SPECIFICATIE TEHNICA

Numele produsului: Kit Elisa de competitie pentru detectia anticorpilor
antivirusului BTV din serul de rumegatoare ( Bovine, ovine, caprine)
Caracteristici:

- kitul are microplaci cu striluri detasabile;

- dilutia serurilor de testat este de 1/20 ;

- conjugatul este concentrat 1%

- rectivii sunt gata de utilizare;

- Produsul este in conformitate cu precizarile tehnice OIE in vigoare si
decizia ANSVSA program strategic produse cofinantate;

- kiturile se supun procedurilor de verificare a valorii de diagnostic conform
Normei ANSVSA 81 revizuita.

- format kit x 5 microplaci x 96 godeuri

Ambalare, etichetare, marcare conforme cu legislatia UE in vigoare la data
incheierii contractului de achizifie publica.

- Produsul biologic este insofit obligatoriu de certificat de calitate al
producitorului (si nu al distribuitorului!) ISO 9001/2008 in
valabilitateal producatorului si distribuitorului, buletin de analiza
ICBMV al lotului, Autorizatie de Comercializare, instructiuni de
utilizare in limba romana

- Termen de valabilitate de 1 an din momentul achizitionarii produsului

biologic.
Producator: IDEXX MONTPELLIER SAS

) Digitally signed by Olaru Victoria
Y SN Date: 2019.11.07 11:45:51 EET
et > Reason: MoldSign Signature

A
v

Location: Moldova
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La Procesul vorbal nr 12735 din 30.03.2016 emis de Institutul pentru Controlul Produselor Biologice si
Medicamentelor de Uz Veterinar, ICBMV gt integistral prin CAHCBMV-40030 din 30.03.2016, va transmilem
rezullatele analizelor de laboralor pentiu produsul Bluetongue Virus (BTV) VP 7 Antibody Test Kit (IDEXX Bluetongue
Compelition), serie 5059, valabiltate pand la 30 06 2017, NOVA GROUP INVESTMENT SRL, AC Nr
110291/27 10.2011, valabiltale - 27.10.2016

Director Tehnic Direcl‘t}\__

01, Wirgla MARINESCU Dr Malentin VOILTY -

/ T (e — )

4 INSTITUTUL PENTRU CONTROLUL PRODUSELQR
BIOLOGICE $| MEDICAMENTELOR DE UZ VETERI

BULETIN DE ANALIZA acredital pentiu
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SR ERISOICEN 17025 2035
CERVHCAT DE ACREDITARE
Ligoe

Eroeditorul probetor Institutul pentru Controlul Produsealor Blologice si Medicamentalor de Uz Veterinar , ICBMV
Gontextul preievann Control de sorie
Definatorul autonzaliel de comercia'izare (MAH) NOVA GROUP INVESTMENT SRL, ROMANIA

Peooucator IDEXX Montpellier SAS , FRANTA

Daty cu povere la acliunea de prefavare a probelot

Locul prelevan SC NOVA GROUP INVESTMENT SRL
Dala prelevan 30.03.2016 - 30.03.2016
Proces verbal 127351 30.03.2016

Responsand pretevare IVASCU Marina

Date cu pavica la racepha probolos

Data g1 ora Temperaturalstarea lermica Responsabil

30.03.2016 4,0°C Mod. Vet. Maftel Andreea
Conrea nbterpre e conpnate di prezentl (gt nu suid scoper te de acredlaea RENAR o acest BA rez 1 ete incerc At g (a0 a se FACLRA P
referd nuria 1a proba anabzstd Rervitolele suit fnscnse o o dnea et fod piobioda v Micd de probe. con'uim doturitaluul d8 prtledate Lota qesor 201s
Geantaitk epcduceiea par A & Bu'etou'ui 08 5nadizd 1318 eprobarea latoralond b emlent Preséatul buleln evie vplalad numai in 0ogual Flevna (W03 01 2016

Fauficaea acasiul dagumaal ge podepsejte [0 conformiate cu legistaya in vigoare Acjunea da pre’evare o lace olveatd pchied i abaoralonstn
tespanealdiated eganhon s 6 e sabanaatd CA [nzerchoty marcala cu NR nu sutl stopenta da acreddare RENAR Panbio delals puptanenlare
vadngan sonctal cadcalid de accectare lavbaw et me o

1pant de Boct o CIOGIOLCostin ) ATLASvYe BAILEMY. 40030
i 06 08 2016 0% 52 03 | pagnalan
LIMS







Tabel produse/obiective. probe siteste (nr tolal probe 1)
1. ProdusiObiectiv Bluelongue Virus (BTV) VP7 Antibody Test Kit (IDEXX Bluetongue Compelition), sel de diagnoste, 10EXX
Montpallier SAS  AC Nr 110281127 10 2011
| God proba |

! Perloada ' Datatil proba | Yot metoda d;l::ali;:‘l.?numvtrl de) Reozultale, IM, UM Concluzil
| analitich | ] petiaim {
PRACBMV. soria: 5059 » SeracuCompartiment: Biroul Control st Evaluare Seturl de Diagnostic si Reagenti | Cotecounds
“ORUsH ealnbliietB:30.06.2017 Raspurisul martorilor vy ¢ 40030-1 1 (56! £Li54)  Placa prevedentx
canlt tolz'a 2,00 set x| DO Martore = 0,065; 0,059, 0,084; 0.066 documentatiol
5 placi i 0.0. Media Martors = 0,064 (ehnice a predusuluil
e umldlprobd 2 ] 0.0. Martor- = 1,079; 1,280, 1,042 1,044 |
Islate de pimire | g.g%u;du M’:nor- - "s,';: i
C ¥ Y edig Martlors = 5,
Corospunzaloare Placavitas |
Pleca 2 :
0.0, Martor + = 0063, 0,686, 0,060, 0.071
0.0. Muddie Martor + = 0,069
D.O. = 1,255, 1.228; 1,296, 1,256
0.0, Medie Marlyr - = 1,258
YSiN Medie Martore = 544
Plpcn validh
Corespunde
Inslivchune de vidiraie v OE00450.10
Congli da valdsie
1 07005 DO Medhe Mador -5 1.0)2
2 WSHMedt Mantx ¢ < 20%
ISpecilicitale goy o 400301 1 (Sel ELISA)  Protocol
16 serurl nggative de bovine in 2 repatdiope 2
plach
4 soruth negatiee de Gvine n 2 repetilil pa 2
placi
16 seruri negativs de caprine 1o 2 repetilu py 2
placi.
Toate seturile textate au fostinferprgtate
negativ
Corespunds
Covern de deca s
| 1 %S BOY, - froles hegatve
i 2. 70% <HSIN < BO% plabe suspecte i
3 WENS T0% - proke portee |
t S s 1000 (D O probal O Mece Maiter -) I
| Sensibilitate gy . 400301 ) (el ELISA) Protocol
| 20 serunt pordive de boving In 2 vepeliti pe 2
! plact
t B saruri pordive 4o ovine in 2 repetilii pe 2
plici
S serutiportive de capring (o 2 repatdi pe 2
plezi.
Toate setonts testate s fost interprelale
potitiv,
Corespunde
Repelabilitate pjery ¢ 400D 1 (Se EEISA)  Martorul pozitie in §
i valori individuate pa 2 pties
i CV % s b4% i
I Martorul negativ in 8 valorindhaiduale pe 2
; plac). |
i VY = 8,8Y i
i Corespunde {
IVeriticarea valorii do diagnostic (emy dO0H0L 2wt FIISAT IDSA - LNR i

Blugtongue $i Payta Ecvira Altcana
Raport d¢ venlicare » Valond de Diagrostic Me
S46 dw 22 04 2000
Pesloada de testare: 18042016 - 21.04 20186
H | Tehnles do luciu. nstructiunile producatorutus
Repultate obitinute.
Seasibitilate relativa = 100%
Specificitatea relativa = §8,91%,
Repetabititale » corespunratoare
Peodusud IDEXX Buetongue Compelion bt 8059
! enls G Espunale:

H |
|

ancluzla finald: Setul de diagnostic IGE XX Blictongua Compatiton, produchlor IDEXX Menlpeiber SAS, Frarja loVsans 5053 valabi late
SH0EL 2002, prexcth paramelrn de callate in confermitate cu Documentala tehaied ¢ Instius{unie de ullizare prozentale de producaion {

brule e prezertu 2o tu sunl acopente de sireolared REMAR Tn acest BA tesutatels incerch 1 conduania se FAOY fiAP
¢ f 3 Reratede surl inacise In cidnieaidentd cde probe’'ona vondlen de o, con'orn docuv ectuba de pretevare Edga 40801 2016
DR NIICE (epOdulered paipalh a Bulelindlu de anzk2 § 144 aprebarea laborstoadul enwent Pietentud Lulenn @sle va sbe Ouma in ofmind’ Renza 60801 2016
Faltificaes scasi 6otument L pedepseyle in con'onm 1ate cu legeslal a invigoare Atfungs d¢ prélevire nu fase oladctul acl vtdla lobaraloru w,

royponsabtlatea pyantondoi o e sohiclantl CA lncerchv'e marcate cu NR ny sunt acopente de acrediare HENAR Peatru deldds sujs mentare

wd oo, sobodafcend 2ot de acieddae ta b b to

Fpaatde Gavtum CiGZION Costia l ! I ATLASvet BAJCHWMV.40020

Cperns povierprelbole ¢o
Celedd e L o e

100G U5 2016 0% 52 00 LIMS pagad 2dn)






Responsabili tostelanalize: .{.!.‘t,_
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Responsabil BIROUL CONTROL S) EVALUARE SETURI DE DIAGNOSTIC SI REAGENTI: Blochim. CIOCIOI Costin, Biochimie

-

- £ it

Abrevieri | Dolinitii:

(kg = Acredital RENAR

iRy« Heacredilal RENAR

4 - meebtuding de misuraie
UM - unitdp de mdsura

Patrvit rerultatelor - cano nu sunl precizate crtent de admisibilitale referitoare 1a reratiatele inveshaler efociuato 530 cand wlerpetarea tezuia.
tuiui nu poate fincadrald cu cerituding ca fund corespun2 dorfnecorespunzaler (ex acceptatad conl Reg 20732005, dacd rezutato masurérm ¢

ncel ludinea exlingd foblgalonu menyonatd in BA) cu o probabditale de acopeie de 95% se suptapune peste L mita spaclcape), et }

Numar de uxt?m;:liuul idm care se distnbuie: [ Jansvsa Nuinéar ;:naxe[ ;
I { ] GIX S [ Jre | (]

1 _’]N- WA GROUP [NVESTIMENT SKi |
I =

Opert 13 v eterpetdie cor|aule de prezemtal tapoit pu tunl acopente de aciedtatea RENAR Tn acest DA rezuale’e incercds § tacciuzia va FAGLBA P
et i la pioba ansheptd Rezwtatels sunl inscnse 10 0fBies (deat I probelona und 510t de probe Conls i documact s da pre'evare Edia Ji0d 00 2015
Seanterz e epoducered pal alh a Bulelrutun de ansirh [MA apeobarea laboralond s emdent Pregentul tulein e5la vaiabs numa 'n Gtgeyal Rewria (2301 2016

Faedficaion aceatul documant se pedepse e in confarmiite cu leg 88} a in vigoare Acjunea o prelavaie N fate Oleestul 320au b (3t ataun
fespansabidatea egard onde o ate sobcdantul CA Inceicdaie marcate o NR ny sunl acopente de acrediare RENAR Pentiu delals suplaienticg
vaaugdn solode cet beaty ge poredtae laizbme@ v io

Nipdat g Grctem CHOCION Costin . LA : BA BNV 2003
0 UG 0% 2016 0% 47 00 ATL 1 Mss\fll pRgnaldonl






Livestock, Poultry and Da'ry

CERTIFICATE OF ANALYSIS
Cerlificado de Anélisis | Cortificat de contidle | Chargen-Prifprotokoll

IDEXX Bluetongue Competition [Blugtongue Virus (BTV) VPZ Anlibody Test Kit)

Product code : PO0450-5 Expiration dato : 30-JUN-2017
Batch - 5059

Tosts por kit : 480

Insert varsion : 06-00450-10 Manufacturing date : JUN-2015
KIT COMPONENT - Lotnumber — KIT.COMPONENT ~ Lotnumber
Plate 32003 Ditution buffer 2-650
Posilive control 2138 I8 Subslrate 12-303
Negative control 2144 Stop solution 3110
Conjugata 24-1188 Wash sclution 1-172

KIT CONTROLS

Mean Negative Control OD 1,388

Mean Positive Conlrol OD 0,071

DETECTABILITY

Maan SN Cirad Standard® 30 % Pass

REPEATABILITY

dilution buffar 2 (n=252) CV = 5%

SPEGIFICITY

Bovine sera n=30 mean % SN = 91% Pass

SENSITIVITY

IDEXX scrum pane! ! Pass

*Fronch Reforonce Serum

This product was porformance tostod and has met all quality control specifications required for reloaso.

This Information Is roleased by ;

Titlo ; Quality Assuranco Spoclalist |, Mauran Rachel
Signature .

—_——ge

T

Manufacturor: IDEXX Monlpeliior SAS - 326, rue de la Galéra - Parc Evromédecine - 34090 Montpellier - France

T6).: 33(0) 4 89 23 24 26 - Fax : 33(0) 4 67 04 20 25 - Info-montpollior@idoxx.com

ENO0501-17 +Vers . C Document printed on ;. 10-Aug-2015
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IDEXX Eurape B.V. Zulassungsstelle
Quality Assurance Leiter: Dr, Jana Heidnch
Willem Brocadesdreef 17-19 Telefon: 018351-71240
2132 PV Hoofddorp Fac: 038351-71151
THE NETHERLANDS F-0ail jana.heidrich@fli,bund.de

Ihre fachricht:  29,04.2016

AZ: 1227116
Datum:  17.06.2016

Amtliche Zulassung nach § 11 Abs. 2 TierGesG
Chargenregistrierung nach Freistellung des Mittels von der Chargenpriifung

Bezeichnung des Mittels: ELISA Test zum Nachweis von Antikorpern gegen das VP7
Protein des Blutongue Virus
Kurzform der Bezeichnung: IDEXX Blutongue Competition

Amtliche Zul,-Nr.: FLI-B 440
Chargenbezeichnung: 6026

Untersuchungsmethode: ELISA

Menge der Charge: P00450-5 (5 Testplatten): 281
Laufzeit der Charge bis: 26. November 2017
Gebrauchsinformation: Version 06-00450-11

Sehr geehrte Damen und Herren,
die interne Chargenfreigabe fiir das o. g. Mittel ist bei uns eingegangen und wird registriert,

Mit freundlichen Grifien
Im Auftrag

1

AR

Dr. J. Heidrich
Oberregierungsratin

¢

1ofl 4/10/2017 11:58 AM
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La Procesul verbal ni 16686 din 05.07.2016 emis de Institutul pentra Controlul Produselor Biologice si
Medicamentelor de Uz Veterinar, ICBMYV sl inregistral prin CA-ICBIMV-40126 din 05.07.2016, va transmitern
rezultalele analizelor de laborator pentiu produsul Classical Swine Fever Virus (CSFV) Anlibody Test Kit (IDEXX
CSFV Ab), sere G751, valabilitate pana la 31, 10.2017, IDEXX EUROPA BV, AC Nr. 140147/15.07 2014, valabiiitate
215072019,

Director T_eh_niu ‘ - [_)iro.ctor
Dr. Mitela MARINESCU Dr. Valentin VOIGU
/I,UJ'O—/ //f LeldCee it~

JZUNSTITUTUL PENTRU CONTROLUL PRODUSELGK
BIOLOGICE $I MEDICAMENTELOR DE UZ VETERINAR

BULETIN DE ANALIZA acredital peitiy

INCERCARE

[ o s ] %

CERVFICAT DL ACREDITARE
L1568

Fxpeditorul probelor Institutul pontru Controlul Produselor Biologice si Medicamentelor de Uz Vetarinar Jlesmy

Conlextul pretevam: Control de serie

Dapnatoru! autotizalel de comercializaie (MAH). IDEXX EUROPA B.V., OLANDA
Protucator. IDEXX SWITZERLAND AG , ELVETIA |

Datlo cu prvire o acfuriea do prelevars a probelor

Locul pretovarii S5C NOVA GROUP INVESTMENT SRL, Bucuresti
Data prelevarg: 05.07,2016 -

|

"["(Otub verbal, 733106.07.2016

:‘rwspon:mbil prefevare:  FATU Luminita

Data ¢u privies [a recoplia probefor

Data gi ora: Temperalura/starea termicd: Responsabil:
105.07.2016 6,0°C Med. Vet, Maftei Andreea
Op-ivie gomleipieldide canfnute da prezeatul raged tu suni Jcopente de screddarea RENAR In acest BA reaudlate’s ncercdn Lo se FAOLEAP
FEIE a1 proba a2t 2ald Reautatels sunt lnscrise in ordnen iderbhc b Proteiona unititioe de probe, conform Cotumentulu de prelevace Edipa 2703 01 7015
orutun ermtent Prezentul bu'elin €ste valabd numa in argnal Rey ria 008 01 2016

Sointerdice repreducered parfiald a Bulchnolu de anahzd (43 aprobarea labora
Falsticaren scestl document se pedepsagle In conformipty cu leg slajia in vigoare Acpunea de prefovate nu lace obgolul attantdya laboratopla,
fespansabl latea ejantonda o are colctan'ul CA lncerchote marcate cu NR nu sunl acopenie da stiedlare RENAR Perttu detaby suphmentate
N regdm, sctedal cattleaiul de acreddare la whoeJ cbany 1o
Tipdulde Chon FATU Luminta ﬁ ATLASvY » BA-ICBLMV. 40120
: ot

02097 4 o - %]

In 209 2016 10 48 03 [5—{ LIMS pagnaldal






Tabel produsefobieclive. prohe sitesle (nrtolal probe: 1)

1. ProdusiOlilectiv. Classical Swine Fever Virus (GSFV) Antibody Test Kit (IDEXX CSFV Ab), set de diagnostic, IDEXX
SWITZERLAND AG . AC Nr. 140147/15.07.2014 - - 7
| Cod proba ‘

Perloada Dotalil probia Test, motoda de analiza / Paramelr de Rezultate, IN, UM coilezii .
nalitica performanga

! |
PRACBMV- [soric:

51 ComvicniCompartiment: Biroul Conlrol sl Evaluare Soturl de Diagnostic si Reagenti Corespunde !
401261 |valabilitato: 31,10.2017 i 0 cet EL1S > pievedesar
3 5 K i 4 40126-3 1 (Ser ELISA)  Placa § {
! canlil, totata: 2,00 sol x Raspunsul martorilor (i) @ Fi D MiRia 5 1hE: B 41104 66 0048 documentatlel :
' 5 placi 0.0.Medio WP = 0,152 Hehnice a pm;hmrluii

| lne wilaliiprobd 2 0.0, MN =1,344; 1,410, 1,409, 1,205
: Istare de primire 0.0, Medie MN = 1,267
Blocare MP = 88,91%

Corespunzatoare |
orespu toare Placa valids

{
Placa 2

1 0.0. MP = 0,233; 0,170; 0,185, 0,14%
0.0 Medie 1P = 0,184
0.0, (N » 1,360, 1,478; 1,442, 1,155
D.0. Medio N = 1,406
] Alocare NN = §6,92"
|

Placa vahidd [
Cotespunde
Wstruct i de ubhzane v 06:43200-07 |
Condti de valdme !
DO MN» 050
Diocete MP >¢ 50%

Specificitate (e i £1 40126-1 1 (5S¢t ELISA) - Piotacal I
36 serun negative de pord in 4 repotiti pe 2 |

i M |

i [ Yoale sciurde lestate au fost interpretate

| | negativ.

\ 1 Corespunde
| i Crten de e
1 probdie cu Blotae %5 <= 300 = negatve i

|

i 2 probele cu 30 € ICew ety < 40T - sugpeite |
J 3 probiele cu Blogpie ve 405 - poptees ;
|
i

|
i Blocare™ = (0O MH DO preba)D O MN)) ¥
‘ 100
Sonsibitate ey n 7y 40126-1 1 (Sl ELISA)  Protocol
12 s¢tuti poritive de pore in 2 repelitti pe 2
‘ piacl,
| Toale setunde testate au fost Interprelate
| pozitiv,
Corespunde

| Repetabilitate ey o £ 01261 1 (Set ELISA)  Mantar poritiv 3 valos
| indlylduale pe 2 placi
CVY ey
Martor negativ & vatodd individuale pe 2 plact
CV% a 4%
| Cotespunde
Veriticarea valerdi de diagnostic (as) 40121 2 (Set EUISA)  IDSA - LHR
0oy Pesla Porcing Clasica si Pesta Porcing

Alricana

Rapor de verilicare 3 Valoni de Dlagnostic Nr,

7964 din 12 08,2016

Perioada de lestare: 01,08 2016.12.08.2016

Tehnlca de lucru: Testul ELISA conlonm

instructiunior praducstorului

Reeultate obitinute:

Senslbihilate refativy = 100%

Speciticitated relativa = 109% H
| Repetabilnate = 100% i
Sensibillate de diagnostic pe proba de
relerintd prefevate pdnd ls 21 de nily
postintectie = 100%
Sensibintate de diagnostic pe probe de
relotintd prolevate dupd 24 de zite postiafectio
= 100%
Specilicitato analitich (pe probe de relerintd cu
anticorpl (518 de alte pestiviiusun) = 100%
Coraspunde
Letud G761 a satufun ELISA IDE XY Classcal Swne
Fever Vieus Antbody e41e Comgspuntater

| : 3 . ; -
‘Concluzla finald: Setal de diagnostic Classical Swing Fever Virus (CSFV) Antbody Test Kil, producitar IDEXX Switzetland, AG, lolsena G751,
walabiutate 31 10 2017, prezintd parametrii de ¢abtate In conformilale cu Docomentalia lehnled §iinskucunte de ulbzare prozentale de peoducdtor

Opioite g lerpeotfrle conpaute da prezentil fapat cu Uit p00pelo do serediaraa RENAR in scest BA fezulialeis Incercd p condlutia se FADVBA P
referd numan la proba anotiatd Rezultutels suel fnsense in ordnea identdicdn probetora uritdylor de probe, conform dotumentulu de prelovata Ediga 2/08 01 2016
Seinterca (eproducarea paryald o Buletnu'in do anabed Mk aprobarea laboralorulin emdent Prezentul buteha estd valat) fuma in ongoal Rewna 0005 012019

Felsficaven azestn document se pedapseyte in conformiate cu legislapa In vgoaie Acquned de protevare nu lace obee Juf activt B laboratonutu,
resgansatddalea csonlondii o are sothotaitul GA lncerclale marcate cu HR ru sunl atepente ¢2 azedlive RENAR Pontid detal suphmentae,
vA ugdm, sctodap cendicatd de acreddore 1 icbaw by ro

Tipdatde Clom FATU Lumwnita s BACEBMV4D126
102002016 1048 03 A-I;hﬁssvc‘ pagaa 2dnd






Responsabili testelanalize; ,/1_’#3_(
L. F. = Ghim, Luminita FATU... S A ta

Respongabil BIROUL CONTROL S| EVALUARE SETURI DE DIAGNOSTIC $I REAGENTI: Biochim. CIOCIO! Gostin, Biochimie
~ .

(7

Abreviori ! Definifii:

(A%) - Acredital RENAR

(%e) « Neacredital RENAR

N - incerbtudine de imdsurare
UL - unildg de mdsucd

tPatriviticzultatelor - cind nu sunt precizata caterit de adimbsibinate referitoare 1a rezuitalele mvestgaled electuale sau cdad interprolarea rézalla
Al poate liincadiata cu certtuchne ca fing corespunzitorinecorespunzalor (ex. acteglabl canf. Rey 2073/2005; dach rezultatul masurdon «
nccilitudinea exlingd (obligatoriv manfionsta in BA) cu o probatiilale de acoperice de Y5% so suptapune peste boita specficalon ol ),

Nurmidr de exemplare [_‘! ]din care se dishibuie: E] ANSVSEA Numar aueh‘eL ]

|

J

' [ 1 Joma Qe .. 0l
! [ _Jlut{x.r;luuur.r\n\.r

: - :
[: j_j S G M, rj.‘.,rlk “'/) ”""—'l'i ?}".‘.\Iul l{i' [ {j

Uponds giiderpetdoo conjnute da prezentin Tapant i sunl acopeile de dcicdbacea RENAR [n aco st BA tesuiatele locercdr oA Tuzi se FAOLBA P
1eledd numd s proba 0onbzath Rezuitate'e sunt intense in ordnes R AT probetonly untdlorn de probe, conlanm dacameatitan de piele vaiy Ed4a 20301 2016
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Livestoclk, Poultry and Dairy

CERTIFICATE OF ANALYSIS

Cerlificado de Analisls / Cortificat de contrdle | Ghargen-Prlifprotakoll

Product descriplion: Classical Swine Fever Virus Antibody Test Kit(CSFV) [IDEXX GSFV Ab)

Product and lot number:  99-43220 G751
Test per kit 480
KIT COMPONENT Lat number
ficroliter plates: 6366
Positive control: G753
Negative control: G754
Conjugate: G755
Sample Diluent: G756
KIT CONTROLS Mean Neg.Control OD 1.015
Muuan Pos.Conlrol OD 0.098
SENSITIVITY (Dilution of CSEV positive sarum)
Panal
member blocking%
1 94 %
2 89 %
3 61 %
4 37 %h
5 15 %
6 H %
SPECIFICITY
Mean
Megative population blocking%
n =68 14.5
PLATE CVs  Microliter plate coelficient of vadalion 6.6%

Explration date:
Manulacturing date:

KIT COMPONENT
Substrate solution:
Stop solution:
Wash solution:

Insort:
expected
resuits resulls
i 1
1] ¥
+ i
borderine Lordeding
SD resulls
8.3 neo.

Lot number
4595
5032
3828
06-43230.07

expecled
resuils
neg.

31.0ct-2017
May-2016

Optical Density valoes may decreass over lime Tha test kit vl provide rebabie resu'ls s koag as ne valdaton crtena definad in the ki prolooo! ie el

This product was performanco tosted and has met all qualily contral specifications required for releaso.

Ttk
Signalure:

Quality Assurance

}‘ i ‘.\_{.\”l :\'J .

Tille:

Signalure:

Site General Manager

f)///, B, .{{,./"

May 9, 2016

Monutactures, IDEXX Syitzerdand AG, Statonelrasga 12, CH-3097 LEGETELD-BERN, SVWITZERLARD, Tl 14y 3197006280






Livestoclk, Poultry and Dairy

CERTIFICATE OF ANALYSIS

Certiflcado de Analisis / Cerlilicat de contrdle I Chargen-Pelifprotokoll

Product doscription: Classleal Swine Fever Virus Antibody Test KIL{CSFV) [IDEXX GSFV Ab)

Product and lot number:  99-43220 G761 Explration date: 31-0ct-2017
Test per Kit: 480 Manulacturing date: May-2016
KIT COMPONENT Lot nuniber KIT COMPONENT Lot number
Microtiter plates: 5356 Substrala solution: 4595
Paosilive control: G753 Slop solution: 5032
Nogatlve control: G754 Wash solution: 2628
Conjugate: G755 Insert; 08-43230-07
Sample Diluent: G766
KIT CONTROLS tMean Neg.Conlol OD 1.016
Muan Pos.Conlrol OD = 0098
SENSITIVITY (Ditation of CSEV positiva serum)
Panat vxpected
member blocking% resulls rosulls
i 04 % ' ¥
2 89 % ¥ *
3 61 % + '
4 37 % borderiine bordering
5 15 % -
6 5 %
SPECIFICITY
Mean expecled
Negative population BHocking% 5D results resuits
n= 6t 14.5 83 neq. neg.
PLATE CVs  Microliter plate coalficient of varialion 6.8%

Optcal Densly velues may decreass over s The test kit ve ! provado ol abio resuils 83 1009 as Uie va'

This product was performance tested and has met all quality control specificatlons requlred for releaso,

Title:
Slgnature:

Qualily Assurance

Title:
Signalure:

Sile General Manayer
i S

M i,

May 9, 2016

/')
. )7 e

Maaufaclurer IDEXX Swileerland AG, Statonsstrasso 12, GH-3097 LIEBEFELD BERN, SVATZERLAND, 161 141 31 9/002 60

duten entena detined in tha kil peotocd are mel
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il Plvestock, Povitey and Dalry
CERTIFICATE OF ANALYSIS o )
Cortificodo do Andlisis ) Cerlilical dn conteély | Chargen-Prifprotokall
IDEXX Bluctongue Gompetition [Bluctongua Virus (BTV) VPT Antibody Test Kit)

Product codp : P00450-5 Explration dato @ 07-AUG-2017
Batch | 6050

Tests per kit : 480

Inseitversion @ 06-00450.10 Manufacturing date : AUG 2015
KIL_COMPONENT. T Lotnumber T KILCOMPONENT T Lotnumber
Plata 320-04 Di'Lton bulfer 2G50
Pasitve contial 2147 TIME Sutstrate 12305
HNegativa control 2148 Stop soluton 3108
Conugale 24.1198 \asn solulion 3-173

KH CONIROLS

Lien Hegatve Control QD 1,188

Ieen Positive Control 0D q,07

DETECTABILITY

Kean 8N Cired Standard® 20% Pass

REPEATABILITY

dluton pulfer 2 (r=262) CV=56%

SPECIFICITY

Bovro serg 0=30 moan %5 SiN = 1003 Pass

SENSITIVITY

IREXX sorum panel ! Pass
“French Reforonce Serum o -
This product was parformance tested and has met all quality control spocifications required for releaso.

This information is releasoed by :

Titlo . Quality Assutanca Spacialist ], Mauran Rachal

Signotuee ¢ ——— z

i i ===l - -
e N ¢

Manufacturer: IDEXX tlontpaliler SAS - 328, rue de 13 Galdra - Pare Euromédocing - 34090 Montpellior - France

Té.:33(0) 49923 24 25 - Fax : 33(0) 4 67 04 20 25 - infe-montpsllicr@ldexx.com
ENCS T - Vs 1 G Desurent printodon: 10.Auz-1015

https://mail.google.com/ /scs/mail-static/ /js/k=gmail.main.ro.loL...

4/10/2017 11:57 AM
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| AUTORITATEA NATIGHALA SANITARA VETERINARA §1 PENTRU SIGURANTA AUMERTECOR
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INSTITUTUL PENTRU CONTROLUL PRODUSELOR BIOLOGICE §1 MEDICAMENTELOR DE UZ VETERINAR |
HR. AUT. ANSVSA 72/114.11.2011 i
Bucurest i, Dwavlviar, 29, Tel 0212202112 Fax: 0212213171:
E-mail: cbmv@lebmv.ro, Sile; www.ichmy.ro: Cod fiscal 4267214, Conl. RO23TREZ7095009%XX000146 Trezorena secl. 6

=%
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La Procesul verbal nr. 19330 din 05.09,2016 emis de Institutul pentru Gontrolul Produselor Biologice si
Medicamentelor de Uz Veterinar, ICBMV $iinreg’strat prin GA-ICBMV-40196 din 05.09.2016, va transmitem
rezullatele analizelor de laborator pentru produsul Bluetongue Vitus (BTV} VP7 Anlibody Test Kit (IDEXX Bluetongue
Compelition), serie 6026, valabilitate panala 26.11.2017, NOVA GROUP INVESTMENT SRL, AC Nr.
160352/04.11.20186, valabilitate : 04.11.2021.

. DimgtgrTengle. o,
Dr. turela MARINESCU Or.fvalentin VOICU

3 : § L
INSTITUTUL PENTRU CONTROLUL PRODUSELOA\ ()\\\;‘
BIOLOGICE $1 MEDICAMENTELOR DE UZ VETERINAR™
BULETIN DE ANAUZA acredital pentu

INCERCARE

t\lr 40196 din 28.10.2016 Nﬁmﬂwﬂum | -

SR EN ISOICEI 17025:200%
CERTIFICAT DE ACREDITARE

Ligos

Expeditorul probelor Institutul pentru Controful Produselor Blologice si Medicamentelor de Uz Veterinar , ICBMV
Conlexlui prelevarii; Gontrol de serle

Delindtorul autorizatiel de comerdializare (MAH). NOVA GROUP INVESTMENT SRL, ROMANIA

Producétor IDEXX Mantpellier SAS , FRANTA

Dale cu privire la acyunea de prelevare a probealor
Locul pralavarn SC NOVA GROUP INVESTMENTS SRL, lifov
Data prelevan 05.09.2016 -
Proces verbat 19330/ 05.09.2016

Responsabi prelevare  FATU Luminita

Date cu pavia la receplta probeior
Dala ¢ ora. Temperalura/starea termici. Responsab:i
05.09.2016 50C Med. Vet. Maftei Andreoa
Qervie u nteipretd = corgmale de prexraiy rapod ru sunl scopsiie 08 auedinred REMAR In azest BA rezutaiete Incexdn § conciuna se Fal1.0A f
referd fumala picoa 3anatzald ReTuitale’s <unt insense i i ned e il probe'eria vt 3o ge proba CoMo M document Ay da pie'evare Ed_.[ ? 208012018
Sewlerzicerepieducerea panind a B.revnly, de angsz (4r) 3pE0VAred Iabaratoruiut emdent Prateslul buteln este vt Auma n oreanal Reviza (08 01 2016

Feisfrates acestul dacument se pedepisgie in Gralprmtate culegislafain vigosre Acfunea de pre'evare nu fzce ctiectul acky Wi avoratorula

1éspansablizea e33niendni o are sy cientu! CA Trcerchrle mascats cu NR nu sual acopenite de acredtare RENAR Peaiy detas cuphman‘are

vA ) dm solala cendica'y de atredlare la A BT T

Tipant e Chim FATU Luinyels * . ATLAS ot BAICBUV.40195
NOY 1Y 2016 111214 ©@J Lims pazna 1gn

4/10/2017 1:30 PM
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Tabel produse/lobieclive, probe gi leste (nr folal probe: 1} .

1. Produs/Obiecliv. Bluelongue Virus (BTV) VP7 Antibody Test Kit (IDEXX Bluetongue Competition), set de diagnostic, 1DEXX

Montpellior SAS , AC Nr, 160352/04 11.2016

canbl, 1olald 2,00 set x
5 plici

ar unital/proba 2
slare de prmire
GCorespunzatoare

Spacilicitale pa.

Sensibilitate s) -

Repetabilitate pimi

Verilicarea valorii de diagnostic (4r)

Cod probé
Perloada Dotalli probi Tant, mratodd doﬁanalm [ Paranietride Rezultale, 1M, UM Concluzll
_ analitlca porformanih
P'}"?BM\"- serie: 6026 Senviciu/Comparlimenl. Biroul Conltrol si Evaluare Saturl de Dlagnostlc sl Reagantl Corespunde
0196-1  valabilitate: 26.11.2017 Raspunsul martorilor g 40196-1 1 (Sel ELISA-  Placad pravederilor

documantaliei
lehnice a produsului

0.0. Martor+ = 0,052; 0,062, 0,053; 0,065
D.0. Megis Manore x 0,062

0.0. Martor- = 1,374; 1.437; 1,221 1,452
D.O. Medie Martor-= 1,371

%S Medie Martors = 4,54

Placa validh

Placa 2

D.Q, Martor + = 0,081;0,034; 0,079; 0,073
0.0. Medie Martor + = 0,079

0.0.= 1,713, 1,712; 1,725; 1,677

D.0. Madie Martor == 1,707

" SN Kedio Maors = 4,64

Placa validy

Corespunde

astruction deuthzane v 5.00450-11
Cord b de valdare

1 0700¢ DO MedeManor--= =70

? %S Meadie Martor + < 20%

43136-¢ 1 SelELIS4)  Prolocol

156 serur negative de bovine In 2 repelivi pe 2
placi

18 sgruri negative de capring In 2 repatilli pe 2
placi.

Toale serurile testate au fostinlerpratate
nagativ. c
Corespunds

Crierido dicze

1 SS/Mra §0% - probe negatve

T 70% <%SMN < B0%- prote suspedde

3 AShlcx 7% - prote cotdie

LS = 100x (0.0 proba© O Mecie M artor-j

40198-1 ] (Se1 ELISA) Protocol

16 seruri poritive de bovine in 4 repelitii pe 2

plicl.

|'l seruri paritive de ovine in 2 tepelitii pa 2

placi.

8 serun pozitiva de caprine In 2 repstiiipe 2
1]

?lulu serurlla tastate au fostinterprelate

pozllv.

Corespunde

dCI8A.0 ) SctELISA)  Martor poritre 8 valon

individuale pa 2 plici

CY" = 13

Martor negaliv & valan individvale pe 2 plici

CVh = 12%

Corespunde

40185-1 2 {Sel ELISAI  IDSA - LNR

Eluelongue si Pests E¢vina Africana

Raport de varificare & Valorii de Dizgnosiic Hr

1151 dm 21.10.2016

Perioada de leslare 20 10 2016 21.10.2016

Tehalea de hucru. insttuctiunile producatorulug

Rezut(ate oblinule:

Senslbilitate relsliva = $8,91%

Specificitalea refativa = 100%

Repetabiiitate - ¢orespunzaloare

Produsy [DEXX Bluetongue Compeiiton ‘ol 6928

esle corespunzator

Concluzia finald: Sety de diagnoshic IDEXX Bluelongue Compeblion sroducalor IDEXX Montpelher SAS Frania, loUsena 6026, valabdiale
2631 2017 preanla parametni ge calitale in coalormpale cu Docurmentalia ehmed 3 Insliucjunte de ulihzare prazentate de oroducalar

Responsabill testefanalize:
LOF o« ilhim, Luminata FATULT L

Respansabll BIROUL CONTROL S1 EVALUARE SETURI DE DIAGNOSTIC 5| REAGENTI: Blochim. GIOCIO! Castin, Biochimle

B
Qpan bz pinverpeesdn @ conf nule o2 prazendd taf ol na curl acopanie de acredlatea RENAR ‘nazest BA reuhialele incercdo v nchiza se FADY-BA P
teferd numa a peoda enanzald Reruhplele sunt -a3cnse i oo ned denlddn probe'or ounild) lor d2 grone confona dol -merduds de prefevare Edpa 2480y 2016

Se nlegee repeofuceres palad a Bu'ehinv/m co analizd 1l d amobarea asaloouiy emiterd Pregentul puteln esie valatd numa norginat

Recna (08 01 2016

Faisl<a0a azosln documer] se pedepee§le 0 Lon'srmiale Cu e38'ala 'n wgoare Ac| oned de orelevare e face checls privtdle abiraiom v
responsibiatea erationire o we sod Cran' t CA tnceicda’e marzate cu N2 g sunt acopante ¢p acredlare RENAR Pentru delal: sup mentare

veIugd sehtal cadfoals: dé AarRI A€ A COTYgHE TV 0
3 d

Tyt daCtun "ATULurria
05 11200 1T v e

"
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Abrevieri / Definilii:

(44) - Acreditat RENAR

ey - Heacredilal RENAR
IM - inceiluding de masurare
UM - Lrildl de masurd

Polrivit rezultatolor - c&nd v sunt precizale cntern de admisibiltate referitoare ta rezuliatele investigal er efecluate sau cdnd interprelarea rezulta.
Iului nu poale fiincadratd cu cerl luding ca find coraspunzatornacorespunzdtor iex acceplabr conl Req 2073/2005, dacd rezuliatul masurdm &
mcertiluginea extinsd :obtjateriu menlionald in BArcu o probabiltate de aco,-iice de 95% se suprapune pesle limila spe:ficajei elc

Numdr de exemplare| . ldin care se distribuie. DAHSUSA Numdr anexe l:l
; ' ICBMY E] Alele

NOVA GRCUP :NVESTMLNT SRu

(]

1

Lren i g piethiie corfrite o2 prezenivi raoo Ny sund azofen'e e acted tarea RENAR In pzest BA ra2.513¢de ince:chii p concluza ta FAQI BA P
LA NLTa & prota atalzald Redliatele suslingenye in ordned wen' e probelona oritdyion de prote conform dotumeniiu de prefevare Ecifia 203 01 2016
Cmice eeprodiatrez 3a ala 3 Buleknow de anated 1304 apiobavea anaraloruia emlent Pragertul by ein esle vaat-l numain ongnal Revnia 008 01 2015

veyrea scestu dacutrent we pedupseqie - con'oiadale culegis aya in vigoare Acyunea de prelevare ru face obizclud acte 144 laboratarulua,

Esponsal Slaaa eyanhicndoy e soidtanta A rreednins nncote cu MR L surl acopenite ¢¢ agredtaie RENBR Pentru detahy suphmen‘are,

v rugda so0alal abieal s o attediae A bmra@ b 19
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