CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIM3A

Product : Nise®, topical spray 1%

IpoayxT: Haiis®, cnipeli s Hapy)HOro npuMeHenust 1%

Market / Poivox : Russia / Poccus

Batch No. / : 5GF11 Batch Quantity / : 5478 units / 5478 exurnu
Cepus Ne Paszmep cepun

Analytical Repovrt No. / . 1810F25007729 Date of Analysis / . 23.12.2025
AHAJINTHYECKHI oTueT N JlaTta ananuza

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

JlaTa npou3BoacTBa T'onen 10

Mfg. License No. /
IlpoussoacTBeHHast ¢ 361
Junensus Ne

MA number: / Homep PY : JIIT-Ne(003371)~(PI'-RU)

Analysis performed according ND No / Anaan3 nposeaed no HJI Ne: JITT-Ne(003371)-(PT'-RU)-170725
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Ne Test / Ilokazarenn

Result / PezyasTaTnl

Specification / Hopma

1 | Appearance / Onucanue

Pale-yellow clear solution with characteristic odor.
/ TIpospauHslit PaCTBOP CBEIIO-KENTOIO UBETA €
XaPAKTEPHBIM 3aM1aX0OM.

Colorless to pale-yellow clear solution
with characteristic odor. / Ilpo3paurbiii
pactBop OT GeCUBETHOrO 0 CBETJIO-
HKEJTOrO LBETA C XapaKTEPHBIM 3a1aXOM.

2 | ldentification/ UaenTudurauns

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
YACPKMBAHMS  OCHOBHOFO  fMKa  HA
XPOMATOrpaMMe  HUCIbITYEMOrO  pacrBopa
COOTBETCTBYET TAKOBOMY Ha XpOMATOrpaMme
pactBopa CTAHAAPTHOTO obpasua
Humecyimaa  (paszgen  «KonuuecTBeHHOE
OIpeIeSICHUEN ).

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 yaep>KuBaHust OCHOBHOIO IHKa Ha
XPOMAaTOTpaMMe HCIbITYEMOro pacTopa
JOJDKHO COOTBETCTBOBAThH TAKOBOMY Ha
XpOMATOrpaMMe PacTBopa CTAHHAPTHOIO
obpazua HUMeCyIuaa (paznen
«KomnnyecTBeHHOE ONpeneneHne»).

UV spectrophotometry /
Y-cnexmpogomomempus

The UV absorption spectrum of the test
solution exhibits maxima at 398.2 nm. / Y-
CITEKTP TOTJIOWEHUS UCIBITYEMOrO pacTeopa
JEMOHCTPUPYET MAKCUMYM TIPH AJIMHE BOJIHBI
398.2 um.

The UV absorption spectrum of the test
solution should exhibit maxima at 397+5
nm. /  Y®-criektp  norjouieHus
HUCHBITYCMOTO pacTBopa JOJDKEH
JIEMOHCTPHPOBATH MAKCUMYM TIPH JISTHHE
BOJIHBI 397 £ 5 HM.

3 | Package content release /
Bbixoa Coaep:RkUMOro ynaKkoBKH

103.0 % /103.0 %

Not less than 90 % of the labeled claim. /

He menee 90 % or 3agBJEHHOrO
KOJIMUYECTBA.

4 | Assay of solvents / Coaeprxanue pacrpopuresiei

2-propanol / 2-nponanon

516.6 mg /516.6 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/
Ilpameuanne: [IpoaykT cootBercTBYET TpedosaHusaM HJJ

Conclusion : APPROVED /
3akmwuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: ¢==L44— [Tposepeno: ]/05/ Opnodpeno: MeHemkep / Pyxosoaurens
Date / Date / Date / —. é RV
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100.3 %/ 100.3 %

463,5 Mr o 566,5 mr (or 90 % 0o 110 %
0T 3asBJNIEHHOr0 KoJjinuectsa) B | r cripes.

ethanol / ymanon

309.9 mg /309.9 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 o 341,0 mr (o1 90 % no 110 %
OT 3asBJIEHHOTO KoJuvecTra) B |  cripes.

dimethyl sulfoxide /
ouMemuICyIbPoKcuo

101.9 mg /101.9 mg
101.9%/101.9 %

90.0 mg to 110.0 mg (90 % to 110 % of
the labeled amount) in | g of spray. / or
90,0 mr no 110,0 mr (o1 90 % no 110 %
OT 3asBJICHHOT'O KOJIMYECTBA) B | I' crpes.

5 |Impurities / Tlpumecn

Impurity C / [Tpumecs C

I.Below LOQ (LOQ = 0.035 %) / Huxe

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

Impurity D / Ilpumecs D

Any other individual impurity /
Jlobas gpyras npuMech

Total impurities / Cymma
nmpuMecei

npenena odHapyxenus (ITO = 0.035 %)
2.Not detected / He oOHapyxeHO

3.0.10 %/0.10 %

4.0.1%/0.1 %

Not more than 0.2 % / »e 6onee 0,2 %

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

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

6 |Microbiological purity / MukpoGuonoruyeckas 4ucTora

Total aerobic microbial count /
Ob1uee unco a3podHbIX
MHUKPOOPTaHU3MOB

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

Not more than 10% cfu per Iml of the
product / He Gonee 10° KOE B 1| ma
npernapara

Total yeast and moulds count /
O61ee YHC0 APOIKIKEBBIX K
MIeCHEBBIX IPUGOB

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

Not more than 10! cfu per 1 ml of the
product / He 6onee 10" KOE 5 1 mn
npenapar

Pseudomonas aeruginosa

Absent in 1 ml of the product / Orcyrcreue B

| M npenapata

Absence per | ml of the
OtcyTereue B | Mi1 npenapara

product /

Staphylococcus aureus

Absent in I ml of the product / OrcyrcTBue B

1 M1 npenapara

Absence per | ml of the
Orcyrersue 8 | mit ripenapara

product /

Remarks : The Product confirms to ND/
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7 |Assay / KosinuecTBeHHOE 10.0 mg/ 10.0mr 9.0 mg to 11.0 mg of Ci3H12N20s5S
onpejejienue 100.4 % / 100.4 % (nimesulide) (90 % to 110 % of the labeled
amount) in | g of spray. /O19,0 mr oo 11,0
mr Ci3HioN2OsS  (aumecynun) (ot 90
% no 110 % or 3asBJICHHOTO KOJIMUECTBa)

B | rcripes.
API name / Haumenosanue ADC: Nimesulide / Humecyaun
INN/MHH: Nimesulide / Humecynua
API manufacturer batch number / NMS/13111098
Homep cepun npoussoautens APC:
FP Manufacturer API Batch number / R240000513

Homep cepun A®C npoussoaurensn FJid:

APl Manufactured by & country /

. imited. Indiz
Mpoussonureas ADC, crpana: Aapru [pars Jlumuren, Mumus / Aarti Drugs Limited, India

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

HaumeHoBanne, agpec H HOMep JULEH3NN
IJIOLUAJKH, OCY I eCTBJISIIO LI el
IPOU3BOACTBO/KOHTPOJIL KAUECTBA/BLINYCK

Encube Ethicals Pvt. Ltd., Plot No. C-1, Madkaim Industrial Estate, Madkaim,
Post Mardol, Ponda, Goa — 403 404, India (License No 361)/
Wukeiod Itukanc [er. Jta., Yuacrok Ne C-1, ITpomsiuuiennas 3o0Ha Manxaum,
Manxkanwm, [Toct Mapaon, Tonna, Ioa - 403 404, Uunus, (Jluuensus Ne 361)

1o
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Ipoaykr coorsercTayeT Tpedosanusam HJI 3akiouenune: OLOBPEHO
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CEPTUDUKAT AHAJIM3A
Product : Nise®, topical spray 1%
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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 cooTBeTcTBHM: «HacTosilUM s TMOATBEPXKAAKD, YTO TNPUBEACHHAsE BbllIEe HHPOpPMaLMsl SBJsIETCS
JIOCTOBEPHOMH M TOUHOMN. DTa cepust NPOAYKLMH NPOU3BEACHA (BKIIOUAS YIIAKOBKY (MAPKUPOBKY) W KOHTPOIIb KAUECTBA) Ha
BBILIEYKA3AHHON TNPOW3BOACTBEHHON rmuiollaake (Molaakax) B MOJHOM COOTBETCTBMM ¢ TpeGoBaHusimu [lpasun
Hanexallel Npou3BOACTBEHHON NMpakTHKKH Espasuiickoro akoHomuueckoro cotosza (Ne GMP/EAEU/RU/00938-2023 ot
6 ceursbps 2023r.) ¥ TpeOOBaHMAMK KOHTPOMS KadecTBa JIEKAPCTBEHHBLIX CPEACTB, a TaKKe B COOTBETCTBHUH CO
crieun(prKaluaMi, COACPKAILMMUCS B PEPUCTPALLMOHHOM J0ChE CTPAHBI-MMIIOPTEPA. 3arUCH 110 TPOU3BOACTBY, YIAKOBKE
M aHaausy MpOBEPEHbl, M YCTAHOBJIEHO HX COOTBeTcTBUE TpeboBaHusiM [lpaBun Haanexaulel NPOW3BOACTBEHHOH
npakTHky EBpazuifickoro 3K0HOMUYECKOTO CO3ay.

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

I pumeuanne: IlpoaykT coorBeTcTBYeT TpedboBarusm H/JJ 3akmwouenue: OJJOBPEHO

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