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CIN No.: Us5929D1,1997PTCO85780
CEPTHOIKAT SKOCT]

CERTIFICATE QF QUALITY

AR, Fe: §200FP24000057
Hara /Date; 08.02,2024
MHwnponserni sncis: HIMIH®  (rpanymss 100 me/2r, no 2 £ o cawe; o 30 eawe 5 KapronRiil yeakosai )
" Medicinal product: NIMID® (granules 100 mg/2g in sachef, 30 sachefs in a cavtos package)

Ao petiouna Himecyainy 1000 sr
Active ingredient: Nimesulide 100.0 mig
Pecerpauiitne aocniasenna: Ne UA/M240/03/01 Bin 23012017, epin off pecerpanisivora nocsizyenus Heolnesren it
Registration Certificate; Mo UAMZ40/03/0%, frem 23.01.2017; Registration Certificate validiey is unlimited
Higensin va supobumurae No: 25/61/72018,
Ceprndirar GMP Ne: 040/201%/G M P
Brpotumk: Kycys Xenrxwep IaT Jrva, Tuaia
Agpeca Bupofuinga: ot Mo M-3, Ingop Cnewers Tionostin 3oyn, beqs-11, Hiramuyp, Afer, Jxap, Magsea {Ipapeut, i
454774, Tuxis
Manulactured by: Kusum Healtheare Pyt Litd
Address of manufacturer: Plot No. M-3, Indove Special Economic Zone, Phase-11, Pithampur, Distt. Dhar, Madbya Pradesh, Pin
454774, India
Cepinr Ne 1003665 Poanip cepii: 6666 yi. Hata Bur.: 01/2024 Aifteunit qo: 122027
Batch:No. 1003065 Batch Size: 6666 DM 0172024 D/EY 1272027
MNe Mowazaury sreoeri Bumeru Pesymuravi auaniin
Tests - Requirements Resulis
1 One I'panyai esitao-komroro KOALOPY 3 ANeAbEHHOBHM 3a15AX0M. Binnosinac
Deseription Pale yellow granudes with orange flavor Complics ]
2 1 Liewnubivauia Hac yTpHMYRAUTA GCHOBUOID MiRY 1A XpomaTorpami pinpodSyRanoro | Biasoniac
POSTHHY  OTPRMANGIO 8 YMORNX KINEKICHONO BUIMAENSN  TfonMnel
CHIBHRIATI 3. uacoM YIpUMyBAERA mika Hinecypiny Ha Xposurorpui
EIEHOUIRO020 PO (Histecynid).
Identilication In the Assay, the princigle peak in the chromatogram obiained wilh sample Coamplies
solulion has the same feteifion time as the principle peak in the
chirematograsy obtained with standard solution, Nimesulide). )
3 | Canopianictn sosonamax | B inmosinae nHatora, Bixmosiaag
OXMHULE
. Uniforinity of dosage unit | Complies to requirements Complies
4 | pH 2.5-35 At
pH 2.5-3.3 3.1
5§ | Cyrporpignj mosdwgy Hput gunyery:
He Ginsine 0,1 % nomimxn C He enssrenc
He dianwe 0,1 % Aominnen D He eragieno
He Blanme 0,1 % Ayns-sxol ol gomivike . ¢.01%
He Ginkuie 0,5 % cymn pomiior 0.01%
At meparing npudamnocmi:
He Ginsnie 0,1 % aomingmu C
He Giapwe 0,1 % nomikd D
He biavie 0,1 % Syas-niof Lol soMimin
He Ginsire 1,0 % cymu aosiurox
el b barrnren Finish product: Not Detected
Retated substaces NMT 0.1 % of impurity C Not Detected
NMT 0.1 % of impurity D 0.01%
NMT 0.1 % of any other impurity 0.01%
NMT 0.5 % of tota] impurities o
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AR, Nox 1210FP24000057

Shelf life:

NMT 0.1 % af impurity C

NMT 0.1 % of impurity D

NMT 0.1 % of any other impurity
NMT 1,0 % of total impusities

Microbiological purity*

darantia KiInKicTs APLRAMOBNX Ta mriceienx rpubis (TYMC) ne
Ginpwme 10° KYO/T.

Bincyrnicts Escherichiccolin 1 v npenapary.,

Tatal aerobic Microbjal count (T AMC) - NMT 10° CFU/g.

Tatal Yeast & Mould Count (TYMC) - NMT 10* CIFLy/g.
Eseherichio cofi should be absent perlg.

6. ¢ Kimewicue susnnucunn | Hpy BUHVCKY!
55,0-103,0 % via sauslicnol Kinbxacr 101.19%
Zan mepatiny npudanniocm:
99,0-110,0 % sin sasenesol KinpxocTi
Assay Finish produci:
95.0-105.0 % ol label Claim 101.19%
Shelf life:
90.0-110.8 % of Jabel Chajin
7. | 3annuioei KiavkocTi CrnpT zotponinosuli — ve Gianare 5000 ppim He sussnenc
OpraHinHuX
posmHBIKiBY
Residual solvent** Isopropyl alcohol: NMT 5000 ppm Not Detected
8 | Mixpodionorinua Jaraneia kbiskicrs aepodiny wikpoopranissie {TAMC) re Gime | <10 KV
HICTOTEY 107 KVO/ie

<10 K¥YOh
Bineysnifr
<10 CFU/g

<10 CFU/g
Absently

* BrunpoGysanna Mixpodionoriauet akerory PROROINTLGA ARA nepirnx 3 cepii, moTiM 178 Koxrol 10-1 cepil, a6 oI pas Ha pik.
* Microbial purity will be performed on first 3 commercial batches thereafter at every 10" bateh or once i o year.

F pesybTaT BRITROGY BN NEPEHOCUTELCS 3 KONTPOINO B BpONec BEPOGHKLTRE.

=+ Resull would be transferred from in-process test control.

BHCHOBOK:
CONCLUSION:

Cepla Ne 1003065
Batch Mo 1003055

)
Y r/)
AN X

BianoBigac numoran ME PIT Me UA/M240/03401
complies with thevequirements of MQC RC Ne UA/M4240/03/01

AHAJIE BAKONRE
{ANALYSED BY)

IATA R {g ﬂ»’} 40T
(DATE)

KomerTapi: nevae

Cotmments: no

3asun mpo cepTH@IKARIO: @ Tifcrum 9 3a¢BiMayi0, WO HABefeHa BHOIC indio pyaia € noCToBipaoo | rosnoo. 1y cepin STPOLYRMI
Oyia sHroTORACHA (BRI IOYATOSL ynuwosry / maprynasnn) | HPOBCRLHO KOHTPOAY Y 9KoeTi Ha BRIEITSAAHOMY NIARPHEMETD
U NoeNiE Bianosianveri 3 sEMoramn, sasnaMeNnmu B YHUHE gacranoni GMP, sarsepuaoniii Miricreperson nxopom
snopon's Yipaie, 1 3 susoran pecerpattifinere goese kpsafun npustiaucuua. Iporoxoan snpedimnrna, YOAKoDKe Ti
auANisin Oyan neperasmyri i nerdonrnewo x sitRosiggicTs BuMoram GM Dy,
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AR Ne: 1216FP24000057

Certification statement: «On this 1 certify, that the above mentioned information is true and aceurate, This produact bateh was
produced (neluding packaging / labeling) and conducted for its quality conirol st the ahove mentioned manufaciuier according
to specified fn the curient GMP guidelbics, approved by the Ministry of Health of Dkraine, and with the requirements of the
registration dossier of the destinafion country. Records of manufacturing, packaging and analysis were reviewed and
detérmined for their compliance with the GMP requirements»,

KepiBHuK Tpynm KONTPOWLO Axoer VYnosrmosamewa  ocoGa,  mo snidfcRoe
Quality control group manager cepragixauico cepit
. . Qualitied Person certifying the batch
Js's e nipiasmie ; . .
(Name} “”%""‘*éﬁg N &\"‘ SN Im' Ta npizrum VMA) U é}u
Tlianne . (Name) b Ads N :
o ; o LAA, Rtdaet,
(Signatare) —( FHimace 2
Ji[aiq-nigmicam-m i\ ‘C AL 98 (Signature) [ ‘ 59‘)
(Date of sigaature) AN \ e Hara m',rzm:camm_ AN L o 24
{Date of signature) ,,//6@){}
R .
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