
CERTIFICATE OF ANALYSIS 
CEPTI1<Pl1KAT AHAJ!l13A 

Product: Nise®, topical spray 1 % 
flpoay,n: Haib®, cnpei1 JlJlH Hapy)KHoro np11MeHemrn I% 

Market/ P1>rnoi.: : Russia/ Pocc1,rn 

Batch No./ 
5GF14 

Batch Quantity / 
CepHSI N2 

: 
Pa:JMep cepuu 

Analytical Report No./ 
: 1810F25007759 

Date of Analysis / 
AHaJlHTH'Ieci.:uu OT'IeT N2 )],aTa aHaJ1u:rn 

Date of Manufacture/ 
09.12.2025 

Date of Expiry/ 

)],aTa npOIUB0/1.CTBa 
: 

roaeH ao 

Mfg. License No./ 

: 5502 units/ 5502 em11-111u 

: 23.12.2025 

: 08.11.2027 

n pou:mOJlCTBeHHaSI : 361 MA number:/ HoMep PY : J1TI-N2(003371 )-(Pr-RU) 

JlHUNBHSI .N'2 
Analysis performed according ND No/ AHaJ1u:1 npoBeJJ.eH no 1-1)], N2: Jlfl-N2(003371)-(Pr-RU)-170725 

Page 1 of 4 I C-rp. 1 u3 4 
N2 Test/ floi.:a:1aTeJ11> Result/ Pe:1yJ11>TaThl Specification/ HopMa 

I Appearance/ OnucaHue 

Pale-yellow clear solution with characteristic odor. Colorless to pale-yellow clear solution 
/ rlp03paYHJ,IH pacrnop CBCTJl0-)Ke;rroro UBeTa C with characteristic odor. I np03paLJHbIH 
xapai<Tcp1-11,1M 3anaxoM. pacrnop OT 6ecu,BeTHOf'O no CBeTJ10-

)KeJlTOro UBeTa C xapaKTepHblM 3anaXOM. 

2 Identification/ HJJ.NITu<)>ui.:auusi 

HPLC/ B3)KX Retention time of the main peak 111 the Retention time of the main peak in the 

chromatogram of test solution corresponds to chromatogram of test solution should 
retention time of the mam peak in 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 ,1J,ep)K11Bamrn OCHOBHOf'O mma Ha BpeMH yAep)l(HBaHHll OCHOBHOro rn,ll(a Ha 

xpoivunorpaMMC 11cn1,1TyeMoro pacrnopa xpoMaTorpaMMe 11cn1,1TyeMoro pacrnopa 

COOTBeTCTByeT TaKOBOMY Ha xpoMxrorpaMMe )],0J1)1<H0 COOTBeTCTBOBaTb TaKOBOMY Ha 

pacrnopa CTaH,1],apTHOro 06pa:11~a xpoMaTorpaMMe pacrnopa crnHnapTHOro 
H11Mecyn11,1J,a (pa:1,1J,eJ1 «Kon11LJeCTBeHHOe 06pa:1ua H11Mecyn11,1J,a (pa3,1J,eJ1 
onpe,1J,eneH11e» ). «KOJlHLJeCTBeHHOC onpe,1J,eJ1eH11e» ). 

UV spectrophotometry I The UV absorption spectrum of the test The UV absorption spectrum of the test 
Y c/J-cneKmpor/Jomnwempufl solution exhibits maxima at 398.6 nm. / Y<l>- solution should exhibit maxima at 397±5 

cneKTp nornoIUeH11H 11cn1,ITyeMoro pacrnopa nm. I Y<l>-cneKTp nornoIUeHHH 
,1J,eMOHCTp11pyeT MaKCHMYM np11 )lJlHHe BOJlHbl HCnbITyeMoro pacrnopa )],OmKeH 

398.6 HM. ,1J,eMOHCTp11poBaTb MaKCHMYM np11 )],JlHHe 

BOJlHbl 397 ± 5 HM. 

3 Package content release/ 102.6%/102.6% Not less than 90 % of the labeled claim./ 

BbIXOJl COJJ.ep'.IKHMOro ynaKOBKH 
He MeHee 90 % OT 3aHBJleHHOro 

KOJlHLJeCTBa. 

4 Assay of solvents / CoJJ.ep'.IKaHue pacTBOpHTeJieu 

2-propanol I 2-npona,,011 516.5 mg/516.5 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 / 
IIpuMeqauue: TTpoLlyKT coorneTcrnyeT Tpe6oBaHH5IM H,/J; 3aKJUoqeuue: O)]:O6PEHO 

Prepared by / G-Y~ Checked by/ 

IPL-
Approved by: Manager/Executive/ 

TTo,o.roTOBJleHo: TTposepeHo: O,o.06pe1-10: Me1-1eL()Kep / PyKOBOL(HTeJlb 

~ 
Date/ o 6 ,o 3 ,z_c, Date I 

&t,vs-111:, 
Date/ .fh•r::13.u 

,/J;aTa: ,/J;aTa: ,/J;aTa: 



CERTIFICATE OF ANALYSIS 
CEPTvl<!>vlKAT AHAJlvl3A 

Product: Nise®, topical spray 1 % 
n poJlyKT: Haib®, cnpeil n1rn ttapy)KHoro np11Mettemrn I% 

Market/ PhIHOK : Russia/ Pocc1151 

Batch No./ 
5GF14 

Batch Quantity / 
5502 units/ 5502 en11H11u 

CepHH .N'2 
: 

Pa·3Mep cepHH 
: 

Analytical Report No. / 
: 1810F25007759 

Date of Analysis/ : 23.12.2025 
AuaJIHTH4eCKHH OT4eT .N'2 ,11,aTa auaJIHJa 

Date of Manufacture/ 
09.12.2025 

Date of Expiry/ 
08.11.2027 

,11,aTa npOH3BO,UCTBa 
: 

ro)J_eu no 
: 

Mfg. License No./ 
n p0H3B0),J_CTBeHHaH : 361 MA number:/ HoMep PY : Jin-.N'2(003371)-(Pf-RU) 

JIHUeU:3HH .N'2 

Analysis performed according ND No/ AuaJIHJ npOBeneu no H,11, .N'2: J1n-.N'2(003371)-(Pf-RU)-170725 

Page 2 of 4 / CTp. 2 HJ 4 
100.3 % I 100.3 % 463,5 Mr no 566,5 Mr ( oT 90 % no 1 10 % 

OT 3a51BJleHHOro KOJllf'!eCTBa) B I r cnpe51. 

ethanol I Jnu111011 309.3 mg /309.3 mg 279.0 mg to 341.0 mg (90 % to 110 % of 

99.8 % / 99.8 % 
the labeled amount) in 1 g of spray. / OT 
279,0 Mr no 341,0 Mr (oT 90 % no 110 % 
OT 3a51BJleHHOro KOJll1LfeCTBa) B I r cnpe51. 

dimethyl su/foxide I 102.7 mg/102.7 mg 90.0 mg to 110.0 mg (90 % to 110 % of 
ouMemw1cy111,,po«cuo 

102.7%/ 102.7% 
the labeled amount) in 1 g of spray. / OT 
90,0 Mr no 110,0 Mr (oT 90 % no 110 % 
OT 3a51BJleHHOro KOJlHLfeCTBa) B 1 r cnpe51. 

5 Impurities/ npHMecH 
Impurity C I ITp11Mecb C I.Below LOQ (LOQ = 0.035 %) I HmKe Not more than 0.2 % / He 6onee 0,2 % 

npeneJia o6Hapy)KeHl151 (ITO= 0.035 %) 

Impurity D / ITp11MeCb D 
2.Not detected I He o6Hapy)KCHO 

Not more than 0.2 % / He 6onee 0,2 % 

Any other individual impurity/ Not more than 0.2 % / He 6onee 0,2 % 
JI106a51 npyra51 np11MeCb 3. 0.09 %/0.09 % 

Total impurities/ CyMMa 
4. 0.1 % / 0.1 % 

Not more than 1.0 % / He 6onee 1,0 % 
np11Meceil 

6 Microbiological purity/ MuKpo6uoJiorn•iecKaH 4HCTOTa 

Total aerobic microbial count I Less than O 1 cfu/ml I MeHee O I KOE/Mn Not more than I 02 cfu per I ml of the 
O6wee 'IHCJlO a3p00HbIX product / He 6onee 102 KOE B 1 MJl 
MHKpoopraHH3MOB npenaparn 

Total yeast and moulds count/ Less than O 1 cfu/ml I MeHee O 1 KOE/Mn Not more than 101 cfu per I ml of the 
O6wee LfHCJlO npmI0KeBblX 11 product / He 6onee 101 KOE B 1 MJl 
nnecHeBbIX rp1160B npenapaT 

Pseudomonas aeruginosa Absent in 1 ml of the product/ OTcyTcTBHe B Absence per 1 ml of the product I 
I MJJ npenaparn OTcyTCTBHe B 1 MJJ npenaparn 

Staphylococcus aureus Absent in 1 ml of the product/ OTcyTcTs11e B Absence per I ml of the product I 
1 MJJ npenaparn OTcyTCTB11e B 1 MJJ npenapaTa 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMeqaune: Ilpo,!J,yKT coorneTcrnyeT Tpe6osaHl151M H,[( 3aKmoqeune: O)1:OEPEHO 

Prepared by / 
~1--

Checked by I Approved by: Manager/Executive / 
f10)],fOTOBJ1eHO: TTposepeHo: UL O,!J,o6peHo: MeHe,!J,)Kep / Py1<0Bo,!J,11TeJ1b 

~ 
Date I e:,C, •03· '2-(, Date/ Date/ 

,,,,,,.-' 

(} G-J),% 
o 6' v3 /I,,{;. ,[(am: ,[(am: ,[(am: 



Product: Nise®, topical spray I% 

CERTIFICATE OF ANALYSIS 
CEPTvl<Pv!KA T AHAJ1vl3A 

npony1u: Haii3®, cnpei1 ,nJrn Hapy>KHoro npMMeHeHJ,UJ I% 

Market/ PblHOK : Russia/ Pocc1rn 

Batch No./ 
5GFI4 

Batch Quantity / 
5502 units/ 5502 enoHHU 

Cepttst .N'2 
: 

Pa3Mep cepHH 
: 

Analytical Report No./ 
: 18IOF25OO7759 

Date of Analysis / 
: 23.12.2025 

AHaJlHTH'leCKHH OT'leT .N'2 ,11,aTa aHaJlH3a 

Date of Manufacture/ 
09.12.2025 

Date of Expiry/ 
08.11.2027 

,11,aTa npOH3BOnCTBa 
: 

roneH no 
: 

Mfg. License No./ 
n pou:rno,nCTBeHHaSI : 361 MA number:/ HoMep PY : J1n-.N'2(OO3371 )-(Pf-RlJ) 

JlHUeH:JHSI .N'! 
Analysis performed according ND No I AHamB npose,neH no H,11, .N'2: J1n-.N'2(003371)-(Pf-RlJ)-l 70725 

Page 3 of 4 / CTp. 3 HJ 4 
7 Assay/ KOJlHlJeCTBeHHOe 9.9 mg I 9.9Mr 9.0 mg to I 1.0 mg of C1JH12N2OsS 

onpe,neJ1eHHe 98.9 % / 98.9 % (nimesulide) (90 % to I IO% of the labeled 
amount) in I g of spray./ OT 9,0 Mr no 11,0 
Mr C13H12N2OsS (H11Mecynon) ( OT 90 
% no I IO % OT 3a5rnneHimro Konw1ecTBa) 
B I r cnpe51. 

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

INN/ MHH: Nimesulide / H11Mecyn11n 

API manufacturer batch number/ 
NMS/ l 25070738 

·HoMep cepttu npou:rnonttTeJlst A<l>C: 

FP Manufacturer API Batch number/ 
R250003830 

HoMep cepuu A<l>C nPOH3Bo,nuTeJlst r Jl<I>: 

API Manufactured by & country/ 
Aaprn )],par3 Jl11MHTen, 11Hn1151 / Aarti Drugs Limited, India 

npoH3B0,llHTeJlb A<l>C, CTpaHa: 

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) / 
HauMeHOBaHHe, anpec H HOMep JIHUeH3HH 

11HKbI06 3THKaJlC TTBT. JlTL(., y LJaCTOK }fo C-1, TTpOMblWJleHHa51 30Ha Ma,lll<aHM, 
UJlOlllll,llKH, ocym,eCTBJlSIIOUleH 

ManKa11M, TTocT Mapnon, TToHna, r oa - 403 404, 11Hn1151, (J111ueH31151 N2 361) 
npOH3B0,llCTBO!KOHTp0Jlb KalJeCTBalBbmycK 
r JI<I> 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IlpuMe•iauue: TipOL\YKT coorneTCTByeT Tpe6oBaHH51M H~ 3aKmoqeuue: O11:OEPEHO 

Prepared by / 
e --.!tli-

Checked by I 
l£L 

Approved by: Manager/Executive/ 
no,[\roTOBJleHO: - TipoBepeHo: 0L(o6peHo: MeHe,[()Kep / PyK0B0,[(11TeJ1b 

~ 
Date I Date I Date I -

0 C, ,CJ 3.2-c, 
CJ6,U]--fvb &6,.,'J,4 

~am: ~am: ~am: 



CERTIFICATE OF ANALYSIS 
CEPTvl<DvlKA T AHAJ!v13A 

Product: Nise®, topical spray l % 
npony,u: Haib®, cnpeii wrn Hapy)I<Horo npuMeHemrn 1% 

Market/ PhlHOK : Russia/ Poccm1 

Batch No./ 
: 5GF14 

Batch Quantity/ 
5502 units/ 5502 enmrnu 

Cepusi .N'2 Pa3Mep cepHH 
: 

Analytical Report No. I 
: 1810F25OO7759 

Date of Analysis / 
: 23.12.2025 

AHaJlHTH'-leCKHH OT'-leT .N'2 )].aTa aHaJ1H3a 

Date of Manufacture/ 
09.12.2025 

Date of Expiry / 
08.11.2027 

)].aTa npOH3BOnCTBa 
: 

roneu no 
: 

Mfg. License No./ 
n pOH3BOnCTBeHHaSI : 361 MA number: / HoMep PY : JI n-.N'2(OO337 l )-(Pr-RU) 

JlHUeH3HSI .N'2 
Analysis performed according ND No/ AuaJIH3 npoBeneu no H)]. .N'2: J1fl-.N'2(OO3371)-(Pr-RU)-17O725 

Page 4 of 4 / CTp. 4 03 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 impo1iing 
country. Production, packaging and testing records are verified and their compliance with Good Manufacturing Practice of 
the Eurasian Economic Union is established». 

3a1~moqeuue O COOTBeTCTBUU: «HacT051W,11M 51 no.z:nsep)KJ(a!O, L!TO np11BeJ(eHHa51 BbIWe HH<pOpMaLI,1151 51BJ151eTC51 
J(OCTOBepHOH H TOL!HOH. 3m cep1151 npoJ(yKLI,1111 np0H3BeJ(eHa (BKJllOL!a51 ynaKOBKY (MapKHpOBKy) H K0HTpOJlb Kal.!eCTBa) Ha 
Bb!Wey1<a3aHHOM np0113BOJ(CTBeHHOH ITJlOW,aJ(Ke ( ITJlOLLI,aJ(Kax) B ITOJlHOM COOTBeTCTBl111 C Tpe6oBaHl151Ml1 TipaBHJl 
HaJ(J1e)1<aw,eii npoH3BOJ(CTBeHHoii npaKTHKH Espa3HMCKoro 3K0HOMHLiecKOro c0103a (N~ GMP/EAEU/RU/00938-2023 OT 
6 ceHrn6p51 2023r.) H Tpe6oBaHH51MH KOHTp0Jl51 KaLieCTBa JleKapcTBeHHblX cpeJ(CTB, a TaK)Ke B C0OTBeTCTBHH co 
cneu,11cp11KaL1,I151Ml1, COJ(ep)KaW,HMl1C51 B pernCTpau,HOHHOM J(OCbe CTpaHbl-HMn0pTepa. 3an11c11 no np0H3B0J(CTBY, ynaKOBKe 
11 aHan113y nposepeHbl, H ycTaH0BJleH0 HX COOTBeTCTBHe Tpe6osa1-11151M TipaBHJl HaJ(Jle)Kaw,eii np0113BOJ(CTBeHHOM 
npaKTl1Kl1 Espa311HCKOro 3K0H0MHLieCKOro C0I03a». 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
IIpuMeqauue: ITpOJlYKT coorneTcrnyeT Tpe6osaHH51M HJJ: 3aKmoqenue: O)1.OliPEHO 

Prepared by / 
c:?~L-

Checked by/ Approved by: Manager/Executive/ 
IloJ(roTosneHo: TiposepeHo: Lt~ OJ(o6peHo: MeHeJ()Kep I PyKOBOJ(HTeJlb --<X''7/"S) 

Date/ Date/ Date/ 
, 

JJ:arn: 
<!:JG,c:s,2-C. 

JJ:arn: 06,vJ-% JJ:arn: 
a:.iG 'C)3, w; 




