CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

Product : Nise®, topical spray {%
ITpoaykT: Hails®, cnipeit ais HapyxHoro npuMenenus 1%

Market / Potnok

: Russia / Poccus

Batch No./ : 5GF09 Batch Quantity / ;5502 units / 5502 exurmir
Cepust Ne Pazmep cepun

Analytical Repourt No. / . 1810F25007700 Date of Analysis / . 20.12.2025
AHAJNTHYCCKHIT oT4yeT No JlaTa aHaausa

Date of Manufacture / . 08.12.2025 Date of Expiry / . 07112027

Jarta npoussoacrsa Iogen no

Mfg. License No. /

ITpousBoacTBeHHas ¢ 361 MA number: / Homep PY : JIH-Ne(003371)-(PI'-RU)
aunen3us No

Analysis performed according ND No / Ananu3 nposeaen no H/J Ne: JIIT-Ne(003371)-(PI'-RU)-170725
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Ne

Test / [Tokazarein

Result / PesyabTaTsl

Specification / Hopma

1

Appearance / Onucanne

Pale-yellow clear solution with characteristic odor.
/ Tlpospadubtii pacTBOp CBETIO-XKEITOrO LBETA €
XapaKTepHbIM 3aI1aX0M.

Colorless to pale-yellow clear solution
with characteristic odor. / Tlpo3paunblii
pacTBop OT 0eCcUBETHOrO [0 CBETJIO-
KEJITOTO LBETA C XapaKTePHBIM 3aMaxom.

Identification/ UaenTudur

anuda

HPLC / BOXX

Retention time of the main peak in the
chromatogram of test solution corresponds to
retention time of the main peak in the
chromatogram  of nimesulide standard
solution.  (section "Assay"). / Bpewms
YISPKUBAHMUSA ~ OCHOBHOTO  IMKa  Ha
XpoMaTorpaMMme  HCMbITYEMOI'O  pacTBOpa
COOTBETCTBYET TAKOBOMY Ha XpOMAaTOrpaMmme
pacrsopa CTAHIapTHOTO obpasua
Humecymmga  (pazmen  «KosnmuectBeHHOE
orpenesieHue»).

Retention time of the main peak in the
chromatogram of test solution should
correspond to retention time of the main
peak in the chromatogram of nimesulide
standard solution (section "Assay"). /
BpeMs yaepiKUBAHUS OCHOBHOTIO MMHKA Ha
XpOMAaTOrpaMme UCIbITYEMOro pacTBopa
JIOJDKHO COOTBETCTBOBATh TAaKOBOMY Ha
XpOMATOrpaMMme pacTBOpa CTaHJapTHOro
obpazua HUMeECYIMa (paznmen
«KomuecTBeHHOE OIpee/IeHHE ).

UV spectrophotometry /
Y@-cnexmpophomorempust

The UV absorption spectrum of the test
solution exhibits maxima at 398.4 nm. / Y-
CMEKTP MOIVIOLIEHMS HUCHLITYEMOFO PacTBOPa
JEMOHCTPUPYET MAKCHMYM IIPH [UTMHE BOJIHBI
398.4 um.

The UV absorption spectrum of the test
solution should exhibit maxima at 397+5
nm. / Yd-cniektp  NOMNIOLUEHMS
UCTIBITYEMOTO pacTBoOpa JOSDKEH
JEMOHCTPUPOBATE MAKCUMYM TIPU JUTHHE
BOJIHBI 397 £ 5 HM.

Package content release /

Buixoa COAEPMRUMOro yNakoBKH

103.1 % /103.1 %

Not less than 90 % of the labeled claim. /

He wmenee 90 % oT 3asdBICHHOro
KOJINUECTRA.

Assay of solvents / Coaepsxanne pacTBopureJieii

2-propanol / 2-nponanon

518.9 mg/ 518.9 mg

463.5 mg to 566.5 mg (90 % to 110 % of
the labeled amount) in | g of spray. / or

Remarks : The Product confirms to ND/
Ipumeuanue: [IpoayxTt coorseTcTBYET Tpedosanusm HJJ

Conclusion : APPROVED /
3akaouenune: OJOBPEHO

Prepared by /
s od €A 2
MonroroBneno; ==~

Date / o6 0326
Hara;

Checked by / Approved by: Manager/Executive /

[TpoBepeno: LL L Onodpeno: Menempkep / waﬂnTenb
&::T“’f

Date / Date / - ° é\ag‘u

Jlara: 06 o3 e Jara:




CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Product : Nise®, topical spray 1%

MpoaykT: Haiis®, cnpeii a1 Hapy»xHoro npuMeHerns 1%

Market / Poinox

: Russia / Poccus

Batch No./ : 5GF09 Batch Quantity / : 5502 units / 5502 eauumL
Cepus Ne Pasmep cepuu

Analytical Repourt No. / . 1810F25007700 Date of Analysis / . 20.12.2025
AHAJUTUYCCKHHA 0TUeT No Jara ananuza

Date of Manufacture / . 08.12.2025 Date of Expiry / . 07.11.2027

Jarta npousBoacrea ["oxen no

Mfg. License No. /

IponsBoacTBeHHAS : 361 MA number: / Homep PY : JII-Ne(003371)-(PI'-RU)
Jgunensusi Ne

Analysis performed according ND No / Anajus nposeaen no H/ Ne: JIT-Ne(003371)-(PI'-RU)-170725
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100.8 % / 100.8 %

463,5 mr n0 566,5 mr (ot 90 % 0o 110 %
OT 3asBJIEHHOr0 KosimyecTsa) B | r crpest.

ethanol / ymanon

311.0 mg/311.0 mg
100.3 % /100.3 %

279.0 mg to 341.0 mg (90 % to 110 % of
the labeled amount) in 1 g of spray. / or
279,0 mr go 341,0 mr (ot 90 % no 110 %
OT 3asBJEHHOr0 KOJAMUYeCTBa) B | I cripest.

dimethyl sulfoxide /
oumemuIcybhorcuo

102.0 mg /102.0 mg
102.0% /102.0 %

90.0 mg to 110.0 mg (90 % to 110 % of
the labeled amount) in 1 g of spray. / or
90,0 mr no 110,0 mr (o1t 90 % no 110 %
OT 3asBAEHHOrO KoJinuecTsa) B | r crpes.

5 |Impurities / [Ipumecu

Impurity C / [1pumecs C

Impurity D / Ilpumecs D

Any other individual impurity /
JTrobast apyrast mpUMech

Total impurities / Cymma
npuMecei

I.Below LOQ (LOQ = 0.035 %) / Huxe
npenena odHapyxenus (ITO = 0.035 %)

2.Not detected / He oOHapyxkeHO

3.0.07 %/0.07 %

4. 0.1%/0.1%

Not more than 0.2 % / ne doitee 0,2 %

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

Not more than 0.2 % / ue Sonee 0,2 %

Not more than 1.0 % / ne 6onee 1,0 %

6 |Microbiological purity / MuxpoOuonornyeckas 4ucToTa

Total aerobic microbial count /
Obee uncno ad3podHbIX
MHUKPOOPTaHU3MOB

Less than 01 cfu/ml / Menee 01 KOE/mn

Not more than 10> cfu per Iml of the
product / He Gonee 10° KOE B 1 mn
npenapara

Total yeast and moulds count /
Obuiee YUCHO APONOKEBBIX U
TUIECHEBBIX rPHOOB

Less than 01 c¢fu/ml/ Menee 01 KOE/mn

Not more than 10" cfu per 1 ml of the
product / He Gonee 10! KOE B | mn
npenapar

Pseudomonas aeruginosa

Absent in 1 ml of the product / Orcyrcreue B
| M npenapata

Absence per 1| ml of the product /

Otcyrcersue B | mit npenapara

Staphylococcus aureus

Absent in 1 ml of the product / Orcyrcraue B
1 ma npenapara

Absence per 1 ml of the product /

Orcyrcrrue B | mu npemnapara

Remarks : The Product confirms to ND/

IMpumeyanue: [1poxykT cooTBeTcTBYET Tpedosanusm HJJ

Conclusion : APPROVED /
Zaxkmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TMoaroToBeHo: =22Y?— [Tposepeno: Opnobpeno: MeHemxep / PyxosoauTes
Date/ o¢.03.2¢ Date / 1 Date / -

Jara: Jara: 04 03 t Jara:




CERTIFICATE OF ANALYSIS
CEPTHUDUKAT AHAJIM3A

Product : Nise®, topical spray 1%
IMpoayxr: Haiia®, cnpeli a1 Hapy»xHoro npumMerenns 1%

Market / Poinox

: Russia / Poceus

Batch No. / : 5GF09 Batch Quantity / : 5502 units / 5502 equnuu
Cepus Ne Pazmep cepun

Analytical Repourt No./ . 1810F25007700 Date of Analysis / . 20.12.2025
AHanuTnyeckuii oruyer Ne Jara amannsza

Date of Manufacture / . 08.12.2025 Date of Expiry / . 07.11.2027

Jata npousBoacrea Il'ogen no

Mfg. License No. /

IMpouspoacreennast ¢ 361 MA number: / Homep PY : JIH-Ne(003371)-(PI'-RU)
Januensus Ne

Analysis performed according ND No / Anaans nposeaed no HJI Ne: JITT-Ne(003371)-(PI'-RU)-170725
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7 |Assay / KoanuecrBeHHoe
onpeaesenne

9.9 mg/9.9wvr
99.2 % /99.2 %

9.0 mg to 11.0 mg of Ci3H12N20sS
(nimesulide) (90 % to 110 % of the labeled
amount) in | g of spray. /Ot 9,0 mr a0 11,0
mr Ci3HjpN2OsS  (uumecynun) (ot 90
% o 110 % oT 3asBJIGHHOIO KOJMUYECTRA)
8 | r cripes.

APl name / Haumenoanue ADC:

Nimesulide / Humecynun

INN / MHH: Nimesulide / Humecynua
API manufacturer batch number / NMS/13111098
Homep cepun npoussoaurens AQPC:

FP Manufacturer API Batch number / R240000513

Homep cepuu ADC nponssoaurtens I'JID;

AP] Manufactured by & country /

INpousoantenr APC, cTpana:

Aapru Hpar3 Jlumuren, Muaust / Aarti Drugs Limited, India

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

site /

HanmvenoBanue, agpec 1 HoMep JIUUEH3 MK

NJIOIHAIKH, OcyuleCTBJ]ﬂIOHleﬁ

APOU3BOACTBO/KOHTPOJIb KAYECTBA/BBIILYCK

o

Encube Ethicals Pvt. Ltd., Plot No. C-[, Madkaim Industrial Estate, Madkaim,
Post Mardol, Ponda, Goa — 403 404, India (License No.361)/
Nuxpiod Drukaic [1st. Jita., Yuactok Ne C-1, [MpomblinerHas 30Ha Mankaum,
Manxkaum, IToct Mapaon, [ouna, I'oa - 403 404, Uuaus, (JInueHzus Ne.361)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [1poaykT coorseTcTBYeT TpeGoanusam HJ 3akmouenue: OJJOBPEHO

Prepared by / . e Checked by / Approved by: Manager/Executive /
[ToarororneHo: ' [Tposepero: Onobpeno: Menemxkep / Pyxosoauress
Date / el re . 2 ( Date / Date / =
Jlara: Jlara: 0603 Y6 JlaTa: O w36




CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Product : Nise®, topical spray 1%

HpoayxT: Haltia®, ciped asist Hapy>kHOro npumeHenus 1%

Market / Poinox : Russia / Poccus

Batch No. / : 5GF09 Batch Quantity / : 5502 units / 5502 exummu
Cepus No Pazmep cepun

Analytical Repourt No./ . 1810F25007700 Date of Ana!ysns/ . 20.12.2025
AnajauTuyeckuii oryer No Jata ananuza

Date of Manufacture / . 08.12.2025 Date of Expiry / . 07.11.2027

Jara npous3BoacTaa Toaen 1o

Mfg. License No. /

[IpousBoacTeennas : 361 MA number: / Homep PY : JIIT-Ne(003371)-(PTI'-RU)
Juuensus N

Analysis performed according ND No / Anaau3 nposeaen mo HJI Ne: JITT-Ne(003371)-(PT-RU)-170725
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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».

3axmouenue o cooreBercTBHH: «Hacrosiwium 51 MOATBEPXKIAIO, YTO MpUBEJEHHAS BbIIUE HHGOPMALMS SBJISETCS
JAOCTOBEPHOI U TOUHOH. DTa cepyst MPOAYKLMH MPOU3BeACHA (BKIIOYAS YIAKOBKY (MAPKHPOBKY) ¥ KOHTPOIb KAYeCTBA) Ha
BbILLICYKA3aHHOM MPOM3ROACTBEHHON rnolaake (IUIOWAAKAX) B I[OJHOM COOTBETCTBUM ¢ TpeGopaHusiMu [IpaBun
HaJuIeKallell Npon3BOACTBEHHON npakTuik EBpa3zufickoro akoHomuueckoro corosza (Ne GMP/EAEU/RU/00938-2023 ot
6 cenrsOpst 2023r.) u TpeOOBaHUSIMM KOHTPOJSL KAyecTBa JCKAPCTBEHHBLIX CPENCTB, & TAKKE B COOTBETCTBUU CO
CreUn(PUKALUAMU, COAEPKALUNMUCS B PETUCTPALIMOHHOM JOCHE CTPaHbi-MMIOPTEpa. 3aIliCH M0 TPOU3BO/ICTBY, YNAKOBKE
M aHajM3y MPOBEPEHbl, M YCTAHOBJIEHO HX COOTBETCTBME TpeboBanmsiv IlpaBus Hanexalled NpOW3BOACTBEHHOM
npakTHKy EBpa3uiickoro 3KOHOMHUUECKOTO CO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [IpoaykT cooTseTcTBYeT TpedoBanusm HJJ 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
2 S b
[Toarorosnexo: [Iposepeno: _ Onobpeno: Menemxep / Pyxosoaures

Date / Ol @32 Date / Date / —— ‘
Hara: Hara: ©b - 6 Tara: ﬂOG‘UBVW






