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CERTIFICATE OF ANALYSIS

Dr Reday's Laboratories | il
Formulation Unit-5

Vil Khol, Nalagarh Road, Badd,

Distr. Solan, H.P, 173 205, INDIA
Tol ool 98166 56001-02

whyve drreddus com

CEPTUOUKAT AHAJIN3A
Product Nise Activgel (nimesulide) gel for extemal use, 1 %, 50 g
Hpoaykr Haiiz® AkTuBresns (HUMECYIIU) Telib A1 HapyKHOTO NpuMeHeHus, 1 %, 50 r
Batch No / : V230745 Batch Quantity / : 23800.00 units /
Cepusa Ne O0bem naprau 23800.00 e aunmL
Analytical Report No / : 040002177481 Date of Analysis / : 14.10.2023
AHaauTHYeckHi oTueT Ne JlaTa ananuza
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
Jata npousBoacTBa T'onen oo

Analysis performed according ND / Anasm3 nposegen mo HJI: JITT-Ne(001336)-(PT"-RU)-251022

Page1 of4/Crp.1n3 4

No/ . .

o Test / IokxazaTenan Result / PesyabTaT Specification / Hopma

1. Description / Onucanne Homogeneous, transparent, Homogeneous,transparent,colorless
pale-yellow gel with to pale-yellow gel with
characteristic odor / characteristic odor / OnHOpOAHBIH
OJIHOPOZ[HHﬁ npo3paqHHi‘{ HpOSpii‘-IHLIﬁ reiab oT GecLBETHOrO
rejib OJieHO-)KENTOro LBeTa ¢ | A0 GnenHo-KeNTOro  1BeTa ¢
XapaKTEepHBIM 3aMaXoM X4apaKTCPHBIM 3aIlaXOM

2. Identification / UaenTnduranunn

a) HPLC / BDXKX

Complies as  prescribed /
CootBeTcTBYET TpEeOOBaHUAM

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) / Bpemsa ynepxuBaHus
OCHOBHOT'O MHKa Ha
XpOoMaTorpaMme HCIIBITYEMOTO
pacTBOpa IOMKHO COOTBETCTBOBATH
BPEMEHH YIEP>KUBAHHUS OCHOBHOI'O
IIFKa Ha XpOMaTorpaMMe pacTBOpa
CTaHIapTHOTrO obpasnua
HUMeCYIHIa (pasmen
«KonudecTBeHHOe onpeneneHre)

Remarks : The Product conforms to ND/
Ilpumeuanue: ITpoaykr cootBercTByeT TpeboBanusaM HJI

Conclusion : APPROVED /
3axkawuenune: OJOBPEHO

Prepared by / Checked by /
[Toaroroeneno: Anjali IIpoBepeno: Santosh Kumar
‘_«ﬁv Ay Maurya 5=

Approved by: Manager/Executive /
OnobpeHo; Menemxkep / PykoBoapuress
Manoj Kumar ;

Reprint Date /23.01.2024
Jara:

Reprint Date /23.01.2024
Jara:

Reprint Date / 23.01.2024
Hara:

Registered Oifice: 8-72-337, Road Ne. 3, Banjara Hills, Hyderabad - 500024, Telangana, indio
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: madw@ diteddys com

CIN: L85195AP19E4PLCCOAS07
www.drreddys.com



@
Dr.Reddy’s ‘_.o.

Dr. Redcyv's Laboratories Lid

“ormlation Unit-6
vill. Khol, Malagarh Road, Badd,
Dizit Solan, H P, 172 205, INDIA

el 0491 95166 56001-02

CERTIFICATE OF ANALYSIS v direddys com
CEPTU®UKAT AHAJIM3A

Product Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IIpoaykT Haiiz® AkTHBrens (HUMeCYJIMA) reJib Ul HAPYKHOTO NpuMeHeHus, 1 %, 50 r
Batch No / : V230745 Batch Quantity / : 23800.00 units /
Cepus Ne O6bem mapTun 23800.00 egunun
Analytical Report No / : 040002177481 Date of Analysis / : 14.10.2023
Anajgurndyeckuii oT4yeT No JaTa anajinza
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
Jara npousBoacTea Toxen go
Analysis performed according ND / Anayms nposexed mo HJI: JII1-Ne(001336)-(PI"™-RU)-251022

Page2 of 4/ Ctp. 2 u3 4

b) UV spectrophotometry /
Y®-cnextpodoro
MeTpus

Complies as  prescribed
CooTBeTCTBYET TPeOOBaHUAM

/

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / VY-
CIEKTp IIOIJIOIIEHHS HCIIBITYEMOro
PAacTBOpa AOJDKEH UMETh MAKCUMYM
rorJonieHus npu 397+5 am

3. | Weight of package S5lg/51r According to Rus. Ph. /B
contents / Macca COOTBETCTBHH C TPEOOBAaHUAMM
COIEPKHMOI0 YHIAKOBKH I'eo po

4. | pH 3.37 2.5t04.5/0t12,5 004,5

5. | Viscosity / BaskocTb

993.7 centipoise /
993.7 cantunyas

400 to 1,200 centipoise /
Ot 400 no 1200 canTHmya3s

6. | Impurities / lIpumecu

i. | Impurity C/
[Ipumecs C

ii. | Impurity D/

[Mpumece D

iii. | Any other impurity /
JIrobas gpyras mpumech

iv. | Total impurities /
CymMma npumeceit

Not detected / He o6HapyxkeHa

Not detected / He 06HapyxeHa

0.03%

0.1%

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

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

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

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

7. | Microbial purity*

/ MukpoOnonorayeckas YucTora*

Remarks : The Product conforms to ND/
IIpumeuanue: [lpoaykr cootBeTcTBYeT TpeGoBanusm HJJ

Conclusion : APPROVED /
3akmwuenune: OJJOEPEHO

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

[Toaroroeneno: Anjali ITpoeepeHo: ?z;?/osh Kumar OnobpeHo: Meneokep / PykoBosTens
s — Maurya g ;A Manoj Kumar 'b;ﬁi

Reprint Date /23.01.2024 Reprint Date /23.01.2024 Reprint Date / 23.01.2024

Hara: Hara: Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 505034, Telangana, Indiz
Tol: +91 40 4000 2900, Fax: +91 40 4900 2029, Email: mail@drreddys.com
CIN, LBS195AP1984PLCDNAS0T

www.drreddys.com
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Dr. Reddy’s Laporatories Lid
Formulation Unit-5

Vill. Khot, Malagarh Road, Baddy,
Distt, Selan, R, L7

/5 205, DA

Ul-l
CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IIpoaykr Hait3® AxtuBrens (HUMeCYJIU) reib JUiA Hapy>KHOro npumeHenus, 1 %, 50r
Batch No / 1 V230745 Batch Quantity / : 23800.00 units /
Cepus Ne O0Bem napTHH 23800.00 egunun
Analytical Report No / : 040002177481 Date of Analysis / : 14.10.2023
AHaJuTHYeCKHI oTUeT No JlaTa ananusa
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
JlaTa mpoH3BOJCTBA T'ogen g0
Analysis performed according ND / Ananu3 nposegen no HJI: JIIT-Ne(001336)-(PI-RU)-251022

Page3 of4/Crp.3u3 4

1. | Total Aerobic Microbial
Count / O61ee yuciIo

Not more than 100 CFU/g /
He 60nee 100 KOE/r

NA
a3poOHBIX MHKPO-
OpPraHH3MOB
ii. | Total Combined Yeast and Not more than 10CFU/g /
mould count / Ob1ee uncio NA He 6onee 10 KOE/r
JPOXOKEBBIX U IUIECHEBBIX
rpuboB
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyretBue B 1 1
iv. | Staphylococcus aureus NA Should absent in 1 g/

OrcyrcTBUe B 1 1

8. | Assay/KoanuyecTBeHHOE onpee/icHHe

Nimesulide / Humecymnun

9.86 mg/ 9.86 Mr
(98.6 %)

9.0 mg to 11.0 mg of C13H12N205S
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 Mr g0 11,0 mr Ci3H12N20;58
(ummecynun) (ot 90,0 % no

110,0 % oT HOMHHAJILHOTO
conepxkanus) B 1 r rend

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Iponykr coorBeTcTBYeT TpeboBanusm HJL 3axkmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITonrororneno: Anjali TTposepeno: Santosh Kumar Onobpeno; Menemwxep / Pykosoaurens

,b\,):}"/ Maurya : Manoj Kumar '

— [y LA
Reprint Date /23.01.2024 Reprint Date /23.01.2024 Reprint Date / 23.01.2024
Hara: Hara: Hara:
Registered Office: €-2-337, Road No. 3, Banjara Hille, Hyderabad - 500024, Telzneana, india

Tal +91 40 4200

2900, Fax. +21 40 4900 2629, Email: mnil@drreddys.com

CIN: L85195AP1934PLCO0ISDY

www drreddys.com




@ o
Dr.Reddy’s ‘;‘

Dr. Redav's Laboratories ¢
Forimulation Unit-6
Vil . Nalagarh Road, Badd,

S

™ i

LHET ; i 0% 1

Vool - -

CERTIFICATE OF ANALYSIS v draddys carm
CEPTUP®HUKAT AHAJIU3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hponykr : Haiiz® Axrueress (HUMeCYTUA) Tellb Ul HApyXKHOro mpuMeHenus, 1 %, S0 r
Batch No / : V230745 Batch Quantity / : 23800.00 units /
Cepus Ne O6beM NapTHH 23800.00 e gunnny
Analytical Report No / : 040002177481 Date of Analysis / : 14.10.2023
AHATHTHYECKHI oTueT No Jlara anajaun3za
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
Jata npon3BoacTBa Tonen no
Analysis performed according ND / Ananns nposeaen no HJI: JIT-Ne(001336)-(PI'-RU)-251022
Page4 of 4/ Ctp. 4 u3 4
9. |Dimethyl sulfoxide / 90% to 110% of C.HeOS (dimethyl
JAumMeTHiacyabpoken 98.9 % sulfoxide) of label claim /
Ot 90 % o 110 % C;HesOS
(mumeTHICYTEGOKCH) OT
HOMMHAJIBHOTO COAEPKaHUsA
10. |Package / YmakoBka 50 g in a laminated aluminum tube equipped with tamper-evident

KapTOHHYIO.

membrane. Each tube and a patient information leaflet in a carton. / Tlo
50 r B Ty0y M3 NaMHHHPOBAHHOTO ATIOMHUHUS, CHAOXKEHHYIO
MeMOpaHOH Ul KOHTPOJS mepBoro BekpoiTHi. Kaxmyio TyOy BMecTte
C MHCTPYKIIHEH N0 MEJUIIMHCKOMY IIPUMEHEHHUIO MOMEIIAIOT B NaYKy

*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.
*Tloka3aTesIb MOXKET OTCYTCTBOBATH B CePpTHQHKATE aHAIH3a Npou3BoanTes. Ilpoussogurenn

rapasTupyer Ka4eCTBO npeuapaTa 1no 3TUHM NoKa3aTe/ifiM.

API name (INN) / Haumenopanue A®C (MHH):

Nimesulide / Humecynun

Homep cepun cyocTannuu npoussoaurteas IJID:

API manufacturer batch number / NMS/13070717
HomMmep cepun npoussoaurensa ADC:
FP Manufacturer API Batch number / FEQAO00399

API Manufactured by & country /
IIponssoantens ADC, cTpana:

Aarti Drugs Ltd., India /
Aaptu Jlparc Jlta., Mnaus

Remarks : The Product conforms to ND/
IIpumeuanue: Ilpogykr cooTBeTcTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
Zakiawuenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iu viusliet .A\t{dh IMpusepenu. Sautush Kuiuat OuuGpenu: Menvamep / Pyrosommyes
\ . -
_‘& /&_/!,/ Maurya CM Manoj Kumar { 3 i /
Reprint Date /23.01.2024 Reprint Date /23.01.2024 Reprint Date / 23.01.2024
Jara: Hara: Hara:
Recistered Office: 8-2-237, Read No. 3, Banjara Hills, Hyderabad - 00024, Telangana, india

Tel: +91 40 49300 2900, Fax: +91 40 4900 2999, Email mnal@drieddys.com
CIN: L85 185AP1934PLCONA507

wwdireddys.com




