Dr.Reddy’s ‘g

CERTIFICATE OF ANALYSIS
CEPTHUDHKAT AHAJHM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoayrr : Hais®™ Axrusresns (HMeCYIHN) Teib U1 HAPYHKHOIO IPUMCHCHNUA, 1%, 50r
Batch No / : V230647 Batch Quantity / : 24000.0 units /
Cepnst Ne O6neM NapTHE 24000.0 enunuLy
Analytical Report No / : 890001691417 Date of Analysis / + 30.09.2023
ANASHTHYECKHI 0THeT No JiaTa aHanu3a
Date of Manufacture / : Sep-2023 Date of Expiry /' + Aug-2025
JlaTa npPOH3BOICTRA Tonen a0 .
Analysis performed according ND / Auasus nposeae o HJI: JITI-Ne(001336)-(PI-RU)-251022

Pagel of4/Ctp. 1 u3 4

pale-yellow gel with
characteristic odor /
OnHOPOAHKIH IPO3PAUHBLHA
reJe 61eHO-KEeATOro NBeTa ©
XapaKTEepHbIM 3aNaX0M

1:: / Test / IlokajzaTens Result / PesyasTaT Specification / Hopma
1. Description / Onncause Homogeneous, transparent, Homogeneous, transparexf

colorless to pale-yellow gel with
characteristic odor / ORHOPOAHbIH
Npo3pavHslii renxs oT GeclBETHOroO
go 6nemHo-XKenToro LBera C
XapaKTePHBIM 3aaXOM

2. Identification / Maeurndrranas

2) HPLC / BOXKX

Complies as prescobed /
CooTBeTCTRYET TPEOOBAHHAM

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 ynepxuBaHHA
OCHOBHOT'O nHKa Ha
XpomarorpamMmme HCIIBITYEMOI'O
PacTBOpa LONDKHO COOTBETCTBOBATH
BPEMEHH YIEPXKHMBAHHA OCHOBHOTO
MHKa HA XpOMAaTOrpaMMe pacTsopa
CTaHJapTHOTO ofpasia
HAMECYNHAA (paznen

«KonHuecTBEHHOE OTPENeNIEHHEN)

Remarks : The Product conforms to ND/
Hpnmeyanne: Tponykt coorsercrayet TpeGosanuam HIT

Conclusion : APPROVED /
3axawgenne: QJJIOBPEHO

Jara: 30.09.2023

Hara: 30.09.2023

Prepared by / Checked by / Approved by: Manager/Encoutive /
IToAroTOBNEHO: Tposepero: Himesh Kumar Onobpeno: Menemkep / Pysopoantent
Pardeep Kumar 9'5"_{5 Abhishek Chauhan L.

Reprint Date / Reprint Date / Reprint Date /

Hara: 30.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 25999, Email: mail@drreddys.com

CIN: L85195AP19B4PLC0O04507
www.drreddys.com




Dr.Reddy’s ‘;‘7

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A
Product - Nise Activgel (nimesulide) gel for external use, 1 %, 50 g =
Npoayxr : Haiis* Axtuerens (HUMCCYNHA) re/tb ANNA HAPYIKHOIO MPUMEHEHIA, 1%,350r
Batch No / : V230647 Batch Quantity / : 24000.0 units/ |
Cepns Ne Obnem napTim 24000.0 exmmpu |
Analytical Report No / : 90001691417 Date of Analysis / : 30.09.2023
AnannTnaeckuii oryer Ne Jlara ananH3ia
Datie of Manufacture / : Sep-2023 Date of Expiry / : Aug-2025
JlaTa npOM3BOJCTBA Tonen o

Analysis performed according ND / Anayus nposeen no HIL: JIT-Ne(001336)-( Pr-RU)-251022

Page2 of 4/ Crp. 2 uz 4

Y®-cnekrpooro
MeTpHA

b) UV spectrophotomietry /

Complies  as

prescribed  /
CootsercreyeT Tpebopaluam

maximum at

UV absorption spectrum of the test
solution should have absorption

CTIEKTD MOTJIOMIEHHA UCMBITYEMOro
PacTBOpa KOIMKEH HMETH MAKCHMYM

397+5nm / Y-

noraoteHus npu 397+5 AM

3. | Weight of package Slg/5lr According to Rus. Ph./ B
contents / Macca COOTBETCTBUH € Tpe6OBanUAMHU
CONCPHHMOTO YITAKOBKH ‘TO PO

4. | pH 33 2.5t04.5/012,5n004,5

5. | Viscosity / BazkocTs

1033 centipoise /
1033 canrumyas

400 to 1,200 centipoise /

Ot 400 go 1200 cautanyas

6. | Impurities / Ipamecu

i. | Impurity C/ Not detected / e o6napyxena | Not more than 0.50 % /
Mpumecs C He 6onee 0,50 %
ii, | Impurity D/ Below LOD (LOD = 0.02 %)/ | Not more than 0.50 % /
IMpumecs D Hrwke npenena o6Hapyxerns | He 6onee 0,50 %
(ITO =0.02 %)
iii. | Any other impurity / Below LOQ (LOQ = 0.05 %) / | Not more than 0.50 % /
Jlobas apyras npuMmecs He 6onee 0,50 %

iv. | Total impurities /
Cymma npumeceit

Hrpxe npenena

KOJIMYECTBEHHOTO
onpenenenns (IIKO = 0.05 %)
0.1 %

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

Remarks : The Product conforms to ND/
Hpumexanue: Iponyxt coorpercrayer Tpebosatnam HJJ

Conclusion : APPROVED /
3axmouenne: OJOBEPEHO

Prepared by / | Checked by / Approved by: Manager/Execulive /
[NoaroToreHo: d Ipogepeno: Himesh Kumar Onobpeno: Menemsep / Pykoeoguresns
Pardeep Kumar OL__ Cb%/;, Abhishek ChauhaflLJ\
Reprint Date / Reprint Date / Reprint Date/ ¥
JHara: 30.09.2023 IlaTa: 30.09.2023 JHara: 30.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIFI3A
Product : Nise Activgel (mimesulidc) gel for extemal usc, 1 %, 50 g
Hpopyxr ¢ Hais® Axrusrens (Husmecynua) resib A HApY»KHOTO NPUMCHCHHA, 1%, 50r )
Batch No / + V230647 Batch Quantity / : 24000.0 units /
Cepusi No ObLeM NapTHH 24000.0 enunm
Analytical Report No / : 890001691417 Date of Analysis / : 30.09.2023
Ananuriadeckuii oTaer Ne JaTa aHaJau3a
Date of Manufacture / : Sep-2023 Date of Expiry / : Aug-2025
JaTa npoH3BOACTBA T'onen 10
Analysis performed according ND / Aranus nposegen no HJI: JITI-Ne(001 336)-(PT-RU)-251022
Page3 of4/Crp.3 3 4
7. | Microbial purity* / Muxpotroioraseckas I4cToTa*
i. | Total Aerobic Microbial NA Not more than 100 CFU/g /
Count / O6uiee uncno He 6onee 100 KOE/r
a3pOOHBIX MUKpO-
OpraHH3MOB
it. | Total Combined Yeast and NA Not more than I10CFU/g /
mould count / Obuee 1ucio He 6onee 10 KOE/r
APOFOKEBLIX B IJIeCHEBbIX
rpuboB
iii. | Pseudomonas aeruginosa NA Should absentin1 g/
OrcyrcTBue B 1 r
iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcyTcTBHE B 1 T

8. | Assay/KoauvyecTBeHHOe onpeNe/icHHE

Nimesulide / Hamecynux 991 mg/9.91 Mr

(99.1 %)

9.0 mgto /1 1.0 mg of C3H12N20sS
(nimesulide) (90.0% to 110.0% of
label claim)in 1 gof gel /

'Ot 9,0 Mr 10 11,0 Mr C1aH;2N20sS
(uamecynnn) (ot 90,0 % o

110,0 % oT HOMHHAJIBHOTO
conemxanns) B 1 r rena

Remarks : The Product conforms to ND/
Ipumeuanne: [Tpoaykr cootsercrayer Tpebopanuam HIT

Conclusion : APPROVED /
Jaxnouenne: OJOBPEHO

Prepared by /

Checked by /

ITonroroBneHo: f Mporepeno: Himesh Kumar
Pardeep Kumat =+ ()1(/_,J

Approved by: Manage/Executive /
Opnobpeno: Menelpkep / Pygosonmtens
Abhishek Chauha "\

Reprint Date /
Hara: 30.09.2023

Reprint Date /
Jara: 30.09.2023

Reprint Date /
Hara: 30.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com

CIN; L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpomyxr : Haiis® Axtusress (Humecynun) restb 14 HapyKHOTO NPUMEHEHHY, 1%,50r
Batch No / t V230647 Batch Quantity / : 24000.0 units /
Cepun Ne Ob6bem mapTHi 24000.0 efvrmg
Analytical Report No / : 890001691417 Date of Analysis / : 30.09.2023
Anamnrauecknii oryer Ne Jlara aHaAn32
Date of Manufacture / : Sep-2023 Date of Expiry / : Aug-2025
JlaTa upoH3BOACTBA Toper a0
Analysis performed according ND / Auanus nposeser no HJI: JI[1-Ne(001336)-(PT-RU)-251022
Page 4 of 4/ CTp. 4 13 4
9. |Dimethyl sulfoxide / 101.4 % 90% to 110% of C2HsOS (dimethyl
JuamMeruacynsGorcHy sulfoxide) of label claim /
Ot 90 % pmo 110 % C;HeOS

(numeTHncy b HOKCHA) OT
HOMHMHAIBHOTO CONEPX@HHS

10. |Package/ YnakcBka 50 g in 2 laminated aluminum tube equipped with tamper-evident
membrane. Each tube and a patient information leaflet in a carton. / ITo
50 r B TyGy 3 JAMHHMPOBZHHOTO AIMIOMHHHA, CHAOXKEMHYHO
mem6panoit 1A KOHTpOJs NepBoro Bekpeitha. Kaxayio TyOy Bmecre
€ WHCTPYKLMEH 10 MEAULMHCKOMY NMPHMEHEHUIO NIOMELIAIOT B MA4Ky
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.
*[IoKa3aTe/ib MOMKCT OTCYTCTBOBATH B cepTHHKATe aHANH32 npon3BoanTens. Ilpoussoaurens

rapagrupyer Ka4HecTrO NpeuapaTa no 3STHM IMOKAa3aTeJIsIM.

API name (INN) / Haumenosauie ADC (MHH): Nimesulide / Humecynnn

API manufacturer batch number / NMS/13070686

Homep cepun nponssoguteas APC:

FP Manufacturer API Batch number / FEQA00379

Homep cepMH cyGcTanuuu nponssoauvens I'JIP:

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

Ipouseoautesns APC, crpaua: Aaprtu Iparc JItn., UHnus
Remarks : The Product conforms to ND/ Conclusion ;: APPROVED /
Npumeuanne: [Ipoayxr cootsercTByeT TpeGoBanusM HJT, 3axmouenue: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MToarorornexo: Tposepeno: Himesh Kumar Onobpeno: Meueaep / Pykosoaurens
Pardeep Kumar ‘ - '______________, Abhishek Chauhan EL\ \
Reprint Date / Reprint Date / Reprint Date /
Hara: 30.09.2023 IlaTa: 30.09.2023 Hata: 30.09.2023

Reglslered Offlce: 8-2-337, Road Wu. 3, Banjara Hllls, Hydecabad - 500034, Telangana, Indla
Tel: +91 40 4900 2300, Fax: +31 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




