CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Nise®, topical spray 1%
Iponyxr: Haliz®, cnipeil oy Hapy»kHOro nprumeHeHus 1%

Market / Poinox : Russia/ Poccust

Batch No./ : 5GF10 Batch Quantity / : 5502 units / 5502 exmmmL
Cepua Ne Pazmep cepuu

Analytical Repourt No./ . 1810F25007728 Date of Analysis / . 21.12.2025
AHaJuTHYeCKHii oruer No Jara anaaunsa

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

JlaTta nponiBoacTBa Tonen xo

Mfg. License No. /

TlpousBoacTBeHHast : 361 MA number: / Homep PY : JIII-Ne(003371)-(PI'-RU)
JHeH3ua No

Analysis performed according ND No / Anaans nposeaen no HJI No: JITI-Ne(003371)-(PI’-RU)-170725
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Ne Test / [loxazaTtesn Result / Pesyabrarsi Specification / Hopma

1 | Appearance / Onucanue
Pale-yellow clear solution with characteristic odor. | Colorless to pale-yellow clear solution
/ Tlpospaqupti PacTBOP CBETIIO-KETTONO UBETA € | with characteristic odor. / TTpospaUHbiii
XAPAKTCPHELIM AMAXOM. pacTeop OT OECIBETHOTO [0 CBETIO-
JKEJTOrO LIBETA C XapaKTePHLIM 3araxoM.

2 | Identification/ Unentuduxanus

HPLC / BOXKX 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"). /
YOAEPIKHUBAHWSL  OCHOBHOIO nuka  Ha | Bpems yaepKuBaHus OCHOBHOIO NHKaA Ha
XPOMATOrpaMMe  MCIIBITYEMOro  pacTBopa | XpOMaTorpaMMe HCHBITYEMOro pacTBopa
COOTBETCTBYET TAKOBOMY HA XpOMATOrpamMe | JOJKHO COOTBETCTBOBATH TAKOBOMY Ha

pacTeopa CTaHJAPTHOIO ofpasua | XpoOMaTorpaMme pacTBopa CTaHAAPTHOTO
numecyamna  (paspen  «Kosuuecreennoe | obpazua HUMeCynIa (paznen
onpeseneHre). «KoNHUeCcTBEHHOE ONpeeIeHHE).

UV spectrophotometry / The UV absorption spectrum of the test | The UV absorption spectrum of the test

Y @-cnexmpopomomempus solution exhibits maxima at 398.4 nm. / Y®- | solution should exhibit maxima at 39745
CIEKTp TOIOUICHHS MCTIBLITYEMOro pacteopa | nm.  /  Y®-crektp  MorjoweHus
JAEMOHCTPUPYET MAKCUMYM ITPH AJMHE BOJIHBI | HCIBITYEMOro pacTeopa JIOJDKEH
398.4 um. JIEMOHCTPHPOBATh MAKCUMYM TPH JUIHHE

BOJIHBI 397 £ 5 HM.

3 | Package content release / 102.9 % /102.9 % Not less than 90 % of the labeled claim. /
BbIX0/1 COAEPKNUMOTO YRAKOBKH He wenee 90 % or 3asBACHHOIG
KOJINYECTBA.
4 | Assay of solvents / Coaepaxaune pacTsopuresnei
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/ Conclusion : APPROVED /
Ipameuanue: [Ipoaykr cootreTcTBYeT TpedoBaHusm HJ| Zaxmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarororneno: =22~ [Tposepeno: W’“ Onobpeno: Menemxep / PykoBoanTens
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Nise®, topical spray 1%

Tlpoaykr: Haiia®, cnpeil inist Hapy»kHOro npumeHenust 1%

Market / Poinok

: Russia / Poccus

Batch No./ : 5GF10 Batch Quantity / : 5502 units / 5502 eansmn
Cepust No Pasmep cepuu

Analytical Repourt No./ . 1810F25007728 Date of Analysis / . 21.12.2025
AHaJMTHYECKHI oTueT No Jara anaausa
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JaTta npou3BoacTBa INogen no

Mfg. License No. /

[TpousBoacTBeHHan 2 361 MA number: / Homep PY : JITI-Ne(003371)-(PI'-RU)
aunuensus Ne
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100.8 %/ 100.8 %

463,5 Mr no 566,5 mr (o1 90 % no 110 %
OT 3asBJICHHOTO KOJM4ecTBa) B |  cripes.

ethanol / ymanon

310.2 mg /310.2 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 xo 341,0 mr (ot 90 % m0 110 %
OT 3asBJICHHOIO KOMYecTBa) B 1 T cripest.

dimethyl sulfoxide /
oumemuncyvhoxcuo

102.1 mg /102.1 mg
102.1%/102.1 %

90.0 mg to 110.0 mg (90 % to 110 % of
the labeled amount) in 1 g of spray. / ot
90,0 mr g0 110,0 mr (o1 90 % no 110 %
OT 3asBJICHHOTO KonuuecTsa) B | r cripes.

Impurities / lpumecu

Impurity C/ ITpumecs C

Impurity D/ Ilpumecs D

Any other individual impurity /
Jlrobas gpyrasi mpUMech

Total impurities / Cymma
npuMecen

[.Below LOQ (LOQ =0.035 %) / Hmxe

npeaena ooHapyxenus (I10 =0.035 %)
2.Not detected / He oOHapyxkeHO

3.0.11 %/0.11 %

4. 0.1%/0.1 %

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

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

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

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

Microbiological purity / Mukpo6uoaoruyeckas yncrora

Total aerobic microbial count /
Ob1ee uncno a3podHbIX
MUKPOOPTaHNU3MOB

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

Not more than 10° cfu per Iml of the
product / He 6onee 10° KOE B | mn
npenapara

Total yeast and moulds count /
Ob1mee YHCNO APOAGKEBBIX U
TUIECHEBBIX rpHOOB

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

Not more than 10' cfu per | ml of the
product / He 6onee 10! KOE B 1 wma
npenapar

Pseudomonas aeruginosa

Absent in 1 ml of the product / Orcyrcraue B
| M7 npenapara

Absence per 1 ml of the
Otrcyrereue B | Mj niperniapata

product /

Staphylococcus aureus

Absent in I ml of the product / Orcyrcreue B
| mn npenapara

Absence per | ml of the
OrcyTterBue B 1 My npenapaTa

product /

Remarks : The Product confirms to ND/

IIpumeuanue: [Tponyxr coorsercTByeT TpedoBanusm HJJ

fa

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneno: <=== ITposepeno: LZ’S'_' Onobpeno: Menemxep / Py{iQ%Teﬂb
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CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIM3A

Product : Nise®, topical spray 1%

INpoaykr: Hail3®, cripeii anst HapyxHoro npumenerus %

Market / Pbinox : Russia / Poccust

Batch No./ : 5GF10 Batch Quantity / : 5502 units / 5502 eaunmn
Cepus Ne Paszmep cepun

Analytical Repourt No. / . 1810F25007728 Date of Analysis / . 21.12.2025
AHAJIUTHYECCKHH 0TYeT No Jara ananusa

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

JlaTa npousBoacraa T'ogen a0

Mfg. License No. /
IIpoussoacreenHas : 361
Junensus Ne

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

Analysis performed according ND No / Anajus nposeaen o HJ1 Ne: JITI-Ne(003371)-(PI'-RU)-170725
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7 |Assay / KosiuuecTBeHHOE
onpeaeseHue

10.0 mg/ 10.0mr 9.0 mg to 11.0 mg of Ci3H12N20sS
99.8 % /99.8 % (nimesulide) (90 % to 110 % of the labeled

amount) in | g of spray./ OT19,0 mr no 11,0
mr Ci3H;aN20sS  (Humecyaun) (ot 90
% 10 110 % OT 3asBJICHHOIO KOJIUUYECTRA)
B | rcnpes.

API name / HaumenoBauune ADC:

Nimesulide / Humecynnn

INN/ MHH:

Nimesulide / Humecynug

API manufacturer batch number /
Homep cepun npoussoaunrens AQC:

NMS/13111098

FP Manufacturer APl Batch number /
Homep cepun ADC nponzsoaurens I'J1d:

R240000513

APl Manufactured by & country /
[IpouszBoaurens APC, crpana:

Aapru [lpars Jlumuren, Uuanst / Aarti Drugs Limited, India

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

Haumenosanue, agpec 1 HoMep JULEH3IHH
ILIOIAAKH, OCYLIeCTBJSIIOLIel
HPOH3BOJACTBO/KOHTPOJb KAUeCTBA/BBITYCK
IJ®o

Encube Ethicals Pvt. Ltd., Plot No. C-1, Madkaim Industrial Estate, Madkaim,
Post Mardol, Ponda, Goa — 403 404, India (License No.361)/
Unkbro6 Drukanc [IsT. JIta., Yaacrok Ne C-1, IpombluieHHas 30Ha Mazkanm,
Magaxanm, [Toct Mapnaou, [Mouaa, [oa - 403 404, Uuaums, (JInuensusa Ne361)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [1poaykT coorBeTcTBYeT TpeCoBaHusaM H/J| 3axmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Moarotopneno: ¢=2=84— [posepeHo: VWS Onobpeno: Menemkep / PykoBoauTen
Date/ ® ¢ . ©3%.2( Date / Date / — 0({9‘@3‘ 26
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A
Product : Nise®, topical spray 1%
[Ipoayxr: Haila®, cnipeit ansa napyxnoro npumenenus 1%
Market / Poitok : Russia / Poccus
Batch No. / . SGF10 Batch Quantity / . 5502 units / 5502 eaunmiL
Cepus Ne Paszmep cepuu
Analytical Repovrt No. / . 1810F25007728 Date of Analysis / . 21.12.2025
AHAJUTHYECKUH oTyeT No Jara anagausza
Date of Manufacture / . 08.12.2025 Date of Expiry / . 07.11.2027
JlaTta npouzpoacTsa Topen mo
Mfg. License No. /
[TpousBoacTBEeHHASI : 361 MA number: / Homep PY : JIII-Ne(003371)-(PI'-RU)
Jnuensust Ne
Analysis performed according ND No / Anaaus nposeaen o HJI Ne: JIT-Ne(003371)-(PI'-RU)-170725

Page 4 of4/Crp. 4u3 4

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».

3axmouenne o coorBercTBHHM: «HacTosiLMM s NOATBEPXKIAIO, UTO MNpHUBEACHHAs Bbllle HHGOPMaLUs sBASETCS
JIOCTOBEPHOMH 1 TOUHOH. DTa cepusi NPOLYKLUHUH MPOU3BEeACHA (BKIIOUAS YIIAKOBKY (MAPKHPOBKY) M KOHTPOJb KaUuecTBa) Ha
BblLIEYKAa3aHHOI TMPOU3BOACTBEHHONW mNuowajake (IMIOMAnKax) B NOJHOM COOTBETCTBUM ¢ Tpeboanusmu [lpaBui
HajJiexallell TpoU3BOACTBEHHON npakTHku Eppasuiickoro skonomuueckoro cowosa (Ne GMP/EAEU/RU/00938-2023 ot
6 centabps 2023r.) u TpeGOBaHUAMHU KOHTPOJS KayecTBAa JIGKAPCTBEHHbIX CPEACTB, a Taloke B COOTBETCTBHUU CO
creun(puKaLnsaIMy, COAEPKALMMUCS B PEFUCTPALMOHHOM [0Che CTPaHbI-UMIIOpTEpa. 3auc Mo npou3BoJICTRY, YNaKoBKe
M aHaJKu3y MNPOBEPEHbl, U YCTAHOBNEHO MX cooTBeTcTBHEe TpebosanusM [lpaBun Hapnexawed npoW3BOACTBEHHON
npakTiky EBpazuiickoro 3k0HOMHUYECKOro Coto3ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumevanne: [Ipoaykt cooTBeTcTBYET Tpebosanusm HJJ 3axkmouenue: OJOBPEHO
Prepared by / ol Checked by / Approved by: Manager/Executive /
[ToaroTtosaeHo: [TposepeHo: ) Opnobpero: Menemxep / Pyxosoautess
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