Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 8166 56001-02

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMponyxT: Haii3® AxTuBresb (HUMECYI) reltb Ui HAPYKHOTO npuMenenwus, 1 %, 50 r

WwWw.drreuuys.corm

Market / Poinok : Russia / Poccus

Batch No. / J—— Batch Quantity / _23400.0 units /

Cepnsi No ) Pazmep cepuu * 23400.0 enunui
Analytical Repourt No./ . 040003250954 Date of Analysis / . 10.01.2026
AHanuTHYECKHIT oTueT No JlaTa aHanu3a

Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027

JlaTa npoH3BOACTBA I'open o

Mfg. License No. /

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

Analysis performed according ND / Anann3 nposeaen no HJI: JITT-Ne(001336)-(PI'-RU)-090625

Page10of 6/ Crp.1u36

No/ : :

Ne Test / Ilokasatensn Result / PesyabTar Specification / Hopma

1. Description / Onucanne Homogeneous, transparent, Homogeneous, transparent, colorless to
colorless gel with characteristic pale-yellow gel with characteristic odor/
odor / OnHOpoAHBIH NPO3pavHbIHd OpHopoAHblil  MpoO3pavHblt Teab OT
rens GeclBETHOTO 1IBETA C GecLBETHOrO 10 OJIEHO-XKENITOTO 1[BETa
XapaKTepHBIM 3aMaxoM. C XapaKTepHBIM 3aMaxoM

2, Identification / UnenTuduxanus

HPLC / BOXXX

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. / Bpems ynepxuBaHHS
OCHOBHOTO nH1Ka Ha
XpoMmarorpamMmme HCIIBITYEMOTO
pacTBopa COOTBETCTBYET BPEMEHH
yIep>KUBaHMSI OCHOBHOI'O INUKa Ha

XpomaTorpamMmme pacTtBOpa
CTaHJapTHOTO obpasua
HUMECYNHAA.

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 ynepxuBaHus
OCHOBHOIO TNHKa Ha XpoMaTorpamme

HCMBITYEMOTO  pacTBopa  JOJDKHO
COOTBETCTBOBATH BpEMEHU
YIAEpXKMUBAHMA OCHOBHOIO IMKAa Ha
Xpomarorpamme pacTBOpa
cTaHZapTHOro obpasua HUMecynujaa
(paznen «KonnuecTsenHoe
OIpENEJICHHEY).

Remarks : The Product confirms to ND/

ITpumeuanmne: [Tpoaykr coorBeTcTBYeT TpeboBanusm HJT

Conclusion : APPROVED /
3axmiouenue: OJJOGPEHO

Prepared by /
IToarotosieHo: Ashish

Checked by /

[TporepeHo: Pravesh

Approved by: Quality Assurance/Authorized
person / Onodpeno: Obecneyenune

Checked by (AQA) /
[Tposepeno (AOK):

Kumar Rana Amit Kumar KauecTBa/OTBETCTBEHHOE JIHLIO:
/@ﬁl/ )(/ N (ueil Ky ar
— 3 =~ )
Date / Date / Date / Date / | 2-0) -0 Ll
Jlata: 10.01.2026 Hata: 10.01.2026 Jlara: 10.01.2026 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: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iINDIA
Tel : 491 ©816€ 56001-02

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoaykr: Haiiz® Aktupress (HuMecynui) reb I HapyXKHOTO npuMeHerns, 1 %, 50 r

WVV—VV‘L;I |€Qu\]5.u}|||

Market / PoiHOK : Russia / Poccus

Batch No. / . V260020 Batch Quantity / . 23400.0 units /

Cepus Ne ) Pasmep cepun * 23400.0 equnuy,
Analytical Repourt No./ . 040003250954 Date of Analysis / . 10.01.2026
AHaJHTHYeCcKHI oTueT Ne JlaTta ananu3sa

Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027

JlaTa npous3BoacTBa I'oaen go

Mfg. License No. /

IpousBoacTBeHHAs! : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JuIeH3us Ne

Analysis performed according ND / Ananu3 nposegen no HJ/: JITT-Ne(001336)-(PI'-RU)-090625

Page2 of 6 / Ctp.2 u3 6

UV spectrophotometry /
Y@-cnexmpogomomempus

UV absorption spectrum of the test
solution has absorption maximum at

UV absorption spectrum of the test
solution should have absorption

39745 nm. / VY®-cnektp | maximum at 39745 nm. / Y®-cnekrp
TMOTTOICHUS MCIIBITYEMOTO | MOTJIOLIEHHS HCIBITYeMOro pacTBopa
pacTBOpa  MMEET  MaKCHMyM | JAOJDKEH UMETh MaKCHMYM MOTJIOLIEHHS
noryioueHus npu 39745 am. npu 397£5 HM.

3. | Weight of package 51g/Slr According to Rus. Ph. / B cooTBeTcTBUM

contents / Macca ¢ Tpebopanusammn ['® PO
CO/IEP/KHMOr0 YIAKOBKH
4. |pH ' 3.27 2.5t04.5/012,5 10 4,5

5. | Viscosity / BazkocTs

985.9 centipoise /
985,9 canrumyas

400 to 1,200 centipoise /
Ot 400 go 1200 canrunyas

6. Impurities / IIpamecn
i. Impurity C/ Not detected / He oOHapyxeHa Not more than 0.50 % /
[pumecs C He 6onee 0,50 %
i, Impurity D / Below LOD (LOD =0.02 %) / Not more than 0.50 % /
[Mpumecs D Hwxe npenena o6napyxenus (IIO | He Gonee 0,50 %
=0,02 %)
Any other impurity / 0.03 % Not more than 0.50 % /
iii. | Jlio6as npyras npumech He 6onee 0,50 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBaHusiM HJ 3aknwuenne: ONOBPEHO
Prepared by / Checked by / Checked by (AQA)/ |lApproved by: Quality Assurance/Authorized
[MoarotopneHo: Ashish Ilposepeno: Pravesh I[Tposepeno (AOK): chrson / OnobpeHo: ObecneueHue
Kumar Amit Kumar kayecTBa/OTBETCTBEHHOE JIMLO:

Rana
" ~NIL Ryl An,
&Bt }/ N QU , K
Date / Date / Date / ] Date / | 2-u|-Al b
Jlara: 10.01.2026 Hara: 10.01.2026 Jara: 10.01.2026 Hara:
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CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vilt. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
Tel : +91 28166 56001-02

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykt: Haii3® AKTHBresb (HUMECYJIN/) Teb UL HApYKHOro npuMenenns, 1 %, 50 r

WWW.ATTeQoys.TOT

Market / PoiHok : Russia / Poccust

Batch No. / . V260020 Batch Quantity / . 23400.0 units /

Cepusi Ne ) Pasmep cepun * 23400.0 equHULL
Analytical Repourt No./ . 040003250954 Date of Analysis / . 10.01.2026
AHAJUTHUECKHH oTUeT No Jara ananusa

Date of Manufacture / . 12/2025 Date of Expiry / . 112027

JlaTa npousBojcTBa I'open oo

Mfg. License No. /

IpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI"™-RU)
JHueH3ust Ne

Analysis performed according ND / Ananus nposenen no HJI: JITI-Ne(001336)-(PT-RU)-090625

Page3 0of 6/ Crp.3u3 6
iv. | Total impurities / 02% Not more than 1.50 % /
CymMa nipumeceit He 6onee 1,50 %
7. | Microbial purity* / Muxpo6uooruyeckasi yucrora*
i. |Total Aerobic Microbial NA Not more than 10? CFU/g /
Count / O6111ee YHCIIo He 6onee 102 KOE/r
a3pOOHBIX MUKPO-
OpraHu3MOB
ii. | Total Combined Yeast and NA Not more than 10! CFU/g
mould count / O0uiee yucio He 6onee 10' KOE/r
JIPOMOKEBBIX U IJICCHEBBIX
rpuboB
iil. | Pseudomonas aeruginosa NA Should absentin 1 g/
OrcyrctBue B 1 1
iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcyrctBUe B 1 1
8. Assay / KoinyecTBeHHOE oNpe/IeSIeHHE
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanue: [Tpoaykr coorsercryer Tpebosanuam HJL 3akmodenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized
[MoaroTosneno: Ashish [IposepeHo: Pravesh [Iposepeno (AOK): person / Onobpeno: Obecneuenne
Kumar Rana Amit Kumar kauecTBa/OTBETCTBEHHOE JIULIO:
5 % A v
/\/ Qumie Kyin e
= .
o CV\/\
Date / Date / Date / Date / PRI () A
Hata: 10.01.2026 Jara: 10.01.2026 Hata: 10.01.2026 JHara:

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: maii@drreddys.com

CIN: L85195AP1984PLCO04507
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CERTIFICATE OF ANALYSIS

CEPTHUO®UKAT AHAJINU3A

Dr. Reddy's Laboratories Ltd.
Formulation Uniz-6

Vilt. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 9816€ 56001-02

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haiiz® AktuBrens (HUMeCyIMn) reb AT HAPYXKHOro npuMeHenus, 1 %, 50 r

WWW.ATTECTYS.COMM

Market / Pbinok : Russia / Poccus

Batch No. / . V260020 Batch Quantity / . 23400.0 units /

Cepusi Ne j Pasmep cepuu * 23400.0 exunuL
Analytical Report No. / . 040003250954 Date of Analysis / . 10.01.2026
AHaJMTHYECKHIT oTueT Ne JlaTa aHaju3a

Date of Manufacture / . 12/2025 Date of Expiry / . 112027

JlaTa npousBoacTea TI'onen no

Mifg. License No. /

IlpousBoacTBeHHasi : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JHueH3us No

Analysis performed according ND / Ananus nposeaen no HJI; JITI-Ne(001336)-(PI'-RU)-090625

Page4 of 6/ Ctp. 413 6

Nimesulide /
Humecynun

10.04 mg/ 10,04 mr
(100.4 %)

9.0 mg to 11.0 mg of C13H1»N,O5S
(nimesulide) (90.0% to 110.0% of label
claim)in 1 g of gel /

Or 9,0 MTI" 10 11,0 Mr C13H12N205S
(numecynun) (ot 90,0 % nmo 110,0 % ot
HOMHWHAJILHOTO coiepkanus) B 1 r reng

Dimethyl sulfoxide /
JumeruicyabPporcun

100.2 %

90% to 110% of C;HsOS (dimethyl
sulfoxide) of label claim /

Ot 90 % no 110 % C;HsOS
(mumeTHnCybPOKCHN) OT
HOMUHAaJIbHOT'O COACPIKaHHA

10.

Package / YnaxoBka

50 g in a laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. / ITo
50 r B TYOy M3 JIAMHHUPOBaHHOIO
AITIOMUHUS, CHA0XKEHHYIO
MeMOpaHOU /Ji KOHTPOIISl TIEPBOTO
BckpeiTHs. Kaxkayio TyOy BMecre ¢
MHCTPYKLMEH N0 MEeAULMHCKOMY
TIPUMEHEHUIO TIOMELIAIOT B NayKy
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. /
ITIo 20 r, 50 r wm 100 r B TYOY U3
JTAMUHHPOBAHHOI O TIOMUHHUS,
CcHaOXXEeHHYIO0 MEMOPaHOM JUlsl KOHTPOJIS
nepBoro BckpbiTHA. Kaxayo TyOy
BMECTE c WHCTPYKLHEH no
MEULHCKOMY HPUMEHEHHUIO
HOMELIAIOT B MAYKy KAPTOHHYIO.

Remarks : The Product confirms to ND/

ITpumeuyanue: [IpoaykT cooTBeTCTBYET Tpeboranusm HJJ

Conclusion : APPROVED /
3axmwouenue: OJOBPEHO

Prepared by /

Checked by /

[TogrorosneHo: Ashish
Kumar

Iposepeno: Pravesh

Rana j

Checked by (AQA) /
[Tposepeno (AOK):
Amit Kumar

Approved by: Quality Assurance/Authorized

person / OnobpeHo: ObecneueHue
kayecTBa/OTBETCTBEHHOE JIULIO:

QUL Kymiar
<

Date /
Jarta: 10.01.2026

Date /
||dara: 10.01.2026

A .-//' \
< l /‘-
Date /

Jara: 10.01.2026

Date /

Jara:

| Lt }-20L 6

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5000324, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984P1LC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Ge
Dr. ReddY’S ‘.... Vili. Khol, Naiagarh Road, Baddi,

CERTIFICATE OF ANALYSIS  pistt. Solan, H.P., 173 205, INDIA
CEPTUPHUKAT AHAJIM3A Tel : +91 98166 56001-02

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g WWWTTEuTys-com
IMpoayxT: Hali3® AkTHBrens (HUMeCYJNUA) redb 1J HAPYKHOTO NpUMeHeHuUs, 1 %, 50 r

Market / Poinok : Russia / Poccus

Batch No. / . V260020 Batch Quantity / . 23400.0 units /
Cepusi Ne ) Pa3mep cepnu " 23400.0 exuHuLL
‘Analytlcal Repovrt No./ . 040003250954 Date of Analysis / . 10.01.2026
AHaauTnyeckuii oTyet No JlaTa aHanuza

Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027

JlaTta npon3eoacTea Iopen g0

Mfg. License No. /

ITpousBoacTBeHHAS : MNNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JinueH3ust Ne

Analysis performed according ND / Auanu3 nposeaen no HJI; JITI-Ne(001336)-(PI'-RU)-090625

PageSof 6/ Crp.5n3 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.

*[loka3aTesib MOKET OTCYTCTBOBATHL B cepTH(UKaTe aHAIH3a npousBoanTens. [Iponssogurens
rapaHTHpPYET Ka4yecTBO NpenapaTa o 3THM HoKA3ATe M.

API name (INN) / Haumenosanue APC
(MHH):

API manufacturer batch number / NMS/125070680
Homep cepun npouzsoantesss APC:
FP Manufacturer API Batch number /

Nimesulide / Humecynun

Homep cepnu cy0cTaHMu NPOH3BOIHTEISA FESA00553

IJ1d:

API Manufactured by & country / Aarti Drugs Ltd., India /
IHponssoautean APC, cTpana: Aaptu Jlparc JIta., Manus

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,

EZTE}:S":FSS’ %?tl;‘g ‘Zatt“’l“ %‘t“’ /f‘l’{ | FP,t Nalagarh Road, Baddi, Distt. Solan H.P. 173205, India (license No
uring site ontrol site elease site MNB/05/263)/

/

-p Penau’c JIaGopatopuc JIta., Uaaus, [TponsesoacTBEHHOE
HaumeHoBaHue, aapec, JHHEH3US IS /i-p Penn patop A A P .

nofipasaeneHue-6, Bumn. Kxons, Hanarapx Poyn, bagnu, J{uctpukr
Tpoussoncraennas niomanka / Conan, X.I1., 173205, Unnus (Jlnuersus 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 :_1-&PPROVED / )
IIpumeyanue: [TpogykT cooTBeTCTBYET TpeboBanusM H/J 3axmouenne: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized
[Toarorosneno: Ashish ITposepeHo: Pravesh [Mposepeno (AOK): person / Onobpeno: Obecneyenue
Kumar Rana Amit Kumar kayecTBa/OTRETCTBEHHOE JIMLIO:
.
/\M‘/ / /\.--\ S)UN)L KU ""\l’\\rL
\ — _(\r\)’

Date / Date / Date / Date / 12 -0)- L0216
Jara: 10.01.2026 Hata: 10.01.2026 Jara: 10.01.2026 Hara:

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: L85195AP1984PLC0O04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

@o . 3
? ® Formulation Unit-6
Dl'. Reddy S ‘.. Vill. Khol, Naiagarh Road, Baddi,
. CERTIFICATE OF ANALYSIS it solan, H.P, 173 205, INDIA
CEPTUPUKAT AHAJIM3A  1e: 491 98166 55001-02

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g b Al Tl
Ipoaykr: Haiis® AkTuress (HUMECYJIHA) reib s HapykHoro npumenenus, 1 %, 50 r

Market / PoiHok : Russia / Poccus

Batch No. / . V260020 Batch Quantity / . 23400.0 units /
Cepust Ne . Paimep cepun * 23400.0 eaunnn
Analytical Report No. / . 040003250954 Date of Analysis / . 10.01.2026
AHATHTHYECKHIT oTYeT No Jlara ananusa

Datje of Manufacture / . 12/2025 Date of Expiry / . 112027

JlaTa nponsBoacrea Togen no

Mfg. License No. /

IIpousBoacTBenHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT"-RU)
JiHueH3HA Ne

Analysis performed according ND / Ananus nposesen no H/L: JIIT-Ne(001336)-(PI'-RU)-090625

Page 6 of 6 / Ctp. 6 u3 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».

3akuioyenne o coorBercTBHM: «HacTOAIMMM 51 HOATBEPIKAAIO, YTO IIPUBENEHHAS BhIIe MHGOPMAIHSA ABIACTCS
AIOCTOBEPHOM M TOYHOM. OTa cepwis NPOAYKLUHH MPOM3BeleHa (BKIIOYas YIakoBKy (MapKHPOBKY) M KOHTPOIb
KayeCTBa) Ha BBHINICYKA3aHHOM NPOM3BOJACTBEHHOM IUIomaake (IJIOINA[AKaX) B IOJHOM COOTBETCTBHH C
TpeGoBanusamu [IpaBun Hamaexaeil MPOU3BOJACTBEHHOM NMPAKTHKH EBpasuilcKoro 3KOHOMHYECKOTO COI03a H
TpeOOBAHUSIMHA KOHTPOJI KAYeCTBA JIEKAPCTBEHHBIX CPEJCTB, & TAKXKE€ B COOTBETCTBHH CO cHelHbUKALHAMH,
COJICPIKAIUMHMCS B PETHCTPAMOHHOM JI0ChE CTPaHbI-UMIIOpTEPa. 3aIlMCH 10 IPOU3BOACTBY, YIIAKOBKE M aHAIU3Y
IPOBEPEHBI, U YCTAHOBJICHO MX COOTBETCTBHE TpeboBanuaM [Ipapui Ha/uIexaeit IpoOMN3BOACTBEHHOM PAKTHKH
EBpa3uiicKoro 5KOHOMHYECKOTO COK03ay.

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

[pumeuanue: [Npoaykr cooTeTcTByeT TpedoBanuam H/L 3akmovenne: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA)/  ||Approved by: Quality Assurance/Authorized

[Toarorosneno: Ashish Iposepeno: Pravesh ITposepeno (AOK): person / Ono6peHo: ObecneueHue

Kumar Rana Amit Kumar kauecTBa/OTBETCTBEHHOE JIUIIO:
/@x/ Z A Qumiv  Ku™M AL

Date / Date / Date / Date / [ 2-0]-40) C

JHara: 10.01.2026 JlaTa: 10.01.2026 Jlata: 10.01.2026 Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, iyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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