Dr. Reddy's Laboratories Ltd.

@
’ ‘o. . .
Formulation Unit-6
Dl". Reddy S °. CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,
CEPTHOHUKAT AHAJIA3A Distt. Solan, H.P.,, 173 205, INDIA

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g TeT 91 98166 56001-02
IMpoaykr : Haiiz® Akrusrens (HHMeCysiHi) Tesib JUlA HapyKHOTO npr-imeﬂe\&w’{“ﬁ'f'ij%fi e

Batch No / : V220138 Batch Quantity / : 9529.000 units /
Cepust Ne O0BemM NapTHH 9529.000 eaununy
Analytical Report No / : 890001579269 Date of Analysis / : 17.03.2022
AHaIATHYECKHIT oT4eT Ne Jarta aHanu3a

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024

JlaTa mpoH3BOACTBA Topen oo

Analysis performed according ND / Ananu3 nposeaen no HJL: JI[1-005923-191119 (amend Ne 1 from
119.03.2020 / w3m. Ne 1 ot 19.03.2020)

Page 1 of4/Crp.1u3 4

i‘? / Test / Iloka3aTteb 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 / OmHOpOAHBIA
OnHOpOAHBIH NPO3pauHbIH MpO3pavHblif refib OT 6eCLBETHOrO
reJib 6JieJHO-KENITOro IBeTa ¢ | A0  OneAgHo-KenToro Lpera ¢
XapaKkTepHbIM 3aI1aXOM XapakTepHBIM 3araxom
2. Identification / IloainnHoCTH
a) By HPLC / Meroaom Complies as prescribed / | The retention time of the main peak
B3XX CooTBeTCTBYET TPEOOBAHUAM 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 ynepkMBaHHs
OCHOBHOTO nMKa Ha
XpoMaTorpamMmme HUCTILITYEMOTO
pacTBOpa A0JKHO COOTBETCTBOBATE
BPEMEHHU YACP>KHBAHUA OCHOBHOIO
NMKa Ha XpoMaTorpaMMme pacTBOpa
CTaHOAPTHOrO obpasua
HUMeECYHIA (pazpen
«KonuuecTBeHHOE OMpeieSieHHE)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [IponykT cootBeTcTBYET Tpebosanuam HJ 3axaouyenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: IIpoBepeno: Onobpeno: Menemxep !ff’ymogpm-iTenb
Ankit ’A : Naresh Kumar @/ Pavan Kumar Sharma/{//
Print Date / Print Date / Print Date /
Jara: 17.03.2022 Hara: 17.03.2022 Jara: 17.03.2022

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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CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,

CEPTHO®UKAT AHAJIU3A Distt. Solan, H.P,, 173 205, INDIA
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g fer =L SB1eb SROULE
Hpoaykr : Haiis® Akruprens (HuMecynu/) resb s HapyKHOTO HpHMLI—ICHl{H lr(;; d%i)com
Batch No / : V220138 Batch Quantity / : 9529.000 units /
Cepunsa Ne O0bem napTHH 9529.000 enunnn
Analytical Report No / :+ 890001579269 Date of Analysis / : 17.03.2022
AHaanTHYecKHH oTueT No JlaTa ananusza
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
Jara npou3BoacTBa I'open g0

19.03.2020 / u3m. Ne

Analysis performed according ND / Auann3 nposeaen mo HJI: JI[1-005923- 191119 (amend Ne 1 from

1 ot 19.03.2020)

Page 2 of 4/ Crp. 2 u3 4

No/

COAEPKHUMOI0 YIIAKOBKH

No Test / Iloxazarenn Result / Pe3yabTar Specification / Hopma
b)By UV spectro- Complies as prescribed / | UV absorption spectrum of the test
photometry / Metonom CooTBeTCTBYET TPEGOBAHHAM solution should have absorption
Y®-cniektpodoro maximum at 397+5nm / Y®-
METPUH CTIEKTp MOTJIOIEHUS MCTIBITYEMOrOo
pacTBopa JOJDKeH HMETh MAKCUMYM
nornouenus npu 397+5 um
3. | Weight of package 101g/101r According to Rus. Ph. (Not less
contents / Macca than 100.0 g) / B cooTBeTcTBHH C

TpeOOBaHUAMH
['® PO. (He menee 100,0 1)

4. | pH

3.21

From 2.5t04.5/0t12,5 no 4,5

5. | Viscosity /

BaszkocTb 1076 centipoise /
1076 cantumyas

From 400 to 1200 centipoise /
Ot 400 mo 1200 canTHIyas

6. | Related impurities / PoncTBennble npuMecH

i. | Impurity C/ Not detected Not more than 0.50 % /
ITpumecs C He Gonee 0,50 %

ii. | Impurity D/ Not detected Not more than 0.50 % /
IMpumecs D He 6omee 0,50 %

iii. | Any other impurity / 0.03% Not more than 0.50 % /
JIro6as apyras npumech ' He 6onee 0,50 %

iv. | Total impurities / 0.07%
Cymma npuMecei

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

Remarks : The Product conforms to ND/
Hpumeuanne: [Ipoaykt coorserctyet Tpebosannam HJI

Conclusion : APPROVED /
3axmodenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ilogroroenexo: [MposepeHo: ! Ono6peno: Menemxkep / Pyaogog}wenb
Ankit ( P\\ Naresh Kumar @, Pavan Kumar Sharma //
Print Date / Print Date / Print Date /

Hara: 17.03.2022 Hara: 17.03.2022 Hara: 17.03.2022

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

B +91 98166 56001-02

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

Hpoaykr : Haits® AkTuBresib (HEMeCyn) resib Uid HapyKHOTO npnmeﬂewﬁ'ﬁ“ r‘%, i!&)clp i

Batch No / : V220138 Batch Quantity / : 9529.000 units /
Cepus Ne OGbem naprun 9529.000 exuuun
Analytical Report No / : 890001579269 Date of Analysis / : 17.03.2022
AnanuTHueckuii oTuer Ne Jara anajmsza

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024

JlaTa npon3BOACTBA T'ogen go

Analysis performed according ND / Ananns nposened no HJI: JIT1-005923-191119 (amend Ne 1 from
119.03.2020 / m3m. Ne 1 ot 19.03.2020)

Page3 of4/Crp.3 u3 4

7. | Microbial purity / Muxpo6noJiorayeckasi Y44cTOTa

i. | Total Aerobic Microbial
Count / O61ee uncio
a3pO0OHBIX MHMKPO-
OpraHH3MOB

ii. | Total Combined Yeast and
mould count / Ob1iee YucIo
JPOMOKEBBIX M TIECHEBBIX
rpuboB

ili. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

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

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

Absentinl g/
OrcytetByeT B 1 T

Absentinl g/
OtcyrcTBYeTB 1 1

Not more than 1000 CFU/g/
He 60nee 1000 KOE/r

Not more than 100CFU/g /

He 6onee 100 KOE/r

Should absentin 1 g/
OtcyrctBUe B 1 T

Should absentin 1 g/
OtcyrcTBUE B 1 T

8 | Assay/KonndecTsBeHHO€ onpeesieHue

i. | Nimesulide /
Humecynun

ii. | Dimethyl sulfoxide /
Jumetrncynbhokcun

9.94 mg/9.94 mr
(99.4 %)

99.7 %

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 mr mo 11,0 mr Ci3H12N20sS
(aumecymun) (ot 90,0 % mo

110,0 % oT HOMUHAIILHOTO
conepkanus) B 1 r rens

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

Ot 90 % no 110 % C,HsOS
(mumeTricynsdoxcua) ot
HOMMHAJILHOT'O COJepIKaHHUA

Remarks : The Product conforms to ND/
Tpumveuanue: [ponykr cootercTByeT Tpedosanusam HJL

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

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

[ToaroroBneHo: IpogepeHo: @ Onobpeno: Menemxep / Pykosopuresns

Ankit Naresh Kumar Pavan Kumar Sharma &4 —
/K 3 E—

Print Date / Print Date / Print Date / e

Hara: 17.03.2022 Hata: 17.03.2022 Hara: 17.03.2022

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

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

T 91 98100 5bUUI-UL

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

IMTpoaykT Hait3® AkTuBresib (HUMeCY M) Teib Ul HapysKHOro npnmeuemm s f%com

Batch No / : V220138 Batch Quantity / + 9529.000 units /
Cepus Ne O6beM napTHH 9529.000 enunuun
Analytical Report No / : 890001579269 Date of Analysis / : 17.03.2022
AHaTHTHYeCKHH oTueT Ne JlaTa anaausa

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024

|JlaTa npon3BoACTBA T'ogen no

Analysis performed according ND / Ananns nposeaen no HJL: JIII -005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)
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9 |Packaging / YnakoBka

Package / Ynakogka - 100 gin
a laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / [To 100 r B TyOy u3
JIaMHHUPOBAHHOI O

AIIOMHHHA, cHa0KEeHHYIO
MeMOpaHOH JUIS  KOHTPOJIA
nepsoro BCKpeITHA. Kaxayro
Ty0y BMeCTe C HHCTPYKLIMEH
N0 TIPUMEHSHHUIO TTOMEILAIOT B
Na4yKy KapTOHHYIO.

Package / YnakoBka - 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. /

[To 20 r, 50 r mnu 100 r B TYOy M3
JIAMHHHPOBAHHOTO ANIFOMHHMS,
cHabxeHHyl0  MeMOpaHOH  [uid
KOHTPOJIS ~ HEpBOro  BCKPBLITHSL.
Kaxayto  TyO0y  BMecTe (o
WUHCTPYKUMEH [0 IPUMEHEHHIO
MIOMELAIOT B MAYKy KapTOHHYIO.

10 |Labeling / MapkupoBKa According to ND / B cootBetcTBuu ¢ HJI

11 | Storage / Xpanenwue Store below 25 °C. Do not freeze. / [1pu Temmneparype He Bbilie 25
°C. He 3amopaxxuBatb.

12 | Shelf life / Cpok roanmocrn | 2 years /2 roaa

Remarks : The Product conforms to ND/
IMpumeuanne: [IpoaykT cootBercTByeT Tpedopanuam HJI

Conclusion : APPROVED /
3axmodenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: . [IpoBepeHo: 1 Ono6peno: Menemxep / PykoBoanTelb
Ankit ( K, Naresh Kumar Pavan Kumar Sharma V
Print Date / Print Date / Print Date /

Jara: 1/.03.2022 Mara: 17.03.2022 Jlara: 17.03.2022
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