Dr.Reddy’s “:’.

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tei 1 +S1 93166 56001-02

nangt Aleeaddvucs earn

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mponyxr: Haits® AkruBrens (Humecyun) refb ajis HapykHOro npumeHeHns, 1 %, 100 r

Market / PhiHok : Russia / Poccus

Batch No. / _ Batch Quantity / ~ 11639.00 units /

Cepus Ne HNES0EE Paimep cepun * 11639.00e 1uHUL
Analytical Repovrt No. / . 040002976137 Date of Analysis / . 23.06.2025
AHanuTH4 ek oTueT Ne JlaTa abnaJju3a

Date of M anufacture / . 06/2025 Date of Expiry / . 05/2027

JaTa npou3BoacTBa T'ogen no

Mifg. License No. /

ITpou3sBoaCTBEHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
auuensnst N

Analysis performed according ND / Ananus nposenen no HJI: JITI-Ne(001336)-(PT-RU)-251022

Pagel of 5/Crp. 1135

No/ . .

No Test / Iloka3zare/n Result / PesyabTar Specification / Hopma

1. Description / Onncanue Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to
yellow gel with characteristic odor / | pale-yellow gel with characteristic odor /
OnHopoaHel mNpo3pa4sbiid  renp | OAHOPOAHBIM TpPO3payHbIi  reab  OT
O51eIHO-KENTOro 1BeTA ¢ | GecupeTHOro A0 6/€AHO-KENTOro LBETa
XapaKTePHBIM 3aI1aXOM C XapaKTepHbIM 3aIlaxoM

2. Identification / UnenTnduxanus

2) HPLC / BOXKX

Complies as prescribed /
CoO0TBETCTBYET TPeOOBAHHUAM

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 ynepxuBanus
OCHOBHOI'0 [MMHKA Ha XpoMarorpamme

HUCIILITYEMOI O pacTBOpa JIOJKHO
COOTBETCTBOBATH BpeMEHU
YAEP)KUBaHHA OCHOBHOTO TIHKA Ha
XpoMaTorpaMMe pacTBOpa
CTaHAapTHOro obpa3ua HHUMeECYIHaa
(paznmen «KonnuecTBeHHOE
onpeneeHrue»)

Remarks : The Product conforms to ND/
Ipumeuyanne: [Iponykt coorBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akarwuenne: OJOBPEHO

Prepared by /
IMoarorosieno: Rama kant

W
A

Checked by /
IIporepeno: Pardeep Kumar

s =

Approved by: Manager/Executive /
OnoGpeno: Menemxkep / Pykoponurens
Pavan Kumar Sharma s e

Reprint Date / \
Jara: 23.06.2025

Reprint Date /
Jara: 23.06.2025

Reprint Date /
Jara: 23.06.2025

—

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: L851S5AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS

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

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

CEPTU®PUKAT AHAJIU3A fei - +51 £8160 56001-04
e P pNolal)
|Pr0duct : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
[TIpoaykr: Haits® AkTuBreb (HUMECYNUI) FeNb JUIA HAPYAKHOO MpuMeHeHus, 1 %. 100 r
Market / PbiHok : Russia / Poccus
Batch No. / _ Batch Quantity / ~11639.00 units /
Cepus Ne * 220160 Pazmep cepus © 11639.00equHMI
Analytical Repourt No./ . 040002976137 Date of Analysis / . 23.06.2025
AHanuTH4U €cKnii oTueT No JaTa anajamnsa
Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027
JlaTa npou3B0JacTBa T'ogen no
Mfg. License No. /
HpoussoacreeHHas : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT'-RU)
Juuensusa N I

| Analysis performed according ND / Ananus nposeaen mo H/I: JIH-N0(001336) -(PT-RU)-251022

Page 2 of 5/Ctp. 2 m3 5

b) UV spectrophotometry /
Y ®-criektpodoTo MeTpHs

Complies as prescribed
CooTBeTCTBYET TPEOOBAHUAM

/

UV absorption spectrum of the test
solution should have absorption
maximum at 39745 nm / Y®-cnekrtp
TOIJIOIEHHST HMCITBITYEMOro pacTBOpa
JIOJDKEH MMETh MaKCUMYM MOTJIOLIEHUS
npu 39745 HM

3. | Weight of package contents / 101 g/101r According to Rus. Ph. /B COOTBETCTBHH
Macca coaep:;KUMOro ¢ TpeboBanusmu 'O PO
yHaKOBKH

4. | pH 3.36 25t04.5/012,5004,5

5. | Viscosity / Baskoctb

915.4 centipoise /
915.4 canrumnyas

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

6. | Impurities / TIpumecu

i. | Impurity C/

Not detected / He oOHapyskeHa

Not more than 0.50 % /

Ilpumeuanue: [IponykT cooTBeTCTBYET TpeboBaHuam H/J

[Tpumecs C He 60nee 0,50 %
ii. | Impurity D/ Not detected / ne obHapyxeHa Not more than 0.50 % /
[Tpumecs D He 6onee 0,50 %
iii. | Any other impurity / 0.04 % Not more than 0.50 % /
Jlrobast [pyras npuMech He 6onee 0,50 %
iv. | Total impurities / Not more than 1.50 % /
Cymma npumeceit 0.07 % He 6onee 1,50 %
7. | Micrebial purity* { Maxpo6nosornueckast YucToTa™
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

3akmouenune: OJOBPEHO

Prepared by /
IToarorosieno: Rama kant

And

Checked by /
ITporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep / P}’K?BO,‘IHTCHE
Pavan Kumar Sharma

—

Reprint Date /
Jara: 23.06.2025

Reprint Date /
Hara: 23.06.2025

=T

Reprint Date /
Jara: 23.06.2025

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: L85155AP1984PLCO0O4507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTU®PUKAT AHAJIN3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +51 98166 56001-02
warirks e renrl Ay

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
\Hpoaykt: Hait3® Axtusrens (Humecymin) renp ang Hapy#Horo npiumenenns, 1 %, 100 r

Market / Phinox : Russia / Poccus

Batch No. /- _ Batch Quantity / ~ 11639.00 units /

Cepus Ne ¥ V250460 Pazmep cepuu © 11639.00eauHuig
Analytical Repovrt No./ . 040002976137 Date of Analysis / . 23.06.2025
AHaguTudeckmii oTyeT Ne JlaTa aganan3a

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

JaTta npou3BoAcTBa Fonen oo

Mfg. License No. /

I pouseoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
amuensnsi Ne

Analysis performed according ND / Ananns nposeaen no HJI: JITI-Ne(001336)-(PT'-RU)-251022

Page3 of 5/Ctp. 3 m3 5

1. | Total Aerobic Microbial Count NA Not morc than 100 CFU/g/
/ O6uiee yKco ad3pOOHBIX He 6onee 100 KOE/r
MHKPOOPTaHU3MOB

ii. | Total Combined Yeast and NA Not more  than 10 CFU/g  /
mould count / Ob1uee uncio He 6onee 10 KOE/r
IPOOKEBBIX U MIECHEBBIX
rprboB

iil. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyrcTBUe B 1 T

iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcyrctBue B I 1

8. | Assay/KoanuecTBeHHOe onpeJeleHHe

Nimesulide /

9.98 mg/ 9.98 mr

9.0 mg to 11.0 mg of C3H12N205S

Humecynun (99.8 %) (nimesulide) (90.0% to 110.0% of label

claim)in 1 g of gel /
Ot 9,0 mr o 11,0 mr Cy13H12N2058
(uumecynun) (ot 90,0 % no 110,0 % ot
HOMHHAQJILHOI'O cofiepkanus) B 1 1 rens

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

Hpumeuanue: [poaykt coorBercTBYeT Tpebosanuam HJI 3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IToarorosneno: Rama kant

L

IIpoeepeno: Pardeep Kumar

e —

Onobpeno: Menemxep / Py__};'o’gomrrenh

Pavan Kumar Sharma il

Reprint Date /
Jara: 23.06.2025

Reprint Date /
Jlarta: 23.06.2025

Reprint Date / =
Jara: 23.06.2025

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: L85155AP1984PLC004507
www.drreddys.com




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

Qe
Dl'. Reddy,s ‘.... Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS  Distt. Solan, H.P.,, 173 205, INDIA
CEPTUOUKAT AHAJIM3A Tel : +31 98166 56001-02

P_roﬁlfc?ﬂse Activgel (nimesulide) gel for external use, 1 %, 100 g
Mpoayxr: Haiis® Akrurems (Humecymis) Fenb JUls HapYKHOTO NMpumesenns. 1 %. 100 r

Market / Phnok + Russia / Poccus

Batch No. / . V250460 Batch Quantity / . 11639.00 units /

Cepus Ne ) Pazmep cepun © 11639.00enunnn

Analytical Report No. / . 040002976137 Date of Analysis / . 23.06.2025

AHanuTH4UecKHii oTyeT No JlaTa aHanu3a

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

JlaTta npod3BoACTBA I'open no

Mfg. License No. /

IMpounseoacreenHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)~(PT™-RU)
auuen3ua Ne -

Analysis performed according ND / Ananu3 npoeeaen mo HJI: JITI-Na(001336)-(PI'-RU)-251022

Page4 of 5/ Ctp. 413 5
9. | Dimethyl sulfoxide / 99.4 % 90% to 110% of C,HsOS (dimethyl
JuMerHacyanpokcna sulfoxide) of label claim /

Ot 90 % no 110 % C,HsOS
(numeTHACYTBEGOKCH) OT
HOMHUHAJIBHOTO COJIEpKaHHs

10. | Package / YnaxoBka 100 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / ITo 100 r B TyOy u3
JIAMMHUPOBAHHOTO AJIIOMHMHHA, CHa()KeHHYIO MeMOpaHOH s KOHTpOJs
nepsoro BekpeiTus. Kaxnyio TyOy BMecTe ¢ MHHCTPYKUHUEH 110 MEIULIMHCKOMY
NPHUMEHEHHIO TOMELIAIOT B MaYKy KapTOHHYIO.

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

*Tloka3aTe/b MOKET OTCYTCTBOBATH B cepTHHKaTe aHATH3A npon3BoauTens. IIpoussoauTens
rapaHTHpPYeT Ka4ecTBO Npenapara no 3THM MOKa3aTeJasM.

API name (INN) / HaumenoBanne A®@C
(MHH):

API manufacturer batch number / NMS/125020170
Howmep cepuun nponzsoautens A®C:

Nimesulide / Humecynun

FP Manufacturer API Batch number /

Homep cepun cyOcTaHIHH HPOH3IBOAHTENS FESA00190

TJId:

API Manufactured by & country / Aarti Drugs Ltd., India /

Ipoussoautens A®C, crpana: Aaptu Hparc JIta., Uanus

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

ITpumeuanne: ITpoxykr cootsercTByeT Tpebopanusam HJL 3axnwuenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[Tonrorosneno: Rama kant QR’\ Q}X [Tposepeno: Pardeep Kumar Ono6peno: Menemxep / Pykosoaurenb
‘ I Pavan Kumar Sharma “——  _ —

Reprint Date / Reprint Date / Reprint Date / e

Hata: 23.06.2025 JHara: 23.06.2025 JHara: 23.06.2025

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: LB5155AP1984PLC004507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.
? .... Formulation Unit-6
DI‘. Red dy S .. Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS  Distt. Solan, H.P,, 173 205, INDIA
CEPTUDPUKAT AHAJIAZBA Tel : +61 68166 56001-02

Product : -’l_‘ifée Activgel (nimesulide) gel for external use, 1 %, 100 g
ITpoaykT: ,_H_af/'l3® AKTHBrens (HUMECYIUA) rejb AN HapyzicHoro npuMenenus, 1 %, 100 r

Market / PhHOK : Russia / Poccust

Batch No. / SVZEDAR Batch Quantity / _ 11639.00 units / |
Cepusi Ne ) Pasmep cepHu " 11639.00eguHuAL

Analytical Repovrt No./ . 040002976137 Date of Analysis / . 23.06.2025

Ananurn4eckHii oruer Ne JlaTa aHajnu3a

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

Jarta npor3BoacTBa T'open no

Mfg. License No. /

[pousBoacrBenHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)

anuensus N -

Analysis performed according ND / Anaans nposenen no HJL: JIIT-Ne(001336)-(PI'-RU)-251022
Page Sof 5/Ctp. S5u3 5

Name, address, authorization No for ¥P
manufacturing site / Control site / Release site /
HaunmenoBanue, aqpec H HOMep JTHNEH3HH
ILIOINA/KH, OCYIECTBJISIIOMIeH
IIPOM3BOJCTBO/KOHTPOJIb KAYeCTBA/BBINYCK
e/

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
J-p Penmu’c JIaGopatopuc JIta., Maaus, [IpoussoacTeeHHOE
noapasaenenue-6, Bunmnamwk Kxons, Hanarapx Poyn, bauiu,
Conan Jluctpukr, X.I1. 173205, Muaus (Jluuensus 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
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022
dt. 02 September 2022) 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».

3aK0YeHHe 0 COOTBeTCTBHH: «HacTOAIUM S MOATBEPK/IAI0, YTO IPUBEACHHAS BhIIE HHYOPMAIMs SBIAECTCS
JOCTOBEpHOHN M TOYHOM. DTa ceps MPOLYKIMH [pOU3BeNeHa (BKIOYAS YNAKOBKY (MapKHPOBKY) M KOHTPOJb
KadecTBAa) HA BEINIEYKA3aHHOM ITPOM3BOACTBEHHON IUTOMaAKe (INIOIIAJKax) B IOINHOM COOTBETCTBHH C
TpeGoBaHHAME IIpaBui HaTeXammell TPOU3BOACTBEHHON NpaKTHKY EBpasuifckoro sxoHoMuyecKoro corosa (N
GMP/EAEU/RU/00554-2022 ot 02 ceuts6ps 2022) u TpeOOBaHHSIMH KOHTpPOJII KadecTBa JIEKAPCTBECHHBIX
CPEJCTB, a TAKXKe B COOTBETCTBHH CO CHENM(HKAIMAMHE, CONCPKAIIUMUCS B PETHCTPAMOHHOM JIOCHE CTPaHbI-
UMIOpTEpa. 3allUCH 10 MPOM3BOJCTBY, YIAKOBKE H aHANM3Y IPOBEPEHBI, M YCTaHOBICHO HX COOTBETCTBHE
Tpe6oBanuam IlpaBu HajuiexKallel IpOU3BOACTBEHHOM NPAKTUKK EBpasuificKoro 3KOHOMHYECKOTO COHO3a.

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

ITpumeuanue: Ipoaykr coorsercTByeT Tpebobanusam HJI 3axaouenne: OJOBPEHO

Preparcd by / Checked by / Approved by: Manager/Executive /

[Moarorosneno: Rama kant @)\ “J ITposepeno: Pardeep Kumar Ono6peHo: Menemiep / Pykbeoaures
o - Pavan Kumar Sharma <»=——

Reprint Date / Reprint Date / Reprint Date / =

Hara: 23.06.2025 Jara: 23.06.2025 Jara: 23.06.2025

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



