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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

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

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

L3l 68155 55001-02
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Il
[RSTI

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
MpoaykT: Haii3® Axtusrens (HHMecyann) reib 4jis HApYXKHOTO NpumeHenus, 1 %, 50 r

Market / Poinok : Russia / Poccus

Batch No. / . V250207 Batch Quantity / . 23500.000units /

Cepus No ' Pa3smep cepun * 23500.000 epuHML

Analytical Repourt No./ . 040002914163 Date of Analysis / . 30.04.2025

AHajuTHdeckuii oTyeT Ne JaTta ananausa

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

HAaTa npon3BoacTBa T'oaen go

Mfg. License No. /

IIponsepoacTBeHHan : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JnueH3us Ne -

Analysis performed according ND / Auanus nposeaen no HJI: JITT-Ne(001336)-(PI"-RU)-251022

Page1 of 6/ Ctp. 1 m3 6

No /

XapaKTEpHbIM 3allaxOM

Ne Test / [loka3arenn Result / PesyabTar Specification / Hopma

1. Description / Onuncanue Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to
yellow gel with characteristic odor/ | pale-yellow gel with characteristic odor /
OnHoponHblii  mpo3pauHbiii  renb | OOHOPOAHBIA NPO3pa4yHBIA  Tefb  OT
ON1eIHO-KENTOro 1[BETA ¢ | BeciiBeTHOroO O ONEAHO-XKEITOrO LBETA

C XapakKTCpHBIM 3aIrtaxoM

2. Identification / UnenTnguKanus

a) HPLC / BDXX

Complies as prescribed /
CooTBeTcTBYET TPeOOBAHUAM

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>xuaHus
OCHOBHOI'O MHKA Ha XpOMATOTpaMMe

UCTIBITYEMOTO pacTBopa JIOTDKHO
COOTBETCTBOBATh BpPEMEHH
yAEp>KUBaHHUA OCHOBHOIO IIHMKa Ha
XpoMaTorpaMMe pacTeopa
cTaHgapTHOro obpasua HUMeCYIMaa
(pazmen «KonuuecteeHHOE
oTipeielIeHHE»)

Remarks : The Product conforms to ND/

Hpumeuanne: [Tpogykr coorBercTBYeT Tpebosanusam HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Exgcutive /

IToarotoeneHo: Suman Kumar ITposepeHo: Pawan Kumar OpnobpeHo: MeHemKep/ PykosopuTens
7 jy‘ Abhishek Chauhan f

Reprint Date / Reprint Date / Reprint Date /

Hara: 30.04.2025 Hara: 30.04.2025 Hata: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4G 4900 2999, Emaii: mail@drreddys.com

CiN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUPHKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +51 58166 56001-02

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
INpoayxTt: Haii3® AxTHBrens (HUMECYJIHMI) relib AJisi HAPY)XKHOro nMpUMeHeHus, 1 %, 50 r

Market / PbiHOK : Russia / Poccus

Batch No. / . V250297 Batch Quantity / . 23500.000units /

Cepus Ne ) Pazmep cepun * 23500.000 exuHMLL
Analytical Repovrt No. / . 040002914163 Date of Analysis / . 30.04.2025
AHaJuTHYecKHii 0TyeT Ne JlaTa ananuza

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

JaTa npous3BoacTBa T'onen oo

Mfg. License No. /

ITponspoacTBeHHAs : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
suuen3ust No

Analysis performed according ND / Auanns nposeaeH no HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page2 of 6/ Ctp. 2 u3 6

No/

Test / Iloka3zareas
Ne

Result / PesyasTat

Specification / Hopma

Complies as

b) UV spectrophotometry / YO-
cnexkTpodoTo MEeTpHS

prescribed

CoOTBeTCTBYET TpeOOBaHUAM

/

UV absorption spectrum of the test
solution should have absorption
maximum at 39745 nm / Y®-cnekrp
MOIJIOLIEHHUsT HCITBITYEMOTO  pacTBOpa
JOJDKEH HUMETh MAaKCUMYM IOTJIOIEHHS
npu 397+5 HM

3. | Weight of package contents / 51g/5lr According to Rus. Ph. / B cooTBeTcTBHH
Macca coaepxumMoro ¢ TpeboBanusmu I'® PO
YIAKOBKH
4. | pH 3.37 2.5t04.5/0t12,5 no4,5
5. | Viscosity / BaskocTn 931.2 centipoise / 400 to 1,200 centipoise /
931.2 canTHmya3s Ot 400 no 1200 cantumyas
6. | Impurities / Ilpumecn

ii.

Impurity C/ Not detected / He 0OHapykeHa Not more than 0.50 % /
IMpumecs C He 60mee 0,50 %
Impurity D / Not detected / He oOHapyxeHa Not more than 0.50 % /
TMpumece D He 6onee 0,50 %

Remarks : The Product conforms to ND/
Hpumeuanne: [Ipogykr cooTBercTByeT TpeboBanusam HJL

Conclusion : APPROVED /
3ak/o4yeHHe: OIIOBPEHb

Prepared by /
INToarorosneno: Suman

mar

F

(_,/—.

Checked by /
IIpoeepeno: Pawan Kumar

Approved by: Manager/Exgcutivg /
Ono6peno: Menemkep / Pylosojurens

Abhishek Chauhan

R

Reprint Date /
Hata: 30.04.2025

Reprint Date /
Jata: 30.04.2025

Reprint Date /
Jlata: 30.04.2025

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

CIN: L85195AP1984PiC004507
www.drreddys.com




Dr.Reddy’s ‘,’:‘.

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

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

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Tel : +61 98166 56001-02
www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Tlpoaykr: Haiis® AkruBresib (HUIMeCYIMA) reNlb 11 HApYXKHOTO npumenenns, 1 %, 50 r

Market / PbIHOK : Russia / Poccus

Batch No. / . V250297 Batch Quantity / . 23500.000units /

Cepus Ne ) Pasmep cepuu * 23500.000 equnumI

Analytical Repourt No./ . 040002914163 Date of Analysis / . 30.04.2025

AHaNHTHYECKHI 0T4eT Ne Jata ananausa

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

Jata npousBoacTBa Topen 1o

Mfg. License No. /

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

JHUEeH3Ns Ne ]

Analysis performed according ND / Anaau3s nposeaen nmo HA: JITI-Ne(001336)-(PT'-RU)-251022

Page3 of 6/ Ctp. 3 m3 6

i‘? d Test / lloka3zarensn Result / PesyabTar Specification / Hopma
iii. | Any other impurity / 0.03% Not more than 0.50 % /

Jlrobas apyras npUMech He 6onee 0,50 %
iv. | Total impurities / 0.1% Not more than 1.50 % /

CymMa npumecei He 6onee 1,50 %

7. | Microbial purity* / Mukpo6HoJoru4eckas YacTora*

i. | Total Aerobic Microbial Count /
Ob61ee yucso adpobHBIX MHKpO-
OpraHU3MOB

NA Not more than 100 CFU/g /

He 6osnee 100 KOE/r

ii, | Total Combined Yeast and
mould count / Obiuee yucio
APOXOKEBBIX M TUIECHEBBIX
rpubos

iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

NA Not more than
He 6onee 10 KOE/r

NA Should absentin 1 g/
OtcyrctBue B 1 1
NA Should absentin 1 g/

OrcyrctBue B 1 1

10 CFU/g

8. | Assay/Koanuccrpennoe onpeaejienne

Remarks ;: The Product conforms to ND/

IIpumeuanue: IIponykTt cooreTcTBYET TpeboBanusam HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Exegutive /

INoaroroenexo: Sun(laﬁlslumar Iposepeno: Pawan Kumar Omo6peHo: MeHemkep / PykoBguutenb
o7 o Abhishek Chauhan / J

Reprint Date / Reprint Date / Reprint Date /

Jlara: 30.04.2025 Jlara: 30.04.2025 Jara: 30.04.2025

Registered Office: 8-2-327, 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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Dr.Reddy’s q_'f
CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 58166 56001-02
www.drreddys.com

Product : Nise Activgel (nimesulid%el for external use, 1 %, 50 g

Ipoaykr: Haii3s® AKTHBresb (HUMECYTMA) TeNb JUIA HAPYXKHOTO NpUMeHeH s, 1 %, 50 r

Market / Pu1Hox : Russia / Poccus

Batch No. / e Batch Quantity / ~23500.000units /

Cepust Ne ) Pazmep cepun * 23500.000 exuHuL
Analytical Repoz‘t No./ . 040002914163 Date of Analysis/ . 30.04.2025
AHanuTuyeckuii oTueT Ne Jata ananusa

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

JaTa npon3BoacTea Toaen go

Mifg. License No. /

ITpouspoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JmueH3ust Ne

Analysis performed according ND / Ananus nposeaed no H: JITI-Ne(001336)-(PI"-RU)-251022

Page4 of 6/ CTp. 413 6

;I.‘? / Test / IlokazaTens Result / PesyabTar Specification / Hopma
Nimesulide / 9.98 mg/9.98 mr 9.0 mg to 11.0 mg of C13H12N20sS
Humecynun (99.8 %) (nimesulide) (90.0% to 110.0% of label

claim)in 1 g of gel /
Ot 9,0 mr go 11,0 mr Ci3H12N20sS
(uumecymun) (ot 90,0 % 10 110,0 % ot
HOMMHAJIBHOI'O coJiep>kaHus) B 1 r rens
9. | Dimethyl sulfoxide / 99.5 % 90% to 110% of C2HsOS (dimethyl
JuMeTHICYIHL(OKCHT sulfoxide) of label claim /
Ot 90 % nmo 110 % C;HsOS
(mumMeTHICYNIBGOKCHI) OT
HOMHHAJBEHOT'O COACPXKAHUS
10. |Package / YnakoBka 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 u3
JIAMHHHPOBAHHOIO AaIIOMHUHHUs, CHAaOXEeHHYyI0 MeMOpaHOH Juii KOHTpOJIs
nepeoro Bekpbitusi. Kaxnyto Ty6y BMecTe ¢ HHCTPYKLMEH M0 MEJULUHCKOMY
PUMEHEHHIO [IOMEINAIOT B MavKy 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.
*Tloka3aTelib MOXET OTCYTCTBOBATHL B cepTHQHKATe aHAIH3a npon3BoanTens. Ilpoussoaurens
rapaHTHpYeT Ka4eCTBO Npenapara 1o THM MoKa3aTe/IsM.

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

Mpumeuanue: [Tponykr coorBeTcTByeT TpeboBanusm HJI 3akmiouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Efecutiye /

Iloaroroeneno: SumapKumar [Iposepeno: Pawan Kumar Onobpeno: Menemxep / F ’1{03:5 urenb

- g Abhishek Chauhan | (

Reprint Date / Reprint Date / Reprint Date /

Jara: 30.04.2025 Jlarta: 30.04.2025 Jara: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




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

(I
DI'. Red dY,S ‘;. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, IND!A

CERTIFICATE OF ANALYSIS
www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ilpoaykr: Haiiz® AxTuBrens (HUMeCYJIMA) Ielb A HAPYXKHOTO MpuMeHeHusd, 1 %, 50 r
Market / Prinok : Russia / Poccus
Batch No. / . V250297 Batch Quantity / . 23500.000units /
Cepus Ne ) Pasmep cepuu * 23500.000 enupui
Analytical Repourt No./ . 040002914163 Date of Analysis / . 30.04.2025
AHaJuru4yecknii oTuet No Jata anannsa
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
JaTa npou3BoacTBa I'open ao
Mifg. License No. /
IIpousBsoacTBeHHasl : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JMLeH3us Ne

Analysis performed according ND / Ananu3 npoenet no HJI: JIII-Ne(001336)-(PT-RU)-251022

Page5of 6/ Ctp. Su3 6

;&PI naI:ne (INN) / HaumenoBanne ADC Nimesulide / Humecymun

API manufacturer batch number / NMS/14120885

Homep cepun npouspogureas ADC:

FP Manufacturer API Batch number /

Homep cepun cybcTaHIHA FERAOQ0756

npousBoauteas I'JID:

API Manufactured by & country / Aarti Drugs Ltd., India /
IMponzsoautean ADC, crpana: Aaptu Jlparc JItn., Uunus

Name, address, authorization No for

FP manufacturing site / Control site / Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Release site / Distt. Solan (HP) 173205, India (License No MNB/05/263) /
HaumenoBanmne, aapec H HOMEp H-p Pengu’c Jlabopatopuc JIta., Uuaus,
JIMUEH3HHU ILIOIAAKH, IMpousBoacTBeHHO® MoApasneneHue-6, Bunnamk Kxons,
ocyuecTBJsAOIe Hanarapx Poya, Bagnu, Conan Jucrpuxr, X.J1. 173205,
NMPOH3BOACTBO/KOHTPOIb Wupusa (JTunensus Ne MNB/05/263)
KayecTBa/BhinycK I'JID /

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

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

Ipumeyanme: [Tpoaykr coorBeTcTBYET Tpebopanuam HJJ 3axkmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/E Xg ulive/

IoaroroeneHo: Suman Kumar [Iposepeno: Pawan Kumar Onobpeno: Menemxep / OBGUTEND
/K ){ Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Hata: 30.04.2025 Hata: 30.04.2025 Hara: 30.04.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



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

)
Dr.Red dY’S Q'o. Vill. Khol, Naiagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Pistt. Solan, H.P., 173 205, INDIA
Tel : +51 98166 56001-02

CEPTUOUKAT AHAJIN3A o
— www.drreddys.corn

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykt: Haii3® AkruBrens (HUMECYJUI) TeNb IS HAPYXKHOTO NPUMEHEHNH, 1 %, 50 r I
Market / Pulnok : Russia / Poccns
Batch No. / . V250297 Batch Quantity / . 23500.000units /
Cepusa Ne ' Pa3smep cepun © 23500.000 enuHMLL
Analytical RepOft No./ . 040002914163 Date of Analysis / . 30.04.2025
AHaJIHTHYECKH# 0TUeT N2 Harta ananusa
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
JlaTa npou3BoACTBA Tonen no
Mfg. License No. /
IlponsBoacTBeHHasi : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT"-RU)
JinueH3us Ne
Analysis performed according ND / Auanns nposened mo HJ: JITI-Ne(001336)-(PT'-RU)-251022 |

Page 6of 6/ Crp. 6 M3 6

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/JII0YeHHe 0 cO0TBeTecTBHH: «HacTosdImuM s IIOATBEPKAI0, YTO IPUBEACHHAs BhIe HHYOpMALUs ABIAETCA
JIOCTOBEPHOM M TOYHOM. DTa cepHs MPOAYKLHH Ipou3BeAeHa (BKIOYas YNaKOBKY (MapKMpOBKY) ¥ KOHTPOIb
Ka4ecTBa) Ha BHIEYKA3aHHOW NPOWU3BOACTBEHHOM IIomaike (IUIOIIAAKax) B IOJHOM COOTBETCTBUH C
TpeGopanuaMu [IpaBui HaLIEXalIeH TPOU3BOACTBEHHOM MPaKTHKH EBpasuilckoro 5KOHOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsi6ps 2022) v TpeGOBaHHAMH KOHTPOJIA KayecTBa JIEKAPCTBEHHBIX
CPEJICTB, a TAKXKE B COOTBETCTBHH CO CIENHPHKALUAMY, COAECPKAIMMHUCI B PETUCTPAIIMOHHOM JIOCHE CTPaHbI-
UMIIOpTepa. 3aluCH 10 TMPOU3BOJCTBY, YIAKOBKE M AHANU3Y INPOBEPEHBI, U YCTAHOBJIEHO HX COOTBETCTBUE
TpeGoBanmsaM [1paBHiI HaIexKalnel Ipor3BoICTBEHHOM NPaKTUKH EBpasniiCKOro 9KOHOMHUYECKOTO COFO3a».

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

Ipumeuanne: Ilponykt cooreTcTBYET TpeboBanusam HJT 3akmouenne: OJJOBPHHO

Prepared by / Checked by / Approved by: Managcr xecutive /

ITogrorosneHo: Sumir}umar ITposepeno: Pawan Kumar Onobpeno: Menejke p Pykgbonurens
L2 Abhishek Chauhan | ¥

Reprint Date / Reprint Date / Reprint Date /

Jara: 30.04.2025 Hara: 30.04.2025 Hara: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



