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

| @
Dr. Reddy’s ‘.0. Vill. khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 93166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A
Product / IIpogykt : Exifine tablets 250mg / Ox3u¢ua® Tabnetku 250 Mr
Batch No / Cepus Ne T V2302384 Batch Quantity / : 125000 tabs /
O0beM napTuu 125000 Tab.

Analytical Report No / + 890001704857 Date of Analysis / + 12.12.2023
AHanuTHYecKH# oTdyeT No JlaTa aHaJIM3a
Date of Manufacture / ¢ 11/2023 Date of Expiry / : 10/2026
JlaTa npou3BoACTBa I'ogen o

Analysis performed according ND / Ananu3 nposeaen no H/: I N011536/01-260422 [
Pagel of 7/Crp. 1 u37

Ne Test / ITokazaTenn Result / Pe3yabTaThl Specification / Hopma
1 |Description/ White round, biconvex tablets with|White to off-white round, biconvex tablets
Onucanue the breakline on one side and plain|with the breakline on one side and plain

surface on other side / Kpyrnwie|surface on other side. / Kpyrisie
JIBOSIKOBBIMTYKJIbIE TabneTKH ©6eJIoro | ABOSIKOBBINYKIIbIE TabNeTkd OT Oenoro o
[BETa C JENUTENBHOM pHUCKO# C|moutu 6enoro LBeTa ¢ JeIUTENbHON pucKoi
OJHOW  CTOpOHBI M [JIAJKOH |C OJHOH CTOPOHKI U IJIaJKOH NOBEPXHOCTHIO
MIOBEPXHOCTBIO C APYrOif CTOPOHBL. | C APYroit CTOPOHBI.

2 |Identification of terbinafine / IlogimHHOCTH TepOunaduHa

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

ITpumeuanne: [Ipoaykr coorBeTcTBYeT Tpebosanusm HJL 3akmouenne: OJOBPEHO

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

IToarororieno: Shivani IIpoepeHo: : Rama Kant Onobpeno: Menemkep / PykoBoaurens

Devi —_— d«d— Manoj Kumar U,ﬂ
A Aot g

Reprint Date / Reprint Date / _ Reprint Date /

Jara: 12.12.2023 Hata: 12.12.2023 Hara: 12.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +97 40 4900 2999, Email: mail@drreddys.com
CIN: LR5195AP1984PLCCOA5LT7
www drreddys.com




Dr. Reddy's Lahoratories iLtd
Formulation Unit-6

@e
Dr- Reddy,s “... vill. Khol, Nalagarh Road, Badd,

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

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A
Product / ITpoaykt : Exifine tablets 250mg / x3udun® tabnerku 250 Mr
Batch No / Cepus Ne : V2302384 Batch Quantity / : 125000 tabs /
O06beM napTuu 125000 Tab.

Analytical Report No / : 890001704857 Date of Analysis / : 12.12.2023
AdaluTH4ecKHii oTuer No JlaTa aHaju3a
Date of Manufacture / ¢ 11/2023 Date of Expiry / : 10/2026
JaTanpon3BoacrBa I'open no

Analysis performed according ND / Auanu3 nposegen o H/I: IT N011536/01-260422 |
Page2 of 7/ Crp. 2 u3 7

Ne Test / IloxazaTenn Result / PesyabTaThl Specification / Hopma
2a |By HPLC/ Complies as prescribed / The retention time of the main peak in the
B3)XX CootsetctByeT 18];/’0peGoBanusm |chromatogram of test solution should comply

with the retention time of the main peak in the
chromatogram of terbinafine hydrochloride
reference standard solution (section "Assay").
/ Bpemst yaepuBaHHs OCHOBHOT'O MHMKa Ha
XpOMaTorpaMMe HCIIBITYeMOro  pacTBOpa
JIOJDKHO COOTBETCTBOBATH BpEMEHHU
YAEp)XHBaHUsA  OCHOBHOMO  IIMKa  Ha
XpoMaTorpaMMe pacTBOpa CTaHAAPTHOTO
obpasuia  TepbuHaduHA ~ THAPOXJIOPUAA
(pasnen «Konu4yecTBEHHOE ONpeesieHue»).

2b | By UV-spectrophoto- Complies as prescribed / The UV absorption spectra of both standard
metry/ CooTBeTCTBYET TpeHOBaHUIM and sample preparations should exhibit
Y®-cnexmpodghomo- maxima at the same wavelength /
Mempus Y®-criexTpsl MOTJIOIIEHUSI UCIBITYEMOTO

obpazua u CTaHAAPTHOTO obpasua
TepObuHaduHa  TUAPOXJIOPUAA  JTOJDKHBI
JIEMOHCTPHPOBAThH MAaKCHUMYM TOTJIOLIEHHS
MIPU OJMHAKOBBIX JJIMHAX BOJIH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeyanmne: [Iponykt cooTBeTcTBYET Tpebopanusam HJL 3akmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosnexo: Shivani ITpoBepeHo: : Rama Kant Onobpeno: Mernemxep / PykoBoauTtens
Devi = Manoj Kumar )
A bt -
l J-‘-'-‘-.d
Reprint Date / Reprint Date / Reprint Date /
Jata: 12.12.2023 Hara: 12.12.2023 ) JlaTa: 12.12.2023

Registared Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tels 491 40 4900 2900, Fax: +91 40 4900 299¢, Email: mail@drreddys.com
CIN: L85195AP1984PLCO0A507
www drreddys.com




Dr.Reddy’s ‘,

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA
Tei: +91 93166 56001-62
veww.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A
Product / IlpoaykT Exifine tablets 250mg / Dx3udun® tabnetku 250 mr
Batch No / Cepus Ne V2302384 Batch Quantity / :+ 125000 tabs /
O6bem napTHH 125000 Tab.

Analytical Report No / 890001704857 Date of Analysis / : 12.12.2023
AHanuTHYeCKHi oTyeT No JlaTa anajusa N
Date of Manufacture / 11/2023 Date of Expiry / : 10/2026
JlaTa npoM3BOACTBa I'ogeH xo

Analysis performed according ND / Anasin3 nposegen no HJI: I1 N011536/01-260422

Page3 of 7/Crp.3 u3 7

Ne

Test / IloxazaTesb

Result / PesyabTaThl

Specification / Hopma

3 | Average Weight /
Cpennsas macca

400.0 mg / 400.0 Mr

400 mg + 5.0% (380 mg to 420 mg) /
400 mr £ 5,0 % (ot 380 mr m0 420 mr)

4 |Dissolution /
PacTBopenue

101%, 100 %, 99 %, 100 %, 99 %,
100 %,

Not less than 75 % (Q) of the labeled amount
of C21HasN (terbinafine) should dissolve in 45
minutes. / He wmenee 75% (Q) or
HOMMHAIBHOIO CoIEepXKaHMsI CyHasN
(TepbuHaduH) JOHKHO PAaCTBOPUTHCS 4YEpPE3
45 MUHYT.

5 |Related Impurities / PoxcTBenHble npuMecu

Highest individual 0.03 % Not more than 0.2% / He 6onee 0,2 %
impurity / EqunndHas
HenJIeHTUPULUPOBAHHAS
puMech
Total impurities / 0.03 % Not more than 0.7% / He 6onee 0,7 %
CymMMa npumeceit
6 |Water/Boga 1.7 % Not more than 5.0% w/w /
He 6onee 5,0 % m/M
7 | Uniformity of dosage 2.0 Acceptance value (AV) should not exceed

units / OqHOpOAHOCTDH

15.0 / Iloka3arenp npuemiieMocTy (AV)
JIOJDKEH OBITH He bonee 15,0

JA03MPOBAHHS
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [TpoaykT cooTBeTcTBYeT TpeboBanusaM HJI 3axmouyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarotoeneno: Shivani ITposepeno: : Rama Kant Onobpeno: Mernemxep / PykoBoaurens
Devi = Manoj Kumar

/ W J tmeceed
Reprint Date / Reprint Date / Reprint Date /
Jara: 12.12.2023 Jara: 12.12.2023 Hara: 12.12.2023

Resistared Office: 3-2-327, Poad No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tal: 291 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

Cii: L85195,AP1934PLCO01507

www.drreddys.com
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Dr.Reddy’s ‘_.o.

Dr. Reddy's Laborateries Lid
Formulation Unit-6

Viil. Khol, Nalagarh Road, Badcdij,
Disit. Solan, H.P,, 173 205, INDIA
Tel: +91 83166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A
Product / IIpoaykr Exifine tablets 250mg / Ox3udus® Tabnerku 250 Mr
Batch No / Cepusi No V2302384 Batch Quantity / + 125000 tabs /
O0beM HapTHU 125000 Tab.

Analytical Report No / 890001704857 Date of Analysis / : 12.12.2023
AHAJTHTHYECKH oT4eT No JlaTta ananusa
Date of Manufacture / 11/2023 Date of Expiry / : 10/2026
JlaTa npou3BoaCTBA I'ogen no

Analysis performed according ND / Anamu3 nposegen nmo H/I: TI N011536/01-260422

Page4 of 7/ Crp. 4 m3 7

Ne

Test / Hoka3zaTenb

Result / PesynsTaTsl

Specification / Hopma

8

Microbial limits / Mukpo6uosoruyeckasi Y4ucToTa

a) Total aerobic microbial
count / Obuiee 4ucio
a’poOHBIX
MHKPOOPTaHU3MOB

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

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

b) Total combined yeasts
and mould count / O61ee
YHCIIO {POAOIKEBBIX U
[JIECHEBBIX T'PUOOB

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

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

c) E. coli

Absent in 1g/
OrtcyrctBYeT B IT

Shall be absentin 1 g/
JIOMKHBI OTCYTCTBOBATh B 1 T

Subdivision of tablets /
JenumocTs TabeTKH

Complies as prescribed /
CooTBeTcTBYET TPEOOBAHUAM

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 Oonee ogHo#l MHAMBUAYAIBHOH MacChl
OTKJIOHSIETCSI OT CpPEJHEro 3HaueHus Ooinee
yeM Ha *+15 % H HU OHA WHAUBHAYaJbHAs
Macca He OTKJIOHSETCSI OT CPEIHErO 3HaYEHHUs
6onee uem Ha 125 %.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Tponykt cooTBeTCTBYET TpeboBanusM HJI 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloaroromneno: Shivani ITposepeno: : Rama Kant Onobpeno: Menemxep / PykoBoautens
Devi - d}i' Manoj Kumar j

/ Rl homgusee!
Reprint Date / Reprint Date / Reprint Date /
Hara: 12.12.2023 Hara: 12.12.2023 Hara: 12.12.2023

Registered Gifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tol: +91 4G 4900 2900, Fax: +91 40 1200 2599, Email: mail@drraddys.com
CIN: L85 145AP1934PLLCONAS50G7
www.drreddys.com
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Dr.Reddy’s ‘;‘

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

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tal: 491 98166 56001-G2
www.diteddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIA3A
Product / Ilpoaykr Exifine tablets 250mg / Dx3uduu® tabaetku 250 Mr
Batch No / Cepus Ne V2302384 Batch Quantity / : 125000 tabs /
O6bem napTHu 125000 Tab.

Analytical Report No / 890001704857 Date of Analysis / + 12.12.2023
AHanuTHYECKHI oTyeT Ne JlaTa anajamuza
Date of Manufacture / 11/2023 Date of Expiry / : 10/2026
JlaTa mpon3BoOACTBA T'ogen o

Analysis performed according ND / Anasm3 nposeaed no H/I: TI N011536/01-260422

Page Sof 7/ Crp. 5 m3 7

Ne Test / IlokazaTesn Result / PesynsTaThl Specification / Hopma
10 [Assay/ 248.11 mg/248.11 mr 237.5 mg to 262.5 mg (95.00 % to 105.00 %
KoJsiuuecTBeHHOE (99.25 %) of the labeled amount) of CyHzsN
onpeneneHne (terbinafine) per tablet / Ot 237,5Mr no
262,5mr (ot 95,00% nmo 105,00 % or
HoMHHaneHOrO  cojepkaHus)  CaHasN
(TepbuHaduH) B TabneTKe.

11 |Package / YnmakoBka 16 tablets in PV C/aluminum blister, 1 |4 tablets in PVC/aluminum blister, 4, 5, 7 or
blister and a patient information |10 blisters and a patient information leaflet in
leaflet in a carton pack. / ITo 16|a carton pack.
tabnerok B [IBX/amoMuuuesslil |16 tablets in PVC/aluminum blister, 1 blister
onucrep, 1 6Gmucrep BMecte c|and a patient information leaflet in a carton
UHCTpYKHMed Mo mnpuMeHeHHto B |pack./

MayKy KapTOHHYIO. I[To 4 rabnerku B IIBX/amoMHHUEBBIH
6nuctep, 4, 5, 7 unu 10 611uCTEpOB BMECTE C
HHCTPYKIMEH IO TNPHMEHEHUIO B IadKy
KapTOHHYIO.
IIo 16 Tabneroxk B IIBX/anomMuHUEBbIH
onuctep, 1 GmucTep BMECTe ¢ MHCTpyKUHMEH
110 IPUMEHEHUIO B NAYKy KAPTOHHYIO.

12 |Labeling/ Complies as prescribed / According to ND /
MapkupoBka CootBeTcTBYET TpeOOBAHUAM B cootBercTBHM ¢ H]J

Remarks : The Product confirms to ND/
ITpumeuanue: ITpoaykT cooTBeTCTBYET TpeboBanusam HJI

Conclusion : APPROVED /
Zaxmouenue: OJOBPEHO

Prepared by /
TMoarorosneno: Shivani

Devi —
} j

Checked by /
[Tposepeno: : Rama Kant

Qub

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauTesns
Manoj Kumar

Reprint Date /
Jara: 12.12.2023

Reprint Date /
Hara: 12.12.2023

Reprint Date /
Hata: 12.12.2023

Registered Office: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +01 40 4900 2900, Fax: ~51 40 4900 2999, Email: mail@drreddys.com

CIN: LR5195AP1984PLCO04507
wwi drreddys.cecm




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

@0
Dr. Reddy,s .... Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A
Product / ITpoaykTr : Exifine tablets 250mg / Dx3upuH® Tabnetku 250 mr ]
Batch No / Cepus Ne : V2302384 Batch Quantity / : 125000 tabs /
O0BbeM napTuu 125000 Tab.
Analytical Report No / : 890001704857 Date of Analysis / : 12.12.2023
AHAanuTHYecKuii oTyeT No JlaTa anasu3a
Date of Manufacture / + 11/2023 Date of Expiry / : 10/2026
JlaTa npou3BOACTBA T'onen go
Analysis performed according ND / Anaan3 nposegen no HJI: IT N011536/01-260422 |
Page 6 of 7/ CT1p. 6 m3 7
Ne Test / IlokazaTtean Result / Pe3yabTaThl Specification / Hopma
13 |Storage conditions / At temperature below 25 °C. / IIpu TeMneparype He Boiiue 25 °C.
Xpaunenne
14 | Shelf life / 3 years / 3 rona
Cpok roasocru

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Ilpumeuanne: IIponykT cootBeTcTBYeT TpeboBanuaM HJI 3axmouenne: OJJOGPEHO

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

[MonrororneHo: Shivani [TpoBepeno: : Rama Kant Opobpeno: Menemxep / Pykoponutens

Devi S’—" M Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Jara: 12.12.2023 Hara; 12.12.2023 ’ Jara: 12.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys,com
CIN: LS5195AP1984PLCO04507
www.drreddys.ccm




Dr. Reddy's Laboratories Ltd
Formulation Unit-6

&a
DI'. Reddy,s ‘.... Vill. Khol, Nalagarh Road, Baddj,

Distt. Sofan, H.P., 173 205, INDIA
Tl +91 98166 56001-02
vrww.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A
Product / IlpoayxkTt : Exifine tablets 250mg / Sx3udun® Tabnetku 250 Mr B
Batch No / Cepusi Ne : V2302384 Batch Quantity / : 125000 tabs /
O06BeM NapTHH 125000 Tab.

Analytical Report No / : 890001704857 Date of Analysis / : 12.12.2023
AHaJuTHYeCKHid oTueT Ne JlaTta anajimsa
Date of Manufacture / ¢ 1172023 Date of Expiry / : 10/2026
JlaTa npou3BoACTBA T'open oo

Analysis performed according ND / Awanu3 nposesnen mo HJ/I: [1NO011536/01-260422 [
Page 70f 7/ Ctp. 7 m3 7

API name / HaumenoBanne APC: Terbinafine hydrochloride / Tep6unaduna ruapoxnopun
INN / MHH Terbinafine / Tepbunadun
API manufacturer batch number / TN22090064
Homep cepuu nponssoauteas ADC:
FP Manufacturer API Batch number / FEPA04307
Homep cepuu cyocTanuuu npoussogurens I'JID:
API Manufactured by & country / Hetero Labs Limited, India /
IlpousBopurtear ADC, crpana: Xetepo Jlabe Jlumuren, Uuaous
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IponykTt cooTBeTcTBYET TpeboBanusaM HJJ 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Shivani [IpoBepeno: : Rama Kant Onobpeno: Mexenxep / PykoBoauTens
Devi - Manoj Kumar
A7 Roy? o
Roprint Dato / Roprint Dato / Reprint Date /
Jara: 12.12.2023 Hata: 12.12.2023 ' Jarta: 12.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol: 491 40 4000 2900, Fax: +91 40 4900 2998, Email: mail@drreddys.com
CIN: L35195AF1584PLCO0A507
www.drreddys.com




