Dr.Reddy’s Q':‘

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

CERTIFICATE OF ANALYSIS ,
CEPTHOUMKAT 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
IpoaykT Haiiz® AkTusrens (HUMeCY/In/) renb Uis Hapy:KHOro npumereHus, 1 %, 50 r
Batch No / 1 V220021 Batch Quantity / : 18,824 units /
Cepus Ne O0beM napTHH 18,824 enmunn
Analytical Report No / : 890001568294 Date of Analysis / : 25.01.2022
AHAJHTHYECKHIT 0TIeT No JlaTa ananusa
Date of Manufacture / : Jan.2022 Date of Expiry / : Dec.2023
JaTa npon3BoaAcTBA TI'onen no

Analysis performed according ND / Ananus nposenen o HJI: JIIT-005923-191119 (amend Ne 1 from

19.03.2020 / usm. Ne 1 ot 19.03.2020)

Page 1 of 5/Ctp.1mu35

No /

Ne Test / IlokazaTesn Result / PesyabTat Specification / Hopma
1. Description / Onucanne Homogeneous, transparent, Homogeneous, transparent,
pale yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OnHopoaHBIH
OnHOpOAHBIN NPO3PAYHBIH NpO3payvHbIi renp oT 6€CUBETHOrO
rejb OJIEAHO-KEITOIO LIBETA ¢ | 10 OJIEAHO-KENTOro  LBETAa C
XapaKTepHBIM 3alaxoM XapaKkTepHBIM 3aM1aXxoM
2. Identification / IlogauHBOCTH
a) By HPLC / Metonom Complies as prescribed / | The retention time of the main peak
B3OXX CooTseTcTBYET TPEOOBAHHAM 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 ynepxuBaHHA
OCHOBHOT'O nvKa Ha
XpoMaTorpaMme HCHOBITYEMOTO
pacTBopa [OJDKHO COOTBETCTBOBATH
BpEMEHH YAeP>KUBaHHsI OCHOBHOTO
MMKa Ha XpoMmarorpamMMe pacTBopa
CTaHapTHOTO obpazua
HUMECYIHa (paznen
«KonuuecTBeHHOE OIpe/ieNIEHUEN)

Remarks : The Product conforms to ND/
IIpamevanne: [IponyxT cooTBeTcTBYET TpebosanusaM HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

JlaTa:25.01.2022

Jlata: 25.01.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroseHo: [ & ITpoBepeno Q\n Opnobpeno: Menenxep / PykoBoaurenb
Ankit Anil Kumar - Pawan Kumar ﬁv«

Print Date / Print Date / Print Date / !

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 4900 2299, Email: mail@drreddys.com

CIN: L85195/4P1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA
Tel ; +91 88166 56001-02

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

TIpoaykT Haiiz® AkTHBrens (HUIMeCynu/) resib Ul HapyKHoro npumerenns, 1 %, S0 r

Batch No / : V220021 Batch Quantity / : 18,824 units /
Cepus Ne O0BeM NapTHH 18,824 exnuun
Analytical Report No / : 890001568294 Date of Analysis / : 25.01.2022
AHAaJTHTHYECKHH oTYeT Ne JlaTa aHaTH3A

Date of Manufacture / : Jan.2022 Date of Expiry / : Dec.2023
JlaTa npon3BojcTBa T'oxen no

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

19.03.2020 / u3m. Ne 1 ot 19.03.2020)

photometry / MeToaom
Y®-cnekrpodoro
METpHH

Page2 of 5/Ctp.2m3 5
i‘? 4 Test / Iloka3aTean Result / PesyabTaT Specification / Hopma
b)By UV spectro- Complies as prescribed / | UV absorption spectrum of the test

CooTeeTcTBYET TpeOOBaHUAM

solution should have absorption
maximum at 397+5nm / VY®-
CIEKTP MOTJIOLIEHHs HCTIBITYEMOro
pactBopa JoJDKeH HMETh MAKCUMYM
moruoleHus npu 397+5 HM

3. | Weight of package 51g/51r - According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBETCTBHH €
COEPKMMOT0 YIAKOBKH TpeOOBaHUAMHU

I'd PD. (He menee 50,0 1)
4. pH 3.27 From2.5t04.5/0t12,5 1o 4,5
5. | Viscosity / BazkocTs 1022 centipoise / From 400 to 1200 centipoise /

1022 cantumnyas

Ot 400 go 1200 canTHIryas

6. | Related impurities / PorcTBenHbIe IpAMECH

i. | Impurity C/
ITpumecs C

ii. | Impurity D/
ITpumece D

Not detected / nHe o6HapyxeHa

Not detected / He 0OHapyXeHa

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

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

Remarks : The Product conforms to ND/
ITpumeuanue: IIponykT cooTBercTByeT Tpebopanusam H/I

Conclusion : APPROVED /
Zaxaouenne: OJJOBPEHO

JaTta:25.01.2022

Jara: 25.01.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: @,/ ITporepeno Onobpeno: Menemkep / PykoBoaurens
Ankit 2 Anil Kumar - Pawan Kumar i,,

Print Date / Print Date / Print Date / '

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 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

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

IIpoaykT Haitz® AxTHBrens (HUMECYIHN) Teflb JUIs HApY)KHOTO rpumenenns, 1 %, 50 r

Batch No / : V220021 Batch Quantity / : 18,824 units /
Cepus Ne Oobem napTuu 18,824 exnnun
Analytical Report No / : 890001568294 Date of Analysis / 1 25.01.2022
AHaauTHYIECKHIl oTyeT No JlaTa anannsa

Date of Manufacture / : Jan.2022 Date of Expiry / : Dec.2023
JlaTa npon3BoACTBA T'omen oo

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

19.03.2020 / u3m. Ne 1 ot 19.03.2020)
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iv. | Total impurities /
Cymma npumMecei

;? / Test / Ilokazarenn Result / PesyabTar Specification / Hopma
iii. | Any other impurity / Not more than 0.50 % /
Jlrobas npyras npumech Ll He 6onee 0,50 %
0.1% Not more than 1.50 % /

He 6osee 1,50 %

7. | Microbial purity / MuxpoOHoJI0rauecKas 4YHCTOTa

i. | Total Aerobic Microbial
Count / Ob1ee uuciio
a3pOOHBIX MUKPO-
OpraHU3MOB

rpuboB

iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

ii. | Total Combined Yeast and
mould count / Ob11ee Yucio
JPOMOKEBBIX H TIECHEBBIX

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 Gonee 1000 KOE/r

Not more than 100 CFU/g

He 6onee 100 KOE/r

Should absentin 1 g/
OrcyrctBUe B I T

Should absent in 1 g/
OrcytcTBUe B 1 1

8 | Assay/KoaudecTBeHHOE OnpeaeieHHE

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoayxT coorsercTayer Tpebobanusm HJL

Conclusion : APPROVED /
3axmogenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarotosneHo: ITpoeepeno Qx Onobpeno: Menemxep / Pykosoaurens
Ankit L Anil Kumar . Pawan Kumar L

Print Date / Print Date / Print Date /

Jarta: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 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q?..‘

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

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

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

el : +91 98166 56001-02

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

IpoaykT Haiis® AkTuBresb (HUMECYJIHA) Teb JUIsl HAPYXKHOro npumereHus, 1 %, 50 r

Batch No/ : V220021 Batch Quantity / : 18,824 units /
Cepus Ne O0beM napTHH 18,824 egunun
Analytical Report No / : 890001568294 Date of Analysis / : 25.01.2022
AnaJuruyecKuii oruer Ne JlaTa ananu3a

Date of Manufacture / : Jan.2022 Date of Expiry / : Dec.2023
JaTa npoH3BOACTBA T'ogen no

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

Page4 of 5/ Crp. 4135

1. |Nimesulide/
Humecynun

il. | Dimethyl sulfoxide /
JumMeTHncynpQoKcU

9.96 mg / 9.96mr
(99.6 %)

103.1 %

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

Or 9,0 MT 00 11,0 mr C13Hi2N,O05S
(numecynun) (ot 90,0 % no

110,0 % oT HOMHHAILHOTO
cofiepxkanusi) B 1 1 rens

90% to 110% of C2HgOS (dimethyl
sulfoxide) of label claim /

Ot 90 % 10 110 % C:HsOS
(mumeTrncynbGOoKCUa) oT
HOMHHANEHOT'O COAEpIKaHUs

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. / Ilo 50 r B Ty6y M3
JIAMUHHPOBAHHOI'O

ATIOMMHMNA, cHabKeHHYIO
MeMOpaHOil [UIL  KOHTpOJIA
nmepeoro BckpbiTua. Kaxkmyio
Ty0y BMeCTe C HMHCTPYKLMEH
[0 PUMEHEHHIO MOMELLAIOT B
[aYKy KapTOHHYIO.

Package / YnakoBka - 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. /

Mo 20 1, 50 r wiu 100 r B TYOY U3
JIaMHUHUPOBAHHOTO AIFOMHHUS,
cHabxeHHyt0  MeMOpaHOH  uid
KOHTpOJIs  IIEPBOrO  BCKPBITHS.
Kaxnyro  1y6y  BMecTe (&
WHCTPYKIMEH 10 NPHUMEHEHHIO
MOMELIAIOT B MAa4YKy KapTOHHYIO.

10 |Labeling / MapkupoBka

According to ND / B cootserctBuu ¢ H/{

Remarks : The Product conforms to ND/
Ilpumeuanne: [Ipoaykr cooTseTcTBYeT Tpebobanysam HJI

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Hara:25.01.2022

Hara: 25.01.2022

Prepared by / 2 Checked by / Approved by: Manager/Executive /
IloaroToBieHo: fﬁ IIpoBepeHo Q_r(‘ Onobpeno: Menepkep / PykoBoanTtesb
Ankit e Anil Kumar . Pawan Kumar i"f

Print Date / Print Date / Print Date / ‘

Jara: 25.01.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fas: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Badd;,

CEPTHOHUKAT AHAJIU3A

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
IMpoaykt Haiiz® AkTuBrens (HUMecynun) refib [UIS Hapy)XXHOTO NpuMeHenud, 1 %, 50 r
Batch No/ 1 V220021 Batch Quantity / : 18,824 units /
Cepusi Ne O0beM NApPTHH 18,824 exmunn
Analytical Report No / : 890001568294 Date of Analysis / : 25.01.2022
AnajurHueckuii ordeT Ne Jara anainza
Date of Manufacture / : Jan.2022 Date of Expiry / : Dec.2023
JaTa npou3BoACTBA T'ogen a0

Analysis performed according ND / Anaans nposenen no HJI: JITT-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)
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11

Storage / Xpanenue

Store below 25 °C. Do not freeze./ Ilpu Temnepatype He Bbilie 25
°C. He 3amopaxuBarth.

12 | Shelf life / Cpok rogaoctu | 2 years /2 rona

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanuam HJI 3akawuenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loaroToBneHo: [ ))3/ ITporepeHo Omobpeso: Menemxkep / Pykosonurens
Ankit - Anil Kumar - Pawan Kumar j\y —

Print Date / Print Date / Print Date / ]

Jara:25.01.2022 JTara. 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 2990, Fax: +91 40 4600 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




