Dr.Reddy’s Q':'.

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

Tei~=+51 98166 5000102

Product Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g dilvs.com

IIpoaykT Haiiz® AxTuBrens (HUMECYAH) redib Ul HapyKHOro npnmencmm Trg/%’ 160

Batch No / : V220137 Batch Quantity / : 9566.000 units /
Cepus Ne O6bem napTHH 9566.000 equHKLL
Analytical Report No / : 890001579268 Date of Analysis / : 17.03.2022
AHaguTndeckuii oruer Ne Jlara ananausa

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024

JlaTa npou3BojicTBa I'open no

Analysis performed according ND / Ananus nposexen no HJI: JI1-005923-191119 (amend Ne 1 from

19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page 1 of4/Crp.1u3 4

No /

No Test / IloxasaTenn Result / PesyabTar Specification / Hopma
1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OnHOpOAHKIH
OHOPOAHBIH NPO3paUHbIA HpOo3payHblil reib oT 6eCUBETHOTO
reJib GIIeHO-KENToro BeTa ¢ | Ao OnegHo-kenroro 1pera ¢
XapaKTepHBIM 3a11axoM XapaKTepHbIM 3aMaxoM
2. Identification / Ilog1aHHOCTE
a) By HPLC / Meroaom Complies as prescribed / | The retention time of the main peak
BOXX CooTBeTCTBYET TPEOOBAHUAM 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
OCHOBHOT'O nMKa Ha
XpoMarorpamme HCTIBITYEMOT0
pacTBOpa OJDKHO COOTBETCTBOBATH
BpEMEHHU YIEPKHBAHHA OCHOBHOIO
MHMKa Ha XpOMaTOrpaMMe pacTBOpa
CTaHAapTHOTO obpasua
HUMECYIH/IA (paznen
«KonuuecTBeHHOE ONPENeNICHUE)

Remarks : The Product conforms to ND/
Ipumeuanue: Ilponykt coorercTyeT TpebosaHuaM HJT

Conclusion : APPROVED /
3axaouenne: QJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosieHo: IIpogepeHo: Opobpeno: Menemxep / Pynoao;uﬁ‘enb
Ankit Naresh Kumar @5/ Pavan Kumar Sharma /--

Print Date / Print Date / Print Date /

JHara: 17.03.2022 Jara: 17.03.2022 Jara: 17.03.2022

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel T FYT 98166 5600102

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

IIpoaykT Hais® AxTiBrens (HUMeCYIHa) Telb AJI HAPY/KHOTO npumeﬁemm ij (i 1605

Batch No / : V220137 Batch Quantity / : 9566.000 units /
Cepus Ne O0bem NapTHH 9566.000 eguuunLy
Analytical Report No / : 890001579268 Date of Analysis / : 17.03.2022
Ananuradeckuii oTyer Ne Jara anaiusa

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024

Jlara npOH3BOACTBA T'open go

Analysis performed according ND / Anayin3 npose/ieH mno HJ: JI1-005923-191119 (amend Ne 1 from

19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page 2 of 4/ Ctp. 2 m3 4

No /

e Test / IlokasaTenn Result / PesyaeTar Specification / Hopma
b)By UV spectro- Complies as prescribed / | UV absorption spectrum of the test
photometry / Metonom CooTBETCTBYET TPEGOBAHUIM solution should have absorption
V®-criektpodoTo maximum at 397+5nm / V-
METPHH CIIEKTP TOTJIOWIEHHS UCIIBITYEMOrO

pacTBOpa NODKEH UMETh MaKCHMYM
nornoueHus npu 397+5 M

4. | pH

3. | Weight of package 101g/101r According to Rus. Ph. (Not less
contents / Macca than 100.0 g) / B coOOTBETCTBHH C
COJEPKHMOr0 YIAKOBKH TpebOBaHUAMHU

I'® PO. (He menee 100,0 r)
3.26 From2.5t04.5/0t12,5 04,5

5. | Viscosity / BaskocTh

1095 centipoise /
1095 canTumyas

From 400 to 1200 centipoise /
Ot 400 no 1200 canTUmyas

6. | Related impurities / PoncrBeHnbie IpHMeCH

Cymma npumecei

i. | Impurity C/ Not detected Not more than 0.50 % /
ITpumecs C He 6onee 0,50 %

ii. | Impurity D/ Not detected Not more than 0.50 % /
Ipumecs D He 6onee 0,50 %

iii. | Any other impurity / 0.04% Not more than 0.50 % /
JIrobas npyras npuMech ) He 6onee 0,50 %

iv. | Total impurities / 0.07% Not more than 1.50 % /

He 6onee 1,50 %

Remarks : The Product conforms to ND/
IIpumeuanne: [Iponykt coorsercTByet Tpebopanusm HJ

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBIEHO: [IporepeHo: Onob6peno: Meuemxkep / P}’hOBDJJ,HIE.J‘!b
Ankit /A} Naresh Kumar @ Pavan Kumar Sharma [ /

L P
Print Date / Print Date / Print Date /
Hara: 17.03.2022 Iara: 17.03.2022 Hara: 17.03.2022

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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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
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Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g

Ipoxykr : Haiis® AkruBrens (HHMeCy i) resib Ald HAPYIKHOro 11]:.m\mane?ifl;Js}’J g ddgpsem

[Batch No / : V220137 Batch Quantity / : 9566.000 units /
Cepun Ne O6beM napTui 9566.000 eaunwnL
Analytical Report No / : 890001579268 Date of Analysis / : 17.03.2022
AHAJIHTHYECKHI oTUeT N2 JlaTa ananmza

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024

JlaTa npousBojCTBAa Topen oo

Analysis performed according ND / Ananns nposenen no HJL: JII1- 005923-191119 (amend Ne 1 from
19.03.2020 / uam. Ne 1 ot 19.03.2020)

Page3 of4/Crp.3u3 4

7. | Microbial purity / MuxpoOHo/JIOraYecKas Y0CTOTA

i. | Total Aerobic Microbial
Count / Ob11ee YHCHO
a’po6HBIX MUKPO-
OpraHU3MOB

ii. | Total Combined Yeast and
mould count / Obuiee yucio
JPONOKEBBIX Y IJIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

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

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

Absentinl g/
OtcyrctByeTB 1

Absentinl g/
OtcyrcrByeTB 1 T

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

Not more than 100CFU/g /

He 6onee 100 KOE/r

Should absentin 1 g/
OtcyrcTBUe B 1 T

Should absentin 1 g/
OrcytcTBUE B 1 T

8 | Assay/KouanuecrBenHoe onpeaesieHue

i. | Nimesulide/
Humecynun

ii. | Dimethyl sulfoxide /
JumetuncynbGOKCHs

9.96 mg/9.96 Mmr
(99.6 %)

99.2 %

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

Or 9,0 MI' A0 11,0 mr Ci3H12N>OsS
(numecynun) (ot 90,0 % 1o

110,0 % oT HOMMHAJILHOTO
conepxxanus) B 1 r resis

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

Ot 90 % 1o 110 % C:HsOS
(muMmeTrcynbHOKCHA) OT
HOMMHAJILHOTO COJIePIKaHusA

Remarks : The Product conforms to ND/
Ipumeqanne: [[pOLYKT COOTBETCTBYET TpeOOBAHUAM HJI

Conclusion : APPROVED /
3axarouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloxroroBneHo: IIpoBepeHo: Onobpeno: Menemxkep / Pymlsnmn;enb
Ankit @ Naresh Kumar @/ Pavan Kumar Sharma %
Print Date / Print Date / Print Date /

Jara: 17.03.2022 Jara: 17.03.2022 Jara: 17.03.2022

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
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

el T 91T 98166 56001-02

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

Ipoxyxr : Haiiz® Akrusrens (HUMeCyH1) Pesib 1S HAPY/KHOrO l'lpHMLHeHHSI iﬂ,;/e ‘f}ﬁ)ﬁ? m

Batch No / : V220137 Batch Quantity / : 9566.000 units /
Cepusi Ne O0bemM napTuu 9566.000 ennHMLL
Analytical Report No / : 890001579268 Date of Analysis / : 17.03.2022

| AHAJIHTHYIECKHIl 0TYeT Ne JlaTa ananmia

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024

JaTa npou3BoACTBA I'open go

Analysis performed according ND / Ananu3 nposenen mo HJI: JiIl- 005923-191119 (amend Ne 1 from

19.03.2020 / m3m. Ne 1 ot 19.03.2020)

Paged4 of4/Crp. 413 4

9 |Packaging / YnakoBka

Package / Vnaxoska - 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 H3
JIAMHHUPOBAHHOTO

aJIFOMUHMA, cHabKeHHYIO
MeMOpaHOi AJst  KOHTPOJIA
nepeoro BCKphITHA. Kaxnyro
Ty0y BMeCTe C HHCTPYKLHUEH
N0 NPYMEHEHHUIO TIOMELAIOT B
[ayKy KapTOHHYIO.

Package / YnakoBka - 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 wiu 100 r B TYOy M3
JIAMHHUPOBAHHOTO AFOMHUHUA,
cHabxeHHYl0O MeMOpaHOH ;s
KOHTpOJNsi  MEpPBOro  BCKPBITHAL.
Kaxyro TYOY BMECTE c
WHCTpYKIMEeH 10 TPUMEHEHHUIO
MOMEILIAIOT B NauKy KapTOHHYIO.

10 | Labeling / MapxupoBka According to ND / B cootBetcTeuu ¢ HJ|

11 |Storage / XpaHeHue Store below 25 °C. Do not freeze. / Ilpu Temmneparype He BoiLie 25
°C. He 3amopaxxuBarthb.

12 | Shelf life / Cpox rognoctu | 2 years/ 2 rona

Remarks : The Product conforms to ND/
IIpumeuanue: Ilponykr cooTBeTcTBYeT Tpebopanmsam HI{

Conclusion : APPROVED /
3axmwoyenne: OJJOEPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarororneHo: [IpoepeHo: , Ono6peno: MeHemxep / Pykosoautessb
Ankit @ . Naresh Kumar @/ Pavan Kumar Sharma /‘:/},___,
Print Date / Print Date / Print Date /

Jara: 17.03.2022 Iara: 17.03.2022 Jara: 117.03.2022

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




