CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIM3A

Product : Nise®, topical spray 1%
Mpoaykr: Haiiz®, cnipeit 11 HapyxcHoro npumMererus 1%

Varket / Poinox

: Russia / Poccua

Batch No. / : SGF12 Batch Quantity / : 5502 units / 5502 eannun
Cepus Ne Pasmep cepun

Analytical Repovrt No./ . 1810F25007742 Date of Ana’ysns/ . 23.12.2025
AHAJATHYECKHH oTueT No Jlara anasiusza

Date of Manufacture / . 09.12.2025 Date of Expiry / . 08.11.2027

Jara npousBoacTaa T'oneH a0

Mfg. License No. /

IIpousBoacTBenHas : 361 MA number: / Homep PY : JHI-Ne(003371)-(PI'-RU)
JIMUeH3ust Ne

Analysis performed according ND No / Auagus nposeaes no HJ Ne: JITT-Ne(003371)-(PI'-RU)-170725
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Ne Test / [lokaszatean

Result / PesyabraTni

Specitication / Hopma

1 | Appearance / Onuncanue

Pale-yellow clear solution with characteristic odor.
/ Tlpo3paunbiil pacTBOP CBETI0-KENTOrO UBETA C
XapaKTePHBIM 3aI1aX0M.

Colorless to pale-yellow clear solution
with characteristic odor. / Ilpo3paunstii
pactBop oT OecUBETHOrO OO0 CBETJIO-
JEJTOTO LBETA C XapPaKTePHBIM 3aI1aXxoM.

2 | Identification/ UnenTrduxanms

HPLC / BOXKX

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
YHECDXKHBAHMSL ~ OCHOBHOTO  MHKa  Ha
XpOMAaTOrpaMMe  HCIBITYEMOTO  PacTBOpa
COOTBETCTBYET TAKOBOMY Ha XpOMAaTOrpamMme

pacTtsopa CTaHAAPTHOrO obpasua
HuMmecynuma  (pasgen  «KosuuecTBeHHOE
OTIPEZICIIEHHMEN ).

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 yaepkuBanmsi OCHOBHOIO IvKa Ha
XPOMATOrPAMME MCIIBITYEMOTO PacTBOpa
JIOJDKHO COOTBETCTBOBATH TAKOBOMY Ha
XpoMaTorpaMme pacTBopa CTaHAapTHOrO
obpasiia HUMeECYIHIa (paznen
«KonnuecteeHHoe onpeneneHues).

UV spectrophotometry /
Y ®-cnexmpopomomempuis

The UV absorption spectrum of the test
solution exhibits maxima at 400.2 nm. / Y-
CIIEKTP TMOTJIOILEHUST UCITBITYEMOTO PacTBopa
JEMOHCTPUPYET MAKCUMYM NPU JUIMHE BOJTHBI
400.2 um.

The UV absorption spectrum of the test
solution should exhibit maxima at 397+5
nm. /' Yd-cnextp TNOTJIOIIEH M
HCIBITYEMOTO pacTeopa JOIDKEH
AEMOHCTPUPOBATL MAKCUMYM TIPH AJIMHE
BOJIHBL 397 + 5 HM.,

3 | Package content release /

Brixoa coaepauumMoro ynakoBKH

103.5 % /103.5 %

Not less than 90 % of the labeled claim. /

He wmenee 90 %
KOJIMYECTRA.

OoT  3adaBJICHHOIO

4 | Assay of solvents / Coaepxxanue pacrsopureieii

2-propanol / 2-nponanon

516.9 mg /516.9 mg

463.5 mg to 566.5 mg (90 % to 110 % of
the labeled amount) in 1 g of spray. / or

Remarks : The Product confirms to ND/

IIpumeuanne: [IpoaykT coorBeTcTBYET TpeGoannam HJI

Conclusion : APPROVED /
3axaiouenue: OJJOBPEHO

Prepared by / L Checked by / Approved by: Manager/Executive/ Y5 '
Moarotosneno: < [Tposepeno: \,(/L Onobpeno: Menemxep / PykoBogures
Date / Date / Date / O6 03Nl
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CEPTUOUKAT AHAJIM3A

Product : Nise®, topical spray 1%
Hpoayxr: Haits®, cripeid ans HapykHOrO

npumeHenns 1%

Market / Poinox
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100.4 % /100.4 %

463,5 mr g0 566,5 mr (ot 90 % no 110 %
OT 3asBJIEHHOr0 Koju4yecTsa) B | 1 cripes.

ethanol / ymanon

310.5 mg/310.5 mg
100.1 %/100.1 %

279.0 mg to 341.0 mg (90 % to 110 % of
the labeled amount) in 1 g of spray. / ot
279,0 mr go 341,0 mr (ot 90 % no 110 %
OT 3asBJEHHOr0 Kojim4yecTsa) B | r crpes.

dimethyl sulfoxide /
OUMEMUACYAbPHOKCUO

102.0 mg/ 102.0 mg
102.0%/102.0 %

90.0 mg to 110.0 mg (90 % to 110 % of
the fabeled amount) in 1 g of spray. / or
90,0 mMr 1o 110,0 mr (or 90 % no 110 %
OT 3asBJICHHOTO KosMuecTBa) B | r cripes.

S |Impurities / [Ipumecn

Impurity C/ INpumecs C

Impurity D/ [Ipumecs D

Any other individual impurity /
Jlrobas npyras npumech

Total impurities / Cymma
npuMecen

[.Below LOQ (LOQ = 0.035 %) / Hwxe
npenena oGHapyxeHus (IO = 0.035 %)
2.Not detected / He oOHapyxeHO

3.0.07 %/0.07 %

4.0.1%/0.1%

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

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

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

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

6 |Microbiological purity / MuxpoGuosornyeckas 4ucToTA

Total aerobic microbial count /
Obwee uncno aspoOHbIX
MMKPOOPraHU3MOB

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

Not more than 10° cfu per lml of the
product / He Gomee 10° KOE B [ mn
npenapara

Total yeast and moulds count /
Ob1mee 9uC0 APOAOIKEBBIX H
IUIECHEBbIX IPHOOB

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

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

1 ma mpenapara

Pseudomonas aeruginosa Absent in | ml of the product / Orcyrereue 8 |[Absence per 1 ml of the product /
1 mn npenapara Orcyrcreue B | M npenapara
Staphylococcus aureus Absent in 1 ml of the product / Orcyrerue B |Absence per 1| ml of the product /

Orcyrcreue B | Ma npenapara

Remarks : The Product confirms to ND/

Ilpameuanue: [Ipogykr cooTBeTcTBYET TpedoBaHusm HJJ

Conclusion : APPROVED /
3akmouenne; OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
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Date / Date / Date / '
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Nise®, topical spray 1%

Mpoaykr: Haiis®, cnipeil 01 HApy»><HOTo MPUMEHEHNs l%
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: Russia / Poceus
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7 |Assay / KoanuecrBeHHoe
onpeieeHue

9.9 mg/9.9 mr
99.1%/99.1 %

9.0 mg to 11.0 mg of Ci3H12N2058
(nimesulide) (90 % to 110 % of the labeled
amount) in 1 g of'spray./ O1 9,0 mr no 11,0
mr CisHiaN20OsS  (numecynun) (ot 90
% no 110 % oT 3asBJICHHOIO KOJIMUECTBA)

B | r cnpest.

API name / HaumenoBanue ADC:

Nimesulide / Humecynupn

INN/MHH:

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepuu npoussoaurens ADC:

NMS/13111098

FP Manufacturer APl Batch number /
Homep cepun A®C npousoaurens I'J1P:

R240000513

APl Manufactured by & country /
Ipoussoaurean AD®C, cTpana:

Aapru [pars Jlumuren, Muaus / Aarti Drugs Limited, India

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

HaumeHoBaHHe, axpec 1 HOMep JIHLEH3HH
I10LAAKH, OCYLeCTBISI0 e
APOM3BOACTBO/KOHTPOJbL KAYECTBA/BbINYCK
rjio

Encube Ethicals Pvt. Ltd., Plot No. C-1, Madkaim Industrial Estate, Madkaim,

Post Mardol, Ponda, Goa — 403 404, India (License No 361)/

Hukpto6 Druxanc Isr. Jita., Yaacrok Ne C-1, [IpoMeitsieHnas 30Ha Maaxanm,
Maaxaum, IToct Mapyod, Ionna, [oa - 403 404, Mupusa, (JluueHzus Ne 361)

Remarks : The Product confirms to ND/

Ipumeuanne: [Tpoaykr cootsercTyet TpedoBanusam HJ|

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: == =Cl2— [1posepeHo: L[/L Onobpeno: Menemxep / PykoBoanTesb
Date / > 6. 03.2C Date / Date / bro3nb
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIUM3A
Product : Nise®, topical spray 1%
TMpoayxr: Haiiz®, cnipeii nas HapyxHoOro rpumeHenus %
Market / Poisok : Russia / Poccus
Batch No. / : 5GFI12 Batch Quantity / : 5502 units / 5502 e
Cepus No Pa3zmep cepuu
Analytical Repourt No. / . 1810F25007742 Date of Ana?ysns / . 23.12.2025
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Date of Manufacture / . 09.12.2025 Date of Expiry / . 08.11.2027
JlaTa npousBojacTaa I"onen no
Mfg. License No. /
IlpousBoacTBeHHAast : 361 MA number: / Homep PY : JIII-Ne(003371)-(PI'-RU)
auueHszus Ne
Analysis performed according ND No / Ananns nposegen no H/JL Ne: JITI-Ne(003371)-(PI'-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».

3akmouenne o coorsercTBumM: «HacTosiuum s MOATBEPXKAaD, YTO MPUBEACHHAS Bbille HH(pOpPMaLMs sBISETCS
JOCTOBEPHOH M TOUHOM. DTa cepusi NPOAYKLHM NMPOU3BEAcHA (BKIIOUAS YIIAKOBKY (MApPKUPOBKY) U KOHTPOJb KA4UeCTRa) Ha
BbIUCYKa3aHHONH MPOU3ZBOACTBEHHON muowaake (Mmiaowaakax) B MNOMHOM COOTBETCTBUU ¢ TpebopaHusiMu [lpaBui
Hajuiexatle MpoOU3BOACTBEHHON NpakTUky EBpaszuiickoro axoHoMuueckoro cotoza (Ne GMP/EAEU/RU/00938-2023 ot
6 ceursOpst 2023r.) u TpeOOBAHUAMU KOHTPOJS KAuecTBA JEKAPCTBEHHbIX CPEACTB, & TAlkOKe B COOTBETCTBHH CO
crneuMpuKaLUAMH, COACPKAILUMUCS B PErUCTPALMOHHOM JI0Che CTPAHbI-UMIIOPTEPA. 3aMHCH 110 IPOU3BOACTBY, YIAKOBKE
M 8HAIM3Y [IPOBEPCHBL, M YCTAHOBACHO MX COOTBETCTBME Tpebopanusm Ilpasusi Hagnexallell NpPOM3BOACTBEHHOIM
npakTHkK EBpazuitckoro 3KOHOMHUECKOr0 COH3aY.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Ilpumeuanue: [1poaykT cooTBeTcTBYET TpedoBanusam HJJ 3axiwouenue: OJOBPEHO

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

[oarorosseHo: =202~ [Mposepeno: U/&,, OpnobpeHo: MEHGJI)KC}TZ/EXK,QE.OHMTGHB
>4

Date / ot .03.2( Date / Date / 6 03

Jara: Tara: bbroab Jlara:




