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

CEPTUOUKAT AHAJIM3A ). 491 98166 56001-02
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g www.drreddys.com
IIpoaykT Haiiz® Axtuerens (HUMECYJHA) Feb i Hapy/KHOro npumeHenns, 1 %, 100 r
Batch No / : V230132 Batch Quantity / : 9642 units /
Cepust Ne O6bem napTHu 9642 enquHNI
Analytical Report No / : 890001645460 Date of Analysis / 1 24.02.2023
AnanuTH4ecKuii oTueT Ne Jara anajusa
Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2025
JIaTa NpoH3BOACTBA T'open no
Analysis performed according ND / Ananus nposegen mo HJL: 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)

Page1 of 5/Crp.1u35

BOXKX

CoOTBETCTBYET TPeOOBaHUAM

Jl\i:) / Test / [loxazaTesan Result / PesyawsTar Specification / Hopma

1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OgHOpOAHBIH
OnIHOPOHBIH MpO3payuHbIi NpO3pauHblii reab oT OeCUBETHOrO
resib 6J1eAHO-JKENITOro LBeTa ¢ | A0  ONegHO-KeNToro  ugera ¢
XapaKTepHbBIM 3araxom XapaKTepHbIM 3aMaxom

2. Identification / IlogaunHOCTH

a) By HPLC / Meroaom Complies as prescribed / | The retention time of the main 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) / Bpems ynepXuBaHus
OCHOBHOT'O HKa Ha
Xpomarorpamme HCIIBITYEMOTO
pacTBopa JO/KHO COOTBETCTBOBATH
BpEMEHH Y/IeP>)KHBAHUS OCHOBHOI'O
nvKa Ha XpOMaTorpaMMe pacTBopa
CTaHIapPTHOTO obpasia
HUMeCYIHIa (paznen
«KonsriecTnelioe onpeaeieHIEN)

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
HNpumeuanne: [TpoaykT cooTeeTcTByeT Tpeboanusam HJ 3axawgenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneHo: Shivani Ipoeepeno: Ramakant Onobpeno: Menemkep / PykoBoauresns
Devi T f Amit Kumar N

—
Reprint Date / Reprint Date / Reprint Date /
Jara: 24.02.2023 Hara: 24.02.2023 Hara: 24.02.2023

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: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

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

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

Ipoaykr : Haiis® Akrusrens (HUMECYNUA) renb [fis HAPYKHOTO NPUMECHEHHA, 1%,100r

Batch No / : V230132 Batch Quantity / : 9642 units /
Cepus Ne O0beM mapTHH 9642 eanHNALL
Analytical Report No / : 890001645460 Date of Analysis / : 24.02.2023
AHaJauTHYECKHH oTyeT Ne JlaTa ananusa

Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2025
JaTa npou3BoJcTBa I'open o

Analysis performed according ND / Ananus 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 / uzm. Ne 2 ot 02.02.2022)
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i‘? / Test / IlokazaTenab Result / Pesyasrar Specification / Hopma
b) By UV spectro- Complies as prescribed / UV absorption spectrum of the test
photometry / Metonom CooTBeTCTBYET TPEOOBAHHAM solution should have absorption
V®-cnekrpodoTo maximum at 397£5nm / V®-
METpUH CIIEKTp TMOTJIOLIEHUS UCTIBITYEMOTO

pacTBOpa JODKEH UMETh MaKCUMYM
noryoteHus npu 397+5 um

4. | pH

3. | Weight of package 101 g/101r According to Rus. Ph. (Not less
contents / Macca than 100.0 g) / B cOOTBETCTRIN €
COEPKHMOro0 yIIAKOBKH TpeGOBaHUAMM

['® P®. (He menee 100,0 r)
3.26 From 2.5t0 4.5/ 01 2,5 no 4,5

5. | Viscosity / BaskocTb

1053 centipoise /
1053 cantunyas

From 400 to 1200 centipoise /
Ot 400 no 1200 canrumyas

6. | Related impurities / PoncTBeHHBIE IPHMECH

Hpumeuanne: [Ipoaykr cootBercTByeT TpeboBanusm HJL

i. | Impurity C/ Not more than 0.50 % /
IMpumecs C Below LOD (LOD =0.02 %)/ | He 6onee 0,50 %
B _ Hwxe npenena oOGHapyKeHUs
ii. | Impurity D/ Not more than 0.50 % /
IMpumecey D Below LOD (LOD = 0.02 %) / | He 6onee 0,50 %
Hixe npenena oOHapy»eHHs
iii. | Any other impurity / (TT0 =0.02 %) Not more than 0.50 % /
JlroGast ppyras npumechb 0.10 % He 6onee 0,50 %
Remarks: The Product conforms to ND/ Conclusion: APPROVED /

Zakawuenne: OJJOBPEHO

Prepared by /
[Moarorosieno: Shivani

Checked by /
ITposepeno: Ramakant

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoaurens

Jara: 24.02.2023

Jara: 24.02.2023

Devi — ULF Amit Kumar ey
Reprint Date / Reprint Date / Reprint Date /

Hara: 24.02.2023

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.com
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Formulation Unit-6

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

Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

Qwﬂﬂgé Tel : +91 98166 56001-02
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g www.drreddys.com
Hpomyxr Haiis® AkTuBrens (HHMeCYIHa) reb i HapyKHOro npumeHenns, 1 %, 100r
Batch No / : V230132 Batch Quantity / : 9642 units /
Cepusi Ne O0bem napTua 9642 eaMHHIL
Analytical Report No / : 890001645460 Date of Analysis / : 24.02.2023
AHaJIHTHYECKHIT oTUeT No Hdarta anaausa
Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2025
Jara npon3soacTea TI'ogen 1o
Analysis performed according ND / Ananu3 nposenen no 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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;? / Test / IToxazarenn Result / PesyasTar Specification / Hopma

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

iv. | Total impurities / 0.19 %

Cymma npumecei

7. | Microbial purity / Mukpo6HoJIOrH4ecKasi Y4ucToTa

i. | Total Aerobic Microbial Less than 10 CFU/g/
Count / O8Luee uueo Menee 10 KOLA
a3pOOHBIX MHKPO-

Not more than 1000 CFU/g/
1le bomee LOVU KOL/ 1

Ipumeuanue: IIpoaykr cooTBeTcTBYeT TpeboBaHusm H/I

3axmoyenne: OJJOGPEHO

OpraHU3MOB
ii. | Total Combined Yeast and Less than 10 CFU/g / Not more than 100CFU/g /
mould count / Ob1iee uucno Menee 10 KOE/r He 6onee 100 KOE/r
JPOMOKEBBIX M TUIECHEBBIX
rpuboB
iii. | Pseudomonas aeruginosa Absentin 1 g/ Should absent in 1 g/
OtcyrctByeTB 1 T OrcyrctBue B 1 T
iv. | Staphylococcus aureus Absentin 1 g/ Should absentin 1 g/
OtcyrcTByerB 1 T OrcyTcTBHE B 1 T
Remarks: The Product conforms to ND/ Conclusion: APPROVED /

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

Amit Kumar N
F‘.’/

Reprint Date /
Jara: 24.02.2023

Prepared by / Checked by /
[MoarotosneHo: Shivani IMpoBepeno: Ramakant

Devi rh_rf W

Reprint Date / Reprint Date /
Jlarta: 24.02.2023 Jara: 24.02.2023

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: L85195AP1984PLCO04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

Qe
Dl'. Reddy,s ‘.... Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
CERT[FICAIE OF ANALYSIS Distt. Solan, H.P.,, 173 205, INDIA

CEPTUOUKAT AHAJIU3A Tel : +91 98166 56001-02

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g www.drreddys.com
Mpoaykr : Haii3® AkTuBrens (HUMECYIUN) refb Uisl HAPYIKHOTO MPHMEHEH!s, 1 %, 100 r

Batch No / : V230132 Batch Quantity / : 9642 units /
Cepus Ne O0BbeM napTHH 9642 envHH1LL
Analytical Report No / : 890001645460 Date of Analysis / : 24.02.2023
AHamuTHYEeCKHIi oTyeT No [ara apanuza

Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2025
JaTa npou3BoacTBa T'open oo

Analysis performed according ND / Anaaus nposeaen no 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)
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8 Assay / KonuuecTBennoe onpeaejieHHe
i. | Nimesulide / 9.94 mg/9.94 Mr 9.0 mg to 11.0 mg of C13H12N20s5S
Humecynun (99.4 %) (Nimesulide) (90.0% to 110.0% of

label claim) in 1 g of gel /

Ot 9,0 mr mo 11,0 mr Ci3H2N2OsS
(numecynun) (ot 90,0 % no

110,0 % oT HOMMHaJIBHOTO
coaepkaHus) B 1 r reyisa

ii. |Dimethyl sulfoxide / 101.7 % 90% to 110% of C:HsOS (dimethyl
JumeTtuncynb(orcua sulfoxide) of label claim /
Ot1 90 % no 110 % C:HsOS

(numeTHCysibHOKCHI) OT
HOMMHATILHOT'O COAEPIKaHUA

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

Ipumeuyanne: [poaykT cooTseTcTByeT TpeOopanusm H] 3akmouenue: OJJOBPEHO

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

IToarotorneHo: Shivani [MTposepeno: Ramakant Ono6peno: Menemxep / PykoBoauteib

Devi el Amit K

evi A ] %*W mit Kumar N

P

Reprint Date / Reprint Date / Reprint Date /

Hara: 24.02.2023 Hara: 24.02.2023 Jara: 24.02.2023

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.com



Dr. Reddy's Laboratories Ltd.

Qe
DI’. Red dy,s “... Formulation Unit-6

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

CEPTUPUKAT AHAJIM3A 1. 91 98166 56001-02

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

Hpoxykr : Haiis® Akrueress (HUMeCYIHI) rejib Ui HAPYXKHOTO IpHMEHEHHUS, 1 %, 100 r

Batch No / : V230132 Batch Quantity / : 9642 units /
Cepus Ne O0beM napTHi 9642 eauHUL
Analytical Report No / : 890001645460 Date of Analysis / 1 24.02.2023
AnanuTHyecKHil oTyer Ne JaTa aHanu3a

Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2025
JlaTa MpoH3BOACTBA I'open 1o

Analysis performed according ND / Anasnus 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 ot 02.02.2022)
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10 | Packaging / YnakoBka Package / Ynaxoeka - 100 gin | package / Vnakoska - 20 g, 50 g or
a lgminateq aluminum .tube 100 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 | information leaflet in a carton. /
carton. / ITo 100 r B TyOy u3

ITo 20 r, 50 r unu 100 r B TyOy u3

JIAMHUHHPOBAHHOT'O

ATIOMHHHA, cHabkeHHyto | JTAMAHHPOBAHHOTO ATIOMHHNA,
MeMOpaHO#t a1 KOHTpOJA cHaOeHHYl0O  MeMOpaHoH g
HEPBOIO  BCKPRITHA. K'd)KLl_VlO KOHTPQOJIS IEPROTO RCKPRITHA.

Ty6y BMECTE C HHCTPYKLHMEH Kaxnyro  1y0y  Bmecte ¢
[0 NIPHMEHEHHIO NoMelLaior B | HHCTPYKIMEH 10  MpHMEHERHIO
HAYKY KAPTOHHYIO. TOMELLAIOT B NaYKy KapTOHHYIO.

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

12 | Storage / XpaHeHue Store below 25 °C. Do not freeze. / I1pu Temneparype He BbiLIe
25 °C. He 3aMmopa>xupatsb.

13 | Shelf life / Cpox ropgnoctu | 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.

*TlokazaTeab MOXKeT OTCYTCTBOBATH B cepTHQHKATE aHAIH3A npon3BoauTens. IpousBoauTeb
rapaHTHPYeT Ka4ecTBO Npenapara o 3THM MOKAa3aTelaM.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanne: [Iponykr coorsercTBYeT TpeboBanuam HJI 3akaruenue: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBnexo: Shivani IMposepeno: Ramakant Ono6peno: Menemxep / Pykosoaurens
Devi k T U.l»r Amit Kumar N

/ —
Reprint Date / Reprint Date / Reprint Date /
Jara: 24.02.2023 Jlata: 24.02.2023 Hara: 24.02.2023

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: L85195AP1984PLC004507
www.drreddys.com




