) PAPILDOMAS SUSITARIMéS NR.1
DEL DIRBTINIU KRAUJAGYSLI( PROTEZV VIESOJO PIRKIMO-PARDAVIMO
SUTARTIES Nr, §-2019-451
PRIEDO NR. 1 PAKEITIMO

Klaipéda 2022 m. geguiés 31 d.

VEI Klaipédos jirininky ligoniné, kodas 191340469, kurios registruotos buveinés adresas yra
Liepojos g. 45, LT-92288 Klaipéda (toliau — Pirkéjas), atstovaujama direktoriaus pavaduotojo medicinai
Algirdo Liutkaus, veikiangio pagal V3] Klaipédos jirininky ligoninés direktoriaus Jono Salygos 2014 m.
liepos 4 d. jsakymg Nr. 2-458,

ir

UAB ,Septeka®“, juridinio asmens kodas 301501622, kurios registruotos buveinés adresas yra
Druskininky g. 6-27, LT-44288 Kaunas (toliau — Pardavéjas), atstovaujama direktorés Vestinos Strak¥ytés,
veikianCio pagal bendrovés jstatus, '

toliau kartu vadinamos Salimis, o kiekviena atskirai — Salimi, vadovaujantis 2022 m. gegu¥és 24 d.
Pardavéjo radtu ,,Dél prekiy tiekimo pagal pirkimo-pardavimo sutartj Nr. $-2019-451% ir 2019 m. liepos 18 d,
Medicinos ir slaugos priemoniy vielojo pirkimo-pardavimo sutarties Nr. $-2019-451 (toliau — Sutartis) 1.6.,
9.3., 94. punktais, sudaro §j papildoma susitarimg Nr. 1 dél Sutarties priedo Nr. 1 pakeitimo (toliau ~
Susitarimas) irsusitaria;

1. Pakeisti Sutarties 1 priedo, 22 ir 23 pirkimo dalyse, 10 grafa ,Sitilomos prekés pavadinimas,
gamintojas, prekés kodas“ ja i§déstant sekanZiai:

Pirkimo Dirbtinés kraujagyslés Privalomi techniniai Sitllomos prekés pavadinimas,
dalis pavadinimas reikalavimai gamintojas, prekes kodas kataloge
D mm Ilgis cm
i 2 3 4 10

22. Vienvamzdés plonasienés PTFE 6 70 ir daugiau | Biovic Sdn. Bhd dirbtinés
iSsitempiandios, be Ziedy kraujagyslés, PVGRG0675

23. Vienvamzdés plonasienés PTFE 7 70 ir daugiau | Biovic Sdn. Bhd dirbtines
i§sitempiandios, be Ziedy kraujagyslés, PVGRGO0775

2. Pardavéjas patvirtina, kad $io Papildomo susitarimo 1 straipsnyje preké atitiks visus techninés
specifikacijos ir Sutarties keliamus reikalavimus.

3. Kitos Sutarties salygos, neaptartos §iame Susitarime, nekeidiamos ir lieka galioti visa apimtimi,

4. Susitarimas sudarytas dviem vienodg juriding galia turindiais egzemplioriais — po vieng kiekvienai
Saliai, isigalioja 3alims pasiraius nuo 2022-05-31 ir yra neatskiriama Sutarties dalis.

5. Prie Susitarimo pridedama — Pardavéjo radto ,,.Dél prekiy tiekimo pagal pirkimo-pardavimo sutartj
Nr. 5-2019-451* (reg. Nr. 11-807) kopija — 4 (keturi) lapai.

Pirkéjas: Pardavéjas:

V3] Klaipédos jirininky ligoniné UAB ,.Septeka®

Liepojos g. 45, LT-92288 Klaipéda Druskininky g. 6-27, LT-44288 Kaunas
Jmoneés kodas 191340469 Imonés kodas 301501622

Tel. 8 46 491002, el.p. jurlig@jurlig.lt Tel. (8-674) 15335

Direktoriaus pavaduotojas medicinai Direktorius

Algirdas Liutkus Vestina Strak3yté
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DEL PREKIU TIEKIMO PAGAL PIRKIMO-PARDAVIMO SUTART] NR. $-2019-451

Informuojame, kad gemintojas Perowse Medical mutrauké vienvamzdZiy plonasieniy PTFE
dirbtiniy kraujagysliy gamybs, todél nebegalésime tiekti $io gamintojo dirbtiniy kraujagysliy (prekiy
kodai PET0680 ir PFT0780) pagal pirkimo-pardavimo sutart] Nr. $-2019-451 (pirkimo daliy Nr. 22 it

23). Pridedame gamintojo atsiystg patvirtinimo raits.

Kaip alternatyvy Soms dirbtinéms kraujagysléms sillome kito gamintojo Biovie Sdn. Bhd.
' dirbtines kraujagysles (prekiy kodai PVGRGO675 ir PVGRGO775), kurios visifkai atitinka konlurso
' techrinius reikalavimus. Pridedame gamintojo produkty apraSyms i CE sertifikatg.
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Tel.: +370 674 15333
E-paites: Info@septeka Jt

Als Nr, LT397044060006263947
AB SEB bankas

Banko kodas: 70440

{mon#s kodas; 301501622

PVM kodas: LT100003721318
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Chapanost, nov 4th 2013

To whom it may congarn

Dear Valuable Partner,

Wa herein, Inform you about our declsion to discontinue the commercialization of the Polymallle
Flow,

Following the late evaluatlon of the CE marking flie by our notifled body, and with regard to
! evolution of the reguiatlons, Perouse Medical has decided not to maintaln its peripheral ePTFE

- graft range.

The CE certificate, as announced early this month has been suspended on October 29th and will
not be renewed dae to the high level of documentations required and the associated costs,

However, we confirm, that Perouse Medical guarantee the security, the quality and the
' performances of the ePTFE products produced until Oct:12.

To be more precise we have had the green light from the Gmed, to sell and to continue to use the
ePTFE grafts that have been produced hefore the date of October 19 without any restriction untl|
the indicated expiry date.

We are sorry for this Inconvenlence, and we are committed to look for a mid and long term
' solutions that would ensure a substitution product in distrbution and will keep you infermed as
soon a3 possible. .

Truly your
Sockile !
Louis KHOURY . :
international Sales Dirgc! :
|
‘ Cardlovascular BU .
Aceiell Semvice Clients France Service Clents Export
T -01L0 518163 ®l: 0130973 HT 111 01 3098.68,16
1 Foin 1 01309784 44 Fax 1 01,39.00,99:37 ot ML
Enl . cpesborstygancom Pl coimandesfegonenn  Eqnal s clport asdiasfvpgoincent Tt WIED
Adresse poslole : 8 rue de Parls 95440 Ecouen - fronce siege soclal 1 5 rue Adeling 95440 Ecouen - France WWWIYON.CEM

——

Satinéﬂuu,ﬂzﬂbiechltﬁ(weﬂdc!ﬂmﬂmﬂwupﬂnltkmmmf—RC!PWTOISEB‘SQ-H?W
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Arte rio—\fenous Grafts — Canter Heli {norremavatitrmenetasy

. PRODUCT CODE -
PVGCHO545
PVGCHOE45

|5 DIAMETER | PR

517525 “"‘ﬂ" IR

Arterio-Venous Grafts Stepw'l?apered

PRODUCT CODE' !
PVGST4645
PVGST4745

;;j._;jmmv.:'req

Arterio-Venous Grafts - Step-Tapered Center Helix

(non-removable)

PVGRGO420

20cm 7mm PVGRG(O720
8mm PVGRG0820
v ” g e , !
: 4mm “n -ur F s "Q;; Vﬁ@@ R%0N
45 "- -' 1510 45 U
.EF;I;: ' - ‘ p
N Ak 54 el
S5mim PVGRGOSSD
Bmm PVGRGO660
60cm 7 PVGRGO760

PVGRGOBES
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EC-CERTIFICATE

(Full quality assurance system)

This Is o certify that the company

Biovic Sdn. Bhd.

124, Jalan PJU3/E0,

Sunway [Jarhansara Tech Park,
47810 Petalihg Jaya, Selanger
Malaysia

has implemented and maintains 2 full quality assurance system which applies to the products
&t every stage from design to final controls.

Through an audii, documented in a report, performed by DQS Medizinprodukte GmbH,
it was verified that the management system fulfills the tequirements of

Annex If - excluding Section 4 of Council Directive 93/42/EEC
concerning medical devices

with respect to the followlng medical devices:
Storile PTFE based vascular grafts for peripheral vascular appilcations (class lib)

The manufacturer is subject to survelllance according te Annex I, Section 6. The CE marking
with the Notified Body Identtfication Number (0297) may be affixed on the devices lsted In the
certificats, An EC Design Examination Certificate according to Annex I, Section 4 s required
for class 11l devices covered by this certificate. The certificate Is In the case of class I(s) devices
{i(s) = class [ products placed on the market In sterile conditions) limited to the aspects of
manufacture concerned with securing and maintaining sterile conditions, The cartificate Is In
the case of class |(m) devices {l{rh) = dags | devicas with a measuring funsction) ifmited to the
aspects of manufacture concemned with the conformity of the products with the metrological
requirements.

Certificata registration no, 471999 MR2

Gertlficate unique D 170714809 KOPLIA TIKRA
Effective date 2019-08-28

: Dircttons
Expiry date 2024-05-26 Vesting Straldysa

Frankfurt am Main 2019-08-28

DQS Medizinprodukte GmbH

Sigria Unlemann or. Thama.s Feldmann <> N T
Managing Director Head of Certfication, Body o s\a = ey
Augusl-Schanz-Strafte 21, 60433 Frankfurt am Main,

Tel. +48 (0)69 95427-300,

DOS Medizinprodukts GmbH [s a Notlflad Body according to Councll Direetive BSM2AEEC
concoming medicel devices with the Identification Number 0297,

4120 Vesion 10



