Dr. Reddy's Laboratories Ltd.

@o
[} .. . R
Formulation Unit-6
Dr' Reddy S Q.. CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,
CEPTHOHKAT AHAJIM3A Distt. Solan, H.P., 173 205, INDIA

el T=91 98166 56001-0Z

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g
- ® : WWWJ{I’EF‘EI%Y]S.COIT]
Ipoaykr : Haiis™ Axtusrens (HUMecy ) TeNib INIs HApYsKHOro npuMenerns, 1 o, SUT

Batch No / : V220092 Batch Quantity / : 18,753 units /
Cepus Ne O6beM mapTHH 18,753 epuunn
Analytical Report No / : 890001575946 Date of Analysis / : 28.02.2022
AHaJnTHYeckHil oTgeT Ne JlaTa ananusa

Date of Manufacture / : Feb.2022 Date of Expiry / : Jan.2024
JlaTta npon3BoJcTBa Togen 10

Analysis performed according ND / Ananns nposenen no H/L: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / m3m. Ne 1 ot 19.03.2020)

Pagel of 5/Ctp. 11835

;? 4 Test / IlokazaTennb Result / PesynbTar Specification / Hopma
1. Description / Onncanue Homogeneous, transparent, Homogeneous, transparent,
pale yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OxHOpPOAHLIN
OnHOpOIHBIH NpO3payuHbIH Npo3payHblil reNb OT 6ECLBETHOTO
renb 6IeAHO-KENTOro Lupera c | fo  OiefaHo-kentoro 1Bera C
XapaKTepHbIM 3aaxoM XapaKTepHBIM 3a11aXOM
2. Identification / IlogaunnocTh
a) By HPLC / Meronom Complies as prescribed / | The retention time of the main peak
B2XX CootsetcTByeT 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) / Bpemsa yaepXuBaHus
OCHOBHOI'O nMKa Ha
XpoMaTorpaMme HCTIBITYEMOrO
pacTBopa IOJDKHO COOTBETCTBOBATD
BpeMeHH yAEP>KUBaHHUS OCHOBHOI'O
NHMKa Ha XpoMaTorpaMMme pacTBopa
CTaH/AapTHOIO obpazna
HUMECYNHUAa (paznen
«KonM4ecTBEHHOE OIIPeNIeSICHUE))
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Tpoaykr coorercTByeT Tpedosannsam HJIL Baxmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarotoeneHo: { IIposepeno W, Opnobpeno: Menemkep / PykpBoauTesb
Pravesh Rana Naresh Kumar Abhishek Chauhan / {)
Print Date / Print Date / Print Dale / '
Mata:28.02.2022 Jara: 28.02.2022 Jara: 28.02.2022

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: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTUO®HKAT AHAJIM3A Distt. Solan, H.P., 173 205, INDIA

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g \';' g TOREEE
ww.drreddys.com

Mpoaysr Haits® AxTUBreab (HUMECYJIHA) redlb A HApYsKHOrO NpUMEHEHHKS, %, 50T
Batch No / : V220092 Batch Quantity / :" 18,753 units /
Cepus Ne O0Bvem napTHu 18,753 eqnunn
Analytical Report No / : 890001575946 Date of Analysis / 1 28.02.2022
AHanuTHIECKHi oTyeT Ne Jarta apanusa
Date of Manufacture / : Feb.2022 Date of Expiry / : Jan.2024
JaTta npoH3BoJACTBA Togen 10
Analysis performed according ND / Auasinz nposeaen no HJI: JI1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page2 of S/ Crp.2 u3 5

No/

of Detection (LOD:0.02%)

Ne Test / IlokazaTennb Result / PesyabTar Specification / Hopma
b)By UV spectro- Complies as prescribed / | UV absorption spectrum of the test
photometry / MeTtonom CooteeTcTBYET TPEOGOBAHHAM solution should have absorption
V®-criekTpodoTo maximum at 397+5nm / VYO-
METPUH CIEKTp MOIJIOLIEHUS UCTILITYEMOrO
pacTBOpa JI0JDKEH MMETh MAKCUMYM
norjomeHus npu 397+5 HM
3. | Weight of package 51g/51r According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBETCTBHHM C
COMEPIKUMOro YIAKOBKH TpeOOBaHUAMHU
['® P®. (He menee 50,0 r)
4. pH 3.14 From2.5t04.5/0t12,5 n0 4,5
5. | Viscosity / BaskocTb 1081 centipoise / From 400 to 1200 centipoise /
1081 canTunyas Ot 400 no 1200 cantHyas
6. | Related impurities / PoacreeHHbie IpHMeCH
i. | Impurity C/ Not detected / He oGHapyxeHa Not more than 0.50 % /
Tpumecs C He 6onee 0,50 %
ii. | Impurity D/ Below limit of Detection Not more than 0.50 % /
Tpumecs D (LOD:0.02%) / ne obHapyxena | e Gonee 0,50 %

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr cootsercrayer Tpebosanusim HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: ITpoeepeHo @;’/ Onobpeno: Menemiep / Pykqsoautelis
Pravesh Rana Naresh Kumar Abhishek Chauhan L (]

Print Date / Print Date / Print Date / '
Jata:28.02.2022 Jlata: 28.02.2022 Jara: 28.02.2022

Registered Office: 8-2-227, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 29G0, 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, Baddi,
Distt. Solan, H.P., 173 205, INDIA

) A g s e oso o
=, 7oL J0100 JouUul=UL

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g -

5 g WWW. rgedc vs.com
IMpoaykr Haiiz® AkTuBreas (HHMECYIHII) TeNlb AT HAPY’KHOTO npuMenenns, 1 %, S0 T
Batch No / : V220092 Batch Quantity / :+ 18,753 units /
Cepus Ne O0beM HapTHH 18,753 eaunun
Analytical Report No / : 890001575946 Date of Analysis / : 28.02.2022
AHaJIMTHYECKHIT 0TueT No JlaTa anaania
Date of Manufacture / ; Feb.2022 Date of Expiry / : Jan.2024
Jata npouzBo/icTBa Tojen 10 |
Analysis performed according ND / Anaauns nposegen mo HJI: JI[1-005923-191 119 (amend Ne 1 from
19.03.2020 / m3m. Ne 1 ot 19.03.2020)

Page3 of 5/Crp.3u3 5

OTCyTCTBYET T

i‘? / Test / IlokasaTenb Result / PesyabTaT Specification / Hopma
iii. | Any other impurity / Not more than 0.50 % /
Jlrobast apyras npuMech - He 6onee 0,50 %
iv. | Total impurities / 0.1% Not more than 1.50 % /
CyMma npumecei He 6omee 1,50 %
7. | Microbial purity / Mukpo0dnoJioru4eckast YMcToTa
i. | Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g/
Count / Obuiee 4uco Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MHKPO-
OpraHu3MoB
ii. | Total Combined Yeast and Less than 10 CFU/g/ Not more than 100CFU/g /
mould count / Obuee yncao Mesnee 10 KOE/r He 6onee 100 KOE/r
JPOMOKEBBIX M TITECHEBBIX
rpubor
iii. | Pseudomonas aeruginosa Absent g/ Should absentin 1 g/
OrcyTcTBYyeT T OtcyrcTBHe B 1 T
iv. | Staphylococcus aureus Absent / Should absentin 1 g/

OtcyrctBHe B 1 T

Remarks : The Product conforms to ND/
IIpumeuanne: IIponykr cooTBeTcTBYET Tpebosanusam HT

Conclusion : APPROVED /
Jaxmiogenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToAroTOBNEHO: /g/ IIpoBepeHo @/ OnobpeHo: Meuenx\‘e}d/@ymn JIHTENb
Pravesh Rana Naresh Kumar Abhishek Chauhan A~ F

Print Date / Print Date / Print Date / '
Jara:28.02.2022 Jara: 28.02.2022 Hara: 28.02.2022

Registered Office: 8-2-327, 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 Q;“.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

CEPTH®UKAT AHAJIM3A Distt. Solan, H.P., 173 205, INDIA
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g ‘;:\'v'n:r”: ;;LU;L;:_‘MU
IIpoaykr Haii3" AkTHBreNb (HUMECY/UA) Felb 7S HAPY/KHONO MPUMEHEHHS, /o,% r
Batch No / : V220092 Batch Quantity / : 18,753 units /
Cepust Ne O0nem napTHu 18,753 ennunn
Analytical Report No / : 890001575946 Date of Analysis / : 28.02.2022
AHaJIHTHYECKHI oTueT No JlaTa ananm3a
Date of Manufacture / : Feb.2022 Date of Expiry / : Jan.2024
JlaTa npou3BoaCTBA T'onen no
Analysis performed according ND / Auanns nposeaen mo HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Paged4 of 5/Crp.4u3 5

8 | Assay/KonandecTBeHHOe ompeJesieNue

i. | Nimesulide/
Humecynua

ii. |Dimethyl sulfoxide /
JumetuncynbGoKChI

10.01mg / 10.01mr
(100.1%)

99.7 %

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 1o 11,0 mr Ci3H12N20sS
(uumecynun) (ot 90,0 % no

110,0 % oT HOMHHAJIBHOT'O
cofiepkanus) B 1 r rens

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

Ot 90 % no 110 % C,H«OS
(auMeTHCYIbGHOKCHI) OT
HOMHMHAJILHOIO COJIEPIKaHus

9 |Packaging / Ynakoska

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 Tyby u3

JTaMUHHMPOBAHHOIO
ATIOMHHHA, CHab)KeHHYIO
MeMOpaHOH ANl KOHTpOJIA

nepBoro BCKpbITHA. Kaxmyro
TyOy BMECTE C HMHCTPYKLMEH
110 NPHUMEHEHUIO TTOMEIIAIOT B
MayKy 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 vu 100 r B TYOY M3
JIAMUHUPOBAHHOTO TIOMHHUS,
cHabeHHYIO  MeMmOpaHOH 14
KOHTpOINIL  TMEpBOr0  BCKPBITHA.
Kaxnyro TYOY BMeCTe c
HHCTPYKUHEH [0 MPUMEHEHHIO
MOMENIAIOT B MaUKy KapTOHHYIO.

Remarks : The Product conforms to ND/
IMpumeuanue: [TponykT cootBercTBYeT TpeboBanmsiM HJL

Conclusion : APPROVED /
Jaxmouenne: OJJOBPEHO

JaTa:28.02.2022

Jlara: 28.02.2022

Prepared by / E) Checked by / Approved by: Manager/Executive /
IloarotosneHo: IIposepeHo @/ OnobpeHo: Menemxkep /| PykosoauTelb
Pravesh Rana Naresh Kumar Abhishek Chaubhan [ 7

Print Date / Print Date / Print Date /

Hara: 28.02.2022

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

CEPTUPUKAT AHAJIM3A

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

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

Tl 1 oo~ Cennd oo
€ . T2= Jolog JOUTTITUL

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 502 0 drred dis:com

Hpoaykr Haiiz" AkTuerens (HUMecyIHA) rejib il HAPY/KHOTO npumeHenus, 1 %, 50 r

Batch No / : V220092 Batch Quantity / : 18,753 units /
Cepus Ne O0bem mapTun 18,753 ennmann
Analytical Report No / : 890001575946 Date of Analysis / : 28.02.2022
AHaIUTHYECKHI oTUeT No Jlara aHaju3za

Date of Manufacture / : Feb.2022 Date of Expiry / : Jan.2024
JaTa n1pou3BOACTBA T'ogen no

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

Page50f 5/ Ctp.5u3 5

10 |Labeling / Mapxuposka

According to ND / B coorBerctuu ¢ HJ

11 |Storage/ XpaHenne

Store below 25 °C. Do not freeze./ [Ipu TeMnepatype He Bbilie 25

°C. He 3amopaxuBath.

12 | Shelf life / Cpok rogaOCTH

2 years / 2 rona

Remarks : The Product conforms to ND/
Ipameuanne: [IpoaykT coorBercTBYeT Tpebosanuam HJL

Conclusion : APPROVED /
Zakmouenune: OJJOBPEHO

Prepared by / ' Checked by / Approved by: Manager/Executive /
[oarotosneHo:” é IMposepeHo &X/ Ono6peno: Menemxkepl/ Pykopoamrens
Pravesh Rana = Naresh Kumar Abhishek Chauhan | ?

Print Date / Print Date / Print Date /

JlaTa:28.02.2022 Jara: 28.02.2022 Jara: 28.02.2022

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: L85195AP1984PLC0O04507
www.drreddys.com




