Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

CEPTU®UKAT 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 %, 50g

IlpoaykT Haiis® AkTuBrenb (HUMECYIH) relib Ul HapyXKHOTO npnme'ﬂé’l’i‘ﬁﬁﬁqr%%'@m

Batch No / : V211246 Batch Quantity / :- 18,878 units /
Cepust Ne O6nemM napTHH 18,878 ennunn
Analytical Report No / : 890001555799 Date of Analysis / : 18.11.2021
AHaTuTHIECKHI oTdeT Ne Jara anaausa

Date of Manufacture / : Nov.2021 Date of Expiry / : Oct.2023

JlaTa npoH3BOACTBA T'oneH 0

Analysis performed according ND / AHajin3 npoBefeH 1o

19.03.2020 / u3m. Ne 1 ot 19.03.2020)

HJI; JI[1-005923-191119 (amend Ne 1 from

Page 1 of 5/ Ctp. 1135

No : .
N { Test / Ilokasareinb Result / PesyasTar Specification / Hopma
1. Description / Onncanue Homogeneous, transparent, Homogeneous, transparent,
pale yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / ORHOPOJHBIN
OnHOpOAHBIH NPO3paUuHbIHA IIpPO3payHblil relb 0T HeCUBETHOrO
resib 61 IHO-KeNTOoro 1BeTa ¢ | Ao  OmegHo-xenroro usera ¢
XapaKTepHBIM 3aMaxom XapaKTepPHBIM 3aMaxoM
2. Identification / IlopiHHEHOCTD
a) By HPLC / Metomom 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 ymepxuBaHud
OCHOBHOTO n1Ka Ha
XpOMaTOrpaMMe UCTIBITYEMOr 0
pacTBOpa AOJDKHO COOTBETCTBOBATD
BpEMEHHU YAEP)KUBAHHUA OCHOBHOrO
[MKa Ha XpoMarorpaMme pactsopa
CTaHJAPTHOTO obpasua
HHUMECYJIHAA (pazzen
«KONMMUYECTBEHHOE ONpPEIC/ICHHE)

Remarks : The Product conforms to ND/
Mpumeuanue: [IpoayKT COOTBETCTBYET tpebosanuam HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Jlata: 18.11.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotosieHo: IIpoBepeno Ono6peno: Menemixep,/ PykoBogHuTeNb
Pardeep Kumar _J Himesh KM Kusum Lata i@g -

7 - = >
Print Date / Print Date / Print Date /

Hara: 18.11.2021

Hara: 18.11.2021

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 ":‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTM3A

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

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

Bl : +91 9516b 56001-0Z

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

Ipoaykr : Hais® AkruBrens (HUMECYIHI) reflb IS HAPY/KHOrO ﬂpIIMeHEHH;lV 9 /o,cgﬁ 5

Batch No / : V211246 Batch Quantity / :- 18,878 units /
Cepusn Ne O0beM napTuu 18,878 enunnn
Analytical Report No / : 890001555799 Date of Analysis / : 18.11.2021
AHanMTHYeCKH# oTyeT Ne JlaTa anajn3za

Date of Manufacture / : Nov.2021 Date of Expiry / : Oct.2023

JlaTa npou3BOACTBA Tonen oo

Analysis performed according ND / Apanu3 npoBeieH no HI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / m3m. Ne 1 ot 19.03.2020)

Page 2 of 5/ Ctp. 243 5

No /

No Test / IloxazaTeib Result / Pe3yabrTaT Specification / Hopma
b)By UV spectro- Complies as prescribed / | UV absorption spectrum of the test
photometry / MeTonom CooTBeTCTBYET TPEOOBAHUAM solution should have absorption
Y®-criektpodoto maximum at 3974#5nm / VY-
METPUH CTIEKTP TIOTJIOMIEHHS HCIIBITYEMOro

pacTBOpa JOJDKEH HMETh MAKCUMYM
norsoieHus mpu 397+5 HM

1047 cantumyas

3. | Weight of package 51g/Slr According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B COOTBETCTBHH ¢
COMEPHKAMOTO0 YIAKOBKH TpeGOBaHUAMH

I'® Pd. (He menee 50,0 r)
4. pH 3.16 From2.5t04.5/0t12,5 104,5
5. | Viscosity / BaskocTb 1047 centipoise / From 400 to 1200 centipoise /

Ot 400 no 1200 canTunyas

6. | Related impurities / PoancreeHHbIe DPHMECH

i Impurity C / Not detected / He 06Hapy»*eHa Not more than 0.50 % /
IMpumecs C He 6onee 0,50 %

ii. | Impurity D/ Not detected / e o6Hapyxena | Not more than 0.50 % /
ITpumecs D He 60onee 0,50 %

Conclusion : APPROVED /
Zakawuyenne: OJJOGPEHO

Remarks : The Product conforms to ND/

Ipumeuanne: [Ipoaykr coorsercTyeT TpedopanuaM HJL
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: 4 IIpoBepeHo Onobpeno: Menemxep / PykoBonutenb

Pardeep Kumar _“L_____ Himesh W Kusum Lata w
Print Date /

i
Print Date / Print Date /
Jara: 18.11.2021 Hara: 18.11.2021 Jara: 18.11.2021

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 “:‘

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

CERTIFICATE OF ANALYSIS vy hol, Nalagarh Road, Baddi,
CEPTUPHUKAT AHAJIN3A Distt, Solan, H.P., 173 205, INDIA

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g TeT : +91 98166 56001-02
IpoayxT Haif3® AkTHBrenb (HUMECYIn]1) reJib [l HapyKHOTO npuvenehif: 4 G5 36 Fom
Batch No / : V211246 Batch Quantity / :- 18,878 umits /
Cepusi Ne O6bemM mapTuu 18,878 ennmun
Analytical Report No / : 890001555799 Date of Analysis / : 18.11.2021
AHaTUTHYECKHH oTYeT No Jata ananusa
Date of Manufacture / : Nov.2021 Date of Expiry / : Oct.2023
JlaTa npoH3BOACTBA T'ogen no
Analysis performed according ND / Anann3 nposenen no HJL: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / uzm. Ne 1 ot 19.03.2020)

Page3 of 5/Crp.3u35

iv. | Total impurities /
Cymma npumMecei

BDL

;? d Test / Iloka3aTeJb Result / PesyabTaT Specification / Hopma
iii. | Any other impurity / . Not more than 0.50 % /
JTro6as npyras npuMech BDL(Disregard Area 2498) He 6omee 0,50 %

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

7. | Microbial purity / Mukpo0Hoioruyeckasi 44cToTa

i. | Total Aerobic Microbial
Count / O611ee yucno
a3poOHBIX MHKPO-
OpraHu3MoB

ii. | Total Combined Yeast and
mould count / O61iee 4Ucno
NPOMOKEBHIX U IIECHEBBIX
rpuboB

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/
OTtcyTcTBYET T

Absent /
OTCcyTCTBYET 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/
OtcyrcrBHe B I T

Should absentin 1 g/
OtcytctBUe B 1 T

Remarks : The Product conforms to ND/
Mpumeuanue: [Ipoaykr coorercryeT TpebopaHusam HII

Conclusion : APPROVED /
Zakmwouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosyeHo: ¥ [Iporepeno Onobpeno: Menemkep / Pykosoauresib
Pardeep Kumar c}[,,_;— Himesh KW Kusum Lata Qgp/—f

Print Date / Print Date / Print Date /

Hara: 18.11.2021 Hara: 18.11.2021 Jara: 18.11.2021

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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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTHO®HUKAT AHAJIM3A Distt. Solan, H.P,, 173 205, INDIA
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g Tel: +91 98166 56001-02
Mpoxykr : Haiis® AkTuBresb (HUMECY/H/) resib Ais HAPYIKHOTO npnmene‘ﬁ‘fiﬁﬂ'q"%j%'fom
Batch No / : V211246 Batch Quantity / :- 18,878 units /
Cepug Ne O0BemM mapTHH 18,878 enmuun
Analytical Report No / : 890001555799 Date of Analysis / : 18.11.2021
AHanuTHYeCKHi oTueT No JarTa ananuza
Date of Manufacture / : Nov.2021 Date of Expiry / : Oct.2023
Jara nmpou3BoAcTBA T'open g0
Analysis performed according ND / Ananns nposenen no HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / mam. Ne 1 01 19.03.2020)

Paged4 of 5/Ctp.4u35

8 Assay / KonngecTBeHHOE onpene/ienne

i. | Nimesulide/
Humecynuz

Dimethyl sulfoxide /
JTumeTHacynbGhOKCH

i

9.89 mg/9.89 mr
(98.9 %)

100.8 %

9.0 mg to 11.0 mg of C13H12N2058
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mr mo 11,0 mr Ci3H2N2OsS
(numecynun) (ot 90,0 % o

110,0 % oT HOMHHAJIBHOTO
cofiepokaHus) B 1 T rens

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

Ot 90 % 1o 110 % C;HeOS
(mumeTHICYNnBGOKCUI) OT
HOMMHAJILHOT'O COAEPKaHHUA

9 |[Packaging/ YnakoBka

Package / YnakoBka - 50 gina
laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / ITo 50 r B Ty6y u3
JIAMHHHPOBAHHOTO

AMFOMMHHUS, CHaOXKEHHYIO
mMeMOpaHO#t O/ KOHTpoOJd
nepeoro BCKpeITHA. Kaxayro
Ty0y BMeCTe€ C HHCTPYKLMEH
N0 MPUMEHEHHIO MOMEILAIOT B
MayKy KapTOHHYIO.

Package / Vrnakorka - 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. /

Mo 20 1, 50 r wiu 100 r B TYOy u3
JIaMHHUPOBAHHOI O ATFOMHUHHA,
cHaOXeHHyl0O  MeMOpaHOH s
KOHTpOJIA  [EPBOTO  BCKPBITHA.
Kaxnyio  Ty6y  BMecTe c
MUHCTPYKLMEH 1O TPUMEHEHHIO
MOMELIAIOT B MAYKy KapTOHHYIO.

RemarKks : The Product conforms to ND/
IIpumeuanne: [IpoayKT cOOTBETCTBYET Tpebosanuam HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Mara: 18.11.2021

Jara: 18.11.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBNEHO: [IposepeHo Ono6peno: Menemwiep / Pykosonureb
Pardeep Kumag—. Himesh W Kusum Lata X; Q %f} ) 5 —

Print Date / Print Date / Print Date /

Jara: 18.11.2021

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: L85195AP1984PLCO04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.
Formuiation Unit-6
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) q..
Dr.Red dy S N CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi

CEPTUOPUKAT AHAJIN3A Distt. Solan, H.P,, 173 205, INDIA
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g Tel : +91 98166 56001-02
Hpoxyxr : Haiiz® AkTuBrens (HUMeCy/MA) reb 4715 HAPYKHOTO npl-imeuc‘ﬁm&‘,"qr%‘?%fom
Batch No / : V211246 Batch Quantity / :-18,878 units /
Cepust Ne O6bem napTHH 18,878 enmmnnn
Analytical Report No / : 890001555799 Date of Analysis / : 18.11.2021
AHauTHYECKHH oTyeT Ne JlaTa anannza
Date of Manufacture / : Nov.2021 Date of Expiry / : Oct.2023
JaTa npou3BoacTBa Togen go

19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Analysis performed according ND / Ananns nposegen no HJI: JI[1-005923-191119 (amend Ne 1 from

PageSof 5/Ctp.5u3 5

10 |Labeling / MapkupoBka According to ND / B cootBercteum ¢ H/J

11 |Storage / Xpanenne Store below 25 °C. Do not freeze./ I[Ipu TemriepaType He BhILIE 25
°C. He 3amopaxxuBarsb.

12 | Shelf life / Cpok rognocru | 2 years /2 ropa

Remarks : The Product conforms to ND/

Ipumeuanne: IIpogykr cooTBeTcTBYET TpeboBanusm HJL 3akaogenne: OJOBPEHO

Conclusion : APPROVED /

Prepared by / Checked by /

IoarorosneHo: . IIpoeepeno OnobpeHo: MeHe)% iep / PyxoBoaurens
Pardeep Kumar «—{ — Himesh Wwﬁ(usum Lata ﬁc/

Approved by: Manager/Executive /

Print Date / Print Date /

Jlara: 18.11.2021 Jara: 18.11.2021 Jara: 18.11.2021

Print Date /

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com



