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Dr. Reddy s ‘. Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTHOUHMKAT AHAJI3A Tel : +91 98166 56001-02
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Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g
Hpoaykr : Haiiz™ Aktusrens (Humecysin) rejib A4 Hapy:KHOTO NPUMEHCHHA, 1%, 100T
‘|Batch No / : V230097 Batch Quantity / : 11488 units /
Cepus Ne O6beM napTHH 11488 ennHun
Analytical Report No / : 890001645528 Date of Analysis / 1 24.02.2023
ApanuTHueckmii oryeT No Jara apanusa
Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2025
JlaTa Npou3BOACTRA T'open go
Analysis performed according ND / Ananu3 npoBe/ieH 1o HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / uzm. Ne 1 ot 19.03.2020), amend Ne 2 from 02.02.2022 / uzm. No 2 o1 02.02.2022)
Page1 of 5/Crp. 1 u3 5
2.:) / Test / Ilokazarenan Result / PeayasTaT Specification / Hopma
1. Description / Onncanue Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OgHOpOAHbIH
OnHOPOAHBIH MPO3pauHbIH Npo3pa4HbIi refb OT GECLBETHOTO
resib 6J1eJHO-KENToro usera ¢ | Ao  OneaHo-kenToro ILpeta C
XapaKTepPHBIM 3aMaxom XapaKTEePHBIM 3aMiaxoM
2 Identification / IlopaunnocTh
a) By HPLC / Meroaom Complies as prescribed / | The retention time of the main peak
B2XX CooTBeTcTBYET TPEOOBAHHAM 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 ynaepKuBaHHs
OCHOBHOI'O nuKa Ha
Xpomarorpamme UCTILITYEMOI 0
pacTBOpa J0JKHO COOTBETCTBOBATH
BpEMEHH YNEPIKUBAHHUSA OCHOBHOTO
MMKa Ha XpOMaTorpaMMé pacTBopa
CTaHJApTHOTO obpasua
HUMeECYIUAA (paznen
«KonuuecTBeHHOE OMpeeICHHEN)
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanne: [Iponykr coorsercTyeT TpedosannsiM HJ1 S3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oarotorneHo: Shivani IMposepeno: Ramakant Ono6peno: Menemwxkep / PykoBonurens
Devi A T_ 6,\ ’ d\ Amit Kumar /X}\\"
— /
Reprint Date / Reprint Date / Reprint Date /
Jata: 24.02.2023 Hara: 24.02.2023 Hara: 24.02.2023

Registered Office: 8-2-337, Rcad No. 3, Banjara Hills, Hycerabad - 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 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
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Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g

Hpoayxt : Haiis® AkTHBrens (HUMECYNIMIT) relb JUisl HAPY>KHOrO MPHMEHEHNA, 1%,100r

Batch No / : V230097 Batch Quantity / : 11488 units /
Cepus Ne O6bem napTuu 11488 epuHuMIY
Analytical Report No / : 890001645528 Date of Analysis / : 24.02.2023
AnanuTHYecKHil oTyeT Ne JlaTa ananu3a

Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2025
JaTta npousBoacTea I'onen 1o

Analysis performed according ND / Ananu3s nposenen mo 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 / uzm. Ne 2 ot 02.02.2022)

Page2 of 5/Ctp. 2135

0.10 %

JI:{I‘S / Test / IloxazaTenan Result / PesyabTar Specification / Hopma
b) By UV spectro- Complies as prescribed / UV absorption spectrum of the test
photometry / Metopom CootsetcTByeT TpeboBaHuaM | solution should have absorption
V®-cnekrpodoro maximum at 397£5nm / Y®-
METPHH CTIEKTP MOTJIOWIEHHS HUCTILITYEMOTO
pacTBOpa A0/IKEH UMETh MAKCUMYM
norsoleHus npu 397+5 um
3. | Weight of package 101 g/101r According to Rus. Ph. (Not less
contents / Macca than 100.0 g} / B cooTBeTCTBHH C
COAEP)KHMOr0 YIIAKOBKH TpeGOBaHUAMH
I'® Pd. (He menee 100,0 1)
4. pH 3.27 From2.5t0 4.5/ 0t 2,5 o 4,5
5. | Viscosity / Bazkocts 1023 centipoise / From 400 to 1200 centipoise /
1023 cantumyas Ot 400 no 1200 cantumyas
6. | Related impurities / PoacTBeHHBIE IPHMeECH
i. Impurity C/ Not more than 0.50 % /
[Tpumece C Below LOD (LOD = 0.02 %) / | He Gonee 0,50 %
. . Huxe npenena obHapyxeHHs
ii. | Impurity D/ Not more than 0.50 % /
[Mpumecs D Below LOD (LOD =0.02 %)/ | He 6osee 0,50 %
Huxe npenena oOHapyxeHHs
iii. | Any other impurity / (110 =0.02 %) Not more than 0.50 % /
JIrobas npyras npuMech He 6onee 0,50 %

Remarks: The Product conforms to ND/
Mpumeuanue: [IpoaykT coorBeTcTBYeT TpeboBanusM HJI

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
IMoarorosieno: Shivani

Devi ) 7’

Checked by /
IposepeHo: Ramakant

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaureis
Amit Kumar

prs

Reprint Date /
Jlara: 24.02.2023

Reprint Date /
Hara: 24.02.2023

Reprint Date /
Jlara: 24.02.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +31 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1934PLC0O04507
www.drreddys.com
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Formulation Unit-6
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Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g
Hpoaykr @ Haitz® Axtusrens (HUMECYIHL) TeNb Ul Hapy>KHOI'0 NMPUMCHEHHA, 1%,100r

Batch No / : V230097 Batch Quantity / : 11488 units /
Cepus Ne Ob6beM napTun 11488 ennHun
Analytical Report No / : 890001645528 Date of Analysis / : 24.02.2023
AHaauTHYecKHii oTueT Ne JlaTa anajusza

Date of Manufacture / : Feb-2023 Date of Expiry / + Jan-2025
JlaTta npon3BojcTBa I'onen 10

Analysis performed according ND / Ananns nposezen 1o HJL: 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)

Page3 of 5/Ctp.31u35

i‘? / Test / Iloxazarein Result / PesyabTar Specification / Hopma

iv. | Total impurities / 0.19 % Not more than 1.50 % /
CyMma npumecei He 6onee 1,50 %

7. | Microbial purity / MuxpoOunoorn4yeckas Y4cToTa

i, | Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g/
Count / O61ee 4ucio Menee 10 KOE/r He 6onee 1000 KOE/r
a’pOOHBIX MHKPO-
OpraHu3MOB

ii. | Total Combined Yeast and Less than 10 CFU/g/ Not more than 100CFU/g /
mould count / Ob1ee uucio Menee 10 KOE/r He 6onee 100 KOE/r
JPOXOKEBBIX U NJIECHEBBIX
rpubos

iii. | Pseudomonas aeruginosa Absentinl g/ Should absentin 1 g/

OtcyrcTByer B 1 T OrcyrctBue B I T
iv. | Staphylococcus aureus Absentin 1 g/ Should absent in 1 g/
OtcytcTByeTB 1 T OtcytctBue B 1 T

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

TIpumeuanue: IIponykr cooreTcTBYeT Tpebosanusam HJT Baxaouenne: QJJOBPEHO

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

[MoarotosneHo: Shivani I[Mpoeepeno: Ramakant Onob6peno: Menemxkep / PykosoauTtens

Devi - f— Amit Kumar .

[
Reprint Date / Reprint Date / Reprint Date /
Jlara: 24.02.2023 Iara: 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: L85195AP1984PLC004507
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

CEPTUOPHUKAT AHAJIM3A

Tel : +91 98166 56001-02
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Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g

IMpoayxT Haiiz® AkTUBrens (HMMECYsi) refb Ali Hapy:xHOro NpHMeHeHNA, 1%,100r

Batch No / : V230097 Batch Quantity / : 11488 units /
Cepus Ne O0beM napTHH 11488 eguHmL
Analytical Report No / : 890001645528 Date of Analysis / : 24.02.2023
AHaTUTHYECKHH oTueT Ne Jlara anajusa

‘Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2025
JlaTa npon3BOACTBA Topen 10

Analysis performed according ND / Anaaus npoBeaeH 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 / nam. Ne 2 ot 02.02.2022

Page 4 of 5/ Crp.4u35

8 | Assay/KonnuecTBeHHOE OnpejejeHue

i. | Nimesulide/
Humecynun

ii. |Dimethyl sulfoxide /
JumeTuicyibGokcu

(99.5 %)

101.8 %

9.95mg/9.95 mr

9.0 mg to 11.0 mg of Ci3H12N20sS
(Nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Or 9,0 MTI' 10 11,0 MF C13H12N2058
(aumecymun) (ot 90,0 % no

110,0 % oT HOMHHAJIBHOTO
coacpakaris) b 1 rrens

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

Ot 90 % o 110 % C2HsOS
(numeTUncynbGOKCUI) OT
HOMMHAJILHOTO COACPIKaHUA

Remarks: The Product conforms to ND/
TMpumeuanne: [Ipoaykr cooTBETCTBYET Tpebosanuam HI|

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IToarorosneno: Shivani

Devi A (]_

Checked by /
IIposepeno: Ramakant

Approved by: Manager/Executive /
Onobpeno: Menemwkep / Pykopoaurens
Amit Kumar

J/X«’.‘ N

]

Reprint Date /
Jlara: 24.02.2023

Reprint Date /
Iata: 24.02.2023

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

IMpoayxr : Haii3® AxtuBresb (HUMECYIH) resib Jns HapyKHOTO NPHMEHCHHS, 1%,100r

Batch No / : V230097 Batch Quantity / 2 11488 units /
Cepust Ne O06beM napTHu 11488 epunul
Analytical Report No / : 890001645528 Date of Analysis / : 24.02.2023
AHanuTHYeCKHH oTyeT No JlaTa anasiuza

Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2025
JiaTa npoH3BoICTBA Iogen 10

Analysis performed according ND / Ananus nposeaen no H/I: 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)

Page 5of 5/ Ctp.5m3 5

10 |Packaging / YnakoBka Package / Vnakoeka - 100 g in | package / Viakoska - 20 g, 50 g or
a lfirmnateq aluminum .tub'e 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 | jnformation leaflet in a carton. /
carton. / ITo 100 r B TYOy u3

JIAMUHHUPOBAHHOTO
anIOMMUHHUS, CHabKEeHHYIO
mMeMOpaHOH 1A KOHTpOJI

ITo 20 r, 50 r wiu 100 r B TyOy u3
JJAMUHHPOBAHHOIO AJIIOMUHHS,
cHaOeHHyt0O  MeMOpaHOW  nd

Ty6y BMECTE C HHCTpPYKUMEH Kaxayto  1y6y  Bmecte  ©
1O NpUMeHEHHIO ToMelnator B | WHCTPYKUHMEH 10 NPUMCHEHUIO
MavKy KapTOHHYIO. [IOMEILAIOT B MAYKy KAPTOHHYIO.

11 |Labeling / Mapkuposka According to ND / B cootserctuu ¢ HJI

12 | Storage / XpaHeHHe Store below 25 °C. Do not freeze. / IIpu Temneparype He Bbille
25 °C. He 3aMopaxuBathb.

13 | Shelf life / Cpox rognoctu | 2 years /2 roma

*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.

*Tloka3aTelb MOKET OTCYTCTBOBATh B cepTHdHKaTe ananu3a npouspoanTes. Ilponssoaures
rapaHTHPYET KA4eCcTBO Mpenapara Mo 3THM OKa3aTe M.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Hpameuanne: [Ipoaykr cootBercTByeT Tpebosannsm HJI 3axarogenue: OJJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Shivani [TpoeepeHo: Ramakant Onobpeno: Menemxkep / Pykosoautenb
Devi A <,/ y\f‘ Amit Kumar xN

Reprint Date / Reprint Date / Reprint Date /

Hara: 24.02.2023 Jata: 24.02.2023 Jlara: 24.02.2023

Registered Office: 8-2-327, Pcad No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2200, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1934PLC0O04507
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