Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Lid.

Formulation Unit-6
Viil. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, IND!A
CEPTUPUKAT AHAJIN3A Tel o +51 38166 5600102

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g

Ipoaykr: Haii3® AktuBre/b (HUIMECYNHA) Telb ANl HAPYXXHOTO IpUMeHeHns, 1 %, 100 r

Market / PuiHok : Russia / Poccus

Batch No. / . V250451 Batch Quantity / . 11882.00 units /

Cepus No i Pasmep cepun " 11882.00exmHuLl

Analytical Repourt No./ . 040002971529 Date of Analysis / . 23.06.2025

AHanuTHyeckHii oTueT No JlaTa ananusa

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

JlaTa npou3BOACTBA I'ogen no

Mfg. License No. /

IIpousBoacTBeHHas : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JuueH3ns Ne -

Analysis performed according ND / Anasius nposeaed mo HJI: JITT-Ne(001336)-(PT-RU)-251022

Page 1 of 5/Ctp. 1u3 5

No /

Test / Ilokazareinb
Ne

Result / PesyabTart Specification / Hopma

1. Description / Onucanne Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

yellow gel with characteristic odor / | pale-yellow gel with characteristic odor /
OnHopomublii  npo3pauHblii  rens | OQHOPOAHBIA INMPO3pavHell  renb  OT
OnenHo-XenToro LBETA ¢ | GecuBeTHOro A0 OJIeAHO-KENTOr0 LBETA
XapaKTepHBIM 3aMaxoM C XapaKTepHBIM 3aMaxoM

2. Identification / UnenTudukanns

a) HPLC / BOXX Complies as prescribed /| The retention time of the main peak in
CooTBeTCcTBYET TPEOOBAHHAM 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>kuBaHHS
OCHOBHOrO [HMKa Ha XpoMaTtorpamme
HCHBITYEMOIO  pacTBopa JIOJDKHO

COOTBETCTBOBATh BpEMEHH
YOEP)KHBaHMA OCHOBHOTO TIMKa Ha
XpoMarorpaMme pactBopa
CTaHJapTHOrO ofpa3na HHUMeCYIHIA
(pazmen «KonnuectBeHHOE
OmpeeNiCHUE)

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

IIpnmeuanue: [Ipoaykt cootBercTByeT TpeboBanusam HJI 3akarouenne: OJOBPEHO

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

IToaroroeneHo: Rama kant W [IpoeepeHo: Pardeep Kumar Onobpeno: Menemxep / Pyxpéom-nem,
s =l Pavan Kumar Sharma T

Reprint Date / i Reprint Date / Reprint Date / -

Hara: 23.06.2025 Hara: 23.06.2025 Hara: 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: L85195AP1984PLC004507
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

CEPTUD®HUKAT AHAJIU3A Tel : +91 8166 56001-02
Product ; Nise Activgel (nimesulide) gel for external use, 1 %, 100 g i i
IMpoaykr: Haiiz® AkTHBrenns (HUMECYIUA) Tellb IUIS HAPYKHOIO npuMeHerus, 1 %, 100 ¢
Market / PuiHOK : Russia / Poccus
Batch No. / . V250451 Batch Quantity / . 11882.00 units /
Cepusa Ne ) Pasmep cepun * 11882.00eauHu1r
Analytical Repovrt No./ . 040002971529 Date of Analysis / . 23.06.2025
AHanuTHYecKHi oTyeT Ne JlaTa ananusza
Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027
JlaTa npou3BoaAcTBa T'onen no
Mfg. License No. /
IlpouspoacTBeHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JHuensust Ne B

Analysis performed according ND / Ananu3s nposeaen no HJI: JITI-Ne(001336)-(PT-RU)-251022
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b) UV spectrophotometry /
V@-cnextpodoTo MeTpus

Complies as prescribed
CoorsetctBYeT TpeOOBAHUAM

[ uv absorption spectrum of the test

solution should have absorption
maximum at 3975 nm / Y®-cnekrp
NODJIOLIEHH HCOBITYEMOTr0 pacTBopa
JIOJDKEH MMETh MaKCHMYM IOTJIOLIEHUS

npu 397+5 HM
3. | Weight of package contents / 100g/100r According to Rus. Ph. /B COOTBETCTBHH |
Macca cogepKuMOro ¢ Tpebopanusamu [ © PO
YHaKOBKH
4, | pH 3.37 2.5t04.5/012,5 n04,5

Viscosity / BazkocTb

951.3 centipoise /
951.3 canTumyas

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

6. | Impurities / IIpamecH

i. | Impurity C/

[MTpumecs C

ii. | Impurity D/

[Tpumecs D

iii. | Any other impurity /
Jliob6as apyras npumMech

iv. | Total impurities /
Cymma npumeceit

Not detected / He obHapyxeHa

Not detected / He obHapyxeHa

0.03 %

0.07 %

Not more than 0.50 % /
He 6onee 0,50 %

Not more than 0.50 %/
He 60omee 0,50 %

Mot moro than 0.50 94 /
He 6onee 0,50 %

Not more than 1.50 % /
He 6onee 1,50 %

% | Micrebial purity* / Mukpo6uoJsiornyeckas yucrora*®

Remarks : The Product conforms to ND/
Hpumeuanne: [Tpoaykt coorBeTcTBYET Tpebobanusam H/I

Conclusion : APPROVED /
Zakaouenne: OJJOBPEHO

Prepared by /
[ToarororneHo: Rama kant

e

Checked by /
_IIporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pyggg}éoﬂn"renh
Pavan Kumar Sharma ="

Reprint Date / \
Hara: 23.06.2025

=f
Reprint Date /

Jara: 23.06.2025

Reprint Date / 'J
Hara: 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: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P.,, 173 205, INDIA
CEPTUOUKAT AHAJIN3A Tel 451 95 65 56001 02

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g S
MpoaykT: Haii3® AKTUBres (HUMECYNH) reNb U HAPYXKHOTO NpumMeHen s, 1 %, 100 r
Market / PbiHok : Russia / Poccns
Batch No. / . V250451 Batch Quantity / . 11882.00 units /
Cepust No ) Pazmep cepun " 11882.00eauHHM1IL
Analytical Repog‘t No. / . 040002971529 Date of Analysis/ . 23.06.2025
AHanmuTnueckuii oTyer No Jara ananu3sa
Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027
JlaTa npou3BoAcTBa Topex g0
Mfg. License No. /
IIpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
| TuueH3mst Ne

| Analysis performed according ND / Ananu3s nposeaen mo HJL: JITI-Ne(001336)-(PT-RU)-251022
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Ipumeuanue: [Ipoaykr cooTsercTRyeT Tpebopanusam HJL

3akmouenne: OJJOBPEHO

i. |Total Aerobic Microbial Count NA Not more than 100 CFU/g /
/ Ob1ee uuco a3pobHbIX He 6onee 100 KOE/r
MHMKpPOOPTaHHU3MOB
ii. | Total Combined Yeast and NA Not more  than 10CFU/g  /
mould count / Ob1ee uncno He 60nee 10 KOE/r
JPONOKEBBIX U [IECHEBBIX
rpuboB
ili. | Pseudomonas aeruginosa NA Should absentin 1 g/
OrcytctBue B 1 1
iv. | Staphylococcus aureus NA Should absentin 1 g/
OrcyterBUe B 1 1
8. | Assay/KoJsindyecTBeHHOE ONpee/ICHUE
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 gofgel /
Ot 9,0 MI 1O 11,0 MIC C13H12N205S
(aumecynun) (ot 90,0 % mo 110,0 % ot
HOMHMHANBHOTO cofiepkanus) B 1 r resist
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Hara: 23.06.2025

Jarta: 23.06.2025

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneHo: Rama kant %\ [i\ [TporepeHo: Pardeep Kumar Onobpeno: Menemxep / Py m;;d JIHTEb

(9/ = Pavan Kumar Sharma P
Reprint Date / \ Reprint Date / Reprint Date / =

JlaTta: 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: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

ww Arraddvs com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g

Ipoaykr: Haii3® AkTuBrens (HUMECYJIHI) relib Ul HAPYXHOro npumeneriis, 1 %, 100 ¢

Market / PoiHOK : Russia / Poccus

Batch No. / . V250451 Batch Quantity / . 11882.00 units /

Cepus Ne ) Pasmep cepuu * 11882.00enuHun
Analytical Repo“rt No. / . 040002971529 Date of Analysis / . 23.06.2025
AHanuTHYecKHi oTueT No JlaTa ananusa

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

JlaTa npon3BoacTBa Topen xo

Mifg. License No. /

IIpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JIHLeH3us1 Ne

| Analysis performed according ND / Anasu3s nposeaen mo HJI: JITI-Ne(001336)-(PI"-RU)-251022

Paged4 of 5/ Ctp. 4 m35

9. | Dimethyl sulfoxide / 99.0 % 90% to 110% of C;HsOS (dimethyl
Jdumernicynbgoxcen sulfoxide) of label claim /
Ot 90 % a0 110 % C2HsOS
(nuMeTHICYTbQOKCH) OT
HOMHMHAJIBHOTO COJICPKaHHsA
10. |Package / YnakoBka 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
JIAMHHHPOBAHHOTO ATIOMUHHS, CHab)XXeHHY0O MeMOpaHOH i1 KOHTpOJA
nepBoro BCkpbITHA. Kaxayio TyOy BMecTe ¢ HHCTPYKLMEH 10 MEAMLIMHCKOMY
MPUMEHEHHMIO MIOMEILAIOT B Na4Ky 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.

*IlokasaTesib MOKET OTCYTCTBOBATH B cepTHOHKATE aHATH3a npou3BoaHTe s, IIponssoauTenn
FApaHTHPYET Ka4ecTBO Npenapara 1o 3THM MOKa3aTe/IsiM.

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

API manufacturer batch number /
Homep cepuu nponspoanTens APC:

Nimesulide / Humecynun

NMS/125020170

FP Manufacturer API Batch number /
Homep cepuu cy0cTAaHIHMH NPOH3BOAHTEIS
TIJ®:

FESA00190

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

API Manufactured by & country /
IIpouzsoautens A®C, crpana:

Conclusion : APPROVED /
Bakawuenune: OJJOBPEHO

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt coorBeTcTBYET TpeboBanuaM HJI

Approved by: Manager/Executive /
Ono6peno: MeHemxkep / Py Kphonmeﬂh

IMoaroroeneno: Rama kant [Iposepeno: Pardeep Kumar
] Pavan Kumar Sharma S

\—=_..v'_

o

Prepared by / &ﬁr Checked by /
By
\

Reprint Date / L
Jara: 23.06.2025

Reprint Date /
Jata: 23.06.2025

Reprint Date /
Hata: 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: L85195AP1984PLC004507
www.drreddys.com



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

Qe
Dr- ReddY’S ‘.... Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P, 173 205, INDIA
CEPTU®HUKAT AHAJIM3A Tel : +91 98166 56001-02

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Hait3® AxtuBrens (HUMeCYyJIMA) Iellb AT HAPYXKHOTO MpuMeHenus, 1 %, 100 r

Market / PeiHoKk : Russia / Poccus

Batch No. / . V250451 Batch Quantity / . 11882.00 units /

Cepus Ne ) Pasmep cepuu * 11882.00equnun
Analytical Repourt No./ . 040002971529 Date of Analysis / . 23.06.2025
AHanyuTHYeCKHIi 0TYeT Ne Jarta anaauza

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

Jata npon3BoacTBa Toaen ao

Mfg. License No. /

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

Juuensng Ne - -
Analysis performed according ND / AHayin3 nposeaed no HJI: JITI-Ne(001336)-(PT-RU)-251022 !

Page Sof 5/ Crtp. Su3 5

g:?ﬁ%:::g::z;’ ;?:l;(g‘:)znati:gln sli\tI: f(;{eleasizite / Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
E;:M:Hzﬁa::el’uﬂﬁz]::ot;p SRS H-p Penaw’c Jlaboparopuc Jltn., Huaus, IlpoussoacteenHoe
e a4 = noapazaeneuue-6, Bunnamk Kxons, Hanarapx Poyn, bagnu,
DI ORI PRSI SECHs e BRINYOR Conan Qucrpukr, X.I1. 173205, Uuaus (JInueHsus Ne
ke 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».

3aKJ/0ueHne 0 CO0TBeTCTBHH: «HacTogmuM s MOATBEPIKAAIO, UTO IIPUBEACHHAS BhIIEe HHMOPMALKS SIBIISAETCS
JTOCTOBEPHON ¥ TOYHOM. DTa CepHs MPOAYKLIHH IIPOU3BEACHA (BKIIOYAA YIAaKOBKY (MapKMPOBKY) M KOHTPOIb
Ka4ecTBa) Ha BEINIEYKAa3aHHOM IIPOM3BOJCTBCHHOM ILTOMIAAKe (IUIOLIafKax) B IIONHOM COOTBETCTBHH C
TpeGoBanuAMY [IpaBui HaIUleXanel TpOU3BOACTBEHHOM NpakTHKH EBpa3uiickoro s3KoHOMUYeCKoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsOps 2022) u TpeOOBaHHUAMH KOHTPOIL KadeCTBa JIEKAPCTBCHHBIX
CPEICTB, & TAKKE B COOTBETCTBUH CO CIIeNU(PUKAIMAMY, COJEPKAIMMHUCS B PETHCTPAIIMOHHOM NOChE CTPAHbI-
UMIIOpTepa. 3alliCH 10 IPOU3BOJCTBY, YNAKOBKE H aHAIU3y INIPOBEPEHBI, H YCTAHOBJIEHO HMX COOTBETCTBHUE
Tpe6boBanuaM [IpaBui HajIexXalei TPON3BOICTBEHHOM IPaKTHKH EBpasHiicKOro 3KOHOMHYECKOIO COR03a».

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

Ipumeuanue: Iponykr coorseTrcTByeT Tpebosanusm HJL 3axkmouenne: OJJOBPEHO

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

IMoarorosneno: Rama kant @‘w IIposepeno: Pardecp Kumar Ono6peno: Menemxep / IJNKGBO}IHTEIIE:
PV =i = Pavan Kumar Sharma "f_f =

Reprint Dale / Repiiut Date / Repiiul Date / =

Jara: 23.06.2025 Hara: 23.06.2025 Jata: 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: L85195AP1984PLC0O04507
www.drreddys.com




