
CERTIFICATE OF ANALYSIS 
CEPTl1<DI1KAT AHAJ1113A 

Product: Nise®, topical spray 1 % 

flpony1n: Hai13®, cnpeti mm Hapy)1<Horo np11MeHemrn 1 % 

Market/ PblHOK : Russia/ Pocc1151 

Batch No. I 
SGFI0 

Batch Quantity/ 

CepttH .N'2 
: 

PaJMep cep1111 

Analytical Report No. I 
: 1810F25007728 

Date of Analysis / 

AHaJlHTH'leCKHH OT'leT .N'2 Jl,aTa a11aJ111Ja 

Date of Manufacture/ 
08.12.2025 

Date of Expiry/ 
Jl,aTa npOHJBOnCTBa 

: 
foneH no 

Mfg. License No. I 

: 5502 units I 5502 en11H11u 

: 21.12.2025 

: 07.11.2027 

fl pOH'3BOnCTBeHHaH : 361 MA number: / HoMep PY : Jlfl-.N'2(003371)-(Pf-RU) 

JlHUeH:JHSI .N'2 

Analysis performed according ND No/ A11aJ1H'.J npoBe!leH no HJ, .N'2: Jlfl-.N'2(003371)-(Pf-RU)-170725 

Page 1 of 4 / CTp. 1 H3 4 
.N'2 Test I floKaJaTeJlb Result/ PeJyJ1bTaTbt Specification/ HopMa 

1 Appearance/ Onuca11ue 

Pule-yellow clear solution with characteristic odor. Colorless to pale-yellow clear solution 
/ flp03paL[HI,[H paCTB0p CBCTJ!O-lKCJ[T0!'O L!BCTa C with characteristic odor. I Opo3pat1Hb1ti 
xapu1neprn,1M 3anaxoM. pacTBop OT 6ecusen1oro no CBeTJlO-

)l<eJlTOfO UBeTa C xapaKTepHblM 3anaXOM. 

2 Identification/ MneHTH<l>ttKauuH 

HPLC/ B:J)KX Retention time of the main peak in the Retention time of the main peak in the 

chromatogram of test 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)K11BaH11H OCHOBHOfO n111<a Ha BpeM51 ynep)1<11BaHl151 OCHOBHOfO n111<a Ha 

xpoMaTorpaMMe 11cnbnyeMoro pacrnopa xpoMaTorpaMMe 11cnbnyeMoro pacrnopa 

COOTBeTCTByeT Tal<OBOMy Ha xpoMaTorpaMMe nom1rno COOTBeTCTBOBaTb TaKOBOMY Ha 
pacTsopa CTaHnapTHOfO 06pa3ua xpoMaTorpaMMe pacrnopa cTaHAapTHoro 

H11Mecyn11Aa (pa3.[(eJ1 «KOJ111l[eCTBeHHOe o6paJua H11Mecyn11Aa (pa3Aen 

onpeAeJ1eH11e» ). «KOJ111l[eCTBeHHOe onpeneneH11e» ). 

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

Y<l>-cneKmpo(jJonmwempuJt solution exhibits maxima at 398.4 nm. / Yet>- solution should exhibit maxima at 397±5 

cne1<Tp nornorueHHH 11cnbnyeMoro paCTBopa nm. I Yct>-cne1<Tp nornorueH11H 

,[(eMOHCTp11pyeT Mal<Cl1MYM nptt ,[(J111He BOJlHbl 11cnb1TyeMoro pacrnopa ,[(OJl)KeH 

398.4 HM. ,[(eMOHCTpttpoBaTb Mal<CHMYM np11 ,[(JlHHe 

BOJlHbl 397 ± 5 HM. 

3 Package content release/ 102,9%/102.9% Not less than 90 % of the labeled claim. I 
BblXOn conepmHMOrO ynaKOBKH 

He MeHee 90 % OT 3a51BJleHHOro 
l<OJlHl[eCTBa. 

4 Assay of solvents / Conepma11ue pacTBOpttTeJ1eH 

2-propanol I 2-npomuum 519.0 mg/519.0 mg 463.5 mg to 566.5 mg (90 % to 110 % of 

the labeled amount) in 1 g of spray. / OT 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMeqauue: TTpOL\YKT coorneTcrnyeT Tpe6osaHH51M H.D: 3a1rn10qeuue: O,[(OliPEHO 

Prepared by / Checked by/ 
~ 

Approved by: Manager/Executive/ 
TTo,[(rOTOBJleHo: ~.JC.IL- TTposepeHo: 0,[(o6peHo: MeHem1<ep / PyKOBOL\HTeJlb -~ 
Date/ e:,(b,C3•2-b Date/ Date/ ,___.,!----- ' 

,D:arn: .lJ:arn: 06,,0j. 1.-f) .D:arn: 06,.,J_f\A 



CERTIFICATE OF ANALYSIS 
CEPTvl<Dv!KA T AHAJ1vl3A 

Product: Nise®, topical spray 1 % 
fl poJlyin: Haf\3®, cnpett )]JUI Hapy)KHOro np11MeHeHHH I o/o 

Market/ PblHOK : Russia/ Pocc11H 

Batch No./ 
5GF10 

Batch Quantity / 
CepuH .N'2 

: 
PaJMep cepuu 

Analytical Report No./ : 18IOF25OO7728 
Date of Analysis / 

AHaJlHTHtJeCKHH OTtJeT .N'2 )],aTa auaJ111Ja 

Date of Manufacture/ 
08.12.2025 

Date of Expiry/ 
)],aTa npOH3BO)lCTBa 

: 
ro)leH )lO 

Mfg. License No./ 

: 5502 units I 5502 e!lHHHU 

: 21.12.2025 

: 07.11.2027 

fl pOH3BO)lCTBeHHaSI : 361 MA number:/ HoMep PY : J1n-.N'2(OO337I)-(Pr-RU) 
J1 HU e H:311 SI _N'g 

Analysis performed according ND No/ AuaJ1uJ npOBMCH no H)], .N'2: J1n-.N'2(OO3371)-(Pr-RU)-I7O725 

5 

6 

Page 2 of 4 I CTp. 2 H3 4 
100.8 % / 100.8 % 463,5 Mr no 566,5 Mr (oT 90 % no 110 % 

OT JaHBJleHHOro KOJlHlJeCTBa) B I r cnpeH. 

ethanol I Jnu11wJ1 310.2 mg /310.2 mg 279.0 mg to 341.0 mg (90 % to 110 % of 

I 00.0 % /100.0 % 
the labeled amount) in 1 g of spray. / OT 
279,0 Mr Jl,O 341,0 Mr (OT 90 % Jl,O 110 % 
OT 3aHBJleHHOro KOJ1114eCTBa) B 1 r cnpeH. 

dimetltyl su(foxide I I 02.1 mg /I 02.1 mg 90.0 mg to 110.0 mg (90 % to 110 % of 
OUMemu11cy11bljJOl(CU() 

102.1%/ 102.1 % 
the labeled amount) in I g of spray. / OT 
90,0 Mr no 110,0 Mr (OT 90 % Jl,O 110 % 
OT 3aHBJleHHOro KOJll1'1eCTBa) B I r cnpeH. 

Impurities/ np11Mec11 
Impurity C I TTp11Mecb C I.Below LOQ (LOQ =0.035 %) I Htt)Ke Not more than 0.2 % / He 6onee 0,2 % 

npenena o6Hapy)l<eHHH (TTO =0.035 %) 

Impurity D / TTp11Mecb D 2.Not detected/ He o6Hapy)KeHo Not more than 0.2 % / He 6onee 0,2 % 

Any other individual impurity I 
3. 0.11 %/0.11 % 

Not more than 0.2 % / He 6onee 0,2 % 
Jl106aH npyraH np11Mecb 
Total impurities/ CyMMa 

4. 0.1 %/0.1 % 
Not more than 1.0 % / He 6onee 1,0 % 

np11Mece11 
Microbiological purity/ MuKpo6110J1or11qecKaH tJHCTOTa 

Total aerobic microbial count/ Less than O I cfu/ml I MeHee O I KOE/MJ1 Not more than 102 cfu per I ml of the 
O61.I..lee 411CJ10 a3p06HblX product I He 6onee 102 KOE B I MJl 
M11KpoopraHl13MOB npenaparn 

Total yeast and moulds count/ Less than O I cfu/ml I MeHee O I KOE/MJ1 Not more than 101 cfu per I ml of the 
O61.I..lee 'IHCJlO JI.PO)l()l(eBblX 11 product I He 60J1ee 101 KOE B 1 MJl 
nnecHeBbIX rp1160B npenapaT 

Pseudomonas aeruginosa Absent in I ml of the product I OTCYTCTBHe B Absence per I ml of the product I 
I MJl npenaparn OTcyTcTBHe B I MJl npenaparn 

Staphylococcus aureus Absent in I ml of the product I OTcyTCTBtte B Absence per I ml of the product I 
I MJl npenaparn OTcyTcTBHe B I MJl npenaparn 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJIIOlfeuue: O,11.OliPEHO IlpuMelfauue: TTpo,L\yKT coorneTCTByeT Tpe6osaHH51M HJ( 

Prepared by / 
flo)],roTOBJleHo: ~--d.Jsl L-

Date I 
L(arn: 

Checked by I 
TTposepetto: 

Date I 
L(arn: 

Approved by: Manager/Executive/ 
0.[(o6peHo: MeHe.[()Kep / PyKOBOL\HTeJlb -~ 



Product: Nise®, topical spray I% 

CERTIFICATE OF ANALYSIS 
CEPTvl<l>vlKAT AHAJlvl3A 

flpo.llytu: Haib®, cnpeo .llJUI Hapy,rrnoro npHMeHeHH51 I% 

Market/ P1>rnoK : Russia/ Pocc1,rn 

Batch No./ 
5GF10 

Batch Quantity I 
5502 units/ 5502 e)lHHHU 

CepHsi N2 
: 

Pa:iMep cepHH 
: 

Analytical Report No./ 
: 1810 F25007728 

Date of Analysis/ 
: 21.12.2025 

AnaJIHTHqecKHH oTqeT N2 )],aTa anaJIH3a 

Date of Manufacture/ 
: 08.12.2025 

Date of Expiry/ 
07.11.2027 

)],aTa npOH3B0)lCTBa ro)leH )lO 
: 

Mfg. License No./ 
fl pOH3B0.llCTBeHHaSI : 361 MA number: / HoMep PY : JUI-N2(003371)-(Pr-RU) 

JIHuen:rnsi N2 
Analysis performed according ND No / AnaJrn:J npoBe)leH no HJJ, N2: Jlfl-J'1'2{00337 l )-(Pr-RU)-170725 
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7 Assay / KoJIHqecTBennoe I 0.0 mg I I 0.0Mr 9.0 mg to I 1.0 mg of C13H12N2OsS 

onpe.lleJieHHe 99.8 % / 99.8 % (nimesulide) (90 % to 110 % of the labeled 
amount) in I g of spray./ OT 9,0 Mr no 11,0 
Mr C13H12N2OsS (HHMecym1n) (OT 90 
% no I IO % OT 3a51BJleHHOrO KOJ1H4ecrna) 
B I r cnpeH. 

API name/ HaHMeHoBaHHe A<l>C: Nimesulide / HttMecyJ1ttJl 
INN/ MHH: Nimesulide / HttMecyJ1HJl 

API manufacturer batch number/ 
NMS/13111098 

HoMep cepttu npouJBO.llHTeJIH A<l>C: 
FP Manufacturer API Batch number/ 

R2400005l3 
HoMeP cepHH A<l>C npoHJBO.llHTeJIH r Jl<l>: 

API Manufactured by & country/ 
AapTH L(par1 JlHMmen, l1HnttH / Aarti Drugs Limited, India 

flpoH3BO.llHTeJib A<l>C, CTpana: 

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

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

Post Mardol, Ponda, Goa - 403 404, India (License No.361) / 
HattMeHOBaHHe, a)lpec H HOMep JIHQeH3HH 

l11-1Kh106 3THKaJ1c TTsT. JlT.ll., Y4aCTOK N2 C-1, TTpoMhIWJleHHaH 30Ha ManKaHM, 
UJIOUJ,a)lKH, ocymecTBJISIIOUJ,eH 

ManKaHM, TTocT MapnoJ1, TToHJJ,a, roa - 403 404, l1HnHH, (JlttueH3HH N236 l) 
npOH3BOnCTBOIKOHTpOJib Ka•teCTBa/BblDYCK 
r Jl<I> 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpttMeqauue: TTpo,QyI<T cooTBeTcTByeT Tpe6osaHl151M Hf( 3aKmoqeuue: O,ll,OliPEHO 

Prepared by I Checked by I Approved by: Manager/Executive/ 
TTo,QroTosneHo: ~t..- TTposepeHo: UA-- Ono6peHo: MeHe,IJ,)Kep / PyKoson1,nenb 

~ 
Date/ ~c.,.c:i3, 2.(: Date/ Date/ ____.-1,- I ~ 

tJ t,.03, vf, 
oe,.,.,3, 

,[(am: ,[(am: ,[(am: 



CERTIFICATE OF ANALYSIS 
CEPTvl<DvlKA T AHAJ1vl3A 

Product: Nise®, topical spray I% 
npoJlytu: Hath®, cnpeli mm Hapy)KHoro np11rvieHemu1 I% 

Market/ PbIHOK : Russia/ Pocc1rn 

Batch No./ 
SGFlO 

Batch Quantity/ 5502 units/ 5502 emtHHU 
CepuSI .M! 

: 
Pa3Mep cepuu 

: 

Analytical Report No./ 
: 1810F25OO7728 

Date of Analysis / 
: 21.12.2025 

AHaJlHTH'-leCKHH OT'-leT .N'2 ,11,aTa auaJ1H3a 

Date of Manufacture/ 
: 08.12.2025 

Date of Expiry / 
07.11.2027 

,11,aTa npOH3BO,[lCTBa ro,[leH ,[lO 
: 

Mfg. License No./ 

n pou:rnoJlCTBeuuaSI : 361 MA number: / HoMep PY : J1n-.N'2(OO3371)-(Pr-RU) 

JlHUeH'3HSI .N'2 

Analysis performed according ND No/ AuaJ1H3 npoBe,[leu no H,11, .N'2: Jlil-.N'2(OO3371)-(Pr-RlJ)-17O725 

Page 4 of 4 / Crp. 4 M3 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 COOTBeTCTBMM: «HacT0511.L\HM 51 no,LJ,TBep)l()],a!O, YTO npHBe,LJ,eHHa51 BbIWe HHcpopMaL\H51 51BJ151eTC51 
)],OCTOBepHOH H TOYHOH. 3Ta cepH51 npo,D,yKl..(HH np0113Be,LJ,eHa (BKJ1l0Ya51 ynaKOBKY (MapKHpOBKy) 11 KOHTpOJib KaYecrna) Ha 
BbIWeyKa3aHHOH npOH3B0)],CTBeIIHOH ITJlOWa,LJ,Ke (nnowa,LJ,Kax) B ITOJlHOM C0OTBeTCTBHH C Tpe6oBaHl151Ml1 flpaBHJl 
Ha,LJ,Jle)l<al.L\eH npo113BO,LJ,CTBeHHOH npaKTHKH EBpa3HHCKoro 3KOHOMHYecKoro coI03a (M1 GMP/EAEU/RU/00938-2023 OT 
6 ceHrn6p51 2023r.) H Tpe6oBaHH51Ml1 KOHTpOJl51 KaYeCTBa neKapcrneHHbIX cpe,D,CTB, a TaK)Ke B C0OTBeTCTBl111 co 
cneu11cpHKal(I151Ml1, CO,D,ep)KaWHMHC51 B pernCTpal..(HOHHOM )],OCbe CTpaHbl-HMITOpTepa. 3aITHCH ITO np0113B0)],CTBY, ynaKOBKe 
H aHaJlH3Y npoBepeHbl, 11 ycTaHOBJleHO HX COOTBeTCTBHe Tpe6oBaHl151M flpaBHJl Ha,LJ,Jle)Kaweii npOH3B0)],CTBeHHOH 
npaKTl1Kl1 EBpa311HCKOro 3KOHOMHYeCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpuMeqauue: flpo,D,yKT coorneTcrnyeT Tpe6oBaHH51M HJ:( 3aKmoqeuue: O,JJ:OliPEHO 

Prepared by / ~ Checked by/ 

U1-
Approved by: Manager/Executive/ 

flo,LJ,roTOBJleHO: TTpoBepeHo: O,LJ,o6peHo: MeHe,LJ,)Kep / Py1<0BO,llJITeJ1b 
~ 

Date/ 0 C,, C ?:,,2-C, Date/ Date/ f 

,U:ara: ):(am: 06, 03' ~ ,U:arn: 
C)~'o3,U 




