Dr. Reddy's Laboratories Ltd.

‘..
! °9® Formulation Unit-6
Dr. Reddy S '. Vill. Khol, Nalagarh Road, Baddi,
; Distt. Solan, H.P,, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTU®UKAT AHAJIU3A  w.drreddys.com

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

Ilpoayrr : Hai3"™ Aktusrenb (HMMecynKa) resib Afld HApY:KHOTro npumenenus, 1 %, 50 r R
Batch No / : V220593 Batch Quantity / : 18859 units /
Cepust Ne O6bemM napTHH 18859 enrHul
Analytical Report No / : 040001620457 Date of Analysis / : 13.08.2022
AnanutTnyecknii oTuer No JaTa ananu3za

Date of Manufacture / : Aug-2022 Date of Expiry / : July-2024

JlaTa npoun3BojcTBA T"onen no

Analysis performed according ND / Ananus nposeaen no HJ: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / uzm. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / uzm. Ne 2 o1 02.02.2022)

Page 1 of 5/Crtp. 1u35

;? 4 Test / Ilokazarenn Result / PesyabTaTt Specification / Hopma
1. Description / Onncanue Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OaHopoaHbIi
OnHOpOHBIN MPO3paUHbIit Npo3pavHbli refib 0T OECLBETHOIO
refib GJIEIHO-KETOro LBETA C | 10  ONEAHO-KENTOro LBeTa C
XapaKTEepHbIM 3araxom XapaKTepHbIM 3aN1axoM
24 Identification / IToxnuHHOCTH
a) By HPLC / Meronom Complies as  prescribed / | The retention time of the main peak
BOXX CooTeeTcTBYET 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) / Bpema ynepxkvBaHus
OCHOBHOTO nHKa Ha
XpoMaTorpamme UCOBITYEMOTO
pacTBopa JOMKHO COOTBETCTBOBATh
BPEMEHH YIEPKUBaHHS OCHOBHOIO
nvKa Ha XpoMaTorpaMme pacTBOpa
CTaHIAPTHOTO obpaszua
HUMeCYNH/a (paznen
«KonunuecteeHHoe onpeneneHne»)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanne: IIponykr coorBercTBYeT TpeboBanusm HJ| 3aknuenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

INoaroroneHo: Ramakant [Mporepeno: Himesh Kumar Onobpeno: Menengep / PykoBoaurens

w (:’)%,’—\J Abhishek Chauhan "| \

__—

Reprint Date / Reprint Date / Reprint Date /
Jara: 13.08.2022 Jlata: 13.08.2022 Jara: 13.08.2022

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: L85195AP1984PLCO0A507
www.drreddys.com
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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 : +91 98166 56001-02

CEPTUOUKAT AHAJIN3A www.drreddys.com
'Product Nise Activgel (nimesulidegel for external use, 1 %, 50 g ]
IIpoaykT Haiiz" Axkrusrens (HUMeCYNka) resib 118 Hapy>KHOro npumetenus, 1 %, 50 r
Batch No / 1 V220593 Batch Quantity / : 18859 units /
Cepus Ne O6beM napTun 18859 ennHuu
Analytical Report No / : 040001620457 Date of Analysis / : 13.08.2022
AHamuTn4eckuit oTyer No JlaTa anau3za
Date of Manufacture / : Aug-2022 Date of Expiry / : July-2024
JlaTa npou3BoACTBa I'omen o
Analysis performed according ND / Ananusz nposenen mo HJ: 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 o1 02.02.2022)

Page2 of 5/Crp.2u3 5

JIrobas npyras npumech

2.‘? J Test / Ilokazarens Result / PesyabTar Specification / Hopma
b)By UV spectro- Complies as  prescribed / | UV absorption spectrum of the test
photometry / Metonom CootseTcTBYeT TpeGOBaHHAM solution should have absorption
Y®-cnekrpodorto maximum at 397+5nm / VO-
MeTpHU CTEKTp TMOTrNOIIEHHS HCTIBITYEMOrO
pacTBopa K0JKeH HMETh MaKCHUMYM
norsiolieHus npu 39745 um
3. | Weight of package 51g/5lr According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBeTCTBUM C
COEP:KHMOr0 YIAKOBKH TpeboBaHUSIMU
I'® P®. (He menee 50,0 1)
4. pH 3.26 From2.5t04.5/0t12,5 n04,5
5. | Viscosity / BazkocTs 1048 centipoise / From 400 to 1200 centipoise /
1048 cantunyas Ot 400 go 1200 cantunyas
6. | Related impurities / PoxcrBennsie npumMecu
i. | Impurity C/ Not more than 0.50 % /
Ipumecs C Not detected / He oGHapyxeHa He 60mee 0,50 %
ii. | Impurity D/ Below LOD (LOD = 0.02 %) / Huxe | Not more than 0.50 % /
Ipumecs D HpeneiaooIERyaeRs (N 01 He 6onee 0,50 %
0.02 %) ’
iii. | Any other impurity / 0.06 % Not more than 0.50 % /

He 60onee 0,50 %

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

IIpumeuanne: [TponykT coorBercTBYeT TpebGoBanusam HJI 3aknawuenne: OJOBPEHO

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

[oarorosneHo: Ramakant ITpoeepeno: Himesh Kumar Onobpeno: Menemxkep / PykoBogurens
W l —~ Abhishek Chauha& \

Reprint Date / Reprint Date / Reprint Date /

Jlarta: 13.08.2022 Jarta: 13.08.2022 Jara: 13.08.2022

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
wwandrraddyc.com



Dr.Reddy’s ‘,’:'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT 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 %, 50 g

Ipoxyxr Haiiz" Aktusrenn (HUMECYIU) resib JUTs HApY»KHOro npuMeHenus, 1 %, 50 r ]
Batch No / 1 V220593 Batch Quantity / : 18859 units /
Cepust Ne O6bemM napTuu 18859 enuuun
Analytical Report No / : 040001620457 Date of Analysis / : 13.08.2022
Ananutuueckunii order Ne Jara ananuza

Date of Manufacture / : Aug-2022 Date of Expiry / : July-2024

Jlara npou3zBoacTBa T'ogen 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)

Page3 of 5/Crp.3u35

Cymma nipumeceit

ﬁ.f 4 Test / IlokazaTean Result / PesyasTaT Specification / Hopma
iv. | Total impurities / 0.1 % Not more than 1.50 % /

He 6onee 1,50 %

7. | Microbial purity / Mukpo6noJjiornyeckasi YHCTOTA

i. | Total Aerobic Microbial
Count / O01uee yucino
a3pO6HBIX MUKPO-
OpraHU3MOB

il.
rpuboB
iii.

iv. | Staphylococcus aureus

Total Combined Yeast and
mould count / Ob1ee yucio
IPONOKEBBIX M MJISCHEBBIX

Pseudomonas aeruginosa

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

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

Absentinl g/ -
OrtcyrctByerB 1 r

Absentinl g/

OtcyrctByerB 1 T

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

Not more than 100CFU/g /

He 6onee 100 KOE/r

Should absentin 1 g/
OtcyrcrBUe B 1 T

Should absent in 1 g/
OrcyrcrBue B 1 r

Remarks ; The Product conforms to ND/
IIpumeuanue: [Iponykr coorBercTBYeT TpeboBanuam HI

Conclusion : APPROVED /
3akmwuenue: OJOBPEHO

Prepared by /
INoarorosneno: Ramakant

gy

Checked by /
IMpoeepeno: Himesh Kumar

Approved by: Manager/Executive /

OnobpeHo: Mewnemkep / PykoBonurens
Abhishek Chauhan &\

Reprint Date /
Jara: 13.08.2022

Reprint Date /
Hara: 13.08.2022

Reprint Date /
Jara: 13.08.2022

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: LB5195AP1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

CEPTUDPUKAT AHAJIM3A www.drreddys.com
Product Nise Activgel (nimesulide) gel for external use, 1 %, 50 g ]
Ilpoaykr Hai3" AxktuBrens (HiMecynun) refib A HapyxHOro npumedenns, 1 %, 50 r
Batch No / 1 V220593 Batch Quantity / : 18859 units /
Cepus Ne O6bem napTuu 18859 eaunuu
Analytical Report No / : 040001620457 Date of Analysis / : 13.08.2022
AHanuTH4ecKHii oryer Ne Jarta ananuza
Date of Manufacture / : Aug-2022 Date of Expiry / : July-2024
JaTa nponszsoacTea I'open no
Analysis performed according ND / Ananuz nposeaen mo H: JIT1-005923-191119 (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)

Page4 of 5/ Ctp.4u3 5

8 Assay / KotnuyecrBenHoe onpenenienue
1. | Nimesulide / 10.03 mg/10.03 mr 9.0 mg to 11.0 mg of C13H12N20sS
Humecynun (100.3 %) (nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /
Ot 9,0 MI" 10 11,0 MI* C13H12N2058
(Humecynun) (ot 90,0 % no
110,0 % oT HOMHHANILHOTO
coaepxaHus) B 1 r rens
ii. | Dimethyl sulfoxide / 101.5 % 90% to 110% of CoHsOS (dimethyl
Jumernncynbhoken sulfoxide) of label claim /
0190 % no 110 % C,HeOS
(naumetuncynbdokcua) ot
HOMHHAJIBHOTO COAEPIKAHUA
10 | Packaging / Ynaxoeka Pacl‘cage / YnaKomfa -50gina Package / Vriakoeka - 20 g, 50 g or
laminated  aluminum  tube | 109 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 | jpformation leaflet in a carton. /
carton. / Ilo 50 r B TyOy M3
JIAMUHHPOBAHHOTO Ilo 20 r, 50 r wnu 100 r B TYOY U3
ATIOMHHHUS, cHabeHHyto | TAMMHHDOBAHHOTO ATIOMMHUA,
MeMGpaHOll 111  KOHTpOJA cHabxeHHylO  MeMmOpaHoit s
IepBoro BekpbiTHi. Kamyro | KOHTPONA  MEPBOrO  BCKPBITHA.
Ty6y BMecTe ¢ MHCTpyKumeil | K&KIYIO va6y eegst
M0 MPMMEHEHMIO NoMelnatoT B | MHCTPYKLHMEH 10 NMPUMEHSHMIO
nauKy KapToHHYIO. MOMELIAIOT B MAaYKy KAPTOHHYIO.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

IIpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanusam HJ[

3akarwuyenue: OJJOBPEHO

Prepared by /

IMoaroroeneno: Ramakant

G

Checked by /
IIpoeepeno: Himesh Kumar

Approved by: Manager/Executive /

Onobpeno: Menemsgep / PykoBoaurens

Abhishek Chauhan

M

Reprint Date /
Jara: 13.08.2022

Reprint Date /
Jara: 13.08.2022

Reprint Date /
Jara: 13.08.2022

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: L85195AP1984PLCO04507
www.drreddys.com

mail@drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CEPTUDOUKAT AHAJIM3A www.drreddys.com
Product Nise Activgel (nimesﬁﬁde) gel for external use, 1 %, 50 g
Hpoaykr Haiiz" AktuBrens (Humecynua) refib Ajisk HAPYIKHOO NMpuMeHeHus, 1 %, 50 r
Batch No / 1 V220593 Batch Quantity / : 18859 units /
|Cepus Ne - O0bem mapruu 18859 ennHuy
Analytical Report No / : 040001620457 Date of Analysis / : 13.08.2022
AHauTHYEeCKUH oTyeT Ne Jara ananaunza
Date of Manufacture / : Aug-2022 Date of Expiry / ¢ July-2024
JaTa npou3BoacTBa Togen no

Analysis performed according ND / Auanus nposenen mo HJI: JITT-005923-191119 (amend Ne 1 from
19.03.2020 / wam. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / uzm. Ne 2 o1 02.02.2022)

Page Sof 5/Ctp.5u3z 5

11 |Labeling / MapxupoBka According to ND / B cootBeTctBun ¢ H/I

12 | Storage / Xpanemnue Store below 25 °C. Do not freeze./ IIpu Temnepatype He Bblliie
25 °C. He 3amopaxuBaTh.

13 | Shelf life / Cpok rognocru | 2 years /2 roaa

*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.
*IlokxaszaTe/ib MOXKeET OTCYTCTBOBATH B cepTUHKaTe aHAIN3a npoussoauTed. IIpoussoauTtess

FapaHTHPYET KAYECTBO penapara nmo 3THM MOKa3aTeJasIM.

Remarks : The Product conforms to ND/
Ilpumeuanne: [Ipogykr cooTBeTcTBYeET TpeGoBarusM HJL

Conclusion : APPROVED /
3akaruyenne: OJOBPEHO

Prepared by / Checked by /
IToarorosneno: Ramakant IIposepeno: Himesh Kumar

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

MHara: 13.08.2022 Hara: 13.08.2022

,Jd \ . Abhishek Chauhan
lxt/ <_‘_—:Aq—j— ; = &—/.\
Reprint Date / Reprint Date / Reprint Date /

Jara: 13.08.2022

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- 1 R57195AP1984PI CONAK07
www.drreddys.com



