Dr.Reddy’s ‘;

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarii Road, Baddi,
Distt, Solan, #.P.,, 173 205, INDIA
Tel : +91 98166 55001-02
www.dirreddys.com

CEPTUOUKAT AHAJIM3A

Product: Exifine (terbinafine), cream for external use 1 %
IMpoayxr: Dr3uduH® (TepbrHaduH), KpeM AT HApy»KHOTrO NpuMeHeHHs T %

Market / PoiHok

: Russia / Poccus

Batch No. / . V250768 Batch Quantity / . 47619.000 units /

Cepus Ne i Pasmep cepnu * 47619.000 equnmix
Analytical Repovrt No./ . 040003109849 Date of Analysis / . 30.09.2025
AHanuTnyeckuii oryer Ne JlaTa anannza

Date of Manufacture / . 09/2025 Date of Expiry / . 08/2028

JlaTa npou3BOACTBA I'onen o

Mfg. License No. /

IIpou3zBoacTBEeHHAsN : MNB/05/263 MA number: / Homep PY  : JIII-Ne(004010)-(PI'-RU)
JaueH3un Ne

Analysis performed according ND No / Ananus nposeaen no HJI Ne: JITI-Ne(004010)~-(PI'-RU)-100724

Page 1 of 6/ Ctp. 1136

Sr. No.

Test / IlokazaTenn

Result / Pe3yabTaThl

Specification / Hopma

1 Description /

Onucanue

White homogeneous cream. /

OnHoponHblii kpeM 6enoro nBeTa.

White or off-white homogeneous cream. /
OnHoponmHbIH Kpem Oenoro WK MOYTH
fenoro npera.

2 Identification /
Haenrudurauus

Retention time of principal peak
in the chromatogram of test
solution correspond to retention
time of principal peak in the

Retention time of principal peak in the
chromatogram of test solution should
correspond to retention time of principal
peak in the chromatogram of terbinafine

chromatogram
hydrochloride reference standard

of

solution. / Bpems ynepkuBauus | xpomaTtorpaMme HCIBITYEMOrO pacTBopa
OCHOBHOIO nMKa Ha | TOMMKHO COOTBETCTBOBATH BpEMEHU
XpoMaTorpaMMe — HCHbiTyeMoro | YACPKHBaHUA ~ OCHOBHOrO  IMKa  Ha
pacTBopa cooTseTcTRyer | XPOMATOTPAMME  PacTBOpa  CTAHAAPTHOro
obpasua  TepbuHadMHa  THAPOXJOpHAA
BpeMeHU yIepKHBAHUS
(pasznen «KonuuecTBEHHOE ONPEAEIIEHHEY).
OCHOBHOT'O nuka Ha
XpoMaTorpamme pacTBopa
CTaHJAPTHOTO obpasua

TepOuHadnHa TUAPOXIIOPHAA.

hydrochloride reference standard solution
(section “Assay”). /
Bpems ynep>xuBaHHs OCHOBHOTO NHKa Ha

terbinafine

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
INpunvedanne: [poaykT coorercTeyeT Tpebosanuam HJT 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /
[Moarorosnexo: Nagri ITposepeno: g Bpoaepeﬁo (AOK): [|Oznobpeno: Obecnieuerre kayecTsa/OTBETCTBEHHOE JIMLO:
A B\ Shehnaz % Amit Kumay, -~ 7 i 7
#._‘ AN \ -'/ l‘_. ) = \CUN p\/vv] ’Q _CV‘}
Date / Date / Date / Date / Q0SS0
Jlata: 30.09.2025 Jara: 30.09.2025 Jara: 30.09.2025 Hara: %

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +S1 40 4500 2399, Email: mail@drreddys.com

CIN: L85195AP1984P
www.drreddys.

LC004507
com




Dr.Reddy’s ":’.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-56

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

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTHU3IA

Product: Exifine (terbinafine), cream for external use 1 %
Mpoayxt: Dx3uduu® (Tepbunadu); Kpem IS Hapy)HOrO NpUMeHeHns 1 %

Market / PbIHOK : Russia / Poccus

Batch No. / . V250768 Batch Quantity / . 47619.000 units /

Cepus Ne ) Pasmep cepuu © 47619.000 enunuL

Analytical Repovrt No./ . 040003109849 Date of Analysis / . 30.092025

ABanuTHYeCKHi oTueT No Jara ananusa

Date of Manufacture / . 09/2025 Date of Expiry / . 08/2028

Jlara npou3BoacTBa Togen no

Mfg. License No. /

Ilpou3BoACTBEHHAS : MNB/05/263 MA number: / Homep PY  : JIII-N2(004010)-(PI"-RU)

JauieH3us Ne |

Analysis performed according ND No / Ananun3s nposenen no HJE Ne: JITI-Ne(004010)-(PT-RU)-100724

Page2of 6/ Ctp.2 3 6

- mean weight /
cpenHsis Macca

Sr. No. Test / ITokazaTesb Result / Pe3yabTaTthl Specification / Hopma
3 pH of aqueous dispersion / 6.68 6.0t07.5/016,0 107,5
pH BoaHo# aucnepenu
4 Impurities / IIpumecu 0.05% Any individual unidentified impurity — not
more than 0.7%. /
JIro6as eIUHHYHAs
HeHJAeHTUQUIINpOBaHHas MpPHUMECH — He
oonee 0,7%.
Total impurities — not more than 1.0 %. /
0.1% Cymma npumeceii — He 6onee 1,0 %.
5 Weight of the package Complies / COOTBETCTBYET Not less than nhominal (10 g) /
content / He Menee nomuHansHoM (10 1)
Macca COJIEPKMMOro
YIAKOBKH:

- weight of 1 tube /

Remarks : The Product confirms to ND/

I pumeuanue: [Npoaykr cooteercryet TpebosanusaM HJ

Conclusion : APPROVED /
Jaxmwouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||[Approved by: Quality Assurance/Authorized person /
Ioaororoeneuno: Nagri Hposepeuo('; q [1poBepeHo (AOK{: OnobpeHo: Obecnieuenne kayecTsa/OTBETCTBEHHOE JIULIO:
o AW Shehna ’)/ Amit Kumar \
W naz i QUi oA ¢
Date/ Date / Date / Date / Qoo 3/<0 }3"
Hara: 30.09.2025 JHata: 30.09.2025 Jara: 30.09.2025 Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +51 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com



@
Dr.Reddy’s ‘;’

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 556001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A

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

HpoaykT: Dk3npun® (TepGuHaduH), KPEM I HAPYKHOTO NpumMeHeHHs 1 %

Market / PoiHok : Russia / Poccust

Batch No. / . V250768 Batch Quantity / . 47619.000 units /
Cepus Ne i Pasmep cepuu " 47619.000 equuuL
Analytical Repourt No./ . 040003109849 Date of Analysis / . 30.09.2025
AHaTUTHUYECKHIT oTueT No JlaTa anaausa

Date of Manufacture / . 09/2025 Date of Expiry / . 08/2028

JlaTra npou3BoicTBa l'ogen go

Mfg. License No./
IIpousBogcTBEHHAs
JHUeH3Hs N2

: MNB/05/263

MA number: / Homep PY

: JII-Ne(004010)-(PI'-RU)

Analysis performed according ND No / Ananus npoeeaen no HJI Ne: JITI-Ne(004010)-(PT"-RU)-100724

Page3 of 6/ Ctp.3H3 6

Total aerobic bacteria count /
O61mee yrcyo a3pobHbIX
Oaxrepuit

Total combined yeast and
moulds / Ob1ee 4uco
JPOMOKEBBIX U TIIECHEBBIX
rpudoB

Staphylococcus aureus

P. aeruginosa

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

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

Absent in 1 g/ OrcyTcTByeT B Ir

Absent in 1 g/ OTcyTcTBYET B 11

Sr. No. Test / IToka3aTenb Result / PesyapTaTsl Specification / Hopma
Macca 1 Ty6sbl 10g/10r 10g+9% (9.1 gto10.9g)/
10r+£9%(or 9,1 r 10 10,9 1)
6 Microbial purity / Mukpo0OHoaoraueckasi 44¢T0OTa

Not more than 10> CFU/g. /
He 6onee 10> KOE/T.

Not more than 10! CFU/g. /
He 6onee 10' KOE/T.

Shall be absent in 1 g. /
OrcytcrBue B 1 F.

Shall be absentin 1 g./
OrcyrcrBue B 1 T.

Remarks : The Product confirms to ND/

IIpumeuanmne: Ipomykt coorBercTByeT Tpebopanusam HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by /

Checked by (AQA) /

Approved by: Quality Assurance/Authorized person /

[Moarorosneno: Nagri [Mpoeepeno; g [posepeno (AOK): {|Onobpeno: Obecnieuenre kavdectsa/OTBETCTBEHHOE JIMLO!
i ) Shehnaz :}' _||Amit Kumay " WL KowQae

Date/ Date / Date / Date / QC"C?/«L@ VN

Jara: 30.09.2025 JHara: 30.09.2025  |[dara: 30.09.2025 Jata:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india

Tel: +91 40 4900 2900, Fax: +S1 40 4900 2399, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd
Formulation Unit-56

Qe
Dr. Reddy’s ‘.0 Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, 1.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Product: Exifine (terbinafine), cream for external use 1 %
Ipoaykr: Dx3nduH® (Tepbunadun), kpeM A HapyskHOro-npumeHeHus 1 %

Market / Peiok : Russia / Poccus

Batch No. / . V250768 Batch Quantity / . 47619.000 units /

Cepusi N ’ Pa3zmep cepun ' 47619.000 equnuL
Analytical Repovrt No./ . 040003109849 Date of Analysis / . 30.09.2025
AHaguTnyeckuii oruet Ne JlaTa anaiu3a

Date of Manufacture / . 09/2025 Date of Expiry / . 08/2028

JlaTa npoM3BOACTBA TI'ogeun go

Mfg. License No. /

IMponssoacTBeHHAst : MNB/05/263 MA number: / Homep PY  : JIII-Ne(004010)-(PT-RU)
Juuen3usa Ne

Analysis performed according ND No / Ananus nposeaen mo HJI Ne: JIIT-Ne(004010)-(PT-RU)-100724

Page4of 6/ C1p.4u3 6

Sr. No. Test / IlokazaTenn Result / PesynabTaThl Specification / Hopma
7 Assay / KonnuecTrBeHHOe 90mg to 11.0 mg of Cy;HyNHCI
omnpejeleHHe (terbinafine hydrochloride) in 1 g of cream.
/Ot 90mMr mo 11,0mr C;HasN-HC1
10.46 mg/ 10.46 mr (Tepbunaduna ruapoxsopua) B 1 r kpema.
8 Description of packaging/ 10 g in a tube of lacquered|10 g in a tube of lacquered aluminum. Each
Onucanue ynakoBku aluminum. Each tube and patient|tube and patient information leaflet in a

information leaflet in a carton|carton pack. / Ilo 10 r B TyO0y u3
pack. / Ilo 10 r B T1ybOy wu3|nakupoBaHHoro amoMmunus. Kaxayro tyby ¢
JaKMPOBAaHHOIO anmoMuHus. | MHCTpyKLKE# MO0 NPUMEHEHHIO NOMEIIAIOT B
Kaxnyro tyOy ¢ UncTpykuueit no|nauky KapTOHHYIO.

NPUMEHEHHUIO TOMEILAI0T B NAUKy

KapTOHHYIO.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Npoaykr cooTBercTByeT Tpedopanuam HJ| 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
loarorosneno: Nagri [Tposepeno: Iposepeto (AOKZ: OnobpeHo: ObecneueHue kauecTsa/OTBETCTBEHHOE JIMLIO!
30y Shehnaz ‘\/ S _A|Amit Kumar UNIL v
Y > f || ey
Date / Date / Date / . Date / b
Hara: 30.09.2025 Jara: 30.09.2025 Mara: 30.09.2025 Hara: 20/00} AL

Registered Office: 8-2-337, Road No. 3, Banjara Hilts, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
rormulation Unit-5

@
DI". Reddy,s ‘_.. Vill. Khol, Nalagarh Road, Baddi,

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

drreddys.com
CERTIFICATE OF ANALYSIS ' Co0V €O

CEPTUOUKAT AHAJIU3A

Product: Exifine (terbinafine), cream for external use-1 % -
Hponykr: Dx3uduu® (tepbrHadun), KpeM Ui HApY>KHOTO MPUMEHEHUA - I %

Market / PoiHOK : Russia / Poccus

Batch No. / . V250768 Batch Quantity / . 47619.000 units /

Cepus Ne ’ Pasmep cepun * 47619.000 exuHHL,
Analytical Repo“rt No./ . 040003109849 Date of Analysis / . 30.09.2025
AHaJHUTHYeCKUii oTueT Ne Jlara anannsa

Date of Manufacture / . 09/2025 Date of Expiry / . 08/2028

JlaTa npou3BoacTea Topen xo

Mfg. License No. /

IIpouszBoacTBeHHAA : MNB/05/263 MA number: / Homep PY  : JIII-Ne(004010)-(PI'-RU)
JHIeH3usa Ne

Analysis performed according ND No / Asanns nposeaen no HJI Ne: JITI-Ne(004010)-(PI'-RU)-100724

PageS5of 6/Ctp.5u3 6

API name / HaumeHoBanue A®C: Terbinafine hydrochloride / Tep6unadun ruapoxopun,
INN / MHH . Terbinafine / Tepbunadun
API manufacturer batch number / TN24080133

Homep cepuu npouseoautesiss ADC:
FP Manufacturer API Batch number /

Homep cepuu cy6cTaHIHM DPOH3BOAUTEIS FERAOQ0536

IJd: =

API Manufactured by & country / Hetero Labs Limited, India /
pouseoguressr AP®C, crpana: Xetepo Jlabc JIumuren, Huous

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, Nalgarh
manufacturing site / Control site / Release Road, ?addl, Distt. Solan HP 173205, India (license No MNB/05/263) /
H-p Pennu’c Jlaboparopuc JIta., Unaus, [IpousBoacTeeHHOE noapasaenieHHe-6,

g Bunn. Kxons, Hanarapx Poyn, bannu, Juctpukt Conan, X.I1., 173205, Unaus
HaumenoBaHue, aapec, JTMUeH3US A5 (ueHsns No MNB/05/263)
IIpoussoacreenHasn maomagka / Ilaowanxa -

KOHTpoJisi kavecTBa / [louwagka BeImycKa

Name, address, authorization No for FP

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

3akioueHne 0 cooTBeTCTBHM: «HacTosiMM s TOATBEpIKZAl0, 4YTO IIPUBEJACHHAs Bblle HHGOpPMALUS SBISAETCA
JOCTOBEPHOM M TOYHOM. DTa cepust MPOAYKIMH MpOU3BEAEHa (BKIIOUas YIAaKOBKy (MapKUpPOBKY) U KOHTPOJIb Ka4ecTBa) Ha

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

IIpumeuanne: Iponykt cootBercTByeT TpebopaHuam HJI 3axmoyenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /

[Moarorosmeno: Nagri I[posepenq: (‘ INposepeno (AOK): ||Omobpero: Obecneuenue kagecTBa/OTBETCTBEHHOE JIULIO:
:‘ f by Shehnaz 11‘ Amit I\um?]{ o iur\“ L KUVVI )QIZ

Date / Date / Date/ | Date / {028

Hara: 30.09.2025 Jara: 30.09.2025 Jara: 30.09.2025 Hara: ‘& O/OC; *

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 ":‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

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

Product: Exifine (terbinafine), cream for external use 1 %
Mpoayxkr: Dk3uduu® (TepbuHaduH), KPeM IS HApYKHOTO MpuMeneHns 1 % :

Market / PuiHoKk - : Russia / Poccust

Batch No. / . V250768 Batch Quantity / . 47619.000 units /

Cepusn Ne ) Pa3mep cepuu © 47619.000 enuuu
Analytical Repovrt No./ . 040003109849 Date of Analysis / . 30.09.2025
AHaauTuueckHii oryer Ne JlaTa anaausa

Date of Manufacture / . 09/2025 Date of Expiry / . 08/2028

JlaTta npou3BoACTBA T'ogen o

Mfg. License No. /

IIpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY  : JIII-Ne(004010)-(PT-RU)
JuueH3uA Ne

Analysis performed according ND No / Ananns nposeaen no HJI Ne: JITT-Ne(004010)-(PT'-RU)-100724

BLILHeyKaSaHHOﬁ l'IpOI’ISBOI[CTBeHHOI\;I MJIOLIAAKE (nnomamcax) B IIOJIHOM COOTBETCTBUH C TpeGOBaHI/IﬂMH HpaBI/IJ'[
HajjIeXaueH HpOI/ISBOHCTBCHHOﬁ NMPaKTHKH EBpaBHﬁCKOFO 3KOHOMHYECKOTO COr03a U Tpe6OBaHH5{MI/I KOHTPOJIs1 KadeCTBa
JIEKAPCTBEHHBIX CPCACTB, a TAKXKE B COOTBETCTBHH CO CHCL[HCI)HK&L[HSMI/I, CoACpXKALMMHUCA B PErucTpaliOHHOM OOCBHE
CTpaHbI-UMITIOpPTEPA. 3anucu no MPOH3BOACTBY, YNAaKOBKE M aHaANN3y TPOBEPEHBI, U YCTAHOBJCHO HMX COOTBETCTBHC

Page 6 of 6/ CTp. 6 H3 6

TpeboBanusam [pasui HaJiexaleil NPOU3BOACTBEHHOMH NPaKTUKK EBPa3niickoro SKOHOMHYECKOrO CO03a».

Remarks : The.Product confirms to ND/
Mpumeuanme: ITpoaykr cootBeTcTBYeT Tpebosanusam HJI

Conclusion : APPROVED /
3axkniouyenue: ONOBPEHO

Prepared by /
[Toaroroemeno: Nagri

Checked by /
[lpoBepeno: 9

Checked by (AQA) /
[Mpoeepero (AOK):

Approved by: Quality Assurance/Authorized person /
Onpobpeno: Obecrieyenune kauecTBa/OTBETCTBEHHOE JIMLIO:

n Shehnaz Q - ||Amit KUITI_Q.I‘ )

5 L 4 R — LUNIL yumipy o

Date / Date / Date/ ' Date / OTA—R0C—
Jara: 30.09.2025 Iara: 30.09.2025  ||/lara: 30.09.2025 Hara: ?

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: L85195AP1984PLCO04507
www.drreddys.com




