Dr.Reddy’s ‘;‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIM3A
Product: Exifine (terbinafine), cream for external use 1 %
Jic3upuH® (Tepbunadun), KpeM s Hapy:KHoro npumenenus 1 %
Batch No. / Cepus Ne : V230799 Batch Size / O6nbem naprTu : 46687.000
Analytical Report No / AHannTHYecKkHii oT4eT Ne Date of Analysis / Jlata anaansa : 31.10.2023
1040002242285
Date of Manufacture / Jlata mpoussoactsa : 10-2023 Date of Expiry / Cpox roanocru : 09-2026
Analysis performed according ND / Ananus nposexen no HJI: IT N011536/02-021121)
Page 1of 5
Sr. Test / IlokazaTenn Result / Pe3yabTaThl Specification / Hopma
No. )
1 | Description/ White homogeneous White or off-white homogeneous cream /
Onucanue cream. / OnHOpPOMHEIH Kpem 6e10ro Wiy HouTH Genoro
OnHOPOAHBIHA KpeM 1BETA.
fenoro LBeTa.
2 | Identification / Complies as prescribed/ |Retention time of main peak in the
[HoaIuHHOCTD COOTBETCTBYET chromatogram of test solution should
TpeBOBaHASIM correspond to retention ti.me of main peak‘ in
the chromatogram of terbinafine hydrochloride
reference standard solution (section “Assay”). /
Bpems yOep>KUBaHHs OCHOBHOIO MMKa Ha
XpoMaTOrpaMMe  MCIIBITYyEMOro  pacTBOpa
JOJDKHO COOTBETCTBOBATD BpeMEHU
yIep>KUBaHUs OCHOBHOTI'O nHKa Ha
XpoMarorpamMme  pacTBopa  CTaHJapTHOrO
obpasua TepbuHad¥Ha MHApOXIopuaa (pasaen
«KonyyecTBeHHOE ONpeeTIeHUEY).
3 | pH of aqueous dispersion / 6.71 From 6.0 to 7.5/ Ot 6,0 10 7,5
pH BOHOH gucnepcuu

Remarks: The Product confirms to ND/
Ipumeuanue: [TpofyKT cooTBeTcTBYeT Tpebosanuam HJT

Conclusion: APPROVED /
3akaouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarororneno: Santosh | [Iposepeno: Pardeep Kumar Onobpeno: Menemxkep / PykoBoauren
Kumar Maurya’fy}_, Abhishek Chauhak\

Date/ Date / Date / 1

Hara: 31.10.2023 Jara: 31.10.2023 Hara: 31.10.2023

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: L85135AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ":'.

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

CEPTU®UKAT AHAJIU3A

Product: Exifine (terbinafine), cream for external use 1 %

Di3nudua® (repbunadun), KpeMm Jist HAPYKRKHON0 NPHMEHEHHS 1%

BatchNo. / Cepun Ne : V230799

Batch Size / O6bem napruu : 46687.000

Analjtical Report No / AnaauTHuecKknii oTyeT Ne
:040002242285

Date of Analysis / JlaTa anamisza : 31.10.2023

Date of Manufacture / Jlara npousgoncrsa : 10-2023

Date of Expiry / Cpok roguocts : 09-2026

Analysis performed according ND / Ananus nposejen no H/L: I N011536/02-021121)

Page 2 of 5
Sr. Test / ITokaszaTenan Result / Pe3yabTaThl Specification / Hopma
No.
4 | Related substances (HPLC)/ 0.03% Any individual unidentified impurity — not
PoncteeHHbIE puMecH more than 0.7% /
(BOXKX) Jrobas eauHUYHAS HeMACHTUOUIMPOBAHHAS
npumech — He 6onee 0,7%.
0.0304% Total impurities — not more than 1.0 %/
Cymma npumeceit — He 6onee 1,0 %.
5 | Weight of the package
content /
Macca COJIEP>)KUMOT0
YTAKOBKH:
- awerage weight / 10g/10r Not less than labeled (10 g) /
cpenHss Macca He menee HomuHanbHOM (10 1)
- weight of 1 tube / 10g/10r 10 g+9% (9.1 gto 10.9 g) /
macca 1 TyObl 10r+9 % (or 9,1 r 5o 10,9 1)
-

Remarks: The Product confirms to ND/
Tpumeuanne: [TpoaykT coorBeTcTBYeT Tpebosanusim HL

Conclusion: APPROVED /
3akmouenne: OJJObPEHO

Prepared by /
Tloarotoeneno: Santosh
Kumar Maurya ﬁ\

Checked by /
I[Tposepeno: Pardeep Kumar

—

Approved by: Manager/Executive /

Ono6peno: Menengkep / PykoBoauTeb
Abhishek Chauhaikv \

Date /
JHata: 31.10.2023

Date /
Jara: 31.10.2023

Date / \
Jlara: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 298Y, kmail: mail@drreddys.com
CIN: L85155AP1984P1C004507
www.drreddys.com




Dr.Reddy’s ‘,‘:‘.'

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.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Exifine (terbinafine), cream for external use 1 %

Ix3uPHH® (TepOnuaduH), Kpem MJisi HAPYKHOTro NpuMeHeHusi 1 %

Batch No. / Cepus Ne : V230799

Batch Size / O6bem nmaptuu : 46687.000

Analytical Report No / Asaautnuecknii oruet Ne
1040002242285

Date of Analysis / JaTa ananu3za : 31.10.2023

Date of Manufacture / lata npoussogcrsa : 10-2023

Date of Expiry / Cpok rognoctu : 09-2026

Analysis performed according ND / Ananu3z nposegen mo HJ[: [T N011536/02-021121)

Page 3of 5§
Sr. Test / Iloka3zaTenn Result / Pe3yabTaThl Specification / Hopma
No.
6 | Microbial purity /
Muxkpobuonoruyeckas
YUCTOTA
Total aerobic bacteria count <10 CFU/g/ Not more than 100 CFU/g/
and total combined yeast and <10 KOE/r He 6onee 100 KOE/r
moulds / Ob1iee yucno
a’po0HBIX bakTepuit 1
JIPOMOKEBBIX U TJIECHEBBIX
rpuboB (CyMMapHO)
Staphylococcus aureus Absent / OtcytctByeT | Shall be absentin 1 g/
OtcyTrctBUEe B 1 T
P. aeruginosa Absent / OrcytctByeT | Shall be absentin 1 g/
OtcytcTBHE B 1T
7 | Assay/ KonuuecTBeHHOE 9.91 mg/9.91 mr Not less than 9.0 mg and not more than 11.0

OMPEACTICHUE

mg of C21HzsN'HCI (terbinafine hydrochloride)
in 1g of cream / Or 9,0Mr mo 11,0Mr
C21H2sN-HCl (tepbunaduba rEOpOXIOPHI) B

1 r kpema.

Remarks: The Product confirms to ND/
IIpumcyannc: ITpoayKT cooTBCTCTBYCT TpcboaHuam 11]]

Conclusion: APPROVED /
3arcmorenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroroeneno: Santosh IIposepeno: Pardeep Kumar Onobpeno: Menezpkep / PykoBoaurens
Kumar Maurya | I - Abhishek Chauhan \

Date / Date / Date / ‘

Hara: 31.10.2023 Hara: 31.10.2023 Jara: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax- +91 4N 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

®e
Dr. Red dy,s ‘.... 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
CEPTHOUKAT AHAJIH3A

Product: Exifine (terbinafine), cream for external use 1 %
Jx3upua® (repbunadiin), Kpem s HAPYKHOTo npumeHenns 1 %

Batch No. / Cepus Ne : V230799 Batch Size / O6bem napran : 46687.000
Analytical Report No / AHaauTHYecKu# oT4eT Ne Date of Analysis / [laTta ananu3a : 31.10.2023
:040002242285
Date of Manufacture / JlaTa npousBoacTsa : 10-2023 Date of Expiry / Cpok rognocts : 09-2026
Analysis performed according ND / Ananus nposenen no HJI: [T N011536/02-021 121)
Page 4 of 5

Sr. Test / ITokaszarean Result / Pe3ynbTaThl Specification / Hopma
No.

8 | Package / YnakoBka 10 g in a tube of[l0 g in a tube of lacquered aluminum. Each

lacquered aluminum. tube and patient information leaflet in a carton

Each tube and patient|pack. / Ilo 10 r B TyOy M3 NaKMpOBaHHOrO
information leaflet in alamomunus. Kaxnayo Ty6y ¢ MucTpykuuei no
carton pack. / [To 10 r B|MpUMEHEHUIO MOMELIAIOT B NAUKY KAPTOHHYIO.
TyOy M3 JIaKUPOBAaHHOIO
ANFOMMHHUSI. Kaxnyro
Ty6y ¢ MHcTpykuuei mno
IPAMEHEHHUIO MOMELIAIT
B MAYKy KapTOHHYIO.

9 | Labeling / MapkupoBka According to ND. / B cootserctuy ¢ HJL.
10 | Storage conditions / At temperature below 25°C. Do not freeze /
Xpanenne I1pu Temneparype He Bbile 25 °C. He 3aMOpaxuBaTh

11 | Shelflife / Cpox rogHocTH |3 years /3 roga

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ipumeuanne: [IpoayKT cooTBeTCTBYeT TpeGoanuam HJI | 3akmodenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IMogrotoeneHo: Santosh | ITpoBepeno: Pardeep Kumar Ono6peHo: Meuesgep / PykoBOMTENb

Kumar MauryaQ(SO\ QP Abhishek Chauh \
— -

Date / Date / Date /
Jara: 31.10.2023 Jara: 31.10.2023 Jlara: 31.10.2023

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: L85155AP1984PLC004507
www.drreddys.com




e Dr. Reddy's Laboratories Ltd.
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r.i<e y S ® 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
CEPTUO®UKAT AHAJIU3A

Product: Exifine (terbinafine), cream for external use 1 %
Dx3upun® (Tepbunadun), KpeM AJisl HAPYKHOro npuMenenus 1 %

Batch No. / Cepusi Ne : V230799 Batch Size / O6bem nmapTuu : 46687.000
Analytical Report No / AHanuTHUeCKHH 0TYeT Ne Date of Analysis / /lata ananu3a : 31.10.2023
:040002242285
Date of Manufacture / JlaTa mpoussoactsa : 10-2023 Date of Expiry / Cpok roanocrtu : 09-2026
Analysis performed according ND / Anaans nposeaen no HJI: [T N0O11536/02-021121)
Page Sof 5
API name / HaumenoBanue A®C: Terbinafine hydrochloride / TepbunaguHa rugpoxnopui
INN / MHH: Terbinafine / Tepbunadun
API manufacturer batch number / TN22090064
Homep cepuu npouspoautenss APC:
FP Manufacturer API Batch number / FEPA04307

Homep cepuu cyGcTaHUHH
npousBoautes IJIdD:

API Manufactured by & country / Xerepo Jla6c Jlumuten, Uuaus / Hetero Labs Limited, India
IIpousBoautear APC, crpana:

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Tpumeuanue: [poaykt cooTeeTcTByeT TpeGosanmsim HI | 3akmovenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IMoarotosneno: Santosh | [1posepeno: Pardeep Kumar OnobpeHo: MGH@P}'KOBOLLHTCHB

Kumar Maurya ‘& cﬁ_/_ Abhishek Chauhak \

Date/ Date / Date /
Jara: 31.10.2023 Jara: 31.10.2023 Jara: 31.10.2023

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: mall@drreddys.com
CIN: L851S5AP1984PLC004507
www.drreddys.com




