Dr.Reddy’s Qf‘

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTU®HKAT AHAJIM3A www.drreddys.com
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoaykr : Haiis® Aktusresnb (HUMECYNHI) rellb 1S HAPYKHOTO NpuMeHerns, 1 %, 50 r
Batch No / : V230198 Batch Quantity / : 19063 units /
Cepus Ne O0beM napruu 19063 epuHML
Analytical Report No / : 890001651133 Date of Analysis / + 18.03.2023
AHanuTHYeCKHi oTyeT Ne JlaTa aHanu3a
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
JaTa npousBoACTBA I'open go
Analysis performed according ND / Ananus 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 / uzm. Ne 2 ot 02.02.2022)

Page 1 of 5/Crp. 1 m35

BOXKX CooTtBeTCcTBYET TpeOOBaHUAM

No . .

No / Test / Iloka3zareJb Result / PesyabTat Specification / Hopma

1. Description / Onucanne Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OqHopoAHBIH
OnHOPOHbIN NPO3PaUHbIH rellb | NPO3padHbIH reib OT 6eCLBETHONO
6J1eHO-KEJITOrO LIBETa C 10 OneqHO-KeNToro LBeTa ¢
XapaKTepHbBIM 3aMaxoM XapaKkTepHBIM 3a[laxoM

2. Identification / IloxauHHOCTH

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) / Bpewms
yAep>KMUBaHUS OCHOBHOTO MTMKa Ha
XpOMaTorpaMMe  HCIIBITYEMOrO

pactBopa JTOJDKHO
COOTBETCTBOBATH BpPEMEHH
yIAep>XKUBaHHsl OCHOBHOTO MHKAa Ha
XpOMaTorpamme pacTBsopa
CTaHJAPTHOIO obpasua
HUMECYIUAa (paznen
«d<omHTI00TDOIITI00
OTpeICNCHHE)

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

ITpumeuanue: [TpoaykT coorBeTcTBYeT TpeboBanusam HJQ 3axmoyenne: OIOBPEHO

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

[Monrorosneno: Anakaj IMpoeepeno: Ramakant Ono6peno: Menemxep / Pykosoauress

Verma & % M Abhishek Chauhan

= L \
Reprint Date / Reprint Date / Reprint Date /
Jara: 18.03.2023 Jara: 18.03.2023 Jlata- 18 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



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, INDJA
Tel : +91 98166 56001-02

CEPTHOHKAT AHAJIM3A

www.drreddys.com

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

Ipoaykr Haiiz® AKTiBrens (HUMeCYIH) rellb Ul HApY)XXHOTO npuMerenns, 1 %, 50 r

Batch No / : V230198 Batch Quantity / : 19063 units /
Cepusi Ne O0bem napTHH 19063 envHmn
Analytical Report No / : 890001651133 Date of Analysis / 18.03.2023
ApanuTnyecknii oruer Ne Jdara anaausa

Date of Manufacture / : Mar-2023 Date of Expiry/ : Feb-2025
Jara npou3sogcTsa T'open g0

Analysis performed according ND / Ananns nposenen no HJI: JIT1-005923-191 119 (amend Ne 1 from
19.03.2020 / uam. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / u3m. Ne 2 ot 02.02.2022)

Page2 of 5/Crtp. 2u3 5

;I: / Test / IlokazaTe/b Result / Pe3yabTat Specification / Hopma
b)By UV spectro- Complies as  prescribed /| UV absorption spectrum of the
photometry / Meronom CootBeTcTBYET TPEOOBAHHAM test solution should  have
Y®-cnexTpodoTto absorption maximum at 397+5 nm
METpPHUH / YO-cnektp NOMIOIIEHHUS

HCTILITYEMOrO PacTBOpa JOJDKEH
UMETh MAaKCUMYM TOTJIOLLICHUS
ripu 397£5 Bm

3. | Weight of package 51g/51r According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBETCTBHY C
COAEPKUMOTr0 YIAKOBKH TpeOOBaHUAMHU ‘

['® P®. (He menee 50,0 1)
4, pH 3.28 From2.5t04.5/012,5104,5

5. | Viscosity / BaskocTs

957.8 centipoise /
957.8 cantunyas

From 400 to 1200 centipoise /
Ot 400 no 1200 cantumyas

6. Related impurities / PoagcTBeHHBIE IPHMECH

1. Impurity C /
[pumecs C

Not detected / He oOHapy&cHa

ii. | Impurity D/
[Tpumecs D

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

Not more than 0.50 % /

Below LOD (LOD = 0.02 %) / Huwxe
npeneia obnapyxenus (I10 = 0.02 %)

He 6onee 0,50 %

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Ilpumeuanue: IIponyKT cooTBeTCTBYET TpeboBanuam H/T

Zaxawdenne: OJOBPEHO

Prepared by /
IoarororneHo: Anakaj

Checked by /
[TposepeHo: Ramakant

Julpd

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykoBoaurtenn
Abhishek Chauhan |

Verma K
Reprint Date /

Ttara- 18 03 20723

Reprint Date /
JaTta: 18.03.2023

Reprint Date /
Jlara: 18.03.2023

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

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, IND1A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoayxr : Haiiz” Axtusrens (HUMeCY/U) refb Ulsl HAPY>KHOTO MpuMeHeHus, 1 %, 50 r
Batch No / : V230198 Batch Quantity / : 19063 units /
Cepus Ne O0beM napTHH - 19063 enuHumL
Analytical Report No / : 890001651133 Date of Analysis / 18.03.2023
AnannTuyeckuii oryer Ne JlaTra anaausa :
Date of Manufacture / T Mar-2023 Date of Expiry / + Feb-2025
JaTa npon3BojcTBa T'oxeH no
Analysis performed according ND / Ananaus nposexen 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 / uzm. Ne 2 ot 02.02.2022)

Page3 of 5/Crp.3u3 5

if / Test / Ilokazarenn Result / PesyabsTar Specification / Hopma
iii. | Any other impurity / Not more than 0.50 % /
] V)
Jlrobas mpyras npumecs 0.04% He 6onee 0,50 %
tv. | Total impurities / 0.1 % Not more than 1.50 % /
CymmMma npumeceit He 6oinee 1,50 %
7. | Microbial purity / Mukpobuosorayeckas 4ucToTa

Total Aerobic Microbial
Count / Ob1ee yucio
a’poOHBIX MHKpPO-
OpraHU3MOB

il
rpuboB
i,

iv. | Staphylococcus aureus

Total Combined Yeast and
mould count / Obuee uncio
JPOMNOKEBBIX M TUIECHEBBIX

Pseudomonas aeruginosa

NA

NA

NA

NA

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

Not more than
He 6onee 100 KOE/r

Should absentin 1 g/
OtcyrcTBUE B I T

Should absentin 1 g/
OtcyrctBUe B I 1

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykT cooTBeTcTBYET TpebosaHuam HJI

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Prepared by /
[loaroroeneno: Anakaj

Verma ﬂ/

Checked by /
IIporepeno: Ramakant

it

Approved by: Manager/Executive /

Opnobpeno: Mehemxep / PykoBogurens
Abhishek Chaulan
-

Reprint Date /
Jarta: 18.03.2023

Reprint Date /
MJara: 18.03.2023

Reprint Date /

Jara: 18.03.2023

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
www.drreddys.com

100 CFU/g /
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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 : 491 98166 56001-02
www.drreddys.com

CEPTUO®HKAT AHAJIN3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IIpoaykr Haitz® AkTHBrens (HUMeCY/IM/) Fenb Jyls Hapy:KHOro npumenenns, 1 %, 50 r
Batch No / : V230198 Batch Quantity / : 19063 units /
Cepus Ne O6beM napTHu 19063 eanHiaL
Aunalytical Report No / : 890001651133 Date of Analysis / : 18.03.2023
Ananurudeckuii oryet Ne Jlara aHam3a
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
JlaTa npoM3BOXCTBA TI'onen 1o

Analysis performed according ND / Ananns nposenen no HJI: JI[1-005923-191119 (amend Ne 1 from
119.03.2020 / 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. 4u3 5

Assay / KonnyecTBeHHOe onpeaejieHde

ii.

Nimesulide / 9.93 mg/9.93mr
Humecynun (99.3 %)
Dimethyl sulfoxide / 99.4 %
JumeTuicybhoKcHI

9.0 mg to 11.0 mg of C13H12N20sS
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 MI 1O i 1,0 mr C13H|2T\TstS
(aumecymn) (ot 90,0 % no

110,0 % OoT HOMHMHAIBHOTO
coaepxanus) B 1 T resis

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

O1 90 % 1o 110 % C2HeOS
(mumeTHcyaphoKeHa) OT
HOMMHAJIBHOI'O COAepIKAHUS

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoaykr cooTBeTcTBYET TpeboBanusam HJT

Conclusion : APPROVED /
Zaknwuenne: OJOBPEHO

Prepared by /
IMoarorosneHo: Anakaj

Verma W

Checked by /

[TposepeHo: Ramakant

Gl

Approved by: Manager/Executive /
cep / PyxoBogutens

Abhishek Chauhan

Reprint Date /
Jara: 18.03.2023

Reprint Date /

Hara: 18.03.2023

Reprint Date /
Jara: 18.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com
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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

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A www.drreddys.com
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
HpoaykTt Haiiz® Axrusrens (HuMecyana) rejib JUis HApyIKHOTO mpumMeHeHis, 1 %, S0 ¢
Batch No / : V230198 Batch Quantity / : 19063 units /
Cepus Ne O6bem naprun 19063 enmHuLy
Analytical Report No / : 890001651133 Date of Analysis / : 18.03.2023
AHaguTHYeCKHH oTyeT No Jara ananusza .
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
JlaTa npou3BOACTBA T'oaen no
Analysis performed according ND / Ananus nposenen 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 / uzm. Ne 2 or 02.02.2022)

PageSof 5/Ctp.5u3 5

10 |Packaging / YnakoBka Paclfage / Ynakoska - 50 g ina | package / Ynaxoska - 20 g, 50 gor
laminated ~ aluminum  tube | 100 g in a laminated aluminum tube
equipped with tamper-evident equipped  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. / ITo 50 r B Tyby M3
NIAMHHUPOBAHHOTO ITo 20 1, 50 r unu 100 r B TYOYy u3
ATIOMHUHUS, cHaGKeHHyto | JIAMMHHPOBAHHOIO AIFOMHMHHS,
MeM6paHoil  [18  KOHTPOIS cHabxkeHHyr0  MeMmOpaHOH  And
nepBoro BekphITHA. Kasiyio | KOHTPONL  NEPBOTO  BCKPBITHS.
Ty6y BMecTe ¢ MHCTPYKLHEH Kasyro va6y BMECTe  C
[0 MPUMEHEHHIO moMelator B | WHCTPYKIMEH 10 MPUMEHEHHIO
NauKy KapTOHHYIO. MOMELIAIOT B MaYKy KapTOHHYIO.

11 |Labeling / MapkupoBKa According to ND / B coorserctumn ¢ HJI

12 | Storage / Xpanenune Store below 25 °C. Do not freeze./ [Ipu TemnepaType HE BbILLE
25 °C. He 3aMopaxxuBaTh.

13 | Shelf life / Cpok roanoctn | 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.

*Tloka3aTe]b MOKET OTCYTCTBOBATH B cepTH(HKATE aHAIH3A NpousBoauTeA. IlpousBoauTen
rapasTHpPyeT Ka4ecTBO MpenaparTa no 3TUM NOKa3aTe M.

Remarks : The Product conforms to ND/
Ipumeuanne: [TponykT cooTBeTcTBYeT TpeGoBanusam H/T

Conclusion : APPROVED /
3akmouyenune: OJJOBPEHO

Prepared by /
IMoarorosneHo: Anakaj

Verma @/

Checked by /
[TpoeepeHo: Ramakant

et

nager/Executive /

Reprint Date /

Iara: 18.03.2023

Reprint Date /
Jlata: 18.03.2023

Reprint Date /
Jata: 18.03.2023

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



