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Improved safety cap removal
— cap automatically semi
ejects when turned

to remove.

Avoid misfiring when adjusting the
depth. Ergonomic design for
improved holding.

Technical Specs.

Colour Code Specification Article No.

Biue @ 23G 1.3 mm - 1.8 mm - 2.3 mm Penetration Depth 395813 & - (ﬁ
R — - - =t T e

Yellow i 26G 1.3 mm - 1.8 mm - 2.3 mm Penetration Depth 396813

Orange © 28G 1.3 mm - 1.8 mm - 2.3 mm Penetration Depth 397813

Shelf life 5 years

Packaging: enetration depth 3 iustm :
Primary packaging: 100 pes. e = e o3
i e W o : without touching the
Pallet: 84,000 pcs. ¢

Transit packaging Pallet

Flex Sterile Safety Lancet 3 'ﬂ




EC Declaration of Conformity

Manufacturer: whose single Authorized Representalive:

Chengdu Rich Science Industry Co.,.Ltd. ENGLOBER LTD.

Enterprises Registration Address: 61 De Mijloc Street, Brasov, Romania
No.66 Tiangindong Street, West Hi-Tech

Development Zone,Chengdu, China

Factory Address: ,

No.66 Tiangindong Street, West Hi-Tech

Development Zone,Chengdu, China

We, the manufacturer, herewith declare that the products
Evacuated Blood Collection Tubes

UMDNS-Code: 14183;
meet the provisions of Directive 98/79/EC which apply to them.

The medical device has been assigned to In Vitro Diagnostic Medical Devices Directive
98/79/EC. It bears the mark

The product concerned has been designed and manufactured under a quality management
system according to In Vitro Diagnostic Medical Devices Directive 98/79/EC.

Compliance of the designated product with the Directive 98/79/EC has been assessed and
certified by the Notified Body - '

TOV Rheinland LGA Products GmbH
TillystraBe 2, 90431, Niirnberg, Germany

following the procedure relating to the EC Declaration of Conformity set out in Annex III of
Directive 98/79/EC.

The plastic evacuated blood collection tubes produced by us meet the requirement of inter-

national standard EN 556-1, EN 552 and ISO 6710.

This Declaration of conformity is valid in connection with the release document for the

respective batch of produced devices.
The above mentioned declaration of conformity-is exclusively under the responsibility of

2

Company: Chengdu Rich Science Industry Co.,Ltd. —
Address: No.66 Tiangindong Street, West Hi-Tech Developme@;@h%y ghc_a/ tgdu. China
’ 7‘"

;‘:‘\“‘ 43

i
e

Chengdu, January 12. 2017

Place, date

EC Declaration of Conformity
RQICE-CXG-C-13(DOC no., Revision)



EC Atitikties deklaracija

Gamintojas: igaliotasis atstovas:
Chengdu Rich Science Industry Co., Lid. ENGLOBER LTD.
Imone registruota adresu: 61 De Mijloc Street, Brasov, Rumunija

No. 66 Tiangindong Street, West Hi-Tech
Development Zone, Chengdu, Kinija
Gamyklos adresas:

No. 66 Tianqgindong Street, West Hi-Tech
Deveiopment Zone, Chengdu, Kinija

Mes, gamintojai, Siuo dokumentu, patvirtiname, kad produktai
Kraujo surinkimo mégintuvéliai

UMDNS-Kodas: 14183;
atitinka Direktyvos 98/79/EC jiems taikomas salygas.
Medicininis prietaisas buvo priskirtas In Vitro Diagnostikos medicinos prietaisy direktyvai 98/79/EC.

Ir turi Zyme

Produktas buvo sukurtas ir pagamintas vadovaujantis kokybés valdymo sistema, pagal In Vitro
Diagnostikos medicinos prietaisy direktyva 98/79/EC.

Nurodyto produkto atitikimas direktyvai 98/79/EC buvo jvertinas ir sertifikuotas Notifikuotosios
jstaigos

TUV Rheinland LGA Products GmbH
Tillystraf3e 2, 90431, Niirnberg, Vokietija

laikantis direktyvos 98/79/EC lll priedo procediira, susijusia su EC Atitikties deklaracija.

Plastikiniai kraujo surinkimo mégintuvéliai, kuriuos mes pagaminom, atitinka tarptautinio standarto
EN 556-1, EN 552 ir ISO 6710 reikalavimus.

Si atitikties deklaracija galioja sykiu su igleistu dokumentu, pagaminty prietaisy atitinkamai serijai.
Si auk$&iau paminéta atitikties deklaracija igskirtinai priklauso:

Imoné: Chengdu Rich Science Industry Co., Ltd.

Adresas: No. 66 Tiangindong Street, West Hi-Tech Development Zone, Chengdu, Kinija
/Antspaudas/

Chengdu, 2017 m. sausio 12 d. /Parasas/
Vieta, data Parasas, pareigos

EC Atitikties deklaracija
RQ/CE-CXG-C-13 (DOC rio., Revision)
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CDORICIHH
Iniaiebrse

A2 TS BRZAEI

Ha S
GHENGDL’ RICH SB!ENCE INDUs TRY CO.,LTD.
Add No. fi‘?_’aTlanqandnng Street, West Hi-Tech Deve lopment Zone, Chengdua,
;ai +83—Zg 66579’7!8 Fax; +BB-28—6567§7|6 N

To whom it may

The 19" of January, 2017

Explanation

concern,

TUV Rheinland LGA Products GmbH, the issuer of our IS0 13485:2012

certificate, informed that IS0 13485:2012 quality management system

maintains all the requirements of common IS0 9001 quality management

system and IS0 13485:2012 version is specially for medical products.

In this case, IS0 9001 certificate has not been issued any more since.

2014.

At present we only have IS0 13485:2012 certificate issued on+April

17, 2015, by TUV Rheinland LGA Products GmbH. Tt will expire on April

16, 2018.

Chengdu Rich'iﬁ‘,

NO,BG,Tianqindong Street,

West Hi-Tech Development Zone, Chengdu, China 611731

Tel: +86-28-66679718  Fax: +86-28-66679716

E-Mail: cdrichtrade@cdrich.net; cdrichtrade@163. con



F% &0 i 16 8 P52 WAR A B BR Y S
CHENGDU RICH SCIENCE INDUSTRY CO., LTD.
CDRIC"' Add: No.66, Tiangindong Street, West Hi~Tech Deve lopment Zona, Chengdu,

T P.R.C. 811731
Imisl = Tel: +86-28-66679718 Fax:; +86-28-86679716
Web: www. cdrich. com Email: cdrichtrade@cdrich. net : 315@cdrich. com

2017 m. sausio 19 d.

Paaiskinimas

Suinteresuotiems asmenims,

TUV Rheinland LGA Products GmbH, masy IS0 13485:2012 sertifikato
leidéjas, informuotas, kad ISO 13485:2012 kokybés valdymo sistema
atitinka visus bendrosios IS0 9001 kokybés valdymo sistemos ir ISO
13485:2012 versijos, kuri specialiai tik medicininiams produktams,
- reikalavimus. $iuo atveju, IS0 9001 sertifikatas nebuvo i€leistas nuo

2014-yjy mety.

Siuo metu mes turime ISO 13485:2012 sertifikatg, iSduotg 2015 m.
balandzio 17 d. Jj i$davé TUV Rheinland LGA Products GmbH.

Sertifikatas galioja iki 2018 m. baland?io 16 d.

Chengdu Rich Science Industry Co., Ltd.

No. 66, Tiangindong Street,

West Hi-Tech Development Zone, Chengdu, China 611731
Tel: +86-28-66679718 Fax: +86-28-66679716

E-Mail: cdrichtrade@cdrich. net; cdrichtrade@163. com
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EC Declaration of Conformity

Manufacturer: - whose single Authorized Representative:

Chengdu Rich Science Industry Co.,Ltd. ENGLOBER LTD.

Enterprises Registration Address: 61 De Mijiloc Street, Brasov, Romania
No.86 Tiangindong Street, West Hi-Tech

Development Zone,Chengdu, Chiria

Factory Address: &

No.66 Tiangindong Street, West Hi-Tech

Developmert Zone,Chengdu, China

We, the manufacturer, herewith declare that the products
Single Use Evacuated Blood Collection Needles
UMDNS-Gode: 12736;
miget the provisions of Directive 93/42/EEC which apply to them.

The medical device has been assigned to class lia according to Annex IX of the Directive

93/42/EEC. It bears the mark
C€o197

The product coricerned has been designed and manufactured under a quality management

syatem according to Annex: V of Directive 93/42/EEC.

Cumpliance of the designated product with the Directive 93/42/EEC has been assured via
assessment of the quality managernent system by the Notified Body

_TOv R:!xeiiplénﬁ LGA Products GmbH
TillystraBe 2, 90431, Niirnberg, Germany

following the procedure relating to the EC Declaration of Conformity set out in Annex V of
Directive 93/42/EEC.

This Declaration of ‘conformity is valid in connection with the release document for the

Tespective batch of produced devices.

The above mentioned declaration of conformity is-exclusively under the responsibility of

Company: Chengdu Rich Science Industry Co.,Ltd. __ %

Address: No.68 Tiangindong Street, West Hi-Tech Developme '[’Eﬁ ;
R iq

Chengdu, January 14, 2018 -

Piace, date

EC Declaration of Conformity
RQICE-ZKCXZ-C-13(DOC no., Revision)



EC Atitikties deklaracija

Gamintojas: Jgaliotasis atstovas:
Chengdu Rich Science Industry Co., Ltd. ENGLOBER LTD.
Imoné registruota adresu: 61 De Mijloc Street, Brasov, Rumunija

No. 66 Tianqindong Street, West Hi-Tech
Development Zone, Chengdu, Kinija
Gamyklos adresas:

No. 66 Tiangindong Street, West Hi-Tech
Development Zone, Chengdu, Kinija

Mes, gamintojai, $iuo dokumentu, patvirtiname, kad produktai
Kraujo surinkimo adatos

UMDNS-Kodas: 12736;
atitinka Direktyvos 93/42/EC jiems taikomas salygas.
Medicininis prietaisas buvo priskirtas in Vitro Diagnostikos medicinos prietaisy direktyvai 93/42/EC.

Ir turi Zyme
C € 0197

Produktas buvo sukurtas ir pagamintas vadovaujantis kokybés valdymo sistema, pagal In Vitro
Diagnostikos medicinos prietaisy direktyva 93/42/EC.

Nurodyto produkto atitikimas direktyvai 93/42/EC buvo jvertinas ir sertifikuotas Notifikuotosios
jstaigos

TOV Rheinland LGA Products GmbH
Tillystraf3e 2, 90431, Niirnberg, Vokietija

laikantis cirektyves 93/42/EC V priedo procediira, susijusia su EC Atitikties deklaracija.
Si atitikties deklaracija galioja sykiu su i§leistu dokumentu, pagaminty prietaisy atitinkamai serijai.
Si auk&tiau paminéta atitikties deklaracija i8skirtinai priklauso:

Imoné: Chengdu Rich Science Industry Co., Ltd.
Adresas: No. 66 Tiangindong Street, West Hi-Tech Development Zone, Chengdu, Kinija
/Antspaudas/

Chengdu, 2016 m. sausio 14 d. /Parasas/
Vieta, data Parasas, pareigos

EC Atitikties deklaracija
RQ/CE-ZKCXZ-C-13 (DOC no., Revision)
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CDR.C"* No e s e Rﬁ:-:?:z:izsirut '-at?i?:;—x Dovalopment Zone. Chengdu.

Add
ﬁmﬂﬁ ; ? B%'“r}s‘ BGTD'HB Fax: +86-28-66679716 :
2w S om uk L odrichtradefcdrich n

The 1% of June, 2017

Declaration

To whom it may concern,

We declare that Evacuated Blood Collection Tubes cap consi.éts of two

parts: plastic part and butyl rubber part. Cap is hemo repelleht and

safe for staff.

West Hi-Tech Development Zone, Chengdu, China 611731
Tel: +86?28r666797'1-8' Fax: +86-28-66679716

E-Mail: cdrichtrade@cdrich. net; cdrichtrade@lﬁ?). com
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CDR'CI_‘ CH U RI IENCE 1 STRY iy

Add: No. Gf.aTianqindong Street, West Hi—Tech Development Zone, Chengdu,

A P R.C. 811731
RISl Tol: +86-28-66679718 Fax: +86-28-66679716
Web : www. cdr ich. com Email: cdrichtrade@cdrich. net :

The 1%t of June, 2017

Deklaracija

Suinteresuotiems asmenims,

Mes tvirtiname, kad vakuuminiy mégintuvéliy kamétj sudaro dvi dalys:
plastikiné dalis ir butilo gumos dalis. Kam&tis yra hemorepelentinis

ir saugus personalui.

Chengdu Rich Science Industry Co., Ltd.

No. 66, Tiangindong Street,

West Hi-Tech Development Zone, Chengdu, China 611731
Tel: +86-28-66679718 Fax: +86-28-66679716

E-Mail: cdrichtrade@cdrich. net; cdrichtrade@163. com

Ll?L!JI'hH &
akeing
bendroyve
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* gy, e : g CHENGDL RICH SCIENCE INDUSTRY feter Sy 2 o ¥
Cmﬁgﬂl* Add: No. 66, Tiangindong Street, West Hi-Tech Development Zone, Chengdu,
TR g;‘?’-c%eguz-éz&ssmna Fax: +86-26-68679716
AR AR eb . www. odr i ch. cam ; il: edrio cdr ich net -

152cdrich. com

The 9™ of January, 2017

Declaration

To whom it may concern,

Hereby we declare that all the C.D.RICH® plastic vacuum blood
collection tubes, blood collection needles (including single-wing
piping needle with Luer Adapter and Butterfly double~wing needles

with Luer Adapter) provided by us are sterilized.

w5 Lk

West Hi-Tech Development Zone, Chengdu, China 611731
Tel: +86-28-66679718 Fax: +86-28-66679716

E-Mail: cdrichtrade@cdrich. net; cdrichtrade@163. com



RXEBBHRIAR P52 WA TR S BRI
CHENGDU RICH SCIENCE INDUSTRY CO, LTD.
CDRICI* Add: No. 66, Tiangindong Street, West Hi-Tech Development Zona, Chengdu,

Iﬁmm—ﬁ R.C. 811731

-480—28—{585797 18 Fax: +86-28-66679716
A Ema

Tel:
Web : ch. co il: cdrichtrade@cdrich net -

2017 m. sausio 9 d.

Deklaracija

Suinteresuotiems asmenims,

Mes patvirtiname, kadvisiC.D.RICHEDIastikiniaivakuuminiaikraujo
surinkimo mégintuvéliai, kraujo surinkimo adatos (jskaitant adatg

peteliSke su Luer Adapteriu ), yra sterilis

. Chengdu Rich Science Industry Co., Ltd.

No. 66, Tiangindong Street,

West Hi-Tech Development Zone, Chengdu, Kinija 611731
Tel. : +86-28-66679718 Faks. : +86-28-66679716

El. pa$tas: cdrichtrade@cdrich. net; cdrichtrade@163. com

Uzdaroji
akemg
bendrove
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- CORICH Zesamazusteeas I

Use lnstruction of C.D.'RICH-@ Needle Holdér

Usage: Used with evacuated blood collection tubes and blood collection needles to

collection venous blood specimen from patient for further determination.

Composition: A cylinder-shape plastic holder with screwing connection port.

Specification: 1). Short;  2). Long

Use instruction: _

4.1 Take out the product from the intact plastic packaging. Blood collection needle should
be screwed tightly into a needle holder.

4.2 leethepanemsmmadomwardpos:uon,faswnﬂwmwmquetmmﬁmem :

Sterﬂmeﬂ:cvan-pmatmgmkemoveﬂzemedlecapandpmmmem :
4.3 Push the tube into the holder in a center position. The venous blood will flow through
the needle into the tube. When blood flow is observed in the Piping needle with Luer
- Adatper, make the stopper-puncturing side of needle penetrate through the ‘stopper
into the tube. When penetrate the stopper, try to guarantee the needle penetrate -
through the center of stopper, otherwise blood collection may be affected.
4.4 Remove the tourniquet as soon as blood flows into the tube. (Tourniquet can not tie up
the arm for more than 1 minute). Always hold the tube upward and lower than the
venipuncturing point till vacuum in the tube disappear out for enough blood volume,
4.5 When all preset vacuum disappears completely and blood flow stops, gently extract
the tube from the holder.
461fmu1t1pletubesamnwded,useamﬁmoncmdmpeatﬂm Step 3~5 aﬁerﬂleﬁlst
fube is collected with blood.

. 4.7 As soon as blood stops flowing into the last tube, carefully remove the tube from the

needle and holder, and then remove the needle from patient.

4.8 Dispose the already-used holder safely according to the requirement local laws.

Precautions:
o Befomuse,thescremngportofﬁleholder slmlﬂdbemspectedcareﬁzﬂyto guarantee
good holder is used.

" {2)/Thie ncedle must be screwed fimhly into the holder. When putting the blood collection

tube into the holder, the needle should not loosen or loosen away from the holder.

(2) Single use only. Please dispose it with approximate method after use.
. Storage: This product should be stored in a ventilated dry place with no corrosive gas in

room temperature.

. Shelflife: Two (2) years after production.

- Producer: Chengdu Rich Science Industry Co., Ltd.
~ Address: No. 66, Tiangindong Street, West Hi-tech Developmmt Zone,

Chengdu, Sichuan, China 611731 :
Tel: +86 (28) 66679666 : Fax: +86 (28) 66679669
Hitp: //www.cdrich.com E-mail: 315@cdrich.com

EC REP: ENGLOBER LTD
Adress: 61 De Mijloc Street, Brasov, Romania



C.D.RICH® adatos laikiklio naudojimo instrukcija

1. Naudojimas: naudojamas su kraujo surinkimo mégintuvéliais ir kraujo surinkimo adatomis veninio
kraujo méginiy surinkimui i§ paciento tolimesniam nustatymui.

2. Sudetis: cilindro formos plastikinis laikiklis su uzsukamu prijungimo tasku.

3. Specifikacija: 1) trumpas; 2) ilgas

4. Naudojimo instrukcija:

4.1. Isimkite produkta i§ nepaZeistos plastikinés pakuotés. Kraujo surinkimo adata turi bati tvirtai
prisukta prie adatos laikiklio.

4.2. Paciento ranka nuleiskite Zemyn, uzverZkite aplink ranka turniket. Sterilizuokite venos pradirimo
vietg. Nuimkite adatos kamstelj ir pradurkite veng.

4.3. Istumkite mégintuvel] j laikiklj centrinéje pozicijoje. Veninis kraujas tekes per adatg j mégintuvélj.
Stebint kraujo tekéjimg adatoje su luer adapteriu, padarykite, kad adatos stabdymo pradiirimo (angl.
stopper-puncturing) Sonas prasiskverbty per kamstuka j mégintuvelj. Kai praduriate kam3tuka,
paméginkite uztikrinti, kad adata pradurty kamstuko centra, kitu atveju, tai gali paveikti kraujo
surinkima.

4.4. Nuimkite turniketa, kai kraujas teka j mégintuvelj. (Turniketas negali biiti uzdétas ant rankos ilgiau
nei 1 minutg). Mégintuvélj visada laikykite nukreipta j virdy ir Zemiau nei venos pradiirimo vieta,
kol i§ mégintuvélio ifeis vakuumas reikalingam kraujo kiekiui surinkti.

4.5.Kai ideis visas nustatytas vakuumas ir kraujas nustos tekéti, Svelniai itraukite meégintuvélj i3
laikiklio.

4.6. Jei reikia keliy mégintuveliy, naudokite kita ir pakartokite 3-5 Zingsnius, kai surinksite pirmg
mégintuvelj kraujo.

4.7. Kai kraujas nustos tekéti j paskutinj mégintuvélj, atsargiai nuimkite megintuvelj i§ adatos ir
laikiklio, tuomet istraukite adatg i3 paciento.

4.8. I8meskite panaudoty laikiklj saugiai, pagal vietos jstatymy reikalavimus.

5. Atsargumo priemonés:

1) pries naudojimag, reikia nuodugniai patikrinti uZsikimo vieta, kad uZtikrintuméte, jog naudojamas
geras laikiklis;

2) adaty reikia tvirtai prisukti prie laikiklio. Jdedami kraujo surinkimo mégintuvélj j laikiklj, adata
neturi biiti laisva ar atsilaisvinti nuo laikiklio.

3) Tik vienkartinio naudojimo. I¥meskite jj po naudojimo, atitinkamu metodu.

6. Laikymas: 8is produktas turi buti laikomas ventiliuotoje sausoje vietoje be koroziniy dujy
kambario temperatiiroje.

7. Galiojimo laikas: du (2) metai po pagaminimo.

Gamintojas: Chengdu Rich Science Industry Co., Ltd.

Adresas: Nr. 66, Tiangindong gatvé, West Hi-tech Development Zone,
Chengdu, Sichuan, Kinija 611731

Tel.: +86 (28) 66679666 Faks.: +86 (28) 66679669
http://www.cdrich.com el. padtas: 315@cdrich.com

EC REP: ENGLOBER LTD
Adresas: 61 De Mijloc Street, Brasov, Rumunija

inky asistenté
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CHENWI} RICH SCIENCE INDUSTRY GO, LTD,:
ClD! QICI"‘ Adwla A, "_'.'s;l‘ianqindong Street, West Hi-Tech Development Zone. Chengdu,
ERisiRy s - fol: "+8o-28-gas75718 Fax: +66.20-68679718
2 LHA

The 1% of June, 2017

Declaration

To whom it may concern,

We declare that shelf 1ife of PET Sodlum Citrate tubes 1s 12 months
and shelf life of other PET vacuum blood collection tubes 1s 15

months.

G >

Chengdu Rich Science Industry Co., Ltd.

No. 66, Tiangindong Street, = | ‘ ’
West Hi-Tech Development Zone, Chengdu, China 611731

Tel: +86-28-66679718  Fax: +86-28-66679716 |

E-Mail: cdrichtrade@cdrich.net; cdrichtrade@163. com
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CHENGDU RICH SCIENCE INDUSTRY CO., LTD.
CDRIC’ I Add: No. 66, Tiangindong Street, West Hi-Tech Development Zone, Chengdu,
BRI S TelCetlbitbesvoris F 86-28-66679716
el: — ax: +86—
Web @ vww. cdrich. com ﬁn:i 1: cdrichtrade@cdrich. net : 315@cdr ich. com
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The 1% of June, 2017

Deklaracija

Suinteresuotiems asmenims,

Mes patvirtiname, kad PET Natrio Citrato mégintuvéliy galiojimo
laikas yra 12 ménesiy ir kity PET vakuuminiy mégintuveliy galiojimo

laikas yra 15 ménesiy.

~ Chengdu Rich Science Industry Co., Ltd.
No.66,Tianqindohg Street,

West Hi-Tech Development Zone, Chengdu, China 611731
Tel: +86-28-66679718 Fax: +86-28-66679716

E-Mail: cdrichtrade@cdrich. net; cdrichtrade@163. com
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EC Certificate

Certificate Number: DGM - 887

This is to certify that the quality system of:

Vitrex Medical A/S

Vasekar 6-8
2730 Herlev
Denmark

has been approved in conformity with the requirements of:

Annex Il Full quality assurance system

of Council Directive 93/42/EEC concerning medical devices as ammended and transposed into
Danish law, excluding Annex I, section 4.

The certificate covers the following activities:

Design and Manufacturing of sterile blood lancets and sterile
safety lancets in class lla

This EC certificate is issued in accordance with Presafe Denmark A/S’ terms and conditions cf. Council Directive 83/42/EEC concerning
medical devices and entitles the manufacturer to affix the CE mark. The certificate is based on successful audit of the manufacturer. The
manufacturer is subject to periedical audits in accordance with the Directive.

Date of issue: 2016-07-07
Expires: 2021-07-07
Initial date of issue: ~ 2016-07-07
Reference: aur2a1606v10f836

Presafe Denmark A/S
Notified Body, Identification No. 0543
Tuborg Parkvej 8, 2900 Hellerup, Denmark

A DNV & NEMKO
COMPANY

@ DGM 2013-10-11
BL 11.0-008E v18.0



 ADNVENEMKO
- COWPANY B RS

The following product(s)/product families in class lla are covered by the certificate:

Blood lancets

Safety Lancets
Certificate nhumber: DGM — 887 Date of issue: 2016-07-07
Certificate type: EC Certificate Expires: 2021-07-07
Initial date of issue:  2016-07-07
Reference: aur2a1606v10f836
A DNV & NEMKO D G :
COMPANY
Page2of 2
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€ A DNV & NEMKO
COMPANY

Product List

The following products are covered by DGM — 887

Presafe Denmark A/S

Product | OEM Class Date for placing on the Product group | Product family on DGM —
market (with CE Mark) 887 covering the device
350213 | 01-0540 lla 2016-07-07 STEEL Blood lancets
365213 | 01-0539 lla 2016-07-07 Blood lancets
351213 | 01-0123 lla 2016-07-07 Blood lancets
352213 | 01-0128 lla 2016-07-07 SOFT Blood lancets
354213 | 01-0130 lla 2016-07-07 Blood lancets
357213 | 01-0132 lla 2016-07-07 Blood lancets
383113 | 01-161812B | lla 2016-07-07 Safety Lancets
384113 | 01-162616 lla 2016-07-07 Safety Lancets
385113 | 01-162118 lla 2016-07-07 LITE Safety Lancets
389113 | 01-162124 lla 2016-07-07 Safety Lancets
387113 | 01-162128 lla 2016-07-07 Safety Lancets
393113 | 05-051818B | lla 2016-07-07 Safety Lancets
394113 | 05-052618 lla 2016-07-07 Safety Lancets
395113 | 05-052122 Ila 2016-07-07 PRESS Safety Lancets
396113 | 05-052128 Ila 2016-07-07 Safety Lancets
397113 | 05-052118 lla 2016-07-07 Safety Lancets
398113 | 05-052828 lla 2016-07-07 Safety Lancets
393213 | 05-061818B | lla 2016-07-07 Safety Lancets
394213 | 05-062618 lla 2016-07-07 Safety Lancets
395213 | 05-062122 lla 2016-07-07 PRESS II Safety Lancets
396213 | 05-062128 lla 2016-07-07 Safety Lancets
397213 | 05-062118 lla 2016-07-07 Safety Lancets
398213 | 05-062828 lla 2016-07-07 Safety Lancets
373113 | 05-041818B | lla 2016-07-07 Safety Lancets
374113 | 05-042818 lla 2016-07-07 Safety Lancets
375113 | 05-042618 lla 2016-07-07 LITE II Safety Lancets
376113 | 05-042624 Ila 2016-07-07 Safety Lancets
377113 | 05-042118 lla 2016-07-07 Safety Lancets
378113 | 05-042124 lla 2016-07-07 Safety Lancets
399913 | 05-0226 E] 2016-07-07 FLEX Safety Lancets
399813 | 05-0228 lla 2016-07-07 Safety Lancets
373213 | 05-091818B | lla 2016-07-07 Safety Lancets
374213 | 05-092818 lla 2016-07-07 Safety Lancets
375213 | 05-092618 lla 2016-07-07 LITE I Safety Lancets
376213 | 05-092624 lla 2016-07-07 Safety Lancets
377213 | 05-092118 lla 2016-07-07 Safety Lancets
378213 | 015-092124 | lla 2016-07-07 Safety Lancets
331213 | 06-102030 lla 2016-07-07 Safety Lancets
332213 | 05-101428 lla 2016-07-07 Safety Lancets
333213 | 05-101025 lla 2016-07-07 Safety Lancets
334213 | 05-108575 lla 2016-07-07 Safety Lancets
335213 | 05-106514 lla 2016-07-07 Safety Lancets
i 4 Presafe Denmark A/S
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Presafe Denmark A/S

A DNV & NEMKO
COMPANY

"The products on this list have been accepted by Presafe Denmark A/S"

Date: 2016-07-07

(i Az

fc"’&é i/, J{wﬂ
Name and signature: Mads Hofman /
Title: Lead Auditor/Assessor

: . Presafe Denmark A/S
© Presafe 2013-10-04 Tuborg Parkvej 8 Phone: +45 3945 4399 .
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/Logotipas: Presafe/ A DNC & NEMKO/ COMPANY/

CE Sertifikatas

Sertifikato numeris: DGM-887

Tai patvirtinimas, kad kokybés sistema, kurig taiko:

Vitrex Medical A/S
Vasekeer 6-8

2730 Herlev

Danija

buvo patvirtinta, kad atitinka $iuos reikalavimus:

I Priedas Pilna kokybés uztikrinimo sistema

i% 93/42/EEC Tarybos direktyvos dél medicinos prietaisy, kaip pritaikyta ir perkelta j Danijos teising sistemag,
i&skyrus II Priedo 4 skyriy.

Sertifikatas apima §ias veiklas:

Steriliy kraujo lancety ir steriliy apsauginiy lancety, atitinkaniy IIa Kklase,
dizainas ir gamyba

Sis EC sertifikatas skiriamas pagal Tarybos direktyvos 93/42/EEC sglygas ,Presafe Denmark AJS*, del
medicinos prietaisy ir suteikia gamintojui teise naudoti CE Zyme. Sertifikatas paremtas sekmingu gamintojo
auditu. Gamintojui atlickami periodiniai auditai pagal direktyva.

/Parasas/
Heldi Jorgensen [§leidimo data: 2016-07-07
Jgaliotas asmuo Galioja iki: 2021-07-07
Pirmo i§leidimo data: 2016-07-07
,.Presafe Denmark A/S* Saltinis: aur2al606v10f836
Presafe Denmark A/S

Notifikuotoji jstaiga, Identifikacinis Nr. 0543
Tuborg Parkvej 8, 2900 Hellerup, Danija

/ Logotipas: Presafe/ A DNC & NEMKO/ COMPANY/
/Logotipas: DGM/

©DGM 2013-10-11 o
BL 11.0-008E v18.0 Puslapis 1 13 2
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/Logotipas: Presafe/ A DNC & NEMKO/ COMPANY/
Sis sertifikatas apima toliau i§vardintus produktus / produkty grupes:

Kraujo lancetai

Apsauginiai lancetai

Sertifikato numeris: DGM — 887 I8leidimo data: 2016-07-07
Sertifikato tipas: ~ EC Sertifikatas Galioja iki: 2021-07-07
Pirmo isleidimo data: 2016-07-07
Saltinis: aur2al606v10£836

/Logotipas: Presafe/ A DNC & NEMKO/ COMPANY/
/Logotipas: DGM/
Puslapis 2 i§ 2
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A DNV & NEMKO
COMPANY

Presafe Denmark A/S

Produkty sarasas

ISvardintus produktus apima DGM — 887

Produktas| OEM Klasé I$leidimo | rinka Produkto grupé | DGM — 887 produkto
data (su CE Zyme) grupes prietaisas

350213 | 01-0540 lla 2016.07.07 STEEL Kraujo lancetai
365213 | 01-0539 lla 2016.07.07 Kraujo lancetai
351213 | 01-0123 lla 2016.07.07 Kraujo lancetai
352213 | 01-0128 lla 2016.07.07 SOFT Kraujo lancetai
354213 | 01-0130 lla 2016.07.07 Kraujo lancetai
357213 | 01-0132 lla 2016.07.07 Kraujo lancetai
383113 | 01-161812B | lla 2016.07.07 Apsauginiai lancetai
384113 | 01-162616 Ila 2016.07.07 Apsauginiai lancetai
385113 | 01-162118 lla 2016.07.07 LITE Apsauginiai lancetai
389113 | 01-162124 lla 2016.07.07 Apsauginiai lancetai
387113 | 01-162128 lla 2016.07.07 Apsauginiai lancetai
393113 | 05-051818B | lla 2016.07.07 Apsauginiai lancetai
394113 | 05-052618 lla 2016.07.07 Apsauginiai lancetai
395113 | 05-052122 Ila 2016.07.07 PRESS Apsauginiai lancetai
396113 | 05-052128 lla 2016.07.07 Apsauginiai lancetai
397113 | 05-052118 lla 2016.07.07 Apsauginiai lancetai
398113 | 05-052828 lla 2016.07.07 Apsauginiai lancetai
393213 [ 05-061818B | lla 2016.07.07 Apsauginiai lancetai
394213 | 05-062618 lla 2016.07.07 Apsauginiai lancetai
395213 | 05-062122 lla 2016.07.07 PRESS II Apsauginiai lancetai
396213 | 05-062128 lla 2016.07.07 Apsauginiai lancetai
397213 | 05-062118 lla 2016.07.07 Apsauginiai lancetai
398213 | 05-062828 lla 2016.07.07 Apsauginiai lancetai
373113 | 05-041818B | lla 2016.07.07 Apsauginiai lancetai
374113 | 05-042818 lla 2016.07.07 Apsauginiai lancetai
375113 | 05-042618 lla 2016.07.07 LITE Il Apsauginiai lancetai
376113 | 05-042624 lla 2016.07.07 Apsauginiai lancetai
377113 | 05-042118 lla 2016.07.07 Apsauginiai lancetai
378113 | 05-042124 lla 2016.07.07 Apsauginiai lancetai
399913 | 05-0226 lla 2016.07.07 FLEX Apsauginiai lancetai
399813 | 05-0228 Ila 2016.07.07 Apsauginiai lancetai
373213 | 05-091818B | lla 2016.07.07 Apsauginiai lancetai
374213 | 05-092818 Ila 2016.07.07 Apsauginiai lancetai
375213 | 05-092618 lla 2016.07.07 LITE Il Apsauginiai lancetai
376213 | 05-092624 ! 2016.07.07 Apsauginiai lancetai
377213 | 05-092118 Ila 2016.07.07 Apsauginiai lancetai
378213 | 015-092124 | lla 2016.07.07 Apsauginiai lancetai
331213 | 06-102030 lla 2016.07.07 Apsauginiai lancetai
332213 | 05-101428 lla 2016.07.07 Apsauginiai lancetai
333213 | 05-101025 lla 2016.07.07 Apsauginiai lancetai
334213 | 05-108575 lla 2016.07.07 Apsauginiai Ianceta'!

F33521 3 | 05-106514 lla 2016.07.07 Apsauginiai lancetai

Tuborg Parkvej 8 Tel.: +45 3945 4999
DK-2900 Hellerup

Danija
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Presafe Denmark A/S
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A DNV & NEMKO
COMPANY

,Siame sgrade esantius produktus patvirtino Presafe Denmark A/S”

Presafe Denmark A/S

Data: 2016.07.07

Vardas ir paraas:

Pareigos:

© Presafe 2013-10-04
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Mads Hofman

i KQ’/C{; //é, Lastonn

Vyriausias auditorius / vertintojas

Tuborg Parkvej 8
DK-2900 Hellerup
Danija

Presafe Denmark A/S

Notifikuotoji jstaiga Nr.. 0543
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Tel.: +45 3945 4999
El. padtas: Presafedk@
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