Dr.Reddy’s ‘g‘.

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

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

CERTIFICATE OF ANALYSIS ¢/ +91 98166 56001-02

CEPTUOUKAT AHAJIM3A www.drreddys.com
Product Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
IIpoaykT Haii3® AxTuBrenb (HUMeCYJIH) refib 1Ulsl HApYKHOTO npyMeHenus, 1 %, 20 r
Batch No / 1 V230225 Batch Quantity / : 47160 units /
Cepns Ne O6beM mapTuu 47160 epuHMI
Analytical Report No / : 040001792821 Date of Analysis / : 21.03.2023
AHanuTHYeCKHil oTueT Ne JaTa ananu3a
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
JlaTra npon3BoacTBa T'ogen no
Analysis performed according ND / Auanns nposeaen mo 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)

Page 1 of5/Crp.1m3 5

BOXX

CooTBETCTBYET TPeOOBAHUAIM

o/ . .

ﬁ.o Test / IlokazaTesb Result / PesyabTar Specification / Hopma

1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OnHOpPOIHBIH
OHOpOHBIN [TPO3PAYHBIH MpO3padHblii refib OT OECLBETHOTO
resib 6J1€HO-KENITOro LIBeTa C | A0  ONEeJHO-KENTOro  LBeTa C
XapaKTepHbIM 3aI1axoM XapaKTepHBIM 3aI1aXoM

2, Identification / IlogimaHOCTH

a) By HPLC / Metogom 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 ynepxuBaHUs
OCHOBHOTO MHKa Ha
Xpomarorpamme HCTIBITYEMOrO
pacTBOpa A0JHKHO COOTBETCTBOBATh
BpPEMEHH YAEP>KUBAHHUSI OCHOBHOI'O
IMKa Ha XpOMaTorpaMMe pacTBoOpa
CTaHJAPTHOIO obpasua
HUMECYJIUAa (pa3nen
«KonuuecTBeHHOE OTIpeeIEHUEN)

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IponykT cooTseTcTBYET Tpebopanusam HJ 3aknwuenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[NonrorosneHo: Naresh [posepeHo: Pardeep Kumar Onobpeno: Menemxkep / PykoBoauTeb
Knmar é f Kusum Lata \{;Q oL

> -
Reprint Date / Reprint Date / Reprint Date /
Hara: 21.03.2023 Jara: 21.03.2023 JlaTa: 21.03.2023

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
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Dr. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS  1¢). 49198166 56001-02
CEPTUDPHUKAT AHAJIN3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g

Ipoxyxt : Haiis® Akrusrens (HAMecy/IHA) Telb U1 HAPYKHOIO NIpUMeHeHHs, 1 Yo, 20r

Batch No / : V230225 Batch Quantity / : 47160 units /
Cepus Ne O0beM mapTHn 47160 eannny
Analytical Report No / : 040001792821 Date of Analysis / : 21.03.2023
AHaJHTHYECKHH oTyeT No JlaTa anaiausa

Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
JlaTa npou3BoacTBa TI'onen no

Analysis performed according ND / Auanns nposeaen no HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / u3am. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / uzm. Ne 2 ot 02.02.2022)
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;? / Test / Ilokazarenn Result / Pe3yabTat Specification / Hopma
b)By UV spectro- Complies as prescribed /| UV absorption spectrum of the test
photometry / MeTtogom CootseTcTBYeT TPeOOBAHUAM solution should have absorption
Y®-cnekrpodoTo maximum at 397+5nm / VYO-
MEeTpUU CHEKTP IMOrJIOLEHHs HCIBITYEMOro
pacTBOpa I0JDKEH UMETh MaKCHMYM
norsioweHus npu 397+5 um
3. | Weight of package 20g/20r According to Rus. Ph. (Not less
contents / Macca than 20.0 g) / B COOTBETCTBUH C
COIEPXKUMOT0 YIIAKOBKH TpeGOBaHUAMU
I'® PD. (He menee 20,0 1)
4. pH 3.17 From2.5t04.5/012,5104,5
5. | Viscosity / BazkocTs 1019 centipoise / From 400 to 1200 centipoise /
1019 cantunyas Ot 400 no 1200 canTunyas
6. | Related impurities / PoncTBeHHbIe IPHMECH
1. | Impurity C/ Not more than 0.50 % /
Ipumecs C Not detected / ne obHapyxeHa | He 6onee 0,50 %
ii. | Impurity D/ Not more than 0.50 % /
Mpumecs D Not detected / He obHapyxeHa | He Gonee 0,50 %
iii. | Any other impurity / Not more than 0.50 % /
Jliobas apyras npumech 0.04 % He 6onee 0,50 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [IpoaykT cooTseTcTBYET Tpebopanusm HJI 3aknwyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Naresh IMpoeepeno: Pardeep Kumar Ono6peHo: Menemxkep / Pykosoaurens
Kumar C( Kusum Lata “N\m L
¥ K 3_;? ~
Reprint Date / Reprint Date / Reprint Date /
Hara: 21.03.2023 Hata: 21.03.2023 Jara: 21.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 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
Tel : +91 98166 56001-02

CEPTHO®HKAT AHAJIN3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g

Ipopyxr Haiis® AKTHBressb (HUMeCyIH/) resib s Hapy/KHOro npumenennd, 1%, 20 ¢

Batch No / : V230225 Batch Quantity / : 47160 units /
Cepus Ne O0bem mapTHn 47160 equnnL
Analytical Report No / : 040001792821 Date of Analysis / : 21.03.2023
ABanuTnyeckuii oTueT Ne Jdara ananusa

Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
JaTa npoH3BoACTBA TopeH 10

Analysis performed according ND / Ananus nposenen no H/L: 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)
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Cymma npuMeceit

i‘? / Test / lokazarenb Result / Pe3yabTaT Specification / Hopma
iv. | Total impurities / 0.1 % Not more than 1.50 % /

He 6onee 1,50 %

7. | Microbial purity / MukpoOnoJjioruyeckast 44cTOTa

i. | Total Aerobic Microbial NA Not more than 1000 CFU/g/
Count / O61mee uucio He 6onee 1000 KOE/r
a3pOoOHBIX MUKPO-
OpraHu3MoB
ii. | Total Combined Yeast and NA Not more than 100CFU/g /
mould count / O61ee yncno He Gonee 100 KOE/r
JPOMOKEBBIX U IIIECHEBBIX
rpuboB
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OrcyrcTtBHe B 1 T
iv. | Staphylococcus aureus NA Should absentin 1 g/
OrcytctBUe B 1 T
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [TpoaykT coorseTcTayet Tpebosanuam HJI 3axmouenune: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarotorneno: Naresh [TporepeHo: Pardeep Kumar Ono6peHo: Menemkep / Pykoeonurens
Kumar ~ . Kusum Lata A AN o
Reprint Date / Reprint Date / Reprint Date /
Jara: 21.03.2023 Hara: 21.03.2023 Jara: 21.03.2023

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
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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

CEPTHO®HUKAT AHAJIM3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g

HpoayxT Haiiz® Akruerens (HHMeCyHa) Teflb JUIS Hapy/KHOTo npumenenns, 1 %, 20 ©

Batch No / : V230225 Batch Quantity / : 47160 units /
Cepusi Ne O0bem mapTuu 47160 enpHuMLL
Analytical Report No / : 040001792821 Date of Analysis / : 21.03.2023
AHanurHyecKuii oryer Ne Jlara anaausa

Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
JiaTa mpoH3BOACTBA T'open go

Analysis performed according ND / Anaans nposexen 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 / u3m. Ne 2 ot 02.02.2022)
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Assay / KonnuecTBennoe onpejejieHue

ii.

Nimesulide / 9.94 mg/9.94 mr
Humecynun (99.4 %)
Dimethyl sulfoxide / 99.8 %
JumeTuncynbHoxcu

9.0 mg to 11.0 mg of C13H;2N2058
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mr o 11,0 Mr Ci3H12N205S
(numecynun) (ot 90,0 % no

110,0 % OT HOMHHAJIBHOIO
conepkaHus) B 1 r rens

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

Ot 90 % 10 110 % CyHsOS
(mumeTHncyabHokcHa) OT

HOMHHAJIBHOT'O COACPXKAHHA

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeyanne: [Ipoaykt cooTBeTcTBYET Tpebosanusam H/{ Baxmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: Naresh ITpoeepeno: Pardeep Kumar Ono6peno: Menemkep / PykoBoaurens
Kumar Kusum Lata
(¥ g >\ 83—

<~ QI"_/ =9
Reprint Date / Reprint Date / Reprint Date /
Jara: 21.03.2023 Jara: 21.03.2023 Jara: 21.03.2023

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
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Dr.Reddy’s ":'.

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

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

CERTIFICATE OF ANALYSIS  Te| : +91 98166 56001-02

CEPTUPUKAT AHAJIM3A www.drreddys.com
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Ipoaykr : Haiiz® Akruprens (HuMecynua) refib Afls HAPYIKHOTO NPUMEHEHNA, 1%,20r
Batch No / : V230225 Batch Quantity / : 47160 units /
Cepus No Ob6bem napru 47160 eaunui
Analytical Report No / + 040001792821 Date of Analysis / + 21.03.2023
AnaJntuyeckuii orger Ne JlaTa ananusa
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
Jara npoM3BoacTBA I'onen po

Analysis performed according ND / Ananus 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)
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10 | Packaging / YnakoBka

Package / Ynakoska - 20 gina
laminated  aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / Ilo 20 r B TyOy u3
JTAMHHUPOBAHHOTO

aNOMUHHUSA, CHabXeHHYIO
meMOpaHOW g KOHTpPOJs
nepBoro BCKpbITHA. Kaxayro
Ty0y BMecCTe C HHCTpYyKLHMEH
MO [IPUMEHEHHIO TOMELIAIOT 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. /

ITo 20 1, 50 r wiu 100 r B TYOy M3
JIAMUHUPOBAHHOI'O ATIOMUHHS,
cHabxeHHyr0 ~ MeMOpaHOM  [uIs
KOHTPOJII ~ [IepBOrO  BCKPBITHS.
Kaxnyro TYOY BMecCTe c
UHCTPYKLMEeH 10 NpPUMEHEHHIO
MOMENIAKOT B MaYKy KAPTOHHYIO.

11 | Labeling / MapkupoBka

According to ND / B cootBetcTuu ¢ HL

12 | Storage / XpaHeHnue

Store below 25 °C. Do not freeze./ IIpu TemnepaType He BbILIE

25 °C. He 3amMopa>kuBathb.

13 | Shelf life / Cpok roqnocTu

2 years / 2 rona

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

*TlokazaTejb MOXKeT OTCYTCTBOBATH B cepTUdHKaTe ananm3a nponssoauTes. [Ipoussoaurenn
rapaHTHpyeT KAa4ecTBO NpenapaTa no 3THM MOKAa3aTesIM.

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoaykr coorBeTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
Tloarorosneno: Naresh

Kumar @

/

Checked by /
Iposepeno: Pardeep Kumar

ol

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBonurens
Kusum Lata

ol

Reprint Date /
Jara: 21.03.2023

Reprint Date /
Hara: 21.03.2023

Reprint Date /
Hara: 21.03.2023

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