, ...o Dr. Reddy's Laboratories Ltd.
Dr. Reddy S e CERTIFICATE OF ANALYSIS ForguisEon S

Vill. Khol, Nalagarh Road, Baddi,

CEPTHOUKAT AHAJTH3A Distt. Solan, H.P,, 173 205, INDIA
[Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g Tel : +91 98166 56001-02
Hpoaykr : Haiis" AKTHBrens (HumecyJ i) renb A1s Hapy#KHoOro l||1|||\-1e1—1e‘!—‘1’i'!’#?-‘1“',’%99051€°m
Batch No / : V220399 Batch Quantity / : 46,527
Cepus Ne O6bem napTun 46.527 eannu
Analytical Report No / : 890001598264 Date of Analysis / : 27.06.2022
AHANATHYECKHUIT oTyeT No JlaTa ananusa
Date of Manufacture / : Jun-2022 Date of Expiry / : May-2024
JlaTa npoH3BoO/ACTBA I'ogen 1o
Analysis performed according ND / Ananus nposeaen no HJL: JI1-005923-191119 (amend Ne 1 from
19.03.2020 / w3m. Ne 1 ot 19.03.2020)

Page 1 of 5/Ctp. 1135

i: / Test / Ilokazarenn Result / PesyabTat Specification / Hopma
1. Description / Onucanue Homogeneous, transparent, | Homogeneous, transparent,
pale-yellow gel with | colorless to pale-yellow gel with
characteristic odor / | characteristic odor / OgHOpOAHBIH
ORHOPOIHBIH MPO3PAUHBIA rellb | MPO3PAUHBIH reflb OT 6ECLBETHOTO
GreqHO-KEeNToro  LpeTa ¢ | Ao OneaHo-kentoro 1Bera C
XapaKTEepPHBIM 3a11axoM XapaKTEePHBIM 3aI1aX0M
2. Identification / IlogMHHOCTH
a) By HPLC / Metonom Complies as prescribed /| The retention time of the main
BOXKX CootseTcTBYeT TPOOBAHHSAM 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
yIepXKUBAHHUS OCHOBHOTO NHKa Ha
XpPOMATOrpaMMe  HCIIBITYEMOro
pacTBopa JOJDKHO
COOTBETCTBOBATH BpEMEHHU
yAEpKHUBAHMS OCHOBHOTO IMKa Ha
XpOMaTorpamme pacTBopa
CTaHJapTHOTO obpazua
HUMeCyNnuaa (paznen
«KonuiecTBeHHOE
olpeeneHue»)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeganue: [Ipoaykr coorsercTayeT Tpebosanusam H/ 3akmovenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[TonroroBieHo: , [TpoBepeHo: = Ono6peno: Menemxkep / PykoBoaureb
Pardeep Kumar \T“,j—'f” Himesh I;EIB@I:‘}I/ : Amit Kumar J,{\_ S
Print Date / 27.06.2022 Print Date / 2'/.06.2022 Print Date / 27.06.2022
Hara: Hara: Hara:

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 ‘,’:‘

CERTIFICATE OF ANALYSIS

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

CEPTHOHKAT AHAJN3A

Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

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

Hpoaykr Haiiz® AkTuBrenn (HiMecy/iijl) reib Ui HapyKHoro rIpl1McHc\‘mmf-’!“'*_’{iijgifﬁ{w'“

Batch No / : V220399 Batch Quantity / : 46,527

Cepusi Ne 00LeM NAPTHH 46.527 enrmHuLL
Analytical Report No / : 890001598264 Date of Analysis / : 27.06.2022
AHanuTHyeckuil oryer Ne JlaTta aHasM3a

Date of Manufacture / : Jun-2022 Date of Expiry / : May-2024
JlaTa npou3BoacTBA Tosen go

Analysis performed according ND / Auajin3 npoBeieH no HJI: JIM-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page 2 of 5/ Crp. 235

Wo /
Ne

Test / Iloka3aTenasb

Result / PesyabTaT

Specification / Hopma

b)By UV spectro- Complies as prescribed /| UV absorption spectrum of the
photometry / Metonom CooTBeTCTBYET TPEOOBAHUAM test solution should have
V®-cnekrpodoTo absorption maximum at 397+5 nm
METPHH /  Vd-cnekTp  NOCMOLIEHHUS

HCIILITYEMOTO PacTBOpa HOJDKEH
UMETh MAaKCHMYM IIOIJIOLIECHHS
npu 397+5 HM

3. | Weight of package 20g/20r According to Rus. Ph. (Not less
contents / Macca than 20.0 g) / B cOOTBETCTBHUH C
COAEPKUMOro YIIAKOBKH TpeGOBaHUAMH

I'® PD. (He menee 20,0 1)
4. pH 3.24 From 2.5t04.5/0t12,5 1o 4,5

5. | Viscosity / BaskocTb

964 centipoise /
964 caHTHUIya3

From 400 to 1200 centipoise /
Ot 400 no 1200 canTHmyas

6. | Related impurities / PogcreenHbie IpaMecH

Cymma npumecei

i. | Impurity C/ Not detected Not more than 0.50 % /
IMpumecs C He 6o0nee 0,50 %

ii. | Impurity D/ Below limit of detection (LOD: | Not more than 0.50 % /
[pumecey D 0.02%) He 6omnee 0,50 %

iii. | Any other impurity / 0.03% Not more than 0.50 % /
JIro6as apyras NpUMeCh He 6onee 0,50 %

iv. | Total impurities / 0.06% Not more than 1.50 % /

He 6onee 1,50 %

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: IIpoAYKT COOTBETCTBYET TPEOOBAHHAM HH Saxmaouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: )L/— [IposepeHo: /30 nobpeno: Menemxkep / PykoBoautenb
Pardeep Kumar «—+—— Himesh % . | Amit Kumar \4,,\\.—»

Print Date / 27.06.2022 Print Date / 27.06.2022 Print Datc /27.06.2022

Jara: Hara: Jara:

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
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CEPTHOHUKAT AHAJIH3A

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

Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

Product . Nise Activgel (nimesulide) gel for external use, 1 %, 20 g Tel : +91 98166 56001-02
Ipoaykr Haiiz" AKTUBrensb (HUMECY/IH1) resb JJi HApYsKHOro npumeHewiiy Higgdagsicom

Batch No / : V220399 Batch Quantity / : 46,527

Cepus Ne O0beM napTHH 46,527 ennHNLL
Analytical Report No / : 890001598264 Date of Analysis / : 27.06.2022
AHaauTHYecKnil oTuer Ne JlaTa aHaju3a

Date of Manufacture / : Jun-2022 Date of Expiry / : May-2024
J{aTa npoH3BOACTBA T'ogeH 10

Analysis performed according ND / Ananns nposeaen no H/I: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page3 of 5/Ctp.3m35

7. .| Microbial purity / Mukpo6uoaorayeckasi Y4HcTOTa

a3poOHBIX MUKPO-
OpraHu3MoB

rpuboB

i. | Total Aerobic Microbial
Count / O01uee uucno

ii. | Total Combined Yeast and
mould count / Obuiee uuncio
JPOOKEBBIX U TIECHEBBIX

iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

Menee 10 KOE/r

Menee 10 KOE/r

Absentinl g/
OrtcyrctByeTB 1 1

Absentin 1 g/
OtcytcrByeTB 1 T

Less than10 CFU/g/

Less than 10 CFU/g/

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

Not more than 100 CFU/g

He 60nee 100 KOE/r

Should absentin 1 g/
OtcyrctBue B 1 1

Should absentin 1 g/
OtcyrctBUe B 1 T

/

Remarks : The Product conforms to ND/
Ipumeyanne: [[pogyKT COOTBETCTBYET TpebosanuaM HJ|

Conclusion : APPROVED /
3axmouenne: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: [IposepeHo: ~— Ono6peno: Menemkep / PykoBoauTesb
Pardeep Kumar QL/ Himesh M Amit Kumar (\ S N

=7 J o i
Print Date / 27.06.2022 Print Date / 2/.06.2022 Print Date / 27.06.2022
Jara: Hara: Jara:
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Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

19.03.2020 / usm. Ne 1 ot 19.03.2020)

CEPTUOUKAT AHATM3A Distt. Solan, H.P., 173 205, INDIA
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g Tel : +91 98166 56001-02
Hpoaykr : Haiiz" Aktusrens (HUMeCyini) refb Ais HapY/RHOTO npumeneiis-grogddgscom
Batch No / + V220399 Batch Quantity / s 46,527
Cepun Ne Oo0bem napruu 46,527 epununy
Analytical Report No / : 890001598264 Date of Analysis / : 27.06.2022
AHaauTH4ecKHii oTuer Ne Jdara aHajuza
Date of Manufacture / : Jun-2022 Date of Expiry / : May-2024
JlaTa npon3BojcTBa I'ogen 10
Analysis performed according ND / Ananns nposenes no HJL: JII1-005923-1911 19 (amend Ne 1 from

Page4 of 5/ Crp. 4 u3 5

8 Assay / KonnyecTBenHoe onpeaejeHue

i. | Nimesulide /
Humecynnn

10.08 mg / 10.08 mr

(100.8 %)

9.0 mg to 11.0 mg of C;3H12N20sS
(Nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mMr po 11,0 mr Ci3sHi2No2OsS
(numecynun) (ot 90,0 % no

110,0 % OoT HOMUHAIBHOTO
cofiepkaHus) B 1 I resis

ii. |Dimethyl sulfoxide /
HMumernncynbHokcun

99.5 %

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

Ot 90 % mo 110 % C2HeOS
(numetuncynsdokcua) ot
HOMMHAJIbHOTO COZePXKaHUA

9 |Packaging / YnakoBka

laminated

Package / YnakoBka - 20 gina

aluminum tube

equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / Ilo 20 r B TYOy u3
JIAMHHHPOBaHHOTO

ATFOMUHHUS, CHaO>KEHHY10
MeMOpaHoOi [Afid  KOHTPONA
nepBoro BCcKpbliTHs. Kaxayro
TyOy BMecTe ¢ HHCTpPYKLUEH
0 MPUMEHEHHMIO [TOMELIAOT B
NMayvky KapTOHHYIO.

Package / Ynakoeka - 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 r B TYOY U3
JIAMUHUPOBAHHOIO AJIFOMHHUS,
cHaOxeHHyl0  MeMOpaHOH s
KOHTpONsl  TEPBOTO  BCKPBITHAL.
Kaxgyto  1y0y  BMecTe ¢
UHCTpYKUMEH [0 MNPUMEHEHHIO
MOMELIAIOT B Ma4Ky KapTOHHYIO.

Remarks : The Product conforms to ND/
Tpumeuanue: [Ipoaykr coorsercTByeT Tpebosannam HJL

Conclusion : APPROVED /
3axmiouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: IIporepeno: Ono6peHo: Menemxkep / Pykosonureb
Pardeep Kumar OL, Himesh W Amit Kumar .’JX(J \—

¥ {
Print Date / 27.06.2022 Print Date / 27.06.2022 Print Date / 27.06.2022
Jlara: Jlara: Jlara:
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‘..q Dr. Reddy's Laboratories Ltd.
y o ; :
Formulation Unit-6
Dr.Red dy S ¢ CERTIFICATE OF ANALYSIS (o e ood Badd,

CEPTUOHKAT AHAJIN3A Distt. Solan, H.P., 173 205, INDIA
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g Tel : +91 98166 56001-02
Hpoaykr : Haiiz" AkTusrens (HUMeCyIU) Teilb MUTs HAPYKHOIO npunvendivii-dredde.Fom
Batch No / : V220399 Batch Quantity / 146,527
Cepusn Ne O0beM mapTHn 46,527 eanHuL
Analytical Report No / : 890001598264 Date of Analysis / : 27.06.2022
Anaaurudeckuii oryer No Jlara anannza
Date of Manufacture / : Jun-2022 Date of Expiry / : May-2024
JaTa npon3BoAcTBa Toaen go
Analysis performed according ND / Ananus nposesen no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

PageSof 5/ Crp.5mu35

10 |Labeling / MapxkupoBka According to ND / B cootrsercTeuu ¢ H/|

11 | Storage / XpaHeHue Store below 25 °C. Do not freeze./ I1pu Temnepatype He Bbllie 25
°C. He 3amopakuBars.

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

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IponykT coorseTcTBYET TpeboBanuaM H/{ 3axkmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: IIposepeHo: | Onobpeno: Menemiep / PykoBomurens
Pardeep Kumar &\L/'” Himesh K — | Amit Kumar A' .

» =
Print Datc / 27.06.2022 Print Date / 27.06.2022 Print Date / 27.06.2022
JHata: Hara: Hara:

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




