Dr.Reddy’s ‘%.'.

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

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

Vill. Kho!, Nalagarh Road, Baddi,
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

IIpoaykT Haiiz® AkTUBrens (HUMECYJIMI) Teflb Ul HapyXKHOro npumenenus, 1 %, S0 r

Batch No / : V220022 Batch Quantity / : 18,824 units /
Cepus Ne O0beM HApPTHH 18,824 eqmmmg
Analytical Report No / : 890001568295 Date of Analysis / : 25.01.2022
ApanuTHaeckuii oTuer Ne Jarta ananusa

Date of Manufacture / : Jan.2022 Date of Expiry / : Dec.2023
JarTa npon3BoACTBA I'open a0

Analysis performed according ND / Anann3 nposeaen no HJI: JII1-005923-191119 (amend Ne 1 from

19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page1 of 5/Crp.1u35

No/

N Test / Ilokazaresan Result / PesyabTaT Specification / Hopma
1. Description / Onuncanue Homogeneous, transparent, Homogeneous, transparent,
pale yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OmHOPOIHBIH
OnHOPOAHBIH MPO3pauHbIH npo3payHslil renk oT OecuBeTHOro
resib GJIEAHO-KEATOro BeTa ¢ | A0  OnegHo-KeNnToro  nBera ¢
XapaKTepHBIM 3allaxOM XapaKTEePHBIM 3al1aXoM
2. Identification / IlopgauuHOCTH
a) By HPLC / Metogom Complies as prescribed /| The retention time of the main peak
BOXX CootaercTByeT TpeOOBAaHHAM 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 y#epKUBaHHA
OCHOBHOI'O nHKa Ha
XpoMaTorpaMme HCIIBITYEMOTO
pacTBopa JIOJDKHO COOTBETCTBOBATh
BPEMEHH YIEPXKUBAHUA OCHOBHOTO
IMKa HAa XpOMAaTorpamme pactBopa
CTaHIapTHOIO obpazua
HHUMECYNIUAA (paznmen
«KomuuecTBEHHOE ONIPENeIICHUE))

Remarks : The Product conforms to ND/
Ipumeyanue: [IponykT cooTBeTCTBYET Tpebosanusam HJI

Conclusion : APPROVED /
Zaxaouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: IIpoeepeno Opnobpeno: Menemxkep / PyKOBOIUTEb
Ankit ! _— Anil Kumar - Pawan Kumar jﬂ,

Print Date / Print Date / Print Date / 1
Jara:25.01.2022 Hara: 25.01.2022 Hara: 25.01.2022

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, Baddj,

CEPTUDHUKAT AHAJIM3A

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® AxTHBrens (HMMECY/ i) TeNb Ul Hapy:KHOro npuMenenus, 1 %, 50 r

Batch No / 1 V220022 Batch Quantity / : 18,824 units /
Cepust N O6beM HapTHR 18,824 exnmnn
Analytical Report No / : 890001568295 Date of Analysis / : 25.01.2022
AHanHTHYECKHH oTueT Ne Jlata aHaIM3a

Date of Manufacture / : Jan.2022 Date of Expiry / : Dec.2023
Jara NpoH3BOACTBA Togen go

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

Page2 of 5/Ctp. 2135
i? 4 Test / IlokazaTenan Result / PesyabTar Specification / Hopma
b) By UV spectro- Complies as prescribed / | UV absorption spectrum of the test
photometry / Meronom CooTBeTCTBYET TPEOOBAHUAM solution should have absorption
Y®-cnekrpodoro maximum at 397+5nm / Y®-
METpHH CIIEKTP TOTJIOLIEHHS HCIIBITYEMOTO

pacTBOpa A0JDKEH UMETh MAKCUMYM
nornouieHus npu 397+5 uM

1014 cantunyas

3. | Weight of package 51g/S1r According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBeTCTBHH ¢
CONEPIKMMOro YIAKOBKH TpeOOBaHUIMH

I'® PO. (He menee 50,0 1)
4. | pH 331 From2.5t04.5/012,5104,5
5. | Viscosity / Baskoctb 1014 centipoise / From 400 to 1200 centipoise /

Ot 400 no 1200 cantumnyas

6. | Related impurities / PoacTrBennbie NPpAMECH

i. | Impurity C/ Not detected / ne o6napyxena | Not more than 0.50 % /
ITpumecs C He 6omnee 0,50 %

ii. | Impurity D/ Not detected / ne o6Hapyxena | Not more than 0.50 % /
ITpumecs D He 6onee 0,50 %

Remarks : The Product conforms to ND/
Ipumeuanne: [Tpoaykt cooTBeTcTBYeT TpeboBanusm HJT

Conclusion : APPROVED /
3axmrouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: @ IIposepeHo Onobpeno: Menemxep / PykoBoauTeb
Ankit = Anil Kumar s Pawan Kumar

Print Date / Print Date / Print Date / '

Mara:25.01.2022 Hara: 25.01.2022 Iara: 25.01.2022

Registered Office: 8-2-237, Road No. 2, 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

CEPTHOHUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

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

IIpoaykr Haiiz® Axrusrens (HUMECYIM) Feb JUls HApYKHOTO ripumenenus, 1 %, 50 r

Batch No / : V220022 Batch Quantity / : 18,824 units /
Cepnsa Ne O0beM napTHH 18,824 eamunn
Analytical Report No / : 890001568295 Date of Analysis / : 25.01.2022
AHaJIuTHYeCKHI oTueT No JlaTa aHan3a

Date of Manufacture / : Jan.2022 Date of Expiry / : Dec.2023
JlaTa mpou3BoacTBA I'open no

Analysis performed according ND / Ananus nposexen no HJI: JI[1-005923-191119 (amend Ne 1 from

19.03.2020 / u3m. Ne 1 o1 19.03.2020)

Page3 of 5/Crp.3u3 5

Cymma npumeceit

1;: 4 Test / Ilokazarennb Result / PesyabnTar Specification / Hopma

iii. | Any other impurity / Not more than 0.50 % /
JIrobas npyras npuMech G:08% He 6onee 0,50 %

iv. | Total impurities / 0.03% Not more than 1.50 % /

He 6onee 1,50 %

7. | Microbial purity / Mukpo6nooradeckasi Y4HCTOTA

i. | Total Aerobic Microbial
Count / O61iee 9ucao
a3poOHBIX MUKPO-
OpraHU3MOB

Total Combined Yeast and
mould count / Ob1ee YucIo
IPOMOKEBBIX M TUICCHEBBIX
rpudos

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

Absent g/
OTCyTCTBYET T

Absent /
OTcyTCTBYET T

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

Not more than 100 CFU/g

He 6onee 100 KOE/r

Should absentin 1 g/
OtcyrctBue B 1 1

Should absentin 1 g/
OtrcyretBe B 1 1

/

8 Assay / KonmuyecTBeHHOe onpee/ieHHe

RemarKks :

The Product conforms to ND/
Ilpumewanue: ITpoaykT cootBercTByeT TpeboBanuaM HJI

Conclusion : APPROVED /
B3axmouenune: OJOBPEHO

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

HO}IFOTOBJ‘ICHO ( /& ITpoeepeno ANA Opobpeno: Menemiep / PykoBoauresib
Anil Kumar - Pawan Kumar 2

Prlnt Date / Print Date / Print Date / ]

Hara:25.01.2022 Hara: 25.01.2022 Hara: 25.01.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabacd - 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

CEPTUO®PUKAT AHAJIN3A

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

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

fet+94+-98166 5600102

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g 0 o i0c com

IIponykT Haiiz® AkTHBresb (HUMeCyua) refb Ais HAPYAKHOTO rpimenenns. 1 %, 507

Batch No / 1 V220022 Batch Quantity / : 18,824 units /
Cepusi Ne O0bem mapruu 18,824 ennnnn
Analytical Report No / : 890001568295 Date of Analysis / 1 25.01.2022
AHanuTHYeCKHI oTyeT No JlaTa ananu3za

Date of Manufacture / : Jan.2022 Date of Expiry / : Dec.2023
JlaTa npou3BoOACTBA Togen o0

Analysis performed according ND / Ananus nposeaen no HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / uam. Ne 1 o1 19.03.2020)

Page4of 5/Crp.4mu35

i. | Nimesulide/
Humecynun

ii. | Dimethyl sulfoxide /
JuMeTHIICYTIbPOKCH

9.98 mg / 9.98mr
(99.8 %)

102.8 %

9.0 mg to 11.0 mg of C13H12N20sS
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mr go 11,0 mr Ci3H12N,058
(anmecymun) (ot 90,0 % no

110,0 % oT HOMHUHAJIBHOIO
cofiepkaHus) B 1 r rens

90% to 110% of CaHeOS (dimethyl
sulfoxide) of label claim /

Ot 90 % 1o 110 % C,HsOS
(mumeTHICYBPOKCHI) OT
HOMMHAJIBHOTO COAepXKaHHs

9 |Packaging / YmakoBka

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 Ty6y u3
JTaMHHHPOBAHHOT'O

aJIFOMHHUS, CHabXKEHHYIO
MeMOpaHOi 1UI1  KOHTpOJA
nepeoro BckpbiTHa. Kaxmyro
TyOy BMecTe C WHCTPYKLMEH
[0 IPUMEHEHMIO TTOMEILAIOT B

NayKy KapTOHHYIO.

Package / Ynakorka - 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. /

ITo 20 r, 50 r wim 100 r B Ty6y U3
JaMHUHHPOBAHHOIO ATIOMHUHHA,
cHabxenHyr0  MeMmOpaHOM  IUis
KOHTPOJNISI  MEepPBOTO  BCKPHLITHA.
Kaxnayro TyOy BMECTE ¢
HHCTPYKLIMEH MO0 NPHMEHEHMIO
MIOMEIIAIOT B MAaYKy KapTOHHYIO.

10 |Labeling / MapkupoBka

According to ND / B coorsercTBuun ¢ HJI

Remarks : The Product conforms to ND/
Ipumeuanue: [Iponykr cootsercTBYeT TpeboBanusm HJT

Conclusion : APPROVED /
Zaxmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosyeHo: ﬁ/ IIpoBepeHo @ ~ Ono6peno: Menemxkep / Pykoeonurens
Ankit : Anil Kumar V" — Pawan Kumar

Print Date / Print Date / Print Date / !

Hara:25.01.2022 Jara: 25.01.2022 Jara: 25.01.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4500 2939, Email: mail@drreddys.corn

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CEPTHOHUKAT AHAJIM3A - ) A
lel : +91 98166 56001-02

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

Ipoayxr Haitz® Akruprens (HUMeCYIU) resib I HAPYKHOTO nMpumenenus, 1 %, 50 r

Batch No / 1 V220022 Batch Quantity / : 18,824 units /
Cepust Ne O0LeM IapTHH 18,824 exnmun
Analytical Report No / : 890001568295 Date of Analysis / + 25.01.2022
AHATHTHYECKHI oTIeT Ne Jlara anaauza

Date of Manufacture / : Jan.2022 Date of Expiry / : Dec.2023
JlaTa npou3BOACTBA T'open o

Analysis performed according ND / Ananu3 nposeaer no HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page5of 5/Crp.5u3 5

11

Storage / Xpanenune

Store below 25 °C. Do not freeze./ Ilpu TeMnepaType He BbILIE 25
°C. He 3amopaxuBarsb.

12

Shelf life / Cpok rognocTn

2 years / 2 ropma

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpameuanue: [Tpoaykr coorBeTcTBYeT Tpebosanuam HJI 3akmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroromneHo: @ IIpoBepeHo Ono6peHo: Menemkep / PykoBoaurelnb
Ankit Anil Kumar T Pawan Kumar Z/

Print Date / Print Date / Print Date / ‘

Hara:25.01.2022 Hara: 25.01.2022 JHara: 25.01.2022

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
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