Dr.Reddy’s Q':'

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

Vill. Khol, Nalagarh Road, Badd;i,
Distt. Solan, H.P., 173 205, {NDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIN3A

Product: Exifine (terbinafine), cream for external use 1 %
Dx3upuu® (TepbuHapuH), Kpem Ajis HapyxkHoro npumenenus 1 %

Batch No. / Cepusi Ne : V220740

Batch Size / O6bem naprtuu : 46152.00 SU

Analytical Report No / AHanuTn4eckuii or4der Ne

:890001615912

Date of Analysis / Jlata ananu3a : 24.09.2022

Date of Manufacture / JlaTa npoussoacTsa : Sep.2022

Date of Expiry / Cpok rogaocts : Aug.2025

Analysis performed according ND / Ananus nposeaen no HJI: TI N011536/02-021121)
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Sr.
No.

Test / IlokazaTennb

Result / Pe3yabTaThl

Specification / Hopma

Description /

OnucaHue

Off-white
cream. /
OnHOPOAHBINA KpPeM TNOYTH
Oenoro iBeTa.

homogeneous

White or off-white homogeneous cream /

OnHopoaHblii kpeM 6enoro wid no4Tu Genoro
LBETA.

Identification /
ToanuHHOCTL

Complies as prescribed/
CooTBeTCTBYET
TpebOBaHUAM

Retention time of main peak in the
chromatogram of test solution should
correspond to retention time of main peak in
the chromatogram of terbinafine hydrochloride
reference standard solution (section “Assay”). /
Bpemst ynepkuMBaHWS OCHOBHOIO IIHKa Ha
XpoMaTorpaMme  MCIBITYEMOTO  pacTBopa
JOJDKHO COOTBETCTBOBATh BpEMeHH
yJiepKUBaHUs1 OCHOBHOIO nHKa Ha
XpoMarorpamMme  pacTBopa  CTaHAApTHOrO
obpasua TepbuHaduHa rugpoxsopuaa (pasaen
«KonuuecTBeHHOE ONIPEACICHUED).

pH of aqueous dispersion /
pH BoxHo# nucnepcuu

6.63

From 6.0 to 7.5/ Ot 6,0 g0 7,5

Remarks: The Product confirms to ND/

IMpumeuanue: [IpoayxT coorBeTcTBYeT TpeboBauuam HJ

Conclusion: APPROVED /
S3axouenue: OJJOBPEHO

Prepared by /
[Moarorosneno: Kushal

Kumar (/"C‘\ |

Registerdd Office: 8-2-227 Raad Na_ 2 Raniara Hille Hludarahad - 500024 Talanaana India

Checked by /
[TposepeHo: Naresh Kumar

G

Approved by: Manager/Executive /
Ono6peHo: Menemxep / PxKUBOI{I/ITeHb

Pavan Kumar Sharma |

Date /
Tata: 24.09.2022

reDase 40 4900 2900, Fax: +91 40 4900 2999
Hata; 24.09.202X2N: L85195AP1984PLCY) M§a7a: 24.09.2022

Eﬂﬂﬂﬁrﬁail@drretjdys.coum
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Sr. Test / Iloka3aTeb Result / PezyabtaTsl Specification / Hopma
No.
4 | Related substances (HPLC)/ 0.04 % Any individual unidentified impurity — not
IToctoponHue pUMecH more than 0.7% /
(BOXX) Jiobas emuHuyHas HeWaeHTH(PULUUPOBaHHAS
npumech — He bonee 0,7%.
0.04%
gL Total impurities — not more than 1.0 % /
Cymma npumeceid — He 6onee 1,0 %.
5 | Weight of the package
content /
Macca COEPXKUMOr0
YIaKOBKH:
- awerage weight / 10g/10r Not less than labeled (10 g) /
CcpeAHss Macca He menee HoMuHanbHO#M (10 1)
- weight of 1 tube / Complies 10g+£9% (9.1 gt010.9g)/
macca 1 Ty6sl 10r+£9% (or 9,1 r 10 10,9 1)

Remarks: The Product confirms to ND/
IIpumeuanne: [Ipoaykt cootBeTcTBYET Tpebosanmuam HJI

Conclusion: APPROVED /
3axkmouenune: OJJOBPEHO

Prepared by /

IToxgrorosneno: Kushal

Kumar _
&

Register

Checked by /
IIpoeepeHo: Nar@h Kumar

V

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBogutens

Pavan Kumar Sharma [

»d Office: 8-2-337, Road No. 3, Baniara Hills, Hvderabad - 500034 _Telangana_ India

Date /
JHara: 24.09.2022

e a%é A0 4900 2900, Fax: +91 40 4900 2999

Batiemail@drreddys.com
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6 | Microbial purity /

MukpoOuonoruyeckas

YUCTOTA

Total aerobic bacteria count <10 CFU/g/
and total combined yeast and

moulds / Obuiee yucno <10 KOE/r

aspoOHbIX bakTepuil u
JIPOMOKEBBIX U MIIECHEBBIX
rpuboB (CyMMapHO)

Not more than 100 CFU/g /

He 6onee 100 KOE/r

Staphylococcus aureus Absent / Orcytcteyer | Shall be absentin 1 g/
OrcytcTBUe B 1 1
P. aeruginosa Absent / OrcytctByer | Shall be absent in 1 g/
OrcytcTBue B I
7 | Assay/ KonndyectBeHHOE 10.27 mg/10.27 mr | Not less than 9.0 mg and not more than 11.0
ornpeneneHe mg of C>HasN'HCI (terbinafine hydrochloride)

in 1lg of cream / Or 90mMr go 11,0mr
C>1HasN-HC1 (tepbuHadnHa ruapoxJopui) B
1 r xpema.

Remarks: The Product confirms to ND/

Conclusion: APPROVED /

Ipumeuanue: [Ipoayxr cootBerctByeT TpeGoBanusm HJ[ | 3akaouenne: ONOBPEHO

Prepared by / Checked by /
[Toarorosneno: Kushal [Ipoeepeno: Naresh Kumar

Kumar
- &

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens

ﬂ\
Pavan Kumar Sharma V

Reogistarbd Nffice- R_7-2127_ Rnad Na 1_ Q:nliara u;llc_ g_\,r.h_,--,_sn,a = 500034 Telangana_india
Date / rdDabe A0 4900 2900, Fax: +91 40 4900 2999| HAAME thail@drreddys.com
Hata; 24.09,2022 Hara; 24,09,2022N: 185195AP1984PLC(0ZbgTa; 24,09,2022
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Package / YnakoBka

10 g in a
lacquered

Ty0y H3 JIaKNPOBaHHOIO
aTlOMUHUA. Kaxayro
Ty0y ¢ HHcTpykumnel no
NPUMEHEHNIO TTOMEILAOT
B Ma4YKy KapTOHHYIO.

tube of[10 g in a tube of lacquered aluminum. Each
aluminum. tube and patient information leaflet in a carton
Each tube and patient/pack. / [To 10 r B TyOy M3 NaKkMpOBaHHOIro
information leaflet in a|amomunus. Kaxnayro ty6y ¢ MHcTpykumei no
carton pack. / Ilo 10 r B|IpUMEHEHHIO NOMELIAIOT B MA4Ky KaPTOHHY!O.

Labeling / MapkupoBka

According to ND. / B cootsetcTBuu ¢ H/I.

10

Storage conditions /
VenoBus XpaHeHust

At temperature below 25°C. Do not freeze /
IMpu Temneparype He Boie 25 °C. He 3amopaxuBaTh

11

Shelf life / Cpok rogHocTu

3 years / 3 roga

Remarks: The Product confirms to ND/
I pumeuanne: [Ipoaykr cootBeTcTBYET TpeboBanusam HJI

Conclusion: APPROVED /
3axmouenune: OJOBPEHO

Prepared by /
IMoarorosneHo: Kushal

Kumar -~
&>

Registerd Office: 8-2-337, Road No. 3, Banjara Hil's, H

Checked by /
[TposepeHo: Naresh Kumar

b

Approved by: Manager/Executive /
Onob6peHo: Menemxkep / R%KOBOIII/ITGJ’II:

Pavan Kumar Sharma V
P

vderabad - 500034, Telangana, india

Date /
_Z[a_Ta: 24.09.2022
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Iwtk hail@drreddys.com
O$fffa: 24.09.2022

AT O D J oo 17



