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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Exifine (terbinafine), cream for external use 1 %
Ix3upuH® (TepOounadun), Kpem AJast HapykHoro npumenennsi 1 %

Batch No. / Cepust Ne : V240425
Analytical Report No / AHanuTH4ecKuii oTyeT Nt :

040002577871

Batch Size / O6bem maptuu : 38095.0

Date of Analysis / JaTta anannza : 30.06.2024

Date of Manufacture / /lata npousBoacrtsa : 06/2024

Date of Expiry / Cpok rognoctu : 05/2027

Analysis performed according ND / Anasus nposenen no HJI: [1 N011536/02-021121)

Page 1 0of 5
Sr. Test / Iloka3aTens Result / PezyabTaThl Specification / Hopma
No.
1 | Description / White homogeneous| White or off-white homogeneous crcam /
cream. / .
Onucanne OnHopoaHeIi kpeM 6enoro uiau no4ru Oenoro
OpaHopoaHblii KpeM| UBeTa.

OeJIoro LBeTa.

2 | Identification /
IToanuHHOCTD

Complies as prescribed/
CooTBeTcTBYET
TpebOoBaHUSIM

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”). /
BpeMsi ynepKUBaHHS OCHOBHOTO NHKa Ha
XpoMaTorpaMme  HCIBITYEMOro  pacTBopa
JIOJDKHO COOTBETCTBOBATH BpPEMEHH
YICPKUBAHUS OCHOBHOTO nMka Ha
XpoMmarorpaMmMe  pacTBopa  CTaHAApTHOTO
obpasua tepbunaduHa ruapoxiopuna (pasgen
«KonniecTBeHHOE ONpPECIICHUEY).

3 | pH of aqueous dispersion / 6.65

pH BojHO# nucnepcuu

From 6.0 to 7.5/ 0Ot 6,0 10 7,5

Remarks : The Product confirms to ND/
IIpumeuanue: I1poaykt coorBercTByeT TpeboBaHuaM HJJ

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

Prepared by /

[ToarororneHo: Santosh

Kumar Maurya

2

Checked by /
[TpoBepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosogurens
Manoj Kumar '

Date /
Hara: 30.06.2024

Date /
Hara: 30.06.2024

Date /

Jara: 30.06.2024

2y
) 2800, Fax: &8

CiN: LE01

oad o 3, Banjara Hills, Hyderabad - 500024, Telangana, india
1404900 2999, Smail: mail@drreddys.com
PLCCOA507

wwindiredddys.com



Dr.Reddy’s €3¢

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
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIM3A

Product: Exifine (terbinafine), cream for external use 1 %
Dk3upuH® (TepOHHadKUH), KpeM 1Jisi HApYyKHOro npuMenenus 1 %

Batch No. / Cepusi Ne : V240425

040002577871

Analytical Report No / AHanutuueckui ordyer No :

|Batch Size / O6bem mapTuu : 38095.0 B
Date of Analysis / IaTa anamu3a : 30.06.2024

Date of Manufacture / [lara npousBoacrea : 06/2024

Date of Expiry / Cpok rogaoctu : 05/2027

Analysis performed according ND / Aunanus nposeren no HJI: IT N011536/02-021121)

Page 2 of 5
Sr. Test / [lokaszareib Result / PesyabTaThl Specification / Hopma
No.
4 | Related substances (HPLC)/ | Below BDL / Hwuxe | Any individual unidentified impurity — not
PoncteeHHBIE NPUMECH | MOpora perucTpalniu more than 0.7% /
(BOXKX) Jiobast egMHU4YHas HEUZAEHTHQULUPOBAHHAA
npumeck — He 6onee 0,7%.
Below BDL / Huxe
NOpora perucTpaluuu Total impurities — not more than 1.0 % /
Cymma npumeceii — He 6onee 1,0 %.
5 | Weight of the package
content /
Macca COIEPKUMOr0
YNaKOBKH:
- awerage weight / 10g/10r Not less than labeled (10 g) /
CpenHsist Macca He menee HomuHanbHOH (10 1)
- weight of 1 tube / 10g+9% (9.1 gto 10.9 g)/
Macca 1 TyOsl 10r+£9%(or9,1 r oo 10,9 1)

Remarks : The Product confirms to ND/
IIpumeuanue: [TpoaykxT cooTBeTCTBYET TpeboBaHKuAM HJI

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

Prepared by /
IloaroroBneHo: Santosh

Kumar Maurya |
B ===t

Checked by /
IIpoBepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoautens
Manoj Kumar

—

Datc/
Jara: 30.06.2024

i
Datc/

Hara: 30.06.2024

Datc /
Jata: 30.06.2024
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Dr. Reddy's Laboratories Lid.
Formulation Unit-6

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

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Exifine (terbinafine), cream for external use 1 %
Ix3upnu® (Tepobunaduu), KpeM A HapyxkHoro npumernenus 1 %

Batch No. / Cepus Ne : V240425

Batch Size / O6bem maptuu : 38095.0

Analytical Report No / AHanuTHYeCKHi oTYeT No ;
040002577871

Date of Analysis / J/laTa ananuza : 30.06.2024

Date of Manufacture / lata nponzsogctna : 06/2024

Date of Expiry / Cpok roanocru : 05/2027

Analysis performed according ND / Ananns nposenen mo HJI: [1 N011536/02-021121)

Page 3 of 5

Sr.
No.

Test / IToka3zaTean

Result / Pe3yabTaThl

Specification / Hopma

Microbial purily /
Mukpobuonoruieckas
YHCTOTA

Total aerobic bacteria count
and total combined yeast and
moulds / Obwee uucno
a’poOHBIX OakTepHii U
JPOMOKEBBIX U MIIECHEBBIX
rpuboB (CyMMapHO)

Staphylococcus aureus

P. aeruginosa

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

Absent / OTcyTcTBYET

Absent / OTcyTCTBYET

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in 1 g/
OrcytcrBUe B 1T

Shall be absent in 1 g/
OrtcytcTBUE B 1T

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoaykt cootBeTcTBYET TpeboBanusam HJI | 3axmouenne: OTOBPEHO

Conclusion : APPROVED /

Prepared by /
Tloarorosneno: Santosh
Kumar Maurya

Checked by /
[Tposepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menenxep / PykoBoauTenn
Manoj Kumar ”

Datc/
Jara: 30.06.2024

Datc/
Hara: 30.06.2024

Datc /
Hara: 30.06.2024

s, Hyderabad - 500024, Telangana, india
2699, Emzil: mail@drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Viit. Khol, Nalagarh Road, Baddi,
Distt. Sotan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
wwvedrreddys.com

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A
Product: Exifine (terbinafine), cream for external use 1 %
IKk3upuH® (TepOuHaduH), KpeM AJs1 HAPYKHOro npumMeHenus 1 %
Batch No. / Cepust Ne : V240425 Batch Size / O6bem mapruu : 38095.0
Analytical Report No / AnanutnHyeckuii oTyer Ne : Date of Analysis / /laTa ananusa : 30.06.2024
040002577871
Date of Manufacture / lata npon3Boacrsa : 06/2024 Date of Expiry / Cpok rognoctu : 05/2027
Analysis performed according ND / Auanus nposenen no HJI: [T N011536/02-021121)
Page 4 of 5
Sr. Test / IlokazaTean Result / PesynbTaThl Specification / Hopma
No.
7 | Assay/ KonudecTBeHHOE 10.03 mg/ 10.03mr Not less than 9.0 mg and not more than 11.0
onpeneneHue mg of C21HsN'HCI (terbinafine hydrochloride)
in 1g of cream / Or 9,0mMr mo 11,0mr
C21H2sN-HC1 (TepbuHadyHa rHAPOXNOPHA) B
1 r xpema.
8 | Package/ Ynakoska 10 g in a tube of|10 g in a tube of lacquered aluminum. Each
lacquered aluminum. |tube and patient information leaflet in a carton
Each tube and patient{pack. / ITo 10 r B Ty0y U3 JIaKUpPOBaHHOIO
information leaflet in alamomunus. Kaxayio tydy ¢ MHcTpykuuei no
carton pack. / [lo 10 r B|IpHMeHEHHIO MOMEIIAIOT B Mayky KapTOHHYIO.
TyOy M3 JNaKHpOBaHHOTO
ANIOMUHHSL Kaxayro
tyOy ¢ HMHcrpykuueil no
NPUMEHEHHIO TIOMEIIAIOT
B Na4yKy KapTOHHYIO.
9 | Labeling/ MapkupoBka According to ND. / B cooretctBuu ¢ HJI.
10 | Storage conditions / At temperature below 25°C. Do not freeze /
Xpanenue Ilpu Temnepatype He Brlle 25 °C. He 3amopaxuBaTh

Remarks : The Product confirms to ND/
Ilpumeuanne: [Iponyxr coorBercTByeT TpeboBanusam HJ{

Conclusion : APPROVED /
3axnrouenue: OJJOBPEHO

Prepared by /
[Toarotorneno: Santosh
Kumar Maurya k}}?”

Checked by /
IMposepeno: Pardeep Kumar

—

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

Manoj Kumar a g ﬂ

Dale/
JHata: 30.06.2024

Dale/
Jlata: 30.06.2024

Dale /
Hata: 30.06.2024

is, Hyderahad - 500024, Telangana, india
Email: mail@drreddys.com
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Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

[ 1]
Dr. Reddy’s ‘... Vill. Khol, Nalagarh Road, Baddi,
= Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Product: Exifine (terbinafine), cream for external use 1 %
Ox3upuu® (TepOounaduH), KpeM AJsl HAPYKHOro npuMeHenus 1 %

Batch No. / Cepusi Ne : V240425 Batch Size / O6bem maptum : 38095.0
Analytical Report No / AHaanTndeckuii oTder No : Date of Analysis / laTa ananu3za : 30.06.2024
040002577871

Date of Manufacture / lata npousBogcrea : 06/2024 Date of Expiry / Cpok roagnocrn : 05/2027

Analysis performed according ND / Ananus nposeaen no HJI: I[1 N011536/02-021121)

Page 5 of 5

Sr. Test / IlokazaTens Result / PesyasTaTsl Specification / Hopma
No.

1] | Shelflife / Cpok rogHocTH |3 years / 3 roga

API name / Haumenopaune AD®C: Terbinafine hydrochloride / Tep6unaduna ruapoxI0pUI

INN / MHH: Terbinafine / Tepbunadun

API manufacturer batch number / TN24010001

Homep cepun npousoguresi ADC:

FP Manufacturer API Batch number / FERA00121

Homep cepuu cyGcTasunn
nponssoguTens I'JID:

API Manufactured by & country / Xerepo Jla6c Jlumurten, Manus / Hetero Labs Limited, India
IIponseoautenp ADC, crpana:

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IpoaykT cootBeTcTByeT Tpe6osanusam HJ| | 3akmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarororneno: Santosh | ITposepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoaurens
Kumar Maurya Manoj Kumar i

a2 g |y
Date / Date / Date /
Hata: 30.06.2024 Hara: 30.06.2024 JHara: 30.06.2024

Road o 3, Banjara Hills, Hyderabad - 500024, Telangana, India
w01 40 900 2999, Email: mail@drraddys.com
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