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Dr. Reddy's Laboratories Ltd,
Forrnulation Unit-6

Vill. Khel, Nafagarh Road, Baddi,
Distt, Solarn, H.P.,, 173 205, INDlg
Tel ; +91 98166 56001-02

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoayxr : Haiiz® Axrupresp (HUMECY i) reib Ul HapyKHOTO npumenenns, 1 %, 50 r
Batch No / : V230094 Batch Quantity / : 19118 units /
Cepns Ne O6neM NAPTHH 19118 eguHEIL
Analytical Report No / : 040001761291 Date of Analysis / 14.02.2023
AHAJIHTHYECKHI 0TueT No JaTa aBaIM32 .
Date of Manufacture / : Feb-2023 Date of Expiry / 3 Jan-2025
JlaTa npou3Bo/icTBa Tones /10
Analysis performed according ND / Anajau3 nmpoBe/ieH 1o 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 / m3m. Ne 2 01 02.02.2022)

Page 1 of 5/Crp. 1 m35

No / 5 .
Ne Test / Iloxazarenn Result / PesyasTat Specification / Hopma
1. Description / Onucanne Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / ORHOPOIHEBIH
OnHOPOIHBIH NPO3PaUHEIii FeNib | NPO3PAYHBIH [ENIb OT OecLBETHOTO
6J1eJHO-KENTOTrO LBETA C 0 OIemHO-KEeNTOro LBeTa ¢
XapaKTepHBIM 3aMaxom XapaKTepHBIM 3araxoM
2 Identification / IloaaMHHOCTH
a) By HPLC / Metoaom Complies as  prescribed /| The retention time of the main
BOXX COOTBETCTBYET TPEOOBAHMAM peak 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) / Bpewms
yAEpP>KMBAHHA OCHOBHOTO MHKa HA
XpOMaTorpaMMe  HCIILITyEMOro
pacTBOpa JIOTIKHO
COOTBETCTBOBATh BpPEMEHH
yAEP>KUBAHHA OCHOBHOIO NHKA Ha
XpOMaTorpamme pacTsopa
CTaHAapTHOIO obpasua
HUMECYTTH/A (pasnen
«KonuuecTBEHHOE
onpeneneHue»)

Remarks : The Product conforms to ND/
ITpumeuyanne: [TpoaykT coorserctByeT Tpeboanmam HJI

Conclusion : APPROVED /
Zaxmouenne: OJOBPEHO

Prepared by /
IToarorosneHo: Pravesh

Rana ‘ /

LS

Checked by /
IMposepeno: Ramakant

- )
%w\ﬂ‘ # }}

Approved by: Manager/Executive /
Ono6peno: Menemkep / PyxoBoauresb

Manoj Kumar
LU

Reprint Date /
Jara: 14.02.2023

Reprint Date /
Jara: 14.02.2023

Reprint Date /
Jara: 14.02.2023

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: maii@drreddys.com

CiN: 1L85195AP1984PLC004507
www.drreddys.corm
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: e °® Formulation Unit-6

Dr’ Reddy s '. vill. Khel, Nalagarh Rpad, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

[Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoayxkr @ Haiiz® AkTuBrens (HUMecyann) rejp il Hapy/KHOTO MPUMCHEHNA, 1%.,50r

Batch No / : V230094 Batch Quantity / : 19118 units /
19118 eamBMIy

Date of Analysis / : 14.02.2023
Jlara aHAIM3A

Analytical Report No / : 040001761291
Ananmraaecknii orueT Ne

Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2025
JlaTa NpoOH3BOACTBA Toaen A0

Analysis performed according ND / Anajin3 npoBe/ieH 1o HJI: JII1-005923-191 119 (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 2 of 5/ CTp. 2 w3 5

Cepus Ne O6neM napTHH

contents / Macca than 50.0 g) / B cOOTBETCTBMH C

COAEPIKMUMOr0 YIIAKOBKH TpeboBaHHAMH
D P®. (He menee 50,0 T)

4. | pH 3.29 From 2.5 t0 4.5/ 012,510 4,5
5. | Viscosity / BaskocTh 993.5 centipoise / From 400 to 1200 centipoise /
993.5 canTHILya3 Ot 400 go 1200 canTHmnyas

6. Related impurities / PoacTBeHHBIC npuMecH

i Impurity C / Below LOD (LOD = 0.02 %) / Hwxe Not more than 0.50 %/
npenesna oOHapyXeBKs (IO = 0.02 %) He 6oxee 0,50 %

l;.f 4 Test / llokazaTendb Result / PesyasTaT Specification / Hopma
b)By UV spectro- Complies as  prescribed  / UV absorption spectrum of the
photometry / MeTo10M CoO0TBETCTRYET TPEOOBAHUAM test solution should  have
YV ®-ciekTpodoTo absorption maximum at 397+5 nm
MeTpHH - / VYd-cnekrp — NOINOIISHAS
: HCOIBITYEMOrO PacTBOpa JIOJDKEH
UMETh MAaKCMMyM TIOTJIOMICHHUA
npu 39745 aM
3. | Weight of package 51g/51lr According to Rus. Ph. (Not less B

TTpumecs C
ii. | Impurity D/ Below LOD (LOD = 0.02 %)/ H Not more than 0.50 %/
elow =0.02 % HXKE 0
L _HPHMSCL L npeiena 00HapyKeHA (110 = 0.02 %) He 6onee 0,50 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanne: [IpogyKT COOTBETCTBYET tpeGosanmam HJ Jaxmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TMoxrotosneHo: Pravesh IIposepeno: Ramakant Ono6peno: MeHemxep / PYKOBOOMTED
Rana , ﬁ_ Manoj Kumar
b A Qe
QO ~
Reprint Date / Reprint Date / Reprint Date /
Iara: 14.02.2023 Jlata: 14.02.2023 Jlata: 14.02.2023

Registered Office: 8-7-337, Read No. 3, Banjara s, ryderabad - 300024, Tciongana, Indiz
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.corm
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd,
Forrnulation Unit-6

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

CEPTH®UKAT AHAJITA3A

www.drreddys.com

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

Ipoaykr : Hais® Axrupresns (HuMeCyia) resb Juis HapyKHOTO npumerenus, 1 %, 50 r

Batch No/ : V230094 Batch Quantity / : 19118 units /
Cepus Ne O6LeM napTHH 19118 emuHngg
Analytical Report No / : 040001761291 Date of Analysis / 14.02.2023
AHaauTHyeckuii oTueT Ne JlaTa ananu3a

Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2025
Jlara npon3BOJCTBA T'ogen no

Analysis performed according ND / Anannus nposeaen no HJI: JII-005923-191119 (amend Ne 1 from
19.03.2020 / m3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / wsm. Ne 2 ot 02.02.2022)

Page3 of 5/ Crp. 3 m35

CymMMa npumMecei

i.:) 4 Test / IlokazaTeab Result / PesyasTat Specification / Hopma

iii. | Any other impurity / Not more than 0.50 % /
JIrobas mpyras IpUMech e He 6onee 0,50 %

iv. | Total impurities / 0.03 % Not more than 1.50 % /

He 6onee 1,50 %

7. | Microbial purity / MuxpoOuoJioruyeckas Iucrora

i. | Total Aerobic Microbial
Count / O6111€€ YKCIO
a3poOHBIX MUKPO-
OpraHu3MOB

Total Combined Yeast and
mould count / O61mee umcno
JPOMOKEBBIX M ILIECHEBLIX
rpuboB

il.
iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

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

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

Absent /
OtcyTcTBYET

. Absent /
OTtcyTCcTBYET

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/
OtcytctBHe B 1 T

Should absentin 1 g/
OtcyrctBue B 1 1

Conclusion : APPROVED /
Baxmouenne: OJJOBPEHO

Remarks : The Product conforms to ND/
Ipumeuanue: [IPoIyKT COOTBETCTBYET TPEOOBAHMAM HJT
Prepared by / Checked by /
[oxroroeneHo: Pravesh IIpoeepeno: Ramakant
Rana / .

é« @(wtw
Reprint Date / Reprint Date /
Jara: 14.02.2023 IlaTa; 14.02.2023

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBonuTens
Manoj Kumar

L

Reprint Date /
Jara: 14.02.2023

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.corn
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CERTIFICATE OF ANALYSIS

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

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

CEPTUOPHKAT AHAJIH3A

www.drreddys.com

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

Hpoaykr : Haiiz® Axtusrens (Humecy/iia) resb Ui Hapy)KHOro MpHUMeHeHHA, 1%,50r

Batch No / : V230094 Batch Quantity / : 19118 units /
Cepus Ne O6beM napTau 19118 ennHuL
Analytical Report No / : 040001761291 Date of Analysis / 14.02.2023
AnannTHyecknii oruer Ne : Jara aHan3a :

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

JaTa npou3BocTBA T'ojen a0

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

Page4 of 5/Crp.4 w3z 5

8 Assay / KonuuecTBeHHOE onpeae/iene

i. | Nimesulide /
Humecymun

ii. | Dimethyl sulfoxide /
JumetrnncyabGokcu

9.90 mg / 9.90mr
(99.0 %)

96.8 %

9.0 mg to 11.0 mg of C13H12N2058
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mr go 11,0 mr C13H12N>OsS
(sumecymun) (ot 90,0 % 1o

110,0 % OT HOMUHAIbLHOTO
comepxxanus) B 1 r rens

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

Ot 90 % mo 110 % C:HeOS
(numeTWICYNb(HOKCHA) OT

HOMHHBAJIBHOI'O COOCPXKAHUA

Remarks : The Product conforms to ND/

Hpumeuanue: [ponykr coorsercrayer Tpebosanuam HJT

Conclusion : APPROVED /
Zakmwuenue: OMOBPEHO

Prepared by /
IMoarorosaeHo: Pravesh

71

Rana /’['\

Checked by /
Ipoeepero: Ramakant

Qo

Approved by: Manager/Executive /
Ono6peno: Menemwxkep / PykoBonurens

Manoj Kumar @i

Reprint Date /
Jara: 14.02.2023

Reprint Date /
Jara: 14.02.2023

Reprint Date /
Jara: 14.02.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, lelangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49090 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

- www.drreddys.com



Dr. Reddy’s Laboratories Ltd.

q.o

s °® Formulation Unit-6

Dr. Reddy S N Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, IND1A
Tel ; +91 98166 56001-02

CERTIFICATE OF ANALYSIS _
CEPTHOHUKAT AHAJIH3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Opoxyxr : Haiis® Axrusrens (Humecynuj) resib Ul Hapy:KHOrO NPUMEHEHA, 1%,50Tr
Batch No / : V230094 Batch Quantity / : 19118 units /
Cepna Ne _ Ob6beM napTHH 19118 eauHwmIy
Analytical Report No / : 040001761291 Date of Analysis / : 14.02.2023
AHauTHYECKHHA 0T9eT Ne Jlara aHanm3a
Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2025
JaTa mpousBoacTBa Toxen oo _
Analysis performed according ND / Anann3 nposexen no HJI: JIT1-005923-1911 19 (amend Ne 1 from
19.03.2020 / uzm. Ne 1 or 19.03.2020, amend Ne 2 from 02.02.2022 / u3m. Ne 2 ot 02.02.2022)

Page 5 of 5/Ctp. S mu3 5

10 |Packaging / Ynakoska Package / Ynakoska - 50 gina | package / Vnakoska - 20 g, 50 g or
laminated ~ aluminum  tube | 100 g in a laminated aluminum tube
equipped with tamper-evident | gquipped with —tamper-evident
membrane. Each tube and a | membrane. Each tube and a patient
patient information leaflet in a | jnformation leaflet in a carton. /
carton. / ITo 50 r B TyOy M3
JIaMMHHUPOBAaHHOTO
aJTIOMUHUA, cHabXeHHYIO
MemOpaHO s KOHTPOJA

ITo 20 r, 50 r wu 100 r B TYOy U3
JIAMHHHPOBaHHOTO AMOMHHUS,
cHaOXeHHyl0O MeMOpaHOM  [yist

HepBoro BekpbiTHa. Kaxiyto | KOHTPONA  NIEPBOTO  BCKDBITHS.
TyGy BMecTe ¢ MHCTpYKIMeH | KKAYIO va6y LRSS
110 IIPHMEHEeHHIO TIoMelatoT B | AHCTPYKIMEH X0 MPUMCHEHIIO
[1auKy KAPTOHHYIO. [IOMELIAIOT B NaYKy KapTOHHYIO.

11 |Labeling / MapkupoBka According to ND / B cootercTauu ¢ HJI

12 | Storage / XpaneHHe Store below 25 °C. Do not freeze./ IIpu TeMniepaType He BbIlIE
25 °C. He 3amopa>xuBaTh.

13 | Shelf life / Cpox roanoctn | 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.

*Toka3aTeJb MOXKET OTCYTCTBOBATh B cepTHdHKaTe aHAIH3a Npon3BoauTes. IlpousBoauTenn
rapanTHPYET Ka4ecTBO Npenapara o 3THM N0KAa3aTeJIAM.

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

Ilpumeuanne: [Iponykr coorBeTcTBYeT TpeboBanusam HJT 3akmouenue: ONNOBEPEHO

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

[Toaroroeneno: Pravesh INposepeno: Ramakant Ono6peno: Menemxkep / Pykosoautests

Rana { & Manoj Kumar W
i L

Reprint Date / Reprint Date / Reprint Date /

Jata: 14.02.2023 Jara: 14.02.2023 Jara: 14.02.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, £ax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PiC004507
www.drreddys.comn



