@
Dr.Reddy’s Q?

CERTIFICATE OF ANALYSIS

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

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

CEPTU®UKAT AHAJTH3A Tel : +91 98166 56001-02
Product Nise Activeel (Nimesulide) gel for external use, 1 %, 50 g www.drreddys.com
poaykr Haii3" AKTHBrenb (HUMeCy1ii) refb A HapyskHoro npumenenus. 1 %, 50 r
Batch No / 1 V220526 Batch Quantity / : 18,706/
Cepus Ne OobeM napTHH 18,706 eannnn
Analytical Report No / : 040001607088 Date of Analysis / : 27.07.2022
AHanuTHYecKHii oTyer Ne JMara ananusa
Date of Manufacture / : Jul-2022 Date of Expiry / : Jun.2024
Jlata npoH3BOACTBA ‘Fo;[cn A0
Analysis performed according ND / Ananns nposeaen no HJL: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. No 1 ot 19.03.2020)

Page 1 of S/Crp.1u3 5

No/

Test / IToka3arTeanb
Ne

Result / Peayabtar

Specification / Hopma

1. Description / Onvcanue

Homogeneous, transparent,
colorless gel with
characteristic odor /
OnHOpOAHBIA MPo3payHbIH
reip G11eIHO-KeITOrO LIBETA C
XapaKTepHbIM 3a11axoM

Homogeneous, transparent,
colorless to pale-yellow gel with
characteristic odor / OnHOpOAHbIH
npo3payHblii renb oT 6ecUBETHOTO
q0  OnelHO-KeNToro ugera C
XapaKTepHBIM 3aMaxoM

Identification / ITognunHoCTH

a) By HPLC / Metonom
BOXX

Complies as  prescribed /
CooTeeTcTBYeT TpeOOBaHMAM

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 ynepxvBaHUA
OCHOBHOTO nuKa Ha
Xpomarorpamme UCTIBITYEMOTO
pacTBOpa AOMKHO COOTBETCTBOBATE
BpEMEHH YACPIKMBAHHMA OCHOBHOIO
[IMKa Ha XpOMaTorpaMMe pacTBopa
CTaHIApTHOrO obpasua
HUMeCYIUAa (paznen
«KoNHueCTBEHHOE OTIPE/ICIICHNE)

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Ipoaykr coorsercTayer Tpedbopanusm HJL 3akaouenne: OJJOBPEHO
Prepared by / Checked by / @_—% Approved by: Manager/Executive /

w
ITonrorosieHo: IIpoBepeHo Onobpeno: Menemxkep / Pykognurenb
Ramakant Santosh Kumar Maurya Manoj kumar Y it U:.E.
Print Date / Print Date / Print Date / el
Hata:27.07.2022 Jata: 27.07.2022 Jara: 27.07.2022

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: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTU®HUKAT 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
Ipoaykr Haiis" AkTuBrens (HUMeCyu) redlh s Hapy:KHOTO npuMeHceHus, 1 %, 50 T

Batch No / : V220526 Batch Quantity / : 18,706/
Cepus Ne O6bem mapTH 18,706 exnaun
Analytical Report No / : 040001607088 Date of Analysis / : 27.07.2022
AHaauTHYeCcKHii oTueT No JlaTa ananmn3a

Date of Manufacture / : Jul-2022 Date of Expiry / : Jun.2024
JlaTa NpoN3BOACTBA Togen no

Analysis performed according ND / Ananus nposenen no HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / w3m. Ne 1 ot 19.03.2020)

Page2of 5/Crp.2u3 5

Result / Pe3ysabTaT

Specification / Hopma

No/ Test / [lokazaTtenb
No
b)By UV spectro-
photometry / Metogom
Y®-cnekrpodoro
MeTpUH

Complies as  prescribed
CooTBeTcTBYET TpeOOBAHUAM

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / YO-
CIIEKTP TMOJIOUIEHHS UCTIBITYEMOro
pacTBOpa A0JKEH HMETh MAKCUMYM
noromeH|s npyu 397+5 uM

3. | Weight of package S51g/5lr According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBeTCTBHH ¢
COAEPKMMOro YIaKOBKH TpeGoBaHUAMU

I'® POD. (He menee 50,0 r)
4. | pH 3.31 From2.5t04.5/0t12,5 n0 4,5

5. | Viscosity / BazkocTh

1014 centipoise /

1014 cantunyas

From 400 to 1200 centipoise /
Ot 400 no 1200 cantumyas

6. | Related impurities / PoacTBeHHEBIC NPHMECH

ITpumece D

Detection(LOD:0.02%) / ne
ofGHapyxeHa

i. | Impurity C/ Below limit of Not more than 0.50 % /
Ipumecs C Detection(LOD:0.02%) / ue He 6oee 0.50 %
obHapyxeHa ’
ii. | Impurity D/ Below limit of Not more than 0.50 % /

He 6onee 0,50 %

Remarks : The Product conforms to ND/
Ilpumeuanne: [IponykT cooTBeTcTBYET TpeboBanusam H/JI

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by / @»M/ Checked by / @(Ul Approved by: Manager/Executive /
[MoarororsneHo: IporepeHo .——’w Ono6peno: Menemxep / Pykosoaurens
Ramakant Santosh Kumar Maurya Manoj kumar h{jws

Print Date / Print Date / Print Date / —
JlaTa:27.07.2022 Hara; 27.07.2022 Hara: 27.07.2022

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 €3¢

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIM3A

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

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

Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g www.drreddys.com
Ipoaykr Hait3" AKTHBreb (HIUMeCY1i1) reflb IS Hapy#KHOTO fpimenenns, 1 %, 50 r

Batch No / : V220526 Batch Quantity / : 18,706/
Cepus No O6bem naprHu 18,706 ensuun
Analytical Report No / : 040001607088 Date of Analysis / : 27.07.2022
Anagurudecknii oryer Ne Jara anajansa

Date of Manufacture / : Jul-2022 Date of Expiry / : Jun.2024
JlaTa npou3BoICTBA T'omen o

Analysis performed according ND / Ananus nposenen mo H/L: JIT1-005923-191119 (amend Ne 1 from

@.03.2020 / m3m. Ne 1 ot 19.03.2020)

Page3 of 5/Crtp.3u3 5

i? / Test / Iloka3zarens Result / PesyabTaT Specification / Hopma
iii. | Any other impurity / 0.03% Not more than 0.50 % /
JTro6ast npyras npumech He 6onee 0,50 %
iv. | Total impurities / 0.1% Not more than 1.50 % /
Cymma npuMecei He 6onee 1,50 %
7. | Microbial purity / MuxpoOHoJIOrHYecKasi YACTOTA

i. | Total Aerobic Microbial
Count / O611ee yucio
a’pOOHBIX MUKPO-
OpraHu3MoB

Total Combined Yeast and
mould count / Obuiee yucio
JPOMOKEBBIX U MJIECHEBBIX
rpuboB

ii.

Less than 10 CFU/g/
Memnee 10 KOE/r

Less than 10 CFU/g/
Menee 10 KOE/r

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

Not more than 100CFU/g /

He 6onee 100 KOE/r

iii. | Pseudomonas aeruginosa Absent g/ Should absent in 1 g/
OtcyTCcTBYET T OtcyterBue B 1 1

iv. | Staphylococcus aureus Absent / Should absentin 1 g/
OTCyTCTBYET T OtcytctBUe B I T

8 Assay / KosinuecTBeHHO€ onpeaesieHue

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Ipumeuanne: [Ipoaykt coorsercTeyer Tpebosanusam HJT Zaxmwouenue: OJJOBPEHO

Prepared by / ! Checked by / @’} Approved by: Manager/Executive /

IToarorosneHo: ITposepeno Opnobpeno: Menemxkep / Pykogonurens

Ramakant Santosh Kumar Maurya Manoj kumar M@j

Print Date / Print Date / Print Date /

Jarta:27.07.2022 Hara: 27.07.2022 Jara: 27.07.2022

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 OFF ANALYSIS

CEPTHDHKAT AHAJTM3A

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 %, 50 g

IIpoaykr Haiis" AkTuBrenb (HUMECYIHI) Feflb T HapysKHOro npuvenenns, 1 %, 50 r

Batch No / 1 V220526 Batch Quantity / : 18,706/
Cepus Ne Oo0bem napruu 18,706 exunun
Analytical Report No / : 040001607088 Date of Analysis / 1 27.07.2022
AHAJIMTHYECKHH oTueT Ne JlaTa ananansa

Date of Manufacture / : Jul-2022 Date of Expiry / : Jun.2024
Jara npon3BoACTBA T'osen a0

Analysis performed according ND / Ananus nposenen no HJL: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / m3m. Ne 1 ot 19.03.2020)

Page 4 of 5/ Crp. 4mu3 5

i. | Nimesulide/
Humecynna

ii. | Dimethyl sulfoxide /
Jvimetuncynbhokcua

10.16 mg/ 10.16 mr
(101.6%)

100.5 %

9.0 mg to 11.0 mg of C;3H12N2058
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Or 9,0 MI a0 11,0 Mr C13H12N2058
(uumecynun) (ot 90,0 % no

110,0 % oT HOMUHATBHOTO
conepskanus) B 1 rrens

90% to 110% of C:HeOS (dimethyl
sulfoxide) of label claim /

Ot 90 % no 110 % CoHesOS
(numetuncynsdokena) or
HOMHUHAJIBHOTO COZIEPIKAHHS

9 | Packaging/ Ynakoska

Package / Vnakoeka - 50 gina
laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / ITo 50 r B TYOy M3
JIAMWHHPOBaHHOTO

ATIOMUHMUS, CHaOXKEeHHYIO
MeMOpaHOi Ui KOHTpOJIA
nepBoro BCKpbITHA. Kaxayro
TyOy BMeCTE€ C HHCTPYKIIMEH
Nno NPUMEHEHUIO MOMELIAIOT B
NayKy KapTOHHYIO.

Package / Ynakoska - 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. /

o 20 r, 50 r unu 100 r B TyOy U3
JIaMUHHUPOBAHHOIO ATIOMMHHUA,
cHaOxkeHHyr0 ~ MeMOpaHod  1uist
KOHTpOJIA  DEpBOrO  BCKPBITHSA.
Kaxayto  Ty0y  BMecTe c
HHCTPYKLIMEHl MO MNPHUMEHEHMIO
MOMELIAOT B NMa4Ky KAPTOHHYIO.

10 |Labeling / MapkupoBka

According to ND / B cootsercTsum ¢ HJJ

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoaykr cooTseTCTBYET TpebosanusiM H/L 3akmouenune: OJOBPEHO

Prepared by / Checked by / mﬂfv Approved by: Manager/Executive /
[ToaroroeneHo: W IIposepeno - Ono6peHo: Menemxep / Pykosguuresib
Ramakant Santosh Kumar Maurya Manoj kumar Mt L,__i,-

Print Datc / Print Date / Print Nate: / —
Hara:27.07.2022 Hara: 27.07.2022 Hara: 27.07.2022

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
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CEPTUOHKAT AHAJTH3A Tel : +91 98166 56001-02
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g www.drreddys.com ]
Oponykr : Haii3" AxTuBrens (Humecynu) reib Asis HapykHOro npumenenns, 1 %. 50 r
Batch No / : V220526 Batch Quantity / : 18,706/
Cepus Ne O0bem napTun 18,706 exnunu
Analytical Report No / : 040001607088 Date of Analysis / : 27.07.2022
AnajquTd4eckuii oruer Ne Jlara ananu3a
Date of Manufacture / : Jul-2022 Date of Expiry / : Jun.2024
Jlata npon3BoacTBa Toaen oo

19.03.2020 / u3m. Ne [ o1 19.03.2020)

Analysis performed according ND / Ananan3 nposexen no HJI: JII1-005923-191119 (amend Ne 1 from

PageSof 5/Crp.5u35

11 |Storage / Xpanenue Store below 25 °C. Do not freeze./ [lpu Temneparype ue Bbile 25
°C. He 3amopaxnpartsb.

12 | Shelf life / Cpok rognocTu | 2 years /2 roga

Remarks : The Product conforms to ND/
IIpumeuanue: [Tponykr cooreercTRyeT TpeboBanusm HJJ

Conclusion : APPROVED /
3aknrouenne: OJOBPEHO

Prepared by / Checked by / @M’Q
IloaroToBseHo: M IIpoBepeHo -

Approved by: Manager/Executive /

Onob6peno: Menewxep /P meEm»lTenb

Ramakant _ Santosh Kumar Maurya Manoj kumar ( Lt
Print Date / Print Date / Print Date / R
Jata:27.07.2022 Jara: 27.07.2022 Jara: 27.07.2022

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



