Anexanr. 1
La Procedurile administrative pentru notificarea
dispozitivelor medicale care defin marcajul CE

Agentia Medicamentului
si Dispozitivelor Medicale

NOTIFICARE

pentru inregistrarea dispozitivelor medicale in Registrul de stat al dispozitivelor medicale
nr. _59 din 15.09.2023

Solicitantul FPC "SOGNO" S.R.L., cu sediul MD-2028, mun.Chisinau, str.Academiei, 2, tel..(022) 72-75-25/
069501992, fax:(022) 73-83-42, e-mail: sognomd@gmail.com,
solicit inregistrarea in Registrul de stat al dispozitivelor medicale a urméatoarelor categorii gi tipuri de dispozitive
medicale pentru introducerea si punerea la dispozitie pe piata a:

Conform Anexei nr.3 "Lista dispozitivelor medicale Henan Tuoren Best Medical Device Co.,
Ltd."

Se anexeaza urmatoarele acte:

Certificat CE,

Declaratie de Conformitate,
Scrisoarea autorizata a producatorului,
Declaratie pe propria raspundere,
Lista dispozitivelor medicale.

BN~

N Q;/ 8
\x
\Sllc qO\.OO ?
Data: 15.09.2023 Semnatura% SL%%

Tabelul de receptionare a notificarii
(se completeaza de catre Agentie in momentul depunerii notificarii de catre solicitant)

Comentarii cu privire la acceptul/refuzul
receptionarii notificarii, inclusiv motivul refuzului

Data/nr. de ordine atribuit notificarii de catre
Agentie (in cazul acceptérii receptionarii)

Numele, prenumele, functia persoanei responsabile
de receptionarea dosarului

Semnatura persoanei responsabile

Digitally signed by larovoi Petru
Date: 2023.09.15 17:58:56 EEST
Reason: MoldSign Signature
Location: Moldova




Anexanr. 2
La Procedurile administrative pentru notificarea
dispozitivelor medicale care defin marcajul CE

Cétre Agentia Medicamentului si Dispozitive Medicale

DECLARATIE PE PROPRIE RASPUNDERE

Solicitant: FPC “SOGNO” SRL, cu sediul m.Chisindu, str. Academiei nr.2, Republica Moldova,

declar pe proprie raspundere, cunoscand prevederile art. 3521, Codul Penal al Republicii Moldova cu privire la

falsul in declaratii, cd documentele si datele furnizate pentru notificarea dispozitivelor medicale:

Conform Anexei nr.3 "Lista dispozitivelor medicale Henan Tuoren Best Medical Device Co., Ltd."

Sunt autentice si corespund realitatii.

larovoi Petru, Director Semnétura %

Data: 15.09.2023




Anexanr.3

Lista dispozitivelor medicale Henan Tuoren Best Medical Device Co., Ltd.

N‘:’;‘;’I‘;'gde Denumire Denamea | Modelul Tip dispozitiv Cod UDI-DI
SET CATETER CU DOUA LUMENE

CVMY26020 [PENTRU CATETERIZARE VENE — | 26Fr20emY | Dispozitivinvaziv | 694242711359FE
CENTRALE

larovoi Petru, Director Semndtura_ é %‘/50/‘1

(




Henan Tuoren Best Medical Device Co., Ltd.

Address: Middle of Weft 7 Road, Nanpu District, Changyuan, Henan, 453400, China
Tel: +86 0373-8814000 Fax:+86 0373-8816222

Website: http://www.tuoren.com

Letter of Authorization

We, Henan Tuoren Best Medical Device Co., Ltd. based in Middle of Weft
7 Road, Nanpu District, Changyuan, Henan, 453400, China, assign

FPC "SOGNO” SRL, based at No 2 Academiei str., Chisinau, Republic of
Moldova, as authorized representative in correspondence with the
conditions of Regulation (EU) 2017/745.

We declare that the company mentioned above is authorized to register,

notify, renew or modify the registration of medical devices on the territory

of the Republic of Moldova.




bsi.

EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

MDR 734120 R000

: A
By Royal Charter

Manufacturer: Henan Tuoren Best Medical Device Co., Ltd.

Address:

Middle of Weft 7 Road
Nanpu District
Changyuan

Henan

453400

China

Single Registration Number: CN-MF-000007452

EU Authorised Representative: Lotus NL B.V.
Address:

Koningin Julianaplein 10

1e Verd, 2595AA

The Hague

Netherlands

Scope: See attached Device Schedule

On the basis of our examination of the quality system in accordance with Regulation (EU) 2017/745, Annex IX
Chapter I and III, the quality system meets the requirements of the Regulation. For the placing on the market of
Class III devices, and Class IIb implantable devices that are not considered well-established technologies as specified
in Article 52(4) an additional Annex IX Chapter II certificate is required.

For and on behalf of BSI, a Notified Body for the above Regulation (Notified Body Number 2797):

Ve Tieng <

Graeme Tunbridge, Senior Vice President Medical Devices

First Issue Date: 2021-07-01 Starting Validity Date: 2023-06-16
Current Issue Date: 2023-06-16 Expiry Date: 2026-06-30

.. making excellence a habit”

Page 1 of 3
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bsi.

EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

By Royal Charter

MDR 734120 R000

Device Schedule: Class III and Class IIb devices

Class III Intended purpose
Central Venous Catheter (CVC) Kit See MDR 734121

Device Schedule: Class IIa, Custom-made and other devices

Device(s) Risk Classification
Surgical Face Mask Class Is

For Class Is devices, the Notified Body conformity assessment is limited to the aspects relating to establishing, securing and
maintaining sterile conditions.

First Issue Date: 2021-07-01 Starting Validity Date: 2023-06-16
Current Issue Date: 2023-06-16 Expiry Date: 2026-06-30

~making excellence a habit”

Page 2 of 3




EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter IT

MDR 734121 R000

Manufacturer: Henan Tuoren Best Medical Device Co., Ltd.

Address:

Middle of Weft 7 Road
Nanpu District
Changyuan

Henan

453400

China

Single Registration Number: CN-MF-000007452

EU Authorised Representative: Lotus NL B.V.

Address:

Koningin Julianaplein 10
1e Verd

2595AA The Hague
Netherlands

Scope: See attached Device Schedule

On the basis of our assessment of the technical documentation in accordance with Regulation (EU) 2017/745, Annex
IX Chapter II, the technical documentation meets the requirements of the Regulation. For the placing on the market
of these devices an additional Annex IX Chapter I and III certificate is required.

For and on behalf of BSI, a Notified Body for the above Regulation (Notified Body Number 2797):

Vet Tominig <

Graeme Tunbridge, Senior Vice President Medical Devices

First Issue Date: 2023-06-16 Starting Validity Date: 2023-06-16
Current Issue Date: 2023-06-16 Expiry Date: 2028-06-15

..making excellence a habit”

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as
through the required surveillance activities of the Nctified Body. 3
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W
A Member of the BSI Group of Companies.




 bsi.

By Royal Charter

EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 734121 R000

Device Schedule:

Device Name: Central Venous Catheter (CVC) Kit
Type (Codes as per (EU) 2017/2185): MDN 1202

Intended Purpose as per the Instructions for Use: Central Venous Catheter (CVC) Kit is used to insert into the central
venous system for the infusions of fluids or medications, blood sampling or pressure measurement.

Risk Classification: Class III
Basic UDI-DI: 694242711359FE

Kits with extension line clamp 1.7#, no 5mL blue introducer syringe:

Model # Description i
Guidewire | Dilator Introducer Needle | Fastener Hypodermic | Hypodermic
Diameter | Diameter ‘} ] Syringe (I Syringe (11
Length | Length : | model) model)
1-22Ga-08cm-Y | 0.018" 4Fr 20Ga | 22Ga - 5mL 5mL
60cm 5cm | 1RE |
1-22Ga-13cm-Y 0.018" 4Fr 20Ga ‘ 22Ga 5mL 5mL
60cm 5cm £l
1-22Ga-16cm-Y 0.018" 4Fr 20Ga ‘ 22Ga | 5mL 5mL
60cm 5cm . L
1-22Ga-20cm-Y 0.018" 4Fr 20Ga 22Ga 5mL SmL
60cm 5cm ! Sl e Al
1-22Ga-30cmY | 0.018" 4Fr 20Ga | 22Ga 5mL | 5mL i
60cm sem g ;
1-20Ga-13cm-Y 0.021" 4Fr 20Ga | 20Ga 5mL SmL
60cm 5cm l
1-20Ga-16cm-Y 0.021" 4Fr 20Ga 20Ga 5mL SmL
60cm 5cm ’ ity
1-20Ga-20cm-Y | 0.021" 4Fr 20Ga | 20Ga | 5mL | 5mL
60cm 5cm ( ,
First Issue Date: 2023-06-16 Starting Validity Date: 2023-06-16
Current Issue Date: 2023-06-16 Expiry Date: 2028-06-15

..making excellence a habit”

Validity of this certificate is conditional on the Manufacturer’s quality system being maintzined to the requirements of the Regulation as dey¥/&
through the required surveillance activities of the Notified Body. f
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 SR
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AQ0E
A Member of the BSI Group of Companies.




 bsi.

By Royal Charter

EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 734121 R0O00

Model # Description

Guidewire Dilator Introducer Needle | Fastener Hypodermic | Hypodermic

Diameter Diameter Syringe (I Syringe (11
Legg_elti'l Length model) model)

1-18Ga-13cm-Y 0.021" 5.5Fr 20Ga 18Ga 5mL 5mL

60cm 6cm
1-18Ga-16cm-Y 0.021" 5.5Fr 20Ga 18Ga S5mL 5mL

60cm 6cm . B
1-18Ga-20cm-Y 0.021" 5.5Fr 20Ga 18Ga | SmL SmL

60cm 6cm _
2-4Fr-05cm-Y 0.018" 5.5Fr 20Ga 18Ga 5mL 5mL

60cm 6cm | |
2-4Fr-08cm-Y 0.018" 5.5Fr 20Ga 18Ga | 5mL 5mL

60cm 6cm = X | = 19
2-4Fr-13cm-Y 0.018" 5.5Fr 20Ga l 18Ga ' 5mL 5mL

60cm 6cm 1 - B il
2-4Fr-16cm-Y 0.018" 5.5Fr 20Ga 18Ga . 5mL | 5mL

60cm 6cm %y
2-4Fr-20cm-Y | 0.018" | 5.5Fr 20Ga | 18Ga | 5mL 5mL

_60cm | 6cm | y | !

2-5Fr-13cm-Y 0.021" 5.5Fr 20Ga | 16Ga 5mL i 5mL

60cm 6cm e 4_‘
2-5Fr-16cm-Y 0.021" | 5.5Fr 20Ga | 16Ga SmL | 5mL

60cm 6cm . | & o l |
2-5Fr-20cm-Y 0.021" 5.5Fr 20Ga | 16Ga 5mL 5mL i

60cm 6cm *
3-4Fr-08cm-Y 0.018" 5.5Fr 20Ga | 18Ga 5mL 5mL

60cm | 6cm f )
34Fr-13am-Y 0.018" 5.5Fr 20Ga | 18Ga S5mL | 5mL

60cm 6cm | ] o
3-4Fr-16cm-Y 0.018" 5.5Fr 20Ga ‘ 18Ga | 5mL ‘ 5mL

60cm 6cm | -y ,

First Issue Date: 2023-06-16
Current Issue Date: 2023-06-16

Starting Validity Date: 2023-06-16
Expiry Date: 2028-06-15
..making excellence a habit”

e
through the required surveillance activities of the Notified Body. % Yarili
This certificate was issued electronically and is bound by the conditions of the contract. Og‘ .
NB Contact: BSI Group The Netherlands B.V,, Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07\9¢\2,, oy g
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, B¢
A Member of the BSI Group of Companies.

i

4




bsi.

By Royal Charter

EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 734121 R000

Model # Description
Guidewire ; Dilator Introducer Needle | Fastener Hypodermic | Hypodermic
Diameter Diameter Syringe (I Syringe (1I
Length ‘ Length model) model)
3-4Fr-20cm-Y 0.018" | 5.5Fr 20Ga 18Ga 5mL 5mL
3-5.5Fr-08cm-Y 0.021" 6.5Fr 20Ga 5.5Fr 5mL 5mL
60cm | 8cm
3-5.5Fr-13cm-Y 0.021" | 6.5Fr 20Ga 5.5Fr 5mL | 5mL
60cm ! 8cm o B
3-5.5Fr-16cm-Y 0.021" | 6.5Fr 20Ga 5.5Fr | 5mL | 5mL
60cm . 8cm I '
3-5.5Fr-20cm-Y | 0.021" | 6.5Fr 20Ga 5.5Fr | SmL - 5mL
60cm | 8cm ; i - 13
Kits with extension line clamp 1.7# & 5mL blue introducer syringe:
Model # Description |
Guidewire Dilator Introducer Needle ‘ Fastener Hypodermic | Hypodermic |
Syringe (I Syringe (II
. model) model)
1-22Ga-08cm-I 0.018" 4Fr 20Ga | 22Ga 1 SmL | -
60cm 5cm ] _L_ i e !
1-22Ga-13cm-I 0.018" 4Fr 20Ga ‘ 22Ga . 5mL | -
60cm 5cm g 1 !
1-22Ga-16cm-I 0.018" 4Fr 20Ga 22Ga | 5mL -
60cm 5cm 1 I N
1-22Ga-20cm-I 0.018" 4Fr 20Ga | 22Ga | 5mL | -
60cm S5cm \ .
1-22Ga-30cm-I 0.018" 4Fr 20Ga 22Ga | 5mL | - :
60cm 5cm i & b g I
First Issue Date: 2023-06-16 Starting Validity Date: 2023-06-16

Current Issue Date: 2023-06-16 Expiry Date: 2028-06-15

..making excellence a habit’

Page 4 of 12

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation 2 7
through the required surveillance activities of the Notified Body. o
This certificate was issued electronically and is bound by the conditions of the contract.

0 ~
NB Centact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (Q) ﬁ{ 46 Q2 S 3=
Corporate Contact: BSI Group Assurance Lh"'lltud registered in England under number 05435540 at 389 Chiswick High Read, Lond f‘ 4 4AL, UK ~
A Member of the BSI Group of Companies. 6\ \\ /n 5




EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 734121 R0O00

Model # | Description

Guidewire Dilator Introducer Needle | Fastener Hypodermic | Hypodermic

; Syringe (I Syringe (II
i model) model)

1-20Ga-13cm-I 0.021" 4Fr 20Ga 20Ga 5mL -

60cm 5cm
1-20Ga-16cm-I 0.021" 4Fr 20Ga 20Ga | S5mL -

60cm 5cm | - A |
1-20Ga-20cm-I 0.021" 4Fr 20Ga 20Ga 5mL -

60cm 5cm 1 |
1-18Ga-13cm-I 0.021" 5.5Fr 20Ga 18Ga | 5mL - |

60cm 6cm {
1-18Ga-16cm-I 0.021" 5.5Fr 20Ga | 18Ga 5mL | -
1-18Ga-20cm-I 0.021" 5.5Fr 20Ga | 18Ga 5mL = 1

60cm 6cm | - F
2-4Fr-05cm-I 0.018" 5.5Fr 20Ga ' 18Ga 5mL -

60cm 6cm ‘ e —plem, |
2-4Fr-08cm-I 0.018" 5.5Fr 20Ga 18Ga 5mL | -

60cm 6cm ’ ey &
2-4Fr-13cm-I 0.018" 5.5Fr 20Ga 18Ga ' 5mL -

60cm 6cm
2-4Fr-16cm-I ; 0.018" 5.5Fr 20Ga | 18Ga | 5mL -

| 60cm 6cm l £t -
2-4Fr-20cm-I I 0.018" 5.5Fr 20Ga | 18Ga SmL -
| 60cm 6cm 5

2-5Fr-13cm-1 0.021" 5.5Fr 20Ga | 16Ga 5mL -
2-5Fr-16cm-I 0.021" S5.5Fr 20Ga | 16Ga S5mL |-

60cm 6cm | ik o el g =T
2-5Fr-20cm-I 0.021" 5.5Fr 20Ga : 16Ga | 5mL - :

60cm 6cm l |

First Issue Date: 2023-06-16 Starting Validity Date: 2023-06-16
Current Issue Date: 2023-06-16 Expiry Date: 2028-06-15

..making excellence a habit”

Validity of this certificate is conditional on the Manufacturer’s quality system being maintainad to the requirements of the Regulation a y
through the required surveillance activities of the Notified Body. e
This certificate was issued electronically and is bound by the conditions of the contract.

BAZY
NB Contact: BSI Group The Netherlands B.V,, Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20‘(}@\\7 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W& 5

A Member of the BSI Group of Companies. ‘\




 bsi.

By Royal Charter

EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 734121 R0O00

|

Model # Description
Guidewire Dilator Introducer Needle | Fastener Hypodermic | Hypodermic
Syringe (I Syringe (I
model) model)
3-4Fr-08cm-1 0.018" 5.5Fr 20Ga 18Ga 5mL -
60cm 6cm
3-4Fr-13cm-1 0.018" 5.5Fr 20Ga 18Ga 5mL -
60cm 6cm . E.
3-4Fr-16cm-1 0.018" 5.5Fr 20Ga 18Ga 5mL | -
60cm 6cm L |
3-4Fr-20cm-1 0.018" 5.5Fr 20Ga 18Ga 5mL - _
60cm 6cm A
3-5.5Fr-08cm-—1 | 0.021" 6.5Fr 20Ga 5.5Fr 5mL -
60cm 8cm SEAY I
3-5.5Fr-13cm-1 0.021" 6.5Fr 20Ga | 5.5Fr 5mL -
. 60cm 8cm '- o e
3-5.5Fr-16cm-I | 0.021" 6.5Fr 20Ga | 5.5Fr 5mL -
| 60cm 8cm SRSEL i |
3-5.5Fr-20cm-1 | 0.021" 6.5Fr 20Ga | 5.5Fr 5mL -
| 60cm 8cm | ) . }

Kits with extension line damp 2.2#, no 5mL blue introducer syringe:

Model # | Description }

| Guidewire Dilator Introducer Needle | Fastener | Hypodermic | Hypodermic

| | | Syringe (I | Syringe (I

| | | | model) model)
1-16Ga-16cm-Y ' 0.035" 6.5Fr 18Ga - 16Ga } SmL 5mL

| 60cm 10cm . . .
1-16Ga-20cm-Y 0.035" 6.5Fr 18Ga | 16Ga - 5mL 5mL

60cm 10cm ;

First Issue Date: 2023-06-16

Current Issue Date: 2023-06-16

Starting Validity Date: 2023-06-16
Expiry Date: 2028-06-15
..making excellence a habit’

Validity of this certificate is conditional on the Manufacturer’s quality system being maintzained to the requirements of the Regulation as dfg

through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 3

Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 NN

A Member of the BSI Group of Companies.




bsi.

By Royal Charter

EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 734121 R0O00

Model # Description !
Guidewire Dilator Introducer Needle | Fastener Hypodermic | Hypodermic
Syringe (I Syringe (II
model) model)
1-16Ga-30cm-Y 0.035" 6.5Fr 18Ga 16Ga 5mL 5mL
60cm 10cm |
2-6Fr-13cm-Y 0.021" 6.5Fr 20Ga 5.5Fr ; 5mL SmL ’
60cm 8cm |
2-6Fr-16cm-Y 0.021" 6.5Fr 20Ga 5.5Fr 5mL 5mL
60cm 8cm 1 - o T
2-6Fr-20cm-Y 0.021" 6.5Fr 20Ga 5.5Fr | 5mL 5mL
60cm 8cm
2-7Fr-16cm-Y 0.035" 8.5Fr 18Ga 7Fr 5mL SmL
60cm 10cm o
2-7Fr-20cm-Y 0.035" 8.5Fr 18Ga | 7Fr SmL SmL '
e —— 600." I(h.n - ————— —
2-7Fr-30cm-Y 0.035" 8.5Fr 18Ga | 7Fr 5mL | 5mL
| 60cm 10cm | |
3-7Fr-16cm-Y 0.035" 8.5Fr 18Ga 7Fr 5mL SmL ‘
60cm 10cm _' |
3-7Fr-20cm-Y 0.035" i 8.5Fr 18Ga | 7Fr | 5mL 5mL '
60cm | 10cm g d | i s
3-7Fr-30cm-Y 0.035" 8.5Fr 18Ga } 7Fr | 5mL 5mL
60cm 10cm el ' L]
4-8.5Fr-20cm-Y 0.035" 9Fr 18Ga ‘ 8.5Fr SmL SmL
60cm 10cm .
4-8.5Fr-30cm-Y 0.035" 9Fr 18Ga | 8.5Fr | 5mL 5mL
60cm 10cm |

First Issue Date: 2023-06-16
Current Issue Date: 2023-06-16

Starting Validity Date: 2023-06-16
Expiry Date: 2028-06-15
..making excellence a habit”

Validity of this certificate is conditicnal on the Manufacturer’s quality system being maintained to the requirements of the Regulation ay/ {
through the required surveillance activities of the Notified Body. o)
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V,, Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) P&
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, Londoni Vi
A Member of the BSI Group of Companies.

| —



 bsi.

By Royal Charter

EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 734121 R0O00

Kits with extension line clamp 2.2# & 5mL blue introducer syringe:

Model # Description
Guidewire Dilator Introducer Needle | Fastener Hypodermic | Hypodermic
Syringe (I Syringe (II
| model) model)
1-16Ga-16cm-I 0.035" 6.5Fr 18Ga 16Ga | 5mL -
60cm 10cm ' -
1-16Ga-20cm-I 0.035" 6.5Fr 18Ga 16Ga | 5mL -
60cm 10cm | .
1-16Ga-30cm-I 0.035" 6.5Fr 18Ga 16Ga ! S5mL -
_ 60cm 10cm ! T B’ st |
2-6Fr-13cm-1 0.021" 6.5Fr 20Ga 5.5Fr 5mL -
60cm | 8cm |
2-6Fr-16cm-I 0.021" | 6.5Fr 20Ga 5.5Fr 5mL -
60cm 8cm g
2-6Fr-20cm-I 0.021" 6.5Fr 20Ga 5.5Fr 5mL -
| 60cm | 8cm e N
2-7Fr-16cm-1 0.035" ' 8.5Fr 18Ga | 7Fr . 5mL =
60cm | 10cm ) L] | .~
2-7Fr-20cm-I 0.035" 8.5Fr 18Ga 7Fr | 5mL - ;
| 60cm 10cm 1= ,
2-7Fr-30cm-1 | 0.035" 8.5Fr 18Ga 7Fr | 5mL -
| 60cm 10cm s '
3-7Fr-16cm-1 ! 0.035" 8.5Fr 18Ga 7Fr | 5mL - ;
A | 60cm 10cm . ‘ | ‘
3-7Fr-20cm-I 0.035" 8.5Fr 18Ga | 7Fr | 5mL A
| 60cm 10cm | = |
3-7Fr-30cm-1 0.035" 8.5Fr 18Ga | 7Fr { 5mL | -
60cm 10cm , s
4-8.5Fr-20cm-I 0.035" 9Fr 18Ga 8.5Fr | SmL | =
l 60cm 10cm e ] ;
First Issue Date: 2023-06-16 Starting Validity Date: 2023-06-16
Current Issue Date: 2023-06-16 Expiry Date: 2028-06-15

..making excellence a habit”

Page 8 of 12

through the required surveillance activities of the Nctified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

A Member of the BSI Group of Companies.




EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 734121 R0O00

Model # Description
Guidewire | Dilator Introducer Needle | Fastener Hypodermic | Hypodermic
Syringe (I Syringe (II
model) model)
4-8.5Fr-30cm-1 0.035" 9Fr 18Ga 8.5Fr 5mL -
60cm 10cm
Kits with extension line clamp 2.5#, no 5SmL blue introducer syringe:
Model # ' Description 1 ]
Guidewire Dilator Introducer Needle | Fastener Hypodermic | Hypodermic
Syringe (I Syringe (II
model) model)
1-14Ga-16cm-Y 0.035" 8Fr 18Ga 14Ga | 5mL 5mL
60cm 10cm - s .
1-14Ga-20cm-Y 0.035" 8Fr 18Ga 14Ga 5mL 5mL
60cm 10cm ey NPE
1-14Ga-30cm-Y 0.035" 8Fr 18Ga 14Ga 5mL 5mL
60cm 10cm LTy, i
2-8Fr-16cm-Y 0.035" 8.5Fr 18Ga 8.5Fr | SmL 5mL ’
60cm 10cm a1 : | 1
2-8Fr-20cm-Y 0.035" 8.5Fr 18Ga | 8.5Fr 5mL 5mL i
60cm 10cm d '
2-8Fr-30cm-Y 0.035" 8.5Fr 18Ga 8.5Fr 5mL | 5mL
60cm 10cm | P |
3-8.5Fr-16cm-Y 0.035" SFr 18Ga | 8.5Fr 5mL 5mL
60cm 10cm - e
3-8.5Fr-20cm-Y 0.035" 9Fr 18Ga 8.5Fr 5mL 5mL
60cm 10cm 1
3-8.5Fr-30cm-Y 0.035" SFr 18Ga 8.5Fr | 5mL 5mL
60cm 10cm n, SR
First Issue Date: 2023-06-16 Starting Validity Date: 2023-06-16
Current Issue Date: 2023-06-16 Expiry Date: 2028-06-15

..making excellence a habit”

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demongly
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 8
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL,
A Member of the BSI Group of Companies.
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By Royal Charter

EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 734121 R000

Kits with extension line clamp 2.5# & 5mL blue introducer syringe:

Model # Description
Guidewire Dilator Introducer Needle | Fastener Hypodermic | Hypodermic
Syringe (I Syringe (II
model) model)
1-14Ga-16cm-1 0.035" 8Fr 18Ga 14Ga S5mL -
60cm 10cm
1-14Ga-20cm-1 0.035" 8Fr 18Ga 14Ga 5mL -
60cm 10cm
1-14Ga-30cm-1 l 0.035" 8Fr 18Ga 14Ga S5mL ‘\ -
| 60cm 10cm 1
2-8Fr-16cm-I f 0.035" 8.5Fr 18Ga 8.5Fr 5mL -
60cm 10cm I
2-8Fr-20cm-I 0.035" 8.5Fr 18Ga 8.5Fr | 5mL -
60cm 10cm }
2-8Fr-30cm-1 0.035" 8.5Fr 18Ga 8.5Fr S5mL ‘ =
60cm 10cm o | S
3-8.5Fr-16cm-I 0.035" 9Fr 18Ga 8.5Fr | 5mL -
60cm 10cm ‘
3-8.5Fr-20cm-1 0.035" 9Fr 18Ga 8.5Fr | 5mL -
60cm 10cm
3-8.5Fr-30cm-1 0.035" 9Fr 18Ga | 8.5Fr 5mL =
60cm 10cm \
Kits with extension line clamp 3.0#, no 5mL blue introducer syringe:
Model # Description |
Guidewire Dilator Introducer Needle | Fastener Hypodermic | Hypodermic
| Syringe (I | Syringe (II
model) model)
1-12Ga-16cm-Y 0.035" 8.5Fr 18Ga 8.5Fr 5mL 5mL
60cm 10cm

First Issue Date: 2023-06-16

Current Issue Date:

2023-06-16

Starting Validity Date: 2023-06-16
Expiry Date: 2028-06-15
..making excellence a habit”

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation ageey

through the required surveillance activities of the Notified Body.

This certificate was issued electronically and is bound by the conditions of the contract.

Cor pO'ate C 1tact BSI Group Assurance an|tcd registered in England under number 05435540 at 389 Ch|smck ngh Road Lowdon

A Member of the BSI Group of Companies.
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By Royal Charter

EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 734121 R000

Model # Description
Guidewire Dilator Introducer Needle | Fastener Hypodermic | Hypodermic
Syringe (I Syringe (II
model) model)
1-12Ga-20cm-Y 0.035" 8.5Fr 18Ga 8.5Fr S5mL S5mL
60cm 10cm
1-12Ga-30cm-Y 0.035" 8.5Fr 18Ga 8.5Fr 5mL SmL
60cm 10cm . 1 ] B
Kits with extension line clamp 3.0# & 5mL blue introducer syringe:
Model # Description N4l
Guidewire Dilator Introducer Needle | Fastener Hypodermic | Hypodermic |
Syringe (I | Syringe (II
model) | model)
1-12Ga-16cm-I 0.035" 8.5Fr 18Ga 8.5Fr i SmL L=
60cm 10cm ‘ P g ]
1-12Ga-20cm-I 0.035" 8.5Fr 18Ga ‘ 8.5Fr 5mL =
60cm 10cm 1 & |
1-12Ga-30cm-1 0.035" 8.5Fr 18Ga | 8.5Fr 5mL |-
60cm 10cm ) S |
Additional Information:

Model Description: (1)-(2)Ga/Fr-(3)cm-(4), where
(1) Number of catheter lumens

2) Catheter diameter

(3)  Effective length of catheter

“4) Introducer needle model (I or Y)
All kits include a 0.7mm hypodermic needle, a scalpel and an injection site cap.

First Issue Date: 2023-06-16

Current Issue Date: 2023-06-16

Validity of this certificate is conditional on the Manufacturer’s quality system being maintzained to the requirements of the Regula
through the required surveillance activities of the Notified Body.

This certificate was issued electronically and is bound by the conditions of the contract.

Starting Validity Date: 2023-06-16
Expiry Date: 2028-06-15
..making excellence a habit”

Corperate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, Lond¥
A Member of the BSI Group of Companies.
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By Royal Charter

EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 734121 R0O00

ith, and the relevant test and audit reports that support

group.com)

Date = Reference Number Action .

Current 3271198 Issued. -
First Issue Date: 2023-06-16 Starting Validity Date: 2023-06-16
Current Issue Date: 2023-06-16 Expiry Date: 2028-06-15

..making excellence a habit”

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulatje
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V,, Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0N 3
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London}4
A Member of the BSI Group of Companies.
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EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

By Royal Charter

MDR 734120 R000

Certificate History
Date Reference Number Action
2021-07-01 3271197 Issued
2023-03-22 3873068 Restricted — Removal of Disposable Medical Isolation Gown,
Disposable Medical Protective Coverall, Medical Silicone
Mask, Medical Protective Hood.
Amended — Addition of subcontractors for manufacturing
and sterility test of Surgical Face Mask.
Current 30000902 Supplemented — Addition of Central Venous Catheter (CVC)
Kit
First Issue Date: 2021-07-01 Starting Validity Date: 2023-06-16
Current Issue Date: 2023-06-16 Expiry Date: 2026-06-30

..making excellence a habit”

Page 3 of 3




EU Declaration of Conformity

EU Declaration of Conformity
(Document No.: BST-CE-06-02)

——Central Venous Catheter (CVC) Kit

REVISION STATUS:

i

Initial revision | ShiWenping | 2023-08-17 |

/;
4
<)+

&
g

N, R
Henan Tuoren BestdMedical Device Co., Ltd.




CE Technical file of Central Venous Catheter (CVC) Kit
e B Draclaration of Conformity

File No.. BST-CE-06-02

Revision: AQ

Effective Date; 2023-06-17

EU Declaration of Conformity

Manufacturer: Henan Tuoren Best Medical Devic 6§;;
Address: Middle of Weft 7 Road, Nanpu District uan i%‘%éq 453400, Chin

Tel: +86 0373-8814000 Fax: +86 0373- 88162

Website: htip://www tuoren.com/ i “a %
SRN: CN-MF-000007452 ‘Qf \{> l

N, \//j
European representative: Lotus NL B.V. N&z0012:5”

Address: Koningin Julianaplein 10, 1e Verd, 2595AA, The Hague, Netherlands.
Tel: +31644168999  Fax: 008621-58857798
SRN: NL-AR-000000121

Product: Cenfral Venous Catheter (CVC) Kit

Brand name: /

Device Nomenclature Code: C010202

Intended use: Central Venous Catheter (CVC) Kit is used to insert into the central

venous system for the infusions of fluids or medications, blood sampling or pressure
measurement,

Basic UDI-DI: 694242711359FE
Model List: See Annex 1
Applicable Common Specification: N/A

Classification: According to Classification Rule 7, Annex VIl of the Regulation (EU)
2017/7T45(MDR), the Central Venous Catheter (CVC) Kit is in Class lil.

Conformity Assessment Route: Annex IX Quality Management System and Chapter |l
Technical Documentation Assessment of the Regulation (EU) 2017/745(MDR).

We herewith declare that the above mentioned product meet the provisions of the
Regulation (EU) 2017/745 (MDR) for medical devices.

Notified Body: BS! Group The Netherlands B.V.

Address: Say Building, John M.Keynesplein 9, 1066 EP, Amsterdam, Netherlands.
Tel: +31(0)203460780



CE Technicat file of Central Venous Catheter {CVE Kit
e B Eyeclaration of Conformity

File No.. BST-CE-06-02

Reviston. AG

Eftective Date; 2023-06-17

TU

Notified Body Number;

(€ 2797

Certificate

Last éenewal Vaiid uniﬁii

Initially issued

Full Quality Assurance Certificate - Annex X
Chapter | and il - 2021-07-01 2023-06-16
Certificate No.: MDR 734120 i

El-Technical Documentation Assessment -
Annex IX Chapter Il % 2023-06-16 / 2028-06-15

Certificate NO.: MDR 734121 %

2026-06-30

The EU Declaration of Conformity is issued under the sole responsibility of the
manufacturer:
Henan Tuoren Best Medical Device Co., Ltd.

Signed for and on behalf of: éi R Lf.j Lﬁf
Name : Li Ruilei
Function (Company}

Date

Loémian
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Annex 1 Model List

CE Technical file of Central Venous Catheter {CVC) Kit
e EU Declaration of Conformily
File No.; BST-CE-06-02
Revision. A0
Effective Date: 2023-06-17

Spmiﬁcaﬁgﬁ /\'-"/

Product Code cﬁff;,ﬁf& Central Venous Introducer Needie ;}?tﬁﬂ!‘mﬂ:ﬁ oo Blus Hypot- e Extensi
Catheter Guide wire Dilator Fastener : ¥ W introd srmic S{ﬁ%p igffj:::; on fine
¥ Modet { Modal Mode! Wodel syringe Needie clamp
CVY 12208 1-22Ga-08umeY 1-22Ga-08om 0018 60om AFrt5om 0Ge - o2Ga Smi Eral " 0.7 11# Regular 178
HOVRT2208 1-22Ga-bomd 1-22Ga-0bom D018 80om AF e Bom B 20Ga 220Ga Kt . Smi 0. 7o 118 Regular 174
CVMY12213 1-22Ga-13carY 1-22Ga-13om G.018™60om FrEom 2008 a 22Ga Aml Berel - 0. Tmm 114t Regular 1.7#
HOWVIME2213 1-22Ge- Yot 1.22Ga-13om O.018"80om 4Fr*Eom - Ga 2208 Sml. - Smib 8.7mm 11# Regular 1.7%
CVMY12216 | 122Ga-t6omY | 1-22Ga-tom | 0018“80cm 4FrBem 2058 - 22Ga Bl 5ml. - g 7re 1% | Regular | 1T#
V12218 _ 1-220Ga-16om -22Ga-18om G.018™60om 4Frhom = 20Ga 220Ga Grol. . &mi. §.7mm 11# Regulsr 1.7
CVMY12220 122020y 1-22Ga-200m 4.0187800m 4Fraom 2038 - 2268 Sk St = g ”rr;m (4 Ragular 178
HOVMERR0 1-22Ga-200m 1-22Ga-200m 0018%80cm 4FrBem - 20Ga 22Ga Sral. - Smi G.7mm 11 Ragutar 1 ?; )
CVMY 12230 1-22Ga-30omeY 1-22Ge-300m 8.018780um 4Fr*Bom 2008 - 20Ga Sl Aml - 4. 7mm 113 Regutar 17#
V12230 4-220Ge- 300w £-Z3Ga-300m G.018™800m 4FrBom 20Ga 22Ga Bmi. - Bral. 0. 7mm 11 Regular 1.78#
CYMY 12013 1-200Gs-13om-Y 1-20Ga-13cm DOFTT80om AFrSom 20Gs - 20Ga Bl Bl . Q. 7mm TI# Fagular 178
ICVMI20T2 1-20Ga- 13orm-4 1-20Ga-13om 0.021"80em 4Frgem - 20Ga 20Ga Smil - Sml 0.7mm 11# | Reguler 17#
) CWIY12018 1-20Ga-18om-Y 1-203Ga-180m 9.0217860cm 4FrSom 20Ga - 200Ga Smb Sl - 0.7mm 11 Regulay
CVM12018 1-20Ga-160m-] 120Ge-18cm | 0.021“60cm 4Fr5em . 20Ga 20Ga 5ral. . St 0.7mm 1% 1 Regular
CWMY1R020 1-20Ga-Z0omY 1-20Ga-200m 0.02160cm 4F5om 200Ga 200Ga Sl At - §.7mn 1% Regular 1 ?ﬁ
HOVRMI2020 1-20Ga-20em- 1-20G8-200m 3421780 om 4FrSom 20Ga G Gl - St Q.7mm 1 Regular 1,74
VY 11813 1-180a-13em-Y -18Ga-1dcm 8021800 £ SFPBom 2008 w 18Ga Smb sml - 8 7mm 1% | Regular LTHE
CYM11813 - 18Ga-13om- 1-18Ga-13om G021 800m & BFrrBom - 200Gs 18Ga &l « ol 0. 7mm 118 Regular 178
CYBMY 11818 1-18Ga-180m-Y 1-18Ga-18om 0.021"80em 5 8FrBom 20Ga - 18Ga &mib Smbl - 0.7mm 118 Regular 17
CVM1I815 1-18Ga-160m- 1-18Ga-16em 0.821"8%0m & 5FrBom - 20Ga 183a Bl % aml. 0. 7mm 11 Regular 178
CVMY{1820 | 1-18Ga20emY | 1-18Ga-20cm | 0021"60cm | 55Fréem | 20Ge - 18Ga SmL St o7mm | 4 | Regular | 17H
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Weal file of Central Venous Catheter (CVC) Kit
‘ e B4 Declaration of Conformity

File No.: BET-CE-06-02
Revision: AD
Effsctive Date: 2023-08-17

Spgcifié‘at{éﬁ, s q,vfj
Product Code Catalogue R \Hy SoRTIG 200 4
s Cwé;i;:f:;m Duide e Diator i Fastensr gyﬁ%‘é%&éﬁﬂ %ait‘sz;;icw !.gizg Sty | Fpacaen if;?i?:;
Y Mode! | | Model * . syrin Noedle | o | SR | gam
Model | Wodel yrnge ®
HKVMT1820 118Ga-20cm-4 | 1-18Ga-20om | 0021"S%cm | 5.5Fr6om - 2003 18Ga Smi. Sml. 0.7mm 1% | Regular | 17#
CYNMY11616 | 1-16Ga-16cmY | 118Ga-t8om | 0.035"80cm | B5Fri0cm | 18Ga - 16Ga Bm 5mi - o7mm | 118 | Reguer | 2.3#
i 118Ga-t6cmel | 1-16Ga-t8cm | 003E“B0ckn | 6.5Fr10cm 18Ga 16Ga smi - genk. ormm | t# | Regular | 228
CUMY11620 | -16Ga20cmY | 1-18Ga-20cm | 0035“80em | S5Frilom | 180s - 15Ga &ml. Bl . . 7mm 11% | Reguar | 224
IOVRATI820 1-16Ge-200med 1-180Ga-200m 4.035760um S8F*10cm 18Ge 160Ga Sl y Sl a7mm o Regular 208
CUMY11830 | 1-16Ge30cmy | 1-18Gal0cm | 0035780em | 6.5F¢i0om 8Ga 16Ga Smi. smi : 0.7mm 114 | Reguar | 22
o b TinCnddon! 1-18Ga-30cm | 0.036"60cm | 85FC{0om - 19Ga 16Ga S, 5mi g7mm | 118 | Regulae | 228
CVMYTIaE 1-14Ga-160m-Y 1-14Ga-160m 5.035"80cm 8Fr 100 186a . 14Ga el Smi - 0. 7mm 118 | Regulas 2.58
aheba - 14Ga-10em-d 1-140a-180m Q038" 80om 8Fr*iliom - 180G 14Ga Bmk. - Sml (. 7mm 118 Regular 258
CVNIY 11420 1-14Ga-20cm-Y 1-14Ga-20cm 0.035™600m BFr*t0om 18Ga 14Ga SmL Sk - 0.7 118 Reguler 258
CVM11420 1-14Ga-200m- 1-14Ga-200m L0358 600m 8Fr*100m . 18Ga 14Gs [ % Smb 0. 7mm % | Regdar | 268
CVMY11430 | +-14Ga30cmY | 1-14Ga-30cm | 0.035%80cm | 8Fr*10cm 18Ga - 14Ga gmi. 5l - 07mm | 11% | Regular | 258
HCVM11430 1-14G2-30cm-l | 1-14Ga-3Com | 0035™Blcm | BFri0om 18Ga 14Ga 5L - Seml. o7mm | t1# | Reguar | 258
CYMY 11216 1-120Ga-18cm-Y 1-12Gs-18om 0035 60om BEFom 18Ga - 8.5Fr Bl Smi. - 0.7ram 1 Reguiar 3.08
OVM11216 1-12Ga-16om-d | 1-12Ga-16cm | 0.035“60cm | 8.5Fr*10cm . 18Ga 8 5Fr oy - - oo 1% | Reguer | 3.0%
CVRY 11220 112Ga-200mY 1-13Ga-200m O.035E00m B EFP10em 18053 - 8.5Fr Smi Sl - 0. 7mm 143 Reguiar 3.0#
OVIAT1220 +12Ga-200m- 1-12Ga-20om 0035 E0om & 5Fr10cm 18058 8 AFr Smi . Sl 0.7mm 114 Regular 208
CVMY11230 | 1-126a-30cmY | 1-42Ga-30cm | 0.035“80cm | 85F0om | 18Ge - 8.5Fr SmL Senl. - Grmm | 11 | Reguler | 30%
OVIM11230 1-12Ga-30om- 1-12Ga-30am 7,035 B0om 8.8Fr10om - 1808 8 SFr St . Sl & Trmm (o Regular 3 o
CUMY24005 | 2-4Fr-08cm-Y 24Fr08cm | 0018%80cm | S55FrBem | 200a » 18Ga Sl Sl . o T | Regaler | A7#
s 2-4F 050 2.4Fr0Scm | 0.018"80cm | 5 5FrEom ; 20Ga 18Ga Bt s Sl 07mm | 118 | Regyar | 17#
CVIMY24008 2-4Fr-08cra-Y 2-4F r-08cm 0018%80cm | B.5Frtom 20Ga . 18Ca Smi. Bl - 3 7rom 11# | Regular 178
CVRZA008 2-4Fr-08cm- 24Fr-080m 0048 806cm | B.5FrBom 20Gs 18Ga 5mik. - Bori. 8.7mm 1% | Regular | TTH




c~:§ Central Venous Catheter {CVC) Kit

— B Declaration of Conformity
File No.. BST-CE-06-02
Revision: AU

] M Effective Date: 2023-06-17

Specification
Product Code {;ﬁi&g;%i‘;& Contal Vaiions = , Introgucer Needie Hypod- —— Extensi
ratheter Guide wire Ditator Fastensr “introducer grmic Scalp | Injection |, e
¥ Modet | {Model syringe Needis & Ay clamp
CVMY24013 2-4Fr-13emeY 2-4F7-430m 0.018%60cm | 55FrBom iter . 18Ga ’ 6.7 11# | Reguier 174
HVM24013 2-4Fr-13omed 2-4Fr-13om J.018™80cm 5.8From - et 18Ge Fenl . Aok o.7mm 118 Regular 178
CYMY24048 2-4Fr-16cmeY 2-4Fr-180m DO1E™E0cm | 5 5FrBom 200Ga . 18Ga el St - 0. 7rom 1% | Reguar 474
ICVMZAD18 2-4Fr-1Bumet 2-4Fr-180m 6.018780cm Freem - 20Ca 1803 Sent. i Sl 0.7mm 11# | Regular 4 78
CNVMY24020 Z-4Fr-200meY 2-4F 200 0.018%80cm &.8Fr'om 20Gs 18Ga Bml smi - 0. 7mm i Regular 1.7%
CVMZD420 2-4Fr-200mA #-4Fr-200m 0018%R0cm | 55FrSom . 200a 18Ga Sl . St 0.7mm 144 | Regular 174
CVMY25013 2-gFr-13om-Y 2-5Fr-13c 0021"80cm | §5FrBom 20Ga 3 16Ga Senl Sl oTmm | 1% | Regular | 1T7#
HOVMZEOS 2-5F -4 3o 0.0247800m % SEFBom A 206 160a Smi ) Sl — 118 Reguler 178
{KW}Y?’%“Q zﬁer’irf«Y 8021780 5.8Frfom 0Ga - picer Bl Eml - ¢.7mm 144 Regular 1TH
i il 0021"*60cm | 65FrBem 20Ga 1663 B Bml “o7mm | 11 | Reguler | 178
< VM‘YZ"\GZC BF-E0omeY G (217"800m E&Fr o e 16Ga S Bl - & 7mm 18 Reguiar : -
IOV 2-5Fe-200md 2-5Fe-20cm 002160cm | 5.8FrSem . 20Ga 18Ga Sml. . sl o7mm | 9% | Reguler 7%
CvMY26013 | 2-8Fr13om Y 2-6Fr-13cm | 002180cm | 65FPBom | 20Ga - 5 5Fr sl smL s 07mm | 1% | Reguar | 22#
HOVMZE013 2-BFr-130med &-8Fr-13om G.0217800m &6.5Fr 8o - 200s 5 &Fy LT . Smi 0. 7ram 118 Regular o8
CVMY26016 2-8Fr-18om-Y 2-6Fe-18em 0.02180em 8§ .5Fr8cm 206G - & .5F¢ Smt. Sl - 3. 7mm 11% | Regular 2.28
ICVM2B015 2-8Fr-160md 2-6Fr-18om 3.021780cm 8.5Fr8om - 200G 5.8FT Bl . Smib 0 mm 1% | Regular 2.0%
CVMY26020 2-8Fr-20cm-Y 2-8Fr200m go2teom | 8 EFrBom 20Ga 5.5Fr Bl Sl - . 7mm i | Reguler 2.2%
i 2-6F-20cm- 26Fr20cm | 0021"B0cm | B.5Frcm ¢ 2062 5 5Fr Smi " Bt 07mm | 1% | Regular = 22#
CVMYZT018 2-7Fr-160mY 27Fr16om 0.035760cm | 85F10em 186a - 7Fr Smil, Sl - 0.7rmm 1 1 Regular 22
ICVM27016 2-7Fr-1gomd 2-7Fr-18om 0.038 800 | 8 EFr*ilom - 18Ga 7Y Smi. - Smi 0. 7eom 1% | Reguler 2.8
CVMYZT020 2-7Fr-20om-Y 2-7Fr-200m 0.038"60cm | BEFCilom 18Gs 7Fy Smi. smb - 0.7 1% | Regular 208
b 2-TFe-20cmd 2-TFs-200m 003580 | B.5Fr10om . 18Ga 7Fe Sl - Gt G7em | 1 | Regular | 228
CVMYZTOS0 FTFB0oY Z-FFr-30mm B 5F 0o 18Gs FFr S, Srob. - & mem 143 Regutar 224




Ren

f Central Venous Catheter (CVC) Kit
N, EU Declaration of Conformity

Fite No.: BST-CE-08-02
Revision: A0

i) ﬁ Effective Date: 2023-06-17
@ggz )

Specification ]

Primeots {::%f::}b%iﬁ Qﬁzggfeawﬁ Guide wire Ditator introduter Neadis . Hyp:;:(iw Scalp | Inisction Extg;;si

oter asiensgr ermic : oniline

Y Mode! | | Modal T syringe Needle = sHeCaP | ciamp
OVMZT030 2-7Fr-300m 2-TFs-300m 0.035800m | 8 EF10om - 18Ga 7F¢ Smil. 8 7rm 118 | Regular 2.2%
DVRIY280148 2-8Fe-18omeY 2-8Fr-18cm {.035"600m & &F™10om 18Ga “ B EFy Hmil Bl . O Trwn 11#% Regular o5
HCVM28016 2-8Fr-160med 2-BFr-180cm 0035780cm | 8.5F710om - 18Ga £.6F7 5mi. - 5wt 0. 7enm 11# | Reguisr 25
CVMY28020 2-8Fr-20om-Y 2-8F-200m 0.038"80cm | B.EFI00m 18Ga 8.5¢r Smi. Bk, - 0.7 19% 1 Regular 2.58
ICVIMZE020 2-8Fr-200m-| 2-8Fr-200m 0.035"60om | B.5F100m - 180 8 5Fr st . BmL .76 1% | Regular o 5g
CYMY28030 2-8Fe-300m-Y 2-BF¢-30cm 0.035™B0cm | B.EF10om 180 . 8.5Fr Smi st - 0.7 1% | Regular 25#
i RAESREE 2-8Fr-30cm 0.035"60cm | 8.8Frilom - 18Ga 8.5F¢ gl - Smi 8.7mm 1% | Regular | 25%
VY 34008 3-4Fe-08em-Y 3-4Fr-(8em G.018™80em 5.5F ¢ 6om 206 18Ga SmL el - 8.7 114 | Regular 1 T#

B s o 3-AFe-80m o0™dem | B.5FrBom - 2008 18Ga Smi sml ¢ 7mm i Reguler 17#
i S 3-4Fr-13om 0O18760cm | 56FGom 20Ga - 18Ga Sl St - g 770m 11# | Reguler e
HVR401S 3-4Fs-13om-d 3-4Fr-13cm 0018800 §.5Fr*8om 206G 18Ga Smi. . Senl. 0.7mm g | Reguiar 174
GRS 3-4F5-160m-¥ 3-4Fr-16cm 0.018"60cm | 5S5FrBom | 20Ga - 18Ga SmL Sml - o7mm | 11 | Reguiar | 17H
ICVMB4016 3-4Fr-1800r 3-4Fr-160m 0.018"B0cm | B5FrEom - 20Ga 18Ga sl - 5l 0.7mm 11% | Regular 178
CYMY34020 |  F-4Fr-200m-¥ 34Fr200m | 0.018"80cm | 56Frsem | 2088 . 18Ga Sl 5l . Q7mm | 1% | Reguar | 178
HCYM34020 3-4Fr-200m- 3-4Fe-20cm 0.018"800m | B.EFISom 205 18Ga ek - &mi .7 1% | Regular 178

CVMY2EE08 3-5 5Fr-08om-Y 3-5.5Fr-08em 3.021"80om £.5FrBom 20Ga - 5.8F7 Sk Sl & Frrm 1 Regular I 7#
ICVM3B508 S5 BFeD8ome 35 BF(80m QO T™Rbom £ 5Fr8om » SOGE & BFy Bl s Emi 0 Fren 118 Regular 1 .'7;‘#
CVMY3E513 3-5 5Fr-130m-Y 3-5.5Fr-13cm 0.021"600m 8.5Fr8em 2008 - 55Fr Bml Sl - 0. 7raem 11# | Reguisr 174
CVM3E51S 3-5.5Fr-130me1 3-8 8Fr-13cm G.021780cm 6.5FrBom - 20Ga 5.5Fr Bl Smi 0. 7ram 1 Regdar 1.7¥
CVMY35516 3-5.5F-16om-Y 3-5.5Fr-18cm §.0217800m 6.5F " fom 2008 - 8.5Fr Sml. 5. - Tram 114 | Regular Tk
AGEaS 3.55Fr-16emd | 355F-16cm | 0.021V80cm | B.5FrEom . 20Ga 5 §Fr Smi - BmL. o7mm | 19 | Reguar | 17H#
CYMYIEE2D 35 5Fr-200m-Y 3-5.8Fr-200m 0.021"80em 587" 8om 20Ca - 55Fr k. . - 0.7mm % | Regular 1TH#
ICVI35520 3-5.5Fr-200r0-4 3-55Fr20cm | DO2VU80cm | 8EFrBom . 206a 55Fr Sk - 5mi 0. 7mm 118 | Regliar i
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CE Technical file of Central Venous Catheter {CVCIKit

— E1} Declaration of Conformity
File No.; BST-CE-06-02
Revision: AQ
Effective Date: 2023-08-17

Specification
FroRirt S Cg?;%iig Central Venous Introducer Neadie Ehpalak Blue Hypod- _— Extensi
Catheter Buide wire Ditator Fastener i Sydnge i %rzimfiaser ermic 3{;;39 *;?Z; c:;;;): onling
¥ Wodel f Modetl Modet Modet syringe Needis clamp
CVMY3I7018 3-TFr 18y 3-7Fr-18om 0.0357800m 8.5F t0om 1852 - Ty &l Emi - 9. 7mm 118 Regular 2.24
ICVMBT018 37Fr-18omed 3-7Fr-18om 0.035"80om 8.5Frt0em - 18Ga FFr Hrod - S 0.7mm i Regutar 2.24
CVRIYE7020 JTFr-200meY 3-7Fr-200m 0.038760om B.5F1om 1858 - TEr Amil. Bl s 0.7 148 Ragular 3 74
HOVRMBTIG FTEr-200m0 3-7Fr200m 2.0357600m 8.8F10om - 180G TFr smib oy amib o 7mm 143 Regular 3 34
CVRMY3TOS0 3-TE-S0omY 3-TFr-30om 0.035%800m BEF10em 1B8Gs - Py Bl Sl - o 7o 9% Reguiar e
u E(ﬂ‘gf?;‘s:«e 3-7Fr-30cmd 7P e300 0.035“80cm | A5Fri0om 2 1808 TFr Sl v 5o 0. 7mm 11# | Regular 228
CVMY3E818 3-8 BFr-180me-Y 3B 5F-18om ) D085 80om SFr10om 18Gs . 8. EFr Smi. smi - 0. 7pwn 1 Fegular 2.58
B Ni??&éﬁﬁ&'?é H8.BFr-180me 3-BEF-18om 0.035"60om SFrelom 18Ga 8&5Fr Sl Sl 0. 7ram 11# Regular 258
CVMY38520 |, 3BSFr20cmY | 385Fr20om | 0035760om | SFribem 18Ga - 8.5Fr Bl Sl . G7mm | 1% | Reguler | 2.5#%
3-8.5Fr-20cm-1 3B8Fe-200m | 0.035"60em | SFMlom 18Ga 8 5Fs Bt . sl 0.7mm 118 | Reguler | 25%
3-8 5Fc-300meY 3-8 8Fr-30cm 0.035M80om SFeidom 1838 B & 5?; ami Bl - 0.7mm i Reguiar 28#“““
3-8 5F-30cm- 3-8.5Fr-30em Q035" 600m GFr*ilom - 18Ca 8.5Fr mi. - Sml. Q. 7own 1 Regutar 258
CYMY48R30 48.5Fr20cm-Y 4-8 5Fr-200m 0.035"600m gFi0om 18Ca - §BFr Bl Bmi. 0.7 T Regular 2.0
V48820 4-8 5Fr-200m-] 4-8 5Fr-200m £.935760um aFr10om - 18Ga 8 5Fr smi - Bmi, 8.7mm ih i Ragular 2.0
CVMY48530 4-8 5Fr-30om-Y 4-8 BFe-300m 0.035"800m 9F10cm . BEFT smi el - 0. Fmm 1% | Regular e
OVMABE30 4.8 BFr-300m-i 48 5Fr-300m 0.085" 600w SFr*10om - 180G 8.8Fr Sk, 3 Sl . T 148 Regular o i

Ramarks
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