Dr.Reddy’s Q’:’.

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
CEPTUPHUKAT AHAJIN3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoayxr : Haits® Akrusrenn (HUMeCyJIN) resib A/is HAPY)KHOTO IPUMEHEHHS, 1 %, 50T
Batch No / : V230520 Batch Quantity / : 23102.0 units /
Cepus Ne O6beM NAPTHH 23102.0 ennnun
Analytical Report No / : 040001982776 Date of Analysis / : 26.07.2023
AnanuTuyeckuii oTuer Ne JlaTa ananusa
Date of Manufacture / : Jul-2023 Date of Expiry / ¢ Jun-2025
JlaTa npon3BoacTBA T'onen no

Analysis performed according ND / Anasnus nposexen no HJI: 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)

Page1 of 6/ Ctp. 1 M3 6

No/

BOXX

N Test / IlokazaTenn Result / PesyabTat Specification / Hopma

1. Description / Onncanune Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OaHopoaHbIi
OnHOPOAHBIN MTPO3payuHbIi Npo3payHblif refb oT 6eCLBETHOrO
resib 61eHO-KENTOro LBeTa ¢ | Ao  OJeJHO-KENToro LBeTa C
XapaKTEPHBIM 3aMaxoM XapaKTepHBIM 3aMaxoM

2. Identification / IlogauHHOCTE

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

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 yaepxuBaHuHA
OCHOBHOT'O MHKa Ha
XpoMarorpamme HCIIBITYEMOT0
pacTBOpa JOJKHO COOTBETCTBOBATE
BpEeMEHH YAEPKHBAHUA OCHOBHOTO
NKMKa Ha XpoMaTorpamMe pacTBopa
CTaHJAPTHOIO obpasia
HUMeCYJINIa (paznen
«KonuuecTBeHHOE ONPEIETIeHUE)

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanne: [TpoaykT cooTseTcTBYeT TpeboBanuam H/I Zakmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotosnexo: Pardeep ( ITpoeepeno: Sgatosh Kumar Ono6peno: Menemxep / Pykosguutenb
Kumar — | Maurya (ﬁﬂb Manoj Kumar @u "
Reprint Date / Reprint Date / Reprint Date /

Hara:26.07.2023 Hara: 26.07.2023 Iara: 26.07.2023

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.com



Dr.Reddy’s ":'.

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

CEPTHO®HKAT AHAJIU3A www.drreddys.com
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
poaykr Haitz® AkTHBreNns (HHMECY/IU) refb JUls HapyskHoro npuMenenus, 1 %, 50 r
Batch No / : V230520 Batch Quantity / : 23102.0 units /
Cepus Ne O6beM mapTHH 23102.0 eamrHmL
Analytical Report No / : 040001982776 Date of Analysis / : 26.07.2023
AHaauTHIeCKHil oTueT Ne Jara aHajIu3a
Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2025
JaTa npon3BoacTBa T'onen g0
Analysis performed according ND / Anaans mposeaen 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 ot 02.02.2022)
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(110 = 0.02 %)

;? / Test / Iloka3aTenn Result / PesyabTar Specification / Hopma
b)By UV spectro- Complies as prescribed / | UV absorption spectrum of the test
photometry / Metoaom CootBeTCTBYET TPEOOBAHUAM solution should have absorption
Vd-criekrpodoTto maximum at 397+5nm / Y®-
METPHH CIIEKTP MOTJIOLICHHUs HCIIBITYEMOro
pacTBopa AO/DKEH MMETh MAKCUMYM
norsoweHus npy 397+5 um
3. | Weight of package 51g/51r According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBeTCTBUM C
COIEPIKHMOT0 YIIAKOBKH TpeOOBaHUAMU
I'® PO. (He menee 50,0 r)
4. pH 3.31 From2.5t04.5/0t12,51004,5
5. | Viscosity / BsazkocTb 1011 centipoise / From 400 to 1200 centipoise /
1011 canTunyas Ot 400 no 1200 cantumnyas
6. | Related impurities / PoacTBeHHbIE NpEMECH
i. | Impurity C/ Not detected / He o6HapyxeHa | Not more than 0.50 % /
Ipumecs C He 6onee 0,50 %
ii. | Impurity D/ Below LOD (LOD = 0.02 %)/ | Not more than 0.50 %/
pumecs D Huxe nipenena obuapyxenus | He 6onee 0,50 %

Remarks : The Product conforms to ND/
IIpumeuanue: JIpoayKT cooTBeTCTBYET TpedoBannam H/T

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
ITonroToBneHo: Pardeelii'/ IIpoBepeHO: S totsh Kumar Opobpeno: Menemxe
Kumar * A

Checked by /

Maurya

Approved by: Manager/Executive /

Reprint Date /
JaTa:26.07.2023

Reprint Date /
Jara: 26.07.2023

p/ Pyko OANTEITb
Manoj Kumar . g_ii
L L

Reprint Date /
Jara: 26.07.2023

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.com




Dr.Reddy’s ":'.

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

CEPTUHOHUKAT AHAJIN3A www.drreddys.com

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

IIpoaykT Haiiz® AkTuBrens (HUMECYHA) Tellb JUIs Hapy)kHOro npumenenns, 1 %, 50 r

Batch No / : V230520 Batch Quantity / : 23102.0 units /
Cepus Ne O6BemM nNapTHH 23102.0 einnuil
Analytical Report No / : 040001982776 Date of Analysis / : 26.07.2023
AHanuTHYeCKHI oTyeT No JaTa aHaau3a

Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2025

JaTa npou3BoJCTBA T'ogen a0

Analysis performed according ND / Ananus nposegen 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)

Page3 of 6/Ctp.3u3 6

ﬁ: / Test / IlokazaTesn Result / PesyaesTar Specification / Hopma
iil. | Any other impurity / Not more than 0.50 % /
0,
Jlrobas mpyras npuMech 0.06% He 6omee 0,50 %
iv. | Total impurities / 0.2% Not more than 1.50 % /
CymmMa npumeceit He 6onee 1,50 %
7. | Microbial purity / MukpoOHoJIOrd4ecKas YUCTOTA
i. | Total Aerobic Microbial NA Not more than 100 CFU/g /
Count / Ob1iee yucio He 6onee 100 KOE/r
a3poOHBIX MHKPO-
OpraHu3MOB
ii. [ Total Combined Yeast and NA Not more than 10 CFU/g /
mould count / Obmee 4ucio He 6onee 10 KOE/r
JPONCOKEBBIX H IUIECHEBBIX
rpuboB
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyretBUe B I T
iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcyrctBue B 1 1
8 Assay / KonunuecTBeHHO€E ONpeae/IeHHe

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanue: I[TpoaykT cooTBeTCTBYET Tpebopanuim HJ 3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosiieHo: Pardeep_i( HpOBCpGHW Kumar Onobpeno: Menemxep / PykoBoauTenb
Kumar == Maurya ¢ Manoj Kumar L‘";‘gt jl
Reprint Date / Reprint Date / Reprint Date / —
Jata:26.07.2023 Jara: 26.07.2023 Jara: 26.07.2023

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




®o Dr. Reddy's Laboratories Ltd.
Dr. ReddY’s ... Formulation Unit-6
™ Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTH®HEKAT AHAJIM3A www.drreddys.com

[Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hponykr : Haiis® AxruBrens (HUMeCYNHa) reb Al HAPYKHOTO MPUMEHEHHH, 1%,50r

Batch No / : V230520 Batch Quantity / : 23102.0 units /
Cepus Ne O0bemM NapTHH 23102.0 eaunnn
Analytical Report No / : 040001982776 Date of Analysis / : 26.07.2023
ApajauTnyeckuii oTyer Ne JaTta ananausa

Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2025

JaTa npon3BoACTBA T'onen no

Analysis performed according ND / Anaan3 nposeaen mo HJI: JI[1-005923-191119 (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)
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E.:) / Test / Ilokazarein Result / PesyabnTar Specification / Hopma
i. |Nimesulide/ 10.01 mg/ 10.01 mr 9.0 mg to 11.0 mg of C13H12N205S
Humecynun (100.1 %) (nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /
Ot 9,0 mr go 11,0 mr C13H12N2058
(aumecymun) (ot 90,0 % mo .
110,0 % oT HOMUHAIBEHOIO
colepxkanys) B 1 r rens
ii. |Dimethyl sulfoxide / 100.3 % 90% to 110% of C;HsOS (dimethyl
JumeTuncynsQokcua sulfoxide) of label claim /
Ot 90 % 1o 110 % C.HeOS
(muMetuncynedokcua) ot
HOMHHAJILHOTO COAEPIKaHUS
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Ipoaykr coorsercTByet TpedoBannsam HJII 3akmouenue;: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosieno: Pardeep IIpoBepeno:Rantosh Kumar Ono6peHo: Menemxep / Pykosogureb
Kumar <l | Maurys  WORU- Manyj Kuiua - ﬁ
Reprint Date / Reprint Date / Reprint Date / —
Hata:26.07.2023 JHara: 26.07.2023 Hara: 26.07.2023

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.com



Dr.Reddy’s ‘g'.

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

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

CERTIFICATE OF ANALYSIS  Tel:+9198166 56001-02

CEPTH®UKAT AHAJIU3A www.drreddys.com
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IIpoaykr Haiiz® AxTuBrens (HUMeCynH) resis s HapykHoro npumerenns, 1 %, 50
Batch No / : V230520 Batch Quantity / 23102.0 units /
Cepust Ne O0BeM NAPTHH 23102.0 enmuniy
Analytical Report No / : 040001982776 Date of Analysis / : 26.07.2023
AHaTHTHYEeCKHI oTueT No Jara anannza
Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2025
JdaTa mpoussojacTBa T'open oo
Analysis performed according ND / Anasnus nposexen no 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 / u3m. Ne 2 ot 02.02.2022)
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No/

Test / ITokazarean
Ne

Result / Pe3ysibTaT

Specification / Hopma

10 |Packaging / Ynakoska

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

ATFOMUHYA, CHa0XXEHHYIO
MeMOpaHOH A KOHTPOJIA
nepBoro BckpbiTus. Kaxmyro
TyO0y BMECTE€ C HMHCTPYKLHEH
10 PUMEHEHHIO [TOMELIAIOT B
[aYKy KapTOHHYO.

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 unu 100 r B TyOy M3
JIAMMHHPOBAHHOTO AFOMHHHA,
cHaOXeHHyl0O  MeMOpaHOH  JuIs
KOHTPOJIi ~ TepPBOrO  BCKPBITHS.
Kaxagyro  Ty0y  BMecTe c
UHCTpYKIMEH 10 MPUMEHEHMIO
NOMEIAIOT B aYKy KaPTOHHYIO.

11 |[Labeling / MapkupoBka

According to ND / B coorserctuu ¢ HJI

12 | Storage / Xpanenne

25 °C. He 3aMOpaXXHBATh.

Store below 25 °C. Do not freeze./ IIpu Temnepatype He BblLe

13 | Shelf life / Cpox roanocrn

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.

*[Toka3aTeb MOMKeT OTCYTCTBOBATh B cepTHdHKaTe aHAINH32 npousBoauTes. [Ipoussoaurein
rapaHTHPYET Ka4ecTBO Npenapara o 3THM moKasaTe M.

[ API name (INN) / Hanmenosanne A®C (MHH): |

Nimesulide / Humecynua

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumedanue: [IpooyKT COOTBETCTBYET tpeboannsm HJL Zaknwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneHo: Pardeep r TINpoerepe antosh Kumar OpobpeHo: Menemxep / PykoBomirens
Kumar Maurya Hﬁl} Manoj Kumar {:)L_
Reprint Date / Reprint Date / Reprint Date /

Jara:26.07.2023 Jara: 26.07.2023 Hara: 26.07.2023

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: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":'.

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 AHAJNM3A www.drreddys.com
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoaykr : Haiis® AktuBrens (HUMeCYIM ) resib UL HAPYXKHOTO IPUMEHEHHUH, 1%,50r
Batch No / : V230520 Batch Quantity / + 23102.0 units /
Cepusa Ne O0bem mapTHl 23102.0 enpnuL
Analytical Report No / : 040001982776 Date of Analysis / : 26.07.2023
AHaJHTHYeCKHIi oTueT No JlaTa aHaan3a
Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2025
JlaTa npon3BoAcTBa T'onen no
Analysis performed according ND / Ananuz nposenen 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)
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Homep cepun cyocrannun npouspoaurens I'JID:

API manufacturer batch number / NMS/13050477
Homep cepun nponspoauteiss APC:
FP Manufacturer API Batch number / FEQA00261

API Manufactured by & country /
IIpouszBoaurens A®C, cTpana:

Aarti Drugs Ltd., India /
Aaptu Hparc JIta., Unaus

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
TIpumeuanne: IIpoaykr coorgercrayer Tpebosanusm HJI 3axiwuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Pardeep f I[Tposepeno:Santosh Kumar Opnobpeno: Menekep / PykoBgaurens
Kumar — | Maurya Manoj Kumar Mo Lot
Reprint Date / Reprint Date / Reprint Date / ~
Jarta:26.07.2023 Jlara: 26.07.2023 Jara: 26.07.2023

Registered Cliice: 8-2-337, Road Ni. 3, Banjara Hills, Hydeiabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com



