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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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Product : Nise Activgel (nimesulide) gel for external use, 1 "—/o, 50g
Ipoaykr: Haiis® AkruBresib (HUMECYIHI) refib Ajls HApYKHOTO npuMeHeHus, 1 %, 50 r

Market / Poinok

: Russia / Poccust

Batch No./ . V250963 Batch Quantity / . 23459.0 units /

Cepusi N2 ) Pa3mep cepun " 23459.0 equHuL
Analytical Repovrt No./ . 040003225131 Date of Analysis / . 13.12.2025
AHanuTH4ecKuii oTyeT Ne JlaTa aHa;an3a

Date of Manufacture / . 11/2025 Date of Expiry / 10/2027

Jarta npousBoacTea Togen go

Mfg. License No. /

IIponseoicTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JHueH3us Ne

Analysis performed according ND / Anasaus nposeaed mo H; JITT-Ne(001336)-(PTI'-RU)-090625

Page 1 of 6/ Ctp. 1 u3 6

No/ . ;

No Test / Iloka3aTesn Result / PesyasTar Specification / Hopma

1. Description / Onucanue Homogeneous, transparent, pale- Homogeneous, transparent, colorless to
yellow gel with characteristic odor | pale-yellow gel with characteristic odor /
/ OIHOPOIHBIH MpO3pauHblii reNb OpsopoaHsld  MpoO3payHbIi  reflb  OT
6eaHO-KENTOro 1BETa C fecLBeTHOTO 10 6J1€IHO-KENTOrO LBETA
XapaKTepHBIM 3aiaxoM C XapaKTEPHBIM 3aMaxoM

2. Identification / Unentudgnkxanus

HPLC / B2)XX

The retention time of the main peak
in the chromatogram of test solution
corresponds to the retention time of
the main peak in the chromatogram
of nimesulide reference standard
solution. / BpeMms yaepxuBaHus
OCHOBHOI'O nuka Ha

The retention time of the main peak in
the chromatogram of test solution should
correspond to the retention time of the
main peak in the chromatogram of
nimesulide reference standard solution
(section Assay). / Bpems ynepixuBaHHs
OCHOBHOTO [MMMKa Ha XpOMaTorpamme

XpoMaTorpamme HCIIBITYEMOIO | MCHBITYEMOTO pacTBopa JIOJDKHO
pacTBOpa COOTBETCTBYET BPEMEHU | COOTBETCTBOBATH BPEMEHH
YAEPKUBaHUSI OCHOBHOIO IMHMKA HA | YAEp)KMBaHMA OCHOBHOTO IIMKa Ha
XpoMaTorpaMmme pacTeBopa | XpomMaTorpamme pacTBOpa
CTaHJapTHOro obpasua | craHaapTHoro obpasua HHUMecyJHaa
HHUMECYIHIa. (paznen «KonuuecTseHHOE
orpeJieIEHHER).
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tpumeuanne: [Tpoaykr coorsercrayer Tpedbopanuam HJT 3aksouenne: OJOBPEHO
|[Prepared by / Checked by / Checked by (AQA)/ [|Approved by: Quality Assurance/Authorized
|[MToaroroeneno: Pravesh  [|[Tposepeno: Ramakant ||[Tposepeno (AOK): person / Opnobpeno: Obecneyenune
Rana ) o Amit Kumar kavecTa/OTBETCTBEHHOE JIMLIO:
/, {) S L‘}_‘ e /
/ “}\\-U\\T/ /\/ Qv 2hel U E
/ e - /_/Qv\a[)
Date / Date / Date / ' Date / M2 -L0)
Hara: 13.12.2025 Hara: 13.12.2025 Hara: 13.12.2025 HMara: “ r

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, iHyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product = Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
[ Mponyicr: Hai3® AkTusrens (HUMECyIni) rejb IS HAPYAHOTO puMenedns. 1 %. 50 r
Market / Poinok : Russia / Poccns
Batch No./ . V250963 Batch Quantity / . 23459.0 units /
Cepus N2 ) Pasmep cepuu * 23459.0 eauHun
Analytical Repo:‘t No./ . 040003225131 Date of Analysis / . 13.12.2025
AHanurHyeckuii oTyeT Ne JlaTa ananuza
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
|JlaTa npOM3BOACTBA T'onex no
Mfg. License No. /
Ilpou3BoAcTBeHHas : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
Jinuens3ust Ne

Analysis performed according ND / Ananus nposeaen no H/I: JITT-Ne(001336)-(PI'-RU)-090625

Page2 of 6/ CTp. 2 3 6

UV spectrophotometry /
Y®-cnexmpogomomempusn

UV absorption spectrum of the test
solution has absorption maximum at

UV absorption spectrum of the test
solution should have absorption

397+5 nm. / Y®-criexktp | maximum at 3975 nm. / Y®D-cnekrp
NOrJIOIEeHUs UCTIBITYEMOTO | MOrJIOIEHMSI WCHBITYEMOIO pacTBOpa
pacTBopa uMeer MaKCHMyM | I0JDKeH UMETh MakCUMYM MOTJIOLIESHHS
NorJIoIIeHus npu 39745 Hm. npu 397£5 HM.
3. | Weight of package 51g/Slr According to Rus. Ph. / B coorBeTcTBHH
contents / Macca ¢ tpeboBanusmu ['O PO
COAEPAKHMOro yNaKoBKH
4. pH 3.47 2.5t04.5/0t12,5 no4,5

7 Viscosity / BaskocTb

973.4 centipoise /
973.4 caHTHnyas

400 to 1,200 centipoise /
Ot 400 no 1200 canTunyas

6. Impurities / Ilpamecn

& Impurity C/

Not detected / He obHapy»eHa

Not more than 0.50 % /

ITpumecs C He 6onee 0,50 %
i Tmpurity Y/ Relow T.OD (T.ON =0.02 %) / Not mare than 0.50 % /
ITpumecs D Huoxe npenena o6Hapyxenus (IIO | He 6onee 0,50 %
=0.02 %)
Any other impurity / 0.10% Not more than 0.50 % /
iii. | Jliobas apyras npumecs He 6oiee 0,50 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIponyxT cooTBeTcTBYET TpeboBaHuAM HJJ 3axaruenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/  ||Approved by: Quality Assurance/Authorized
IMoaroroeneno: Pravesh [Tposepeno: Ramakant |[[Tposepeno (AOK): person / Onobpero: ObecneueHue
Rana ) n{ Amit Kumar kadecTBa/OTBETCTBEHHOE JIULIO:
// %m\\»ﬁ A—"— QUL BUwmp
/ / i
Date / Date / Date / Date / ! L’ff LAOLE
Hara: 13.12.2025 Hara: 13.12.2025 JaTa: 13.12.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5000234, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
| Mponywr: Hai3s® AkTupresb (HUMECYITI) Ieflb /LIS HAPY/AHOrO npiMenenis, 1 %. 50 r

Market / Poinox

: Russia / Poccus

Batch No./ . Batch Quantity / . 23459.0 units /

Cepus Ne s Pasmep cepun ' 23459.0 expnuL
Analytical Repovrt No./ . 040003225131 Date of Analysis / . 13.12.2025
AHasuTHYecKHi oTyeT Ne Jarta ananusa

Date of Manufacture / . 112025 Date of Expiry / . 10/2027

Jarta npousBoacTea I'onen ao

Mfg. License No. /

IlpousBolcTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JHUeH3ust Ne

Analysis performed according ND / Ananu3s nposenen no HJI: JITI-Ne(001336)-(PI'-RU)-090625

Page3 of 6/ Ctp. 3 u3 6

tv. | Total impurities /
CymmMma npumecei

0.1%

Not more than 1.50 % /
He Gonee 1,50 %

T Microbial purity* / Mukxpo6uosioruueckas YHcTOTa*

i. | Total Aerobic Microbial NA Not more than 10* CFU/g /
Count / O611ee uuciio He 6onee 10? KOE/r
a3poOHBIX MUKpPO-

OpraHu3MOoB

ii. | Total Combined Yeast and NA Not  more  than 10' CFU/g
mould count / Obuiee yuciio He 6onee 10' KOE/r
JIPOAOKEBBIX U TNIECHEBBIX
rpubos

iii, | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyrcTBue B 1 r
iv. | Staphylococcus aureus NA Should absentin 1 g/
OrcyrcTBue B 1 r
8. Assay / KoauuceTpennoc onpegeicnne
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumevanue: IlpoaykT cooTBeTcTBYET TpeboanusM HJT 3aknwuenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ |[Approved by: Quality Assurance/Authorized
IToarotosneHo: Pravesh Iposepero: Ramakant ||IIpoBepeno (AOK): person / Ono6peno: ObecnieueHue
Rana ; L Amit Kumar KauecTBa/OTBETCTBEHHOE JIUILIO:
%ﬂ\‘}kf f— LML U R
\ r X o l
z { ,C\r\/"
Date / Date / Date / Date / 1Yl —L0LY”
Hata: 13.12.2025 Hara: 13.12.2025 Jlara: 13.12.2025 JlaTa:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
TIpoayxr: Haji3® AkTuBresnb (HUMECYIUA) refib JUTS HAPVKHOTO npiMereHis. 1 %, 50T

Market / Prinox

: Russia / Poccus

Batch No./ . V250963 Batch Quantity / . 23459.0 units /

Cepust No d Pasmep cepun " 23459.0 enqunuy,
Analytical Report No. / . 040003225131 Date of Analysis / . 13.12.2025
AHanuTHYeCKHIi oTueT No JlaTa aHaJin3a

Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027

Jarta npousBoacTsa I'ogeH no

Mfg. License No. /

IIponsBoacTBeHHasi : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JInieH3us Ne

Analysis performed according ND / Ananns nposened no HJL: JITI-Ne(001336)-(PT"-RU)-090625

Page 4 of 6/ CTp. 4 u3 6

Nimesulide /
Humecynun

10.05 mg/ 10.05 mr
(100.5%)

9.0 mg to 11.0 mg of C13H12N2OsS
(nimesulide) (90.0% to 110.0% of label
claim)in 1 gof gel /

Ot 9,0 mr go 11,0 Mr C13H12N205S
(anmecynun) (ot 90,0 % 0 110,0 % ot
HOMHMHAIBHOIO cofepxanus) B 1 r rens

Dimethyl sulfoxide /
Jdumerniacynbhoxcun

100.8 %

90% to 110% of CoHsOS (dimethyl
sulfoxide) of label claim /

Ot 90 % no 110 % C2HsOS
(mumeTuncynbdokcua) or
HOMHHAJILHOT'O COJlepIKaHHUsI

10. | Package/ Ynakoska

50 g in a laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. / Ilo
50 r B TyOy M3 JTAMHHUPOBAHHOrO
AJIFOMMHUS, CHaOXEeHHYIO
MeMOpaHoO# 11 KOHTPOJIsl IEPBOTO
BCKpeITHA. Kaxkayto TyOy BMecTe ¢
HHCTPYKUHEH [0 MeaMIMHCKOMY
NPUMEHEHHIO TTOMEIIAIOT B MavKy
KapTOHHYIO.

20 g, 50 g or 100 g in a laminated
aluminum tube equipped with tamper-
evident membrane. Each tube and a
patient information leaflet in a carton. /
ITo 20 r, 50 r wim 100 r B TYOY M3
JIAMUHHPOBAHHOTO ANFOMHHKA,
cHabGKeHHYI0 MeMOpaHO#t AJ1s1 KOHTPOIA

nepporo BckpeiTHi. Kaxayro T1yOy
BMECTe c HUHCTPYKLHEH 1o
MeIULIMHCKOMY NPUMEHEHHIO

NOMELIAIOT B [MA4YKy KapTOHHYTO.

Remarks : The Product confirms to ND/

Ipumeyanme: [Ipoaykr cooteercTayer tpedopaniam HJL

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized
[lonrorosneso: Pravesh Iposepeno: Ramakant ||TIposepero (AOK): person / Onodpeno: ObecnieyeHue
'Rana , Amit Kumar kauecTBa/OTBETCTBEHHOE JTULO:

e ) dﬁ\ - .3 dymic Eim AN

/ /‘1)\ L2 ’—(

&~ { ""/‘1
Date / Date / Date / Date / { Y ’(L"-U’VS,
Hara: 13.12.2025 Hara: 13.12.2025 Jlata: 13.12.2025 Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: -+91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product = Nise Activgel (nirggs{llide) gel for external use, 1 %, 50 g
Tlpoaykt: Haii3® AKTHBrens (HUMeCyJHa) refb 1l Hapy>KHOro mpuMeHenus, 1 %, 50 r

Market / Puinox : Russia / Poccus

Batch No./ L P Batch Quantity / _23459.0 units /
Cepus N ) Pazmep cepuu " 23459.0 enyHuL
Analytical RepOft Ne./ . 040003225131 Date of Analysis / . 13.12.2025
AHanuTHYecKui oTueT Ne JlaTta ananu3a

Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027

JlaTta npousBoacTBa I'open Ko

Mfg. License No. /

IIpousBoacTBeHHasi : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
nnueH3ust No

Analysis performed according ND / Ananus nposeneH o H/: JITI-Ne(001336)-(PI'-RU)-090625

PageSof 6/ Crp. Sn3 6

*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.

*[Toka3aTe/ib MOKET OTCYTCTBOBATH B cepTHQHKATe aHAIH3A NpouzBoauTesd. [IpousBoaurenn
rapaHTHPYeT Ka4eCTBO MpenapaTa Mo 3THM IOKA3aTe/IfAM.

API name (INN) / HaumenoBauue ADC
(MHH):

Nimesulide / Humecynun

API ménufacturer batch number /
Homep cepuu npouspoanteas APC:

NMS/125050524

FP Manufacturer API Batch number /
Homep cepuu cyocTaHIMyM IPOU3BOIUTEIA
I'JIid:

FESA00374

API Manufactured by & country /
IIponssoantenn ADC, crpana:

Aarti Drugs Ltd., India /
Aaptu Hparc JIta., Unous

Name, address, authorization No for FP
manufacturing site / Control site / Release site
/
HaunmenoBaHHe, agpec, JHIEHIH I
IIpou3BoacTBeHHAS MJIOMIAAKA /

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan H.P. 173205, India (license No
MNB/05/263) /

H-p Pennu’c Jlabopartopuc JIta., Uunus, [pouseoacreeHHoe
nogpasaenesue-6, Bunn. Kxons, Hanarapx Poyn, bagnu, Jlucrpukr
Conan, X.I1., 173205, Uunua (JTuuensus Ne MNB/05/263))

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanmne: [IpogyxT cooTBeTCTBYET TpebOBaHmsaM H]I 3axknoyenue: OJJOBPEHO
Prepared by / |Checked by / Checked by (AQA)/ |[Approved by: Quality Assurance/Authorized
|[Moaroromiero: Pravesh [Mpoeepeno: Ramakant |[[Tposepero (AOK): person / Ono6peHo: O6ecnevyesue

Rana {F Amit Kumar kauecTBa/OTBETCTBEHHOE JIULO:

W 1. LU N KVMRR,

*K)L\‘” / : r\/ //" S U N) L

.’ L

Date / Date / Date / Date / [Urfp 08
Hara: 13.12.2025 Hara: 13.12.2025 Hara: 13.12.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product : Nise Activgel (nimesﬁlide) gel for external use, 1 %, 50 g
Tpoayir: Haiizs® AKTHBreNs (HUMeCyIil) resib A Hapy/KHOTO npiiveHenns, 1 %, 50 r

Market / Poinok

: Russia / Poccust

Batch No./ . V250963 Batch Quantity / . 23459.0 units /

Cepus N2 ) Pasmep cepun * 23459.0 epunun
Analytical Repo“rt No./ . 040003225131 Date of Analysis / . 13.12.2025
AHasuTH4ecKkHii oTueT Ne Jarta anaausa

Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027

JaTa npou3BoACTBa Iopen no

Mfg. License No. /

IlpoussoicTBEHHAsI : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JuueHsnst No

Analysis performed according ND / Ananu3 npoeeaen no HJI: JIII-Ne(001336)-(PI'-RU)-090625
Page 6 of 6/ CTp. 6 3 6

full compliance with the GMP requirements of the Eurasian Economic Union 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».

3akIi0ueHne 0 cOOTBeTCTBHM: «HacTosuM S MOATBEPKAAI0, YTO IPHUBEACHHAS BbIIe HHPOPMALIUS SIBIISETCS
JOCTOBEPHOW M TOYHOH. DTa cepHsl MPOAYKIUH MpOoU3Be[eHa (BKIIOUYas yIakoBKY (MapKHpPOBKY) M KOHTPOJIb
Ka4yecTBa) Ha BhHIIIEYKa3aHHOH NPOU3BOJCTBEHHOH momianKe (IUIomaakax) B IIOJHOM COOTBETCTBHM C
tpeboBanusMu [IpaBui Hajuiexameil NPOU3BOJACTBEHHOHM MPakTUKH EBpa3uiicKOro 3KOHOMHYECKOIO COKO3a U
TpeGOBaHUSAMH KOHTPOJISI Ka4ecTBa JICKAPCTBEHHBIX CPENCTB, a TAKXKE B COOTBETCTBHH €O CrelH(pUKalUsIMH,
COJIEPKAIIUMHUCS B PETHCTPAlHOHHOM JIOChE CTPAHBI-UMIOPTEpa. 3alHCH 110 POU3BOCTBRY, YIIAKOBKE U aHAJIU3Y
IPOBEPEHBI, H YCTAHOBJICHO MX COOTBETCTBUE TpeOoBanusaM [IpaBui Haiexammed Npou3BOACTBEHHON IIPaKTUKU
EBpasuiickoro 3KOHOMHYECKOTO COI03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: IpoaykT coorBercTByeT Tpeboanuam HJ| 3axnouyenune: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized
[Monrotoeneno: Pravesh [Tposepeno: Ramakant ||{[Tposepero (AOK): person / Ogo6peno: Obecrieuenue
Rana / Amit Kumar kagecTBa/OTBETCTBEHHOE JIHLIO:
] e | a /Z V.1

> ) \ —_
Date / Date / ||Date / Date / [\4(‘ L-A0LS
Jara: 13.12.2025 Hara; 13.12.2025 JHara: 13.12.2025 Hara:

Registered Office: 8-2-327, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com






