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 56001-02

wiyr drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTH3A

Product : Exifine tablets 250mg /
(IIpoaykr: Dx3ndun® tabnerku 250 mr

Market/ Prinox

: Russia/ Poccus

JavueH3na Ne

Batch No./ . Batch Quantity / . 125000 tab /

| Cepus No ) V%S_OOOli Bel™ Pazmep cepun - " 125000 Tab
Analytical Report No. / !

Awnagutrueckitii oruer 040002786494 Defali b . 21.01.2025

No JlaTa aHanM3a

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027

JaTa npou3BoACTEA Lt o0 Tojen j10

Mfg. License No. /

IIpou3soacTBeHHas : MNB/05/263 MA number: / Homep PY : JI[I-Ne(002894)-(PT-RU)

Analysis performed according ND / AHan3 nposeReH mo: JITI-Ne(002894)-(PI'-RU)-280723

! Ne Test / IlokasaTenb
| 1 | Description / Onucanue

Result / PezyasTaTh!

Page1of8/Crp. 113 8

Specification / Hopma

White round, biconvex tablets with the
break line on one side and plain surface
on other
BOSKOBBIMYKJble TabneTkn Oenoro
11BETA C JENUTENBHOH pHCKOH ¢ OfHOMN
CTOPOHBL M TaAKoil TOBEPXHOCTLIO C
I,upyroﬁ CTOpPOHBI.

side

/  Kpyrnbie|other side.

White to off-white round, biconvex tablets with
the break line on one side and plain surface on
/ Kpyrnsle OBOAKOBBITYKIEBIE
Tabnetkd oT 6esoro xo noutd 6enoro usera ¢
JENUTeNbHOM pPHCKOM ¢ OOHOH CTOPOHBIL H
rafKoH MOBEPXHOCTRIO C APYIoll CTOPOHEI.

[\ ]

Identification / Haentngnxanus

|By HPLC /
BIKX

Complies as prescribed /
CoorsetcTByeT TpeSoBaHUAM

" [ The retention time of the main peak in the test|
solution chromatogram should cotrespund W e |

» |

Remarks : The Product confirms to ND/

Mpumeuanne: [IpoaykT cooTBeTCTBYET TpeGonannsm HJ

Conclusion : APPROVED /
Zakmouenne: ONOBPEHO

Prepared by / . | Checked by/ Approved by: Manager/Executive /
[Noaroroeneno: Pravesh Rana [Iposepeno: Santosh Kuymar Onobpeno: Menemxep / Pyxopoantens
& Maurya @ Amit Kumar j\ L~
—_— i i ~
Reprint Date / Reprint Date / Reprint Date /
Jlara: 21.01.2025 Hara: 21.01.2025 Hara; 21.01.2025

Registered Cffice: 8-2-337, Roxd No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Toh: S5 4U 490U 250U, Fox: 191 40 450U 294Y, ERYEILL aliu et LLays.comt
CIN: L85195AP1984PLLCO04507

wiavsdrrdddys.com




Dr.Reddy’s €3

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

Vill. khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-0Z
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTH3A
Product : Exifine tablets 250mg /
[ ITpoayxr: Dicznduns® Tabnetxun 250 mr
Market / PriHok : Russia / Poccus
Batch No. / N Batch Quantity / . 125000 tab /
Cepusi Ne 2 V2500014_ o Pazmep cepun * 125000 Tab
Analytical Report No. / .
Ananmraeckuit otder 040002786494 Date ofiginglysis/ : 21.01.2025
Ne JlaTa aHanu3a
Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027
JIaTa npoH3BOACTEA al Iopen jo
Mfg. License No. /
MpousBoacTBeHHAR : MNB/05/263 MA number: / Homep PY ¢ JIT1-Ne(002894)-(PI'-RU)
sinnensna Ne
Analysis performed according ND / Anaiu3 npoBelien 110: JITI-Ne(002894)-(PI-RU)-280723

[2b

By UV-spectrophoto-
!metryi

'V ®-cOeKTpodOTOMETPHS

Complies as prescribed /
CooTBeTcTByeT TpedoBaHIAM

Page2 of 8 /Crp. 2u3 8
[retention time of the main peak in the
chromatogram of terbinafine hydrochloride
reference standard solution (Assay section)./
Bpems yOepKMBaHWs OCHOBHOrO IlMKa Ha
XpPOMATOrpaMMe  UCMBITYEMOTO  PacTBOpa
JIOJDHO COOTBETCTBOBATH BpPEMEHN
yAEpPKUBAHUS OCHOBHOI'0 nuka Ha
XpoMarorpaMme  pacTBOpa  CTaHAApTHOIO
obpasua TepbuHaduHa THApOXTOpHAA (pasmen
«KonuaecTBeHHOE ONPEAENIEHUEN).

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

V@-criekTpbl  TOMMOMEHHST  HUCOBITYEMOTO
obpa3sua 1 cTangapTHOro obpasia TepbuHapyHa
THAPOXNIOpDHAA  ROMKHBL  IEMOHCTPUPOBATh
MAKCUMYM  TIOTANNIRHAA  TTIRH

Remarks : The Product confirms to

ND/

ITpumeuanne: [Tpoaykr coorsercrByeT TpeboaHuam HJT

Conclusion : APPROVED /
3axmouenune: QJJOBPEHO

Prepared by / o)
IToarotoBneno: Pravesh Rana r

Checked by /
TTpoeepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive /
Onobpexo: Meremiep / Pykosoautens

Amit Kumar L
j\.f‘/

Reprint Date /
Iara: 21.01.2025

Reprint Date /
Jlata: 21.01.2025

Reprint Date/ !
Tara: 21.01.2025

Registerad Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, :ndi-a
+61 40 51900 2900, Fax: +91 40 4900 2999, Ernail: maii@drrzadys.com
CIN: L85195AP1984F1COVASOT

Tei:

wwivdrreddys,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 56001-02

www. drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIH3A
Product : Exifine tablets 250mg /
Hpoaywrr: Dx3nduu® tabnerkn 250 mr
Market / PoiHoK + Russia / Poccus
Batech No. / . Batch Quantity / _ 125000 tab /
Cepus No e _'_VZSOOOM Pazmep cepHu * 125000 Ta6 -0

Analytical Report No./
ABannTHYecKHH oTUeT

Ne

: 040002786494

Date of Analysis /
JlaTa aHaTn3a

: 21.01.2025

Date of Manufacture /
Harta Tpou3R0ACTBA

: 12/2024

I"p,qeu 10

Date of Expiry /

: 1172027

Mlyg. Livense Nu. /
TpouseoacrBenHas
Juuensus Ne

: MNB/05/263

MA number: / Homep PY

: JIT1-Ne(002894)-(PT-RU)

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

-Nsi

Result / Pe3ybTaThl

Test / [Toka3aTenb

|

3 |Average Weight /

{Cpennsag Macca

401.6mg/40L.6mr

Specification / Hopma

JINHaX BOJH.

1400 mg = 5.0 % (from 380 to 420 mg) /

400 Mr £ 5,0 % (ot 380 Mr o 420 Mr)

4 Dissolution / Pacreopene

'lmpurities / Tpumec

101 %, 100 %, 102 %, 102 %, 102 %,
100 %

pacTBOPHTECH Hepes 45 MUHYT.

Not less than 75 % (Q) of the labeled claim of
("2H2sN (terbinafine) should be dissolved in 45
minutes. / He mernee 75 % (Q) OT HOMHHANLHOTO
conepkanus Co1HzsN (Tepbrnadnn) nomxHo

Page3 of 8/ Crp. 3 13 8#_.

|

Remarks : The Product confirms to ND/
Ilpumeuanne: [TpoaykT coorsercTayeT Tpebosaniism HIT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToprotoBneno: Pravesh Rana ! | IIposeperio: Santosh Kumar Onobpeno: Menemiep / PykoBoAUTEND
Mau Amit Kumar L
/L Eh @L /\«/
Reprint Date / Reprint Date / : Reprint Date/ "
Jlara: 21.01.2025 Hara: 21.01.2025 Jara: 21.01.2025

Registered Office: 8-2-237, Road No. 3, Sanjara Hills, Hyderabad - 500034, Telangana, india
Tof 491 a0 4900 290N, Fax- 441 40 4900 2999, Fmail mall@drrendys.com
CIM: 1.85195AP1984PLL004507

Wy drreddys.com




Dr.Reddy’s “g'

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

wiv dereddys com

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJTH3A

Product ; Exifine tablets 250mg /
Opoayxr: xauduu® Tabnerkn 250 Mr .
Market / Puinok : Russia / Poccus
Batch No. / . Batch Quantity / 125000 tab / i
Cepus Ne » V2500014 Passiep cepii ' 125000Ta6 .
Aunalytical Report No. / .
AwaanTiaeckni oraer ¢ 040002786494 Date of Analysis / . 21.01.2025
N Jlara ananusa
Date of Manufacture / . 12/2024 Date of Expiry / . 1172027
JlaTa npoH3BOACTBA Iogen o Bl
M. Lleense Nu. /
IIpouzBoACTBEHHAR : MINB/U5/263 MA number: / Homep PY @ JITT-WN(002894)-(PI-RU)
Jnnensua Ne
Analysis performed according ND / Anann3 npoBezeH 1o: JITI-N2(002894)-(PT'-RU)-280723

[Nni Test / IlokazaTean

_ Page4 of 8/Crp. 4u3 8

Result / Pesyabratel

Specification / Hopma

~ |Any individual impurity /

i

Below BDL / Huxe niopora

Ulo6an etuHHYHAS TPUMECE [pETHCTPALUIA
| [Total impurities / Below BDL / Hixke nopora
| P P
| Cymma npamecei DErucTpalin

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

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

6 ‘Water content /
ConepaHHe BOAbI

1.9%

iNot more than 5.0% w/w /
He 6onee 5,0 % M/M

7 |Unjformity of dosage units
|/ OgHOpPOXHOCTL

l_L’.lO?oﬂpGBaEHI‘:IX eqHHHIT

=2

\Acceptance value (AV) should be not more than |
[15.0. / IToka3arens npuemiieMocTd (AV) nomked
GEITH He Gonee 15,0

| 8 Microbiological purity / MakpoGuonoruieckas YHCTOTA

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykr coorsercreyer Tpebopanuam HIT

Conclusion : APPROVED /
Saxmwyenue: OJOBPEHO

Prepared by / )
IToarotroeneno: Pravesh Rana f

Checked by /

[TpoBepeno: Santosh Kumar

Maurya

—

Approved by: Manager/Executive /
Onobpexo: Menemxkep / PykosoauTesis
Amit Kumar

— /"

Reprint Date /
Jara: 21.01.2025

Reprint Date /

Hara: 21.01.2025

Reprint Date /
JHara: 21.01.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 580034, Telangana, India
Tel. #S1 40 4900 25360, Fax: +51 40 4900 2999, Email: mail@drreddya.com
CIN;: L85195AP1984PLC0D04507

www. drreddys.com




Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTH3A

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.drredadys.com

Product : Exifine tablets 250mg /
Mpoayrr: Dx3ndmu® Tabnetru 250 mr

Market / Poinok

: Russia / Poccus

Batch No. /
Cepust No

1 V2500014

Batch Quantity /
Paimep cepun

. 125000 tab /
* 125000 tab

Analytical Report No. /
AnanuTudecknit oT4yeT
Ne

: 040002786494

Date of Analysis /
JaTa ananwn3a

: 21.01.2025

Date of Manufacture /

anuensun N2

: 12/2024
JIlaTa npoH3BOACTBA il
vifg. License No./
TNIpABIRONCTRERHAS : MNB/)5/263

Date of Expiry /

: 1172027

Conen 10

MA number: / Homep PY

; JLI-Ne(UU2894)-(PI-RU)

Analysis performed according ND / AHayin3 fipoBescH mo: JITI-Ne(002894)-(PI'-RU)-280723

|Ne  Test/ IlokasaTenn
'r'a) Total aerobic microbial
gount/ Obliee uucno
3poOHEIX
MIKPOOPraHH2MOB

| ) Total combined yeasts
and moulds count / O6iiee
HHCIIC APONOKEBBIX U
IiiecHeBbIX TpHOOR

lc) Escherichia Coli

Result / Pe3yabTaThbi ‘

PageS5of 8/ Crp. Suz 8 ‘
Specification / Hopma

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

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

Absent in 1g/
OrcyteTeyer B 1r

![Not more than 10° CFU/g/

He 6onee 10° KOE/r

éNot more than 10’ CFU/g /
He 6onee 10 KOE/r '

Shall be absentin 1 g/
IomkHsl OTCYTCTBOBATE B 1 T

Remarks : The Product confirms to ND/
Ilpumeuanne: [TpoaykT cooTseTcTBYeT Tpebosanusm HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
ITogrortosnedo: Pravesh Rana

Checked by /

Maurya

[Tposepeno: Santosh Kumar

—_—

Approved by: Manager/Executive /
Onobperio: MeHemwxep / Pyxosoautenb

Amit Kumar L
j\/-‘/

Reprint Date /
Jara: 21.01.2025

Reprint Date /

Jlata: 21.01.2025

Reprint Date/ V
Hara: 21.01.2025

Registered Office; 8-2-237, Road No. 3, Sanjara Hills, Hyderabad - 5000134, Telangana, {ndia
Tul, 831 10 48900 2850, Fua, +41 4& 4800 3938, Piiiell. judll@ut1 2Udys.Luin
CIN: L35135AP19S4PLCA04507

ww.crreddys.com




Dr.Reddy’s ‘,‘:‘

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, IND!A
Tel - +91 98166 56001-02

oy drrnrlrvh - ~Am

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Exifine tablets 250mg /

Mponykr: Dxzndur® rabnetkn 250 Mr

Market / Puinox : Russia/ Poccus
Batch No. / . Batch Quantity / _ 125000 tab /
Cepna Ne o 2gpldid u Pasmep cepun " 125000 Tab K

Analytical Report No. /
AnanuTHYeckuii oTHeT
Ne

: 040002786494

Date of Analysis /
Jlara aHau3a

: 21.01.2025

Date of Manufacture /
Jlara npoH3BOICTBA
Mfg. License No. /
IIpon3BoacTBEHHAR
aunenzna Ne

: 12/2024

: MNB/U5/263

Date of Expiry /
T'osen 10

MA number: / Homep PY

: 1172027

: JIN-Ne(002894)-(PT-RU)

Analysis performed according ND / AHanin3 nposeacn 1o: JIT1-Ne(002894)-(PI'-RU)-280723

i .N'g: Test / IlokazaTens
| 9 Subdivision of tablet /

—
e
|
|
[eanmocTs TabreTkU l
|

|
|

10 Assay / Kosn4ecTBennoe

onpeneienie
1 |

1

i

Packaging / Onncanne
YHAKOBKH

Page 6 of 8/ Ctp. 6113 8

Result / PesyasTaThb!

Specification / Hopma

'‘Complies as prescribed /
CoorseTcTBYET TpebOBAHAAM

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

iHe GoJee oAHON UHAUBHAYANEHON MACChI
OTKIOHARTCH OT CpeaHero 3HaueHHs Gornee ueM
lia +15 % ¥ B4 OAHA HHIWBHIYalbHas Macca He
OTKNOMSETCS OT CpeaHero 3HauenHs Gonee 4eM

i £25 %.

250.16 mg/ 250.16 Mr
(100.06%)

237.5 mg to 262.5 mg (95.00 % to 105.00 % of
ithe label claim) of CsHasN (terbinafine) per
iltablel /Ot 237,5 Mr g0 262,5 mr (ot 95,00 % no
105,00 % OT HOMMHAJILHOTO COEPXKAaHVs)
CaiHasN (tepdunagun) B Tabnerke.

;I 6 tablets in PVC/aluminum blister, 1 blister and a patient information leaflet (package
insert) in a carton pack. / ITo 16 Tabnerok B TIBX/anoMuHUEBRIH OmicTep, 1 BnHcTep
MEUIE U MHCTPYKUMCH MO MPIMOUCITHIO (JIIOTKOM DIIGALINENM) B NAWKY ¥ANTAHHYHN

Remarks : The Product confirms to ND/
Tpumeyanne: IIpOAYKT COOTBETCTBYET TpeGOBaHHAM HJII

Conclusion : APPROVED /
Zaxsnouenne: QJJIOBPEHO

Prepared by /
Ioarotosneno: Pravesh Rana J

Checked by /
ITposepeno: Santosh Kumar
Maurya

'
—

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurens

Amit Kumar t—
f:x_.» 2

Reprint Date /
JMara: 21.01.2025

Reprint Date /
Jlara: 21.01.2025

Reprint Date / b
JHarta: 21.01.2025

Registered Office: 8-2-237, Road No. 23, ganjara Hills, Hyderabad - 500034, Telangana, indiz
Toii 04 10 1900 2000, Favi 46 AT 1000 29T, Frnail- mal@rre=rirys cnm
CIM: 1.85195AP19S4PLCO04507

wyaw drreddys.com




Dr.Reddy'’s Q;‘

Dr. Reddy's Laboratories Lid.

Formulation Unit-6

Vill, Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel ; +91 98166 56001-02

vy drreddys com

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIHA3A

Product : Exifine tablets 250mg /
Dpoaykr: Sxkandna® tabnetkn 250 Mr

Market / Prinok ¢+ Russia / Poccua

Batch No./ . Batch Quantity / _ 125000 tab/

Cepun Ne AL Pasmep cepun © 125000126
Analytical Report No. / ; ’ '

AuagnTaucckwii oraeT  : 040002786494 LEpeLreliby : 21.01.2025

No Jara anajau3a

Date of Manufacture / . 12/2024 Date of Expiry / . 112027

Jata nponzsoacTBa I'ogen mo , B IS
Mifg. License No. /

IponssoacTBenHan : MNB/05/263 MA number: / Homep PY  : JI[1-Ne(002894)-(PT-RU)
nHucn3ust Ne

Analysis performed according ND / Anajiu3 nposefen no;

JIIT-Ne(002894)-(PT-RU)-280723

Page 7of 8/ CTp. 713 8

API name / HaumeHoBauune A®C:

Terbinafine hydrochloride / Tep6unaduna ruapoxnIOpUA

INN/MHH

‘I'erbinatine / '| epbrHaduH

Homep cepun cy6cranuun nponssogurens IJID:

API manufacturer batch number / TN24010001
Homep cepun npoussognrens AQC:
FP Manufacturer API Batch number / FERA00121

API Manufactured by & country /
Ipouseoantens APC, crpana:

Hetero Labs Limited, India /
Xerepo Jlabe Jinmuren, Magus

Name, address, authorization No for  FP
manufacturing site / Control site / Relcase site /
HanmeHoBaHHe, aApec, JTHIEH3HsE 1/
IIpom3BoncTBeHHAS TIIIOINAAKA /

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

Distt. Solan (HP) 173205, India (license No MNB/05/263) /
[Ipon3ssoacTeeHBOE noApasaeneHne-6, Bunn. Kxons,
Hanarapx Poya, Bagau, Jucrpukr Conan, X.I1., 173205,
Huans (nuuenans HoMep MNB/05/263)

Remarks : The Product confirms to ND/
ITpumeuanue: [IpoaykT cooTseTcTByeT TpeGopanusm HJ -

Conclusion : APPROVED /
3axmouenne: QJIOBPEHO

Prepared by / , | Checked by /

IlonrorosiacHo: Pravesh Rana / {
Maurya

o

[Mpoeepero: Santosh Kumar

)

Approved by: Manager/Executive /
Opobpeno: Mexemxep / Pykosoantens

Amit Kumar /X( sl
= / "

Reprint Date /
Hara: 21.01.2025

Reprint Date /
Jlara: 21.01.2025

Reprint Date / ¥

Hata: 21.01.2025

Regisiared Office: §-2-237, Road No. 3, Panjara Hilis, Hyderabad - 560034, Telanganz, india
Toi 161 42 1003 2860, Faxi +F1 10 1900 2009, Ernwil: nail@drradiiys rom
CIN: L35135AP1984PLC0O0a5907
wwvidrreddys.com




Dr.Reddy’s “:‘

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Vill. Khol, Natagarh Road, Baddi,
Distt. Sclan, 4.7, 173 205, INDIA
Tel: +91 98166 56001-02
www.drredays.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
Product : Exifine tablets 250mg /
Hpoayicr: Sxandus® Tabnetkn 250 Mr
Market / Poinox : Russia / Pocens
Batch No. / . Batch Quantity / . 125000 tab /
Cepus N2 2200008 Pasmep cepun 125000 Tab

Analytical Report No. /

AHaauTRyecknii otuer  : 040002786494

Date of Analysis/ . 21.01.2025
Jlara aHann3a i =

Ne
Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027
JaTta upon3BoACTBA Toaen o iy

Mifg. License No. /

ITpou3soaCTBeHIIAS : MNB/05/263

JuucH3Iua Ne

MA number: / Homep PY  : JIII-Ne(002894)-(PT-RU)

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

Page 8 of 8 /Crp. 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 Marketlhg Authorizatlon
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». :

3aKII0MeHHe 0 COOTBEeTCTBHM: «HacTOSIUMM S NOATBEPXJAO, UTO NPUBEAEHHAA Bbille MHGOPMAUMS ABIACTCH
JOCTOBEPHOI 1 TOYHOH. DTa cepHsl NPOAYKLUMH MPOK3BeAeHa (BKNIOUAs YNaKoBKY (MapKUPOBKY) i KOHTPOJIB KauecTBa)
Wa BbllueyKA3aHHOM TTPOM3ROACTBEHHOH MioLaNKe (MIOLLAAKAX) B TIOHOM COOTBETCTBHM C TPCOOBaHUAMI ITpaBun
Haz/iexaulell Mpou3BOACTBeHHON NpakTHkd EBpasaiickoro 3KOHOMAUECKOTO €O103a (Ne GMP/EAEU/RU/00554-2022
ot 02 centabps 2022) u TpeGoBaHUAMY KOHTPOJIS Ka4ECTBa JIEKAPCTBEHHBIX CPEACTB, 4 TAloke B COOTBETCTBHU CO
criel(pUKALIAAMHA, CONEPKAIIMMUCA B DETMCTPALMOHHOM A0Che CTPaHB-UMMOPTEpa. 3alucH N0 NPOHU3BOACTBY,
yNaKOBKE M aHalmu3y MpOBEPEHBI, M YCTAHOBIEHO WX COOTBETCTBUE TpeGoBanuam [lpaBun Haanexallei

[POU3BOACTBEHHON MpakTUKK EBpasfiickoro Sk0HOMHUUECKOro CO3ax.

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoaykr coorsercTBYeT Tpebopanuam HJI

Conclusion : APPROVED /
3axmouenne: QNOBEPEHO

Prepared by /
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