CERTIFICATE OF ANALYSIS
CEPTHONKAT AHAJIM3A

Product : Nise®, topical spray 1%
Ipoayxr: Haiis®, cnpeii 1as HapykHoro

npumeneHus [%

Market / Poinok

: Russia / Poccua

Batch No./ . SGFI3 Batch Quantity / : 5502 units / 5502 exnHui
Cepusi Ne Pazmep cepun

Analytical Repourt No. / . 1810F25007757 Date of Analysis / . 23.12.2025
AHAJINTHYECKH T oTueT No Jlara ananuza

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

JaTta npoussoacrTea I"ogen no

Mfg. License No. /

IlpousBoacreenHas : 361 MA number: / Homep PY : JITI-Ne(003371)-(PT'-RU)
Juuenzus Ne

Analysis performed according ND No / Anaqans uposesen no HJI Ne: JITT-Ne(003371)-(PI'-RU)-170725

Page 1 of 4/ Ctp. 1 n3 4

Ne Test / [Tokazareas Result / PesyabTaTss Specification / Hopma
1 | Appearance / Onucanne
I’zl!e-yell()\\rclczll' solution with characteristic odor. | Colorless to pale-yellow clear solution
/ Tlpospatublii pacTBOp CBETAO-KENTOrO IBETA C | with characteristic odor. / Mpo3padsblit
XapakTepibiM 3a11aXoM, paCTBOp OT 6CCU,BCTHOFO 10 CRETJIO-
HKEJITOTO LBETA C XapPaKTePHBIM 3aITaxoM.
2 | Identification/ UaenTuduxanus
HPLC/B3XX Retention time of the main peak in the | Retention time of the main peak in the
chromatogram of test solution corresponds to | chromatogram of test solution should
retention time of the main peak in the | correspond to retention time of the main
chromatogram  of nimesulide standard | peak in the chromatogram of nimesulide
solution.  (section "Assay"). / Bpewms | standard solution (section "Assay"). /
YOSPXKUBAHUS  OCHOBHOTO nuka  Ha | BpeMs ynep)uBaHust OCHOBHOTO NHMKa HA
XpOMAaTOrpaMMe  HCHBITYEMOro  pacTBopa | XpoMmaTorpamme HCIBITYEMOro pacTBopa
COOTBETCTBYET TAKOBOMY HA XPOMATOrpamMe | JOJUKHO COOTBETCTBOBATH TAKOBOMY Ha
pacTeopa CTaHJ@PTHOTO obpasua | XpoMaTorpaMme pactsopa CTaHIAPTHOIro
HuMecynuna  (pasmen  «Konuuecrsenwuoe | obpasua HUMeECYIHaa (paznen
OTIPEJCIICHHEN ). «KoJMuecTBEHHOE ONpeNesICHHEY ).
UV spectrophotometry / The UV absorption spectrum of the test | The UV absorption spectrum of the test
Yd-cnexmpoomovempus solution exhibits maxima at 398.6 nm. / Y®- | solution should exhibit maxima at 397+5
CTNEKTP MOMJIOWEHHS UCTIBITYEMOro pacteopa | nm.  /  Y®-cnekTp  NOIIoOLIEHHs
JEMOHCTPHPYET MAKCUMY M TIPH AJIUHE BOJIHBI | HCHBITYEMOTO pactsopa JOJKEH
398.6 HMm. JEMOHCTPHPOBATL MAKCUMYM IPU ATMHE
BOJIHBI 397 £ 5 HM.
3 | Package content release / 103.4%/103.4 % Not less than 90 % of the labeled claim. /
BbIX0OA COEPIKUMOFO YIIAKOBKU
p y He wMenee 90 % or 3asBiEHHOrO
KOJIM4YECTBA.
4 | Assay of solvents / Coaep:ranue pacTBopureeii
2-propanol / 2-nponanon 5184 mg/518.4 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

IIpumeuanune: [lponykr coorBeTcTBYET TpeboBaHusm HJJ

ND/

Conclusion : APPROVED/
3akmouenne: OJJIOBPEHO

Prepared by / g\ " Checked by / Approved by: Manager/Executive /
[MoaroroBneHo: ﬁﬁ/ [TposepeHo: W Onobpeno: Menepkep / PykoBopurens
Y
Date / . Date / Date / —
o3 2b AR
Jara: obr oy Jlara: 0 6’03'% Hara: 0603 *6




CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIM3A

Product : Nise®, topical spray 1%
Mpoaykr: Hails®, cnipedl 4151 Hapy»KHOTO npuMeHeHus 1%

Market / Poinox

: Russia / Poccust

Batch No./ : SGF13 Batch Quantity / ;5502 units / 5502 enumnu
Cepusn No Pasmep cepun ,

Analytical Repovrt No. / . 1810725007757 Date of Analysis / . 23122025
AHAJINTHYECKHIT oTuer Ne JlaTa anagausa

Date of Manufacture / . 09 12,2025 Date of Expiry / . 08.11.2027

JlaTa nNpou3BOACTRA Togen no

Mfg. License No. /

ITpousBoacTBeHHAN ¢ 361 MA number: / Homep PY : JHI-Ne(003371)-(PI'-RU)
Juuenzust Ne

Analysis performed according ND No / Anaaus nposegen o HJA Ne: JITI-Ne(003371)-(PI-RU)-170725

Page2 of 4/Ctp. 2 m3 4

100.7 % / 100.7 %

463,5 mr 10 566,5 mr (ot 90 % no 110 %
OT 3adBJICHHOrO KoJiMuecTBa) B | r cripes.

ethanol / ymaron

310.9 mg /310.9 mg
100.3 % /100.3 %

279.0 mg to 341.0 mg (90 % to 110 % of
the labeled amount) in 1 g of spray. / or
279,0 mr g0 341,0 mr (ot 90 % no 110 %
OT 3asBJIEHHOTO KOJinuecTBa) B | T cripes.

dimethyl sulfoxide /

ouUMemuICyIbHoKcHo

101.7 mg /101.7 mg
101.7%/101.7 %

90.0 mg to 110.0 mg (90 % to 110 % of
the labeled amount) in 1 g of spray. / ot
90,0 mr go 110,0 mr (or 90 % mo 110 %
OT 3a8BJICHHOTO KOSIMYeCTBa) B | I cripes.

5 |Impurities / [Ipumecu

Impurity C / INpumecs C

Impurity D / [Tpumecs D

Any other individual impurity /
JlioGast apyras npuMech

npumecei

Total impurities / Cymma

-
D

1.Not detected / He oGHapyxeHO

2.Not detected / He 00HapyceHo

. 0.08 %/0.08 %

4.0.1%/0.1%

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

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

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

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

6 |Microbiological purity / MukpoGuonoruueckas YueToTa

MUKPOOPraHHU3MOB

Total aerobic microbial count /
O0ee 4ucao a3podHbIX

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

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

TUIECHEBBIX TPHOOB

Total yeast and moulds count /
Ob1uee Ynciio APONIKEBLIX U

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 1 Mma
npenapar

| mu1 npenapara

Pseudomonas aeruginosa Absent in | ml of the product / Orcyrcrue 8 |Absence per | ml of the product /
| Mt npenapara Orcyrereue B | M npernapata
Staphylococcus aureus Absent in | ml of the product / Orcyrcreue B |Absence per | ml of the product /

OtcyTereue B | it npenapata

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanue: [Ipoaykr cootercTByeT Tpedoanusim HJ{ 3axarwuenne: OJOBPEHO
A
Prepared by / m‘t Checked by / LM/ Approved by: Manager/Executive /
[Toarorosneno: //"‘/ [TposepeHo: Onobpeno: Meuemxep / Pykosoantens
75

Date / Date / Date / :
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Nise®, topical spray 1%

INpoaykr: Haila®, cnipell ans Hapy»kHoro ripuMerenns 1%

Market / Poinox : Russia / Poceus

Batch No. / : S5GF13 Batch Quantity / : 5502 units / 5502 enmuuny
Cepus Ne Paszmep cepun

Analytical Repourt No. / . 1810F25007757 Da’te of Analysis / . 23.12.2025
AHAJIUTHYECKHI oTUeT No Jlara ananusa

Date of Manufacture / . 09 12,2025 Date of Expiry / . 08.11.2027

Jara npoussoacrsa I"'onen no

Mfg. License No. /
IIpoussoncreennas 2 361
Jnnen3us No

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

Analysis performed according ND No / Anaans nposeaen mo HJ Ne: JITT-Ne(003371)-(PI'-RU)-170725

Page 30f4/Ctp. 33 4

7 |Assay / KoanvecTBeHHOe
onpeaeneHune

10.0 mg / 10.0mr 9.0 mg to 11.0 mg of Ci3H12N205S
99.6 % /99.6 % (nimesulide) (90 % to 110 % of the labeled

amount) in | gofspray./Ot19,0 mr go 11,0
mr - Ci3HiaNOsS  (numecynun) (ot 90
% no 110 % oT 3as1BAEHHOTO KOJIMUECTRA)
B | rcnpes.

API name / HaumenoBanune AOC:

Nimesulide / Humecynun

INN/MHH:

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepun npoussoantens ADC:

NMS/13111098 and NMS/125070738

FP Manufacturer APl Batch number /
Homep cepun A®C npoussoantens ['J1d:

R240000513 and R250003830

APl Manufactured by & country /
IIpoussoantens A®C, crpauna:

Aapru Jlpars Jlumuren, Uuans / Aarti Drugs Limited, India

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

HaumeHoBaHue, agpec H HOMEP JHUEH3HU
IL10IIAAKH, OCYIHECTBISAIOMme
[IPOM3BOACTBO/KOHTPOJb KAYeCTBA/BLINYCK
o

Encube Ethicals Pvt. Ltd., Plot No. C-1, Madkaim Industrial Estate, Madkaim,
Post Mardol, Ponda, Goa — 403 404, India (License No 361)/
Hukbto6 Drukanc Isr. Jita., Yuactok Ne C-1, [pombluinentas 3oHa Magkaum,
Magaxaum, [Toct Mapnosn, [ouza, [Noa - 403 404, Muaus, (JInuensus Ne 361)

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IIpumevanue: [Ipoayxr coorBeTcTBYET TpedosaHusm HJI 3axmouenne: OAOBPEHO

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

[ToarorosaeHo: Ll\,K/ [Tposepeno: L&& OnobpeHo: MCH€H>I<6&{MMMTCHB
s

Date / . Date / . Date / o

Jarta: 06 03+ 2.1 Jlara: 0b03 “b Jlata: Gl o3




CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Produect : Nise®, topical spray 1%
IMpoaykr: Haiiz®, cnpeil a1 Hapy >KHOro rnpuMeHenus 1%

Market / Puinox : Russia / Poccust

Batch No. /
Cepus Ne
Analytical Report No. /

Batch Quantity /
Pasmep cepuu
Date of Analysis /

: 5GF13 ¢ 5502 units / 5502 eamuuu

N . 1810F25007757 : 23.12.2025
AHAJUTHYECKHIT oTuer Ne Jlara ananusa
Date of Manufacture / . 09.12.2025 Date of Expiry / . 08.11.2027
HAaTta npoussoacrea Ioaen a0

Mfg. License No. /
HpoussonctTeennast : 361
JIHUEH3us No

Analysis performed according ND No / Anaauns nposegen no HJ Ne: JHT-Ne(003371)-(PI™-RU)-170725

Page 4 of 4/ Ctp. 4 u3 4

MA number: / Homep PY : JIE-Ne(003371)-(PI-RU)

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.

3axmiouenne o coorBercTBUM: «HacTosumm § NOATBEPXKAAID, UTO TMPUBENEHHAS Bbille WHPOPMALMs SBISETCS
JOCTOBEPHOH M TOUHON. DTa cepust MpoAyKUNY NPOU3BEAeHA (BK/IHOYAS YIIAKOBKY (MAPKUPOBKY ) U KOHTPOJIb KA4YECTBA) Ha
BbILIEYKa3aHHOH MNpPOM3BOACTBEHHOH IIolanke (Miowaakax) B MNOJHOM COOTBETCTBHM ¢ TpebGoraHusmMu [lpaBun
Hajfexkalell npon3BOACTBEHHON npakTuku Eppasuiickoro axoHomuueckoro corosa (Ne GMP/EAEU/RU/00938-2023 ot
6 cenrsiOpst 2023r.) v TpeGOBAHUAMU KOHTPOJSL KAueCTBA JIGKAPCTBEHHBIX CPEJACTB, & TAKKEe B COOTBETCTBUM CO
crieuuduKalMsIMi, COACPKALIMMUCS B PECHCTPALIMOHHOM OChE CTPaHbI-MMIIOPTEPa. 3alnCH M0 MPOU3BOACTBY, yAKOBKE
M aHajlu3y NpoBepeHbi, M YCTAHOBJEHO WX COOTBeTCTBME TpeboBanusM llpaBun Hagnexauweidl npou3BOACTBEHHOMN
NpakTUKK EBPaszuiickoro 3KOHOMHUYECKOro CoH3an.

Conclusion : APPROVED /
Zaxkniouenne: OJOBPEHO

Remarks : The Product confirms to ND/
Ilpumeuanue: [lponykT coorBetcTBYeT TpeboBanusm HJL

Prepared by / QQD:\ It Checked by / Approved by: Manager/Executive /
[loarorosaeHo: N — [TpoBepeno: M Onobpeno: Menemxep / PykoBoauTesis
Date / , Date / Date / > ‘7'/.
(3'0'5‘)—6 R ,_,,»»/ Cag S
Jlara: © Jara: 06’23 4 Jlara: 06030




