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

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

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Product: Exifine (terbinafine), cream for external use 1 %
Ix3upuu® (tepbunadun), Kpem A1 Hapy:kHOro npumenenust 1 %

Batch No. / Cepua Ne : V230671

Batch Size / O6bem naptuu : 46705.000

Analytical Report No / AnaauTHYecKHii oT4eT Ne
1040002112074

Date of Analysis / JlaTta ananusa : 20.09.2023

Date of Manufacture / Jlata npon3Bojacrea : Sep-2023

Date of Expiry / Cpok rogaoctn : Aug-2026

Analysis performed according ND / Anasus nposeaen no HII: I1 N011536/02-021121)
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Sr.
No.

Test / Iloxa3zarenan

Result / Pe3yabTaThl

Specification / Hopma

1

Description /

Onucanue

Whitc homogencous
cream. /
OnHopoaHbIH KpeM
6ernoro uBeTa.

White or off-white homogeneous cream /

OnHopoaHbIi KpeM 6eJloro Wiu noutu 6enoro
uBeTa.

Identification /
[ToanuHHOCTE

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”). /
Bpemsi ynepxuBaHHMS OCHOBHOTO TMHKa Ha
XpOMaTorpaMMe  HCIBITYEMOTO  pacTBopa
JOJDKHO COOTBETCTBOBAThH BpPEMEHHU
yIEepKUBaHHUS OCHOBHOTO HHKa Ha
XpoMaTorpaMme  pacTBopa  CTaHAApPTHOrO
obpasua tepbuHaduHa rugpoxnopuaa (pasmen
«KonuvecTBeHHOE onpesieieHre).

pH of aqueous dispersion /
pH BoxHO# nucnepcuu

7.38

From 6.0 to 7.5/ 01 6,0 1o 7,5

Remarks : The Product confirms to ND/
Ilpumeyanne: [Ipoaykr cooTBeTcTByeT TpeboBauusam HJT

Conclusion : APPROVED /
3akmaouenue: OJJOBPEHO

Prepared by /
IloaroroBneHo: W
Ramakant

Checked by /
ITpoBepeno: Pardeep Kumar

sl

Approved by: Manager/Executive /

Onobpeno: Menemxep / Pykos JIUTEN b
Manoj Kumar b ;;uf

Date /
Jara: 20.09.2023

Date /
Jara: 20.09.2023

Date /
Hata: 20.09.2023

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
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product: Exifine (terbinafine), cream for external use 1 %
Ix3upuu® (repbunadun), Kpem aast Hapy:kHoro npumeHenust 1 %

Batch No. / Cepus Ne : V230671

Batch Size / O6bem maptun : 46705.000

Analytical Report No / AHaquTHuecKkuii oTuer Ne
:040002112074

Date of Analysis / JlaTa ananu3za : 20.09.2023

Date of Manufacture / lata nponsBojcrsa : Sep-2023

Date of Expiry / Cpok rogaoctu : Aug-2026

Analysis performed according ND / Aunasnus nposegen no H: ITN011536/02-021121)

Mmacca 1 Ty6st
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Sr. Test / IlokazaTens Result / Pe3yabTaThi Specification / Hopma
No.
4 | Related substances (HPLC)/ 0.03% Any individual unidentified impurity — not
Poxncreennsie npuMecu more than 0.7% /
(B2XX) Jobass eauHU4HAsT HEUAEHTH(DHIMPOBAHHAS
npumecs — He 6osee 0,7%.
0.0308 Total impurities — not more than 1.0 % /
CyMmMma npumeceii — He 6onee 1,0 %.
5 | Weight of the package
content /
Macca COIEPKUMOro
YIaKOBKH:
- awerage weight / 10g/10r Not less than labeled (10 g) /
CpelHsAs Macca He MeHee HomuHanbHO# (10 1)
- weight of 1 tube / 10g/10r 10g2+9% (9.1 gto 10.9g)/

10r+£9% (or 9,1 r oo 10,9 1)

Remarks : The Product confirms to ND/
IIpumeyanne: [IpoaykT cooTBeTcTByeT TpeboBanusam HJJ

Conclusion : APPROVED /
3akmouyenue: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneHo: w IIpoBepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBogurens
Ramakant Manoj Kumar @J

Date / Date / Date / -

Hara: 20.09.2023 Hara: 20.09.2023 Hara: 20.09.2023
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

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

x3upuH® (TepOHHadUH), KPeM 1l HAPYKHOro NpHMeHeHus 1 %

Batch No. / Cepus Ne : V230671

Batch Size / O6bem naptuu : 46705.000

Analytical Report No / AnanuTndeckuii or4et No
:040002112074

Date of Analysis / [laTa anannza : 20.09.2023

Date of Manufacture / /lata npon3soactsa : Sep-2023

Date of Expiry / Cpok rogaoctu : Aug-2026

Analysis performed according ND / Anasnns nposeaen no HJI: IT N011536/02-021121)

Total aerobic bacteria count
and total combined yeast and
moulds / Ob1iee uucno
aspobHEIX 6akTepHii U
JPOMOKEBBIX U TJIECHEBBIX
rpuboB (CyMMapHO)

Staphylococcus aureus

P. aeruginosa

<10 CFU/g/
<10 KOE/r

Absent / OTcyTcTBYET

Absent / OTcyTCTBYET

Page 3 of 5
Sr Test / Iloxa3zaTesb Result / PesyabTaThl Specification / Hopma
No.
6 | Microbial purity /
Muxkpobuonoruyeckas
qUCTOTa

Not more than 100 CFU/g /

He 6onee 100 KOE/r

Shall be absentin 1 g/
OtcytcTBUE B 1 T

Shall be absent in 1 g/
OtcytcTBHE B IT

Assay / KonmiuecTBeHHOE
ornpeeNieHne

10.07 mg / 10.07 mr

Not less than 9.0 mg and not more than 11.0
mg of C1HosN'HCI (terbinafine hydrochloride)
in 1g of cream / Or 9,0mMr go 11,0mMr
C21HsN-HC1 (tepbunaduna ruapoxnopua) B

1 r xpema.

Remarks : The Product confirms to ND/

Ilpumeuanne: [Ipoaykr coorsercTByeT TpeboBanusaM HJI

Conclusion : APPROVED /
3axmrouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTosaeHo: /) ITpoBepeno: Pardeep Kumar OnobpeHo: Menemxep / PykosoanTensb
Ramakant ]“ﬁﬁ'—l’k’w/r Manoj Kumar ; ‘Jma?

Date / Date / Date / S

Jara: 20.09.2023 Jata: 20.09.2023 Hara: 20.09.2023
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIHU3A

Product: Exifine (terbinafine), cream for external use 1 %
Ixk3upuH® (TepbunaduH), KpeM 1ast HapykHOro npumernenus 1 %

Batch No. / Cepus Ne : V230671

Batch Size / O6bem naptuu : 46705.000

Analytical Report No / AHaauTH4eckuii oT4er Nt Date of Analysis / laTa ananmnza : 20.09.2023
1040002112074

Date of Manufacture / laTa npoussoactsa : Sep-2023 Date of Expiry / Cpok roasoctH : Aug-2026

Analysis performed according ND / Asanus nposeaen no HJI: [T N011536/02-021121)
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Sr. Test / Iloka3aTenn Result / PesyabTathl Specification / Hopma
No.
8 | Package / Vmakonka 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. / Ilo 10 r B TYyOy U3 JakupOBaHHOrO
information leaflet in alamomunus. Kaxnayio tyby ¢ Uuctpykuueii mo
carton pack. / Ilo 10 r B|IpUMEHEHHIO MOMELIAIOT B MAYKy KAPTOHHYIO.
TyOy U3 JaKUpPOBaHHOTO
anfOMUHHUS. Kaxayo
TyOy ¢ HHcTpykuue#d mo
NPUMEHEHHIO [TOMELIAIOT
B NaYKy KAPTOHHYIO.
9 | Labeling / MapkupoBka According to ND. / B cootBercTBuu ¢ HJI,
10 | Storage conditions / At temperature below 25°C. Do not freeze /
XpaHenue IIpu Temnepatype He Bbile 25 °C. He 3aMopaxuBaTh
11| Shelflife / Cpok romHocta (3 years /3 roga
API name / Haumenosanue ADC: Terbinafine hydrochloride / Tep6unaduna rugpoxiopu
INN / MHH: Terbinafine / Tepbunadun
API manufacturer batch number / TN22090064
Homep cepun nponzpoautens ADC:
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Tpoaykt coorBercTByeT TpeGosanusm HI | 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBnexo: ;@Wﬂ\ ITposepeno: Pardeep Kumar Onobpeno: Menemxkep / PykoBojiutens
Ramakant s c;f,——J Manoj Kumar ;1;; é:ﬁ el
Date / Date / Date /
ara: 20.09.2023 Hara: 20.09.2023 Hara: 20.09.2023
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

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

Dx3upuH® (TepOuHadUH), KPeM MU HAPYXkHOro npuMeneHnus 1 %

Batch No. / Cepust Ne : V230671 Batch Size / O6bem naptnn : 46705.000
Analytical Report No / AHanmuTH4YeckHii oTyeT No Date of Analysis / JJaTa ananu3za : 20.09.2023
1040002112074

Date of Manufacture / laTa mponsBoacrtna : Sep-2023 Date of Expiry / Cpoxk rognoctH : Aug-2026

Analysis performed according ND / Auaaus nposeaen no HI: 1 N011536/02-021121)

Page 5 of 5
FP Manufacturer API Batch number / FEPA04307
Homep cepun cy6ecTanumuu
npousBoauTceas I'JId:
API Manufactured by & country / Xerepo Jla6c Jlumuten, Uuaus / Hetero Labs Limited, India
IIpousBogurens A®C, cTpana:

Remarks : The Product confirms to ND/
ITpumeuanue: [IpoaykT cooreTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3aknoyenue: OJJOBPEHO

Prepared by / Checked by /
IToaroroBneHo: W [IposepeHo: Pardeep Kumar
Ramakant f—

Date / Date /

Jata: 20.09.2023 Jara: 20.09.2023

Approved by: Manager/Executive /

Onobpeno: Menemxep / Pykosoaurens
Manoj Kumar 2; ZEE E"'E‘J

Date / '
Hara: 20.09.2023
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