocoby, sixa BAAAIA K03BiJI HA BHITYCK cepil
' ~ Date of signature
Jara nignucanus

N -

; 23.06.2023

¢ Factory; - 9 Registered Office: 9 Corporate Office:
CIN: L24390MH1976PLCO19380 CiIN: L.24390MH1976PLC019380 CIN: L24390MH1976PLC019380
Piot 215 to 219, GIDC Industrial Estate Neetam Centre, ‘B’ Wing. 4" Flooy, Cnergy IT Park, Unit A, 8" Floor,
Panoli - 394 116, Bharuch, Gujarat. Hind Cycle Road, Worli, Mumbai = 400030, Appa Saheb Marathe Marg,

¢ +91 2646272 472/7784 /304 /783 /335 ¢ +91 2224822222

Prabhadevi, Mumbai ~ 400025,
@ jbepl.panoli@jbpharma.com

www.jbpharma.com
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CERTIFICATE OF ANALYSIS

{
s
H

Product name: | DICLOFENAC EURQ A
Pharmaceutical form: | enteric-coated tablets, 50 mg
Batch No,: | PDU23007
Date of manufacture; | 06/ 2023 r Expiry ‘gate:—[ 05/2026
Analysis procedure results
QUALITY . ) . ‘
PARAMETER SPECIFICATION "METHODS RESULTS
1. Description: Orange, round, biconvex enteric-coated D. 1 MC, Complies
Appearance tablets. visually o
2. Identification.  : The retention time of the peak of p.2 MC,
diclofenac on the chromatogram of the HPLC, USP
sample solution should correspond to the | <621> Complies
time of the main peak on the
chromatogram of the test solution and
standard solution (Assay).
3. Average weight, | 160 mg =+ 5% p.3 MC 154.64 mg
4. Uniformity of Acceptance value should be < 15. p.4 MC, USP
dosage units, <905> HPLC, 3.6%
UJSP <621>
5. Chromatographic | Related compound diclofenac A: not more | p.5 MC 0.00 %
urity. than 0.5%. HPLC, USP
- Any other individual impurity: not more | <621> 0.10%
than 1%. : -
The total amount of impurities: not more 0.1 %
than 1.5%.
6. Dissolution, p.6 MC
1. Acid stage Not more than 10% of the amount USP <711> 0%
indicated on the label of dicjofenac '
_ sodium dissolves within 2 hours; )
2. Buffer stage Not less than 75% (Q) of the amount 101 %
indicated on the label of diclofenac
sodium dissolves within 45 minutes.
7. Assay: 1. At Release: p.7 MC
Diclofenac sodium | 95.0% - 105.0% of the indicated amount | HPLC USP 47,93 mg/tabl.
on the label, (47.50 mg - 52.20 mg/tabl). | <621> (95.9 %)
- 2. During Shelf-life: ’
90.0% -~ 110.0% of the indicated amount
on the label, (45.0 mg - 55.0 mg/tabl), .

@ Factory:

CIN: L24330MH1976PLC019380

@ Registered Office;
CIN: L24330MH1976PLCD19380

~, ‘%
\‘—'Q/C:orpnra(e Office:

CIN: LZ4390MH1976PLCYT 9380

Cnergy 1T Park, Unit A, 8" Floor,

Appa Saheb Marathc Marg,

Prabhadevi, Mumbai = 400025,
L +97 22 2439520075500

Neclam Centre, ‘B’ Wing, 4" Floor,
Hind Cycle Road, wWorli, Mumbai ~ 400030,
+91 22 24822222

Plot 21510 219, GIDC industrial Estate
Panoli - 394 116, Bharuch, Gujarat
¢ +9% 2646272 472/784 /304 /783 /335 |
@ jbepl.panoli@jbpharma.com

www.jbpharma.com

e
.
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8. Micrebiological

Quality.

Total Aerobic
Microbial Count
(TAMC)

Yeasts and Moulds
(TYMO)

E. coli

not more than 1000 CFU/g

not more than 100 CFU/g

Absenceperl g

EP.7.0., p.

2.6.12;2.6.13
{barmonized Complies
method)
USP 34,
(61), (62) Complies
{harmonized
method) Complies

Name

Position of person authorising the batch release

AP.SHAH
Asst. General Manager — QC

Signature of person anthorising the batch release '

s

Date of signature

23/06/2023

e e
10 i

THMIATIB |,

O I TENME [

@ Factory:

CIN: L.24390MH1976PLC019380
Plat 215 10 219, GIDC Industrial Estate
Panoli - 394 116, Bharuch, Gujarat.
C +91 2646 272 472 / 7TB4 / 304 /783 /335« +91 22 24822222
@ jbepl.panoli@jbpharma.com

¢ Registered Office:
CIN: L24390MHY 976PLC0O19380
Neelam Centre, ‘B' Wing, 4" Floox,
Hind Cycle Road, Wodi, Mumbai — 400030,

9 Corporate Office:
CIN: £.24390MH1976PLLCO19380
Cnergy IT Park, Unit A, 8" Floor,
Appa Saheb Marathe Marg,
Prabhadevi, Mumbai - 400025,

) www.jbpharma.com
t. 91 22 24395200/5500
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Hazpa npogykitii:

JUKJODPEHAK €BPO

Jlikapeska gopma:

TA0JCTKH, BKPUTI 060J0HK0OK, KHIIKOROPO3UMHHI no SO mr

Cepist Ne:

PDU23007

Jara BupodHHUTBRA:

06/2023

| Tepmin npuaarnocri: | 05/2026

PelynTaTn npoBeieHHs aHAM3Y

HAUMEHYBAHHSI METOAN
HOKA3HIKA BUMOT'U MKA KOHTPOJTIO PE3VYJBbTATHU
1. Onue: Opaikesi,  «pyrmi,  zBoonykuii | .1 MK, Binmosimae
30BHIIAIA BUIIS Tab:eTKu, BKPHUTI | BIZyasblo
KHIIKOBOPO3YHHION 0B0JOHKOI.
2. Inentuikauis, Yac YTPHMYBAHH3 nika | m.2 MK,
aukiaodenaky ma  xpomatorpami | BEPX, USP
JIOCTIJUKYBAHOI'O PO3UMHY NOBHHEH | <621>
BIATIOBIIATH  4acy YTPHMYBUHHs Bingnosimae
FOJIOBHOTO TiKa H4 Xpomartorpami
craHpaprHoro posunHy (KinbkicHe
BH3HAUCHHS).
3. Cepenns maca. 160 mr £ 5% p.3 MK 154,64 mr
4. OnHopigHICTE Yucso npulingrrnocti Mae 6yTH .4 MK, USP
J030BAHUX OJMNHALL, | MEHUIC Y piBHO 185. <905> BEPX, 5,6 %
USP <621>
5. Xpomatorpatiana | Poaunna cnonyka muiodedaky A | .5 MK BEPX, 0,00 %
YHCTOTA. He 6iasue 0,5%. USP <621>
Bynp-sxa iHia inausixyasHa 0,10 %
- Jomimka: e diasiue 1%.
Cyma nomimox: ge Oinee 1,5%. T 0,1 %
6. Pozunnenus. n.6 MK
1. Kucnorna cragis He Gimie Hix 10% Bia kibkoerti | USE <711> '
BKa3aHO} Ha CTHKETLI 0%
THKTO(EHaKy HATpiIO
PO3YHHACTBCA MPOTATOM 2 IOAMH;
2. bydepHa cranis He wewm wHix 75% (Q) Big
KITHbKOCTI 3a3HAYCHO! Ha €THKeTI 101 %
AUKIoheHaKy HaTpiro
PO3YHHAETHCS NPOTATOM 45
XBUJTUH,
7. Kiapkicue 1. pu aunycky: m.7 MK
BH3HAYCHHH: 95.0% - 105.0% sia «imskocTi |"BEPX USP
Jlaxnodenak HaTpilo BKa3aHO! Ha eTukceTu, (47.50 My - <621> . - 47.93 mr/rabn
52.20 mr/Tadn). . (95.9 %)

2. lpomszom mepminy
npuoamiocmi:

90.0% - 110.0% =iz kinkkocTi
BKazadol 11a etuxerui, (45.0 mr -
55.0 mrvrad.).).
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Ceprudikar Ne:
8. Mixpo6iosioriuna EP. 7.0., p.
QHCTOTR 2.6.12;2.6.13
3aranpHe YHuCI0 He Oinbire 1000 KYO/r (rapMoRIzOBaHMIA Bianosinae
aepoBHKMX METOo/1)
MIKpOOpraHizmis USP 34., (61),
(TAMC) (62). |
ITnicuasux ra ne Ouipie 100 KYO/r. (rapMOHi30BaHui Bixnosinae
JPIKDKOBHX FPHOIB © | meTon)
(TYMC)
E. coli BincytHas I r Binnogigae

Ipissnme | AL IHAX
Iocana ocobn, Bignosiiaannoi 3a Bunyck cepii | Accucrent I'eHepasibnoro menemxepa — K51

ITimmac ocobu, BinmoBigaxapuol 32 BHILyCK cepil

Hara mianucannsa | 23.06.2023

[Tepexnad 301lcHen0 61aCHUROM PRECPAYINHO20 NOCBIOYEHHS




