CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Nise®, topical spray 1%
Mpoaykt: Haiiz®, cripeii anst Hapy)kHoro npumenenuns 1%

Market / Poinok : Russia / Poccus
Batch No./ : 5GF06 Batch Quantity / : 5442 units / 5442 e
Cepusn Ne Pasmep cepuu

Analytical Report No. /

Date of Analysis /

. ¢ 1810F25007647 1 20.12.2025
AHagauTHYecKHii oTyeT No JlaTa anannsza
Date of Manufacture / : 06.12.2025 Date of Expiry / . 05112007
Jara npoussojacrea T'ogen no
Mfg. License No. /
[IpousBoacTBennas : 361 MA number: / Homep PY : JIHI-Ne(003371)-(PI'-RU)

Juuensus Ne

Analysis performed according ND No / Anasius nposeaed o HJI Ne: JITI-Ne(003371)-(PT'-RU)-170725

Pagel of4/Crp. 1 u3 4

Ne

Test / Hokaszarean

Result / Pe3yabraTni

Specification / Hopma

1

Appearance / Onucanue

Pale-yellow clear solution with characteristic odor.
/ TIpo3pauHbIil PacTBOP CBETIO-KEATOTO HBETA ¢
XapakTEPHbIM 3a11axoM.

Colorless to pale-yellow clear solution
with characteristic odor. / [Ipo3paunblii
pacTROp OT OGECLBETHOrO [0 CBETJIO-
KEJITOTO LIBETA C XapaKTEPHbIM 33M1aXO0M.

Identification/ Uaenrundpuxanus

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
YIOCPKHUBAHMS  OCHOBHOIO ndKka  Ha
XpoMaTorpaMMme  HCIbITYyEMOro  pacTBopa
COOTBETCTBYET TAKOBOMY Ha XpOMATOrpaMme
pactBopa CTAHAAPTHOIO obpasia
Humecyauna  (pasnen  «KosmuuectBeHHOE
ompesesieHue ).

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 ynepkuBaHus OCHOBHOTO MNMHKA Ha
XpOMaTorpaMMe HCIbITYEMOTO pacTBopa
JOJDKHO COOTBETCTBOBATh TAKOBOMY Ha
XpoMaTorpaMme pacTBopa CTaHAAPTHOro
obpazua HUMeCYha (paznen
«KosmyecTBeHHOE OMpeaeseHu1ey).

UV spectrophotometry /
Y-cnexmpogpomonempus

The UV absorption spectrum of the test
solution exhibits maxima at 398.2 nm. / Y-
CIIEKTP MOTJIOWEHUS HCNBITYEMOrO pacTBopa
JEMOHCTPHPYET MAKCUMYM TIPH JJIUHE BOJIHDI
398.2 um.

The UV absorption spectrum of the test
solution should exhibit maxima at 39745
nm. /  VY®-cnexrp TOTJIOWEeHH A
HCIILITYEMOTO pacTeopa JIOJDKEH
JIEMOHCTPUPOBATL MAKCUMYM TIPU JUTMHE
BOJIHBI 397 £ 5 HM.

Package content release /

BBIX0 COAEPIRUMOTO YIIAKOBKH

102.9 % /102.9 %

Not less than 90 % of the labeled claim. /

He w™enee 90 % oT 3adBNEHHOrO
KOJIUYESCTBA.

Assay of solvents / Coaep:kanue pacTsopureeii

2-propanol / 2-nponanon

519.0 mg/ 519.0 mg

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

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoxykrt cooTBeTcTByeT TpeGoBaHMsM HJT

Conclusion : APPROVED /
3axmwouenue: OJJOGPEHO

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

[ToarorogseHo: S [IpoBepeHo: Opnobpeno: Menemxep / Pykpsoantens
Ehegett

Date / - Date / . f‘)/é Date /[lara: APl

Jara: | - 02 26 Jara: \’}*Qq/ (7




CERTIFICATE OF ANALYSIS
CEPTHUDOUKAT AHAJIM3A

Product : Nise®, topical spray 1%

Mpoaykr: Haiis®, cnpeil ay1a Hapys>kHOTo nipumeneHus | %

Market / Peinox

: Russia / Poccus

Batch No. / : 5GF06 Batch Quantity / : 5442 units / 5442 eanmmu
Cepus Ne Paszmep cepun

Analytical Repovrt No./ . 1810F25007647 Date of Analysis / . 20.12.2025
AHaJauTHYeCKHH oryueT No JlaTa ananusa

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

JaTta npousBoacrsa Togen no

Mfg. License No. /

IpousBoacTBeHHAast : 361 MA number: / Homep PY : JITI-Ne(003371)-(PI'-RU)
JuueH3Hs Ne

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

463,5 mr 1o 566,5 mr (o1 90 % no 110 %
OT 3asBJIEHHOIO KOJIMueCcTBa) B | T cripes.

ethanol / ymanon

3102 mg/ 310.2 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 (o1 90 % no 110 %
OT 3ASBJICHHOIO Koyinuectsa) B | r cripes,

dimethyl sulfoxide /
oumemuicybhorcud

101.1 mg/101.1 mg
101.1%/101.1 %

90.0 mg to 110.0 mg (90 % to 110 % of
the labeled amount) in 1 g of spray. / or
90,0 mMr 1o 110,0 mr (ot 90 % no 110 %
OT 3asBJICHHOrO KOJIM4ECTRa) B | r cripest.

S |Impurities / Hpumecu

Impurity C / [Tpumecs C

Impurity D / [Tpumecs D

Any other individual impurity /
Jiobas ppyras npumech

Total impurities / Cymma
rnpuMecei

1.Below LOQ (LOQ =0.035 %) / Hwxe
npenena oGHapyxenus (110 =0.035 %)

2.Not detected / He oOHapy:xeHO
3. 0.09 %/0.09 %

4, 0.1%/0.1 %

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

Not more than 0.2 % / »e donee 0,2 %

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

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

6 |Microbiological purity / MukpoGuojiornueckas uncrora

Total aerobic microbial count /
Ob1ee uncno aspobHLIX
MUKPOOPTaHU3MOB

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

Not more than 107 cfu per Iml of the
product / He Gonee 10> KOE B | Ma
npenapara

Total yeast and moulds count /
Obuee uuCca0 APOAOKEBBIX U
MJIECHEBLIX rpuboB

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

Pseudomonas aeruginosa

Absent in 1 ml of the product / Orcyrcrene B

| mu1 npenapara

Absence per 1 ml of the product /

OrcyTcTBre B | Ma npernapara

Staphylococcus aureus Absent in | ml of the product/ Orcyrcreue B |Absence per 1 ml of the product /
1 mJs npernapara OrcyrcTeue B 1 M npenapara
7  jAssay/ Koauuecrsennoe 9.9 mg/9.9mr 9.0 mg to 11.0 mg of  C;3Hi2N20sS

onpeae/ieHue

99.0 %/99.0 %

(nimesulide) (90 % to 110 % of the labeled

Remarks : The Product confirms to ND/
IIpumeyanne: [lpoayxr coorBetcTByeT TpedoBanusiM H/I

Conclusion : APPROVED /
Zakimouenne: OJOBPEHO

Prepared by / —/ﬁﬁ Checked by / Approved by: Manager/Executive /
[ToarorosaeHo: éri_/, [Tposepeno: OnoGpeno: Menemxkep /,Pykosoaurens

' ettt
Date / IR Y; Date / DL 26 Date /[lara: 17 020G
JlaTa: Kk 24 Jlara: -




CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Product : Nise®, topical spray 1%

ITpoaykr: Haiiz®, cupeit astst HapyxHoro npumenenns 1%

Market / Poinok : Russia / Poccust

Batch No./ : 5GF06 Batch Quantity / : 5442 units / 5442 exunny
Cepus Ne Paszmep cepun

Analytical Repovrt No./ . 1810F25007647 Date of Analysis / . 20.12.2025
ABaJuTHUYECKU oTueTr No JlaTa anaausza

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

JaTta npousBoacTsa T'oaen no

Mfg. License No. /

IpousBoacTBenHas : 361 MA number: / Homep PY : JH1-Ne(003371)-(PT-RU)
Jnen3nst Ne

Analysis performed according ND No / Anasns nposeaen no HJI Ne: JITI-Ne(003371)-(PI-RU)-170725
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amount) in | g of spray./Or 9,0 mr a0 11,0
mr  Ci3HipN2OsS  (numecynua) (ot 90
% no 110 % ot 3asBNeHHOrO KOMMYECTBa)

B | r cripes.
API name / Haumenosanue A®C: Nimesulide / Humecyanz
INN /MHH: Nimesulide / Humecynun
API manufacturer batch number / NMS/13111098
Homep cepun npoussoaurteas ADC:
FP Manufacturer API Batch namber / R240000513

Homep cepun A®C npoussoaureas ['JID:

APl Manufactured by & country /

Mpoussomurens ABC, cTpana: Aapru [pars Jlnmuren, Unnusa / Aarti Drugs Limited, India

Name, address, authorization No for FP

manufacturing site / Control site / Release Encube Ethicals Pvt. Ltd., Plot No. C-1, Madkaim Industrial Estate, Madkaim,

f;tzteu/meﬂosaﬂue ADEC 1 HOMED JHeH3HH Post Mardol, Ponda, Goa — 403 404, India (License No 361)/
> AAp p JHIeR: Hukpro6 Dtukasnc [1sr. JIta., Yuactox Ne C-1, Ipomblumnentas 30Ha Maaxanm,

IUIOLUAAKH, OCYIHEeCTRJSIONIEH
[UALKH, OCyI e Mankaum, [Toct Mapgoun, Iowna, Ioa - 403 404, Unauns, (JIuueuzus Ne 361)
NIPOHU3BOICTBO/KOHTPOJIb KAYECTBA/BINYCK

JIp

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

Ilpumedanue: [Ipoaykr coorBeTcTBYeT TpeGopanusm HJT 3axmouenune: OJJOBPEHO

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

[ToaroroBaeno: »—= - Iposepeno: L Opnobpero: Menemxep / I;yKOBOIll/ITeﬂb
e 24

Date / Date / 6 Date /Ilara: ; Ll
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CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIM3A
Product : Nise®, topical spray 1%
Mpoaykr: Haitz®, cnipeit ns1s HapyskHoro npumeHenus %
Market / Puinox : Russia / Poccust
Batch No. / : 5GF06 Batch Quantity / 1 5442 units / 5442 eauHni
Cepus Ne Pasmep cepuu
Analytical Repourt No. / . 1810F25007647 Date of Analysis / . 20.12.2025
AHaauTHYeCKU# oruer No JaTa amanusza
Date of Manufacture / . 06.12.2025 Date of Expiry / . 05.11.2027
Jara npousBoacTea Ilogen oo
Mfg. License No. /
IlpousBoacTBeHHAs : 361 MA number: / Homep PY : JII-Ne(003371)-(PI"-RU)
Jauuensust Ne
Analysis performed according ND No / Auanus nposeaen no HJL Ne: JIT1-Ne(003371)-(PI'-RU)-170725
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Declaration of certification: «l 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 coorsercTBuM: «HacTosiuMm s noiTBepxkIalo, UYTO MPUBEACHHAs Bbilie HHQOPMALMS SBISETCS
NOCTOBEPHON M TOUHOU. ITa cepus NpoAyKLUHU Npou3BeIeHa (BKIOUas YIAKOBKY (MAPKUPOBKY) U KOHTPOITH KAUeCTRa) Ha
BbILICYKA3AHHONW TPOWU3BOACTBEHHOH MIOWAAKE (MJIOWA/NKax) B HOSHOM COOTBETCTBMM ¢ TpeGoBaHusimu [lpasun
HaJyiexalledl poM3BOACTBEHHON npakTiky EBpazutickoro sxoHoMuueckoro coroza (Ne GMP/EAEU/RU/00938-2023 ot
6 cenrabps 2023r.) u TpeOOBaHMSMH KOHTPOJS KAuecTBa JIEKAPCTBEHHBIX CPEACTB, & TaKKe B COOTBETCTBUM CO
cnendpUKaLUsIMH, COAEPKALUMMUCS B PEPUCTPALIMOHHOM JIOCE CTPAHBI-MMIIOPTEPA. 3AMKCH 110 NPOU3BOACTBY, YI1AKOBKE
M aHanusy IpOBEPEHbl, M YCTAHOBJAEGHO MX coOTBeTcTBUE TpeboBanusm llpapun Haasekanled MpPOU3BOACTBEHHOM
npaxTuky EBpa3uiickoro 3KOHOMHUECKOTO COM3ay.

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

Hpumeuanne: [Ipogyxr coorseTcTByeT Tpedoranusm HI 3akmouenune: OJJOBPEHO

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

[Toarororneno: ,B/ ITposepeHo: OnoGpeno: Menemxep / PyKoBoAHTENb
& Ycrale..

Date / . Date / o) 6 | Date /llara: 702 g

Hara: |02 2 Hara: (",‘,.




