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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A
Product: Exifine (terbinafine), cream for external use 1 %
Mpoayxr: Sx3nduu® (TepbrnaduH), KpeMm A HAPYKHOTrO NpuMeHeHus 1 %
Market / Pernok : Russia / Poccus
Batch No./ . V250129 Batch Quantity / . 46534 units /
Cepus Ne ) Pa3zmep cepun * 46534 enunun
Analytical Repo:‘t No./ . 040002814101 Date of Analysis / . 28.02.2025
AHaauTH4ecknii oruer Ne JlaTa ananusa
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2027
Jara nponssoacrea T'ogen po
Mfg. License No. /
IIpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY  : JIII-Ne(004010)-(PT'-RU)
JHUeH3Hs Ne
Analysis performed according ND No / Ananus nposegen no HJ{ Ne: JITI-Ne (004010) -(PI'-RU)-100724

Pagelof 6/Crp. 1u36

Sr. No. Test / IlokazaTess Result / PeayabTaThl Specification / Hopma
1 Description / White homogeneous cream. / White or off-white homogeneous cream. /
O ieaiie OnHoponubiii kpeM 6enoro upeta. | OqHOpoAHBIH KpeM 0eyoro MM MOYTH
6enoro LBeTa.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Iponykt cootsercTByeT Tpebopanusm HJ| | 3akmodenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroTosneHo: [TpoBepeHo: Pardeep Kumar Onob6peHo: Menemxkep / Pykooaurens
Santosh Kumar Maurya , Amit Kumar 1/—
9. e -
Date/ Date / Date / '
MHara: 28.02.2025 Hara: 28.02.2025 Hata: 28.02.2025

Road No 3, Banjara Hills, Hydeimsbag - 500034, Telangana, India
200, Fr 1200 2599, Email: mail@drreddys.com

P1OS4rLC00S507

werw. drreddys.com




Dr.Reddy’s ‘;.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Exifine (terbinafine), cream for external use 1 %
INpoayxr: Ix3uduu® (tepbrHaduH), KpeM AJIs HapyKHOTro npumetenus 1 %

Market / Poinok

: Russia / Poccus

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

Cepust Ne ) Paszmep cepun " 46534 eayHuil
Analytical Repovrt No./ . 040002814101 Date of Analysis / . 28.02.2025
AHanuTuueckHii oryer Ne JlaTa aHajn3a

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

|JlaTa npoH3BOACTBA __|l'onen go

Mfg. License No./

IlponsBoacrBeHHas : MINB/05/263 MA number: / Homep PY : JII-Ne(004010)-(PI'-RU)
JnueH3usa Ne

Analysis performed according ND No / Anaans nposeaen no HJ Ne: JITI-Ne (004010) -(PT'-RU)-100724

Page 2 0f 6/ Ctp. 213 6

Sr. No.

Test / IlokazaTenanb

Result / Pe3yabTaThl

Specification / Hopma

2 Identification /

Hpesrnpukanus

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 yzaep>kuBaHuUs
OCHOBHOTO nMKa Ha
XpoMaTorpamme
pacTBopa
BpPEMEHH
OCHOBHOTO

HCIIBITYEMOTO
COOTBETCTBYET

yAEPKUBaHUS
nHKa Ha
xpomarorpamMme pacTBOpa
CTaHJAPTHOTO obpasiua
TepbuHadHA THAPOXNOPHJA.

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”). /

Bpems ynep)kuBaHMsi OCHOBHOTO INHKa Ha
XpoMarorpaMMe HCHOBITYEMOTO pacTBOpa
JIOJKHO COOTBETCTBOBATh BpEMEHH
yIEPXKUBAHUS ~ OCHOBHOTO  [HKa  Ha
XpoMaTorpaMMe pacTBOpa CTaHJIapTHOIO
obpasua TepbuHaduHa  ruApoxXJIOpHIA
(pasnpen «Konu4ecTBeHHOE OMPEAENICHHE).

3 pH of aqueous dispersion /
LpH BOAHOMH AucHepcHH

7.27

6.0t07.5/016,0 107,5

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykt coorBeTcTBYET TpeboBaHusAM HJL

Conclusion : APPROVED /
3akiaouenne: OJJOBPEHO

Prepared by /
IToaroToBieHo:

Santosh Kumar Maurya

&

Checked by /
[Iposepeno: Pardeep Kumar

J';:
——

—

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens
Amit Kumar

I/\(;

Date/
Jlata: 28.02.2025

Date /
Hara: 28.02.2025

Date/
Jlara: 28.02.2025




Dr.Reddy’s ":

Dr. Reddy's Laboratories Lid,

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product: Exifine (terbinafine), cream for external use 1 %
Mpoaykr: dx3nduu® (Tepdunadnu), kpem 11 Hapy>KHOTO MpuMeHeHHa 1 %

Market/ Puinok

: Russia / Poccus

Batch No./ Batch Quantity / . 46534 units /
Cepus Ne Pazmep cepun 46534 enunnil

ical . ;
Analytica Repovrt No./ . 040002814101 Date of Analysis / . 28.02.2025
AHanuTHYecKHi oTueT Ne JlaTa ananusa
Date of Manufacture / Date of Expiry /

: 1272027

Jara npoH3poJcTBa _|T'onen go

Mfg. License No. /

IIpousBoAcTBeHHAs
JHueH3us1 Ne

: MNB/05/263

MA number: / Homep PY

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

Analysis performed according ND No / Ananan3 nposegen no HJI Ne: JITI-Ne (004010) -(PI'-RU)-100724

Page3of 6/ Crp.3mu3 6

Sr. No. Test / Ilokazateb Result / Pe3vabTaThl Specification / Hopma
4 Impurities / IIpumecu Below BDL/ Hike nopora Any individual unidentified impurity — not
perncTpauyu more than 0.7%. /
Jrobas eqUHUYHAs
HeuJeHTUhHLIMPOBaHHAS [pPHMECh — He
6onee 0,7%.
Below BDL/ Huxke nopora
perucTpativ Total impurities — not more than 1.0 %. /
Cymma npumeceii — He 6onee 1,0 %.
5 Weight of the package
content /
Macca COAEPKHUMOro
YHAKOBKH:
- mean weight / 10g/10r Not less than nominal (10 g) /
cpenHsisi Macca He menee nHomuuanbHoit (10 r)
- weight of 1 tube / 10g/10r 10g+£9% (9.1gt010.9g)/
Macca 1 TyOsl 10r+9% (or 9,1 r 10 10,9 1)
6 Microbial purity / Mukpo6noJioruyeckasi YHCTOTA

Remarks : The Product confirms to ND/

IIpumeuanue: ITpoaykT cooTBeTcTBYeT TpeOoBaHUsAM HJ|

Conclusion : APPROVED /
3axmrouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotosneHo: [Iposepeno: Pardeep Kumar Onobpeno: Menemxkep / PykoBoaurtens
Santosh Kumar Maurya y; Amit Kumar o

(B : s
Date / Date / Date / i

Jlara; 28.02.2025

Hara: 28.02.2025

Harta: 28.02.2025




Dr.Reddy’s @

Dr. Beddy's Laboratories Ltd,
ulation Unit-6

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Exifine (terbinafine), cream for external use 1 %
Mpoayxr: 2x3udua® (TepbuHaduH), KpeM AN HAPY>KHOTO MpUMeHeHHs 1 %

Market / Prinox : Russia / Poccus

Batch No./ Batch Quantity / 46534 units /
: V250129 :
Cepus Ne Pa3zmep cepun 46534 eguHuy
Analytical RepO}‘t No./ . 040002814101 Date of Analysis / . 28.02.2025
AHanuTHYeCKHii oTyeT No JaTa ananuza
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2027
JaTa npousBoacTBa I'onen ao -
Mfg. License No. /
IIpousBsoacTBeHHast : MNB/05/263 MA number: / Homep PY  : JIII-Ne(004010)-(PI"-RU)
auueH3ust Ne

Analysis performed according ND No / Anamus nposeaen no HJI Ne: JITI-Ne (004010) -(PT-RU)-100724

Page4of 6/ Crp. 413 6

Sr. No. Test / IloxazaTenn

Result / PesyabTaTrsl

Specification / Hopma

Total aerobic bacteria count /
O61iee uncyo a3pobHBIX
Bakrepnii

Total combined yeast and
moulds / O61uee yucio
JPOOKEBBIX U TJIECHEBBIX
rpuboB

Staphylococcus aureus

P. aeruginosa

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

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

Absent / OTCyTCTBYET

Absent / OrcyTcTBYET

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

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

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

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

7 Assay / KonuuecTBeHHO€
olpejeieHUe

10.06 mg / 10.06 mMr

90mg to 11.0 mg of CoH»sNHCI
(terbinafine hydrochloride) in 1 g of cream.
/O 90mMr mo 11,0mMr CaiHasN-HCI
(TepOuHaduHa ruipoxiopua) B 1 r kpema.

_Remarks : The Product confirms to

ND/

Ipumeuanue: [Iponykt coorBeTcTBYET TpeboBaHUAM HJI

Conclusion ;: APPROVED /
3akmouenue: OJJOGPEHO

Prepared by /
IloarorosneHo:
Santosh Kumar Maurya

b

Checked by /
IIposepeHo: Pardeep Kumar

!
Cog—

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoguTens

Date/ Date /

Jara: 28.02.2025

Jata: 28.02.2025

Amit Kumar
—
/\/,/
{

Date /
Hara: 28.02.2025




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSI

S

CEPTU®UKAT AHAJIU3A

Product: Exifine (terbinafine), cream for external use 1 %
Ipoaykr: x3ubHa® (TepbuHadUH), KpeM U Hapy>KHOro npuMeHeHus 1 %

Market / Prinox

: Russia / Poccus

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

Cepus Ne ) Pa3mep cepun " 46534 enuHuL
Analytical Repovrt No./ . 040002814101 Date of Analysis / . 28.02.2025
AHanuTH4ecKnii ordyer No Jara anaamsa

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

|laTa npou3BOACTBA I'onen xo -

Mfg. License No./

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

L

Analysis performed according ND No / AHanu3 nposeaen mo HJI Ne: JIII-Ne (004010) -(PT-RU)-100724

Page50f6/Ctp. S5u3 6

Sr. No. Test / [TokazaTeanb

Result / PesyapTaThl

Specification / Hopma

8 Description of packaging /
OnucapHe ymakoBKH

10 g in a tube of lacquered
aluminum. Each tube and patient
information leaflet in a carton
pack. / ITlo 10 r B TYOYy u3
NaKUPOBAHHOTO ATIOMHHHSL.
Kaxnayro Tydy ¢ UHcTpykuuei no
MIPUMEHEHHUIO OMEIAIOT B NAUKy
KapTOHHYIO.

10 g in a tube of lacquered aluminum. Each
tube and patient information leaflet in a
carton pack. / Ilo 10 r B TYOy Wu3
JakupoBaHHoro amoMuHus. Kaxayio TyOy ¢
WnceTpykued o NpHMEHEHHIO MOMELIAIOT B
Na4yKy KapTOHHYIO.

API name / Haumenopanue APC:

Terbinafine hydrochloride / Tep6unadmu rugpoxnopun

INN / MHH

Terbinafine / Tepbunadun

API manufacturer batch number /
Homep cepuu npoussoautens ADPC:

TN24010001

FP Manufacturer API Batch number /

Homep cepuu cyGeTaHIHM MPOU3BOAUTEIS
rJId:

FERAO00121

API Manufactured by & country /
Hpoussoautesnr ADC, cTpana:

Hetero Labs Limited, India /
Xerepo Jlabc Jlumurten, MHaus

Remarks : The Product confirms to ND/

Ilpumeuanue: [Iponykt coorBercTByeT TpeboBanusim HJ|

Conclusion : APPROVED /
3axkmouenue: OJJOBPEHO

Prepared by / Checked by /

IToaroToseHo:
Santosh Kumar Maurya

f
B
L

[IpoBepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onob6peno: Menemxkep / PykoBoautens

Amit Kumar
AP

[

Date/

Hara: 28.02.2025

Date/
Jara: 28.02.2025

Date /
Jara: 28.02.2025




Dr.Reddy’s Q

CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIN3A

r. R

o, Mal n

eddy's Laboratories Ltd

ation Unit-5

Ly T

I Baddi,

INDIA

Product: Exifine (terbinafine), cream for external use 1 %
NMpoaykr: Ix3nduu® (Tepbunadut), KpeMm sl HAPYKHOro nNpuMeHenHs 1 %

Market / Puinok

: Russia / Poccus

Batch No./ . V250129 Batch Quantity / . 46534 units /
Cepus Ne ) Pazmep cepun 46534 eqyany
oal . :
Analytica Repovrt No./ . 040002814101 Date of Analysis / . 28.02.2025
AHanuTHYecKuil oTyeT Ne Jata ananmusa
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2027
JlaTra npoH3BoACTBA B B T'ogen g0
Mfg. License No. /
ITponssoacreenHas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(004010)-(PI"-RU)
JHuen3ust Ne

Analysis performed according ND No / Ananu3 nposeaex mo HJI Ne: JITI-Ne (004010) -(PT'-RU)-100724

Page 60of 6/ Cip. 636
Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, Nalagarh
Road, Baddi, Distt. Solan HP 173205, India (license No MNB/05/263) /
H-p Pennu’c JTabopatopuc JIta., Uuaus, IpoussoacTBeHHOE MoapasaeneHue-6,
Buin. Kxons, Hanmarapx Poyn, bamau, Juerpuxt Conan, X.I1., 173205, Unaus
(nmuuenzus Ne MNB/05/263)

Name, address, authorization No for FP
manufacturing site / Control site / Release
site /

HaumeHOBaHuUe, agpec, IHUEH3Us AJIs
MpousBoacTBenHast niowaaka / Ilnomaaxa
KOHTpoJist kauecTBa / [lmowmaaka BeInycka

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». /

3akmoueHde o coorBercrBuHM: «Hactosium s MOATBEpXKAal0, YTO NPUBEACHHAs Bbllle HHGOPMAUUS SBIAETCA
IDOCTOBEPHOM M TOYHOMN. DTa cepust NPOAYKLUHH NPOU3BeAcHa (BIJIIOYas YIIAaKOBKY (MApKUPOBKY) H KOHTpPOJIb Ka4ecTBa) Ha
BBIILIEYKA3aHHON MPOW3BOACTBEHHOM IUomaake (nUolajkax) B MOJHOM COOTBeTCTBUM ¢ TpeboBanuamu Ilpasun
HaJUIexalllell TpOM3BOACTBEHHON MPakTHKH EBpasuiickoro skoHoMuueckoro cotosa (Ne GMP/EAEU/RU/00554-2022 ot 2
ntons 2022) v TpeGOBaHMAMHK KOHTPOJIS KA4ECTBa JIEKAPCTBEHHBIX CPEJICTB, a TAKXKe B COOTBETCTBHHU CO CeUDUKALUAMH,
COIEPXKALIMMHUCA B PErHCTPALMOHHOM JOChE CTPaHbI-UMIIOpPTEpa. 3JalUCH MO TNPOM3BOJACTBY, YNAKOBKE M aHAlM3y
IPOBEPEHbl, W YCTAHOBICHO WX COOTBETCTBHE TpeOoBaHusAM [IpaBun Hazgexailedl NPOU3BOACTBEHHONW IPAKTHKU
EBpazuiickoro 3kOHOMHYECKOr0 COK3a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoaykT cooTseTcTByeT TpeGoBanusm HJ[ | 3axmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: [Ipoeepeno: Pardeep Kumar Onobpeno: Menemxep / Pykosoaurens
Santosh Kumar Maurya P Amit Kumar

T {
Date / Date / Date / '
Jata: 28.02.2025 Hara: 28.02.2025 Hara: 28.02.2025




