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

CEPTHOUKAT AHAJINU3A
Product: Exifine (terbinafine), cream for external use 1 %
Ax3ndun® (Tepbunadun), kpem aus Hapyxsoro npumenenns 1 %
Batch No. / Cepas Ne : V230487 ' Batch Size / O6nem naptun : 30476,000
Analytical Report No / Apaiurudecknii oryeT Ne Date of Analysis / /laTa ananun3a : 23.06.2023
:040001912578
Date of Manufacture / /lara npon3sogerea : Jun-2023 Date of Expiry / Cpox roguoctu : May-2026
Analysis performed according ND / Anasnus nposenen no HI: IT N011536/02-021121)
Page 1 of 5
Sr. Test / IlokazaTenn Result / PesyneTaTsi Specification / Hopma
No.
1 | Description / White homogeneous White or off-white homogeneous cream /
OmnHcanue cream. / OznHOpoAHBIii kpeM Genoro Wiy nodtd Genoro
OnHoponHEIi KpeM LIBETA.
6enoro 1gera.
2 | Identification / Complies as prescribed/ | Retention time of main peak in the
ITopnuHAOCTS COOTBETCTBYET chromatogram of test solution should
Tpe6oBaHuM ;correspond to retention time of main peak in
‘the chromatogram of terbinafine hydrochloride
reference standard solution (section “Assay™). /
Bpemst yOepKHBaHUS OCHOBHOTO NMKa Ha
XpOMaTOTpAMME  HCIBITYEMOro  pacTBOpa
LOJKHO COOTBETCTBOBATh BpEMEHHU
YIEepIKUBaHUA OCHOBHOTO ¥Ka Ha
XpoMarorpaMMe  PacTBopa  CTaHIAPTHOTrO
obpasua Tepbunaduna ruApoxIopuaa (pasmen
«KoHYeCTBEHHOE ONPEACIIEHHEN).
3 | pH of aqueous dispersion / 6.95 :From 6.0 to 7.5/ Ot 6,0 no 7,5
pH BonHO# Aucnepcuu

Remarks : The Product confirms to ND/
Ipumeyanue: [Ipoaykr coorBercTByeT TpeboBanmsM HJI

Conclusion : APPROVED /
3axkmouenne: OJIOBPEHO

Prepared by /
ITogroTorneHo: Ankaj
Verma

R

Checked by /
IIpoBepeno: Pardeep Kumar

il

Approved by: Manager/Executive /
Opobpeno: Menemxep / PykopogaTteb

Ajay Sharma @

Date /
Hara: 23.06.2023

Date /
Jara; 23.06.2023

Date /
Hata: 23.06.2023

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: L85195AP1984PLCO04507

www.drreddys.com
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Selan, H.P,, 173 205, INDJA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product: Exifine (terbinafine), cream for external use 1 %
Sxzuduu® (Tepbunadun), Kpem st Hapy:xuoro npumenenns 1 %

Batch No. / Cepusa Ne : V230487

{Batch Size / O6bem mapruu : 30476.000

:040001912578

Analytical Report No / Amannrrueckuii order No

Date of Analysis/ lara ananusa : 23.06.2023

Date of Manufacture / JaTa npouseogerea : Jun-2023

Date of Expiry / Cpox roguocTtn : May-2026

Analysis performed according ND / Ananns nposesen no HJL: 11 N011536/02-021121)

Page 2 of 5
Sr. Test / Iloka3aTenn Result / PesyabTaTh! Specification / Hopma
No.
4 | Related substances (HPLC)/ Below BDL (BDL= Any individual unidentified impurity — not
PoncteeHHble npumMecu | 4547)/ Huxe nopora | more than 0.7% /
(B2XX) peructpauuu (TIP Jobas efuHHYHAx HeuACHTHGULUPOBAHHAS
=4547) npuMech — He 6onee 0,7%.
Below BDL/ Hixe Total impurities — not more than 1.0 % /
nopora pericrpain | Cymma npumeceii — He 6onee 1,0 %.
5 | Weight of the package
content /
Macca COIEPXXHMOTO
YIaKOBKH: '
- awerage weight / 11g/1lr Not less than labeled (10 g) /
cpenHss Macca He Menee HomuHansHOMH (10 r)

Remarks : The Product confirms to ND/
ITpumeuanue: Iponyxr coorercrayer TpeGosannsm HIT

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Prepared by /
Ioaroroenexo: Ankaj

Verma /ff/

Checked by /
IIpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykoBoautenb

Ajay Sharma Q

—

Date /
Jara: 23.06.2023

Date/

Jara:-23.06.2023

Date /
JHara: 23.06.2023

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: L85185AP1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTH3A

Dr. Reddy's Laboratories Ltq,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P.,, 173205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

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

Dsudun® (repbunadun), Kpem Aas HapyAiHoro npumMenenns 1 %

Batch No. / Cepust No : V230487

Batch Size / O6bem naprau : 30476.000

Analytical Report No / AmajpnTagecknii oTuer Ne
:040001912578

Date of Analysis / lata ananm3sa : 23.06.2023

Date of Manufacture / [lata npou3zsogersa : Jun-2023

—
Date of Expiry / Cpok rogsoct : May-2026

Analysis performed according ND / Ananus nposenen no HJ: [T N011536/02-021121)

Page 3 of 5§
Sr. Test / Ilokazaress Result / PesyabTaThr Specification / Hopma
No.
- weight of 1 tube / 11g/1lr 10 g+9% (9.1 gto 109 g) /
Macca 1 TyGEl 10r+£9% (or 9,1 r 50 10,9r1)
6 | Microbial purity /
Mpukpobronoruieckas
YHCTOTa
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 / O61uee uncio
a3pobHbix 6akTepuit u
JIPONOKEBLIX U MJIECHEBBIX
rpuboB (cyMMapHo)
Staphylococcus aureus Absent / OtcyrctByer | Shall be absentin 1 g/
OrcyrctBue B 1 1

Remarks : The Product confirms to ND/
IIpumeuanne: [IpogykT cooTBercTByeT TpebopaHusM HJJ

Conclusion : APPROVED /
3aknouenne: OJJOBPEHO

Prepared by /
IMorrorosneHo: Ankaj
Verma

Checked by /
IIposepeno: Pardeep Kumar

L.

Onobpeno: Menemxep / PykoBonurens

Ajay Sharma @(

Date /
MHara: 23.06.2023

Date /
Hara: 23.06.2023

Date /
Jara: 23.06.2023

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: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltq,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIU3A

Product: Exifine (terbinafine), cream for external use 1 %
Dx3udru® (repbunadun), Kpem JIs HapyxRHOro npuMedenus 1 %

Batch No. / Cepusi Ne : V230487

Batch Size / O0nem mapTus : 30476.000

Analytical Report No / AHanHTHYecKHii oT9eT Ne
:040001912578

Date of Analysis / IaTa ananu3a : 23.06.2023

Date of Manufacture / J{lata npou3Boacraa : Jun-2023

Date of Expiry / Cpok rogsocts : May-2026

Analysis performed according ND / Anaauns nposenen no HJI: IT N011536/02-021121)

Page 4 of 5
Sr. Test / Iloxa3saTesas Result / Pesyabrarst Specification / Hopma
No.
P. aeruginosa Absent / Otcyrcreyer | Shall be absent in 1 g/
OrcyTtcrBHE B I
7 | Assay/KonudecrseHHOE 9.93 mg/9.93 Mr Not less than 9.0 mg and not more than 11.0
OTpe/ieNeHue : mg of C;;H2sN'HCI (terbinafine hydrochloride)
in 1g of cream / Or 9,0mMr ao 11,0 mr
Cy 1 HasN-HC1 (tepbunaduHa ruapoxnopua) B
1 r kpema.
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
Each tube and patient|pack. / I[Io 10 r B TyOGy M3 JaKMPOBAHHOIrO
information leaflet in a|amomunug. Kaxnyio Ty6y ¢ UHcTpykuHeii mo
carton pack. / ITo 10 r B|NpUMEHEHHIO MOMEILAIOT B Na4YKy KapPTOHHYIO.
Ty6y H3 JaKHpOBaHHOTO
AJFOMHHHUSL. Kaxayio
TyOby ¢ Wuctpykuueid no
NPUMEHEHUIO [OMEILAtOT
B Ma4Ky KApTOHHYIO.
9 | Labeling / MapkiipoBka According to ND. / B cootBetctuu ¢ HJI,
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [TpoavkT cooTReTcTRYET TReGaranuam HJT | 3axmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBneHo: Ankaj IIpoeepeno: Pardeep Kumar Onobpeno: Menemxep / PykosoauTens
Verma E Ajay Sharma @
Date / . Date / Date /
Jara: 23.06.2023 Hara: 23.06.2023 Hara: 23.06.2023

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telanganz, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



‘.. Dr. Reddy's Laboratories Ltd.

’ °@® Formulation Unit-6

Dr’ Reddy s -. Vill. Kho!, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, IND{A

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

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A
Product: Exifine (terbinafine), cream for external use 1 %
Dx3upuu® (TepOuHadGHH), KPeM ANS HAPYXKHOTO npumeHenns 1 %
Batch No. / Cepust Ne : V230487 Batch Size / OGbem naptas : 30476.000
Analytical Report No / ApanuTHYecKHH oT4eT No Date of Analysis / lara anaimsa : 23.06.2023

:040001912578
Date of Manufacture / JlaTa npon3poicTsa : Jun-2023 Date of Expiry / Cpox roguocts : May-2026
Analysis performed according ND / Asanns nposesen no HJ; I1 N011536/02-021121)

Page S of §

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

10 | Storage conditions / At temperature below 25°C. Do not freeze /

XpaHenue Ilpu Temneparype He Brilie 25 °C. He 3aMopaxuBath

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

API name / Haumernosanue ADC: Terbinafine hydrochloride / Tep6unadnsa ruapoxnIopas
INN / MHH: Terbinafine / Tepbunapun

API manufacturer batch number / TN22090060

Homep cepuu npouseoautenas APOC:

FP Manufacturer API Batch number / FEPA03521

Homep cepun cy6cTaHIuH
npousBoguTeas IJID:

API Manufactured by & country / Xetepo Jlabe Jlumuren, Muausa / Hetero Labs Limited, India
IIpouseoanrenas ADC, crpana:

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [IpoaykT cootseTcTBYeT Tpebopannsam HJI | 3awnoyenne: OIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MogrotosneHo: Ankaj [Tposepeno: Pardeep Kumar Onobpeno: Menemxkep / PykosoauTtenb
Verma & , Ajay Sharma (&/

Date / Date/ Date /

Jlara; 23.06.2023 Hara: 23.06.2023 Hara: 23.06.2023

Registrred Office: 8-2-337, Road No_ 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




