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CERTIFICATE OF QUALITY

AR N ITIPG2A000567
Flara 29.04.20024
Cliwape st e H}i\.-]]j]l’f‘»‘ VESTL 0 S0BEIBNILOY Weroeyeiant, H e, wo 100 15 aavinesauii yfil; we 1wyl y
: whpronadil ynakon
gel for external usage 10 mg/e, 100 ¢ in laminated tube, | fube fn a carton package,
e recyiay 10 ur
Nimesulide 10 mg.
Ab UASTOI9A01/01 o7 03.11.2016, repatiy aif pecerpaniiinoro nocsigtenis neodyeieny i
Ne UASTGA9H01/01, 03.11.2016, Repisteation Certificate validity is unlimited

Medicinat produeir NIMID®
A pesosms;

Active ingredients
Pecerpanifinee noeniineuss;
Registeation Certificate:

Hiensin wa supobsu e N

Raj/2354

Cegrrndrinnr GMP Ae:
Brpabun:

Aapeea pirpodunra;
Manufactured by
Address of manufacivrer:

Cepin; Xo 1003771

Posatip copii- 12000y,

H2/2020/GME
Kyeys Xearskep Hwe v, Tnnia

CI1-289 (A), PHIKO Tngaerpian apea, Yomauxi, Bxivazi, Hicr, Anpap (Przxacran), Innin

Kusum Healtheare Pyt Ltd, Tndia
SP-280 (A}, RICO Industrial ares, Chopankd, Bhiwadi, Dist. Alwar (I

Hara une,:04/2024

ajasthany, Tndia

Aitcunii zo: 0372027

Batch: . Ratch Size: DA: Lxpiry dale:
N Tloxasmn arecti Binanrp Peyyanrat e mitaaisia
Tests B Reguirements - 1 Resalts
T | Qe Henposeparit eapapiumiit com CuiTIo-KoR 1010 KOO Bizpowise
Erescription o Opagque, uniform, pale yellow gel L Complies o
2| taermiadinauga Hixeeyain ‘ T
Hae yipnsysainm nikiy wise HAY S XPOMATONPRMIX aacxidxcieanoce | Bianosinac
TR cmandamnuein poyennis,  otpumaniy  w YMOBAX  RiMkgicHor
BHIAYLIINI, MA0TH CNIBBALATY,
Crisspr deusicarni,
Hac yrpisvRaneg  gnicin CHUNTY  GMMIHI0ROIO  Ha Kposararpnex | Biogoesic
JaCDsevsanoss 1 ciaudapnmoco POSHUNE, OTPIDNIN B YROBAN
Hi:#l-l(f('ll()f'k) BIMIGETCHNA, MTOTH C]'II""TI?L—![Z!‘J‘]!‘.
Identificaiion Nimesulide.
Retention time of Nimesulde pezk in chsomalograms of semple preparatian | Complies
and mived standard preparaiion oblained in “Assay” should correspond.
Benzyl Alcohal.
Betention time of Bewny! Aleohot peak i chramatograms of sample | Complies
pregaaation and mived standerd preperation shlained in TAssay” sheuld
COTFSSpONd,
3 | pH Bi 5.0 40 7,0 (10 % eyonensit reaio ¥ BOAT) 637
pil From 3.0 7.0¢10 % suspension ol the gol in the waler) 6.352
4| Mucd maicry 1vbn He mennie novinagsnar Binosizae o
| Mininuan fil) e 4 N Fess than nowina) L Compties

Kiapnicie ssaienn

wh

Lipi suppeny:

Bix 200951 a0 00105 ¢ wivieeyanay no |

remio £93.0-105.0 % wix

101.0%

FAIRICHOTO BAIICTY).

90--110 % enpm y Sensimasors nix SAHINEHOID BUICTY. H6.0%

fla wrepein HPHOUNIROCINE!

Bia 0009 r a0 0010 ¢ wivesyanay B b oremo (W0.051100% sin

SHLRATHOTY BMICTY), i

80120 %5 cnupry Genmianare six manaennce nMICTY.
sy e :

Frem 2o 0.0125 g of Nimesulide in 1 ¢ olgel (95.6~105 0 % of the | Ja1.00%

tabel claim).
0110 %% of Bereyl Aleahol of the [ibel elain,
From Q0090 2 10 G0 g of Nimesulide i 1 g ool gel (90.0-110.0 % ol the ]
tabel claing, I
81| 206 %) ol Benay) Alcohal of the labek clain,

116,045
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Medicinai product: NIMID®  gel for external usage 16 mgig, 100 g in taminated tube, I tube ina carton package,

Cepis: Na (303771

Balch: -
G CynpoRpun Aning e anpyery: )

- 1 He Siannze 0,1 % womonot zosiong 0.01%,

He Siisine 6,5 %o.cyant fosimok 0.00%
Ha HEIALH IT;'J"C}(I-'FIJI‘:’){'JHI:;
He Ginptue 0,5 % woued Aok
He Siasae 1,0 % cyrar aoariurox

Related substances Finixh produci;
Any other impurity: Not more than 0.1 % 3.01%
Tl hmpurities; Not more than 0.5 % 0.02%
Shelf,
Amy other impuriiy; Not mare than 0.5 3%

. et Tolal ipurities: Notmore than 1.0 %

MixpoGionerivng wrcrora | 3araanng KURKICT, aepofianx mispobprasissis (TAMO) e iamine
1 K¥ O,

Jarasnya xiankiors UPTALROBIEN 1A UIee 1SRN ypuie (TYMO) e
e 100 KY O,

Biacyrmicrs Siophylecocons awrens u 1 r IPENARI ¥,

Bixcytnicrs Prevdhmonas aeruginose w1 - upenapury.

Mierohinlogieal purity Tawal nerobic micraorgunisms (TAMC) — NMT 102 C¥llg Under analvsis
Toral Yepst & Mould Cowm (TYMC) - NMIT 10 ClUg
Stapiylococcys mwens should be absent per | g
Psewdomonas aoriginossea shonld be absent per § o

BHMCHORBOK:  Cepis Me 1003771 sinvonriaae srvorey MK PIT N UA77649/01701
CONCILUSION: Batch Ne 1903771 complies with the requirements of MQE RC Ne UA/T649/0 1A%}

,-) Ia N .
AHAJIZ BHKO) ng/,?gg{g)u\?-ﬂ* * JIATA 2304 o
(ANALYSED BY) 2

};l\lcrv (BN ‘f\\QUJ_‘E{j S | (DATE)

2.5

) 5
Koverrapi: nesac et &
Comments: o

Sase npo copindiranine: wliticany s JACHILE Y0, 110 MAREKeHA BROLR indopyaLin caocTesipieio i resnow. s cepse
TEPLY W Gy39 BICOTORRENA (BRTIG9a10 ¥RAROBKY / MAPRYBARIIR) § RPOBEACHO KONTPONL 1T stcoet na
BIBReITafaneay nidimeemcvsl 8 nouaili sinesiniocria BUAMBIARH, JANACHRMI B W01 HacTanoni GMP,
3avsepmmeniit Misnjcrepernom axopouw 3nopon's Ypaiig, | 3 ustoramu PECCTPANITIEOT 9 J0CLe paTin IpRat el
[tpaToxnm supofinnursa, yasKousn va auanizis Sy xicpel‘;-’mu)'ﬂ i zernmorsens Vx pianesianicrs sumoran GV Py,

Ceriilication staement: «On this 1 vertily thit the sbove-mentioned infermation is true and accurate. This product batcl
wis produced (including packaging / labeling) and conducted for its quality eontrol at the above-mentiened manufacturer
according to specified in the corrent GAP guidetines, approved by the Ministry of Health of Ukraine, and with the
requirements of the yegistrasion dossier of the destination country. Records of manufacturing, packaging and analyvsiy
were reviewed and determined for their complianee with the GMP vequireman sy, :

KUpige rpyan oo sxocTi Ynosuoswwena  ccofa,  wo  aaiicmoc
Quality contral gronp manager cepradiranino copii
. _ Qualified Person conifying the hoteh.

't v npikime 4 e j A Iu's v mpizsaige .
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IName) / - (Name) .. S
Fiianare Hignue
(Rlaanture) {Signature) f

Ha nianaeainig

Jars nianueanys -
(e of signature)

(ute of signaturel
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