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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
CEPTHOUKAT AHAJIA3A www.drreddys.com

Product Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoaykr Haiiz® AKTUBrens (HUMECYM) refb [/ Hapy/KHOTro npumenenns, 1 %, 50 ¢
Batch No / : V221029 Batch Quantity / + 19608 units /
Cepua Ne O0bem napTun 19608 eauHuy
Analytical Report No / : 890001634586 Date of Analysis / 23.12.2022
AHaJIuTHYeCKHH 0TYeT No JlaTa anajamn3a
Date of Manufacture / : Dec-2022 Date of Expiry / : Nov-2024
JlaTa npoH3BoacTBA Togen g0

Analysis performed according ND / Auanns nposenen o 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 of 5/ Crp.11u3 5

No /

BOXXX

o Test / IlokazaTen Result / PesyasTar Specification / Hopma

1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OgHOpOAHBIN
OnHOPOIHBIH [IPO3pauHbIf npo3pauHblil rejib oT GECLBETHOrO
renb GIEAHO-KENTOro LBeTa ¢ | 10  OJeNHO-KENTOro  UBETa C
XapaKTepHBIM 3anaxoM XapaKTepHBIM 3aMaxoM

2. Identification / IloxiuHHOCTE

a) By HPLC / Metonom Complies as prescribed / | The retention time of the main peak

CooTseTcTBYeT 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 yaepXubaHHA
OCHOBHOTI'O nuKa Ha
XpoMaTorpamme HCMBITYEMOrO
pacTBOpa NOMXKHO COOTBETCTBOBATh
BpEMEHH YJep:KUBaHUS OCHOBHOTO
nvKa Ha XpoMaTorpaMMe pacTBopa
CTaHIapTHOIO obpaszua
HUMECYTUa (pasnen
«KonnuecTBeHHOE OnpeneneH1e»)

Remarks : The Product conforms to ND/
TIpumeuanne: [Iponykr cooTBeTcTBYET TpeboBanusm HJT

Conclusion : APPROVED /
Jaxarouenne: OJOBPEHO

Prepared by /
IMoarorosieHo: Ankit

Checked by /
[Tpoeepeno: Naresh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoauTens

/ ' Manoj Kumar
M

sl

e
Reprint Date /

Jara: 23.12.2022

Reprint Date /
Jara: 23.12.2022

Reprint Date /
Hara: 23.12.2022

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, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02

CEPTHDHKAT AHAJIM3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipogykr : Haiis® Axrusresns (HUMeCYIH1) Tellb UL HAPYXKHOTO NIPUMEHEHHS, 1%,50r

Batch No / 1 V221029 Batch Quantity / : 19608 units /
Cepun Ne O6bem napTuu 19608 enuHumIL
Analytical Report No / : 890001634586 Date of Analysis / : 23.12.2022
AnaauTHUYecKuii oTdyeT Ne JaTta ananusa

Date of Manufacture / : Dec-2022 Date of Expiry / : Nov-2024
Jarta npon3BoacTBa Tomen o

Analysis performed according ND / Anaauns nposeaen no HJI: JI1-005923-191119 (amend Ne 1 from
19.03.2020 / usm. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / u3m. Ne 2 ot 02.02.2022)

Page2 of 5/Ctp.2u35

No/

contents / Macca
CONEepPKUMOro YIAKOBKH

No Test / Tloka3arenan Result / PesyabTar Specification / Hopma

b)By UV spectro- Complies as prescribed / | UV absorption spectrum of the test
photometry / Metomom CooTBeTCTBYET TPEOOBAHHAM solution should have absorption
Y®-cnekrpodoTto maximum at 397+5nm / VO-
METpUH CTEKTp MOIJIOWEHUS UCTIBITYEMOro
pacTBOpa AODKEH UMETh MAKCHMYM

noryioleHus npy 397+5 BM

3. | Weight of package 51g/51lr According to Rus. Ph. (Not less

than 50.0 g) / B cootBeTcTBUM C
TpeOOBaHUSIMHU
I'd PO. (He menee 50,0 r)

4. | pH

32

From2.5t04.5/01 2,5 104,5

5. | Viscosity /

BaszkocTh 1014 centipoise /
1014 cantunyas

From 400 to 1200 centipoise /
Ot 400 go 1200 cantunyas

6. | Related impurities / PoacTBeHHbIE IPHMECH

i. | Impurity C

Ipumecs C

/

Below Limit Of Detection
(LOD:0.02%)

ii. | Impurity D/

Below Limit Of Detection

Ipumecs D (LOD:0.02%)
iii. | Any other impurity /
Jliobas gpyras npuMech 0.07 %

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

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

Not more than 0.50 % /
He 6o0nee 0,50 %

Remarks : The Product conforms to ND/
ITpumeuanne: ITponykT cootBeTcTBYeT Tpebopanuam HJQ

Conclusion : APPROVED /
Bakaouenune: OJJOBPEHO

Prepared by /

IToarororneHo: Ankit Iposepeno: Naresh Kumar

i B

Checked by /

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

Manoj Kumar ’
el

Reprint Date /

Reprint Date /
Jara: 23.12.2022

Reprint Date /
Jara: 23.12.2022

Hara: 23.12.2022

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:

CIN: L85195AP1984PLC004507
www.drreddys.com

mail@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

CEPTUPUKAT AHAJIN3A www.drreddys.com
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IIpoaykr Haii3® AkTuBrens (HAMECYJIMA) refib /s HAPYKHOro npumeHenus, 1 %, 50 r
Batch No / : V221029 Batch Quantity / : 19608 units /
Cepus Ne Ob6BeM NapTHH 19608 enunumig
Analytical Report No / : 890001634586 Date of Analysis / 23.12.2022
ApanuTHueckuii oryeT Ne JlaTa anaan3za
Date of Manufacture / : Dec-2022 Date of Expiry / : Nov-2024
Jlata npou3BoacTBa TI'ogen o
Analysis performed according ND / Ananus nposenen mo 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 / uam. Ne 2 o1 02.02.2022)
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No/

Ne Test / Iloka3aTean

Result / PesyabTar

Specification / Hopma

iv. | Total impurities /
Cymma npumeceit

0.1 %

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

7. | Microbial purity / MukpoOuoJioruyeckasi 4HCTOTA

i. | Total Aerobic Microbial
Count / Ob11ee yuciao
a3pOOHBIX MUKPO-
OpraHn3MOB

rpubos

iv. | Staphylococcus aureus

ii. | Total Combined Yeast and
mould count / Obuiee yucino
JIPOMCKEBBIX U TUICCHEBBIX

iii. | Pseudomonas aeruginosa

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

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

Absent /
OtcyTcTBYeET

Absent /
OTtcyrcTBYET

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

Not more than 100CFU/g /

He 6onee 100 KOE/r

Should absent in 1 g/
OrcyrctBHEe B I T

Should absentin 1 g/
OrcyrcTBUE B 1 T

Remarks : The Product conforms to ND/
IIpumeuanne: [Iponykt cootBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /

3akmouenue: OJJOBPEHO

Prepared by /
TToarorosneno: Ankit

[ —

Checked by /
IMporepeno: Naresh Kumar

-

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBonurens

Manoj Kumar ) .

Reprint Date /
Jlara: 23.12.2022

(b
/
Reprint Date /

JHara: 23.12.2022

Reprint Date /

Jara: 23.12.2022

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, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUOPUKAT AHAJIM3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoxyxr : Haifs® AkTusrens (HUMeCy/THA) refih A5 HAPYKHOTO npuMeneHus, 1 %, S0 r
Batch No / 1 V221029 Batch Quantity / : 19608 units /
Cepus Ne O6beM DapTHH 19608 eguHmn
Analytical Report No / : 890001634586 Date of Analysis / 23.12.2022
AHAJHTHYECKHH oTYeT No JlaTra aHaansa
Date of Manufacture / : Dec-2022 Date of Expiry/ : Nov-2024
HJaTta nponsBoacTBa T'onen no

Analysis performed according ND / Anannz nposenen no HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / m3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / uzm. Ne 2 ot 02.02.2022)
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8 Assay / KosinuecTBeHHO€ ONpeeeHHe

i. | Nimesulide /
Humecynun

ii. | Dimethyl sulfoxide /
Jumeruncynbdorcun

9.84 mg / 9.84mr
(98.4 %)

103.9 %

9.0 mg to 11.0 mg of C13H12N>058
(nimesulide) (90.0% to 110.0%% of
label claim) in 1 g of gel /

Ot 9,0 mr g0 11,0 mr C13H12N,05S
(uumecynun) (ot 90,0 % no

110,0 % oT HOMHHAJIBHOTO
conepxanus) B 1 r rens

90% to 110% of C2:HeOS (dimethyl
sulfoxide) of label claim /

Ot 90 % nmo 110 % C2HeOS
(mumMeTruncynsdokeu) ot

HOMHHAJIBHOT'O COACPIKAHUS

Remarks : The Product conforms to ND/
IIpumeuanne: [Tponyxrt cooTBeTcTBYET TpeGoBanusaM HJL

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Hara: 23.12.2022

Hara: 23.12.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotosneHo: Ankit [TpoBepeHo: Naresh Kumar Ono6peHo: Menemxkep / PykoBoaurens
f Manoj Kumar /
G5 Yorguus
Reprint Date / Reprint Date / Reprint Date /

JHara: 23.12.2022

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: L85195AP1984PLCO04507

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

CEPTHO®UKAT AHAJIH3A www.drreddys.com
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr : Haiz® AxtuBresb (HUMeCynu) refb AN HAPYIKHOrO MPUMEHEHNS, 1%,50r
Batch No / 1 V221029 Batch Quantity / : 19608 units /
Cepusa Ne O6beM maApTHH 19608 epnHmI
Analytical Report No / : 890001634586 Date of Analysis / 23.12.2022
Ananurnyeckuii oruer Ne JlaTa anann3a
Date of Manufacture / : Dec-2022 Date of Expiry / : Nov-2024
Jara npon3BoacTBa T'oxeH o
Analysis performed according ND / Anaans 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 o1 02.02.2022)
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10 |Packaging / YmakxoBka

Package / YnakoBka - 50 gina
laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / ITo 50 r B TyOy u3
JIAMUHHPOBAHHOTO

ATIOMMHMA, cHaOKEeHHYIO
MeMOpaHOi Ul KOHTpOJIA

Ty0y BMeCTE€ ¢ HMHCTpYKUMEH
N0 MIPUMEHEHUIO MOMELLAIOT B
MayuKy KApTOHHYIO.

nepeoro BckpbiTHa. Kaxayro

Package / Ynaxoska - 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 unu 100 r B TY6y u3
JIaMUHHPOBAHHOTO ATIOMUHUS,
cHabkeHHyl0  MeMmOpaHOH — s
KOHTpPOJISl ~ MEPBOTO  BCKPBITHS.
Kaxnyto TyOY BMECTE c
HHCTPYKLMEH [0 MNPUMEHEHHUIO
MIOMEUIAIOT B Ma4YKy KapTOHHYIO.

11 |Labeling / MapkupoBKka

According to ND / B coorBercTBur ¢ HJ

12 | Storage / XpaHenue

25 °C. He 3aMOpa)kHBaTh.

Store below 25 °C. Do not freeze./ [Ipu Temneparype He Bbille

13 | Shelf life / Cpox roanocrn

2 years / 2 roga

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

*Tloka3aTeab MOXKeT OTCYTCTBOBATH B cepTu(HKaTe aHaIN3a npoussoauTens. [Ipoussoguresn
rapaHTHPYeT KauecTBO Mpenapara no 3THM MOKA3ATe M.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIponykT cooTBeTcTBYET TpeOoBanusm H]I 3axarwuyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosieHo: ITposepeno: Naresh Kumar Onobpeno: Menemxep / Pykosoaurens

@ Manoj Kumar , /

- ) P S

Reprint Date / Reprint Date / Reprint Date /
Jata: 23.12.2022 Jata: 23.12.2022 Jara: 23.12.2022

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: mai!@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com



