Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haii3® AktHBrens (HUMECYIN/) refib U HapyXHOro npuMenenus, 1 %, 50 r

d i ki
WAV IV.UTTEUUY 5L

Market / Poinok : Russia / Poccus

Batch No. / . V260153 Batch Quantity / . 23305.0 units /

Cepus Ne ) Pa3mep cepun ' 23305.0 epunun
Analytical Repourt No./ . 040003297828 Date of Analysis / . 27.02.2026
AHanuTHYeCKHIT oTyeT No JlaTa aHanu3a

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

Jata npousBoacTBa T'oaen oo

Mfg. License No. /

IlpousBoacTReHHasi : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JIMLeH3ns Ne

Analysis performed according ND / Auanu3s nposeaen no HJI: JIIT-Ne(001336)-(PI'-RU)-090625

Page 1 of 6/ Ctp.1u3 6

No/ . ’

Ne Test / IlokazaTennb Result / PesyabTaTt Specification / Hopma

1. Description / Onucanue Homogeneous, transparent, pale- Homogeneous, transparent, colorless to
yellow gel with characteristic odor | pale-yellow gel with characteristic odor /
/ OHOpONHBIH MPO3paUHBIH reNb OpnHopoaHBIH  MpO3pauHbld  Tejib  OT
GeclBeTHOTO 1BETA C OecuBeTHOro 10 GJIEIHO-XKENTOro 1BETa
XapaKTepPHBIM 3aMaXoM. C XapaKTEePHBIM 3arlaxoM

2. Identification / UnenTuduxanus

HPLC / BOXX

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 ynepxuBaHus

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 ynep:xuBaHus

OCHOBHOTO nuKa Ha | OCHOBHOrO MHMKa Ha XpoMaTorpamme
XpoMarorpamme HCTIBITYEMOTO | KCHBITYEMOrO pactBopa JIOJDKHO
pacTBOpa COOTBETCTBYET BPEMEHH | COOTBETCTBOBATH BpEMEHU
YAEPXKUBAHUS OCHOBHOI'O IIMKA HA | YAEp)KMBAaHUS OCHOBHOrO IMKa Ha
XpoMaTorpamme pacTBopa | XxpomaTorpamme pacTBopa
CTaHJIapPTHOTO obpaszua | cranmaprHoro ofpa3ua HuMecyIWaa
HUMeECYIHJA. (paznen «KonuyectrenHoe
OTIpENIENIEHHEY).

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

IMpumeuanne: [IpoaykTt coorsercTByeT Tpeboanusm HJL 3axmouenue: OJJOBPEHO

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

[ToxrorosneHo: Pravesh Iposepeno: Rama Kant||[Tposepeno (AOK): person / Ono6peno: ObecnedeHue

Rana Zl Amit Kumar kavyecTBa/OTBETCTBEHHOE JIHLLO:
i ’ 9

Date / Date / Date / Date /

€% DL 07
Hara: 27.02.2026 Jara: 27.02.2026 Hara: 27.02.2026 Hara: g €

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




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A

Dr. Reddy's Laboratories tLtd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
[Mpoaykr: Haiis® AxTusreas (HUMECYIHA) resib JJ1sl HAPYKHOro npumerenus, 1 %, 50 r

¥ R | %
WWVLUTTTUUYS LU

Market / PeiHok : Russia / Poccust

Batch No. / . V260153 Batch Quantity / . 23305.0 units /

Cepus Ne ) PasMep cepun " 23305.0 enpunug
Analytical Repourt No./ . 040003297828 Date of Analysis / . 27.02.2026
AHanuTHYeCKH# oTUeT No JaTta ananau3za

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

Jlara npousBoacTea T'open no

Mfg. License No. /

IIpousBoacTBeHHas : MINB/05/263 MA number: / Homep PY : JII1-Ne(001336)-(PT-RU)
JinueH3us Ne B

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

Page2 of 6/ Ctp.2 u3 6
UV spectrophotometry / UV absorption spectrum of the test | UV absorption spectrum of the test
Y®-cnexmpoghomomempus | solution has absorption maximumat | solution should have absorption

39745 nm. / Y®-cnektp | maximum at 39745 nm. / Y®-cnekrp
HOTJIOIEHHs UCIIBITYEMOTO | MOIJIOLUICHHS HCHBITYeMOro pacTBopa
pacTBopa UMeeT  MAaKCHMYM | JIOJDKEH UMETh MaKCHMYM TIOTJIOLEHHS
norsoleHus npu 397+5 Hu. npu 397+5 HM.
3. | Weight of package 51g/Slr According to Rus. Ph. / B coorBercTBHH
contents / Macca ¢ TpeboBanusmu '@ PO
COAEPKUMOI0 YIAKOBKH
4, pH 3.15 25t04.5/012,5n104,5
5. Viscosity / Baskocrs 940.6 centipoise / 400 to 1,200 centipoise /
940,6 caHTunya3 Ot 400 no 1200 canTumyas
6. Impurities / Ilpumecn
i Impurity C / Not detected / He oOHapyskeHa Not more than 0.50 % /
ITpumecs C He 6onee 0,50 %
ii. | Impurity D/ Not detected / He obHapy»x«eHa Not more than 0.50 % /
[Tpumecs D He 6onee 0,50 %
Any other impurity / 0.03 % Not more than 0.50 % /

iit.

Jlrobas npyras npumecs

He 6onee 0,50 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBaHusM HJL 3akmouenue: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA)/ [|Approved by: Quality Assurance/Authorized
[MoarortosneHo: Pravesh [Tposepeno: Rama Kant|[[Tposepeno (AOK): person / Onobpeno: Obecneyenue
Rana Amit Kumar kauecTBa/OTBETCTBEHHOER JIHLLO:
o 1)
Al Je1o <.V
l
Date / Date / Date / Date /
Tlara: 27.02.2026 Jlara: 27.02.2026 Tara: 27.02.2026 Ta: 2R 22 2026

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: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUOUKAT AHAJIN3A

Tel : +91 98166 56001-02

wederaddus cam
& &6

Product : Nise Activgel (nimesulide) gel

for external use, 1 %, 50 g

Lasag
LR LR LR A=

MpoayxT: Haii3® AkTHBreb (HUMeCYIua) reiib IUisi HAPYXKHOTO NpUMeHeHus, 1 %, 50 r

Market / Poinok : Russia / Poccus

Batch No. / — Batch Quantity / _ 23305.0 units /
Cepus Ne ~ : Pa3zmep cepun © 23305.0 enuHUK
Analytical Repovrt No./ . 040003297828 Date of Analysis / . 27.02.2026
AHanuTHYeCKHUIi oTueT Ne JlaTta ananusa

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

Jlata Npou3BOACTBA

Tomen no

Mfg. License No. /
IlpousBoacTBeHHas
JHUeH3Hust Ne

: MNB/05/263

MA number: / Homep PY

: JITI-Ne(001336)-(PT-RU)

Analysis performed according ND / Ananu3 nposeaed mo H: JITI-Ne(001336)-(PI'-RU)-090625

Page3 of 6/ Crp.3 n3 6

iv. | Total impurities / 0.1% Not more than 1.50 % /
Cymma npumMeceit He 6onee 1,50 %

7. | Microbial purity* / Mmcpoﬁnonornqéc;aﬂ uncroTa*

i. | Total Aerobic Microbial NA Not more than 102 CFU/g /
Count / O61ee uncao He 6onee 102 KOE/r
a3pOOHBIX MHKPO-

OpraHH3MOB

ii. | Total Combined Yeast and NA Not more than 10' CFU/g  /
mould count / OG1uee uncno He 6onee 10! KOE/r
JIPOACKEBBIX U IJIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcytctBue B 1 r
iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcytctBHe B 1 T
8. Assay / KotnuecTBeHHOE OnpeiesieHre
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [Ipoaykt cootBeTcTBYET TpeGoBaHmam HJL 3akaouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ [|Approved by: Quality Assurance/Authorized
[Monrorosneno: Pravesh [Tposepeno: Rama Kant||[Tposepeno (AOK): person / Onobpeno: Odecrneuenue
Rana Amit Kumar kavecTBa/OTBETCTBEHHOE JIULIO;

e

,«“‘l
—_—

e

Date /

JHara: 27.02.2026

Date /

Jara: 27.02.2026

Date /

Jara; 27.02.2026

Date /
Jara:

DRDL—2006

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: L85195AP1584PLCO04507
www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUOUKAT AHAJIN3A

Tel : +91 98166 56001-02

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoaykT: Haii3® AkTuBrenb (HMMeCYIHI) resb AL HAPYKHOTo npuMenenns, 1 %, 50 r

" Led =
VRNV T Y ST

Market / Poinok

: Russia / Poccus

Batch No. / . V260153 Batch Quantity / . 23305.0 units /

Cepusi Ne ) Pasmep cepuu " 23305.0 envrny,
Analytical Repovrt No./ . 040003297828 Date of Analysis / . 27.02.2026
AHAJUTHYECKH il oTUeT Ne JlaTa ananusa

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

JlaTa npousBoacTBA Tonen go

Mfg. License No. /

IIpou3BoacTBEHHAsN : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JuneHsus Ne

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

Page4 of 6/ Ctp. 4 u3 6

Nimesulide /
Humecynun

9.90 mg/ 9,90 mr
(99.0 %)

9.0 mg to 11.0 mg of C13H12N>05S
(nimesulide) (90.0% to 110.0% of label
claim)in 1 gofgel /

Ot 9,0 mr po 11,0 mr C;3H2N,OsS
(vumecynup) (ot 90,0 % no 110,0 % ot
HOMMHAJIBHOT'O coZiepxaHus) B 1 1 resis

9. | Dimethyl sulfoxide /
JAnmernacyabdorcua

102.2 %

90% to 110% of C2H¢OS (dimethyl
sulfoxide) of label claim /

Ot 90 % no 110 % C,HsOS
(mumeTuncybGOKCHI) OT
HOMHWHAIILHOTO COJIepKaHus

10. |Package/ YnakoBka

equipped  with

ANNIOMMWHUS,

KapTOHHYO.

50 g in a laminated aluminum tube
tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. / ITo
50 r B TyOy W3 JaMUHUPOBAHHOTO
CHabKeHHYIO
MeMOpaHOM 71 KOHTPOJIA MEPBOTO
BckpeiThs. Kaxxayro TyOy Bmecre ¢
WHCTPYKLMEH 1O MEIUIIMHCKOMY
NPUMEHEHHMIO MOMElAIOT B MauKy

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. /
Ilo 20 r, 50 r wiu 100 r B TYOY U3
JIAMHUHHUPOBAHHOTO ATIOMHUHHA,
cHab)XeHHYI0 MeMOpaHO# [y KOHTPOJIS
nepgoro Bekpeitua.  Kaxayio  TyOy
BMECTE o MHCTpYKIHEH 1o
MEIULIMHCKOMY NPUMEHEHHIO
MIOMELIAIOT B MAYKy KAPTOHHYIO.

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoaykt cootBeTcTBYeT TpebGoBaHUsIM HJJ

Conclusion : APPROVED /
Jaxaouenne: OJOBPEHO

Prepared by /
[Tonrorosneno: Pravesh

Rana {

Checked by /

Amit Kumar

b

Checked by (AQA) /
[Tposepeno: Rama Kant||[Tposepeno (AOK):

Approved by: Quality Assurance/Authorized
person / Ono6peno: Obecneuenue
KauecTBa/OTBETCTBEHHOE JIMLIO:

e

Date /
Jlara: 27.02.2026

Date /
Hara: 27.02.2026

Date /
Jara: 27.02.2026

Date /
Jlara:

2 L22—20128

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: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

@
DI’. Reddy,s ‘.... Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P, 173 205, INDIA
CEPTU®UKAT AHAJIN3A Tel : +91 98166 56001-02

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g R
Ilpoaykr: Haiiz® AkTHBrens (HUMeCyIua) reab Ul Hapy)KHOTO npumMenenus, 1 %, 50 r

Market / PbiHok : Russia / Poccns

Batch No. / . V260153 Batch Quantity / . 23305.0 units /
Cepus Ne i Paszmep cepun © 23305.0 equHKL
Analytical Repovrt No. / . 040003297828 Date of Analysis / . 27.02.2026
AHaHTHYecKHI oTueT Ne JlaTa ananusa

Date of Manufacture / . 02/2026 Date of Expiry/ . 01/2028

Jata npon3BoacTea Tonen mo

Mfg. License No. /

IlponsBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
auueH3ns Ne

Analysis performed according ND / Ananu3s nposenes o H/I: JITT-Ne(001336)-(PT"-RU)-090625

PageSof 6/ Crp.5u3 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.

*[Ioka3aTesib MOXKET OTCYTCTBOBATH B cepTHOHKaTe aHaan3a npousBoanTes. Ilpoussogurenn
rapaHTHpYeT Ka4ecTBO MpenapaTa no 3THM NOKa3aTe M.

API name (INN) / HaumenoBanue AD®C
(MHH):
API manufacturer batch number /

Nimesulide / Humecynun

Homep cepun npoussogure/isi ADC: RS

FP Manufacturer API Batch number /

Homep cepuu cy6cTaHIMHM NPOH3BOTHTES FESA00643

rJid:

API Manufactured by & country / Aarti Drugs Ltd., India /
lponssoautens APC, crpana: Aaptu Jparc Jlta., Uaaus

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 JlaGoparopuc Jitn., Uaaus, [IpousBoacteeHHOe
nofipazaenenue-6, Bumn. Kxons, Hanarapx Poyn, bagnu, Jluctpukt
Comnan, X.11., 173205, Unaus (Jlunensus Ne MNB/05/263))

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

HanmenoBanue, aapec, JTHIeH3NA 1151
IIpousBoacTBeHHast MJiomMAaIKa /

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 /
Ipumeuanue: [IpoaykT cooTBeTcTBYET TpebopaHuaM HJI 3akmwyenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ [|Approved by: Quality Assurance/Authorized
IToarorosneHo: Pravesh [Mpoeepeno: Rama Kant|[[Tposepeno (AOK): person / Ono6peHo: ObecneyeHue
Rana Amit Kumar kauecTBa/OTBETCTBEHHOE JIMLO:
/] ! ‘?_ //( /%}}J ,
N 2
Date/ Date / Date / ' Date / . =
Jlara; 27.02.2026 Tara: 27.02.2026 Tlata: 27.02.2026 Ilata: n201L- 20204

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



‘. ® Dr. Reddy's Laboratories Ltd.
Y °Q® Formulation Unit-6
Dr' Reddy s -. Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P,, 173 205, INDIA
CEPTUDPUKAT AHAJIN3A Tel : +91 98166 56001-02
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
MpoaykT: Haii3® AkTHBresns (HUMeCynu) Telib 1A HApyKHOTo npuMeHeHus, 1 %, 50 T

Market / Poinox : Russia / Poccus

Batch No. / . V260153 Batch Quantity / . 23305.0 units /

Cepust Ne ’ Pasmep cepuu " 23305.0 euHAL
Analytical Repo:‘t No. / . 040003297828 Date of Analysis / . 27.02.2026
AHanuTHuyecKHi oTueT Ne JlaTa aHanusa

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

JlaTa npon3BoACTBa I'open mo

Mfg. License No. /

IlpousBoacTBEHHASA : MINB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI-RU)
AnueH3ust Ne

Analysis performed according ND / Ananus nposeaen no H/L: JITN-Ne(001336)-(PT-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».

3ak/oueHue o0 cooTBeTcTBHN: «HaCTOAINM 5 OATBEPIXKIAI0, YTO [IPHBE/ICHHAs BhIIE HHGOPMAIUs SABIAECTCA
ZIOCTOBEPHOM M TOYHOM. DTa cepusi MPOAYKIMH IIPOU3BecHa (BKIIOYas YNAKOBKY (MapKUPOBKY) W KOHTpOJb
KauecTBa) Ha BBINIEYKA3aHHOW IPOM3BOJCTBEHHON IIIOIAAKe (IUIOMAAKAaX) B IOJHOM COOTBETCTBHH C
TpeboBanusmu [IpaBun Hajutexallel MPOM3BOJCTBEHHON NPAKTHKA EBPa3sHHACKOro SKOHOMUYECKOro COro3a H
TpeGOBaHUAMH KOHTPOJIS KAa4ecTBa JEKAPCTBEHHBIX CPEJCTB, @ TAKKE B COOTBETCTBHHM CO CHCHH(UKAIUIMH,
COZIEPKANIMMUCS B PETHCTPALIMOHHOM J0ChE CTPaHBI-UMIIOPTEPA. 3AMKCH 110 MPOU3BO/JICTBY, YIIAKOBKE ¥ aHATU3Y
TIPOBEPEHEI, ¥ YCTAHOBJIIEHO MX COOTBETCTBHE TpeGoBaHMsIM [IpaBiiI HaUIEXKAIIEH TPOM3BO/ICTBEHHOM TPAKTUKA
EBpa3uiickoro 3K0OHOMUYECKOr0 COO3an.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [NpoaykT coorBeTcTBYET TpedoBanmsam HJJ 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized
[ToaroroBneHo: Pravesh ITposepeHo: Rama Kant||[IpoBepeno (AOK): person / Onobpeno: Obecneyesue
Rana t Amit Kumar kauecTBa/OTBETCTBEHHOE JIMLIO:

4 U-/l/ \ o v

, )

Date / Date / Date / Date /
Tara: 27.02.2026 Tlara: 27.02.2026 Tara: 27.02.2026 Jlara: .3 vL"roLé

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
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