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
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUO®UKAT AHAJIM3A
Product Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IIpoaykT Haii3" Akrusrens (Humecynua) refib st Hapy>kHoro npumenenns, 1 %, 50 r
Batch No / 1 V220829 Batch Quantity / : 18835 units /
Cepns Ne O6bem napTuu 18835 ennnuu
Analytical Report No / : 040001653080 Date of Analysis / 08.10.2022
Ananuruyeckuii oruer Ne Jarta ananuza
Date of Manufacture / : Sep-2022 Date of Expiry / : Aug-2024
Jata npon3Boacrea Togen no
Analysis performed according ND / Ananns nposeaen 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 / usm. Ne 2 ot 02.02.2022)
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No/
Ne

Test / lloxazarean

Result / Pesyabrar

Specification / Hopma

1.

Description / Onucaune

Homogeneous, transparent,
pale-yellow gel with
characteristic odor /
OnHoponHbli po3payuHbI

XapaKTEePHBIM 3aMaxom

reib 6J'Ie)1HO-)KeJ'ITOl"O LUBCTa C

Homogeneous, transparent,
colorless to pale-yellow gel with
characteristic odor / OaHopoaHbI
npo3payHelil renb OT GeclBETHOrO
Jo OnemHo-XenToro uUBeTra ¢
XapaKTepHbIM 3aMaXxoM

2. Identification / ITopnuHHOCTH

B3OXX

a) By HPLC / Metonom

Complies as  prescribed /
CooTBeTCTBYET TpeGOBAHUAM

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) / Bpemsa ynepkuBaHus
OCHOBHOTO nMKa Ha
XpoMaTorpamme HCTIBITYEMOTO
pacTBOpa JOJKHO COOTBETCTBOBATD
BPEMEHH YAEP)KUBAHHs OCHOBHOTO
M1Ka Ha XpoMmarorpamMMe pacrBopa
CTaHJapTHOTO obpasua
HHMecy 1A (pasnen
«KonuriecTBeHHOE ONpenesieHHe»)

Remarks : The Product conforms to ND/
IIpumevanne: [IpoaykT cooTeeTcTBYET TpeGoBanuam HJI

Conclusion : APPROVED /
3axiaouenne: OJOBPEHO

Prepared by /
INonroroeneno: Ankaj

Checked by /
IIpoeepeno: Naresh Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PykoBonurenb

Kusum Lata ‘
AT

Verma ﬁ/
Reprint Date /

Harta: 08.10.2022

{ ,l/j
/
Reprint Date /

JHara: 08.10.2022

Reprint Date /
Jara: 08.10.2022

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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CERTIFICATE OF ANALYSIS  www.drreddys.com
CEPTHDOHKAT AHAJIM3A

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

IIpoaykr : Haiiz" Aktusresnb (HUMeCynua) reb As HapyXKHOro npuMenenus, 1 %, 50 r

Batch No / : V220829 Batch Quantity / : 18835 units /
Cepnsn Ne Obbem naprun 18835 eannuu
Analytical Report No / : 040001653080 Date of Analysis / : 08.10.2022
AHaauTH4yeckuii oruer No Jara anannza

Date of Manufacture / : Sep-2022 Date of Expiry / : Aug-2024
Jara npou3BoacTBa Toaen o

Analysis performed according ND / Ananus nposexen mo 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 / uzm. Ne 2 ot 02.02.2022)
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2.:) 4 Test / Ilokazarenn Result / PezyabTaT Specification / Hopma
b)By UV spectro- Complies as  prescribed / | UV absorption spectrum of the test
photometry / MeTtogom CootsercTByeT TpeGOBAHHAM solution should have absorption
V®-cnexrpodoTo maximum at 397+5nm / VY-
MeTpHU CTEKTP MOTJIOUIEHHUS UCTIBITYEMOTO
pacTBOpa AOKEH UMETh MAKCUMYM
nornouwenus npu 39745 um
3. | Weight of package 51g/Slr According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBeTCTBUM ¢
CO/IEPIKAMOr0 YIIAKOBKH TpeOOBaHUAMH
I'd P®D. (He menee 50,0 r)
4. pH 3.24 From2.5t04.5/0t12,5004,5
5. | Viscosity / BazkocTn 1034 centipoise / From 400 to 1200 centipoise /
1034 canrumnyas Ot 400 no 1200 cantunyas
6. | Related impurities / Poacreennnie npumecu
i. | Impurity C/ Not more than 0.50 % /
Tpumecs C Not detected / ve o6Hapyxena He 6onee 0,50 %
ii. | Impurity D/ Not detected / He o6uapyxena Not more than 0.50 % /
Ilpumecy D He 6onee 0,50 %
iii. | Any other impurity / 0.04 % Not more than 0.50 % /
Jliobas npyras npumech He 6onee 0,50 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanue: [IpogykT cooTBeTcTBYeT TpeboBanusm HJJ 3akarouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBneHo: Ankaj IIporepeno: Naresh Kumar Opno6peno: Menemxkep / PykoBoaurens
Verma ZE/ @/ Kusum Lata
Reprint Date / Reprint Date / Reprint Date /
Jara: 08.10.2022 Hara: 08.10.2022 Hara: 08.10.2022

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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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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CEPTUDPUKAT AHAJIU3A
Product Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
ITpoaykr Haii3" AktuBrens (HUMecynna) resib JUis HAPY>KHOTro nipumenenus, 1 %, 50 r
Batch No / : V220829 Batch Quantity / : 18835 units /
Cepust Ne Oo0bem napruun 18835 eanHulg
Analytical Report No / : 040001653080 Date of Analysis / 08.10.2022
AnaauTuyeckHii oruer Ne JlaTa aHan3a
Date of Manufacture / : Sep-2022 Date of Expiry / ¢ Aug-2024
Jara npounsBogcTea T'oxen go

Analysis performed according ND / Ananuz npoeeges mo HJE: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / w3m. Ne 1 o1 19.03.2020, amend Ne 2 from 02.02.2022 / uzm. Ne 2 ot 02.02.2022)
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No /

Test / Ilokazarenn
Ne

Result / PesynabTat

Specification / Hopma

iv. | Total impurities /
CymMmMma npumeceh

0.04 %

Not more than 1.50 %/
He 60nee 1,50 %

7. | Microbial purity / MukpoGuosoru4eckas YMcTora

1. | Total Aerobic Microbial
Count / Ob1iee uncno
a3pOOHBIX MHKPO-
OpraH13MOB

ii. | Total Combined Yeast and
mould count / O61ee 4ncno
JPONOKEBBIX U MIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

Less than 10 CFU/g/
Meunee 10 KOE/r

Less than 10 CFU/g/
Menee 10 KOE/r

Absentin 1 g/
OrcytctByerB 1 1

Absentinl g/
OtcyrcTByerB 1 1

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

Not more than 100 CFU/g

He 6onee 100 KOE/r

Should absent in 1 g/
OtcyrctBue B 1 1

Should absentin 1 g/
OtcyrctBUe B 1 1

/

Remarks : The Product conforms to ND/
IIpnmevanne: [Iponykr coorBeTcTBYET TpeboaHusam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
[ToarotorneHo: Ankaj
Verma £

[

Checked by /
IlporepeHo: Naresh Kumar

&

P

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PykoBonurens

Kusum Lata &
N 2 !
= g e

Reprint Date /
Hara: 08.10.2022

Reprint Date /
Jara: 08.10.2022

Reprint Date /
Hara: 08.10.2022

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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CEPTUOUKAT AHAJIN3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoayxt : Haiiz” Akrusrens (HUMeCynna) reib st Hapy»KHOro npumenenus, 1 %, 50 r
Batch No / : V220829 Batch Quantity / : 18835 units /
Cepus Ne O6BbeM mapruu 18835 eqvinny,
Analytical Report No / : 040001653080 Date of Analysis / : 08.10.2022
AHanuTHYecKuii oTyer No Jara anaau3za
Date of Manufacture / : Sep-2022 Date of Expiry / : Aug-2024
JaTta npon3Boacraa T'open mo
Analysis performed according ND / Anann3z nposeaen o 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. Ne 2 ot 02.02.2022)
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8 Assay / KonnuecrBenHoe onpeesieHue

i. | Nimesulide / 10.02 mg/ 10.02 mr 9.0 mg to 11.0 mg of C13H;2N»058S
Humecynun (100.2 %) (nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mr g0 11,0 mr C13H;pN2OsS
(aumecynun) (ot 90,0 % no

110,0 % oT HOMHHANIEHOTO
coaepkanus) B 1 r rens

ii. | Dimethyl sulfoxide / 99.5 % 90% to 110% of C;HsOS (dimethyl
Jumetuncynbhokcun sulfoxide) of label claim /

Ot 90 % no 110 % C,HsOS
(mnmveruncynsdokcun) ot
HOMUWHAIIBHOTIO COAEPKAHUS

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanue: Ilpoaykr cooteeTcTBYeT Tpebopannam HJT 3akawuenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Ankaj IMpoeepeno: Naresh Kumar OnobpeHo: Menemxep / Pykosogurens
Verma ﬁ/ @ Kusum Lata . \ .

/ /
Reprint Date / Reprint Date / Reprint Date /
Jlata: 08.10.2022 Jara: 08.10.2022 Jara: 08.10.2022

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



‘.. Dr. Reddy's Laboratories Ltd.

Y °® Formulation Unit-6

Dr. Reddy S \e Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CEPTUDPUKAT AHAJIU3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ilpoaykr : Haiiz" Axktusrens (HUMeCynna) reib Anisi Hapy)KHOrO Mpumererns, 1 %, 50 r
Batch No / 1 V220829 Batch Quantity / : 18835 units /
Cepus Ne O0bem napTun 18835 ennuun
Analytical Report No / : 040001653080 Date of Analysis / : 08.10.2022
AnanutTuuecKuid oTueT Ne JlaTa ananusa
Date of Manufacture / : Sep-2022 Date of Expiry / : Aug-2024
Jdara npou3Boiacraa T'onen po
Analysis performed according ND / Auanus nposexed no HJI: JI1-005923-191119 (amend Ne 1 from
19.03.2020 / n3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / uzm. Ne 2 ot 02.02.2022)
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10 |Packaging / YnakoBka Package / Ynakoska - 50 gina Package / Ynakoeka - 20 g, 50 g or

Iam‘inated ] 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. / Ilo 50 r B TyOy u3

JIAMHUHHPOBAHHOIO
ANFOMHUHUS, cHabXXeHHYHO
mMeMmOpaHOW Ui KOHTpoONA
neporo BckpsiThi. Kaxayro
TyOy BMeCTE€ C WHCTPYKIHeH
0 MPUMEHEHHIO NOMELIAIOT B
Mayky KapTOHHYIO.

Ito 20 r, 50 r wnum 100 r B TyOy u3
JIAMHHMPOBAHHOTO ATIOMHUHUA,
cHabkeHHyl0O  memOpaHoii  ans
KOHTPOJSl  MEpPBOr0  BCKPBITHSL.
Kaxcnyro TYOY BMeCTe c
HHCTPYKLIMEH 1O MpPHUMEHEHHIO
MOMELIAIOT B NAYKY KaPTOHHYIO.

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

12 | Storage / Xpanenue Store below 25 °C. Do not freeze./ [Ipu Temnepatype He BbIlLlIe
25 °C. He 3amopaxuBaTh.

13 | Shelf life / Cpox ronnocra | 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.

*IlokazaTenh MOXeT OTCYTCTBOBATH B cepTHQHUKATE AaHAIH3A NPOou3BoauTest. [IpOH3BOAUTED
TAPAHTHPYCT KAYCCTRO NPENAPATA MO STHM MOKA3ATEIAM.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: ITpoaykT cooTBeTcTBYET TpebOoBaHMsIM HJI 3axaouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[NonroroeneHo: Ankaj Ilporepeno: Naresh Kumar Onobpeno: Menemxep / Pykosogutenb
Verma ) Kusum Lata .

Reprint Date / Reprint Date / Reprint Date /

Jara: 08.10.2022 Jara: 08.10.2022 Jara: 08.10.2022

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