Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

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

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

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

Hpoaykr Haii3" AxTHBress (HUMeCynua) reb s Hapy»KHOro npumenenus, 1 %, 50 T

Batch No / : V211046 Batch Quantity / : 18,899 units /
Cepus Ne O6bem napTuu 18,899 equnuiy
Analytical Report No / : 890001548900 Date of Analysis / : 21.10.2021
AnaauTuyeckmii oTuet Ne JlaTa anaansa

Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
HJara npon3soacrTea Tonen no

Analysis performed according ND / Ananu3 nposegen o H/I: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Pagel of 5/Crp.1u35

No/

BOXX

CooTBeTcTBYET TpeGOBaHUIM

No Test / Ilokazaresnnb Result / PezyabTaT Specification / Hopma

1. Description / Onncanue Homogeneous, transparent, Homogeneous, transparent,
pale yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OmHopoAHbIH
OnHopoaHbIi NpO3payHbId MIPO3payvHbIi relb OT OEecLIBETHOTO
renp GJIEMHO-KENTOro UBeTa ¢ | 10  OJegHO-KENTOro ILBeTa C
XapaKTePHBIM 3allaxoM XapakTepHBIM 3aNaxoM

2. Identification / IlogmuaHOCTH

a) By HPLC / Meronom Complies as  prescribed / | 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 ymepXuBaHus
OCHOBHOTO MKa Ha
Xpomarorpamme HCTIBITYEMOIO
pacTBopa JOHKHO COOTBETCTBOBATH
BpPEMEHH Y/IepP>KUBAHHS OCHOBHOTO
[HKa Ha XpoMaTorpaMMe pacTBopa
CTaHJApTHOIO obpasua
HUMeECYIIUAa (paznmen
«KonuuecTtBeHHOE onpeneNieHHe»)

Remarks : The Product conforms to ND/
Ilpumeuanne: [IpogykT cooTBeTcTBYeT TpeboaHusam HJI

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

Hara: 22.10.2021

Hara: 22.10.2021

Prepared by / Checked by / = s Approved by: Manager/Executive /
IloaroroBneHo: Qi__ IIpoeepeno: (\/ﬁ{ ' Onobpeno: Menekep / PykoBoauTes
Pardeep Kumar B Ravinder Kumar Pawan Kumar

Print Date / Print Date / Print Date / '

Hata: 22.10.2021

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
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

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

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

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

IpomykT Haiiz" AKkTuBresb (HUMecysna) resib A Hapy>KHOro npumeHenus, 1 %, 50 r

Batch No / : V211046 Batch Quantity / : 18,899 units /
Cepns Ne O6bem mapTuu 18,899 exnuun
Analytical Report No / : 890001548900 Date of Analysis / : 21.10.2021
Ananurndeckuii or4er Ne JlaTa aHaan3a

Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
JlaTa npou3BoACTBA I'onen o

Analysis performed according ND / Auanu3s nposeaen mo HJ/I: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / m3m. Ne 1 o1 19.03.2020)
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Result / PesyasTat

Specification / Hopma

i.f 4 Test / Ilokasarens
b) By UV spectro-
photometry / Metonom
Y®-cnektpodoro
MeTpUH

Complies as  prescribed /
CooTBeTcTBYET TpeOOBAHUAM

UV absorption spectrum of the test
solution should have absorption
maximum at 397£5nm / VO-
CHEKTP MOTJIOUIEHHS UCTIBITYEMOTo
pacTBOpa AOJDKEH UMETh MaKCHUMYM
norowenus mpu 39745 um

3. | Weight of package 51g/Slr According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBeTCTBUM C
COEP:KUMOr0 YHAKOBKH TpeOOBaHUAMHU

I'® P®. (He menee 50,0 1)
4. pH 3.22 From2.5t04.5/012,5004,5

5. | Viscosity / Bazkoctb

1065 centipoise /

1065 cantunyas

From 400 to 1200 centipoise /
Ot 400 no 1200 canTumyas

6. | Related impurities / PoancTBenHbIe IpuMecH

i. | Impurity C/
ITpumecs C

Not detected / nHe o6napyxeHa

Not more than 0.50 % /
He 60nee 0,50 %

ii. | Impurity D/
[Ipumecs D

Not detected / He o6HapyxeHa

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

Remarks : The Product conforms to ND/
ITpumeuanne: IIponykt cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akawuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[NoarorosneHo: t ITpoeepeHo: OnobpeHo: Menemxep / PykoBonurens
Pardeep Kumar | Ravinder Kumar Pawan Kumar X

Print Date / Print Date / Print Date / I

Hara: 22.10.2021 Hara: 22.10.2021 Jara: 22.10.2021

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




Dr. Reddy's Laboratories Ltd.

[ X3
Dr. Reddy,s ‘.... Formulation Unit-6

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

CEPTUO®UKAT AHAJIU3A
Tel : +91 98166 56001-02

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, S0 g www.drreddys.com
Ipoaykr : Haii3z" Aktusrens (HuMecynun) resib JUis Hapy>kKHOro npumerenns, 1 %, 50 r
Batch No / : V211046 Batch Quantity / : 18,899 units /
Cepus Ne O0nem napTuH 18,899 exunun
Analytical Report No / : 890001548900 Date of Analysis / : 21.10.2021
AnanuTHyecKnii oTuer Ne JlaTa anaansa
Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
Jara npousBoacTea I'open no
Analysis performed according ND / Auanus nposexen mo HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)
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il? d Test / Iloka3aTenn Result / PesyabTaT Specification / Hopma

iii. | Any other impurity / Not more than 0.50 % /
JIrobas apyras npuMech Less than LOQ (0.03%) He 6onee 0,50 %

iv. | Total impurities / Less than LOQ Not more than 1.50 % /
Cymma nipumeceit He 6onee 1,50 %

7. | Microbial purity / Mukpo6nonoruieckasi 4HcToTa

i. | Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g/
Count / O61ee uncio Menee 10 KOE/r He 6onee 1000 KOE/r
a3p0oOHBIX MHKPO-

OpraHu3MOB

ii. | Total Combined Yeast and Less than 10 CFU/g / Not more than 100CFU/g /
mould count / Ob1ee uncio Menee 10 KOE/r He 6onee 100 KOE/r
JPOMOKEBBIX H MJIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa Absent g/ Should absentin 1 g/
OtcyTcTBYET T OtcyrcTBHE B 1 T

iv. | Staphylococcus aureus Absent / Should absentin 1 g/
OrcyTcTBYeT T OtcytctBue B 1 1

8 | Assay/ KonudecrBeHHOe onpesesieHue

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [Iponykr cooTBeTcTBYET TpebGoBaHusam HJL 3akaouenne: OJJIOBPEHO

Prepared by / Checkedby/ —=— Approved by: Manager/Executive /
[MoaroroBneHo: ' IIporepeHo: s Onobpeno: Menemxkep / PykoBoaurens
Pardeep Kumar - Ravinder Kumar Pawan Kumar Q

Print Date / Print Date / Print Date / 1

Jara: 22.10.2021 Harta: 22.10.2021 Hara: 22.10.2021

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




Dr.Reddy’s Q':‘

CERTIFICATE O ANALYSIS

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

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

CEPTUPUKAT AHAJIU3A
Tel : +91 98166 56001-02

Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g = www.drreddys.com
IIpoaykT Haiiz" Axtusrenb (HUMeCynua) renb AN Hapy)kHoro npumeHeHus, 1 %, 50 r
Batch No / : V211046 Batch Quantity / : 18,899 units /
Cepus Ne O6beM napTuu 18,899 exunun
Analytical Report No / : 890001548900 Date of Analysis / ¢ 21.10.2021
AHanuTHYecKHu# oTyeTr Ne JlaTa apanm3a
Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
JaTa mpou3BoACTBA Togen go
Analysis performed according ND / Auanu3z nposeaen mo HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / usm. Ne 1 ot 19.03.2020)
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i. | Nimesulide/
Humecynup

Dimethyl sulfoxide /
Jumetuncynshokcug

1.

10.13 mg/ 10.13 mr
(101.3 %)

99.8 %

9.0 mg to 11.0 mg of C13H12N-0sS
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mr go 11,0 Mr Ci13H12N»OsS
(uumecynun) (ot 90,0 % mo

110,0 % oT HOMHHAJIBHOTO
cozlepxanms) B 1 T rens

90% to 110% of C;H¢OS (dimethyl
sulfoxide) of label claim /

Ot 90 % 10 110 % CHeOS
(mumeTuncynsdokcum) oT
HOMMHAJIBHOT'O COJIEPyKaHMs

9 |Packaging / Ynakoska

Package / Ynakoska - 50 gina
laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / Ilo 50 r B TyOy u3
JIAMHHHUPOBAHHOTO

ATTIOMHUHHS, CHA0XKEHHYIO
MeMOpaHOH Jns  KOHTpOJIS
MEepBOro BCKphITUS. Kaxmyro
Ty0y BMeCTe C HHCTPYKUMEH
M0 MPUMEHEHHIO TIOMELIAIOT B

NayKy KapTOHHYIO.

Package / Ymakoeka - 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 vnu 100 r B TYOY M3
JIaMHHUPOBAHHOTO ATIOMHHHUS,
cHabkeHHYIO  MeMOpaHOH  1uis
KOHTPOJISI ~ MEPBOIO  BCKPBITHA.
Kaxmyro TYOY BMECTE c
HHCTPYKLIMEH 1O IPUMEHEHHIO
ITOMEUIAIOT B MAYKY KAPTOHHYIO.

10

Labeling / MapkupoBka

According to ND / B coorerctBuu ¢ HJ|

Remarks : The Product conforms to ND/
IIpumeuanue: [IponykT cooTBeTcTBYeET TpeGoBaHusM HJ

Conclusion : APPROVED /
3akmawuenune: OJJOGPEHO

Prepared by / Checked by / T o Approved by: Manager/Executive /
IToaroroeneHo: IposepeHo: (ij; = Ono6peHo: Menemkep / PykosoauTens
Pardeep Kumar Ravinder Kumar Pawan Kumar T

Print Date / Print Date / Print Date / '

Hara: 22.10.2021 Hara: 22.10.2021 Hara: 22.10.2021

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



Dr. Reddy's Laboratories Ltd.

[ ]
DI’. Reddy,s ‘... Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, IND|A

CEPTUOHKAT AHATHM3A Tel : +91 98166 56001-02
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g~ www.drreddys.com
Hpoaykt : Haiis" Axtusrens (HUMeCyaua) renb As HapYKHOTO npumenenis, 1 %, 50 ¢
Batch No / : V211046 Batch Quantity / : 18,899 units /
Cepus Ne O06bem mapTun 18,899 eaunun
Analytical Report No / : 890001548900 Date of Analysis / : 21.10.2021
AHAJNHTUYECKHH oTUeT No JlaTa ananusa
Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
JlaTa npoH3BOACTBA I'ogen oo
Analysis performed according ND / Ananus nposeaen no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / uzm. Ne 1 ot 19.03.2020)
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11 |Storage/ Xpanenne Store below 25 °C. Do not freeze./ IIpu Temmnepartype He Bbiuie 25
°C. He 3amopakuBarh.

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

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [Ipogykt cooTBeTcTBYET Tpebosanusam HJI 3akmiouenue: OJOBPEHO

Prepared by / Checkedby/ =~ ) — Approved by: Manager/Executive /
IloarotosneHo: i IIpoepeHo: po ~ i Onobpeno: Menemiep / Pykosoaurens
Pardeep Kumar = Ravinder Kumar Pawan Kumar ,ﬁ(

Print Date / Print Date / Print Date / /

Hara: 22.10.2021 Hata: 22.10.2021 Iara: 22.10.2021

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



