Dr.Reddy’s €%¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

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

Vill. Khol, Nalagarh 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 %, 100 g

IIpoayrT Haiiz" AxTsreb (HHMECYIIHL) Fellb AUTS HAPY/KHOTO nipimeneHns. 1 %, 100 r

Batch No / 1 V230247 Batch Quantity / : 9594 units /
Cepus Ne O0bem mapTuu 9594 enuHuLL
Analytical Report No / : 890001652720 Date of Analysis / : 25.03.2023
AHAJTUTHYECKHI oTvyeT Ne JlaTa asanusza

Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
JaTa nmpouM3BOICTBA . Togen g0

Analysis performed according ND / Anaju3 npoBe/ieH 1o HJT: JI1-005923-191119 (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)

Pagelof5/Crp. 1u35

i‘? / Test / IfokasaTeab Result / Pesyabrar Specification / Hopma
1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OaHopoAHbIH
OHOPOAHBIH NMPO3paUHbIH Npo3payHblif refib OT GeCUBETHOrO
reJib 6J1eHO-KENTOro UBeTa ¢ | A0  OneqHo-kenroro LBera C
XapaKTepHbIM 3aMaXoM XapaKTEePHBIM 3a11aX0M
2. Identification / IlogauHHOCTH
a) By HPLC / Metoaom Complies as prescribed / | The retention time of the main peak
BOXX CooTBeTcTBYET TPEGOBAHUAM 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) / Bpemsa yaepKuBaHus
OCHOBHOT'O NIMKA Ha
XpoMaTorpamme HCTIBITYEMOTO
pacTBOpa JIOJDKHO COOTBETCTBOBATH
BpEMEHH YIEPXKUBAHUS OCHOBHOTO
MMKa Ha XpOMAaTOrpaMMe pacTBopa
CTaHapTHOIO obpasua
HUMECYIUAA (paznen
«KonuuecTBEHHOE OTIpeleNeHHE)

Remarks: The Product conforms to ND/
Ipumeuanne: [Ipoaykr coorserctayer Tpebopanmnam HJL

Conclusion: APPROVED /
Saxurouenne: OJJOBPEHO

Prepared by /
IMoarotoeneno: Ankit~

L5

Checked by /
IMpoeepeno: Ramakant

kol

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoautens
Manoj Kumar .

e

Reprint Date /
Jara: 25.03.2023

Reprint Date /

Hara: 25.03.2023

Reprint Date /
Jara: 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
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CEPTUDUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, INDJA
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Product : Nise Activgel (Nimesulide) gel for external use, I %, 100 g

I[Ipoaykr Haiiz" AkTuBreb (HHMECYITH1) refb jis HapysKHOro npimeHenns, 1 %, 100 r

Bat¢h No / 1 V230247 Batch Quantity / : 9594 units /
Cephn Ne Oo0bem naprun 9594 eanuuLy
Analytical Report No / : 890001652720 Date of Analysis / : 25.03.2023
AHAWMTHIECKH oTYeT Ne Jarta apanuza

Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
JlaTa npon3BOACTBA TI'onen no

Analysis performed according ND / Ananus nposeaen no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / uzm. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / u3m. Ne 2 ot 02.02.2022)

No/

Page2 of 5/Crtp. 2 u3 5

Ne Test / Iloxazare/b Result / PesyapTar Specification / Hopma
b)By UV spectro- Complies as prescribed / UV absorption spectrum of the test
photometry / Meronom CootBeTCTBYET TpeGOBAHHAM solution should have absorption
VY®-cnekrpodoTo maximum at 397£5nm / VY®-
METpPHUH CMEKTP MOTJIOEHUs MCTIBITYEMOTrO
pacTBopa JOJDKEH MMETh MAKCHMYM
norjomeHus npu 397+5 um
3. | Weight of package 100g/100r According to Rus. Ph. (Not less
contents / Macca than 100.0 g) / B cooTBeTcTBUM C
COIEP)KUMOr0 YIIAKOBKH TpeOOBaHUAMH
I'® PD. (He menee 100,0 1)
4. | pH 3.23 From 2.5t04.5/012,5 n04,5
Viscosity / BazkocTb 1053 centipoise / From 400 to 1200 centipoise /
1053 cantunyas Ot 400 no 1200 canTumyas
6. | Related impurities / PoacTBeHHbBIE IPpAMeECH

ii.

1ii.

Impurity C /
[Mpumecs C
Impurity D /
Ipumecs D

Any other impurity /
Jrobas napyras npumech

Not detected / He oOHapyxeHa

Not detected / He oOHapyxeHa

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/
Ilpumeuanne: ITpoaykr coorBeTcTBYeT Tpeboanusam HJ

Conclusion: APPROVED /
3axurouenue: OJIOGPEHO

Prepared by /
ToaroroeneHo: Ankit /

Checked by /
[Tposepeno: Ramakant

Approved by: Manager/Executive /

Ono6peno: Menemxep / Pykosoantesns
@& ;t' Manoj Kumar r
N W"

Reprint Date /
Jara; 25.03.2023

Reprint Date /
Jara: 25.03.2023

Reprint Date /
Hara: 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.ccm
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAM3A

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
[poaysr Haiiz® AKTHBrenb (HUMECYIMA) refb Ui Hapy/KHOro npumeHenus, 1 %, 100 r
Batch No / 1 V230247 Batch Quantity / : 9594 units /
Cepusn Ne O0bemM napTuu 9594 eauuuly
Analytical Report No / : 890001652720 Date of Analysis / : 25.03.2023
Anajuruiecknii oruer Ne Jara ananu3za
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
JlaTra npon3BoAcTBa Lonen o
Analysis performed according ND / Ananns nposenen no HJI: JI1-005923-191119 (amend Ne 1 from
19.03.2020 / usm. Ne 1 o1 19.03.2020, amend Ne 2 from 02.02.2022 / uzm. Ne 2 ot 02.02.2022)

Page3 of S/ Crp.3u3 5

if / Test / Iloxa3aTesn Result / PesyasTat Specification / Hopma
iv. | Total impurities / 0.07 % Not more than 1.50 % /
Cymma npumecei He 6onee 1,50 %
7. | Microbial purity / Mukpo6uonorageckasi 4HCToTa
i. | Total Aerobic Microbial NA Not more than 1000 CFU/g/
Count / Ob1iiee yucio He 6onee 1000 KOE/r
a’pOOHBIX MHKPO-
OpraHU3MOB
ii. | Total Combined Yeast and NA Not more than 100CFU/g /
mould count / Obiee uncno He 6onee 100 KOE/r
JIPOMOKEBBIX M [UIECHEBBIX
rpuboB
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OrcytctBUe B 1 1
iv. | Staphylococcus aureus NA Should absent in 1 g/
OtrcytctBue B 1 1
8 Assay / KonmdecTBeHHO€ ONIpee/IeHHE

Remarks: The Product conforms to ND/
Hpumeuanue: IIpopykT cooTBeTcTBYeT TpebGoBanuam HJJ

Conclusion: APPROVED /
3axkmouenne: OJJIOGPEHO

Prepared by /
INogrorosneno; Ankit

/A

Checked by /
IIpoeepeno: Ramakant

oot

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosogurens
Manoj Kumar 5 L Lﬁ

Reprint Date /
Jara: 25.03.2023

Reprint Date /
Jara: 25.03.2023

Reprint Date /
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: L85195AP1984PLC004507
www.drreddys.com
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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 : +491 98166 56001-02
www.drreddys.com

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

IIpoaysT Haiis® Akrusrens (HUMecyVan/) refb juls HapYRHOro npumenenns, 1 %, 100

Batch No / : V230247 Batch Quantity / : 9594 units /
Cepnn Ne O0beM napTHl 9594 enuuniy
Analytical Report No / : 890001652720 Date of Analysis / : 25.03.2023
Ananuruyecknii oruer Ne Harta ananunsa

Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
JlaTa npon3BoacTBa TI'ogen o

Analysis performed according ND / Anaan3 nposexen 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 / u3am. Ne 2 ot 02.02.2022)
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ii.

Nimesulide /
Humecynnun

Dimethyl sulfoxide /
JumeTuncyibHokeHu

9.93 mg/9.93 Mmr
(99.3 %)

102.7 %

9.0 mg to 11.0 mg of Ci3H12N2OsS
(Nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mr g0 11,0 mr Ci3H12N2058
(numecynun) (ot 90,0 % no

110,0 % OT HOMUHAJIBHOT'O
coaepkanus) B 1 r rens

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

Ot 90 % mo 110 % C,HesOS
(auMmeTHICyNiBGOKCHT) OT
HOMMHANBHOI'O COACPIKAHHS

10

Packaging / YnakoBka

Package / Vnakoeka - 100 g in
a laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / ITo 100 r B TyOy u3
JTAMHHHUPOBAHHOT' O

ATIOMUHUS, cHabXEHHYIO
MeMOpaHOH Ui  KOHTpOJA
nepsoro BCkpeiTHs. Kaxayro
TyGy BMeCTe€ C HMHCTPYKLMEH
0 IPUMEHEHHMIO NTOMELIAIOT 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 r, 50 r umu 100 r B TYOYy U3
JIaMHHMPOBaHHOTO ATIOMHHHS,
cHaOXeHHYl0O  MeMOpaHOH  jis
KOHTpOJIi ~ TIEPBOTO  BCKPBITHA.
Kaxnyto  Tyby  BMecTte c
UHCTPYKLHEH MO TPUMEHEHHIO
MIOMEIIAIOT B MAYKy KApTOHHYIO.

11

Labeling / MapkuapoBKa

According to ND / B coorBerctsuu ¢ HJ|

Remarks: The Product conforms to ND/
Hpumeuanne: IIpoayxr cootBeTcTByeT Tpedosanuam HJI

Conclusion: APPROVED /
3akarwuenune: OJOBPEHO

Prepared by /
ITonroToBneHo: An];il

2

Checked by /

Approved by: Manager/Executive /

[Tpoeepeno: Ramakant Opobpeno: Menemxep / Pykooanress
@M Manoj Kumar ) éﬂj

Reprint Date /
Jata: 25.03.2023

Reprint Date /
Jata: 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: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTU®HKAT AHAJIN3A Tel : +91 98166 56001-02
www.drreddys.com

Product - : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g
Mpoaykr : Haiiz" Axruerens (HPMeCYINA) renb JUis HAPY/KHOTO NpUMeHeHHus, | %. 100 r
Batch No / 1 V230247 Batch Quantity / : 9594 units /
Cepun Ne O6pem napTun 9594 eanHHLL
Analytical Report No / : 890001652720 Date of Analysis / : 25.03.2023
AHAMMTHYeCKHH oTueT Ne JlaTa aHa1u3a
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
Jlara npoH3BoACTEA Toagen 1o
Analysis performed according ND / Ananu3 npoBejeH no HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / usm. Ne 1 or 19.03.2020, amend Ne 2 from 02.02.2022 / u3m. Ne 2 ot 02.02.2022)

Page 5of 5/Crp. S 3 5

12 | Storage / Xpanenue Store below 25 °C. Do not freeze. / Ilpu Temnepatype He BbILIC
25 °C. He 3aMmopaXXMBaTh.

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.

*ITokasaTeJh MOXKET OTCYTCTBOBATH B cepTHQHKATE AHAIN32 NPOH3BOJUTEIH. ITpousBoanTEIb
rapaHTHPYeT KA4eCTBO NPenapara 1o 3THM HOKAa3aTe M.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
I pumeuanne: [IpOAYKT COOTBETCTBYET Tpedosanusam HJL Baxmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToxroroeneHo: Ankit IIpoeepeHo: Ramakant Onobpeno: Menemxkep / Pykosoautens
/ ﬂ Manoj Kumar
; -
Reprint Date / Reprint Date / Reprint Date /
Hara: 25.03.2023 JMara: 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: L85195AP1984PLC004507
www.drreddys.com



