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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A
Product: Exifine tablets 250mg /
Ipoayxr: Dx3udua® Tabnerku 250 mr
Market / PuiHok : Russia / Poccus
Batch No. / . < |Batch Quantity / ~1,25,000 tab /
Cepus Ne ) V250094(_) Pazmep cepun " 1,25,000 Tab S
Analytical Report No. / .
Anaanrauecknii otuer  : 040002937475 Date of Analysis / : 28.05.2025
No HMara ananu3za
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028
JaTta npousBoacTBa T'oaen g0
Mfg. License No. /
IlponssoacTBEHHAS : MNB/05/263 MA number: / Homep PY  : JIT1-Ne(002894)-(PT-RU)
auneHsus Ne

Analysis performed according ND / Ananu3 nposegeH no: JIII-Ne(002894)-(PI'-RU)-280723

Ne Test / [TokasaTenb Result / PesyabTaThl

Page1of 7/Crp. 1137
Specification / Hopma

| White round, biconvex tablets with the
break line on one side and plain surface
on other side /  Kpyrnee
JIBOSIKOBBINYKJBIE Tabnerku 6enoro
LBETA C JACTUTENbHON PUCKOH C OHOH
CTOPOHBI W TIAJIKOHA MOBEPXHOCTBIO C

' IpYyroif CTOPOHBI.
|

1 | Description / Onucanue

White to off-white round, biconvex tablets with
the break line on one side and plain surface on
other side. / Kpyrasle JBOSIKOBBINYKIIBIE
TabsieTkd oT Oenoro Jo moutd 6enoro LBETA C
JENUTENBHON pPUCKOH € OIHOM CTOPOHBI H
rNaAKoH MOBEPXHOCTBIO ¢ APYTOi CTOPOHBI.

—_
2 ‘ Identification / UnenTndmxanus

2 |By HPLC/ Complies as prescribed /
a [ BO7KX CooTBeTCTBYET TpeOOBaHHAM

The retention time of the main peak in the test
solution chromatogram should correspond to the

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoxykT cooTBeTCTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axmouenne;: OJJOGPEHO

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

ITonroroBneno: Sarita Sharma Iposepeno: Pardeep Kumar Onobpeno: Menemxep / Pyrcon@;{menb
M ol — Amit Kumar N——

Reprint Date / Reprint Date / Reprint Date / ¥

Hara: 28.05.2025 JlaTta: 28.05.2025 Jlara: 28.05.2025

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: L85195AP1284PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Exifine tablets 250mg /
Mpoaykr: Dx3uduu® Tabnetku 250 Mr

Market / Poinok

: Russia / Poccus

Batch No. / . Batch Quantity / . 1,25,000 tab/

Cepust Ne R0 Pa3mep cepun * 1,25,000 Tab

Analytical Report No. / ]

Awagnraueckuii oter  : 040002937475 Date of Analysis / : 28.05.2025

No Jara ananu3sa

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028

JaTa npoussoacrea I'ogen no ]
Mfg. License No. /

IMpousBoacTBeHHAA : MNB/05/263 MA number: / Homep PY  : JIT1-No(002894)-(PI'-RU)
JuueH3ust Ne

Analysis performed according ND / Anann3 nposegen no: JIII-Ne(002894)-(PT-RU)-280723

2bi

By UV-spectrophoto-
metry/
Y ®-cniekTpodoTomMeTpus

Complies as prescribed /
CooTBeTcTBYET TpeOOBaHUAM

Page2of7/Crp.2u37

|retention time of the main peak in the

|chromatogram of terbinafine hydrochloride
|reference standard solution (Assay section)./
|Bpemst ynepKHBaHHA OCHOBHOIO TIIHKa Ha

XpOMAaTorpaMMe  MCIBITYEMOIO pactBopa
,IIOJ'DKHO COOTBETCTBOBATH BpEMEHH
| yepKHBaHHUS OCHOBHOTO nuKa Ha
| xpOMaTorpaMMe pacTBOpa  CTaHIAApTHOTO

‘06pazua TepbuHaduHa ruApoxiopuia (pasnen
«KonnuecTBeHHOE OTIpeeNeHHE).
|

UV absorption spectra of test sample and
reference standard of terbinafine hydrochloride
|should exhibit the maximum at same
wavelengths./

Y®-cniexkTpsl  TOTJOIUEHUS  HCIIBITYEMOIro
| 06pasia 1 crangaptHoro obpasua TepbHHaduHa |
THAPOXJIOPHAA  JOJDKHBL  JEMOHCTPHPOBATH
MAKCHMYM [OTJIOLIEHUS TIpH  OJWHAKOBBLIX
JUTMHAX BOJIH.

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykT coorBeTcTBYET TpeboBanusmM HJI

Conclusion : APPROVED /
3axniouenne: OJIOBPEHO

Prepared by /
IToxrorosneno: Saritd Sharma

Checked by /
[Iposepeno: Pardeep Kumar
P

Approved by: Manager/Executive /
Opnobpeno: Menemxep / Py Koaogu’renb
Amit Kumar N

Reprint Date /
Hara: 28.05.2025

Reprint Date /
Jara: 28.05.2025

Reprint Date / !
Hara: 28.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1884PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A

Product: Exifine tablets 250mg /
Hpoayxr: Dx3ubuH® Tabnetku 250 Mr

Market / Poivox

: Russia / Poccus

Batch No. / . V2500940 Batch Quantity / . 1,25,000 tab /

Cepusa Ne. ) Pasmep cepuu " 1,25,000 Tab

Analytical Report No. / ]

Anasntaueckuii otuer  : 040002937475 Date of Analysis / : 28.05.2025

No JaTta ananu3a

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028

HaTa npousBoacTsa Tonen no

Mfg. License No./

IpoussoacreenHast : MNB/05/263 MA number: / Homep PY  : JI[1-Ne(002894)-(PT-RU)
auuensnst Ne

Analysis performed according ND / Ananu3 nposeaen no: JIII-Ne(002894)-(PI'-RU)-280723

Ne Test / llokazaTein

)

Result / Pe3yabTaThl

Page3 of 7/ Crp.3u3 7

Specification / Hopma

3 |Average Weight /
Cpennss macca

|
|
|
k|
|

400.3 mg/ 400.3 mr

400 mg + 5.0 % (from 380 to 420 mg) /
400 mr =+ 5,0 % (ot 380 mr g0 420 Mr)

4 |Dissolution / PacTBopeHHe 98 %, 99 %, 98 %, 99 %, 100 %, 100 %

Not less than 75 % (Q) of the labeled claim of
Ca1HasN (terbinafine) should be dissolved in 45
minutes. / He metee 75 % (Q) oT HOMHUHANIBLHOTO
conepxkanust C2iHasN (Tepbunadun) JOMKHO
pacTBOPUTBCSA 4epe3 45 MUHYT.

5 Impurities / IIpumecu

Any individual impurity /
JTio6ast efMHUYHAS NPUMECh

Total impurities /
Cymma npuMeceit

0.05%

0.05%

Not more than 0.2% / He 6onee 0,2 %

Not more than 0.7% / He 6osee 0,7 %

Remarks : The Product confirms to ND/
ITpumeuanne: [TpoxykT coorBeTcTBYET TpebopanusM HJI

Conclusion : APPROVED /

3axmouenue: OJIOBPEHO

Hara: 28.05.2025

Hara: 28.05.2025

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

IToaroroBneHo: Sarlj,ta Sharma ITposepeno: Pardeep Kumar Opnobpeno: Menemxep / PVKOEO,HI/ITCHB
A - Amit Kumar PN —

Reprint Date / Reprint Date / Reprint Date / L

Hara: 28.05.2025

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: L85195AP1884PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product: Exifine tablets 250mg /
[ MpoaykT: Dk31udus® Tabnetku 250 Mr

Market / Poinok : Russia/ Poccus

Batch No. / . Batch Quantity / . 1,25,000 tab /

Cepusa Ne 3 P00 Pa3mep cepun * 1,25,000 Tab

Analytical Report No. / :

AnanuTHueckuii otaer ¢ 040002937475 Date of Analysis / : 28.05.2025

No JlaTta anau3a

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028

Jata npon3BoacTBa Togen 10

Mfg. License No./

IlpoussoacTBEHHAS : MNB/05/263 MA number: / Homep PY  : JI[1-Ne(002894)-(PI"-RU)
JuneH3us Ne

Analysis performed according ND / Ana;m3 nposeaen no: JIII-Ne(002894)-(PT'-RU)-280723

Paged4of 7/Crp.4m3 7

'./ OaHOPOAHOCTD
,£lO3HDOBaHHle eHHHII

8 Microbiological purity / MnKpoﬁnonomquKaﬁ YHCTOTA

ObITh He Gonee 15,0

a) Total aerobic microbial |Less than 100 CFU/g /
lcount / Obuiee yuciIo [Menee 100 KOE/r
a»poOHBIX

MHKpPOOPraHH3MOB ‘

|‘b) Total combined yeasts |Less than 100 CFU/g /
and moulds count / O6uiee Menee 100 KOE/r
YHCJIO APOAOKEBBIX U
[LJIECHEBBIX IPHOOB
¢) Escherichia Coli Absentin 1g/
OTCYTCTBYET B 1T

Not more than 10° CFU/g /
He 6onee 10° KOE/r

Not more than 10> CFU/g /
He 6onee 10° KOE/r

Shall be absentin 1 g/
JToJKHbI OTCYTCTBOBATL B 1 T

!N_l Test / IlokazaTes Result / PesyabTaThl ‘ Specification / Hopma
6 Water content / 1.7 % Not more than 5.0% w/w /
Copnep:xanue Bobl _ He 6onee 5,0 % M/M
7 [Uniformity of dosage units 3.7 Acceptance value (AV) should be not more than

15.0. / Tlokasaresnp npuemineMocTd (AV) nomxeH

Remarks : The Product confirms to ND/
Ipumeuanue: [Tpoaykt cooTBeTcTBYET TpebGoBanusM HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

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

[ToaroroBneHo: Sa,mta Sharma IMposepeno: Pardeep Kumar Onobpeno: Menemxep / Pymm{mnenb
2 =l — Amit Kumar

Reprint Date / Reprint Date / Reprint Date / !

Hara: 28.05.2025 Hara: 28.05.2025 Hara: 28.05.2025

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: L85195AP1284PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Exifine tablets 250mg /
Hpoaykr: Dx3udun® Tabnerku 250 mr

Market / PoiHok

: Russia / Poccus

Batch No./ . Batch Quantity / . 1,25,000 tab /

Cepust Ne P ROTe Pa3zmep cepun * 1,25,000 Tab

Analytical Report No. / .

AnanuTaueckuii oraer  : 040002937475 DEEE off AVSisl) . 28.05.2025

No JaTa ananuza

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028

})IaTa NpPOH3BOJCTBA T'onen go

Mfg. License No. /

IpoussoacTBEHHAS : MNB/05/263 MA number: / Homep PY  : JIIT-Ne(002894)-(PI™-RU)
auueH3ust Ne

Analysis performed according ND / Ananu3 nposeaen no: JIII-Ne(002894)-(PI'-RU)-280723

Ne Test / Iloka3zaTenn

"9 Subdivision of tablet /
[TenumocTh TabNETKH

Result / PesyabTaTthl

Page 50f 7/ Ctp. 5u3 7
Specification / Hopma

Complies as prescribed /
CootBetcTByeT TpeOOBaHUIM

10/Assay / KosnuecTBeHHOE
omnpejejieHHe

1

(=

Packaging / Onucanune
yHaKOBKH

247.85 mg / 247.85 mr
(99.14%)

16 tablets in PVC/aluminum blister, 1 blister and a patient information leaflet (package
insert) in a carton pack. / [To 16 Tabnerok B [IBX/amomunuesslii bnuctep, 1 Gnucrep
BMECTE C HHCTPYKIUEH 10 MPUMEHEHUIO (JIMCTKOM-BK/IAMbIIEM) B TaUKy KapTOHHYIO.

tablet / OT 237,5 Mr 10 262,5 Mr (0T 95,00 % 10 |

[Not more than one individual mass should
deviate from the mean by more than £15 % and
no individual mass should deviate from the mean |
by more than £25 %. /

He Gonee onHOM UHAMBUAYAIBHOH MacChl
OTKJIOHSIETCS OT CPEJHEro 3HaUeHHs boJee 4em |
Ha +£15 % W HY OJIHA MHAMBUAYaJbHAs Macca He
!OTKJ'IOH}ICTCH OT CpeJIHEro 3HaueHus boree ueM |
Ha 25 %. - |
237.5 mg to 262.5 mg (95.00 % to 105.00 % of |
the label claim) of C2H2sN (terbinafine) per

105,00 % oT HOMHHAJILHOTO COJIEPXKaHHs1)
C:1HasN (Tepbunadun) B TabeTke.

Remarks : The Product confirms to ND/
IIpumeuanue: [Tpoaykt cootBeTcTBYET Tpebosanusam HJI

Conclusion : APPROVED /
3axkmouenne: OJOBPEHO

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

[ToarotoBieHo: SanlmSharma [Iposepeno: Pardeep Kumar Ono6peno: Menemxep / P}’KUIL,}]HTGJ’[L
K <1 Amit Kumar /

Reprint Date / Reprint Date / Reprint Date / '

Hara: 28.05.2025 Hara: 28.05.2025 Hara: 28.05.2025

Registared Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Product: Exifine tablets 250mg /
Ipoaykr: Dx3udun® tabaerku 250 Mr
Market / Puinok : Russia/ Poccus
'Batch No. / . Batch Quantity / " 1,25,000 tab /
Cepus Ne = Y200 __|Pa3mep cepuu * 1,25,000 tad
Analytical Report No. / .
Anamurauecknii oruer  : 040002937475 Date of Analysis / : 28.05.2025
No JaTta ananunza
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028
Hara npousBoacTsa T'onen no
Mfg. License No. /
IIpou3BoACTBEHHAS : MNB/05/263 MA number: / Homep PY  : JITI-Ne(002894)-(PT"-RU)
JuueH3us Ne
Analysis performed according ND / Anaan3 nposegen no: JIII-Ne(002894)-(PI'-RU)-280723

Page 6 of 7/ Crp. 6 u3 7

API name / HaumenoBanue ADC:

Terbinafine hydrochloride / TepbrnaduHa ruApOXJIOPUA

INN / MHH

Terbinafine / Tepbunadux

API manufacturer batch number / TN24080133
Homep cepun npoussogurtens ADC:
FP Manufacturer API Batch number / FERAQ00536

Homep cepuu cy6cTanuuu nponssoautess I'JId:

API Manufactured by & country /
Ipouzsoauteap ADC, cTpana:

Hetero Labs Limited, India /
Xetepo Jlabc JInmuten, Muaus

Name, address, authorization No for FP

HanmenoBaHHe, aapec, JHIEH3HSA A5
IIpousBoacTBeHHAs IOIIAAKA /

manufacturing site / Control site / Release site / Distt. Solan (HP) 173205, India (license No MNB/05/263) /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,

IMpousBoacTBeHHOE nofpazaencHue-6, Bunn. Kxos,
Hanarapx Poyn, bannu, Quctpukt Conan, X.I1., 173205,
Wupus (muiensus Homep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IIpumeuanue: ITpoaykt cooTBeTcTBYeT TpeboBaHusm HJL 3akaouenue: OJJOBPEHO

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

[ToarororiieHo: Sarita Sharnia ITposepeno: Pardeep Kumar Ono6peno: Menemxkep / PykoBoggTens
o Amit Kumar JNET =

Reprint Date / Reprint Date / Reprint Date / J

Hara: 28.05.2025 Hara: 28.05.2025 Jara: 28.05.2025

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: L85195AP1984PLC0O04507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.
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? ® Formulation Unit-6
Dr° ReddYS ‘,.. Vill. Khol, Najagarh Road, Baddi,

Distt .C:)Im H.P., 173 205, INDIA

Tel . +919816E 56001-02
VWL GTTEGGYE.COn
CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A
Product: Exifine tablets 250mg /
Hpoaykr: DKk3udpua® Tabnerku 250 mr
Market / Prinok : Russia/ Poccust
Batch No. / . Batch Quantity / ~1,25,000 tab /
Cepust N2 RNl _|Pa3mep cepuu " 1,25,000 Tab
Analytical Report No. / .
Amauraveciuii oraer  : 040002937475 DateofrAmalysisy . 28.05.2025
No JlaTa aHanusa
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028
Jara npon3eoacTBa Tonen no
Mfg. License No. /
IIpoM3BOACTBEHHAN : MNB/05/263 MA number: / Homep PY  : JII1-Ne(002894)-(PT-RU)
Jnuen3us Ne
Analysis performed according ND / Ananus nposezen no: JIII-Ne(002894)-(PT'-RU)-280723

Page 7of 7/Ctp. Tuz 7
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt. 02
September 2022) and requirements to the medicinal quality and with the specifications in the Marketing Authorization
dossier of the importing country. Production, packaging and testing records are verified and their compliance with Good
Manufacturing Practice of the Eurasian Economic Union is established».
3akJrl09eHHe 0 COOTBeTCTBHH: «HacTosmuM s NMOATBEPKAAIO, YTO MpPHBENEHHAs Bbllie MHQOPMALMS SBJISETCS
JIOCTOBEPHO#i ¥ TOUHOM. DTa cepys NPOAYKLIHH NPOHU3BeeHa (BKIFOUas yIakoBKy (MapKMPOBKY) U KOHTPOJIb Ka4eCTBa)
Ha BbIIIEYKa3aHHOH MPOU3BOACTBEHHON MoLasike (TIOUIaIKaX) B MOJTHOM COOTBETCTBHHU ¢ TpeboBaHusiMu IIpaBii
HajJIeXallel poM3BOACTBEHHON npakTHku EBpasuiickoro sxonomuueckoro corosa (Ne GMP/EAEU/RU/00554-2022
ot 02 centsa6psa 2022) u TpeOoBaHUAMU KOHTPOJIS KauecTBa JIEKAPCTBEHHBIX CPENCTB, a TAKXKE B COOTBETCTBHU CO
cnendMKaUMsIMH, CONEPKALIMMHCS B PETHCTPALIMOHHOM JIOChE CTPaHbI-MMIOpTEpa. 3alucu MO MPOU3BOJCTBY,
YIaKoBKe M aHANM3y MpPOBEPEHbl, M YCTAHOBNEHO HX COOTBETCTBHE TpeboBaHMsaM IlpaBui Hajnexauled
MPOU3BOACTBEHHOM MpakTHKH EBpa3niickoro 3KOHOMHYECKOIO COI03a».

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

IIpumeuanne: IIpogykT cooTBeTcTBYET TpeboBanmsaM HJI 3akmouenue: OJOBPEHO

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

IMoarorosnexo: Sarita Sharma— IIposepeno: Pardeep Kumar Onobpeno: Menemxep / P KOBOZHTEH
K e Amit Kumar ..’(

Reprint Date / Reprint Date / Reprint Date / '

JlaTa: 28.05.2025 Jara: 28.05.2025 Jata: 28.05.2025

Registared 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: L85195AP1284PLC004507
www.drreddys.com




