Dr.Reddy’s Q":O'

CERTIFICATE OF ANALYSIS

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

CEPTUO®UKAT AHAJIM3A www.drreddys.com
Product Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g
IIpoaykT Hait3" Aktusrenb (HUMeCYAUA) reb 1l Hapy»KHOro npumenenus, 1 %, 100 r
Batch No / : V230312 Batch Quantity / : 9624 units /
Cepus Ne O0BbeM mapTuu 9624 enmnHuLY
Analytical Report No / : 890001657172 Date of Analysis / : 18.04.2023
AHanuTHYecKHU# oTYeT Ne Jlara ananusa
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
Jara npon3BoacrBa T'ogen no

Analysis performed according ND / Ananus nposeaen nmo HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / u3m. Ne 2 ot 02.02.2022)

Pagel of 5/Crp.1u35

BOXX

CooTBeTcTBYET TpeOOBaHUAM

i.:) / Test / Iloka3zaTenn Result / PesyabTar Specification / Hopma

1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OnHOpOaHBIH
OnHOpOIHBIH MPO3payHBbIH Npo3payHbIi refb OT 6ECUBETHOTO
renb 6MeHO-KENTOro UBeTa c | A0  OnemHOo-KenToro LBeTa ¢
XapaKTepHbIM 3aIlaxoM XapaKTEPHBIM 3ar1axoM

2, Identification / IlogaunHOCTH

Z) BS' HPLC / Metoanom 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) / Bpems ynepxuBaHHs
OCHOBHOFO MHKa Ha
XpomaTorpamme HCTIBITYEMOTO
PacTBOpa IOMKHO COOTBETCTBOBATh
BPEMEHHU YAEP)KHABaHHUS OCHOBHOTO
MHAKa Ha XpOMaTorpaMme pacTBopa
CTaHapTHOro obpasua
HUMECYIHAA (paznmen
«Konu4ecTBeHHOE ONpeIeNICHHE)

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusam HJI 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroroeneHo: Pravesh IIposepeHo: Ramakant OnobpeHo: Menemxep / Pykorogurens
Rana ) Amit Kumar <\

| fuko [

Z
Reprint Date / Reprint Date / Reprint Date /
Jara: 18.04.2023 Jlarta: 18.04.2023 Jara: 18.04.2023

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

L 1
Dr. Reddy,s ‘.... Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

CEPTUPHUKAT AHAJIM3A Tel : 491 98166 56001-02
www.drreddys.com

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g

Ipoaykr : Haiiz" Axtusrens (HUMecysna) resib As HapY>KHOTO npuMeHenns, 1 %, 100 r

Batch No / 1 V230312 Batch Quantity / : 9624 units /
Cepust Ne O6bem mapruu 9624 enuHuy
Analytical Report No / : 890001657172 Date of Analysis / : 18.04.2023
AHaIMTH4YeCKHIi oTueT No Jlara ananusa

Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
JaTa npou3BoacTBa I'onen no

Analysis performed according ND / Ananu3s nposenen mo HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 o1 19.03.2020, amend Ne 2 from 02.02.2022 / u3m. Ne 2 ot 02.02.2022)

Page2 of 5/Crp. 2u3 5

No/

Ne Test / Ilokazarean Result / Pe3yabTar Specification / Hopma
b) By UV spectro- Complies as prescribed / UV absorption spectrum of the test
photometry / Metonom CootsercTByeT TpeboBanuam | solution should have absorption
Y®-cnekrpodoTo maximum at 397+5nm / VY-
METPUH CMEKTpP MOTJIOILEHHUS HCTIBITYEMOro
pacTBoOpa AOJDKEH UMETh MaKCUMYM
MorJIoLeH s pu 397+5 um
3. | Weight of package 101g/101r According to Rus. Ph. (Not less
contents / Macca than 100.0 g) / B cooTBeTcTBHM C
CONEePKMMOro YIAKOBKH TpeGOBaHUAMH
I'd PD. (He menee 100,0 1)
4. pH 3.30 From2.5t04.5/012,5 no 4,5
5. | Viscosity / Bazkoctb 1050 centipoise / From 400 to 1200 centipoise /
1050 canTunyas Ot 400 no 1200 cantunyas
6. | Related impurities / PoacTBeHHbIe IpUMecH
i. | Impurity C/ Not more than 0.50 % /
pumecs C Not detected / ne obnapykeHa | He 6osnee 0,50 %
ii. | Impurity D/ Below LOD (LOD = 0.02 %) / | Not more than 0.50 % /
HpPlMer D Huwxe npenaena 06Hapy)KeHH;1 He 6onee 0,50 %
) ) (110 =0.02 %)
iii. | Any other impurity / Not more than 0.50 % /
Jlrobas apyras npumech 0.03 % He 6onee 0,50 %
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanne: Ilponykr coorBercTByeT TpeboBanusM HJ| 3axaouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Pravesh ITpoBepeno: Ramakant Onobpeno: Menemkep / PykoBoautesns
Rana ) \).Lx\ Amit Kumar o
Reprint Date / Reprint Date / Reprint Date /
Hara: 18.04.2023 Jara: 18.04.2023 Jara: 18.04.2023

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
Tel : +91 98166 56001-02
www.drreddys.com

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g

IpoaykT Hait3" Axtusrens (HAMeCyJIna) resib JUI HAPYXKHOrO nmpumeHenus, 1 %, 100 r

Batch No / : V230312 Batch Quantity / : 9624 units /
Cepna Ne O6bem mapTun 9624 equnny |
Analytical Report No / : 890001657172 Date of Analysis / : 18.04.2023
AHajgnTHyecKHii oTyeT Ne Jlara apau3za

Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025

Jarta mpou3BoacTea T'onen no

Analysis performed according ND / Anammu3 nposeaen mo HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / uam. Ne 2 ot 02.02.2022)

Page3 of 5/ Ctp.3u3 5

;? / Test / Iloxa3aTenn Result / PesyabTar Specification / Hopma
iv. | Total impurities / 0.11 % Not more than 1.50 % /
CymMmMa npumeceit He 6onee 1,50 %
7. | Microbial purity / MukpoOHoJiornyeckasi Y4HCTOTA
i. | Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O6uee yucio He 6onee 1000 KOE/r
a3poOHBIX MHKPO-
OpraH1u3MOB
ii. | Total Combined Yeast and NA Not more than 100CFU/g /
mould count / O61ee uucio He 60nee 100 KOE/r
JPOMOKEBBIX H IIIECHEBBIX
rpubos
iii. | Pseudomonas aeruginosa NA Should absent in 1 g/
OrcyrcTBUE B 1 T
iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcyrcTBUE B 1 T
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanne: [IpoaykT cooTBeTcTBYeT TpeOoBaHmsM HJJ 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IHoaroroeneno: Pravesh ITporepeno: Ramakant Onobpeno: Menemkep / Pykopoautens
Rana Amit Kumar A
Reprint Date / Reprint Date / Reprint Date /
Jara: 18.04.2023 Jlata: 18.04.2023 Jlata: 18.04.2023

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: maii@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOPHKAT 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
www.drreddys.com

Product i Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g

IIpoaykT Haii3¥ AxtHsrens (HUMeCYJIMI) reab jls Hapy)XKHOro npumerenus, 1 %, 100 r

Batch No / : V230312 Batch Quantity / : 9624 units /
Cepnsi Ne O6beM napruu 9624 epnBuL
Analytical Report No / : 890001657172 Date of Analysis / : 18.04.2023
AHanuTH4ecKHi oTyeT Ne JlaTa apanu3za

Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
Jara npoussogcrea TI'open no

Analysis performed according ND / Ananu3 npoBeaen no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / m3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / u3m. Ne 2 ot 02.02.2022)

Page4 of 5/Crp. 4u3 5

8 | Assay/KonanuecTBeHHOe onpeaeieHue

i. |Nimesulide /
Humecynun

ii. |Dimethyl sulfoxide /
Jumernncynbdokena

9.92 mg/9.92 mr
(99.2 %)

99.2 %

9.0 mg to 11.0 mg of C13H12N205S
(Nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Or 9,0 mr o 1 1,0 mr Ci3HipN20sS
(aumecynun) (ot 90,0 % no

110,0 % oT HOMHHAJIBHOTO
coaepxanus) B 1 1 rens

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

Ot 90 % mo 110 % C,HsOS
(numeTuncynbdokcun) oT
HOMHHAJIBHOTO COJIepKaHMs

Remarks: The Product conforms to NI/ Conclusion: APPROVED /
IIpumeuanne: [TpoaykT cooTBeTcTBYeT Tpebosanmam HJI Saxkmwyenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Pravesh [Mpoeepeno: Ramakant Ono6peHo: Menemxep / Pykosogurens
Rana / ] )d' Amit Kumar S

L Jub? p
Reprint Date / Reprint Date / Reprint Date /
JlaTa: 18.04.2023 Jara: 18.04.2023 Hara: 18.04.2023

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 €3¢

CERTIFICATE OF ANALYSIS

CEPTHDOUKAT AHAJIU3A

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

Vill. Khel, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g

IIpoaykr Hait3" AktuBrens (HuMecynua) redib JUls Hapy>KHOIO MpPUMEHEHHU, 1%,100r

Batch No / 1 V230312 Batch Quantity / : 9624 units /
Cepust Ne O6Bbem napTum 9624 enmuHuLy
Analytical Report No / : 890001657172 Date of Analysis / : 18.04.2023
AHaJIUTHYECKHH oTUeT Ne JMara anajiuza

Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
JlaTa npon3BoACTBA I'onen o

Analysis performed according ND / Ananus nposexen mo HJI: JI1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / u3m. Ne 2 ot 02.02.2022)

Page5of 5/Crp. 5u3 5

10 |Packaging / Ymakoska Package / YrnakoBka - 100 gin | package / Vnakoska - 20 g, 50 g or
a laminated aluminum tube | 100 g in a laminated aluminum tube
equipped with tamper-evident equipped  with  tamper-evident
membrane. Each tube and a | membrane. Each tube and a patient
patient information leaflet in a | iy formation leaflet in a carton. /
carton. / ITo 100 r B TyOy u3
NaMUHHPOBaHHOTO ITo 20 1, 50 r unu 100 r B TYOY U3
ATIOMUHHS, cHabxeHHyto | JIAMUHHPOBAHHOTO ATIOMUWHMS,
MeMGpaHoil I KOHTpONs cHabxeHHYI0O ~ MeMOpaHOH st
repBoro Bekpbitua. Kaxyro | KOHTPOMA  MEPBOrO  BCKDBITHA.
Ty6y BMECTe C HMHCTPYKLMEH Kaxyro va6y BMECTE  ©
[0 IPUMEHEHHIO ToMelaioT B | MHCTPYKLMEH  TO  NPUMEHCHHIO
NauKy KapTOHHYIO. [IOMELIAOT B NMa4yKy KapTOHHYFO.

11 |Labeling / MapkupoBka According to ND / B coorserctuu ¢ HJ

12 |Storage / XpaHeHue Store below 25 °C. Do not freeze. / IIpu TemnepaType He BbllIE
25 °C. He 3aMopa>xuBaTh.

13 | Shelf life / Cpok rogunocTu | 2 years /2 roga

*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.

*TIoka3aTeJ b MOJKET OTCYTCTBOBATDH B CEPTHQHKATE aHA/IH3a Npon3BoauTens. IIpousBoauTens
rapaHTHpyeT KauecTBO MPENapara no 3THM MOKa3aTeJIsdAM.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanue: [Iponykr cootsercTByeT Tpebopanusm HJI 3akmouenue: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
HoarorosneHo: Pravesh [MporepeHo: Ramakant OnoGpeno: Menemxkep / Pykosoaurens
Rana Amit Kumar

) N— _

4 St [

Reprint Date / Reprint Date / Reprint Date /
Jara: 18.04.2023 Jara: 18.04.2023 Jata: 18.04.2023

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




