‘.o Dr. Reddy's Laboratories Ltd.
/ °® Formulation Unit-6

Dr. Reddy S o Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : 491 98166 56001-02

CEPTUP®UKAT AHAJIM3A WediEd dysteam
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g
Ipoayxr : Haiiz" AkruBrens (HUMECYaUA) resib Ajls HAPYXKHOro npumeHenus, 1 %, 100 r
Batch No / 1 V220947 Batch Quantity / : 9527 units /
Cepua Ne O6Bem mapTnu 9527 enuHuLl
Analytical Report No / : 890001628806 Date of Analysis / 1 22.11.2022
ANATHTHYECKHH oTueT No Hara anannza
Date of Manufacture / : Nov-2022 Date of Expiry / : Oct-2024
JlaTa npousBoacTBa T'onen no
Analysis performed according ND / Ananus nposexen no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / uzm. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / uzm. Ne 2 ot 02.02.2022)

Pagel of 5/ Crp. 1135

i‘? / Test / Ilokazarenn Result / PesynasTar Specification / Hopma
1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OnHOpOAHBIH
OnHOPOJAHBIH MPO3payuHbIi Npo3padHblil renb OT 6ecLBETHOro
rejb GJI€IHO-KENTOro BeTa ¢ | A0  ONeAHO-KENTOro ILBETa ¢
XapaKTepHBIM 3aMaxoM XapaKTepHbIM 3aI1aXOM
2. Identification / IlogauHHOCTD
a) By HPLC / Metonom Complies as prescribed / | The retention time of the main peak
BOXX CooTBeTCTBYET TPEGOBAHUAM 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 ynepxhBaHHA
OCHOBHOTO nuKa Ha
XpomarorpamMme UCHBITYEMOTO
pacTBOpa AOJKHO COOTBETCTBOBATE
BpPEMEHH yIep>KHBaHUsS OCHOBHOIO
n¥iKa Ha XpoMarorpaMmme pacTBopa
CTaHOAPTHOTO obpasua
HAMeCyIna (paznen
«KonuuecTBeHHOE OTpeieieHHe»)
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboaHusmM HJI Zakmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[Moarorosneno: Pravesh Rana | [posepeno: Pardeep Kumar | Opgo6peno: Menemxkep / Pykosonurests
-é, CJ{ Amit Kumar far'_\, \\// =

Reprint Date / Reprint Date / Reprint Date /

JaTa: 02.12.2022 Hata: 02.12.2022 Hara: 02.12.2022

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
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CEPTU®UKAT AHAJIN3A

www.drreddys.com
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g
Hpoaykr : Hait3¥ Axtusrens (HUMecysina) refb Ui Hapy)KHOro npumenenus, 1 %, 100 ¢
Batch No / 1 V220947 Batch Quantity / : 9527 units /
Cepus Ne O0beM mapTuu 9527 enuHuL
Analytical Report No / : 890001628806 Date of Analysis / 1 22.11.2022
AHAJTHTHYECKHIT oTUeT No JlaTa ananusa
Date of Manufacture / : Nov-2022 Date of Expiry / : Oct-2024
JlaTa npon3BoacTBa T'ogen no
Analysis performed according ND / Auanns nposenen no HI: 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)

Page2 of 5/ Ctp.2 m3 5

No/

Ne Test / Iloka3aTens Result / PesyabTart Specification / Hopma
b)By UV spectro- Complies as prescribed / UV absorption spectrum of the test
photometry / Metomom CootsetcTyeT TpeboBanmsaM | solution should have absorption
Y®-cnexkrpodoro maximum at 397+5nm / Y-
MeTpHH CIIEKTp MOIJIOLICHHS HCTIBITYEeMOTro
pacTBOpa NOJDKEH UMETh MAKCHMYM
rornoiueHus npy 397+5 HM
3. | Weight of package 101 g/101r According to Rus. Ph. (Not less
contents / Macca than 100.0 g) / B cooTBeTCTBHH C
CONEePKUMOr0 YHAKOBKH TpeGOBaHUAMU
I'd PO. (He menee 100,0 1)
4. | pH 3.17 From 2.5t04.5/0t 2,5 no 4,5
5. | Viscosity / BaskocTs 1015 centipoise / From 400 to 1200 centipoise /
1015 canrMmyas Ot 400 o 1200 canTHyas
6. | Related impurities / PoncreenHbie npaMecH
i. | Impurity C/ Not more than 0.50 % /
Ipumecs C Not detected / ne obHapyxeHa | He Gonee 0,50 %
ii. | Impurity D/ Not detected / He 06HapyxeHa | Not more than 0.50 % /
IMpumecs D He 6onee 0,50 %
iii. | Any other impurity / 0.03 % Not more than 0.50 % /
Jiobas apyras npuMech He 6onee 0,50 %
iv. | Total impurities / 0.11 % Not more than 1.50 % /
Cymma npumecei He 6onee 1,50 %
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanue: Ilponykr coorBeTcTByeT Tpebopanusm HJL 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IToarotoeneno: Pravesh Rana | Ilposepeno: Pardeep Kumar | Onobpero: Menemxep / PykoBoautens

,A - Amit Kumar ‘.&; \@/a,

Reprint Date / Reprint Date / Reprint Date /
Jara: 02.12.2022 JHara: 02.12.2022 Jata: 02.12.2022

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



‘.o Dr. Reddy's Laboratories Ltd.
! °® Formulation Unit-6
Dr. Reddy s -. Vill. Khol, Nalagarh Road, Baddi,

Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIM3A

www.drreddys.com
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g
Hpoaykr : Haiz" Axrusrens (HUMecynna) refib Anst HAPYXKHOIO npuMeHeHus, 1 %, 100 r
Batch No / 1 V220947 Batch Quantity / : 9527 units /
Cepus Ne O0bem napTun 9527 eaunun
Analytical Report No / : 890001628806 Date of Analysis / 1 22.11.2022
AHanuTHyecKHH oT4yeT Ne Jlara aHan3a
Date of Manufacture / : Nov-2022 Date of Expiry / : Oct-2024
JlaTa mpou3BoacTBa Tonen oo
Analysis performed according ND / Ananns 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 / uzm. Ne 2 ot 02.02.2022)

Page3 of 5/Ctp.3 m35

No/

o Test / IlokazaTesb Result / PesyabTat Specification / Hopma

7. | Microbial purity / Muxpo6uosiorndeckas 4ucTora *

i. | Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O61ee uuco He 6onee 1000 KOE/r
a’pOOHBIX MUKPO-

OpraHM3MOB

ii. | Total Combined Yeast and NA Not more than 100CFU/g /
mould count / Ob1iee unco He 6onee 100 KOE/r
IOPOMOKEBBIX U MJIECHEBBIX
rpuboB

iti. | Pseudomonas aeruginosa NA Should absentin 1 g/

OtcyrctBue B 1 1

iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcyrcTeue B 1 1

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ilpumeyanue: ITpoaykT cooTBercTByeT Tpebosanusam HJI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IMoarorosneno: Pravesh Rana | ITpoeepeno: Pardeep Kumar | Ono6peno: Menemxep / Pykosoaurens

/é {j Amit Kumar é_}_\_h‘y

—

Reprint Date / Reprint Date / Repuinl Dale /
Jata: 02.12.2022 Jlara: 02.12.2022 Jlara: 02.12.2022

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

CEPTUDPUKAT AHAJIN3A

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

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

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

Ipoaykr Haiiz" AkruBrens (HUMECYJIA) resib Aisi HapY>KHOro npumMeHenus, 1 %, 100 r

Batch No / 1'V220947 Batch Quantity / : 9527 units /
Cepnsa Ne Ob6bem napTun 9527 egunuy,
Analytical Report No / : 890001628806 Date of Analysis / 1 22.11.2022
AHAIHNTHYECKHH oTYeT Ne JlarTa ananusa

Date of Manufacture / : Nov-2022 Date of Expiry / : Oct-2024
JlaTa npou3BoACTBa T'onen 1o

Analysis performed according ND / Auanns nposeaen no 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)

Page4 of 5/Crp.4m35

8 Assay / KonmnuecTBenHoe onpeesieHne

i. | Nimesulide /
Humecynun

ii. | Dimethyl sulfoxide /
JumeTuncynbdokcua

9.82 mg/9.82 mr
(98.2 %)

99.7 %

9.0 mg to 11.0 mg of Ci3H12N20sS
(Nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 MT OO 11,0 MT C13H12N2058
(numecynun) (ot 90,0 % no

110,0 % OoT HOMHHAJILHOTO
contepkaHuA) B 1 r rens

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

Ot 90 % nmo 110 % C,HsOS
(nMMeTHUNCYNBPOKCUT) OT
HOMHHAJILHOTO COJICPKaHUA

9 |Packaging / YnakoBka

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

JTaMHUHUPOBAHHOIO
ATIOMHHUS, CHabXKEHHYIO
MeMOpaHOH JJII  KOHTpPOJIA

nepBoro BCKpbITHA. Kaxayro
TyOy BMECTe ¢ WHCTpYKLUCH
10 IPUMEHEHHIO TIOMEILAIOT B
NavKy KapTOHHYIO.

Package / Ynakoeka - 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 1, 50 r umu 100 r B TYOy U3
JIAMUHUPOBAHHOTO ATFOMMHMUS,
cHabkenHyt0  MeMmMOpaHOH  AJst
KOHTpPOJIL ~ MEPBOTO  BCKPBITHUSL.
Kaxnytro TyOy BMECTE o
HHCTPYKIIMEH 1O NPUMEHEHHUIO
NOMEIIAIOT B MAYKy KAPTOHHYIO.

Remarks: The Product conforms to ND/
Ipumeuanne: [Tponykr coorBercTByeT Tpebosanuam HJI

Conclusion: APPROVED /
Zaxmwouenne: OJJOEPEHO

Prepared by /
IMToxarorosneHo: Pravesh Rana

I3

Checked by /
Iporepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykoBoaureins
Amit Kumar

A

Reprint Date /
Jara: 02.12.2022

Reprint Date /
Jara: 02.12.2022

Reprint Date /
Hara: 02.12.2022

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,
Distt. Solan, H.P., 173 205, INDIA

CEPTUOUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

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

IIpoaykT Haiiz" Aktupress (HuMecynna) resn s Hapy»KHOTro npuMeHenus, 1 %, 100 r

Batch No / 1 V220947 Batch Quantity / : 9527 units /
Cepus Ne O06vem maprun 9527 equHuy
Analytical Report No / : 890001628806 Date of Analysis / : 22.11.2022
AHaJUTHYECKHI oTYeT No JlaTta ananusa

Date of Manufacture / : Nov-2022 Date of Expiry / : Oct-2024
JaTta npou3BoacTBa T'ogen no

Analysis performed according ND / Anann3 nposenes mo HJL: 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)

PageSof 5/Crp.5n35

10 | Labeling / MapxkupoBka

According to ND / B cootsetcteun ¢ HJI

11 |Storage / Xpanenue

Store below 25 °C. Do not freeze. / [1pu TemniepaType He BbiLile
25 °C. He 3amopaxuBars.

12 | Shelf life / Cpok rognoctn | 2 years/ 2 ropa

*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.
*IIoka3aTesb MOKET OTCYTCTBOBATH B cepTHHKaTe aHa nu3a npousBoauTens. [IpousBoaurens

rapaHTHpPYeT Ka4eCTBO NpenapaTa no 3 TuM nmokKasarejasm.

Remarks: The Product conforms to ND/
Ilpumeuanne: ITpoaykT cooTBercTBYeT TpeboBanusm HJI

Conclusion: APPROVED /
3aknwuenne: OJOBPEHO

Prepared by / Checked by /
Ilonrorosneno: Pravesh Rana | IIpoeepeno: Pardeep Kumar

o

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PykoBoaurens

Amit Kumar ['L\‘wy

Reprint Date /
Jara: 02.12.2022

Reprint Date /
Hara: 02.12.2022

Reprint Date /
JlaTa: 02.12.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com

CIN: L85195AP1984PLCC0O4507

www.drreddys.com




