Dr.Reddy’s Q:‘.“

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIU3A
Tel : +91 98166 56001-02

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g www.drreddys.com
Ilpoxyxr : Haii3" AkTuBrenb (HUMECYNIMI) Felib IUISL HAPYIKHOIO PUMEHEHNS, 1%,50r
Batch No / 1 V211047 Batch Quantity / : 18,679 units /
Cepust Ne O6bem naprun 18,679 enmmun
Analytical Report No / : 890001548912 Date of Analysis / ¢ 21.10.2021
AHaJIHTHYECKHH 0TYeT No JlaTa ananuza
Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
JlaTta npoM3BoJACTBA T'onen no
Analysis performed according ND / Ananus nposenen no HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 o1 19.03.2020)

Pagel1of 5/Ctp. 1135

No /

1

B2XXX CooTBeTcTBYeT TpeOOBAaHUSIM

N Test / IlokazaTens Result / PesyabTat Specification / Hopma

1. Description / Onncanue Homogeneous, transparent, Homogeneous, transparent,
pale yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OpHopoaHBIH
OnHOpOAHBIN NpO3paYHbIH Npo3payHblil renp 0T 6eCUBETHOTO
renkb GIeAHO-KENITOro iBeTa ¢ | Ao  OneaHo-KenToro  uUBeTa ¢
XapaKTepHbIM 3aiaxoM XapaKTePHBIM 3aMaXoM

2. Identification / ITogauuHOCTL

a) By HPLC / Meroaom 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 ynepxuBaHus
OCHOBHOT'O n1Ka Ha
XpoMarorpamme HCIBITYEMOI 0
pacTBOpa JOMKHO COOTBETCTBOBATh
BPEMEHHM YAEP)KHUBAHUS OCHOBHOI'O
MMKa Ha XpOMaTorpaMMe pacTBopa
CTaHJAPTHOTO obpasua
HUMECYNHa (paznen
«KonuuecTBeHHOE ONpe/ieIEHUEN)

Remarks : The Product conforms to ND/
Ipumeuanue: [Tpoaykt coorBeTcTBYeT TpeboBanusaM HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by/ =— — >
IToarotosneno: i [IporepeHo: i
Pardeep Kumar Ravinder Kumar

Approved by: Manager/Executive /
Onobpeno: MeHemep / PykoBoauTeb
Pawan Kumar =

Print Date / Print Date /
Hara: 22.10.2021 Jara: 22.10.2021

Print Date / '
Jara: 22.10.2021

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.

[ 1)
Dr. Reddy,s ‘.... Formulation Unit-6

CEPTHOUKAT AHAJIM3A Distt. Solan, H.P., 173 205, INDIA
o Tel : +91 98166 56001-02

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g~ www.drreddys.com
Mpoaykr : Haits" AxtuBrennb (Humecy1na) renb 418 HapyKHOFO NPUMEHEHU, 1%, 50r
Batch No / 1 V211047 Batch Quantity / : 18,679 units /
|Cepusi Ne O06BeM napTHH 18,679 eanunn
Analytical Report No / : 890001548912 Date of Analysis / : 21.10.2021
AHanuTHYecKHi oTyeT Ne dara ananusa
Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
JaTa npou3BoacTBa T'omen po
Analysis performed according ND / Ananus nporexen mo HJI; JII1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)
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ﬁ‘? J Test / IlokazaTennb Result / PesyabTaT Specification / Hopma
b) By UV spectro- Complies as prescribed / | UV absorption spectrum of the test
photometry / Metogom CooTBeTCTBYET TPEOOBAHUAM solution should have absorption
Vd-cnekrpodoro maximum at 397+5nm / YO-
METpPUM CIIEKTP TOTJIOLIEHUs UCTIBITYEMOTO
pacTBOpa AODKEH MMETh MAKCUMYM
norjioliesus npy 39745 um
3. | Weight of package 51g/51r According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBeTCTBHM ¢
COXEPKUMOro YIIaKOBKH TpeGoBaHUAMU
I'd PO. (He menee 50,0 )
4. | pH 3.24 From2.5t04.5/012,5 104,5
5. | Viscosity / Bazkocts 1075 centipoise / From 400 to 1200 centipoise /
Ot 400 mo 1200 canTHyas
1075 cantumnyas

6. | Related impurities / PogcTBeHHbIE IPHMeCH

i. | Impurity C/ Not detected / ne obrapyxena | Not more than 0.50 % /
IMpumecs C He 6omnee 0,50 %
ii. | Impurity D/ Not detected / ne oGHapyxena | Not more than 0.50 % /
Ipumecs D He 6onee 0,50 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: Ipoaykr cooTsercTByeT Tpebosanusam HJJ 3axynouenne: OJJOBPEHO
Prepared by / Checked by / ——— | Approved by: Manager/Executive /
IToArOTOBEHO: C\L‘ IIpoBepeHo: ) /2 4= | Opo6peno: Menemwkep / PykoBoautenb
Pardeep Kumar >~ | Ravinder Kumar Pawan Kumar ﬁq,_
Print Date / Print Date / Print Date /
Jata: 22.10.2021 Jata: 22.10.2021 JHata: 22.10.2021

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 ‘g'.

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

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

Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g~ www.drreddys.com

Ipoayrr Haiiz" AxtuBrenn (HAMecyii) reJib Ajsd HapyKHOIro IPUMEHEHH, 1%,50r

Batch No / 1 V211047 Batch Quantity / : 18,679 units /
Cepus Ne Oo6bem napTuu 18,679 exmuun
Analytical Report No / : 890001548912 Date of Analysis / : 21.10.2021
AHAINTHYECKHI oTUeT N2 Jlara anaiauza

Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
[JlaTa npoussoicrsa Togen 1o

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)
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No/

Test / IToxkaszaTennb
Ne

Result / PesyabTaT

Specification / Hopma

iii. | Any other impurity /
Jlrobas apyras npumech

iv. | Total impurities /
Cymma npumMecei

Less than LOQ (0.03%)

Less than LOQ

Not more than 0.50 % /
He 6onee 0,50 %

Not more than 1.50 % /
He 6omnee 1,50 %

7. | Microbial purity / Mukpo6unojiorngeckas YHCTOTa

i. | Total Aerobic Microbial
Count / O611ie€e YHCIO
a’poOHBIX MUKPO-
OpraHu3MOB

ii. | Total Combined Yeast and
mould count / Obuiee 4uciio
JIPOMOKEBBIX M TIECHEBBIX

rpubos

iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

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

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

Absent g /
OtcyTcTBYET T

Absent /
OtcyTcTBYET T

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

Not more than 100 CFU/g

He 6o5ee 100 KOE/r

Should absentin 1 g/
OtcyrctBue B 1 T

Should absentin 1 g/
OrcyrcTBHe B 1 T

8 Assay / KonnuyecTBeHHO€E onpeaeIeHue

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipogykr cooTBeTcTBYeT Tpebosanuam HJI

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by / Checkedby/ —— > __ | Approved by: Manager/Executive /
ITogrotoBneno: ’ TIpoBepeHo: ""/’ . Ono6peno: Mewnemxep,/ PykoBoanuTtensb
Pardeep Kumar - Ravinder Kumar "~ Pawan Kumar

Print Date / Print Date / Print Date / '

Hara: 22.10.2021 Hata: 22.10.2021 Hara: 22.10.2021

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.

Qe
DI'. Reddy,s ‘.... Formulation Unit-6

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

CEPTHOHEAL AHAJH/I_SA Tel : +91 98166 56001-02
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g~ www.drreddys.com
[Mpoaykr Haiiz" AKTHBrens (HUMeCyi) resib A1 HAPYAHOIO NMPHMCHEHH, 1%.50r
Batch No / 1 V211047 Batch Quantity / : 18,679 units /
Cepus Ne Q0beM mMapTHH 18,679 eanunn
Analytical Report No / : 890001548912 Date of Analysis / : 21.10.2021
AHaJIuTHYECKHI 0TUeT No Jara ananusa
Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
JlaTa npou3BOACTBA Tonen no
Analysis performed according ND / Ananns nposenen no HJL: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page 4 of 5/ Crp. 4u3 5

1. | Nimesulide / 10.09 mg/10.09 mMr 9.0 mg to 11.0 mg of Ci3H12N205S
Humecynun (100.9%) (nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 Mr mo 11,0 mr Ci3Hi12N205S
(numecymun) (ot 90,0 % no

110,0 % OoT HOMUHAJIBHOIO
conepxanus) B 1 r rens

ii. |Dimethyl sulfoxide / 100.6 % 90% to 110% of C;HsOS (dimethyl
JumeTtrncynbQoKcHT sulfoxide) of label claim /

Ot 90 % 1o 110 % CoHeOS
(mumeTHACYTLHOKCHA) OT
HOMHUBAJIBHOIO COAEPXKAHUS

9 |Packaging / YnakoBka Package / YnakoBka - 50 gin a Package / Ynaxoeka - 20 g, 50 g or

laminated ~ aluminum  tube | 100 g in a laminated aluminum tube
equipped with tamper-evident | gquipped  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. / ITo 50 r B TyOy U3

JIAMHHHPOBAHHOTO
ATIOMHAHMA, cHabXXeHHYIO

ITo 20 r, 50 r unu 100 r B TYOy M3
JIAMMHHPOBAHHOTO ATFOMHHHS,
MeMBpaHOH Ans  KOHTPOIs cHabXxeHHyl0O  MeMOpaHOH A
nepBoro BCkpbiTHa. Kacryro | KOHTPONS  MEPBOTO  BCKPBITHI.
TyGy BMecTe ¢ MHCTpyKumeR | KaXKIYyI0 va6y 1
[0 NIPUMEHEHHIO oMelnatoT B | MHCTPYKUHEH IO NPHMEHCHUIO
Na4Ky KapTOHHYO. NOMELIAIOT B a4Ky KapTOHHYIO.

10 |Labeling / MapkupoBKa According to ND / B cootetcTBuu ¢ HJI

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: ITpoaykt cooTBeTcTByeT Tpebosanmsam HJI 3axmouenne: OJJOBPEHO

Prepared by / Checked by /= s — Approved by: Manager/Executive /
HoxroroBneno: = | IIporepeHo: c_/".-"’ Opobpeno: Menemiep / PykoBonuTenp
Pardeep Kumar Ravinder Kumar Pawan Kumar A

Print Date / Print Date / Print Date / '

Hara: 22.10.2021 Hara: 22.10.2021 Hara: 22.10.2021

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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CEPTU®HKAT AHAJIU3A
Tel : +91 98166 56001-02

Product . Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g~ www.drreddys.com
Mpoaykt : Haiiz" Akrtusrens (HuMecymu) refb s HAPYKHONO NpUMeHeHns, 1 %, 50T
Batch No / 1 V211047 Batch Quantity / : 18,679 units /
Cepus Ne O6bem napTHH 18,679 ennmun
Analytical Report No / : 890001548912 Date of Analysis / 1 21.10.2021
AnaguTHdeckuii oryer Ne HJara ananuza
Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
JlaTa npou3BoACTBA T'oxen oo
Analysis performed according ND / Anannz nposeaen no HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / n3m. Ne 1 ot 19.03.2020)
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11 | Storage / Xpanenune Store below 25 °C. Do not freeze./ I1pu Temnepatype He Boile 25
°C. He 3amopa>xuBarh.

12 | Shelf life / Cpox rognocru | 2 years /2 roga

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [IpoaykT cootBeTcTBYET TpeGoBanuam HJJ 3akawgenne: OJOBPEHO

Prepared by / Checked by / ——, _ Approved by: Manager/Executive /
[oaroTorjeHo: _ l IIposepeno: ,_.?f";'“f: - OnobpeHo: Menemxep / PykosoauTens
Pardeep Kumar = Ravinder Kumar Pawan Kumar

Print Date / Print Date / Print Date / !

Jara: 22.10.2021 Jara: 22.10.2021 Hara: 22.10.2021

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




