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CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIU3A
Product : Exifine tablets 250mg /
Hpoaykr: Dx3upuu® Tabnetkn 250 mr
Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / . 1,19,728 tab /
Cepust Ne + vadonot Pasmep cepun * 1,19,728 tad ___
Analytical Report No. / .
AnannTaucckuii oruer @ 040002571853 Daterol Saslysicy . 29.06.2024
No JlaTa ananuza
Date of Manufacture / . 05/2024 Date of Expiry / . 04/2027
JlaTa npou3BoacTBa T'open mo
Mfg. License No./
IlponsBoACTBEHHAN : MNB/05/263 MA number: / Homep PY  : JI[I-Ne(002894)-(PT-RU)
JuueH3us Ne
Analysis performed according ND / Ananuz nposenen no: JIII-Ne(002894)-(PI'-RU)-280723

Page10f8/Crp. 113 8
Ne Test / IlokazaTenn Result / PesyabTaThl Specification / Hopma

1 | Description / Onucanne | White round, biconvex tablets with the | White to off-white round, biconvex tablets with
break line on one side and plain surface | the break line on one side and plain surface on
on other side /  Kpyruse|other side. / Kpyrnele ABOSKOBBIIYKIIBIE
JIBOSKOBBIMYKJIbIe Tabnetku Oenoro|TabneTkn oT 6enoro Ko MoyTH 6enoro LBeTa C
L[BETa C AeNUTENbHON pUCKOll ¢ OfiHOM | AemuTeNnbHOH pUCKOM C OZHOM CTOpPOHBI H
| CTOPOHBI U TJIAAKOM MOBEPXHOCTHIO C | rNAAKON IOBEPXHOCTHIO C APYTOi CTOPOHBI.

‘):[pyroﬁ CTOPOHBL. |
|

2 | Identification / Hnentudpuxauus
2

By HPLC/ o ' Complies as prescribed / The retention time of the main peak in the test
a [ B9KX CooTBeTcTBYET TpeOOBAHUIM solution chromatogram should correspond to the
Remarks : The Product confirms to NI/ Conclusion : APPROVED/
IIpumeyanue: [IpoaykT coorBeTcTBYeT TpeboBaHusm HJJ 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IlogroroBneno: Santosh Kumar IIposepeHo: Pawan Kumar Opnobperno: Menenxep / Pykopeairrenb
Maurya 4| Pavan Kumar Sharma :
Reprint Date / Reprint Date / ’. Reprint Date /
Hara: 29.05.2024 Hara: 29.05.2024 Hata: 29.05.2024




Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A
Product : Exifine tablets 250mg /
| Hpoaykr: Ox3udua® Tabnetku 250 mr
Market / Poinox : Russia / Poccus
Batch No. / . Batch Quantity / . 1,19,728 tab /
Cepus Ne VeIl Pa3zmep cepun " 1,19,728 Tab
Analytical Report No. / .
AHanuTHYecKHH oTaeT  : 040002571853 Datefofmalysis/ : 29.06.2024
No JlaTa aHanu3a
Date of Manufacture / . 05/2024 Date of Expiry / . 04/2027
Jata npousBoacTBa Tonen g0
Mfg. License No. /
IlpousBoacTBEHHAs : MNB/05/263 MA number: / Homep PY  : JII[T-Ne(002894)-(PT-RU)
JuueH3zun Ne

Analysis performed according ND / Ananus nposeaen no: JIIT-Ne(002894)-(PT"-RU)-280723

Page2 of 8§/ Ctp. 2 u3 8

21|

By UV-spectrophoto-
metry/
Y®-cnexrpodoromerpus

Complies as prescribed /
CootBercTBYeT TpeOOBaHHAM

retention time of the main peak in the
chromatogram of terbinafine hydrochloride
reference standard solution (Assay section)./
Bpemst ynepkuBaHMsi OCHOBHOIO [IMKa Ha

XpoOMaTorpaMMe  HCIBITYEMOTO pacteopa
JIOTDKHO COOTBETCTBOBATH BpEMEHU
yIepKIBAHUA OCHOBHOTO MHKa Ha
XpoMaTorpaMMe  pacTBOpa  CTaHAApTHOro

obpasua tepbuHadpuHa ruapoxnopuaa (pasaen
«KonnyecTBeHHOE ONpeaesieHne).

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

Y®-cekTppl  TMOMIOLIEHUS  UCHBITYEMOTO
o0pasua u cTanaapTHoro obpasua TepbuHaduHa
THOPOXJIOPHAA  HOMDKHBL  JIEMOHCTPUPOBATH
MaKCUMYM TIOIJIOIUEHHS MNpPH OJWHAKOBBIX
JUTHHAX BOJIH.

Remarks : The Product confirms to ND/
IIpumeuanmne: [Tpoaykrt cooTBeTcTBYET TpeboBaHusM H/L

Conclusion : APPROVED /
3akmwouenue: OJOBPEHO

Hara: 29.05.2024

Hara: 29.05.2024

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

[Toarorosneno: Santosh Kumar IIpoepeHo: Pawan Kumar Onobpeno: Menemxep / Pykggopntens

Maurya Cﬁ | Pavan Kumar Sharma %,W/;/
— < ./_'-

Reprint Date / Reprint Date / Reprint Date /

Jata: 29.05.2024




Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIMU3A

Product : Exifine tablets 250mg /

IpoaykT: Ix3udnu® Tabnetku 250 mr

Market / Phnok

¢ Russia / Poccus

Batch No./ . Batch Quantity / ~ 1,19,728 tab /

Cepust N2 + vadonio Pa3mep cepun * 1,19,728 Tab

Analytical Report No. / | .

Ananurayeckuii oruer  : 040002571853 Daferof Snalysis : 29.06.2024

No Jarta ananusa

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2027

JlaTa npOM3BOACTBA ToneH a0

Mfg. License No. /

Tlpou3BoACTBeHHAS : MNB/05/263 MA number: / Homep PY  : JII1-Ne(002894)-(PI"-RU)
JuueHzuss Ne

Analysis performed according ND / Auanus npoenen no: JIII-Ne(002894)-(PT'-RU)-280723

Page3 of 8/ Ctp. 3 u3 8

‘ Ne Test/ ITokazaTenn

Result / Pe3yabTaThl

Specification / Hopma

| 3 |Average Weight /
Cpeansia Macca ||

399.6 mg/ 399.6 mr

400 mg + 5.0 % (from 380 to 420 mg) /
400 mr + 5,0 % (ot 380 mr 1o 420 mr)

102 %

| 4 Dissolution / PaCTBOpeHl/le.| 105 %, 102 %, 105 %, 106 %, 104 %,

Not less than 75 % (Q) of the labeled claim of
C21HasN (terbinafine) should be dissolved in 45
minutes. / He meHee 75 % (Q) OT HOMMHaJIBHOIO

conepxanus CoHasN (TepdrHaduH) 1OHKHO
‘paCTBOpHTbCﬂ yepes 45 MUHYT.

5 Impurities / lIpamecu

Remarks : The Product confirms to NI/
Hpumeyanue: [IponykT cooTBeTcTBYeT TpeboBanuam HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Jara: 29.05.2024

Jara: 29.05.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroenexo: Santosh Kumar [Tpoeepeno: Payvan Kumar Onobpeno: Mernemkep / Pykosgauteiib
Maurya ﬁif A ' Pavan Kumar Sharma . :
Reprint Date / Reprint Date / Reprint Date / -

Hara: 29.05.2024
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Vill. Khol, Nalagarh Road, Baciglj,

Distt, Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A

Produect : Exifine tablets 250mg /
| IpoaykT: DOx3udun® Tabnetku 250 Mr

Market / Poinox

: Russia / Poccus

Batch No. / . Batch Quantity / . 1,19,728 tab /

Cepus Ne aEEOREO Pazmep cepun * 1,19,728 Tab

Analytical Report No. / :

Anamntrveckuii oTer ¢ 040002571853 Date of Analysis / : 29.06.2024

No Jdara ananuza

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2027

JaTa npou3BoACTBa T'open o

Mfg. License No. /

IpoussoacTBenHas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(002894)-(PT"-RU)
JuneH3zust Ne

Analysis performed according ND / Auanu3 nposenen no: JIII-Ne(002894)-(PI'-RU)-280723

Page4 of 8/ Ctp. 4m3 8

Z

Test / IlokazaTean

Result / Pe3yabTaThl

Specification / Hopma

Any individual impurity /

Below BDL / Hinxe nopora

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

INot more than 0.7% / He 6onee 0,7 %

Coaep:xaHue BOIbI

Uniformity of dosage units
OnHopoaHOCTH
N03MPOBAHHDBIX €AMHHII

JTro6asi enMHUYHAS IPUMECH PETUCTPALlUU
Total impurities / Below BDL / Huxe nopora
CymmMma npumecei [PETUCTpaLMH

6 Water content / 22%

Not more than 5.0% w/w/
He 6onee 5,0 % m/M

1.0

Acceptance value (AV) should be not more than
15.0. / Hokazatens npuemneMoctd (AV) nomkeH

ObITE He Oonee 15,0

| 8 Microbiological purity / MukpoGHoJI0rH4ecKas YMCTOTA

Remarks : The Product confirms to ND/
Ipumeuanue: [IpoaykT cooTBeTcTByeT TpebopanusM HJJ

Conclusion : APPROVED /
3akmaouenne: OJJOBPEHO

Jata: 29.05.2024

JHara: 29.05.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IoaroroBneno: Santosh Kumar ITposepeno: Pgwan Kumar Onobpeno: MeHemkep / Pykosoautens
Maurya : L Pavan Kumar Sharma igiv_f

— = —
Reprint Date / Reprint Date / Reprint Date / i

Hata: 29.05.2024

Regiztered Office:

Tel; +81 404960 2900,

oad Mo, 3, Ba nJ 2g HI” Hyderabad - 58
w014 i , Email: maild@drreddys.com

(1034, Telanganz, india
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

[Product : Exifine tablets 250mg /
HpoayxT: Dr3uduu® tabnerku 250 mr

Market / Poinok

: Russia/ Poccus

'Batch No./ , Batch Quantity / T 1,19,728 tab /

Cepusi Ne * VSO Pa3mep cepuu ' 1,19,728 Tab

Analytical Report No. / .

Anagurnueckuii oyer  : 040002571853 Date of Analysis / : 29.06.2024

No Jata ananuza

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2027

Jlata npousBo/icTBA T'onen oo

Mfg. License No. /

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

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

Page S5of 8/ Ctp. 5u3 8

¢ Test / ITlokazaTenb

Z

Result / Pe3yabTaThl

Specification / Hopma

a) Total acrobic microbial
count / O61ee 4ncio
aspoOHBIX
MUKPOOPraHH3MOB

b) Total combined yeasts
and moulds count / Obiee
YHCJIO TPONOKEBBIX H
[JIECHEBBIX IPHOOB

c) Escherichia Coli

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

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

Absent in lg/
OTquCTByeT Blr

Not more than 10° CFU/g /
He Gonee 10° KOE/r

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

Shall be absentin 1 g/
JIOJDKHBI OTCYTCTBOBATH B 1 T

Remarks : The Product confirms to ND/
ITpumevanue: [Ipoaykt cooTBeTcTBYeT Tpeboanusm HJI

Conclusion : APPROVED /
Sakawuenne: OJOBPEHO

Prepared by /

Maurya

Checked by /

Ioarorosneno: Santosh Kumar Ilposepeno: Paywan Kumar
& b

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pyxo?amwenb

Gz —

Pavan Kumar Sharma

Reprint Date /
Hara: 29.05.2024

Reprint Date /
Hara: 29.05.2024

Reprint Date /
Hara: 29.05.2024
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Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTHPUKAT AHAJIU3A
Product : Exifine tablets 250mg /
Ipoaykr: Dx3uduu® Tadaetkn 250 Mr
Market / Prinok : Russia / Poccus
Batch No. / . Batch Quantity / . 1,19,728 tab /
Cepus Ne F UZEED Pasmep cepun ©1,19,728 Tab

Analytical Report No. /

Date of Analysis /

AHanuruyecknii oruer  : 040002571853 : 29.06.2024
No JMaTa anannza
Date of Manufacture / . 05/2024 Date of Expiry / . 04/2027

HJaTta npousBoacrsa

T'opgen oo

Mfg. License No. /
IlpouspoacTBeHHast : MNB/05/263

anueH3us Ne

MA number: / Homep PY  : JI[T-Ne(002894)-(PI'-RU)

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

Page 6 of 8 / Ctp. 6 u3 8

Ne Test / ITokazaTenn Result / Pe3ynbTaThl Specification / Hopma
9 Subdivision of tablet / Complies as prescribed / Not more than one individual mass should
{TeanmocTb Ta0JETKH CooTBeTCTBYET TpebOoBaHUsIM deviate from the mean by more than £15 % and |

10 Assay / KonnuecTBenHoe 248.43 mg/ 248.43 Mr 237.5 mg to 262.5 mg (95.00 % to 105.00 % of

onpenesenHe (99.37%)

no individual mass should deviate from the mean |
by more than £25 %. / '
He 6onee onHOM HHAMBUAYANbHON MAacChI ‘
OTKIIOHSETCS OT CPEeHETro 3HaYeHus bosiee ueM

Ha £15 % 1 HH oJHA HHAMBUIYalbHAS Macca He ‘
OTKJIOHSIETCA OT CpeHero 3HadeHus 0osee 4eM |
Ha £25 %.

11Packaging / Onucaunue 16 tablets in PVC/aluminum blister, 1 blister and a patient information leaflet (package
YIAKOBKH insert) in a carton pack. / ITo 16 Ta6nerok B [IBX/anmomunuessli 6aucrep, 1 6aucrep
BMECTE C HHCTPYKLIHEH MO NPUMEHEHHIO (JIHCTKOM-BKAJbIIIEM) B MIAUKY KapPTOHHYIO.

the label claim) of C>HasN (terbinafine) per
tablet / Ot 237,5 Mr o 262,5 mr (ot 95,00 % no
105,00 % OT HOMUHAJBHOIO COAEPKAHUS)
(C21HasN (tepOunaduu) B TabeTKe.

Remarks - The Product eonfirms tan NTY/

Ipumeuanne: [Tpoaykt coorBeTcTBYeT Tpebosanusam HJI 3axouenue: OTOBPEHO

Conclusion : APPROVED /

Prepared by / Checked by /

[TonrororneHo: Santosh Kumar IIposepeno: Pawan Kumar Onobpeno: Menemxep / PykoBoaurenb

Maurya &
/

Approved by: Manager/Executive /

Pavan Kumar Sharma -

Reprint Date / Reprint Date / ;
Jara: 29.05.2024 Hara: 29.05.2024

Reprint Date /
Jara: 29.05.2024
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Product : Exifine tablets 250mg /
Ipopyxr: 3x3udpnu® Tabaerku 250 mr
Market / Prinox : Russia / Poceust
ma o o
e OIS Datefof. Analysisi) : 29.06.2024

No Jarta ananun3za

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2027

JaTa npon3BoacTBA T'onen o

Mfg. License No. /

IpousBoacTBEHHAS : MNB/05/263 MA number: / Homep PY : JII1-Ne(002894)-(PI'-RU)

JguueH3us Ne

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

Page 70of 8/ Ctp. 7u3 8

API name / HaumenoBanue A®@C: Terbinafine hydrochloride / TepbunaduHa rHAPOXIIOPUL

INN / MHH Terbinafine / Tepbunadun

API manufacturer batch number / TN24010001

Homep cepun npoussoantenss ADC: -

FP Manufacturer API Batch number / FERAO00121

Homep cepuu cydcrannun npouspoaurens I'JIMD:

API Manufactured by & country / Hetero Labs Limited, India /

IIponseoaurens ADC, cTpana: Xetepo Jlabe Jlumurten, Muaus

Name, address, authorization No for FP Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,

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

HanmMeHOBaHHe, aapec, JULEH3Hs 1A ITpousBoacTBeHHOE MopazaeneHre-6, Bumi. Kxouns,

IIpousBoacTBeHHASA MIOIIAAKA / Hanarapx Poya, bagnu, Auctpukt Conas, X.I1., 173205,
Wupus (muuensust Homep MNB/05/263)

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

IMpumeuanne: IIponykT coorBeTcTBYET TpeboBanusm HJJ 3akmouenue: OJJOBPEHO

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

ITonroroeneno: Santosh Kumar IlpoBepeno: Pawan Kumar Onobpeno: Menemxep / Pyxoppairens

Maurya o4 " Pavan Kumar Sharma Ao :
= B ,——;—3_’/

Reprint Date / Reprint Date / Reprint Date /

Jata: 29.05.2024 Jara: 29.05.2024 Hara: 29.05.2024

gana, india




Dr.Reddy’s ":'

Dr. Reddy's Laboraicries Lid

CERTIFICATE OF ANALYSIS

CEPTU®PHUKAT AHAJIU3A

Product : Exifine tablets 250mg /

[Ipoayxr: Sk3upun® tabnerku 250 Mr

Market / Poinok : Russia / Poccus

JAHneH3us No

Batch No./ . Batch Quantity / . 1,19,728 tab /

Cepun Ne P A0 Pa3smep cepumn ©1,19,728 tab

Analytical Report No. / .

AnannTHyecknii oTuer @ 040002571853 Daejof. Analysisi/ : 29.06.2024

No JaTa ananusa

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2027

Harta npoun3Boacrsa I'onen xo

Mfg. License No. /

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

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

Page 8 of 8 / CTp. 8 u3 8

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. 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».

3akia0ueHne 0 cooTBeTcTBUM: «HacTosmuM s MOATBEPXkIAKO, YTO NPHUBEICHHAs Bbllle MHGOpMauUUs ABISETCA
LOCTOBEPHOMH ¥ TOUHOM. DTa cepust MPOAYKIMHU IPOU3BeeHa (BKIIH0Yas yNaKoBKY (MAPKMPOBKY) U KOHTPOJIb Ka4eCTBa)
Ha BBIIEYKA3aHHOH MPOM3BOJACTBEHHOMN IUIOlIaKe (MIIOLIAAKaX) B MOJIHOM COOTBETCTBUM C TpeGosaHusMu [Ipasui
HajJIexalell MPou3BOACTBEHHOM HpakTuku EBpasuiickoro skoHomuueckoro corosa (Ne GMP/EAEU/RU/00554-2022
ot 02 centsOpst 2022) u TpeGOBaHMAMH KOHTPONS KadecTBa JIEKAPCTBEHHBIX CPEACTB, & Taloke B COOTBETCTBHH CO
cnenu(PUKAIUIMH, CONEPXKAIIMMUCS B PErMCTPALHIOHHOM JOChE CTpaHbl-MMIOpTEpa. 3armicH Mo NPOU3BOACTBY,
YNaKOBKE M aHanusy TpOBEpEeHbl, M YCTAHOBIEHO WX COOTBeTCTBHE Tpebopanusm IlpaBun Hamexauiei
MPOU3BO/ICTBEHHOI MpakTHKK EBpazuiickoro s3kOHOMHYECKOIO COI03a».

Remarks : The Product confirms to NTY/

Ilpumeuanue: ITpogykT cooTBeTcTBYET TpeboBanusam HJI

Canclusion : APPROVFED /
3axmouenue: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarororneHo: Santosh Kumar [Iposepeno: Pawan Kumar Onobpeno: MeHemxkep / PykgRoauTteb
Maurya L/.% / Pavan Kumar Sharma da——>
Reprint Date / Reprint Date /' Reprint Date /

Hara: 29.05.2024 Hata: 29.05.2024 Hara: 29.05.2024

Tel: #51 40 4900 2000, Fax, -8
g
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swwdrreddys.com




