Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

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

[Mpoayr Haii3® AKTHBresb (HUMECYITHJL) eb IS HApYIKHOro npumenenns, 1 %, 100 r

Batch No / 1 V230245 Batch Quantity / : 9584 units /
Cepus Ne O6beM mapTHu 9584 epnHuLy
Analytical Report No / : 890001652440 Date of Analysis / : 25.03.2023
AnanuTnyecknii oruer Ne JlaTa anannsa

Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
Jara npou3Boacrsa Tomen 10

Analysis performed according ND / Ananu3 nposeaen no 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 / u3m. Ne 2 ot 02.02.2022)

Page 1 of 5/Ctp. 1 u3 5

o . .
i‘o / Test / IlokasaTe/b Result / PesyabTat Specification / Hopma
1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OAHOpPOHEIA
OnmHOPOAHBIH NMPO3payHbIi Npo3pauHblil rejib 0T 6eCLBETHOro
resib GIeHO-KENTOro UBETa ¢ | A0  ONeHO-XKeNToro  Lgera C
XapaKTepHBIM 3alaxoM XapaKTepHbIM 3a1axoM
2. Identification / IlopuHHOCTD
a) By HPLC / Merogom Complies as prescribed / | The retention time of the main peak
BDXX CootBeTCTBYET TpeOOBAHHAM 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 ynepxuBaHHs
OCHOBHOT'O 1Ka Ha
XpoMarorpamme UCIIBITYEMOTO
PacTBOpa JIOJKHO COOTBETCTBOBATD
BpEMEHH YAEP)KHBaHHUS OCHOBHOTO
MUKa Ha XpomaTorpamMMe pacTBopa
CTaHIapPTHOTO obpasua
HUMeECYTHAA (pazmen
«Konu4ecTBEHHOE OTPeACICHHE))

Remarks: The Product conforms to ND/
Npumeuanue: [Ipoaykr coorsercTByeT TpeboBanusam HJI

Conclusion: APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TonraToraeHo; Ankit / IIpoBepero: Ramakant OpobpeHo: MeHeszep / Pyxosonurens
A &‘_C Manoj Kumar NEO
-
Reprint Date / Reprint Date / Reprint Date /
JlaTa: 25.03.2023 Jara: 25.03.2023 Hara: 25.03.2023

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: L85195AP1984PLC004507
www.drreddys.com
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Prociet : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g

Ipotykr : Haii3" AKTHBresib (HUMeCYINN) redb MUl HApYKHOrO NPUMEHEHHU, 1 %, 100 r

BatchNo / 1 V230245 Batch Quantity / : 9584 units /
Cepta Ne O0bemM naprun 9584 ennnnig
Analytical Report No / : 890001652440 Date of Analysis / : 25.03.2023
AHaJuTHYECKHI 0TYeT No Jlara ananusa

Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
JlaT 2 npon3BoACTBA T'ogen fo

Analysis performed according ND / Ananus nposegen no HJI: JI1-005923-191119 (amend Ne 1 from
19.032020 / uam. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / u3m. Ne 2 ot 02.02.2022)

Page2 of 5/Ctp. 235

JI:: / Test / Iloka3zaTennb Result / PesyabTar Specification / Hopma
b) By UV spectro- Complies as prescribed / UV absorption spectrum of the test
photometry / Meroaom CooTBeTCTBYET TPEOOBAHHIM solution should have absorption
Y®-cnextpodoTo maximum at 397+5nm / VY®-
METpHU CHEKTP MOTJIOIEHUs UCIIBITYEMOTO
pacTBopa NOHKEH UMETh MAKCHMYM
noryomeHus npu 397+5 am
3. | Weight of package 101 g/101r According to Rus. Ph. (Not less
contents / Macca than 100.0 g) / B cooTBeTCTBUM €
COIEP)KHUMOr0 YIIAKOBKH TpeGOoBaHUAMU
I'® PD. (He menee 100,0 1)
4. | pH 3.16 From2.5t04.5/012,5 no 4,5
5. | Viscosity / BaskocTb 1017 centipoise / From 400 to 1200 centipoise /
1017 canTumnyas Ot 400 o 1200 canTHITya3
6. | Related impurities / Poacrsennbie npaMecH
i. | Impurity C/ Not more than 0.50 % /
Ipumecs C Not detected / He obHapyxeHa | He Gonee 0,50 %
ii. | Impurity D/ Below LOD (LOD = 0.02 %) / | Not more than 0.50 %/
HpI/IMeCL D Huxke npenena 06Hapy)1(eHH;1 He 6onee 0,50 %
] ) (TI0 =0.02 %)
iii. | Any other impurity / . Not more than 0.50 % /
JIrob6as mpyras npumech 0.03 % He 6omnee 0,50 %
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanue: [poaykt coorseTcTBYeT TpeboBanuam HJI 3axmiouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneHo: Ankit [Tposepeno: Ramakant Ono6peﬂo Menemxkep / Pykosoaureis
(A S R
Reprint Date / Reprint Date / Reprint Date /
Jara: 25.03.2023 Hara: 25.03.2023 Hata: 25.03.2023

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




Dr. Reddy’s ‘_‘:‘.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJII3A

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
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— ]

19.03.2020 / u3m. Ne 1 ot 19.03.2020

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

IIpojayKT Haitz® AxTHBreas (HUMECY/Ina) refib JUls HApY/KHOro NpUMEHCHHS, 1%,100r

Batch No / : V230245 Batch Quantity / : 9584 units /

Cepns Ne O6bem MapTHi 9584 enuHuL

Analytical Report No / : 890001652440 Date of Analysis / : 25.03.2023

Anaaurayecknii oTder Ne Jlata anaju3za

Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025

Jlara npon3BOACTBA Tonen 0

Analysis performed according ND / Auanus nposeaen no HJI: JIT1-005923-191119 (amend Ne 1 from
_amend Ne 2 from 02.02.2022 / u3m. Ne 2 o7 02.02.2022)

Page 3 of 5/ Crp.3 m35

[ No/
Ne

Test / ITokazaTenan

Result / PesyabTat

Specification / Hopma

iv. | Total impurities /
Cymma npumecei

0.07 %

Not more than 1.50 % /
He 6onee 1,50 %

7. | Microbial purity / Mukpo6uoJsioruieckasi 1HCTOTa

i. | Total Aerobic Microbial
Count / O6111e€ YKUCTIO
a’po0OHbIX MHKPO-
OpraHu3MOB

ii. |Total Combined Yeast and
mould count / Obuiee uucio
JIPOMOKEBBIX U TUIECHEBBIX
rpHOOB

iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

NA

NA

NA

NA

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

Not more than
He 6onee 100 KOE/r

100 CFU/g

Should absentin 1 g/
OtcyTcTBHE B 1 T

Should absentin 1 g/
OrcyrcTBue B 1 1

—

8 | Assay/KoandyecTBeHHOE ONPEAEICHHE

Remarks: The Product conforms to ND/
Ipumeuanne: TIpofayKT COOTBETCTBYET tpebosannam HJL

Conclusion: APPROVED /
3axmouenne: OJJOGPEHO

Prepared by /
IMoarororaenn: Ankif ~

3

Checked by /
Tposepeno: Ramakant

({U‘GW

Approved by: Manager/Executive /
Onobpeno: Menemwkep / PykoBonTes b

Manoj Kumar -

Reprint Date /
JlaTa: 25.03.2023

Reprint Date /
Jlara: 25.03.2023

Reprint Date /
Jata: 25.03.2023

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

CEPTH®HUKAT AHAJIN3A

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

IMpoiyxT Haiiz® AkTUBrespb (HuMecyij1) resib Ul HapyicHoro MNprMeHeHNnA, 1 9%, 100

Batch No / 1 V230245 Batch Quantity / : 9584 units /
Cephis Ne O0beM DapTHH 9584 ejtHHKLL
Analytical Report No / : 890001652440 Date of Analysis / : 25.03.2023
AHAIMTHYECKHH oTUeT No JlaTa aHanau3a

Dateof Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
Jaxanpon3BoacTBa Togen g0

Analysis performed according ND / Anasiu3 npoBeaes no H/I: JIN1-005923-191119 (amend Ne 1 from
19.03.2020 / uam. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / uzam. Ne 2 ot 02.02.2022)

Page 4 of 5/ Ctp. 4 u3 5

Nimesulide /
Humecynnn

T

ii, |Dimethyl sulfoxide /
JumeTHacynbPOKCHI

9.86 mg/9.86 mr
(98.6 %)

103.6 %

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 mr g0 11,0 mr Ci3H2N2OsS
(aumecynun) (ot 90,0 % no

110,0 % oT HOMHHANbHOIO
cozeprkatus) B 1 r resis

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

Ot 90 % 1m0 110 % C2HeOS
(aumeTuncybHOKCHI) OT
HOMMHAJIBHOT'O COAEPIKAHUA

10 |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. / Ilo 100 r B Tyby u3
JIAMHHUPOBAHHOIO

ATIOMUHHS, cHa0XKEHHYIO
MeMOpaHoil AN KOHTPOJIS
nepporo BckpbiTHa. Kaxayro
Ty6y BMeCTe C HMHCTPYKUHEH
O NPUMEHEHHUIO MOMEILAIOT B
MayKy 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. /

o 20 r, 50 r ynum 100 r B TYOYy M3
JIAMUHUPOBAHHOIO ATIOMHAHUA,
cHabxeHHyl0 ~ MeMOpaHoH — Ans
KOHTpOJIL ~ MEPBOro  BCKPBITHA.
Kaxnyio  TyOy BMeCTe c
UHCTpYKLMEH 10 TNPHUMEHCHHIO
MOMEIIAOT B Ma4Ky KapTOHHYHO.

11 |Labeling / Mapxuposka

According to ND / B cootsercTsuu ¢ HJJ

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

I pumeuanne: [IpoayKT COOTBETCTBYET Tpedosaniam HJI Baxmouenne: OJOBPEHO

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

[Togrotosnero: Ankit TMporepeHo: B,?makant Opobpeno: Menemxkep / PykoBoauTess
/ ,'\ o ‘(N Manoj Kumar W

Reprint Date / Reprint Date / Reprint Date /

Jara: 25.03.2023 Jara: 25.03.2023 Jlara: 25.03.2023

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

CEPTHOHKAT AHAJIM3A

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
MpoAykT Haits® AKTHBreab (HAMECVIMIL) resib Uls HapYKHOro NPUMCHEHHA, 1 %,100r
BatchNo/ 1 V230245 Batch Quantity / : 9584 units /
Cepia Ne O6BbeM NAPTHH 9584 eauHNLL
Analytical Report No / : 890001652440 Date of Analysis / : 25.03.2023
ABpAgTHYECKHI oTyeT N2 JlaTa apajm3a
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
Jia1a npousBoicTsa Tonen 10
Analysis performed according ND / Anaaus nposenen no HJL: JI11-005923-191119 (amend Ne 1 from
19.03.2020 / uzm. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / n3m. Ne 2 ot 02.02.2022)

Page 5 of 5/ Crp. S u3 §

Store below 25 °C. Do not freeze. / [Ipn Temnepatype HE BbILIC
25 °C. He 3amopaxxuBaTth.

12 | Storage / XpaHenne

13 | Shelf life / Cpox roguocT | 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.

*Tloka3aTe/)b MOKET OTCYTCTBOBATH B CePTHHHKATE AHATH3A npouspoautens. IIpoussoauTeIb
rapaHTHpyeT KaueCTBO Mpenapara Mo STHM NOKA3ATEM.

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO
Approved by: Manager/ Executive /

Opo6peno: Menemxkep / PyKoBgauTenb
Manoj Kumar h 2 tm?u

Reprint Date /
Jara: 25.03.2023

Remarks: The Product conforms to ND/

IMpumeuanne: [POAYKT COOTBETCTRYET tpeboBanmam HJT
Prepared by / Checked by /
TMonroropaeno: Ankit~ [Ipoeepeno: Ramakant

(£ fudor?

Reprint Date /
Jara: 25.03.2023

Reprint Date /
JNara: 25.03.2023

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




