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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A

Product: Exifine (terbinafine), cream for external use 1 %
Dx3npHu® (TepOrHadun), KpeM IJis HAPYKHOro npuMeHenus 1 %

Batch No. / Cepusi Ne : V240425

Batch Size / O6nem maptau : 38095.0

Analytical Report No / AHaauTH4YecKHiH oTdeT Ne :

040002577871

Date of Analysis / Jlata anau3a : 30.06.2024

Date of Manufacture / JlaTa nponzsoacrea : 06/2024

Date of Expiry / Cpok roguoern : 05/2027

Analysis performed according ND / Awanus nposenen mo HJI: [T N011536/02-021121)
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Sr.

Test / IloxazaTenn

Result / Pe3yabTaThl

Specification / Hopma

1 | Description /

OnucaHue

White
cream. /

OpHopoaHblit
benoro useTa.

homogencous

KpeM

Whitc or off-white homogeneous cream /

OnHopo/IHbIH kpeM 6enoro HiH MoYTH Oestoro
LIBETA.

2 | Identification/
TlopmUHHOCTE

Complies

COOTBETCTBYET
TpeboBaHUAM

as prescribed/

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’). /
BpeMms ynepuBaHHS OCHOBHOTO INHKa Ha
XpOMaTOrpaMMe  HCIBITYeMOro  pacTBoOpa
JIOJDKHO COOTBETCTBOBATH BpEeMeHU
YAEPXKHUBAHHS OCHOBHOTO IMKa Ha
XpoMmarorpaMMe — pacTBopa  CTaHAAPTHOrO
obpasiia TepbuHaduHa rugpoxaopuia (pasnen
«KonuyecTBEHHOE ONPENEIEHUER).

3 | pH of aqueous dispersion /
pH BozmHoit nucnepcuu

6.65

From 6.0to 7.5/ Ot 6,0 no 7,5

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykr cooTBercTByeT TpebopaHuaM HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
IToarororneno: Santosh
Kumar Maurya %‘

Checked by /

[TpoBepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemxep / PykosoauTeb

Manoj Kumar -
(

Ddte /
Hara: 30.06.2024

Date/
Jara: 30.06.2024

Date /
Hara: 30.06.2024

1, Telengana, india

dedys.com
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

Product: Exifine (terbinafine), cream for external use 1 %
Dx3upuu® (Tepounadun), Kpem AJs HAPYAKHOro npuMeHenns 1 %

Batch No./ Cepust Ne : V240425
Analytical Report No / AranuTHdecKui oT4yer No :
040002577871
Date of Manufacture / [lata nponssogcrsa : 06/2024

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

Batch Size / O6nem maprun : 38095.0

Date of Analysis / laTta ananu3sa : 30.06.2024

Date of Expiry / Cpok rogaoct : 05/2027

- awerage weight /
cpenHsis Macca

- weight of 1 tube /
Macca 1 Ty6bl
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FSr. Test / IlokazaTesnb Result / Pe3yanTaThl Specification / Hopma
No.
4 | Related substances (IIPLC)/ |Below BDL / Iuwxc | Any individual unidentified impurity — not
PoznctBenHbIe IPUMECH | IOpora perucTpaluuu more than 0.7% /
(B2XX) Jlrobass enMpHuHas HenOEeHTUQUIUPOBaHHas
npuMeck — He 6onee 0,7%.
Below BDL / Hwuxke
II0pOTa perucTpauyum Total impurities — not more than 1.0 % /
CymmMa npuMeceii — He 6onee 1,0 %.
5 | Weight of the package
content /
Macca COJIEPIKUMOTO
YITaKOBKH:

10g/10r

Not less than labeled (10 g) /
He menee somunansHoit (10 1)

102+9% (9.1 gto 109 g)/
10r+£9% (or 9,1 r no 10,9 1)

Remarks : The Product confirms to ND/
IIpumeuanue: Ipoaykt coorBeTcTBYET TpeboBanusm H]{

Conclusion : APPROVED /
3aknwuenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Nlonrororneno: Santosh | ITposepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoaurens
Kumar Maurya Manoj Kumar

Ci’—::' -
Date / Date / Date /
Jara: 30.06.2024 Jlara: 30.06.2024 Hara: 30.06.2024

4 - 500024, Telangana, India

H@direddys.com
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Product: Exifine (terbinafine), cream for external use 1 %
Sic3nun® (Tepbunadun), kpem s HapykHoro npumenenns 1 %

Batch No. / Cepus Ne : V240425

Batch Size / O6bem naptiu : 38095.0

Analytical Report No / ARaJIHTHYECKHIT OTYET Ne:

040002577871

Date of Analysis / IaTa anaau3sa : 30.06.2024

Date of Manufacture / [laTa npoussoactea : 06/2024

Date of Expiry / Cpoxk rognaocts : 05/2027

Analysis performed according ND / Anaaus nposenen no H/I: T1N011536/02-021121)
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Sr. Test / IlokazaTejb
No.

Result / Pe3yabTaTsl

Specification / Hopma

6 | Microbial purity /
Miukpobuonoruueckas
YHCTOTA

and total combined yeast
moulds / O61wiee uncio
aspobHbIX OakTepuil U

rpr6oB (CyMMapHO)

Staphylococcus aureus

P. aeruginosa

Total aerobic bacteria count

JPONOKEBBIX U IIJIECHEBBIX

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

Absent / OTCyTCTBYET

Absent / OTcyTcTBYET

Not more than 100 CFU/g /

He 6onee 100 KOE/r

Shall be absentin 1 g/
OtcytctBUEe B 1 T

Shall be absent in 1 g/
OrcyrcTBUe B Ir

Remarks : The Product confirms to ND/
Ilpumeuanue: [TpoaykT cooTBeTcTByeT Tpebopanmsam HII

Conclusion : APPROVED /
3axsmouenne: OJIOBPEHO

Prepared by /

INoxprorosneno: Santosh

Kumar Maurya /
|2

Date /

Jata: 30.06.2024

Checked by /
[Mpoeepero: Pardeep Kumar

L

Date /
Jara: 30.06.2024

Manoj Kumar \
U
Date /

Jlara: 30.06.2024

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykosoauTensb
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIA3A

Product: Exifine (terbinafine), cream for external use 1 %
Jx3npun® (repbunaduu), Kpem 1is HapyAKHOro npuMeHenus 1 %

Batch No. / Cepus Ne : V240425 Batch Size / O6nem naptun : 38095.0
Analytical Report No / Apanutadeckuii oruer Ne : Date of Analysis / Jlata ananu3a : 30.06.2024
040002577871
Date of Manufacture / JlaTa npousBojicTsa : 06/2024 Date of Expiry / Cpoxk roguoct : 05/2027

Analysis performed according ND / Ananns nposenen no H/I: [T N011536/02-021121)

Page 4 of 5

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

7 | Assay / KosmucCTBCHHOC 10.03 mg/ 10.03mr Not less than 9.0 mg and not more than 11.0

onpeJeneHue mg of Co1HysNHCI (terbinafine hydrochloride)

in 1g of cream / Or 90mr mo 11,0mr
C1HasN-HCl1 (tepbuHadyHa THAPOXJIOPHA) B

1 r kpema.
8 | Package/ YmakoBka 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 Tyby M3 JaKAPOBAHHOIO
information leaflet in alamomunus. Kaxmyio Ty6y ¢ MucTpykuue# mo
carton pack. / ITo 10 r B|{Np¥MMEHEHHIO MOMELIAOT B Na4Ky KapTOHHYIO.
TY0y H©3 NaKHPOBAHHOIO
AJIFOMHUHHS. Kaxnyro
Ty6y ¢ HHCcTpyKIHEH 1o
MPUMEHEHUIO TOMELLAIOT
B ITaYKy KapTOHHYIO.

9 | Labeling / MapkupoBka According to ND. / B coorBercteuu ¢ HJL.

10 | Storage conditions / At temperature below 25°C. Do not freeze /
XpaneHue ITpu Temneparype He Bolime 25 °C. He 3amopax#BaTh

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [TponykT cooTreTcTByeT TpeGoBanmam HI[ | 3axiiodenne: OOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBneHo: S@Sh ITposepeno: Pardeep Kumar OnoGpeno: Menemxep / PykoBoANTENb

Kumar Maurya (4% [ Manoj Kumar a ; mﬂ

Date/ Date / Date /
Hara: 30.06.2024 JTara: 30.06.2024 IMara: 30.06.2024
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CERTIFICATE OF ANALYSIS

CEPTHONKAT AHAJIM3A

Product: Exifine (terbinafine), cream for external use 1 %
Jx3nduu® (repbunadun), Kpem s HAPYAKHOTO npuMenenns 1 %

Batch No. / Cepusi Ne : V240425

Batch Size / O6nem maprum : 38095.0

040002577871

Analytical Report No / AuanuTnyecknii oruer Ne :

Date of Analysis / [laTa ananu3za : 30.06.2024

Date of Manufacture / lata npoussoscrsa : 06/2024

Date of Expiry / Cpoxk rogaoctH : 05/2027

Analysis performed according ND / Anasus nposeaen no HJI: [T N011536/02-021121)

Page 5 of 5

No.

Sr. Test / IlokazaTean

Result / PesyabTaThl

Specification / Hopma

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

API name / Haumenosanue ADPC:

Terbinafine hydrochloride / Tep6unaduHa ruipoXaopu

npoussoaurest ['JId:

Homep cepuu cy0cTaHIHH

INN / MHH: Terbinafine / TepOunadun
API manufacturer batch number / TN24010001
Homep cepuu npoussogurtenas ADOC:

FP Manufacturer API Batch number / FERA00121

API Manufactured by & country/
IIpousBoautenr ADC, crpana:

Xetepo Jlabc Jlumuren, Munus / Hetero Labs Limited, India

Remarks : The Product confirms to ND/
ITpumeuanwe: [Iponykr cooTBercTByeT TpeboBanusam HJI

Conclusion : APPROVED /
3axmodenne: OJIOBPEHO

Prepared by /
[Togrorosneno: Santosh

Kumar Maurya Qg)
s

Checked by /
Iposepeno: Pardeep Kumar

Date /
Jara: 30.06.2024

Date/
Hara: 30.06.2024

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoroauTenb
Manoj Kumar y

Date /
Jata: 30.06.2024




