
CERTIFICATE OF ANALYSIS 
CEPTv!CDv!KAT AHAJ!vl3A 

Product: Nise®, topical spray I% 
npoD:ytn: Haifa®, cnpei1 mm Hapy)Kttoro np11rviettemrn I% 

Market/ PbIHOK : Russia/ PocrnH 

Batch No./ 
5GF11 

Batch Quantity/ 
Cep1rn N2 

: 
PaJMep ceptttt 

Analytical Report No./ 
: 1810F25007729 

Date of Analysis/ 
AuaJrnTtt1-iecKttn OT'IeT N2 )].aTa auaJJttJa 

Date of Manufacture/ 
08.12.2025 

Date of Expiry / 
)].aTa npOH3B0JICTBa 

: 
foD:eH LIO 

Mfg. License No./ 

: 54 78 units/ 5478 en11tt11u 

: 23.12.2025 

: 07.11.2027 

n pOH3B0JICTBeHHaSI : 361 MA number: / HoMep PY : JII1-N2(003371)-(Pf-RU) 

JJttueuJHH N2 

Analysis performed according ND No/ AuaJJtt:l npoBeD:eH no 1-1)]. N2: J1n-N2(003371)-(Pf-RU)-170725 

Page 1 of 4 / CTp, 1 u3 4 
N2 Test I IloKaJaTeJJb Result/ PeJyJJhTaThl Specification/ HopMa 

1 Appearance/ Onttcauue 

Pale-yellow clear solution with characteristic odor. Colorless to pale-yellow clear solution 
/ npmpa'!HhlH pacniop CBeTJIO-lKCJITO['(l UBCTa C with characteristic odor. / TTpo3pa'IHhIH 
xapmcrep111,I:'vI 3anaxo1v1. 

pacrnop OT 6ecuseTHoro )lO CBeTJ10· 
)KeJ1TOro UBeTa C xapaKTepHblM 3anaxoM. 

2 Identification/ Hi.eHTtt4>ttKaL1ttS1 

HPLCI B3}{{X Retention time of the main peak 111 the Retention time of the main peak in the 

chromatogram oftest solution corresponds to chromatogram of test solution should 

retention time of the main peak 111 the correspond to retention time of the main 

chromatogram of nimesulide standard peak in the chromatogram of nimesulide 

solution. (section "Assay"). I BpeMH standard solution (section "Assay"). I 
y nep)KHBaHl151 OCHOBHoro TTHKa Ha BpeM51 ynep)KHBaHH51 OCHOBHOrO TTHKa Ha 

xporviaTorparvirvie HCTTblTyervioro pacrnopa xporviaTorparvirvie 11cnb1Tyervioro pacrnopa 

COOTBeTCTByeT TaKOBOMY Ha xpoMaTorpaMMe ,[l0J1)KHO COOTBeTCTBOBaTb TaKOBOMY Ha 
pacrnopa CTaHaapTHOro 06pa3ua xpoMaTorparvirvie pacrnopa crattaapTuoro 

HHMecyJrnaa (pa3nen «KOJ1W!eCTBeHHOe o6pa3ua HHMecyn11na (pa3aen 
onpeaenett11e» ). «Konwc1ecTBeHHoe onpeaeJ1ett11e» ). 

UV spectrophotometry I The UV absorption spectrum of the test The UV absorption spectrum of the test 

Ycf>-cneKmporpomoMempu51 solution exhibits maxima at 398.2 nm. / Y<D- solution should exhibit maxima at 397±5 

cneKTP norno1.1.1ett1151 11cn1,nyervioro pacrnopa nm. I Y<D-cneKTP norno1.1.1ett1151 

,[leMOHCTp11pyeT MaKCHMYM npH )lJ1HHe BOJ1Hbl HCl1bITYeMOro pacrnopa ,[lOmKeH 

398.2 HM. ,[leMOHCTpHpoBaTb MaKCHMYM npH ,[lJ1HHe 

BOJ1Hbl 397 ± 5 HM. 

3 Package content release/ ]03.0%/103.0% Not less than 90 % of the labeled claim. / 

BbIXOJI COD:ep,tmMoro ynaKOBKH 
He Mettee 90 % OT 3a51BJ1eHHOro 

KOJ1WJeCTBa. 

4 Assay of solvents/ Co,11,epma•rne pacTBoptt-reJJen 

2-propanol I 2-nponalUJJl 516.6 mg/516.6 mg 463.5 mg to 566.5 mg (90 % to 110 % of 

the labeled amount) in I g of spray. / OT 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'lauue: TTpOl\YKT cooTBeTcrnyeT Tpe6oBaHH51M H,Q 3aKJIJO'leuue: O).(OiiPEHO 

Prepared by / Checked by/ 
Lf/.S-

Approved by: Manager/Executive/ 
TTo,1J,rOTOBJ1eHo: e.::JJ..LL- flpoBepeHo: 0,1J,06peHo: MeHe..QJKep I Py1<0BOJJ,HTeJ1b 

,~~ 

Date/ Date/ Date/ L _ _,,,-- t '.3 '1.-6 
0 C. .~ '6 • 2-- ~ 06, 111,,l'l1> 0 '"' ' 

,Qarn: ,Qarn: ,Qarn: 



CERTIFICATE OF ANALYSIS 
CEPTvl¢11KA T AHAJl!13A 

Product: Nise@, topical spray 1% 
npony1n: Haf\3@, cnpei1 ,UJUI Hapy)KHOro npHMeHemrn I% 

Market/ P1>1HOK : Russia / PoccHil 

Batch No./ 
SGFII 

Batch Quantity/ 
5478 units/ 5478 enmrnu 

Cepust .N'2 
: 

Pa:3Mep cepuu 
: 

Analytical Report No./ 
: 1810F25OO7729 

Date of Analysis/ 
: 23.12.2025 

AHaJIHTH'leCKHH OT'leT .N'2 ,11.ara aHaJIH3a 

Date of Manufacture/ 
08.12.2025 

Date of Expiry / 
07.11.2027 

,11.ara npOH3BO)lCTBa 
: 

roneH no 
: 

Mfg. License No./ 
fl pOH3BO)lCTBeHHaH : 361 MA number: / HoMep PY : Jlfl-.N'2(OO3371)-(Pr-RU) 
JIHUeH3HH JVg 

Analysis performed according ND No/ AHaJIH3 npoBe)leH no 1-1,LI, .N'2: Jlfl-.N'2(OO3371)-(Pr-RU)-17O725 

Page 2 of 4 / CTp. 2 HJ 4 
100.3 %/ 100.3 % 463,5 Mr no 566,5 Mr ( oT 90 % no 110 % 

OT 3a51Bne1rnoro KOnH4ecrna) B I r cnpell. 
ethanol I Jma1w11 309.9 mg /309.9 mg 279.0 mg to 341.0 mg (90 % to 110 % of 

I 00.0 % /I 00.0 % 
the labeled amount) in I g of spray. / OT 
279,0 Mr no 341,0 Mr (oT 90 % no 110 % 
OT 3allBneHHOro KOnHtJeCTBa) B I r cnpei!. 

dimethyl sttlfoxide I 101.9mg/101.9mg 90.0 mg to 110.0 mg (90 % to 110 % of 
OUJttemw1cy11b<JJ01<cuo 

I 0 I. 9% I I 0 I. 9 % 
the labeled amount) in I g of spray. / OT 
90,0 Mr no 110,0 Mr (oT 90 % no 110 % 
OT 3al1Bnem1oro KOnHlJecrna) B I r cnpei!. 

5 Impurities/ flpuMecu 
Impurity C I CTpHMecb C I.Below LOQ (LOQ = 0.035 %) I HmKe Not more than 0.2 % / He 6onee 0,2 % 

npenena o6Hapy)KeHH51 (CTO = 0.035 %) 

Impurity D / TipHMecb D 2.Not detected I He o6Hapy)KeHo Not more than 0.2 % / He 6onee 0,2 % 

Any other individual impurity / 
3. 0.10 %/0.10 % 

Not more than 0.2 % / He 6onee 0,2 % 
J1106all ,npyra51 npHMeCb 
Total impurities / CyMMa 

4.0.1 %/0.1 % 
Not more than 1.0 % / He 6onee 1,0 % 

npHMecei1 
6 Microbiological purity/ MuKpo6uoJioru•1ecKaH 'IHCTOTa 

Total aerobic microbial count/ Less than 0 I cfu/ml / MeHee 0 I KOE/Mn Not more than 102 cfu per 1ml of the 
O6111ee 4HCno a3p06HblX product / He 6onee 102 KOE B I Mn 
MHKpoopraHH3MOB npenaparn 

Total yeast and moulds count/ Less than 0 I cfu/ml / MeHee 0 I KOE/Mn Not more than 101 cfu per I ml of the 
O6111ee 4HCJIO npO)K)KeBbIX H product / He 6onee 10 1 KOE B I MJI 
nnecHeBhlX rptt6oB npenapaT 

Pseudomonas aeruginosa Absent in I ml of the product/ OTcyTcrntte B Absence per I ml of the product I 
1 Mn npenapaTa OTcyTCTBHe B I Mn npenaparn 

Staphylococcus aureus Absent in I ml of the product/ OTcyTcrntte B Absence per I ml of the product I 
I MJI npenaparn OTcyTCTBHe B I Mn npenapaTa 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpuMeqauue: Tipo,LJ.yKT COOTBeTCTByeT Tpe6oBaHvUIM HLJ: 3aKmoqeuue: OJJ:OEPEHO 

Prepared by / Checked by I 
~ 

Approved by: Manager/Executive/ 
Tio,LJ.roTOBJleHO: ~ ,.__ TiposepeHo: O,LJ.o6peHo: MeHe,LJ.)I<ep / Py1<0B0,LJ.11TeJ1b 

~ 
Date/ 0(6,03,2...<:, Date/ Date/ -•"·· 

{) 6\J5,U 
LJ:arn: LJ:arn: C) 6 , vJ ' /1,,,(, LJ:arn: 



Product: Nise@, topical spray I% 

CERTIFICATE OF ANALYSIS 
CEPTl1<M1KA T AHAJU13A 

npo,i:i:y1n: Hath@, cnpel'1 mm Hapy)KHoro np11MeHemrn I% 

Market/ P1,rnoi.: : Russia/ Pocc11>1 

Batch No./ 
5GF11 

Batch Quantity / 
5478 units/ 5478 e1111HHU 

Cepusi .N'2 
: 

Pa3Mep cepuu 
: 

Analytical Report No./ 
: 18 IOF25007729 

Date of Analysis/ 
: 23.12.2025 

AHaJJHTH'IeCKHH OT'teT .N'2 .11,aTa auamna 

Date of Manufacture/ 
08.12.2025 

Date of Expiry/ 
07.11.2027 

.11,aTa npOH3B0JJ:CTBa 
: 

ro,i:i:eu JJ:0 
: 

Mfg. License No./ 

n pOH3BOJJ:CTBeHHaSI : 361 MA number: / HoMep PY : J1n-.N'2(003371 )-(Pr-RU) 

JI u u e u:rn SI .N'2 

Analysis performed accordin2 ND No/ AnaJJm npoBe,i:i:eu no H.11, .N'2: JITI-.N'2(OO3371)-(Pr-RU)-17O725 

Page 3 of 4 / CTp. 3 HJ 4 
7 Assay/ KoJJu<teCTBenuoe 10.0 mg/ IO.0Mr 9.0 mg to I 1.0 mg of C13H12N2OsS 

onpe,i:i:eJJeuue 100.4 % I 100.4 % (nimesulide) (90 % to 110 % of the labeled 
amount) in I g of spray./ OT 9,0 11,ir 110 11,0 
Mr C13H12N2OsS (HHMecyn11n) (OT 90 
% no 110 % OT 3a51BJleHHOfO KOJlHlleCTBa) 
B I r cnpe». 

API name/ HauMeHoBanue A<l>C: Nimesulide / H11Mecyn11n 

INN/ MHH: Nimesulide / HttMecynttn 

API manufacturer batch number/ 
NMS/13 I 11098 

HoMep cepuu npouJBOJJ:HTeJJSI A<l>C: 
FP Manufacturer API Batch number/ 

R240000513 
HoMep cepuu A<l>C npouJBOJJ:HTeJJsi r JI<I>: 

API Manufactured by & country/ 
AapTH )],parJ JlHMHTe11, J.1Hn11>1 / Aarti Drugs Limited, India 

TipouJBO,!J,HTeJJb A<l>C, cTpaua: 

Name, address, authorization No for FP 
manufacturing site/ Control site/ Release 

Encube Ethicals Pvt. Ltd., Plot No. C-1, Madkaim Industrial Estate, Madkaim, 
site/ 

Post Mardol, Ponda, Goa - 403 404, India (License No 361) / 
HaHMeHOBauue, anpec H HOMep JJHUeH3HH 

J.1HKhI06 3THKanc 11sT. JlTn., Y•racToK N2 C-1, ITpoMb1111neHHa>1 JOHa Manr<aHM, 
nJJOll.I,aJJ,KH, ocymecTBJJSIIOll.I,eH 

ManKattM, 11ocT Mapnon, 11oHna, roa - 403 404, J.1HAH51, (JlttueH3H51 N2 361) 
npOH3BOJJ,CTBOIKOHTpOJJb Ka'leCTBalBMnycK 
r JI<I> 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMeqauue: flpo,L\yKT COOTBeTcTByeT Tpe6oBaHl151M HJ!: 3aKmoqeuue: O)1,OliPEHO 

Prepared by / 
~1--

Checked by/ 
t~ 

Approved by: Manager/Executive/ 
flo,[(rOTOBJleHO: flposepeHo: O,[(o6peHo: MeHe,[()Kep / PyKOBO,L\HTeJlb 

=~ 
Date/ C) C, • C) 3 '2--, Date/ Date/ ----1-'~ I 

JJ:arn: JJ:arn: CJ61 oJ /l{, JJ:arn: C,6•oJ, 'lh 



CERTIFICATE OF ANALYSIS 
CEPTv!c[)v!KA T AHAJ1vl3A 

Product: Nise®, topical spray I% 
flpony1n: Hafb®, cnpei1 JlJUI Hapy)lrnoro np111v1eHemrn I% 

Market/ PbIHOK : Russia/ Pocc1rn 

Batch No./ 
: 5GF11 

Batch Quantity / 
5478 units/ 5478 en11HKU 

CepuSI .N'2 Pa:iMep cepuu 
: 

Analytical Report No. / 
: 18IOF25OO7729 

Date of Analysis / 
: 23.12.2025 

AHaJlHTH'leCKHH OT'leT .N'2 )],aTa auaJ1H3a 

Date of Manufacture/ 
: 08.12.2025 

Date of Expiry/ 
07.11.2027 

)],aTa npOH3BO)lCTBa roneu no 
: 

Mfg. License No./ 
fl pOH3BO)lCTBeHHaSI : 361 MA number: / HoMep PY : Jlfl-.N'2(OO3371)-(Pf-RlJ) 
JlHUeH3HSI .N'2 
Analysis performed according ND No I AuaJ1Hl npose]leH no H)], .N'2: Jlfl-.N'2(OO3371)-(Pf-RlJ)-l 7O725 

Page 4 of 4 / CTp. 4 H3 4 

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product 
has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance 
with the GMP requirements of the Eurasian Economic Union (No GMP/EAEU/RU/00938-2023 dt. 6 September 2023) and 
requirements to the medicinal quality and with the specifications in the Marketing Authorization dossier of the importing 
country. Production, packaging and testing records are verified and their compliance with Good Manufacturing Practice of 
the Eurasian Economic Union is established». 

3aKmoqeuue O COOTBeTCTBHl'.I: «HacT05!WJIM 51 110.[(TBep)l<.[(afO, l.fT0 11p11Be.[(eHHa5! BbIWe 11Hcl)OpMau1rn 5!BJ15!eTC5! 
.[(OCTOBepHOH 11 T0l.fHOH. 3m cep1151 npo.n:yKU1111 np0113Be.[(eHa (BKflI04a5! ynaK0BKY (MapK11pOBKY) 11 K0HTp0nb Kal.fecrna) Ha 
B6IWeyKa3aHHOH np0113B0.[(CTBeHHOH nnowa.n:Ke (rn10wa.n:Kax) B 110J1H0M C00TBeTCTBl111 C Tpe6oBaHl15!Ml1 f1pas11n 
Ha.n:ne)l(awew 11po111so.n:crneHHOH 11paKrnK11 Espa111wcKoro 3K0H0Ml14ecKOro co1O1a (N2 GMP/EAEU/RU/00938-2023 OT 
6 ceHrn6p5! 2023r.) 11 Tpe6osaHl15!Ml1 K0HTp0n5! KaL1ecrna neKapcrneHHbIX cpe.n:crn, a mK)Ke B C00TBeTCTBl111 co 
c11eu11cp11KaUI15!Ml1, co.n:ep)KaW.11Ml1C5! B pernCTpaUH0HH0M .[(0Cbe CTpaHbl-11M110pTepa. 3an11c11 110 np0113B0.[(CTBY, ynaK0BKe 
11 aHan113y nposepeHbl, 11 ycmH0BneH0 11X C00TBeTCTBl1e Tpe6oBaHl15!M f1pas11n Ha.n:ne)Kawew np0113B0.[(CTBeHHOH 
npaKTHKH Espa311HCKOro 3K0H0Ml1l.feCK0ro C0I03a». 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
IIpnMeqauue: TTpo.n:yKT coorneTcrnyeT Tpe6osaHH5!M H)], 3a1rnJ0qeuue: O)J:O6PEHO 

Prepared by / Checked by/ 

W-
Approved by: Manager/Executive/ 

f10.n:roTOBJ1eHo: ~ flposepeHo: 0.n:o6peHo: MeHe.[()Kep / PyKoso.n:11Tenb 

~ 
Date I (t,~•03,2..-~ Date I 

V /Jr c(J,, rv(, Date I o 6'c.13, ~ 
)],am: )],am: )],am: 




