JEKJIAPALIVISI O COOTBETCTBUM

JEKJIAPAHT, NPUHUMAIOUIMK AEKJAPAIIHIO O COOTBETCTBHH

000 "Tesa"

Csedenus 0 peaucmpayuy opzanizayuu.; Mexcpationnas uncnekyus dedepanbioli Hano20801l cayxHcobl No 46 no
2 Mockee 01.01.2008, OI'PH 1027739033024, oama npuceoenus OIPH 01.08.2002.

Adpec: 115054, 2. Mockéa, ya. Banosas, 0. 35. Tenecpon: 8 (495) 644-22-34.

B nuye: enepanvhozo dupexmopa pux Powe

Hosepennoe auyo: Makcumosa JI.A., dosepentiocnib T-932 om 14.04.2019

3AABJUIET, UTO

nexapemeennoe cpedcmeo; Kopundhap pemapd mabaemxi npononeuposaniioo deticmaus, NoKpelmsle
nenounoii obonoukoti 20 me 10 wm., ynakoexu avenkossle KoHmyphvle (3), naukiu Kapmoubsle, PY Ne IT
N015327/01 om 14.05.2009 (dama nepeoghopmnenun PY 11.09.2012) ewidano Tesa Papmayesmuyeckue
Hpednpusmus JImo, cepua 544059, napmus 67200 ynaxosok, 200e 0o 01.03.2024, npouszsoocmea Ilausa
Xpeamcxa 0.0.0., PecnyGnuxa Xopsamus, Ilpunas 6apyra @uaunosuia 25,10000 3azpet koo OKII/]2
21.20.10.147, ko0 TH B3I 3004900002, konumpaxm Ne 71 om 01.09.2016, uneotic Ne 2520018310 om
10.07.2019

COOTBETCTBYET TPEBOBAHHAM

T NOI5327/01-140509 (H 42-9255-08 uavw. Ne 1-8)

JNEKJAPALLUSA ITPHHATA HA OCHOBAHUH

npomokon ucnsimanuii Ne 36384 om 24.07.2019 Jla6opamopneui yenmp 000 "LIKK OHL", ammecmant
axkpedumayuu POCC RU.0001.21PK75, Cepmugpuxam POCC HR.®M15.C82584 om 25.07.2019

JIATA IIPUHATUS JEKJIAPALIAHN 29.07.201 9
AE /;\P{SI{HH,{[EFICT BHUTEJILHA 10 01.03.2024

/-,\ g Ty ; \
Q' (¥} b PP S AN,
o 1, NP TN,

=
.
4

17?—” Maxkcimoga JLA.

[OAIHCE . d.H.O

my

/

LI
,' 4 CBEJIEHUS O PETMCTPAIIUU

OPIAH IO CEPTH®HKALMH, 3APET'MCTPUPOBABIIMI TEKJIAPALMIO

POCC RU.0001.11®MI15 OPIFAH 10 CEPTU®MKALMH ITPOLYKLIHIH OBLECTBO C
OIrPAHHYEHHOH OTBETCTBEHHOCTbIO "OKPYKHOH LIEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu. 115280, 2. Mockea, ya. Macmepkosa, 0. 4, am. 5, nom. I, koM. 1., adpec opaana no
cepmucpuxayuu: 143581, Mockosckas obracmb, Hempunckuii pation, Oep. Jlewroso, 0. 248, cmp. 1, men.:
(495)640-96-69, (495)787-92-78 seb-caiim: OYKK.p.

JEKJIAPAHHST O COOTBETCTBHH 3APETHCTPUPOBAHA N2 POCC RU JI-HR. OMI5.4.19945/19
JATA PEIHCTPAIEHH 29.07.2019
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@PLIVA

Haumenosanue npojykunn: Kopundap® perapa
TaBIeTKH IPOJOHTHPOBAHHOIO NEHCTBHS, IIOKPBITBIC IL1IeHOYHOH 0fomnouko# 20 Mr

Jlara nponssoactsa: 24.03.2019

Tonen no: 03.2024

CEPTHOHUKAT AHAJIU3A

Cepus Ne: 544059

[TOKA3ATEJIHU

CIEIUOHUKALINA

PE3VJIBTATEHI

=

OnucaHue

Kpyribie, ABOAKOBBITYKIIbIE
Ta0JIeTKH, NOKPBITLIE [IJIEHOYHOK
000JIOYKOH KENTOTO LIBETA.

Kpyrnele, JIBOSIKOBBIITYKJIbIE
Tab/IeTKH, MMOKPLIThIE MJIEHOYHOH
000JI04KO# XKENTOro 1[BETA.

[ToIMHHOCTD
Hudenunun

XHHOJHHOBBIA
xentoiii (E104)

B3OXX.

BpeMms yaepkHBaHHS OCHOBHOTO
N}¥KA Ha XPOMAaTorpaMme
HCIIBITYEMOTO PAacTBOPA JOIKHO
COOTBETCTBOBATh BPEMEHH
yIAep*HBaHHWA OCHOBHOTO NHKa Ha
XpOMaTorpaMMe CTaHIapTHOIo
pacTBOpa HH(EAHIIHHA.
CrniexktpodoToMeTpHs

CriekTp norjoeHus
HCIIBITYEMOr0 PAcTBOpa J0JIKEH
COOTBETCTBOBATH ITANOHHBIMY
CIEKTPY IO MOJONKEHHIO
MaKCHMyMa TOTJI0IIEHHA (Amax

Bpems ynepHBaHHS OCHOBHOIO
NHKa Ha XpoMarorpamMme
HCIIBITYEMOTO pacTBopa
COOTBETCTBYET BPECMCHH
yAepXHBAHUA OCHOBHOTO ITHKa Ha
XpoMaTorpaMMe CTaHJapTHOro
pacTBopa HudeaunuHa.

CrekTp norjiomeHus
HCIBITYEMOrO PacTBOpa
COOTBETCTBYET ITAIOHHBIMY
CIIEKTPY I10 IOJIOKEHHIO
MaKCHMyMa Toromesus (Amax

415£2 uM.) 4152 um.)
Cpeanss macca Ot 119,3 no 138,7 mr. 128,1 mr
TabIETKH H 18/20 £ 7,5%
| OTKJIOHEHHE OT 2/20 +15,0%
 cpeneit Macchl
' PacTBOpEHHE CnextpodoToMeTpus
Yepes 10 munyT: 30 % no 50 % 41 %
Yepes 30 munyT: 50 % 10 70 % 53 %
Yepes 180 munyt:75 % 10 95 % 77 %
IocToponHKE BOXKX
NIPHMECH
- Hutpodennwmupuanua | - ne 6onee 0,5 %; < 0,1 %
anajior
- Hutpozodenunnupu- - He bonee 0,2 %; <0,1 %
JHHA aHalor
- JIrobas eqHHYHasA - He Gonee 0,2 %; <0,1 %
HeneHTH(HLIHPOBAHHAA
IPHMECH
- Cymma - He Bonee 0,5 % <0,1 %

HEHAEHTHOHILIHPOBAHHBIX
npuMecei

MukpobHonornyeckas
HHCTOTA

I'® XII, Kateropus 3A.

Anspobel: < 5/r
I'puleL: < 5/t
Escherichia coli: oTcyTcTBYeT/T

v FrmeuiGe 26, 10003 Jagiak Croat Phone:

PLIYA CROATIA L1d.

§ABS 1 A7 40 600, Fax: + 385 1 37 U 111 URL: www pliva com

T T

B E L R




@PLIVA

KoaxuecTBennoe
olpesie/icHHE

BIXHX

Or1 19,00 no 21,00 Mr/Tad

(95,0 - 105,0 % ot 3asBnensoro
KOJIHYECTBA)

19,90 mr/Tab
99,5 %

I

VITAKOBKA B cooTrerctrin ¢ HJI.
MAPKHWPOBKA B coorercTeun ¢ HJI.
XPAHEHHUE B sammumennoM ot

cBeTa
He BeIne 25 C,

MecTe, IIpH  TemIlepaType

| CPOK TOJTHOCTH

S ner

KouTpone kayecTsa npoayKLun

000 «Tera»
damunns

1HOAITHUCb
HITAMII

%@\»@Q« 706 209,

PLIVA CROATIA Lid

aality Zagred
2 paiified Persopﬁ
Sanja Peters P1ce

PLIVA CROATIA Lid

yref Lttt Phane: « 35 157 26 600, Fax + 345 1 37 26 111 URL: www pilva rom
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PLIVA HRVATSKA d.o.0.

Certificate of Release

No. 10010866/544059

Name of product
Country
MA number or NDC number
Strength / Potency
Dosage form
Pack size and type
Batch number
Date of manufacturing
Expiry date
. Bulk Manufacturing site
Name
Address
Authorization number
Eudra GMP reference number or
certificate of GMP Compliance

SOIPNOUAEWN

Testing site

Name

Address

Authorization number

Eudra GMP reference number or
certificate of GMP Compliance

Packaging site

Name

Address

Authorization number

Eudra GMP reference number or
certificate of GMP Compliance

11. Result of analysis: CoA attached
12. Comments / remarks: /

13. Certification statement:

CORINFAR

Russian Fed.

015327/1

20 mg

Oral Extended Release (ER) Tablets (Film Coated)
Blister, 3*10

544059

24.03.2019

03.2024

PLIVA HRVATSKA d.o.o.

Prilaz baruna Filipoviéa 25, 10000 Zagreb, Croatia
No UP/I-5630-01/13-03/08

UP/I-530-10/16-03/04

PLIVA HRVATSKA d.o.0.

Prilaz baruna Filipovi¢a 25, 10000 Zagreb, Croatia
No UP/I-530-01/13-03/08

UP/I1-530-10/16-03/04

PLIVA HRVATSKA d.o.o.

Prilaz baruna Filipovi¢a 25, 10000 Zagreb, Croatia
No UP/I-530-01/13-03/08

UP/I-530-10/16-03/04

"| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full

compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorization of the importing country or product specification file for investigational Medicinal
Products. The batch processing, packaging and analysis records were reviewed and found to be in compliance

with GMP."

14. Name and position/titie of person authorizing the batch release:

PLIVA CROATIA Ltd

Qualified Person Quality Zagreb
Qualified Person
Sanja Peters Ptitek

15. Signature of person authorizing the batch release:

16. Date of signature:

oMk
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