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b,{l Declar-ation of c o nfbllni{y

$ures uncler own resplnsi!:illty and decla res that the products
nforrnity with applicabld provisions and full'ill the e$sential
rctive 9{}/79/EC of j27 Octoher 1998 regarding in vitrr: diagnostic

Other devi*is (all dev ces excel:t Annex Il and
selF-.testing dlevtces)

Annex lil (ndt inc,uding section ll).

ZAO "Veclo[-13est"

Address: Al-lC, Kollsovo,
Novos,ibrrsk llegion. 630559, Rrr:rsia.

Tel. r-7 (383) 363 20 60,
Fax: +7 (3BQ) 303 35 55

Eiorc,n Gnibfl,

isl ; r 4.q (0) p21 57'20 515,
lax: +49 (0) 2-1 57?.0 916

flLrrat Klrlrsainov
General Director ;iAO (Vector-Best)

RM

ZAO ''Vector.Best" l'te re hy
listed on pages 2-4 are in c
requirements of Anrrex I Di
medical devices.

Al q s_qr!!9!9!_9lp_t9cl.! cl!-

ManufactuTer:

Date. 2013104112

Rev. 0l



,i.
No. Product n a rlre lclFntification data REF

I Vectohep A-191\l
h-LISA kit fcr deton.nination of {gM l0 hepatitis A
V ILIS D-0352

2. Vectohep A-lgG ELISA kil ft)r quantitative and qualitatrve
d(:termination of lqG to hepatitis A virus D-0302

3, Ve ctohep TTV-ltJG ELISA liit for deter ination of lgG to'l'f virus D-0802

4. Vectohep E- gc ELISA kit {rir ciete l tlation of lgG 10 hepattt s E
virLrs D-'1050

5, Vectohep E- lg N4
ELISA kit for deiqfrnlnatioD of lgM t.c) hepatitis E
vtrLls D-1058

6. Vectohep G-lgG ELISA
VIfLIS

detdf n n:rtion of lc lrepatitis G I D-1252
lolKlt gG

7 LyrneBesflgc ELISA kit fof cleierminat on
bciffeli0sis;rltonts

of inl'ectious | ,.,,".0G Io

B, LymeBesl- gM brmirration of iglM infectious j D_1454
to{::f-lSA kit fot de

borreliosis a!Jer'r ts

I RecombiBest an tipa lljd U n- lglG
l'or ,retui ni ,at on o|r.r(; tr l-reporten a l O_.,UU,

ELISA Kit
pallidurrr

10.
Recotn biB est an tipaliicj|-r
total antillodios

ll-

Itt RecombiBest an tipa tlidLr
gM

n- Et_tsA kir
p a llicl L.rm

for d eterrnination gMl ID Treponema I o-., uSu
of

12.
RecombiBest antitratliclU
total antibod ies

l EL SA kit fot cletdnninatlon
Tteporrerna 1-ra lliclLrrln

cf total !tniibod ie s '" i D-18s7

13. VecioHSV-1,2 - lgc
vifus iypes '1 and 2

'4 Vectol-tSV ^ tg N4

,l

15. VectoHllv-8 - lgc
I

J6. VectoHHV-O - 19G
jnation of lqlG to frLrrran herpes ] D_2166v rus lyFre t)

17. Ureaplasnla u fe aiyticu nl
igG-ElA-BEST

18. [.Jreaplasma urealyticr]tn
igA-ElA-B EST

VectoParotitis- gG'19. rnaiion of lgG to par0titis virlrs D-26A2lL':l-lSAktfot
24. Vecto Pafotitis- lg l\4 lglV to par is virus j O-ZaO+

ol ctCi fr^""*;l
J D-2752

21 . Toxocara- lgG- E lA-B HS.jT

22 Oplsthofchias is -. ISJG-[_l
BEST

to op isthorch iasis I U_rnU,

23.
D-3356



Zxtt;;lre c t0i'- xiesr;' Rev. 0 ll, L-C fOH

ljC t)cr;lar.ation,rl oolr{blrlrity Page i oI4

antlgens

24. Ascar-rd-l gG-ElA-BESI F!lSA kit fof deter^rnir'lation of l(J(] to Ascaris
lunrbricoides

D"3452

AE Lamblia-a ntibod i@ s-F / L:-.lSA kit Fof detplllination of loc l"cr[4 and lgA to
l-anrblrar an tibod iq:j

D-3552

Lamblia-l gI/l-E A-BEiS- T--l- ISA kii for dete rrnirtatiorr of ltlfrl to Lamblia
arltibodle s

27. Larn blla-anLig en- E lA' t3 S1 ELISA kil for cleteI|rlir'ration of Lamblja antigen D-3550

28.
1-le icobacter pylo[i-Car
antig en-ElA- ll EST

I kit 1'or dqtenninatior.r of totitl antibodies to
CagA FlelrcobactdI py]ofi D-37 5?_

29. TSH-EIA.BEST llLlSA kit for determlnation of colrcentration of
ihyro jd-stir.r'rLr laiin g hof n.rone

x-3952

30. T3 iotal'ElA-BEST ELISA ki1 ft)f detqr r.rirrLrilon of co rr cel)l:ra tion of total
triiodothyroni re x-3954

31 T4 IOIA.EIA-BEST li.t-lSA kil for detqfrn nation of conce[rt[ation oF total
lhyfoxfle x-3956

32. Anti-TPO-ElA, BEST EL-lSA l(it fof determir-ration oF arltibody
cor'tcentrirti,lr to tltVf operOXidat 5e x-3968

33. PAPP.A-E]A-BEST ELIS/\ kit for qetefmination of c;oncentration of
pfegTlaric;y-assoclated plasma proiein A D.4160

34
iVycoplasnta hor.Ilil tIs-|
EIA-BES''1'

rU. El,lSA kit for clellc:rmin ation of Igci to lvlycoplasnra
homir'ris

D-4352.

35
[\4yco]-rla s tna hominrs-l
BEST

A-l: lr\- EL.ISA kit 1of deferrninatjon of lgA k) l\,4ycoplasma
h(tmillis

36 l\4ycoplasma pneLlntoTl
lgG-E1A-BE{iT

il e- ELISA kit 1or deterrination of lgG to Mycoplasma
pneumonia-o D-4362

37.
l,,,lycoplasma pneLlf rot-l
lgN/-ElA-BEST

ae- ELISA kit 1'or cle(errninaiion of lgtvl t() Mycoplasma
pneumonlao D,4366

3B Vectocrimear't .- Cl-li: s(i
EL-lSA kit foI dctermination of lUCi to Criinean-
Congo llenrorrt'ra0 c fever vifus D-5052

39 Veciocritnearr .- Cl I : g l\rl
EL-lSA kit foi dote nr'rir'ra tion ol lSJ.!l to Crirnean-
Cor.rglo hernorrlr::1i1ic fevef vrrlrs D-5454

40. CEA-ElA-BE:S l [:l-lSA kit fo' dotonrir.]ation of cOncentration of
carci noe rr'rbryon i(t a ntigerl T-8454

41 AFP.EIA-BES-I ELISA kit ior cleternrnalioir of ooncent[ation of
A phi: f--€)tal frfoieirl T-8456

CA- 125-EIA'BEST ELISA kit for detef r'rlination of conceniration of
onconra rke,r CA- 125 T-8466

43. cA 19-9-EtA-E{_S I llLlSA kit ior dcriprmination of c,f,nc,e,rllration of CA
-19-!) T-8470

44 CA 15-3-EtA-ElES t ELlSiA kit for clcitennination of c0ncentration of
oncomarl(Erf CA 'lIl-3 r-8472

IE NSE-EIA.BFS-I- El--lSA kit fof clcdennination of ccncenlTation of
neur,:n s 1:ecific e[o ase T-847'6



46

47.

Fc ritin-ElA-BES'l Ll.-lSy'\ ktt loi cle tef rr i

feirit n
1io n of conceniratioit of

T-85 52

A-8660

Procalcitonin-E lA.BFS.f

NTproBNp-ElA_BESt

Troponin l-E/A-BESI'

ELISA kit for cleteftninalion of concentratio
l^ l-

48

49

50.

51.

;az.

;

-

;

f

A-8662

A-8064

lcr A
r\rr rur ucrei lI|]tFltolt ot conce jttlation of total

A-8660

A-8752
,u ucjrErr lHLrolt ot concetitratiot_t of

Inte.leLrkitre-4
f.l

A-8754

A-8756

A-8758

A-8768

trt r

of
A-8772

EI A-9004

A-91 02
59.

61' A-91 06!:t|{l-irA-BrsT hit 2
42. r-iBsAq-EtA_BES.r. kit3

Vectof iBcAg-a r.ltibod ies

D-0543

D-a544
63

D..0560
64

r rr.,pdDest aittt_l_llJc laG

Chlamyclia tr lgG_LitA,BES.l

Chlamyclia tr tgNt,FlA_B ESt-

Chlamydia tr, tga-Ea-BESlr:
::;--.-

D-057 4
05.

66.

67.

68.

69

7A.

D-n77"
| tl r(- oetcctton of l.lr:
.I L]S D-A77 2

tr?cltot.natis
L:. l lsA

D-0952

D-'1964
r u, u rg vr ro (,ntat.niclla

D-1966Ird\,tr(J lilUS

- S/\ kif l^, rrr^ -, -rir
D-196B\-rv v-tgU_h t/\_ljEST

VecroClvttrEM-- D- 1 556

D-1552c















A 
Certificate 

.. ® 
TUVRheinland 

Quality Management System 
EN ISO 13485:2016 

Registration No.: 

Organization: 

Scope: 

sx 1483000-1 

EUROIMMUN 
Medizinische Labordiagnostika AG 
Seekamp 31 
23560 Lübeck 
Germany 

Design and development, manufacture, installation, service and distribution 
of immunobiochemical test systems, immunofluorescence test systems, 
molecular diagnostic I genetic test systems, test systems for the 
determination of infectious agents, and instruments / software for in vitro 
diagnostics 

The Certification Body of TÜV Rheinland LGA Products GmbH certifies that the organization has established and applies a 
quality management system for medical devices. 
Proof has been furnished that the requirements specified in the abovementioned standard are fulfilled . The quality 
management system is subject to yearly surveillance. 

Report No.: 

Effective date: 

Expiry date: 

lssue date: 

:--... 

(( DAk!~sche 
" Akkreditie rungsstelle 

D-ZM-14169-01-02 

3313978-90 

2020-05-19 

2023-05-18 

2020-05-14 

10/020 h 04.08 <II TUV, TUEV and TUV are reg1stered tradernarks . Ut1hsation and apphcati00 requ1res prior approva\ 

Dipl.-Ing. (FH) D. Wiedemuth 
TÜV Rheinland LGA Products GmbH 

Tillystraße 2 · 90431 Nürnberg · Germany 
1 / 4 



Certificate 
Quality Management System 
EN ISO 13485:2016 

Registration No.: sx 1483000-1 

Organization: EUROIMMUN 

~ 
„ ® 

TUVRheinland 

Medizin ische Labordiagnostika AG 
Seekamp 31 

No. 

/01 

102 

103 

Facility 

EUROIMMUN 

23560 Lübeck 
Germany 

Medizinische Labordiagnostika AG 
Seekamp 31 
23560 Lübeck 
Germany 

EUROIMMUN 
Medizinische Labordiagnostika AG 
Werkstr. 1 
23942 Dassow 
Germany 

EUROIMMUN 
Medizinische Labordiagnostika AG 
An der Trave 1 
23923 Selmsdorf 
Germany 

Report No. : 3313978-90 

2020-05-19 

2023-05-18 

2020-05-14 

Effective date: 

Expiry date: 

lssue date: 

/&~ (f DAkkS 
·~ // Deutsche 
~ Akkreditie ru ngsst elle 

D-ZM-14169-01·02 

10/020 h 04.08 ® TUV, TUEV and TUV cre reg1stered trademarks_ Ut1hsa11on and application requires prior approval 

Scope 

Design and development and manufacture of 
immunobiochemical test systems, 
immunofluorescence test systems, molecular 
diagnostic I genetic test systems, test 
systems for the determination of infectious 
agents, and instruments I software for 
instruments for in vitro diagnostics 

Design , development, manufacture and 
distribution of immunobiochemical test 
systems, immunofluorescence test systems, 
molecular diagnostic I genetic test systems, 
test systems for the determination of 
infectious agents and instruments I software 
for in vitro diagnostics 

Design , development, manufacture, service 
and distribution of immunofluorescence test 
systems, molecular diagnostic / genetic test 
systems, test systems for the determination 
of infectious agents and instruments I 
software for in vitro diagnostics 

Dipl.-Ing. (F ) D. Wiedemuth 
TÜV Rheinland LGA Products GmbH 

Tillystraße 2 · 90431 Nürnberg · Germany 
2/4 



Certificate 
Quality Management System 
EN 150 13485:2016 

Registration No.: sx 1483000-1 

Organization: EUROIMMUN 

~ 
„ ® 

TUVRheinland 

Medizinische Labordiagnostika AG 
Seekamp 31 
23560 Lübeck 
Germany 

104 EUROIMMUN Design, development and manufacture of 
Medizinische Labordiagnostika AG immunofluorescence test systems, molecular 
Am Sonnenberg 9 diagnostic I genetic test systems and, test 
23627 Groß Grönau systems for the determination of infectious 
Germany agents for in vitro diagnostics 

105 EUROIMMUN Design and development of software for in 
Medizinische Labordiagnostika AG vitro diagnostics 
Am Born 24 
23627 Groß Grönau 
Germany 

/06 EUROIMMUN Manufacture of immunobiochemical test 
Medizinische Labordiagnostika AG systems, immunofluorescence test systems, 
Im Kreppel 1 molecular diagnostic / genetic test systems 
02747 Herrnhut and test systems for the determination of 
Germany infectious agents for in vitro diagnostics 

107 EUROIMMUN Manufacture of immunobiochemical test 
Medizinische Labordiagnostika AG systems, test systems for the determination 
Am Pließnitztal 1 of infectious agents and instruments for in 
027 48 Bernstadt vitro diagnostics 
Germany 

Report No.: 3313978-90 

Effective date: 2020-05-19 

Expiry date: 2023-05-18 

lssue date: 2020-05-14 

~~ 

((?~~~"h' ~::;/ Akkreditierungsstelle 3 I 4 
D·ZM-14169-01-02 

10/020 h 04.08 ® TUV, TUEVand TUVare registered trademarks. Ut1l isat1on and appl1cat1on requi res p11or approval 



Certificate 
Quality Management System 
EN ISO 13485:2016 

Registration No. : sx 1483000-1 

Organization: EUROIMMUN 

A 
„ ® 

TUVRheinland 

Medizinische Labordiagnostika AG 
Seekamp 31 

108 

109 

/10 

23560 Lübeck 
Germany 

EUROIMMUN 
Medizinische Labordiagnostika AG 
Schießstr. 11 
91257 Pegnitz 
Germany 

EUROIMMUN 
Medizinische Labordiagnostika AG 
Am Flugplatz 4 
23560 Lübeck 
Germany 

EUROIMMUN 
Medizinische Labordiagnostika AG 
Gewerbestr. 19 
23942 Dassow 
Germany 

Report No. : 3313978-90 

Effective date: 2020-05-19 

Expiry date: 2023-05-18 

lssue date: 2020-05-14 

4-~ 
~ . DAkkS 

Deutsche 

Manufacture of immunofluorescence test 
systems, installation and service of 
instruments / software for in vitro diagnostic 

Installation, service and distribution of 
immunobiochemical test systems, 
immunofluorescence test systems, molecular 
diagnostic / genetic test systems, test 
systems for the determination of infectious 
agents, and instruments I software for in vitro 
diagnostics 

Manufacture of sheet metal and other 
components for instruments for in vitro 
diagnostics 

Akkreditierungsstelle 4 I 4 
D·ZM-14169-01-02 

10/020 h 04_08 <!I TUV. TUEV and TUV are reg1stered trademarks . Ut1l•sat1on and application requires pr ior approval 



        
 
 

 

 

 

 
 

  

 Certificate 
 

  
  

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 1810000 

 

 Certificate Holder: 
 

 EUROIMMUN 
Medizinische Labordiagnostika AG  
 

 Seekamp 31 
23560 Lübeck 
Germany  
 
 including the locations according to annex 
  

 

 Scope:  Design, development, manufacture, installation,  

service and sales of immunobiochemical test systems, 

immunofluorescence test systems, molecular diagnostic /  

genetic test systems, test systems for the determination  

of infectious agents, and instruments / software for  

in vitro diagnostics in humans and animals; trainings 

 

   Proof has been furnished by means of an audit that the 

requirements of ISO 9001:2015 are met. 

 

 

 

 Validity:  The certificate is valid from 2020-05-19 until 2023-05-18. 

 First certification 2018 

  

  

 2020-05-14   

 

  

  TÜV Rheinland Cert GmbH  
 Am Grauen Stein · 51105 Köln  

 

 

 

 

   
 

 

 www.tuv.com 
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 Annex to certificate  
 

  
 

 

 

 

 Standard 
 ISO 9001:2015  

 

 Certificate Registr. No.  01 100 1810000  

 

 

 www.tuv.com 
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    No.  Location  Scope 
  H 
/01 EUROIMMUN 

Medizinische Labordiagnostika AG 
Seekamp 31                                                                      
23560 Lübeck                                                                    
Germany 

Design, development, manufacture, installation, 
service and sales of immunobiochemical test 
systems, immunofluorescence test systems, 
molecular diagnostic / genetic test systems,  
test systems for the determination of infectious 
agents, and instruments / software for in vitro 
diagnostics in humans and animals; trainings 
 

/02 EUROIMMUN 
Medizinische Labordiagnostika AG 
Werkstr. 1                                                                      
23942 Dassow                                                                    
Germany 

Design, development, manufacture and  
sales of immunobiochemical test systems, 
immunofluorescence test systems, molecular 
diagnostic / genetic test systems, test systems 
for the determination of infectious agents and 
instruments / software forin vitro diagnostics in 
humans and animals 
 

/03 EUROIMMUN 
Medizinische Labordiagnostika AG 
An der Trave 1                                                                  
23923 Selmsdorf                                                                 
Germany 

Design, development, manufacture, service  
and sales of immunofluorescence test systems, 
molecular diagnostic / genetic test systems,  
test systems for the determination of infectious 
agents and instruments / software for in vitro 
diagnostics in humans 
 

/04 EUROIMMUN 
Medizinische Labordiagnostika AG 
Am Sonnenberg 9                                                                 
23627 Groß Grönau                                                               
Germany 

Design, development and manufacture  
of immunofluorescence test systems,  
molecular diagnostic / genetic test systems,  
and test systems for the determination of 
infectious agents for in vitro diagnostics 
inhumans and animals 
 

/05 EUROIMMUN 
Medizinische Labordiagnostika AG 
Am Born 24                                                                      
23627 Groß Grönau                                                               
Germany 

Design and development of software  
for in vitro diagnostics for humans 
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 Annex to certificate  
 

  
 

 

 

 

 Standard 
 ISO 9001:2015  

 

 Certificate Registr. No.  01 100 1810000  
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/06 EUROIMMUN 
Medizinische Labordiagnostika AG 
Im Kreppel 1                                                                    
02747 Herrnhut                                                                  
Germany 

Manufacture of immunobiochemical test 
systems, immunofluorescence test systems, 
molecular diagnostic / genetic test systems and 
test systems for the determinationof infectious 
agents for in vitro diagnosticsin humans 
 

/07 EUROIMMUN 
Medizinische Labordiagnostika AG 
Am Pließnitztal 1                                                               
02748 Bernstadt                                                                 
Germany 
 

Manufacture of immunobiochemical test 
Systems, test systems for the determination  
of infectious agents and instruments for in vitro 
diagnostics for humans 

/08 EUROIMMUN 
Medizinische Labordiagnostika AG 
Schloßstr. 11                                                                   
91257 Pegnitz                                                                   
Germany 
 

Manufacture of immunofluorescence test 
systems, installation and service of  
instruments / software for in vitro diagnostics in 
humans, trainings 

/09 EUROIMMUN 
Medizinische Labordiagnostika AG 
Am Flugplatz 4                                                                  
23560 Lübeck                                                                    
Germany 

Installation, service and sales of 
immunobiochemical test systems, 
immunofluorescence test systems,  
molecular diagnostic / genetic test systems,  
test systems for the determination of infectious 
agents and instruments / software for in vitro 
diagnostics for humans and animals 
 

/10 EUROIMMUN 
Medizinische Labordiagnostika AG 
Gewerbestr. 19                                                                  
23942 Dassow                                                                    
Germany 

Manufacture of sheet metal and other 
components for instruments for in vitro 
diagnostics in humans and animals 

 

 2020-05-14    

 

            TÜV Rheinland Cert GmbH 

Am Grauen Stein · 51105 Köln 

 
 

 

 

 



Certificate 
Certificate No.: 

Manufacturer: 

D-U-N-S No.: 

Certification criteria: 

Scope: 

MD 3313978-150 

EUROIMMUN 
Medizinische Labordiagnostika AG 

Seekamp 31 
23560 Lübeck 
Germany 

322209263 

ISO 13485:2016 

A 
" ® 

TUVRheinland 

Australia Therapeutic Goods (Medical Devices) Regulations, 2002, 
Schedule 3 Part 1 (excluding Part 1.6) - Full Quality Assurance 
Procedure 

Brazil RDC ANVISA n. 16/2013, RDC ANVISA n. 23/2012, RDC 
ANVISA n. 67/2009 

Canada Medical Devices Regulations - Part 1 - SOR 98/282 

Japan MHLW Ministerial Ordinance 169, Article 4 to Article 68, PMD 
Act 

United States 21 CFR 820, 21 CFR 803, 21 CFR 806, 21 CFR 807 -
Subparts A to D 

Design, development, manufacture, installation, service and 
distribution of immunobiochemical test systems, 
immunofluorescence test systems, molecular diagnostic I genetic 
test systems, test systems for the determination of infectious agents, 
and instruments I software for in vitro diagnostics 

TUV Rheinland of North America, lnc. , an MDSAP recognized Auditing Organization, certifies that the 
quality management system of the Manufacturer has been audited against and found to conform the 
Certification criteria for the Scope contained in this certificate. The quality management system is 
subject to annual surveillance audit(s). 

Project No.: 

lssue Date: 

Effective Date: 

Expiry Date: 

3313978-150 

2020-05-14 

2020-05-19 

2023-05-18 

Certification officer: Dipl.-Ing . (FH) D. Wiedemuth 

TUV Rheinland of North America , lnc. 

The validity ofthe certificate can be verified by calling 1-888-743-4652. 

Page 1 of 5 TUV Rheinland of North America , lnc., 12 Commerce Road , Newtown, CT 06470, USA 
Tel: (925) 249-9123, Fax: (925) 249-9124 

10/020 h 04.08 ® TUV. TUEV and TUV are reg istered trademarks . Ut1hsat1on and application requires prior approval 



Certificate 
Certificate No.: 

Manufacturer: 

MD 3313978-150 

EUROIMMUN 

A 
„ ® 

TUVRheinland 

Medizinische Labordiagnostika AG 

Seekamp 31 
23560 Lübeck 
Germany 

No. Location 

/01 EUROIMMUN 
Medizinische Labordiagnostika AG 
Seekamp 31 
23560 Lübeck 
Germany 

D-U-N-S No.: 322209263 

/02 EUROIMMUN 
Medizinische Labordiagnostika AG 
Am Born 24 
23627 Groß Grönau 
Germany 

D-U-N-S No. : 313547785 

103 EUROIMMUN 
Medizinische Labordiagnostika AG 
Am Sonnenberg 9 
23627 Groß Grönau 
Germany 

D-U-N-S No.: 313547785 

Project No. : 

lssue Date: 

3313978-150 

2020-05-14 

2020-05-19 

2023-05-18 

Effective Date: 

Expiry Date: 

Scope 

Design , development and manufacture of 
immunobiochemical test systems, 
immunofluorescence test systems, molecular 
diagnostic I genetic test systems, test 
systems for the determination of infectious 
agents, and instruments I software for in vitro 
diagnostics 

Design and development of software for in 
vitro diagnostics 

Design , development and manufacture of 
immunofluorescence test systems, molecular 
diagnostic / genetic test systems and, test 
systems for the determination of infectious 
agents for in vitro diagnostics 

Certification officer: Dipl.-Ing. (FH) D. Wiedemuth 

TUV Rheinland of North America, lnc. 

The validity of the certificate can be verified by calling 1-888-743-4652. 

Page 2 of 5 TUV Rheinland of North America, lnc., 12 Commerce Road , Newtown , CT 06470, USA 
Tel: (925) 249-9123, Fax: (925) 249-9124 

10/020 h 04.08 ® TÜV, TU EVand TUVare registered trademark:s. Utili sat1on and apphcation requires prior approval 



Certificate 
Certificate No.: 

Manufacturer: 

MD 3313978-150 

EUROIMMUN 

A 
„ ® 

TUVRheinland 

Medizinische Labordiagnostika AG 

104 

/05 

106 

Seekamp 31 
23560 Lübeck 
Germany 

EUROIMMUN 
Medizinische Labordiagnostika AG 
Am Pließnitztal 1 
027 48 Bernstadt 
Germany 

D-U-N-S No. : 313547786 

EUROIMMUN 
Medizinische Labordiagnostika AG 
Im Kreppel 1 
02747 Herrnhut 
Germany 

D-U-N-S No.: 342488345 

EUROIMMUN 
Medizinische Labordiagnostika AG 
Schloßstr. 11 
91257 Pegnitz 
Germany 

D-U-N-S No.: 342488344 

Project No.: 

lssue Date: 

3313978-150 

2020-05-14 

2020-05-19 

2023-05-18 

Effective Date: 

Expiry Date: 

Manufacture of immunobiochemical test 
systems, test systems for the determination 
of infectious agents and instruments for in 
vitro diagnostics 

Manufacture of immunobiochemical test 
systems, immunofluorescence test systems, 
molecular diagnostic / genetic test systems 
and test systems for the determination of 
infectious agents for in vitro diagnostics 

Manufacture of immunofluorescence test 
systems, installation and service of 
instruments / software for in vitro diagnostic 

Certification officer: Dipl.-Ing. (FH) D. Wiedemuth 

TUV Rheinland of North America, lnc. 

The validity ofthe certificate can be verified by calling 1-888-743-4652. 
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Certificate 
Certificate No.: 

Manufacturer: 

MD 3313978-150 

EUROIMMUN 

~ 
„ ® 

TUVRheinland 

Medizinische Labordiagnostika AG 

107 

108 

109 

Seekamp 31 
23560 Lübeck 
Germany 

EUROIMMUN 
Medizinische Labordiagnostika AG 
An der Trave 1 
23923 Selmsdorf 
Germany 

D-U-N-S No.: 313773638 

EUROIMMUN 
Medizinische Labordiagnostika AG 
Werkstr. 1 
23942 Dassow 
Germany 

D-U-N-S No.: 342488342 

EUROIMMUN 
Medizinische Labordiagnostika AG 
Gewerbestr. 19 
23942 Dassow 
Germany 

D-U-N-S No.: 342488342 

Project No.: 

lssue Date: 

3313978-150 

2020-05-14 

2020-05-19 

2023-05-18 

Effective Date: 

Expiry Date: 

Design, development, manufacture, service 
and distribution of immunofluorescence test 
systems, molecular diagnostic / genetic test 
systems, test systems for the determination 
of infectious agents and instruments / 
software for in vitro diagnostics 

Design, development, manufacture and sales 
of immunobiochemical test systems, 
immunofluorescence test systems, molecular 
diagnostic I genetic test systems, test 
systems for the determination of infectious 
agents and instruments / software for in vitro 
diagnostics 

Manufacture of sheet meta! and other 
components for instruments for in vitro 
diagnostics 

Certification officer: Dipl.-Ing. (FH) D. Wiedemuth 

TUV Rheinland of North America, lnc. 

The validity of the certificate can be verified by calling 1-888-7 43-4652. 
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Certificate 
Certificate No.: 

Manufacturer: 

MD 3313978-150 

EUROIMMUN 

A 
„ ® 

TUVRheinland 

Medizinische Labordiagnostika AG 

Seekamp 31 
23560 Lübeck 
Germany 

/10 EUROIMMUN 
Medizinische Labordiagnostika AG 
Am Flugplatz 4 
23560 Lübeck 
Germany 

D-U-N-S No.: 322209263 

Project No.: 

lssue Date: 

Effective Date: 

Expiry Date: 

3313978-150 

2020-05-14 

2020-05-19 

2023-05-18 

Installation, service and distribution of 
immunobiochemical test systems, 
immunofluorescence test systems, molecular 
diagnostic I genetic test systems, test 
systems for the determination of infectious 
agents, and instruments / software for in vitro 
diagnostics 

Certification officer: Dipl.-Ing . (FH) D. Wiedemuth 

TUV Rheinland of North America, lnc. 

The validity of the certificate can be verified by calling 1-888-7 43-4652. 
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Certificate of Registration 

of Quality Management System 

to I.S. EN ISO 13485:2016 
 

The National Standards Authority of Ireland certifies that: 

Monobind Inc.  

100 North Pointe Drive 

Lake Forest, CA 92630 

USA 

 

 

has been assessed and deemed to comply with the 
requirements of the above standard in respect of the scope of 
operations given below: 
 

The Design, Manufacture and Distribution of In-Vitro Diagnostic 

Medical Device Immunoassays and Related Reagents, Controls, and 

Semi-Manual and Automated Washers and Analyzers.   

Additional sites covered under this multi-site certification are listed on the 

Annex (File No. MD19.4585) 

 
 

Approved by: 
Geraldine Larkin 

Chief Executive Officer 

 
 
  

 

Approved by: 
Caroline Dore Geraghty 

Director of Medical Devices / 
Head of Notified Body 

 
 

 
 

Registration Number: MD19.4585 

Certification Granted: May 18, 2010 

Effective Date: September 25, 2019  

Expiry Date: September 24, 2022 

 
 

 

 

 
National Standards Authority of Ireland, 1 Swift Square, Northwood, Santry, Dublin 9, Ireland T +353 1 807 3800  
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Annex to Certificate Number: MD19.4585 

 
Scope of Registration: 
 

 

The Design, Manufacture and Distribution of In-Vitro Diagnostic 

Medical Device Immunoassays and Related Reagents, Controls, 
and Semi-Manual and Automated Washers and Analyzers.   

  

Activity  Location 

Headquarters, Administration, 

Design, Manufacturing, 
Distribution  

Monobind Inc. 

100 North Pointe Drive  
Lake Forest, CA 92630  

USA 
File No.: MD19.4585 

 
Manufacturing, Distribution  Monobind Inc. 

103 North Pointe Drive  
Lake Forest, CA 92630  

USA 

File No.: MD19.4585/A 
 

  

 
 

 
Verified by: 

Operations Manager 
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