CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIM3A

Product : Nise®, topical spray 1%
Tlpoaykr: Haiiz®, cnipeli nns Hapy»xHoro npumeHenus [%

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . .

Cepust No : 5GFO08 Pasmep cepu ¢ 5502 units / 5502 enunuig
Analytical Repovrt No. / . 1810F25007699 Date of Analysis / . 20.12.2025
AHAJATHYECCKHH oTyeT No Jlara ananunza

Date of Manufacture / . 06.12.2025 Date of Expiry / . 05.11.2027

JaTa npousBoacTsa T'onen no

Mfg. License No. /

IIpoussoacTeeHHas : 361 MA number: / Homep PY : JIII-Ne(003371)-(PI'-RU)
Jinuensnst Ne

Analysis performed according ND No / Anann3 nposegen o HJI Ne: JITI-Ne(003371)-(PI'-RU)-170725

Page 1 of 4/ Crp. 1 u3 4

Ne Test / Hoxaszarenn

Result / PesyabraTsl

Specification / Hopma

1 | Appearance / Onucanue

Pale-yellow clear solution with characteristic odor.
/ TIpospauHbI} PacTBOP CBETIO-KENTOTO LBETA C
KapaKkTePHbIM 3aI1aXOM.

Colorless to pale-yellow clear solution
with characteristic odor. / Ilpo3paunsiit
pacTBOp OT OECLBETHOrO 10 CBETJIO-
KEJITOrO LIBETA C XapakTePHBIM 3aI1aXxoM.

2 | Identification/ Uxenrudurxanus

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
solution.
yACPKUBaHUSI
Xpomarorpamme
COOTBETCTBYET TAKOBOMY Ha XPOMAaTOrpamMmMe
pacTteOpa
HUMeCy THaa
orpeneseHUeD ).

of

(section

OCHOBHOI'O
UCIIBITYEMOTO

nimesulide  standard
"Assay"). / Bpewms
nuKa Ha

pacTBopa

CTaHAAPTHOrO obpasua
(pazpen  «KonuuecrBeHHOe

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 yaepkuBaHus OCHOBHOTO MUKA HA
XPOMarorpamMMe HCILITYEMOr0 pacTBopa
JIOJDKHO COOTBETCTBOBATH TAKOBOMY Ha
XpOMaTorpamMmMe pacTBOpa CTaHIAPTHOrO
oGpasua HUMECYI1Aa (pasnen
«KonuyecTBeHHOE OMpeaeseHues ).

UV spectrophotometry /
Y@-cnexmpoomomempus

The UV absorption spectrum of the test
solution exhibits maxima at 398.0 nm. / Y-
CIIEKTP TOMIOLLEHHS MCIIBITYEMOrO pactTBopa
JEMOHCTPUPYET MAKCHUMYM [PH [UTHHE BOJIHDI
398.0 um.

The UV absorption spectrum of the test
solution should exhibit maxima at 397+5
nm. /  YO-criekTp  NOrJIOWEHUs
HCITBITY EMOTO pacteopa JIOJDKEH
JIEMOHCTPHUPOBATh MAKCUMYM [PH [JTHHE
BOMHBI 397 + 5 HM.

3 | Package content release / 102.9 % /102.9 % Not less than 90 % of the labeled claim. /
Boixox conepskumoro ynaxosicu He wmenee 90 % oT 3asBieHHOro
KOMMYECTBa.
4 | Assay of solvents / Coaepxanue pacrsopuresiei

2-propanol / 2-nponanon

518.8 mg/518.8 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 /
IIpumeuanne: IlpoaykT coorseTcTByeT Tpebopanusim HJJ 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[TogrororneHo: - /ég//, [Iposepeno: W
e OnoGpeHo: MEHCIDK%;?{ yr;ggsgﬁgmnb
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CERTIFICATE OF ANALYSIS
CEPTHUDOUKAT AHAJIM3A

Product : Nise®, topical spray 1%

IMpoaykr: Haitz®, cnipeli anst HapyskHoro npuMeHerus 1%

Market / Poinox

: Russia/ Poccus

Batch No./ : 5GFO08 Batch Quantity / : 5502 units / 5502 et
Cepus Ne Paszmep cepun

Analytical Repovrt No. / . 1810F25007699 Date of Analysis / . 20.12.2025
AHaJuTHYECKHIT oTHeT N Jara aHaaunza

Date of Manufacture / . 06.12.2025 Date of Expiry / . 05.11.2027

Hara npousBoacraa TogeH g0

Mfg. License No. /

IMpousBoacreennas : 361 MA number: / Homep PY : JIII-Ne(003371)-(PT'-RU)
JHLeH3nus Ne

Analysis performed according ND No / Auasiuz nposegen o HJL Ne: JITI-Ne(003371)-(PI'-RU)-170725

Page 2 of 4/ Ctp. 2 u3 4

100.7% / 100.7 %

463,5 mr g0 566,5 mr (or 90 % no 110 %
OT 3asIBJIEHHOrO KoJmvecTsa) B | r crpes.

ethanol / ymanon

309.3 mg/309.3 mg
99.8 % /99.8 %

279.0 mg to 341.0 mg (90 % to 110 % of
the labeled amount) in 1 g of spray. / ot
279,0 mr no 341,0 mr (ot 90 % no 110 %
OT 3as1BJICHHOIO KoaudecTsa) B | r cripest.

dimethyl sulfoxide /
OUMEmUACYTIbPOKCUO

101.6 mg/101.6 mg
101.6% / 101.6 %

90.0 mg to 110.0 mg (90 % to 110 % of
the labeled amount) in 1 g of spray. / ot
90,0 mr no 110,0 mr (ot 90 % o 110 %
OT 3asIBJIEHHOTO KOJIM4ecTRa) B | I cripes.

5 |Impurities / IIpumecu

Impurity C/ Ipumecs C 1.

Impurity D/ Ipumecs D

Any other individual impurity /
JloGas apyras npuMech

Total impurities / Cymma
npumecen

4.

Below LOQ (LOQ =0.035 %) / Huxe

npeaena o6Hapyxenus (ITO = 0.035 %)
2.Not detected / He 0OnapyxeHo

3.0.10 %/0.10 %

0.1%/0.1 %

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

Not more than 0.2 % / He Gonee 0,2 %

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

Not more than 1.0 % / ne Gonee 1,0 %

6 |Microbiological purity / MuxpoGuoaorayeckas yucrora

Total aerobic microbial count /
Obuiee uncno a3poGHBIX
MUKPOOPraHH3MOB

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

Not more than 10% cfu per 1ml of the
product / He Gonee 10> KOE B 1 wmn
npenapara

Total yeast and moulds count /
Obwee YUCTIO APONOKEBBIX U
TJIECHEBBIX TPpUbOB

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

Not more than 10" cfu per 1 ml of the
product / He Gonee 10' KOE B 1 wmn
npenapar

Pseudomonas aeruginosa

Absent in 1 ml of the product / OrcyTcTRHE B

| My nipenapara

Absence per | ml of the product /

OtcyTcteue B | M npenapara

Staphylococcus aureus

Absent in 1 ml of the product / OrcyrcTeue B

1 M npenapara

Absence per 1 ml of the product /

OtcyTcrBue B | mJl mpernapara

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: Ipoaykr cooTBercTByeT Tpedosanusim HJJ 3aknwouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToproroBneno: '/éﬁ,/ [TposepeHo:

OnoGpeno: Menepxep / PykoBoautes
Date / | o 2. 24 .| Date/ .o 1L b Date / ey Ll
JlaTa: 7 Jlata: \/&' Jlara: (70228




CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Product : Nise®, topical spray 1%
Mpoayxr: Haiis®, cripeit s vapyxxHoro npumeHenus 1%

Market / Peinok

: Russia / Poccus

Batch No./ : 5GF08 Batch Quantity / : 5502 units / 5502 eausm
Cepusi No Pasmep cepun

Analytical Repovrt No. / . 1810F25007699 Date of Analysis / . 20.12.2025
AHANHTHYECKHIT oTUeT No JlaTa aHaanza

Date of Manufacture / . 06.12.2025 Date of Expiry / . 05.11.2027

Jdara npoussoacraa Toaen ao

Mfg. License No. /

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

Analysis performed according ND No / Anasnus nposeaed mo HJI Ne: JITI-Ne(003371)-(PI'-RU)-170725

Page 3 of 4/ Crp.3 m3 4

7  |Assay / KosinuecTBeHHOe
onpeeenne

9.9 mg/9.9mr 9.0 mg to 11.0 mg of  Ci3HiaN20sS
99.3%/99.3% (nimesulide) (90 % to 110 % of the labeled

amount) in 1 g of spray./Or1 9,0 mr mo 11,0
mr  Ci3HipN2OsS  (numecynua) (ot 90
% 10 110 % ot 3a8BAEHHOrO KOJIHUECTBA)
B | r cripes.

API name / Haumenosanune ADPC:

Nimesulide / Humecyana

INN/MHH:

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepuu npoussonurensi ADC:

NMS/13111098

FP Manufacturer API Batch number /
Homep cepun A®C npoussoauresns I'JIdD:

R240000513

APl Manufactured by & country /

Ilpoussoaurens A®C, crpana:

Aaptu [par3s Jlumuren, Muaus / Aarti Drugs Limited, India

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

site /

Haumeuosaﬂne, agpec 1 HOMeP JTHUEH3HH

NI0WAAKH, OCY LECTBAAIOIIEH
NPOU3BOACTBO/KOHTPOIb KAYECTBA/BBINYCK

Encube Ethicals Pvt. Ltd., Plot No. C-1, Madkaim Industrial Estate, Madkaim,
Post Mardol, Ponda, Goa — 403 404, India (License No 361) /
Hukpro6 Dtukanc Isr. JIta., Yuacrok Ne C-1, Tpombiusennas 3oHa Majakanm,
Mankaum, TToct Mappoan, [Tonna, oa - 403 404, Uuaus, (Jluuensus Ne 361)

rJjo
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuyanue: [Ipoaykr coorBeTcTByeT TpeGoBanuaM HJJ 3akmwyenue: OAOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IoaroroseHo: ﬂbﬁ [Tposepeno:

Onobpeno: MeHeﬂmwe/g/ PyKi)}SO[ll/lTeﬂb
CInegels
Date / Date / - Date /
Jlara: o2 26 Jlata: X 026 Jlata: (70224




CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product : Nise®, topical spray 1%
IpoaykT: Haits®, cripeii s Hapy»)HOro npumenenus 1%
Market / Peinok : Russia / Poccust
Batch No./ : 5GF08 Batch Quantity / : 5502 units / 5502 enmmmi
Cepun Ne Pasmep cepuu
Analytical Repovrt No. / . 1810F25007699 Date of Analysis / . 90.12.2025
AHaJuTHYECKHIT oTueT N2 Jarta ananusa
Date of Manufacture / . 06.12.2025 Date of Expiry / . 05.11.2027
Jara npou3BojacTBa Fonen ao
Mfg. License No. /
IMpousBoacTBenHas : 361 MA number: / Homep PY : JIII-Ne(003371)-(PI'-RU)
anuedsus Ne
Analysis performed according ND No / Auasuns nposeaen no HJI Ne: JITI-Ne(003371)-(PI'-RU)-170725

Page 4 of 4/ Crp. 4 n3 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 establishedy. -

3akmouenue o coorseTcTBHH: «HacTosiiuM s noarsepxkaao, 4TO NpUBEAEHHAS BbIE HHPOPMALUS SBJISETCS
JOCTOBEPHOMN ¥ TOUHON. DTa cepust NPOAYKLUMH MPOU3BEAeHA (BKJIIOUAst yIAKOBKY (MAPKUPOBKY) M KOHTPOJIb KAYECTBA) Ha
BbILIEYKA3aHHON NPOM3BOACTBEHHON rmuoaake (fUIolaaKax) B IMOJHOM COOTBETCTBMM C TpeGoBanusimMu I[lpasun
HajJexalleit NponsBoACTBeHHON npaxkTuky EBpasuiickoro saxoHomMuueckoro cotoza (Noe GMP/EAEU/RU/00938-2023 ot
6 centabps 2023r.) u TpeGOBAHMAMH KOHTPOJSI KadecTBa JEKAPCTBEHHBIX CPEeACTB, a TAKKE B COOTBETCTBHH CO
cneun(puKaLUaIMH, COAEPKALLUMUCS B PETUCTPALIMOHHOM J0ChE CTPAHbI-UMIIOPTEPA. 3alUCH MO POU3BOACTBY, YNAKOBKE
M aHajin3y TIPOBEPEHbLI, M YCTAHOBJIEHO WX COOTBETCTBUE TpeboBaHusiM [IpaBusi Hajexanied MPOU3BOACTBEHHOM
NpakTKH EBpazuiickoro a3KOHOMHUYECKOIO CoH3ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanne: [Ipoayxr cooTBercTByeT TpeGosanuam HJI 3aknouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
HOAFOTOBneHo:/'/ﬁ/ [Iposepeno:

. Onobpeno: Menemxep [ PykoBoanTelb
Date / TR 0L Date / \fj\ﬂ O <) b | Date/ 177/l L

Hara: Jlara: Hara:




