CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product : Nise®, topical spray 1%
Hpoxyxr: Haiis®, cnpeit nuis HapyskHoro npumenenus 1%

Market / Poinox

: Russia / Poccus

Batch No. / : 5GF07 Batch Quantity / : 5502 units / 5502 exmmnu
Cepusi Ne Pasmep cepun

Analytical Repourt No. / . 1810F25007664 Date of Analysis / . 20.12.2025
AHATHTHYECKHIT oTueT Ne Jara ananusa

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

Jara npousBoacrsa Iogen no

Mfg. License No. /

[pouspoacTeenHasn : 361 MA number: / Homep PY : JIII-Ne(003371)-(PF-RU)
Juuensus Ne

Analysis performed according ND No / Anasnus nposenen no HJI Ne: JITI-Ne(00337D-(PT-RU)-170725
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Ne

Test / Hoka3zarens

Result / Pesyabrarsi

Specification / Hopma

1

Appearance / Onucanne

Pale-yellow clear solution with characteristic odor.
/ Tlpospautslil pacTBOP CBETIO-KEITOrO LUBETA C
XAPaKTEPHBIM 3aIaxoM.

Colorless to pale-yellow clear solution
with characteristic odor. / ITpospaunsiii
pacTBop OT OecuBEeTHOro A0 CBETJO-
JKEJITOTO LIBETA C XapaKTePHBIM 3aMaxoM.

Identification/ Haentuduxauns

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
YOCPKMBAHHS ~ OCHOBHOTO nuka  Ha
XPOMATOrPaMMe  HCHBITYEMOrO  pacTBOpa
COOTBETCTBYET TAKOBOMY Ha XPOMATOTpaMMe
pacTBopa CTaHAapPTHOTO oOpasia
Humecyuaa  (pasnen  «Kosmuecreennoe
onpeneaeHuen ).

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 ynep:xupaHus OCHOBHOIO NHKa Ha
XPOMATOrpaMMe KCIbITYEMOro pacTeopa
JOJDKHO COOTBETCTROBATL TAKOBOMY HA
XpomaTorpaMme pacTBOpa CTaHIAPTHOIO
obpasia HUMeCY T/ (pazaen
«KonnuecTsenHoe onpeneseHues).

UV spectrophotometry /
Y®-cnexmpopomomempust

The UV absorption spectrum of the test
solution exhibits maxima at 398.4 nm. / Y-
CTIEKTP MOMJIOLIEHHS HUCIILITYEMOrO PacTBopa
JIEMOHCTPUPYET MAKCUMYM TIPH AJIMHE BOJTHBI
398.4 um.

The UV absorption spectrum of the test
solution should exhibit maxima at 397+5
nm. /  Y®-cnekrp TMOrJIOLLEHH st
HCTILITY €MOTO pacTBopa JIOIDKEH
JEMOHCTPHPOBATh MAKCUMYM [IPH AJIMHE
BOJIHBI 397 £ 5 HM.

Package content release /
Bbixoa coaep:kuMoro yuakoBKH

102.8 % /102.8 %

Not less than 90 % of the labeled claim. /

He wmenee 90 % oT 3asBieHHOTO
KOJIMUECTBA.

Assay of solvents / Coxepskanune pacrsopureseii

2-propanol / 2-nponanon

519.7 mg/519.7 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/
[Ipumeuanue: [Iponyxr cootsercrayet TpeGosanusm HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / . Checked by / Approved by: Manager/Executive
[Toarorosaexo: ‘ﬁ“ﬁ&y [TposepeHo: AV
- Onobpeno: Meueux@g/ PykoBoautenb
Date / b Date / Date / ;
O R ¢ . 770228
Jlara: , QL Jlara: \f:\“\qf)’ Q/é Hara:




CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIM3A

Product : Nise®, topical spray 1%

Hpoaykr: Hals®, cripeit aist HapyskHoro npumenenus 1%

Market / Poinox

: Russia / Poccus

Batch No./ : 5GF07 Batch Quantity / : 5502 units / 5502 eaunm
Cepus Ne Pasmep cepuu

Analytical Repourt No. / . 1810F25007664 Date of Analysis / . 20.12.2025
AHaauTHYEeCKUIT oTueT No Jlara anaausza

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

Jara npoussoacrea Ilonen o

Mfg. License No. /

HMpouszsoacreeHHasn : 361 MA number: / Homep PY : JITI-Ne(003371)-(PI'-RU)
auneHsus Ne
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100.9 %/ 100.9 %

463,5 mr mo 566,5 mr (ot 90 % g0 110 %
OT 3asIBJICHHOrO KonuvecTna) B | r crpest.

ethanol / ymanon

310.0 mg/310.0 mg
100.0 % /100.0 %

279.0 mg to 341.0 mg (90 % to 110 % of
the labeled amount) in 1 g of spray. / or
279,0 mr po 341,0 mr (ot 90 % no 110 %
OT 3asBJIEHHOrO KoJinyecTBa) B | r cripes.

dimethyl sulfoxide /
oumMemuacyIboxkcuo

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. / or
90,0 mr go 110,0 mr (o1 90 % no 110 %
OT 3asBNEHHOT0 KosindecTsa) B | r crpest.

5 |Impurities / ITpumecu

Impurity C / [Tpumecs C

Impurity D/ IMpumecs D

Any other individual impurity /
Jlrwobas apyras npumecs

Total impurities / Cymma
npuMmecei

1. Not detected / He oO6HapyxeHo

2.Not detected / He oOHapyxeHo
3. 0.05 %/0.05 %

4. 0.1 %/0.1 %

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

Not more than 0.2 % / ve Gostee 0,2 %

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

Not more than 1.0 % / e Gosiee 1,0 %

6 |Microbiological purity / Mukpo6uosornyeckas 4dcroTa

Total aerobic microbial count /
Obwee yuco a3pobHBIX
MUKPOOPTaHU3IMOB

Less than 01 cfu/m] / Menee 01 KOE/mn

Not more than 102 cfu per 1ml of the
product / He Gonee 10> KOE B | wmn
npernapara

Total yeast and moulds count /
ObLee UnCsI0 JPONOKEBBIX U
TUIECHEBBIX rPpUOOB

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

Not more than 10! cfu per | ml of the
product / He 6onee 10! KOE B | mn
npenapar

Pseudomonas aeruginosa

Absent in 1 ml of the product / Orcyrcreue B

| M1 npenapara

Absence per 1 ml of the product /
OrcyTerBue B | Mt nipenapara

Staphylococcus aureus

Absent in I ml of the product / Orcyrcraue B

1 mn1 npenapara

Absence per 1 ml of the product /
OtcyterBue B | mut nipenapara

7 |Assay / Konuuecrsennoe
onpeaesieHue

9.9 mg/9.9ur
99.5%/99.5 %

9.0 mg to 11.0 mg of  C;5H;2N20s8
(nimesulide) (90 % to 110 % of the labeled

Remarks : The Product confirms to ND/
Ilpumeuanue: [Tpoaykr coorseTcTByeT TpeboBaHMAM HJJ

Conclusion : APPROVED /
3axkmouenue: OJJOBPEHO

Prepared by / . Checked by / Approved by: Manager/Executive
IToaroTosneHo: [posepeHo: /AV
e T Onobpeno: Meneaxke })yKOBO UTEJb
(Zrlogomld..
R ot e 70
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Product : Nise®, topical spray 1%

Ipoayxr: Haits®, cripeit asist HapyskHOro npumeHerus 1%
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: Russia / Poccus
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amount) in 1 g of spray./Or 9,0 mrno 11,0
mr  Ci3HieN2OsS  (sumecynun) (ot 90
% o 110 % ot 3a9BNEHHOrO KOJIMYECTRA)
B | r cripes.

APl name / Haumenosaune APC:

Nimesulide / Humecysna

INN/MHH:

Nimesulide / Humecyaupg

API manufacturer batch number /
Homep cepun npoussogutens A®C:

NMS/13111098

FP Manufacturer API Batch number /
Homep cepun ADC npoussoautens [JId:

R240000513

API Manufactured by & country /
Ipoussoaurens ADC, crpana:

Aaptu Hpars Jlumuren, Munus / Aarti Drugs Limited, India

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

HaumenoBanue, aapec 1 HoMep JUIEH3UN
IVIOLUIAAKH, OCYIIECTBIAIOLIeH
NPOM3BOACTBO/KOHTPOJb KAUeCTBA/BLINYCK
o -

Encube Ethicals Pvt. Ltd., Plot No. C-1, Madkaim Industrial Estate, Madkaim,
Post Mardol, Ponda, Goa — 403 404, India (License No 361) /
HHkp06 Dtukasnc [1et. Jlta., Yuacrox Ne C-1, IMpombiuientas 3042 Majakanm,
Manxanwm, [Moct Mapnos, [ouna, loa - 403 404, Hanus, (Jlnuenzus Ne 361)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanne: [Ipoayxt coorBerctryeT Tpebopanusm HJI 3axkmouenune: OJOBPEHO
Prepared by / . Checked by / Approved by: Manager/Executive
[loarorosnexo: %@gw [TpoeepeHo: ZV

S - OnoGpeHo: MeHemKe%/ Pykorogurenb
Date / | e 20 24 « Date / gl ’l/é Date / F™7ee 2.8
Jara: * Jara: \rjf © Hara:




CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIM3A
Product : Nise®, topical spray 1%
poaykr: Haiis®, cipel puist HapykHOTrO npumenenns 1%
Market / Peinok : Russia / Poccus
l%atCh No./ : SGF07 Batch Quantity / : 5502 units / 5502 eauumn
Cepusi Ne Paszmep cepuu
Analytical Repourt No./ . 1810F25007664 Date of Analysis / . 20.12.2025
AHANNTHYECKHIH oTueT No JaTa anajqusa
Date of Manufacture / . 06.12.2025 Date of Expiry / . 05.11.2027
JlaTta npou3BoicTBa Togen po
Mfg. License No. /
IIponsBoacTBeHHAN : 361 MA number: / Homep PY : JITI-Ne(003371)-(PI'-RU)
Juuenzus Ne
Analysis performed according ND No / AnaJyiu3s nposeaen no HJ 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 coorBeTrcTBHU: «HacTosuuMm s MoATBepXKAad, 4TO MNpPUBEACHHAsA Bbilie HHMOPMALHUS SIBJSETCS
JLOCTOBEPHOM M TOYHOH. DTa Cepust MPOAY KUMH MPOU3BEACHA ( BKIIHOUAs YIIAKOBKY (MAPKUPOBKY) U KOHTPOJIb KAYECTRA) HA
BbILIEYKA3aHHOH MPOU3BOACTBEHHOH rJomaake (TuTolaaKkax) B IOJHOM COOTBeTCTBHM C TpeboaHusimu [Ipasui
Hajuiexallel nponu3BOACTBEHHOM npakTuku EBpasniickoro skoHomuueckoro coroza (Ne GMP/EAEU/RU/00938-2023 ot
6 centabps 2023r.) u TpeOOBAHUSIMM KOHTPOJSI KAYeCTBA JICKAPCTBEHHbIX CPEACTB, a TAKXKE B COOTBETCTBHH CO
cnenrGuKaLmsIMK, COAEPIKALLMMHUCS B PEPUCTPALIMOHHOM JOChE CTPAHbI-MMIIOPTEPA. 3allUCH 110 MPOU3BOACTRY, YITAKOBKE
M aHanusy IMpPOBEPEHBl, ¥ YCTAHOBIEHO MX COOTBETCTBHE TpebGomanusM [lpapun Hajnexaluefl NMPOU3BOACTBEHHOM
npaxTikyu EBpasuiickoro akOHOMUUECKOro Co3ay,

Remarks : The Product confirms to ND/
IHpumeyanue: IpoaykT cooTBeTCTBYET TpebGosaHusam H/J

Conclusion : APPROVED /
3axkmouenne: OJIOBPEHO

Prepared by / . Checked by /
[Toarorosineno: @ | Nposepeno:
R _

Approved by: Manager/Executive

Onobpeno: Menenxep,/ PykoBoauresis
ENerels

Date /
Jara:

Date /
Hara:
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