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CERTIRICATE OF BATCH RELEASE

e CEPTH@IK&TBRIIYCKY C‘EPII
~ Product names | & URQFAST
. Haapa DPOAYVEDIT: CBPD&:ACT

Phamﬂcmmcal form:
JORapenia. qmgma ]

soft geltin capsules 400 mg ‘ Mﬁ:iﬁhfacfﬁi-ing cnuntry ‘fl;dm' B

KANCYIY HEMATHNEPI MKl 00 400 mr | Kpatma-supobum | Inpin

Stren gtllfpotﬁ hey:

. CH na s arrusHicrs:

1.capsiile Gortalns; Ibuprafeu 0 mg

| "ijrpa and size of packaging:

Birn 't POINIP YINAROBRYY

1 1 xaveyna Micrri: Jﬁm 400 mr

16 capsul&s in:a blister; 2 blisters in cardhbard hox’ with Ukraiuiﬂ.n and Englrsh.
| languagesjaheling

10 10 Kanevr'y ﬁﬂiﬂepl ne 3 UJIIQTE}}}]I B KaDTONE annﬁlu 3 MIAPRYBAWHAM. |
1 YKpuincsRoio TA ANTALACLIGIG MYBANK I

I_.'_'.'_-__._d_ it At v : CE—

- I".- . Y....a A . - - -F. " I
I Bgttl? ?\L: 330148 Batch Size: | 17 500 packs
e, i Nu: R Poasmip cepiis | . IYUaKOHGK
| Mfy. Date: iy Exp:._r_y-])_at'e:
!__h ,;,’Isrra B@ﬁﬁIiHuTBT 03/2023 e : ‘Aﬂplf,ria*ijﬂ-ﬁii_ Jns: 021!2025
E Registration Certificates | .. . oo o -~ Validupter] . ..
L Pecerpanitine TOCH UTHeRHS ! UMHME}MHH o ‘ _ didiene mo:i -'17’16'2[}34
; Name of manuficturer: | Marksdns Pharma Etd License No.: S5
' Haitvenynanusg Bapvinuxar | Mapmm;c Dapma Jlrg Jhuepsis Nev |~ .
Location: | Plot No,: 182, L83, Yerna Industrial Estate, Verna Gos, IN-403 722
‘\rﬁcumuﬁm TRCHHES? ,Lhmmmt N .11#825, JI=83, Beprm I:mam plas Tetreity, Bepua T'og, ‘IH&-#E}E- 722 |
Certificate on cnnﬁrmanun qf GNP No;t dated: s T
GMP 1212202

_ Cﬁp I tIm{ar BI040 nliirrsepmiermﬂ HBI Ny 068/2022/GMP - BRE | % ?’
'_ Lubelling: | Shonld c*:fr'rn—upond €0 the: registsred Tabelling, Conipliss.
] ) Maprysagus: | ITopuuuo wianosigmis BPLLCTROBAHOMY MAPKYBAHHIO. ___ Blanokumae

. Packaging: | Should coir caponu & the requirernents of | MQC, ! Complies
e AlaTVBANAAL | ToBUHHO BiHDOB KA1 simoram MKH., f . Bmﬂuamac o
Analysis results: "'-Cernﬁeate of analysis No.: | S AacE IS dﬂtﬁd T

L Peavaprarn AataNizyy | Ceprudibend Axanizy Nﬂ' - 4{}91}!}{] 4466 | mu. { 13.04. 2523

fhe reb y certify that the qu*e Iaformation is awthiontic ind nwumte T)‘u.s' bazd: uf, prmi'uct has bd’ﬂ'n maﬂﬂj‘nﬂfwed mc)mfmg

puckagingAubeling and quality control at the above mentivred site i fm’! wmpﬁance with the GAMP reqrirenients of the loced
Regularary Amthurity and with the specification avaitadle in registration dossier, The butch processing, packaging and aitalysis

Luae § 30cvidive,
(EREHI LTI i NaEyE

records woere revigwed and found (o be fr complionce with GA1P,
WO Hias el auige Ediopsania ¢ docmesipndio ma nro uriofo, L cepi nppdym;& fyita supolieiio
2 SN Y QIEHRY (U KORP NS 1T AROCIHT Hi G EIQIHA Y EHELT aupaﬁnuwﬁ f}!ﬂ I-nm{f Rﬂﬂﬂﬁdfﬂﬂy fmamu

signeeidnacnil 5 sysiozam GMP, somauosaenii MICHG3IM POLyARBOPHUA OPF2GIE0M, 4. 1A gidnogione du cneumﬁfmrg:{
e MICRIUINGER § PECEMIPaiTiLos ¥ Pacse. JIponoxonu supodingnisy, RARY SIS I Qitienisie GVAC REpLziRuymy. i

|-
|

Position of person aut hnrmng thie bateh. refease | Head - QA

 Ilocana 0LoBi, AKY BHASAD NO3GL Ni BRIVEK eepii | Kepisruge-351.

L1 A

__scmanogaene sivnedlonicmy GMPE,
Name | Barish Vyas

Dpisame | Xapinr Bag

Signature of person authorizing the hatch release
Uignue ocobn, ara gugans xozein ua eanye Cepil |

Date of signature

~- ,&313 Hiﬂllﬂﬂﬂ}ljiﬁ 11.04. 2923
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CIN - L24F1IMHA937PL 0055264

Marksans Pharma Ltd.

(’ERTIF‘IC &TE (?}I‘ A"'JALYSI )

. 1

e “Product narﬂe: EUROF;&&T o i
. Pharmaceulical form: | soft gelatip capsules: 409 ‘rn“g
Batch No.: | 336148 - .
Mfg. Date: | 03,2022 | | Expiry Date: 02_;:;025" .
L X Analysm pm::edme results o B
QUALITY | METHODS OF] vt
PARAMETER _ ”fPFCIFIC’*TION ~_coNnrtroL | RESULTS
. Description Cval 50t gelatine  capsules, containing’ p. 1 MQC, 1 Oval soft gelatine |
j colourless. to pale  yellow  calotired, | visvally { capsules,. |
| tragsparent viscous-liquid labilled “325" in: Feontaining:  pale |
) bld.{:k on thi egpsule sheﬂ- | -yellow c:almmd, __
i ] : | tranﬁparbﬂi ViSEos
T i Tiguid labelled |
: T <1 "M25” dn. black on |
R b i thie capsal shell.
"2 1dentification: CTA) The refention. time of the ¢ fain pcak i | p. 2AMQC, BP |
. Ibuprafen { chromatogram of the test solution :should .
' correspond to the reterition tive oftHe Tain - Compligs
peak in. chromatogram. of he standard ' "
soltion, A N
i B) Tha mammum abmq;tmn {}f the t&st P 2R MQC\'H
, solution 15 formed ot s wavelength in the | B
i arca of "25 am and should corre *?r"tjﬂd to ' T Gomplies
| the. absorption. maximmmn of the standard
_________ ... |-selation, e —
13, Uniformity of dosage | Acceptance valuc is less or cqual e 13, | p. 3MQC; | 23
. nnits ‘ e o IBPXUN . S
{4 LossonDrying & ﬂ%ww—moﬂ; W p.4MGC,BP | {04 %wiw
15, Missolution Not - less than 75 % {Q) of the iabeleﬂ B SMQC, | ‘
1 ERGNIS af Ibuprofen in: the finished pr nduct' BPIID 100.%
S B __ _.| is dissoived in 204minutes, . ) o L L
1 6. Related substances | o o R - | p 6 MOC, |
1« Impurity A: 2-[3 ~{2- “Not more than 0.20 % BPH/B Not Detected
" m»thy*-pmpyl)?hbuv}} * - |
+ Propionic-agid; :
- Dmpurity B 2-(4- I Not more-than 0.15.% Not Détected
i butylpheayl) Propionic deid; | - - | - '
- hapurity D 2-(4-mathyl- | Notmors thau 0.20 % - 0.002.%
-phi—:;uj.fl) Propionic acid, | | | |
- Impurity N2 2-{4~ 1 Not more than (.20 % . " NotDetected
ethyiphenyl} Propionic acid, ) T R |
f d-sobutvlacelophenone "\Tol more than 0.25 % Not Defected
; Individual Unknown : - Not more than 0:10 % 0.031%
Impurity |
-oumotall Impuriiies Nat more than 2.1 U k) " 005% )
: 7, Residual solvents: § Notmore than 106 ppm. .y
Usopropylalegbol | *pon

Marksans Pharma Led.

HEAD OFFICE | 11th Floor.. "GRANDEUR", Opp. Gundacha Symphony, Veera Degai Extension Road,
Oshiwara, Andheri (W), Mumbai - 400 053 “MZE 4001 2000
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| _3 Assay.

‘ Rdlc:a.ue
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Shelf-lite

« Touprofen

j. 9 Prrlcfablaluglcal Q‘I.'H:ﬂlt}

1580.0 mg—420,0

‘mgicaps,
(95:0 + 105.6:%: of

1 1x¢ labe] claim).

"T360.0mg —440.5

} the label mmm)

mﬁfﬂﬂ{?ﬂ
(90 % . 110 % of

T MG,
'BPIOD

| 405.78 mefcaps.
o l0l4%

el

|| .

;-

Total Aerebic Microbial Ceunt {TAMCY):
-not more thain L0* CEU/g.

Total combined Yensts.and Moulds Couit
| (TYMC}: not more than 10> CEU/g,

.| Abseirce of E. cafx perl g

p 9 ofMQ(‘

Cumphaﬁ
BP, XVIB T
Complics

Compligs- ¢

o Name 'H&_ris}z Viyas
e Position of person responsible for-analysis

Sjguatu: ¢ ol persen responsible for analysis

Head - QA

Date of 5igﬁa‘turc

11.04.2023-
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jCEpTHd)giKHT_NQ! 40000024466 Cropinka 132
| - | | _ CEPTH®IKAT AHAJII3Y
Haisa nponyknii: | CBPOOACT |
Jdixapeska dpopma; kangy_:lﬁ HEATUHOBI M BKI Mo 400 Mr ] ) ]
Cepin Ne: | 330148 | -
Hata supobuunrsa: | 03/2023 : *h__ | IMpunatunii po: 02!2025 ~
PesyanTaTi nponeaeuns anamsy |
[IOKASHHUHKH ; METOIA
B AKOCTI BHMQFH Ml{:ﬁ o KOHTPOJHO P_E?'YJH]TATH
| 1. Onme OBajgeHl M SKI  KETATHHOB! Kancynd, mo | n.] MKH, OBameri M’ HKi
MICTATS  NPO3OPY  B'M3Ky  PiAMHY  BiZ | Bi3yasbHO AKENATUHOBI
bczbapeHOro 0 GiNo-KOBTOTG KONBOPY 3 - KaTCyITH, o
MEpKYyBAHHAM «125% 4OPHHM KOJALOPOM Ha. { MICTATb TIPO3OPY
KafcynsH1id o0ononui, . B’A3Ky  piauHy
| Oi0-3KOBTOr o
| KONBOpY 3
MApPKYBaRHAM
| «125»  gopmiM
KONHOPOM. Ha
KACYAbHIA
| — - e oo oDOToHI.
2. lnpcarnpikanis: A) Yac yTpuManHs OCHOBHOIO mky Ha | n.2A MK, | |
1 [Synpoden XpOMATOrpaMi  ROCAIDKYBAHOrQ  po3uMHy { bpur. Dapm
HOBHMUICH  BLMOBLUATH YAy  yIPUMAHMS - Binnosinac
OCHOBHOTO TIKY Ha XpoMaTorpami
CTAHAAPTHONO POZUHHY, | | ) )
B) MakcumMym MornuwanHHEs Rocrimpkysasoro | m. 2B MKSI
PO3MMHY YTBOPIOETLCA NIPYU AOBMKHHI XBUAL B
d objacti 225 HM i noBHHen BimNOBIRaTH Binnorinae
MAKCUMYMY  MOOMIMUAHHA  CTANJAPTHOLO
e POGUVIHY. | N
3. Onnopignicrs Kpurepiit npuitHatiocTi Metie 460 nopieHwe | 1.3 MKS Bpur. 93
. NOI0BAHHE OXHHHNE [5. | + Dapny, XII N T
4'. Brpatu ipH 8,0 % m/m — 14.0 % Mmiv ‘0.4 MKZ1, bpur. 10,4 % s/m
 BHCYINIYBAH R | | | DapM
5. Porunuenun He medme wik 75 % (Q) Bin 3asenewol | 1.5 MK, Bpur.
i KinbkocTi i6ynpodedy 8 rorosiii nixapeskiit Mapm, XI1 D 100 %
i - N Popmi pozunaseThes 3a 20 xrumvm.
| 6. CyayTHi A0MIIIKH i | | e, | 1.0 MK,
| - gomuigka A 2-[3-(2- ; He Binsuie vix 0,20 % He pugaacHo
1 MeTun-rniponin)denin| L
JPONIONOBA. KUCJIOTA,
| - 1oMiuika B: 2-(4- e Sinside vk 0,15 % He Busasnewo
OyTrIheHT) NponicHOBA
{ ‘KMCAOTa; |
- aoMmimka D0 2<(d-memn- | He Sinsure ubg 0,20 % 0,002 %
denia) nponioHosa
KHCJI0TA, ot
- nomiwka N: 2-(4- He SinsLoe 1is 0,20 % | o He sussneno
ETUAQEHU) UPOITIQIIOBA -
KHUCAOTA; o |
- 4-izobytumaucrodenon | He Sinsiue wiv 0,75 % " ~ He Busmsieno
- IHAMBIAYANbHA Hesigoma | He Giabuie Hix 0,10°% ' | 6,031 %
LgoMiwks | |

L5 CERT i
TOB KOHARK vz il

- Neog .,
-___.________;_11523::,;




~ Coprugisar Ne: | 40000024466 | Cropinwa 232
| - cyMa peix AoMiwok He Ginble wix 2,0 % 0.05 %
7. 3anuuikosi He Simsioe six 100 ppm. .7 MK,
POSMHHEHKH: BpaT. Gapu. 4 ppm

ITzemponisoBuit coiupr

8. Kinsxiene pu eunycry Hpomazom mepminy | 0.8 MK,
BH3IHAYECHHHA - RPUOGIIHOC T bpur. ®Gapm |
ioynpoden 380,0 mr — 420.0 360,0 mr ~ 440.0 o 405 ’{708[ ’f’;f"&
mr/kanc. (95,0 % — Mr/xkanc. (90 % — ’
105,0 % Bin 1 110 % six
) . .| sagBNIEHOTKinbkOCTI) | 3asBJIEHOI Kinbkocti) o o _
9. Mikpoftioaoriaua 3arankre wHero aepobHnx MiKpoOprat(isMis n.9 MK, Binnosimae
HHCTOTHY - (TAMC): ue Ginbwe 1 KYO/T, Bpur. ®apwm.
3aranpie YucnQ APHKIKOLHX i II:;.!Ti?HHBH!( XVIB Binnoninac
{ rpusie (TYMC): e Ginble 102 KY O/,
Bincyruicrs E. cofin i T, ~ Bianorigae

fpizennte | Xapim Bse
llocana oco6m, Binnosinagsnof 3a ananiz | Kepisunk-351
Hianuc ocobu, siamopinanenol n anaiais -
Jdara ninnacasny 1_1;04.-2{12..3
S
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