Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOPUKAT AHAJIM3A

Dr. Reddy's Laboratories |td.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

'Product : Nise Activeel (Nimesulide) gel for external use, 1 %, 100 g ]
[_HpoayKT Haiiz" AkTuBrens (HUMeCy/a) refib s HapyKHOro npumeHcHns, 1 %, 100 r

|Batch No / 1 V220828 Batch Quantity / : 9588 units /
|£epuﬂ Ne - O06Bem napTum 9588 eaunuy, |
Analytical Report No / : 890001622308 Date of Analysis / : 20.10.2022
AHanuTndeckuii oTyer Ne JlaTa aHaan3a

Date of Manufacture / : Oct-2022 Date of Expiry / : Sep-2024

Jara mpou3BoacTBA Toaen no

Analysis performed according ND / Anaim3s nposegen no HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 or 19.03.2020, amend Ne 2 from 02.02.2022 / u3m. Ne 2 ot 02.02.2022)

Pagel of 5/Ctp.1u35

No/

Test / IlokazaTen
Ne

Result / PesynsTar

Specification / Hopma

1. Description / Onucanne
pale-yellow gel with

characteristic odor /

XapaKTEPHBIM 3araxom

Homogeneous, transparent,

OnHopoaHbIH Npo3pauHbIi
renib OJ1eIHO->KENTOro UBETA C

Homogeneous, transparent,
colorless to pale-yellow gel with
characteristic odor / OaHOpOAHBII
Npo3payHblii refb OT 6ECUBETHOrO
0 OnegHO-KENToro 1Bera c
XapaKTePHBIM 3aM1axoM

2. Identification / IlognHHOCTH
a) By HPLC / Metogom Complies as  prescribed /
BPXX CooTgeTcTBYET 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) / Bpems ynepxuBaHus
OCHOBHOTO nvKa Ha
XpoMmarorpamme HCITBITYEMOrO
pacTBOpa JOJIKHO COOTBETCTBOBATh
BPEMEHHK YAEPXKHBAHUS OCHOBHOIO
MyKa Ha XpoMaTorpamme pacTeopa
CTaHAAapPTHOIO o0pasua
HHUMeCYyuaa (pasnen
«KonuuecTseHHOE OnpeseneHHe)

r
Remarks: The Product conforms to ND/ :
IIpumeuanne: IIpoaykt coorBeTcTBYeT TpeboBanusM HJI

Conclusion: APPROVED /
3axarwuenue: OJJOBPEHO

Prepared by / Checked by /
IoaroroeneHo: Pardeep IMpoeepeno: Himesh Kumar

Kumar
- N

Approved by: Manager/Executive /
Quobpeno: Menemkep / PykogoanTess
Manoj Kumar )

-}?)1 _c‘(tué

Reprint Date /
Jara: 20.10.2022

Reprint Date /
Jara: 20.10.2022

Reprint Date /
Jata: 20.10.2022

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

Tlpoaykr Haiiz" AKTHBreab (HUMECYi) refb g HAPYHKHOro fpiMeHenns, 1 %, 100 r

Batch No / : V220828 Batch Quantity / : 9588 units /
Cepus Ne O0bem napTuu 9588 eanHnL
Analytical Report No / : 890001622308 Date of Analysis / : 20.10.2022
Ananarudeckuii oraer Ne JlaTa ananusa

Date of Manufacture / : Oct-2022 Date of Expiry / : Sep-2024
Jlata npoM3BOACTBA [logen oo

Analysis performed according ND / Auanu3 npoBeeH 1o HI: JI11-005923-191119 (amend Ne 1 from
l9.03.2020 /w3Mm. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / u3m. Ne 2 ot 02.02.2022)

Page 2 of 5/ Crp. 2 u3 5

i(? 4 Test / Ilokazarennb Result / PesyabTar Specification / Hopma
b)By UV spectro- Complies as prescribed / UV absorption spectrum of the test
photometry / Metoaom CootgeTcTBYeT TpeOOBAHUAM solution should have absorption
V®-cnekrpodoro maximum at 397+5nm / YO-
METPUH CMEKTP MOTJIOLIEHUS HCTBITYEMOro
pacTBOpa JOJDKEH HMETb MAKCUMYM
norsouieHus npu 397+5 um
3. | Weight of package 101g/101r According to Rus. Ph. (Not less
contents / Macca than 100.0 g) / B cooTBeTCTRMM C©
CONEPKMMOr0 YIIAKOBKH TpeGoBaHUAMHU
['® P®. (He menee 100,0 r)
4, pH 335 From 2.5t0 4.5/0t12,5 no 4,5
5. | Viscosity / BaskocTh 1039 centipoise / From 400 to 1200 centipoise /
1039 cantunyas Ot 400 no 1200 cantunyas
6. | Related impurities / PoacTBeHHbIE IPUMECH
i. | Impurity C/ Not more than 0.50 % /
Ipumecs C Not detected / He obHapyxeHa | He 6osee 0,50 %
ii. | Impurity D/ Below LOD (LOD = 0.02 %) / | Not more than 0.50 % /
[Tpumece D Hinxe npepena obHapyxeris | He 6onee 0,50 %
(IO =0.02 %)
iii. | Any other impurity / 0.04 % Not more than 0.50 % /
Jlro6as apyras npuMech ' He 6onee 0,50 %
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Tlpumeuanue: [Iponykt cooteTcTBYeT TpeGobanusam H/L 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarororneno: Pardeep [Mposepeno: Himesh Kumar Ono6peno: Menemwxkep / PykooauTenb
Kumar Manoj Kumar J
4. | == tol]
Reprint Date / Reprint Date / Reprint Date /
Jata: 20.10.2022 Jara: 20.10.2022 Hara: 20.10.2022

Registered Offic

e: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g
Npoxykr  : Haii3" AxTusresb (HUMECYaN/) eNb U HAPYKHOTO MTPUMCHEHUA, 1%,100r
Batch No / : V220828 Batch Quantity / : 9588 units /
Cepus No - O0bem napTiu 9588 enunuLl
Analytical Report No / : 890001622308 Date of Analysis / : 20.10.2022
AHanuTH4ecKuii oTyet No JlaTta ananusa
Date of Manufacture / : Oct-2022 Date of Expiry / : Sep-2024
Jlara npon3BoacTea Toaen g0
Analysis performed according ND / Ananus 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)

Page3 of 5/Ctp.3m35

;? / Test / IlokazaTen Result / PesyabTaT Specification / Hopma

iv. | Total impurities / 0.12 % Not more than 1.50 % /

CymMmma npumecei He 6onee 1,50 %

7. | Microbial purity / Mukpo6uosornueckas 4ucrora *

i. | Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obuiee uncio He 6onee 1000 KOE/r
a3poOHBIX MUKPO-

OpraHu3mMoB

ii. | Total Combined Yeast and NA Not more than 100CFU/g /
mould count / Ob1uee yucno He 6onee 100 KOE/r
JIPOMOKEBBIX U IIECHEBBIX
rpubos

iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OrcyterBre B 1 1

iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcytctBHEe B 1 T

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

IIpumeuanne: [Mpoaykr coorBeTcTBYeT Tpebopanuam HJI 3axmouenne: OJJOBPEHO

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

IMoarotosneno: Pardeep [Mposepeno: Himesh Kumar Ono6peno: Menemxep / Pykosoaurens

Kumar Manoj Kumar ;

~f= — dnusel
Reprint Date / Reprint Date / Reprint Date /
Hara: 20.10.2022 Hara: 20.10.2022 Hara: 20.10.2022

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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[Product Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g

[TIpoaykT Haii3" AxTuBresib (HUMECYIHA) Tellb 418 HapyKHOro npuMerenns, 1 %, 100 r

[Batch No / : V220828 Batch Quantity / : 9588 units /
Cepus Ne - O0mem napruu 9588 eaunuu
Analytical Report No / : 890001622308 Date of Analysis / : 20.10.2022 —
Ananuruyecknii oruer Ne JlaTa ananusa

Date of Manufacture / : Oct-2022 Date of Expiry / : Sep-2024

Jara npon3BoacTea T'ogen no

Analysis performed according ND / Auanu3 nposenen 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 / uzm. Ne 2 ot 02.02.2022)

Paged4 of 5/Ctp. 4135

8 Assay / KonnvecTBeHHOe onpeeieHHe

1. | Nimesulide /
Humecynun

ii. | Dimethyl sulfoxide

Humernncynsdokcns

10.08 mg / 10.08 mr
(100.8 %)

/ 100.6 %

9.0 mg to 11.0 mg of Ci3H1»N20sS
(Nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mr mo 11,0 mr Ci3H12N»0sS
(numecynun) (ot 90,0 % no

110,0 % OoT HOMHHAJILHOTO
comepkaHusi) B 1 r rens

90% to 110% of C2HsOS (dimethyl
sulfoxide) of label claim /

Ot 90 % no 110 % C>HsOS
(anmetuncynshokcun) ot
HOMHHAJIBHOIO COJIEPKaHU

Remarks: The Product conforms to ND/
Ipumeuanue: Ilponykr coorBeTcTBYeT TpeboBanuaM HJT

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
IMoarorosneHo: Pardeep

Kumar
af —

Checked by /
[posepeHo: Himesh Kumar

(:\_J

Approved by: Manager/Executive /

Onob6peno: Menemxkep / Pykosoaurens

Manoj Kumar =

Reprint Date /
Hara: 20.10.2022

Reprint Date /
Hara: 20.10.2022

Reprint Date /
Jara: 20.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP19384PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHDHKAT AHAJI3A
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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Product Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g

Mpoayxr Haii3" AxTHBreb (HUMECYNL) reflb Ul HAPY/KHOTO riphseHednd, 1 Yo, 100 r -
Batch No / : V220828 Batch Quantity / : 9588 units /
Cepns Ne O6bem napTuu 9588 emnnuu
Analytical Report No / : 890001622308 Date of Analysis / : 20.10.2022
AHANUTHYECKUN oT4eT No JlaTa apannsa

Date of Manufacture / : Oct-2022 Date of Expiry / : Sep-2024
JlaTa npon3BoJCTBA T'oaen no

Analysis performed according ND / Anaau3 nposenen no H/L: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / mam. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / n3m. Ne 2 ot 02.02.2022)

Page 50of5/Crp. 5u3 5

10 | Packaging / YnakoBka

Package / Vnakoeka - 100 g in
a laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / ITo 100 r B TyOy u3

JIAMUHHPOBAHHOIO
ATIOMUHUS, cHAOXKEHHYIO
MeMOpaHOW i KOHTPOJIs

nepsoro BckpbiTHa. Kaxmyro
Ty0y BMeCTE€ C MHCTPYKLHMEH
MO MPUMEHEHHIO MOMELIAOT B
MayvKy KapTOHHYFO.

Package / YnakoBka - 20 g, 50 g or
100 g in a laminated aluminum tube
equipped with tamper-evident
membrane. Fach tube and a patient
information leaflet in a carton. /

[To 20 r, 50 r uau 100 r B TyOy M3
JIAMHHUPOBAHHOTO aNIOMUHUS,
cHabxennyto  MemOpaHoH s
KOHTpOJiss ~ MEPBOTO  BCKPHITHSL.
Kaxayro TyOYy BMECTE c
MHCTpyKLMe# MO  NPUMEHEHHIO
NOMELLAIOT B Na4Ky KapTOHHYIO.

11 |Labeling / MapxkupoBka

According to ND / B cootercteum ¢ HJI

12 |Storage / Xpanenue

Store below 25 °C. Do not freeze. / Ilpu Temneparype He Bbllle

25 °C. He 3amopaxxuBaTh.

13 | Shelf life / Cpoxk roanocrtu

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.

*IToka3aTeJb MOKET OTCYTCTBOBATH B cepTH(HKATE aHAIN3A NpoussoanTes. IIpouspoaurens
rapaHTHpyeT KauecTBO Npenapara 1o 3THM NoKa3aTe M.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanne: [poaykT cooTsetcTByeT Tpebosanuam HIL 3Zaxaouenue: OJJOBPEHO
Picpared by / Checled by / Approved by: Manager/Fyeentive /
[MoarorosneHo: Pardeep [Mpoeepeno: Himesh Kumar Onobpeno: Menemxkep / Pykosoautens
Kumar o — Manoj Kumar J

clf— —_— 8 ‘ @l’,—««
Reprint Date / Reprint Date / Reprint Date /
Jara: 20.10.2022 Hara: 20.10.2022 JHara: 20.10.2022

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
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