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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

CEPTUDOUKAT AHAJMU3A
Product / IIpoaykT Exifine tablets 250mg / Dx3uduin® tabnetku 250 mr
Batch No / Cepna Ne V2202530 Batch Quantity / :+ 1,25000 tabs /

O0beM mapTHi 1,25000 Tab.

Analytical Report No / 890001632959 Date of Analysis / : 16.12.2022
AnajguTnyecknii oTyer Ne JlaTa ananusa
Date of Manufacture / Nov 2022 Date of Expiry / : Oct 2025
JlaTa mpon3BOACTBA I'open o

Analysis performed according ND / Ananu3 nposeaen mo HJI: I1 N011536/01-260422 |
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Result / Pe3yasTaTthl

: Test / Iloxa3zaTennb
1 |Description/
Onncanue

Specification / Hopma |

White round, biconvex tablets with
the breakline on one side and plain
surface on other side / Kpyrisle
JBOSKOBBIMYKJIBIE TabNeTkn 6enoro
BeTa C JeJUTEIbHOH pUCKOR ¢
ONHOH  CTOpPOHBI M  IJaAKo#
NIOBEPXHOCTBIO C APYTOM CTOPOHBI.

White to off-white round, biconvex tablets |
with the breakline on one side and plain
surfaice on other side. / Kpyrnse
JBOSIKOBBINYKJIbIE TabneTku OT Oeyoro 1o
no4TH 6eNoro Lsera ¢ AETUTENbHON PUCKOH
C OJHOM CTOPOHBI U IMaJKON NOBEPXHOCTHIO
C Apyro# CTOPOHEI.

Remarks : The Product confirms to ND/
Ipumeuanue: IIponyKT cooTBeTcTBYET TpebosaHusaM HJT

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by /

IToarorosneHo: Ankit [Iposepero:Ramakant
Bupot!

Approved by: Manager/Executive /
OnoGpeno: Menekep / PykoBoauTeb

Kusum lata - Y

N

Reprint Date /16.12.2022
JlaTa:

Reprint Date /16.12.2022
Jarta:

Reprint Date /16.12.2022
Jara:

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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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 AHAJIN3A
Product / IIpoayKkt Exifine tablets 250mg / Dk3nhun® Tabnetku 250 mMr
Batch No / Cepus Ne V2202530 Batch Quantity / : 1,25000 tabs /

O0Bbem napTnu 1.25000 Tab.

Analytical Report No / 890001632959 Date of Analysis / : 16.12.2022
Ananuruueckuii oruet No JlaTa anaau3za
Date of Manufacture / Nov 2022 Date of Expiry / : Oct 2025
Jlata poH3BoACTBA Togen g0
Analysis performed according ND / Ananus nposesien no HJL: [T NO1 1536/01-260422 ]
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| 2
" 2a |ByHPLC/
BIKX

Identification of terbinafine / IlognunaOcTh TepOHMHAPHHA

Complies as prescribed /
CooTBeTCTBYET TpeOOBaHUAM

| COOTBETCTBOBAThb

The retention time of the main peak in the
chromatogram of test solution should
comply with the retention time of the mam
peak in the chromatogram of terbinafine
hydrochloride reference standard solution
(section "Assay"). / Bpems ynepxuBaHus
OCHOBHOTO  TMHKa Ha  XpOMAarorpaMmme
HCHBITYEMOTO pacTBOpa JOJDKHO
BpEMeHH yIepXKHUBaHMA
XpoMaTorpaMmme
obpasua
(paszen

OCHOBHOTO THKa Ha
pacTBopa CTaHJApTHOTO
TepbuHadUHA  THAPOXNOpHIA

«KonuyecTBeHHOE onpeneneﬂne»).

2b | By UV-spectrophoto-
metry/
Y®-cnexkmpogomo-
Mempusa

Complies as prescribed /
CoorBeTcTBYeT TpeOOBaHUAM

The UV absorption spectra of both standard
and sample preparations should exhibit
maxima at the same wavelength /
V®-criekTppl  TOTJIOLIEHAS  HCIBITYEMOTO
obpasia W CTapiapTHoro  ofpasua
tepbunaduHa  THAPOXJIOpPHAA  HOJDKHBEL
JIEMOHCTPHPOBATh MAKCHUMYM IOTJIOLIEHHS
IPH OJMHAKOBBIX JJIMHAX BOJIH.

3 | Average Weight /
Cpennss macca

403.3 mg / 403.3 mr

400 mr % 5,0 % (ot 380 mr 1o 420 mr)

400 mg + 5.0% (380 mg to 420 mg) /|

Conclusion : APPROVED /

IToxgroroieHo: Ankit
(A

[IpoBepeno:Ramakant

Aokl -

Remarks : The Product confirms to ND/
Ipumeuanue: [Ipoaykt cooTBercTBYeT Tpedosanuam HJ 3axmouenune: OIOBPEHO
Prepared-by / Checked by / Approved by: Manager/Executive /

OnobpeHo: Meuem{\ep / PykoBomuTeENb
Kusum lata \.- W\o

ey —

Hata:

Reprint Date /16.12.2022

Reprint Date /16.12:2022
Hara:

Reprint Date /16.12.2022
Jara:
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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, {NDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A
Product / IIpoaykr : Exifine tablets 250mg / Dk3udua® tabnserku 250 Mr |
Batch No / Cepusa Ne 1 V2202530 Batch Quantity / : 1,25000 tabs /

O0beM napTuu 1,25000 Tab.

Analytical Report No / : 890001632959 Date of Analysis / : 16.12.2022
AHanuTHYeCKHI oTueT No JlaTa aHaau3a
Date of Manufacture / : Nov 2022 Date of Expiry / : Oct 2025
JlaTa npou3BoACTBA T'onen no
Analysis performed according ND / Anaau3s nposeaen no HJI: [TN011536/01-260422 |
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‘ 4 ‘Dissolution/ . Stage 1- 98 %,98 %,96 %, 85 %, |Not less than 75% (Q) of the labeled
‘PaCTBOPEHl/Ie 97 %,99 % amount of CyHasN (terbinafine) should
. . . o
Stage_2- 97%,97%.97%,83%, dissolve in 45 minutes. / He menee 75 % (Q)
97% 98% oT HomuHaneHoro cojepxands CpHasN
’ (TepbunaduH) HODKHO PaCTBOPHUTHLCS YeEpe3
45 MUHYT.
5 |Related Impurities / PoacreenHeie npuMecH o
Highest individual Not more than 0.2% / He 6osee 0,2 %
impurity / EAvH14YHaA 0.03%
HeHAESHTHHLYPOBAHHAS
npuMech
| Total impurities / 0.03 % Not more than 0.7% / He 6onee 0,7 %
Cymma npumecei
6 |Water/Bona 1.8% " [Not more than 5.0% w/w / o
He 6onee 5,0 % m/M
7 | Uniformity of dosage 1.6 Acceptance value (AV) should not exceed
units / OgHOPOAHOCTE 15.0 / Ilokazarens npuemMneMocTH (AV)
O03HPOBaHHUSA JIOJKEH OBIT He bonee 15,0

8 | Microbial limits / MukpoOuosorudeckast YucToTa

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Tpoayxr cooteTcTBYeT TpeboBanusam HJI 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
HoanOBneHo:Ankit/A\ IIpoBepeno:Ramakant Onobpeno: Menemikep {; Pykosoantens
" . Kusum lata A Ne -~

e y =
Reprint Date /16.12.2022 Reprint Date /16.12.2022 Reprint Date /16.12.2022
Jara: JHara: Jara:
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Dr. Reddy's Laboratories Ltd.
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
CEPTUDOUKAT AHAJIU3A
Product / Ipogayxr Exifine tablets 250mg / Dx3udunu® tabnerku 250 mMr |
Batch No / Cepus Ne V2202530 Batch Quantity / : 1,25000 tabs /
O6BeM mapTHH 1,25000 tab.

Analytical Report No / 890001632959 Date of Analysis / : 16.12.2022
AHaJMTHYeCKHIi oTyeT Ne JlaTa anaju3a
Date of Manufacture / Nov 2022 Date of Expiry / : Oct 2025
JlaTa npou3BOACTBA Topen a0

Analysis performed according ND / Auanus nposeaen no HJI: [T N011536/01-260422

la) Total aerobic microbial
count / Obl1Lee ynucIo
:a9pOOHBIX
IMI/leOOpFaHI/IBMOB

Page4 of 6/ C1p. 413 6

Less than 100 CFU/g/
Menee 100 KOE/r

[ Not more than 1000 CFU/g /

He 6onee 1000 KOE/r

l

b) Total combined yeasts
and mould count / Obmee
YHCIIO IPOMOKEBBIX U
MJEeCHEBBIX rpHOOB

c) E. coli

9 | Subdivision of tablets /
| HenumoceTh TAG/IeTKH

|

Less than 100 CFU/g/
Mewnee 100 KOE/r

Absentin 1g/
OtcyrcTBYET B 1T

Complies as prescribed /
CoorBeTcTBYET TpeOOBaHUAM

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

Shall be absentin 1 g/
JTO/mKHBI OTCYTCTBOBATh B 1 I

No more than one individual mass deviates
!from the average mass by more than £ 15 %
and no individual mass deviates from the
average mass by more than + 25% /
He 6onee ogHo#t MHAMBUAYAJIBHOH MAacChI
OTKJIOHAETCA OT CpPeJHero 3HaueHus Gonee
yeMm Ha %15 % W HU OFNHA UHAUBHAYaJbHas
Macca HE OTKJOHSIETCSl OT  CPENHEro
3HayeHus Gojee ueM Ha £25 %.

Remarks : The Product confirms to ND/
Ipumeuanne: [Tpoaykt cooTBeTcTBYeT TpeboBaHusaM H/I

Conclusion : APPROVED /
Zaxmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoxrorosneno: Ankit A [Iposepeno:Ramakant Onobpeno: Menemikep / PykoBoanTenb
[ /o il ) Kusum lata \; \\c 2
A Bt .
Reprint Date /16.12.2022 Reprint Date /16.12.2022 Reprint Date /16.12.2022
Hara: Hara: Hata:
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND{A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIHU3A
Product / IIpoaykT Exifine tablets 250mg / Dx3ucdus® tabnetku 250 Mr ]
Batch No / Cepus Ne V2202530 Batch Quantity / : 1,25000 tabs /

O0beM mapTHH 1,25000 Tab.

Analytical Report No / 890001632959 Date of Analysis / : 16.12.2022
AHanuTHYeCKHIi oTyeT Ne JlaTa aHaiu3a
Date of Manufacture / Nov 2022 Date of Expiry / : Qct 2025
JlaTa npoH3BOACTBA TogeH oo

Analysis performed according ND / Anasus nposesen no HJI: TT1N011536/01-260422 ‘

Page Sof 6/ C1p. Su3 6

10 [Assay/ 249.21mg / 249.21 mr 237.5 mg to 262.5 mg (95.00 % to 105.00 %
KoauyecTBenHoe (99.69 %) of the labeled amount) of C;HasN
omnpeencHHe (terbinafine) per tablet / Ot 237,5Mr 1o

262, 5Mr (ot 95,00% mo 105,00% or
HomuHanpHOrO  cogepkanns)  CaHasN
(tepbunadun) B TabneTke. I
11 |Package/ YnakoBka |16 tablets in PVC/aluminum blister, | 4 tablets in PVC/aluminum blister, 4, 5, 7 or
|1 blister and a patient information|10 blisters and a patient information leaflet
'leaflet in a carton pack. / Ilo 16|in a carton pack.
tabretok B IIBX/amomuuuersiii | 16 tablets in PVC/aluminum blister, 1 blister
Gmuctep, 1 6muctep Bmecte c|and a patient information leaflet in a carton
MHCTpYKIHMedl 1o TNpUMEHEHHI0 B|pack./
NavykKy KapTOHHYIO. Mo 4 rabnetkun B [IBX/amoMuHuesbiit
6mctep, 4, 5, 7 unu 10 611CTEPOB BMECTE C
MHCTPYKLHedl 10 NPUMEHEHHWIO B MaukKy
KapTOHHYIO.
IIo 16 Tabnerok B [IBX/anomMuHHEBBIN
6nucrep, 1 GnucTep BMeCTe ¢ MHCTPYKLMEH |
10 NPUMEHEHHIO B MaUKy KapTOHHYIO. '
12 |Labeling/ Complies as prescribed / According to ND /
MapkupoBKa CooTBeTCTBYET TpeOOBAHUAM B cooteerctBun ¢ HJI
13 |Storage conditions / At temperature below 25 °C. / Ilpu Temneparype He Bbiwe 25 °C.
XpaHeHue

Remarks : The Product confirms to ND/
IIpumeuanue: [Tpoaykt coorBeTcTBYeT Tpebobanuam HJT

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by /

HOﬂFOTOBHeHOZAnkitﬂ

Checked by /
[Tpoepero:Ramakant

Rodo

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoautens
Kusum lata \ q

Reprint Date /16.12.2022
JaTa:

Reprint Date /16.12.2022
Jarta:

Reprint Date /16.12.2022
Jara:
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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
CEPTUDPHUKAT AHAJIM3A
Product / IIpoaykr Exifine tablets 250mg / Dx3nduu® tabnetku 250 mr
Batch No / Cepusi Ne V2202530 Batch Quantity / + 1,25000 tabs /
O0beM napTun 1,25000 Tab.
Analytical Report No / 890001632959 Date of Analysis / : 16.12.2022
AHaJuTUYECKHIi 0TdeT No Jarta ananusa
Date of Manufacture / Nov 2022 Date of Expiry / : Oct 2025
JaTa npousBoACTBa I'ogen no
Analysis performed according ND / Anaans nposesen mo HJI: I1 N011536/01-260422 [
Page 6 of 6/ CTp. 6 u36

| 14 |Shelf life/
‘ Cpox roIfHoCTH

3 years / 3 rona

Remarks : The Product confirms to ND/

Ilpumeuanne: IpoaykT cootBercTBYeT Tpebosanusam HJ

Conclusion : APPROVED /
Zaxmodenue: OJIOBPEHO

Prepared by /

HOZIFOTOBneHo:Anki@

Checked by /

ﬂpoaepeﬂo:m

Approved by: Manager/Executive /
Onobpeno: Menemkep / Rykososureib
Kusum lata N\ \,:

Reprint Date /16.12.2022
Jlara: )

Reprint Date /16.12.2022
Jara:

Reprint Date /16.12.2022
Hara:
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