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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product: Exifine (terbinafine), cream for external use 1 %
[ Tipoayscr: Draudun® (tepbunadun), kpeM s HapyxHOro npumenenus 1 %

Market / Poinok : Russia / Poccus

BatchNo./  , oociing Batch Quantity / 46534 units /

Cepus Ne ) Pazmep cepun * 46534 epnnnn

Analytical Repo“rt No./ . 040002814101 Date of Analysis / . 28.02.2025

AnanurHyecikuil oryer Ne HaTa anaansa

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2027

JlaTa NpoH3BOACTBA Cojen jio

Mfg. License No. /

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

Juuensus Ne —

Analysis performed according ND No / Ananu3s aposeaen mo HJ Ne: JITI-Ne (004010) -(PT-RU)-100724

Page 1 of 6/ Cip.1u3 6

Sr. No. Test / Ilokazarean Result / PesyabTaThl Specification / Hopma
1 Description / White homogeneous cream. / White or off-white homogeneous cream. /
OnmMcanne OznHopopnHslii kpeM 6enoro nseTa, OﬂHOpOHHB'IH KpeM ©Oenoro MM TMO4YTH
6enoro 1BeTa.
Remarks : The Product confirms to ND/ ’ Conclusion : APPROVED /
Ipumeyanne: [IpoaykT cooTBeTcTBYET TpeGopanuaM HI[ | 3axmouenne: OLOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo; IlpoBepeHo: Pardeep Kumar OmobpeHo: Menemxep / PykosoauTtens
Santosh Kumar Maurya 5 Amit Kumar LI
Date / Date / Date / '
Jlata: 28.02.2025 Hara: 28.02.2025 Hara: 28.02.2025
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CERTIFICATE OF ANALYSIS

CEPTHADHKAT AHAJTH3A

Product: Exifine (terbinafine), cream for external use 1 %
Tpoaykr: Fxauhuu® (Tepbunadiny), Kpem 1L HapyKHOro npumeHerna 1 %

Market / Poinok : Russia / Poccua

Batch No. / . V250129 Batch Quantity / . 46534 units /

Cepus N . Paisep cepuu * 46534 equnniy |
Analytical Repovrt No./ . 040002814101 Date of Analysis / . 28.02.2025

AnannTuuecknii oruer No JlaTta apanuza _
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2027

Hara npou3BoACTBA Toaen no

Mfg. License No. /

IIponsBoacTBeHHAR : MNB/05/263 MA number: / Homep PY  : JITI-Ne(004010)-(PT"-RU)

aunenzua Ne N O |

Analysis performed according ND No / Ananns nposenen mo HJI Ne: JITT-Ne (004010) -(PT-RU)-100724

_I_’age 20f6/Cip.2 3 6

|

_Sr. No. Test / IlokazaTenb

Result / PesyabTaTht

Specification / Hopma

2 Identification /
HpeHTHQHKAHS

Retention time of principal peak
in the chromatogram of test
solution correspond to retention
time of principal peak in the
chromatogram of terbinafine
hydrochloride reference standard
solution. / Bpems ynepxuBaHHs
OCHOBHOTO - TUKa Ha
XpOMaTorpaMMe  HCIBITYEMOTO
pacTBopa COOTBETCTBYET
BpEMEHH yIepxUBaHNs
OCHOBHOTO nuKa Ha
XpOMaTorpamMmMe pacTtBopa
CTaHJAPTHOrO obpasua
Tep6brnaduHa THAPOXIOPULA.

Retention time of principal peak in the
chromatogram of test solution should
correspond to retention time of principal
peak in the chromatogram of terbinafine
hydrochloride reference standard solution
(section “Assay™). /

Bpemsa yAepXMBaHHS OCHOBHOIO MHKa Ha
XpoMarorpaMMe HCIBITYEMOTO  pacTBOpa
JOJDKHO COOTBETCTBOBATh BPEMEHH
yIOEDKHBAaHWsL ~ OCHOBHOTO  [IMKa  Ha
XpoMarorpaMMme pacTBopa CTaHAapTHOIO
obpasua  TepbunHaduHa  IHAPOXJIOpHIA
(paznen «KoMM4eCTBEHHOE OTNIPEACTICHUE)).

3 pH of aqueous dispersion /
PH BoxHoit cmepcuu

7.27

6.0t07.5/0t6,0 1o 7,5

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoaykT coorBeTcTBYET TpeboBanuam HI

Conclusion : APPROVED /
Saxioyenue: OJOBPEHO

IaTa: 28.02.2025

JHara: 28.02.2025

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnexo: [IposepeHo: Pardeep Kumar Ono6peno: Menenxep / Pykosoaurensb
Santosh Kumar Maurya . Amit Kumar

/ A — | /
Date / Date / Date/ e

Iara: 28.02.2025
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CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIM3A

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

Iponyxr: Sxandun® (tepbuxadms), kpem AnA HapyxHoro npumenerns 1 %

Market / PoiHoK : Russia / Poccus

Batch No. / . V250129 Batch Quantity / . 46534 units /

Cepus N : Passiep cepun " 46534 ennHHL

Analytical Repovrt No./ . 040002814101 Date of Analysis / . 28.02.2025

Ananuruvecknii orter No Jara anaansa

Date of Manufacture / . 01/2025 Date of Expiry / . 122027

Mara aponspoacTea Toxen xo -

Mfg. License No. / : -

IIpousBoacTEEHHAS : MINB/05/263 MA number: / Homep PY : JITI-Ne(004010)-(PT'-RU)

JIHUeH3nA Ne — i

Analysis performed according ND No / Ananna npoeegen mo HJI Ne: JITI-Ne (004010) -(PT-RU)-100724

Page30f6/Crp.3u3 6

Below BDL/ Hixe nopora
PerHcTpaily

Sr. No. Test / Iokazareas Result / Pe3yabTaThl Specification / Hopma
4 Impurities / TIpumecn Below BDL/ Hioke nopora Any individual unidentified impurity — not
perucTpauun more than 0.7%. /

HeuIeHTH(ULMPOBAHHAS TPUMECH —
bonee 0,7%.

Total impurities — not more than 1.0 %. /
Cymma mpumeceit — ve Gonee 1,0 %.

Jlobas eIMHHYHad

HE

5 Weight of the package
content /
Maceca colepKUMOr0
YHAKOBKH:

- mean weight / 10g/l0r
cpeHsis Macca

- weight of 1 tube / 10g/10r
Macca 1 TyOsI

Not less than nominal (10 g) /
He menee HomuuansHOH (10 1)

10g+9%(9.1gto109g)/
10r+9 % (or 9,1 rmo 10,9 1)

6 Microbial purity / Mukpobronornyeckas YHCTOTA

Remarks : The Product confirms to ND/ "Conclusion : APPROVED /
TIpumeuanme: [IpoaykT cooTBeTCTBYeT Tpebosanuam HJ | 3axmouenne: OHOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosieHo: IIposepeno: Pardeep Kumar Opo6peHo: Menemxep / PykoBoauTens
Santosh Kumar Maurya ; Amit Kumar
s L =

‘5:___4 . e ‘/\/ -
Date / Date / Date / )
Jara: 28.02.2025 Hara: 28.02.2025 Iara: 28.02.2025
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJM3A

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

Mpopyrer: Diandund (tepbunaduu), Kpem A8 HADYXHOro mpHMeHeHns 1 %

Market / Peinok : Russia / Poccus

Batch No. / . V250129 Batch Quantity / . 46534 units / '
Cepus Na ] Pazmep cepun " 46534 eaunvy

Analytical Repourt No./ . 040002814101 Date of Analysis / 28.02.2025

AnainTnueckuii oT4er No Jata ananu3a -

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2027

Jara npoussoacTBa T'open oo

Mfg. License No. /

IlpoHsBoacTBeHHAs : MNB/05/263 MA number: / Homep PY  : JII1-Ne(004010)-(PI'-RU)

Anuedsus Ne

Analysis performed according ND No / Ananu3z nposeaen mo HJI Ne: JITI-Ne (004010) -(PI'-RU)-100724

l’ag;c 40f6/Crp.4u3 6 nlln.

Sr. No.

Test / IloxazaTenn

Result / Pe3yabTaThi

Specification / Hopma

6akrepnid

moulds / O6iiee uncao

rpuboB
Staphylococcus aureus

P. aeruginosa

Total aerobic bacteria count /
OO01iee 9Hcno a3pobHbIX

Total combined yeast and

MPUKMEBDIX 1 IUIEUCHEBbLLX

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

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

Absent / OTcyTCTBYET

Absent / OTcyTCTBYET

Not more than 10? CFU/g. /
He Gonee 102 KOE/T.

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

Shall be absentin 1 g./
OrcyrctBue B 1 1.

Shall be absentin 1 g. /
OrcytcTBue B 1 T

onpeaeieHne

7 Assay / KonuyecTBeHHOE

10.06 mg / 10.06 mr

90mg to 11.0 mg of CyHyNHCI
(terbinafine hydrochloride) in 1 g of cream.
/ Ot 9,0 Mr mno 11,0 mr CaiHasN-HCI
(tepbuHaduHa rHApoxnopUR) B 1 I kpema.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Ipoaykt cooTseTcTRYeT TpeboBanuam HJI | 3akmodenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarotoBneHo: [IposepeHo: Pardeep Kumar Onobpeno: Menemxep / PykoBoIUTENE
Santosh Kumar Maurya , Amit Kumar

Date / Date / Date / !

Hara: 28.02.2025 Hara: 28.02.2025 Jara: 28.02.2025
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product: Exifine (terbinafine), cream for external use 1 %
Ipoaykr: Dx3nduA® (Tepbunadun), KpeM AJIsi HAPYHHOTO NMpHMeHeHus 1 %

Market / Pbinok

: Russia / Poccus

Batch No. / . Batch Quantity / _ 46534 units /

Cepua Ne - VIshl29 Pa3smep cepuu * 46534 epuHuy

Analytical Repo“rt No./ . 040002814101 Date of Analysis / . 28.02.2025
AHaquTHYecKMi oTyeT Ne = T JlaTa aHanH3a

Date of Manufacture / . 01/2025 Date of Expiry / . 122027

Jata npouzBoaeTBa T'oxen no

Mfg. License No./

IpouszsoacTrBeHHAast + MNB/05/263 MA number: / Homep PY  : JII-Ne(004010)-(PI'-RU)
JHuen3usi Ne

Analysis performed according ND No / Auanus auposeaen no HJ Ne: JIT-Ne (004010) -(PT'-RU)-100724

Page Sof 6/ Crp. 513 6

Sr. No.

Test / IlokazaTens

Result / Pe3yibTaThi

Specification / Hopma

8 Description of packaging /
OnHcaHHe YNAKOBKH

10 g in a tube of lacquered
aluminum. Each tube and patient
information leaflet in a carton
pack. / Tlo 10 r B T1yby u3
JaKHPOBAHH OO AMOMHHHS.
Kaxnyo tyby ¢ Unctpykuueit no
NPUMEHEHHUIO NIOMEILAIOT B MaYKy
KapTOHHYIO.

10 g in a tube of lacquered aluminum. Each
tube and patient information leaflet in a
carton pack. / Ilo 10 r B Tyby w3
nakuposanHoro anoMuuus. Kaxnyio 1y6y ¢
HHucTpykuued no npuMEeHEHHIO MOMELIAIOT B
[1a4yKy KapTOHHYIO.

API name / HaumenoBaune AQC:

Terbinafine hydrochloride / Tep6uHaguH ruapoxnopun

Terbinafine / Tepunadux

| ) Lo H

Homep cepii cyGCTAHIHH NPOHIBOIMTENS

INN/MHH
API manufacturer batch number / TN24010001
Hontep cepnn npoussoauteas ADC:
FP Manufacturer API Batch number /
FERAQ0121

API Manufactured by & country /
MponsroauTear ADC, cTpana:

Helero Labs Limited, India /
Xerepn Na6ic JTumuren, UHius

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [TpoxykTt cooteeTcTByeT TpeboBanusam HJ[ | 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITogroTosnexo: Iposepeno: Pardeep Kumar Onobpeno: Menemxep / Pykosoaurens
Santosh Kumar Maurya [ Amit Kumar -

L - /\( —
Date / Date / Date / '
Jlarta: 28.02.2025 Hara: 28.02.2025 Jara: 28.02.2025




Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTTHU3A
Product: Exifine (terbinafine), cream for external use 1 % - = s i
ponykr: Dkanduu® (Tepbunadui), KpeM s HAPYKHOTO NpuMeHennd 1 %
Market / Privok : Russia / Poccus
BatehNo./ - 46534 units/ =t
Batch No. / . V250129 Batch Quantity / . 6534 units
Cepusa N Pasmep cepru 46534 equnuL
Analytical Repovrt Ne./ . 040002814101 Date of Analysis / . 28.02.2025
AHaIUTHYecKHIT 0T4HeT No . _ |JaTa ananmsza 3
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2027
JlaTa nponsBoacTBa Toaen no -
Mfg. License No. /
IlponseogcreenHas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(004010)~(PI'-RU)
JHueH3HA Ne

,_ Analysis performed according ND No / Anann3 nposenen no HJI Ne: JIIT-Na (004010) -(PT-RU)-100724 I
|

~ Page 60f6/Cip. 613 6
Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, Nalagarh
manufacturing site / Control site / Release Road, Baddi, Distt. Solan HP 173205, India (license No MNB/05/263) /

I-p Pennn’c Jla6oparopwuc Jlta., MHaus, Ipon3soacTeHHOE nopasaenenne-6,

site / Bunin. Kxons, Hanarapx Poya, Bagnu, Jucrpykt Conan, X.J1., 173205, Uuaus
HaumeHoBaHHe, agpec, THLEH3HA 410 (nuuenzns Ne MNB/05/263)
IpoussoacTBenHan miowaaka / Ilnomaaka )

KOHTpOJIA KayecTBa / Ilnomanaxa Bpimycka

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 (No. GMP/EAEU/RU/00554-2022 dt. 23 July 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». /

3aKiHo4YeHHe O COOTBeTCTBHHM: «HacToSIMM s TOATBEPXJAl0, 4TO MpHMBEJEHHAs Bhile HHPOPMAUHS AB/SETCA
IOCTOBEPHO M TOUHOM. DTa cephs POMYKLHMY POM3BE/ieHa (BKIIIOUast yNakoBKy (MapkHpPOBKY) M KOHTPOTb KauecTBa) Ha
BBIIEYKA3aHHOW NpOM3BOACTBEHHON mnowazake (MIOWaakax) B IMOJIHOM COOTBETCTBHHM ¢ .TpeGoBaHuamu [Ipasun
HaInexallleit MpOM3BOACTBEHHOH NpakTHKM EBpasHiickoro akoHomuueckoro cowsa (Ne GMP/EAEU/RU/00554-2022 ot 2
utons 2022) u TpeboBaHUSAIMH KOHTPOJIS Ka4eCTBa IEKapCTBEHHBIX CPEICTB, 4 TAKKE B COOTBETCTBHU CO cnetnpHKalAAMY,
CONEPKAUIUMHUCST B PETHCTPAIUMOHHOM JOChE CTPAHbI-MMIIOPTEPA. 3aNHCH MO MPOM3BOACTBY, YMAKOBKE K AHAJIM3Y
IpOBEpEHbl, H YCTAHOBIGHO MX COOTBETCTBHE TpeGoBaHHMAM IlpaBui Hajlexalledl [POM3BOJCTBEHHOH MpPakKTHKH
EBpazniickoro 3KOHOMHYECKOTO COI03a».

Name, address, authorization No for  FP

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Iponykt coorsercTnyet Tpebopanmsam HJI | 3akmouenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHO: [IpoBepeno: Pardeep Kumar OnobpeHo: Menemxep / Pyxosoautens
Santosh Kumar Maurya P Amit Kumar g

Date / Date / Date / g

Iara: 28.02.2025 Hara; 28.02.2025 Iara: 28.02.2025




