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‘Lorne Laboratories Ltd
4 Unlt 1 Cutbush Park Industrial Estate
_ Danehill

~ Lower Earley
Berkshire RG6 4UT UNITED KINGDOM

U.L'LLC?[UL}-iSSu'es'_this certificate to the Firm named above, %fter assessing the Firm’s quality system
- andfinding it in compliance with: ' C
 15013485:2016 |
| EN 'ISO 13485:2016
gE
- The manufacture ofln vitro dlagnostlc blood grouping reagents The purchase for resale of in vitro
. 'diagnostlc serology test kit.
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' il Distinguished Member of the Technical Staff
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B File Number A12241 Cycle Start Date  June 26,2018
Certlflcate 1458, 180626 Effective Date June 26,2018
i Initial Issue  June &6 2018 Expiry Date May 22, 2020

Thls quality system registration is included in UL’s Directory of Registered Firms and applies to the provision of goods and/or
. services as speciﬂed in the scope of registration from the address(es) shown above. By jssuance of this certificate the firm
i 'represents that it will maintain its registration in accordance with the applicable requirements. This certificate is not transferable
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~ EC DECLARATION OF CONFORMITY

Lane Laboratories Ltd declares that the following in vitro diagnostic reagent:

Productname | Catalogue number
Strep Test kit 860050

has been classified as non List A, non List B (Directive 98/79/EC, Annex Il)

“and complies with the essential requirements and provi'sitns of Directive

98/79/EC of the European Parliament and of the Council (also S| 2002
No:618 which transposes the requirements of Directive 98/79/EC).

andis in confdrmit_y with the national standards transposing harmonised

. standards:

BS EN 980:2008

BS EN ISO 13485:2012

BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 182

@ e ® ® e ® ®

The conformity assessment procedure -performed was in accordance with
Annex |1l of Directive 98/79/EC.

This declaration of conformity is issued under the sole responsibility of Lorne

Laboratories Ltd and is valid from 24 March 2016.

L =FT

Eddy Velthuis
Technical Director

Lorne Laboratories Limited | Tel:+44 (0) 118921 2264
Unit 1 Cutbush Park Industrial Estate /|- Fa: +44 (0) 118 985 4518
Danehill| Lower Earley | Email: irfo@lornelabs.com
Berkshire RG64UT Unjte¢ Kingdom | www.larnelabs.com

Registered offics as above. Registered in 't_-]glu'w;l Mo, ASANTAT, VAT o, KOO 3655 65
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" 1
[EC-Declaration of Conformity

Manufacturer:
Classification:

EC-Declaration of Conformity -

Page 1 of 6

According to Directive 98/79/EC on in-vitro-diagnostic devices, Annex llI

nal voh minden GmbH, Carl-Zeiss Str.12, 47445 Moers
Other Products

We herewith declare on our sole responsibility that all batches of below mentioned In-
vitro-diagnostic devices are conform with the Essential Requirements Annex | of the
directive 98/79/EC of the European Pariiament and of the Council of 27 October 1998
on in vitro diagnostic medical devices. The products are suitable for the intended
application (only professional users).

Relevant standards and guidelines are applied.

C-Declaration of Conformity

141000 NADAL® EARLY hCG Pregnancy 153002 NADAL® hCG Pregnancy TEST 10
dipstick miU/ml — Urin/Serum
1410GG_55L | NADAL® EARLY hii 153003 NADAL® hCG 25 miu/min Dipstick
dipstick ! 153003_SSL | NADAL® hCG 25 mlU/min Dipstick
= P Test 2
181007, NADAD Jnm. regnancy Test 25 161001 NADAL® hLH Ovulation rapid test
miU/ml dipstick :
142000 NADAL® EARLY hCG 10 mlU/mi 161001 _SSL | NADAL® hLH Ovulation rapid test
cassette 162001 NADAL® hLH Ovulation rapid test
142002 NADAL® hCG Pregnancy Cassette 162001_SSL | NADAL® h{H Ovulation rapidtest
Test 25 miU/ml = =
- 16400 %
143003 NADAL® hCG Pregnancy Tests 10 : MADRLHTTEEoVletion SO M
rolu/ml dipstick BN
143004 NADAL® 1G5 ¢ 25 miljim dipstick s i i
R mlU/ml dipstick
143004_SSL | NADAL® hCG t 25 mlU/ml dipstick 165001 SSL | NADAL® hLH Ovulation 30
144001N-10 | NADAL® hCG Pregniancy Test, mlU/ml dipstick
Midstream 20 miU/mi cassette _165002 NADAL® hiLH Ovulation_rapid_tests_-
151002 NADAL® hCG Pregnancy | {2,5mm)
151002SE NADAL® hCG Pregnancy rapid test 165003 NADAL® hLH Ovuiation rapid test
151003 NADAL® hCG Test 10mIU/ml 165003_SSL | NADAL® hLH Ovulation rapid test |
Urin/Serum Dipstick 166001 NADAL® hLH Gvulation 30 miU/ml
152000 NADAL® hCG Pregnancy 10 miU/ml cassette
cassette 172001 NADAL® FSH cassette
152002 NADAL® hCG Pregnancy 25 miU/ml 172001 SSL | NADAL® FSH cassette
cassette - - — -
172003N-10 | NADAL® FSH cassette
152003 NADAL® hCG Pregnancy Test 20
mlU/mi cassette S/P/W — 194002 NADAL® pH-Test
REV1O

2017-03-24

L Page 2016

201001 cassette

201001_SSL 262002 NADAL® H.Pylori Antigen cassette

202001 NADAL® Syphilis cassette 262003 NADAL® H. pylori Ab cassette

202001 SSL | NADAL® Syphilic cassette 262004BUL | NADAL® H_avlori Scan Ab cassefte

203001 NADAL® Syphilis rapid tests 262004BUL | NADAL® H. pylori Scan Ab cassette

203002 NADAL® Syphilis rapid tests N-10

203002_SSL | NADAL® Syphilis rapid tests 200 DA mFOBCossEre

221001A NADAL® Strep A dipstick 272001 _SSL | NADAL® FOB cassette

221005 NADAL® Strep A reagent 1 272008 ADAL FOb cascette

221006 NADAL® Strep A reagent 2 272007 NADAL Fibitip Complex cassette

221050N-50 | NADAL® Strep A plus rapid tests 272010 NADALEFOR cassette

222001A | NADAL® Strep A cassette 27201, NADAL Wb tipicassette

222007 NADAL® Strep A plis cassette 272011N-25 | NADAL® Hb/Hp cassette

222008 NADAL® Strep A plus cassette 272015 NADAL® Hb/Hp Complex cassette

222011 NADAL® Strep A plus cagsette 272015_SSL. | NADAL® Hb/Hp Complex cassette

2220498UL | NADAI ® Strap AScap Cassette 272016 NADAL® FOB plus cassette

2220498UL- | NADAL® Strep A Scan cassette 272031RU | NADAL® Hb/Hp Complex cassette

MMNOOH NADAL® Strep B cassette Mwmcw;c. NADAL™His/Hp Complex cassetie

232001 SSL, | NADAL® Strep B cassette 272031RU_ | NADAL® Hb/Hp Complex cassette

232005 NADAL® Strep Breagent 1 SSL

232006 | NADAL®Strep Breagent2  —— — -272035— | NADAL® FOB60-plus-cassette ———

241005N-10 | NADAL® Influenza A+B dipstick 272035 5SL_| NADALS FOBGO plus cassette

241006N-25 | NADAL® Inflienza A+B dipstick 272037 NADAL® FOB & Hb/Hp patient set

242001 NADAL® Influenza A+B cassette 272040 NADAL® FOB I Cassettes

242006N-10 | NADAL® Influenza A/B cassette 272041 NADALS FOBEO Cassette

252001 NADAL® Mononucleosis cassette 272041 _SSL | NADAL® mOmmo Cassette

252002 | NADAL® Mononucleosis dipstick 272047 | NADAL®FOB75 Cassette

252003 | NADAL® Mononucleosis cassette 272043 NADAL® FOBTS il Cassette

252003N-20 | NADAL® Mononucleosis cassette 282000 NADAL® Troponin | cassette

252005 NADAL® Mononucleosis positive 282001 NADAL® Troponin | cassette
conrtol - 282001_SSL | NADAL® Troponin [ cassette

252006 NADAL® Mononuciensls hegative 28900 NADAL® Trop |, CK-MB, Myoglobin
conrtel i b i Combi- cassette

1252017N-05 | NADAL® Mononuclepsis cassette 282015 - NADAL® Troponin | cassette

262001 NADAL® H.Pylori Grp { .MWNSH ~'1| NADAL® Myoglobin cassette

T wwmm\mm e 292001805 | NADAL® Myoglobin cassette J
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302001 MNADAL® CK-MB cassette 472003N-10 | NADAL® Malaria 4 species cassette
302001_S5L | NADAL® CK-MB cassette 472003 _55L | NADAL® Malaria 4 species cassette
311003 NADAL® CrP Dipstick 472008 NADAL® Malaria 4 species cassette
1311004 ~NADAL® CRP plus Dipstick. - 472009 NADAL® Malaria Pf/Pv Ab cassette
311006 NADAL® CRP plus Dipstick 472030N-25 | MADAL® Malaria Pf/Pan Ag
312001 MADAL® CrP cassette 45pedes cassette
S NADAL® High sorsitive P 472030N-10 | NADAL® Malaria Pf/Pan Ag
cossetle a472036N-25 mﬂﬁﬂﬂﬂﬂﬂm “.é_ugum
312017 | NADAL® CRP Quant RFiD chip ASpediescassatte E
312021BUL | NADAL® CRP Quant cassette 481002 NADAL® Adenovirus rapid tests
312021NBU | NADAL® CRP Quant cassette 481003 NADAL® Adenovirus rapid tests
W.MNMnoowz.wn NADAL® Tuberkulose I2G/igM 481004 NADAL® Rotavirus rapid tests
cassette 481005 NADAL® Rotavirus rapid tests
3Z22003N- NADAL® Tuberkulose lgG/lgM 481006 NADAL® Adenovirus 40/41 strips
30_ssL cassette 481007 NADAL® Adenovirus 40/41 strips
331001 NADAL® Mikroalbumin Dipstick 221008 NADAL® Adenovirus Respiratory
331004N-50 | NADAL® Mikroalbumin Dipstick rapid tests
333001 NADAL® Mikroalbumin Dipstick 421013 Adenovirus Positive Contral
351006 NADAL® D-Dimer cassette, 481015 MNADAL® Rota-Adenovirus cassette
351006_S5L | NADAL® D-Dimer cassette 481015_S5L | NADAL® Rota-Adenovirus cassette
351007 NADAL® D-Dimer cassette 481015N-20 | NADAL® Rota-Adenovirus cassette
374018 qlabs aPTT-INR Control- 481016 NADAL® Adenovirus cassette
431001N-03 | NADAL® PROM Test Dipstick 481015 SSL | NADAL® Adenovirus cassette
431001N- MNADAL® PROM Test Dipstick 481017 MADAL® Rotavirus cassette
o 451049BUL | NADAL® Rota-Adenovirus Scan
431001N-10 | NADAL® PROM Test Dipstick cassette
431001N- NADAL® PROM Test Dipstick 481049BUL- | NADAL®™ Rota-Adenovirus Scan
10 SSL 10 cassette
431001N-20 | NADAL® PROM Test Dipstick 421000N-10 | NADAL® RSV plus Dipstick
| 431006N-03 | NADAL® PROM Amniotic fluid 491000N- | NADAL® RSV plus Dipstick
Dipstick 10_55L
431006N-10 | NADAL® PROM Amniotic fluid 491003N-25 | NADAL® RSV Dipstick
i Dipstick 491005 NADAL® RSV cassette
F-431006N-20 WMMMMM PROM Armniotic flutd 451008BUL | NADAL® RSV Scan cassefte
nuﬂao.mz.um _NADAL® Malaria Pf Ag test cassette 491009 NADAL® RSV-Adeno Resp cassette
ATZO0IN- | WADAL® Malaria PP Ag test cassette 491015 MADAL®RSV Dipstick—————
25 SSL 485001 NADAL® MRSA Screen Latex-
472003N-25 | NADAL® Malaria 4 species cassette E.cﬂimzoaﬂmﬂ
REV1OD
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495001_S5L° | NADAL®™ MRSA Screen Latex- 552020 | NADAL® Legicnella Urine Antigen
Agglutinationstest ‘test
501006 NADAL®™ E.cofi 0157 Cassette 562003N-10 | MNADAL® BCA/HB inkl;
501006_S5L | NADAL® E.coli 0157 Cassette 562003RU MNADAL® BCASHB inkl.
501012 NADAL® EHEC Verotoxin 1-2, feces 572004N-10. | NADAL® Streptococcus
- cassette 4 10 pheumoniae cassette
501012_55L | NADAL® EHEC Verotoxin 1-2, feces 572005 NADAL® Legionella/S. pneumonia
- cassette d 10 cassette . -
511002° NADAL® Cryptosporidium Dipstick S80005N-25 | NADAL® TSH cassette
511006 NADAL® Cryptosporidium cassette 582003 NADAL® C. difficile Toxin A/B
511006_S5L | NADAL® Cryptosporidium cassette Gassette
AL® C difficile Toxi B
521001 NADAL® Giardia Dipstick SERGRLSEL [ NADAL® C-difficle Toxm 4/
521004 NADAL® Crypto/ Giagdin et <tips 582004 NADAL® Glostridium Difficile GDH
521006 NADAL® Glardia cassette 582008 NADAL® Clostridiurn Difficile Toxins
521009 NADAL® Giardia cassette ALB cassette
521010 NADAL® Giardia-Cryoto-Comboa. | 582009 NADAL® C. perfringens Ag cassette
casseite 582009 SSL | NADAL® C perfringens Ag cassette
521010_SSL | NADAL® Giardia-Crypta-Conibo - 582016N-10 | NADAL® Clostridium Difficile Toxin
casselte A+B/GDH Cassette
532001 SSL | NADAL® Dengue tassette G0000ZN-30 | NADAL® Rheumnatoid Factor test
532001N-25 | MNADAL® Dengue cassatte cassette
532002N-25 | NADAL® Dengue cassette 611003N-10 | NADAL® Gonorrhea cassette
532003N-25 | NADAL® Dengue cassette 611003N- MADAL® Gonorrhea cassette
= 107550 :
532004N-25 | NADAL® Deny eth =
- b i 611005N-10 | NADAL® Gonorrhea cassette
mwm.wmmz A AL Do g SRRg e 612004N-25 | NADAL® CCA (Bilharzia) cassette
532011 NADAL® Dengue IgG/IgM cassette 622001N-30 | NADAL® HAV IgM test cassette
532011N-25 | NADAL® Dengue IpG/IgM cassette £22040N-30 | NADAL® HEV igM cassette
532012N-25 | NADAL® Dengue NS1 Ag Cassette G22070N-30 | NADAL® HAV 1gG/IgM cassette
532016N-25 | NADAL® Dengue NS1 Ag+lgG/igh 622070N- | NADAL® HAV IgG/IgM cassette
Cassette 30_S5L
1"5472001N-25 | NADAL® Tetanus cassette 652001N-30 | NADAL® Chagas tgG cassefte
552005 NADAL® Legionella Urin Antigen 65Z00IN- | NADAL® Chagas IgG cassette
g Rl cassette 30_S5L
- [:552005.55L | NADAL® tegitnelia Urin Antigen BE2001N-30. | NADAL® leithmania cassalte
T e cassette 672001N-30 | NADAL® Filariasis cassette
= mrm.nmcm NADAL" Legioriella Urin Antigen 572001N- NADAL® Filariasis cassette
g cassette”™ 2= 30 S51 == . -
552006_SSL | NADAL® Legionella Urin Antigen 522002N-20 | NADAL® n:_rﬁw::_..u” g
, cassette Cassette
~SREVIE 2017-03-24
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692001N-30 | NADAL® Typhus Cassette 870001 NADAL® _.ﬁ_._m Borreliose Cassette
692001N- NADAL® Typhus Cassette ;

30 _S5L 920001 NADAL® Norovirus Cassette
712001 NADAL® AFP Cassette i
[ 712001_55L | NADAL® AFP Cassette "920001_SSL | NADAL® Norovirus Cassette
722003 NADAL® CEA Cassette 920002 NADAL® Norovirus I+ Il Cassette
722003_S5L | NADAL® CEA Cassette
[ L] i ;
300001 NADAL® Celiac Disease TG 920002 SSL | NADAL® Norovirus_ I+ Il nmﬁmﬁm
L T 1010002N- | NADAL® Cholera 01/0139 cassette
720001 _S5L | NADAL® Celiac Disease tTG 20
Cangs = 1120003N- | NADAL®Candida Albicans (Cassette
790002 NADAL® Celiac Disease tTG & 20 420)
Gliadine Cassette
- 1130002N- | NADAL® HSV-1 IgG/lgM - Herpes-
795002 NADAL® ASO Latex 0 Srplex.Virus :
1130003N- | NADAL®HSV-2 [gG/IgM - Herpes-
795003 NADAL® ASO Latex % precoier i
FIS00E NADAL® CRP Latex 1200001 NADAL® Lactoferrin ~ Test ~ Feces
(Cassette & 10)
795006 NADAL® CRP Latex 1201004N- | NADAL® Ferritin cassette
795008 NADAL® RF Latex - 0 X
795008 S5L | NADAL® RF Latex 1212001 ﬁzhou»urm,nm_uaﬁa: ~Test — Feces
- - a
® -
795009 NADAL® RF Latex 1212001_55 | NADAL® Calprotectin — Test— Feces
795010 NADAL® RPR Carbon Latex L (TK&10)
795011 NADAL® RPR Latex 1212002 NADAL® Calprotectin +Lactoferrin |
s hL ViR 1222001 ﬂﬂmmmﬂzﬁx =
irus — Test — Fe
T NADAL® VDAL Sy terovirus — Test ces
795017 NADAL® Waaler Rose Latex 1222001 _5S | NADAL® Enterovirus — Test — Feces
795018 NADAL® Waaler Rose Latex £ {TK 310}
795024 NADAL® IM Latax 1232001 Mu?ﬁ“xnm-:%w_ obacter — Test —
—— — ces-{TK a1
L]
730027 NADALTPHA 1242001 | NADAL® Salmonella spp. — Test —
795028 NADAL® TPHA Feces {TK 4 10)
795030 NADAL® Rose Bengale 1242002 NADAL® mm__._._o_._m“m ﬂ.ﬁz Test—
850003 | NADAL®Astrovirus Test Cassette Feces (TK 210}, - e 4
s 1252001 NADAL® :nmﬁ.qm..n Eﬁﬁﬂu
- 3 s = = 10} Lt t
850003N-10 | NADAL®Astrovirus Test Cassett =
: L= S Losseie 1262001 §§r-_m%§n§amu
10} s :
- 860001 | NADAL®Berice Jones Proteinurle | (1262002 zpuk-_aﬂm@ dﬁm.mwmqwm «Wn
Dipstick — Feces (TKa u%,
1320002 NADAL™ HB _._m_..ﬁmﬂcam: _u_um:nw 2
(3 50 : \
REVID
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This documerit is valid until 23.03.2019.-

Moers, 24.03.2017
nal von minden, GmbH -

Sandra von Minden

CEO

nal von minden GmbH
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1320003 NADALE HE Kontroll Dipstick (3 2) * 2210001_55 _ NADAL® lgE cassette . .
1320004 NADAL® HE Kapillarrshrchen 10 1l L

y (50
2020001 | NADAL® Entamoeba cassette . o Aa TEe = =
Ncmcocu_.lmw NADAL® Entamoeba cassette
L
2200001 NADAL® |gG cassette
2201001N- | NADAL® IgE cassette
10 -
2210001 NADAL® IgE cassette

2017-03-24
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Society of persons. . ) \ Doc ref.: DoC2012 vs. 01
Wi t_h' -herhophil_ia Declaration of Conformity | Page: 1 0f 2

DECLARATION OF CONFORMITY

1) Manufacturer wems, deparmeny: Society of persons with hemophilia
' Address: 4 Noviy Zikovsky proyezd, Moscow, Russia,

and

2) ' European authorized representative: CEpartner4U BV,

Address: ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS;

. {on product labels printed as:
: CEparlner4U ESDOORNLAAN 13,3951D8B NIAARN THE NETHERLANDS. www.cepartnerdu.eu)

3)  Produ CtIS! (name, rypa or modetfbarch number, etc.):

- Hemostasis reagents
‘sge appendix

4) The product(s) described above is in conformity with:

Tttle ! Document No. | Date of issue
!n wrro D|agnost|c Medical ' !
i Devices Directive | 98/79/EC ! 1998-10-27

§)  Additional information (conformity procedurs, Notified Body, CE cartificate, Registration ni., etc.):
Conformity assessment procedure for CE marking: Medical Device Directive, Annex |l

Moscow, Russia; 2012-5-0?'-02

Yury Zhulyov, President, Society of persons with
_ _ hemophilia
(Place & date of issue (yyyy-mm-dd)) = (name; funclion and signature of r'rianufacrurer)

Maarm, NL: 2012-07-02 £ £
i Olga Teirlinck, Consultant, CE‘.Epartner4U BV

(Place & date of issue (yyyy-mm-dd)) (name; function and signature of authorized representative)

Declaration form: Standard ISO/IEG 1705012004
vs. 2011-X "%
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. Society of persons Declaration of Conformity
| Page: 2 of 2

- with hemophilia-

i Appendix
B4 ) i

S e Date: 2012-07-02
L ist of devices,

GMDN- | Date of CE."
code compliance

Typel modellref
number

Thromboplastin rabbit/ IS
WHO/BS/95.1796

I - ! Kit for APTT

.. |APTT+est | determination/instruction | Low" - 2012-07-02
| B : ' for use ActinsFS ] |

Kit for fibrinogen
determination/2 1S for
Fibrinogen Plasma ver.4
dated 01/04/2008

Control plasma/Standard
Human Plasma Siemens

Kit for thrombin time
determination/2 IS
thrombin human NIBSC
! code 01/580

1l SERTERlI I Kit for antithrombin Il
01 e determination/2 IS :
Rv:;achrom AT ] Antithrombir Plasma Low 2012-07-02
NIBSC code 93/768 re ]

I Dévice name Risk class

RENAMPLASTIN 2012-07-02

Fibrinogen-test Low 2012-07-02

Plasma N Low 2012-07-02

T

' [ Thrombin-reagent Low | 2012-07-02




| C@partnerdl

Unofficial frahstation by CEpartnerdlU

~ ¥ Return Addres's P.O. box 161 14 2500 BC The Hague The Netherlands

CEpartner4U B.V.
Aftn.: Ms. O. Teirlinck
Esdoornlaan 13

3951 DB MAARN

Date: January 18, 2013

Subject:  your notification of In-vitro diagnostics
' Our refererice:

CIBG/Informatie/20122505 |

Dear Madarﬁ Teirlinck, '

On December 21, 2012 | have received your notification conform
Article 4, paragraph 1 of the Dutch Decree on:in- vitro diagnostics
(BIVD) to place under the company name Society of persons with
hemophilia with European representative CEpartner4U B. V. as in-
vitro diagngstics on:the European market.

The products are registered as in vitro diagngstics under number(s):

- Society of'persons with hemophilia Hemostasis reagen{s

(NL- CA002-2013-26466)

With this you have fulfil your obligation regarding-Article 4, BIVD

You are requested to use this numberin all future communication
regarding the above-mentioned product. No further rights -can be
derived from this numbers; it is only used to’simplify the processing of
the notification.

The registration of in vitro diagnostics medical device on-the basis of
the classification criteria (Annex Il) of the Directive 98/79/EC
concerning medical devices for in-vitro diagnostic is subjected to
possible revisions of European regulations on the classification of
medical devices and advances in scientific'understanding- (see article
10, first paragraph of directive 98/79/EC).

Page 1 of 2



| Cepartnerdl |
Unofficial translation by CEpartner4U

| _Notificalfcn'of in-vitro Dfagnosli'c Madical Devices implies that the

manufacturer, Society of persons with hemophilia has placed the
CE conformity-marking on the meritioned .product(s) before being
placed on the EU market As such, GEpartner4U guarantees that the
in-vitro diagnostics meet the essential requirements-as -set out in
annex | of the Directive 98/79/EC (and the correspondmg part 1-of
the Dutch Decree.

For completeness please note that an in-vitro diagnostic product must
meet the requirements as set out in the BIVD. The BIVD is based on
Directive for in-vitro diagnostics, 98/79/EC. Special attention should
be given to the language requirement as applied in the Netherlands,
the requirements for disposal of the technical documentation and the
duty of having the Post Marketlng Surveillance.and vigilance system.

Fmaﬂy I point out that with your notification — the administrative
notification as manufacturer — and this:letter there is no judgement
about the status of classification of yoiir product. Notification does not
mean that there is a confirmation of an actual in-vitro diagnostic
device medical device under the present laws and directives. In
occurring cases the ‘Inspection of Public Health' , in charge of
supervision on fulfilment of the law , can take.a point of view on the
status of the product according lo the consisting jurisprudence.
- Whereby at the end it is up to the-national judge to decide whether a
product comes under the definition of an in-vitro.diagnostic device.

The Minister of Health, Welfare and Sports,
On behalf of the above,
Farmatec | CIBG

H

Drs. I. van den Berg
Head Cluster Information

Page 2 of 2



; | Certiicate ES10/81

: The'man'égjeﬁ'ler;t'sysiﬁrh'oi

DELTA AB,SL.

it 3 4t Bt I Poligonolndustrlal LaLlana, Plaza De LaVerned
b : 5 i 08191 Rubi, Barcelona. ‘Spain

has been assessed and certified as meetmg the fequarementa ar

150 13485:2016
N ISO 13485:2016

'i e For the following acliviiés

Das:gn, manufacture and sa!e of sterlle and nonsterile medical devices
for the collection, transport and conservatron of biological samples for

|~ clinical and IVD analysis.
Dlstributlon of non-active medu%al dev:ces and in vitro diagnostic
iz medical devices.

Diseno, fabrlcacu‘m Y comercnahzaclén de productos sanitarios

estériles yno estériles para la toma. transporte y conservacion de

il E | - muestrds biologicas para analisis clinicos y de IVD.
g D[stnbucién de productos #amtarlos no activos y productos sanitarios

: i i i para dlagnostico in vitro.

B ~ Re cerlif catlon audi d ue before 10 September 2022
- s . Issue 9, Certified since 12 October 2010

Authorised by

UKAS

MANAGEMENT
SYSTEMS

0005

! : SG§ United ngdom Ltd
Rossmore Business Park Ilasmara Port :Cheshire CHE5 3EN UK




lm deltalab QUALITY POLICY bl

DPP-01

9 1/1

Deltalab SiL. def“nes and makes public its commitment to Quality, with the aim to create value and
aatnsfy all its mterested part|es

1 S:hareh'olders i
Members of the organisation
Customers and suppliers
Al members of the surrounding community

The development of this Quallty Policy is carried out with the philosophy of Continuous Improvement and
with the support of all the processes described in our Quality Management System, in order to achieve the
followmg objectives:

1, Become leaders in the design and manufacture of single use products for the laboratory.
2. Bring solutions to cover the current and future customer needs, related to:

“Reach a high level of innovation
research centres, key oplmon leaders and experts, both local and international.

e Design, manufacture and sale of laboratory material for the collection, transpon ancl
conservation of samples for microbiology, molecular biology, haematology, hicchemistry,

- histology, microscopy and colorimetric analysis.
» Design, manufacture and sale of sterile and non sterile medical devices for the collection,

transport and conservation of biological samples for clinical and IVD analysis.
» Commercialization of equipment for the storage of prepared samples, cryogenic stored
samples, general labware and industrial packages.

Maintain a constant growth, both in local and international markets, by means of mergers,

acquisitions and by launching new products.

Achieve the full satisfaction of our customers, by means of a strict compliance to the agreements
and expectations agreed with them, as well as the excellence in the service.

‘of our products and processes, in cooperation with unlverCIt'eg,

Fuif‘ | the legislation and regula?‘:ory requirements applicable to the activities carried out by the
company,. including those appheable to the quality of products.

Achieve and keep a hlgh motlvatmh and involvement of all members of the organlscmon
suppliers, distributors and cuetomers by fulfilling the highest Quality standards.

- Establish.a close relatlonshlp with the suppliers and guarantee tthe maximum gquality of materials

f fsupplled by means of. quahty agreements

The Quality System is perlodlcally rewewed to define the required actjons to ensure. that

4
!
%

v

JOSEP SA
March 20

The System is effi qent S0 that it is a tool for the routine of all the members of the arganisation.
The customer needs, requ|rements and expectations are always met. - F

All members of the orgamsatlpn are familiar with and know the Quailty obJectlves and the
Quality: Policy, and that adequate training plans are defined to achieve them; | ey

Encourage the Contmpous Improvement Philosophy.

V4 '
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TUVRheinfand

C e rtificate

The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

KABE LABORTECHNIK GmbH
- Jagerhofstr. 17
51588 Niimbrecht
Deutschland

has establxshed and applles a quallty management system for medical devices
‘for the following scope: |

- Design and develo ment, production and distribution of
in .vitro diagnostic devices and consumption materials
" for sample withdrawal, preparation and storage
as well as single-use medical dewc?s

Proof has been furnished that the requirements specified in
EN ISO 13485:2016

are fulfilled. The quality management system is subject to year!y surveillance.

:Effective [ate: .2018-10-16

Certificaite Registration No.; SX 60133221 0001

_An audit was pérforrhed. Report No.: ' 21234760 009

This Certificate is valid until; . 2021-10-15

Certification Body

(DA k1< S

.+ Deutsche
- Akkreditierungsstelle
| D:ZM-14169-01-02

o e :’?_"«'

Date 2018-10-12

TUV Rheinland LGA Products GmbH - Tillystrafie 2 - 90431 Nurnberg

Tel.; +49 221 B0B-1371 Fax; +49 221.806-3835 e-mail.cerl-validity@de.tuv.com hitp:/Awww.luv, com/safety




Capillary blood eollectlon system |
Caprllary blood eollectlon GK ; |

-Capillah'y blood colleetlon GK._, = Lo 2= Tep T
It consists of a prepared test vessel and a prepared plastlc end to-end collection capillary with 4
-stopper - . ' £V
» Easy hand]mg
» Plastic capillary* with exact filling volume; complete inner surface prepared, unbreakable
» Collection vessel serves as- centrlfugal vessel; prepared for all common tests
* Light protected, tinted vessels for bilirubin analyses ==~ |

o with conformity certificate in accerdance with the Welghts and Measurement Regulations

F ill the capillary with capillary-blood from a. horlzontal\ position.. -
Af‘ter filling let the blood flow into thevessel from a vertical position (shake out remaining blood).
« Remove the capillary, press on the attached stopper and mix or centrifuge.
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