
CERTIFICATE OF ANALYSIS 
CEPTHCDHKA T AHAJIH3A 

Product : Nise®, topical spray I% 

ITpoay1n: Hath®, cnpeii wrn Hapyl1<Horo npHMeHeHHll I% 

Market/ PhrnOK : Russia/ Pocc1rn 

Batch No./ 
5GF09 

Batch Quantity/ 

Cep1rn .N'2 
: 

Pa:1Mep cepHH 

Analytical Report No./ 
: 1810F25007700 

Date of Analysis / 

AHaJIHTH4eCKHH 0TI.JeT .N'2 ,Ll,aTa aHaJIH3a 

Date of Manufacture/ 
08.12.2025 

Date of Expiry / 

,Ll,aTa npOH3B0,'.ICTBa 
: 

roaeu ,'.10 

Mfg. License No./ 

: 5502 units/ 5502 em,11-mu 

: 20.12.2025 

: 07.11.2027 

fl pOH3B0,'.ICTBeHHaH : 361 MA number:/ HoMep PY : JIIT-.N'2(003371)-(Pr-RU) 

JIHUeH3HH ,N'g 

Analysis performed according ND No/ AuaJIH3 npoBeaeu no H,LI, .N'~: JIIT-.N'2(003371)-(Pr-Rll)-170725 

Page 1 of 4 I CTp. 1 HJ 4 
.N'2 Test I IToKa3aTeJlh Result/ Pe:JyJihTaTbl Specification / HopMa 

I Appearance/ Onucauue 

Pale-yellow clear solution with characteristic odor. Colorless to pale-yellow clear solution 
/ rip03pa<JHblH paCTBOp CBCTJ]()-)Ke;rroro L(Benl C with characteristic odor. / TTp03pa'!HblH 
xapar<Teprn,IM 3anaxoM. pacrnop OT 6ecuBenwro )],0 CBeTJlO-

)KenToro uBeTa c xapa1<TepHbIM 3anaxoM. 

2 Identification/ HaeHTH$HKauusi 

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 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 BpeMll standard solution (section "Assay"). I 
y JJ,ep)Kl1BUHl1ll OCHOBHOfO ITHKa Ha BpeMll yJJ,ep)KHBUHHll OCHOBHOro ITHKa Ha 

xpoMaTorpaMMe HCITbITyeMoro pacrnopa xpoMaTorpaMMe 11cnbrryeMoro pacrnopa 

COOTBeTCTByeT TUKOBOMY HU xpoMaTorpaMMe JJ,OJDKHO COOTBeTCTBOBUTb TaKOBOMY Ha 

pacrnopa CTaHJJ,apTHOro 06pa3ua xpoMaTorpaMMe pacrnopa cTaHJJ,apTHoro 

HHMecyJJHJJ,a (pa3JJ,en «Kon114ecTBeHHOe 06pa3ua HHMecyn11JJ,a (pa:iJJ,eJJ 

onpeJJ,eJJeHHe» ). «Kon114ecrnem1oe onpeJJ,eJ1eH11e» ). 

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

YC/>-cne1<111porfJomo.wempw1 solution exhibits maxima at 398.4 nm. / Y<P- solution should exhibit maxima at 397±5 

cneKTp norno111eH11ll 11cnbnyeMoro pacrnopa nm. I Y<P-cneKTp norno111eHHll 

JJ,eMOHCTp11pyeT MaKCHMYM np11 )],JlHHe BOJlHbl HCITb!TyeMoro pacrnopa )],OJDKeH 

398.4 HM. )],eMOHCTpttpOBUTb MaKCHMYM np11 )],JlHHe 

BOJ1Hbl 397 ± 5 HM. 

3 Package content release/ 103.1 %/103.1 % Not less than 90 % of the labeled claim./ 

8hlXO,[( coaep'.IKHM0f0 ynaK0BKH 
He MeHee 90 % OT 3allBJleHHOro 
KOJlHL[eCTBa. 

4 Assay of solvents/ CoL1epmauue pacTBOpttTeJieii 

2-propanol I 2-11pom11w11 518.9 mg/ 518.9 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 I 
IlpuMeqauue: TTpo,ll,yKT coorneTcrnyeT Tpe6osaHH51M H.I( 3a1rnroqeuue: O.IJ:OliPEHO 

Prepared by / . .J 61 2--- Checked by/ lk{_ Approved by: Manager/Executive/ 
f10,ll,rOTOBJ1eHo: ~ TiposepeHo: 0,ll,o6peHo: MeHe,ll,)Kep / PyKOBO,ll,HTeJlb 

c:::'.A 

Date I O(:) ,C'3,2...{~ Date/ 
0 6,UJ' 1/(, 

Date/ /-

o h,:s, "-t 
.I(arn: J(arn: ,I(arn: 



CERTIFICATE OF ANALYSIS 
CEPTvI<Dl1KA T AHAJ1v13A 

Product: Nise®, topical spray I% 
npo,11,y1n: Ha/13®, cnpet:i nmr Hapy)KHOro npHMeHemrn I% 

Market/ PblHOK : Russia/ Poccm1 

Batch No./ 
5GF09 

Batch Quantity/ 
5502 units/ 5502 emrn11u 

CepuSI .N'2 
: Pa3Mep cepuu 

: 

Analytical Report No./ 
: 1810F25007700 

Date of Analysis / 
: 20.12.2025 

AHaJiuTuqeci.:uii oTqeT .N'2 )],aTa anaJiuJa 
Date of Manufacture/ 

: 08.12.2025 
Date of Expiry/ 

07.11.2027 
)],aTa np0H3B0,11,CTBa fo,11,eH ,11,0 : 

Mfg. License No./ 
n p0H3B0,11,CTBeHHaH : 361 MA number:/ HoMep PY : Jin-.N'2(003371)-(Pf-RU) 
JIM ueH:nrn .N'2 
Analysis performed according ND No/ AnaJIH3 npoBe,11,eH no H)], .N'2: Jin-.N'2(003371)-(Pf-RlJ)-l 70725 

Pa2e 2 of 4 / CTp. 2 H3 4 
100.8 % I 100.8 % 463,5 Mr no 566,5 Mr (oT 90 % no I IO% 

OT 3a518JleHHOro KOJ111'IeCTBa) B J r cnpe51. 

ethanol I Jmtmo11 31 1.0 mg I 31 1.0 mg 279.0 mg to 341.0 mg (90 % to I IO% of 

100.3 %/100.3 % 
the labeled amount) in I g of spray. / OT 
279,0 Mr no 341,0 Mr (oT 90 % no 110 % 
OT 3a51BJleHHOro KOJ111'IecTBa) B ] r cnpe51. 

dimethyl .mlfoxide I I 02.0 mg /I 02.0 mg 90.0 mg to I 10.0 mg (90 % to I 10 % of 

<>wnemu;1cyJtb</JO«cur) 
I 02.0% I I 02.0 % 

the labeled amount) in I g of spray. / OT 
90,0 Mr no 110,0 Mr (oT 90 % no I 10 % 
OT 3a51BJleHHOro KOJll1'leCTBa) B J r cnpe51. 

5 Impurities/ npuMecu 
Impurity C I f1p11Mecb C I .Below LOQ (LOQ = 0.035 %) I HmKe Not more than 0.2 % / He 6onee 0,2 % 

npenena 06Hapy)Ke1-1u51 (f!O = 0.035 %) 

Impurity D I TTpmviecb D 2.Not detected I He o6Hapy)KeHo Not more than 0.2 % / 1-1e 6onee 0,2 % 

Any other individual impurity/ 
3. 0.07 %/0.07 % 

Not more than 0.2 % / He 6onee 0,2 % 
Jl106a51 npyraH np11Mecb 
Total impurities I CyMMa 

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

npHMecet:i 

6 Microbiological purity/ Mui.:po6uoJioruqeci.:a11 quCTorn 

Total aerobic microbial count / Less than 0 I cfu/ml / Mer-iee 0 I KOE/Mn Not more than 102 cfu per 1ml of the 
O6r.uee LJHCJlO a3p06HblX product I He 6onee 102 KOE B I MJl 
MHKpoopraHH3MOB npenaparn 

Total yeast and moulds count/ Less than 0 I cfu/ml / Me1-1ee 0 I KOE/Mn Not more than I 01 cfu per 1 ml of the 
O6r.uee LJHCJIO npmK,KeBblX 11 product I He 6onee 101 KOE B I MJl 
nJleCHeBblX rp1160B npenapaT 

Pseudomonas aeruginosa Absent in I ml of the product/ OTcyTCTBHe B Absence per I ml of the product I 
I MJl npenapaTa OTcyTcTBHe B I MJl npenapaTa 

Staphylococcus aureus Absent in I ml of the product/ OTcyTcTBHe B Absence per 1 ml of the product I 
1 MJl npenaparn OTCYTCTBHe s I MJl npenapaTa 

Remarks: The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMeqauue: TTpo,[],yI<T coorneTcrnyeT Tpe6osamrnM H,[( 3a1rn10qeuue: O)];OEPEHO 

Prepared by / Checked by/ 

ILL 
Approved by: Manager/Executive/ 

TTo,[],roTOBJleHo: ~2-- TTposepeHo: Oao6peHo: Me1-1ea1Kep / PyKosoa11TeJ1b ~--
Date/ Date I Date/ 

,- I 
o(;,,03.z_i:; ot,oJ-1,,~ & ,,.,3, '1ft 

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



Product: Nise®, topical spray I% 

CERTIFICATE OF ANALYSIS 
CEPTvl<Dv!KA T AHAJ1vl3A 

npo).J.y1a: Haib®, cnpe/1 wrn Hapy►KHoro np111v1eI-1eHJ,UJ 1 % 

Market/ PblHOK : Russia/ Poccm1 

Batch No./ 
5GF09 

Batch Quantity/ 
5502 units/ 5502 e).J.HHHU 

CepuH N2 
: 

Pa:iMep cepuu 
: 

Analytical Report No. / 
: 18I0F25007700 

Date of Analysis/ 
: 20.12.2025 

AHaJlHTH'leCKHH 0T<JeT N2 )].aTa aHaJlH3a 
Date of Manufacture/ 

08.12.2025 
Date of Expiry/ 

07.11.2027 
)].aTa nP0H3B0).J,CTBa 

: 
fo).J.eH ).J.0 

: 

Mfg. License No./ 
n p0H3B0).J.CTBeHHaSI : 361 MA number:/ 1--IoMep PY : Jln-N2(003371)-(Pf-RU) 
JlHQett:rnH N2 

Analysis performed according ND No/ AHaJlH3 npose).J.eH no 1--1)]. N2: J1n-N2(003371)-(Pf-RU)-170725 

Page 3 of 4 / CTp. 3 113 4 
7 Assay/ KoJ1H<JecTBemioe 9.9 mg I 9.9Mr 9.0 mg to 11.0 mg of C13H12N2OsS 

onpe).J.eJ1eIme 99.2 % I 99.2 % (nimesulide) (90 % to 110 % of the labeled 
amount) in I g of spray./ OT 9,0 Mr ).J.O 11,0 
Mr C13H12N2OsS (HHMecynH).J.) (OT 90 
% ).J.O I IO % OT 3a51BJ1eHHoro KOJ111L1ecTBa) 
B I r cnpe51. 

API name/ 1--IaHMeHOBaHue A<l>C: Nimesulide / H11MecynH).J. 
INN/ Ml--11--1: Nimesulide / H11Mecyn11,!l, 
API manufacturer batch number/ 

NMS/13111098 
1--IoMep cepuu npoH3B0).J.HTeJ1S1 A<l>C: 
FP Manufacturer API Batch number/ 

R240000513 
1--IoMep cepHH A<l>C np0H3B0).J.HTeJlSI f Jl<I>: 

API Manufactured by & country/ 
Aaprn ,[lpar3 JlHMHTe,!l,, vlH,!J,1151 / Aarti Drugs Limited, India 

npou3so).J.HTeJ1b A<l>C, cTpaHa: 

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

Encube Ethicals Pvt. Ltd., Plot No. C-I, Madkaim Industrial Estate, Madkaim, 
site/ 
1--IaHMeHOBaHHe, a).J.pec H H0Mep JlHQeH3HH 

Post Mardol, Ponda, Goa - 403 404, India (License No.361) / 
viHKhl06 3T11KaJ1c f1BT. JlT)].., YLiacToK NQ C-1, TTpoMhIWJ1eHHa51 30Ha MauKaHM, 

UJl0LQa).J.KH, ocyl.QeCTBJJSIIOLQeH 
Ma,!l,KaHM, flocT Map,!l,on, TToH,!l,a, roa - 403 404, viHL(H51, (J111ueH3H51 NQ.361) 

npott:JBO).J.CTBO!KOHTpOJlb Ka•1ecTBa/BblDYCK 
r Jl<I> 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpuMeqauue: TTpO.L\YKT cooTBeTcTByeT Tpe6osaHH51M Hl( 3aKJIIOqeuue: O)];OEPEHO 

Prepared by / 
~l-

Checked by I 
~ 

Approved by: Manager/Executive I 
00.[(f'OTOBJleHo: TTposepeHo: 0.[(o6peHo: MeHe.[(>Kep / PyKOBO.L\HTeJlb 

---:~•· -
' Date I ale, • b~. 2.. C Date I Date I ,__..- I 

.[(am: .[(am: 06,DJ· Vh .[(am: ei b '-,:/'3• "--t 



CERTIFICATE OF ANALYSIS 
CEPTH<N1KA T AHAJIH3A 

Product: Nise®, topical spray I% 
npon:y1n: Haib®, cnpeti JlJ151 Hapy)KI-IOro np11MeHeH11ll I% 

Market/ PbIHOK : Russia / Poccttll 

Batch No./ 
5GF09 

Batch Quantity/ 
5502 units/ 5502 en:HHHU 

Cepwsi .N'2 
: 

Pa3Mep cepww 
: 

Analytical Report No./ 
: 181 0F25007700 

Date of Analysis / 
: 20.12.2025 

AHaJIHTH'leCKHH OT'leT .N'2 )],aTa auaJ1w:1a 

Date of Manufacture/ 
: 08.12.2025 

Date of Expiry/ 
07.11.2027 

)],aTa npOH3B0/.l:CTBa ron:e11 n:o 
: 

Mfg. License No./ 

n pOH3B0/.l:CTBeHHaSI : 361 MA number:/ HoMep PY : JlO-.N'2(003371)-(Pf-RU) 

JIHUelBHSI .N'2 
Analysis performed according ND No/ AuaJIH'.J npOBen:eH no H)], .N'2: J1n-N2(003371)-(Pf-RU)-170725 

Page 4 of 4 / CTp. 4 tt3 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». 

3a1cmo•1euue O COOTBeTCTBHH: «HacT051ll.(11M 51 nO)],TBep)K)],alO, 4TO np11Be)],eHHa51 BbIWe 11HqJOpMal_\H51 5IBJrneTC51 
,ll,OCTOBepHOH H TOlJHOH. 3m cep1151 npo,ll,yKl\HH npOH3Be)],eHa (BKJH04a51 ynaKOBKY (MapK11pOBKY) H KOHTpOJlb Ka4ecrna) Ha 
BbIWeyI<a3aHHOH npOH3B0)],CTBeHHOH rIJlOll.(a)],Ke ( ITJlOli.\a,ll,Kax) B flOJlHOM COOTBeTCTBl111 C Tpe6oBaHH51Ml1 llpaBHJl 
Ha,ll,J1e)1<ameti npoH3BO,ll,CTBeHHOH npaKTHKH EBpa31111c1<oro 3KOHOMtt4eCKOro co103a (N<1 GMP/EAEU/RU/00938-2023 OT 
6 CeHrn6p51 2023r.) 11 Tpe6oBaHH51MH KOHTpOJl51 KaLiecrna JleKapcrneHHbIX cpe,ll,CTB, a TaK)Ke B COOTBeTCTBHH co 
cnel(I1(pHKal_\I151MH, CO,ll,ep)Kali.\11Ml1C51 B perttcTpal_\HOHHOM )],OCbe CTpaHbl-HMflOpTepa. 3anHCH no npOH3B0)],CTBY, ynaKOBKe 
H aHaJll13Y nposepeHbl, H ycrnHOBJleH0 HX C0OTBeTCTBHe Tpe6oBaHH51M llpaBHJl Ha)],Jle)Kall.(eH npOH3B0)],CTBeHHOH 
npaKTl1Kl1 EBpa3HHCKOro 3KOHOMl14eCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IlpuMe•rnuue: llpo,ll,yKT coorneTcrnyeT Tpe6oBaHH51M H,U: 3aKmo<teuue: O,[(OEPEHO 

Prepared by / Checked by/ Approved by: Manager/Executive/ 
~

,CJ L-

~-1lo,ll,roToBJ1eHo: TTposepeHo: O.uo6pe1-10: MeHe,ll,)Kep / PyKOBO,ll,HTeJlb 

Date/ c:J-c;, • ~ 3, 2-G Date/ Date/ 
-----------,U:arn: ,U:aTa: <>6,y,% ,U:arn: J:;>j O 6 '-{}5~ \-{, 




