
CERTIFICATE OF ANALYSIS 
CEPTvl<t>v!KA T AHAJ1vl3A 

Product: Nise®, topical spray 1 % 

n po[ly1n: Hafi3@, cnpeti D:Jl51 Hap~)KHOro ITEJHMeHewrn 1 % 

Market/ P1>1HOK : Russia / Pocc1151 

Batch No./ 
5GF13 

Batch Quantity/ 
Cepust N2 

: 
Pa:JMep cepuu 

Analytical Report No./ 
: 1810F25007757 

Date of Analysis I 
AuaJlHTH'leci.:uif 0T'leT N2 )],aTa auaJl H:Ja 

Date of Manufacture/ 
09.12.2025 

Date of Expiry/ 
)],aTa np0H:JB0[ICTBa 

: 
foL1eH LIO 

Mfg. License No./ 

: 5502 units/ 5502 e,QHHHU 

: 23.12.2025 

: 08.11.2027 

n p0H:JB0[ICTBeHHaH : 361 MA number:/ HoMep PY : Jln-N2(003371)-(Pf-Rll) 

JlHUeH:JHSI N2 

Analysis performed according ND No/ AuaJ11n npoBe!leH no H)], N2: J1n-N2(003371)-(Pf-RU)-170725 

Page 1 of 4 / CTp. 1 H3 4 
N2 Test/ noi.:a:1aTeJ11> Result/ Pe:1yJ11>TaTbl Specification / HopMa 

1 Appearance/ OnucaHue 

Pale-yellow clear solution with characteristic odor. Colorless to pale-yellow clear solution 
/ ripmpa'lllblH pacniop Cll.'.TJlO-)l(CJITOrn I\BCTtl C with characteristic odor. / npo3paYHbIH 
xapai(Tep111,1M JanaxoM. 

pacTBop OT 6ecuseTHoro ,[(0 CBeTJlO-
)KeJlTOro useTa C xapaI<TepHblM 3aITaXOM. 

2 Identification/ !;f!leHTHcj>ui.:auuSI 

HPLC I B3)!{X 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 main 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 JJ.ep)KHBaHl151 OCHOBHOfO HHKa Ha BpeM51 y ,Qep)Kl1BaHl151 OCHOBHOro ITHKa Ha 

xpoMaTorpaMMe HCITbITyeMoro pacTBopa xpoMaTorpaMMe 11cITb1TyeMoro pacTBopa 

COOTBeTCTByeT TaKOBOMy Ha xpoMaTorpaMMe ,[(0Jl)KHO COOTBeTCTBOBaTb TaKOBOMY Ha 

pacTBopa CTaHD:apTHOfO 06pa3ua xpoMaTorpaMMe pacTBopa CTaHD:apTHoro 

HHMecyn11D:a (pa3,QeJl «KOJ111'-ICCTBeHHOe o6pa3ua H11Mecyn11JJ.a (pa3,QeJl 

onpeJJ.eJ1eH11e» ). «KOJ111'IeCTBeHHOe onpeD:eJ1eH11e» ). 

UV .1pectrophotomet1y I The UV absorption spectrum of the test The UV absorption spectrum of the test 

Ycf>-cneKmpcxpomo.wempw1 solution exhibits maxima at 398.6 nm. / Y<I>- solution should exhibit maxima at 397±5 

CITeKTp nornomeHl151 HCITbITYeMoro paCTBOpa nm. I Y¢-cneKTp nornomeHH51 

,LJ.eMOHCTp11pyeT MaKCHMYM ITPH ,[(JlHHe BOJlHbl HCITbITyeMOro pacTBopa ,[(OJl)KeH 

398.6 HM. ,[(eMOHCTp11posaTb MaKCHMYM np11 ,[(JlHHe 

BOJlHbl 397 ± 5 HM. 

3 Package content release / 103.4%1103.4% Not less than 90 % of the labeled claim./ 

BbIXO/l C0/lepmHM0ro ynaK0BKH 
He MeHee 90 % OT 3a51BJleHHOro 

KOJlHtieCTBa. 

4 Assay of solvents/ CoL1epmauue pacTBopuTeJ1eif 

2-propanol I 2-nponmw!l 518.4mg/518.4mg 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 I 
IIpuMeqauue: TTpo,n_yKT cooTBeTcTByeT Tpe6oBamrnM H~ 3aKmoqeuue: OJ(OEPEHO 

Prepared by / 
6tSO;\\s_.,, 

Checked by I ttL-
Approved by: Manager/Executive/ 
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CERTIFICATE OF ANALYSIS 
CEPTv!CDv!KAT AHAJ1vl3A 

Product: Nise®, topical spray I% 
L!!_p_oaii-r: Haib®, cn12eti wrn Hapy)KHoro np11MeHeI-nrn l % 

Market/ PblHOK : Russia / Poccm1 

Batch No./ 
5GFl3 

Batch Quantity/ 
5502 units/ 5502 en111-111u 

Cep1rn .N'2 
: 

PaJMep cepnn 
: 

Analytical Report No. / 
: 18IOF25OO7757 

Date of Analysis/ 
: 23.12.2025 

AHaJlHTH'-leCKHH OP.leT .N'2 )].ara aHaJJHJa 

Date of Manufacture/ 
09.12.2025 

Date of Expiry/ 
08.11.2027 

)].ara npon:rnoncrBa 
: 

foneH JW 
: 

Mfg. License No./ 
n pon:moncTBeHHaSI : 361 MA number:/ HoMep PY : Jl n-N2(OO337 I )-(Pf-RU) 

Jl HU: e H:3H SI .N'2 
Analysis performed according ND No/ A11aJrnJ npoBe)J.eH no H)]. .N'2: J1n-N2(OO3371)-(Pf-RU)-l 7O725 

Page 2 of 4 / CTp. 2 H3 4 
100.7%/ 100.7% 463,5 Mr no 566,5 11ff (oT 90 % no 110 % 

OT '3a51BJ1em-Ioro 1<on11ciecTBa) B I r cnpe51. 

ethanol I mu11w;1 310.9 mg /3 l 0.9 mg 279.0 mg to 341.0 mg (90 % to 110 % of 

I 00.3 % /I 00.3 % 
the labeled amount) in I g of spray. / OT 
279,0 !\ff no 341,0 Mr (OT 90 % D,O 110 % 
OT 3a51BJleHHOro KOJltttleCTBa) B I r cnpell. 

dimethyl su(foxide I 101.7 mg /101.7 mg 90.0 mg to 110.0 mg (90 % to 110 % of 
i)u;11emw1cy;11,</>01<cu<) 

101.7%/ 101.7% 
the labeled amount) in I g of spray. / OT 
90,0 Mr no 110,0 Mr (OT 90 % D,O 110 % 
OT 3a51BJleHHOro KOJltttleCTBa) B I r cnpell. 

5 Impurities/ npnMecn 
Impurity C / TTp11Mecb C I .Not detected I He o6Hapy)KeHo Not more than 0.2 % / He 6onee 0,2 % 

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

Any other individual impurity / Not more than 0.2 % / He 6onee 0,2 % 
JlI06a51 nPVrall flPHMeCb 3. 0.08 %/0.08 % 

Total impurities/ Cy1v1Ma Not more than 1.0 % / He 6onee 1,0 % 
np11Meceti 4. 0.1 %/0.1 % 

6 Microbiological purity/ Mni-po6noJ1orH'-1eci-aSI 'IHCTOTa 

Total aerobic microbial count/ Less than O I cfu/ml / MeHee O I KOE/1v1J1 Not more than I 0" cfu per I ml of the 
O6Luee lIHCJlO a3p00HbIX product / He 6onee 102 KOE B I MJl 
MHKpoopraHH3MOB npenaparn 

Total yeast and moulds count/ Less than O I cfu/ml / MeHee O I KOE/Mn Not more than 101 cfu per I ml of the 
O6wee LIHCJlO npm10KeBblX H product / He 6onee 10 1 KOE B I MJl 
nnecHeBbIX rp1160B npenapaT 

Pseudomonas aeruginosa Absent in I ml of the product/ OTcyTcrn11e B Absence per I ml of the product I 
I MJl npenaparn OTcyrcrn11e B I MJl npenapaTa 

Staphylococcus aureus Absent in I ml of the product/ OTcyTcrn11e B Absence per I ml of the product I 
I MJl npenapaTa OTcyTcrn11e B I Mn npenapaTa 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMeqauue: flpOL\YKT cooTBeTcTByeT Tpe60BaH1rnM HJJ: 3aKnroqeuue: O.11:OliPEHO 

A 

Prepared by / @le__ Checked by/ LU- Approved by: Manager/Executive/ 
flo.nroTOBJleHO: -~ f1posepeHo: O.uo6peHo: MeHe)],)Kep / PyKOBO.UHTeJlb 
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Product: Nise<ID, topical spray I% 

CERTIFICATE OF ANALYSIS 
CEPTvl<DvlKAT AHAJlvl3A 

n ~o,Uy1n: Haifa@, cnpei1 ,UJJ51 Hapy)I<Horo np111v1eHemrn I% 

Market/ PblHOK : Russia/ Pocc1151 

Batch No./ 
5GF13 

Batch Quantity/ 
5502 units/ 5502 e,UHHHU 

Cepwsi N2 
: 

Pa3Mep ceptttt 
: 

Analytical Report No. / 
: 1810F25OO7757 

Date of Analysis/ 
: 23.12.2025 

AHaJJHTHtJeci-:wi,i OTtJeT N2 ,11,aTa aHaJltt:3a 

Date of Manufacture/ 
09.12.2025 

Date of Expiry/ 
08.11.2027 

,11,aTa npOH3BO,llCTBa 
: 

fO,UeH ,llO 
: 

Mfg. License No. / 

fl pOH3BO,llCTBeHHaSI : 361 MA number:/ HoMep PY : Jlfl-N2(OO3371 )-(Pf-RU) 

JlHUelUHSI N2 

Analysis performed according ND No / Anamn npose,UeH no H,11, N2: Jl n-N2(OO337 l )-(Pr-Rll)-17O725 

Page 3 of 4 / CTp. 3 H3 4 
7 Assay/ KoJJHlJeCTBeHHoe I 0.0 mg/ I 0.0Mr 9.0 mg to 11.0 mg of C13H12N:,OsS 

onpe,UeJJeHHe 99.6 % I 99.6 % (nimesulide) (90 % to 110 % of the labeled 
amount)in I gofspray./OT9,0Mr,Uo 11,0 
Mr C1,H1:_,N:,OsS (1-1111v1ecyJ111,U) (oT 90 
% ,UO 110 % OT 3a51BJJeHHOro KOJJHLJeCTBa) 
B I r cnpe51. 

API name/ HattMeHoBaHtte A<l>C: Nimesulide / H111v1ecyJ111J1, 
INN/ MHH: Nimesulide / H111v1ecyJ111J1, 
API manufacturer batch number/ 

NMS/131I1098 and NMS/125070738 
HoMep cepHH npow:mo,UHTeJJSI A<l>C: 

FP Manufacturer API Batch number/ 
R2400005 I 3 and R250003830 

HoMep cepttH A<l>C DPOH3BO,llHTeJISI f Jl<J): 

API Manufactured by & country/ 
Aaprn ,[(par3 Jl111v111TeJ1,, YIHJ1,H51 / Aarti Drugs Limited, India 

npow:mo,UttTeJJh A<l>C, cTpana: 

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

Encube Ethicals Pvt. Ltd., Plot No. C-1, Madkaim Industrial Estate, Madkaim, 
site/ 
HaHMeHOBaHHe, a,Upec H HOMep JIHUeH3HH 

Post Mardol, Ponda, Goa - 403 404, India (License No 361) I 
viHKbl06 3THKaJJc TTBT. JlTJl,., YciacTOK ,N'Q C-1, TTpOMbIWJ1e1rna51 30Ha MaJ1,Ka11M, 

DJlOlUa,llKH, ocyiueCTBJISIIOlUeH 
MaJ1,Ka111v1, TTocT MapJ1,oJ1, TT0HJ1,a, roa - 403 404, YIHJ1,w1, (Jl11ueH3H51 ,N'Q 361) 

npOH3B0,llCTBO!iWllTpOJib KalJeCTBa/BhlHYCK 
r Jl<I> 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
Ilpmueqauue: TTponyKT coorneTcrnyeT Tpe6osamrnrvi H,l], 3aKmoqeuue: O,l(OliPEHO 

Prepared by / 

~ 
Checked by/ 

~ 
Approved by: Manager/Executive/ 

TTo,UrOTOBJTeHO: f1posepeHo: 0no6peHO: MeHeJl)Kep IJ~~OJlWV1TeJTb 
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CERTIFICATE OF ANALYSIS 
CEPTvl<Pv!KA T AHAJ1vl3A 

Product: Nise®, topical spray I% 
npof{y1n: Haifa®, cnpej;j LIJUI Hapy)KHOfO ITPHMeHeHl151 I% 

Market/ PblHOK : Russia / Poccm1 

Batch No./ 
5GFI3 

Batch Quantity/ 
5502 units/ 5502 en11HHU 

Cepm1 N2 
: 

PaJMep cep1rn 
: 

Analytical Report No. / 
: 181 OF25OO7757 

Date of Analysis/ 
: 23.12.2025 

AuaJ1HTH"leci-:ttu or<1eT N2 )].aTa auaJ1HJa 
Date of Manufacture/ 

: 09.12.2025 
Date of Expiry/ 

08.11.2027 
)],aTa npOH3BO/lCTBa rof{eH /lO 

: 

Mfg. License No./ 
n pOtt:38O/lCTBeHHaH : 361 MA number:/ HoMep PY : Jl n-N2(OO337 I )-(Pr-RU) 
JlHUell'HIH ,Ng 

Analysis performed according ND No/ AuaJmI npOBef{eH no H)], N2: J1n-N2(OO3371)-(Pr-Rl!)-17O725 

Page 4 of 4 / CTp. 4 u3 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 cooTBeTCTBuu: «HacT051UUIM 51 no.1.:i:rnep1K,[(a10, '-ITO npHBe,[(eHHa51 BbIWe HHCl)opMau1rn 51BJl51eTc51 
,[\OCTOBepHOH H TOLJI-1011. 3m cep1rn npOJ:\YKUHH npOH3Be)J,el-Ia (BKJllO'-!a51 ynaKOBKY (MapKHpOBKY) H KOHTPOJlb Ka'-!ecrna) Ha 
BbIWeyI<a3aHHOH npOH3B0,[\CTBeHHOH flJlOlll,a,[(Ke (nJ10lll,a,[\1<ax) B flOJlHOM COOTBeTCTBHH C Tpe6oBaHH51MH npaBHJl 
Ha):(ne:arnme/:i npOH3BOJ:\CTBeHHOH npaKTHKH EBpa3v1/:ic1<oro 3KOHOMHLJec1<oro COI03a (N2 GMP/EAEU/RU/00938-2023 OT 
6 ceHrn6p51 2023r.) H Tpe6oBaHH51MH KOHTpOJl51 KaLJecrna JleKapCTBeHHbIX cpe,[(CTB, a mK)Ke B COOTBeTCTBHH co 
cneu11cpi1KaL(H51MH, CO,[(ep)Kall(HMl1C51 B pernCTpaL(HOHHOM ,[\OCbe CTpaHbl-11MflOpTepa. 3anHCl1 no npOH3B0,[\CTBY, ynaKOBKe 
l1 aHaJ1113y npoBepeHbl, 11 ycmHOBJleHo HX COOTBeTCTBHe Tpe6oBaHH51M TTpaBHJl Ha,[\Jle)Kalll,eH np0113B0,[\CTBeHHOH 
npaKTHKH EBpa3HHCKOro 3KOHOMH'-!eCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMeqauue: TTpOJ:\YKT coorneTcrnyeT Tpe6oBaHH51M H)J; 3aKmoqeuue: O.21:OnPEHO 

Prepared by / 
(A;it. 
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UU--

Approved by: Manager/Executive/ 
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