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

Viil. 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 %
Ix3upuu® (Tepobunadun), KpeM 1Jst HapyKHOro npuMerenus 1 %
Batch No. / Cepusi Ne : V240015 Batch Size / O6pem mapTun : 46590.000
Analytical Report No / AHanuTH4YecKHiH oTgeT No Date of Analysis / laTa ananu3za : 15.02.2024
:040002419009
Date of Manufacture / lata npousBoactsa : 02/2024 Date of Expiry / Cpok rogsoctu : 01/2027
Analysis performed according ND / Anaau3 nposegen mo HJI: IT N011536/02-021121)
Page 1of 5
Sr. Test / IlokazaTenn Result / PesyabTaTsl Specification / Hopma
No.
1 | Description / White homogeneous White or off-white homogeneous cream /
Onyucanue cream. / OnHOpOHBIH KpeM 6e10ro Wix noutu 6enoro
OnHOpPOJHBIH KpeM L[BETA.
Genoro LBeTA.
2 | Identification / Complies as prescribed/ | Retention time of main peak in the
[ToptMHHOCTD COOTBETCTBYET chromatogram of test solution should
TpeGOBAHMSM correspond to retention time of main peak in
the chromatogram of terbinafine hydrochloride
reference standard solution (section “Assay”). /
Bpemss ynepxuBaHHMss OCHOBHOrO THKa Ha
XpoMmarorpaMMe  HCIBITYEMOro  pacTBOpa
IOJKHO COOTBETCTBOBATh BpEMEHH
yJep>KHUBaHHsI OCHOBHOT'O nuKa Ha
XpoMaTorpaMMe  pacTBopa  CTaHAAPTHOrO
obpasua tepbuHaduHa ruapoxiopuaa (pasmen
«KonuuecTBeHHOE OTIPEEICHUEY).
3 | pH of aqueous dispersion / 6.93 From 6.0 to 7.5/ 0t 6,0 n0 7,5
pH BoaHO# nucnepcun
Remarks: The Product confirms to ND/ Conclusion: APPROVED./
Tpumeuanne: [Tpoaykr coorsercrByet TpeGosanuam HJ | 3akmouenue: OMOBPEHO

Prepared by /
[ToaroroeneHo: Santosh
Kumar Maurya 5;“"

=

Checked by /
[Tpoeepeno: Pardeep Kumar

-

Approved by: Manager/Executive /

Ono6peno: Menemxep / PykoBogurens
Abhishek Chauhan \

Date /
Jara: 15.02.2024

Date /
Jara: 15.02.2024

Date /
Hara: 15.02.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A

Product: Exifine (terbinafine), cream for external use 1 %
I3 pun® (TepOouHaduH), KpeM JJIsi HAPYKHOro npuMedeHus 1 %

Batch No. / Cepusi Ne : V240015 Batch Size / O6bem nmaptun : 46590.000
Analytical Report No / AnanuTH4YeckHi oTyeT Ne Date of Analysis / /laTta anamsa : 15.02.2024
:040002419009

Date of Manufacture / lara mpoussoacTsa : 02/2024 Date of Expiry / Cpok rognoct : 01/2027

Analysis performed according ND / Anaaus nposexen no HJ: [T N011536/02-021121)

Page 2 of 5
Sr. Test / Iloka3aTenn Result / Pe3yabTaTsl Specification / Hopma
No.
4 | Related substances (HPLC)/ 0.03% Any individual unidentified impurity — not
PoncreeHHbIE npUMecH more than 0.7% /
(BOXX) JIoGass efgMHMYHAS HEWOCHTH)UIMPOBAHHAS
npumech — He Hosee 0,7%.
0.0318% Total impurities — not more than 1.0 % /
CyMma nipuMeceii — He 6onee 1,0 %.
5 | Weight of the package
content /
Macca COJIEPKHUMOTO
YTaKOBKH:
- awerage weight / 10g/10r Not less than labeled (10 g) /
cpenHsisi Macca He menee nomuuansHoi# (10 1)
- weight of 1 tube / 10g/10r 10g+9% (9.1 gt0 109 g)/
Macca 1 TyObl 10r+£9% (ot 9,1 r 1o 10,9 1)
Remarks: The Product confirms to ND/ Conclusion: APPROVED/
Ipumeuanne: [IpoxyxT cootBeTcTBYET Tpebopanuam HJl | 3akmouenne: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[Toarorosneno: Santosh | [IpoBepeno: Pardeep Kumar Onobpeno: Menejpkep / PykoBoaurens

Kumar Maurya @4/ Abhishek Chauha;
o o ‘ =

Date / Date / Date /
Jata: 15.02.2024 Jara: 15.02.2024 Jara: 15.02.2024
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

Product: Exifine (terbinafine), cream for external use 1 %
Ox3upuH® (TepOouHaAPHH), KpeM 1/ Hapy»kHOro npumeHenus 1 %

Batch No. / Cepust Ne : V240015

Batch Size / O6bem naptuu : 46590.000

:040002419009

Analytical Report No / AHamTayeckuii oryet Ne

Date of Analysis / [laTa ananuza : 15.02.2024

Date of Manufacture / /lata npousBoacTsa : 02/2024

Date of Expiry / Cpok roasocrs : 01/2027

Analysis performed according ND / Auaau3 nposeaen mo HJI: [1 NO11536/02-021121)

Page 3 of 5
Sr. Test / Iloka3zarenn Result / Pe3ynbTaThl 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 / O6ee yrcio

aspoOHBIX OakTepuit U

JPOMOKEBBIX U MJIECHEBBIX

rpuboB (CyMMapHO)

Staphylococcus aureus Absent / Otcyrcteyer | Shall be absentin 1 g/
OrcytctBUe B 1 T
P. aeruginosa Absent / OtcyrctByer | Shall be absent in 1 g/
OtcyrctBUE B 1T
7 | Assay/ KonnuectBeHHoe 9.96 mg/ 9.96 mr Not less than 9.0 mg and not more than 11.0

olpefieNIeHue mg of CyHsN'HCI (terbinafine hydrochloride)
in 1g of cream / Ot 9,0mr go 11,0mr
C21H2sN-HCl (tepbunaduna ruapoxiopun) B
1 r kpema.

Remarks: The Product confirms to ND/
Ilpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanusam HJL

Conclusion: APPROVED /
3axnwuyenne: OJJOBPEHO

Jara: 15.02.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBaeno: Santosh | [Ipoeepeno: Pardeep Kumar Ono6peno: Menemkep / PykoBoaurtens
Kumar Maurya é.’ [ Abhishek Chauhan

ury. 2.8 ;
Date/ Date / Date /

Hara: 15.02.2024

Jara: 15.02.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Product: Exifine (terbinafine), cream for external use 1 %
Ix3uPpnH® (TepOHHaAPHH), KpeM AJ5 HAPY:KHOro npumeneHus 1 %

Batch No. / Cepus Ne : V240015

Batch Size / O6bem naptuu : 46590.000

Analytical Report No / Ananutu4yeckunii oryer Ne
1040002419009

Date of Analysis / Jlata ananusa : 15.02.2024

Date of Manufacture / Jlata npoussoacrsa : 02/2024

Date of Expiry / Cpox roanocru : 01/2027

Analysis performed according ND / Anasnu3s nposeged no HJI: I1 N011536/02-021121)

Each tube and patient
information leaflet in a
carton pack. / Ilo 10 r B
Ty0y U3 JIaKUpPOBaHHOTO
aNOMUHUSL. Kaxnyro
Ty6y ¢ WHcTpykuueid mo
IPUMEHEHUIO MOMEIIAIOT

B NMAYKy KAPTOHHYIO.

Page 4 of 5
Sr. Test / IlokazaTesn Result / Pe3yabTaTnl Specification / Hopma
No.
8 | Package/ YnakoBka 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

pack. / Ilo 10 r B TyOy U3 IaKupOBaHHOrO
amomunus. Kaxnyo Tydoy ¢ UHcTpykuueit nmo
TPUMEHEHHIO NTOMEIIAIOT B Ta4Ky KapTOHHYIO.

9 | Labeling / MapxupoBska According to ND. / B cootserctsun ¢ HJI.

10 | Storage conditions / At temperature below 25°C. Do not freeze /
Xpaunenne IIpu Temnepatype He Bbie 25 °C. He 3amopaxxuBaTh

11 | Shelflife / Cpok ronHoct |3 years / 3 roga

Remarks: The Product confirms to ND/
IIpumeyanmne: [Ipoaykr coorBeTcTBYET TpeboBanusam HJL

Conclusion: APPROVED./
3akaouenue: OJJOBPEHO

Prepared by /
[Moxarorosneno: Santosh
Kumar Maurya

Checked by /
ITpoBepeno: Pardeep Kumar

i

Approved by: Manager/Executive /
Onobpeno: Menekkep / PykoBoaurens
Abhishek Chauha:

Date /
Jara: 15.02.2024

Date /
Hara: 15.02.2024

B
Date / \
Jlara: 15.02.2024
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CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIU3A

Product: Exifine (terbinafine), cream for external use 1 %
Ik3upuH® (TepbuHadun), Kpem sl HapykHoro npumenenus 1 %

Batch No. / Cepust Ne : V240015 Batch Size / O6bem naptuu : 46590.000
Analytical Report No / AHanuTH4ecKuil oTyeT No Date of Analysis / /laTa ananusa : 15.02.2024
:040002419009

Date of Manufacture / lata npoussogctTsa : 02/2024 Date of Expiry / Cpok rognocts : 01/2027

Analysis performed according ND / Ananus nposeaen mo H: [1 N011536/02-021121)

Page 5 of 5
API name / HaumenoBaune A®C: Terbinafine hydrochloride / Tepbunaduna ruapoXJIopug
INN / MHH: Terbinafine / Tepbunapun
API manufacturer batch number / TN22040039
Homep cepuu npouspoautess ADC:
FP Manufacturer API Batch number / FEQA00062

Homep cepuu cyGcTaHIMH
npounspogutena I'JID:

API Manufactured by & country / Xerepo JIa6c Jlumuren, Mnaus / Hetero Labs Limited, India
Iponssogutenr ADPC, crpana:

Remarks: The Product confirms to ND/ Conclusion: APPROVED-/
Tpumeyanue: [Tpoaykr cootBeTcTBYET TpeGoBanusam HJ | 3akmouenne: OIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoeneHo: Santosh | [IpoepeHo: Pardeep Kumar Onobpeno: Menemitep / PykoBoguTtens
Kumar Maurya @/1/ p ] Abhishek Chauhan

Date / Date / Date /

Hara: 15.02.2024 Hara: 15.02.2024 Jara: 15.02.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 22900, Fax: +91 40 4800 2999, Emai!: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.ccm



