CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Product : Nise®, topical spray 1%
IMpoaykT: Haila®, cripeit a1 Hapy»Horo npumeHenust 1%

Market / PoiHox

: Russia / Poccus

Batch No./ : 5GF14 Batch Quantity / : 5502 units / 5502 exunmn
Cepusa Ne . Pazmep cepun

Analytical Repovrt No./ . 1810F25007759 Date of Analysis / . 23122025
AHAJUTHYCCKHI oTyeT N2 JlaTa ananusa

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

JaTta npousBoACTBA Toaen g0

Mfg. License No. /

IlpousBoacreennas : 361 MA number: / Homep PY : JITI-Ne(003371)-(PI'-RU)
JHueH3Hn Ne

Analysis performed according ND No / Auaan3 nposesen nmo HJI Ne: JITI-Ne(003371)-(PI-RU)-170725
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Ne Test / IlokazaTen

Result / PesyabTatsl

Specification / Hopma

1 | Appearance / Onucanue

Pale-yellow clear solution with characteristic odor.
/ Tlpospadnplit PacTBOP CBETIO-KEITOrO LBETA €
XapaKTepHbIM 3a1axoM.

Colorless to pale-yellow clear solution
with characteristic odor. / [lpo3spaunbiii
pacTBop OT GeCLBETHOro 4O CBETJIO-
HKEJATOrO LBETA C XaPAKTEPHBIM 3aI1aX0M.

2 | Identification/ UnenTnduxanus

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
yIEpKUBaHUs OCHOBHOIO  NHKa  Ha
XPOMATOrpaMMe  HCTILITYEMOrO  pacTBopa
COOTBETCTBYET TAKOBOMY HA XPOMATOrpamMme
pacteopa CTaHAAPTHOrO obpaszua
HuMmecynnaa  (pasmen  «KosuuecrBenuoe
ONPENEICHUEY ).

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 yaepKuBanus OCHOBHOT'O IHKa Ha
XPOMaTOrpaMme MCILITYEMOro pacTBopa
JOJDKHO COOTBETCTBOBATH TAKOBOMY Ha
XpoMmaTorpamme pacTsopa CTaHAapTHOTO
obpasua HHAMeECYJ 1A (paznen
«KonmyuecTeeHHoE onpenesicHue).

UV spectrophotometry /
YD-cnexmpoomomempus

The UV absorption spectrum of the test
solution exhibits maxima at 398.6 nm. / V-
CHEKTP MOTJIOLIEHNS UCTILITYEMOTO PacTBOpa
JIEMOHCTPHPYET MaKCUMYM TPH JUIUHE BOJIHBI
398.6 Hm.

The UV absorption spectrum of the test
solution should exhibit maxima at 397+5
nm. /' Y®-criektp MOFIOLIEHMS
HCIIBITYEMOrO pacTBopa JOIDKEH
JEMOHCTPUPOBATL MAKCUMYM TIPU AJHHE
BOJTHBI 397 £ 5 HM.

3 | Package content release /
BbIXo coxepkuMOro ynaKkoBKku

102.6 % /102.6 %

Not less than 90 % of the labeled claim. /

He wmenee 90 % or 3adBAEHHOIO
KOJINYECTRA.

4 | Assay of solvents / Coaepxanue pacTsopnresei

2-propanol / 2-nponanon

516.5 mg/516.5 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/
Ilpumeuanue: [Tpogyxrt cooTBeTcTBYET Tpedosanusm H/J

Conclusion : APPROVED /
3axkmwouenne: OJOBPEHO

Prepared by / oo e Checked by /- Approved by: Manager/Executive /
Moarortosneno: [TpoeepeHo: Op06peno: Menemxkep / PykoBoguress
Date / 060324 Date / 4 Date / =g or/é‘c'zg»/l/@
Hara: Jlara: 04 v3- Jara:




CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIM3A

Product : Nise®, topical spray 1%
Hpoaykr: Haiia®, cnipeil ansa HapyxHoro npumereHus 1%

Market / Poidox : Russia / Poccust

Batch No./ : 5GF14 Batch Quantity / : 5502 units / $502 exunuL
Cepus Ne Pasmep cepuu

Analytical Repourt No./ . 1810F25007759 Date of Analysis / . 23.12.2025
AHaauTHYecKuil oTuer Ne JaTta ananuza

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

Jara npoussoacTaa Toaen a0

Mfg. License No. /

IpousBoacreennas : 361 MA number: / Homep PY : JII-Ne(003371)-(PI'-RU)
JIHUeH3HsT Ne

Analysis performed according ND No / Anaaus nposeaen no HJL Ne: JHT-Ne(003371)-(PI'-RU)-170728
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100.3% /100.3 %

463,5 mr 10 566,5 mr (ot 90 % o 110 %
OT 3a5BJACHHOrO KonuyecTsa) B | r cripes.

ethanol / ymanon

309.3 mg /309.3 mg
99.8 % /99.8 %

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

dimethyl sulfoxide /
oumemuiacyavoxcud

102.7 mg /102.7 mg
102.7%/102.7 %

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 (or 90 % a0 110 %
OT 3asBJIEHHOTO KOJIMYeCTBa) B | r crapes.

5 [Impurities / Ilpumecn

Impurity C/ ITpumecs C

Impurity D / ITpumecs D

JlioGag apyrast npUMech

Any other individual impurity /

npuMecen

Total impurities / Cymma

I.Below LOQ (LOQ = 0.035 %) / Hwuxe
npeaesia o6Hapyxenus (IO = 0.035 %)

2.Not detected / He 0bHapysxeHo
3. 0.09 %/0.09 %

4.0.1%/0.1%

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

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

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

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

6 |Microbiological purity / Muxpo6uosnoradeckas YucToTa

O6uiee unucio azpobHbIX
MHUKPOOPTaHH3MOB

Total aerobic microbial count /

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

Not more than 107 cfu per 1ml of the
product / He Gonee 10> KOE B 1 mn
nperapara

Total yeast and moulds count /
Ofulee YUCTO APONKKEBBIX K
TUIECHEBBIX FPUOOB

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

Not more than 10" cfu per 1 ml of the
product / He Gonee 10' KOE 8 | wmn
npenapar

Pseudomonas aeruginosa

Absent in 1 ml of the product / Orcyrcreue B

Absence per 1 ml of the product /

] mu1 npenapara

OtcyrcTBue B | mu1 npenapata

Staphylococcus aureus

Absent in I ml of the product / OtcyTcTaue B

I mut ipenapara

Absence per | ml of the
OtcytcTBue B | mn npenapara

Remarks : The Product confirms to ND/
Ilpumeuanne: [lpoaykr coorBeTcTByeT TpeGoBanuam H/L

Conclusion : APPROVED /
3axmiouenue: OJOBPEHO

Prepared by / Lt Checked by / Approved by: Manager/Executive /
[Togrorosneno: : [Tposepeno: M/ﬁ,, Op00peno: Menemkep / PykoBoaurens
Date / 2.6 Date / Date / 6 6N

o603 66 c}}f
Hara: Hara: b v3 e Hara:

product /




CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Nise®, topical spray 1%

Ipoaykr: Haiiz®, cnipeit ans HapyxHoro npumeHeHus 1%

Market / Poinox : Russia / Poccus

Batch No./ : 5GF14 Batch Quantity / : 5502 units / 5502 eautnu
Cepus Ne Paszmep cepun

Analytical Repourt No. / . 1810F25007759 Date of Analysis / . 23.12.2025
AHAJINTHYECKHI oTueT No Jara aHaansa

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

JaTa npouzBoacTea Iogen 1o

Mfg. License No. /
[IpousBoacTeennasn ¢ 361
Junenzus Ne

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

Analysis performed according ND No / Anagaus nposeaes no H/L Ne: JITIT-No(003371)-(PT-RU)-1707258
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7 |Assay / KoauvecTBeHnHoe
onpegeneHe

9.9 mg/9.9mr
98.9 %/ 98.9 %

9.0 mg to 11.0 mg of Ci3H2N2058
(nimesulide) (90 % to 110 % of the labeled
amount) in | gof spray. /O1 9,0 mr o 11,0
mr Ci3H;2N20OsS  (numecynua) (ot 90
% 10 110 % oT 3as4BACHHOTO KOAUUECTBA)
B | r cripes.

API name / Haumenosanue ADC:

Nimesulide / Humecymua

INN/MHH:

Nimesulide / Humecysiua

QAPl manufacturer batch number /
Homep cepnn npoussoantens APC:

NMS/125070738

FP Manufacturer APl Batch number /
Homep cepun A®C npoussoanrens [JIP:

R250003830

APl Manufactured by & country /
Tpoussoaurens ADC, crpana:

Aapru [dpars Jlumuren, Muans / Aarti Drugs Limited, India

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

HanmenoBaHue, agpec 1 HOMep JHUEH3INH
NJIOIHAJAKH, OCYIeCTBJIA IO e

ﬂpOHBBOHCTBO/KOHTpOJIb Ka‘leCTBa/Bbll’lyCK

o

Encube Ethicals Pvt. Ltd., Plot No. C-1, Madkaim Industrial Estate, Madkaim,
Post Mardol, Ponda, Goa — 403 404, India (License No 361)/
Hnxero6 Srukanc [Ier. Jlta., Yuactok Ne C-1, [TpombiunienHas 30Ha Manxaum,
Mazxanm, [Toct Mapnon, [onna, ['oa - 403 404, Mnnms, (JTnuensus Ne 361)

Remarks : The Product confirms to ND/
IIpumeuanue: [lponykr coorBeTcTBYET Tpebosanusm HJ|

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Moarotosneno: ==+ [TposepeHo: L&ﬁ_, Onobpeno: Menemxep / PyKOE%lﬂ“eﬂb
Date / 0C 326 Date / Date / T b g
Jlara: Jara: o6 v3- b Jara: & 63




CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product : Nise®, topical spray %
Hpoaykr: Haiiz®, cnipeil ans HapyxHoro npumenenus 1%
Market / Puinok : Russia / Poccus
Batch No. / : 5GF14 Batch Quantity / : 5502 units / 5502 eauHun
Cepus Ne Pazmep cepuun
Analytical Repovrt No. / . 1810F25007759 Date of Analysis / . 23.12.2025
Anajsutndecknii oruer No Jdata anaansa
Date of Manufacture / . 09.12.2025 Date of Expiry / . 08.11.2027
Jara npousBoacrsa T'ogen o
Mfg. License No. /
poussoacTeennas : 361 MA number: / Homep PY : JHI-No(003371)-(PT-RU)
JHHeH3us Ne
Analysis performed according ND No / Anaaus nposeaen no HJ1 Ne: JITT-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 coOTBETCTBHHM: «HacTosiuuMm s MOATBEPKAAIO, YTO [MPUBEJECHHAS Bbille HH(DOPMAUMS SABISETCS
JIOCTOBEPHOI1 M TOUHOH. DTa cepusi NPoAYKLUUH NPOU3BEAeHa (BKIIOUAs YNAaKOBKY (MapKUPOBKY) M KOHTPOJIb KAYeCcTBa) Ha
BbIILICYKA3aHHOM NPOM3BOACTBEHHON Muoianke (IIOLAaAKax) B [OJHOM COOTBETCTBUMM ¢ TpeboBanuamu Ilpasun
Haanexalleh npou3BoACTBeHHON npakTuku Epasuiickoro skonoMmuueckoro cotosza (Ne GMP/EAEU/RU/00938-2023 or
6 centabps 2023r.) ¥ TpeOOBaHUSIMH KOHTPOJISl KAYecTBA JIEKAPCTBEHHBLIX CPEACTB, a TAKKE B COOTBETCTBUM CO
crieupUKaLUsIMH, COAEPXKALLUMHUCS B PETUCTPALIMOHHOM JA0ChE CTPaHbI-MMNOPTEPa. 3anUCH MO [IPOU3BOACTBY, YNIAKOBKE
M aHajM3y NPOBEPEHBl, U YCTAHOBJIEHO WX cooTBeTCTBHE TpeboBanusaM [IpaBun Hagaexaweld npoU3BOACTBEHHOMN
NpakTHKK EBpazuiickoro 3KOHOMHUECKOTO COK3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [Ipogykt cootBeTcTBYET TpeboBanuam HJ| 3akmwouenue: OJJOBPEHO
Prepared by / o Checked by / Approved by: Manager/Executive /
[TonrororseHo: T [TposepeHo: L[/g,/ Onobpeno: Meuemxep / ny?fggﬂTeﬂb
>

Date / - Date / Date / -
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