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ELITech Clinical Systems SAS
Zone industrielle
61500 Sées - France

- Tel+33-(0)2-33-81-21-00-Fax - +33-0)2°22 26 77 5T N EL{TechGroup

www.elitechgroup.com

DECLARATION DE CONFORMITE CE

Nous, EtTTech Clinical Systems: SAS, zone industrielle 61500 SEES France, dédarons sous notre seule
responsabilité que les réactifs appartenant au groupe 5 «CONTROLES/ CALIBRANTS/ STANDARDS =, référencés dans la
liste ci-juinte, sont conformes aux exigences essentielles des annexes T et 11T de la Directive Européenne 98/79/CE
relative aux dispositifs médicaux de diagnostic i wiro et au code de fa santé publique.

Cette déclaration est basée sur fe contenu de chaque dossier technigue DOS-CE-XX(XX et s'appuie sur la
certification de notre systéme qualité selon 1a norme NF EN SO 13485 : 2016 (Certification valable jusqu'au 27 jufflet
2020).

(Vair liste ci-jointe).

DECLARATION OF EC CONFORMITY

We, EliTech Chinical Systems 545, Zone Industriclle 61500 SEES France, hereby certify, undsr our own
responsibility, that the reagents belonging to Groug 5, "CONTROLSY CALIBRA TORS/ STANDARDS”, such as listed hereto,
conform to the essential requirements of appendices T and Il of European Directive 98/79/EC, relating to in vitro
diagnastic medical devices and to the public heaith code,

This declaration is based on the contents of aach DOS-CE-XXXX technical file and is supported by the certification
of our quality system according to the standard NF EN [SO 13485 » 2016 (Certification valid until July 22, 2020).
{See attached list),

DECLARACION CE DE CONFORMIDAD

Nosotras, ELITech Clinical Systems S45, Zone Industrielle 61500 SFES France, declaramos bajo nuestra Unica
responsabilidad gue los reactivos pertenecientes 3l grupo 5 "CONTROLESS CALIBRADORES/ ESTANDARES',
referenciados en I3 lista adiunta, son conformes con Jos reguisitcs esenciales de los anexos 1 y fi gz |3 Directiva
Eurgpes 95/79/CE sobre dispositives médicos para dizgndstico in vitro y ef cddigo de salud piblica.

Esa declsracion se basa en el contenido de cads DOS-CE-XXOX técnica y estd respaldade por la certificacion de
nuesiro sistema de caligad segun 3 norma NF EN ISO 13485 : 2016 (Certificacion vaiids hasta el 27 da Julio 2020},

(Var Iista adjunitz)
—_———— .
Sées, le 28 Juillet 2017
Valérie GOURDON, Cécile GOUBAULT,
Responsable des Affaires Réglementaires Directeur Général Délégue
Regulatory Affairs Manager Managing Director
Responsable de los Asuntos Reglementarios D%hw_m General
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ELITech Clinical Systems SAS
Zone induslrielle
61500 Sées - France
— TRl 3310)2 33 81 21T 00 Fax T3 (0)2 22 28 7T 51
www.elitechgroup.com

GROUPE 5 ~ CONTROLES/CALIBRANTS/STANDARDS
GROUP 5 — CON TROLS/CALIBRATORS/STA NDARDS
GRUPO 5 — CONTROLES/CALIBRADORES /ESTANDARES

—
NOM DU DOSSIER
DESIGNATION DU REACTIF/ REFERENCES/ CE/ Code GMDN/
REAGENT DESIGNATION/ REFERENCIAS EC FILE NAME/ GMDN Code/
DESIGNACION DE REACTIVO NOMBRE DEL Codigo GMDN
ARCHIVO CE
CHOLESTEROL HDL 2G CALIBRATOR HDLL-0011/0041 DOS-CE-HDLL-CAL 44696
CHOLESTEROL LDL 2G CALIBRATOR LDLL-0011/0041 DOS-CE-LDLL-CAL 41728
CHOLESTEROL Standard 200 mg/dL CHOL-0055 DOS-CE-CHOL200 44698
CK-MB CONTROL CKMB-0900 DOS-CE-CKMB-CT 44693
CREATININE Standard 2 mg/dL CREN-0055 DOS-CE-CREN2 44700
ELICAL 2 | CALI-0550 | DOS-CE-CALI2 47868
ELITROL 1 CONT-0060 DOS-CE-ELIT | 5755
ELITROL I1 CONT-0160 DOS-CE-ELIT U
GLUCOSE Standard 100 mg/dL GLUP-0055 DOS-CE-GLUP100 41818
[SE CONTROL [ [SCT-0046
DOS-CE-ISCT 47869
ISE CONTROL Ti ISCT-0047
MICROPROTEIN PLUS ) 3 i =
Standard 100 me/dL PRTU-0022 DOS-CE-PRTU100 53482
TRIGLYCERIDES Standard 200 mg/dL | TRIG-0055 DOS-CE-TRIG200 44702
UREA Standard 50 mg/dL URUV-0055 DOS-CE-URUVS0 53588
| URIC ACID Standard 6 mg/dL ACUR-0055 | DOS-CE-ACURG 44704

Sociéte par actions simplifiée au capital de 1 219 592,14€ — SIREN : 318 365 228 - RCS ALENCON
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DECLARATION DE CONFORMITE CE GROUPE 3 — ELECTROLYTES / OLIGO-ELEMENTS
GROUP 3 — ELECTROLYTES / TRACE-ELEMENTS
Nous, EllTech Clinical Systems 5AS, zone industrielie 61500 SEES France, dédarons sous natre seule GRUPO 3 — ELECTROLITOS / OLIGO-ELEMENTOS

responsabilité que les réactifs appartenant au groupe 3 «ELECTROLYTES/OLIGO-ELEMENTS», référencas dans la fiste o-
Jointe, sont conformes aux exigences essentielles des annexes I et 11T de iz Directive Européenne 98/79/CE relative aux
dispositifs médicaux de dizanostic /7 vitro et au code de la santd publiqua,

Cette déclaration est basée sur le contenu de chaque dossler technique DOS-CE-XXXX et s'appuie sur la certification

de niotre systéme qualité selon la norme NF EN 1SO 13485 : 2016 (Certification valable jusqu'au 27 juillet 2020), I
(Vair lista ci-jointa). DESIGNATION DU
REACTIF/ REFERENCES/ o WMHMWH\MN CB/ | Code GMDN/
REAGENT DESIGNATION/ REFERENCIAS NOMERE DEL GMDN Code/
DESIGNACION DE ARCHIVO CE Codigo GMDN
DECLARATION OF EC CONFORMITY REACTIVO
- ) ) CALCIUM ARSENAZO CALA-0600/0250
We, ELITech (linical Systems SAS, Zone Industrielle &1500 SEFS France, hereby certify, under our own DOS-CE-CALA_R&Std 45789
responsibiiity, that the reagents belonging to Group 3 "ELECTROLYTES/TRACE-ELEMENTS "} such as listed hereto, conform CALCIUM ENVOY CALA-0850
to the essential requirements of appendices I and IIT of European Directive S8/79/EC, refating to in vitro tiagnostic medical
devices and to the public health code. CHLORIDE CHLO-0600/0250 DOS-CE-CHLO_R&Std 60037
This declaration is based on the contents of each DOS-CE-X00X technical file and is supported by the certification
of our quality system accarding to the standard NF EN IS0 13985 : 2016 (Certification valid until July 27, 2020), [RON CHROMAZUROL FECA-0600 DOS-CE-FECA
(5ee Attachied fist). IRON ENVOY FEFE-0850
— DOS-CE-FEFE-R&Std 54758
IRON FERENE FEFE-0230/0600
UM.QE\N;DQHQ\E CE DF CONFORMIDAD IRON FERRQZINE FEFR-0600 DOS-CE-FEFR_R&Std
MAGNESIUM CALMAGITE MAGN-0600 DOS-CE-MAGN_R&Std
Nosotros, ELITech Ciinical Systems SAS, Zone Industrielle 61500 SFES Frapce, declaramas bajo nuestra brics
responsabilidad gue fos reactives pertenecientes af grupe 2 "ELECTROLITOS/OLIGO-FLEMENTOS *  referenciados en f3 MAGNESIUM ENVOY MAGX-0850 DOS-CE-MAGK-R&St 46795
lista adjunts, a1 conformes con los requisitos esenciales de los an2xos Iy I de ds Directiva Europea 98/79/CE sobre MAGNESIUM XYLIDYL MAGX-0230/0600 e
dispositivos médicos para diagrdstico in vitro y el coidigo de saiud poblica.
Esta declarscion se bass en el contenido de cada DOS-CE-XXXX Henica ¥ estd respaldado por fa certificacion de < ﬁ
nuestro sistema de calidad segdn Iz nerma NE EN IS0 13485 : 2015 (Certificacion vafids hasta el 27 d= Julio 2620). o
(Ver listz adfunts)
Y
Sées, le 29 juin 2018
Valérie GOURDON, Cécile GOUBAULT, E1iTech Clinical Systerms SA5
Responsable des Affaires Régiementaires Birecteur Général Délégugé Zone Industrielle
Regulatory Affairs Manager Managiy Sirggtor 51500 ance
Responsable de los Asuntos Regiementarios ﬂ\N;\fb_l__wmﬂ 2 3 Tl ; #3300 21 004 Fae o+
5 ; Y ¢ \gErames 2005
A H == B s i
\_ ELTech Clinical Systems SAS____| —_
Zone Industrielle
61500 SEES - France
T, : #33(0)2 33 8121 00 - Fax : 433(0)2 33 2877 51
SIRET 318 365 228 0CC36
Société par actions simplifi¢e au capital de 1 219 592,14€ — SIREN : 318 365 228 —RCS ALENCON Société par aclions simplifiée au capital de 1 219 532,14€ — SIREN : 318 365 226 — RCS ALENCON
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J.T.Baker product list for CE marked products

Declaration of conformity

Avantor Performance Materials Poland S.A. wha is an established manufacturer of reagents and
products for diagnostic in vitro located at:

Sowiriskiego 11 Street
44-101, Gliwice
Poland

Herewith declares the foliowing:

Reagents mentioned in attached list are labeled with J.T.Baker label, comply with the In Vitro
Diagnostic Medical Devices Directive 98/7S/EC and the requirements of 1SO 13485 Standara.
This declaration is the basic for CE marking of the in Vitro Diagnostic Medicai Devices.

The products are not part of List A and List B of Annex 1l of the IVD Directive 98/79/EC but are
subject to self registration,

This declaration is valid for ali the VD medical devices described above and which are placed
on the market by ourselves on or after the date hereof and which bear the CE marking

Gliwice, Poland

January 25, 2019

Anna Szuba
Quality Director

Product Froduct number Pack size
Ciluid™ 100 Plus 3961 20L
Diluid™ 22 2930.8010PC WL
Dituld™ 610 3960 26t
385900 201
34308020 0L
Diluid™ Abacus 13430,8010 0L
3430-00 20L
Diluid™ AC 900 3996 20L
3476.9020PC 20 L
Diluid™ Azide free 3857 200
3963 0L
Diluid™ {1 Diff 3953.9010 10L
3963-00 20L
il ™ 34589000 20L
Diluid™ Erma 3480 201
P 3439.9020PC 0L
Diluid™ Mindray 3439.00 0L
Diluid™ NR 3483.9020PC 20L
i 348300 200
Diluid™ Ruby 2987.5020PC 20L
Diluid™/Sheath 32004000 38325020 201
Diluid ™ ST1600/2000 3878 20L
Shesth D 3495.8010PC 0L
Sheath Fluid 30003500 3471 ..mn.mc.uﬂ 200
Chi-free Lyse DIff AC 800 3098 5L
Cylet™ 22 CN Free 2988 .0500PE 300 ml
CyMet™ 3000 34558.9010PC 0oL
Cylfiet™ 3200 CN free 2823.1000 L5
Cyhdet™ 3500 3839.5000PC 51
|CyMat™ 3500 CN free 3825 aL
3870 oL
CyMet™ 610 CN fres 13570 gL
3977 SL
3431,1000 iL
n ™ i
yMet™ Abacus CN free 243100 i
CyMet™ APR Basp |l 2479 1000PE il
CylMet™ APR CN free 3417 0500PE 500 mi
CyMet™ APR EQ 34787000 1L
CyMet™ ASA 2950 2500PE 250
CyMeat™ ASH 2951 .0500PE 500 mil
CylMel™ AS CH free 952.5010PC 1oL
CyMat™ B8S3 CN free 2982.0500PE 500 ml
CyMet™ 1l Diff S 1L
f 396300 500
ks 35111000 1L
CyMet™ il Diff CN free 357100 SL
'3416-00 500 mi
CyMet™ Erm:
LA z 3416,0500 500 ml
CyMet™ H20 3853,1000 1L
J425-00 500 mi
CyMet™ KX CN Free 2425 0500 200 ml
CyMet™ Micro 3852 1000 L
= T |3863,1000 1L micros
CyMet™ Micro CN free 3883.00 L i
CyMet™ Mindray 2441-00 500 mi
CyiMet™ Mindray CN Free 2440 0500PE 500 mi

iy




J.T.Baker product fist for CE marked products

Product

Productnumber |  __ Packsize___ _
CyMet™ NR 1L 3484.1000PE TL
™ w 3486-00 1L
CyMet™ NR Il CN Free 3486 1000PE T
CyMet™ NR V 3485.1000PE iL
CyMet™ Ruby CN Free 2888,5000PC 5L
CyMet™ ST 1600/2000 CN free 3759.5000 5L
succlyse 3475.5000PC 5L
Leucolyse Ruby 2989.5000PC 51
Blanking Solution 1600/2000 3947 20L
3763 SL
DelectoTerge™ 2766 11
DetectoTerge™ BS 2970.0900PE 900 mi
3900 51
ProClean™ 3800-00 sl
3768.100G 1 L icrgs
T 3432 500C 5L
ProClean™ Abacus 3432 1C00PE s
ProCiean™ CD 2902.010GPE 100 ml
3862.5000 SL
3862.9020PC 20L
PraClean™ Extra 3862-00 SL
3867-00 1L micros
3867.1000PE 1L micros
ProClean™ Plus 3501 100 ml
Rinse Mindray 3442 S000PE 51
3427/3428/3429 2.5 ml
8-Parameter Control L/N/H 3463/3464/3465 S5l
8-Parameter Control 4xN 3747 4x2.5ml
&-Parameter Control 1xL +4xN+1xH 3751 Ex25ml
8-Parameter Control extended LN/H 3633/3634/3635 25m!
5 3433/3434/3435 25ml
o M e 3502/3503/3504 45m
3421/3422/3423 2.5 m|
D-Diff Control L/N/H 3452/3453/3454 3.0ml
CD-Diff Control 2xL+2xN+2xH 3838 Ex3.0ml
K-Diff Control LIN/H 34565/3456/3457 2.5 m|
Platelet Control- Extended value 3424 Sx3.0ml
'WBC Reduced RBC L/H 3698/3699 3.0 mi
XE-Diff Contral L/N/H 3731/3732/3733 45ml
Cervix Spray Fixative 3863,1200 12 x125 ml
3933.1000 L
3933.5000PC 5.1
3833.8010 0L
10% viv Butfered Formaldehyde (4% wiv WMWMNMMMZW Awwor_.
3933.9020PE 20 L
3833.80104L L
3833.9020JL 20L
3906.2500PE 2510
UltraClear™ 3805.5000PE 5L
3805.8010PE 0L

1
i

J.T.Baker product list for CE marked products

_ Product Product number — Packsize
L 2y 35800.1000PE 1L
Eoss¥ Aikonolie 3800.2500PE Z5L
3856.1000 1L
|Giemsa 38562500 25L
3856.9180ST 180L
2 3870,1000 L
Hematoxylin er (Mayer) 3870.2500 SEL
: o x 3873,1000 1L
{Hematoxylin Modified (Harris, Gill Il) 38732500 351
o 38551000 1L
May-Grinwald 38552500 250
Papbicolou 24 3554 1000PE 1L
ik 3554 2500PE 250
\ 3555.1C00PE 1L
Papanicolaou 28 3555 3500PE 250
3556,1000PE £l
Papanicolaou 38 3558 Z500PE 250
3821.0500 560 mi
UltraKitt™ 3921,0600 5 x 100 mi
3921902557 251
M ing medium High 3882.0500 500 mt
Mounting medium Low 38830500 500 ml
= 3058 0L
£ 3059 5010PC 0L
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CERTIFICADO DE EXAMEN CE DE DISENO
de acuerdo con el Anexo IV, punto 4, de la Directiva 98/79/CE

EC DESIGN-EXAMINATION CERTIFICATE
in accordance with Annex IV, Section 4, Directive 98/79/EC
PRORROGA/EXTENSION — Fecha inicial/ /nitial date: 11/12/2003
Fecha de dltima prérroga/ Last extension date: 27/11/2013

Certificado n"/Certificare no Fecha de validez/Dare of validity ON n"/NB no
2003 12 0390 ED Desde/From 19/11/2018 Hasta/To 18/11/2023 0318

A favor de /In favour af:

Fabricante/Manufacturer:

Nomhre/Name: DIA. Pro Diagnostic Bioprobes S.r.l.

Direccidn/Address: Via G. Carducei, 27 -20099- Sesto San Giovanni — Milano (Italy).
Representante autorizado ante la UE/Authorized EU representative:

Nombre/Name: Idem Direccion/Address: Idem

Para el producto/For the product:

Categoria/Cutegory: Productos Sanitarios para Diagnéstico “In Vitre™ / In Viire Diggnostie Medicel Devices
Grupe genérico/Generic group: Diagndstico de enfermedades infecciosas / Diagnostic of infectious diseases
Tipo/Type: Especificados en Anexos de este Certificado/Specified in Annexes to this Ceriificate.

Elaborado en/In the fucilities:

Dia. Pro Diagnostic Bioprobes S.r.lL
Via G. Carducei, 27 -20099- Sesto San Giovanni — Milano (Italv).

mwanm}mnmaonwcw:mnoﬂummwmouo_.m“on_.:.momaoOmmmmmmﬂa_smamﬁ.mqw::‘mawﬁm:amm.ﬂoﬁmmZe
20603 12 0388 CTT/ This certificate must be accompanied by the EC Fuil Quality Assurance System
Certificate N° 2003 12 0388 CT.

Este certificado es consecuencia de la evaluacién de la documentacion técnica del disefio contenida en el
expediente N° 2003 05 0240, y garantiza que el disefio de los productos descritos cumple los requisitos de
la Directiva/ This certificate is issued on the assessment of the design documentation contained in dossier
N? 2003 03 0240, and guarantees that the design of the described products fulfil the requirements of the

Phirecive:

CERTIFICADO DE EXAMEN CE DE DISENO
de acuerdo con el Anexo 1V, punto 4, de la Directiva 98/79/CE

5 NITOIART TV A MINT ATINN LD TYC I, AT
L DI Y= CAANII A S0y LI i 0 T0 AT L

in accordance with Annex IV, Section 4, Directive 98/79/EC

PRORROGA/EXTENSION — Fecha iniciall fnitial date: 11/12/2003
Fecha de altima prérrogal/ Last extension date: 27/11/2013

Certificado n®/Certificate no Fecha de validez/ Date of validity ON n"/NB no
2003 12 0390 ED Desde/Fram 19/11/2018 Hasta/To 18/11/2023 0318

A favor delfn favour of:

Fabricante/Manufacturer:

Nombre/Name: Dia. Pro Diagnostic Bioprobes S.r.l.

Direccion/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).
Representante autorizado ante la UE/duthorized EU representative:

Nombre/Name: Idem Direccién/Address: Idem

Tipo de producto / Device type: Reactivos y productos reactivos, calibradores y materiales de control
para el diagnéstico de enfermedades infecciosas / Reagents, and reagent products, calibrators and control
materials for diagnostic of human infectious diseases.

Clasificacion/Classification: Lista A, Anexo WL/ List A, Annex 1]

Reactivos y productos reactivos para la determinacién, confirmacién y cuantificacién en muestras
humanas de marcadores de infeccion por Hepatitis B, mediante técnicas de lnmunoabsorcion
enzimiatica (ELISAY Reagents and reactive products for the determination, confirmation and guantification
in human specimens of markers of Hepatitis B infection, by Enzyme-linked immunosorbenr assay (ELISA)
[NANDO: IVD 0203]

HBs Ab ELISA cualitativo-cuantitativo / ELISA qualitative-quantitative
- SAB.CE (96 tests)

Emn.:a,u 19 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTIOS Y PRODUCTOS SANITARIOS

2genciz ag
fcam
Producigg

P2iicia g
€nicg v
Sanftarigg

Fdo. M? Jesus Lamas Diaz

Firmado por: Agencia Esp ae ¥ F
Fecha de 1o flors; 1871 112018

s Localizador G2YG2AGES0

Puede comprebsr 12 sulenticidad gel documento en la aplicacion Localizador de la Web de la AEMPS

CORRED ELECTRE Pagina 1 de 2 C/ CAMPEZO, 1 -EDIFICIO 8
— 28022 MADRID

on0318@aemps. es Tel | (+34) 902 101 322 /(+34} 91 B22 59 97
ORGANISMO NOTIFICADO 0348 Fax (+34)91 8225289

Este certificado ampara todas las marcas de estos productos incluidas por el fabricante en su
declaracién de conformidad. / This certificate covers all trademarks of these products included by the
manufacturer in his declaration of conformity,

Madrid, 19 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARICS

3
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iCameny g
, os y
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lnaiia  amnan Nios
Fdo. M? jesis Lamas Diaz

Firmads dighalmente por Agencia finia de & ¥ Preduciog i Localizador B2YE2AGESD
1 12018

Freha de fa firma;

Puede comprobar |2 #utenlizidas del documento en |z aplicacion Localizador de la Web de la AEMPS

CORRED ELECTRONICO

on0318@aemps es

Pagina 2 de 2 CI CAMPEZO, 1 -EDIFICIO 8
28022 MADRID
Tel  {+34) 902 101 322 {+34) 91 822 59 &7

ORGANISMO N Fax: (+34) 91 822 52 89
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CERTIFICADO DE EXAMEN CE DE DISENO
de acuerdo con el Anexo 1V, punto 4, de la Directiva 98/79/CE

EC DESIGN-EXAMINATION CERTIFICATE
in accordance with Annex IV, Section 4, Directive 98/79/EC

PRORROGA/EXTENSION — Fecha inicial nitial date: 11/12/2003
Fecha de dltima prérroga/ Last extension date: 27/11/2013

Certificado n°/Certificate no Fecha de validez/Date of validity ON n°/NB no
2003 12 0392 ED Desde/From 19/11/2018 Hasta/To 18/11/2023 0318

A favor de /In favour of:

Fabricante/Manufacturer:

Nombre/Name: DIA: Pro Diagnostic Bioprobes S.r.l.

Direccidn/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).
Representante autorizado ante la UE/Authorized EU representative:

Nombre/Name: Idem Direccion/Address: ldem

Para el producte/For the product:

Categoria/Category: Productos Sanitarios para Diagnéstico “In Vitro™ / In Vitro Diagnostic Medical Devices
Grupo genérico/Generic group: Diagnistico de enfermedades infecciosas / Diagnosiic of infections diseases
Tipo/Type: Especificados en Anexos de este Certificado/Specified in Annexes to this Certificate.

Elaborado en/In the facilities:

Dia. Pro Diagnostic Bioprobes S.r.L
Via G. Carducci, 27 -20099- Sesto San Giovanni— Milano (Italy).

Este certificado debe it acompafiado por el certificado CE de Sistema de Garantia de Calidad Totai N°
2003 12 0388 CT/ This certificate must be accompanied by the EC Full Quality Assurance System
Certificate N° 2003 12 0388 CT.

Este certificado es consecuencia de la evaluacion de la documentacién técnica del disefio contenida en el
expediente N° 2003 05 0240, y garantiza que el disefio de los productos descritos cumple los requisitos de
la Directiva/ This certificate is issued on the assessment of the design documentation contained in dossier
N? 2003 05 0240, and guarantees that the design of the described products fulfil the requirements of the

Jirective.

Madrid, 19 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTIOS Y PRODUCTOS SANITARIOS

28enicia og
Medicy m
Productes

Patioig de
€ntos y
mmmkmeOm

Fdo. M? JesUs Lamas Diaz

Firmado por; Agengse Eapafiols da ¥ Productos Lecaizador BESEBDZS585
Facha de & firma: 18/1 172018

Puede comprobar la autenticidad del documento en la aplicacién Localizador de |a Web de la AEMPS

CORREO ELECTRONICO Pagina 1de2 C/ CAMPEZO, 1 -EDIFICIO 8
28022 MADRID

on0318@aemps es Tel (+34) 902 101 322 {(+34) 91 822 59 97
ORGANISMO NOTIFICADO 0318 Faxj (+34) 91.822.52 89

CERTIFICADO DE EXAMEN CE DE DISENO
de acuerdo con el Anexo IV, punto 4, de la Directiva 98/79/CE

L NITCIAN_ LY A AN ATINN S ERTYEIO ATE
LU LI - LAANI AT IUNY CORIITILALL

in accordance with Annex IV, Section 4, Directive 98/79/EC

PRORROGA/EXTENSION — Fecha inicial/ Initial date: 11/12/2003
Fecha de dltima prorroga/ Last extension date: 27/11/2013

Certificado n®/Ceriificate no Fecha devalidez/ Date of validity n"/NB no
2003 12 0392 ED Desde/From 19/11/2018 Hasta/To 18/11/2023 0318

A favor de/ln favour of:

Fabricante/Manufacturer:

Nombre/Name: Dia. Pro Diagnostic Bioprobes S.r.l.

Direccion/Address: Via G. Cardueci, 27 -20099- Sesto San Giovanni — Milano (Italy).
Representante autorizado ante la UE/duthorized EU representative:

Nombre/Name: Idem  Direccidn/Address: ldem

Tipo de producte / Device type: Reactivos y productos reactivos, calibradores y materiales de control
para el diagnostico de enfermedades infecciosas / Reagents, and reagent products, calibrators and control
materials for diagnostic of human infectious diseases.

Clasificacion/Classification: Lista A, Anexo 1L/ List A, Annex 1T

Reactivos y productos reactivos para la determinacion, confirmacién y cuantificacidn en muestras

humanas de marcadores de infeccion por Hepatitis C, mediante técnicas de Inmunoabsorcién
enzimatica (ELISA) Reagents and reactive products for the determination, cor ation and quantification
in human specimens of markers of Hepatitis C infection, by Enzyme-linked immunosorbent assay (ELISA)
[NANDO: VD 0203]

HCV Ab ELISA cualitativo / ELISA qualitative

- CVAB.CE (192 tests)

- CVAB.CE.96 (96 tests)

- CVAB.CE 480 (480 tests)
- CVAB.CE.960 (960 tests)

- CVABXIE DB (197 tests - for Dia.Blood applicauon) S

Este certificado ampara todas las marcas de estos productos incluidas por el fabricante en su
declaracién de conformidad. / This certificate covers all trademarks of these products included by the
manufacturer in his declarotion of conformity.

Madrid, 19 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

2gencia ey
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r
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Fdo. M@ Jeslis Lamas Diaz

Firmada digitatmente por Agencia a8 ¥ ucios itari Localizador BAEEADZSEG
Fecha de la ferna: 1811 52018

Puede comprobar la autenticidad de! documenlo en la aplicacion Locaizader de la Wab de la AEMPS

5 Pégina 2 de 2 C/ CAMPEZO, 1 - EDIFICIO 8
CORREO ELECTRONICO g e D e
on0318@aemps es Tel (+34)902 101 322 /(+34) 91 822 58 97

ORGANISMO NCTIFICADO 0318 Fax:(+34)91 8225289
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CERTIFICADO DE EXAMEN CE DE DISENO
de acuerdo con el Anexo IV, punto 4, de la Directiva 98/79/CE

EC DESIGN-EXAMINATION CERTIFICATE
in accordance with Annex IV, Section 4, Directive 98/79/EC
PRORROGA/EXTENSION — Fecha inicial/ nitial date: 04/12/2008
Fecha de ultima prérroga/ Last extension date: 27/1172013

Certificado n®/Certificate no Fecha de validez/ Date of validity ON n"/NB no
2008 12 0588 ED Desde/From 19/11/2018 Hasta/To 18/11/2023 0318

A favor de In favour af:

Fabricante/Manufacturer:

Nembre/Name: DIA. Pro Diagnostic Bioprobes S.r.l.

Direecidn/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).
Representante autorizado ante la UE/duthorized EU representative:

Nombre/Name: 1dem Direccidn/4ddress: 1dem

Para el producto/For the product:

Categoria/Category: Productos Sanitarios para Diagndstice “In Vitra™ [/ In Fitro Diagnostic Medical Devices
Grupo genérico/Generic group: Diagnistico de enfermedades infecciosas / Diagnostic of infectious diseases
Tipo/Type: Especificados en Anexos de este Certificado/Specified in Annexes to this Certificate.

Elaborado en/In the facilities:

Dia. Pro Diagnostic Bioprobes S.r.L
Via G. Carducei, 27 -20099- Sesto San Giovanni — Milano (Italy).

Este certificado debe ir acompafiado por el certificado CE de Sistema de Garantia de Calidad Total N°
2003 12 0388 CT/ This certificate must be accompanied by the EC Full Quality Assurance Sysiem
Certificate N° 2003 12 0388 CT.

Este certificado es consecuencia de la evaluacion de la documentacion técnica del disefio contenida en el
expediente N° 2003 05 0240, y garantiza que ¢l disefio de los productos descritos cumple los requisitos de
la Ditectiva/ This certificate is issued on the assessment of the design documentation contained in dossier

N? 2003 05 0240, and guarantees that the design of the described products fulfil the requirements of the
Directive.

Madrid, 19 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTIOS Y PRODUCTOS SANITARIOS

agencis ag
Medica
RProducta

Paticig de
wxmmuom y
S Sanitariog

Fdo. M? Jesls Lamas Diaz

Firmado dig por.Agencis E deg ¥ o Locaiizador FELLOGAASSE
Fecha de Iz firma: 19/11/2018

Puede comprobar la autenticidad del documento en la aplicacién Localizador de la Web de la AEMPS

CORRES ELECTRENICO Pagina 1.de 2 C/ CAMPEZO, 1-EDIFICIO B
28022 MADRID

Tel (+34)802 101322 (+34)81 822 59 87

ORGANISMC NOTIFICADO 0318 Fax: (+34) 81822 52 89

on0318@aemps es

CERTIFICADO DE EXAMEN CE DE DISENO
de acuerdo con el Anexo LV, punto 4, de la Directiva 98/79/CE

EC DESIGN-EXAMINATION CERTIFICATE
L SO UYL AR AL Sy Cl 52 AL

in accordance with Annex 1V, Section 4, Directive 98/79/EC

PRORROGA/EXTENSION — Fecha iniciall Initial date: 04/12/2008
Fecha de altima prorroga/ Last extension date: 27/11/2013

Certificado n®/Certificate no Fecha de validez/Date of validity ON n®/NB no
2008 12 0588 ED Desde/From 19/11/2018 Hasta/To 18/11/2023 0318

A favor de/ln favour of:

Fahricante/Manufacturer:

Nombre/Name: Dia. Pro Diagnostic Bioprobes S.r.l.

Direccion/Address: Via G. Carduocci, 27 -20099- Sesto San Giovanni — Milano (1taly).
Representante avtorizado ante la UE{duthorized EU representative:

Nombre/Name: Idem  Direccién/Address: Idem

Tipo de producto / Device type: Reactivos y productos reactivos, calibradores y materiales de control
para el diagnéstico de enfermedades infecciosas / Reagents, and reagent products, calibrators and control
materials for diagnostic of human infectious diseases.

Clasificacion/Classification: Lista A, Anexo I/ List A, Annex I]

Reactivos y productos reactivos para la determinacion, confirmacién y cuantificacién en muestras
humanas de marcadores de infeccion por Hepatitis B, mediante técnicas de Inmunoabsorcion
enzimatica (ELISA) Reagenis and reactive products for ihe determination, confirmation and quantification
in human specimens of markers of Hepatitis B infection, by Enzyme-linked immunosorbent assay (ELISA)
[NANDO: TVD 0203]

HBs Ag one Version ULTRA ELISA cualitativo / ELISA gua

litative

- SAGIULTRA.CE (192 tests)

- SAGIULTRA.CE.96 (96 tests)

- SAGIULTRA.CE.480 (480 tests)

-~ SAGIULTRA.CE.960 (960 tests)

- SAGIULTRA.CE.DB (192 tests - for Dia.Blood application)

Este certificado ampara todas las marcas de estos productos incluidas por el fabricante en su
declaracion de conformidad. / This certificate covers all trademarks of these products included by the
manufacturer in his declaration of conformity.

Madrid, 19 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

Agenc; _
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& Men
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2bitarics
Fdo. M® Jesus Lamas Diaz

Firmade digitaiments por. Agencia Espefiols de ¥ Productog i Loealzador PELLOEAADS
Facha de fa frma: 187112018
Puede comprobar la aulenticidad del documento en le aplicacion Localizador de a Web de la AEMPS
CORREQ ELECTRONICO Pagina 2 de 2 c o>;nmNo_m_mmmmNu_ﬁ>ﬂooﬁ%_w
on0318@azemps es Tei: (+34) 902 101 322 /(+34] 91.822 59 97

ORGAMISMO NOTIFICADO 0318 Fax: {+34)91.622.5288
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veeToR AO Vector-Best | Rev. (1
EC Declaration of conformity i
EtA=I=17 =

Page 10f3 i

EC DECLARATION OF CONFORMITY

AO Vector-Best hereby ensures under own responsi

on pages 2-3 are in conformity with applicable provisions and

of Annex | Directive $8/79/EC of 27 October 1998 regarding in

ty and declares that the products listed
fu

i the esseniiai requirements
vitro diagnostic medical devices.

Classification of products:
Other devices (all devices except Annex Il and self-testing devices)

EN ISO 18113-1:2011; EN ISO 18113-2:2011 (In vitro diagnostic medical devices. Information
supplied by the manufacturer (labelling). Terms, definiions and general requirements. in vitro
diagnostic reagents for professional use); EN ISO 15223-1:2012 (Symbols to be used with medical
device labels, labelling and information to be supplied); EN 1SO 13485:20124AC:2012 (Medical
devices. Quality management systems. Requirements for regulatory purposes); EN 13612:2002
(Performance evaluation of in vitro diagnostic medical devices): EN 23640:2013 (In vitro diagnostic
medical devices. Evaluation of stability of in vitro diagnostic reagents); EN 13641:2002 (Elimination or
reduction of risk of infection related to in vitro diagnostic reagents), EN 1SO 14971:2012 (Medical
devices. Application of risk management to medical devices),

Conformity assessment procedure:
Annex |ll (not including section 6).

Manufacturer;
AO Vector-Best

Address: 630559, Koltsovo, Novosibirsk Region, Research and Production area, building 36, office
211, Russian Federation, tel. +7 (383) 336-73-46, tel.ffax +7 (383) 332-67-49

European authorized representative:

Bicron GmbH

Address: Rheinhorststr. 18, D-67071 Ludwigshafen, Germany, tel.: +49 (0) 621 5720 915, fax: +49 (0)
6215720916

Date: 2017/10/16 Murat Khusainov

General Director AO Vector-Best

VECTOR _

| | <0 Vecto T-wﬁ; e T 7
‘\ =y, ~ EC Deeluration of conformity
w h\u\l@l\% = zﬂ__#.ww._qﬁ.:_ S Page 2 of 3 ”
No. Product name Identification data REF
Y Enzyme immunoassay kit for the qualitative and
T clohep A- o ol i X -
Vemohop AR quantitative determination of IgG to hepatitis A virus Qo2
Enzyme immunoassay kit for the quantitative and
2. |VectoMeasles-gG qualitative determination of IgG to measles virus in| D-1356
| blood serum (plasma)
< x : Enzyme immunoassay kit for the detection of IgM to 0
% | VesoNGasks-ght measles virus in blood serum (plasma) D-1398
4. |Rotavirus-antigen-EIA-BEST Enzyme immunoassay kit for the detection of D-1852
human rotavirus antigen
. ; Enzyme immunoassay kit for the detection of o
rus-anti _EIA_BEST 5 R
5. |Adenovirus-antigen-E!A-BEST human adenovirus antigen D-1654
Enzyme immunoassay kit for the detection of igG to
8. |VectoEBV-NA-igG nuclear antigen of Epstein-Barr virus in biood serum| D-2170
{plasma)
Enzyme immunoassay kit for the detection of IgG to
{7, |VectoEBV-EA-IgG early antigens of Epstein-Barr virus in blood serum| D-2172
| (plasma) |
Enzyme immunoassay kit for the detection of IgM to
8. |VectoEBV-VCA-IgM viral capsid antigen of Epstein-Barr virus in bloed; D-2176
serum (plasma)
Enzyme immunoassay kit for the detection of IgG to 2602
Be: [VectoMumps-lgG | mumps virus in blood serum (plasma) oy
| Enzyme immunoassay kit for the detection of IgM to D-2504
10- | VectoMumps-ig mumps virus in blood serum (plasma) _
Enzyme immunoassay kit far the detection of IgG to 2750
11 | Toxocara-lgG-EIA-BEST Toxocara antigens in blood serum (plasma) DA
N — p— Enzyme immunoassay kit for the detection of 1gG to i
12, | Trichinelia-lgG-ElA-BEST Trichinella antigens in blood serum (plasmay) Ordle
13 Yersinia-IgG-EIA-BEST Enzyme immunoassay kit for the detection of igG to D-3202
i causative agents of yersiniosis
14 Yersinia-IgA-EIA-BEST Enzyme immunoassay kit for the detection of IgA to D-3204
) causative agents of yersiniosis
15 Yersinia-lgM-EIA-BEST Enzyme immunoassay kit for the detection of IgM to D-3208
i causative agents of yersiniosis |
e Enzyme immunoassay kit for the detection of IgG to |
18. | Echinococcus-IgG-EIA-BEST | Echinococcus granulosus antigens in blood serum| D-3356
{plasma) !
Enzyme immunoassay kit for the detection of 1gG 8_
| 17. | Ascaris-IgG-E|\A-BEST Ascaris lumbricoides antigens in blood serum| D-3452
_ (plasma) i
_ T : EIA Enzyme immunoassay kit for the quantitative _
1g, |IgA-Transglutaminase-EIA- | 1ot o mination of IgA fo tissue transglutaminase in  D-3758
_ Heal blood serum (plasma) |
| . Enzyme Iimmunoassay kit for the quantitative,
19, |19G Transglutaminase-ElA- | joicmination of IgG to tissue transglutaminase in| D-3780
BEST | blood serum {plasma) |
- | Enzyme immunoassay kit for the determination of ; D-3762
20, Pepsinogen 1-EIA-BEST pepsinogen 1 concentration in blood serum » ol _ !
Enzyme immunoassay kit for the determination oﬁ_ D.3764

21. v Pepsinogen 2-EIA-BEST

pepsinogen 2 concentration in blood serum




AO Vector-Best Rev. 01 |
EC Declaration of conformity Poeodels .
EIA-1-17 S

22. : VectoHanta-lgG

Enzyme _33::ommmm< kit for. the’ nm»mn:o: of _@o to
Hantavirus in blood mmEE (plasma)

D-4902

23. | VectoHanta-igM

Enzyme i _Bacsommmm< :oq the detectiori oﬁ _n_s 8
Hantavirus in 3

:D-4904

124, | VectoNile-lgM

Enzyme immunoassay W_Zoﬂ ﬁ:mnmﬁm&o: of IgM to
West Nile Virus in blood'seriim (plasma)

D-5150

25. VectoNile-lgG

Enzyme immunoassay kit for the detection of IgG to
West Nile Virus in blood serum (plasma)

D-5152

26. | VectoNile-lgG-avidity
_ |

Enzyme immunoassay kit for the determination of
avidity index, of IgG to West Nile Virus in blood
serum (plasma)

D-5154
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AO Vector-Best
Research and Production area
building 36, Office 211, Koltsovo
630559 Novosibirsk region
Russian Federation
with the locations listed in the attachment
for the scope

Design and deveiopment, production and distribution of
medical devices for in vitro diagnostics (PCR, ELISA, Biochemistry)

has introduced and applies a

Quality Management System

The mdc audit has proven that this quality management system
meets all requirements of the following standard

EN ISO 13485

Medical devices — Quality management systems —
Requirements for regulatory purposes

EN ISO 13485:2015 + AC:Z315 - 15O 13485:2018

Valid from 2018-07-13
Valid urtil 2020-07-03
Registration no. D1213100017
Repost nc. P18-00485-117966

Stuttgart 2018-07-13

2

i

7

rMedicsl devise cartification Head of Certification Body

. Dautsche
" Akkeaditierungsstelle
D-ZM-16002-06-00

S

Attachment of the certificate

No. D1213100017 date 2018-07-13 Page 1 of 1
| Lacation Scope
| AO Vector-Best, ' design and development, u_daco»_o_._ and

Arbuzova str, 171,
630117 Novosibirsk, Russian mmamqmco:

distribution of medical devices for in vitro
diagnostics

AQ Vector-Best :

Research and Production area,

building 36, Koltsovo,

630559 Novosibirsk region, Russian _umamqmﬁ_o:

design-and nm<m_ov:._m3 production of medical
devices for in vitro n.mm:om:om

AQO Vector-Best,
Pasechnaya str, 3,

630117 Novosibirsk, Russian Federation

design and tYevelopment, production of medical
devices for in vitro diagnostics

inede e

cheal device cenification

/
AL

Imwh of Certification Body




mdc medical device certification GmbH
YAOCTOBEPSET, YTO Ha FPeAnpPUATIN 7

630559, Horocubupckasa obnacrts, p.n. Konbuoso,
HayuHo-npousBoacTBeHHasa 30Ha, kopnyc 36, K. 211,
Poccuiickaa ®egepaumn
C TPOU3IBOACTBEHHbLIMU NsTIOadKaMK COMTIAaCHO NPUNOXKEHNIO K Omvﬂsn_usxmq

NpuMeHUTEnNLHO K obnactam

npoeKTUpoBaHue W pa3padorTka, NPOMZBOACTBO U peanuaauua
MeaUUWHCKMX M3nenui in-vitro AnardocTukm
(MUP, UDA, Guoxumus)

Bbina eBegeHa U NpUMeRaeTcs
CUCTEMA YTIPABJIEHWA KAHECTBOM

lMposegeHHas NpoBepka CUCTEMbl YPaBerna Ka4ecTEOM Nokasana,
YTO AaHHa| CUCTeMa CooTBETCTBYET TpeboBaHUAM CTaHzapTa.

EN [SO 13485

Ma3genns megnumnHckne — CUCTEME! MEHEKMEHTA KayecTea —
Perynupyrolwine cucTemysie TpeboBaHns

EN iSC 13485:2016 + AC:2016 - ISC 13485:20158

fata seimadm 2018-07-13
Cpok gefictauwa go Z026-07-03
PenicTpauuonsaii e 01213100017
CtueT Me P18-00483-117886
UityTrapt, [epmasua 2018-07-13

mrmxomoheﬂm: CepTMIMKaUMOHHOTD OpraHa

-

oy ., madical davice camfication

{{ Dakks

NMpunoxenue kK Ceprnuxary

Ne D1213100017 ot 2018-07-13 Crp. 1wz

MecTopacnone

OBnacTe NERCTBUS

AQ «BekTop-bect»,

yn. ApGysosa, 1/1,
630117, r. Hoeocubupck,
Pocewiickag degepauvs

npoeKTUpoBaHue 1 paspaboTka, NpoNaBOACTEO
Y peanua3auua MeJuLMHCKUX n3genui in vitro
OUArHOCTUKM

AQ «Bektop-bect»,

630559, Hosocubupckas ofnacte, p.n. Konbuoeo,
HayyHo-npauzsofcTeeHHan 3o0Ha, kopnyc 36,
Pocouiickas denepaumn

npoeKTUpoBaHue U paspaboTka, NPOUIBOACTBO
MEAMLIMHCKIX M3LENUi in Vitro gnarHocTrku

AD «Bexvop-bects,

yn. MaceyHas, 3,
630117, r. HoeocuGupcek,
Poccuitckaa denepauns

NpOBKTMPOBAHNE W pa3paboTka, NpoU3BOACTEC
MEOVUNHCKNX M3LENUH in vitro guarHocTuku

madical devica certifizatlon

'

Pykosoaurept CEPTHRMKaLMOHHOND opraka

v
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Product List — CE Marked N fsa®

Virology
Prod. No. Name
ADVAQ010 Adenovirus 1gA’
ADVGO010 Adenovirus 1gG
. ADVMOD010 Adenovirus I1gM
Certified by ) CHIG0590 Chikungunya Virus IgG capture
CHIM0590 Chikungunya Virus IgM p-capture
CMVGOo110 Cytomegalovirus (CMV) lgG
_ m O ‘_ w A. w m . No \_ N ACMV7110 Avidity Cytomegalovirus (CMV) IgG
“ CMVMO110 Cytomegalovirus (CMV) IgM
DENG0120 Dengue Virus 19G
DENMO0120 Dengue Virus 1gM
DVM0640 Dengue Virus IgM p-capture
. - EBVA0150 Epstein-Barr Virus (VCA) IgA
EC — Directive 98 / 79 EC EBVG0150 Epstein-Barr Virus (VCA) IgG
- . . AEBV7150 Avidity Epstein-Barr Virus (VCA) IgG
For __‘T<_H_,O|_U_m© nostics EBVMO150 Epstein-Barr Virus (VCA) IgM
EBVG0580 Epstein-Barr Virus (EBNA) 1gG
HANGO0670 Hantavirus 1gG
HANMOG70 Hantavirus IgM
HSVG0250 Herpes simplex Virus 142 (HSV) 1gG
HSVM0250 Herpes simplex Virus 1+2 (HSV) IgM
HSV1G0500 Herpes simples Virus 1 (HSV-1) IgG
HSV1M0500 Hermpes simplex Virus 1 (HSV-1) IgM
HSV2G0540 Herpes simplex Virus 2 (HSV-2) 1gG
HSV2M0540 Herpes simplex Virus 2 (HSV-2) IgM
INFA0290 Influenza Virus A IgA
INFG0290 Influenza Virus A IgG
INFMO0290 Influenza Virus A IgM
INFA0300 Influenza Virus B IgA
INFG0300 Influenza Virus B 19G
INFMO0300 Influenza Virus B IgM
MEAGO0330 Measles Virus 1gG
AMEA7330 Avidity Measles Virus 19G
MEAMO0330 Measles Virus IgM
MUMG0340 Mumps Virus 1gG
MUMMO0340 Mumps Virus 1gM
PAIA0360 Parainfluenza Virus 1,2,3 IgA
PAIG0360 Parainfluenza Virus 1,2,3 1gG
PARGO0370 Parvovirus B 19 IgG
PARMQ370 Parvovirus B 19 1gM
RSVA0380 Respiratory syncytial Virus IgA
NO ‘_ WION RSVG0380 Respiratory syncytial Virus 1gG
RSVMO0380 Respiratory syncytial Virus IgM
RUBG0400 Rubella Virus 1gG
ARUB7400 Avidity Rubella Virus IgG
1 19022018-D6 2 18022018-Dd
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RUBM0400 . Rubella Virus IgM p-capture
TICG0440 TBE /FSME IgG

TICMo440 TBE / FSME IgM

PTICG044 TBE / FSME IgG plus

VZVA0490 Varicella-Zoster Virus (VZV) IgA
VZVG0490 Varicella-Zoster Virus (VZV) 19G
VZVM0490 Varicella-Zoster Virus (VZV) IgM
ZVG0790 Zika Virus 1gG capture
ZVM0790 Zika Virus IgM-p-capture

NovaLisa ® Bacteriology

Prod. No. Name

BOPAQ030 Bordetella pertussis IgA

BOPG0030 Bordetella pertussis IgG

BOPMO0030 Bordetella pertussis IgM

BPTA0610 Bordetella pertussis toxin (PT) IgA
BPTG0610 Bordetella pertussis toxin (PT) IgG
BORG0040 Borrelia burgdorferi 1gG

BORMO0040 Borrelia burgdorferi IgM

BRUG0050 Brucella IgG

BRUMO0050 Brucella IgM

CHLAO0070 Chlamydia trachomatis IgA
CHLG0070 Chlamydia trachomatis 1gG
CHLMO0070 Chlamydia trachomatis IghM
CHLAOS510 Chlamydia pnetmoniae IgA
CHLG0510 Chlamydia pneumoniae 1gG
CHLMOo510 Chlamydia pneumoniae IgM
CORGO0090 Corynebacterium diphtheriae toxin 1gG
CORG5009 Corynebacterium diphtheriae toxin 5S IgG
PCORGO009 Corynebycterium diphtheriae toxin 5S IgG plus
COX1G0600 Coxiella burnetii (Q-Fever) Phase 1 1gG
COX2G0600 Coxiella burnetii (Q-Fever) Phase 2 1gG
COX2Mo600 Coxiella burnetii (Q-Fever) Phase 2 IgM
HELA0220 Helicobacter pylori IgA

HELG0220 Helicobacter pylori 1gG

PHELA022 Helicobacter pylori IgA plus
PHELG022 Helicobacter pylori 19G plus
LEGG0650 Legionella Pneurmnophila IgG
LEGM0650 Legionella Pneumophila IgM
LEPG0660 Leptospira IgG

LEPMO0660 Leptospira IgM

MYCA0350 Mycoplasma pneumoniae IgA
MYCG0350 Mycoplasma pneumoniae 19G
MYCMO0350

Mycoplasma pneumoniae IgWM
3 19022018-Db

TETG0430 :

TETG5043 um tetani toxin 5S IgG-" -
PTETG043 Clostridium tetani toxin 5S 1gG plus
NovalLisa © Parasites

Prod. No. Name

CHAG0560 Chagas (Trypanosoma cruzi) IgG
TRYPO0570 Chagas

ENTGO0140 Entamoeba histolytica 1gG
GIA0160S Giardia lamblia antigen

LEIGO310 Leishmania infantum IgG
MAL0620 Malaria

TOXAQ0460 Toxoplasma gondii IgA
TOXG0460 Toxoplasma gondii 1gG
ATOX7460 Avidity Toxoplasma gondii 1gG
TOXMO0460 Toxoplasma gondii IgM p-capture
NovaLisa®  Worms

Prod. No. Name

ASCG0020 Ascaris lumbricoides 1gG
ECHGO0130 Echinococcus 1gG

FILO760 Filariasis

SCHG0410 Schistosoma mansoni 19G
SCHMO0410 Schistosoma mansoni IgM
STRO0690 Strongyloides

TAEG0420 Taenia solium 1gG

TOCG0450 Toxocara canis 1gG

TRIG0480 Trichinella spiralis 1gG
NovalLisa ® Fungi

Prod. No. Name

ASPG0680 Aspergillus fumigatus IgG
ASPMO0680 Aspergillus fumigatus IgM
CANAQO60 Candida albicans IgA
CANGO0060 Candida albicans 19G
CANMO0060 Candida albicans IgM

4 19022018-Dd
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Novalisa ® Hormones

THYROID IOW,_stmm
(ELiSAs for the determination of thyroid hormones and antibodies)

NovaTEC

tmuNoAcNosSTICA GasH

Prod. No. Name

ATG1010 Anti-TG

ATPO1020 Anti-TPO

TSH1030 TSH

NovalLine

Prod. No. Name

TRYG2570 Chagas IgG LineBlot
Hormones

STEROID HORMONES
(ELISAs for the determination of steroid hormones in plasma and serum)

Prod. No. Name
DNOV001 Cortisol

DNOV002 Testosterone
DNOVO003 17 beta-Estradiol
DNOV004 17-OH Progesterone
DNOV005 DHEA-S
DNOV006 Progesterone
DNOV007 Free Estriol
DNOV008 Androstenedione
DNCV00s Free Testosterone
DNOVO011 Total Estriol
DNOV012 Aldosterone

STEROID HORMONES IN URINE
(ELISAs for the determination of steroid hormones in urine)

Prod. No. Name

DNQOV010 Urinary Cortisol

STEROID HORMONES IN SALIVA
(ELISAs for the determination of steroid hormones in saliva)

Prod. No. Name

DSNOV20 Cortisol Saliva
DSNOV21 Testosterone Saliva
DSNOV22 17 beta-Estradiol Saliva

19022018-Dd

DSNOV24 DHEA-S Saliva
DSNOV25 Progesterone Saliva
DSNOV26 Estriol Saliva
DSNOV27 Androstenedione Saliva

PROTEIN HORMONES
(ELISAs for the determination of proteins in plasma and serum)

Prod. No. Name
DNOVO030 LH
DNOV031 FSH
DNOV032 Prolactin
DNOV033 AFP
DNOV034 beta HCG

THYROID HORMONES
(ELISAs for the determination of thyroid hormones and antibodies)

Prod. No. Name
DNOV051 Fee T3
DNOV052 FreeT4
DNOV053 Total T3
DNOV054 Total T4
DNOV057 Thyroglobuiin

DIABETES MONITORING
(ELISAs for the determination of specific analytes in plasma and serum)

Prod. No. Name
DNOV111 Insulin
DNOV112 C-Peptide

CIRCULATING IMMUNO COMPLEXES
(ELISAs for the determination of specific analytes in plasma and serum)

Prod. No. Name

DNOV093 ClC-C1q

DNOV094 cic-Cad

DNOV096 CH-50

TUMOR MARKERS

(ELISAs for the determination of specific analytes in plasma and serum)
Prod. No. Name

DNOV 060 CEA

DNOV061 CA125

DNOV062 CA 15-3

19022018-D6
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DNOV063 CA 199

MISCELLANEOUS ' . , - ¥
(ELISAs for the determination of specific analytes in plasma and serum)
Prod. No. Name

NovaTEc

pNOIAGNoSTIcs Grase

DNOV100 Fermritin
DNOV101 HGH
DNOV102 IgE

Novalisa © Autoimmune

Autoimmune

(ELISAs for the determination of specific autoimmune antibodies)
Prod. No. Name

ATG1010 Anti-TG

ATPO1020 Anti-TPO

Rheumatology

(ELISAs for the determination of specific analytes in plasma and serum)
Prod. No. Name

RFM3010 Rheumatoid Factor IgM
Novalisa © Recombinant Antigens
Prod. No. Name

BORG0040 Borrelia burgdorferi 1gG

BORMO00O40 Borrelia burgdorferi IgM

CHAGO0560 Chagas (Trypanosoma cruzi) IgG
TRYP0570 Chagas

HANGO0670 Hantavirus IgG

HANMOB70 Hantavirus IgM

HELAB220 Helicobacter pylori tgA

PHELAO22 Helicobacter pylori 1gA plus
HSV1G0500 Herpes simples Virus 1 (HSV-1) 1gG
HSV1M0500 Herpes simplex Virus 1 (HSV-1) IgM
HS8V2G0540 Herpes simplex Virus 2 (HSV-2) 1gG
HSV2M0540 Herpes simplex Virus 2 (HSV-2) IgM
MAL0620 Malaria

STRO0690 Strongyloides

TREG0470 Treponema pallidum

ZVG0790 Zika Virus I1gG capture

7 19022018-Dd

ZVMO790

- ) (0]
NovalLisa =

Zika Virus IgM p-capture

Quantitative Assays (WHO standardized)

Prod. No. Name

BPTA0610 Bordetella pertussis toxin (PT) IgA :
BPTG0610 Bordetella pertussis toxin (PT) lgG*
CORG0030 Corynebacterium diphtheriae toxin 19G
CORG5009 Corynebacterium diphtheriae toxin 5S IgG
PCORG009 Corynebycterium diphtherize toxin 5S IgG plus
RFM3010 Rheumatoid Factor IgM

RUBG0400 Rubella Virus 1gG

TETG0430 Clostridium tetani toxin IgG

TETG5043 Clostridium tetani toxin 5S IgG
PTETG043 Clostridium tetani toxin 5S 1gG plus
TOXG0460 Toxoplasma gondii IgG

ATOX7460 Avidity Toxoplasma gondii [gG

TSH1030 TSH

Novalisa ® Quantitative Assays

Prod. No. Name

ATG1010 Anti-TG

ATPO1020 Anti-TPO

BPTA0610 Bordetella pertussis toxin (PT) IgA
BPTGO0610 Bordetella pertussis toxin (PT) IgG
CORG0090 Corynebacterium diphtheriae toxin IgG
CORGS009 Corynebacterium diphtheriae toxin 55 IgG
PCORG009 Corynebacterium diphtheriae toxin 5S igG plus
HELAQG220 Helicobacter pylori IgA

HELG0220 Helicobacter pylori IgG

PHELA022 Helicobacter pylori IgA plus

PHELGO022 Helicobacter pylori 19G plus

RFM3010 Rheumatoid Factor IgM

RUBG0400 Rubella Virus 1gG

ARUB7400 Avidity Rubella Virus IgG

TETG0430 Clostridium tetani toxin 1gG

TETG5043 Clostridium tetani 5S toxin 1gG
PTETGD43 Clostridium tetani toxin 5S 1gG plus
TICG0440 TBE / FSME IgG

PTICG044 TBE / FSME IgG plus

TOXG0460 Toxoplasma gondii IgG

ATOX7460 Avidity Toxoplasma gondii IgG

TSH1030 TSH

8 19022018-D8
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. BORM0040 Borrelia burgdorferi 1gM
Antigen Assays
Prod.No. . . Name
GIA0160S Giardia lamblia antigen
Novalisa ® 1gM p-capture Assays
Prod. No. Name 4
CHIM0590 Chikungunya Virus IgM p-capture
DVM0640 Dengue Virus IgM p-capture
RUBM0400 Rubella Virus 1gM p-capture
TOXM0460 Toxoplasma gondii 1gM p-capture
ZVMO0790 Zika Virus IgM p-capture

NovalLisa ® Antibody Assays

Prod. No. Name

ASCG0020 Ascaris lumbricoides 1gG
CHAGO0560 Chagas (Trypanosoma cruzi) 1gG
TRYP0570 Chagas

ENTG0140 Entamoeba histolytica 1gG
LEIG0310 Leishmania infantum 1gG
MAL0620 Malaria

STRO0690 Strongyloides

TAEG0420 Taenia solium 1gG
TOCG0450 Toxocara canis 1gG
TRIG0480 Trichinella spiralis 1gG

Novalisa ® Avidity Assays

Prod. No. Name

ACMV7110 Avidity Cytomegalovirus (CMVY 1gG -
AEBV7150 Avidity Epstein-Barr Virus (VCA) IgG
AMEA7330 Avidity Measles Virus 1gG
ARUB7400 Avidity Rubella Virus IgG

ATOX7460 Avidity Toxoplasma gondii IgG
Novalisa ® Liquor Diagnostic

Prod. No. Name

BORG0040 Borrelia burgdorferi 1gG

g 19022018-D6 1 19022018-Dd
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Directive

Manufacturer;

Products:

Expiry Date:

) - EC Certificdte .
mm\wm\mo Annex IV, excluding Sections 4 and 6

o

JIVRheiniand

Full Quality Assurance System
In Vitro Diagnostic Medical Devices

Registration No.: HL 60119814 0001

Report No.: 21265422 001

Macherey-Nagei GmbH & Co. KG
Neumann-Neander-Str. 6-8
52355 Ditren

Deutschland

Producis for self-testing
(see attachment for products and sites included)

Replaces Certificate, Recistration No.: HL 60075687 0001

20%2-05-28

The Notified Body hereby declares that the requirements of Annex VY, excluding section 4 and 6 of the
directive 98/79/EC have been met for the listed products. The above named manufacturer has established
and applies a quality assurance system, which is subject to perivdic surveillance, defined by Annex

IV, section § of the aforementioned directive. For placing on the market of List A devices covered by
this certificate an EC design-examination certificate according to Annex IV, section 4 and.a

varification of manufactired producis according to section & is reqaired, gt

Effective Date:

Date:

Notified Body

L e
Um-u_.._:mf... Sven Hoffmann -
Fd

2017 -65-28

TOV Rheiniand LGA Products GmbH - Tillystrake 2 - 90431 Niirnberg

7V Rheinland LGA Products GmbH is & Notified Body according to Directive 98/79/EC
concerning in vitro diagnostic medical devices with the identification number G187,

TUV Rheinland \
LGA Products GmbH
Tillystrake 2, 90431 Niirnberg

Attachiment to

Certificate

Registration No.: HL 60119814 €001

Report No.: 21265422 001

Manutacturer: Machetey-Nagel GmbH & Co. KG

Neumann-Neander-Str. 6-8
52355 Diiren
Deutschland

Products for seli-testing:

-~ Single and multi-parameter disposable test strips
Eor urine analysis

indicator test strips and papers for measurement
of pH in urine

zdditionsl site for warehousing and logistics:

Bahnstr. 120
52355 Diren, Cermany

Matified Body

P -

Date: 2017-05-29

Doc.

TUVRheinland

171, Rev: O
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CISQ is a member of

.I'|.I£.:;iE‘;IJ;CMIENM,EEHIIF\I'._‘.MILI.N.HI:'IW'JHK 1
www.ignet-certiflcation.com |
!

o 1QNet, the assocfation of the world's first c‘)ass
' certification bodies, Is the largest provider of ma“[lagemsnr
System Certification in the world,
IQNet is composad of more than 30 bodies ann? counts
over 150 subsfdiaries alf over the globe!
|

CERTIFICATO n.
CERTIFICATE No.

S| CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

GRUPPO VACUTEST KIMA

Sede / Head Office
Via delPIndustria,12 — 35020 Arzergrande (PD) -
Unita Operative / Operative Units

4264/4

ltalia

MEUS S.r.l. - Via Leonardo da Vingi, 24B — 26 — 28 — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia
MEUS S.r.l. - Via delllndustria, 2 - 16 — 35020 Arzergrande (PD) - ltalia
ROLL S.R.L. - Via Leonardo Da Vinci, 24A — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia

KIMA S.R.L. - Via Leonardo da Vinci, 22 — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia
VACUTEST KIVA S.r.l. - Via dell'Industria, 12 -~ 35020 Arzergrande {PD) - ltalia
VACUTEST KIMA S.r.l. via L. Da vinei, 22 Zoha Industriale Tognana — 35028 Piove di Sacco (PD) -

E CONFORME ALLA NORMA / IS I COMPILIANCE WITH THE STANDARD

UNI EN ISO 9001:2015

Sislema di Gestione per la Qualita / Qualily Management System
PER LE SEGUENT| ATTIVITA / FOR THE FOLLOWING ACTIVITIES
EA: 14 -29

Pragettazione e produznone di provette con vuoto predeterminato ad uso prelieva ematico, liquidi biclogici e urine.
Produzione di provette per microprelievi di sangue. Progettazione e produzione di Holders (camicie) per prelievo sottovuoto.
Progettazione e produzione di kit diagnostici per I'analisi del sangue e dei liquidi biologici. Progettazione e produzione di
terreni di coltura per microbiologia, Progettazione e produzione di aghi e dispositivi sterili per il prellpvo ematico.
Commercializzazione di prodotti del Gruppo: kit diagnostici, terreni di coltura per microbiologia, articoli in plastica per
laboratorio analisi, provette con vuoto predeterminato e aghi sterili. Progettazione e produzione di stampi per articoli in
plastica per laboratorio analisi. Stampaggio di materie termoplastiche ad iniezione per articoli medicali.

Design and production of test tubes with predetermined vacuum for collection of haematological samples, biological liquids
and urine samples, Production of test tubes for micro-collection of haematological samples. Design and production of
Holders for vacuum sampling. Design and production of diagnostic kits for blood and biological liquids analysis. Design and
production of culture media for microbiology. Design and production of sterile needles and devices for collection of
haematolog/cal s‘amp/es Trading of the products of the Group: diagnostic kits, cufture media for microbiology, plastic
disposable fabwars, test fubes with predetermined vacuum and sterile needles. Design and production of motids for plastic
Jabware. Injection moulding of thermaplastic materials for medical devices.

Italia

Rilerirsi alla documenlazlone del Sistema di Gestione per la Gualita aziendale per I'applicabilila dei requisil della norma di riferimento
Refer lo the documentation of the Quality Managemenl System for delails of application to reference sfandard requirements.

i presente certificalo & soggello al rispetto del documento ICIM “Regolamento per la cerlificazione dei sislemi di gestione™ e al relafivo Schema specifica.
The use and the validily of this certilicate shall salisfy the requirements of the ICIM document “Rules for the certification of company managemen! systems™ and specific Scheme.

Per informazioni puntual & aggiomate circa eventuali variazioni inlervenule nello stat della cerlificazione di cui al presente cerlilicalo,
si prega di contatlare il n® telefonico +39 02 725341 ¢ indirizzo e-mail info@icim.it
For timely and updated informalion aboul any changes in the certification sfatus referred lo int this certificale,
please confac! ihe number +39.02 725341 or email address info@icim.it

Data emissione Emissione corrente Data di scadenza

First issue Current issue Expiring dale
18/01/2007 18/01/2019 17/01/2022
|2
\LQ
/i
0 A | b
ICIM S.p.A.
Piazza Don Enrico Mapalil 75 - 20099 Sesto San Giovanni (M1}
wwwicim il

ACCREDIA '3,

LENTE MALANG D ACCREDITAMENTD.

www.cisg.com

SGQ N° 004 A C1SQ & la Federazione Italiana di Organlsm| di

Certificazlone del sisteml dl gestlona} aziendale,

o T W e T T

G44GCM_03_1T

Mermbro degll Accordl di Mutuo Riconoscimento EA, 1AF e ILAC
Signatory of EA, IAF and ILAC Mutual Recagnition Agreements

CI5Q is the ltslian Federation of mapagement
system Certification Elndiesj.



ITALCERT

CERTIFICATO N° 5055GQ03

CERTIFICATE N° 5055GQ03

Si certifica che il
this s to certify that

Sistema di Gestione per la Qualita

Quality Management Systerm

messo in atto da
implemented by

NUOVA APTACA S.r.l.
Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Reglone Monforte, 30 — IT 14053 CANELLI (AT)

- & conforme alla norma
is i compliance with the standard

_UNI'EN [SO 9001-2015 (150 9001-2015).

per i seguenti Processi
“conceming the following kinds of Processes

Gestione della fabbricazione ed immissione in commercio di tamponi sterili
per il prelievo di campioni biologici in orifizi naturali e in ambito chirurgico.
Progettazione e fabbricazione di dispositivi medico diagnostici per laboratori di analisi. |
“Commercializzazione di dispositivi medici e diagnostici in vitro.
' Commercializzazione di articoli da laboratorio
/v/anagemmt of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens

in.natural:orifice and in-surgical field. Design and manufacturing of diagnostic medical devices for laboratories

of ana/y:/s Ma/,(et/n g of medxca/ and d/agnost/c devices In vitro, Md//(fnf/ng of laboratory articles,
uK presente Certificato &, soggelko al rispetto delle condnzmm stabilite dal Regolament] per la certilicazione in vigore applmabm
This Certificate shall satisfy the requ/remen/c establistied in the Rulas for the certification in force appficable,

ln caso d| ‘discordanza tra le Imgue utilizzate. nella traduzione el contenuto del presente certificato, fare riferimento alla lingua ltallana
//1 Cases o/rﬂrf{epmcy behyeen the /ﬂngudjcs used i !/u i u)\/grhm af the content of this certificate /)/z ase refor o the ialian lvljuvg !

L AMMINISTRATORE DELEGATO
A NAGING DIRECTOR

Lefi CLAN

Dr. Ing. Roberto Cusolito :
Data di Prima Emissione ITALCERT Data di Rinnovo Data di Scadanza

‘ o First fssue Date ITALCERT 3 Repewal Date Exglration Date
'1_9'98—07-23 », 2011-10-30 2017-10-30 2020-10-29
Settore [AF14-297 '~ : ACCREDIA &

LEHTE TPALIAND D ACCREENTAMINTG s |

SGQ N® 623A  PRD N® 1228

SGAN® 0200 1SP N° D7SE

PAS N* 097C
Fembro denll Aceardl di Mutuo Riconescimente EA, 1AF & ILAC
Signatory of EA, JAF and ILAC Mutual Recognition Agreetnents

ITALCERT S r| | Vlale Sarca, 336.—20126 Milano (MI) | tel, +39 0266104876 | fax. +39 0266101479 | wivw.italcert.it | italcertsri@legalmail it
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V ITALCERT

CERTIFICATO N° 505DM05

CERTIFICATE N° 505DM05

Si certifica che ll
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

NUOVA APTACAS.r.l.

Via Monte Bianco; 4 =T 20900 MONZA (MB)

nella Sede Operativa di -

Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

é conforme alla norma
is in compliance with the standard

UNI CEI EN ISO 13485-2016 (ISO 13485-2016)

per i seguenti Processi
concerning the following kinds of Processes

Gestione della fabbricazione e immissione in commercio di tamponi sterili
per il prellevo di campioni biologici in orifizi naturali e in ambito chirurgico. [
ProgettaZIOne e fabbricazione di dispositivi medico diagnostici per laboratori di ana|15|

- Commercializzazione di:dispositivi medici e diagnostici in vitro.
Management of manufacturing and placing on the market of sterile tampons for sampling of biological specimens in
natural orzﬂce and in surg JtCG/ field. Design’ and manufacrunng of diagnostic medical devices for analysis laboratories.

Marketing. of ‘medical and diagnostic devices in vitro.
Il presente Certificalo & soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili
This Certificerte skoll satisfy the requirem nedts established in the Bules for lhe verificetion in force applicalile.

In caso di discordanza tra le‘lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alia lingua itaiiana i
in cases of discrepancy br tveer the lanquaqes used in the transtotion of the tontent of this cerlificate, ploase vefer to the lalkian fanquage

LAMMINISTRATORE DELEGATO
~ MANAGING DIRECTOR ™+

(B G-I

Dr. -Ing’ Roberto Cusolito

Data di Prima Emissione ':,[‘,)'é/ta'ﬁdi Prima EmissionelltTA-_tCE’Rf’ Data di- Rmnovo Data di Delibeffa Data di Scadenza
First Issue Date A First Issue Date {]A’L/'CER'/‘ Renewal Date >+, Deliberation Date” - Explration Date
2007-10-30 2011710—36 2017-10-30 "\\\\2019—01—04 2020-10-29
ACCREDIA |
EENTE ITALIANG DA ACCREDITAMENTO
SGQ N° 0234 | i ‘

Maembro degll Accardi dl Mutuo Ricanoscimenlo EA, TAF e [LAC L % ’
Signatory of EA, JAF and ILAC Mutual Recognition AgrEemen(s A %

ITALCERT S. rl |V|a|e Sarca, 336 = 20126 Milano (M) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail.it
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Certificado ES10/81672

The managementsystem of -

DELTALAB, S.L.

Pol. Ind. La Llana, Plaza De La Verneda, 1
08191 Rubl (Barcelona)

has been assessed and ceriified a5 maeting the requirements of

IS0 9001:2015

Design, manufacture and sale of laboratory material for the collection, transport and
conservation of samples for. mi‘p;j:_robiqloglcal, molecular biology, haematology,
hiochemistry, histology, microscopy and colorimetric analysis

Commercialization of equipment for'the storage of prepared samples, cryogenic stored
samples, general labware and industrial packages.

Disefo, fabricacion y comercializacion de material de laboratorio para la toma,
transporte.y conservacion de muestras para analisis de microbiologia, biologia
molecular, hematologia, hioquimica, histologia, microscopia y coloracion.
Comercializacign de equipos para el almacenamiento de muestras preparadas,
almacenamiento de muestras para criogenizacion, material general de laboratorio y
envases industriales,

in/ from:the following sites

Pol. Ind, La Llana, Plaza De La Verneda 1 - 08191 Rubi (Barcelona)

This cerfificate is valid from
29 November 2017 until 11 October 2019,
lssue 7. Certified since October 2010.

Este certificado es vélido desde
i 29 de noviembre da 2017 hasta 11 de octubre de 2019,
Edicion 7. Certificado desde octubre de 2010..

Authorized by

- Direccldn dé Certificacion

SGS ICS Ibérica, S.A. (Unipersonal)
CiTrespademe, 29, 25042 Madrid. Espafia.
34 913138115 f 34913138102 www.sgs.com

Page 1 of 1
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Certificate ES10/81671
| The management system of

Poligono Industrial La Llana, Plaza De La Vemeda 1,
08191 Rubi, Barcelona. Spain

has been assessed and certified as meeling the requirements of

1S0 13485:2016
i EN ISO 13485:2016

S
S

L For the following activities |
| : |
| Design, manufacture and sale of sterile and non sterile medical |
- devices for the collection, transport and conservation of biological |

samples for clinical and IVD analysis. |

L Disefio, fabricacion y comercializacion de productos sanitarios
' estériles y no estériles para la toma, transporte y conservacion de |
muestras biologicas para andlisis clinicos y de IVD.

Thls cemf cateis valid from 18 September 2017 until 11 October 2019 |
wsseiiand remalns valid subject to satisfactory surveillance audits. |
Re certification audit due before 10 September 2019 |

Issue 7. Certified since 12 October 2010 |

Authorised by m

UKAS

i1 MANAGEMENT

. - SYSTEMS
SGS United Kingdom Ltd
Rossmore Business Park Ellesmere Port Cheshire CH85 3EN UK 00058
t +44 (0)151 350-6666 f-+44 (0151 350-6600 www.s¢3 0001

SGS 13485 2016 0417

Page 1 of 1
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7/25/2019 DELTALAB_2017_EN_5 |

|

|

: |
Round hottom glass tubes M

Made of borosilicate or soda glass.
The high quality of those tubes is reflected in the uniformity of their wall thickness and of their diameter and height dimensions.
SUppIied in small quantities per case for a more convenient use in Iaboratow.

L S
Supplied in boxes (1) o h |
801"075 4 — .-8,20 9.75 75 OGU 4y h0 . 3.60 ')O< ) :

: 801 '775 s _b 10.20 11.60 74 0.60 4x 250 4.50 (1.1’i‘:15

81 3100 10 11.10 12.70 100 0.60 4x 250 G.54
; 81 6100 . 15 13.95 - 18.75 10‘0 .60 4x 250 910

816150' 2 T 150 0.70 4x250 13.60 |
816160 7 1w 160 055 500 5.50 0018 |
818150 28 150 085 2250 730 oo |
.820150 e 34" 150. 0.85 100 o 1.92 0.006 E
820"00 ) 47‘ 200 (.85 250 6.30 0.020 |
Supplled m.é.n:ays (2) |
8011 75; 6 1010 11.60 5 .50 550 189 (3.005 I
. |
|
CGitmm Pext.mm feigt' thickness  case case cass
lube . tube mm - mm " quantity welghl ~ volume i
. -é01"07.5 A . a0 5;%5 Y 75 4% 250 3.60 0.010 - ‘

901 :275 6 102") 11.60 In 75 4 x250 4,60 0013
913100 10 1130 1270 100 9.0 1x250 659 0wz |
916100 14 15,75 100 (.60 4x 260 a1 0,034 |
916150 22 16.00 150 0.70 46250 0.049 |
91 B150 28 18.00 180 0.85 4x125 0.040 |
....... S RESE) e
|

TUBES, MICROTUBES AND CRYOVIALS

o)
[H)

Al deltalab

c41e484371.site.internapcdn.net/deltalabcat/EN/DELTALAB_2017_EN_5/index.html#135/z | 112




1. Hasnagenme

T ANARTTY AT ArTI TITINATTIYATITIY ¥ yrrms v Fm ﬁ .):.J ﬁr &= 0l vl o)
DUPUURE Lropriirdasanuaibanbib  RpyIDuibic N AN ICu DO N2y

KCK-12, KCK-18 (nanee — xopobxu) mwoh.mmmmmnmmﬂ IS pasMELLICHUS B
HEX IIEPEBA30THOIO MaTepHana, ONeParMOHHOre OelIbsa, XHPYPraYecKOro
MHCTPYMEHTA M IPYFHX OPCIMETOB MEeOHIIMHCKOro HAsHaYeHHs C [IeILI0
CTCPHIIM3ANMH HX B IIaPOBBIX MEAMUIIMHCKHX CTEPHIIM3ATOPAX U JIOCTABKH
m MECTy HCHOJL30BAHMs, & TAKKE CTEPHUNBHOIO XPAHEHHs B TEHEHHE

CYTOK.

wogodumnsommoo yooctorepenne M3 PE Ne UM-7.5619/ Ho?ﬂ
ot 30.03.2010.

CBUIETENECTRO O TOCYIAPCTBEHHON perrctpanun M3 Vipauss!
Ne 6184/2007 o1 13.03.2812 .

Permcrpaiionnoe yrocrorepensne M3 Kaszaxcrana PK-MIMH-5-
Ne 001180 ot 04.02.2013 r.

Perucrpannonnoe ymocrorepenne M3 Vafekucrana Ne TT 13507
or 04.06.2012.

2. Texuudeckue XapaKTEePHCTHKH

Harenozane _ .,
coa | ¥ v % s
HapamMeTpa KCK-3 A KCK-6 | KCK-9 KCEK-12 KCK-18 ._
<n%§mv§ oowmz 3 _ - S = o _
aM
AHAMETD; 3 1695 234 5 2695 319, 345 |
,?HWnnm.... KT 0,7:0,1 £, 1+0,1 —umu_uG‘d.. 1,7+0.15 2,35+0.15 M

3. KOMILIEKT IIOCTABKH
Kopobxa, mrT. 1
IlacmopT, mT. 1

YIIaKoBKa, IOT. : 1

4. IToaroTosxa KopodoK K pabore

Mo Hagawa rprMeHEHHs, KODOOKM FOJIKHBI ITOABEPraThCs XUMHU-
HECKOH OYHCTKe me3nH(EKnred ¥ npeAcTepuTH3alHoNHoH 06paboT-
KE B COOTBETCTBUH C JEHCTBYIOLIMME HHCTDYKIMAMH MuB3apapa.

5. CBueTeNLCTBO 0 NPHEMKE, YIAKOBKE H IPOIAKe

Kopo6xa crepunuzanuonnad xpyrnas KCK - ,Q
oooamneoawv&e duomommmsma j\ @w oom;uﬁm 04- wu QRO@OGE\H

TalMH.

Framn OTK = JlaTa YaKkOBEBAHAS (MATOTOBACHHKS)

Ilponara

{@aNMEHOBAHHE TIPEANPHSTHS TOPTOBNIH)

Hara niponaxu
(EFraMm MarasmHa) (rmoanuce)

Ofmuit cpok XpaHeHHst KOPOOOK HE OTpaHUYeH.

]
6. 'apapTun M3roTOBUTEIH

6.1 lapanTritasdt cpoK — 24 Mecsia ¢ IaThl HPOIaiH KOpoOoK, HO
He Dollee 36 MecSIeR ¢ NaThl A3COTOBIEHM.

6.2 T'apanTHiHBIH CPOK XpaHeHHs — 24 Mecsna ¢ JaThl POy
KOpoOOK.

6.3 B TeueHHE rapaHTHAHOIO CpPOKa M3TOTOBHIENL PEMOHTHPYET
HIH 32MEHSEeT KOPOOKH, MJH HMX COCTaRHEBIC YACTH, NPHINEAINHE B
HErOJHOCTE [0 BHHE M3TOTOBHTENSA, NPH NPEXBABIEHHH HACTOSIIIETO
HacopTa.



Lioftlchem

DICHIARAZIONE DI CONFORMITA CE / EC DECLARATION OF CONFORMITY

DICHIARAZIONE DI CONFORMITA CE

La societd Liofilchem® S.r.1., con Sede Legale in Via Scozia, 64026 Roseto degli Abruzzi (TE) ltalia, in qualita di
fabbricante del dispositivo medico-diagnostico in viiro elencato nella tabella allegata Revisione 31.0 del

08.01.2016

[S]

W

dichiara sotto ia propria responsabilita

che il dispositivo sopra indicato soddisfa tutte le disposizioni applicabili della Direttiva 98/79/CE (Allegato
IIT) recepita nella Legislazione Italiana dal Decreto Legislativo n® 332 del 8 settembre 2000;

che 1l dispositive in oggetto non ¢ incluso nell’Allegato 11, lista A e B della Direttiva 98/79/CE

che la documentazione tecnica di cui all’allegato I della direttiva Direttiva 98/79/CE & a disposizione delie
autoritd nazionali presso la sua sede e sard conservata per 5 anni dall’ultima data di fabbricazione del
prodotto;

che il processo di fabbricazione segue adeguati principi di assicurazione della qualita;

di aver attivato e di mantenere aggiornato, un sistema di sorveglianza post-produzione per il monitoraggio
dei prodotti;

che 1l dispositivo in oggetto & stato messo in commercio munito di marcatura CE

EC DECLARATION OF CONFORMITY

The company Liofilchem® S.r.1,, registered office in Via Scozia, 64026 Roseto degli Abruzzi (TE) Italy, as a
manufacturer of the in vitro medical-diagnostic device listed in the attached table, Revision 31.0 o 08.01.2016

[W5)

w

6.

Roseto, 08.01.2016

hereby certifies under its own responsibility

that the above mentioned device complies with ail the applicable provisions of Directive 98/79/EC (Annex IIT)
and its relevant transposition into national law;

the above mentioned is not included in Annex II, List A and B of Directive 98/79/EC;

that the technical documentation referred to at Annex Il of the Directive 98/79/EC is available for the

national authorities in its facility and that this documentation shall be kept for 5 years after the last product
has been manufactured;
that the manufacturing process follows suitable principles of quality assurance;

emented and keep up to date, @ post-production surveiliance system for monitoring the

that the device in question, was introduced into the market provided with CE mark.

Direttore Tecnico/ Technical Director
Dott. Silvio Brocco
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10002 DNA AGAR + BLU DI TOLUIDINA 10048 SERUM TELLURITE AGAR
0B | CLEDANDRADEAGAR = 0047 | BISMUTH SULFITE AGAR ——
10004 CLED ANDRADE AGAR 0047 BISMLITH SLALFITE AGAR
10005 MAC CONKEY SORBITOL AGAR 10048 EME. LEVINE AGAR
10005 MAC CONKEY SOREITOL AGAR 10048 EMB. LEVINE AGAR
10008 TRYPTIC SOY AGAR + 0,5% YEAST EXTRACT 10050 CAMPYLOBACTER AGAR (Sheep Bload 5%)
10007 BACILLUS CEREUS AGAR (PEMBA} 10055 CAMPYLOBACTER AGAR (Shesp Biosd 5%
10007 BACILLUS CEREUS AGAR (PEMBA) 10051 Legiorella SCYE Agar
10911 YEAST GLUCOSE CHLORAMPHENICOL AGAR 10051 Legionelia SCYE Azar
10011° YEAST GLUCOSE CHLORAMPHENICOL AGAR 10052 YERSINIA SELECTIVE AGAR
10013 Diase TEST AGAR 10052 YERSINIA SELECTIVE AGAR
10013° Diizze TEST AGAR 10053 WILKING CHALGREEN AGAR
10014 Pursle Lactose Agar 10055 WILKINE CHALGREEN AGAR
10014 Pumde Lactose Agar 10054 WURTZ LACTOSE AGAR
10017 CZAPEK DOX AGAR 10054 WURTZ LACTOSE AGAR
1a18 ORIGALSKY LACTOSE AGAR 10056 ALDAGAR

| 10021 SIGEBY (NICKERSON) AGAR 10058 XD AGAR

BISEY (NICKERSON) AGAR 10057 BILE AESCULIN AGAR
10022 ERILLANT GREEN AGAR 10057 BILE AESCULIN AGAR
10022" BRILLIANT GREEN AGAR 100585 TRYPTIC SOY AGAR Insdisted -30 ml-
10073 Chocolate Agar | 10060 BRAIN HEART BFUSION AGAR
10075 Chocalste Agar 10080° BRAIN HEART INFUSICN AGAR
16924 TRYPTDSE AGAR 10084 CHRISTENSEN UREA AGAR
10024 TRYPTIOSE AGAR 10058
10025 COLUMBIA AGAR (Horse Siood 5% | toosst
10025 COLUMEA AGAR [Home Blood 5%) {10057 |
10026 CLED AGAR | 10083 LT 4AGAR
10026° CLED AGAR 10065 LT 4AGAR
10037 BACILLUS CEREUS AGAR (Mossel! | 100745 TRYFTIC SOY AGAR+NEUTRALIZING Irrediated
10027 BACILLUS CEREUS AGAR [Mossel) 10078 MUELLER HINTON I| MCD. AGAR
10028 ISOSENSTEST AGAR 10076 MUELLER HIMTON Il MOD. AGAR
ISOSENSITEST AGAR 10078 CASTTONE AGAR
10029 MAC CONKEY AGAR 10078° CASTTONE AGAR
10028- MAG EONKEY AGAS 10080 HAEMOPHYLUS TEST AGAR
10030 MANNITOL SALT AGAR 10080° HAEMOPHYLUS TEST AGAR
10030 MANNITOL SALT AGAR 10082 HELICOBACTER PYLORI AGAR
10021 10682 HELICOBACTER PYLOR| AGAR
10031" MUELLER HINTON Il AGAR 0080 MBS Ager
10033 PSEUDOMONAS [CETRIMIDE § AGAR 10080 MRS Agar
10033 PSEUDOMONAS (CETRIMIDE § AGAR 10085 BRAIN HEART AGAR FOR HAEMOPHILUS
10035 SASOURALD AGAR 10128 MAC CONKEY AGAR MMG
10935 SABOURAUD AGAR w128 MAC CONKEY AGAR MMG
100385 SABOURAUD AGAR |radiated 10131 Hustler Hinton || Ager (Shea
10036 5.5, AGAR 0131
10036 5.5 AGAR 132 MUELLER HINTON FASTIDIOUS AGAR 90 mm
10037 TRYBTIC SOY AGAR 10134 Legicnalia BMPA Agar
10037 TRYETIC 50Y AGAR 10141 SALMONELLA TEST AGAR
100375 TRYETIC SOY AGAR Irradisted 101410 SALMONELLA TEST AGAR
10033 ROGOSA AGAR 10142 BLOOD AGAR (Shess Blosd 7%)(IS0 10580)
10039 ROGOSA AGAR o4z BLOOD AGAR {Shesp Blood 7%)(1S0 10560)
10040 NEW YORK CITY AGAR | 19143 | Muslier Hintan Agar + 3 % Horse Hiood Lysea
10040 NEW YORK CITY ABAR 10145 CAYIEYLOBACTER KARMAL| AGAR
10047 LISTERIA PALEAR AGAR 10148 CAMPYLOBACTER PRESTON AGAR
10041 LISTERIA PALCAM AGAR 10148 CAMPYLOBACTER AGAR (Sheep Slood 10%)
10043 CRYSTAL VICLET AGAR (Shasp Blooz 8% 10225 LISTERIA PALCAM AZAR 140 mm
10042 CRYSTAL VIOLET AGAR (Shaed 5%) —_ 4 10231 MUELLER HINTON Il AGAR 140 mm
10023 HEKTOEN ENTERIC AGAR 10233 R PMIAZAR
10043 HEKTEIEN ENTERIC AGAR 10235 SAROURAUD CAF AGAR + GENTAMIEIN
10044 MUTRIENT AGAR 1023s" SABOURALID CAF AGAR - GENTAMIGIN
10044 NUTRIENT AGAR 10235 CLED AGAR 140 mm
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10240 SCHAEDLER K AGAR (Sheep Blood 5%) 140mm 11057 ENTERQCOCCO AGAR
_Liogae -SCHAEDLER KKV AGAR{Sheep blood §%)-140mm- [UAS7T EWTERGEOCCOAGAR
10242 SABOURAUD CAF AGAR 140 mm 11058 SLANETZ BARTLEY Pmbmm:fmzqm”gﬁ_ﬂnr—m.
10243 ‘SABOURAUD CAF AGAR + GENTAMICIN _140mm 11058~ SLANETZ BARTLEY ﬁﬂbmm m-ENTEROCOCCUS!
10244 DERMATOPHYTE (DT M) AGAR _ 140 mm 11060 CLOSTRIDIIM AGAR {Shesp Slood 5%)
10245 BRUCELLA BLOOD AGAR w HEMIN AND VITAMIN K1 11060° CLOSTRIDIUM A5AR (Sheep Blood 5%
10248 Chromatic™ MH 11065
10247 Brucella Blood Agar with Hemin and Vitamin K1 11065*
10248 Purple Lacioss Agar 140 mm 131970 1YCOSEL AGAR
10334 11070 | MycosEL acar
103347 NEOMYCIN BLOOD AGAR (Sheep Blood 5%) 11132 MUELLER HINTON FASTIDIOUS AGAR {140mm
10335 MUELLER HINTON CHOCOLATE AGAR 11124 COLUMBIA CNA MOD. AGAR (Sheep biood 5%]
10353 BORDET GENGOU AGAR (Sheep Blood 15%) 11124" | COLUMBIA CNA MOD, AGAR (Sheep blood 5%)
10353* BORDET GENGOU AGAR (Sheep Blood 15%) 11135 SABOLURALID AGAR MODIFIED
10405 SCHAEDLER CNA AGAR (Sheen Blood 5% 11135 | SABOURAUD AGAR MODIFIED
10407 VANCOMYCIN SCREEN AGAR 11143 HERELLEA AGAR
10408 WILKINS CHALGREN AGAR +5% SHEEP BLOOD 11143 | HERELLEA AGAR
10408 CAMPYLOBACTER CCDA AGAR 11188 VOGEL JOHNSON AGAR
10410 MUELLER HINTGN AGAE w VITALEX 11985 | VOGEL JOHNSON AGAR
10411 BILE ESCULIN AZIDE AGAR w VANCOMYCIN 11195 TCRS AGAR
10412 Legianelis BCYE Agar wio Cysteins 11195 | TcRS AGAR
10413 XLD Agar EP. USP, JP Formulation 11196 SPS AGAR
10416 MIDDLEBROOK 7H11 AGAR 1186 | sPSAGAR
10424 Lisgionelis BCYE Agar w Vansomysin + Colistin 11200 PAR TEST AGAR
10425 SCEDOSPORILIM SELECTIVE AGAR 11200 | PAR TEST AGAR
10438 MasConkey Anar No 2 11208 MYCOPLASMA AGAR
10438~ Z_ﬂﬂnuuwm.h .Pmm1 Mo 2 11206 Mueller Hinton Il Agar + 2% NaCl
10439 Group A Selective Strep Agar w/ 5% Sheep Blood 11231 Mueller Hinten |l Agar {Sheep Blood §%) 140mm
10599 CHROMATIC™ MRSA 11235 SABOURAUD CAF AGAR + TTC
10600 OXACILLIMN RESISTANCE STAPHYLOCOCCUS AGAR 11235 SABOURAUD CAF AGAR + TTC
10601 CHOCOLATE AGAR win VITOX 11236 Sabouraud CAF Agar + Actidione
10802 CAMPYLOBACTER SKIRROW AGAR 11250 TINSDALE AGAR
—— Mm—wmam)ﬂdmw PYLORI EGG YOLK EMULSION 112507 TINSGALE AGAR
0520 S 11335 SABOURAUID AGAR + GENTAMICIN
11023 CHOCOLATE BACITRAGIN AGAR 113357 | SABOURAUD AGAR * GENTAMICIN
11023 CHOCOLATE BACITRACIN AGAR 11501 ENTEROCOCCUS AGAR + VANCOMYCIN
11024 COLUMBIA CNA AGAR {Sheap Biood 5% 508 BURKHOL DERIA CEPACIA SELECTIVE AGAR
11024° COLUMBIA CNA AGAR {Sheep Blood 5% 11509 REMLAGAR
S TR R i B R 11510 M.HINTON+GLUCOSE+METHYLEN BLUE
11025° COLUMBIA AGAR (Sheep Biaod 5%) 1311 NEISSERIAMORAXELLA MEDIUM
i T 11512 NUTRIENT AGAR ace 1o 150 21528
=—cr YT 1513 NUTRIENT AGAR acc.ta IS0 6578
ey SRERSRERT 1517 COLUMBIA AGAR(Shres Blood 5%+ VANCOMYTIN
11033 PSELIDOMONAS ISOLATION AGAR. 11518 Mueller Hinton Agar + Cloxacillin
t1033r PSEUDOMONAS ISOLATION AGAR 11810 Chiomatig™ Bscolt 0157
11035 SABOURAUD CAF AGAR 11611 CHROMATIC™ DETECTION
11035 SABOLRALD CAF AGAR 1012, CHROMATIC™* GANDIDA
110355 | SABOURAUD CAF AGAR Irmadiated 11614 CHROMATIGT SALMONELLA
11037 TRYPTIC SOY AGAR (Sheep Blacd 5%) 31845 CHROMATIC ™ STAPH AUREUS
11037 TRYPTIC SOY AGAR (Sheen Blood 5%) 11817 CHROMATIC™ STREPTO B
11038 TRYPTIC SOY AGAR (Horse Bloed 5%) 2L SHROMATIC i
11038 TRYPTIC SOY AGAR (Harse Rlond 5%) 11ete CHROVATIC™ CRE
11040 THAYER MARTIN AGAR 11821 CHROMATIC™ VRE
11040 THAYER MARTIN AGAR 11622 OI_NDZl.PHr—nn; ESBL
11041 AZIDE AGAR {Sheep Biood 5%) ““MMM Mﬂ.ﬂﬂﬂﬁﬂ_nﬂﬁmmm”n“«:ﬁo
11041* AZIDE AGAR |SheeoBlocd 5% 000 |
11052 DERMATOPHYTE {0 T.M.) AGAR 116297 CHROMATIC ™ ESBL + AmpC
11052° DERMATOPHYTE (D T.M) AGAR 11631 Chromatio™ OXA-48
= A RERELIA G (S Bl 11632 Chramatic™ Clostrigium difficile
11054* GARDNERELLA AGAR (Snesp Blood 5%) 11634 Chromatic™ Delection spaque
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12031 MUELLER HINTON || AGAR (120X120 mm
—— -Muglier-Hntenl-Ager-{Sheep-Blood-5%H120-mmx-120
12032 | mm)
Mueller Fimton Factdious Agar {Here bigod 5% + 20
12033 il B-NAD) (120 mim x 120 mem
13012 CLEOIMACCONKEY/TSA BLOOD AGAR
13012" CLEOMMACCONKEYITEA BLOOD AGAR
13013 BAIRD PARKER/BISEYIMACCONKEY
13013" BAIRD FARKER/BIGE YIMACCONKEY
13018 COLUMBIA CHATIDCCOLATOTHAYER MARTIN
13014* COLUME A CHAICIOCTOLATOTHAYER MARTIN
13017 CLED/MACCONKEY MMGHMALTO
13017~ CLED/MACCONKEY MMGIMALTO
13018 EROM CRESOL PURPLE/COLUMBIA CNAM CONKEY
13018° EROM CRESOL PURPLE/ACOLUME LA CNAM CONKEY
13018 CLEDMACCONKEYICETRIMIOE
13018~ CLEDIMACCONKE YCETRIMIDE
13020 MAC CONKEY/E PARKERITSA BLOTD
13345 GARONERELLA V/ROGOSATHAYER MARTIN
13345° GARDNEREL LAV /ROGOSATHAYER MARTIN
13356 Gard V. { Chaesiate / Thayer Marin
1331 BARD PARKERMACCONKEYISASOLRALD CAF
13371 BARD PARKERMACCONKEVSABOURAUD CAF
13480 MACCONKEYNOGEL JOHNSONSABOURALD
13480 MACCONKEY/VOGEL JOHNSON/ISABOURAUD
13502 SABOURAUD CAF/BAIRD PARKER/BILE ESCULINE
13602 SABOURAUD CAF/BAIRD PARKER/EILE ESCULINE
13507 CHOC. BACICOLUMBIAIMAL CONKEY
13507 CHOC. BAC.ACOLUMBIAIMAL CONKEY
13814 CLEDMACTONREY/ENTERDCOCCO
13814 CLEDMACCONKE VENTERDOCDCCO
165312 MYCOPLASIA AGAR
18007 CHROMATIC™ STAFH AUREUS! MASA
16008 T4 BLOOO/CROMagar ORIENTATION
18008* TSA BLOOD/CROMagar ORIENTATION
18008 Chramatic™ SalmoneilaiHektezn Entarie
18011 CHROMATIC™ DETECTIONESEL
18012 BRILLIANT GREEN 1SS AGAR
18012 BRILLIANT GREEN (S5 AGAR
18015 BIGGY (NICKERSON| | MALT AGAR
18015
18017 COLUMBIA CNA BLODDICHROMAGAR
18017 COLUMBIA CNA BLOODICHROMAGAR
18018 MAC CONKEY/ SAHOURAUD CAF
| 12020 | EMB LEVINE / TSa BLOOD
18020 EME LEVINE { 754 SLO0D
18021 Chromatic™ CRE / Chromane™ ES8L
18021° Chromatic™ ERE § Chromane™ ES8L
18022 T5A Biood/Calumbia CNA
18327 COLUMBIA CNA | MAC CONKEY
18327 COLUMBIA TA | MAC CONKEY
18370, GARDNERELLA V. | THAYER MARTIN
18378 GARDNERELLA V. [ THAYER MARTIN
| 18380 MAC CONKEY / TSA BLOTD
| 18380 MAC CONKEY | TSA BLOOD
| 18380 BARD PARKER ! SABOURALD CAR
18390 BARD PARKER / SABOURAUD CAF
18357 HEKTOEN ENTERIC | YERSINIA
18321" | HEKTOEN ENTERIC / YERSINIA
18422 COLUMEL CHA | GARONERELLA
18477% COLUMBIS CNA | GARDONERELLA

18500 BARD PARKER / MAC CONKEY
T|BS00T  [BAIRD PARKER I MAC CONKEY =i

| 18502 CLED / MAC CONKEY

| 18502 CLED / MAC CONKEY

| 18503 HEKTOEN ENTERIC 155
18503 HEKTOEN ENTERIC /55
18505 MAC COMKEY /5.8 AGAR
18505° MAC CONKEY (5.8 AGAR
18507 COLUMBA CNA / CHOCOLATE
18507 COLUMEBIA CNA { CHOCOLATE
18555 O.T M | SASOURAUD
18595 O.T M. SASCURAUD
18700 Greup & SelectivelTSA 1 + Sheep Blood 5%
18703 CHOCOLATE AGAR ITHAYER MARTIN
20075 MAC CONKEY BROTH[?S18MCZ] 20:5m
06T PHYSIGLOGICAL SCLUTION 2.6 mi
078 PHYSIOLOGICAL SOLUTION 4.5 ML
20081 INQCULUM SCLUTION § ML
20088 SUSPENSION BROTH
20080 HELICOBACTER PYLORI TEST
20085 PHYSIOLOGICAL SOLUTION
20098 PEPTONE WATER
20108 | Glucase Broth
20131 MOCULUM SROTH 7ML
20128 TRYPTIC SOY BROTH 15 mI
2013 TRYFTONE WATER
20140 PURPLE LACTOSE BROTH
20158 SUSPENSION MEDIUM 7 ML
20158 MYCOPLASMA TRANSPOST BROTH
20158 TRICHOMONAS BROTH wio CLORAMPHENICCL
20171 Thioglycoliate Medium w Vit41 & Hemin
20340 VAGITUEE
21104 TRYETIC SOV BROTH
21110 SELENITE BROTH
2124y Fluig Thinglyzollate Medium
22130 SCHAEDLER BROTH
23001 FB. FASTIDIOUS BROTH
3002 MUELLER HINTCN BROTH wHORSE ELOOD
23003 MUELLER HINTON BROTH
24070 MYCCSEL BROTH 20PY
24071 Cooked Maat Medium
24001 HASMOPHILUS TEST BROTH 30 8V
24008 PEFTONE WATER 0PV
24300 ALKALINE PEPTONE WATER 208V
24103 NUTRIENT BROTH 208y
24104 BRAIN HEART INFUSION BROTH _ 20PW
20105 Glucase Brath
24107 MUELLER HINTON || BROTH 20V
24108 WMULLER KAUFFMANN BROTH  20Rv
24108 SABOURALID BROTH [Harm EF) 20PY
24110 SELENITE BROTH 20pv
24111 TODD HEWITT BROTH 208y
24112 TRYPTOSE BROTH 200y,
24115 TRICHOMONAS BROTH 20RY
24117 Peegaln Broth
24118 GN HAINA BROTH 208V
24120 BILE ASSCULIN BRGTH 208V,
24124 Eluid Thinal & Mediym
24135 SERUM BROTH 2RV
24127 Fluid Thinglyestiste Madium + 1% Twsen 80
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24128 TRYPTIC SOY EROTH + TWEEN 80 1% Z0PY 30082 TRYPTIC S0V AGAR

—| 24135 | SALMONELLA DIFFERENTIAL BROTH —20PY- 30083 NOTRIENT AGAR" —_—————
24128 TRYETONE WATER 20V | 30084 SRAIN HEART INFUSION AGAR
24137 MALONATE BROTH 0PV A008S PHENYLALANINE AGAR
24139 LYSINE DECARBOKYLASE BROTH . 200V 30087 KLIGLER RON AGAR
24141 BRAIN HEART INFUSION BROTH 2 mi_ Z0PV 20088 KLIGLER FION AGAR + NaCi 2%
24142 PHYSIOLOGICAL SCLUTION 3ml 208V 30090 Muslles Hintor || Agar
24144 TQDD HEWITT w Gentam/Malidixic acid 208V 0091 BIGEY (NICKERSON) AGAR
24145 TODD HEWITT B, w Cotistintialid.a. Z0EV 30083 SABOURAUD AGAR
24146 THIOGLYCOLLATE M wio INDICATOR ace USE S0PV 3n0ss SIM MEDILM
24147 Thiogyoollate Bile . 30086 TS AGAR
24149 WMR-VP MEDILIM 209V anoey Tryptose Agar
24161 Sabouraud Detrose Broth « CAF 30068 LYSINE RON AGAR
24241 Fluid Thisglveotate Medium 30058 Chacolate Agar
24342 MOTRITY TESTMEDILIM __ Z0PY 30116 LOEFFLER MEDILIM
24345 OF Medium with Glucose 30137 PERGOLA MEDIUM
24400 RAPPAPORT VASSILIADIS SOY (RSV) BROTH 208V 30118 Lownnstzin Jensen Medium
24403 BIOTONE BROTH 208V 30118 LOWENSTEN JENSEN MEDIUM wis GLYCEROL
24404 CAMPYLOBACTER BROTH 20PY 30121 Stonebilnk Medium
4411 SF_AROTH 208y 30125 CORSET EGG MEDILM
24412 STREPTOCOCCUS BROTH 20PY 0388 MIDDLESROOK 7TH10 AGAR
4413 MOSSEL AND MARTIN w MANNITOL  20PV Joes | 8PS Agar
24416 UREA BROTH 0PV 31075 Muglles Hintor It
24417 Wilkins Chaigren EBroth 1080 Mugller Hintan 1t Agsr
22430 SCHAEDLER BROTH 20PV 31087 Tryptoss Agar
24432 YERSNIA BROTH 268y ER[ET] Chaeolate Agqer
24433 EUGON BROTH 0PV 311z Stonapritk Madium
24436 MIDDLEBROOK THE BROTH ZOFY. 33040 THAYER MARTIN AGAR
24446 PHENGL RED BROTH 20PY 33055 MYCOSEL AGAR
24450 Rappapoet Broth wis Sov 33060 SERUM TELLURITE AGAR
24481 Tetrathicaate Broth 33068 ONPG AGAR
24453 CASO EROTH (Double Cancentralion) CE 20PV | 33085 | BILE AZSCULIN AGER
24281 RPMI Broth 33088 UERMATHOPHYTE (DT M ) AGAR
24462 RPMI Broth (double strangth) 33118 LT W, MELHLUIM
24513 TRYPTIC SOY BROTH {Harm EP} 33120 PETRAGNANI MEDIUNM
24514 TRYPTIC SOY BROTH 4070 CAMPYLORACTER AGAR
24518 UREA BROTH 34071 CYSTINE TRYPTIC AGAR (CTa)
25105 Glussse Brath 34075 Mueller Hintga il Agar
25124 Fluld Thioglysallate Medium 100 % 10 m 24121 LOWENSTEIN JENSEN + RIFAMPICIN 15 pafml
28400 RAPPAPORT VASSILIADIS SOY (RSV) BROTH 2412171 LOWENSTEIN JENSEN + RIFAMPICIN & ugiml
26513 301293 LOWENSTEIN JENSEN + RIFAMPICIN 10
27001 GESA MEDAIM 12173
27500 Trigtie Sey Brom 341314 LOWENSTEIN JENSEN + RIFAMPICIN 50 ugtrl
27501 Todd Hewitt Brath 341298 LOWENSTEIN JENSEN + RIFAMPICIN 40
27502 Srain Heart Infusion Broth 312908 LOWENSTEIN JENSEN + RIFAMPICIN 20 norme
27503 Nutrient Sroth 34122 LOWENSTEIN JENSEN + RIFAPENTIN S ugimi
28000 CHECK-SET BROTH irradisted 20 Tests 24123 LOWENSTEIN JENSEN + ISONIAZIO 0.1 ugirml
s o SELEGE THIDSEYGHRLATE 321331 | LOWENSTEIN JENSEN + ISONIAZID 0.2 ugimd. |
anooe CLOSTRIGHIN AGAR [Shess. Blood 5% 3atzaz LOWENSTEIN JENSEN + ISONIAZIO 2 galml

(55060, | HELICORAGTER PYLOR|AGAR 381233 LOWENSTEIN JENSEN + ISONIAZIO § uatmi.

i TR e it A 1 341234 LOWENSTEINJENSEN + iSONIAZID 10 uaimi.
by SIMMONS CITRATE AGAR 321241 LOWENSTEIN JENSEN + EYRAZINAMIDE § ugiml
S48 | NERATiASiR 3a1z2a2 LOWENSTEIN JENSEN + PYRAZINAMIDE 15 poimL
ey MOSSEL AGAR 321243 LOWENSTEIN JENSEN = PYRAZINAMIDE 20 ynimL
i BTy 31241 LOWENSTEIN JENSEM+PYRAZINAMIDE 200 yigiml.
oz IS ARCuRaLs CAE SRR 3812511 LOWENSTEIN JENSEN « STREPTOMYTIN 4 pgiml
4 S AEGURALD GAE + AGTDIONE WahR 341352 LOWENSTEIN JENSEN + STREPTOMYCIN 10 ugiml
30030 MRS AGAR 3417313 LOWENSTEIN JENSEN « STREPTOMYCTIN 25 ugiml
30080 SORDET GENGOU AGAR (Shaep Blood 15%) 312604 LOWENSTEIN JENSEN « STREPTOMYTIN 3
0081 SHRIETEN SN RE R RarR 321255 LOWENSTEIN JENSEN « STREPTOMYCIN 50 ughml
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2412611 | LOWENSTEIN JENSEN « ETHAMBUTOL 2 jgfmt. 35081 LOWENSTEN JENSEN + KANAMYCIN
~ | SfieEr | (OWENSTEIN JENSEN + ETHAMBITOL g ~ 35070 | [OWENSTEIN JENSEN + PAS ugiml
12603 35071 LOWENSTEIN JENSEN + PAS 05 pafml
3412618 35030 LOWENSTEIN JENSEN + OFLOKACIN 2 ypimi
3412615 35081 LOWENSTEI JENSEN + OFLOXAGIN 10 pafmit
2412608 | 5082 LOWENSTEIN JENSEN + OFLOXACIN 47 pgiml
34127 38090
341271 35091 LOWENSTEIN JENSEN + CAPREOMYCIN 20
3417611 | LOWENSTEIN JENSEN « OFLGRACIN 5 pgiml. 35147 LOWENSTEIN JENSEN + PNB 500 pgimt
341280 | LOWENSTEIN JENSEN « OFLOXACIN 10 ugiml 35148 LOWENSTEIN JENSEN + TCH 2 poimi
341283 | LOWENSTEIN JENSEN « OFLOXAGIN 25 ughmi 3600177 | ILITM + STREPTOMYCIN 2 pgiml
341285 | LOWENSTEIN JENSEN « OFLOXACIN 2 ngiml. 3/O0WZ | IUTM + STREPTOMYCIN & pgiml
341285 | LOWENSTEIN JENSEN + OFLOXACIN 20 ppimi /0013 | IUTM + STREPTOMYCIN 10 paimL
3412801 | LOWENSTEIN JENSEN + PAS 1 ppiml /0014 | IUTM + STREPTOMYCIN 25 ugiml
3412502 | LOWENSTEIN JENSEN + PAS 10 FBO0/E | IUTM + STREFTOMYCIN 50 pgiml
12503 0021 | IUTM + ISONIAZID 6.1 pgiml
3412904 350022 | IUTM + ISONIAZIO 03 ugiml.
3412905 360023 | IUTM « ISONIAZID 1 pgiml.
3413011 80024
3413002 360025 | WITM + ISONIAZID 10 pgimi.
341303 6003 | IUTM + ETHAMBUTOL 1 pgimi
3413101 360032 | ILITM + ETHAMBUTOL 2 ugfmi. ]
341312 | LOWENSTEIN JENSEN+CLARITHROMYCIN 32 untmi 350033 | hJTM + ETHAMBUTOL 3 pgfml.
3413211 | LOWENSTEIN JENSEN + ETHIONAMIDE 10 pigimi. 380034 | IUTM + ETHAMBUTOL & pyiml.
344322 | LOWENSTEIN JENSEN + ETHIONAMIDE 20 38005 | IUTM + ETHAMBUTOL 10 pgyml.
341323 | LOWENSTEIN JENSEN + ETHIONAMIDE 30 W04 | IITM + RIFAMPICIN & uaiml,
313204 | LOWENSTEIN JENSEN + ETHIONAMIDE 40 30042 | IWTM « RIFAMPICI 10 ugimi |
3413511 | LOWENSTEIN JENSEN + NICOTINAMIDE 10 ugiml 30043 | IWTM « RIFAMPICIN 20 ugiml.
341357 | LOWENSTEIN JENSEN « NICOTINAMIDE 20 30044 | ITM + RIFAMPICIN 40 ugimd.
341353 | LOWENSTEIN JENSEN + NICOTINANIDE 30 ygiml 30045 | IUTM + RIFAMPICIN 50 ugimi.
34136 LOWENSTEIN JENSEN + PEFLOXACI 2 pgimi 360081 | IUTM + RIFABUTIN 10 upiml.
1371 | LOWENSTEMN JENSEMN + CYCLOSERINE 30 ngimi 360052 | IUTM + RIFABLTIN 20 ujml
341372 | LOWENSTEIN JENSEN + CYCLOSERMNE 10 pgiml 360053 | IUTM + RIFABUTIN 30 spimt
3413772 | LOWENSTEIN JENSEN + CYCLOSERINE 20 ugimL 360054 | IUTM + RIFABUTIN 40 pgfmt
3413714 | LOWENSTEIN JENSEN + CYCLOSERINE £0 pgiml FE005/5 | IUTM + RIFABLITIN 50 ugimt
34137/8 | LOWENSTEIN JENSEN + CYCLOSERINE S0 paimL 350061 | TN+ CYCLOSERINE 10 ugiml
341381 | LOWENSTEIN JENSEN + CAPREOMYCIN 10 g 3BO0EE | IITM + SYCLOSERINE 20 pgiml
3413812 360062 | LT + CYCLOSERINE 30 pgiml
341383 | LOWENSTEIN JENSEN + CAPREOMYCIN 20 ugiml. 360084 | IUTM + CYCLOSERME 40 ugiml.
3413804 SB006/S | ITM + CYCLOSERME 50 jug/ml
391301 | LOWENSTEIN JENSEN + CLOFAZIMINE § poiml IBO0TM | IUTM + OFLOXACIN 1.25 ygimt
31392 | LOWENSTEIN JENSEN + CLOFAZIMINE 10 unimi. 3600712 | IUTM « OFLORACIN 26 yaiml
341431 | LOWENSTEIN JENSEN + KANAMYCIN 10 uniml 3E007/3 | IUTM + OFLOMAGIN 10 pgiml
| ¢1am | LOWENSTEIN JENSEN + KANAMYCIN 20 36O0TA___| IUTM « DFLOXACIN 25 pgiml.
341433 380075 | ILUTM * OFLOKACIN 50 noiml
34144 LOWENSTEIN JENSEN + PYRUVATE 0.2% 360081 | IUTM « PAS 0 1 yigiml,
34145 LOW.ENSEN + PACT 0082 | WTM « PAS 05 il
3414601 Lowenstein Jensen « Levsfiokacin 2 50083 IUTM = FAS 1 pgiml
35000 LOWENSTEIM JENSEN MEDILIM 60084 | ILTM + PAS S ygimt
38001 LOWENSTEIN JENSEN + ISONIAZID 020 ugtml B0081E | T « PAS 10 ugiml.
38002 LOMIENSTEM JENSEN + ISONIAZIT 1 sintmi 3/O0N | ILUTH « BYRAZINAMIDE 10 ugiml
3010 LOWENSTEIN JENSEN + RIFAMPICIN 40 30087 | TV « PYRAZINAMIDE 30 ugimi
35011 LOWENSTEIN JENSEN + RIFANSICIN 30 ugsmil. 350083 | IUTM + PYRAZINAWIDE 50
35020 LOWENSTEIN JENSEN « STREPTOMYCIN 4 pgiml | 35000 | IUTM « PYRAZINAMIDE 70 1
35021 30085 | ITH + PYRAZINAMIOE 80 pgimi.
35030 LOWENSTEIN JENSEN + ETHAMBLTOL 2 pgimL 37000 ANDDLESROOK THT1
35040 | LOWENSTEIN JENSEN « ETHIONAMIDE 20 jgiml, | 370 MIDDLESROOK TH1T » ANIKACT 2 gimi
35041 LOWENSTEM JENSEN + ETHIOMAMIDE 30paim| 37002 MIDDLEBROOK TH11T + AMIKACN & jg/ml
35050 LOWENSTEIN JENSEN + PYRAZINAMIDE 1 igimL 7006 MIDDLEBROOK TH11 + ETHAMBUTOL 7.5 paiml
35050 LOWENSTEIN JENSEN + KANAMYCIN 20 pgimi. aroi1 MIDDLEBROOK 7H11 « ETHIONAMIDE 10 paiml
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37016 MIDDLEBROOK TH11.+ ISONIAZIDE 0.2 uaiml 412060 TRICHOMONAS BROTH X200 mi 470250 CARY HLAIR TRANSPORT MEDIUM 6X500 ml §10013
| 57017 | MIDOLEBROOK TH11-+— ISONIAZIDE 1 - 12100 [ CHRISTENSEN UREA AGAR — SX200 i - = - : ~ | #70300 | Fiuid Thisglyealial im & % 500 m] | efoosEs
57021 MIDDLEBROOK TH11 + KANAMYCN 6 ugimL, 412110 TRYETIC SCY BROTH « TWEENSS 1% £x200m a703zn PEPTONE WATER 5500 ml 510214 DESOXYEHOLATE Aman
37025 MIDDLEBROOK TH11 + PAS 8 waiml 412130 BSEUDOMONAS AGAR BASE  Bx200m| 470370 TRYPTIC SOY.BROTH 6 & 500 mi 5100145 | DESOXYCHOLATE AGAR
37031 MIDDLEBROOK 7H11 + PYRAZINAMIDE 25 ugiml 412150 AZIDE BLOCD AGAR BASE _ §X200 ml 471070 SABCURALD BROTH £X500 mi 610015 DESOXYCHOLATE CITRATE AGAR
37035 MIDOLEBROOK TH11 + RIFABUTIN 1 ugiml 412170 PHENILALANINE AGAR  BX200 m LR PHYSIOLOGICAL SOLUTION 6X340 mi 810018 DRIGALSKI LACTOSE AGAR
37037 MIDDLEBROOK 7H11 + RIFABUTIN 0.5 ugimL 412180 CLED AGAR %200 ml 473000 PHYSIOLOGICAL SOLUTION 8X500 mi 510018 EME. LEVINE AGAR
37041 MIDOLEBROOK 7H11 + RIFAMPICIN 1 uaimL 412180 NUTRIENT AGAR EX200 ml 41110 CHROMATIC™ CANDIOA 5X100 mi 810021 HEKTDEN ENTERIC AGAR
a8 MIDOLEBROOK 7H11 + STREPTOMYSE B ugimi 412210 COLUMBIA CNA AGAR BASE BX200m 431130 CHROMATIC™ DETECTION  &X100 ml 6100215 | HEXTOEN ENTERIC AGER
37051 MIDDLEBROOK 7H11 + OFLOXAGIN 2 ugiml 412230 HEKTOEN ENTERIC AGAR  8X200 mi 481140 CHROMATIC™ SALMONELLA  8X102 mi st00z2 G MEDIUM
3y05s MIDDLEEROCK TH11 + CYCLOSERINE 30 pgimL arz2a0 MAL CONKEY AGAR EX200 mi 421160 CHROMATIC™ STAPH AUREUS 8X100 mi 510023 KLIGLER IRON AGAR
AB0020 412280 MUELLER HINTON Il AGAR  BX200 m | 421180 CHROMATIC™ STREP 8 8X100m! s10024 MRS AGAR (ISOIFDIS 15214)
400120 412210 PSEUDCMONAS CETRIMIDE AGAR 8X200 mi 42150 Chromatic™ £ cof CH5Y & % 200 m) 510035 MRS BROTH (ISGIFDIS 16214)
400220, 412280 SABOURAUD AGAR EX200 mi 430010 HEMO-AERGEIC eutiuting 6480 ml 10025 LOWENSTEIN JENSEN MEDIUM
|401830 BUFFER SOLUTICN pH 7 SX100 mi ! 417280 MANNTOL SALT AGAR X200 ml 480020 HEMO-ANAE ROBIC cufturing 5X80 mi E100265 | LOWENSTEIN JENSEN MEDIUM
401830 SPE Agar BX150 m| 412300 S5 AGAR EXI00 mi 430030 HEMO-AERCEIC culuting-Fadiatric 8X40 mi 16027 LYSINE IRON AGAR
401880 TRYFTONE WATER £X100 mi 412370 SABOURAUD CAF AGAR X200 m 430040 HEMO-ANAERDEIC cutturing Fediatris SX40ml 510023 MAC COMKEY AGAR
401850 ALKALINE PERTONE WATER 62100 mi 413010 ISOSENSITEST AGAR  BX200m! 430050 6100285 | MAC CONAEY AGAR
402000 MUTRIENT BROTH 6100 mi £13030 CAMPYLOBACTER AGAR  BX200 mi 450060 510038 MANNITOL SALT AGAR
402020 MUELLER HINTON || BROTH X100 mi 413040 CLOSTROIUM AGAR BASE 64200 ml 493000 £100285 | MANNITOL SALT AGAR
402030 MULLER KAUFFMANN BROTH  SX100 mi 413080 NUTRIENT AGAR acc. to IS0 5572 485010 TRYPTIC 0¥ BROTH  6x100m! 510032 MRAP BROTH
402040 SABOURAUD BROTH BXA00 m! 414010 FEFTONE WATER pH 8.8 « NaC[ 1% BX225 m| 485020 Fiuid Thioglyeollate Medium & x 100 mi 10033 MUELLER HINTON AGAR
402050 Selerits Broth BX1GD 432080 SELENITE BROTH [DOUBLE CONCENT. | 8X200mi 500142 URITEST FENTA 5100335 | MUELLER HINTON AGAR
402060 SALMOMELLA DIFF BROTH _6X30 mi 432080 TRYPTIC SOY BROTH _ 6X225 mi 500152 URITEST 510034 MUELLER HINTCON BROTH
402070 TRYPTOSE BROTH X100 ml 432250 O-tase TEST AGAR _ 6X200 ml 500182 URITEST M £10035. | MULLER KAUFFMANN BROTH
02120 MRS AGAR 5X160_mi 432200 TRYPTIC SOYAGAR  @xznom s00702 URITEST EF 510036 NUTRIENT AGAR
402130 PEPTONE WATER £X100 ml 443080 TRYPTIC SOY BROTH  6x30tml 50020 VAGITEST 510037 KUTRIENT BROTH
402140 BLOOD AGAR BASE 84100 mi 443330 Chocolata Agar Sx 100 mi 0021 DERMATEST 5100375 | NUTRIENT BROTH
402170 AZIDE BLOCD AGAR BASE X100 ml 443280 SABQURALD MODIFIED AGAR SX100 ml snozi2 URITEST N 510034 PEPTONE WATER
402180 CLED AGAR BX100 mi 247350 TRYPTIC SOY AGAR X100 m sn0302 URITEST 2 £10038 PHENYLALANINE AGAR
402150 NUTRIENT AGAR SX100 mi 243200 WURTZ LACTOSE AGAR  6X100 mi 00402 URITEST MALTO 510041 PEELIDOMONAS CETRIMIDE AGAR (IS A360-1)
Ap2aco DERMATHOPHYTE (0.1 M ) ASAR 5X100 m! 443130 BILE AESCULIN AGAR  SX100mi 00412 URITEST EC 6100415 | PSEUDDMONAS CETRIMIDE AGAR
402210 COLUMBIA CNA AGAR BASE 5%100 ml 442350 BISGY (NICKERSON| AGAR SX100 ml 51014 URITEST PENTA 510042 55 AGAR (MODIFIED)
anzezn DRIGALEHI LACTOSE AGAR EX100mi 442480 SPSAGAR  EX100ml 51015 URITEST H100425 | S5 AGAR (MODIFIED)
402230 HEXTOEN ENTERIC AGAR  BX100 mi 452060 Fluid Thisgtyesllats Medium 6 x 400 ml S1018 URITEST M 810083 SCHAEDLER AGAR BASE
402240 MAC CONKEY AGAR 52100 ml 452080 TRYPTIC SOY BROTH _ EX100mi 51020 | VASTTEST 120 slide S10044 PURPLE LACTOSE AGAR
402350 MUELLER HINTON IAGAR  BX100 mi | 452210 COLLMELA AGAR BASE  8X200 mi 51021 DERMATEST 510045 SIMMONS CITRATE AGAR
402270 PSELUDOMONAS CETRIMIDE AGAR 6X100 mi 452500 Fluid Thinglycollate Medium + 1% Tween 80 25 x 100 mi 51023 URITEST 510047 MONSUR AGAR
402280 SABOURAUD AGAR SX100 ml 453080 51024 URITEST O 610043 AEROMONAS AGAR BASE
402200 MANNITOL SALT ABAR 6X100 mi 453100 51030 URITEST 2 £10043 LEGICNELLA BCYE AGAR BASE {I8011731)
402300 535 AGAR EX100 mi 463150 Selenite Sroth £%1600 ml 51040 URITEST MALTO S10050 Fluld Thioglyeollate Medium
402320 TRYPTOSE AGAR FX100 mi 470010 TRYETIC S0Y AZAR EX500 mi 51041 URITEST EC H5100505 Fluld Thioglvcollata Madium
482330 BRILLIANT GREEN AGAR _ 5X100 mi 470020 Selenite Sroth EX500 mi 51070 URITEST EF 1005 TODD HEWITT BROTH
402340 DESOAYCHOLATE AGAR  8X100mi 470030 DESOXYCHOLATE AGAR X500 mi 51118 URITEST M 6100515 | TODD HEWITT BROTH
402350 EMB LEVINE AGAR  BX100 mi 470040 SABOURAUD AGAR 5X500 mi 51123 URITEST N_500 slide 510052 TRYPTIC SOY AGAR
| avz380 SALMONELLA RAPID TEST  §X100 ml 4700358 NUTRIENT BROTH EX500 mi 51130 URITEST 2 500 slids 6100525 | TRYPTIC SO AGAR 5KG
02370 SABCURAUD CAF AGAR  BX300 ml 470080 HUTRIENT AGAR £X500 m) 51140 URITEST MALTE 510043 TRYPTIC SO¥ BROTH
anz3s0 SRAIN MEART INFLISION AGAR 6X100 m| 470070 Mualier Hinton It Agar SX500 m) 51170 CLEDMAL CONKEY/ BILE AESCULIN 6100535 | TRYPTIC SOY BROTH
402430 PEPTONE DILUITIONS  BX100 mi 470080 MANNITOL SALT AGAR X500 mi 52115 CLEDMAC CONKEY/SLANETZ 120 slide 10055 TS| AGAR USP
402450 MAC CONKEY SORBITOL AGAR 64100 mi ATO0SG MAC CONKEY AGAR BX500 m| 521138 URITEST SF 500 stide 610058 CLOSTRIDIUM BROTH
4nz2s00 Ftald Thinghmolite tedlies + 185 Twosn 8D AT COLUREIA ASAR BASE  5XSIGmi 510051 BLE AESCULIN AZIDE AGAR 8100555 | CLOSTRIDIUM BROTH
402570 XLD AGAR 6100 ml 470110 CLED AGAR SXE00 m 810002 DEXTROSE AGAR 410057 MAC CONKEY AGAR No.2
403030 SIDTONE BROTH EX100 mi 470120 Chooolete Ansr 5% 500 mi 510065 SL000 AGAR BASE S100575 | MAC CONKEY AGAR No2 SHKG
403050 SAM MEDIIM EX100 ml 470130 BLOOH AGAR BASE EX500 ml 510005 SORDET GENGOU AGAR BASE 10080 XLD AGAR [ISDESTE)
AB3080 UREA INDOLE BROTH  BX100m¢ 470140 BILE AESCULIN AGAR  BX500 ml s10007 SRAN HEART INFUSHON AGAR G100805 | XL0, AGAR
412010 BRAIN HEART [NFUSION BROTH 5X200 mi arais0 TRICHOMONAS BROTH _ BXS00 ml 510008 | SRAN HEART INFUSION BROTH 610061 TRICHOMONAS BROTH
| 412030 | SIMMDNS CITRATE AGAR. 62200 ml 470180 DESOXYCHOLATE CITRATE AGAR X500 mi 5100085 | SRAN HEART INFUSION BROTH £10088 GS8 AGAR BASE [ISLAM)
412040 LYSINE IRON AGAR  EX200 mi arnz10 ALKALINE PESTONE WATER 5X500 mi 510008 SRILLIANT GREEN AGAR 60070 YEAST GLUCOSE CHLORAMPHENICOL AGAR
412050° Selende Broth £X200 mi 470z20 CZAREK DOX AGAR BX504 m &10012 CLED AGAR 6100705 | YEAST GLUCOSE CHLORAMPHENICOL AGAR 5 Ka
412060° | TODD HEWITT BROTH  8x%200iml a70zE0 DRIGALSKI LACTOSE AGAR  EXS00 mi 6100125 | CLED AGAR 510071 PSEUDOMONAS AGAR BASE
m® s.rl Via Scozia - Zona Industriale 64026. Roseto degli Abnuzzi (TE) ltaly - Tol +39 0838930743 - Fax +39 0858930330 OLiofilchemW s r| Via Scozia - Zona Industriale 64026. Roscto degli Abruzzi (TE) ltaly - Tel +39 0858930745 - Fax +39 0858930330

Pag, 74i 23 Pag 84i23



		2019-07-25T16:43:11+0300
	avizat




