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Head of Certifrcation/Notilled Body

EC Certificate
Full Q!alily Assurance System
Directive 98/79/EC on ln Viko Diagnostic l\,4edical Oevices (IVDD), Annex lV exc uding (4, 6)
(List A and B and devlces for self-tesiing)

No. V1 040330 0182 Rev.01

Manufacturer: DiaMed GmbH
Pra Rond 23
1785 Cressier FR
SWTZERLAND

Product Category(ies): Products for blood typing
ABO, Rh, Kell, ouffy, Kidd, irregular and RBC
antibodies

The Certification Body of TtJv SUD Producl service GmbH declares that the aforementioned
manufacturer has implemenied a qualty assurance syslem for design, manufacture and final
inspeclion of ihe respective devces / device families in accordance wth IVDD Annex lV. This
quality assurance system conforms to the requiremenls ofthis Directive and is sLrbject to periodical
surveil ance. For markeling of List A devices an addiuonal Annex lV (4) cedifcate is mandatory. All
applicable requirements of the testing and cerlificalion regulahon of TUV SUD Group have to be
complied with. For detarls and certfcate validlty see: www.tlvsud com/ps cert?q=c€rt:VT 04033q
0182 Rev 01

Report no,:

Valid from:
Valid untll:

Oate, 2422-44-13

TUV SLID Producl Service GmbH is Notified Body with identi,lcalion no. 0123

TtiV SUD Producl Serulce GmbH 'Certilication Body . R dlerctraBe 65 . 80339 l,,lunich . Germany
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Full Qualiiy Assurance System
Di.ective 98/79/EC on ln Vilro Diagnostic [4edlcal Devices (IVDD), Annex lV excluding (4, 6)
(Lisl A and B and devlces for self-tesling)

No. V'l 040330 0182 Rev.01

EC Gertificate

Model(s):

Facility(ies):

lD System
(cards, reagents, cells)
Dialvled MP-Test
(microplates, sera, cells)
Products for conventional testing
(sera, reagents, cells)

For details on the Annex ll List A-products see
respective Design-Examination Certif icates

For details on the Annex ll List B-products see
the device list below

Dialvled GmbH
Pra Rond 23, 1785 Cressier FR, SWTZERLAND
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EC Certificate
Ful Ouality Assurance System
Directive 98/7g/EC on ln Vitro D agnost c IVedical Oev ces (IVDD) Annex lV excluding (4 6)
(Lrst A and B and devices for se f-tesiinq)

No. Vl 040330 0182 Rev. 01

SeveralAnnex Il List A devices as specified in the corresponding design

examination certificates and the following Annex ll list B devjces:

lD-system cafds:

ld-n' 50531: LISS/Coombs

ld-n' 50270r DiaClon Anti-Jka

ld-n" 50280r DiaClon Anli-Jkb

ld'n" 512501 DiaCton Anti-Jka/Jkb

ld-n" 51270 lO"Card Anti-Fya / -Fyb

ld,n' 50350r tD-Card Anli-Fya

ld-n" 50360 lD-Card Antr-Fyb

ld-n'50380: lO-Antigen ProfiLe ll

ld-n' 50390: lO-Antigen Profile lll
ld-n" 50510: Reverse Grouping with Antrbody Screening

ld-n' 50571: DiaScreen

ld-n'50581: LISS/Coombs + Enzyme Test

ld-n' 50550: Reverse Grouping with Ant body Screening 4/2

ld-n' 50540: Coombs Ant-lgG

Reagents ard tes, sera for the lD-System:

ld-n' 09210: lD-Anti Fya

ld-n' 09310: lD-Anti Fyb

ld-n" 45140i lD-Antigen Profi e lll (lD-Testsera Anti-[4,-N,-S,-s,-Fya,-Fyb (6x1,4mD)

ld-n' 45460: lD'Antigen Profie lll (lD-Testsera Anli-M,-N,-S,-s,-Fya,-Fyb (6x5,Oml))

ld-n" 461 80i lD-Anti-Fya/Fyb
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TUV SLID Product Service GmbH is Notilled Body with identirlcation no. 0123

TtiV StiD Produci Serv ce GmbH . Cenlfcation Aody.Rid erstraBe 65.80339 i\.-4unich. Germany
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EC Certificate
Full Quality Assurance System
Direct ve 98/79/EC 0n In Vitro Diagnost c IMedical Devices (IVDD), Annex lV exc uding (4, 6)
(List A and I and devices for se f{esting)

No. V'l 040330 0'182 Rev.01

Test cells for the lD-Systen:

ld-n" 45184r lD-DiaCell l-ll-lll
ld-n" 45330: lD-DiaCell l-ll-lll Asia

ld-n' 45194: lD'DiaCell lP-llP-lllP
ld n" 45151: lD-DiaCell l-ll
ld-n" 06070: lD-DiaCel Pool

d-n" 45161: lD-DiaPanel

ld-n" 45171: lD-DiaPanel-P

1d n'05980: tD-Dia (Diego) positive

ld-n" 06291: lD-l Negaiive Cell

ld n'45070: lD Diascreen I ll lll-lv VP-VIP

ld-n' 45200: lD-DiaScreen l-ll-lll-lV
ld-n' 45210: lD-DiaScreen VP-VIP

ld-n' 45660 lD-DiaScreen Prophylax

ld-n'45670 1D-DiaPanel Plus 6

Diaelon blood grouping reagents:

ld'n" 17620: DiaCton Anti-Jko

ld-n' 17720: DiaClon Anti-Jkb

ld-n" 14070: DiaClon Coombs-Serum Uncolored

ld-n' 14060: DiaClon Coombs-Serum Green

@

Polyclonal blood grouping rcagents:

ld-n' 14710: Coombs-Serum lgG

ld-n" 16070: Coombs-Control lgG

ld-n'17610: AntrJkr

ld-n" 17710: Antr-Jkb

ld-n" 192'10: Anti-Fya

ld-n" 19310: Anti-Fyb
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EC Gertificate
Full Qualty Assurance System
D reclive 98/79/EC on ln Vitro Diagnostic Med cal Devices (tVDD), Annex lV exc uding (4 6)
(L st A and B and devices for self-tesUng)

No. Vl 040330 0182 Rev.0'l

Test cells:

ld-n'16080i

ld-n" 45220

ld-n'45230:
ld-r" 45241:

ld-n'06060:
ld-n" 08770:

ld-n" 08780

OlaCell Dia (Diego) positive

DiaCelll+ll
DiaCel l+ll+lll
DiaPanel

lD-DiaCellSF

tH-QC7

JH-OC8

SOLUTIOI{S:

()i" *i:e
TorlLAs *

&rr*k$

Page 5 ol5
T(JV SUD Product Service cmbH is Noiiiled Body wth ideniillcation no. 0123

TIJV SUD Producl Seru ce GrnbH 'Ceidlication Body . Rtdtelslra[e 65 .80339 [4un ch , cemany
TUV'

g)

EE
IJJ
(J

a
oo
t,

E
G,
ul
(J

a

s
es
L
llJ
a,
a
fr{r
*tq
sd
RE

a
lrl

(J
II
F
E
u,t
(J

a

-
lL

ac
u,




		2023-07-14T11:20:16+0300
	Moldova
	MoldSign Signature




