Dr.Reddy’s “!‘

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
www.drreddys.com

CEPTHO®UKAT AHAJIM3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Iponyrt Haii3® AxTUBreib (HUMECYNHA) Teb g HAPY/KHOro NPUMEHEHHA, 1%.,50r
Batch No / : V230201 Batch Quantity / : 20000 units /
Cepusn Ne O0neM napTHH 20000 egyHwMI]
Analytical Report No / : 890001651135 Date of Analysis / 18.03.2023
AHaJMTHYeCKHi oTuer Ne JlaTa anajamu3a 4
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
Jlara npoH3BOACTBA I'oaen 10
Analysis performed according ND / Anaju3s npoBejes no 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 / u3m. Ne 2 ot 02.02.2022)
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No/

Test / IloxazaTenn
Ne

Result / PesyabTar

Specification / Hopma

1.

Description / Onucanne

Homogeneous, transparent,
pale-yellow gel with
characteristic odor /
OnHOpPOIHBIH NPO3pavHbii renb
OJ1e JHO-XKEJITOTO LIBETA C
XapaKTEePHBIM 3aI1aX0M

Homogeneous, transparent,
colorless to pale-yellow gel with
characteristic odor / OqHOpOIHEI A
TIpO3pauHbIii reflb OT 6eCLIBETHOrO
10 OGJIEHHO-XKENTOro LBeTa C
XapaKkTepHbIM 3aMaxoM

Identification / IlopgJIHHHOCTE

a) By HPLC / Meronom
B3XX

Complies as  prescribed /
CoOTBETCTBYET TPeOOBAHUAM

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) /  Bpewms
y/lepXKHBaHHsSI OCHOBHOI'O [IHKA Ha
XpOMATOrpaMMe  MCIIBITYEeMOro
pacTBopa JIOJIPKHO
COOTBETCTBOBATh BpEMEHHU
ylep>KUBaHH OCHOBHOT'O [TMKA Ha
XpOMaTorpamme pacTBopa
CTaHIapTHOIo obpasua
HHMECYTUAA (paznen
«KonnyecTBEHHOE

OLPLALTICIIHE))

Remarks : The Product conforms to ND/
Ipumeuanue: [IponyKT COOTBETCTRYET TpebGosanusm HIL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
[ToarotoeieHo: Anakaj

Checked by /
I[Tposepeto: Ramakant

Approved by: Manager/Executive /
OnobpeHo: Menempiep / Pykooaureib

Verma k Abhishek Chauhan\|
- et \

Reprint Date / Reprint Date / Reprint Date /

Jlara: 18.03.2023 Jlata: 18.03.2023 Hara: 18.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, 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 ":'.

CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHATHU3A

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

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

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

Hpomyxr : Haiis® Axruprens (HHMeCY1L) refib A HAPY/KHOTO NpUMEHEHNA, 1%,50r

Batch No / 1 V230201 Batch Quantity / : 20000 units /
Cepus Ne O0Bem NapTHH 20000 epmHKALL
Analytical Report No / : 890001651135 Date of Analysis / : 18.03.2023
AHaJHTHYECKHH oTueT No Jarta ananusa .

Date of Manufacture / : Mar-2023 Date of Expiry /- : Feb-2025
JaTa npoH3BOACTBA Tlogen oo

Analysis performed according ND / Anasn3 mposenen mo HJI: JI[1-005923-1911 19 (amend Ne 1 from
19.03.2020 / uam. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / uzm. Ne 2 ot 02.02.2022)

Page 2 of 5/ Crp. 2 u3 5

;{:’ / Test / [loka3aTenb Result / PesyabTaTt Specification / Hopma
b)By UV spectro- Complies as  prescribed /| UV absorption spectrum of the
photometry / Metogom CooTBeTCTBYET TPEOOBAHUAM test solution should have
Y®-cnexrpodoro absorption maximum at 397+5 nm
METpHH /[ Yd-cnexktp  MNOMIOLIEHUsA
UCIIBITYEMOTO pacTBOpa JOJIKEH
UMETh MAKCHMYM TOITIOLIEHUS
npu 397+5 um
3. | Weight of package 51g/5lr According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBeTCTBHH C
COJEPKAMOro YIAKOBKH TpeOOBaHUAMM
I'® PD. (He menee 50,0 r)
4. | pH 33 From 2.5t0 4.5/ 0t 2,5 no 4,5
5. | Viscosity / BaskocTb 995.1 centipoise / From 400 to 1200 centipoise /
995.1 canTunyas Ot 400 no 1200 canTHnyas
6. | Related impurities / PoncTeenHnie npamecu
i. | Impurity C/ Not detected / He oGHapyskeHa Not more than 0.50 % /
ITpumecs C He 6onee 0,50 %
ii, | Impurity D/ Below LOD (LOD = 0.02 %)/ H Not more than 0.50 % /
elow =0.02 % HKE o
Ilpumeck D npeneia obuapyxenus (110 = 0.02 %) He Goree 0,50 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanne: [Tponykr coorsercrayet Tpebosanuam HJL 3axaouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroroeneno: Anakaj [TpoBepeno: Ramakant Ono6peno: Menemwxep / PykoBonuresb
Verma }¥ Abhishek Chauhan
s \
Reprint Date / Reprint Date / Reprint Date / '
JTara: 18.03.2023 Jata: 18.03.2023 Hara: 18.03.2023

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 ‘g'

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
www.drreddys.com

CEPTH®HKAT AHAJIM3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IIpoaykT Haiis® AKTHBrens (HHMECYJIHIL) Tefib Ul HapYIKHOTO npHMeHenns, 1 %, 50r
Batch No / : V230201 Batch Quantity / : 20000 units /
Cepus Ne O6neM HapTHH 20000 eguHMALL
Analytical Report No / : 890001651135 Date of Analysis / : 18.03.2023
AHATHTHYECKHIE 0THeT Ne Jara anaiusa
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
Jara npoH3BOACTBA Topen xo
Analysis performed according ND / AHa/1M3 NpPOBe/ieH 1O HJI: JI1-005923-191119 (amend Ne 1 from
19.03.2020 / w3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / u3m. Ne 2 o1 02.02.2022)

Page3 of 5/ Crp.3m35

Jhobas npyras npvMech

0.04%

i.:’ / Test / Iloka3aTennb Result / PezyabTar Specification / Hopma
iii. | Any other impurity / Not more than 0.50 % /
He 6onee 0,50 %

iv. | Total impurities /
Cymma npumMecei

0.1 %

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

7. | Microbial purity / MEKpOOHOIOrd4ecKasi HHCTOTA

i. | Total Aerobic Microbial
Count / Ob1ee 4ucio
a’pOBHBIX MUKPO-
OpraHH3MOB

ii. | Total Combined Yeast and
mould count / Ob1ee 4uco
JPOOKEBBIX M MIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

NA

NA

NA

NA

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

He 60nee 100 KOE/r

Should absentin 1 g/
OtcytetBUe B 1 T

Should absent in 1 g/
OtcyTcTBHE B 1 T

Not more than 100CFU/g /

Remarks : The Product conforms

to ND/

IIpameuanne: [Iponykr coorercTayeT Tpedosanuam HJT

Conclusion : APPROVED /
Jaxmwouenne: OJJOGPEHO

Prepared by /
IMoarotossieHo: Anakaj

Verma .-
[

Checked by /
[MposepeHo: Ramakant

Quke

Approved by: Manager/Executive /

Ono6peHo: Menemgxep / Pykosonurens

Abhishek Chauhan X

Reprint Date /
Jara: 18.03.2023

Reprint Date /
Hara: 18.03.2023

Reprint Date /
Jara: 18.03.2023

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



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 AHAJIM3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr : Haiiz® Axrusrens (HUMecCyIHa) resib U1 HAPYKHOTO npuMeHerus, 1 %, 50 r
Batch No / 1 V230201 Batch Quantity / : 20000 umnits /
Cepug Ne O0BeM napTHH ~ .20000 emnHuL
Analytical Report No / : 890001651135 Date of Analysis / : 18.03.2023
AHATHTHYEeCKMI 0TyeT Ne Jara ananuza
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
Jata npon3BoacTBa T'ogen no
Analysis performed according ND / Anaaus nposenen 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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8 Assay / KoanuecTBeHHOe ONIpefesieHHe

i. | Nimesulide/
Humecynun

ii. | Dimethyl sulfoxide /
HumeTtuncynbhokcun

9.89 mg/ 9.89mr
(98.9 %)

100.6 %

9.0 mg to 11.0 mg of C13H12N20sS
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mr mo 11,0 mr Ci13H12N>O55
(ammecynun) (ot 90,0 % no

110,0 % oT HOMUHANBEHOIO
conepxanus) B 1 r resist

90% to 110% of C;H¢OS (dimethyl
sulfoxide) of label claim /

Ot 90 % no 110 % C.HesOS
(mumeTuncynbhoxkcua) ot
HOMMHAJIBHOTO COZIePKaHUS

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoayKT COOTBETCTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3akawyenune: OJJOBPEHO

Prepared by /
TToprororneHo: Anakaj

Verma )

Reprint Date /
Jara: 18.03.2023

Checked by / Approved by: Mangger/Executive /
[TposepeHo: Ramakant Omobpeno: Menepiep / Pykosoaurensb
Abhishek Chauhan '1
> \ \
Reprint Date / Reprint Date / I
Jlata: 18.03.2023 Hara: 18.03.2023

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 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
CEPTI/I(I)I/]I(AT AHAJIMA3ZA www.drreddys.com

Product Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoayxr Haiis" AxkTusrens (HUMECYII) reb JUis HApYKHOTO npumenenus, 1 %, 50 r
Batch No / 1 V230201 Batch Quantity / : 20000 units /
Cepusa Ne : O6bem napruu 20000 epuHumL
Analytical Report No / : 850001651135 Date of Analysis / 18.03.2023
AHannTHYecKHii oTueT No Jara anannza A
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
Jara npon3BoacTBa Togen no

Analysis performed according ND / Auanus nposenen mo HJI: JITT-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)

PageSof 5/Ctp.5u3 5

10 |Packaging / YnakxoBka Package / Vnakom‘(a -350gina | package / Vnakoska - 20 g, 50 gor
la@nated _ 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 | jnformation leaflet in a carton. /
carton. / ITo 50 r B TyOy u3
JNIAMMHHPOBAHHOTO Ilo 20 r, 50 r unu 100 r B TYOy U3
ATIOMHHUS, CHabxeHHyto | JJAMAHHPOBAHHOTO TIOMUHHUA,
MeMGpaHO#i I KOHTponA cHabxeHHyr0  MeMOpaHOH  ans
nmepBoro BCkpbiTA. Kaxayro | KOHTPONS — IEPBOrO  BCKPBITHA.
Ty6y BMecTe ¢ MHCTpyKumei | KOKIYIO T 6y  Bmecte ¢
N0 ApHUMeHeHH IO oMelnaior B | MHCTPYKUMEH [0 NpUMEHEeHUIo
MUKy KapTOHHYIO. HOMELLAOT B [TAUKy KAPTOHHYIO.

11 |Labeling / MapkupoBka According to ND / B cootsercTBuu ¢ HJJ

12 | Storage / Xpanenmue Store below 25 °C. Do not freeze./ Ilpu Temneparype He BbILIE
25 °C. He 3amopaxuBaTh.

13 | Shelf life / Cpox roanocTa | 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.

*IIoxa3aTe/ b MOXKET OTCYTCTBOBATH B cePTH(PHKATE aHAIH3a Npou3BoAuTeNsn. IlpousBoanTe/IH
rapaHTHpyeT Ka4ecTBO Mpenapara mo 3TUM MOKA3ATEIsM.

Remarks : The Product conforms to ND/
IIpumeuanne: [Iponykr cootBeTcTByeT TpebGoBanuam HJJ

Conclusion : APPROVED /
3akawyenne: OJIOGPEHO

Prepared by /
IToarororneHo: Anakaj

Checked by /
ITpoBepeHo: Ramakant

fotsl

Approved by: Manager/Executive /
OnobpeHo: Mene
Abhishek Chauhan Q

ep / PykoBoaurens

Verma ﬂ ‘
Reprint Date /

Hara: 18.03.2023

Reprint Date /
Hara: 18.03.2023

Reprint Date /
Jarta: 18.03.2023

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



