Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHDHKAT AHAJIMBA  7¢/. 4191 98166 56001-02
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g **'* v.drreddys,com
IpoaykT Haiiz® Axtusresb (HHMECYIH1) refb [T HAPY/KHOTO npuMenennus, 1 %, 100 r
Batch No / : V230096 Batch Quantity / < 11575 units /
Cepus Ne O0beM mapTuu 11575 enuHnu
Analytical Report No / : 890001645529 Date of Analysis / : 24.02.2023
AHanuTHYeCKHH oTyeT No Jara anajiusza
Date of Manufacture / : Feb-2023 Date of Expiry / + Jan-2025
JlaTta mpon3BoICcTBA I'onen g0

Analysis performed according ND / Ananu3s nposenen no H/L: JII1-005923-191119 (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)

Page 1 of S/ Crxp.1m35

BOXX

No . .

Ne / Test / Ilokazarennb Result / PesyabTar Specification / Hopma

1. Description / Onncanue Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OnHOpPOAHBIH
OIHOPOHBIA MPO3pauHbIi MPO3payHblii refib OT GECLBETHOIO
reJib 6JICHO-KEJITOro BeTa ¢ | A0  OneaHo-xenroro  LBeTta ¢
XapaKTepHbIM 3aIaXxoM XapaKTEePHBIM 3araxoM

2. Identification / IlogaunHOCTD

a) By HPLC / Meronom Complies as prescribed / | The retention time of the main peak

CoO0TBETCTBYET 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) / Bpems ynepxKuMBaHHs
OCHOBHOTO n1Ka Ha
XpoMarorpamme HCIIBITYEMOQrO
pacTBopa JOJDKHO COOTBETCTBOBATh
BpEMEHM YAeP)KHBAHHUA OCHOBHOTO
MHMKa Ha XpOMaTOrpaMMme pacTBopa
CTaHJapTHOIO obpasua
HUMecynHa (pa3nen
«Konu4yecTBEHHOE OTpeAeIeHHE))

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanne: [Iponykr coorsercTByeT TpeboBanuam HJI 3akmouenue: OJJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoarotosneHo: Shivani IMposepeno: Ramakant Onobpeno: Menemxep / Pykosoautens
Devi A'F ’f\,t Amit Kumar

\ Y @ oy B i ne?
Reprint Date / Reprint Date / Reprint Date /
Hara: 24.02.2023 Hara: 24.02.2023 JHara: 24.02.2023

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 ":'.

Dr. Reddy's Laboratories Ltd.

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

CERTIFICATE OF ANALYSIS 4, 5ojan, 1.p, 173 205, INDIA
CEPTHUDUKAT AHAJIM3A Tel : +91 98166 56001-02

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g www.drreddys.com
IpoaykT Haiiz® AkTuBresb (HUMECYIH) reb JUis HapyskHoro npumenerst, 1 %, 100
Batch No / : V230096 Batch Quantity / : 11575 units /
Cepusa Ne O6bemM napTuu 11575 eaumnun
Analytical Report No / : 890001645529 Date of Analysis / : 24.02.2023
AHaNTHTHYECKHH oTUeT Ne Jlara anajmsa
Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2025
JlaTa npoU3BOACTBA I'onen 1o
Analysis performed according ND / Ananuz nposenen no HJI: JIT1-005923-191119 (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)
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No/

Test / IToxa3aTeanb
Ne

Result / PesyabTar

Specification / Hopma

b)By UV spectro-

Y®-cnexkrpodoro
METPHH

photometry / Metoaom

Complies as prescribed /
CooTBeTCTBYET TpeOOBAHHUIM

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / V-
CIIEKTp MOrJIOLIEHUS] UCABITYEMOro
pacTBopa IoJKeH HMETh MaKCUMYM
noroweHus npu 397+5 um

4. | pH

3. | Weight of package 101 g/101r According to Rus. Ph. (Not less
contents / Macca than 100.0 g) / B cooTBeTCcTBHH C
COAEPKUMOTr0 YIAKOBKH TpeGOBaHUAMU

I'® PD. (He menee 100,0 )
3.27 From2.5t04.5/0t12,5 no 4,5

5. | Viscosity / BaskocTb

1059 centipoise /

1059 canTunyas

From 400 to 1200 centipoise /
Ot 400 no 1200 cantumyas

6. | Related impurities / PoacTBeHHbIe IPpUMeECH

=L

i. | Impurity C/ Not more than 0.50 % /
IMpumecs C Below LOD (LOD =0.02 %)/ | He Gonee 0,50 %
. ) Hwxe npenena obHapyxkeHus
ii. | Impurity D/ Not more than 0.50 % /
IMpumecs D Below LOD (LOD =0.02 %) / | He Gonee 0,50 %
Hibxe npenena o6Hapy KeHHA
iii. | Any other impurity / (I10=10.02 %) Not more than 0.50 % /
JIro6as npyras nprMechs 0.10 % He 6osnee 0,50 %
Remarks: The Product conforms to ND/ Conclusion: APPROVED /

Hpumeuanne: [Tpoaykr coorBeTcTBYET Tpebopanusam HJI Zakmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorornexo: Shivani [IposepeHo: Ramakant Ono6peno: Menemxkep / PykoBoourens
Devi A T @ u&‘o "@* Amit Kumar e
. A
/ | B
Reprint Date / Reprint Date / Reprint Date /
Jlara: 24.02.2023 Jara: 24.02.2023 Hara: 24.02.2023

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 Laboratories Ltd.

Qo
Dr. Reddy’s ‘.... Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS it solan, H.p, 173 205, INDIA

CEPTU®UKAT AHAJIM3A 1) : 491 98166 56001-02
100 g www.drreddys.com

Product : Nise Activgel (Nimesulide) gel for external use, 1 %,
Mpoayxr : Haiiz® Axtusrens (HUMeCy/z) refib s HAPY/KHOTO NPUMEHeHH, 1 %, 100 r

Batch No / : V230096 Batch Quantity / : 11575 units /
Cepust Ne O0BeM HapTHH 11575 epunun
Analytical Report No / : 890001645529 Date of Analysis / : 24.02.2023
AnanquTH4ecKui oTyeT Ne Jdara ananusa

Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2025
JlaTa npon3BoACTBA T'oanen o

Analysis performed according ND / Anaau3s nposegen no HJI: JI[1-005923-191119 (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)

Page3 of 5/Crp.3mu35

E.:) / Test / Ilokazarens Result / Pe3yabTaT Specification / Hopma
iv. | Total impurities / 0.18 % Not more than 1.50 % /
CyMma npumecei He 6onee 1,50 %
7. | Microbial purity / Mukpo6uoJiornyeckas Y4cTora
i. | Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g/
Count / Obuiee yucno Menee 10 KOE/r He Gonee 1000 KOE/r
aspOOHBIX MUKPO-
OpraHU3MOB
ii. | Total Combined Yeast and Less than 10 CFU/g/ Not more than 100CFU/g /
mould count / O6uiee yucio Menee 10 KOE/r He 6onee 100 KOE/r
JAPOMOKEBBIX U TJIECHEBBIX
rpuboe
iii. | Pseudomonas aeruginosa Absentinl g/ Should absentin 1 g/
OrcyrcTByeTrB 1 1 OrcyrcTBUe B 1 T
iv. | Staphylococcus aureus Absentin1 g/ Should absentin 1 g/
OtcyrctByerB 1T OrcytctBUe B 1 T
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Npumeuanue: IIpoaykr cooTBeTcTByeT TpebGoBanuamM HJI Zaxkmouenue: O{OBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TIMoarorosneno: Shivani [posepeHo: Ramakant Onobpeno: Menemxkep / PykoBoautensb
Devi T‘ Amit Kumar \
AT Julet P
Reprint Date / Reprint Date / Reprint Date /
Jara: 24.02.2023 Jara: 24.02.2023 Jara: 24.02.2023

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 ":‘

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

CERTIFICATE OF ANALYSIS Distt. Solan, H.P.,, 173 205, INDIA
CEPTHOHKAT AHAJTM3A Tel : +91 98166 56001-02

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g www.drreddys.com
Hpoaykr : Haiiz" Akrusrenb (HUMeCYHI) refib Ul HAPYIKHOTO NPUMEHEHMS, 1%,100r
Batch No / : V230096 Batch Quantity / : 11575 units /
Cepust Ne O0beM napruu 11575 eguHuu
Analytical Report No / : 890001645529 Date of Analysis / : 24.02.2023
ApanuTnyeckuii oryer Ne Jlara anaausa
Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2025
Jara mpouzBoAcTBA Togen mo

Analysis performed according ND / Auanus nposeaen no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 or 19.03.2020, amend Ne 2 from 02.02.2022 / uzm. Ne 2 ot 02.02.2022)
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8 Assay / KonnuecrBennoe onpeneieHue

i. | Nimesulide /
Humecynun

ii. |Dimethyl sulfoxide /
JdumeTuncynbhoKcua

9.95mg/9.95 mr
(99.5 %)

101.8 %

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 g0 11,0 mr Ci13H12N2OsS
(sumecynun) (ot 90,0 % no

110,0 % OoT HOMHHAJIBHOTO
coaeprkaHus) B 1 rresns

90% to 110% of C2HeOS (dimethyl
sulfoxide) of label claim /

Ot 90 % no 110 % C2HsOS
(nmuMmeTHacybHOKCHA) OT
HOMMHAJIbHOT'O COAEPIKAHMA

Remarks: The Product conforms to ND/
Ipumeuanue: [Ipoaykr cooTBeTcTByeT Tpebosanusam H/JT

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
IMoarotosneHo: Shivani

Devi | /{ T

Checked by /
[Tposepeno: Ramakant

B

Approved by: Manager/Executive /
Opobpeno: Menemxep / PykoBoaureis
Amit Kumar

-

S

Reprint Date /
Jlara: 24.02.2023

Reprint Date /
Jata: 24.02.2023

Reprint Date /
Jara: 24.02.2023

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 ":'.

Dr. Reddy's Laboratories Ltd.

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

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
gw Tel : +91 98166 56001-02

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g Www.drreddys.com
Ipoaykr Haiiz® Aktusrens (HUMecysua) resib IS HAPYXKHOTO npumereHus, 1 %, 100 r
Batch No / : V230096 Batch Quantity / : 11575 units /
Cepus Ne O6Bem napTuM 11575 enuHun
Analytical Report No / : 890001645529 Date of Analysis / : 24.02.2023
AHajnuTHyecKuil oTyeT No JlaTa ananusa
Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2025
JaTa npoH3BOACTBA I'onen xo
Analysis performed according ND / Ananu3 nposexen no HJI: JII1-005923-191119 (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)

PageSof 5/Crp.5u3 5

10 |Packaging / YuaxoBka

Package / Ynakoska - 100 g in
a laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / ITo 100 r B TyOy u3
JIAMUHHPOBAHHOTO

ATIOMHUHMS, CHA0XXEHHYIO
MeMOpaHOH [UIs  KOHTpOJA
niepBoro BCKphITHs. Kaxmyro
TyOy BMecTe ¢ HMHCTPYKLMEH
0 NPUMEHEHHIO TIOMELIAloT B
Ma4yKy KapTOHHYIO.

Package / Ynaxoska - 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 wiu 100 r B TYOy u3
JTAMHHHPOBAHHOT'O AJTIOMHHUS,
cHaOXeHHYI0O  MeMOpaHOH  Juis
KOHTPOJI  [EPBOrO  BCKPBITHS.
Kaxnyio  1yby BMECTE c
MUHCTPYKLMEH 1O NPUMEHEHHIO
MOMEILAIOT B MAUKy KAPTOHHYIO.

11 |Labeling / MapxupoBka According to ND / B cootercTBun ¢ HJ

Store below 25 °C. Do not freeze. / IIpu Temneparype He Bbilie
25 °C. He 3amopaxuBarsb.

12 |Storage / Xpanenue

13 | Shelf life / Cpox rognocTn | 2 years /2 roaa

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

*TlokazaTes b MOKET OTCYTCTBOBATH B cepTu(hHKATE aHAIH3A npou3BoauTens. IIpon3soanTen
rapaHTHpPYeT Ka4ecTBO Npenapara 1o 3THM M0Ka3aTeIsaM.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanne: IIpoaykt coorsercTByet TpeboBanusam HJL 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoarororneHo: Shivani ITpoeepeHo: Ramakant Onobpeno: Menemxep / PykoBoaurens
Devi A’)‘ &\ Amit Kumar x(\”_

/ ‘: /‘_,../
Reprint Date / Reprint Date / Reprint Date /
Hara: 24.02.2023 Hara: 24.02.2023 Jara: 24.02.2023

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



