Dr.Reddy’s Q‘:'

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

CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,
CEPTHOUKAT AHAJIN3A Distt. Solan, H.P., 173 205, INDIA
Tol - 101 02165 5600102
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g www.drreddys.com
MpogykT Haiiz® AxTusrens (HHMecyaua) resb A7 HApyAKHOro NpUMEHEHHs, 1%.,50r
Batch No / : V220020 Batch Quantity / : 18,784 units /
Cepuist Ne O0beM napTHH 18,784 eaunnn
Analytical Report No / : 890001568293 Date of Analysis / : 20.01.2022
AHanuTHYeCKH i oTyeT Ne JlaTa ananu3a
Date of Manufacture / : Jan.2022 Date of Expiry / : Dec.2023
JlaTa npoH3BOACTBA T'ogen 10
Analysis performed according ND / Ananns nposeaen no HJL: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / uam. Ne 1 ot 19.03.2020)

Pagelof 5/Crtp.1mu35

No/ . .
Ne Test / IlokaszaTe/b Result / PesyasTar Specification / Hopma
1. Description / Onicanue Homogeneous, transparent, Homogeneous, transparent,
pale yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OaHOpPOAHBIH
OnHOpOAHBIH MPO3payHbIHN Tpo3pavHeiif refab OT GecLBETHOTO
resb GIIEIHO-XKEATOro upeTa ¢ | Ao  OJlefHO-XKeNToro  LBeTa C
XapaKTepHbBIM 3aMaxom XapaKTEePHBIM 3aMaxoM
2. Identification / IlogiHHHOCTE
a) By HPLC / Metonom Complies as prescribed / | The retention time of the main peak
BOXX CooTBETCTBYET TPEOOBAHUAM 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) / Bpema ynepxuBaHHS
OCHOBHOT'O hiziel Ha
XpOMaTorpamme HCIBITYEMOT0
pacTBOpa I0JDKHO COOTBETCTBOBATH
BpEMEHH YNEP)KHBaHUsA OCHOBHOTO
[IMKa Ha XpOMaTorpaMMe pacTBopa
CTaHJAPTHOTO obpa3ua
HUMECYITH/Ia (pasnen
«Kon14ecTBEHHOE OTIPEIEIEHHEN)

Remarks : The Product conforms to ND/
Ipumeuanue: [Iponykt coorercTyer Tpebosannam HJ

Conclusion : APPROVED /
3axmiouenue: OJJOGPEHO

Jata:20.01.2022

Jara: 20.01.2022

Prepared by / Q& , | Checked by / Approved by: Manager/Executive /
ToaroToBieHo: W [poBepeHO ~J Ono6peno: Menemxep / PykoBoaurens
Ramakant Anil Kumar - Amit Kumar AN

Print Date / Print Date / Print Date /

Jara: 20.01.2022

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

Dr. Reddy's Laboratories Ltd.

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

CEPTU®UKAT AHAJIU3A

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

Tal+ 401 QO1EL CEnN1 0D
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Product : Nise Activgel (Nimesulide) gel for external use, 1 %,50g  www.drreddys.com

IMpoaykr : Haiz™ Axtusrens (HUMeCyJIHA) renp 7 Hapy KHOrO NPHMEHEHNA, 1%,50r

Batch No / : V220020 Batch Quantity / : 18,784 units /
Cepus Ne O6beM napTHi 18,784 eqnuun
Analytical Report No / : 890001568293 Date of Analysis / : 20.01.2022
AHaIHTHYeCKH i oTdeT Ne Jlara anaau3a

Date of Manufacture / : Jan.2022 Date of Expiry / : Dec.2023
JlaTa NpOH3BOACTBA T'open a0

Analysis performed according ND / Anain3 nposeieH 1o HJ: JI1-005923-191119 (amend Ne 1 from
19.03.2020 / w3m. Ne 1 ot 19.03.2020)

Page2 of 5/ Ctp. 2 u3 5§

1;: 4 Test / Ilokazaresb Result / Pe3yjabraT Specification / Hopma
b)By UV spectro- Complies as prescribed / [ UV absorption spectrum of the test
photometry / Metonom CoOTBETCTBYET TPEOOBAHHAM solution should have absorption
YV ®-criektpodoTo maximum at 397+5nm / VYO-
MeTpUH CIIEKTp TIOIJIOLEHHS HCIIBITYEeMOro

pacTBOpa 10JDKEH UMETh MAKCHMYM
noriomeHus npy 397+5 um

3. | Weight of package 51g/5lr According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B COOTBETCTBHU C
COAEPKUMOro YIIAKOBKH TpeboBaHUAMU

I'd P®. (He menee 50,0 1)
4. | pH 3.25 From 2.5t04.5/0t12,5 04,5

5. | Viscosity / Bs3kocTb

1023 centipoise /

1023 canTunyas

From 400 to 1200 centipoise /
Ot 400 no 1200 cantuyas

6. | Related impurities / PoxcTeBeHHbIe NPAMECH

i. | Impurity C/

Not detected / He oOHapyxeHa

Not more than 0.50 % /

[Tpumecs C He 6onee 0,50 %
ii. | Impurity D/ Not detected / ne o6uapyxena | Not more than 0.50 % /
Mpumecs D He 6onee 0,50 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

[Mpumeuanue: [TpofyKT COOTBETCTBYET TpEDOBAHUAM HI 3akmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ToAroToBJeHO: W IIpoBepeHo @—-} Onobpeno: Menempxep / PykoBonurens
Ramakant Anil Kumar - Amit Kumar [N 0

Print Date / Print Date / Print Date / '

Jata:20.01.2022 Jara: 20.01.2022 Jara: 20.01.2022

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, Baddj,

CEPTUO®HUKAT AHAJIN3A

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

Tal: 0109156 56001.02

Product  : Nise Activgel (Nimesulide) gel for extemal use, 1 %,50 g  www.drreddys.com 1
Mpogykr Haiiz® AKTHBreb (HUMECYIIH) reNlb AT HapysKHOrO MPHMEHEHH, 1%,50r

Batch No / : V220020 Batch Quantity / : 18,784 units /
Cepusi Ne O6beM napTHH 18,784 emmmnig
Analytical Report No / : 890001568293 Date of Analysis / : 20.01.2022
AHaJaTHYECKHH oT4eT Ne JlaTa aHaJIH3a

Date of Manufacture / : Jan.2022 Date of Expiry / : Dec.2023

JlaTa npoH3BOACTBA Togen go

Analysis performed according ND / Auajan3 npoBe

19.03.2020 / u3m. Ne 1 ot 19.03.2020)

nen wo HJI: JI1-005923-191119 (amend Ne 1 from

CymMa npuMecei

Page 3 of 5/ Ctp.3 u3 5
1;.3 4 Test / Ilokasare/b Result / Pesyabrat Specification / Hopma
iii. | Any other impurity / Not more than 0.50 % /
JIro6as gpyras npuMecs 0.04% He 60snee 0,50 %
iv. | Total impurities / 0.1% Not more than 1.50 % /

He 6onee 1,50 %

7. | Microbial purity / MuxpoGuosioruyeckas 1ucToTa

i. | Total Aerobic Microbial
Count / O611ee Yucio
aspOGHBIX MHKPO-
OpraHH3MOB

Total Combined Yeast and
mould count / O61ee YUCIO
JPOXOKEBBIX U IIECHEBBIX

rpuboB
iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

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

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

Absent g/
OTCYTCTBYET T

Absent /
OTcyTcTBYET T

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

Not more than 100CFU/g /

He 60nee 100 KOE/r

Should absentin 1 g/
Orcyrcreue B 1 T

Should absentin 1 g/
OrcyrcTBUE B 1 T

8 Assay / KosnuecTBeHHOE ONIpe/ieIeHHEe

Remarks : The Product conforms to ND/
Ipumveyanne: [IpoyKT COOTBETCTBYET tpeGosannsm HJL

Conclusion : APPROVED /
3axmouenne: ONOBPEHO

Prepared by / ,| Checked by / Approved by: Manager/ Executive /
[ToAroTOBJIEHO: W [IpoBepeHo Ono6peHo: Menemkep / Pykosoautens
Ramakant Anil Kumar - Amit Kumar /MY

Prim Dute / DPrint Date / Print Date / '

Jara:20.01.2022 JlaTa: 20.01.2022 Jara: 20.01.2022

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.corn




Dr.Reddy’s Q%

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIM3A

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

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

Tal - po4 O@1oc Connd nsy
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T Fo T JoLlo0 JUGULTUL

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 502 www.drreddys.com

Tpoaykr : Haiis® AkTuBresnb (HHMECYIHIL) renb Ul HAPYIKHOTO npumenenns, 1 %, 50T

Batch No / 1 V220020 Batch Quantity / : 18,784 units /
Cepns Ne O6bemM napTui 18,784 eanunn
Analytical Report No / : 890001568293 Date of Analysis / : 20.01.2022
AHaauTHYecKHi oTyer Ne Jlara ananusa

Date of Manufacture / : Jan.2022 Date of Expiry / : Dec.2023
|Jdara npon3BoACTBA T'open o

Analysis performed according ND / AHau3 npoBeJeH 110 HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page 4 of 5/ Ctp. 4 u3 5

i. |Nimesulide/
Humecynun

ii. | Dimethyl sulfoxide /
JTuMeTuncynbGOKCHI

9.99 mg / 9.99mr
(99.9 %)

104.6 %

9.0 mg to 11.0 mg of C13H12N2053
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mr g0 11,0 mr Ci3H12N20s8
(amumecymun) (ot 90,0 % no

110,0 % OT HOMHMHAJILHOTO
cofepxkaHus) B 1 r rens

90% to 110% of C;HsOS (dimethyl
sulfoxide) of label claim /

Ot 90 % 10 110 % C2HeOS
(mumeTHncynbGoKcua) ot
HOMHHAJILHOTO CONIEP>KaHHsA

9 | Packaging / YnakoBka

Package / YnakoBka - 50 gina
laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / ITo 50 r B TYOy M3
JIAMUHUPOBAHHOI O

ANIOMHHUS, CHA0XEHHYIO
MeMOpaHOW s KOHTPOJIA
nepBoro BCKpbITHA. Kaxayro
Ty6y BMecCTe C HHCTPYKUHCH
0 MPUMEHEHHIO TTOMELIAOT B

LAUYRY Kadp LUHHYIO.

Package / Vnaxoska - 20 g, 50 g or
100 g in a laminated aluminum tube
equipped with  tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. /

Ilo 20 r, 50 r wiu 100 r B TY6y U3
JIAMHHHUPOBAHHOTO AJIIOMMHHUS,
cHabxeHHyl0 ~MeMOpaHOH A
KOHTpPOJIL ~ [IEPBOr0  BCKPBITHSL.
Kaxnyto  Tyby  BMecTe  C
HHCTpYKIMEH MO  NPHMEHEHHIO
MOMELIAIOT B NaYKy KapTOHHYIO.

10 |Labeling / MapkupoBKa

According to ND / B coorserctuu ¢ HJ{

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoayKT COOTBETCTBYET TPEOOBAHUAM HX

Conclusion : APPROVED /
3axnrouenne: OJJOBPEHO

Prepared by / n & | Checked by /
[oaroToBseHO: U W [Tposepeno
Ramakant Anil Kumar

P4

Approved by: Manager/Executive /
Onobpeno: Menemwxkep / PykoBoauTtens
Amit Kumar

A\

Print Date /
Jara:20.01.2022

Print Nate /
Jara: 20.01.2022

Print Date /
Nara: 20.01.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.corn




‘..o Dr. Reddy's Laboratories Ltd.
9 ® . .
Formulation Unit-6
Dr° Red dy S ® CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,
CEPTHO®UKAT AHAJIVIZA Distt. Solan, H.P., 173 205, INDIA

Tal:+01 021665600102

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 8 www.drreddys.com

Ipoxyxr : Haiiz® AKTHBrens (HUMeCY /L) Telb i HAPYHKHOTO MPUMEHEHNA, 1%,50r

Batch No / : V220020 Batch Quantity / : 18,784 units /
Cepus Ne O6beM napTHH 18,784 eqummniy
Analytical Report No / : 890001568293 Date of Analysis / : 20.01.2022
AHAJTATHYECKHI 0TYET Ne Jara anajaun3za

Date of Manufacture / : Jan.2022 Date of Expiry / : Dec.2023
JlaTa npoH3BOACTBA T'open po

Analysis performed according ND / Anau3s npose/ieH 1no HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page 5of 5/Crp. 5135

11 |[Storage/ Xpaneuue Store below 25 °C. Do not freeze./ [Ipu Temnepatype He BbILIe 25
°C. He 3amopaxuBaTh.

12 | Shelf life / Cpox roguocrn | 2 years /2 rona

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Ipoaykr coorseTcTBYeT TpebosaHuaM HJI 3axmouenune: OJIOGPEHO

Prepared by / t— Checked by / Approved by: Manager/Executive /
HOHFOTaneHOZQQ‘ulV ITposepeno {)(—J Ono6peno: Menemiep / Pykooaurens
Ramakant Anil Kumar — Amit Kumar ,K_le\“'_ -

Print Date / Print Date / Print Date /

JTata:20.01.2022 Jara: 20.01.2022 Jara: 20.01.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4G 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




