Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A

Product: Exifine (terbinafine), cream for external use 1 %
I3npuu® (repdbunadun), Kpem A5 HAPYKHOro npuMenennst 1 %

Batch No. / Cepus Ne : V220004

Batch Size / Oobem maprTuu : 45,714.000 SU

Analytical Report No / AnasiuTHueckuit oTuer Ne
:890001567835

Date of Analysis / JlaTa ananu3a :15.01.2022

Date of Manufacture / lata nponsBoacrsa :Jan-2022

Date of Expiry / Cpok rogHoctn :Dec-2024

Analysis performed according ND / Auanus npoeeaed no H/: I1 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.
No 1 o7 11.10.2016, u3m. Ne 2 ot 14.06.2018, u3zm. Ne 3 ot 19.11.2018, uzm. Ne 4 ot 11.12.2019)

OnucaHue

Page 1 of 3
Sr. Test / IlokazaTenn Result / Pe3yabTaTst Specification / Hopma
No.
1 | Description / White homogeneous | White or off-white homogeneous cream /

cream. /
OnHOpOaHBIH KpeM
6ernoro 1sera.

OnHoponHsli kpem Henoro wnu noutd Genoro
1BeTa.

Identification /
IMoanuHHOCTE

Complies /
CoOTBETCTBYET

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”). /
BpeMs ynepxuBaHHA OCHOBHOrO IHKa Ha
XpoMmaTrorpaMMe  MCIIBITYEMOro  pacTBopa
JIOJDKHO COOTBETCTBOBATH BpEMEHHU
YIAEpPKHBaAHHUA OCHOBHOTO Ka Ha
XpomaTrorpaMMe  pacTBopa  CTaHAApTHOI'O
obpasua TepbuHadHHA rHApPOXIOpUAa (pasaen
«KonuuecTBeHHOE ONpeHeICHUE).

pH of aqueous dispersion /
pH BozaHo# nucnepcuu

7.23

From 6.0to 7.5/ 01 6,0 10 7,5

Related substances (HPLC)/
IToctoponHue IIpUMECH
(BOXKX)

0.2%

Total impurities — not more than 1.0 % /
CymMa nmpumeceii — ve 6onee 1,0 %.

Remarks : The Product confirms to ND/
Ilpumeuanne: ITpoaykr cootBeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IloarotosneHo: [IpoBepeHo: Ono6peno: Menemxep //PykoBoautes
. ~ ) . .

Ankit é{ﬁ/’ Himesh KumM Abhishek Chauhan //

Date / Date / Date /

Hara:15.01.2022 Hata:15.01.2022 Hara:15.01.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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CEPTUOHKAT AHAJIU3A

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

Ix3nguu® (repbunadun), kpem st HAPYKHOro npuMeHenus 1 %

Batch No. / Cepua Ne : V220004

Batch Size / O6bem nmaptnu : 45,714.000 SU

Analytical Report No / AHasmuTHYecKHi# oTuyeT No
:890001567835

Date of Analysis / /laTa anammu3za :15.01.2022

Date of Manufacture / lara npousBoacTsa :Jan-2022

Date of Expiry / Cpox roatnoctn :Dec-2024

Analysis performed according ND / Ananus nposegen no H: I1 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/ usm.
Ne 1 or 11.10.2016, u3m. Ne 2 o1 14.06.2018, u3m. Ne 3 ot 19.11.2018, uzm. Ne 4 ot 11.12.2019)

Page 2 of 3
Sr. Test / IlokazaTens Result / PezynbTaThl Specification / Hopma
No.
5 | Weight of the package
content /
Macca COLEPKUMOTO
YTaKOBKH:
- awerage weight / 10 g/ 10r Not less than labeled (10 g) /
CpenHss Macca He menee nomunansHoii (10 r)
- weight of 1 tube / Complies 10g+9% (9.1 gto 10.9 g)/
macca 1 TyGrl 10r+9%(or9,1rmo 10,9r)
6 | Microbial purity /
Mukpobuonorudyeckas
YHUCTOTA
Total aerobic bacteria count <10CFU/g/ Not more than 100 CFU/g /
and total combined yeast and <10KOE/r He 6onee 100 KOE/r
moulds / Obmiee gucio
aspobHbIX OakTepHii U
IPOMOKEBBIX M TIIECHEBBIX
rpuboB (CyMMapHO)
Staphylococcus aureus Absent / OrcytctByer | Shall be absentin 1 g/
OtcyrcTBHE B 1 T
P. aeruginosa Absent / OrcyrctByer | Shall be absentin 1 g/
OtcyTcTBUE B 1T

Remarks : The Product confirms to ND/
IIpumeuanne: [Tpoaykr cooTBeTcTBYET TpeboBaHusaM HJT

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Hata:15.01.2022

Hata:15.01.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotosneHo: IIpogepeHo: Onobpeno: Menemxkep / Pyxosoaurens
Ankit 7N Himesh Kumar _ | Abhishek Chauhan

(_ L > ]
Date / Date / Date / \

Hata:15.01.2022
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CEPTUOHKAT AHAJIM3A

Product: Exifine (terbinafine), cream for external use 1 %
Ik3upuH® (TepbuHaduH), Kpem A5 HAPYKHOro npuMeHenusi 1 %

Batch No. / Cepus Ne : V220004

Batch Size / O6bem napruu : 45,714.000 SU

Analytical Report No / Ananutnyeckuii otuer Ne
:890001567835

Date of Analysis / /laTa ananu3a :15.01.2022

Date of Manufacture / lata npousBoacTsa :Jan-2022

Date of Expiry / Cpok roanoctn :Dec-2024

Analysis performed according ND / Auanns nposeaen mo HJ: 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/ u3sm,
No 1 01 11.10.2016, uzm. Ne 2 ot 14.06.2018, uzm. Ne 3 o1 19.11.2018, usm. Ne 4 ot 11.12.2019)

ONnpe€acieHne

Page 3 of 3
Sr. Test / Ilokasarenn Result / Pe3yabTaThl Specification / Hopma
No.
7 | Assay/ KonudecTBeHHoe 9.98mg /9.98 mMr Not less than 9.0 mg and not more than 11.0

mg of CyHasN'HCI (terbinafine hydrochloride)
in 1g of cream / Or 9,0mMr mo 11,0Mr
C21H2sN-HC1 (repbunaduHa THAPOXIIOPHI) B
1 r kpema.

Package / YnakoBka

10 g in a tube of
lacquered aluminum.
Each tube and patient
information leaflet in a
carton pack. / I[To 10 r B
TyOy U3 JaKHpOBaHHOTO
AJFOMHUHHUS. Kaxnyro
Ty6y ¢ WHcTpykumei mo
NPUMEHEHHUIO MOMEIIAI0T
B Na4Ky KapTOHHYIO.

tube and patient information leaflet in a carton
pack. / Ilo 10 r B TyOy U3 NaKUPOBAHHOTO

10 g in a tube of lacquered aluminum. Each

amomunug. Kaxayro Ty6y ¢ MHcTpykumeit mo
[IPUMEHEHHIO NOMEIIAIOT B MAaUKy KAPTOHHYIO.

Labeling / MapkupoBka

According to ND. / B cootBercTBum ¢ H/I.

10

Storage conditions /
YcnoBus XpaHeHUs

At temperature below 25°C. Do not freeze /
IIpu Temnepatype ne Bole 25 °C. He 3amopaxuBath

11

Shelf life / Cpok rogHocTH

3 years / 3 roga

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoaykT cooTBeTCTBYET TpeboBaHuaM HJJ

Conclusion : APPROVED /
3aknwyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: [Ipogepeno: ___| Onobpeno: Menemxep / Pykopoaurens
Ankit ) Himesh KuW . | Abhishek Chauhan

(3 L
Date / Date / Date /
Hata:15.01.2022 Hata:15.01.2022 Hata:15.01.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




