. GNIQUE PHARMACEUTICAL I.ABDRATDBIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

BATCH CERTIFICATE

R . CW@MTM CEPIIO , —
~Product name: |. License No.: - G/1430
Ha3sa npoxywuiit Jliitensla Ne: |~ ™

Jdikapeska popma: | fi !m-coated iablets, sustaincd release

Pharmaccutical form: | TaGacyiy, prpHTi wAinKOBOI0 060N0NKOI0, IpOAOIrOBAN0T T
Strength/potency: | 1 tablef contains: Diclofcnac sodium 100 mg
Cuaa giVskTnsnicTs: | 1 Tabaerks sicTits: gurnodenaxy uarpiso 100 mr
Size and type of | 10 tabletsin the blister with Ukrainian language labelling; 2 b!is(crs in a box
packaging: |'with Ukrainfan and Eughsl: languages Iabelling »
Po3mip 14 Tun | no 10 ré6acror y Mlmpi 3 MAPKYBAHHAM YKPalircb K010 MOROLO; 110 2
naxysanng: | 6aicrepn y xopobui 3 MapKyBaNHIM YRPRIHCLKOIO TA ANFIIHCHKOI0 MOBAMM

" Batch No.: Batch size: boxes
. _Cepis N: PAUZINS Poamip cepil: 24330 | KopoGok.
1 Date of manufacture: Expiry-dates| 0.
Aata pupolbunursa; U704 . Tepmia NPHASTHOCTI: 06/2027
. Registration certificates [, oo o - Untimited from:| v ns aneo
Pecipamgiifre nociaveinn:: UA/3939/02/01 HeobMexeo 3 06.04.2017

Manufacturer: | Unique: Pharmaeeuheal Laboratories (a division of J, B. Chemicals &
‘ Pharmaceuticals.Ltd.), Plot No, 215-219, G.LD.C., Industrial Arca, Panoli - 394
116, Dist. Bharuch, India-
Bapobunk: | FOnix GapMackoTHR2A Jia(iopa'ropis (numincmm dipmn k. B. Kemikans
e DapmacsioTurani JIvan), Ainsnka Ne 215-219, Joxi. Ap. Ji. Ci.
Inagcrpian Epia, Mauogi - 394 116, oxpyr Bxapyx, Inais

Certificate of GMP compliance No.: dated: 34 o '
Cep'rmbhcur pignopinnocyi HBII M: 0962023/GMP sig: 27112023
Analysis procedure results /

Pe:;ym.'ram ApoBEenHA AnaNi3y

Nol- QUMJTY CONTROL
/Nl ’PARAMETERS / ’ METHODS 1
il vVHOKHHKKH ME’I‘OAH
- __HAKOCTI T c KOHTPOJHO - .
1 | Appesrance -Orange, round, biconvex, film-conted tablets. p. 1, visually Complies
Oune ‘ Tomapanuesi, kpyrai, asoonykii TabneTwy, sxpuTi | 1. |, sisyansho e
. nmmcgnmo oBoNoHKaIo. g ® ] ' Bignosizac
2 | deéntification The retention timg of diclofenac. sodlum pedak in the p. 2. HPLC,
chromatogram of the test soliition should correspond | BP, App. I D Corfolics
‘to the retention time of diclofenac sodium peak in the B
_ " +| ehromatogram of the reference solution (Assay). s
InenTudixauin Yac YTPIMYBAHIIA nixy xuenodenaxy HaTpilo He n. 2. BEPX,
xpovm’rorpam BItnpolynanors posynHy MIE BP, App. 111D
BLANOBIAATH YACY YTPHMYBARHHEA NiKY ARKACHEHE Binnosizae
HATPiI0 B XPOMATOrpasi crangaprh '
(Kinpxiche nu3taseuns),

¥ Factory: 9 Ragistired Ofion:

CiIN: L24390MH1976PLCO19380 “ CiN: L24380MH1876PLED19380 :

Plot 21516:219, BIDC Industrial Extite Neetami Centré8’ Wing. 4" Floor, MWMUMAG"M
Panoli - 394 116, Bharuth, Gujanat, Hind Cycls Rosd; Worli, Mumbai - 400030, Appa Saheb Masathe Marg,
+9126462?2472!7B4/304ﬂ83/335 L 4912224822222 ) -7« Prabhade(; Mumbsl ~ 400025

@ jbeplpancli@ibpharma.com: ‘ g L 49122 24305200/5500
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UNIQUE PHARMACEUTICAL LABORATORIES
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3 | Average tnblet 24mpx5%. p. 3, v vl
welght - | BP App.Xiicy | 280-13mg
Cepenns Maca 284 mr+ 5% ’ m. 3, '
rafneroic BP, App. Xl | - 28013wmr

4 | Uniformity of An mdlwdual weight of not moee than, two tablets p4,
tablet weight may deviate from the average weight by morethan | BP, App Xit €l Comolies

5%; the individual weight of a tablet may not deviate Pl
from the aversge weight by more ‘than 10%,
Oanoplanicrs Jmaimyanm M#ica e Ginbihe, Hix 180X TabueTok | n. 4,
mack Tabaerox MOXC BIZXMARTHON 3L cepesiisol Mack Sinsue, wik | BP; App, XH C)
1a.5%; u-wmipymua Maca XoHOT TabneTky ne Binnosingé
TOBHIHA BIAXHNATICA BUX cepejiRbol Macy Ginbirre,
i ma 10%.
5 | Dissolution I hour - net more than 35% of fabelied amouutof 7.5, USP <711> 13%
diclofénac sodium content;
4 hours — 25+50% of labelled amount of sodium 3%
- diclofenac content;
8 hours - 40-70% of labelled amount of diclofenac 50 %
sodium content;
12 hours =~not less than 65% of labelled amount of 70%
v diclofenac sodium content, .
Posunsnering . I ronuuy - g Gimbitie 35% pig saxsnenol kinkocti | n.5, @.CLUA 13%
' ' BMicTy AMKNOQERIKY HATPIIO;: <711>
4 roamuu - 25-50% win sansnenni kinbkoct 31%
| nuxnodietiaxy na:rphc
B roaus -40-70% Bix 3aasneRol KinskooTi 50.%
Aukn0ogieHaKY HATPIK;
12 ronHH - HE MeHwE 65% pix 3agsneqol 70%
KinbKOCT, mlmod)cnaxy HATPIO: o

6 | Related Any individual impurity - fiot more than 0.2% p. 6, HPLC, 0.00%.
substances’ Total xmpuntues not more than0.5% BP, App. 11 D 0,00 %
Croponwi Byas-aka inausizyanuHa roMilike:- ne Slmie 0.2%;/ o. 6, BEPX, 0,00 %
Jominren Cywma gomimox:- He Ginswe 0.5%: BP, App. L1 D. 0,00 %

7 | Uniformitty of Acceptance value should beless than or'equal to 15.0{ P. 7, BP, App. 320
dosage units : . XIIN ¢4 amii
Onyopianicrn MpuiiMaabHe YHCN0 NOBMHHO Gy Th MeRLLe.ab0 f1. 7, BP, App.

Z030BANNX Aopisxiosarh 15.0 XIINC4 3,2 %.
OXHHKUb i - :
8 | Assay 5.0 mg to 105.0 mg of diclofenac-sodium per p. 8, HPLC, 98.86 mg per table:
' tablet, (95.0-105.0 % of labelled amount). BP, Apo. 1ID (98.9 %)
Kirbxicue Bia 95.0.mr nd'lOS.O MI' zuKnodeniky Rerpiio 8 n. 8, BEPX, 98,86 Mr 8
DUIRKUEHHR Tabnerui, BP, App: 111D raGnerui
. (95,0-105,0 % sin saasmenol mnbxoc'n ‘ (98,9 %)
\"\::\(E\?B Lb’l‘-“qrb
Feetory: o Registered Office::
CIN: L24590MH1 976PLEDT9360 CIN: L24390MHT976PLE019380 OMHT
Plot 215 {o 219, GIDC Industrial Exteta Neefam Céirre, B Wing, 4" Flogi; Cergy 1T Park, Uit A, 8™ Fluar

Panoll - 394 114, Bharuch, Gujorat. .
C 912646 272472/784/ 304 /7837335 ¢

0 jbeplpancli@bpharma.com

Hind Cycie Road, Worll, Mumbal ~ 400030 Appa Sahet Marathe Merg,
+5122 24822222 Prabhiadev, Murnbal < 400025,
L} 491 2 2&3952301550&
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A Divisicn of J. B. GHEMICALS & PHARMACEUTICALS LIMITED

Microbiological "EP. 70,
| purity | p.2.6.12; 2.6.13

Tota! aerobic not more than 1000 CFU/g (harmonized ‘Couplics

misroblal couirit mgthod)

(TAMC) o ‘USP34,, (61);

Yeasts and moulds | not more then 100 CFU/g (62) (harmonized Complies

coynt (TYMC) ‘ imethoed)

E. coli absenceinlg Complies

MikpoGionoriana EP. 7.0,

HHCTOTA __ p.2.6.12:2.6.13 |

Jarwisne wneno we-Ginpire 1000 KYO/r | (rapMoiiizosannit]  Bianosimae

aepoGritx Gakiepit | merom)

(TAMC) - USP 34., (61),

Inicnasiva e Ginpwe 100 KVOA (62) Bianosinae

._,upmu_u;gpni rpubi (rapMosisoBanuit

(TYMC) MCTOZ)

E. coli BincyTaictu g J-r ‘ Binnopiaag

Labelling: | Should correspond to the registered Jabelling. Complics
Mapxysausa: | Topuig BIANOSIAGTR JAPLECTPOBAHOMY. MADKYBAHIIO. Bidnokizae
Packaping: | Should corresgond to the requirements of MQC., Complies
Taxynanun: | Mosnuna sianosinary simoras MK Bianosinae

I hureby certlfy that the above Informaﬂon is authentic.atd gecurate, This bateh of product has been manufactured,

including packagmgdabcﬂmg and quality control analysis, at the above mentioned site in full compliance with the GMP
requirements of the local Regulatory Authority and with the specification available in registration dossler. Protocols of
barch proccs‘sing. packaging and analysis records were reviéwed and found to be in compliance with GMP. [ hereby
confirm thit all production stages Jor this batch of ﬂnlshed product were tarricd vut in full compliance with the

requitements specified in the current GMP guldelines approved by the Ministry of Health of Ukraine.

P ATH XN

‘J 0812804y,
) ro

9 Factory: ? wmnd omn:
CIN: L24350MHTS76PLC019380: CIN: Luaooummm.cﬂmm cm' L24390MH1975PLCO19380
Plot 215 to 219, GIBC Industrial Estite Neelam Centre, 'B"Wing, 4 Fice, Chiérgy IT Park, Unit A, 8" Floow,
Panolt- 354 116, Bhsruch, Gujarat, Hind Cyclw:Reud; Worll; Murnbal ~ 400030, Appa Ssheb.Marsthe Marg,

Prabhadevi, Mumbal - 400025,

U $971 2646 2724724/ 7841304 5783/ 335 L +91 2224822222
L3 %9‘) 2224395200/5600

@ iteplpancligibpharma.com
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DOLOXRETARD |~

. _lﬂi?i?i4002719';.-ff?- -Page

Lium a3aceioupmo, wo nasedenn ute in@opuauia € Oocmaclplwm ma mpunow. Lo ceplio npodyxuil 6yno: cupa&aeuo
{axaroxioNu nmwnnx/m;myamuw) mha iposedeua xenmpons 1t xkocmi wa suufesianaveniia dinvruyl y noenli

élonoslonecml 3 eusozare GMP, GcmiauouncIiinn MICQestn penamopiiurt op2anoM, o maxkouc sidiasiono do

enequpiraylii, wio micmumecs ¢ petcmpmi&ua«y docse; Hpomokonu cnpaﬁ/mqma, haryeains nia aneabie Gyro

nepezirnyma ma gcmanoanene 6ionosionicnny:. GMP, Lum nionecpdsnyro, wio eci-eupabuual cmadii dan yler cepll‘

z0mosol npadyswdl Gyau 30iiicneni ¢ nosnilt: elonosionoeml 3 enitooans; 3asnmyenuyin & wuniiit nacmanosi 3 GMP,

samaepdaceniic Mitiicmepcnisos OXaponu Joapov ¢ ] yxpam:l.

Name and position of person responsiblc for (he analysis:

Tpizaume Ta nocoaa ocal, o ninnasiiac 33 auanis:.

Mr. A.P. SHAH

A. . Wax

General Manager - QC
Kepionuk - K5 '

nmnnc ocofy, o afnnowmc 30 auaais:

-

Signature of person responsible for analysis:

Nome and pasition of persoa responsible for bateh releasc.
npmmme Ta nocaas ocob, o niunowiaac 33 BIIYER cepi‘f.

+

Hasmukh Jaysinh Arya

Xacuylc Toaiicin Aps
Assist, Manager Quality Assurance

Tlianuc.ocobu, uio Bitnopiase 3N sumyeK cepil:

Signature of person responsvble for bntcln rdeue. :

A%meveamu frocTi MeyemKepa

+Jarn-planucaniing

" Date of siguature: |

Tag ooy

" rwr P ™

GIN: L24350MHTITERLCOTI35). CIN LWOMH‘W%PLOO‘IW cm L24390MH’97$PL0019380
Plot 215 to 219, GIDC Industrisi l:'mm ‘Neetam Cintid, B" wmg, 4* Flot, . -Griegy IT Park Unit A, 8" Floor,
Panoli - 394 116, Bhirath, Gujarat, Hind Cycie:Road, wm ‘Mombyel - - 400030, Apps Ssheb Maigthe Marg,

L 91 2646 2724727 104 ¢ 304/783 1335 ¢ 49122948220 ﬁabmdevi Mumbai— 400025,

@ jbeplpenoli@ibpharma.com L 91 2224395200/5500

-www.jophamma.com
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~ DOLOX RETARD
__JAOROKC PETARX

UNIQUE PHARMACEUTICAL LABORATORIES

1y

A Dpason o J B CHEMICALS & PHSEMALDELTICALS LIMITED

Certificate No.:
Ceprudinar No:

~ Pagelofd
Cropinka ] 34

g

BATCH CERTIFICATE
CEPTH®MIKAT HA CEPIIO

Product aame: |

Hazsa npoaywuil: | AOJOKC PETAP]

DOLOX RETARD

et s s i R

%trengthfpnte'iwy:
Coaa aitfasrusniers:

' License No.:

Jizemwiin No:

G430 l

Pharmaceutical form, dosage:  film-coated tablets, sustained release 100 my
Adikapenka dopma, | TabaeTm, BRpHT nainkosol 060101k, upesourosanci il no
Aoiysannu: | 100 my

I tablet contains: Diclofenac sodium 100 mg
| rabaerka mictare: anaodenany Hatpio 100 yvr

Skze and type of

packaging:
; Poimip Ta 1am
NARYBANLN:

SABESERRSEEE |

10 tablets in the blister with Ukrainian language labelling; 2 blisters in a hox
with Ukrainian and English languages lubelling
no 10 vafiaeroxn y Gaicrepi 3 maprysanuam yRpaines koo MOBOK; NO 2
G.ricTepu y xopodui 3 MAPKVBIHHEM yRPRTHCE KO T3 S0taiich KO0 Mot

Butch No.;
Cepia Mg

PAU25612 §

“iﬂ;ﬁ: ol manulactare;
HAara supobiminra:

1172025

Registration ce

H
I

rtificate: |

Bupobuuk:

| Centificate of GM
|

. Pecerpauiiine mocsiamcinsa:

i

|
UASII39/02:401 |

Munufacturer: | Unique Pharmaceutical Laboratorics {a division of J. B, Chemicals &

| Pharmaceuticals Lid.), Plot No. 215-219, G.LD.C., Industrial Area, Panoli - 394
116, Dist. Bharuch, India
Huix Papaacswruxas dado paropis (sivaiicnny ipmsn L. B, Kevinaons
et Papmachiorurait T, Thinakas N 215.219, A, A, 4. Ci,

Batch size:

__ Pomip cepil: |

23640

boxes
Kopobor

Tepsin pputarmocti:

Expiry date:

10/2028

Unlimited from:

Heobmewmeno 3

06.64.2017

Junacrpiny Epia, Hanoni - 394 116, oxpyr bxapyx, Ingin

P compliance No.:

i TN
_ Cepradixar siynosinocri HBIT N: “}G'Qm‘y{'mpN,ﬁ_“ﬂii&mﬂﬁ jo: |
Analysis procedure results /

R—— Pervanrarmn EpoBCACHi Suaaliy
| No QUALITY . - CONTROL
/x| PARAMETERS / ACCEPTABLE LIMITS / METHODS / | RESULTS/
'va| TOKA3RHKH ACHYCTHMI HOPMH METO[M | PE3Y.ILTATH
i Appearapce | Round, biconvex, orange, film-coated tablers f’;‘;’:?ﬁ Complics
[ Onne KPYTiti Amoonysi 1a6.1e1es 0pariae 01 KecLapy, | | MK i "
i | BRI i BROBOIY 0G0I0HKOK, e miTvambHO HIORIAE
{2 f Identification The retention time of Dicloferac sudium peak in the ip. Z'MQC.

! chromatogram of the test solution should correspond ~ HPLC, Costinlio

i 10 the retention time of Diclotenac sadium peak in the: BP, App I D OIS

| chromatogram ol the reference solution { Assay ). scam———

Valid till; |

22.01.2026

| Lienmdixania

e

9 Regatersd Ofce,

Hae Yrpusy sanag uiky prsiodenaxy HRTPI Ha

xpt'»i;l'rﬂrpami sHapodvezROry PUSHHNY OBRECTH

nAMER,
BEPX,

anclls

e "““'“‘_?rm‘-‘ra“ﬁrr:'.r«.'-;,-,iu
g-‘ o C BB RQUAP K 1V

Ticupeagalit20182228

Vil et bl e

<3 DR A

R

i g
Vi,

b
TA Cam
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A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

UNIQUE PHARMACEUTICAL LABORATORIES

s

DOLOX RETARD ~ Certificate No.: 1 0FP25004560 . Page2 of4
. AOJIOKC PETAP ] Cepradikar Ne: | 77 " 777" | Cropinxa 23 4
Nol: 2 QUALITY 5 3 000 7l e e . | CONTROL | .
/No| FPARAMETERS/ | ACCEPTABLE LIMITS/ ~ | METHODS/ ' RESULTS/
y IHOKA3HMKH | . JOMYCTHMI HOPMH . |+ METOJIH - PE3YJ5TATH ¢
3? e OG0 e e T W ST e KOHTPOJKO | = - . :
BIAMOBIAATH Hacy YTPHMYBAaHHA NiKY 1 BP, App. 11 D é ;
; AMKI0pCHAKY HaTpilo Ha XPOMATOrpaMmi poaumMHy | {
. ; nopisusnus (KinekicHe Busnauenns). ]
-3 ! Average tablets 284 mg + 5% p- 3 MQC, %
 weight BP, App. XiiCl | 27672mg
Cepenns maca 284 mr+ 5% n. 3 MK4,
A— L S S BP, App. X11 C1 e
| 4 | Uniformity of - Any individual weight of not more than two tablets p- 4 MQC,
| | tablets weight | may deviate from the average weight by more than 5 | BP, App. XII C1 Complies
%. The individual weight of a single tablet should not
| deviate from the average weight by morethan10%. | e
;' Onuopinnicrs Gyaw-ska inaupinyanssa maca He Ginbwe, ik aBox | n, 4 MK, i
i MacH TafieTok TabNeTOK MOKe BIIXWISTHCS Bifl cepenHbol Mack E BP, App. XII CI | :
i Gibw Hix Ha 5 %. IHAMBiAyansHa Maca xomioi : ¢ Binnosinae .
TableTKH He NOBHHHA BiAXHISTHCS Big cepeansof i ;
MacH Oinbiw Hixk Ha 10 %. |
3 Dissolution 1 hour: Not more than 35 % of the labelied amount p. 5 MQC, USP | 11 % i
| ] of Diclofenac sodium content: <711>
: | 4 hours: 25-50 % of the labelled amount of 33%
I- . Diclofenac sodium content; ;
P | 8 hours: 40-70 % of the labelled amount of 54%
| i Diclofenac sodium content; ;
P 12 hours: Not less than 65 % of labelled amount of 2% '
i I Diclofenac sodium content. :
| PoaunHenns I roauna: He Ginbiue nik 35 % pig 3assnenor n. 5 MK, USP | 11 %
"' KiTBKOCTI BMiCTY Mmuknodenaky narpito; <711> |
4 roaunn: 25-50 % Bix 3asBnenoi KiabkocTi BMICTY 3% [
AUKNoEHaKy HaTpiK;
- 8 roaun: 40-70 % Bin 3asBACHOT KibKOCT] BMICTY 54 %
i . AuknodeHaky HaTpito;
! * 12 rogun: He mere Hix 65 % sia 3asenenoi 2%
- Kinekocri ewicty mcnogenary marpivo. | | I
6 ' Related - Any individual impurity: Not more than 0.2%. p. 6 MQC, 0.00 % f
‘ | substances Total impurities: Not more than 0.5%. HPLC, 0'00 9_,;
BP, App. I D :
! | Cynposiani byns-aka ivauinyansua nomiwka: He Ginpie Hix n. 6 MK, 0,00 %
: nomitmicn 0,2 %; | BEPX, 0,00 %
£ Cyma noMitok: He 6inbiue Hix 0.5 % 'BP, App. I[[1D :
9 ] Uniformity of Acceptance value should be less than or equal to 15. : p. 7 MQC, BP, §
i dosage units | App. X11C4 w\
 Veparia mere Yemg
[@i CEPTUOIKATIB]
® Factory: 9 Registered Office: b &__L_??“:_rgiv? J
CIN: L 24390MMI 8768 CM 9380

CIN: L243000MM 197601 0159380
Plat 215 to 219, GIGC Industrisl £5tale Neslam Centre, 'R’ Wing, 4™ Floor,
Fanoli -394 116, Bharuch, Gujarat Hind Cyecie Road, Wori, Mumbai -~ 4000530,

L *97 2646 272 472/ 784 4 304 /783 ¢ GED G #YT 22 24822227

@ [beplpanoli@ybpharma.com

CIN: L 243900 R 10T arT oY
Crergy 1T Park, Unit A, 8" Floor,
Appa Saheb Maraihe Marg,

Prabhadew, Mumbai - 400025,

L 49122 24255200/5500 seavjleharna som
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_for GOOD HEALTH
DOLOX RETARD | ~ Certificate Noat | o0 T Page 3 of 4]
NOJNOKCPETAPR | | Ceprudiicar as | \OFP2S004560 | o iun3a 4
(ol - QUALEEY 2 F s T e T GO RG e [T
/x| PARAMETERS/{ ACCEPTABLE LIMITS/ . | METHODS/ |' RESULTS/
lyu| TWOKASHHKM | = JONYCTMMIHOPME | METONM | PESYJBTATH |
: s SOOI e g ot s ey KOHTPOJIO (|- ! :
- Oaunopianicte IpuiimansHe yucno nosunHo 6yTH MeKwe abo 'n. 7 MK, BP,
| ;po3oBamMx | nopisHioBaTH 15. * App. XII C4 6,2 %
____ onMmmums | |
| 8  Assay - 95.0 mg to 105.0 mg of Diclofenac sodium per p- 8 MQC,
L ' tablet (95.0 % to 105.0 % of labelled amount). HPLC, %'Iiggglp;,:;ab’e‘
P ' BP, App. 11 D :
{ | Kinsxicue Bin 95,0 mr no 105,0 mr auknodenaxy Harpito B n. 8§ MKSI, 96,12 mr 8
|| Bu3navenns Tabnerui (8ig 95,0 % m0 105,0 % gin 3assnenor BEPX, tabnerui
b KinbkocTi). BP, App. IIID | (96,1 %)
9 | Microbiological .p.9MQC,Ph. |
| purity. : Eur,, 2.6.12, ' ;
3 Tota?;erobic Not more than 10° CFU/g 1 2.6.13,5.1.4 Coiplics
microbial count ! (harmonized
(TAMC) . method) Clarailics
. Total combined ! Not more than 10? CFU/g ! P
- yeastand mould | §
» count (TYMC)
i Test for Specified
; organism .
| E.gcm’i Absence/ 1 ¢ Grmplies
| MikpoGionoriuna n. 9 MK, Ph. _
YHcTOTA, Eur., 2.6.12, ; !
 3aranbHe Ym0 12.6.13,5.1.4 ? .'
. aepobHux He 6inbure Hix 10° KYO/T (rapmounizopanuii.  Bignosizae
. MikpoopraHiamip MeToq) '
. (TAMC) : |
i . 3aranehe yucno He 6inbwe vik 10 KYO/r Bianoninae
l 4 TP IAKIAKOBHX TA
| miiceHeBHx rpubis i
; (TYMC) | |
{ Tect Ha cneundivni |
! MIKPOOPraHi3Mu |
' E. coli Bincyvruiers/ 1 1 Bianosinae
Labelling: | Should correspond to the registered labelling. Complizs
Mapkysauns: | [Tobunro signosigat 3apeCcTPOBAHOMY MAPKyBaHHIO. :__Bignosigae
Packaging: | Should correspond to the requirements of MQC, i Complies
HMakypanns:  [Mosunno signosinaru sumoram MK, | Bianosinae
e o s e i i R i e £ et e R e e mXx«u ;
CIN: L24EG0MMTGTEPLC01 5380 CIN: L24 39001 S7ERLCH O3E0 o L TR i
Plet 21510 219, GIOC Industrial Eptate Neelam Centre, 5 Wing, 4 Flgar, r AT F 1
Panali - 394 116, Bharuch, Gujaral. Hind Cycle Roard, Waorll, Mumbai - 40000, ——— e
C 1012646272 472/ PRAS 304 /7B /325 ¢ #0122 248797277 Prathadayi, Mumbsi - 400025, ;
@ hopl panchiibpharma con: L4071 27 24565700/ 5500 W fbrhiarma cam
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GOOD PEOPLE

for GOOD HEALTH
- DOLOXRETARD |  Certificate Not | orp o cco | Pagedofd
_JAONOKCPETAPA |  Cepruspiscar No: | VFF29004560 | 0 opien 4 4

T hereby ceriify thot the above information is authentic and accurate, This butch of product has been manufactured,
including pachaginglabeliing and quality control analyyiy, at the above nwntioned site in full compliance with the GMP

requirements of the local Reguiatory Autfearity and with the specification availebie in reglsiration dossier. Protocols of

batch processing, packaging and anaiysis records were reviewed and found to be in compliance with GMP, [ ferely
confirm that ali production stages for tes batch of finished product were carried ont in full compliance with the
requirements specified i the current GMP paidetines approved by the Ministey of Health of Ukraine,

L{un & sacelouymo, mo nasedenu autge ingopyanin ¢ ducmoaipriomn mi miosncio. Hw cepile npodysuii Gy.ue supobiteno
{BAUOUMON U RARY SAURNMAPRY SANNR) 1 APOsedend Rotmpais B aKocmd #a euai@rainawenia olasiiii ¥ noasiii
sionvsidnocmi 3 suswran GMP, scmanogrentmu wicyeswn PEYARMAPHEN OpXanoM, 8 Mmoo cionocidne oo
crequipinaiii, wo wicnumsca & pecompanianesy 0pcse. TTpoineroris aupobnuumed, NGRYEaNIR Ma un e 6700
REPELTRNYIG Mt HCIan08 1eno sidnosionicass GMP. Qew nidmeeposcywo, o écl supoliniwi cmadili dan wicd cepii
rouoacl npOdYRIET By.au sdiicrieni 8 nosnii eionveionocmi 3 euModENY, FINPNERENY & wHnnii nacesost 3 GMP,

somaepocerin Mirdicmepcmeon oxoponu idopos's Yxpaina,

Name ;Jiﬁ;ﬁ%ﬂiﬁﬁﬁ of pc-mnw_respnnsiblc for the analvsis:
Mpizenme va vocats ocobu, wo simosiee 1 anaal:

bMr. AP. SHAH

A. L 1lax

Genvral Manager — Q0
Kepisung - K3

| Siguature of person responsible for anabysis:
i . [Mianue ocobu, mo Bignopiac 1a ananin

I T IR

Nume and position of person responsible for batch releuse: |

Tpiwesine a mocaay ocobn, mo shimonkiac 3a sunyer cepiv:

 Sigouture of person responsible for batch release:
Hianne ocobn, mo nianoslise 3u swnyes ceplis

‘.

Hasmt_lkh Jaysinh Arya
Xaemyw Jaadicin Apa
Assist, Manager Quality Assurance

Acuer, 3 DeinewcHnn wRocti sicliekepa

Date of signature:
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JAEPXJNIKCITY XBA
JAEPHKABHA CJIYXKBA 3 JIKAPCbBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMNM ¥ TEPHOINIIJIBCBKIMA OBJACTI

syA. bposiaceka, 5, M. Tepuoning, 46002, T.(0-352) 52-67-57, 25-08-59
E-mail: dis.teg@dls.gov.ua, Ko €JIPTIOY 37076515

BHCHOBOK
NPo AKICTh BBE3eHOT0 B Y KpaiHy AikapchKoro 3acoby
20.03.2026 Ne 14377/26/1911
JOJIOKC PETAP]

{HaliMenyBaHIA TiKAPCHKOro 34cofy 3riano 3 peceTPAliNAM NOCBLAYEHHAM)
TabaeTKH, BRPHTI nUTiBKOBOI0 060401K010, NMpostonrosanol aif mo 100 mr, mro 10 Tabaerox y
Oaicrepi; 1o 2 Baicrepn y wopobi
{OPME BIHITYCKY, TO3YBaHIM, B3 NAKY DAHHA AIKAPCHKOTO 3ac00y)

Honep peectpaiitnoro nocsingenns UA/3939/02/01 erpox aif pecerpanifinoro nocsizuenss 01,01.2099
Cepis nikapeskoro sacofy Ne PAU25012 Kinskicrs BBesenoro nikapcskoro sacofy 19480
H0nix @apmackrotnxan Jlaboparopis (siauinenns ¢ipmu "Tx. B.

Kemikans ena Qapmackiotukams Jlta."), luais
{Halixeny BaHAS BUPOBHUKR NIKAPCEKOTO 3ac0dy, XPUTHE TOX0THCHHS )

BupodHnk

Beeseno 8 ¥ipainy Tosapucrao 3 obmexenoio Bianosinansuicrio "Konapk Inreamen”,
inenr. kon: 25182226
(uaiisenysanig 1a ko4 3a €APTIOY wpnanynol ocobH atio npizpume, iM'A, 1o Sarskoni diznanoi
OcobH - miznpHEMIs, I Micte NPOKHAIHKE Ta peecTpatilRHi HoMep oBAIKoNOT KAPTKA (LHATHHKA
neaarkis abo cepid 1a RoMep nacnopTa)

porokon sisyansuore xonrposmo six 20.03.2026 N 280.

30 pesybTaTOMM . ACPKAHAOTO  KOKTPOMO BCTAHORTSHO, (10 Aikapchkrid  3acib  Beeseno B Ykpainy 3
e TE TR T ) .
A0T ﬂa’!ﬁﬁ%ﬂﬂuprsamﬂmaﬂcma moao 3abesnedenns axocti nikapepkux 3acobis,
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