Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

Product: Exifine (terbinafine), cream for external use 1 %
Dx3upuu® (repbunadun), Kpem Aas HapyKHoro npumenenus 1 %

Batch No. / Cepust Ne : V210810

Batch Size / O6nem naprun : 45905.000SU

1890001540754

Analytical Report No / AHauTHYecKH# oT4eT Ne

Date of Analysis / Jlata anannsa :23.08.2021

Date of Manufacture / [lata mpou3ssoacrsa :July-2021

Date of Expiry / Cpok roaunocts : Jun-2024

Analysis performed according ND / Ana;n3 nposeen no HJI: ITTN011536/02-200416 (amend Ne 1
from 11.10.2016, amend Ne 2 from 14.06.2018, amend Ne 3 from 19.11.2018, amend Ne 4 from 11.12.2019/ u3mM.
No 1 ot 11.10.2016, n3m. Ne 2 ot 14.06.2018, usM. Ne 3 ot 19.11.2018, n3m. Ne 4 ot 11.12.2019)

Page 1 of 4

Sr.
No.

Test / NMokasaTtenb

Result / Pe3ynbTaTthl

Specification / Hopma

1 Description / Onucanue

White homogeneous
cream.

OpHOpPOOHBIN KpeM

White or off-white homogeneous cream /

OpHopoaHblt kpem 6Genoro UMM NOYTU

Genoro. 6enoro useTa.
2 Identification / Complies as Retention time of main peak in the
MoannHHOCTL prescribed/ chromatogram of test solution should
CooTeeTcTBYET correspond to retention time of main peak
TpeGoBaHMAM in the chromatogram of terbinafine

hydrochloride reference standard solution
(section “Assay”). /

Bpems yaepxvuBaHMsA OCHOBHOIMO nuka Ha
XpomarorpaMme MUCMbITYeMOoro pacteopa
OOIMKHO COOTBETCTBOBATb BpeMeHU
YAEPKMBAHUA  OCHOBHOrO  Muka  Ha
XpomaTtorpamme pacTeopa CTaH[apTHOro
obpasua TepbuHacduHa rugpoxnopuaa
(paspen «KonunyecteeHHoe
onpepernexHmey).

Remarks : The Product confirms to ND/
ITpumeuanue: [IpogyKT COOTBETCTBYET TpeDOBaHMAM HJI

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Prepared by /
IToarotoBneHo:
Pardeep Kumar

Checked by /
[Ipogepeno:

) Ravinder Kum >
~f P

Fa (S

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoauTe b:

Kusum Lata
pRSY3

Date /
Jara: 24.08.2021

Date /

Jata: 24.08.2021

Date /
Jara: 24.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 25C0, Fax. 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0G4507

www.drreddys.coni




Dr.Reddy’s Qf’:‘

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A
Product: Exifine (terbinafine), cream for external use 1 %
Di3uduH® (TepbuHaduH), KpeM IS HAPYKHOro npuMenenus 1 %
Batch No. / Cepus Ne : V210810 Batch Size / O6bem maptTuu : 45905.000SU
Analytical Report No / AnannTH4eckuii oryer Ne Date of Analysis / JaTa ananu3za :23.08.2021
:890001540754
Date of Manufacture / lata mpoussoactsa :July-2021 Date of Expiry / Cpox rognocts : Jun-2024
Analysis performed according ND / Auann3 nposeged mo HJIL: T1N011536/02-200416 (amend Ne 1
from 11.10.2016, amend Ne 2 from 14.06.2018, amend Ne 3 from 19.11.2018, amend Ne 4 from 11.12.2019/ uzm.
Ne 1 ot 11.10.2016, u3m. Ne 2 ot 14.06.2018, u3m. Ne 3 ot 19.11.2018, uam. Ne 4 ot 11.12.2019)
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Sr. Test / NokazaTtens Result / PesynbTaTthl Specification / Hopma
No.
3 | pH of aqueous dispersion / 6.63 From6.0t07.5/016,0807,5
pH BoaHOW aucnepcum
4 | Related substances / 0.1% Total impurities — not more than 1.0 % /
lMocTopoHHWe npumecu Cymma npumecei — He Gonee 1,0 %.
5 | Weight of the package
content /
Macca COOEPXKMMOro
YNaKoBKU:
- awerage weight / 10g/10r Not less than labeled (10 g) /
cpeaHas macca He meHee HomuHanbHow (10 r)
- weight of 1 tube / Complies 10 g+9% (9.1 gto 10.9g)/
macca 1 Tybbl 10r+9 % (01 9,1r 8o 10,971)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
pumeuanue: [Ipoaykt cootercTByeT TpeGosanmsam HJI | 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBNEHO: [IposepeHno: = Ono6peno: Menenxep / PyKoBoauTeb:
Pardeep Kumgﬁ/ Ravinder Kumar }9/ Kusum Lata
— = _/
Date / Date / Date /
Jata: 24.08.2021 Hara: 24.08.2021 Hara: 24.08.2021

Registered Officc: 8-2-337, Road No. 3, Banjara Hills, Hydcrabad - 500034, A P, India
Tel: 91 46 4900 29C0, Fax. 91 40 4960 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Exifine (terbinafine), cream for external use 1 %
Dx3sudpuu® (Tepbunadun), Kpem st HAPYKHOI0 MPHMEHEHHs 1%

Batch No. / Cepus Ne : V210810

Batch Size / O6bem naptun : 45905.000SU

890001540754

Analytical Report No / AHaauTHuecKHi 0TYeT Ne

Date of Analysis / lara anannsa :23.08.2021

Date of Manufacture / JlTara npoussogctsa :July-2021

Date of Expiry / Cpok roanoct : Jun-2024

Analysis performed according ND / Anaaus nposenex no HJL: IINOI 1536/02-200416 (amend Ne 1
from 11.10.2016, amend Ne 2 from 14.06.2018, amend Ne 3 from 19.11.2018, amend Ne 4 from 11.12.2019/ u3m.
No 1 ot 11.10.2016, u3m. Ne 2 ot 14.06.2018, u3zm. Ne 3 ot 19.11.2018, uzm. No 4 or 11.12.2019)
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Microbial purity /
Mwukpobuonornyeckas
yucToTa

Total aerobic bacteria
count and total combined
yeast and moulds /
O6LLee uncno aspobHblx
GaKkTepui N APOXOKEBLIX U
nnecHeBbIX rpubdos
(cymmapHo)

Staphylococcus aureus

Less than 10 CFU/g/
MeHee 10 KOE/r

Absent / OtcyTcTBYET

P. aeruginosa

Absent / OtcyTcTBYET

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent /
JOmKHbI OTCYTCTBOBAaTb

Shall be absent /
JlomXHbl OTCYTCTBOBAaTb

7 | Assay / KonimyecTBeHHoe
onpepeneHve

9.75mg/9.75 mr

Not less than 9.0 mg and not more than
11.0 mg of CaHxsN - HCI (terbinafine
hydrochloride) in 1 g of cream / Ot 9,0 mMr
00 11,0 Mr CziHzsN-HCI (TepbuHacivHa
rugpoxnopua) B 1 r kpema.

Remarks : The Product confirms to ND/
Ipumeyanue: [IpoAYKT COOTBETCTBYET TPEOOBAHHAM HJT

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
TloarotoBieHo:

Checked by /
[IpoepeHo: e ——=

Ravinder Kumar }?f’*

Pardeep Kumar t

-

Approved by: Manager/Executive /
Ono6peHo: Menemxep / PyKoBoauTE B!
Kusum Lata

—

Date /
Iata: 24.08.2021

Date /
Iara: 24.08.2021

Date /
Iara: 24.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 25C0, Fax. 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.cont
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product: Exifine (terbinafine), cream for external use 1 %
Ax3ndgua® (Tepounadun), Kpem A HAPYKHOr0 NpuMenenns 1 %

Batch No. / Cepus Ne : V210810

Batch Size / O6bem naprtun : 45905.000SU

Analytical Report No / AHauTHUecKHi 0T4eT N2
:890001540754

Date of Analysis / JlaTa anann3a :23.08.2021

Date of Manufacture / Jlata npoussogerna :July-2021

Date of Expiry / Cpox roanocts : Jun-2024

Analysis performed according ND / Ananns nposenen no HJI: IT N011536/02-200416 (amend Ne 1
from 11.10.2016, amend Ne 2 from 14.06.2018, amend Ne 3 from 19.11.2018, amend Ne 4 from 11.12.2019/ u3m.
Ne 1 ot 11.10.2016, uzm. Ne 2 ot 14.06.2018, u3m. Ne 3 ot 19.11.2018, n3m. Ne 4 ot 11.12.2019)
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Package / YnakoBka

10 g in a tube of
lacquered aluminum.
Each tube and patient
information leaflet in a
carton pack. /Mo 10rB
TyGy U3 nakmposaHHOro
anoMmunHva. Kaxayo
Ty6y ¢ UiHcTpykumeit no
NPVYMEHEHMIO
NOMELLIaoT B MayKy
KapTOHHY!O.

10 g in a tube of lacquered aluminum.
Each tube and patient information leaflet in
a carton pack. / No 10 r B Tyby 13
naknpoBaHHoro anoMuHmns. Kaxayro tyby ¢
WHCTpyKUME Mo NPUMEHEHUIO NOMELLaloT
B NayKy KapTOHHYIO.

Labeling / Mapkuposka

According to ND /
B cootBeTcTBUM ¢ HL]

10

Storage conditions /
YcnoBua xpaHeHns

Bbille 25
°C. He 3amopaxuBaTb.

At temperature below 25°C. Do not freeze. / lpu TemnepaTtype He

11

Shelf life / Cpok rogHocTK

3 years / 3 roga

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [IpoyKT cooTBeTCTBYeT TpeGosanmsm HJI | 3axmouenye: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosieHo: [TpoBepeHo: —— Ono6peHo: Menemxep / PykoBoauTeIIb:
Pardeep Kumar  _ Ravinder Kumar \2 7 Kusum Lata

(:VL_ &= lﬁ%‘/
Date / Date / Date /
Jara: 24.08.2021 Hara: 24.08.2021 Jara: 24.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 29C0, Fax. 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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