Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02

CEPTUDPUKAT AHAJIU3A www.drreddys.com
Product Nise Activgel (nimesulide) gel for external use, 1 %, 20 g ]
IpoaykT Hali3" Aktusrenn, (HUMeCyInj1) refib [Uist HApY)KHOro npumerenus, 1 %, 20 r
Batch No / 1 V230087 Batch Quantity / : 47668 units /
Cepus Ne Oo6bem mapTHu 47668 eguuuL
Analytical Report No / : 040001753546-1 Date of Analysis / : 08.02.2023
AnanuTuieckuii oruer Ne JaTa anaaunsza
Date of Manufacture / : Jan-2023 Date of Expiry / : Dec-2024
Jara npousBoacTBA Togen o
Analysis performed according ND / Ananns nposenen no HJI: JI11-005923-191119 (amend Ne 1 from
19.03.2020 / m3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / uam. Ne 2 ot 02.02.2022)

Page 1 of 5/Crp.1n35

BOXX

CooTBeTcTBYET TPEOOBAHUAM

No/ . .

Ne Test / Ilokazarens Result / PesyasTat Specification / Hopma

1. Description / Onmncanue Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OgHOpOHBIH
OnHopoAHbII NpO3pavHbIH Mpo3pauHblii renb oT HecLBETHOrO
resib GJIEIHO-KENTOro 1BeTa ¢ | A0  ONeAHO-KeNTOro  LBeTa ¢
XapaKTEPHBIM 3aMaxoM XapaKTepHBIM 3ar1axoM

2. Identification / IlogmunnocTh

a) By HPLC / Meronom 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 ynepXuUBaHU
OCHOBHOTO HKa Ha
XpoMaTorpaMmme UCTBITYEMOro
pacTBOpa JOIKHO COOTBETCTBOBATD
BPEMEHHU YAEPIKUBAHUS OCHOBHOTO
[MKa Ha XpoMaTorpamMMe pacTBopa
CTaHJAPTHOrO obpazua
HUMECYJIUAA {paznen
«KonuyecTBEHHOE OTIPE/ICIIEHHEY)

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IpogykT cooTBeTcTBYeT TpeboBanuam HJI 3axmwouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Naresh [Tposepeno: Pardeep Kumar Onobpeno: Menemxep / PykosoauTens
Kumar @ Amit Kumar A\

= Ci——; A*‘ "
Reprint Date / Reprint Date / Reprint Date /
Jata: 08.02.2023 Hara: 08.02.2023 Jata: 08.02.2023

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.

@
L/ ‘.. Formulation Unit-6
Dr’ Reddy s .. Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTHD®UKAT AHAJIU3A www.drreddys.com
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Hpoaykr Haiiz" AxkTuBresns (HUMECYJINA) resib AJls HApY)KHOro rpuMeHenus, 1 %, 20 r
Batch No / : V230087 Batch Quantity / : 47668 units /
Cepns Ne O06bem mapTHH 47668 envHuy,
Analytical Report No / : 040001753546-1 Date of Analysis / : 08.02.2023
AHanHTHYeCKHH oTyeT No JlaTa ananu3a
Date of Manufacture / : Jan-2023 Date of Expiry/ : Dec-2024
JaTta npou3BoacTBa Toaen no
Analysis performed according ND / Ananus nposegen no H/I: 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 o1 02.02.2022)
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i.‘? / Test / Iloka3aTennb Result / PesyabTaT Specification / Hopma
b) By UV spectro- Complies as  prescribed /| UV absorption spectrum of the test
photometry / Metonom CooTBeTcTBYET TpeOOBAHHAM solution should have absorption
Y®-cnekrpodoro maximum at 397+5nm / VYO-
METpUH CIIEKTp TOTJIOLIEHHUS UCIIBITYEMOIO
pacTBOpa AOJKEH HMETh MAaKCHMYM
norjowenus mpu 39745 um
3. | Weight of package Complies as prescribed / According to Rus. Ph. (Not less
contents / Macca CooTBeTcTBYeT TPEOOBAHHAM than 20.0 g) / B cOOTBETCTBHH C
CO/IeP:KUMOr0 YHAKOBKH TpeOOBaHUIMH
I'®d PO. (He menee 20,0 1)
4, pH 32 From2.5t04.5/012,5 04,5
5. | Viscosity / BaskocTb 1008 centipoise / From 400 to 1200 centipoise /
1008 cantumyas Ot 400 no 1200 cantumyas
6. | Related impurities / PoncTBennbie npumMecu
1. Impurity C/ Not more than 0.50 % /
Ipumecs C Not detected / He oOHapy»xeHa He 6onee 0,50 %
— - Below LOD (LOD = 0.02 %) / Huxe
11. Impurlty D/ npenena obuapyxenus (110 = Not more than 0.50 % /
ITpumecs D 0.02 %) He 6onee 0,50 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IpoaykT coorBeTcTBYeT Tpeboanusm HJI 3axinouyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Naresh IIposepeno: Pardeep Kumar Ono6peno: Menemxep / PykoBoautens
Kumar (’;/ Amit Kumar .
v [ AN
— e il
Reprint Date / Reprint Date / Reprint Date /
Jara: 08.02.2023 Hara: 08.02.2023 Hara: 08.02.2023

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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Dr.Reddy’s Q‘:"

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUOHUKAT AHAJIU3A www.drreddys.com
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Hpoaykr Haitz" AxtrBrenes (HUMECYNnHA) refb 1a HapyKHoro npumenenus, 1 %, 20 r
Batch No / : V230087 Batch Quantity / : 47668 units /
Cepust Ne 06bem napTuu 47668 equHuLy
Analytical Report No / : 040001753546-1 Date of Analysis / : 08.02.2023
AHaNuTHYECKHH oTueT Ne Jlara anaan3za
Date of Manufacture / : Jan-2023 Date of Expiry / : Dec-2024
JlaTa npou3BoacTBa I'ogen oo

Analysis performed according ND / Ananus nposenen 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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Cymma npumecei

Jli? / Test / Iloka3zarens Result / PesyabTat Specification / Hopma

iii. | Any other impurity / Not more than 0.50 % /
JIrobas npyras nprmecs 0.06 % He 6onee 0,50 %

iv. | Total impurities / 0.1 % Not more than 1.50 % /

He 6onee 1,50 %

7. | Microbial purity / Mukpo6noiaornueckas 4HCTOTA

a3pOOHBIX MUKPO-
OpraHH3MOB

rpuboB

111,

iv.

i. | Total Aerobic Microbial
Count / O01uee yucio

i1i. | Total Combined Ycast and
mould count / Ob1iee uncio
JIPOMCGKEBBIX M NIECHEBBIX

Pseudomonas aeruginosa

Staphylococcus aureus

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

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

Absentinl g/
OrcyrctByeTrB 1 T

Absentinl g/
OtcytctByerB 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 absentin 1 g/
OrcytcTBHE B 1 T

Should absentin 1 g/
OtcyrctBue B 1 1

Remarks : The Product conforms to ND/
IIpameuanue: [Ipoaykr cootBercTBYeT TpeboBanugm HJL

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by /
IToarotoeneHo: Naresh

Kumar @y

Checked by /
Ipoeepeno: Pardeep Kumar

r\

-

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBonurens
Amit Kumar

"y

pre

Reprint Date /
Jata: 08.02.2023

Reprint Date /

Jlarta: 08.02.2023

Reprint Date /
Jata: 08.02.2023

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
wiwvw.drreddys.com




Dr.Reddy’s Qf"

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTH®UKAT AHAJIM3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g

Ipoaykr : Haiiz" AkTHBrenb (HUMECYU) refb A0s HAPYXKHOro npumenenus, 1 %, 20 r

Batch No / : V230087 Batch Quantity / : 47668 units /
Cepust Ne O0beM mapTHu 47668 enHHuL
Analytical Report No / : 040001753546-1 Date of Analysis / : 08.02.2023
AHAJTUTHYECKHI oTdeT No Jlara ananusa

Date of Manufacture / : Jan-2023 Date of Expiry / : Dec-2024
JlaTa npou3BoACTBA T'ogen no

Analysis performed according ND / Ananus nposeaen no HJI: JI1-005923-191119 (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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8 Assay / KosinuecTBeHHOE ONlpeAe/icHH e

i. | Nimesulide/
Humecynun

ii, | Dimethyl sulfoxide /
Jumetuncynbhoxcua

(99.9 %)

99.1 %

9.99 mg /9.99 mr

9.0 mg to 11.0 mg of C;3H12N>0sS
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mr mo 11,0 mr Ci3H12N20s5S
(ammecynun) (ot 90,0 % no

110,0 % oT HOMHUHaNBLHOTO
cofepkaHus) B 1 r resis

90% to 110% of C;HsOS (dimethyl
sulfoxide) of label claim /

Ot 90 % no 110 % C:HqOS
(nuMeTuncynpQokcuI) oT

HOMHWHAJIBHOT'O COACPIKAHUA

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IpoaykTt coorBeTcTBYET TpeboBaHusam HJJ 3axawaenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotoeneno: Naresh IIposepeHo: Pardeep Kumar Ono6peHo: Menemkep / PykoBoauTens
Kumar p Amit Kumar
\ [ N N—

CL‘—' { IH/
Reprint Date / Reprint Date / Reprint Date /
Jlara: 08.02.2023 Jara: 08.02.2023 Jara: 08.02.2023

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2800, Fax: +91 40 4900 2599, Email: mail@drreddys.com
CIN: L85135AP1984PLCO04507
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND|A
Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIU3A www.drreddys.com
[Product Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Hpoaykr : Haiiz" Aktusrenp (HUMeCYJIua) resib Ui HapYXKHOro npuMeHeHus, 1 %, 20 r
Batch No / : V230087 Batch Quantity / : 47668 units /
Cepnsi Ne O0bem mapTun 47668 enuHul,
Analytical Report No / : 040001753546-1 Date of Analysis / : 08.02.2023
Ananurnuyeckuii oTyer Ne JlaTta ananuza
Date of Manufacture / : Jan-2023 Date of Expiry / : Dec-2024
Jara npou3BoacTBa Toxen no
Analysis performed according ND / Ananus nposenen mo H/: 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)
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10 | Packaging / YnmakoBka

Package / Ynakoska - 20 gin a
laminated  aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / [To 20 r B Tyby u3
JIAMUHHPOBaHHOTO

ATIOMUHHS, cHa0XeHHYTO
MemMOpaHOH [JJIs  KOHTpOJIs
nepsoro BckpeiThi. Kaxnayro
TyOy BMeCTe¢ C WHCTpPYKLHEH
0 NMPUMEHEHHIO [TOMEeLIAOT B
NayKy KapTOHHYIO.

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

ITo 20 r, 50 r unu 100 1 B TYOY U3
JaMHHHPOBaHHOTO AIFOMUHHA,
CHaO)KeHHYt0O  MeMOpaHOH  [uis
KOHTPOJNsL ~ MEPBOIO  BCKPBITHSL.
Kaxnyio  TyOy BMECTE c
WHCTPYKLIHEH MO  TPUMEHEHHIO
MOMELLAIOT B NAYKy KapTOHHYIO.

11 |Labeling / MapkupoBka

According to ND / B cootsetcTBuu ¢ HJ1

12 | Storage / Xpanenne

25 °C. He 3aMOpa>kHBaTh.

Store below 25 °C. Do not freeze./ [Ipu TemnepaType He Bblile

13 | Shelf life / Cpok rognocrn

2 years / 2 roaa

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

*IIokazaTes b MOKET OTCYTCTBOBATH B cepTHQHKATE aHATU3Aa npou3BoauTes. IIpousBoanTesib
rapaHTHPYeT Ka4ecTBO Npenaparta mo 3THM M0KA3ATeIsAM.

Remarks : The Product conforms to ND/
ITpumeyanue: [Iponyxr cootseTcTBYET Tpeboranusam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
IlonrorossieHo: Naresh

Kumar @;

Checked by /
IIposepeno: Pardeep Kumar

L

—

Approved by: Manager/Executive /
OpnobpeHo: Menemxep / PykoBoaurens
Amit Kumar

—

Reprint Date /
Jara: 08.02.2023

Reprint Date /
Hara: 08.02.2023

Reprint Date / '
Hara: 08.02.2023

Registered Office: 8-2-337, Road No. >, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2993, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
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