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LP. “AGENTIA SERVICiI PUBLICE”

Departamentul inregistrare si licentiere a unitdtilor de drept

: EXTRAS

din Registrul de stat al persoanelor juridice

nr. 1968 din 01.02.2019

Denumirea completai: SOCIETATEA CU RASPUNDERE LIMITATA

«TEHNOMEDICA» .

Denumirea prescurtati: « TEHNOMEDICA» S.R.L. .

Forma juridica de organizare: Societate cu Raspundere Limitata.

Numarul de identificare de stat si codul fiscal: 1002600053256.

Data inregistrarii de stat: 17.04.2002.

Sediul: MD-2001, str. Ciuflea, 38/1, mun.Chisinau, Republica Moldova.
Obiectul principal de activitate:

1 Fabricarea utilajului medical si chirurgical si a dispozitivelor ortopedice;
2 Comertul cu ridicata al produselor farmaceutice;

3 Comertul cu amanuntul al produselor farmaceutice;

4 Practica medicala;

5 Importul, fabricarea, comercializarea, asistenta tehnic si (sau) reparatia dispozitivelor
medicale si (sau) a opticii;

6 Activititi de consultare pentru afaceri si management.

Capitalul social: 5400 lei.

Administrator: ROIBU TATIANA,

Asociati:

1. ROIBU TATIANA 100 %.

Prezentul extras este eliberat in temeiul art. 34 al Legii nr. 220-XVI din 19 octombrie 2007 privind
inregistrarea de stat a persoanelor juridice si a intreprinzatorilor individuali si confirmd datele din
Registrul de stat la data de: 01.02.2019.

il 8 )
Specialist coordonator ( K AN Y Y Clichiei Blena
tel. 022-20-7838 \ (529428

Date cu caracter personal. Operator: LP. “Agentia Servicii Publice” 10 0000059
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TEHNOMEDICA

str.Ciuflea, 38/1 MD-2001, mun. Chisindu, Moldova tel./fax: (022)601 102, 601 087
e-mail <tehnomedica md@yahoo.com> <tehnomedicamd@gmail.com>

Anexa nr. 8

la Documentatia standard nr.115
din 15.09.2021

DECLARATIE
privind valabilitatea ofertei

Catre IMSP Spitalul Clinic Republican ,,Timofei Mosneaga”

Stimati domni,

Ne angajam sa mentinem oferta valabila, privind achizitionarea consumabilelor
medicale specifice angio necesare pentru 10 interventii TIPS, prin procedura de
achizitie valoare micd, pentru o durata de 30 zile, si ea va ramane obligatorie
pentru noi s1 poate fi acceptatd oricand inainte de expirarea perioadei de
valabilitate.

Data completarii: 02.05.2024

Cu stima,
Tehnomedica SRL
Director Tatiana Roibu

(semndtura autorizata)


mailto:tehnomedica_md@yahoo.com
mailto:tehnomedicamd@gmail.com

TEHNOMEDICA

str.Ciuflea, 38/1 MD-2001, mun. Chisindu, Moldova tel./fax: (022)601 102, 601 087
e-mail <tehnomedica md@yahoo.com> <tehnomedicamd@gmail.com>

Citre IMSP Spitalul Clinic Republican
» I'imofei Mosneaga”

In atentia Grupului de lucru
al procedurii nr. ocds-b3wdp1-MD-1714396458662,

ID: 21222867

Declaratie privind inregistrarea dispozitivelor medicale

Prin prezenta, ne asumam raspunderea de a notifica produsele oferite Tn cadrul procedurii
prenotate pentru a fi incluse in Registrul de Stat al Dispozitivelor Medicale a Agentiei

Medicamentului si Dispozitivelor Medicale pand la momentul livrarii acestora.

Cu respect,

Director Tatiana Roibu


mailto:tehnomedica_md@yahoo.com
mailto:tehnomedicamd@gmail.com

Anexanr. 2
la Regulamentul cu privire la achizitiile
publice de valoare mica

DECLARATIE DE ELIGIBILITATE
Catre IMSP SCR ,,Timofei Mosneaga”
Stimati domni,

Subsemnatul, reprezentant imputernicit al Tehnomedica SRL,
(denumirea operatorului economic)

in calitate de ofertant, declar pe propria raspundere, sub sanctiunea excluderii din procedura si
sub sanctiunile aplicate faptei de fals in acte publice, ca nu ma aflu in una dintre situatiile
prevazute la art. 19 din Legea nr. 131/2015 privind achizitiile publice.

Ma oblig, la solicitarea autoritatii/entitatii contractante, in scopul verificarii si confirmarii
declaratiei, sa prezint orice document doveditor de care dispun.

Data completérii 02.05.2024 Ofertant/candidat

Roibu Tatiana
(semnatura autorizatd)
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DECLARATION OF CONFORMITY

optimed Medizinische Instrumente GmbH
Ferdinand-Porsche-Stralle 11
76275 Ettlingen

hereby declares in its own responsibility that

SINUS-SUPERFLEX-635

Order codes:
Please refer to the annexed article range
of TD1011_1.1.7_SF635, Rev. 6

is a Class Ilb medical device
reviewed in accordance with Annex Il excluding section (IV)

0124

DEKRA Certification GmbH
Handwerkstrasse 15
D-70565 Stuttgart

conforming to the relevant provisions of the Directive 93/42/EEC.
This Declaration of Conformity is valid until 26.05.2024.
The validity corresponds to the validity of the CE-certificate number 50066-16-08.

Ettingen, /4. OS 202 A @ op’ﬂmed

Medizinische Instrumente GmbH
Fcrdinand—Porschc—Strasse 1"
76275 Ettlingen - Germany

-0
, Phone +49 7243/7633
Frank Wohkittel Fai +49 7243[7633-624

Head of Regulatory Affairs

. . . sinus-SuperFlex-635 “.‘
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Person in charge: Christian Eing (Deaktiviert)

Last amended

by: Johannes Mai

Reviewed by: Unterliegt keiner Priifung
Approved by: Zlatka Schii3ler-Tankova
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1.1.7 Complete List of the Various Configurations and Variants

The optimed sinus-SuperFlex-635 stent system is available in stent diameters from 6 mm up to 12 mm and in stent
lengths from 30 mm up to 150 mm.

The following table shows the complete list of stent sizes:

Order code | Short description | Description

8606-6030 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 6 mm x 30 mm, application
06x30-75 device 6 F /75 cm

8606-6040 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 6 mm x 40 mm, application
06x40-75 device6 F /75 cm

8606-6060 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 6 mm x 60 mm, application
06x60-75 device 6 F /75 cm

8606-6080 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 6 mm x 80 mm, application
06x80-75 device 6 F /75 cm

8606-6100 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 6 mm x 100 mm, application
06x100-75 device 6 F /75 cm

8606-6120 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 6 mm x 120 mm, application
06x120-75 device 6 F /75 cm

8606-6150 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 6 mm x 150 mm, application
06x150-75 device 6 F/75cm

8606-7030 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 6 mm x 30 mm, application
06x30-120 device 6 F /120 cm

8606-7040 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 6 mm x 40 mm, application
06x40-120 device 6 F /120 cm

8606-7060 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 6 mm x 60 mm, application
06x60-120 device 6 F /120 cm

8606-7080 sin-SF-635-vib- sinus-SuperFlex-635; stent system, vascular / biliary; 6 mm x 80 mm, application
06x80-120 device 6 F /120 cm

8606-7100 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 6 mm x 100 mm, application
06x100-120 device 6 F /120 cm

8606-7120 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 6 mm x 120 mm, application
06x120-120 device 6 F /120 cm

8606-7150 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 6 mm x 150 mm, application
06x150-120 device 6 F /120 cm

8607-6030 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 7 mm x 30 mm, application
07x30-75 device 6 F/75cm

8607-6040 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 7 mm x 40 mm, application
07x40-75 device 6 F /75 cm

8607-6060 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 7 mm x 60 mm, application
07x60-75 device 6 F /75 cm

sinus-SuperFlex-635
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Order code | Short description Description

8607-6080 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 7 mm x 80 mm, application
07x80-75 device 6 F /75 cm

8607-6100 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 7 mm x 100 mm, application
07x100-75 device 6 F /75 cm

8607-6120 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 7 mm x 120 mm, application
07x120-75 device 6 F /75 cm

8607-6150 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 7 mm x 150 mm, application
07x150-75 device 6 F /75 cm

8607-7030 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 7 mm x 30 mm, application
07x30-120 device 6 F /120 cm

8607-7040 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 7 mm x 40 mm, application
07x40-120 device 6 F / 120 cm

8607-7060 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 7 mm x 60 mm, application
07x60-120 device 6 F /120 cm

8607-7080 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 7 mm x 80 mm, application
07x80-120 device 6 F /120 cm

8607-7100 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 7 mm x 100 mm, application
07x100-120 device 6 F /120 cm

8607-7120 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 7 mm x 120 mm, application
07x120-120 device 6 F /120 cm

8607-7150 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 7 mm x 150 mm, application
07x150-120 device 6 F /120 cm

8608-6030 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 8 mm x 30 mm, application
08x30-75 device 6 F /75 cm

8608-6040 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 8 mm x 40 mm, application
08x40-75 device 6 F/ 75 cm

8608-6060 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 8 mm x 60 mm, application
08x60-75 device 6 F /75 cm

8608-6080 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 8 mm x 80 mm, application
08x80-75 device6 F/75cm

8608-6100 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 8 mm x 100 mm, application
08x100-75 device6 F /75 cm

8608-6120 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 8 mm x 120 mm, application
08x120-75 device 8 F /75 cm

8608-6150 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 8 mm x 150 mm, application
08x150-75 device 6 F /75 cm

8608-7030 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 8 mm x 30 mm, application
08x30-120 device 6 F /120 cm

8608-7040 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 8 mm x 40 mm, application
08x40-120 device 6 F / 120 cm

8608-7060 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 8 mm x 60 mm, application
08x60-120 device 6 F /120 cm

e® © “Q‘

sinus-SuperFlex-635
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Order code | Short description Description

8608-7080 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 8 mm x 80 mm, application
08x80-120 device 6 F /120 cm

8608-7100 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 8 mm x 100 mm, application
08x100-120 device 6 F /120 cm

8608-7120 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 8 mm x 120 mm, application
08x120-120 device 6 F /120 cm

8608-7150 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 8 mm x 150 mm, application
08x150-120 device 6 F / 120 cm

8609-6030 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 9 mm x 30 mm, application
09x30-75 device 6 F /75 cm

8609-6040 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 9 mm x 40 mm, application
09x40-75 device 6 F /75 cm

8609-6060 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 9 mm x 60 mm, application
09x60-75 device 6 F /75 cm

8609-6080 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 9 mm x 80 mm, application
09x80-75 device 6 F /75 cm

8609-6100 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 9 mm x 100 mm, application
09x100-75 device 6 F /75 cm

8609-6120 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 9 mm x 120 mm, application
09x120-75 device 6 F /75 cm

8609-7030 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 9 mm x 30 mm, application
09x30-120 device 6 F / 120 cm

8609-7040 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 9 mm x 40 mm, application
09x40-120 device 6 F /120 cm

8609-7060 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 9 mm x 60 mm, application
09x60-120 device 6 F /120 cm

8609-7080 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 9 mm x 80 mm, application
09x80-120 device 6 F / 120 cm

8609-7100 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 9 mm x 100 mm, application
09x100-120 device 6 F /120 cm

8609-7120 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 9 mm x 120 mm, application
09x120-120 device 6 F /120 cm

8610-6030 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 10 mm x 30 mm, application
10x30-75 device 6 F /75 cm

8610-6040 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 10 mm x 40 mm, application
10x40-75 device 6 F /75 cm

8610-6060 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 10 mm x 60 mm, application
10x60-75 device 6 F /75 cm

8610-6080 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 10 mm x 80 mm, application
10x80-75 device 6 F /75 cm

8610-6100 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 10 mm x 100 mm, application
10x100-75 device 6 F /75 cm

8610-6120 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 10 mm x 120 mm, application
10x120-75 deviceB F/75cm

8610-7030 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 10 mm x 30 mm, application
10x30-120 device 6 F /120 cm

8610-7040 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 10 mm x 40 mm, application
10x40-120 device 6 F /120 cm

o0 O “t‘
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8610-7060 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 10 mm x 60 mm, application
10x60-120 device 6 F / 120 cm
Order code | Short description | Description
8610-7080 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 10 mm x 80 mm, application
10x80-120 device 6 F /120 cm
8610-7100 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 10 mm x 100 mm, application
10x100-120 device 6 F /120 cm
8610-7120 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 10 mm x 120 mm, application
10x120-120 device 6 F /120 cm
8612-6040 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 12 mm x 40 mm, application
12x40-75 device 6 F /75 cm
8612-6060 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 12 mm x 60 mm, application
12x60-75 device 6 F /75 cm
8612-6080 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 12 mm x 80 mm, application
12x80-75 device 6 F /75 cm
8612-6100 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 12 mm x 100 mm, application
12x100-75 device 6 F /75 cm
8612-6120 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 12 mm x 120 mm, application
12x120-75 device 6 F /76 cm
8612-7040 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 12 mm x 40 mm, application
12x40-120 device 6 F / 120 cm
8612-7060 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 12 mm x 60 mm, application
12x60-120 device 6 F /120 cm
8612-7080 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 12 mm x 80 mm, application
12x80-120 device 6 F /120 cm
8612-7100 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 12 mm x 100 mm, application
12x100-120 device 6 F /120 cm
8612-7120 sin-SF-635-v/b- sinus-SuperFlex-635; stent system, vascular / biliary; 12 mm x 120 mm, application
12x120-120 device 6 F /120 cm
soce @

sinus-SuperFlex-635
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DECLARATION OF CONFORMITY

optimed Medizinische Instrumente GmbH
Ferdinand-Porsche-StralRe 11
76275 Ettlingen

hereby declares in its own responsibility that

TIPS PUNCTURE SET STANDARD
TIPS PUNCTURE SET SPECIAL

Order codes:
Please refer to the annexed article range
of TD1025_1.1.7 Section _STANDS, Rev. 3
and TD1025_1.1.7 Section _SPECS, Rev. 3

is a Class Ila medical device
reviewed in accordance with Annex Il excluding section (V)

0124

DEKRA Certification GmbH
Handwerkstrasse 15
D-70565 Stuttgart

conforming to the relevant provisions of the Directive 93/42/EEC.
This Declaration of Conformity is valid until 26.05.2024.
The validity corresponds to the validity of the CE-certificate number 50066-16-08.

Ettlingen, ﬂ ((CS. 20(‘”{ @ Opﬁmed

Medizinische Instrumente GmbH
/ Ferdinand-Porsche-Strasse 11
4 / 76275 Ettlingen - Germany

4 I’ L
Frank Wohkittel Phone +49 7243/7633-0
Fax +49 7243/7633-6?4

Head of Regulatory Affairs

. . . TIPS Puncture Needles and Sets 0
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1.1.7 Complete List of the Various Configurations and Variants

The range of products for TIPS interventions offered by optimed consists of the following product categories:

¢ TIPS Puncture Sets Standard with pencil-cut (guide wire straight or curved)
Needle 30 ° angled

o]

o Needle 60 ° angled

e TIPS Puncture Set Special with colapinto-cut or reversed colapinto-cut (guide wire straight)
Needle 30 ° angled
Needle 60 ° angled

e TIPS Puncture Needles:

Standard with pencil-cut (30 ° or 60 ° angled)

Special 1 with colapinto-cut (30 ° or 60 ° angled)

Special 2 with reversed colapinto-cut (30 ° or 60 ° angled)
e TIPS Guiding Catheters

Extension | Reference Specification

STANDS | 1400-1000 | TI°e PUTCS Sel Sanderd 0 nesd: anged prcl ot 9 e saigh
_STANDN | 1490-1100 EE? E}lgggupﬁrgle:r?glfezs‘}i%ngard 30 °; needle: angled, pencil-cut; needle: D: 15 G (1.8
_TIGC 1490-1201 | TIPS Guiding Catheter; guiding catheter adapted to TIPS Needle; D: 8 F, L: 45 ¢cm
_TIGC 1490-1202 | TIPS Guiding Catheter; guiding catheter adapted to TIPS Needle; D: 8 F, L: 50 cm
STANDS |H4an50m0 | T8 P Sl B 0 el P il Oang = <ot
_STANDN | 1490-2100 Erfs", ]E}Jggguignl‘:eae:;e?é%ngard 60 °; needle: angled, pencil-cut; needle: D: 15 G (1.8
STANDS | 14003000 | LI P e g e o el S W1 e
STANGE | 90000 | [0 Purei Sel Seurkg e g oo g v e

TIPS Puncture Set 0
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Extension | Reference Specification
TIPS Puncture Set Special 1 30 °; needle: angled, colapinto-cut, guide wire: straight,
BFEDS 1490-6000 guiding catheter; needle: D: 15 G (1.8 mm), L: 580 mm, angle: 30 °
SPECN 1490-6100 TIPS Punctgre Needle Spec?ia] 1030 ° needle: angled, colapinto-cut; needle: D: 156 G
= (1.8 mm), L: 580 mm, angle: 30
TIPS Puncture Set Special 1 60 °; needle: angled, colapinto-cut, guide wire: straight,
~HFELS fedD000 guiding catheter; needle: D: 15 G (1.8 mm), L: 580 mm, angle: 60 °
SPECN 1490-7100 TIPS Punctgre Needle Sper.jial 1060 °: needle: angled, colapinto-cut; needle: D: 15 G
= (1.8 mm), L: 580 mm, angle: 60
TIPS Puncture Needle Special 2 30 °; needle: angled, reversed colapinto-cut; needle:
_SPECN | 1490-8000 | 1y 45 G (1.8 mm), L: 500 mm, angle: 30 °
TIPS Puncture Needle Special 2 60 °; needle: angled, reversed colapinto-cut; needle:
—SPECN 1 1480-9000 | 15 G (1.8 mm), L: 500 mm, angle: 60 °
Key:
STANDS TIPS Puncture Set Standard
STANDN TIPS Puncture Needle Standard
SPECS TIPS Puncture Set Special
SPECN TIPS Puncture Needle Special
TIGC TIPS Guiding Catheter
. ' . TIPS Puncture Set 0
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EC CERTIFICATE

for the Quality Assurance System

according the Directive 93/42/EEC,_' (.
Annex Il excluding section (4) |

As a Notified Body of the European Union, DEKRA Ce_ftifica_tioh'GmbH_ certifies, that the c_dmpany_ ‘
optimed Medizinische Instrumente GmbH

-

Ferdinand-Porsche-Strafte 11, 76275 Ettlingen, Ger_r;nan_y'ﬁ
Certified location: —
Ferdinand-Porsche-Stralie 11, 76275 Ettlingen, Germany

applies a quality assurance system according to the Directive 93/42/EEC Annex |l for the medical
devices listed in the annex. The approval is based on the result of the re-certification audit report no.
50066-26-00, the decision dated 2019-06-26 and is only valid in connection with the successful
performance of the annual surveillance audits.

This certificate is valid from 2019-08-05 to 2024-05-26
Registration No.: 50066-16-08
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D DEKRA

Annex to the EC Certificate No. 50066-16-08

Valid from 2019-08-05 to 2024-05-26

Revision status of the annex: 1 dated 2020-04-22

Devices/device categories included in the certificate:

Class | s:

For the products listed below, review of the Quality Assurance System refers exclusively to aspects of

manufacture concerned with securing and maintaining sterile conditions.

e Ureteral Catheters and Sets
e Non-Invasive Accessories
e Connectors
e Adapters

Class Il a:

e Radiological Catheters
¢ Balloon Catheters
e Lysis Catheters
e Aspiration Catheters and Sets
e COz-Angioset
e Needles and Systems
e Interventional Needles
e TIPS Puncture Needles and Sets
e Stone Baskets
e Invasive / surgical invasive Accessories
e Dilators
e Pushers
e Introducers
e Non-invasive Accessories
e Stopcocks
¢ Haemostatic Valves
e Percutaneous Drainages
e (Catheters and Sets
» Drainages and Setls
e Biliary Endoprostheses
e Pancreatic Stent
» Urological Balloon Catheters and Sets
e Hydrophilic coated Nitinol Guide Wires

Class Il b:

e |mplants: Nitinol Stents
sinus-Endoscopic
sinus-Repo-Visual 6F
sinus-Reduction
sinus-SuperFlex-418
sinus-SuperFlex-518
sinus-SuperFlex 535
sinus-SuperFlex-635
sinus-Venous
sinus-Obliquus
Tentos 4F / Tentos 5F

@ &8 @ © © & @ © o o

DEKRA Certification GmbH * Handwerkstralle 15 * D-70565 Stuttgart * www.dekra-certification.de

Page 1 of 2

/)




D DEKRA

Annex to the EC Certificate No. 50066-16-08

Valid from 2019-08-05 to 2024-05-26

Revision status of the annex: 1 dated 2020-04-22

Devices/device categories included in the certificate:

Class Il b:

o Ureteral Stents and Sets

e Spine
¢ Injection Instruments and Sets
o Adapters

e Needles and Accessories

Class lll:

¢ Implants: Nitinol Stents
e sinus-XL, sinus-XL Flex, sinus-XL 6F
e sinus-SuperFlex-DS, sinus-Repo-DS

¢ Radiological Catheters
e DSA Premium Catheters and Sets
s Angiography Catheters and Sets
* Balloon Catheters

e PTFE-coated Guide Wires (Stainless Steel, Nitinol)

e Exchange Guide Wires (Stainless Steel)

For the placing on the market of class Il devices covered by this certificate an EC design-examination

certificate according to directive 93/42/EEC annex |l (4) is required.

w }l-’ﬁ)EKRA
Ruth Delbelk-Bayer il
DEKRA Certification GmbH, Stuttgart, 2020-04-22
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