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Active ingredients;
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CERTIFICATE OF QUALITY

AR AR TTIOFG2I000326
Sara [ Date 20.03.2024

“raGueven, ne 1 radacror y Gaicrepi; no 1 fnictepy n wupronniii ynaronnd; uo 10 visueonor

¥ wapronnii xopafi

cavion box)

fabibets; 10 tablets nve in g blistery T blistér is in & cavton puckage, 10 cartons patkage in a

Hisrecyainy 100 i

Tuznuinnmy rinpoxmopiigy ¥ nepepnxysanui s Tisaniany 1 wr

Nintesulide 100 g o

Tizunidine hydrochloride equivalent to Tizauidine 2 mg

Ne UAMA0/01/02 vin 23.01,2017 Tepin A pecerpaniiiro noesinaen i neobnsienfi
Ne UAMZA0/01/02 from 23.031.2017; Registration Certifiente vaditity is tnlimited

Raujf2354

042.2020/G M1

Kyeyar Xesesgep sy Jva, Dinpis
CI1-289 (A}, PITICO Iigaerpinn dpea, onanki, Bxinami, Tier, Aasap (Pauracran), Injs

Kusiun Healtheave Pyt L1d, Indin
51-289 (A), RTICO Nidustrial arén, Chidpanid, Bhiwadi, Dist, Alwar (Rajasthan}, India

Poswip cepit: 10000yn.

Hern wnr: 0172024 Hiticuit no; 1202026

Balch. Batch Size: DM: D/E;
Ae {oraznusir xroeyi Bratorn Peayanrrri anitnizin
Tests Requirentents Resujty
I | Qmne Kpyrai Tabuersn CHITAQSROBYOND KOALODY, thawsi 3 vahoro Ooky 1u 2 | Bi;monime
vicnen iy «NI» 3 imnooro,
Deseription Pale yellow coloured eircular unconted tnblels phain on one side and NF | Camplies
cmbossed on other side,
2 | Iaewridinnis Hae  yrpiiMysauns  ofutsEny  mkn HiMecysiay o nvaniny  na | Biuosiaae
XPONATOIPAMAN. docHIONCKAWI020 X0 cmandupiniveo PAunNig, OTPHMUMILS
B YMOUAN KiNGRICIOH BisLANel N, MAIOTY CHiRRBATH,
Identificntion Nimesulide and Tizadidine hydrocelloride retention time on sample and | Complies
standard  solutions chromatograms, obtained in “Assny” should be
cgirespand,
3 | Cepeannt yncea 285 s =315 wmr 302 e
Avernge weiphi 25 mp -~ 313 g 302 ma
4 | Crpannicrs He Gonree 1,0 % Rinrorinae
Frinbility Not more (i 1.0 % Complics
8 | Qauopinicrs
ORI OMUTINL
Hiveevaio Bigmmizae sustorass Bisnonigac
Fuzauicu Binnosinae nmoram Binnonizac
UVnitormity of dosnge
it )
Nimesulide Complics to 6 sequiroments Complies
Tizanidine Comyplies 10 (lie reynirements Compiies
& | Foznaganus He Gisume 13 xo 251 4] cex
Disintegration Not mtore than 13 minoes 2min 41 see
7 | Porasmenun
Hisweynld JTe memuie 75 % (Q) 4a 45 ku 97‘7:,% i I(JZ.(_JE}’.,
Tuuscanidun He et 75 % () 3a 45 xn 94.6% - 101.5%
Drigzohedion ,——gmh
Nimeslicle Not less than 73% (Q) lor 45 minutes. D * a3 97.7% - 102.0%
| Ttmaniding Not Jess than 75% (Q) for 45 miputes, @/\»n 94.6% - 101.5%
:‘_‘ 0[.-’”:}1.(11/11!‘” q';é
Ay u..
o S
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Kastum Healthcare Por. [1d .

Jlisapevwenit mcid; AIMEL® OOPTRE rafiaeTk, 60 10 rafaevox y dnierepi; no 1 Gaictepy » snpronutii ynaxonni; no 10 ynaronos
Y apTonuiii kopotni

Medicinal product: NIMID® FORTE tubluts, 10 tablefs are in & blister, T blister is in 2 carton package, 10 cartons package i
cirtim hox)

Cepin: Mo 1003314

Batcly:

8 | Cynpouinui zonineay Tipi sunpesy:

He Gizsue 0,1 %4 ROAEI0T AOMTIKIT He oitapneno

He Giantwe 0,5 % cysn nosimox e nussneno

Ha mepsin npuodamyocmi:

He Sinnwe 0,1 % komter aosdisn

Fle Ginuise 1,0 % cynm gominsor.

Finish prodict: .
Related substances Anty individual impurity - Not more (ban 0,] %
Total impurities - Not mare than 0.5 %

Shelf fife:

Any individual impurity - Net wore than 0.1 %
J'otal impurities - Not more than 1.0 %

Not Detected
Mot Detected

9 | Kisuxicre susuaieins
Hirteeynie Tt srenrosys:
Tarzauidun 93,0-105,0 % nin 3ammsznoro smicty 102.24%
95,0-105,0 % izt snannenoro nuticry 100.56%%
e mepaine mpdannocint:
90,0-110,0 % uixt sanaenoro saicTy
90,0-110,0 % win samikenoro BMicTy

Assay Finish produet: 40
Nintesulide 95.0-105.0 % ol Iabel Claim :f)%g(:‘l/f:
Tizanidine 95.0-105.0 % of label Claim

Shelflife:

20.0-F18.0 % of labe! Clajm’

90.0-110.0 % of label Cliim

W | Mirpodiozorinna Jaradmi wisvkicTn  eepobimy Mixpoopranianin (TAMC) we  Gisinme
wereret 10F KYO#,

Baraanin gizwkieTh APIACGEKOBING TA MliceteRNR rpabin (TYMC) ne Ghmine
102 KV O/,

Biacyriicrs Escherichia colin'| r npenapmy.,

Nicrabtelogical purity®
Total nergbic micrabic counis (TAMC) —NMT 10% CFlig,
Total Yeast & Mould Count (TYMC) — MMT 102 CFU.
Eseherichia colf should be absent per 1 g,

* BunpoSynatng MikpoBieaor i HGT Werun] IPOBOANTLEA JUM NEpUNEX 3 cepift, noTist 2unr koswnot 1047 cepi, alio apnn oz ou pik.
* Microbial purity will be perfonned on first 3 commersial baiches thereafier af every 10% batch or once in a year.

Not required

BHCHOBOK: Cepls Ne 1003314 pinneniage dBusoray MICST PIT Ne UAM240/01/02
CONCLUSION: Batch Me 1003314 complies with the requirements of MQC RC Ne UAM240/01102

Nt
P ive el §imals I/ badral

AHAJI BUKOHAB : aaTa ol 3wy
(ANALYSED BY) (DATE)

Kovenrapi: Hemag
Comments: no

3unua upo cepragisanio: wlliftcinm u HCBIANYI0, M0 HOBLACHA BUIE hnpopainis € pocrosipitowo i rounero. 1L cepist
upoay i 6348 nUroToRIeA (R Y A0 I ynaroniy / mapicynanin) { nponescno KReuUTposL W sicocri na
Bmuesrananony ninnpucnersi s nonyiii sinmosignoert 3 BIMOTIANTH, 3ARGOTCHIANT B YW nill sacrauori G,
dwrsepaacaiin Misferepersoasr oxoponn WOpoB's Vicpain, i 3 susorasm pecerpaniiinero zoenc wpainn DRR3HAeIT,
Tiporuran supobusrea, FURKOBRI rasuanizin Gysm neperustay i § nerpironsena iy niwnaianiers apsoras GMPy.
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Mikapenini anci6: LIMIE® LDOP'E.‘E radneren, ny 10 wBaeror y Saievepi; no 1 Gnicrepy B kapTOWKIR yrarosui; no 10 YUAROBOK

¥ sprouniit kopofing

Medicinal product: NIMID® FORTE  tablets, 10 tablets ave fis 2 biister, I Blister 3s in a carfor packige; 10 cartons package in o

carion hnx)
Cepin: Ne 1003314
Baeh:

Certification statement: «On this I certify that the above-mentioned i

nformation is teue and accurate. This product bhatch

was produced (imeluding packaging / labeling) and eontlucted for its quality control at 1lie ahove-mentinned masfactuyer
according to speeified in the eurrent GMP puidetines, approved by the Ministry of Health of Ukraine, and with the
requirements of ihe registration dossier of the. destinntion country. Records of manufacturing, packaging and analysis
were reviewed and defermined for their compliance wifh the GMP requirementsy».

Iepinnue rpyid wontpomo axoeri
Qualily conirol group manager

Iai's T npiznne t /
{Name) ‘\ll' .(p&‘-p“ ﬁ%&)
TTinnue

Co

{Signature)
’__f 6] 03 /’)OLL]

Hara nianscanis
(Date of signaturc)

Yuosuonmrena ocola, no  saificmoe
cepTHicuitiio copif

Int'st T2 npisone 3A
(Name) - 5 Jos Frl
Tizmne
(Signature)

Jara nipgniscanna
(Date of signature)
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