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EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 644261
Date: 20 April 2017

Issued To: Ventlab, LLC
2710 Northridge Dr, NW
Suite A
Grand Rapids
Michigan
49544
Usa

Date Reference Action
Number

04 December 2016 8429266 First issue, transfer from another notified body.

20 April 2017 8728088 Certificate renewal,

aili

i 5
attard Sarerne,

o

making excellence a habit’
Page 1 of 1




bsi.

CE Sertifikatas — Pilnas produkcijos kokybés uztikrinimas
Medicinos priemoniy direktyvos 93/42/EEC Il priedas, isskyrus 4 skyriy
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By Roval

Nr. CE 644261
18duota; Ventlab, LL.C
2710 Northridge, Dr. NW
Suite A
Grand Rapids
Miciganas
49544
JAV

Del:

Nesteriliy rankinio valdymo gaivinimo maiSy, aerozoliniy kaukiy, deguonies kaukiy,
deguonies kaniuliy, skirty kvépavimo prieziiirai kiirimas, gamyba ir galutiné patikra

Atsizvelgiant | misy atlikta kokybés uztikrinimo sistemos apZilirg pagal Tarybos direktyvos
93/42/EEC 1l priedo, i¥skyrus 4 skyriy, reikalavimus. Kokybés uztikrinimo sistema atitinka
direktyvos keliamus reikalavimus. Norint rinkoje pardavinéti 11 klasés produktus, reikalingas II
priedo 4 skyriaus sertifikatas.

BSI vardu, Notifikuojanti institucija dél minétos Direktyvos (Notifiku jancios institucijos Nr.

0086): Py

N,

/ParaSas/

T KOPLIA T RA

¥
7

Stewart Brain, Atitikties ir rizikos — medicinos 418 -1 4 2

priemonés direktorius

T )

~
e
L el

Pirmas leidimas: 2016 m. gruodzZzio 4 d. Data: 2017 m. balandZio 20 d.
Galiojimo data: 2022 m. balandzio 2 d.

Puslapis: 11§ 1

Sio sertifikato galiojimas yra salyginis priklausomai nuo Direktyvos reikalavimy uztikrinimo kokybeés sistemoje. Sis
pritarimas negalioja visiems produktams Siame sertifikate minétos jmonés vardu, sukurtiems ir/ar pagamintiems
treciosios $alies, nebent buvo atskirai sutarta su BSL

Sis sertifikatas yra iSleistas elektronine forma ir yra apribotas sutarties salygu.
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By Boyal Charter

CE Sertifikatas — Pilnas produkcijos kokybés uztikrinimas
Medicinos priemoniy direktyvos 93/42/EEC II priedas, i8skyrus 4 skyriy

Svarbiy subrangovy sgrasas

PripaZinty susijusiais su paslaugy teikimu produktams, sertifikuojamiems:

Sertifikato Nr. CE 644261
Data: 2017 m. balandzio 20 d.
[Sleista: Ventlab, LL.C
2710 Northridge, Dr. NW
Suite A
Grand Rapids
Micdiganas
49544
JAV
Subrangovas Teikiama(os) paslauga(os)
MT Promedt Consulting GmbH ES atstovas
Altenhofstrasse 80
66386 S. Ingbert
Vokietija
SunMed AP, Ltd Gamyba

Nr. 6-9 Zhufeng Road
Qiannan Industrial Park
Doumen District, Zhuhai
Guangdong

Kinija

Puslapis 11§ 1
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CE sertifikatas - Kokybés uZtikrinimo sertifikaty istorija

Sertifikato Nr:
Data:

8leista:

CE 644261
2017 m. balandzio 20 d.

Ventlab, LLC

2710 Northridge, Dr. NW
Suite A

Grand Rapids

Miciganas

49544

JAV

Data

Dokumento

: Veiksmas
numeris

2016-12-04

8429266 | Pirmas leidimas, peréjimas i% kitos notifikuotos institucijos

2017-04-20

8728088 | Sertifikato atnaujinimas

KOPIJA TiKRA

Puslapis 1 i8 1




EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

No. CE 540595

Issued To: Teleflex Medical
IDA Business and Technology Park
Dublin Road
Athlone
Co. Westmeath
Ireland

In respect of:

The design and manufacture of non active digestive tract devices; non active gynecological
devices; non active regional anaesthesia devices; non active respiratory devices; non active
surgical devices; non active urology devices.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excduding section 4, The quality assurance system meets the requirements of the directive. For
the placing on the market of class 1 products an Annex 11 section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Nurber 0086):

£
o L

Frank Lee, EMEA Compliance & Risk Director

H

First Issued: 13 January 2009 Date: 28 August 2015 Expsry Date: 07 September 2020

.making excellence a habit”
Page 1 ¢of §
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By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 540595
Date; 28 August 2015
Issued To: Teleflex Medical

IDA Business and Technology Park

Dublin Road

Athlone

Co. Westmeath

Ireland
Subcontractor: Service(s) supplied
Arrow International CR, a.s. Control of Sterilization
Jamska 2359/47 Design
59101 Zdar nad Sazavou Manufacture
Czech Republic
Arrow International CR, a.s. Control of Sterilization
Prazska 209 Design
50004 Hradec Kralove Manufacture
Czech Republic
Arrow Medical Ltd Crucial Supplier
Hattor Gardens Industrial Estate
Kington
HR5S 3RB
United Kingdom ,
CeMed GmbH Control of Sterilization g
Oberdorf 41 Manufacture ‘
72419 Neufra
Germany

.making excellence a habit’

Page 1 of 5
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By Roval Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No; CE 540595
Date; 28 August 2015
Issued To: Teleflex Medical

IDA Business and Technology Park
Dublin Road

Athlone
Co. Westmeath
Ireland
Subcontractor: Service(s) supplied
Chelle Medical Limited Crucial Supplier
PO Box 221
Le Rocher
Victoria
Mahe
Seychelles
Forefront (Xiamen} Medical Crucial Supplier

Devices Co., Ltd

No 26 & 28 Haijing Dong Lu
Haicang Xiamen Export
Processing Zone

361026, Xiamen, Fujian
China

Forefront Medical Crucial Supplier . oo g

@

Technology Pte Lid

35 Joo Koon Circle, 6th Floor e sy |

Singapore 629110 ; S et l/ }é e

Singapore R _‘;ﬁ,;;«{.;:gif&*{
yoov

.making excellence a habit’

Page 2 of 5
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 540595
Date; 28 August 2015
Issued To: Teleflex Medical

IDA Business and Technology Park
Dublin Road

Athlone

Co. Westmeath

Ireland

Subcontractor; Service(s) supplied

M.EM, Inc Crucial Supplier
8 Bishop Lane

Madison

Connecticut 06443

USA

Parker Medical Systems Division - Crucial Supplier
Merrillville

1201 East 86th Place

Merritiville

Indiana 46410

USA

Plaxtron Industrial (M) Sdn. Bhd. Crucial Supplier R " KOD1 14—
Plot 28, Kawasan Perusahaan Jelapang 11 Iy o TN A
Zon Perdagangan Bebas
30020 Ipoch

Perak

Malaysia

‘ ; L]
.making excellence a habit’
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By Royal:Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 540595
Date; 28 August 2015
Issued To: Teleflex Medical

IDA Business and Technology Park

Dublin Road
Athlone

Co. Westmeath
Ireland

Subcontractor: Service(s) supplied

SP Medical A/S Control of Sterilization
Mollevej 1 Design

4653 Karise Manufacture

Denmark

Stddeutsche Feinmechanik GmbH (SFM)
Brickenstrasse 5

D-63607 Wachtersbach

Germany

Control of Sterilization
Manufacture

Teleflex Medical Sdn. Bhd.

Lot PT2577, Jalan Perusahaan 4
34600 Kamunting

Perak

Malaysia

Control of Sterilization
Design
Manufacture

Teleflex Medical Asia Pte. Ltd.
6 Battery Road #07-02
045909

Singapore

Control of Sterilization -

Design
Manufacture

ol |
» “ i . e
..making excellence a habit.
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 540595
Date: 28 August 2015
Issued To: Teleflex Medical

IDA Business and Technology Park
Dublin Road

Athlone

Co. Westmeath

Ireland
Subcontractor: Service(s) supplied
The Laryngeal Mask Company Crucial Supplier

{Malaysia) Sdn. Bhd.

Lot 19°& 1920

Industrial Zone Phase 1

Kulim Hi-Tech Park, Kulim 09060

Malaysia
Tianjin Medis Medical Control of Sterilization
Device Co. Ltd Manufacture

10A Tianzhi Industrial Centre
No 12 Hong Yuan Road
Xiging Economic Development Area

300385 Tianjin City :
China ) “

Willy Riisch GmbH Control of Sterilization % ;
Willy Riisch-Strasse 4-10 Design I ;
D-71394 Kernen Manufacture aildg
Germany ,{f :

excellence a habit”

making

Page 5 of 5
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By Royal Charter

EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 540595
Date: 28 August 2015
Issued To: Teleflex Medical
IDA Business and Technology Park
Dublin Road
Athione
Co. Westmeath
Ireland
Date Reference Action
Number
13 January 2009 7245725 First issue
17 March 2009 7325719 Company address amended. Extension to scope. Addition of
Willy Risch, Germany as subcontractor for design and
manufacture
25 August 2009 7399879 Addition of 'epidural catheter Epistar and Epistar CSE' to scope.

Addition of SFM as significant subcontractor for manufacture.

Addition of 'design’ to services supplied by Teleflex Medical
Malaysia, Arrow International CR, a.s. and Arrow International
Inc., Czech Republic

11 November 2009 7455515 Addition of CeMed GmbH for manufacturing to the list of
significant subcontractors

20 April 2010 7497906 Laryngeal Mask added to scope. Addition of Tianjin Medis
Medical Device Co. Ltd as significant subcontractor for
manufacture
08 September 2010 7558508 Scope reworded in accordance with generic device grcg,;.;ps
Certificate renewal PYPUA T
23 May 2012 7778467 Correction of significant subcontractor dddress and ac{ﬁitmn Qf 04

new scope activities for subcomractors

makmg exce iénce A habit
Page 1 of 2
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EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 540595
Date: 28 August 2015
Issued To: Teleflex Medical
IDA Business and Technology Park
Dublin Road
Athlone
Co. Westmeath
Ireland
Date Reference Action
Number
04 February 2013 7932588 The addition of a significant subcontractor SP Medical A/S
14 May 2014 8134266 Addition of peripheral angioplasty balloon catheters to product
family, covered by scope expression ‘non-active surgical devices’.
Addition of significant subcontractors Hotspur Technologies, Inc
and Teleflex Medical Asia Pte Ltd
09 March 2015 8293488 Addition of 8 crucial suppliers
28 August 2015 8406490 Certificate renewal.
Removal of Hotspur Technologies, Inc¢. from list of significant
subcontractors.
KOpia v

..making excellence a habit.
Page 2 of 2
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CE Sertifikatas - Produkcijos kokybés uztikrinimas

Medicinos priemoniy direktyvos 93/42/EEC II priedas, i8skyrus 4 skyriy

By Roval Charler

Nr. CE 540595
I8duota: Teleflex Medical
IDA Business and Technology Park
Dublin Road
Athone
Co. Westmeath
Airija

Deél:

Neaktyviy virSkinamojo trakto priemoniy; neaktyviy ginekologiniy priemoniy; neaktyviy
regioninés anestezijos priemoniy; neaktyviy kvépavimo priemoniy; neaktyviy chirurginiy
priemoniy; neaktyviy urologiniy priemoniy kiirimas ir gamyby

AtsiZvelgiant | misy atlikta kokybes uZtikrinimo sistemos apZilirg pagal Tarybos direktyvos
93/42/EEC 1I priedo, i8skyrus 4 skyriy, reikalavimus. Kokybés uZtikrinimo sistema atitinka
direktyvos keliamus reikalavimus. Norint rinkoje pardavinéti Il klasés produktus, reikalingas I
priedo 4 skyriaus sertifikatas.

BSI vardu, Notifikuojanti institucija dél minétos E}xrcklyvm (\Jetxﬁkumanuos institucijos Nr.
0086): S

/ParaSas/

Frank Lee, EMEA Atitikties ir rizikos direktorius

M&%

. . /i l/
Pirmas leidimas: 2009 m. sausio 13 d. Data: 2014’&11. P/ug ii¢io 28 d.
Galiojimo data: 2020 m. rugséjo 7 d.

Puslapis: 11§ 1

Sio sertifikato galiojimas yra salyginis priklausomai nuo Direktyvos refkalavimuy uZtikrinimo kokybés sistemoje. Sis
pritarimas negalioja visiems produktams ¥iame sertifikate minétos jmonés vardu, sukurtiems ir/ar pagamintiems
tregiosios Salies, nebent buvo atskirai sutarta su BSI.

Sis sertifikatas yra isleistas elektronine forma ir yra apribotas sutarties sglygu.
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CE Sertifikatas - Produkcijos kokybés uztikrinimas
Medicinos priemoniy direktyvos 93/42/EEC 11 priedas, 18skyrus 4 skyriy

Svarbiy subrangovy sarasas

Pripazinty susijusiais su paslaugy teikimu produktams, sertifikuojamiems:

By Poval Charter

Sertifikato Nr. Nr. CE 540595
Data: 201508 28
[§duota: Teleflex Medical
IDA Business and Technology Park
Dublin Road
Athone
Co. Westmeath
Airija
Subrangovas Teikiama(os) paslauga(os)
Arrow International CR, a.s. Sterilizacijos kontrolé
Jamska 2359/47 Dizainas
59101 Zdar nad Sazavou Gamyba
Cekijos Respublika
Arrow International CR, a.s. Sterilizacijos kontrolé
Prazska 209 Dizainas
50004 Hradec Kralove 4 Gamyba

Cekijos Respublika

Arrow Medical Ltd

Hatton Gardens Industrial Estate
Kington

HRS 3RB

Jungtiné karalysté

Svarbus tickéjas

CeMed GmbH
Oberdorf 41
72419 Neufra
Vokietija

Gamyba
Sterilizacijos kontrolé

Teleflex Medixal Sdn. Bhd.,
Lot PT2577, Jalan Perusahaan 4
34600 Kamunting

Perak

Malaizija

Sterilizacijos kontrol¢ Gamyba. <

Puslapis 11§ 5
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By Roval Charter

CE Sertifikatas - Produkcijos kokybés uztikrinimas

Medicinos priemoniy direktyvos 93/42/EEC II priedas, i8skyrus 4 skyriy

Svarbiy subrangovy sarasas

PripaZinty susijusiais su paslaugy teikimu produktams, sertifikuojamiems:

Sertifikato Nr. Nr. CE 540595
Data: 201508 28
[§duota: Teleflex Medical
IDA Business and Technology Park
Dublin Road
Athone
Co. Westmeath
Airija
Subrangovas Teikiama(os) paslauga(os)
Chelle Medical Limited Svarbus tiekéjas
PO Box 221
Le Rocher
Victoria
Mahe
Seiseliai

Forefront (Xiamen) Medical
Devices Co., Ltd

Nr. 26 & 28 Haijing Dong Lu
Haicang Xiamen Export
Processing Zone

361026, Xiamen, Fujian

Svarbus tickéjas

Forefront Medical
Technology Pte Ltd

35 Joo Koon Circle, 6th Floor
Singaptiras 629110
Singaptras

o
¥ T
AR T

iy,

Svarbus tickéjas

Puslapis 218 5
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CE Sertifikatas - Produkcijos kokybés uztikrinimas

Medicinos priemoniy direktyvos 93/42/EEC II priedas, isskyrus 4 skyriy

By Bogal Charter

Svarbiy subrangovy sgrasas

Pripazinty susijusiais su paslaugy teikimu produktams, sertifikuojamiems:

Sertifikato Nr. Nr. CE 540595
Data: 2015 08 28
[3duota: Teleflex Medical
IDA Business and Technology Park
Dublin Road
Athone
Co. Westmeath
Airija
Subrangovas Teikiama(os) paslauga(os)
M.E.M,, Inc. Svarbus tickéjas '
8 Bishop Lane
Madison
Connecticut 06443
JAV
Parker Medical Systems Division — Svarbus tickéjas
Merrilville
1201 East 86th Place
Merrillcille
Indiana 46410
JAV
Plaxtron Industrial (M) Sdn. Bhd. Svarbus tiekéjas

Plot 28, Kawasan Perusahaan Jelapang 11
Zon Perdagangan Bebas

30020 Ipoh

Perak 209 pn p e
Malaizija v

Puslapis 31§ 5
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B Roal Charter

CE Sertifikatas - Produkcijos kokybés uztikrinimas
Medicinos priemoniy direktyvos 93/42/EEC II priedas, i8skyrus 4 skyriy

Svarbiy subrangovy sarasas

PripaZinty susijusiais su paslaugy teikimu produktams, sertifikuojamiems:

Sertifikato Nr. Nr. CE 540595
Data: 201508 28
[8duota: Teleflex Medical
IDA Business and Technology Park
Dublin Road
Athone
Co. Westmeath
Airija
Subrangovas Teikiama(os) paslauga(os)
SP Medical A/S Sterilizacijos kontrolé
Mollevej 1 Dizainas
4653 Karise Gamyba
Vokietija

Siiddeutsche Feinmechanik GmbH (SFM)
Briickenstrasse 5

D-63607 Wichtersbach

Vokietija

Sterilizacijos kontrole
Gamyba

Teleflex Medical Sdn. Bhd.

Sterilizacijos kontrolé

Lot PT2577, Jalan Perusahaan 4 Dizainas
34600 Kamunting Gamyba
Perak

Malaizija

Teleflex Medical Asia Pte. Ltd.
6 Battery Road #07-02

049909

Singapiiras

Sterilizacijos kontrolé
Dizainas
Gamyba
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CE Sertifikatas - Produkcijos kokybés uztikrinimas
Medicinos priemoniy direktyvos 93/42/EEC 11 priedas, i3skyrus 4 skyriy

By Roval Charker

Svarbiy subrangovy saraSas

PripaZinty susijusiais su paslaugy teikimu produktams, sertifikuojamiems:

Sertifikato Nr. Nr. CE 540595
Data: 201508 28
[Sduota: Teleflex Medical
IDA Business and Technology Park
Dublin Road
Athone
Co. Westmeath
Airija
Subrangovas Teikiama(os) paslauga(os)
The Laryngeal Mask Company Svarbus tiekéjas

(Malaizija) Sdn. Bhd.

Lot 19 & 1920

Industrial Zone Phase 1

Kulim Hi-Tech Park, Kulim 09000

Malaizija
Tianjin Medis Medical Sterilizacijos kontrolé
Device Co.Ltd Gamyba

No 12 Hong Yuan Road
Xiqing Economic Development Area
300385 Tianjin miestas

Kinija

Willy Riisch GmbH Sterilizacijos kontrole

Willy Riisch-Strasse 4-10 Dizainas KOPLLE iir o
D-71394 Kernen Gamyba TR
Vokietija 209 pr .
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Kokybés uztikrinimo sertifikaty istorija

By Roval Chartes

Sertifikato Nr. Nr. CE 540595
Data: 201508 28
I3leista: Teleflex Medical
IDA Business and Technology Park
Dublin Road
Athone
Co. Westmeath
Airija
Data Dokumepto Veiksmas
numeris
200901 13 7245725 | Pirmas leidimas
. Pataisytas jmonés adresas. ISplésta sertifikato apimtis. Pridétas
2 ; 2571¢ o - . i et
S08-0317 7325719 dizaino ir gamybos subrangovas Willy Riisch, Vokietija.
Pridétas ,,epidirinis kateteris Epistar ir Epistar CSE™.
Pridetas svarbus gamybos subrangovas SFM.
2009 08 25 7399879 | Pridétos ,,dizaino™ paslaugos prie Teleflex Medical, Malaizija,
Arrow International, CR, a.s. ir Arrow International, Inc.,
» Cekijos respublika.
2009 11 11 7455515 | Pridétas svarbus gamybos subrangovas CeMed GmbH.
Prideta ,laringaline kauke®. Pridétas svarbus gamybos
0 C ”
2010:04 20 HITI06 subrangovas Tianjin Medis Medical Device Co. Ltd.
T o S R
2010 09 08 7558508 I erv'admta set txﬁka}o apimties priemoniy grupeé.
Sertifikato atnaujinimas
2012 03 23 1778467 Pat.alsytas svarpaua subrangovo adresas ir pridétos naujos
subrangovy veiklos
§=: FLES Taree
X M
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By Rowa! Charter

Kokybés uztikrinimo sertifikaty istorija

Sertifikato Nr. Nr. CE 540595
Data: 201508 28
[$leista: Teleflex Medical
IDA Business and Technology Park
Dublin Road
Athone
Co. Westmeath
Airija
Data Dokumeflto Veiksmas
numeris
2013 02 04 7932588 | Pridétas svarbus subrangovas SP Medical A/S
Prie produkty linijos pridéti periferiniai angioplastiniai
balioniniai kateteriai, kurie priklauso ,,neaktyviy chirurginiy
2014 05 14 8134266 | priemoniy" grupei.
Pridetas svarbus subrangovas Hotspur Technologies, Inc ir
Teleflex Medical Asia Pte Ltd
201503 09 8293488 | Pridéti 8 svarbis tiekéjai
Sertifikato atnaujinimas.
2015 08 28 8406490 | Hotspur Technologies, Inc. paalinimas i§ svarbiy subrangovy

sgraso

Puslapis 2 i§ 2
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Broduct Service

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4}
{Devices in Class Ha, lb or 1}

No. G115 0538814 057

Manufacturer: Well Lead Medical Co., Ltd.
C-4 Jinhu Industrial Estate, Hualong
511434 Panyu, Guangzhou
PEOPLE'S REPUBLIC OF CHINA

EC-Representative:  Shanghai International Holding
Corp. GmbH (Europe)
Eiffestralle 80
20537 Hamburg

GERMANY
Product Tracheostomy Tubes, Urethral Catheters,
Category(ies): All Silicone Foley Catheters,

Foley Catheters with Temperature Sensor,
Tracheostomy Tubes with Inner Cannula,
Prefilled Syringes with Lubricating Jelly,
Foley Catheter Kits, Tracheostomy Tube Kits,
Gastrostomy Tubes

-
<L
3

e
=
o
L
w
®
=

| =T
e

b
o

am
L 2
i
=L

>
| -
| ©
=
o
o.
-
©
2

The Certification Body of TUV SUD Product Service GmbHM declares that the aforementioned
manufacturer has implemented a guality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex 1L
This quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class L devices an additional Annex I {4} certificate
is mandatory. 8ee also notes overleal.,

Report No.: SH15080EXTO1
Valid from: 2015-08-07
Valid until: 2020-08-086

#-4

Date, 2015:086-15
Hans-Heiner Junker

TUY SUD Product Service GmbH is Notified Body with identification no. 0123

Page 1 of 2

ZERTIFIKAT ¢ CERTIFICATE

o ‘ _ . . —
TUV SUD Product Service BmbH - Zedtifizierstelle « Ridlerstralle 65 « B0339 Minchen - Germany oV
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ZERTIFIKAT & CERTIFICATE  2:F

Produst Service

EC Certificate

Full Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding {4)
{Devices in Class Ha, Ilb or Il

No. G1 1505 38814 057

Facility(ies): Well Lead Medical Co., Ltd.
C-4 Jinhu Industrial Estate, Hualong, 511434
Panyu, Guangzhou, PEOPLE'S REPUBLIC OF
CHINA

Well Lead Medical Co., Ltd.
No 47 Guomao Avenue South, 511434 Panyu,
Guangzhou, PEOPLE'S REPUBLIC OF CHINA

Page 2of 2

TUV SUD Product Service BmbH - Zertfizierstele - Ridlorsiale B% - 80939 Miinchen Germany




CE SERTIFIKATAS

Pilna kokybés uztikrinimo sistema

Medicinos prietaisy direktyva 93/42/EEB (MDD), Priedas 11 is$skyrus (4)
(IIa, IIb ar III klasés prietaisai)

Nr. G1 15 05 38814 057

Gamintojas: Well Lead Medical Co., Ltd.
C-4 Jinhu Industrial Estate, Hualong
511434 Panyu, Guangzhou
KINIJOS LIAUDIES RESPUBLIKA

EB atstovas Shanghai International Holding
Corp. GmbH (Europa)
Eiffestrafle 80
20537 Hamburgas
VOKIETUA

Produkto kategorija(os): Tracheostominiai vamzdeliai, ureteriniai kateteriai, visi
silikoniniai Foley kateteriai, Foley kateteriai su temperatiiros
davikliu, tracheostominiai vamzdeliai su vidine kaniule, $virkstai
su lubrikantiniu uzpildu, Foley kateteriy rinkiniai,
trachcostominiy vamzdeliy rinkiniai, gastrostominiai vamzdeliai

Sertifikavimo jstaiga TUV SUD Product Service GmbH patvirtina, kad paminétasis gamintojas
idiege kokybés uztikrinimo sistemg atitinkamy prietaisy/prietaisy kategorijy gamybai ir galutiniam
patikrinimui pagal medicinos prietaisy direktyvos 93/42/EEB 11 Prieda. Si kokybés uztikrinimo
sistema atitinka Sios direktyvos salygas ir turi biti periodidkai perzifirima. 11l klasés produktams yra
privalomas papildomas II (4) priedo sertifikatas. Taip pat Zr. kitame lape.

Protokolo Nr. SHI15080EXTO1
Galioja nuo: 2015-09-07
Galioja iki: 2020-09-06
Data, 2015-06-15 /paraSas/

Hans-Heiner Junker

Puslapis 1 1§ 2




CE SERTIFIKATAS

Pilna kokybés uztikrinimo sistema

Medicinos prietaisy direktyva 93/42/EEB (MDD), Priedas II isSskyrus (4)
(Ia, IIb ar 111 klasés prietaisai)

Nr. G1 15 05 38814 057

Gamykla (-0s): Well Lead Medical Co., Ltd.
C-4 Jinhu Industrial Estate, Hualong, 511434
Panyu, Guangzhou, KINIJOS LIAUDIES RESPUBLIKA

Well Lead Medical Co., Ltd.
Nr. 47 Guomao Avenue South, 511434 Panyu,
Guangzhou, KINIJOS LIAUDIES RESPUBLIKA

Puslapis 2 18 2
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ZERTIFIKAT & CERTIFICATE & 3=

Product Service

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD}, Annex V
(Devices in Class lla, lib or HIl)

No. G2 1508 38814 060

Manufacturer: Well Lead Medical Co., Ltd.
C~4 Jinhu Industrial Estate, Hualong
511434 Panyu, Guangzhou
PEOPLE'S REPUBLIC OF CHINA

EC-Representative: = Shanghai International Holding
Corp. GmbH (Europe)
Eiffestralie 80
20537 Hambury
GERMANY

Product For detailed information see attachment
Category(ies):

The Cerification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture and final inspsction
of the respective devices / device categories in accordance with MDD Annex V. This quality
assurance system conforms to the requirements of this Directive and'is subject to periodical
surveillanee. For marketing of class {lb and 1l devices an additional Annex Il certificate is
mandatory. See also notes overleaf.

Report No.: SH1508017
Valid from: 2015-08-24
Valid until: 2020-08-23

#-4

Hans-Heiner Jurnker

Date, 2015-11-26

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
Page 1 of 3

TOV SUD Product Service BmbH - Zertifizierstelie - Ridlerstralie 65 - 80339 Minchen - Germany TV
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Product Service

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD}, Annex V
{Devices in Class lla, b or 1)

No. G2 1508 38814 060

Facility(ies): Well Lead Medical Co., Ltd.
C-4 Jinhu Industrial Estate, Hualong, 511434
Panyu, Guangzhou, PEOPLE'S REPUBLIC OF
CHINA

Well Lead Medical Co,, Ltd.
No 47 Guomao Avenue South, 511434 Panyu,
Guangzhou, PEOPLE'S REPUBLIC OF CHINA

Page 2 of 3

TUV SO0 Product Service BmbH - Zertifizierstelle - Ridiarstrale 65 © 80339 Minchen - Bermany
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ZERTIFIKAT ¢ CERTIFICATE &

Attachment for Certificate No G2 15 08 38814 060

Supplement 001 dated 2015-11-26

Product Service

For the product(s)/product category (ies):

Urethral Catheters and Tracheal Tubes, Nelaton Catheters,
Connecting Tubes with Yankauer Handle, Intubating Stylets,

Laryngeal Mask Devices, Tracheobronchial Tubes,
Reinforced Endotracheal Tubes, Nebulizers, Oxygen Masks,

Non-Rebreath Masks, Tracheostomy Masks, Aerosol Masks,

Multi-vent Masks, Endotracheal Tube Introducers, Nasal Oxygen Cannulas,
Stylets, Disposable Air Cushion Face Masks, Endotracheal Tube Kits,
HMEF(Heat and Moisture Exchanger Filters), Manual Resuscitators, Drainage
Systems, Oxygen Catheters, Silicone Tubes, Endobronchial Blocker Tubes,
Extraction Bags(Operation Use), Ureteral Stent Sets, Silicone Drainage Systems,
Endotracheal Tubes with Evacuation Lumen, Suction Catheters, Feeding Tubes,
Stomach Tubes, Silicone Stomach Tubes, Disposable Self-Catheterization
Systems, Capnography CO; Sampling Masks, 0;+C0O; Sampling Cannulas,
Non-invasive Positive Pressure Ventilation Masks, Suction Tubes of Oral Care,
Bile T-Tubes, Fecal Management Systems, Self Hydrophilic Catheters, Ureteral
Access Sheaths, Ureteral Dilation Balloon Catheters, Extracorporeal Circulation
Conduct of Blood Purification Apparatus, Urodynamic Catheters, Rectal Pressure
Catheters, Anesthetic Breathing Circuits, Dilation Sets, Suction-Evacuation
Access Sheaths, Bladder Puncture Fistula, Guide Wire

Munich, CRT2, 2015-11-26

#-&

Hans-Meiner Junker

Page 3 of 3

W, . . &
TUV SUD Product Service GmbH - Zentifizierstelle - Ridlersirafle 85 . 80338 Minchen - Germany TV



CE SERTIFIKATAS

Pilna kokybés uztikrinimo sistema

Medicinos prietaisy direktyva 93/42/EEB (MDD), Priedas V
(11a, I1b ar 11 klasés prietaisai)

Nr. G1 15 08 38814 060

Gamintojas: Well Lead Medical Co., Ltd.
C-4 Jinhu Industrial Estate, Hualong
511434 Panyu, Guangzhou
KINIJOS LIAUDIES RESPUBLIKA

EB atstovas Shanghai International Holding
Corp. GmbH (Europa)
Eiffestralle 80
20537 Hamburgas
VOKIETUA

Produkto kategorija(os): Detalesné informacija priede

Sertifikavimo jstaiga TUV SUD Product Service GmbH patvirtina, kad paminétasis gamintojas
idiege kokybés uztikrinimo sistemg atitinkamy prietaisy/prietaisy kategorijy gamybai ir galutiniam
patikrinimui pagal medicinos prietaisy direktyvos 93/42/EEB V Prieda. Si kokybés uztikrinimo
sistema atitinka $ios direktyvos salygas ir turi biti periodiskai perzitrima. lib ir Il klasés
produktams galioja papildomas III priedas. Taip pat Zr. kitame lape.

Protokolo Nr. SH1508017
Galioja nuo: 2015-08-24
Galioja iki: 2020-08-23
Data, 2015-11-26 /paraSas/

Hans-Heiner Junker

TUV SUD Product Service GmbH yra notifikuota jstaiga, identifikacijos Nr. 0123.
Kﬂ*::’f PR ey
RS AR
418 -1 4 5
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Puslapis 1 18 3



CE SERTIFIKATAS

Pilna kokybés uztikrinimo sistema

Medicinos prietaisy direktyva 93/42/EEB (MDD), Priedas V
(IIa, 11b ar I1I klasés prietaisai)

Nr. G2 15 08 38814 060

Gamykla (-o0s): Well Lead Medical Co., Ltd.
C-4 Jinhu Industrial Estate, Hualong, 511434
Panyu, Guangzhou, KINIJOS LIAUDIES RESPUBLIKA

Well Lead Medical Co., Ltd.
Nr. 47 Guomao Avenue South, 511434 Panyu,
Guangzhou, KINIJOS LIAUDIES RESPUBLIKA

Puslapis 2 1§ 3




Priedas prie sertifikato Nr. G2 15 08 38814 060

Papildytas 001 data 2015 ~ 11- 26

Galioja Siems produktams:

Ureteriniams katereriams ir trachéjos vamzdeliams, nelatono kateteriams, sujungimo vamzdeliams
su jankauerio rankena, intubaciniams stiletams, laringinéms kaukéms, tracheobronchiniams
vamzdeliams, armuotiems endotrachéjiniams vamzdeliams, purkstuvams, deguonies kaukems,
neinvazinéms kaukéms, tracheostominéms kaukéms, aerozolinéms kaukéms, daugiaventiliacinéms
kaukems, endotrachéjiniy vamzdeliy stiletams, nosinéms deguonies kaukéms, stiletams,
vienkartinéms veidinéms anestezinéms kaukéms, endotrachéjiniy vamzdeliy rinkiniams, Silumos ir
drégmés filtrams, ambu maiSams, drenavimo sistemoms, deguonies kateteriams, silikoniniams
vamzdeliams, endobronchiniams vamzdeliams, maiseliai ekstrakcijai, ureteriniy stenty rinkiniams,
silikoninéms drenavimo sistemoms, endotrachéjiniams vamzdeliams su kanalu, atsiurbimo
kateteriams, maitinimo vamzdeliams, skrandzio zondams, silikoniniams skrandio zondams,
vienkartinéms kateterizavimo sistemoms, kanografinéms CO2 matavimo kaukéms, 02 + CO2
matavimo kaniuléms, Ne invazinéms teigiamo slégio kaukéms, atsiurbimo vamzdeliams burnos
prieZiiirai, tulZies T-vamzdeliams, fekalinéms sistemoms, hidrofiliniams kateteriams, ureteriniams
apvalkalams, ureteriniams dilataciniams balioniniams kateteriams, ekstrakorporinés cirkuliacijos
kraujo valymo aparatui, urodinaminiams kateteriams, rektaliniams slégio kateteriams,
anesteziniams kvépavimo kontiirams, dilatacijos rinkiniams, evakuacijos siurbimo prieigos movos,
puslés punkcijos fistulems, vieliniams pravedéjams,

Miunchenas, CRT2, 2015-11-26
/para8as/
Hans-Heiner Junker

Puslapis 31§ 3
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EC Certificate TUVRheinla
Directive 93/42/EEC Annex V
Production Quality Assurance

Medical Devices

3

Registration No.: DD 60117020 0001
Report No.: 26300232 005

Manufacturer: ZARYS International Group
Spolka z ograniczona
odpowiedzialnoscia
spolka komandytowa
ul, Pod Borem 18
41-808 Zabrze
Poland

Products: (see attachments for products and sites included)

Replaces EC Certificate, Registrabtion No.: DD 60100491 00601

Expiry Date: 2019-06-08

The Notified Body hereby declares that the requirements of Annex V of the directive 93/42/EEC have
been met for the listed products. The above named manufacturer has astablished and applies a quality
assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of class llb and class Il devices covered by this
certificate an EC type-exemination certificate according to Annex Il is required,

Notified Body /&
Effective Date: 2017-03-07 2/
=
Date: 2007-03~07

Dr. , !uge L ‘

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Nirnberg

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0187,




TUVRheinland

TUV Rheinland Do iRy Rew.
LGA Products GmbH
TillystraRe 2, 90431 Nirnberg

Attachment to

Certificate

Registration No.: DD 60117020 0001
Report No.: 26300232 005
Manufacturer: ZARYS International Group

Spolka z ograniczona
odpowiedzialnoscia
spolka komandytowa
ul., Pod Borem 18
41-808 Zabrze
Poland

- Sterile and non-sterile cutting gauze

~ Non-sterile dressing gauze

- Sterile and non-sterile gauze swabs
{with or without X-ray thread)

- Bterile and non-sterile gauze lap spongss
{with X-ray thread/ with X-ray chip)

~ Bterile and non-sterile gauze balls
{with or without X-ray thread)

~ Sterile and non-sterile gauze rolls
{with or without X-ray thread)

- Sterile and non-sterie non-woven swabs
{with or without X-ray thread)

- Sterile paraffin gauze dressings

- Bterile three-way stopcocks

- Sterile transfusion sets for single use

- Sterile infusion sets for single use

- Sterile extension tubes for infusion pump

- Sterile endotracheal tubes

- Sterile tracheostomy tubes

~ Sterile breathing circuits fxf

~ Sterile catheter mounts Notified Body ;gé
&/
2

Date: 2017-03-07 \@% M {*(

Dr. K. Kluge




TUVRheinland

TUV Rheinland HOS. &8 w0
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: DD 60117020 0001

Report No.: 26300232 005

Manufacturer: ZARYS International Group
Spolka z ograniczona
odpowiedzialnoscia

spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Poland

Products included:

erile laryngeal masks

erile oxygen masks

terile Multi-Vent masks
non-rebreath masks
nebulizer masks

nasal oxygen cannulas
nebulizer sets

2 oxygen tubing

erile suction catheters

erile feeding tubes

- Sterile urology catheters

- Sterile surgical suction sets

= Sterile surgical suction cannulas
- Sterile syringes for single use
erile hypodermic needles

i insulin pen needles

IV cannulasg

needle free wvalves . .
ingulin syringes : }f
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Date: 2017-03-07




TﬂVRheiniaga

] - Doc. 3/8, Rev. ¢
TUV Rheinland ?
LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

Attachment to
Certificate
Registration No.: DD 60117020 0001
Report No.: 26300232 005
Manufacturer: ZARYS International Group

Spolka z ograniczona

odpowiedzialnoscia

spolka komandytowa

ul. Pod Borem 18

41-808 Zabrze

Poland
Products included:
For the following medical devices the scope covers only
the aspects of manufacture concerned with securing and

aintaining sterile conditions:

- Adhesive cannulla fixation dressings
~ Adhesive wound dressings
~ Bye pads
-~ Incise films
- Arav}spaxenh Film drﬁ&sif}gf’: ‘iz:j?;";gg 5 e
- Foam dressings S HAAA
- Absorbent wound dressings Yuy
- Surgical gowns e - 0 g

- Surgical drapes
~ Fluid collection pouches
-~ Nelaton catheters

Notified Body

Dr. K. Kluge

Date: 2017-03-07 A f// &(7‘%
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TUV Rheinland Doc. 4/5, Rev. 0
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: DD 60117020 0001

Report No.: 26300232 005

Manufacturer: ZARYS International Group
Spolka z ograniczona
odpowiedzialnoscia

spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Poland

Products included:

For the following medical devices the scope covers only
the aspects of manufacture concerned with securing and
maintaining sterile conditions:

- Vaginal speculums

« Cervical brushes

= Urine bags

- Tongue depresscrs
- Guedel airways

= Intubation stylets
= Tracheal tube holders
- Suction tubes

- Withdrawal cannulas
= Alginate dressings
= Cannula stoppers

v K U

Dr. K. Kluge

Date: 2017-03-07




TUVRheinland

TUV Rheinland Doc. 5/5, Rev. O
LGA Products GmbH

TillystraBe 2, 90431 Nirnberg

Attachment to
Certificate
Registration No.:
Report No.:

Manufacturer:

Sites included:

ZARYS International

DD 60117020 0001
26300232 005

ZARYS International Group
Spolka z ograniczona
odpowiedzialnoscia

spolka komandytowa

ul. Pod Borem 18

41-808 Zabrze

Poland

Group

Spolka z ograniczona odpowiedzialnoscia

spolka komandytowa

nl. Gustawa Eiffel's

44-109 Gliwice
Poland

Activity:
Production

Date: 2017-03-07

15

1
.

Notified Body

\7?' K J{’CZ

. K. Kluge




CE sertifikatas
93/42/EEC Direktyva V Priedas
Gamybos kokybés uztikrinimas

Medicinos prietaisai

Registracijos Nr.: DD 60117020 0001
Ataskaitos Nr.: 26300232 005

Gamintojas: Zarys International Group
Spolka z organiczona
odpowiedzialnoscia
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Lenkija

Produktai:  (Zr. Priedus dél produkty ir itraukty viety)
PakeiCia CE sertifikata Nr. DD 60100191 0001

Galioja iki:  2019-06-08

Notifikuota jstaiga patvirtina minétos jmonés jdiegty ir taikomgy kokybés valdymo sistemy. Direktyvos
93/42/EEB V Priedo reikalavimai buvo jvykdyti. Minétas gamintojas yra jdiegés ir taiko kokybés
uZtikrinimo sistemy, kuri yra periodiSkai tikrinama, pagal minétos direktyvos V Priedo 4 skyriy. IIb ir
TIT Klasés prietaisy, minimy Siame sertifikate, perkélimui j rinka butinas EB tipo patikros sertifikatas
pagal 111 Prieds.

Galioja nuo:  2017-03-07 Notifikuota jstaiga
/paraSas/ fantspaudas/
Data; 2017-03-07 Dr. K.Kluge

TUV Rheinland LGA Products GmbH — Tillystrasse 2 — 90431 Niirnberg

TUV Rheinland LGA Products GmbH yra Notifikuota jstaiga pagal Direktyvg 93/42/EEB dél medicinos
prietaisy, kurios identifikavimo numeris: 0197, '
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Priedas prie sertifikato.

Registracijos Nr.:

Ataskaitos Nr.:

Gamintojas:

[traukti Produktai:

TUV Rheinland
LGA Products GmbH
Tillystrasse 2, 90431 Niirnberg

DD60117020 0001

26300232 005

Zarys International Group
Spolka z organiczona
odpowiedzialnoscia
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze

Lenkija

s Sterili ir nesterili kerparma marlé

* Nesterilas marliniai tvarsciai

s Sterilus/nesterilus marlinis tvarstis
{su/be rentgenokontrastine linija)

e Sterillis ir nesterilGs marlés rutuliai
(su/be rentgenokontrastine linija)

& Sterills ir nesteriliis marlés ritiniai
(su/be rentgenokontrastine linija)

¢ SterilGs ir nesterils neaustinés medZiagos tvarséiai
(su/berentgenokontrastine linija)

¢ Sterills parafininiai tvarsciai

s SterilUs trijy krypCiy kraneliai

¢ Sterilios vienkartines transfuzinés sistemos

+  Sterilios vienkartinés infuzinés sistemos

¢ Sterilios prailginimo linijos infuzinéms pompoms
»  Sterillis endotrachéjiniai vamzdeliai

*  Sterilus tracheostominiai vamzdeliai

Sterilio kvépavimo grandinés
¢ SterilOs prailgintojai prie intub. Vamzdelio

Data: 2017-03-07

.
i

Notifikuota jstaiga

/paradas/ /antspaudas/
Dr. K.Kluge




TUV Rheinland
LGA Products GmbH
Tillystrasse 2, 90431 Niirnberg

Priedas prie sertifikato

Registracijos Nr.: DD60117020 0001
Ataskaitos Nr.: 26300232 005
Gamintojas: Zarys International Group

Spolka z organiczona
odpowiedzialnoscia
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze

Lenkija

{traukti Produktai:
¢ Sterilios laringinés kaukeés
Sterilios deguonies kaukes
Sterili kauke su rezervuaru
sterili aerozoliné kauke
Sterlios nosies deguonies kaniules
Sterills aerozoliniai rinkiniai
Sterilis deguonies vamzdeliai
Sterilas atsiurbimo kateteriai
SterilGs chirurginiai atsiurbimo rinkiniai
Sterilios chirurgines atsiurbimo kaniulés
Steriliis vienkartiniai Svirkstai
Sterilios hipoderminés adatos
Sterilios insulininiy peny adatos
s Sterilios intravenings kaniules
«  Sterilis beadatiniai voituvai

......

% = B 2 5 B S & »

-

-

Data: 2017-03-07 Notifikuota jstaiga

/para3as/ /antspaudas/-
Dr. K.Kluge




TUV Rheinland
LGA Products GmbH
Tillystrasse 2, 90431 Niirnberg

Priedas prie sertifikato

Registracijos Nr.: DD60117020 0001
Ataskaitos Nr.: 26300232 005
Gamintojas: Zarys International Group

Spolka z organiczona
odpowiedzialnoscia
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Lenkija

{traukti Produktai:
Zemiau nurodytiems medicinos prietaisams reikalavimai taikomi tik gamybos aspektams, susijusiems su steriliy salygy
kiirimy bei iSlaikymu:
¢ Llipnus kaniuliy fiksatoriai
Lipnis Zaizdy tvarsdiai
Akiy tamponeéliai
Pjuvio juosta
Permatomi juostiniai tvarséiai
Puty tvarsdiai
Absorbuojantys Zaizdy tvarséiai
Chirurginiai chalatai
Chirurginiai dangalai
Skysciy rinkimo talpos KOPLIA Ton
* Nelaton kateteriai e

* B & % 5 2 & o

»
Je 25

Data: 2017-03-07 Notifikuota jstaiga

IparaSas/ /antspaudas/
Dr. K.Kluge '




TUV Rheinland
LGA Products GmbH
Tillystrasse 2, 90431 Niirnberg

Priedas prie sertifikato

Registracijos Nr.: DD60117020 0001
Ataskaitos Nr.: 26300232 005
Gamintojas: Zavys International Group

Spolka z organiczona
odpowiedzialnoscia
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze

Lenkija

[traukti Produktai:
Zemiau nurodytierns medicinos prietaisams reikalavimai taikomi tik gamybos aspektams, susijusiems su steriliy salygy
kirimy bei i8laikymu:
¢ Vaginalinés spekulés
Gimdos kaklelio $epetéliai
Slapimo maiseliai
Lietuvio prispaudéjai
Orofaringiniai vamzdeliai
Intubaciniai stiletai
Tracheostominio vamzdelio laikikliai
Atsiurbimo vamzdeliai
IStraukimo kaniulés
Alignato tvarséiai
Kaniuliy kamstukai Koppa

= & *» »

* & » & » 9

Data: 2017-03-07 Notifikuota jstaiga

/paradas/ /antspa'udasl
Dr. K.Kluge L




Priedas prie sertifikato
Registracijos Nr.:

Ataskaitos Nr.:

Gamintojas:

Jtrauktos vietos:

Zarys International Group
Spolka z organiczona

odpowiedzialnoscia

spolka komandytowa
ul. Gustawa Eiffel'a 15

44-109 Gliwice
Lenkija

Data: 2017-03-07

TUV Rheinland
LGA Products GmbH

Tillystrasse 2, 90431 Niirnberg

DD66117020 0001

26300232 005

Zarys International Group
Spolka z organiczona
odpowiedzialnoscia
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze

Lenkija

KOPiA 71
T e
Notifikuota jstaiga ‘ - ff
w S ‘ *EA f'{‘i
/paraSas/ /antspaudas/ A



INTERNACIONAL FARMACEUTICA S.A. DE C.V.
Vasaris 05, 2015

Suinteresuotiems asmenims:

Mes, INTERNATIONAL FARMACEUTICA S.A. DE C.V., adresas Carreteraco #44 Col. Parque
San Andres, Coyoacan, Meksika D.E. C.P. 04040, Meksika: pareiSkiame. jog miisy kompanija
gamina Zemiau iSvardintus sitilus:

- Atramat PGA (Poliglikolio riigstis);
- Atramat PGLA90 poliglaktinas 910 poli (glikolido-laktidas):
- Atramat PGLA90 RAPID poliglaktinas 910 poli (glikolidas, I-laktidas) greitos rezorbeijos;
- Atramat PGA RAPID (Poliglikolio riigstis) greitos rezorbeijos;
Atramat PDX (Polydioksanonas);
- Atramat PGC25 poli ( Glikolido-ko-Epsilon-kaprolaktonas);
Atramat Polypropylenas monofilamentas:
-~ Atramat Polyesteris;
- Atramat Nylon;
Atramat Silkas.

Visi miisy sitlai yra gaminami 45¢m, 70cm, 75¢m ir 90¢m ilgiy.

Musy kompanija taiko kokybés sistema, kuri atitinka standartus direktyvos 93/42/EEC taikoma
medicinos prietaisams, Annex I1; EN ISO 9001:2008 ir EN ISO 13485:2012.

KOPLIA TIKRA
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Nailonas iP

e _Monofilamentinis, sintetinis. nesirezorbuojantis. juodos, mélynos spalvos

nedazytas sitilas.
e Sudaryti i3 poliamido 6.0 ir 6.6. ilgyju grandiniu,
Audinio reaktyvumas yra minimalus.

arba

+ Nailonas yra nesirezorbuojanti medziaga, kuri laikui bégant sutraukiama jungiamuoju

audiniu.

e Zinoma, kad del cheminiy jungtiy prasiverzimo hidrolizés metu, sitlo masé apytikshiai

sumazeéja 10%,
e Spalvos kedas: Zalia

» Paprastai naudojami neurologijoje, oftalmologingje ir plastingje chirurgijoje.

BENDROS SAVYBES:

Sio siiilo stiprumas ir pailginimas uZtikrina audinio krasty xudmmma( Be to, sitilas lengvai
prasiskverbia per audinj tuo uZtikrindamas greita Zaizdos uzgijima. Sios fizinés savybés
kartu su minimaliu audinio reaktyvumu sudaro gerg siiila, kuris naudojamas specialiojoje

chirurgijoje. Nailono siilams naudojamos aukstos kokybeés tiksliai nusmailintos adatos.

SAVYBES:

* Sintetinis (i$ geriausios zaliavos).
o Neturi jpakavimo atminties.
* Monofilamentinis.
_» _Hermetiskai ipakuotas. Strilus.
e Lygus, clastingas, vientisas sitilas.
s Tiksliai nusmailintos adatos, skirtos specialiajai chir rurg|
chirurgijai).
* Juodos spalvos.
e Meélynos spalvos.

PRIVALUMAIL:

s Mazas audinio reaktyvumas. /

e Neturi jpakavimo atminties. ’

¢ Vienodai prasiskverbia per audinio atramg tokiu biidu i$vengiant audinio tempimo.
s Garantuojamas produkto sterilumas.

+ Sialo storis atitinka adatos stori. Atraumatiné adata, nelinksta ir neliizta.

» Qerai prasiskverbia per audinj uztikrindamas gerus plastinius rezultatus.

s (erai matomas.

e RiSant sitilas nesimezga | mazgus.

INDIKACHOS:

NAILONAS (mélynas. juodas)
Plastingje chirurgijoje, ginekologijoje. ortopedijoje ir bendrojoje chirurgijoje.

R *

ijai (oftalmologijai, plastinei



NAILONAS (juodas) ,
Oftalmologijoje, neurologijoje, periferinéje mikro kraujagysliy chirurgijoje.

NAILONAS (nedazytas)
Plastinéje ir rekonstrukcingje chirurgijoje.

Pastaba: chirurgai Siuos silus gali naudoti visur, kur reikia stipriy, nesirezorbuojanéiy,
vienguby sitily, ta¢iau turi Zinoti §iy sidly savyhes, privalumus ir trikumus.

ZALIAVA:
Poliamidas 6.0 arba 6.6.

SPALVA:
Juoda, mélyna Nr. 2 FDC.

STERILIZAVIMO METODAS:
(Gama radiacija arba etileno oksidas.

PADENGIMAS:
Neéra.

GALIOJIMO DATA:
5 metai nuo pagaminimo datos.




Atramat Nailonas
Paprasta apvali adata 112 apskritimo
USP 3-0 Usk 2-0 USPo
Tipas Adata ligis EP2 EP3 EP35
R26
26 mm 75 em/ juodas R2643-75N R2642-75N R2641-75N
Heavy apvali adata 1/2 apskritimo -
UsP2-0 UsPo UspP 1 usp 2
Tipas Adata lgis EP3 EP3.5 EP4 EP5
i
‘x\kﬂ i
G37
37 mm 75 cm/ juodas G3742-75N G3741-75N (G3748-75N
75 em juodas G4042-75N G4041-75N G4048-75N G4049-75N
1 ;
G40
40 mm 100 cm/ juodas (G404 1-100N G4048-100N
Sustiprinta premium spatula adata 3/8 apskritimo
USP 11-0 LSP10-0 USP 8-0 UsP 8-0
Tipas Adata lgis EPO.1 EPO.2 EFP0.3 EFPQ.4
SE4 4. Apoz
4 mm et 13cm/juodas  SE44110-13N
SES A 8 cm/ juodas SE54100-8N SE5490-8N
5 mm 13 em/ juodas SES4100-13N | SE5480-13N
EEB Nt
6mm ~ 2adade? 30 emijuodas

Aukstesnés kokybés apvali adata

H2apskritimo

USSP 2-0 UsPo
Tipas Adata ligis EP3 EP3.5
SR30 el
30 mm W0 cmi juodas | SR3042-100N SR3041- 100N,




-Atramat

Nailonas
Atvirk§tinio pjovimo adata 12 apskritimo
USP3-0 Usp2-0 LISPO UsP1 Usp2
Tipas Adala flgis P2 B3 EP35 EP4 EP5
i\
626 \‘ A‘”‘r»a, 3 w*’ﬁé&&é
26 mm T5omljuodas | C2643-75N | C2642-75N C2641-75N
30 L
30 mm bl 7hem/jundas | C3043-78N © C3042-75N | Ca041-75N
3
” #
37 \«\
37 mm i 75.cm/ juodas C3742-75N C3741-75N | C3748-75N | C3749-75N
b
40 e 75 cm/ juodas C4048-75N
40 mm 90 cm{ juodas CA4048-90N
Avirkstinio pjovimo adata § .
%W’t 318 apskritimo
i UsSP e | USPSQ USP4-0 USP 3.0 UsP 2.0 USF D USR 1
Tipas Adata Hols EP 07 EP Y EP 4,5 EP 2 EP 3 EP3.5 EP 4
CE1Z
?meﬂ _____________ 45 om / juodas | CE1246-N | CE1245-N | CE1244:N
CE1R 45 cm/ juodas | CE1846-N | CE1845-N | CF1844-N
16 mm o 78 cm juodas [CE1846.75NICE1645-75N | CE1644-75N | CE1643-75N
45 cm/ jucdas | CE1945-N - CE1945:N | ‘CE1944-N | CE1943:N | CE1242:N
CE
18 iy 75em { juatas (CE1946-75N | CE1945.75N | CE1044-75N | CE1943.75N
. 45 e/ juodas CEM44.N | CE2443-N
cE24 N ; = e AN K
24 mm e 75 o ) jusdas 4.44‘3@2’ CE2444-75N | CE2443-78N | CER442-75M | GE2441-75M |
45 cm 1 juodas CE2645-N | CE2644N | CE2643-N TP
%
CEZ5 N’
26 mm 75 / juodas CE2B43-75M | CE2642-75K
75 ¢m 7 jiodas CE3043-T5N | CE3042-75N | CE3041-75M { CE3048- 75N
N ,"i
CEgo S 1.t
30 mirn a0 em f juodas CE3043-90N | CEIC42-90M ""g ,./; f&'}gg
_}’5 ony { juodas CEITA.TEN CE3748-'?SN L
CEa7 b /
37 mm M‘“’* «««««« *""’j 3o/ jucdas




"7 ;thl l ’Ot Nailonas
AR LIRS g LI L ot
(.. i .
Tigsi pjaunan: }ﬁj L LA
¢ USP4-4 UspP 3¢ usp 2.0 Uskg
Tipas Adata Igis EF1.5 P2 EP3 EP35
1,802
Usd
80mm | 78 cm/ juodas U6044-N UB43-N UB042-N Us041-N
Auk$tesnés kokybés tiesipjaunanti adata
USP 3-0 USP 2-0
Tipas Adata ligis EP3
US55
55 mm 100 cm/ melynas PUS542-100
75 cm/{ mélynas PUB043
PUBO 75c¢m/juodas | PUBD43-N
60 mm 100 cm/ juodas | PUB0D42-100N
Patogi pjaunanti adata 3/8 apskritimo
USP 6-0 USP5-0 UsP4-0 USP 3-0 UsP2-0
Tipas Adata ligis EPO7 EP 1 EP1.5 EP2 EP3
NE19
19 mm 45 cm/ juodas NE1946-N NE1945-N NE1944-N NE1943-N NE1942-N
Premium patogi pjaunanti adata
318 apskritimo
USP 6-0 USP 5.0 usP 2-0
Tipas Adata ligis EPO0.7 EP1 EP3
35 em/juodas | QE1646-35N
Q15 N P 45 cm / mélynas QE1645
16 rm e 45 /juodas QE1646-N
KOs P
ogs0 ) ORIJA T RA
40 mmn 45 ¢m/ melynas QE4042, )
W4 g g
#x f“&ﬁ?} Xy
A S
Premium patogi pjaunanti adata 38 apskritimo
Tipas Adata Igis
S50X2NRT
5 SRepDYon Tube
: 50 cm/ juodas ﬁ 40 rm A
!"{* i
oggo |
90 mm 100 em/ melynas | QESD42-100

S
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PGLA90 (Poliglaktinas) ?“

Sintetinis. besirezorbuojantis. violetinés spalvos arba nedazyvtas polifilamentinis sifilas.

s

e Pagamintas i$ poliglikolio rugsties (glikolido) ir L-laktido (poliglikolido ir L-laktido)
kopolimery.

» Audinio reaktyvumas mikroskopingje formoje yra minimalus.

» Absorbeija jvyksta per hidrolize: pilna absorbeija ~ 56 - 70 pary.

L

. o

Procentinis stiprumo islaikymas yra 75 % po 2 savai¢iy ir 50 % po 3 savaiciy.

Spalvos kodas: violetine
Naudojami audiniy suartinimo ir oftalmologinéms procediiroms.

Atramat PGLAY0 susideda 15;

Poliglikolio rig8tis ..ccovvrveieecciiies 90 %
LAlaktidas ..ooooeeceniminivsiiiisneomsinsomensnensie 10 %
1351570 o251 ¢z - SOOI <] %

(Poli (glikolidas L-laktidas) ir kalcio stearatas).

SAVYBES:

. * % 9 @

Stiprus. Sterilus.

Supintas, geros ri§imo savybés, rifant nesimezga j mazgus.
Absorbcija vyksta per hidrolize.

Cilindriskai padengtas.

Gerai prasiskverbia.

Dydziai atitinka U.S.P/E.P. direktyvas.

» Hermetiskai sandarus jpakavimas.
+ Antibakterinis
PRIVALUMAL
e Siilo storis atitinka adatos storj. Adatos nelinksta ir neltizta,
¢ Nuspéjamas absorbeijos koeficientas ir minimalus audinio rcaktyvumas.
» Vienodai pralenda pro audinj.
e Plastmasinis mazgelio sujungimas suteikia puikia apsauga.
e Kuo mazZesnis skersmuo, tuo stipresnis.
e Garantuojamas produkto sterilumas.

Mikroskopiniu pagrindu, ATRAMAT PGLA90 turi minimaly audinio reaktyvuma. Be to,
ATRAMAT PGLAQ0 pasizymi nuspéjamu absorbeijos koeficientu ir stiprumu, atitinkandiu
USP standarty. Absorbeija vyksta per hidrolize:



REKOMENDACUOS:

Rekomenduojama  padaryti kvadratinj mazga su 2

arba 3 papildomais lenktais mazgais,

Atsizvelgiant j aplinkybes ir chirurgo patirtj, palikite 2-3 mm ilgio mazgy galus,

INDIKACIJOS:

Naudojami visose chirurginése operacijose. minkStiems audiniams ir/arba ligatGroms.
Naudojami: bendrojoje chirurgijoje. gastroenterologijoje, ginekologijoje, urologijoje, plastinéje

chirurgijoje, ortopedijoje ir oftalmologijoje.

Biikite atsargs, kai $iuos sialus naudosite pagyvenusiems, dél prastos mitybos nusilpusiems ar
silpnos imunines sistemos pacientams, nes tokiems pacientams Zaizdos 1étai gyja.

KONTRAINDIKACHOS:

Kadangi tai yra besirezorbuojantis siiilas, jo nereikéty naudoti, kai audinio atramos reikia

neribotam laiko tarpui.

Pastaba: vartotojas, Zinantis visas $iy sitily savybes, privalumus ir tritkumus ir atsizvelges j

chirurgines salygas, gali naudoti $ivos sitlus.

ZALIAVA:

Poliglikolio ragstis ie L-laktidas.

SPALVA:

Violetine Nr. 2 D&C, smelio spalvos ir nedazyta.

PADENGIMAS

Poli (glikolidas L-laktidas) ir kalcio stearatas.

GALIOJIMO Laikas:
5 metai nuo pagaminimo datos.




~Atramat

2 Braided Multifilament
| Multifilamento Trenzado

]

@ Absorbable
Absorbible

POLYGLACTIN 910 PGLA

Premium Spatula
Es;;&z‘z,ss‘%da Premium ‘2:’4 circl € = Cire,
~ Thread Gauge - Qa. | e

Type  Needle Length
Tipo Aguia  Longitud
EA8 ~ 45 cm
&mm S’

Prsririm spatic o adats

o Premium Spatula

Espatulada Premium 3/8 circle - C?é’“é?i
Type Needle Length : Thread Gauge - Calibre de la Hebra
Tipo Aguja Longitud |

30em
EE6 N
.4 mm s 45cm
Aadakos

Without Needle - Sin Aguja
Type Needle Length o
Tipo Aguia Longitud §
S8 3x50 em
SS 150 cm
S8 Reze?fg Cg'gte

PGLASO POLYGLACTIN Q10



-Atramat

e M@% w:i

POLIGLAKTINAS 90

Aukétesnés kokybés apvali- a 112 apskritimo
UsP6-0 USP 50 USH 4.0 USP 3-8 UsP2.0 UsFo USF1
Tipas Adata igis o7 EP 1 EP1S Epg EP3 B35 EP4
SR13
13mm 75cm SR13304-75
SR17 1ipuoa
A7 mm hem | SR17306-75 | SRY7A0ETE  SRITI0NTS | SRIZIOTS
18R20
20 mm 7hem SR20305-75 | SR20304-75 | SR20303-75
! !:‘.
SR26 ¢
260m 5¢m SR26304-75 | SR26303:75 | SR26302-75 | SR26301-75
SR30
30:mm 75 cm SR30303-75 | SR30302-75 | SR30301-75 | SR30308-75
SR36
38 mm TEem SR38303-75 | SR36302-75 | SR36301-75
R R .
= AukStesnés kokybés Heavy apvali adata bwmmh 1/2 apskritimo
= ; USP 3-0 USP2-0 UsP o UsP1 UsP2
it Tipas Adata ligis EP2 EP3 EP3.5 EP 4 EP5
§ ) : 75 cm | SG3B303-75 | 8(G36302-75 | SG36301-75 | SG36308-75
» 1 ;
&2 sc3 L /
?;3: : 36mm, " 90 cm SG36302-90 | SG36301-90 | S5G36308:90
25 il 75¢cm $5640302-75 | 5G40301-75 | SG40308-75 $G40309-75
:
i § a A% n
L HI AAS Py
~ael 80640 ~
40 mm 490 cm S5G40301-90 | $G40308-50
75 cm SG48308-75 | $G48309-75
&%\‘
5648 g
A8 mm 80 cm S5G48308-90 | SG48309-90
: 75.cm 5G65302-75 HOR s v
; TSR
|
sces 8
85 mm 80 cm




Atramat

POLIGLAKTINAS 90

"l;‘a;iirasta apva zta 2 apskritimo
i USPE-0 UsSP 5.0 UsP 4-i USP3-0 ysp2.0
Tipas o Adata tgis EPO7 EP EP15 Ep2 EP3
F17 ; :
17mm | ‘ F5em F17308-75 F17305.7% F17304-75 F17303-75 F17302-75
P . e i
Paprastaapy - fafa WO A Gfl, 12 apskritimo
L USP5-O Usp4.0 USP3-0 Usp2.0 usPo usP1
Tipas Adata bgis EP1 EP15 EP2 EP3 EP335 EP4
: a
R20 X . Al{m
20mm ' 75em | RA0305-75 | R20B0A-75 R2030376  R20302-75
' : 2.59¢9 o0
R26 “ <f2 | erpon
26mm | 5em R26305:75 R26304-75 R26303-75 R26302-75 R26301-75 | R26308-75
3mm | 75 em RI0303-75 R20302-75 R30301-75
g i
R37 .
37mm | Mo 75¢m R37302-75
Heavy apvali adata Dg,{,M Qﬂ 112 apskritimo
UsPa0 UsP 2:0 UsPo usp 1 Usp2
Tpas | Adata lgis EP2 EP3 B35 EP4 EPs
G30
30 mm ‘ 75¢m G30303-75 G30302-75 B30301-75
i
H 70em 637302 637302 637308 637308
N\ 75¢m (37303-75 G37302:75 G37301-75 G37308-75
\ 4 .!{{r&& 2. A gvfrg,&
637 |
37.mm el (37361-90 (337301-00 537308-90 B
75em G40302-75 GA0301-75 G40308-75  GAD30%-75
(40 H i# i
40 min 90em (40302-90 $40301-90 B40308-90 (?ﬁd od (KRA
75cm 4830275 GAB301TS | GABI0BTS  (GAG309.75
‘3 j 2 Apon
48}
48 mm 90cm $348301-90
; 2.A5p02
a1
78mm 75 em L G7692.75




“‘7"’3U amat POLIGLAKTINAS 90

‘AukStesnés kokybés atvirkétinio pjovimo ada 38 apskritimo
USPB-0 USP 50 USP4-0 USP3-0 UsP2-0 USPOo
Tipas Adata ligis EPO7 EP1 EP1,5 EPZ EP3 EP35S
PEY3
13 mm 45 cminedaZytas | PEI3306-458 | PE13A05-458 | PE13304-458
PE16
WBom 45 cm/ nedasytas PE16305-458 | PE16304-458
PE1S N . 45 cmi nedakytas PE1Q305-458 | PE13304-45B | PE19303-458B
19mm S A 75¢m PE19306-75 | PE19304-75 | PE19303-75 | PE19302-75 N
756m PE24304-75 | PE24303-75 | PER302-75 | PE24301-75
PEZ4 p
24 mm ' 75 em/ nedazytas PE4304-758 | PE24303-75B PE24302-75B
PE30 .
30 mm ol 75 ¢m PE30302:75 | PE30301-75
AukStesnés kokybés Heavy atvirk$tinio pjovimo adata 1/2 apskritimo
UsPo UsP1 usP2
Tipas Adata ligis EP35 EP4 EP 5
P40
40 mm 75¢cm P40301-75 P40308-75 P40309-75
Tiesi pjaunanti adata
USP4-0 USSP 3-0
Tipas Adata ligis EP1.5 EP2
uso
e 60 mm 75 cm/ nedazytas | UB0304-B Us0303-B
Aukstesneés kokybes Spatula, 1/4 apskritimo
UsP6-0
Tipas Adata ligis EP 0.7
EA8 k
& mm ‘ 45 cm EAB306
Be adatos
B USP 4.0 USP 3.0 Usp 2.0 USP 0 USP 1
Tipas Adata ligis EP 1.5 EP2 EP3 EFP3.5 EP4
SS Be adatos 3x50 cm $503303-50 1  S803302-50
88 Be adatos 150 cm S5500303-150; SS500302:150 $800301-150 5800308-150
58 Be adatos 250 cmi Rite SS00302-250C | SS0O301-250C  S500308-250C
58 Be adatos 5x70 cm 5505304 580593 580592 SS0581 550598
58 Be adalos 8x75cm 8506303-75 1 8506302-75 5806301-78
83 Be adatos 6x45 cim S506304-45 | SS06303-45 © _ S5506302-45 SO0 45
SS Be adatos 3x45 cm $503304-45 | 2 bpey | A Fp
S8 Be adatos 12x45 cm $512304-45 | '
88 N Be adatos Sxd5 em | B505304-45 o
55 Be adatos W&kT5em SH29-75 580268-75

oy -



POLIGLAKTINAS 90

Atramat

Atvirk$tinio pjovimo adata WAL 1/2 apskritimo
g USF 3.0 USP 2.0 USPO uspP use 2
Tpas | Adata gis EP 2 EP 3 EP 3.5 4 EPS
022 f’f
22 mm 70 ¢m C22302-70
3 6’ :
4. Spon
,’)’9
“ i 75 nm G2B303-T5 | C26302.75 C26301-75 | C26308-75
c26
- 26 mim 90 em | Co6303-90
e i
i,# . % : ¥
é%%?‘ ! : s
Lokl car "\ i
37 mm 75.¢m CAT302-75 C37301-75 | C37308-75
; L 242 po
- L. ,f'/ P2
A0 ' 75 ¢m £40302-76 | C40301-75 | CA0308-75 | C40309.75
¥
; I
L SN LARp | 1.2 9po
: : B
P48 r3em Pa8302.75 | .Pag8301-75 £48308-75 | P48309-75 |
Aukstesnés kokybés atvirk&tinio pjovimo adata FWW»&* 12 apskritimo
USP 3-0 USP 2-0 USPQ USP 1
Tipas Adata ligis EP2 EP3 EP3,5 EP4
. 4 s o
Vi A.140poz, 2.A%p2%
P36 M, i
36 mm T 75 cm P36303-75 F36302-75 Pa6301-75 P36308-75
2.48
, AADPD
N J/ f
Pag . 75 cm P40302-75 P40301-75 P40308-75
40 mm 40 om P40302-390 P40301-80 P40308-90
Atvirkstinio pjovim o adata 318 apskritimo
USP5-0 UsP4-0 USP3-0 USP 2-0 Rbp
Tipas Adata Igis EP1 EP1.5 EP2 EP3
CE16 45 cm/ nedazytas | CE16305-458 | CE16304-458 01 -
16 mm Them CE16305
45 cm/ nedazytas CE19304-458 | CE19303-4581 .-
CE1Q T5cm CE19305-75 | CE16304-75 | CE19303-75
18 mm 75 em{ nedazytas CE19304-758 | CE19303-75R
75¢cm CE24304-75 | CE24303-75
CE24 N SKIRG
24 mm e 75 cm{ nedazytas CE24303-758 @4332758
j"A
CE N 75 cm CE30303-75 275
30 mm . P5ominedazylas CE30302-758

Y




z
7 A
9

ATRAMAT POLIGLIKOLIO RUGSTIS % f" @ (s

GREITAI BESIREZORBUOJANTYS CHIRURGINIAI SIULAI

Sintetinis, besirezorbuojantis. multifilamentinis pintas siiilas, bespalvis;

Pagamintas i§ poliglikolio rligities (g likolido polimeras), dengtas polikaprolaktonu kalcio
steratu;

Audiniy reakcija mikroskopingje formoje yra minimali:

Absorbcija atsiranda del aktyvios hidrolizés. sitlas pilnai absorbuojasi per 42 dienas:

Po pirmos savaités siiilas i§laiko 50% stiprumo:
DaZniausiai naudojamas greitai gyjantiems audiniams siiiti. Adatos nelinksta ir neltzta.

APRASYMAS

Greitos absorbceijos poliglikolio rigstis padengta polikaprolaktonu ir kalcio steratu sekanéiu
santykiu:

Poliglikolio riigstis ................ 99%

Dangalas .............c............. %

AukSCiau pamineti rezultatai adekvaciai ivardinti pagal molekuling struktiirg ir jos teikiandia
nauda:

Charakteristika: Nauda:

AukStas sitilo tempimo stiprumas Atitikamas audiniy suartinimas

Pinta struktiira Lengvai naudojamas

Absorbcija atsiranda dél hidrolizés I§ ankso zinomas absorbeijos laikas ir minimali
audiniy reakcija

Cilindrigkai padengtas multifilamentas Lengvai slysta per audinius

Puikus slydimas per odg Mazgo plastikinis sujungimas uztikrina puiky
saugumag

Dydis U.S.P/E.P. dircktyvos Didesné tempimo jéga esant maZesniam
diametrui

Implantavus j audinj, greitos absorbcijos poliglikolio rugstis, sorb-FAST, mikroskopiniame
l ygmenyje su‘kch;? rinmu}zahq ,Efufl,m”'; l'cakgr:jzguhs‘ panasus I }(.Ltuf; 'pohghkahk(‘} rﬁ%ﬁ’“‘*ﬁ?‘?&f% )
absorbcijos sintetinius sitilus. Taciau, sorb-FAST i anskto Zinomas absorbcijos laikas ir auk$tadiA
sitilo tempimo stiprumas, didesnis nei USP standartas, taip suteikiant gyvybiskai sva&'ﬁ}dﬁbtg%
. % ix b g i PN SN T T e ; Lk |
audinio palaikyma kritiniu Zaizdos gyjimo metu. Absorbcija atsiranda™dél pr ~1‘e«$yvlq€9 o
; S Al

. G s ; . il e O 5y
hidrolizés, kuri trunka 42 dienas. po pirmos savaités sitilas 18Jaiké50% stiprum

REKOMENDACIJOS:

Kaip ir su kitomis pintomis sitly medziagomis, rekomenduojaimia ti unymazga su 2 ar 3

papildomais lankiniais mazgais. Mazgo paliukai turéty buti nuo 24ki 3
nuo chirurginiy aplinkybiy ir chirurgo patirtics.

lgio, priklausomai

INDIKACLIOS:



Sitlai indikuojanii naudoti visose chirurginése procedurose, kur rekomenduojami
besirezorbuojantys sitlai. Tokiose kaip: Plastiné chirurgija, ginekologija, akuserinése,
gastroenterologijije ir ligavime. Pagrinde, audiniams, kuriy trumpas gijimo terminas.

Papildomy atsargumo priemoniy reikia imtis jei sitilai naudojami vyresnio amzZiaus pacientams,
jei pacientas yra menkos mitybos ar serga ligomis, kurios létina Zaizdy gijima.

KONTRAINDIKACHLIOS:

Besirezorbuojanéiy sitlu negalima naudoti, kai reikalingas i3pléstinis audiniy suartinimas ar
ilgas gijimo periodas.

Pastaba:atsiZvelgiant | iSvardintus faktus ir charakteristikas, naudg ir apribojimus apie greitos
absorbcijos poliglikolio riigsties, sorb-FAST sitlg, vartotojas gali pritaikyti jo naudojima pagal
chirurgines aplinkybes ar jo/jos asmenine patirtj.

Zaliava:
Dengtas homopolimeras ir glikolio ragstis.

Spalva:
Bespalvis

Sterilizavimo metodas:
Gamma radiacija. Sterilus

Dangalas:
Polikaprolaktonu ir kalcio steratas

GALIOJIMO DATA
5 metai nuo pagaminimo datos, nurodytos ant pakuotes.

Pagaminta Meksikoje
INTERNATIONAL FARMACLEUTICA. S.A. DE C.V.
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Atramat

PGA greitai absorbuojantys

Auk$tesnés kokybés atvirkstinio pjovimo adata g\ i »

' plnadatt ud 318 apskritimo

Y usPea USPS5-0 USP4-0 | USP3-0 USP2-0
Tipas Adata ligis EPQ7 EP1 EP1.5 EP2 EP3
PETY
11 mm 45 cm/pedadytas | PE118E-45B | PEI185-45B
PE13
13 mm 45 cm/nedalytas | PEI3ES-45B | PE1385-45B | PE1384-45B
PE18
18 mm 75 emi nedazylas PE1684-75B | PE1683-75B

2 i
PE1S - 5.4paL
19 mm R 75cm/ nedaZylas PE19BE-768 | PE1984-75B | PE1983-75B | PE1982:758
PE24 k
24 mom M 75 cm { nedazytas PE2482-758
PE26 Y P
26 mm Mot 75 om i nedazytas PE2683-758 | PE2682-75B
PE36 “ . J/ r
36 mm b g 78§ cm/ nedazytas PE3683-75B | PE3682-758
Aukstesnés kokybés patogi pjaunanti adata
UsP4-0 USP 3-0 UspP 2-0
Tipas Adata ligis EP 1.5 EP2 EP3 _
u17
A7 mm | 75 em i nedazytas U1784-758
uso
60 mm | 75 cm/ nedazytas UB083-8B U6082-8
Aukstesnés kokybés patogi pjaunanti adata
112 apskritimo
UsSP 4-0 USP 3-0
Tipas Adata Hgis EFP1.5 EP 2
KN &
Qz2 0Pl HRA
22 mm 45 e/ nedaZytas Q2284-45B 02283;}4)58{?
L =i f
Auk3stesnés kokybés patogi pjaunanti ada T8
Tipas Adata ligis
QE16 “ il
16 mm T | 75 em/nedazytas | QE1684-75B)! QE1683-75B% 7
R i o
KIRGESA” Efiof
Be adatos
USP3-0 usP2-0 )

Tipas Adata s v EP2 EP3 EP3 5.0 TLOK VPG
85 Be adatos 150 cm/ nedazytas 5500831508 SS0082-1508  $S0081-1508. 1 {85008S.1508
55 Be adatos 250 em/ nedaZytas 550083 2508 380682-2508 550081-2508 | $80088- 2505
88 Be adatos 3x45¢cm $80381-45

o,



-Acramat

PGA greitai absorbuojantys

Auk&tesnés kokybés apvali adata
12 apskritimo
UsP &0 UsP 4.0 UsP3-g UsP2-0
Tipas Adata igis EP Y 2 S EP2 ER3
SR17
17 mm i 78cm/nedazytas | SR1785.75B | SR1784-758 ISR1783-75B
H
SR20 (8 j
20'mm 75cm/ nedatytas SR2084-758  SR2083-758
t !
SR26 %
25 mm B 76 cm/ nedalytas SR2684-758  |SR2683-75B ISR2682.758
l,‘
SR30
307mm 75 cminedazytas SR3082-758
Auk$tesnés kokybés Heavy apvali adata, 1/2 apskritimo
Usr2-0 Usro USP 1
Tipas Adata fg's EP3 EP35 EP4
i !
SG36 d
36 mm 90 cm/ nedazytas | $G3682-90R S(3688-908
\ )
$G40
40 mm 80 cm/ nedaZytas | SG4081-90B | SG4081-90B $G4088-908~ PIIA Tiie
wEhs i RA
‘Atvirk&tinio pjovim o adata, 1/2 apskritimo
Tipas Adata ligis
‘\km‘ /a
P19 ;
19 mm 45 cm/ nedaZytas
Atvirk$tinio pjovim~~""ta S ok )
(\MA m‘lmi}& u.;d . 318 apskritimo
q UsP6-0 USP5.0  USP4-0 | USP3-0 | USP2:0
Tipas Adata Bagis ERPDT EPy EP15 Ep2 EP3
CE12
12 o 45¢cm/nedazytas | CE1Z86-45B = CE1285-458 CE1284-45B
CE16
Bmm | ) 45 cm/ nedazytas CE!685-458 | CE1884-758 CE1683-75B | CE1682-758
CE18 ; 45 cm/ nedazytas CE1984-45B CE1983-45B
P N 75 cm/ nedazytas CE1984-75B CE1983-75B | CE1982-758
CE24
24 M i 75 eminedazytas CE2484-758| CE2483-758 | CE2482-758

5, 2()&&

—— -



Polidioksanonas gi{‘ hi "

Sintetinis, besirezorbuojantis, mélynos spalvos monofilamentinis siiilas.
Polidioksanono polimeras.

Minimalus audinio reaktyvumas.

Absorbeija vyksta per létg hidrolize; pilna absorbeija - apytiksliai per 170-200 dieny.

Spalvos kodas: mélyna
Dazniausiai naudojami audiniy suartinimui.
Po 2sav. I8licka 75% stiprumo, 4 sav.iSlicka 70%, po 6 sav. islicka 50%. stiprumo.

s % o v o s s

SAVYBES

Stiprus, lankstus, slidus.

Absorbeija vyksta per hidrolize.
Monofilamentinis (vienodo diametro).
Puikiai pralenda.

Minkstas. Sterilus

Molekuling strukttira, minksti segmentai.

* ¢ o & 5 e

PRIVALUMAI

Sitilo storis atitinka adatos storj. Adatos nelinksta ir neltzta.
Nuspéjamas absorbeijos koeficientas ir minimalus audinip.reaktyvumas.
Vienodai pralenda pro audinj. :
Inertinis, elastingas.

Puikiai matomas.

Geros risimo savybés, riant nesimezga j mazgus

*® ¢ & & i

INDIKACHOS:
Rekomenduojamas  bet  kuriai  chirurginei procedirai, kur viengubo, sintetinio,
besirezorbuojancio siiilo.

MAZGAL pirmame mazge neuzsifiksuoja; rekomenduojama dideliais dydziais (1, 1-0, 2-0)

padaryti chirurginj mazgg ir paprasta mazga. Tokiu biidu patikrinsite stipruma. Tada darykite
kvadrato formos mazga.

Mazais dydziais (3-0, 4-0, 5-,0, 6-0): i3 pradziy padarykite du kvadratinius mazgus su 2-3
papildomais lenktais mazgais, atsizvelge i aplinkybes ir chirurgo patirtj. palikite 4-5 mm ilgio
mazgy galus.

Elkites atsargiai, kad nesugadintumete sitilo su chirurginémis znyplemis. adatomis, i8skyrus
twos atvejus, kai norite nugnybti sitila.

NAUDOJIMAS:



Bendrojoje  chirurgijoje,  gastroenterologijoje.  urologijoje,  plastingje  chirurgijoje,

ginekologijoje. ir Lt.

Biukite atsargiis, kal $iuos sitilus naudosite pagyvenusiems, dél prastos mitybos nusilpusiems ar
silpnos imuninés sistemos pacientams, nes tokiems pacientams zaizdos létai gyja.

KONTRAINDIKACLIOS:

Kadangi tai yra besirezorbuojantis sitilas, jo nereikéty naudoti, kai audinio atramos reikia
neribotam laiko tarpui.

Pastaba: Zinant visas aplinkybes apie paciento bukle bei Atramat polidioksanono savybes,
privalumus ir trikumus, Siuos siiihus galima naudoti atsizvelgiant | chirurgines sglygas ir
chirurgy patirtj

ZALIAVA:
Polidioksanono monomeras

SPALVA:
Mélyna

STERILIZAVIMO METODAL:
Etileno oksidas

PADENGIMAS:
N/A

GALIOJIMO DATA:
5 metai nuo pagaminimo datos




“Atramat

Polidioksanonas
Sustiprinta apvali adata _ S %‘ !
{}WY}&G‘%‘ M 112 apskritimo
| USP6-0 USP5.0 | USP4-0 | USP3.0 usP2-0 | USPO | UusP1
Tipas Adata Kais EPO7 = EP15 P2 EP3 EP35 = EP4
SR13 , ASem | SR1376:45 | SR1375-45
13 i ’ 70em SR1376
SRIT , ,
17 mm 70 em SRi77S [ SRip7a | SRamrs | |
SR20 ‘ :
20 mm  T0em SR2074 ©  SR2073
ooz -3 |4, 5 e
SR2B ,
26 mm | Joem SR2674 | SR26T3 SR2672 | SRo6T
\‘kv‘/‘
SR26 \/
26 o . 76 em SR2E73/2 | SR267272 ;
SR30 :
30 mm 70cm | | SR3074 | SR3073 SR3072 | SRA071 | SR33078
. ,
Sustiprinta apvali adata ﬂx&{;{,{ﬁﬁi&\},{i . W2apskritimo
USP30 | USP2-0 USPO | USRI usP2
Tipas Adata ’ igis EP2 EP3 EP35 | EP4 5
70em $G3673 | SGIT2 | SG367 SG3678
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