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Anexa nr. 8 

la Documentația standard nr.115  

din 15.09.2021 

 

DECLARAŢIE 

privind valabilitatea ofertei 

Către  IMSP Spitalul Clinic Republican ,,Timofei Moșneaga” 

                       

Stimaţi domni, 

Ne angajăm să menținem oferta valabilă, privind achiziționarea consumabilelor 

medicale specifice angio necesare pentru 10 intervenții TIPS, prin procedura de 

achiziție valoare mică, pentru o durată de 30 zile, și ea va rămâne obligatorie 

pentru noi și poate fi acceptată oricând înainte de expirarea perioadei de 

valabilitate. 

 

Data completării: 02.05.2024 

 

Cu stimă, 

Tehnomedica SRL 

Director Tatiana Roibu 

(semnătura autorizată) 

mailto:tehnomedica_md@yahoo.com
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Către IMSP Spitalul Clinic Republican 

 ,,Timofei Moșneaga” 

 

În atenția Grupului de lucru  

al procedurii nr. ocds-b3wdp1-MD-1714396458662, 

 ID: 21222867 

 

 

Declarație privind înregistrarea dispozitivelor medicale 

 

Prin prezenta, ne asumăm răspunderea de a notifica produsele oferite în cadrul procedurii 

prenotate pentru a fi incluse în Registrul de Stat al Dispozitivelor Medicale a Agenției 

Medicamentului și Dispozitivelor Medicale până la momentul livrării acestora. 

 

 

 

 

Cu respect, 

 

Director           Tatiana Roibu  
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Anexa nr. 2 

       la Regulamentul cu privire la achizițiile 

       publice de valoare mică  

 

 
DECLARAŢIE DE ELIGIBILITATE 

 

Către IMSP SCR „Timofei Moșneaga” 

 

Stimaţi domni, 
 

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

în calitate de ofertant, declar pe propria răspundere, sub sancţiunea excluderii din procedură şi 

sub sancţiunile aplicate faptei de fals în acte publice, că nu mă aflu în una dintre situaţiile 

prevăzute la art. 19 din Legea nr. 131/2015 privind achizițiile publice. 

Mă oblig, la solicitarea autorității/entității contractante, în scopul verificării şi confirmării 

declaraţiei, să prezint orice document doveditor de care dispun. 

 
 

 

Data completării 02.05.2024                    Ofertant/candidat 

                 Roibu Tatiana 
               (semnătura autorizată) 
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Declaration of Conformity

optimed Medizinische Instrumente GmbH 
Ferdinand-Porsche-Straße 11 

76275 Ettlingen

hereby declares in its own responsibility that

SINUS-SUPERFLEX-635

Order Codes:
Please refer to the annexed article ränge 

of TD1011_1.1.7_SF635, Rev. 6

is a Class llb medical device
reviewed in accordance with Annex II 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.

Ettlingen,

Head of Regulatory Affairs

0 optirnecf
Medizinische Instrumente GmbH
Ferdinand-Porsche-Strasse 11

76276 Ettlingen • Germany 
Rhone +49 7243/7633-0
Fax +49 7243/7633-624

sinus-SuperFlex-635
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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-

06x30-75
sinus-SuperFlex-635; stent System, vascular / biliary; 6 mm x 30 mm, application 
device 6 F / 75 cm

8606-6040 sin-SF-635-v/b-
06x40-75

sinus-SuperFlex-635: stent System, vascular / biliary: 6 mm x40 mm, application 
device 6 F / 75 cm

8606-6060 sin-SF-635-v/b-
06x60-75

sinus-SuperFlex-635; stent System, vascular / biliary; 6 mm x 60 mm, application 
device 6 F / 75 cm

8606-6080 sin-SF-635-v/b-
06x80-75

sinus-SuperFlex-635; stent System, vascular / biliary; 6 mm x 80 mm, application 
device 6 F / 75 cm

8606-6100 sin-SF-635-v/b-
06x100-75

sinus-SuperFlex-635; stent System, vascular / biliary; 6 mm x 100 mm, application 
device 6 F / 75 cm

8606-6120 sin-SF-635-v/b-
06x120-75

sinus-SuperFlex-635; stent System, vascular / biliary; 6 mm x 120 mm, application 
device 6 F / 75 cm

8606-6150 sin-SF-635-v/b-
06x150-75

sinus-SuperFlex-635; stent System, vascular / biliary; 6 mm x 150 mm, application 
device 6 F / 75 cm

8606-7030 sin-SF-635-v/b-
06x30-120

sinus-SuperFlex-635; stent System, vascular / biliary; 6 mm x 30 mm, application 
device 6 F /120 cm

8606-7040 sin-SF-635-v/b-
06x40-120

sinus-SuperFlex-635; stent System, vascular / biliary; 6 mm x 40 mm, application 
device 6 F /120 cm

8606-7060 sin-SF-635-v/b-
06x60-120

sinus-SuperFlex-635; stent System, vascular / biliary; 6 mm x 60 mm, application 
device 6 F /120 cm

8606-7080 sin-SF-635-v/b-
06x80-120

sinus-SuperFlex-635; stent System, vascular / biliary; 6 mm x 80 mm, application 
device 6 F /120 cm

8606-7100 sin-SF-635-v/b-
06x100-120

sinus-SuperFlex-635; stent System, vascular / biliary: 6 mm x 100 mm, application 
device 6 F /120 cm

8606-7120 sin-SF-635-v/b-
06x120-120

sinus-SuperFlex-635; stent System, vascular / biliary; 6 mm x 120 mm, application 
device 6 F /120 cm

8606-7150 sin-SF-635-v/b-
06x150-120

sinus-SuperFlex-635; stent System, vascular / biliary; 6 mm x 150 mm, application 
device 6 F /120 cm

8607-6030 sin-SF-635-v/b-
07x30-75

sinus-SuperFlex-635; stent System, vascular / biliary; 7 mm x 30 mm, application 
device 6 F / 75 cm

8607-6040 sin-SF-635-v/b-
07x40-75

sinus-SuperFlex-635; stent System, vascular / biliary; 7 mm x 40 mm, application 
device 6 F / 75 cm

8607-6060 sin-SF-635-v/b-
07x60-75

sinus-SuperFlex-635; stent System, vascular / biliary; 7 mm x 60 mm, application 
device 6 F / 75 cm

sinus-SuperFlex-635
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Order code Short description Description
8607-6080 sin-SF-635-v/b-

07x80-75
sinus-SuperFlex-635; stent System, vascular/ biliary; 7 mm x 80 mm, application 
device 6 F / 75 cm

8607-6100 sin-SF-635-v/b-
07x100-75

sinüs-SuperFlex-635; stent System, vascular / biliary; 7 mm x 100 mm, application 
device 6 F / 75 cm

8607-6120 sin-SF-635-v/b-
07x120-75

sinus-SuperFlex-635; stent System, vascular / biliary; 7 mm x 120 mm, application 
device 6 F / 75 cm

8607-6150 sin-SF-635-v/b-
07x150-75

sinus-SuperFlex-635; stent System, vascular / biliary; 7 mm x 150 mm, application 
device 6 F / 75 cm

8607-7030 sin-SF-635-v/b-
07x30-120

sinus-SuperFlex-635; stent System, vascular / biliary; 7 mm x 30 mm, application 
device 6 F /120 cm

8607-7040 sin-SF-635-v/b-
07x40-120

sinus-SuperFlex-635; stent System, vascular / biliary; 7 mm x 40 mm, application 
device 6 F /120 cm

8607-7060 sin-SF-635-v/b-
07x60-120

sinus-SuperFlex-635; stent System, vascular / biliary; 7 mm x 60 mm, application 
device 6 F /120 cm

8607-7080 sin-SF-635-v/b-
07x80-120

sinus-SuperFlex-635; stent System, vascular / biliary; 7 mm x 80 mm, application 
device 6 F /120 cm

8607-7100 sin-SF-635-v/b-
07x100-120

sinus-SuperFlex-635; stent System, vascular / biliary; 7 mm x 100 mm. application 
device 6 F /120 cm

8607-7120 sin-SF-635-v/b-
07x120-120

sinus-SuperFlex-635; stent System, vascular / biliary; 7 mm x 120 mm, application 
device 6 F /120 cm

8607-7150 sin-SF-635-v/b-
07x150-120

sinus-SuperFlex-635; stent System, vascular / biliary; 7 mm x 150 mm, application 
device 6 F /120 cm

8608-6030 sin-SF-635-v/b-
08x30-75

sinus-SuperFlex-635; stent System, vascular / biliary; 8 mm x 30 mm, application 
device 6 F / 75 cm

8608-6040 sin-SF-635-v/b-
08x40-75

sinus-SuperFlex-635; stent System, vascular / biliary; 8 mm x 40 mm, application
device 6 F / 75 cm

8608-6060 sin-SF-635-v/b-
08x60-75

sinus-SuperFlex-635; stent System, vascular / biliary; 8 mm x 60 mm, application
device 6 F / 75 cm

8608-6080 sin-SF-635-v/b-
08x80-75

sinus-SuperFlex-635; stent System, vascular / biliary; 8 mm x 80 mm, application
device 6 F / 75 cm

8608-6100 sin-SF-635-v/b-
08x100-75

sinus-SuperFlex-635; stent System, vascular / biliary; 8 mm x 100 mm, application 
device 6 F / 75 cm

8608-6120 sin-SF-635-v/b-
08x120-75

sinus-SuperFlex-635; stent System, vascular / biliary; 8 mm x 120 mm, application
device 6 F / 75 cm

8608-6150 sin-SF-635-v/b-
08x150-75

sinus-SuperFlex-635; stent System, vascular / biliary; 8 mm x 150 mm, application 
device 6 F / 75 cm

8608-7030 sin-SF-635-v/b-
08x30-120

sinus-SuperFlex-635; stent System, vascular / biliary; 8 mm x 30 mm, application
device 6 F /120 cm

8608-7040 sin-SF-635-v/b-
08x40-120

sinus-SuperFlex-635; stent System, vascular / biliary; 8 mm x 40 mm, application
device 6 F /120 cm

8608-7060 sin-SF-635-v/b-
08x60-120

sinus-SuperFlex-635; stent System, vascular / biliary; 8 mm x 60 mm, application 
device 6 F /120 cm

sinus-SuperFlex-635
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Order code Short description Description
8608-7080 sin-SF-635-v/b-

08x80-120
sinus-SuperFlex-635; stent System, vascular / biliary; 8 mm x 80 mm, application 
device 6 F /120 cm

8608-7100 sin-SF-635-v/b-
08x100-120

sinus-SuperFlex-635; stent System, vascular / biliary; 8 mm x 100 mm, application 
device 6 F /120 cm

8608-7120 sin-SF-635-v/b-
08x120-120

sinus-SuperFlex-635; stent System, vascular / biliary; 8 mm x 120 mm, application 
device 6 F /120 cm

8608-7150 sin-SF-635-v/b-
08x150-120

sinus-SuperFlex-635; stent System, vascular / biliary; 8 mm x 150 mm, application 
device 6 F /120 cm

8609-6030 sin-SF-635-v/b-
09x30-75

sinus-SuperFlex-635; stent System, vascular / biliary; 9 mm x 30 mm, application 
device 6 F / 75 cm

8609-6040 sin-SF-635-v/b-
09x40-75

sinus-SuperFlex-635; stent System, vascular / biliary; 9 mm x 40 mm, application 
device 6 F / 75 cm

8609-6060 sin-SF-635-v/b-
09x60-75

sinus-SuperFlex-635; stent System, vascular / biliary; 9 mm x 60 mm, application 
device 6 F / 75 cm

8609-6080 sin-SF-635-v/b-
09x80-75

sinus-SuperFlex-635; stent System, vascular / biliary; 9 mm x 80 mm, application 
device 6 F / 75 cm

8609-6100 sin-SF-635-v/b-
09x100-75

sinus-SuperFlex-635; stent System, vascular / biliary; 9 mm x 100 mm, application 
device 6 F / 75 cm

8609-6120 sin-SF-635-v/b-
09x120-75

sinus-SuperFlex-635; stent System, vascular / biliary; 9 mm x 120 mm, application 
device 6 F / 75 cm

8609-7030 sin-SF-635-v/b-
09x30-120

sinus-SuperFlex-635; stent System, vascular / biliary; 9 mm x 30 mm, application 
device 6 F /120 cm

8609-7040 sin-SF-635-v/b-
09x40-120

sinus-SuperFlex-635; stent System, vascular / biliary; 9 mm x 40 mm, application 
device 6 F /120 cm

8609-7060 sin-SF-635-v/b-
09x60-120

sinus-SuperFlex-635; stent System, vascular / biliary; 9 mm x 60 mm, application 
device 6 F /120 cm

8609-7080 sin-SF-635-v/b-
09x80-120

sinus-SuperFlex-635; stent System, vascular / biliary; 9 mm x 80 mm, application 
device 6 F /120 cm

8609-7100 sin-SF-635-v/b-
09x100-120

sinus-SuperFlex-635; stent System, vascular / biliary; 9 mm x 100 mm, application 
device 6 F /120 cm

8609-7120 sin-SF-635-v/b-
09x120-120

sinus-SuperFlex-635; stent System, vascular / biliary; 9 mm x 120 mm, application 
device 6 F /120 cm

8610-6030 sin-SF-635-v/b-
10x30-75

sinus-SuperFlex-635; stent System, vascular / biliary; 10 mm x 30 mm, application 
device 6 F / 75 cm

8610-6040 sin-SF-635-v/b-
10x40-75

sinus-SuperFlex-635; stent System, vascular / biliary; 10 mm x40 mm, application 
device 6 F / 75 cm

8610-6060 sin-SF-635-v/b-
10x60-75

sinus-SuperFlex-635; stent System, vascular / biliary; 10 mm x 60 mm, application 
device 6 F / 75 cm

8610-6080 sin-SF-635-v/b-
10x80-75

sinus-SuperFlex-635; stent System, vascular / biliary; 10 mm x 80 mm, application 
device 6 F / 75 cm

8610-6100 sin-SF-635-v/b-
10x100-75

sinus-SuperFlex-635; stent System, vascular / biliary; 10 mm x 100 mm, application 
device 6 F / 75 cm

8610-6120 sin-SF-635-v/b-
10x120-75

sinus-SuperFlex-635; stent System, vascular / biliary; 10 mm x 120 mm, application 
device 6 F / 75 cm

8610-7030 sin-SF-635-v/b-
10x30-120

sinus-SuperFlex-635; stent System, vascular / biliary: 10 mm x 30 mm, application 
device 6 F /120 cm

8610-7040 sin-SF-635-v/b-
10x40-120

sinus-SuperFlex-635; stent System, vascular / biliary; 10 mm x 40 mm, application 
device 6 F /120 cm

sinus-SuperFlex-635
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8610-7060 sin-SF-635-v/b-
10x60-120

sinus-SuperFlex-635; stent System, vascular / biliary; 10 mm x 60 mm, application
device 6 F /120 cm

Order code Short description Description
8610-7080 sin-SF-635-v/b-

10x80-120
sinus-SuperFlex-635; stent System, vascular / biliary; 10 mm x 80 mm, application 
device 6 F /120 cm

8610-7100 sin-SF-635-v/b-
10x100-120

sinus-SuperFlex-635; stent System, vascular / biliary; 10 mm x 100 mm, application
device 6 F /120 cm

8610-7120 sin-SF-635-v/b-
10x120-120

sinus-SuperFlex-635; stent System, vascular / biliary; 10 mm x 120 mm, application 
device 6 F /120 cm

8612-6040 sin-SF-635-v/b-
12x40-75

sinus-SuperFlex-635; stent System, vascular / biliary; 12 mm x 40 mm, application
device 6 F / 75 cm

8612-6060 sin-SF-635-v/b-
12x60-75

sinus-SuperFlex-635; stent System, vascular / biliary; 12 mm x 60 mm, application 
device 6 F / 75 cm

8612-6080 sin-SF-635-v/b-
12x80-75

sinus-SuperFlex-635; stent System, vascular / biliary; 12 mm x 80 mm, application
device 6 F / 75 cm

8612-6100 sin-SF-635-v/b-
12x100-75

sinus-SuperFlex-635; stent System, vascular / biliary; 12 mm x 100 mm, application 
device 6 F / 75 cm

8612-6120 sin-SF-635-v/b-
12x120-75

sinus-SuperFlex-635; stent System, vascular / biliary; 12 mm x 120 mm, application
device 6 F / 75 cm

8612-7040 sin-SF-635-v/b-
12x40-120

sinus-SuperFlex-635; stent System, vascular / biliary; 12 mm x 40 mm, application
device 6 F /120 cm

8612-7060 sin-SF-635-v/b-
12x60-120

sinus-SuperFlex-635; stent System, vascular / biliary; 12 mm x 60 mm, application
device 6 F /120 cm

8612-7080 sin-SF-635-v/b-
12x80-120

sinus-SuperFlex-635; stent System, vascular / biliary; 12 mm x 80 mm, application 
device 6 F /120 cm

8612-7100 sin-SF-635-v/b-
12x100-120

sinus-SuperFlex-635; stent System, vascular / biliary; 12 mm x 100 mm, application
device 6 F /120 cm

8612-7120 sin-SF-635-v/b-
12x120-120

sinus-SuperFlex-635; stent System, vascular / biliary; 12 mm x 120 mm, application
device 6 F /120 cm

sinus-SuperFlex-635
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Declaration of Conformity

optimed Medizinische Instrumente GmbH 
Ferdinand-Porsche-Straße 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 ränge 

of TD1025_1.1.7 Section_STANDS, Rev. 3 
and TD1025_1.1.7 Section_SPECS, Rev. 3

is a Class lla medical device
reviewed in accordance with Annex II excluding section (IV)

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.

0124

DEKRA Certification GmbH 
Handwerkstrasse 15 

D-70565 Stuttgart

Ettlingen, / //CS". pC/?'! 0 optimed
Medizinische Instrumente GmbH 
Ferdinand-Porsche-Strasse 11 
76275 Ettlingen • Germany 
Rhone +49 7243/7633-0 
Fax +49 7243/7633-624

Frank Wohkittel

Head of Regulatory Affairs

•••• TIPS Puncture Needles and Sets o
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1.1.7 Complete List of the Various Configurations and Variants

The ränge 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)
o Needle 30 ° angled
o Needle 60 0 angled

• TIPS Puncture Set Special with colapinto-cut or reversed colapinto-cut (guide wire straight)
o Needle 30 ° angled
o Needle 60 0 angled

• TIPS Puncture Needles:
o Standard with pencil-cut (30 ° or 60 ° angled) 
o Special 1 with colapinto-cut (30 ° or 60 ° angled) 
o Special 2 with reversed colapinto-cut (30 ° or 60 ° angled)

• TIPS Guiding Catheters

Extension Reference Specification

_STANDS 1490-1000 TIPS Puncture Set Standard 30 °; needle: angled, pencil-cut, guide wire: straight, 
guiding catheter; needle: D: 15 G (1.8 mm), L: 580 mm, angle; 30 °

_STANDN 1490-1100 TIPS Puncture Needle Standard 30 °; needle: angled, pencil-cut; needle: D: 15 G (1.8 
mm), L: 580 mm, angle; 30 °

_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 1490-2000 TIPS Puncture Set Standard 60 °; needle: angled, pencil-cut, guide wire: straight, 
guiding catheter; needle: D: 15 G (1.8 mm), L: 580 mm, angle: 60 °

_STANDN 1490-2100 TIPS Puncture Needle Standard 60 °; needle: angled, pencil-cut; needle: D: 15 G (1.8 
mm), L: 580 mm, angle: 60 °

_STANDS 1490-3000 TIPS Puncture Set Standard 30 °; needle: angled, pencil-cut, guide wire: curved, 
guiding catheter; needle: D: 15 G (1.8 mm), L: 580 mm, angle: 30 °

_STANDS 1490-4000 TIPS Puncture Set Standard 60 °; needle: angled, pencil-cut, guide wire: curved, 
guiding catheter; needle: D: 15 G (1.8 mm), L: 580 mm, angle: 60 °

OTIPS Puncture Set
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Extension Reference Specification

_SPECS 1490-6000 TIPS Puncture Set Special 1 30 °: needle: angled, colapinto-cut, guide wire: straight, 
guiding catheter; needle: D: 15 G (1.8 mm), L; 580 mm, angle; 30 °

_SPECN 1490-6100 TIPS Puncture Needle Special 1 30 °: needle: angled, colapinto-cut; needle; D; 15 G 
(1.8 mm), L; 580 mm, angle: 30 °

_SPECS 1490-7000 TIPS Puncture Set Special 1 60 °; needle; angled, colapinto-cut, guide wire: straight, 
guiding catheter; needle: D: 15 G (1.8 mm), L; 580 mm, angle: 60 °

_SPECN 1490-7100 TIPS Puncture Needle Special 1 60 °; needle: angled, colapinto-cut; needle; D: 15 G 
(1.8 mm), L: 580 mm, angle: 60 °

_SPECN 1490-8000 TIPS Puncture Needle Special 2 30 °: needle: angled, reversed colapinto-cut; needle:
D: 15 G (1.8 mm), L: 500 mm, angle: 30 °

_SPECN 1490-9000 TIPS Puncture Needle Special 2 60 °; needle: angled, reversed colapinto-cut; needle:
D: 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

OTIPS Puncture Set
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