
CERTIFICATE OF ANALYSIS 
CEPTJ:l<N1KA T AHAJ1J:13A 

Product: Nise®, topical spray I% 

n pony,n: Hath®, cnpei1 mm Hapy)KHoro npHMeHemrn 1 % 

Market/ PM HOK : Russia/ Poccm1 

Batch No./ 
5GF12 

Batch Quantity / 
CepuH .N'2 

: 
PaJMep cepuu 

Analytical Report No. / 
: 1810F25007742 

Date of Analysis / 
AttaJ1HTw1ecKHH OT'teT N2 ,11,aTa anaJ1HJa 

Date of Manufacture/ 
09.12.2025 

Date of Expiry / 
,11,aTa npOH3B0JlCTBa 

: 
ronen no 

Mfg. License No./ 

: 5502 units/ 5502 enttHHU: 

: 23.12.2025 

: 08.11.2027 

n pOH'.3BO!lCTBeHHaH : 361 MA number: / HoMep PY : Jlfl-.N'2(003371)-(Pf-RlJ) 
J1HU:eH3HSI _N'g 

Analysis performed according ND No I AttaJ1H3 npoBenen no H,11, N2: Jlfl-N2(003371)-(Pf-RlJ)-l 70725 

Page 1 of 4 / CTp. 1 HJ 4 
.N'2 Test/ floKa3aTeJ1b Result/ PeJyJ1bTaTbI Specification/ HopMa 

I Appearance/ Onuca,rne 

Pale-yellow clear solution with characteristic odor. Colorless to pale-yellow clear solution 
/ rJpmpaYHJ,lH pacrnop CBCTJH)-)KCJITOI'() l\BCTa C with characteristic odor. / TTpo3patJHhti1 
xaparncpm,1M 3anaxoM, pacTBop OT 6eCU:BCTHOrO !lO CBeTJ10-

)KeJlTOfO U:BeTa C xapaKTepHbIM 3anaxoM. 

2 Identification/ MneHTH<j>HKau:un 

HPLC I B3)KX Retention time of the mam 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 m 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 
yJJ.ep)KHBaHH51 OCHOBHOfO flHKa Ha BpeM51 yJJ.ep)KHBaHH51 OCHOBHOfO flHKa Ha 

xpoMaTorpaMMe HCflbITyeMoro pacTBopa xpoMaTorpaMMe 11cnb1TyeMoro pacTBopa 

COOTBeTCTByeT TaKOBOMY Ha xpoMaTorpaMMe Jl,0Jl)KHO COOTBeTCTBOBaTb TaKOBOMY Ha 
paCTBOpa CTaHJJ,apTHOfO 06pa3u:a xpoMaTorpaMMe pacTBopa crnHJJ.apTHoro 

HHMecym1JJ,a (pa3JJ,eJl «KOJlH'leCTBeHHOe 06pa3ua HHMecyJlHJJ,a (pa'3JJ.eJ1 
onpeJJ.eJ1e~rne» ). «KoJ111tJeCTBe~1Hoe onpeJJ.eJ1eHHe» ). 

UV spectrophotomet,y I The UV absorption spectrum of the test The UV absorption spectrum of the test 
YcP-cneKmpo(jJ01110,wempw1 solution exhibits maxima at 400.2 nm. / Y<D- solution should exhibit maxima at 397±5 

cneKTP f10fJlOl.l.(eHH51 HCITbITyeMoro pacTBopa nm. I Y<D-cne1<Tp flOfJ101.l.(eHH51 

JJ,eMOHCTpHpyeT MaKCHMYM npH Jl.JlHI-!e BOJ1Hbl HCflbITyeMoro pacTBopa Jl,OJl)KeH 

400.2 HM. JJ,eMOHCTpHpOBaTb MaKCHMYM npH Jl,JlHHe 

BOJlHbl 397 ± 5 HM. 

3 Package content release/ 103.5 %/103.5 % Not less than 90 % of the labeled claim./ 

BbIXO!l conep'.lli:HM0ro ynaKOBKH 
He MeHee 90 % OT 3a51BJleHHOfO 
KOJlWteCTBa. 

4 Assay of solvents / Conepmauue pacTBOpHTeJ1eif 

2-propanol I 2-11p01u11w11 516.9 mg /516.9 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/ 
IlpuMeqauue: TTpo.nyKT coorneTcrnyeT Tpe6oBaHH5IM HJJ: 3aKmoqeuue: O)1,OEPEHO 

Prepared by / 
~I---

Checked by/ 

~ 
Approved by: Manager/Executive I _]:5, 

TTo,11,roT0Bne1-10: TTpoBepe1-10: 0,11,06pe1-10: Me1-1e,ll,)Kep / Py1<0BO,ll,HTeJ1h 

Date I 
C) ~ , c 3 , 2.,{i 

Date I 
ob. 01>, 17/() 

Date I c)G -o~~~ 
JJ:arn: JJ:arn: JJ:arn: 



CERTIFICATE OF ANALYSIS 
CEPTvl<Dv!KA T AHAJlvl3A 

Product: Nise®, topical spray 1 % 
np0Jly1n: Haib®, cnpeti nJrn Hapy)KHOro np11rvieHeH1151 1 % 

Market/ PbIHOK : Russia/ Pocc1151 

Batch No./ 
5GF12 

Batch Quantity / 
5502 units/ 5502 en11HHU 

Cepusi .N'2 
: 

PaJMep cepuu 
: 

Analytical Report No./ 
: 181OF25OO7742 

Date of Analysis / 
: 23.12.2025 

AHaJlHTHqecKHH OTqeT .N'2 ,l],aTa aHaJ1u:rn 

Date of Manufacture/ 
: 09.12.2025 

Date of Expiry / 
08.11.2027 

)laTa npou:mo,llCTBa fo,lleH JlO 
: 

Mfg. License No./ 
n pOH'3BO,llCTBeHHaSI : 361 MA number: / HoMep PY : J1n-.N'2(OO3371)-(Pf-RU) 
Jl HQ e U:3H SI _N'g 

Analysis performed according ND No/ AmtJlH3 npoBe,lleH no H,l], .N'2: J1n-.N'2(OO3371)-(Pf-RU)-17O725 
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100.4 % I 100.4 % 463,5 Mr no 566,5 Mr (oT 90 % no 110 % 

OT 3a51BJleHHOro KOJlH4ecTBa) B 1 r cnpe51. 

ethanol I 111u11um 310.5 mg/ 310.5 mg 279.0 mg to 341.0 mg (90 % to 110 % of 

100.1 % /100.1 % 
the labeled amount) in I g of spray. / OT 
279,0 Mr no 341,0 Mr (oT 90 % no 110 % 
OT 3a51BJleHHOro KOJlH4eCTBa) B 1 r cnpe51. 

dimethyl su(foxide I I 02.0 mg/ I 02.0 mg 90.0 mg to 110.0 mg (90 % to 110 % of 

01u1emw1cy;1 bt/JO«cu 1) I 02.0% / 102.0 % 
the labeled amount) in 1 g of spray. / OT 
90,0 Mr no 110,0 Mr (oT 90 % no 110 % 
OT 3a51BJ1e1-1Horo KOJlHLteCTBa) B I r cnpe51. 

5 Impurities/ TTpuMecu 
Impurity CI TTp11MeCb C I.Below LOQ (LOQ = 0.035 %) I HmKe Not more than 0.2 % / He 60J1ee 0,2 % 

npeneJ1a ofoiapy)l<eHH51 (TTO = 0.035 %) 

Impurity D / TTp11Mecb D 2.Not detected I He 06Hapy)Ke1-10 Not more than 0.2 % / He 60J1ee 0,2 % 

Any other individual impurity/ 
3.0.07 %/0.07 % 

Not more than 0.2 % / He 60J1ee 0,2 % 

JI106a51 npyra51 np11Mecb 
Total impurities / CyMMa 

4. 0.1 %/0.1 % 
Not more than 1.0 % / He 60J1ee 1,0 % 

np11Meceti 

6 Microbiological purity/ MttKpo6HoJ1oruqecKaS1 qucToTa 

Total aerobic microbial count/ Less than 01 cfu/ml I MeHee 01 KOEIMJl Not more than 102 cfu per I ml of the 
O6ll\ee 411CJ10 a3p06HblX product / He 60J1ee 102 KOE B I MJl 
M11KpoopraHH3MOB npenaparn 

Total yeast and moulds count/ Less than O I cfu/ml I MeHee O I KOEIMJ1 Not more than 101 cfu per l ml of the 
O6ll\ee 411CJ10 npQ)K)l(eBblX 11 product / He 60J1ee IO 1 KOE B I MJl 
ITJleCHeBblX rp1160B npenapaT 

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

.'-i'taphylococcus aureus Absent in I ml of the product/ OTcyTcTBHe 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 I 
IlpuMe'lauue: TTpo,1J,yKT coorneTcrnyeT Tpe6osamrnM H)], 3aKJIIO'leuue: O,L(OEPEHO 

Prepared by / Checked by I 
\j,,J_ 

Approved by: Manager/Executive/ 
TTo,1J,roTOBJ1e1-10: ~l.-- TTposepe1-10: 0,1J,06peHo: Me1-1emKep I PyKOBO,lJ,HTeJib 

~ 
Date I o G , c 3 • 2,_. C, Date I Date I 0 ~,.,'J, 4 
)],am: )],am: o 6, o:b- Vb )],am: 



Product : Nise®, topical spray I% 

CERTIFICATE OF ANALYSIS 
CEPTl1<l>l1KA T AHAJil13A 

npollytn: Haib®, cnpei1 ,l.\Jrn Hapy)1<Horo npHMeHeHHll I% 

Market/ PblHOK : Russia/ Pocc1151 

Batch No./ 
5GF12 

Batch Quantity/ 
5502 units/ 5502 eL\HHHU 

Cepusi .N'2 
: 

Pa3Mep cepuu 
: 

Analytical Report No./ 
: 18IOF25OO7742 

Date of Analysis/ 
: 23.12.2025 

AHaJlHTH4eCKHH OPJeT .N'2 ,l],aTa aHaJltt3a 

Date of Manufacture/ 
09.12.2025 

Date of Expiry/ 
08.11.2027 

,l],aTa flPOH3BO,[lCTBa 
: 

ro,[leH llO 
: 

Mfg. License No./ 
npott3B0llCTBeHHaH : 361 MA number:/ HoMep PY : J1n-N2(OO3371)-(Pr-RU) 

JlHUeH:JHH .N'2 

Analysis performed according ND No I AHaJltt3 npoBelleH no H,l], .N'2: J1n-N2(OO337I)-(Pr-RU)-17O725 
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7 Assay / KoJ1uqecTBeHHoe 9.9 mg/ 9.9 Mr 9.0 mg to 11.0 mg of C13H12N2OsS 

onpelleJ1eHue 99 .1 % / 99. I % (nimesulide) (90 % to 110 % of the labeled 
amount) in I g of spray./ OT 9,0 Mr L\O 11,0 
Mr C13H12N2OsS (HHMeCyJlHL\) (OT 90 
% L\O 1 10 % OT JallBJleHHoro 1<0J1w1ecrna) 
B I r cnpel!. 

API name/ HattMeHoBaHue A<l>C: Nimesulide / HttMecyJ1HL\ 
INN/ MHH: Nimesulide I H11MecyJ1HL\ 
API manufacturer batch number/ 

NMS/131I1098 
HoMep cepuu npott3BOllHTeJIH A<l>C: 
FP Manufacturer API Batch number/ 

R2400005I3 
HoMep cepuu A<l>C npott:JBOllHTeJlH r Jl<I>: 

API Manufactured by & country/ 
AapTtt JJ:pan J111M11TeL\, 11HL\Hll / Aarti Drugs Limited, India 

Ilpott3BOllHTeJlh 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) / 
HattMeHOBaHue, a,[lpec H HOMep JlHUeH:JHH 

11H1<h106 3TH1<aJ1c IlsT. J1TL\., Y,rncT01< N2 C-1, IlpoMhIWJleHHall 30Ha Ma,l.\1<a11M, 
flJlOI.Ua.[J:KH, ocy1UeCTBJlHI01.Uett 

Ma,l.\1<attM, CTocT MapL\OJl, CToHna, roa - 403 404, 11HL\Hll, (J111ueHJHll N2 361) 
npOH3B0llCTBO/KOHTp0Jlh Ka4eCTBa/BhlflYCK 
r Jl<I> 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpuMe•rnuue: flpo.nyKT COOTBeTCTByeT Tpe6oBaHH51M H,[( 3a1rn1oqeuue: O21:OEPEHO 

Prepared by / Checked by/ 
LL{__ 

Approved by: Manager/Executive/ 
flo_nroTOBJleHO: ~1- flpoBepeHo: O.no6peHo: MeHe.n)Kep~BO.UHTeJlb 

Date/ OG,C3,2--C Date/ Date/ (;) (,:v'),% 
,[(am: ,[(am: Dt?' 0 3·"-"6 ,[(am: 



CERTIFICATE OF ANALYSIS 
CEPH1<!>11KA T AHAJ1113A 

Product: Nise®, topical spray I% 
npoJ1:y1n: 1-Iaib®, cnpefi mrn Hapy)KHoro np11MeHemrn I% 

Market/ PhlHOK : Russia/ Pocc11H 

Batch No./ 
5GF12 

Batch Quantity / 
5502 units/ 5502 enm111u 

Cepttsi .N2 
: 

PaJMep cepttH 
: 

Analytical Report No./ 
: 181OF25OO7742 

Date of Analysis / 
: 23.12.2025 

AHaJJHTH•leCKHH OT'IeT ,Ng ,11,aTa aHaJJHJa 
Date of Manufacture/ 

: 09.12.2025 
Date of Expiry / 

08.11.2027 
,11,aTa npOH3BOJl:CTBa roJ1:eH no 

: 

Mfg. License No./ 
fl pOH3BOJl:CTBeHHaSI : 361 MA number:/ HoMep PY : Jlfl-.N'g(OO3371)-(Pr-Rll) 
JJHUeHJHSI ,N'g 
Analysis performed according ND No I AHaJJHJ npoBeJ1:eH no H,11, ,Ng; Jin-N2(OO3371)-(Pr-RlJ)-17O725 

Page 4 of 4 I CTp. 4 HJ 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 impot1ing 
country. Production, packaging and testing records are verified and their compliance with Good Manufacturing Practice of 
the Eurasian Economic Union is established». 

3a1mroqeuue O COOTBeTCTBHH: «HacT0511l(HM 51 110)],TBep)l()],a!O, 4TO npHBe)],eHHa51 BbIWe HHcpopMaL(H51 51BJrneTC51 
)],OCTOBepHOH 11 T04HOH. 3m cepH51 npOJJ.YKUHH np0113Be)],eHa (BKJ1!04a51 ynaKOBKY (MapKHpOBKY) 11 KOHTpOJlb KaYecrna) Ha 
BbIWeyKa3aHHOH np0113B0)],CTBeHHOH ITJlOIJ..(a)],Ke (ITJlOIJ..(a)],l<aX) B ITOJlHOM COOTBeTCTBHH C Tpe6oBaHH51MH TTpaBHJl 
1-1a)].J1e)l<all(ei1 npo113BOJJ.CTBeHHOH npaKTHKH EBpa3HHCKoro '.lKOHOMHYec1<0ro coI0'3a (N~ GMP/EAEU/RU/00938-2023 OT 
6 ce1-1rn6p51 2023r.) H Tpe6oBaHH51MH KOHTPOJ151 KaLiecrna JleKapcrneHHbIX cpeJJ.CTB, a mK)I<e B COOTBeTCTBHH co 
cneu11cjmKaL(H51MH, COJJ.ep)l<all(HMHC51 B perttcTpaUHOHHOM )].OCbe CTpaI-lbl-11M110pTepa. 3anHCH no npOH'3B0)].CTBY, ynaKOBKe 
H aHaJlH3Y npoBepeHbl, 11 ycmHOBJleHO HX COOTBeTCTBHe Tpe6oBaHH51M TTpaBHJl Ha)],Jle)Kall(eH npOH3B0)],CTBeHHOH 
npaKTHKH EBpa311HCKOro 3KOHOMHLieCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe•iauue: TTpoJJ.yKT coorneTcrnyeT Tpe6oBaHH51M H)], 3a1mroqeuue: O)];OBPEHO 

Prepared by / Checked by/ 

~ 
Approved by: Manager/Executive / 

TToJJ.roTOBJ1e1-10: ~'2- TTpoBepeHo: OJJ.o6peHo: MeHeJJ.)Ke~9JJ.11TeJ1b 
Do/ 

Date I <D (, ' 0 3' 'L--_( Date I o b , o ?:. , ,i,,f, 
Date/ c,e, -v'.s,'~ 

)],am: )],am: )],am: 


