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Dr.Reddy’s Q;.-

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

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

Vill. Khol, Naiagarh Road, Baddj,
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

Ipoaykr Haii3" AkTuBrens (HUMeCynua) renb a8 Hapy»KHOro npumenenus, 1 %, 50 r

Batch No / 1 V220592 Batch Quantity / : 18836 units /
Cepusi Ne O61bem napruu 18836 eannumy
Analytical Report No / : 040001620065 Date of Analysis / : 13.08.2022
AHanuTHYECKHIT oTyeT Ne JlaTa apaansa

Date of Manufacture / : Aug-2022 Date of Expiry / : July-2024
Jlara nponzBoacTea Tonen no

Analysis performed according ND / Ananus nposenen mo HJI: JITT-005923-191119 (amend Ne 1 from
19.03.2020 / n3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / uzm. Ne 2 ot 02.02.2022)

Page1 of 5/Crp.1u3 5

B2XKX

CootercTBYET TpeOOBAaHUAM

No / s -

No Test / IlokazaTean 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 / OaHopoAHbIH
OnHopoaHbIH Npo3pauHbIi IpOo3payHbIf refib 0T HeCUBETHOroO
resb OJIeAHO-KENTOro LBETa C | 0 ONEHO-KENTOro  UBeTa C
XapaKTepHBIM 3aMaxom XapaKTEePHbIM 3aMaxom

2. Identification / lopiunHoCTH

a) By HPLC / MeTtoaom 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 ynepxupaHus
OCHOBHOTO nHKa Ha
XpoMaTorpamme HCTIBITYEMOr 0

pacTBopa AOJIKHO COOTBETCTBOBATH
BPEMEHH YAEPIKHBAaHUSL OCHOBHOIO
nMKa Ha XpoMaTorpaMMme pacTBopa
CTaHAAapPTHOIO obpasua
HUMeCYynraa (paznen

«KonuuecTBeHHOE onpeaeneHue)

Remarks : The Product conforms to ND/
IIpumeuanne: [Iponykr coorercTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3akirovenune: OJOBPEHO

Prepared by /
IToaroroeneno: Ramakant

@"M/

Checked by /
ITpoBepeHo: Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens

Q/-Qr/—\“- Abhishek Chauhan &/\

Reprint Date /
Jara: 13.08.2022

Reprint Date /
Jlata: 13.08.2022

Reprint Date /
Hara: 13.08.2022

Registered Cffice: 8-2-337, Road Ne. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2200, Fax: +91 40 4900 2398, Email: mail@drreddys.com

CIN: LE5195AP1984PLCO0VA507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56C01-02
www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g

IlpoaykT Haiiz" Aktuprens (HUMeCyn1a) resib As Hapy)HOro npumeHenus, 1 %, 50 r |
Batch No / 1 V220592 Batch Quantity / : 18836 units /
Cepusa Ne Ob6bem napTuu 18836 eannuu
Analytical Report No / : 040001620065 Date of Analysis / : 13.08.2022
AHaJIMTHYeCKHH oTYeT N2 JaTa asanusa

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

JlaTa npou3BoacTBA I'open no

Analysis performed according ND / Auanu3 nposexen mo HJ: JII1-005923-191119 (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)

Page 2 of 5/ Ctp. 2 u3 5

ﬁ.‘? / Test / Ilokazarens Result / Pesyabrart Specification / Hopma
b)By UV spectro- Complies as prescribed / | UV absorption spectrum of the test
photometry / Metoaom CooTBercTBYET TpEOOBAHHAM solution should have absorption
Y®-cnexrpodoto maximum at 397+5nm / VY-
METPHH CHOEKTP IMOTJIOIEHHS HCTIBITYEMOIO
pacTBopa IoJHKEH UMETh MAKCUMYM
niornotenus npu 39745 um
3. | Weight of package 51g/51r According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBeTCTBIM ¢
COIepPKMMOro YNAKOBKH TpeboBaHUAMM
['® PO, (He menee 50,0 r)
4. | pH 3.25 From2.5t04.5/0712,5 no 4,5
5. | Viscosity / BazkocTh 1047 centipoise / From 400 to 1200 centipoise /
1047 canTnnyas Ot 400 go 1200 cantunyas
6. | Related impurities / PoacTBennnie npamecu
i. | Impurity C/ Not more than 0.50 % /
Ipumecs C Not detected / ne obHapyxena He 6onee 0,50 %
ii. | Impurity D/ Below LOD (LOD = 0.02 %) / Huxe | Not more than 0.50 % /
[Mpumecs D Aot Een i (D= He 6onee 0,50 %
0.02 %) 2
iii. | Any other impurity / . Not more than 0.50 % /
JIro6as npyras npumech AL He 6onee 0,50 %

Remarks : The Product conforms to ND/
Ilpumeuanue: [Ipoaykr coorBeTcTBYET TpeboBaHusam HJ

Conclusion : APPROVED /
3axmodenne: OJOBPEHO

Prepared by /
IToarororneno: Ramakant

bt

Checked by /
IIpoeepeno: Himesh Kumar

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

Abhishek Chaul{]&\

Reprint Date /
Hara: 13.08.2022

Reprint Date /
Hara: 13.08.2022

Reprint Date /
Jara: 13.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel- +91 4N 4900 7900, Fax: +31 40 4900 2955, Email: mail@drreddys.com

CIN: LE5195AP1284PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khoi, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDiA
Tel : +91 98166 56C01-02

CEPTUPUKAT AHAJIU3A www.drreddys.com
Product Nise Activgel (nimesulide) gel for external use, I %, 50 g ]
HpoayxTr Haii3" AktuBrens (HUMecyNiua) refib JUisi HAPYXKHOTO MpuMeHenus, 1 %, 50 r B
Batch No / 1 V220592 Batch Quantity / : 18836 units /
Cepus Ne Ob6bem mapTun 18836 ennHumu
Analytical Report No / : 040001620065 Date of Analysis / : 13.08.2022
AHasiuTHYecKHH oTyeT No Jdara ananuza
Date of Manufacture / : Aug-2022 Date of Expiry / : July-2024
JdaTta npou3BoacTBa I'ogen no
Analysis performed according ND / Ananns nposexen mo HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / m3m. No 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / uzm. Ne 2 ot 02.02.2022)

Page3 of 5/Crp.3u3 5

CyMMa npumeceit

i.‘? 4 Test / IloxazaTesb Result / PesyabTart Specification / Hopma
iv. | Total impurities / 0.1% Not more than 1.50 % /

He 6omee 1,50 %

7. | Microbial purity / MuxpoGuoaoruyeckas 4McToTa

1. | Total Aerobic Microbial
Count / Obuyee yucio
a3po6HBIX MHKPO-
OpraHU3MOB

rpuboB

1ii.

iv. | Staphylococcus aureus

1. | Total Combined Yeast and
mould count / Obuiee uncno
JIPONCOKEBBIX U IIECHEBBIX

Pseudomonas aeruginosa

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

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

Absentinl g/
OtcyrcTByerB 1 T

Absentinl g/
OtcyrctByerB 1 1

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

Not more than 100CFU/g /

He 6onee 100 KOE/r

Should absentin 1 g/
Otcyrcteue B 1 1

Should absent in 1 g/
OtcyrcTBHe B 1 1

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr cooTBetcTBYeT Tpebosanusm HJJ

Conclusion : APPROVED /
3akaruenue: OJOBPEHO

Jara: 13.08.2022

Prepared by / Checked by / Approved by: Manager/Executive /

Iloarotosneno: Ramakant IIposepeno: Himesh Kumar OnobpeHo: Menemkep / PykoBoauresns
g l ! l _—_ | Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Hara: 13.08.2022

Hara: 13.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 23955, Email: mail@drreddys.com

CIN: L§5195AP1984PLCLUALL/

www.drreddys.com
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Dr.Reddy’s Q,‘.’

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIH3A

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 ]
Hpoaykr Haii3" AxTuerens (HHMECYIIHA) refib Uls HAPYZKHOTO npumeHenns, 1 %, 50 r

Batch No / 1 V220592 Batch Quantity / ¢ 18836 units /

| Cepus Ne O6bem napruu 18836 enunuy
Analytical Report No / : 040001620065 Date of Analysis / : 13.08.2022
AHaguTHYecKni oTuet Ne Jara ananuza

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

Jlata npousBoacrea T'ogen g0

Analysis performed according ND / Ananus nposeaex o HA: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / usm. Ne 2 o 02.02.2022)

Page4 of 5/ Crp. 4mu3 5

8 Assay / KonnuecTBennoe onpenenenue

i. | Nimesulide /
Humecynupn

ii. | Dimethyl sulfoxide /
HAumeruncynspokenn

10.01 mg/10.01 mr
(100.1 %)

101.6 %

9.0 mg to 11.0 mg of C13H;2N>OsS
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mr 10 11,0 mr Ci3H;aNLOsS
(numecynun) (ot 90,0 % no

110,0 % oT HomuHanbHOrO
COOEp>KaHus) B 1 T rens

90% to 110% of C;HsOS (dimethyl
sulfoxide) of label claim /

Ot 90 % no 110 % C,HcOS
(mumetuncynsdoxcun) ot
HOMMHAJILHOTO COZIepIKaHMA

10 |Packaging / Ynakoska

Package / Vnakoska - 50 g in a
laminated  aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / ITo 50 r B Ty6y u3

JIAMUHHPOBAHHOTO
ANOMMHHS, CHa0XKEHHYIO
MeMOpaHoH  ny1s  KOHTpONs

NepBoro BCKpbITHA. Kaxknyro
TYOy BMecTe ¢ WHCTpyKIMeit
N0 MPUMEHEHHIO MOMELIAIOT B
nayky KapTOHHYIO,

Package / Ynakosxka - 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 TY6Y U3
JIAMMHHUPOBAHHOTO ANOMUHUSA,
CHaOXeHHYI0O  MeMOpaHO# s
KOHTPOJIs  MEPBOrO  BCKPBITHA.
Kaxyro TYOyY BMeECTe c
MHCTPYKUMENR [0 NPUMEHEHHIO
NOMELLAIOT B Ma4YKy KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipumeuanue: [Tponykr cooretcTRyet TpedosannaM HJJ

Conclusion : APPROVED /
3akmovenne: OJIOBPEHO

Prepared by /
IMoarorosneno: Ramakant

ol

Checked by /
ITposepeno: Himesh Kumar

N SR
—— -

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

Abhishek Chauha&‘_{ \

Reprint Date /
Jara: 13.08.2022

Reprint Date /
Jara: 13.08.2022

Reprint Date /
Hara: 13.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 25900, Fax: +91 40 4800 2995, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIN3

A Tel : +91 98166 56001-02

www.drreddys.com

Product : Nise Activgél (nfr_ne_su_lide) gel for external use, 1 %,

IMpoaykr : Haiiz" AkruBrens (HuMecynna) refib Ans Hapy)KHOTO npumenenns, 1 %, 50 r

S0¢g

Batch No / 1 V220592 Batch Quantity / : 18836 units /
Cepnsi Ne O6bem napTuun 18836 eanHumu
Analytical Report No / : 040001620065 Date of Analysis / : 13.08.2022
AnanuTn4eckuii oryer Ne JlaTa ananusza

Date of Manufacture / : Aug-2022 Date of Expiry / : July-2024
Jara npou3BoacTBa T'ogen oo

Analysis performed according ND / Ananu3 nposegen mo H/: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / mu3m. Ne 1 o1 19.03.2020, amend Ne 2 from 02.02.2022 / uzm. Ne 2 ot 02.02.2022)

PageSof 5/Crp.5u3 5

11 |Labeling / MapkupoBka According to ND / B coorBercTenu ¢ HJJ

25 °C. He 3amopa)kuBarts.

12 |Storage / Xpanenmue Store below 25 °C. Do not freeze./ Ilpu Temnepatype He Bbillie

13 | Shelf life / Cpox rognocTu | 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.
*IlokasaTesib MOXKeT OTCYTCTBOBATH B cepTH(HKAaTe aHAIH3a npousBoauTess. [Ipoussoauresn

rapaHTHPYET Ka4eCTBO npenapara no 3THM MOKa3aTeJIsIM.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [IpoaykT cooTBeTcTBYeT TpeGopanusm HJI 3akmwuenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Honarorosneno: Ramakant IIpoBepeno: Himesh Kumar Onobpeno: Menemxep / PykoBoaurens
_A/—;’ Abhishek Chauhan B-/k
@% l@! =
s —
Reprint Date / Reprint Date / Reprint Date /
JHara: 13.08.2022 Jara: 13.08.2022 Hara: 13.08.2022

Registered Office: 8-2-337, Raad No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +31 40 4900 2995, Email
CIN: L85195AP1984PLC0O04507
www.drreddys.com

- mail@drreddys.com



