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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHATHM3A

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

Hpoaykr Hait3" AKTHBre/b (HUMECYIN) rentb 118 HAPY/KHORO npumenenns, 1 %, 100 r -
Batch No / : V220588 Batch Quantity / : 9554 units/ |
Cepust Ne Obbem naprun 9554 eamnny
Analytical Report No / : 890001608196 Date of Analysis / : 22.08.2022 T
AHanuTHYeCKHI oT4eT No Jdara anannsa

Date of Manufacture / : Aug-2022 Date of Expiry / : Jul-2024

Jlata nponssoncrea I'ogen no

Analysis performed according ND / Auanus nposegen no HJ: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / m3m. Ne 1 o1 19.03.2020, amend Ne 2 from 02.02.2022 / uzm. No 2 ot 02.02.2022)
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No /

BOXX

CooTBeTcTBYET TpeBOBaHUAM

e Test / ITokazarenn Result / PesyabTar Specification / Hopma

1. Description / Onucanne Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OgHopoaHblii
OnxopoaHbiit npo3pauHblii IpO3payHblil Tefab OT GecUBETHOro
resib OIeIHO-XKENTOro UBeTa ¢ | 40  GJCAHO-KENTOro  1Bera ¢
XapaKTepHbIM 3aMaxom XapaKTEpPHBIM 3aMaxom

2% Identification / IlogunnoOCTD

a) By HPLC / MeTonom | 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 ynepxuanus
OCHOBHOT'O nuKa Ha
XpOMaTorpamme HCTILITYEMOr o
pacTBopa J0JKHO COOTBETCTBOBATD
BPEMEHH YAEP)KUBAHUS OCHOBHOIO
NHKa Ha XpoMaTorpaMMe pacTeopa
CTaHAapTHOIO obpasua
HHUMeCYIH1a (paznen
«KonuuecTBeHHOE onpeneneHue»)

Remarks: The Product conforms to ND/
Iprameyanue: [1poayKT COOTBETCTBYET TpeGOBAHMAM HJI

Conclusion: APPROVED /
3akmouenune: OTOEPEHO

Prepared by /
[TonroroeneHo: Pardeep

Kumar E

—_

Checked by /
INposepeno: Himesh Kumar

—_—
B N
-~

Approved by: Manager/Executive /

Onobpeno: Meunemxep / Pykosonurens

Manoj Kumar

Reprint Date /
Hara: 22.08.2022

Reprint Date /
Jara: 22.08.2022

Reprint Date /
Hara: 22.08.2022

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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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

CEPTHOUKAT AHAJIM3A www.drreddys.com
Product Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g
IMpoayvkr Haiis” Axrusrens (HUMECYIMA) resib A/ HapY>KHOro npuMeHennst, 1 %, 100 r
Batch No / : V220588 Batch Quantity / : 9554 units /
Cepus Ne Oo6bem napruu 9554 eanHun
Analytical Report No / : 890001608196 Date of Analysis / : 22.08.2022
AHAJIMTHYECKHH oTyeT No HaTa ananuza
Date of Manufacture / : Aug-2022 Date of Expiry / : Jul-2024
Jara npou3BoacTBa I'ogen no

Analysis performed according ND / Ananuz nposeaen mo HJI: JIIT-005923-191119 (amend Ne 1 from
19.03.2020 / m3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / usm. Ne 2 o1 02.02.2022)
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No /

Test / Ilokazarenan
Ne

Result / PesyabTar

Specification / Hopma

b) By UV spectro-
photometry / MeTtoaom
Y®-cnexrpodoto
METpUH

Complies as prescribed /
CooTBercTBYET TpeGOBAHUAM

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / VY-
CMEKTP MOTNOLIEHHS UCTTHITYEMOTO
pacTBopa 10JDKEH UMETh MAKCUMYM
NOTJIOILEHUs 1Ipu 397+5 HM

3. | Weight of package 101g/101r According to Rus. Ph. (Not less
contents / Macca than 100.0 g) / B cooTBeTCTBUM C
COAEPKHMOro YIIaKOBKH TpeOOBaHUAMHU

I'd PD. (He menee 100,0 r)
4. | pH 3.0 From2.5t04.5/0t12,5 no 4,5
5. | Viscosity / Baskocrn 1064 centipoise / From 400 to 1200 centipoise /

1064 cantunyas

Ot 400 no 1200 cantunyas

6. | Related impurities / Poagcreennble npumecn

i. | Impurity C/
ITpumecs C
ii. | Impurity D/
ITpumecs D

Any other impurity /
Jlrobas npyras npumech

1ii.

Not detected / He obHapyxeHa

Below LOD (LOD =0.02 %) /
Huxe npenena obHapykeHus
I10=0.02 %)

0.03%

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

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

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

Remarks: The Product conforms to ND/
ITpumeuanne: ITpoaykr coorsercTByeT TpeGoBaHusam HJI

Conclusion: APPROVED /
3axkawyenne: ONOBPEHO

Prepared by / Checked by /
Iloarorosneno: Pardeep IIporepeno: Himesh Kumar

Kumar (_;3;_’,‘;

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykosonurens

Manoj Kumar

Reprint Date /
Jara: 22.08.2022

Reprint Date /
Hata: 22.08.2022

Reprint Date /
Hara: 22.08.2022

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.corn




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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

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

IMpoaykt Haitz" AkTHBresb (HUMECYJIMA) relb A8 HAPYXKHOrO rpuMeHenus, 1 %, 100 r |
Batch No/ : V220588 Batch Quantity / : 9554 units /
Cepus Ne O6bem mapTHu 9554 eannuy
Analytical Report No / : 890001608196 Date of Analysis/ : 22.08.2022
AnanuTudeckui oTyer Ne - Jara apannsa

Date of Manufacture / : Aug-2022 Date of Expiry / : Jul-2024

JlaTa npoH3BOACTBA I"ogen go

Analysis performed according ND / Ananus nposeen mo 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)
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i(? / Test / IlokazaTe/b Result / PesyabTar Specification / Hopma
iv. | Total impurities / 0.03 % Not more than 1.50 % /

Cymma npumecei He 6onee 1,50 %

7. | Microbial purity / Mukpo6uonoruieckast 4ucrora

i. | Total Aerobic Microbial Less than 10 CFU/g /
Count / Obuiee 4ucio Menee 10 KOE/r
a’pOoOHBIX MUKpPO-
OpraHu3MoB

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

Not more than 100CFU/g /

He 6onee 100 KOE/r

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

ii. | Total Combined Yeast and
mould count / O0luee uncno
JIPOMOKEBBIX M TUIECHEBbIX
rpubos

Should absentin 1 g/
OtcytctBUe B 1 1

Absentin 1 g/
OtcyrcteyerB 1 T

iii. | Pseudomonas aeruginosa

Should absentin 1 g/
OrcyrcTBUEe B 1 T

Absentinl g/
OtcyrcTByerB 1 1

iv. | Staphylococcus aureus

Conclusion: APPROVED /
Zakmouenne: OJOBPEHO
Approved by: Manager/Executive /

Remarks: The Product conforms to ND/
Ilpumeuanne: IpoaykT cOOTBETCTBYET Tpebopaumam HJ
Prepared by / Checked by /

[MoaroroemneHo: Pardeep

Kumar f

——

IMpoeepeno: Himesh Kumar

—

—

]

Ono6peno: Menemxkep / Pykosoaureins

Manoj Kumar -
duol

Reprint Date /

Jara: 22.08.2022

Reprint Date /
Jlata: 22.08.2022

Reprint Date /
Jlarta: 22.08.2022

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.cormn
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIIT3A

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

Vill. Khol, Nalagarh Road, Badd)j,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

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

Hpoaykr Haiiz"™ AxTusress (HUMECVJTIIL) TEMNb JUIS HAPYAHOTO npumeHeHus, 1 %, 100 r

Batch No / : V220588 Batch Quantity / : 9554 units /
Cepusi Ne Obbem napruu 9554 equunn
Analytical Report No / : 890001608196 Date of Analysis / : 22.08.2022
AHasinTHYECKHIT oTyeT No JMara ananuza

Date of Manufacture / : Aug-2022 Date of Expiry / : Jul-2024
Hata nponssojacrea IlNopen o

Analysis performed according ND / Anasns npoeexen mo HJL: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020. amend Ne 2 from 02.02.2022 / n3m. Ne 2 ot 02.02.2022)
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8 Assay / KonnuecrBennoe onpenenenne

=

i. | Nimesulide /
Humecynun

ii. | Dimethyl sulfoxide /
Jumeruncynshokeua

9.98 mg/9.98 mr
(99.8 %)

101.1 %

9.0 mg to 11.0 mg of C13H;2N,O5S
(Nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mr 0 11,0 mr C13H1oN-0sS
(numecynun) (ot 90,0 % no

110,0 % ot HOMMHAJIBHOIO
conepxanus) B 1 r rens

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

Ot 90 % no 110 % C,HsOS
(mumeTtnncynbdokeua) or
HOMUHANBHOIO COACPIKAHHS

Remarks: The Product conforms to ND/
Hpumeuanne: TIponykr cootsercTyeT TpeboBanuam HJJ

Conclusion: APPROVED /
3akmoyenne: OJOGPEHO

Prepared by /
[Moarorornchu: Pardecp

Kumar ,

Checked by /
[posepeno: Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurens
Manoj Kumar

Reprint Date /
Hara: 22.08.2022

Reprint Date /
Jara: 22.08.2022

Reprint Date /
Hara: 22.08.2022

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.corn



Dr.Reddy’s Q':'

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Kho!, Nalagarh Road, Baddi,
) Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUPHKAT AHAJIM3A www.drreddys.com

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

Hpoaykr  : Haiz" Axktusrens (Humecynun) refib 1Jisi HapyskHoro npuMeHenus, 1 %, 100 r

Batch No / : V220588 Batch Quantity / : 9554 units /
Cepus Ne O0bem napTuy 9554 eguHuul
Analytical Report No / : 890001608196 Date of Analysis / : 22.08.2022
Ananutnyeckuii oTuer No Jarta anaanza

Date of Manufacture / : Aug-2022 Date of Expiry / : Jul-2024
JlaTa npon3BoACTBa I'omen mo

Analysis performed according ND / Ananus nposeaen 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)

Page Sof 5/ Ctp.5u3 5

10 | Packaging / Ynakoska Package / Ynakoeka - 100 g in | package / Ynakoska - 20 g, 50 g or

a laminated aluminum tube | 100 g in a laminated aluminum tube
equipped with tamper-evident | gquipped ~ with  tamper-evident
membrane. Each tube and a | membrane. Each tube and a patient

patient information leaflet in a | jnformation leaflet in a carton. /
carton. / [To 100 r B TyOy u3

JTAMUHHPOBAHHOTO
aIIOMMHUS, CHaGXKEHHYIO
meMmMOpaHOH Jyisf  KOHTPOIs

ITo 20 r, 50 r unu 100 r B TYOY U3
JIAMHHUPOBAHHOIO aJIFOMUHMS,
cHabkeHHYyl0  MemOpaHOH  ans

nepsoro BekpbiTHa. Kaiayio | KOHTPONL  NEPBOTO  BCKPBITHS.
Ty6y BMeCTe ¢ MHCTpyKLmeH | KKAYIO TyOy ~ BMecTe ¢
Mo MpHMeHeHHIo nomewaior 5 | WHCTPYKUMCH N0 [IPUMEHEHMIO
NavuKy KapTOHHYIO. NOMELLAIOT B NAUKy KapTOHHYIO.

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

12 | Storage / Xpauenne

Store below 25 °C. Do not freeze. / [Ipu Temneparype He Bbllie
25 °C. He 3aMopaXH1BaThb.

13 | Shelf life / Cpox roagnoctu | 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.

*[TokazaTeab MOXKET OTCYTCTBOBATL B cepTHdHKaTe aHaH3a npou3BoanTens. [Ipoussoanrenn
rapaHTHPYeT KAa4eCTBO Npenapara o 3THM MOKAa3aTe/IAM.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanue: [Ipoaykt coorBeTcTBYET TpeboBanusam HJI 3akmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorornieHo: Pardeep IIpoBepeno: Himesh Kumar Onobpeno: Menemxkep / PykoBogurens
Kumar 5 _——_ | Manoj Kumar " (}

Reprint Date / Reprint Date / Reprint Date /

Jara: 22.08.2022 Hara: 22.08.2022 Hara: 22.08.2022

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




