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MiniCollect* Complete 810-0NE
0.5 ml /0.8 ml CAT Serum Sep Clot Activator
pre-assembled with Carrier Tube 13x75 50 pcs.
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EU Declaration of Conformity
to REGULATION (EU) 2017/746 OF THE EUROPEAN PARLIAMENT AND OF THE
COUNCIL of § April 2017 on in vitro diagnostic medical devices

Manufacturer: Gralner Blo-0One GmibH SRM- MR,
Bad Haller Stralle 32
4550 Krermamlnster

Hssiria
Praduction Grednar Bio-Cina GmbH
Locstion: Bed Hellar Sirale 32
A550 Kramamurelar
Aushria
Prosiuet MniCobact® CAT Sarwm (Sep) TUBE

Product Groupe  {lor delsls plaase refer to page )

BASIC-UDI-DI (GMNE  MniCollect® CAT Serum Sep TUBE: &1200175TG00000459%
MiniColleci® CAT Serum TUDE: 91 2001 FSTGO000450y

Classification: Class A acoonding lo Regulaton (EU) 201 77745 of the european pafiament and af
the councll of 5 April 217 on in vitro disgrostic medical devices, Anmae W
Classification Rules - Rula 5

GMDN Codelsk  MiniCollech® CAT Serurn Sep TUBE: 58138
MiniColacs® CAT Sarum TUBE; SE140

W harewilh declare urder aur sale resgonsibllity that the products specfied above meal he
provisions of tha above-mantioned Regulation. All supporting documentation s ratained under the
premises of the manufaciuner.

Conformity Assessmant procedurs acc. to Annex Vol the Regulation (EU) 2017746

Standarnds J common specificalions:
Reder to tha sl of applicable {(harmonlzed) standards and common specifications in the Techical
Documentatan.

Kremaminster, 20.05.2022 QM } .
/

Sambs
Bt ualty Marager
h Grainar Bio-Ona Ausiria
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PRODUCT GROUP Product name - detailed product description ltem numbers
MiniCallect® CAT Sarum MiniCollach® TUBE Dﬂ.ﬂ mil CAT Serum Sep Clot —
TUBE vator
Sep goki cap
MiniCallect® CAT Serum | MiniCollecio TUBE 0.5 1 1 ml CAT Sarumn Clot Aclivalor .
TUEBE red cap
. MiniCollech® Complate 0.5 7 08 ml CAT Serurm
“”Wﬁguﬁ;ﬁés‘”m' Separator Clot Activator 450648
P goki cap, pre-assambled with Carriar Tube 13275
MiniCo CAT Serum ki Colech® EhampElBII;I.E {1 ml CGAT Sarurm Clod
I HT“L.IEBE fclivatar _ 450540
rad cap, pre-assemblad with Camier Tube 13075
MimCollect® Complate 0.5 F 0.8 ml CAT Serum
MiniCollect® CAT Serum Saparator Clot Aclivalar 450868
Sep TUBE gold cap, paper labal, pra-assambled with Carrier Tubs
13x7T5
bniColachE Complefe 0.5 /1 ml CAT Sarum Clod
MiniCoblachi CAT Sarum Activatar 5056
TURE red cag, paper label, pre-assemblad with Carmar Tuba
13x75
MinCallectfh Comgplata 0.5 7 0.8 ml CAT Semum
MinsCalleshl CAT Seaum Saparalor Clot Activetor ABD148
Sep TUBE gold cap, ISLAR barcode label, pra-assambled wih
Carrier Tuba 13x75
MiniColech® Complese 0.6 1 1 ml CAT Serum Clof
MimCollech® CAT Sarum Activator 4B0548
TUBE red cap, G-barcode label, pre-pssembled with Carmar
Tube 1375
MiniCollects Complala 0.5 7 0.8 mi CAT Serum
MiniCollectit CAT Serum Saparator Clat Activrlor ABOSEE
Sap TUBE goid cap, G-barcode labal, pre-assemblad with Carrier
Tulpa 13x7T5

Declammtion of Gomlormity - MinColkeo® CAT Serum {Seo| TUBE

Poma T onl 7






B DEKRA

EC CERTIFICATE \

Number: 2018306CED1

Production Quality Assurance

Directive 93/42/EEC on Medical devices, Annex V
(Devices in Class | in sterile conditions and sterilised systems or procedure packs)

Manufacturer:

Allion B.V.

Macroweg 10
5804 CL Venray
The Netherlands

For the preduct category(ies)
Sterile wound dressings

DEKRA grants the right to use the EC Notified E
the CE Marking of Conformity on the products

0344

Documents, Matfammebasisofwscerhﬁcaw f ‘

Certification Notice 2018306CN, lmtlally dﬂbd 1 .1‘ n
Addendum, initially dated 12 December 2002 74

DEKRA hereby declares that the sk messbid g
Hulpmiddelen', mmwmdmmmvwweec"

andvssub;eatopenodlcalsuvetlame §
meneoessaylfmnabomelaedbmemnﬁyassuaneesystemdﬂnmm ndudry
reference to the relevant documentation, ofﬂreprodudseonoernedaadheassessmems
Centification Notice which forms an integrative part of this certificate.

This certificate is valid until: 11 March 2023 { /
Issued for the first time: 1 June 2002 ) A (411
Revised: 21 December 2018
Reissued: 28 September 2018
DEKRA Certification B.V.
TN Ak
A ( AN v/ g
QI T, 'J~ J WA /
i v
B.T.M. Hoitus J.A. van Vugt
Managing Director Certification Manager

© Integral publication of this certificate and adjomning reports is dllowed
DEKRA Certification B.V. is Notified Body with ID no 0344

DEKRA Certification BV. Meander 1051, 6825 MJ Amhem P.O. Box 5185, 6302 ED Amhem, The Netheriands
T #3188 96 83000 F #3188 96 83100 www.dekra-centification.com Company registration 09085396



B DEKRA

ADDENDUM

Belonging to certificate: 2018306CEQ1

CE MARKING OF CONFORMITY
MEDICAL DEVICES

Sterile wound dressings | I
Issued to: ’ “‘ V
| |
Allion B.V. O -
Macroweg 10 //’/A//f;’,//f/ i j " ‘
5804 CL Venray _ 7 ;y///// i i
The Netherlands /g//// ! M
s ‘_// / f // / ||||"'?||
//// (f{)

Initial date: 12 December 2002
Revision date: 28 September 2018

DEKRA Certification B.V. ey |
__/_-’T—- [f I'l1 "\ ‘/ M A {
AL /W ﬂ i,

B.TM. Holtus JA. van Vugt

Managing Director Certification Manager

@ Integral publication of this certificate and adjoming reports is allowed
DEKRA Certification B.V. is Notified Body with ID no 0344

DEKRA Certification BV. Meander 1051, 6825 MJ Amhem P.O. Box 5185, 6802 ED Amhem, The Netheriands
T #3188 96 83000 F +31 88 96 83100 www.dekra-certification.com Company registration 09085396






Manufacturer:

ECDECLARATION OF CONFORMITY

MWame: Changzrhou Hualian Health Dressing Co., Ltd.
Add: Mo 55 Tuejin Road, Zouqu Town, Changzheou City, Jiangsu Provinee, PEQFLE'S REFUBLIC OF CHINA

European Bepresentative:
Mame: Shanghai International Helding Corp. GmbH (Europe)
Add: Exffestrassze 80, 20537 Hambuwrg, Germany

Product Name: Non-stenle Bandage
Model: A-Elastie fabne, B-FE, C-FU

Size: 30mm=30mm 30mm=40mm, IMmm=22mm, 38mm= 1émm  38mm=1%mm  38mm =3 8mm

45mm =] (pam,
S0mm= 1 Fmm,
T0mm= 1 Smm,
T2mm =4 5mm,
B0mm = 58 mm,

10 = & 0mm,

45mme= 5 lmm,
f2mm=I6mm,
Tl 2 5mm,
Témm> ] Ymm,

8 2o 2 5mm,

10]lmm=44mm.

55mm=19%mm, 56mm=2%mm, 5Tmm=]5mm,
62mm=50mm, 6Imm=2mm, §imm=]%mm,
T0mms Timm, 72mms1%mm, 72mm=25mm,
Témmx25mm,  Témm* 38mm,  76mrm= 4 Smm,

5Tmm=2]1mm,
6 5mm =4 {mm.
T 2mm = 3{imm,

T6mm = 50mm,

40 1 mm,
G0mm = | Bmm,
Tlmmx 1 2mm,
T2mmx=38mm,

Tomm:= 7 &pam,

83mm:5Tmm, 38mm:3Bmm.  OSpim 50mm, 95momx65mm, 1 00mm=3 (oom,

101mm = 50pum,

10 lmm=Témm, 4Momx] 000mm,  600mmx1000mm,

80{hommee 1 000, 400mmex 500 0mm, §00moec 5000mm ., 8 (W 500 0mm, $22mm_ $25mm

Intended nze:
MNon-stenls bandage 1= mainly nsed for small wound and cortical trauma care.

Product Picture:

T

A- Elastic fabric B-FE

C-FU

Rizk Class of the Device: The medical device has been assizned to class [ | Rule 4 according to AMNNEX VIIL,
Medical Device REGULATION (EU) 201 7/745.

UMDNS code: 10275

Basic UDI-DI: 63417626000VD

Standard: /

Conformity Assessment Route: Self-declaration of Conformity

We herewith declare that the above-mentioned products meet the provisions of the following Medical
Device REGULATION (ELTy 2017/745. All techmical documentations are retained under the
pronuses of the manufacturer.

Changzhou Hualian Health Dressing Co., Ltd. is exclusively responsible for the declaration of
conformity.



DIRECTIVES
General applicable directives:
Medical Device REGULATION (EU) 2017/745

Notified Body: /

Identification Number: /

CE Certificate No.: Not yet Valid until: /
Date CE mark was affixed: /

Position: Manager Representative
Date: 2021-01-20







VITREX

EC Declaration of Conformity

Manufacturer: Vitrex Medical A/S
Vasekaer 6-8
2730 Herlev
Denmark
SRN (Single Registration
Number): N/A
Product ;
u Product Name Basic UDI-DI
REF
520213 Vitrex® Alcohol Swabs, 70% Isopropyl Alcohol 15706860202135
521213 | Vitrex® Alcohol Swabs, 82% Ethanol 15706860212134
22213 Vitrex® Alcohol Swabs, 82% Ethanol with 0.5% 15706860222133
Chlorhexidine
Classification: Class I, according to annex VIl (EU) MDR 2017, rule 1

Conformity assessment route: EC conformity declaration according to annex Il and 11l of
the Regulation (EU) MDR on medical devices.

We hereby declare that the medical device(s) specified above meet the provisions of the
Regulation (EU) 2017/745 on medical devices.

This EU declaration of conformity is issued under the sole responsibility of Vitrex Medical

A/S.
VITREX MEDICAL A/S
Signature: Vasehar 6.5 Place and date of Issue
N DK-2730 Herlev
L/ 5 TEL. +45 4484 7011
. EAX: 445 4453 1711
y S ZAh. VITREXGVITREX DK Herlev, January 13, 2022
574 o
J’éter Jargensen

Quality and System Manager

Vasekaer 6-8 - DK 2730 Herlev - Denmark

s Phone +45 4494 7011 Fax +45 4453 1711
&mgroup vitrexgvitrex.dk - www.vitrexmedical com
CVR No: 14728732 - VAT no. DK 15341939




& BD Microtainer®
Contact-Activated Lancet

For Capillary Blood Collection * 3a B3emaHe Ha kanunspHa kpbs * Pro odbér kapildmi krve »
Til kapiller blodpravetagning * Zur kapilléren Blutentnahme * INa cuMoyr TPIXOEISIKOD
afpatog * Para la extraccion de sangre capilar * Kapillaarvere kogumiseks *
Kapillaariverinaytteitd varten * Pour prélévement de sang capillaire * Za vadenje krvi iz kapilare »
Kapillris vér vételéhez < Fyrir bl6dtoku dr d  Per il prelievo di sangue capillare *
KeinTambipAaH Kau any ywid « 2|8 x§ &S » Skirta kapiliariniam kraujui imti *
Asinu savaksanai no kapilariem ¢ Voor capillaire bloedafname * Voor capillaire bloedafname »
Do pobierania krwi kapilamej * Para Colheita de Sangue Capilar * Pentru recoltarea

sangelui capilar * [l B3sTA KanunnApHoi kposu * Na odber kapilarnej krvi * Za odvzem
kapilarne krvi * For kapillar provtagning * Kilcal Kan Toplanmasi icin * [ins B3aTTA
KaninapHoi kposi * Fi F 3% 4 E 40 1L & I i

1 2 P 3 4 ‘$

UNIVERSAL PRECAUTIONS: Handle all biologic samples and blood collection "sharps” (lancets,
needles, luer adapters, and blood collection sets) in accordance with the policies and procedures
‘of your facility. Obtain appropriate medical attention in the event of any exposure to biologic
samples (e.g. through a puncture injury) since samples may transmit viral hepatitis, HIV (AIDS),
o other infectious diseases. Utilize any built-in used needle protector if the blood collection
device provides one. Discard all blood collection “sharps" in biohazard containers approved

for their disposal.

cms ® @ A :/;i’" Rx Only (USA)

 taallBecton, Dickinson and Company Limited, Pottery Road, Dun Laoghaire, Co. Dublin, refarid

Techni ns? www.bd.com/vacutainer or email vacutainer_techservices@bd.com

Call Toll-Free 1.800.631.0174 (USA Only)

 US. Patents Nos. D532,517, D538,934, Patent Pending i

8D, BD Logo and al other trademarks are property of Becton, Dickinson and Company. ©2012 8D Made in Poland




@ NSAI

Quality System Approval Certificate

Medical Devices Directive 93/42/EEC

The National Standards Authority of Ireland as a duly designated
Notified Body, (identification number 0050), for the purposes of the European Communities
(Medical Devices) Regulations (51 No. 252 of 1994)

APPROVES THE QUALITY SYSTEM APPLIED BY
Becton, Dickinson and Company Limited

Potterv Road
Dun Laoghaire
Co Dublin
Ireland

to the Product Family

Manual blood lancet, single-use (BD Microtainer® Contact-
Activated Lancets)

GMDN Code: 61578

on the basis of examination under the requirements of Directive 93/42/EEC on Medical Devices Annex V.
The use of the NSAI Notified Body identification mumber 0030 in conjunction with CE Marking of
Conformance for this product family is hereby authorized.

Registration Number: 252.010
Original Approval: 18 April 2013
Last Amended on: § January 2019
Remains valid unril: 17 April 2023
x‘r Lo ‘-‘l'h :""T - owma pfarphia
Signed: i D L
Approved by Agproved by
Geraldme Larkin Sassoe Mhasphy
Chiefl Exgrusrve (Hficer, NSAI Eoropesn Medieal Dessee Operations Mensger

This certificate remains valid on condition that the Approved Quality System is maintained in an adequate and efficacions manner
Dretails of the corrent product range and operational locations inchided within the scope of this approwval can be obtained from NSAT

National Standards Authority of Ireland, 1 Swift Square, Northwood, Santry, Dublin 9, Ireland.

Cert-115: EC Amnex V NL A4 (7)




