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Kusum ffécz[t/z,are Pt Litd.

CEPTU®IKAT IKOCTI
CERTIFICATE OF QUALITY

AR Ne 1110FG24000074

) Jara 25.01.2024

Jikapenknii saci6: HIMIN®  rean zum.}omxim Hhore sacrocysanss, 10 dr/r,no 30 r o aasinosanii Ty6i; no 1 1y6i y
KapTonnii yHaKosni , -

Meticinal product: N IMID®  gelfor external usage 10 mg/g, 30 ¢ in Jaminated tube, 1 tube in a carton package.

Hirona peqonnua: nirvecyaiay 10 sir
Active ingredicent: Nimesulide 10 mg.
Pecerpaniline noeBizyennn: Ne UA/7649/01/01 ox 03.1 1.2016, TepMiit nif pecerpauiiinore poesinyenus neodyereiit
Registration Certificates Ne UA/T649/01/01, 03.11.2016, Registration Certificate validity is unlimited:
Hinenain na napofiume No: Raj/2354. .
Ceprugricar GMP Ne: 042/2020/GMP.
Baijobunk: Kyeyw Xearxxep Hnr Jira, Yuin
Aupeca Bupofnngka: CI1-289 (A), PHKO Inpacrpian apea, Yonauki, Bxisaai, dicr. Aasap (PamaacTan), Ingis
Manufactured by: Kusum Healthicare Pvt Ltd, India
Address of manufacturer: §P-289 (A); RUCO Industrial area, Chopanki, Bhiwadi, Dist. Alway (Rajasthan), India
Cepis: Ne 1002834 “Poamip cepii: 40000y, Jlata wur.:12/2023 Hiiicnnii ao: 1172026
Batch: Batch Size: : DIM: Expiry date:
. Nu Tloxasunki aKperi g Busorn PesyantaTi
Tesfs Requireinents ananizin.
: Results
1 | Omc Henposopsii oatiopianit reas CRITAO-KOBTOFO KOILOPY Bimnoniznae
Deséription - Opaque, uniforn, pale yellow gel Complies
2 | Tzenmidixanis Himecysiz,

Yac yrpusysanii, nikis Mimecyainy ua XpoMarorpaMax QULATONYBAHOZ0 Bimosigae
T CMANIapINo2o PO3HINIG,  OTPHMAHHN. B yMOBaX Kiankicnoro
RIBHAYCHNS, MAIOTh CHIBTIAAATI.

Crvpr Geusniaonui,

Yac yrpuMysanns  Rikiy  CIMpTY Gen3INOBOr0  Ha  NPOMATOYpaMax Biaoninae
AoCHidNCY6aHOZ0  TA cmandapiniozo  posuimic, OTPIMARIX B yMonax
KINBKICHORO BIAHAMCHHA, MAIOTH CHIRNAAATI.

Identification Nimesulide.

Retention time of Nimesulide peak in chromatograms of sumple preparation Complies
and mixed standard preparation uhiained in “Assay” should correspond.
Benzyl Alcohol.

Retention time of Benzyl Alcohol peak in chromatograms of samplé Complies
preparation and mived standard preparation obtained in “Assay” should

carrespond.
3 | pH Bin3,0 10 7.0 (10 % cycnewsii remo y BOZI) 6.38
pHl From 5.0 to 7.0 (10 % suspension of the gel in the water) 6.38
4 | Maca smicry Ty0H He Menuie HoMinanbHol Bianosizae
Minimum il Not leiss than nominal Complies
5§ | Kinnkicse pasnaset [1py gunverv:.

Big 0,0095r no 0,0105 ¢ nivecynuay Iy remo (95,0-1050% sin 100.9%
3a8BHEHON0 BMICTY).
90-110 % cruipTy GCH3NAOBOTC Bifl 3WIBICHOIO BMICTY, 101.3%

Ha mepaiyy Bpuoamuociti

Bix 0,0090% no 00111 nivecyminy B i remo (90,0-110,0% nia
JAABACHOTO BMICTY).

80-120 % caupry Senznnoraro RiZ 3298€HOTO BMICTY.

Assay Finish product;
From 0.0095°¢ to 0.0105 2 of Nimesulide in 1. of gel (95.0~105.0 % of the | 100.9%
label claim).
90-110 % of Benzyl Alcohol of the label claim. 101.3%
Shelf life:

From 0.0090 g 10 0.011 g of Nimesulide in 1 g of gel (90.0-1 10.0 % of the
fabel claim),

80120 % of Benzyt Alcohol of the Jabel claim.
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Kusum Healthcare Pot. Ltd.

Jliapesknii saciG: THIMI®

Medicinal product: NIMID®
Cepis; Mo 1002834
Batch:

reab 1an 308hlumLore sacroeysanyn, 10 sr/r, o 30 1 3 aaminonaniit Tydi; no
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gel forexternal usage 10 mg/g, 30 gin laminated tube, 1 tube in a carton package.

¢ | Cynposiusi goMimxn Tpu sunyexy:
He Ginpuie 0,1 % xoxHOT JOMIKH 0.018%.
He Simsitze 0,5 % cyni AOMIBOK 0.034%
Het sepaiiv npridahinochii:
He Gingwe 0,5 % koxxiiol AoMimkn
He, Giyivuie 1,0 % cysu 10Milsor
Related substances Finish product:
- Any other impurity: Not more than 0.1 Y% 0.018%
Potal impurities: Not more than 0.3 % 0.034%
Any other impurity: Not more than 0.5 %
Total impurities: Not mare than 1.0 %
7 | MixpoGiogariuua uncrora | 3aranbia RINBKICTD. AepOORIX, sirpoopranisMie (TAMC) e Ginuwe | <10 KyOhr
102 KYO/r, <10 K¥Oir
Jaraguua RINBKICTS APDKUKOBIN T4 Inicenenix rputin (TYMC) e
Ginnine 10" KY O/, )
Bipcymnicts Staphylococcus atreus 1 r npenapaty. Biacyruir
Binteyrricts Pseiwdomonas aeriginosa v ) © npenapary. Bineytnilr
Microbiological purity Total derobic microorganisms (TAMC) - NMT 10* CFU/ <10 CFU/
Total Yeast & Mould Count (TYMC)~NMT 10! CFU/g <10 C¥U/g
Siaphylocaccus aurens should be absent per lg Absent/g
Pseudomonas aeruginossa should be absent per 1 g. Absent/g

BUCHOBOK:

AHAJII3 BUKOHAB
(ANALYSED BY)

Komenrapi: nemae:

Comments: no

Cepist Ne1002834
CONCLUSION: Batch Ne1002834

, v O\VM : .
5 ol RooliyO

slanonizac susoras MKST PTT Ne UA/7649/01/01
complies with the requirements of MQC RC Ne UA/ 7649/01/01

NATA_ LS 1oV [

(DATE)

asna ipo cepridikanin: «flificmn g3acBinUYy10, WO HABEACHA BHNLe inopmaiuis € gocronipnolo i rouno. g cepin
rpoxyxuil fyaa BHrOTOBICHA (BRIIOYAIOUH YHAKOBRY /MapKyBaNHa) | NPOBEALHO KONTPONL i1 sikoCTE 1A
BHIME3raAKAHOMY NIAAPHEMCTBI B, noBHiil ‘liinnonimmcri 3 BHMOTAMI, 323RAYCHAMNE B THHHIH nacranosi GMP,
sarnepaKeniit MinjcTeperaom oXoponn 3aopon’s Yrpaiui, | 3 BHMOTAME peceTpauiiHore ROCHE KPATHI NPHNAUCHAS,
I1poToKea BHPOOHALTEA, YNAKOBKIH T4 auanizis 6yan meperaanyTii BCTanoBACHo ix signosimsicrs suyorast GMP».

Centificdtion statement: «On this I certify that the ahove-mentioned information is true and accurate. Thig product bateh
was produced (including packaging / labeling) and condueted for its quality control at the above-nientioned manufacturer
according to specified in the current GMP guidélines, approved by the Ministry of Health of Ukraine, and with the
requirements of the registration ‘dosster of the destination country. Records of manufactaring, packaging and analysis
were reviewed and determined for their compliance with the GMP requirements».
Kepisuuk rpyiii KOHTpOIO AKOCTH ¢ Yropuopakena  ocoda,
Quality control group manager cepridixauiio cepii

v'a T2 npi3BHILE Qualified Person certifying the balcl —

mo  3aificHoe

(Name) Nyedles R0 pbrov Tm'n a npizsRIe :&gx\f\ HEA g
{g:un;xf ) o T b/ : ?[\1;\;11’(:(); wc/d\')\ AN S E
Signature f . Tiami

Jlata nipnucanns <101 )')’O 1K (Signature)

Jlara nianucanua
(Date of signature)

{Date of signature)
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