Dr.Reddy’s Q‘:’

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDtA
Tel:+0190816656001-02

Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 ¢ www.drreddys.com

Hpoaykr Haiiz" AkTusrens (HUMeCyHa) Fedib 118 HApYsKHOTO ripumenenus, 1 %, 50 r

Batch No / : V211043 Batch Quantity / : 18,883 units /
Cepus Ne O0beM napruu 18,883 enumnun
Analytical Report No / : 890001548428 Date of Analysis / 1 21.10.2021
AHAJHUTHYECKHIT oTueT No JlaTa anann3za

Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
JlaTa npoM3BOJACTRBA T'omen mo

Analysis performed according ND / Ananu3 nposeaen no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / uam. Ne 1 o1 19.03.2020)

Page 1 of 5/Ctp. 1 u3 5

1;.‘? / Test / Ilokazarean Result / PesyabTaT Specification / Hopma
1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,
pale yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OnHOpOIHEIH
OaQHOPOHBIH MPO3paUHbIH NpO3pauHblid renb OT GECLIBETHOTO
resb GIIEOHO-KENTOrO [[BETa ¢ | 10  OIeNHO-XeNToro 1BETa ¢
XapaKTepHBIM 3allaXOM XapaKTePHBIM 3a1laxoM
2. Identification / IlogmuaHOCTH
a) By HPLC / Metonom Complies as prescribed / | The retention time of the main peak
B3XX CooTBeTCTBYET TpeGOBAHMAM 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:xusaHus
OCHOBHOTO MHKa Ha
XpoMmarorpamMmme HCITBITYEMOI'0
pacTBOpa JOJKHO COOTBETCTBOBATh
BPEMEHH YAEPXKHUBAHUS OCHOBHOIO
I¥iKa Ha XpoMaTorpaMMme pacTBOpa
CTaHJApTHOTO obpasna
HHAMECYJIUIA (pasmen
«KonuuecTBeHHOE OnpeNeNIeHHe»)

Remarks : The Product conforms to ND/
ITpumeuanne: [IponykT cootBeTcTBYET TpeboBannam HJT

Conclusion : APPROVED /
Zaknwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TToaroToBNEHO; [1poeepenos OnobpeHo: Menemxkep / PykoBoauTenb
Ankit Himesh Kumar | Pavan Kumar Sharma & j»~———
Print Date / Print Date / Print Date / -

Hara: 21.10.2021 Hara: 21.10.2021 Jata: 21.10.2021

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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CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P.,, 173 205, INDIA
Tel:+91 98166 56001-02

Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g www.drreddys.com

Ipoaykr Haiiz" AkTHBresnn (HUMECYsina) refib JUisl HAPYIKHOTO npumMeHenns, 1 %, 50 r

Batch No / : V211043 Batch Quantity / : 18,883 units /
Cepus Ne O0bem napTau 18,883eaunun
Analytical Report No / : 890001548428 Date of Analysis / : 21.10.2021
Anajnuradecknii orger No JMara ananunsa

Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
JaTa npon3BoaACTBA T'open no

Analysis performed according ND / Anann3 nposexen no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020) ;

Page2 of 5/Ctp. 2u3 §

1;: / Test / [lokazaTtean Result / PesyabTar Specification / Hopma
b) By UV spectro- Complies as prescribed / | UV absorption spectrum of the test
photometry / MeTtogom CooTBeTCTBYET TPEOOBAHKAM solution should have absorption
Y®-cnexrpodoto maximum at 397£5nm / VO-
METPUH CIEKTp MOTJIOIEHUS UCTIBITYEMOTO

pacTBOpa IOJDKEH UMETh MaKCHMYM
noromeHus npu 397+5 HM

3. | Weight of package S5lg/Slr According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBETCTBHH C
COEPIKNMMOro YIAKOBKH TpeOOBaHUAMH

I'd PO. (He menee 50,0 r)
4. pH 3.26 From2.5t04.5/012,5104,5
5. | Viscosity / Baskocrs 1072 centipoise / From 400 to 1200 centipoise /

1072 caxrtumyas

Ot 400 no 1200 caHTuUmyas

6. | Related impurities / PogcrBeHHBIE IPpAMeECH

i. | Impurity C/

Not detected / He obHapyxeHa

Not more than 0.50 % /

Ipumeuanue: [Tpoaykr coorBeTcTBYeT Tpeboanuam HJI

Hpumecs C He 6onee 0,50 %
ii. | Impurity D/ Not detected / He oGHapyxera | Not more than 0.50 % /
IMpumecs D He Gonee 0,50 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

3axkmwuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTorneHo: & [Tporepena: ’\‘ >Onobpeno: Menemkep / PykopoanTens
Ankit Himesh Kumar Pavan Kumar Sharma &=

Print Date / Print Date / Print Date / —~

Jlara: 21.10.2021 Hara: 21.10.2021 Hara: 21.10.2021

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
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

CEPTUO®UKAT AHAJIU3A

Distt. Solan, H.P., 173 205, INDIA

Tel:+91 98166 56001-02

Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g www.drreddys.com

Hpoaykr Haiiz" AkTuBrenb (HUMeCyTu) reib i HapysKHOro nprmedenns, 1 %, 50 r

Batch No / 1 V211043 Batch Quantity / : 18,883 units /
Cepust Ne O0bem napTHy 18,883 ennnun
Analytical Report No / : 890001548428 Date of Analysis / : 21.10.2021
AHnanuTn4yecKkuii oryer Ne JlaTa anaau3a

Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
JaTa npou3BoACTBA I'onen mo

Analysis performed according ND / Ananu3 nposenen mo HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / w3m. Ne 1 or 19.03.2020)

Page3 of 5/Ctp.3u3 5

i‘? / Test / IlokazaTesn Result / PesyapTar Specification / Hopma
iii. | Any other impurity / _ Not more than 0.50 % /
Jrobas apyras npuMmech BDL (Disregard area 2489) He 6onee 0,50 %
iv. | Total impurities / BDL Not more than 1.50 % /
CymMmMma nipumeceit He 6onee 1,50 %
7. | Microbial purity / Mukpofuoaornyeckas 4YMcTOTA

i. | Total Aerobic Microbial
Count / O611ee 9ucio
a3pO6GHBIX MHKPO-
OpraHu3MOB

Total Combined Yeast and
mould count / Obuee uncio
IPOOKEBBIX M TIECHEBBIX
rpuboB

ii.
iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

Less than 10 CFU/g/
Menee 10 KOE/r

Less than 10 CFU/g/
Menee 10 KOE/r

Absentinl g/
OrcyrcrByerB 1 1

Absentin 1 g/
OtcytcTByeTB 1 T

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100CFU/g /

He 6onee 100 KOE/r

Should absentin 1 g/
OtcyrctBue B I T

Should absentin 1 g/
OtcyrcrBue B 1 T

Remarks :

The Product conforms to ND/
Ipameuanne: [IpoayKkT cooTBeTcTBYET TpeboBaunaM HJI

Conclusion : APPROVED /
Zaxmouenne: OJJIOBPEHO

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

ﬂonromsncﬁo @ ITposepe — | Onobpeno: Menemxep / P)q{osonn eI
= Himesh Kumar Pavan Kumar Sharma < {"f Z

Pnnt Date / Print Date / Print Date / i

Jata: 21.10.2021 Hara: 21.10.2021 Hara: 21.10.2021

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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CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddj,

CEPTUPUKAT AHAJIU3A Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g www.drreddys.com
Hponykr : Haiis" Akrusrens (HUMeCYIna) reflb AT HAPYXKHOPO Npimekenus, 1 %, 50
Batch No / : V211043 Batch Quantity / : 18,883 units /
Cepus Ne Oo6bem mapTuu 18,883eannun
Analytical Report No / : 890001548428 Date of Analysis / : 21.10.2021
AnanaTudecknii oryer Ne Mata anaauza
Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
JlaTa mpou3BOACTBA T'omen no
Analysis performed according ND / Ananus nposenen mo HJI: JII1-005923-191119 (amend Ne 1 from
119.03.2020 / u3m. Ne 1 ot 19.03.2020)

Paged4 of 5/Ctp. 4u3 5

8 Assay / KosimuecTBeHHOe onpeeieHne

i. | Nimesulide / 9.98 mg/9.98 mr 9.0 mg to 11.0 mg of C3H(2N>OsS
Humecymnun (99.8 %) (nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mr mo 11,0 mr C13Hi2N2OsS
(aumecynun) (ot 90,0 % no

110,0 % oT HOMHHAJIBHOTO
cofepxaHus) B 1 r ress

ii. |Dimethyl sulfoxide/ 99.9 % 90% to 110% of C:HesOS (dimethyl
JTuMeTuncynbQoKCHI sulfoxide) of label claim /

Ot 90'% no 110 % CHsOS
(mumeTricynpGOKCH) OT
HOMMHAJIHOTO COAEPIKaHuU

9 |Packaging / YnakoBka Package / Ynakoeka - 50 gina Package / Ynakoska - 20 g, 50 g or
laminated ~ aluminum  tube | 100 g in a laminated aluminum tube
equipped with tamper-evident equipped with  tamper-evident
membrane. Each tube and a | memprane. Each tube and a patient

patient information leaflet in a | information leaflet in a carton. /

carton. / Ilo 50 r B TyOy u3
JTAMMHHPOBAHHOTO ITo 20 r, 50 r unu 100 r B TYOY U3

ATFOMUHH, cHabGxeHHyto | TAMHHHPOBAHHOTO ATIIOMUHUS,
MeMOpaHOH I KOHTPOJSA cHabxeHHyl0  MemOpaHoH Ui
nepBoro BCkpeITHi. Kakyio | KOHTPOJL  MEPBOTO  BCKPBITHS.
Ty6y BMeCTe C MHCTpyKLHei | KaKAYIO va6y ENCOIEs €
110 MpUMEHEeHHUIO oMewatoT B | MHCTPYKIMEH 110 IPUMECHEHUEO
Na4Ky KapTOHHYIO. HOMELIAOT B MaUKy KapTOHHYIO.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanne: IIpoxykT cooTseTcTBYeT Tpeboanusam HJI 3akmoyenne: OJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Hoarorosneno: /) [posepenq: — Onobpeno: Menemxep / P__.y'xmso,un"renb
Ankit { /&_.,-— Himesh Kumar Pavan Kumar Sharma ~ }¢v"—

Print Date / Print Date / Print Date / Sl

Jara: 21.10.2021 Jara: 21.10.2021 Hara: 21.10.2021

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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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02

Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g www.drreddys.com

ITpoaykT Haiiz" AkTusrens (HUMECYHA) Fellb Ul HAPYKHOTO npunmenenus, 1 %, 50r

Batch No / 1 V211043 Batch Quantity / : 18,883 units /
Cepus Ne O0bem napTun 18,883enunmun
Analytical Report No / : 890001548428 Date of Analysis / : 21.10.2021
AHaJMTHYECKH T oT4eT No JlaTa aHa/M3a

Date of Manufacture / : Sep.2021 Date of Expiry/ : Aug.2023
Jara npou3BojcTsaa T'open oo

19.03.2020 / u3m. Ne 1 o1 19.03.2020)

Analysis performed according ND / Ananun3 nposexen mo HJI: JI[1-005923-191119 (amend Ne 1 from

PageSof 5/Ctp.5n3 5

10 |Labeling / MapkupoBka

According to ND / B cootercteuu ¢ HJI

11 |Storage / Xpanenue

°C. He 3amopa)kHMBaTh.

Store below 25 °C. Do not freeze./ Ilpu Temnepatype He Bblie 25

12 | Shelf life / Cpox roanoctn

2 years / 2 rona

Remarks : The Product conforms to ND/

Mpnmeyanne: [IpoaykT cooreeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
Bakiawuyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBIEHO: & [TpoBepeHgi— \ L Ono6peno: Menemxkep / Pyg-;émom{_‘[gnb =
Ankit Himesh Kumar Pavan Kumar Sharma < /& ——=——
Print Date / Print Date / Print Date /

Jara: 21.10.2021 Hara: 21.10.2021 Jara: 21.10.2021

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




