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Bioprobes S.r,l," located at Via G, Carducci, Nr. 27 * Sesto
Italy, authorize

San

GLOBAL BIOMARKETING GROUP - MOLDOVA SRL
Str. Tighina 65, Oficiu 607
MD-2O01 CHISINAU
REP. MOLDOVA

as qi.rr exclusive distributor for the territory of the Republic of Mollclova, to participate
in various tenders with Dia.Pro ELISA products.

upply our distributor GLOlSAl- BIOMARKETINIG
trict compliance with the exis;ting "Distributi<ln
, with possibility of renewal upon agreement

the s;urpply of all awardec tenders until the!ir
s to Lre provided to Dia,Pro by the distributor

RL,

Date; Milan, 3l-January-2o18

Letter of Authori zation

We, r'Dia.Pro Diagnostic
Gioyanni (Milan) 2OO99 |

D lA. P Ro Di agnostic Bioprobes S. r, L

Sede /ega/e e !ab.: Via G.Carducci, 27 - 20099 Sesto S. Giovanni (Ml) * ltalia
Tel. +39 02 27007161/645A, Fax +39 02 44386771 . htlp://wquw.diapro.it, E-rnail, info@diapro it

Capitalesociale€50.000,00 1V -P,lVA: 11924660159-Reg, Inrp, 1192466011i9-REA 1a'0995er



roC DECLARATION OF CONFORMIT\'
MANUFACTURER DIA.PRO DIAGNOSTIC BIOPI{OBES S.R.L.

VIA G. CARDUCCI N'27 _2009'I SIJSTO SAN
GTOVANNI (MILANO) - ITALY__

PRODUCT HBs Ab
CODE: SAB.CE (96 tests)

CLASSIFICATION ANNEX ]I - LIST A

CONFORMITY ASSESSMENT ROIJTE ANNEX IV

WE HERE,BY DECLARE THAT THE ABOVE MEN'TIONET)
PRODUCT MEETS TI{E PROVISIONS OF THF], C-OI ]NCI I ,

DIRECTIVE 98/79IEC
FOR IN VITRO DIAGNOSTIC DEVICES.

AEMPS - n' 0318
. FULL QUALITY ASSURANCE SYSTEM NO

2003 12 0388 CT (in accordanoe with Annex IV -
except Section IV) of the Directivr; 98119lEC),

RELE,ASED BY EC NOTIFIED []ODY N" 03 I 8

. DESIGN CERTIFICATE N" 2001 l2 0390 IrI)
RELE,ASED BY I1C NOTIITII:.1) ilOt)Y N'0-l l8 i

. IINE EN ISO 13485 N'20]3 ll 0039 L1N, 
I

RELEASED BY EC NOTIFIED IIODY \:_qj_E__]

MILANO - JANUARY 2OO4

SESTO SAN GIOVANNI (MI) IVIAY 20 I 8

tr**-l-otro | 8 1

Sede legale e lab.: Via G.Carducci, 27 - 20099 Seslo S Giovanni (Ml) ltalia
T'el. +39 02 27007161/6450. Fax +39 02 44386771 . http,//www.diapro.it. E-mail. inkt@diap:ro il

Capitalesociale€50.000,00 1.V.-P,lVA: 1'1 924660159-Reg, lmp. 11924660159-REA 1509959

OTIFIED BODY
EC) CERTIFICATE(S)

LACE & DAT'E OF FIRST ISSUE
ACE & DAT'E OF CURRENT

SIGNATURE
Legal Representative
Dr.ssa Fiorenza Scozzesi

E.&
\Yo,n

DIA PRO Diagnostic Bloprobes S.r./
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NC DECLARATION OF CONFORMIT\'
MANUFACTURER DIA.PRO DIAGNOSTIC BIOPI{O]BES S,R,L.

VIA G. CARDUCCI N'27 -2009t, SIISTO SAN

GIOVANNI (MILANO) - ITALY
PRODUCl] HCV Ab

CODES: CVAB.CE (192 tests)
CVAB.CE.96 (96 tes;ts)

CVAB. CE.480 (480 tcsrts)

CVAB.CE.960 (960 tesrts)

CVAB,CE.DB (192 tests)

CLASSIFICATION ANNEX II - LIST A

CONFORMITY ASSESSMENT ROIJTE ANNEX TV

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE CO]UNCIL

DIRECTIVE 98/79IEC
FOR IN VITRO DIAGNOSTIC DEVICES.

RELEASED BY EC NOTIFIED BODY N' 03I 8

. DESIGN CERTIFICATE N" 2003 l2 0392ED
RELEASED BY EC NOTII]IED BODY N" 03I8

o IINE EN ISO 13485 N'2013 I I 0039]rN.
RE,LE,ASE,D BY EC NOTIFIL,D BODY N" 03I8

MILANO - JANUARY 2OO4

SESTO SAN GIOVANNI (MI) - 1\4ARCH 2018

fn*,'fox8l

LACE & DAT'E OF FIRST ISSUE
PLACE & DAT'E OF CURRENT
EMISSION

IGNATURE
al Representative

r.ssa Fiorenza Scozzesi

..{F5 j

DIA.PRO Diagnostic Bioprobes S.r.l.
Sede legale e lab.: Via G.Carducci, 27 - 20099 Seslo S. Giova nni (Ml) - lta'lia

Tel. +39 02 27007161/6450. Fax +39 02 44386771 . http://www.diapro.it., E-mail: info@diapro.it
Capitale sociale €50.000,00 l.V - P.IVA: 1 1924660159 - Reg lmp. 1 1924660159 - REA 1509959



$.
ffiffi

EC DE,CLARATION OF CONFORMITY
ANUFACTURER DIA.PR,O DIAGNOSTIC BIOPROBES S.R.L.

VIA G, CARDUCCI N'27 -2009" SESTO SAN
GIOVANNI (MILANO) - TTALY

PRODUCT HCV IgM
CODE: CVM.CE (96 tests)

CLASSIFICATTON ANNEX II - LIST A
C ONFORMITY ASSESSMENT ROIJTE ANNEX IV

WE HEREBY DECLARE THAT'THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THB COIUNCIL

DIRECT'IVE 98179IEC
FOR IN VITRO DIAGNOSTIC DEVICES.

AEMPS - n' 03 l8
FULL QUALITY ASSURANCE SYSTEM NO

2003 12 0388 CT (in accordanr:e with Annex [V -
except Section IV) of tlre Directive 98ll9lEC),
RELEASED BY EC NOTTFTED I]ODY N" 03I8
DESIGN CERTIFICATE N' 2OO1 09 0532 E,D

RELEASED BY EC NOTTFIED BODY N" 03I8
LINE EN ISO 13485 N" 2013 I I 0039 Ir.N.

RE,LE,ASED BY EC NOTIFIED BODY N" 031B

tRJ-f 03't

DlA. PRO Diagnostic Bioprobes S.r.l.
gerla lcnelc c lab : Via G.Carducci,27 - 20099 Seslo S.Glovanni (Ml) - ltalia

Tel. +39 02 27007161/6450, Fax +39 02 44386771 . http://www.diapro.it' E-mait into@diapro.it
Capitalesociale€5O.OO0,00 lV -PIVA: 11924660159--Reg lmp 119246601{;9-RE4 1509959

PLACE & DAT'E OF FIRST ISSUE MILANO - SEPTEMBER 2OO7

PLACE &IDATE OF CURRENT
EMISSION

SESTO SAN GIOVANNI (MD - ]\4ARCH 20I8



ruC DECLARATION OF CONFORM

WE HEREBY DECLARE THAT THE AROVE MENI'IONF]I-)
PRC)DUCT MEETS THE PROVISIONS OF 'I-I{F, COITJ N(,I I ,

DTRECT'IVE 98179IEC.

FOR TN VITRO DIAGNOSTIC DEVICES.

AEMPS - n' 0318

MILANO - JANIJARY 2OO4

SESTO SAN GIOVANNI (MI) ]\4AY 2018

DIA.PRO Dtagnostic BioProbes S r,l
Sec/e /egale e lab.: Via G.Carducci, 27 - 20099 Seslo S Giovanni (Ml) - ltalia

Tel. +39 02 27007161/6450, Fax +39 02 44386771 , http://www.diapro,it, E-mail. into@diapro it
capirale sociale €50.000,00 l.v. - P.IVA: 1 1924660'l 59 - Reg. lmp. 1 '1 924660159 - REA 1509959

FULL QUALITY ASSURANCE, SYSTEM N"
2003 12 0388 CT (in accordanoe with Annex IV
except Section IV) of the Direc,trve 98l79lEC),
RELE,ASED BY EC NOTIFIED BODY N' 03I8
DESIGN CERTIFICA'fE N' 2OO3 I2 0393 EI)
RELEASED BY EC NOTIFIED BODY N' 031IJ

UNE EN ISO 13485 N" 2013 I I 0039 l--,N.

RELEASED BY l1C NOTTI;ll1l) BOI)Y N'0l l8

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPI{OBES S.R.L.
VIA G, CARDUCCI N" 27 _2009') SESTO SAN
GIOVANNI (MILANO) - ITALY

lRoDUCr
HDV Ab
CODE: DAB.CE (96 tests)

CLASSIFICATION ANNEX ]I - I IST A

CONFORMITY ASSESSMENT ROUTE ANNEX IV

OTIFIED BODY
(EC) CERTTFTCATE(S)

LACE & DAT'E OF FTRST TSSUE

LACE & DAT'E OF CURRENT

IGNATURE
al Representative

.ssa Fiorenzu Scozzesi
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EC DECLARATION OF CONFORMITY
MANUFACTURER DIA.PRO DIAGNOSTIC BIOPI{O]BES S.R.L

VtA G. CARDUCCI N" 27 -2009tt SLSTO SAN
GIOVANNI (MILANO) - ITALY

PRODUCT HDV IgM
CODE: DIM.CE (96 tests)

CLASSIFICATION ANNEX II - LIST A
CONFORMITY ASSESSMENT ROI]TE ANNE,X IV

WE HERI,BY DECLARE HAT'THE ABOVE MEN'TIONET)
PRODUCT MEETS TI{E PROVISIONS OF THE COIJNCIL

DIRECTIVE 98179/EC
FOR TN VITRO DIAGNOSTIC DEVICES.

AEMPS - n" 0318
I FULL QUALITY ASSURANCE SYSTEM N"

2003 12 0388 CT (in accordanr:e with Annex fV -
except Section IV) of the Directive 9811glEC),
RELEASED BY EC NOTIFIED I}ODY N" 0318

. DESIGN CERTIFICATE N" 2003 l2 0395 EI)
RELEASED BY EC NOTIFTE,D BODY N" 03IIi

. UNE EN ISO 13485 N" 2013 l1 0039 EN,

RELEASED BY EC NOTIFIE,D BODY N' 03 I8

MILANO _ JANUARY 2OO4

SESTO SAN GIOVANNI (MD - lv'tAY 2018

llene rt46
,-rk:# n4)

OTIFIED BODY
EC) CERTIFICATE(S)

LACE & DATE OF FIRS:| ISSUE
PLACE & DATE OF CURRENT

MISSION
SIGNATURE
Legal Representative
Dr.ssa Fiorenza Scozzesi

DIA.PRO Diagnostic Bioprobes S r.l.
Sede legale e lab.: Via G.Carducci. 27 - 20099 Seslo S Giovanni (Ml) - ltalia

Tel. +39 02 27007161/6450. Fax +39 02 44386771 . http://www.diapro it. E-mail: rnfo@dia;tro it
Capitalesociale€50.000,00 1.V -P,lVA: 11924660159-Reg lmp. 11924660159-REA 1509959



EC DECLARATION OF CONFORMI

WE HEREBY DECLARE HAT'THE ABOVE MENTIONFII)
PRODUCT MEETS THE PROVISIONS OF THE COIJNCII,

DIRECTIVE 98/79IEC
FOR TN VITRO DIAGNOSTIC DEVICES.

AEMPS - n" 0318
r FULL QUALITY ASSURANCE SYSTEM N"

2003 12 0388 CT (in accordanoe r,vith Annex IV -
except Sectiorr TV) of thc Dircctivc 98119lF'O).

RE,LEASED BY EC NOTIFIF,D BODY N'03I8
. DESIGN CERTIFICATE N' 2003 12 0391 I1D

RELEASED BY EC NOTIFIED I]ODY N" 03I8
. LINE IrN ISO 13485 N" 2013 ll 0039 EN,

RELEASED BY E,C NOTIFTL,I) RODY N' 03 IiJ

D I A. PRO Di agnostic Bioprobes S. r, /

Sede legale e lab,: Via G.Carducci, 27 - 20099 Seslo S. Glovanni (Ml) - ltalia

Tet. +39 02 27007161/6450. Fax +39 02 44386771 . htttrt://www,diapro.it' E-mail. info@diapro it
Capitalesociale€50.000,00 1.V.-P.lVA: 11924660159-Reg lmp. 11924660159-R84 1509959

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPI{OBES S.R.L.
VIA G. CARDUCCI N' 27 - 20099t SLSTO SAN
GIOVANNI (MILANO) - ITALY

PRODUCT HBc Ab
CODE: BCAB.CE (96 tests)

CLASSIFICATION ANNEX II -- LIST A
CONFORMITY ASSESSMENT ROUTE ANNEX IV

NOTIFIED BODY
C) CERTIFICATE(S)

,LACE & DATE OF FIRS:T ISSUE MILANO - JANUARY 2OO4

LACE & DATE OF CURRENT
MISSION

SESTO SAN GTOVANNT (MI) lv{ARCIT l0l ft

SIGNATURE
i .-
Legal l(epresentatrve
pr.ssa Fiorenza Scozzesi

l-R*.-l-otl8l
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EC DECLARATION OF CONFORMIT\'
MANUFACTURI R DIA.PRO DIAGNOSTIC BIOPI{OBES S.R.L

VIA G. CARDUCCI N" 27 -2009'I SBSTO SAN
GTOVANNI (MTLANO) - ITALY

PRODUCT HBc IgM
CODE: BCM.CE (96 tests)

CLASSIFICATION ANNEX II - LIST A

coNFoRMITY ASSESSMENT ROIITE ANNE,X IV

WE HEREBY DECLARE THAT'THE ABOVE MENTIONED
PRODUCT MEETS TI{E PROVISIONS OF THE COIJNCIL

DIRECTIVB 98/79IEC
FOR IN VITRO DIAGNOSTIC DEVICES.

AEMPS - n" 0318
I FULL QUALITY ASSURANCE SYSTEM N"

2003 12 0388 CT (in accordanr;e with Annex IV -
except Section IV) of the Directive 98179ll:C),
RELEASED BY I1C NOTIFIED BODY N' 03l8 

L

DESIGN CERTIFICATE N' 2004 03 0424 ED 
I

RE,LEASED BY EC NOTIFIED BODY N" 03I8 I

uNE EN ISO 13485 N' 2013 11 0039 EN. 
I

BEL_IASED BY EC NOTIFIIID BODY N' 01 lr{ 
|

PLACE & DATE OF FIRST ISSUE MII-ANO - APRIL 2OO4

PLACE & DATE OF CURRENT
EMISSION

SESTO SAN GIOVANNI (MI) - ]v'lAY 2018

S.IGNATURE

fegal Representa(ive
Dr.ssa Fiorenza Scozzesi

t-rr"n,1-ostit8l

DIA.PRO Diagnostic Bioprobes S.r./.
s:erle lcaele c lab.: Via G.Carducci, 27 - 20099 Seslo S.Glovanni (Ml) - ltalia

7'el. +39 02 27007161/6450, Fax +39 02 44386771 , http://www.diapro.it. E-mail: info@diapro.it
Capitale sociale €50.000,00 l.V - P.IVA: 11S24660159 -. Reg lmp 11924660159 - RFA 1509959
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ruC DECLARATION

tr-ten-l--t2Dot3l

oF col{F0R rr'\a

WD HEREtsY DECLARtr THAT TI"IE AI}OVE MENI'IONED PRODUCT MIiID']'S
THE PROVISTONS OF THE COT]NCIL DIITtrCTIVII,98179ITT,(:

FOI{ IN VITITO DIAGNOSTIC DIIVICIi,S.

UNI ClEl EN ISO 9001-Nr 50 100 5931/A
UNI CEI nN ISO i3485-Nr' 50 100 5931/ll
REL]]ASED BY CER'fIFICATION BODY TL]V
Italia s,r.l.

DIA,PRO D
Via G,Cardu nni (Ml) - llalia

Iel. +39 Fax +39 02 it , E-rnail; info(rlrliapro il
Capi l V. * P.IVA: 60159 - REA 1509959

MANI.]FACTUITEII DIA,PRO DIAGNOSTIC BIOPITOBES S,R,L,
VIA C], CARDI,]CCI N" 27 -20099 SESTO SAN
GIOVANNI (MILANO) - ll'Al,\/

,IIODUCT HSV1 IgG
CODE: I{SVIG,CD (9(r tests)

CLASSIFICATION GENERAI,IVI)
C ONFOITN ITT Y ASSITS SMENT ROUTE SELF CERTIFICA'I]ON

so ctr[rrrFrcAlr'tr(s)

,L.A.CE & DATE OF FIRST ISSUE IVIILANO _ OCTOBER 2OO4

'LACE & DATE OF CURRENT
SSUE

SEST( sAN GIOVANNI (r\41) - L)ECEI\4BER 2013

IGNATURE
egal Reprcscntative
tr,ssa Fiorenza Scozzcsi

,tJ
No,



H,C DECTARATIOI\ OF CONFORMITY

MANUFACTURER DIA,PITO DIAGNOSTIC BIOPIIO B]]S S,R,t,.
VIA G. CAITDUCC] N'27 _20099 SI]S1'O SAN
GIOVANNI (MILANO) - ITAI-Y

PRODUCT HSV2IgG
CODE: HSV2G,CA (96 tests)

CLASSIFICATION GNNERAL IVD
CONFOT{MITY ASSESSMDNT ROTITE SELF CI]RTI FI C]N' t'ION

WE HERBBY DBCLARD THA'T THIJ AI]O\/D MIIN'I'IONtrD I)ITOI}L]C]' N{I],IiI'5
THtr PITOVISIONS OF THB COUNCIL DIITEC'|IVI\ 98179IEC

FOR IN VIT'ITO DIAGNOSTIC DN,VICES,

O - OCTOBIrI{ 2004

sAN CilovANNI (N4l)

fRcrl-ftrDbl3l
rrM:*#.1w"

I

I

I

I

DIA.PRO Diagnos
Serle legale e lab.: Via G.Carducci, 2"7

Tel, +39 02 27'007161/6450, Fax +39 02 26007
Capitale sociale €50.000,00 lV. - P.lVAl 119246

Lrso CDRT'IFTCATE(S) LrNI CEI EN ISO 9001-Nr s0 100 5931/A
UNl CEI EN ISO 13485-Nr 50 100 5931/B
ITELEASED RY CEIT'I'IFICATION t}ODY I-iJV
Italia S,r'.1,

LACtr & DATE OF FIRSII'ISSUE
PLACD & DATE OF CURRENT
issun

IGNATU1IE
l,cgal Representative
Dr.ssa Fiorenza Scozzesi
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ON O CO TFG 'E-\C DECI

in " Fs"*

wE TItrIIDBY DECLARE THAT THn ABOVII MNNTIONIID I'ITODT,Cl. N.{DIiTS

TI"IE PROVISIONS OF TgN COUNCIL DI IIEC'I.IVt',, 98179II\(:
FC)II IN VITITO DIAGNO,STIC DIi\/ICDS.

MILA o - ocroBER 2004

SAN GIOVANNI (l\41) - DE(IEI\4BER 2013

a)
(J

MANUFACTUIIIF DIA.P]IO DIAGNOSTIC BIOPR.OBES S.R,L.
VIA G. CA]{DUCCI NO 27 -2A099 SESTO SAN

GIOVANNI (MILANO) - I'|ALY
PRODUCT HSV1 IgM

CODE: HS\/lM.Ctr (96 tests)

CLASSIFICATIOJ\i GENEITAL IVD
CONFORMITY ASSESSMtrNT I{OU] E SELF CI]RTII]ICATION

LrNI CEI EN ISO 9001-Nr'50 100 59'-11/A

IJNI CEI EN ISO 13485*Nr 50 100 5931/B
RELEASED BY CERTII}ICATIO]{ BODY'I'UV
Italia s,r',t.

so CDRTTFTCATE(S)

I'LACE & DATE OF NIRST ISSUE
PLACE & DATil OF CUITII.ENT

IGNATURE

D I A. P t?O'Diagnostic BioP
Sec/e /egale e lab.: Via G,Carclucci, 27 - 2009 .:,iti (Ml) -' ltalia

Tel +39 02 27007161/6450 , Fax +39 02 26007720 , ltl il ' E-rnail: inl'o(cD.rtialtnt il
Capitalesociale€50,000,001,V.-P.IVA:11924630i159- 60159-RE^1509959

Ftes-I_rzrof-l



DECLARATIOI\ OF

WE HtrREBY DECLARE THAT TTIE AI]OVE MENTIONIID PITODUC]T MEETS
THE I'IIOVISIONS OF THE COUNCIL DIREC'IIVII98179IEI:

FOR IN VITI{O DIAGNOSTIC DEVICES.

Ctr CONFORMIT}I

MII-ANO _ OCTOT]EI{ 2OO4

SESTO SAN GIOVANNI (l\41) - DIlCEit4BIlll 2013

il+-- "

Sede legale e lab,: Via G.
+39 02 27007161/6459. Psv +39

M,d NUITACTURER DIA,PRO DIAGNOSTIC BiOPROI]I]S S.I{.I,,
VIA G. CARDUCCI NO 27 _20099 SI)STO SAN

GIOVANNI (N4lI-At.\O) - I'fALl'
PRODUCT HSV2 IgM

CODE: I{SV2M.CD (96 tesls)

CLASSItrICATION CENERAL IVD
CONFORN,IITY ASSESS]\,IT'NT ROIJ'T]tr S EI,F CBIT]'I I'I ICA]' ION

rso cnRTrFrcATE(s) LrNI CEI FIN ISO 9001-NL 50 100 59.\1lA
UNI Ch,l EN ISO 13485-Nr 50 100 5931/ll
REI-EASED BY CEItl-IFICAl'IOl.l BODY'rtj\/
Italia s.r.t.

LACE & DATtr OF FIRST ISSUE
LACE & DATtr OF CURRTINT

IGNATURE
n cgnl Representative
Dr'.ssa Iiiorerrza Scozzesi

iagttoslic Bioprobes S. r,l
cci, 27 - 20099 Sesto S.Glovanrii (Ml) * ttalia
26007720 . http.:/lwww,cliaprc.it' E-rnail: inlo@diaprc it
'1 1S246601 59 - Reg. Inrp. 1 1924660159 - REA 1509959Caoitale sociale €50,000.00 | V. - P
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C DECTA TXON OF'CONF$R. {T'\"

WD HEREBY NNCI-,AND THAT'THE ABOVE N{ENT]IONI'D
PRODUCT MBETS THE PROVISIONS OF'IFIE COUNCIL

DIRtrCTIVE 98179/EC
FOR I]\ VITRO DIAGNOST'IC D[,VIC][IS.

SIISTO SAN GIOVANNI (Ml) - DECElvlRlll{ 2013

rcvr-T-uJrols l

DIA.PRO Diagnostie t3ioprcbes S.r.l,
Sede legale e lah.: Via G.Cuclltcci,2T - 20099 Seslo S.Giovanni (Ml)*'llalia

{l
nfiRT $f:I *\,q'WC!|/

R ir^' he3(.
L"} I V LJ{JqJ

Tel. +39 02 27007161/6450 . Fax .r39 01 26007726 , ltltp://wvnu diapro.it , E-rnail; irt[t>@rtlapro il
Capitalesociale€50.000,00 1,V.-P.lVAi 11924660159-Reg. lrnp. 11924660159 REA 1li0895e

MANUFACTUIIER DIA.PI{O DIAGNOSI'IC BIOPI{OBES S,R, I,.

V]A G. CAIIDLJCCI N'27 -20099 SESTO SAN
GIOVANNI (MILANO) - ITALY

PRODUCT CMV IgG
CODE: CMVG.CI-l (96 tests)

CLASSIFICATION ANNEX II - LIS:| B

CONtrOII.MITY ASSESSMENT ROUT I ANNEX IV

NOTTFItrD BODY AIMPS - n' 0318

(EC) CERTTFTCATB(S) o FULL QUALI,I.Y ASSIJRANCE SYS.|EM N.
2004 05 0442 C"I'(in accoldattce ivitli Annex IV -
except Section 11r) o1' 1he DiLcctiv e 98179lF,C)),

ITELEASED RY EC] NOTIFII]D BODY N' 0318
u UNI EN ISO 13485 No 2013 1l 0039 llN.

I{ELEASI]D BY ]]C NOT]F'JED BODY N" 0318

MII,ANO .. IVIAY 2OO4ACE & DATtr OF FIRST ISSUtr

TGNATTIITE
ogal lLcpleserrtative
r.ssa Fiol'enza Scozzcsi

LACE & DATE OF CURRI,NT
ISSION



ffi$m. Fr'*

I{ OF'CONFOR IT'}'C DtrCL
MANUFACTI.]IttrII DIA.PRO DIAGNOS'f 1 C BIOPR"OIsI]S S.R,I,.

VlA G. CARDUCCI NO 27 -2OO99I SESI'O SAN
GIOVANNI (MILANO) - ITALY

PRODUCT CMV IgM
CODE: CMVM.CB (96 tests)

C[,ASSIFICATION ANNEX II - LIST B

CONFOITMITY ASSDSSMENT ROUTD ANNEX IV

WE HBRI,BY DECLARE THAT THD AROVE MtrNT'IONIiI)
PRODUCT MEETS THIT PROVISTONS OF THtr COIJNCIL

DIRECTIVE 98179/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

AEN4PS - n' 0318

FULL QUAI-ITY ASSUI{ANCI1 IIYST'EM N'
2004 05 0442 CT (in accordance tvith Anrtex IV -
except Sectioti IV) of the Dit'eclive 9Bl79IF,C),

RELEASED I]Y EC] NOTIFIED BODY N" 0318

trNI ItN ISO I3485 N'2013 | I 0039 EN,
I{l:iLllASED BY EC NOTIFIED I}ODY N" 0318

MIi,ANO _ I\4AY 2004
SESTO SAN GIOVN NNI (JVII) - DI]CEIVIBEI{ 20 I3

IGNATURE
tr cgaI Iteplesentative
Dr,ssa Fiorenza Scozzesi

til.-- U/zrl:rl

sec/e iegale 
" 

,"r., f,f{3!,,1,,i::1,'il: :,:33n"38i,3 !1o,, vat*i (Mt) - ttatia

Tel, +39 02 27007161/6450 , Fax +39 02 26007726 , http://wwru.ctiapro,it , E-ntail' inlo@rliapro i(

Capitale sociale €50.000,00 l.V. - P.lV{: 11924660159 - Reg. lmp, 11924660159 - REA 1s0S959

PLACE & DATtr OF FIRST ISST]E
LACE & DATtr OF CURRENT
MISSION
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EC DE,CLARATIO OF CONFORMITY
MANUFACTURER DIA.PRO DIAGNOSTIC BIOPITO]]ES S.R.L.

VIA G. CARDUCCI N' 27 -20099 SE'STO SAN
GIOVANNI (MILANO) - ITALY

PRODUCT Chlamydia Trachornatis IgG
CODE: C'TG.CE (96 tests)

CLASSIFICATION ANNEX II - LIST B

C ONFORMITY ASSESSMENT ROTJTE ANNEX IV

WE HEREBY DECLARE T'HAT THE ABOVE MENTIONET)
.PRODUCT MEETS THE PROVISIONS OF THE, COIJNCII,

DIRECTIVE 98/79IEC
FOR IN VITRO DIAGNOSTIC DEVICES.

AEMPS - n" 0318
r FULL QUALITY ASSURANCE SYSTE,M N.

2004 05 0442 CT (in accordance with Annex fV -
except Section IV) of the Directive 98179lEC),

RE,LEASED BY EC NOTIFIED I]ODY N' 03 I8
. UNI EN ISO 13485 N' 2013 I I 00-39 I1N,

REL,EASED BY E,C NOT]FIED I]ODY N' 03I8

MILANO - MAY 2OO9

SESTO SAN GIOVANNT (MD _ ]VIAY 2018

DIA PRO Diagnostic BioProbes S r./
sede /egale e lab.: via G.carducci, 27 - 20099 Sesto S. Glovanni (Ml) - ltetlia

Tel. +39 02 27007161/6450. Fax +39 02 44386771 . http://www diapro it' E-mail info@dia;tro il
Caoitalesociale€50.000.00 lV -P IVA: 11924660159-Reg lmp 11924660159 REA 150q95r

ACE & DATE OF FIRST ISSUE
LACE & DATE OF CURRENT
MISSION
IGNATURE

I Representative
Dr.ssa Fiorenza Scozzesi

Itt*'T-otzotTl



ft
FK&

ff&Kb
tr* sL

ruC DECLARATIO 'OF CONFORMIT\O
IMANUFACTURER DIA.PRO DIAGNOSTIC BIOPROI]ES S.R.L.

VIA G. CARDUCCI N' 27 - 20099 SESTO SAN
GTovANNI (MILAN9) - rTALY-

ifRoDUCr Chlamydia Trachomatis IgM
CODE: C'IM.CE (96 tests)

CLASSIFICATION ANNEX II - LIST B

CONFORMITY ASSESSMENT ROUTE ANNEX IV

WE HERE,BY DECLARE THAT THE ABOVE MEN'TIONEI)
PRODUCT MEETS THE PROVISIONS OF THE COIJNCIL

DIRECTIVE 98i79IEC
FOR IN VITRO DIAGNOSTIC DEVICES.

FULL QUALITY ASSURANCI] SYSTTIM N"
2004 05 0442 CT (in accordanoe r,vith Anncx IV -
except Section IV) of the Diroctivo 98119IE,C),

RELEASED BY EC NOTIFIED I}ODY N" 03 I 8

UNI EN ISO 13485 N' 2013 I I 0039 EN,

RELEASED BY EC NOTIF]ED BODY N'03I8

MILANO - MAY 2OO9

SESTO SAN GIOVANNI (MI) 1\4AY 20llJ

AEMPS - n' 0318OTIFIED BODY
(EC) CERTTFTCATE(S)

ACE & DATE OF FIRST ISSUE
ACE & DATE OF CURRENT

- 20099 Se.slo S Giovanni (Ml) - ltalia
/71' http://www'diapro.it' E-mait info@diapro'it

01 59 - Reg. lmp. 1 1 9246601 59 - REIA 1 509959
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MANUFACTUIIER DIA.PITO DTAGNOS'IIC BIOPII.OI]ES S.R.I,.
VIA O, CAI{DIJCCIN" 27 _20099 S1]S1'O SAN

9lqW_
I'OXO IgG
CODE: TOXOG.CIi (96 tests)

PIIODUCT

CLASSITICATION ANI'{I]X II - LIST'B
CONFOIIMITY ASSESSMDNT ROUTE AN].JEX IV

Wtr HERBBY DECLARB T'HAT THE ABOVE MDNTIONED
PITODUCT MEETS THB PRO\/ISIONS OF THT COI]NCIL

DIRtrCTIVE 98179/trC
FOR IN VITRO DIAGNOSTIC DEVICES.

FULI- QUALITY ASSL]RANCTE SYSTI]M N'
2004 05 04t12 C'f (in accoldance rr,itlt Atutcx IV -
exc,ept Section IV) of thc Dilective 98ll9lEC),
RI]LEASED RY EC] NOTII]IED BOD)'N' 03I8
LII.{I EN ISO 13485 N" 2013 | I 0039 IlN,
RELEASED IIY ECI NOTIFII:T) IIODY N'03 l8

trt.-aftJtTil

AEMPS - rro 0318OTIFIED BODY
EC) CTLTIFICATE(S)

]LACD & DATE OT FIRST ISSUE MILAI\IO - MAY 2004
,LACE & DATE OF CUIII{,ENT
]MISSION

sEsTO SAN GTOVANNI (N4r) - DECEMBET{ 2013

iIGNATURD
Legal Rcpresentntive
Dr',ssa Fiol'enza Scozzcsi

DIA.PRO Diagnostic Bioprobes S. r.l,
Soc/e /egale e lab.: Via G.Carclucci, 27 - i10099 Seslo S.Giovanti (Ml) - ltalia

Tel +39 02 27007161/6450, Fax +39 02 2600772(i, hltp://wtwr.diapro.it, E-tnail; info@diapro.il
Capitale sociale €50.000,00 l,V, - P,IVA: 1 19246601 59 - Reg. lmp 1 19246601 59 - REA 1 509959
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C DECTARATTON OF COI{F'{}R. {T&'
MANUFAC'TURER DIA.PI{O DIAGNOSTIC BIOPROBI]S S.R.L,

VIA G, CAITDIJCCI N'27 *20099 SF,STO SAN
GIO'/ANNI (IVIII-ANO) - I'|AI,Y

PRODUCT TOXO IgM
CODI]: TOXOM.Ctr (96 tests)

CLASSIFICATION ANI'{EX II _ LIST B
CONFOITI\4ITY AS SI,SSMNNT ROI]TIT AN]'.]IJX IV

Wtr HERDI}Y DECLARE TI{AT THtr AI}OVE, MIINTTONII,I-)
,PRODT]CT 

MEDTS THE I'ROVISIONS OII 'THIi COIJNL-I I,
DIRECTTVE., 98179IT,C

FOR IXI VITRO DIAGNOSTIC DtrVTCES.

MILAI'IO -- MAY 2004
SESTO SAN GIOVANN] (N4I) "

TGNATURtr
gal Replesentative

r..ssa Fiorenza Scozzesi

DIA,PRO Dlagttosllc Bioprobes S.r.l.
Sede legale e lalt.: Via G,Carcli,rcci, 27 - 20099 Seslo S, Giovartrti (Ml) - ltalia

Tel" +39 02 27Q07161/6450 , Fax +39 02 2600772(i , http:/Awvw.diaprc.it , E-ntail. info@cliapro il
Capitale sociale €50,000,00 LV. - P.IVA: 11924660159 - Reg, Intp, 11924660159 - REA 150995s

NOTTFIED BODY AEI\4PS - n" 0318
EC) CE,RTIFICATE(S) o FULL QUALTI'\'ASSUITANCB SIYSTII1i4 N'

2004 05 0442 CT (irt accorclartce u,itlt Annex l\/
excelrt Section IV) ol the Dilcclive 9B[/9lF,C),
RIll-Er\SED IIY EC NOTIFIED BODY N" 0318

e IINI EN ISO 13485 No 2013 1 1 0039 EN,
RELEASED I]Y EC NO]'IFIED BODY N' 0318

LACII & DATtr OII FIRST ISSUtr
LACE & DATE OF CURRtrNT
MISSION
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DECLARATION OF CONFORMIT

WE HEREBY DECLARE THAT THE ABOVE MENTIONED PRODUCT MEETS

THE PROVISIONS OF THE COUNCIL DIRECTIVE 98/79lEC

FOR IN VITRO DIAGi\OSTIC DEVICES.

UNE IlN ISO 13485 N" 2013 11 0039 EN,

RE,LEASE,D BY AEMPS (AGENCIA ESPANIOLA

DE MEDICAMENTOS Y PRODI.]CTOS

SANIT'ARIOS

MILANO - MARCFI 2OO4

SE,STO SAN GIOVANNI MD -- ]VIARCIJ

DIA.PRO Diagnostit; Bioprobes S r'1.

sed,e legale e lab.: via G.carducci, 27 - 20099 Seslo S Giovanni (Ml) - ltalia

Tel. +3g 02 27007161/6450, Fax +39 02 44386771 , http://www.diapro.it'E'mail info@diapro it

Capitale sociale €b0.000,00 l.V - P IVA: 1 192466015S - Reg lmp 11324660159 - REA 1509959
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WANUFACTURER Dra pno DIAGNoSTIC BIoPRoIIES s.R.L.
VIA G. CARDUCCI N' 27 _ 20099 SESTO SAN

GIOVANNI (MILANO) - ITALY

BRODUCT HP IgG
CODE: HPG.CE (96 tests)

]LASSIFICATION GENERAL IVD
SET-E CERTIFICATIONCONFORMITY ASSESSMENT ROUTE

LACE & DATE OF FIRST ISSUE
LACE & DATE OF CURRENT

IGNATURE
Legal Representative
pr.ssa Fiopenza Scozzesi

I
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EC DECLARATION OF CONFORMI

WE HEREBY DECLARE THAT THE ABOVE MBNTIONED PRODIUCT N'TF,ETS

THE PROVISIONS OF THE COUNCIL DIRECTI\IE 98I79IE:C.

FOR IN VITRO DIAGNOSTIC DEVICES.

LINE IiN ISO 13485 N' 2013 11 0039 EN,
RELEASE,D BY AEMPS (AGE,NCIA ESPANOI-A
DE MEDICAMENTOS Y PRODL]CTOS
SANITARIOS

MILANO _ APRIL 2OO4

SESTO SAN GIOVANNI (MI) - MARCI-I 2019

DIA.PRO Diagnostic: Bloprobes S r./
scrle l".oal.- e lab.: Via G.Carducci, 27 - 20099 Sesto S. Giovanni (Ml) - ltalia

vvsv tvJvtv v

Tel. +39 02 27007161/6450. f6v +39 02 443867i'1 ' http://www,diapro,it' E-mail: info@diapro it

Caoitale sociale €50.000,00 l.V. - P.IVA: 1 1924660159 - Reg. lmp l'1924660'1 59 - REA 1509959

VIANUFACTURER DIA.PRO DIAGNOSTIC BIOPROI]ES S.R,L.
VIA G. CARDUCCI N" 27 -20099 SIiSTO SAN
GTOVANNT(@

PRODUCT HP IgM
CODE: HPM.CE (96 tests)

CLASSIFICATION GENIERAL IVD
CONFORMITY ASSESSMENT ROUTE SELF CE,RTIFICATION

LACE & DATE OF FIRS'I ISSUE
CE & DATE OF CURRENT

IGNATURE
I,egal Representative
pr.ssa Fiorenza Scozzesi
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DECEC LARATION OF CONFORMIT}'

WE HEREBY DECLARE 'THATTHE ABOVE MEN'TIONED
PRODUCT MEETS THE PRO\/ISIONS OF THE COIJNCIL

DIRECTIVF] 98/79IEC
FOR IN VITRO DIAGNOSTIC DEVICES.

AEMI'S - n' 0318

FI-ILL QUALITY ASSURAI'JCE SYSTEM N"
2003 12 0388 CT (in accordattce r,vrth Arrnex IV
exoept Section IV) of the Drrr:clive98ll9lF.C),
RELEASED BY I1C NO'|IFIED IIODY N" 03 t8

DIISIGN CERTIFICATE N" 200ti l2 0588 IrD

RELEASE,D BY EC NOTIFII]D BODY N" 03I8
tII',lE EN ISO l34tl-5 N" 2013 I I 003q T1N.

RF,LEASED BY EC NOTIF'II1D IIODY N" 0318

MILANO - DECEMBER 2OO8

SESTO SAN GIOVANNI (MD - ]\4ARCH 2.018

Ft*,T r3.l29lfl

N,TNNUTACTURER DIA PRO DIAGNOSTIC BIOPIIOI]ES S.R.T-

VIA G. CARDIJCCI N' 27 - 20099' SE,SI-O SAN

GIO\/ANNII (MILANO)- -IT4f Y
HBs Ag one Version Ul-TRA
CODES: SAGIULTRA.CE (l9lZ tersfs)

SAG1ULTnA.CE,.96 (96 tests)

SAGI ULTRA.CE.480 ii480 tests)

SAGl ULTI{A.CE.960 ri960 tests)

SAGI IJLTI{A.CE,.DB ( I 92 tests)

PRODUCT'

CLASSIFICATION AN]'{EX II - LIST A

CONFORMITY ASSESSMENT ROUTE AN}JEX IV

NOTIFIED BODY
(EC) CERTIFICATE(S)

ACE & DATE OF F'IRST ISSUE
ACE & DATE OF CURITENT

MISSION
SIGNATI.IRE
i,egal Representative
Dr.ssa Fiorenza Scozzesi

DIA.PRO Diagnostir: Bioprobes S r.l.
sede legale e lab.: via G.carducci, 27 - 20099 Sesto S. Glovanni (Ml) - lterlia

Tel. +39 02 27007161/6450, Fax +39 02 443867)'|1 , http://www,diapro.it' E-mail: irtfo@)diapro it

Capitale sociale €50.000,00 I V - P.IVA: 1 1924660'1 59 -' FReg lmp. 11924660159 - REA 1509959
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100 l\orth Pointe Drive
Lake Foresl, CA 92630

'rEL 949 951.2665
frAX s49.951 3539

Orange County, California, January LOr 2O2O

IM Global Biomarketing Group - Moldova SRL,

Tighina str.65,offi ce 607
MD-2001,Chisinau, Republic of Moldova

Commercialization Agreement

To Whom It May Concern:

We, Monobind Inc,, an ISO 13485 certified company specializing in the research, rJevelopment and

manufacturing of in vitro diagnostic produr:ts for clinicall and research application, located al 100 North

Pointe Drive, Lake Forest, California 92630 USA;

Hereby authorizes and entitles IM Global Biomarketing Group from Moldova legally registered at Tighina

str,65,office 607 MD-2001,Chisinau to effecL clinical trials and evaluation of goods, registration of the

goods at Health Ministry of Moldova, receive ceftificate of registration and conclude an agreenlent on
-onsulting 

and examination of the documents needed for the registration in Moldova.

This is also to confirm that IM Global Biomarketing Groupr is the exclusive distributor our AccuUind@

ELISA and AccuLite@ CLIA pro|ucts and accessories in tvloldova, IM Global Biomarketing Ciroup is

authorized to promote and supply our products, to contract for their delivery and take pad in tenders

with our products,

This authorization is valid until JanuarV I, 202t.

On behalf of the Monobind Inc.

.if

Alicia Jerome Volkov
Marketing Director
Monobind Inc,

,--
LD

6.

Mo!)oDiild Ini
,r,oq$

ISO 13485 Cetiified Contp



NSAI
Quality System Approval Certilfficate

In Vitro Diagnostic Medical Devices Directivr: 98/79lEC

The National Standards Atfthorilt of Ireland as a dul1, de.sigrtnted

Notified Body, (identification number 0050), for the purpose,t of the Euroltean Ootntnurtitir;.s

(In Vitro Diagnostics Medical Devices) R'egr,tlations (S.1 Nct. 304 o/ 2001)

APPROVES THE QUALITY SYS'IEM APPLIED BY

Monobind Inc.
100 North Poinrte Drive

Lake Forest
cA 92630

USA

Fov the Product Familv

Total and Free Prostate Specific Antigen (PSA
chemiluminescent immunoassay (C l,IA) and

and Free PSA) IVD, kit,
enzyme immunoassay

(ELISA) and control

GMDN Code: 54664,54669
Ofu the basis af exandnation under the requirements of Annex IV, Section 3 of .Directive 98/79/EC,

Tihe use of the NSAI Notified Body identification nunrber 0050 in conjunction u,ith CE Marl<ing of
Confonnance for this product is hereby autltorized.

Registration Number: 304.1006

Original Registration: 28 Octobcr 201IUrlglnal l(egrstratron: zd trctoucr attt I

Last Amended on: 10 Jull' 2018

Remains valid until: 27 October 2022

llfL
,if( '-\ \--: r

sfsned:
(l -\ \'- ')

Approved tryi
cllutain" t-urtin APproved bY;

ChiefExecutive otficer, NSAI Susarl Murphy
' Euroltean Medical Device Oper2rtiors Murnrgcl

This lertilicate remains valid on condition that the Approved Quality Siystern is maintained in an adequate and efficacious manneri

Details of the cun'ent product range and operational locations included rvithin the scope of this apploval carr be obtained fronr NSAT

National Standards Authority of Ireland, 1 Swift Square, Northu'ood, Santry, Dublin 9', Ireland.

Cert-120: ECQS (lVD) Nl- A4 (6)
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Page: 1 of 5

DECLARAT"ION OF CON FORMITY

1 ) Manufacturer (Name, departmen4i Mohobind Inc'

Address: 100 North Pointe, LAKE FOR.EST, CA 92630. UNITED STATES

clt tu

2) e: GEPartrrer4U BV,

Address: EsooonrulAAN 13, 3951 DB Mennru, THe N6'1nERLANDS;
(on product labels printed as:
bgphrtner+U , EsDooRNLAnru 13, 3951D8 MRnnN, THE N=ruEnlLANDS. www.cepartner4u'eu)

3) Product(s) @ame, type or modet/batch number' etc.)"

I rnmunoassay products;

ELISA,

GLrA,

Control,

lnsti'uments (see appendix)

in conformitv with:

Title Document Nrr.

98179lEC

5) AdditiOnal infOfmatiOn (Conformity procedure, Notified Body, CE certificate, Registration nr., etc.)'.

Conformity assessment procedure for CE marking: ln vitro Diagnostic Medical Device Directive,

Annex lll

ReEistration nr. : NL- CA002-22758 and NL'CA002'22'762

Lake Forest, USA; 2013-09-16

(t'lacp & dafe of issue (yyyy-mm-dd))

Madrn, NL; 2013-09-16

(Pla;ie & date of issue (yyyy-mm-dd))

Tonv Shatola; QA Director, Mono

Sbr.hl*

Olga Teirlirrck; Consultant, CEpartner4U BV

(name; function and signature of aulhorized representalive)

Decl aration of Cortform itY

ln 'ivitro Diagnostic Medical Devices Directive

vr; !Q11-X

Declaration form: Standard ISO/lEC 17050-1:20'1 0
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Appendix
Datr:: 2C|13-09-16
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Declaration of Conform itY
Page: 2 of 5

otal Triidothyronine (tT3) Test {iystenl 1 25-300 1 75-300 1204010500

12 04 01 .01 00

low

Low

100i, 1 r i

ree -[riidothyronine (fT3) 1-est Sitystem 1 325-300 1 375-300 200[r'1 1 ] 1

2005^1 1^1 1

hvroxine (tT4) Test Svstem 225-300 275-300 12.04 01 .07.00 Low

ce -lhvroxine (ff4) Test Svstem 12.25-300 1275-300 12,04.01 .02.01) Low 2005-1 1 -1 1

Vrotropin (T5lH) Test SYstem 325-300 375-300 12.04.01 .1 1.00 LoW 2005-1 1 -1 1

apid TSH Test System 6025-300 6075-300 12.04.01 ,11.0t) Low 201 0-06-29

3'Uptake (T3U) Test SYsterr 525-300 575-300 12.04.01.06.00 L-ow 2005-1 1 -1 1

I hyroxine-[3inding Globulin (TBG) Test System 3525-300 3,575-300 12,04 01.09 00 L-ow 2005-1 1 -1 1

2005-1.1-11

2005-1 1 .1 1

201 0 06-29

20 1 0^06- 29

2010 06 2!r

hvroqlobulin (To) Test SYstem 22.25-iJ00 2275-300 12,04 01.08 00 low

otal t hyrcrxine (tT4), Total 1-rildothyronine (tT3)
Ihyroid Sitirnulating Hormone (TSH) Thyroid

anel (VAST) 'fest SYstenl
8025-300 8075-300 12 04 01 .O1 0t) l-ow

otal Triidothvronine (tT3 SBS) Iest Systenr 81 25-300 B 1 75-300 12,04.01 01 0t) Low

otal Thyroxine (tT4 SBS) Test System git25-300 8275-300 12 04 01.01 0D low

Eroe 'fhyroxine (fT4), Free Triiodothyronine
(11 3) & Thyroid Stimulating Flormone Free
t hyroid Panel (VAS'I) Test Systern

2025-300 7075-300 12 04 01,01 0D low

tal TSH (N-TSH) Test System 3425-300 3475-300 12 04 01 90 0t) l-ow 2005-1 1

2005-1 1(N-'1-4) 
-f hyroxine -l-esl. Siysiem 2625-300 2675-300 12.04 01 .12 0t) Low

lonatal 17Ol-1P (N-17OHP) Test System 5525-300 5575-300 12,05.01 .07 Low 2008-02

tal TBG (N-TBG) Test System 8925-300 8975-300 12.04.01 .09.0t) LoW 201 3-09-

T1

11

-01

to

11-11

11 11

11 11

tt

--lhyroglobulin (Anti-Tg)'fest System '1 025-300 1 075-300 12 10 03.04

Thyroperoxidase (Anti-TPO) -fest System I 1 25-300 1 1 7 5-300 12 10 03 01

r,teinizing Hormone (LH) Test liystenr 625-300 675-300 12 05 01 05 0ll Low 2005 11-

2005, 1 1 -

2005 11

2005- 1 1

,'005 I '

201 3-09^

nlicle Slinrulaling Flormone (FSiH) Test Systern 425-300 475-300 12 05 0'1 04 0r) l-ow

LOW

OW

lo\A/

Low

rlactin Hormone (PRL) I'est System 725-300 775-300 12 05 01 08 0ll

)lactin Hormone [iequential (frRLs) Test
stem

6025-300 6075-s00 12 05 01.08 0ll

120502050)

12 05 02.05 0l

- luman Ohorionic Gonadotropin (hCG) Test
yslem

825-300 8 /5-300

-iluman Chorionic Gonadotropin Extended
:rnge (Ext. Range hCG) Iest System

8t]25-300 8875-300

eipid B-Human Chorionic Gonerdotropin (Rapid 3325-300 12.05.02.05.0t), l.rtrtivd 
I

11
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Decla ration of Cctnfo rrn itY

-hOG) Test System

Human Chr:riotric Gonadotropin (hCG) , Humart
t'nrlar;tin (l-rPRL), Human Luteinizing Hormone
(hl.H), Follicle Stimulating Hormorre (FSH)
Ferlility Panel (VAST) Test Systen'r

Alpha-Fetoprotein (AFP), Htrman Chorionic
Oonadotropin ( hCG ) Unconjugaled Estiol (u-

[3) friple licreen (VAST) Test System

Prr,rgnancy Associated Plasnta Protein - A
(l),APP-A) -[est System

Str,"roid

.Cc'rtisol Test Systent
jDl-lEA-S Test {iystem

De,hydroepianclrosterone (DHEA) Test System

F:stradiol (E:2) Test f]Ystenr

Utrconjugated Estiol (u-E3) 1'est System

Prrrgesterone -f est Siystem

Sex Flormc,ne 13inding Globulin (SHBG) Test

T ostosterone 1-est SYstem

Free'festosterone Jest SVStem

1 /o-Of1 Progesterone Tes;t {lystem

1.{o-OH Progesterone - Sl Test Svstem

(;

P

2.

a

Di abetes

tn!iuiln |€

R:roicl I n s

fl-Perr

ln:; u

C;rrdiac Markers

Low

low

low

2006-08-24

2010-o6-2s

201 3-09-1 6

2005 1 1-1 1

201 0 06-29

2A11-09 2r"

Low 20'1 0-06-29

201 3-09-1 6

2007 -1 1 -01

201 0-06-2S

201 0 06-29

12 05,01.07 0l

201 1 i)!l 26

11

29

i1

11

12,05.01.90.00

12.05.01.90,00

12 05.O2.10.01)

12,06 02.04 0ll

12 05 01 02 0rl

12.05 01 .02 0t)

i'175-300

7 47 5-300

12.05.01 .03.0r1

20 1 0-06-29

201 0-06-29

12.05.02.02.01)

'12.05.01.06.0t1

'1 2.05.0'1.09.0r1

12.05.01.10.0r1

12 05.01.10 0l
12,05.01.07.01

i'375-300

Growth & Bone Metabolisnr

)rowth Hormone (hGH)Test SYstem 1725-300 1775-300 12

arrathyroid Hormone (PTH) Test System 9225-300 9275-300

5-H5rdlevyvl13rin D3 (Vitamin Dl)) Test
y'stem

7725-300 7775-300

lin Test Siystem 2425-300 ta.475-300 12.06.01,03.0C Low 2005-1 1

picl Insulin 1'est System 5825-300 12.06.01.03.03 LOW 201 0-06-

tide Test System 2725-300 2.775-300 12,06.01.01 .03 Low 2005-1 1

lin - C-Peptide (VAST) 7325-300 7 37 5-300 12.06.01 03 0C LOW 2005-1 1

Cf(-MB Terst Systern

Tr,:ponin | (c-lnl)Test Systetn

Dir;oxin (D G) 'fest Systenl

!i rh91ltivly_g RP (hs-CR P flest Svstenr

Myroglobin Test System

2:975-300

:1875-300

tl75-300

:l'175-300

ui275-300

12 13 01 02 00 Low

1 2. 1 3,0'1 .07 00 Low

12 08 01 .01 ,00 2005-1 1-1 1

ll



Declaration of ConformitY

lirf ec

Arrti-l

i."ti-i
Arrti-l

c;;

Allergy & Anenria

1 925-300 1 975-300 12.03.90.01.00 Low

Cli- 3025-300 3075-300 12.03.01.06,0D l-ow

5625-300 ii675-300 12 03.01 ,02 00 l-ow

Gh 3925-300 3975-300 12 03,01.03.0t1 l-ow

1 825-300 1 875-300 'l 2.03,01.31.01) l-ow

\IC 4625-300 4675-300 12,03,01.31 0l) Low

2005-11Firoe.p-Suhrunit Human Chorionic Gonadotropin
({{lhCG) Terst SiYstern

2025-300 2.075-300 12 03 01.90 0t) l-ow

tious Diseases

rti-H Pvlori loG Terst Svstent 1425-300 1 475-300 1 5.0 1 .04.03.00 Low 2005-1 1-11

nti-Fl. Pvkrri leM Test System 1 525-300 1 575-300 15.01.04.03.00 Low 2005-11-11

i-Fl Pvlori loA Test Svstem 1 625-300 1 675-300
'1 5.01.04.03.00 Low 2.005-11-11

;ancer Markers

r f,t.ru-f"toprot"in (AFP) Test SYstem

;ri!-s:gs_lsvstent ____
)1, 1ti-3 T€)stsystem

il -1 9-9 Test SYstem

::l:l ""tLryj,nic 
Antigen (CEA) Test System

.Je xt Generation Carcinoembryonic Antigen
Cl:A) 1'esl SYstem

2005-1 1-1 1

?_005-1 1-1 1

20 1 0^06 29

2045-1 1 -1 1

--?!9!:111-1
2010-06 29

"TFcrritin Tes;t System 2?,25-300 2875-300 12 01 01 02 0t) low 200:j 11 11

2010-06 29

2005-11 11

2010-06-29

201 1-09-26

20.1 3-09-16

20 i 0-06- 29

2010-06 29

2010 06 2!)

Folate Tesi System 7l;25-300 7575-300 2 07 01.03 0rl OW

nlrnunoqlobulin E (lgE) Test System 2!t25-300 2575-300 2.02.01 .02.0t) OW

I 'iansferrin Soluble Receptor (sTfR) Test
SVStom

8625-300 8675-300 12.07.01 .06.0r1 Low

Vitamin B-12 (1312) 'fest SYstent 7625-300 7675-300 12.07.02,04.0t) LOW

Folate, Vitamin B-12 (VAST) Test System 7tJ25-300 7875-300 12.07.01 .00.0r1 Low

Miscellaneous Controls

ArLti-l hyroglobulin (Anti-Tg), Anti-
I'hyropero>rida:;e (Anti-TPO) Control - Posil.ive
& \egative

Atr- 101 12.50 01.16 0l LOW

Hi13h Level Fertility Control - Single Level -
ilrogesterone, Estradiol, Flutnan Chorionic
Gonadotropirl

FC-300 '1 2.50,01 16,01

12 50 01 16 0l

125A011600

Low

Low

low

Low

,vui"inrrcont,d ;Tr-"t;l - Hunran chorionic
Gonadotropin, Free Beta Human (lhorionic

Cjonadotropin Subunit, Alphi,r Feta Protein,
F-c triol

tvc-300

lhyroglobLrlin (Tg) Control - Tri Level TG-300

H, Pylori lgG Control - Positive & Negative HF'y-lgG-300 12.50 01 16,00

H Pylori lgM Contrc'l - PosiLive & Negative HF'y-lgM-300 12 50.01.16,00 Low

il Pylori lgA Control - Positive & Negative Hey.1n4-too 12.50.0'l ,16.00 Low

'l.hyroid Binding Globulin (TBG) Control - Tri-
Lcvr:l

TBG-300 12.50.01.16.00 LOW

Miscr:llaneous Instruments
LowAutoplex EL-lSA & CLIA AnalYzer tN006 21 02 10 01

ALrtoplex Generation 2 ELIS;A & CLIA Analyzer I N006. 2 21 02 10 01

21 02.10 01Lrn.rax CLIA Analyzer tN001

Nero-L umax CLIA Analyzer 1N010 21 02 10 01i

'\".a,1;;:,.
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lmpulse 2 CLIA

lmpulse 3 Analyzer

l-umax96

LulMatic CLIA

Elclex 3.8 ELI

Neo-Eldex E Analzyer

Analrzer

Pl€rte Washer

21 .02.10.O1

21 .02 10.O1

21 02 10 01

2-1 .02 10 01

21 02.10 01

21 .O2.10.O1

21 .02.10.01

21.02.10.O1

2006-08-24

201 0-06-29

2007-03 01

2011-O9-26

2007 09 1 C

2011-09-26

201 3-09-1 6
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GBG-MDL SRL
Global Biomarketing Group
M0ldova
65 Tighina Str,, office 607
MD:2001 Chisinau
Republic of Moldova

November 1Btn, 20 j g

To whomever it rnay concern:

By'hereby, we, NovaTec lmmundiagnostiea GmbH,,Waldstr.aRe 23 116, 63128
Dietzenbach, Germany, declare that GBG-MDI $RL Globat Biomarketing Group
Moldova, 65 Tighina Str., office G07, MD-2001 Chisinau, Reprublic of Moldova
is our authorized distributor designated by us tc promote, to register, tc distribute

and to represent our products in the territory of the Repubf ic of Moldova

This declaration is valid until December 31th, z02o unless terminated
before the date of expiration.

vvtth best regards

ihgnostica GmbH

a Duchmanffii ffi;;;ltlif,irii.*:? tf***W€h,J,.u.r,** -t'A$
631 28 Di*tz-enb"*eh, GormenY

Nava-,tbr: i;'r.r ilr ;,t na1 i;t t]l i:r,,ti | ;, 
.: : i,

$,h irli,,lri;llt iji iii.i
6.1 1 2U lliei;:r:nLri.1irir. i :iI t:i' i i l,:l i :,,

Tiil., *4r'ltu\) ijtl i4.i.48,'(_i il
Fax: I d!) i0) ti(i ,/.1 i.18 ifi 2il
[ " h/ *i i ; i 11 i6 (nil'rt11y;1i'q, 

6. - 1 ij. r; iil i ;

Intern'::l : wwn,Nr;vitl*;c- | lj,cx:r l:

Ckri;r:iL({rrttilu:Lr ng r

llrilla -|t,4dria Lli.rch manrr Belrlic

I I iinri n lskrgistnr ; l-lfi li] StIe n i:ach 1t fi Bij

l)c:r rl*cl'* {rli,irtli

ttli{ ri{X]?fl'il 2.i
t(o"-i'.r, D1fl01i:t-J

fllC : |l[: Li I i)L:l)i]f lii,
l$Ai'i : D[ 2tl 50til 0fli1,'1 il{Ji0 $i20OCJ
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Certificate
The Certification BodY of

tUV nneinland LGA Products GmbH

' hereby cerlifies that the organization

DRG International., Inc.
841 Mountain Avenue
sPringfie't,JH 07o81

has estabtished and uoo,'"r,3|"1ilA 
fJ iffiilit;"S;ll 

tu.,". ror medicar de'rtces

Manufactuninq and distributionr of in-vitro diagnostic
reaqents used in tle diagnosis of autoimmune status, cancer,' { 

cardiac markers, disease status, fertility testing,
pregnancy testing, diahetes and immune status

Proofhasbeenfurnishedthattherequirementsspectfiedin

EN ISO 13485:2Q16

are fulfilled. The quality management system is subject to yearly surveillance.

2018-02j21

sx 601215687 0001

21238159 003

2020-11j22

G:)
'FUVRheinland

Effective Date:

Certificate Registration No,.

An audrt was performed Report No.

This Certificate is valid until:

"f.'.'- -:

iks
Deutsche
Akkreditie ru ngsste lle
D-ZM-14169-01-02

Date 20'18-02-21

Tel.: +49 221 806-1371 p3x: +49 221 806-3935 e-nrail cert'valrijrty@de tuv com hitp i/www tuv com/saFety

-"--***---*:
Hofftnann



Liofilcheln s.r.l.
Via Scozia - Zona Industriale

Liofi lchem
Microbiology products since l9B3

hge 1 of 3

Roseto degli Abruzzi, 11 )anuary 2O2O

A ---rI- ^ "? 'ti- ' 'tion Letteruon Le[er

ostics for microbiology, certified ISO 9001 and
iale, 64026 Roseto degli Abruzzi (TE) ltaly

do hereby authorize the company

GBC-MLD SRL
Ir='t a.b5 lrghina Str. Office 50Z
MD.2001, Chisinau
lr4oldova

to distribute our following products in Moldova (below defined as "the Territory"):

the medical devices nranufactured by LiofilchQm comply with the European Union directive
'QAttOttC for in vitro diagnostic devices (lVD)
f,A Quality Agreement is attached to this letter a$ Annex 1 .

ll his authorization is valid to 31 .12.2022 and is not automatically renewed.

llhe cooperation between CBG-MLD SRL and l]iofitchem can be terminated by either Party

flefore 31.12.2022 through a 3O day written nofice.

ln faith.

pabio erocco
qoo
Liof ilchenr

64026, bruzzi (TE) Italy
Tel +39
Fax +3 9

Capitale Socialp € 825.600 i.v.
R.E.A, Teramo +.79331
Reg. Soc. Tribupale diferamo 4124
P.l. e C.F. 00530130673
www.liofilchem.com

Certified ISO 9001 and
uoues_uyrwsuB



Nn 50 100 1 1497 - Rev. 02

Si bttesta che / This is to cettily that

It SISTEMA QUALITA D1

THE QUALITY SYSTEM OF

LIOFILCHEM S.r,l'

,gEOe teeRLE E OPERATTVAT
REGISIERED OFFICE AND OPERATIONAL SITE:

VIA SCOZIA SNC - ZONA
t-64028 ROSETO DEGLI

SEDE OPEMTIVAT
OPERATIONAL SITE:

CONTRADA PIANE VOMANO 2 . TRAVERSA DI VIA GRECIA

l-64026 ROSETO DEGLI ABRUZZI (TE)

E CONFORME Al REoulslrl DELLA NORMA

HAS BEEN FOUND TO CAMPLV WITH THE REQUIREMENTS OF

UNI EN ISO 9001 i2415

Quesro ceRrtptcelo E vnLtcto PER IL SEGUENTE cAlvlpo Di APPLICAZIoNE

THts cEnflncarE ISvAUD FaRmE FoLLowtNG ScoPe

per l'Organismo di Certificazione
For the Certification Bodv

CERTIFIGATO

INDUSTRIALE
ABRUZZT (TE)

zione e commercializzazione di dispositivi
'eni di cottura per batteriologia, sistemi di

i kit per la determinazlone di plasmaproteine
(rAF 12, 29)

D medical
tibilitY
2s)

lq,;hbro dagli Ao.6tdi di ful0iro R;.ontt.,dton1r
gA iAf € ILAC
Sigtralo4/ol EA lAf 8\d JLAS A4irl{dl

lJ sc c.gnilraoA! r &84t4

>^,S=:*
Sewica

Validitd lValiditi,

Dal / Fron: 2017-10-24

Al I To 2020-10'23

Data emissrone i frrinting Ditle

TLiv ltalia s.r.l

sGo N'o.{eA ssJ N 0s5G
.1GA N'OI8D lTX N''OlL
$cR N"00-6F SCE N'A!3Li
EMAS l.l'0r3t, pRs r.j-07?c

rsp N'D5?F
I.AB N-Oq7B
PRr: tl'De1B

PRIMA C€RtlFtcAzloNE / F/R.$r CERrtFlcArloq: 2t12.09-25

.Ln yaLrotTA oEL FRESE.t.lrE cERTtFtcAio E suqoRDrNATA A S0RVEGLIANT-A PERt0DtcA A 1? MEsl E AL RIE
cEs[ION€ AzIE^IDALE CON PERIOOI6ITA TRIgNNALE'

THEVALIPI'Y OF THE PRESENI CERNFrcAIF DFd6TJO9 ON 7}IE ANNUAL 9URVEILLA|ICE EVERY 12 }"]ONTHS
COMPANV'S MANA{\EMENT SYSTAM AFTFR TIIFFF.Y€4R5'

tl.!V [*tia S.r"l.. sruppo TUIJ SUil. Uia Cqrdutti125, Pal 23.2009i1 St;sto $irn ffit,;ann {trJli . italrii. i!6rr,,!\i lrr! il
,:-rl"n,

| (J\,



CERTIFICATO
N" Q5 17 09 71067 004

Product Service

Titolare del certificato:

Stabilimento(i):

N" del rappofto:

Valido da:
Valido fino al:

Dirta, ?-017 -12-01

Pagiha 1 di 1

Traduzione per scopi informativi

Llofilchem S.r"l.
Via Scozia

64P26 Roseto degli Abruzzi (TE)

ITALIA

Liofllchem S,r.l.

ViA Scozia,64026 Roseto degli Abruzzi(-fE), ITALIA

Liofilchem S.r.l,
Cdntrada Fiane Vomano,Traversa di Via Grecia,
64A26 Roseto degliAbruzzi (TE), ITALIA

Marchio di
ceftificazione:

Gampo di applicazione: Progettazione e sviluppo, produzione e

Nor:ma(e) appl icata(e) :

commerci alizzazione di dispositivl medico
diagnostici in-vitro: terreni di coltura per

batteriologia, sistemi di identificazione e
antibiogramma, kit per la deterrninazione di
plasmaproteine. Dlstribuzione di altri
dispositivi medico diagnostici in-vitro

EN ISO 13485:2016
Di$positivi medici- Sistemi di gestione per la qualitdt -
Requisiti per scopi regolamentari
(lSO 13485;20'16)
DIN EN ISO 13485:2016

L'Organismo di Certificazione TUV SUD Product Service GmbH certifica che la societa

soprlmenzionata ha istituito e mantiene un sistema di gestione qualitd eonforme ai requisiti

defla(e) norma(e) elencata(e). Vedere anche note sul retro.

tT4.956016

2017-12-O9
2020-12-08

Stefan PreiB

La sola versione inglese (tedesca) d legalmente lrnpe|

I
t.

r
Zertf z iee ll5/'n

ta'
.4..i
' ii>"

t>i

TUV SUD Product Service GrnbH ' ftidlerstraBe 65 ' 80339 Miinchen Germany

Lt hl t T/t i:



GE IFI TO
0 11497

Si attesta che / This is to certify thai

IL SISTEMA QUALITA DI

THE QUALITY SYSIEM OF

LIOFILCHEM S.r.l.

,SEDE LEGALE E OPERATIVA:
FFG/SIFffED AFHCE AND OPERATIONAL S/IE

VIA SCOZIA SNC - ZONA INDUSTRIALE

t-64026 ROSETO DEGLI ABRUZZI (TE)

$EDE OPEMTIVA:
OPERATIQNAT S/IF:

CONTRADA PIANE VOMANO 2 . TRAVERSA DI VIA GREGIA

r-64026 ROSETO DEGLI ABRUZZI (TE)

E CONFORME At REQUISITI DELLA NORNIA

AS 8T6N FOUND TA CAMPLY WITH THE REQUIREMENTS OF

UNI EN ISO 9001 i2015

Qursro cERTlFtcAlo.E vALtDo FER IL SEGUENTE oAMPo Dl APPLIcAZIoNE

fHls 0ERTIF/c rE ts vALtD FOR THE FoLLowlNo scaPE

e sviluppo, produzio e di dispositivi
ostiei in-vitko: tenren gia, sistemi di

i e antibiogr{mma, kit plasmaproteine
(tA

Dal

Per l'Organismo di Certificazione
For the Cedilication Body

TUv ttatia s.r.l.

Validita iValidity

2017.10-24

2020-1 0-23

Dal / From

Al i'[osco N"odsA ssr ll'0s5c rsp N'D$:6
SGA N'O1EO ITI It'OOIL LAF N OO?E

-qcn N'00sr s6E r.t'013u pRir lr'0&18
Erlas N.013F, PRS lJ'4r?C

Nl*rjbfc dEgli4Eoldi di Motrd Ri.vn%.imoDln
E4 

'AF 
. ILAC

SignapryrfEA, IAF alld ILAC \lulunl
,lecegdiiti@A!,€oo en(d

125, Pal 23. 2009t Sesln $trr {liuuantl l["ll] " it;lir;i. inir',\i irj\i ,i TLjV 
i'

Via Ia1dur:ciT{JV llalia S,r l. . GruilFo TUV StlD .
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ii.i'

oipn rozs+o 434isso

rirn s+:rto+584/ KIIIr s433o1oo1

pl 9 407 02810244020 I 0 1 090

n (Jll6apcrtov 6aHxe ilAO C6ep6anx,

EriK 04s004641

Kgpp, c,r. 301 01 8 I 0500000000641

oKB3ll 21.20,2,72.1r I OKIIO 235481'/2
Pecny6,rrarz

ACI "Betxmop-Eecnt"

rcBG-MLD)) SRI.!

Mor,ilosa. t. Kttttt title*"
y.rr. -fururra.65. 

ocf .607
LIztr.ir<o scxo H,r ;,' 1 . l'{.

63()1 17, e Hoeocu6ttpcx, a/a 492

rnen.. (383) 227-/ 3-60, 332-36"J,4

men /Saxc: 332-67-49, 332-67-5:?

e - m ai I : v b m a rket@v e ct or^ be s t. nt
internet: http://wvwv.vector-best ru

|n N, fr$ "'ffl

ltaaluro r. Kl4[II'iHeB, yJl' 1-I4tt'iHa,

p5, oQ. 6 Hrepax, nPoBoAI{NII1X tule;

Ar,rUHHCKr4Mr4 yqpexAeHr4flMyr l'eCnybnurfl IVtOnAOBa I,I ocyuecrBJltTb peKnaMFIo-zHcpopvarrrloHTl{)(i

COIIOOBO]I{JIEHHE.

ppox 4ei.icrnvr aBropu3aIII4H no 3l gexa6p-s

Aeropusaquq or rIpoI{3BoAHTeJr

tArqrzouepgoe ofiqecrBo ((BeKrop-Eecr)) (Pocr;uficxat OeAepallilfl., 630559, Honocra6npcxa.'{

p6nacrr, KoPnYc 36, r' 2l l) oQu-

ltaaluro r. KtaunneB, yJl' 1-I4tt'iHa,

f5, oQ. 6 Hrepax, nPoBoAI{NII1X tule;
-L --- ---

)020 r o na BKJIK)eilreJlI'H o

Kovruepuec xufr gupewtop AO



mdc medical device cerrtification GmbH
yAocroBepeeT, tTo Ha npeAnpfiertl14

BEKTOP

AO (Bexrop-Eecr>>
6305ti9, Hoeocu 6upcxan o6nacrb, P.tr. KonuqoBo,

Hayvxo-npon3BoAcrBeHl'ltas soxa, Kopnyc 36, x. 211,
PoccraficKar Oe4ePaqun

c npou3BoAcTBeHHbt MH nfl ou{aAKaM4 corn acHo n pHnoxeHH ro x Ceprm cpu xary

nprMeHilTefl uHo x o6nactRtt

n poeKTh poBiaH !l e r paspa 6orKa' n pou3 BoAcrBo A peann3a'1rn
Me,qH qH H cK ux nzpenvil i n'vitro Auarqocruru

(nqP, H{DA,6rortuuua)

6utna eaeAenia r nPrtueunercr

CIAC TE MA YN PABjI EHVN KAL] E CTB O M

llpoeegenHaF npoBepKa cilcreMbl ynpaBtteHile KaeecrBoM noKasara,
qro AaHHas chcreMa coorBer(lrByer rpe6oaaHtlcM craH,qapra:

EN ISO 1i\485

Itlsgenvtn Melr4qLlHcKre - Crg;revul MeHeAXMeHTa Kil\lecrBa -
Perynr,rpyroulhe c4creMH b,te rpe6oeal ulR

EN ISO 13485:2016

,!ara sutgavr
Cpox gettcrBfiF Ao

PerrcrpaquoHHuttZ Ns

Or'ler Ns

[J.Jryrrapr, l-epvau rn

+ AC:2016 - ISO 13485:2016

.,., l

,Jlr t- "

,n-.,{'', ' ' 
4 

f
(.'''

oAhTenb ceprf4Qt4KaquoH Horo opfaHa

rndr: rnedicial device certificiltion CjmbH
Krie5;erstraRe 6

D-701 91 Stuttgart, Germerny
Phone: +49-(0 )71 1 -2a,3597 -O
F:ax: t'49-(O),7 1 1 -2535,97 - 1 O,

2t)18-07-13
2t)20-07-03
D121i31000'17
P1 8-00489-117996
21J18-07-13

r\ k k.c d i i.i Lr n g 5., I rt I I.
D 1f,,4 I 6()(12 t,h-{)(i



npoeKTilpoB aHVe U pa3pa6oTKa, nporlsBoACTBo

MqAilUr,,f HCK[4x V3Aenvil in vitro AVatHocruKV

npoeKTLIpoB aHVe V paspa6orxa, npoh3qoAcrBo
M eA il Llr4 HCK]4 X USAe nUiA i n vi tro AVar H ocr vK/1

{ .d"

18-07-13 CrP. 1 13 1

llpunoxenl

Ne Q1210100017 or

npoeKTnpoBaHVe n paspa6orxa, npoil3BogcrBo
u peanvsaL\nfl MeAVqvHcKtAx.z'3,AennZ in vitro

AharHocr14K14

o6nacrs, p,n,

certificf,tion GmbH
traRe 6
lart, GefmAny
711-25F59,7-O
l 1-253q97.1 O

Gefmany

Pyxoeogurenu ceprr$u



Vecto,r-Best
EC Declararion of conlbrrnit"Y I

;

rl

EG DECLARATION OF GONFORMITY
t

Ap Vector--Best hereby ensures under own responsibility and declares that'the prodttcts lts'ierci

on pages 2-3are in conformitywith applicafle provisions and fulfill the ess,ential recltriretrretrl:l

of Annex lDirective 98/79/EC of 27 October 1998 regarding in vitro diagnostic medical derrir:t::';

Classification of Products:

Qther devices (all dervices except Annex ll and gelf-testing devices)

Eirl ISO 18113-1 :2011; EN ISO '18113-2',201'1 (ln vitro diagnostic medical devices lnfornratiorr

sUpplied by the manufacturer: (labelling). Tei'ms, definitions and general rerquirements. In vitrq

diagnostic leagents for professional use); EN ISO 15223-1:2012 (Symbols to be r:sed with medical

d$vice labels, labelling and information to be supplied); EN ISO 13485:2012+AC'2012 (Medical

reduction of risk of infection related to in vitro di

dbvices. Application of risk management to meQical devtces)

l

Ahnex lll (11ot inr:luding section 6).

C o nfo rm ity a sse s s m e n t p-Lo-qe-d u re

AO Vector-Best

Bioron GmbH

Address: 630559, Koltsovo, Novosibirsk Regirrn, Research and Production area, building 36, office

Zil Russian Federation, tel. +7 (383) 336-79-40, tet.lfax +7 (383) 332-67-49

Murat Khusainov i-.

General Director AO V'ect
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