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DECLARATION FOR THE ISSUANCE OF QUALITY CERTIFICATES

To Whom It May Concern,

According to IVD 98/79/EC directive,

FOR ANNEX II LIST A which includes HIV, Hepatitis B and Hepatitis C tests; the Notified Body
must verify that the product meets the Common Technical Specification (CTS) and must release each
batch of product before it is placed on the European market. The batch release often requires testing.
These have EC Design Examination certificates by the notified body.

FOR ANNEX III which includes all other tests for Professional use; the manufacturer prepares a
declaration of conformity in a similar way to the general devices.

For the above mentioned reason, we hereby declare that we provide CE Certificate for only the
Hepatitis B, Hepatitis C and HIV tests for Professional use. For the group of other Professional tests;
it is enough to present a self-Declaration of Conformity to the EU standards.

Cordially,

TURKLAB TIBBI MALZEMELER SAN TiC A.S

TCRKLAB TIBBI MALZEMELER SAN. ve TiC. A.S.
ITOB 10031 Sok. No:15 Menderes — lzmir / Turkey  TEL: +90 232 376 80-81 FAX: +930 232 376 80 40

POLSKIE CENTRUM BADAN I CERTYFIKACIJI S.A. [

POLISH CENTRE FOR TESTING AND CERTIFICATION

EC CERTIFICATE No. 1434-1VDD-56/2016
EC Design-Examination

Directive 98/79/EC on in vitro diagnostic medical devices

PCBC certifies that the design documentation relating to in vitro diagnostic medical
device, List A:
HBsAg Test
Brands: Info®, Toyo®, Rapidan Tester®, Labmen®

manufactured by:

TURKLAE Tibbi Mal. San. Tic. A.§.
ITOB 10031 Sokak No: 15 Tekeli Menderes
Izmir, Turkey

was examined by PCBC according to Annex IV p. 4 Directive 98/79/EC
(with subsequent amendments) transposed into the Polish law and comply with the
essential requirements of the Directive,

This certificate is valid from 2016-08-29 to 2019-08-28
Date of certificate issue: 2016-08-29
Date of first certificate issue: 2008-08-29

Anna Wyroba
Vice President,of PCBC

PCBC Notified Body
c € 1434 23A, Klobucka Str., PL-02-699 Warsaw

Application No. 45/2016
Contract No. MD-18/2016 Module H6
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[State seal] Agencia Espaiiola de Medicamentos
MINISTRY OF HEALTH, ¥ Productos Sanitarios
SOCIAL SERVICES AND [Spanish ~ State  Agency  of

EQUALITY Medication and Sanitary Products]
S/REF DELTALAB, S.L
N/REF: PS/DP/MST PLAZA DE LA VERNEDA, 1
Date: 01/12/2015 POLIGONO INDUSTRIAL LA LLANA
Subject: Information to the addressce 081191 RUBI
(BARCELONA)

In response to your email dated 24/11/2015 requesting information on the products detailed below,
which are included as items for general laboratory use in your company’s catalogue, and after having
made the relevant inquiries, I can inform you that:

¢ Slides
¢ Uncoated cover slides
¢ Pasteur pipettes [State seal]
. . MINISTRY OF HEALTH, SOCIAL
¢ Tips for general purpose pipettes SERVICES AND EQUALITY
¢ Sample cups and cuvettes SUPPORTING RECORD
¢ Spreaders for extensions AGENCIA ESPANOLA DE
*  Calibrated loops MEDICAMENTOS Y PRODUCTOS
o Petri dishes SANITARIOS
o Vials [SPANISH STATE AGENCY OF MEDICATION
AND SANITARY PRODUCTS]

* Caps EXIT
* Serological pipettes Registration No: 26082/RG53761

: Date; 14/12/2015 09:24:32
¢ Cryovials
¢ Ritips

¢ Cassettes for biopsy

¢ Microtitre plates

¢ E.S.R. system stands

¢ Anticoagulants and preservatives in bulk

¢ Stains for microbiology.
These products do mnot fall under the scope of Royal Decrees 1591/2009
of 16 October and 1662/2000 of 29 September, which regulate medical devices and medical devices for
in vitro diagnostics respectively. These decrees transpose Directive 93/42/EEC on medical devices and
Directive 98/79/EC of the European Parliament and of the Council dated 27 October 1998 on in vitro
diagnostic medical devices to Spanish legislation, therefore their marketing falls under commercial
legislation, consumer and user protection legislation and any applicable specific legislation.

THE HEAD OF THE DEPARTMENT OF SANITARY PRODUCTS

[lllegible signature]
M? del Carmen Abad Luna
EMAIL [Seal: Spanish State Agency of C/CAMPEZO, 1-EDIFICIO 8
i dication and Sanitary Products] 28022 MADRID
Page 1/1 TELEPHONE: 91 822 52 61
FAX: 918225289
Dofa Marta Casanova Herndndez, Traductora e 1, Marta Casanova, Sworn Translator and Interpreter of
Intérprete jurada de inglés nombrada por el Ministerio  English named by the Ministry of Foreign Affairs and
de Asuntos Exteriores y Cooperacion certifica que la Cooperation, hereby certify that the foregoing is a true
que antecede es traduccion fiel y completa al inglés de  and complete translation into English of a document
un documento redactado en espafiol. written in Spanish.
En Salamanca, a 15 de diciembre de 2015 In Madrid, 15 December 2015







DECLARACION DE CONFORMIDAD CE
CE DECLARATION OF CONFORMITY

El fabricante / The manufacturer:

DELTALAB S.L.

Plaza de la Verneda, 1

Pol. Ind. La Llana

08191 RUBI (BARCELONA) — SPAIN

Declara bajo su responsabilidad que el producto:
Declares under its responsibility that the product:

CONTENEDORES PARA MUESTRAS NO ESTERILES
GENERAL SPECIMEN CONTAINER NON-STERILE
(Cadigos segtin Anexo 1/ Codes in Annex 1)

Finalidad Prevista: Recogida y conservacion y/o transporte, de cualquier tipo de muestra
para diagndstico (por ejemplo, orina, heces, esputo, mucosa, tejido) para andlisis y/u otra
investigacion.

Intended Use: Collection and preservation and/or transport, of any type of diagnostic
specimen (e.g. urine, faeces, sputum, mucous, tissue) for analysis and/or other investigation.

Cédigo GMDN / GMDN Code: 47775

CUMPLE LOS REQUISITOS DE LAS NORMAS Y DIRECTIVAS:
CONFORMS TO THE REQUISITES OF THE STANDARDS AND DIRECTIVES:

Directiva 98/79/CE: Directiva Productos Sanitarios para el Diagnostico “in vitro”.

Trar icion a la legislacion fiola en Real Decreto 1662/2000.
Directive 98/79/EC: “In-vitro” Diagnostics Medical Devices Directive.

Transposition to Spanish legislation in Real Decreto 1662/2000.

on: Anexo 3, Clase: Otros
Classification: Annex 3, Class: Other

Date: 20/11/2013 CDCE-14 Rev.13

ANEXO 1 — DESCRIPCION DE ARTICULOS

ANNEX 1 — ARTICLES DESCRIPTION

REF DESCRIPCION
202840 FRASCO DE SEGURIDAD 20ML
202841 FRASCO DE SEGURIDAD 40ML
202842 FRASCO DE SEGURIDAD 60ML
202843  FRASCO DE SEGURIDAD 90ML (@48-h75)
202844 FRASCO DE SEGURIDAD 120ML
202845 FRASCO DE SEGURIDAD 250ML
202846 FRASCO DE SEGURIDAD 500ML
202847 FRASCO DE SEGURIDAD 1000ML
202848  FRASCO DE SEGURIDAD 90ML(@53-h68)
300100 TUBO 17 ML PS 16X150 MM
300101 TUBO PS 8ML g/g)é%wém GRADUADO
300300 TUBO 4 ML PS 11X70 MM
300400 TUBO 6 ML PS 12X88 MM GRADUADO
300500 TUBO 3 ML PS 11X55 MM
300700 TUBO 13X75 PS
300702 TUBO 13X75 PS TAPADO
300704 TUBO 13X75 PS TAPADO Y ETIQ
300705 TUBO 10 ML PS 16X100 MM
300800 TUBO 5ML PS 12X75 MM GRADUADO
300802 TUBO 12X75 PS + TAPON 305802
300804 TUBO 12X75 PS TAPADO Y ETIQ
300900 TUBO 10ML PS 16X95MM GRADUADO
300903 TUBO 16x95 PS TAPADO
— TUBO 10 Mlé TF:g ng(ri?: gM TAPADO
300907 TUBO 16X100 PS TAPADO
300908 TUBO 16X100 PS TAPADO Y ETIQ
300911 TUBO 16X100 PS TAPADO C/308101
300912 TUBO 16X95 PS TAPADO 305002

Fecha / Date: 17/01/2017
Pag. 2/8

DESCRIPTION
SECURITY CONTAINER 20ML
SECURITY CONTAINER 40ML
SECURITY CONTAINER 60ML
SECURITY CONTAINER 90ML (@48-h75)
SECURITY CONTAINER 120ML
SECURITY CONTAINER 250ML
SECURITY CONTAINER 500ML
SECURITY CONTAINER 1000ML
SECURITY CONTAINER 90ML(53-h68)

PS TUBE 16X150

PS TUBE 8ML 16X75MM GRADUATED
WITH RIM

TUBE 11X70 PS
TUBE 12X88 PS GRADUATED
TUBE 11X55 PS
TUBE 13X75 PS
TUBE 13X75 PS CAPPED
TUBE 13X75 PS CAPPED&LABELLED
TUBE 16X100 PS
TUBE 5ML PS 12X75MM GRADUATED
PS TUBE 12X75 + CAP 305802
TUBE 12X75 PS CAPPED LABELLED
TUBE 10ML PS 16X95MM GRADUATED
TUBE 16x95 POLYSTYRENE CAPPED
TUBE 16X95 PS CAPPED LABELLED
TUBE 16X100 PS CAPPED
TUBE 16X100 PS CAPPED LABELLED
TUBE 16x100 PS CAPPED W/308101
16X95 TUBE PS CAPPED 305002

CDCE-14 Rev.13.15




REF DESCRIPCION DESCRIPTION REF DESCRIPCION DESCRIPTION
300913 TUBO 16X95 PS TAPADO TUBE 16X95 PS CAPPED 401200 TUBO CONICO 12 ML PP 16X102 MM CONICAL TUBE 16X102 PP
300914 TUBO 16x95 TAPADO 305002 16x95 TUBE CAPPED 305002 401201 TUBO CONICO 12 ML PP 16X100 MM CONICAL TUBE 16X100 PP
301200 TUBO CONICO 16X102 PS CONICAL TUBE 16X102 PS 401202 TUBO CONICO 16x102+TAPON 16MM CONICAL TUBE 16x102 + CAP 16MM.
301201 TUBO CONICO 12ML PS 16X100 MM CONICAL TUBE 16X100 PS 401204 TUBO CONICO 12ML PP 16X100 MM CONICAL TUBE 12ML PP 16X100MM
301202 TUBO CONICO 16X102 PS CONICAL TUBE 16X102 PS 401307 TUBO CONICO 16X102 PP TAPADO CONICAL TUBE 16x102 PP CAPPED
301205 TUBO CONICO 301200 TAP/305502 PS TUBE 12ML CONICAL CAPPED 401403 TUBO 12ML Pi;fégr’\f MM TAPADO PP 12 ML TUBE CAPPED
301206 TUBO CONICO 16X102+TAP.305502 PS CON. TUBE 16X102 + CAP305502 401700 TUBO 7 ML PP 13X100 MM PP TUBE 13X100
301207 TUBO CONICO 16x102 PS TAPADO CONICAL TUBE 16x102 PS CAPPED 408702 FRASCO 150 ML PP AL VACIO CUP F/VACUUM COLLECTION 150m!
301212 TUBO CONICO 12 ML PS 17X105 MM CONICAL TUBE 17X105 PS 408726 FRASCO 150 ML PP B/U AL VACIO CUP F/VACUUM COLLEC.150ml I/8
301213 TUBO CONICO 12ML PS 16X105MM CONICAL TUBE 12ML PS 16X105MM 409201 FRASCO 30ML PP ETIQUETADO 30ML CONTAINER LABEL PP
301403 TUBO 12ML PS 15X102 MM TAPADO TUBE 12ML PS CAPPED 409202 FRASCO 30ML PP 30ML CONTAINER PP
301700 TUBO 7 ML PS 13X100 MM TUBE 13X100 PS 409222 FRASCO 30ML PP BOLSA UNITARIA 30ML CONTAINER I/W PP
309201 FRASCO 30ML PS ETIQUETADO 30ML UNIVERSAL LABELLED PS 409402 FRASCO 40ML PP GRADUADO 40ML CONTAINER PP GRADUATED
309202 FRASCO 30ML PS 30ML CONTAINER PS 409426 FRASCO 40ML PP B/U GRADUADO 40ML CONTAINER I/W PP
309206 FRASCO 30ML PS TAPON ROJO 30ML PS CONTAINER RED CAP 409501 FRASCO 60ML PP ETIQUETADO 60ML CONTAINER LABELLED PP
309207 FRASCO 30ML PS TAP.CU SEPARADA  PS 30ML CONTAINER SEPARATED CAP 409502 FRASCO 60ML PP 60ML CONTAINER PP
309222 FRASCO 30ML PS B/U 30ML CONTAINER /W PS 409507 FRASCO 60ML PP ROSCADO TVERDE ~ 60ML SCREW CAP CONT PP C/GREEN
309402 FRASCO 40ML PS PS 40ML CONTAINER 409511 FRASCO 60ML PP ETIQUETADO T/AZUL 60ML BLUE CONTAINER LABEL PP
309501 FRASCO 60ML PS ETIQUETADO PS 60 ML CONTAINER PRINTED LBL 409552 FRASCO 60ML PP C/ESPATULA 60ML CONTAINER W/SPOON
309502 FRASCO 60ML PS 60ML CONTAINER PS 409556 FRASCO 60 ML. B/UNIT. CUCHARA 60 ML PP COZL’?;_’\@%W’TH SPOON
309505 FRASCO 60ML PS T/AZUL CONTAINER PS 60ML BLUE CAP 409602 FRASCO 30ML PP C/CUCHARA 30ML CONTAINER WITH SPOON PP
309552 FRASCO 60ML PS ESPATULA 60ML CONTAINER WITH SPOON PS 409662 FRASCO 30ML.T/AZUL CUC S/ROSC SCREW CAP CONT.30mi PP
400400 TUBO 6 ML PP 12X88 MM GRADUADO TUBE 12X88 PP GRADUATED 409701 FRASCO 150ML PP ETIQUETADO 150ML CONTAINER LABELLED PP
400500 TUBO 3 ML PP 11X55 MM TUBE 11X55 PP 409702 FRASCO 150ML PP 150ML CONTAINER PP
400700 TUBO 5 ML PP 13X75 MM TUBE 13X75 PP 409703 FRASCO 150ML PP SIN ROSCAR 150ML CONT SEPARATED CAP PP
400705 TUBO 10 ML PP 16X100 MM TUBE 16X100 PP 409707 FRASCO 150ML PP T/VERDE PP 150 ML CONTAINER GREEN CAP
400800 TUBO 5ML PP 12X75 MM GRADUADO TUBE 5ML PP 12X75MM GRADUATED 409711 FRASCO 150ML AZUL ETIQUETADO 150ML BLUE CONTAINER LABEL PP
400806 TUBO 75X12 PP TAPADO T/ROJO TUBE 12x75 PP CAPPED 305806 409752 FRASCO 150ML PP C/CUCHARA 150ML CONTAINER WITH SPOON PP
400900 TUBO 16X95 PP TUBE 16X95 PP 409756 FRASCO 150ML B/U ESPATULA PP 150ML CONTAINER I/W SPOON PP
400908 TUBO 16x95 TAPADO 305007 16X95 PP TUBE CAPPED 305007 400802 FRASCO 50ML PP 50ML CONTAINER PP
401100 TUBO 5 ML PP 15X50 MM TUBE 15X50 PP 409826 FRASCO 50ML PP B/IU 50ML CONTAINER /W PP
Fecha/ Date: 17/01/2017 CDCE-14 Rev.13.15 Fecha/ Date: 17/01/2017 CDCE-14 Rev.13.15
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409852 FRASCO 50ML PP CON ESPATULA 50ML CONTAINER WITH SPOON PP 300500.8 TUBO 11X55 PS TUBE 11X55 PS
409902 FRASCO 200ML PP 200ML CONTAINER PP 300800.1  TUBO 5 ML PS 12X75 MM SIN ENRASES TUBE 12X75 PS
409905 FRASCO 200ML PP AZUL TRANS. ETI  CONTAINER 200 ML PP BLUE-PLAIN LBL 300800.2 TUBO 12X75 PS REFORZADO TUBE 12X75 PS
409915 FRASCO 200ML PP AZUL TRANS S/E CONTAINER 200 ML PP BLUE 300900M TUBO 16X95 PS GRAD.CAJA 5X100 TUBE 16X95 PS GRAD.CASE 5X100
409926 FRASCO 200ML PP B/U 200ML CONTAINER PP I/W 309202.4 FRASCO 30ML PS PS 30 ML. UNIVERSAL PLAIN LBL
410046 FRASCO 50 ML PP T/PRECINTO TAMPER EVIDENT CONT.50mi H80mm 309202.NR FRASCO 30ML PS 30mI CONTAINER PS NO SCREW
410047 FRASCO T/BISAGRA 50ml H=80mm HINGED LID CONT.50ml H=80mm 309202V FRASCO 30ML PS TAPON VERDE 30ML CONTAINER PS GREEN CAP
410056 FRASCO PRECINTO 50ml H80mm B/U HINGED LID CONT.50m! H80mm I/B 309202.WO0 FRASCO 30ML PS SIN TAPON CONT.30ML PS NO CAP
419802 FRASCO 50ML PP T/PRECINTO 50ML CONT SEALED CAP PP 309222.1 FRASCO 30ML PS B/U ETIQUETADO CONTAINER 30 ML. UNIT BAG LABEL
419805 FRASCO 50ML PP T/PRECI AZUL PP 50 ML CONT. SEALED CAP BLUE 309501BE  FRASCO 60ML PS B/50 COD. BARRAS 60ML PS CONTAINER B/50 BAR COD
419825 FRASCO 50ML PP T/PREC.AZUL B/U 50ML CONT SEAL.BLUE CAP W PP 309502.10 FP-60 SIROSCAR C/600 T/ROJO CONT.60ML C/600 RED CAP
419826 FRASCO 50ML PP T/PRECINTO B/U 50ML CONT SEALED CAP I/W PP 309502.6 FRASCO 60 ML. PS ETIQUETA BLANC PS 60 ML. CONTAINER PLAIN LABEL
429900 TUBO CONICO 50 ML PP TAPADO 50ML CONICAL TUBE PP 309602E FRASCO 32“T%ZSE$EE')“OESPATULA 30ML CONTAINER WITH SPOON PS
429901 TR0 oM e PN 50ML CONICAL TUBE SKIRT PP 309622.1 FCO.30 CUCH. ETIQ. ESP. B/UNIT. PS S0ML SPOONABELUNIT BAG
429903 TUBO 50ML PP CON.FALDON S/TAP 50ML CON.TUBE SKIRTE PP NO CAP 400004.1 FRASCO 125ML PP 57X73 125ML CONTAINER PP
429910 TUBO CONICO 15ML PP TAPADO 15ML CONICAL TUBE PP 400500.8 TUBO 11x55 PP B/400 TUBE 11x55 PP B/400
444602801 FRASCO DE SEG. 60ML T/AZUL CHILD PROOF CONT 60ML BLUE LID 400706E  TUBO 10ML C/A.BORICO TAP.ETIQ.B/U  100ML TUBE W/BORIC A. CAP.LAB. I/W
444602802 ANTI-CHILD. SIN TAPON CHILD PROOF CONT.60ML NO CAP 400800.1  TUBO 5 ML PP 12X75 MM SIN ENRASES TUBE 12X75 WITHOUT RINGS PP
444602901 FRASCO SEGURIDAD 60ML T/AZUL CHILDPROOF CONT 60ML BLUE LID 400906BOR TUBO 16X100 TAP- 308106 AC. BOR TUBE 16X100 PP CAP ACID BORIC
444602903 ANTI-CHILD BLANCO T/BLANCO 60 CHILD PROOF WHITE CONTAINER 60 400906MD TUBO 16x100 PP TAPADO 308106 16x100 TUBE PP CAPPED 308106
444603202 AT DF',ERSE%?N.?%ML UELRY SECURITY CONT. 30ML WHITE CAP 409201.8 FRASCO 30ML PP ETIQUETADO 30ML CONTAINER LABEL PP
444603204  F.SEGURIDAD BLANCO 30ML T/BLANCO ~ CHILDPROOF WH.CONT 30ML B/CAP 409201.SE  FRASCO 30ML PP ETIQUETADO B100 30ML CONTAINER LABEL PP B/100
444603300  FRASCO SEGURIDAD 60ML T/BLANCO ~ CHILDPROOF CONT 60ML WHITE LID 409202.8 FRASCO 30 ML TAPADO TAPON AZUL 30ML CONTAINER PP BLUE CAP
444603305 ANTI-CHILD.AZUL TAPON BLANCO CHILD PROOF BLUE CONT.WHITE CAP 409202.WO FRASCO 30ML PP SIN TAPON CONT. 30ML PP NO CAP
444603306 ANTI-CHILD. VERDE TAPON BLANCO  CHILD PROOF GREEN CONT.WHITE CAP 409203.2 FRASCO 30ML PP T/BLAN ENV. SEP PP 30 ML+ WHITE CAP SEPARAT.C/1800
444603308 ANTI-CHILD.ROJO TAPON BLANCO CHILD PROOF RED CONT.WHITE CAP 409203.2A FR.30ML PP T/BL.ENV.SEP.C/ANO PP 30ML WHITE CAP SEP.PLAIN BO
444603402 F. SEGURIDAD 125ML T/BLANCO CHILDPROOF CONT 125ML WHITE LID 409502.28 FR.60ML ETIQ.T/ROJO 10X50 CONT.60ML LABEL RED C.10X50
202845N TARRO HISTOLOGIA 250ML NEGRO ~ HISTOLOGY CONTAINER 250ML BLACK 409502.2C FR. 60ML PP ETIQ.T/ROJO 16X50 60ML CONT. PP LABEL RED CAP 16X50
202846/T  FRASCO DE SEGURIDAD 500ML TAPADO ~ SECURITY CONTAINER 500ML CAPPED 409502.4 FRASCO 60ML S/ROSCAR 38X65 PP 60ML CONT. UNCAPPED 38X65MM PP
202847/T FRASCO DE ?:E;JD% DAD 1000ML  SECURITY CONTAINER 1000ML CAPPED 409502.4Y FRASCO 60m| SIROSCAR PP T/AMA 60ml CONT.UNCAPPED PP YEL/LID
409502G FRASCO 60ML GRADUADO 60ML CONTAINER GRADUATED PP
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REF
409502G.4
409507G
409511.4
409511.5
409552.Y
409552G
409552.TA
409702.3
409702.P
409702.PB
409703.5
409703WC
409711.4
4097115
409805.6
410046.5
410046A5
410046R 5
420900E
429900.25
4299008P
429901.25
4299108P
429927S/E
44462903M
309202.0
429930
429940
429945

DESCRIPCION
FR.60 GRAD.S/ROSCAR TAP.SEPARA
FRASCO 60m| PP GRAD.T/VERDE
FR.60ML AZUL CLARO S/ETIQUETA
FR.60ML AZUL TRANSL. ETIQ. BLANC
FRASCO 60ml PP C/ESPATULA T/AM
FRASCO 60ML PP GRADUADO C/ESPA
FRASCO 60ML PP C/ESPATULA T.AZUL
FRASCO 150ml PP TAPON BLANCO
FRASCO 150ML PP ROSCADO
FRASCO 150ML PP ROSCADO T.BLA
FRASCO 150 ML. T/AZUL S/ROSCAR
FRASCO 150ML PP SIN ROSCAR
T/BLANCO
FR.150ML AZUL CLARO S/ETIQUETA
FR.150ML AZUL TRANS. ETIQ. BLANC
FRASCO 50ML PP T/ROJO SEPARADO
FRASCO T/PREC.50ml H80mm C/500
FRASCO T/PREC.50ml 500UD AZUL
FRASCO T/PREC.50ml 500UD ROSA
TUBO 12ML PP S/TAPON C/FALDON
TUBO CONICO 50ml PP B/25
TUBO 50ML PP CONICO SIN ROSCAR
TUBO CON.50ml PP C/FALDON B/2
TUBO 15ml PP CONICO SIN ROSCAR
TUBO CONICO 50ML C/FALDON B/U
ANTI-CHILD BLANCO T/BLANCO 60
FRASCO 30ML PS ST. EO

TUBO 50ML PP CONICO IMPRESO B/25

TUBO 15 ML PP CONICO IMPRESO
GRANEL

TUBO 15 ML PP CONICO IMPRESO B/25

Fecha / Date: 17/01/2017
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DESCRIPTION
CONT.60 GRAD.UNCAPPED SEP.CAP
60ml CONT.PP GRAD.GREEN CAP
60ML LIGHT BLUE CONTAINER
60ML CONTAINER TRANS.BLUE LBL
60ml CONTAINER W/SPOON YEL/LID
60ML CONTAINER W/SPOON GRADUAT
60ML CONTAINER PP W/SPOON BLUE
CAP
PP CONTAINER 150ml WHITE CAP
150ML PP CUPPED CONTAINER
150ML PP CUPPED CONT.WHITE C.
150ML CONT SEPARATED BLUE CAP
150ML PP CONT.SEPAR.CAP WHITE
150ML LIGHT BLUE CONTAINER
150ML CONTAINER BLUE TRANSL.LB
50ML PP CONTAINER SEP. RED CAP
HINGED LID CONT.50ml H80 C/500
HINGED LID CONT.500U BLUE
HINGED LID CONT.500U PINK
PP 12ML TUBE W/SKIRT W/OUT CAP
50ml CONICAL TUBE PP B/25
50ML CONICAL TUBE PP SEP.CAP
50ml CONICAL TUBE W/SKIRT B/25
15ml CONICAL TUBE PP SEP.CAP
50ML CONICAL TUBE SKIRT I/W PP
CHILDPROOF WHIE CONT.60ML WC
CONTAINER 30ML PS ST.EO
50ML TUBE PP CONICAL PRINT 25/B
15ML TUBE PP CONICAL PRINTED IN

15ML TUBE PP CONICAL PRINT 25/B

CDCE-14 Rev.13.15

REF

429950
300500MI
175723
175724
400903
661035
408702C
408726.A
400805
202844/T
409557
419802.T
409502.4B
409702B
309205
429906SP
429901SP
175725
409511.4TA
202842A
202844A
409512
301201CA

DESCRIPCION
TUBO 50 ML PP CONICO IMPRESO C/F
B/25

TUBO 11X55 PS
TUBO 5ML PS 13X75 TAPADO ROJO
TUBO 10ML PS 16X95 TAPADO ROJO
TUBO 10ML PP 16X95 TAPADO ROJO
TUBO 10ML PS 16X95 TAPADO NATURAL
FRASCO VACIO 120ml LOTE IMPRESO
FRASCO PIVACIO 120ml B/I C/AN.
TUBO 75X12 PP TAPADO T/AZUL
FRASCO DE SEGURIDAD 120ML TAPADO
FRASCO 60ML PP C/ESPATULA T/VERDE
FRASCO 50ML PP T/PREC. DESTAPADO
FRASCO 60ML PP T/AZUL NO TAPADO
FRASCO 150ML PP B/50

FRASCO 30ML PS T/AZUL ETIQ.
TUBO 50ML PP CONICO T/ROJO SIN
ROSCAR

TUBO CONICO 50ML PP FALDON SIN
ROSCAR

TUBO 3ML PS 11X55 TAPADO ROJO
FRASCO 60ML PP C/CUCHARA T/AZUL
FRASCO SEGURIDAD 60ML T/AZUL
FRASCO DE SEGURIDAD 120ML T/AZUL
FRASCO 60ML PP T/ROJO C/GRIS
TUBO CONICO 12ML PS 16X100 MM

Fecha / Date: 17/01/2017
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DESCRIPTION
50ML TUBE PP CONICAL PRINT SKIRTED

TUBE 11X55 PS

TUBE 5ML PS 13X75 CAPPED RED

10ML TUBE PS 16X95 CAPPED RED

10ML TUBE PP 16X95 CAPPED RED
10ML TUBE PS 16X95 CAPPED NATURAL

VACUUM CONT.120ML CML
CUP F/VACUUM 120ml I/B PLAIN/C
TUBE 75X12 PP CAPPED C/BLUE
SECURITY CONTAINER 120ML CAPPED
CONTAINER 60ML PP W/SPOON GREEN
CONTAINER 50ML PP C/TAMPER EVID.
UNCOVERED

60ML CONTAINER PP BLUE CAP
UNCOVERED

150ML CONTAINER PP B/50
30ML CONTAINER PS BLUE CAP LABEL
50ML CONICAL TUBE PP SEP.CAP RED
TUBE 50ML PP SKIRTED SEP. CAP
TUBE 3ML PS 11X55 CAPPED RED
CONTAINER 60ML PP W/SPOON BLUE
CAP
CONTAINER 60ML BLUE CAP
SECURITY CONTAINER 120ML BLUE CAP
CONT. 60ML PP RED C. GREY B.
CONICAL TUBE 16X100 PS

CDCE-14 Rev.13.15




REF
601603
601612
601613
601702
611604
621610
621611
621613

601603.2
601702.2

611603.1

ANEXO 1 - DESCRIPCION DE ARTICULOS

ANNEX 1 — ARTICLES DESCRIPTION

DESCRIPCION
TUBO EDTA TRIPOTASICO 2,5ML PP
13X75MM

TUBO EDTA TRI-K PP 4ML
TUBO EDTA TRI-K PP 2,5ML

TUBO EDTA TRI-K PP 4ML
TUBO EDTA TRI-K 3ML PP 13X80 T/GOMA
PERF

TUBO EDTA TRIAML PP 12X55MM T/PRE
PERF.

TUBO EDTA TRI-K 2ML 16X55 FALDON
T/PRE-PERF.
TUBO EDTA TRI 2,5ML PP 13X80MM
T/PERFOR.

TUBO EDTA TRI-K 2.5ML RETRACTILADO

TUBO EDTA TRI-K 4ML RETRACTILADO

TUBO EDTA TRI-K PULV. 3ML 13X75
T/PERFO

Fecha / Date: 20/06/2016
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DESCRIPTION
EDTA TUBE TRI-K R/BOT 2.5ML PP
EDTA TUBE TRI-K 4ML PP
EDTA TUBE TRI-K 2.5ML PP

EDTA TUBE TRI-K 4ML PP
EDTA TRI-K TUBE 3ML PP 13X80
RUBBER CAP PERF.
EDTA TUBE TRI-K 1ML PP 12X55MM

C/PRE-PERF.

EDTA TUBE TRI-K 2ML 16X55 SKIRTED
C/PRE-PERF.

EDTA TUBE TRI-K 2.5ML PP 13X80MM
T/PRE-PERF.

EDTA TRI-K TUBE 2.5ML WRAP/RAC
EDTA TRI-K TUBE 4ML WRAPP/RACK
EDTA TUBE PUL.K3 3ML PIERC.CAP

CDCE-77 Rev.2.2
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TUVRheinland

Certificate

_ The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Dirui Industrial Co., Ltd.
95 Yunhe Street
New & High Tech.
Development Zone
Changchun
Jilin Province 130012
China

has established and applies a quality management system
for the following scope:

Design and Development, Manufacture and Distribution of

In vitro Diagnostic Medical Test Systems
(see attachment for products included)

Proof has been furnished that the requirements specified in
EN I1SO 9001:2008

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

Effective Date 2017-03-02
Certificate Registration No.: SY 60116876 0001
An audit was performed. Report No.: 15047317 006

This Certificate 1s valid until: 2018-09-14
Certification Body

(é@

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Nirnberg

Tel +40 221 80B-1371 Fax’ +49 221 808-3935 e-mail.cert-validiy@de.tuv.com hitp/www {uv. coni/safety

Date 2017-02-23

10020d Ga08 @ TUV, TUEV anc TUV g d ks Uitilisation ancd licztion raguiras nor apnroval
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TUVRheinland

TUV Rheinland poe. /1, Rev.0
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: SY 60116876 0001

Report No.: 15047317 006

Organization: Dirui Industrial Co., Ltd.
95 Yunhe Street
New & High Tech.
Development Zone
Changchun
Jilin Province 130012
China

Scope: Products:

- Urine Analysis Systems (Reagents, BEnalyzers, Controls}
Hematology Test Systems (Reagents, Analyzers, Controls)

- Clinical Chemistry Test Systems (Reagents, Analyzers,
Controls)

- Fecal Test Systemg (Reagents, Analyzers, Controls)

{This certificate information can be searched on CNCA
official website http://www.cnca.gov.cn)

Date: 2017-02-23

10020 0408 ® TV, TUEW and TUM are ragistared \carlsmarks. Wiiisetion aac snplication requires prict saproval




TUVRheinland

Certificate

B The Certification Body of
TUV Rheinfand LGA Products GmbH

hereby certifies that the organization

Dirui Industrial Co., Ltd.
95 Yunhe Street
New & High Tech.
Development Zone
Changchun
Jilin Province 130012
China

has established and applies a guality management system for medical devices
for the following scope:

Design and Development, Manufacture and Distribution of
In vitro Diagnostic Medical Test Systems
{see attachment for products included)

Proof has been furnished that the requirements specified in

EN 1SO 13485:2012
EN iSO 13485:2012/AC:2012

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

Effective Date: 2017-03-02
Certificate Registration No.: EX 60116875 0001
An audit was performed. Report No.: 15047317 006

This Certificate is vaiid until: 2019-02-28

Certification Body

(( DAKKS

Akkreditierungsstelle
D-ZM-14169-01-02

Date 2017-02-23

TOV Rheinland LGA Products GmbH - TillystraBe 2 - 904

Tel: +49 221 808-1371 Fax: +49 221 808-3835 e-mail.cert-validity@da tuv.com hitp /www tuv com/safety

0% 0408 B TUY, TUEY snd TUV are ragistered Utiisation ang ires prior approval
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TUVRheinland

TOV Rheinland poc. /1, Kev.O
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: SX 60116875 0001
Report No.: 15047317 006

Organization: Dirui Industrial Co., Ltd.
95 Yunhe Street
New & High Tech.
Development Zone
Changchun
Jilin Province 130012
China

Scope: products:
- Urine Analysis Systems (Reagents, Analyzers, Controls}
- Hematology Test Systems (Reagents, Analyzers, Controls)

Clinical Chemistry Test Systems (Reagents, Analyzers,
Controls)

- Pecal Test Systems {(Reagents, Analyzers, Controls)

Certification Body

” DAkkS

.. Deutsche
" Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2017-02-23

OREO G GIGE ®  TUV THIEW and TUV are registered radornaris Uthisation ard Aopicelian faguifés priar appravel



Declaration of Conformity - V.01

Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
" EiffestralRe 80
20537 Hamburg, Germany

Product: Auto Hematology Analyzer
Model: BC-3600
Including reagents as follo
M-30D DILUENT
M-30CFL LYSE
M-30R RINSE
PROBE GLEANSER

Classification: device not in IVDD annex Il and not for self
testing/performance evaluation
yte: WDD Annex Ill{excluding Section 6)

Conformity Assess

at the above mentioned products meet the

We herewﬂN

provisions of x rective 98/79/EC on In Vitro Diagnostic Medical
Devices. All supp };tmg documentations are retained under the premises
of the manufacturer.

Standards Applied:
List of {harmonized) standards for which documented evidence for compliance can be

provided as attachment.

Start of CE-Marking: 2011-01-14
Place, Date of Issue: Shenzhen, 2011-01-14

Signature:
Name of Autherized Signatory: Mr[Yang Long
Position Held in Company: Management Representative

|
|




Declaration of Conformity v 1.0

Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Holding Corp. GmbH (Eurcpe)
Eiffestralle 80
20537 Hamburg, Germany

Product: Auto Hematology Analyzer

Model: BC-5000

[ncluding reagents as following:
M-52D DILUENT
M-52DIFF LYSE
M-52LH LYSE
PROBE CLEANSER
Classification: The dewce not in IVDD annex Il and not for self
testlng/performance evaluation

Conformity Assessment Roufe; !"VDD”Annex [II{excluding Section 6}

We herewith declare that the above mentioned products meet the
provisions of the Dlrectlve 98/79/EC on In Vitro Diagnostic Medical
Devices. All supportmg documentations are retained under the premises
of the manufacturer

Standards Applied:
List of (harmonized} standards for which documented evidence for compliance can be
provided as attachment.

Start of CE-Marking: 2013-9-26
Place, Date of Issue: Shenzhen, 2013-9-26

Signature: aD ‘1%9"

Name of Authorized Signatory: Mr.tan ChuanBin

Position Held in Company: Manager ,Technical Regulation




Declaration of Conformity V 1.0

Declaration of Conformity c €

Manufacturer:

EC-Representative:

Product:

Model:

Classification:

Shenzhen Mindray Bio-Medical Electronics Co., Lid.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China
Shanghai International Helding Corp. GmhH (Europe)
Eiffestralle 80

20537 Hamburg, Germany

Auto Hermatology Analyzer &

BC-5150

Including reagents as fdi'io"w‘ing:
M-52D DILUENT
M-52DIFF LYSE
M-52LHLYSE. =~
PROBE CLEANSER

Tﬁésge\\fi‘éénot_in IVDD annex |l and not for self
N -‘t_s“stin‘glpsrfbr\rnance evaluation

Conformity Assessment Route ~IVDD Annex IIl{excluding Section 6)

We herewith" declare that the above mentioned products meet the
provisions of the Dlrectlve 98/79/EC on In Vitro Diagnostic Medical
Devices. All supportmg documentations are retained under the premises

of the manufacturer.

Standards Applied:

List of (harmonized) standards for which documented evidence for compliance can be

provided as attachment.

Start of CE-Marking: 2013-9- 26

Place, Date of Issue:

Signature:

Shenzhen, 2013 9-26

el

Name of Authorized Signatory: Mr.tan ChuanBin
Position Held in Company: Manager ,Technical Regulation




Product:

Applied Standards:

EN ISO 18113-1:2009

ENISC 18113-2:2009

EN ISO 18113-3:2009

EN 1SO 15223-1:2012

EN 13612: 2002

SO 14971:2012

EN 61010-1:2001

EN 61010-2-081:2002+A1:

2003+A1: 2003

EN 61010-2-101: 2002

|r—————_......—__.._.........._..

Declaration of Conformity V 1.0

Applied Standards List

Auto Hernatology Analyzer
BC-5150. BC-5000

Including reagents as following:
M-52D DILUENT
M-52DIFF LYSE
M-52LH LYSE
PROBE CLEANSER

In vitro diagnostic medical devices —Infonnatiaﬁ‘:s.gpplied by the
manufacturer(labelling) Part 1: Ter?ﬁs’i, Héﬁn‘itipps an‘a general requirements

| In vitro diagnostic medical devices -~I"ri‘fonna¥ic.)n supplied by the manufacturer
(labelling} - Part 2: In wtro\ ‘die\lgﬁoétic_m'agents for professional use

In vitro diag‘nOSj;iQ Kmed&i(‘:é‘l :de‘.\f.i\c\.'éé'— Information supplied by the
manufact[jFé“r\(:;!gibgl‘{r‘lg.) Part 3: In vitro diagnostic instruments for professional
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America

CERTIFICATE

No. QS5 17 07 44751 097
Certificate Holder: Shenzhen Mindray Bio-Medical

Electronics Co., Ltd.

Mindray Building

Keji 12th Road South
High-Tech Industrial Park
Nanshan

518057 Shenzhen
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

TV

Scope Of Cel'tlflcate: Design and Development, Production and Distribution of
Medical Electronic Equipment {Including Patient Monitor
and Accessories, Vital Signs Monitor, Center Monitoring
System, Telemetry Monitoring System, Pulse Oximeter,
Temperature Probe, Flow Sensor, Ambulatory Blood
Pressure Monitor, Defibrillator/Monitor and Accessories,
Electrocardiograph, Wearable ECG Recorder, Anesthesia
Machine and Accessories, Ventilator, Infusion Pump, Syringe
Pump, Enteral Feeding Pump, Infusion Supervision Systern,
Ultrasonic Diagnostic Equipment and Accessories, Digital
Radiography System, Radiography Systom, Magnetic
Resonance Imaging System, Hematology Analyzer, Clinical
Chemistry Analyzer, Urine Analyzer, Microplate Reader,
Microplate Washer for Invitro Diagnostic Use,
Chemiluminescence Immunossay Analyzer, Flow Cytometer,
{Auto) Sample Processing System, Auto Slide Maker & Stainer,
Glycohemoglobin Analyzer, Specific Protein Analyzer),
Reagents for Hematology Analyzer, Reagents for Clinical
Chemistry Analyzer, Chemiluminescence Immunoassay Reagents,
Chemiluminescence Inmuncassav Calibrators and Controls,
Reagents for Flow Cytometer, Reagents for Glycohemoglobin
Analyzer, Galibrators and Controls for Glycohemoglobin
Analyzer, Disposable Anesthesia Mask, Reusable Anesthesla
Mask, Respiratory Mask, Disposable Breathing Circuit,
Reusable Breathing Circuit, Heat and Moisture Exchanger,

Standard(s): IS0 3001:2015

The Certification Body of TUV SUD America Inc. certifies that the company mentioned above
has established and is maintaining a quality management system that meets the requirements of
the listed standards.

Report No.: M2606
Effective Date: 2017-07-01
Expiry Date: 2020-06-30

ot B ™

Earl Buckmiller

Page 1 of 3 Director, Quality Systems & MS Cert. Body

TOV SUD America Inc
10 Centennial Drive

Peabody, MA 01960 o g B
USA TV Aversdié CCN




America

CERTIFICATE

No. QS5 17 07 44751 097

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building

Keji 12th Road South

High-Tech Industrial Park

Nanshan, 518057 Shenzhen

PEOPLE’S REPUBLIC OF CHINA

Design and Development, Production and Distribution of Medical Electronic Equipment (Including Patient
Monitor and Accessories, Vital Signs Monitor, Center Monitoring System, Telemetry Monitoring System,
Pulse Oximeter, Temperature Probe, Flow Sensor, Ambulatory Blcod pressure Monitor,
Defibrillator/Monitor and Accessories, Electrocardiograph, Wearable ECG Recorder, Anesthesia Machine
and Accessories, Ventilator, Infusion Pump, Syringe Pump, Enteral Feeding Pump, Infusion Supervision
System, Ultrasonic Diagnostic Equipment and Accessories, Digital Radiography System, Radiography
System, Magnetic Resonance Imaging System, Hematology Analyzer, Clinicat Chemistry Analyzer, Urine
Analyzer, Microplate Reader, Microplate Washer for Invitro Diagnostic Use, Chemiluminescence
Immunossay Analyzer, Flow Cytometer, (Auto) Sample Processing System, Auto Slide Maker & Stainer,
Glycohemoglobin Analyzer, Specific Protein Analyzer), Reagents for Hematology Analyzer, Reagents for
Clinical Chemistry Analyzer, Chemiluminescence Immunoassay Reagents, Chemiluminescence
Immunoassav Calibrators and Controls, Reagents for Flow Cytometer, Reagents for Glycohemoglobin
Analyzer, Calibrators and Controls for Glycohemoglobin Analyzer, Disposable Anesthesia Mask, Reusable
Anesthesia Mask, Respiratory Mask, Disposable Breathing Circuit, Reusable Breathing Circuit, Heat and
Moisture Exchanger, Filter, Breathing Bag

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Bldg 9-13, Baiwangxin High-Tech Industrial Park
Baimang, Xili Town

Nanshan, 518108 Shenzhen

PEOPLE’S REPUBLIC OF CHINA

Design and Development, Manufacturing of Patient Monitor and Accessories, Vital Signs Monitor, Center
Monitoring System, Telemetry Monitoring System, Pulse Oximeter, Temperature Probe, Flow Sensor,
Ambulatory Biood Pressure Monitor, Defibrillator/Monitor and Accessories, Electrocardiograph, Wearable
ECG Recorder, Anesthesia Machine, Ventilator, Ultrasonic Diagnostic Equipment and Accessories, Digital
Radiography System, Radiography System, Magnetic Resonance Imaging System. Disposable Anesthesia
Mask, Reusable Anesthesia Mask, Respiratory Mask, Disposable Breathing Circuit, Reusable Breathing
Circuit, Heat and Moisture Exchanger, Filter, Breathing Bag
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Expiry Date: 2020-06-30
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Earl Buckmiller
Director, Quality Systems & MS Cert. Body
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UCB F_12.04 201202

America

CERTIFICATE

No. QS5 17 07 44751 097

Shenzhen Mindray Bio-Medical Eiectronics Co,, Ltd.
1203 Nanhuan Avenue

Guangming District

518016 Shenzhen

PEOPLE’S REPUBLIC OF CHINA

Design and Development, Production and Distribution of Medical Electronic Equipment {(Including
Patient Monitor and Accessories, Vital Signs Monitor, Center Monitoring System, Telemetry
Monitoring System, Pulse Oximeter, Temperature Probe, Flow Sensor, Ambulatory Blood Pressure
Monitor , Defibriilator/Monitor and Accessories, Electrocardiograph, Wearabie ECG Recorder,
Anesthesia Machine and Accessories, Ventilator, Infusion Pump, Syringe Pump, Enteral Feeding
Pump, Infusion Supervision System, Ultrasonic Diagnostic Equipment and Accessories (Ultrasonic
Transducer}, Digital Radiography System, Radiography System, Magnetic Resonance Imaging
System, Hematology Analyzer, Clinical Chemistry Analyzer, Urine Analyzer, Microplate Reader,
Micropiate Washer for Invitro Diagnostic Use, Chemiluminescence Immunossay Analyzer, Flow
Cytometer, {Auto) Sample Processing System, Auto Slide Maker & Stainer, Glycchemoglobin
Analyzer, Specific Protein Analyzer), Reagents for Hematology Analyzer, Reagents for Clinical
Chemistry Analyzer, Chemiluminescence Immunoassay Reagents, Chemiluminescence
Immunoassav Calibrators and Controls, Reagents for Flow Cytometer, Reagents for
Glycohemoglobin Analyzer, Calibrators and Controls for Glycohemoglobin Analyzer, Disposable
Anesthesia Mask, Reusable Anesthesia Mask, Respiratory Mask, Disposable Breathing Circuit,
Reusable Breathing Circuit, Heat and Moisture Exchanger, Filter, Breathing Bag
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Effective Date: 2017-07-01
Expiry Date: 2020-06-30
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Earl Buckmiller
Director, Quality Systems & MS Cert. Body
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This is to certify that the Quality Management System of

Biobase Biodustry (Shandong) Co., Ltd.

Unified Social Credit Code : 9137018179889855X7

Operation Address : Biobase Biodustry Park, Crossing of East Jingshi Road and Mingbu Road, Mingshui Economic
Development Zone, Zhanggiu, Jinan City, Shandong Province, China(Production);No.51, South Gongye Road, Jinan
City, Shandong Province, China(Sale)

Registered Address : Biobase Biodustry Park, Crossing of East Jingshi Road and Mingbu Road, Mingshui Economic
Development Zone, Zhanggqiu, Jinan City, Shandong Province, China

applicable to

R & D, production and sales of in vitro diagnostic kit(see attachment for details),
biosafety cabinet, medical aerosol absorber, pressure steam sterilizer, blood bank
refrigerator, microbial incubator, blood collection tube & needle, alcohol pad and
automated ELISA processor(within the scope of license qualification)

has been assessed and registered by NQA against the provisions of
ISO 9001:2015

This registration is subject to the company maintaining a quality management system, to
the above standard, which will be monitored by NQA.

Certified Clients shall accept regular surveillance assessments, the validity of certificates shall be
maintained for the positive result of audit.

The information of this certificate can be checked on CNCA's website (www.cnca.gov.cn)
SNQA's website : www.snga.com.cn
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Managing Director
Date: 09 July 2018
Valid Until: 09 July 2021
EAC Code: 13/19

UKAS

MANAGEMENT
SYSTEMS

015

Thsuseofu'raUKASAnu'e:MaﬂonMnrkindiwlssamnditsﬁminmmdmmmwmmwmmnmmsmﬂbyﬂm
NQA is a trading name of NQA Certification Limited, Registration No 09351758. Registered Office: Warwick House, Houghton Hall Park, Houghton Regis, Dunstable, LUS 5ZX, UK.
This certificate is the property of NQA and must be returmed on request.
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Biobase Biodustry (Shandong) Co., Ltd.

Annex [

1. Triglyceride detection kit (enzyme colorimetric method)

2. Low density lipoprotein cholesterol test kit (direct method)

3. High-density lipoprotein cholesterol test kit (direct method)

4, Total cholesterol test kit (enzyme colorimetric method)

5. Creatine kinase isoenzyme detection kit (IFCC recommended method)
6. Total bilirubin test kit (diazo-2,4-dichloroaniline colorimetric method)
7. Alanine aminotransferase detection kit (IFCC recommendation method)
8. Cholinesterase detection kit (butyryl thiocholine method)

9. Glucose detection kit (oxidase method)

10. Chlorine detection kit (mercury thiocyanate colorimetric method)

11. Magnesium detection kit (colorimetric method)

12. Carbon dioxide detection kit (enzymatic method)

13. Inorganic phosphorus detection kit (colorimetric method)

14. Apolipoprotein A1 detection kit (immunotransparency turbidity method)
15. Glucose detection kit (hexose kinase method)

16. Creatinine test kit (enzymatic method)

17. Calcium detection Kit (arsenazo III method)

18. Glycosylated serum protein detection kit (two points method)

19. Lipoprotein (a) detection kit (immunotransparency turbidity method)
20. Total protein detection kit (biuret method)

21. Aspartate aminotransferase detection kit (IFCC recommended method)
22. Alkaline phosphatase test kit (IFCC recommended method)

23. Albumin detection kit (bromocresol green method)

24. Apolipoprotein B detection kit (immunotransparency turbidity method)
25. Urea detection Kit (urease-glutamate dehydrogenase method)

ﬂ’?&_mﬁ'@ Certificate Number 45013

Managing Director

Date: 09 July 2018
Valid Until: 09 July 2021
EAC Code: 13/19

UKAS

MANAGEMENT

SYSTEMS

The use of the UKAS Accreditation Mark indicates accreditation in respect of thase activities covered by the accreditation certificate number 015 held by NOA.
NQA is a trading name of NQA Cerlification Limited, Registration No 09351758, Registered Office: Warwick House, Houghton Hall Park, Houghton Regis, Dunstable, LU5 52X, UK.
This certificate is the property of NOA and must be returned on request.




Biobase Biodustry (Shandong) Co., Ltd.

Annex I

26. a-amylase detection kit (EPS-G7 method)

27. a-hydroxybutyrate dehydrogenase detection kit (DGKC recommended method)
28. Rheumatoid factor detection kit (immunotransparency turbidity method)
29. Total bile acid detection kit (circulating enzyme method)

30. y-glutamy! transferase detection kit (SZASZ method)

31. Lactate dehydrogenase detection kit (DGKC recommended method)

32. Direct bilirubin test kit (diazo-2,4-dichloroaniline colorimetric method)
33. Adenosine deaminase detection kit (enzymatic method)

34. Creatine kinase test kit (IFCC recommended method)

35. Creatinine test Kit (bitter acid method)

36. Urine microalbumin detection kit (immunotransparency turbidity method)
37. Uric acid detection kit (TBHBA method)

38. Total cholesterol test kit (oxidase method)

39, Sodium detection kit (enzymatic method)

40. Potassium detection kit (enzymatic method)

41. Serum iron detection kit (pyrazine method)

42. Zinc test kit (colorimetric method)

43, Copper detection kit (colorimetric method)

44. 5'-ribonucleotide hydrolase detection kit (colorimetric method)

45. Monoamine oxidase detection kit (colorimetric method)

46. Alpha-fetoprotein detection kit (immunoturbidimetry)

47. Ammonia detection kit (glutamate dehydrogenase two-point method)
48. Leucine aminopeptidase detection kit (colorimetric method)

49. Cystatin C detection kit (immunoturbidimetry)

50. p2-microglobulin detection kit (latex enhanced immunoturbidimetry)
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/77&-;»-'6'@ Certificate Number 45013
Managing Director
Date: 09 July 2018
Valid Until: 09 July 2021
EAC Code: 13/19

The use of the UKAS Accreditation Mark indicates accreditation in respect of those activities covered by the accreditation certificate number 015 held by NQA.
NQA is a trading name of NQA Certification Limited, Registration No 09351758, Registered Office: Warwick House, Houghton Hall Park, Houghton Regis, Dunstable, LUS 5ZX, UK.
This certificate is the property of NQA and must be returned on request.




Biobase Biodustry (Shandong) Co., Ltd.

Annex [I1

51. N-acetyl-B-D-glucosaminidase detection kit (colorimetric method)
52. Triglyceride detection kit (oxidase method)

53. Homocysteine detection kit (enzymatic method)

54. Apolipoprotein E test kit (immunoturbidimetry)

55. Phospholipid test kit (oxidase method)

56. Glucose detection kit (glucose oxidase method)

57. Glycosylated hemoglobin detection kit (enzymatic method)

58. D3 hydroxybutyric acid detection kit (enzymatic method)

59, Lactic acid test kit (enzyme color method)

60. Myoglobin detection kit (immunoturbidimetry)

61. Angiotensin converting enzyme detection kit (colorimetric method)
62. Lactate dehydrogenase isoenzyme 1 detection kit (lactic acid matrix rate method)
63. Lipase detection kit (enzyme coloring method)

64. Pepsinogen I detection kit (immunoturbidimetry)

65. Pepsinogen Il detection kit (immunoturbidimetry)

66. Anti-streptococcus O detection kit (immunoturbidimetry)

67. High-sensitivity C-reactive protein detection kit (immunoturbidimetry)
68. Pre-albumin detection kit (immunoturbidimetry)

69. Transferrin detection kit (immunoturbidimetry)

70. Glucose-6-phosphate dehydrogenase detection kit (UV rate method)
71. D-dimer detection kit (immunoturbidimetry)

72. Complement C3 detection kit (immunoturbidimetry)

73. Complement C4 detection kit (immunoturbidimetry)

74. Immunoglobulin IgA detection kit (immunoturbidimetry)

75. Immunoglobulin IgG detection kit (immunoturbidimetry)

/}7 @ﬂ% Certificate Number 45013
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Date: 09 July 2018
Valid Until: 09 July 2021
CL) EAC Code: 13/19

UKAS

MANAGEMENT
SYSTEMS

The use of the UKAS Accreditation Mark indicates accreditation in respect of those activities covered by the accreditation certificate number 015 held by NQA.
NQA is a trading name of NOA Certification Limited, Registration No 09351758. Registered Office: Warwick House, Houghton Hall Park, Houghton Regis, Dunstable, LUS 5ZX, UK.
This certificate is the property of NQA and must be returned on request.
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Biobase Biodustry (Shandong) Co., Ltd.

Annex [V

76. Immunoglobulin IgM detection kit (immunoturbidimetry)

77. al-acid glycoprotein detection kit (immunoturbidimetry)

78. al-antitrypsin detection kit (immunoturbidimetry)

79. Ethanol detection kit (enzymatic method)

80. Apolipoprotein A2 detection kit (immunoturbidimetry)

81. Apolipoprotein C2 detection kit (immunoturbidimetry)

82. Apolipoprotein C3 detection kit (immunoturbidimetry)

83. Anti-thrombin 111 detection kit (immunoturbidimetry)

84. B factor detection kit (immunoturbidimetry)

85. C-reactive protein detection kit (immunoturbidimetry)

86. Direct bilirubin detection kit (vanadate oxidation method)

87. Direct bilirubin detection kit (oxidase method)

88. Fibrinogen detection kit (immunoturbidimetry)

89. Ferritin detection kit (latex enhanced immunoturbidimetry)

90. Fiber binding protein detection kit (immunoturbidimetry)

91. Glutamate dehydrogenase detection kit (enzymatic method)

92. Glycyl valine dipeptidy! aminopeptidase detection kit (enzymatic method)
93. Glycosylated hemoglobin detection kit (latex enhanced immunoturbidimetry)
94. Homocysteine detection kit (enzymatic method)

95. Immunoglobulin E detection kit (immunoturbidimetry)

96. Ischemic modified albumin detection kit (colorimetric method)

97. Aspartate aminotransferase mitochondrial isoenzyme detection kit (enzyme inhibition
method)

98. Plasminogen detection kit (immunoturbidimetry)

99. Retinol binding protein detection kit (immunoturbidimetry)

100. Total bilirubin test kit (vanadate oxidation method)

/776’0»673 Certificate Number 45013

Managing Director

Date: 09 July 2018
Valid Until: 09 July 2021
EAC Code: 13/19

UKAS
MANAGEMENT
SYSTEMS

The use of the UKAS Accreditation Mark indicates accreditation in respect of those activities covered by the accreditation certificate number 015 held by NQA.
NQA is a trading name of NQA Certification Limited, Registration No 09351758. Registerad Office: Warwick House, Houghton Hall Park, Houghton Regis, Dunstable, LUS 5ZX, UK.
This certificate is the property of NQA and must be returned on request.




Biobase Biodustry (Shandong) Co., Ltd.

Annex V

101. Total bilirubin test kit (oxidase method)

102. Troponin I test kit (latex enhanced immunoturbidimetry)

103. Unsaturated iron binding force detection kit (Ferene method)

104. Urine total protein detection kit (colorimetric method)

105. al-microglobulin test kit (latex enhanced immunoturbidimetry)

106. Fibrin and fibrinogen decomposition product determination kit (latex
immunoturbidimetry)

107. Haptoglobin assay kit (immunoturbidimetry)

108. Procalcitonin assay kit (latex immunoturbidimetry)

109. Glycocholic acid assay kit (latex immunoturbidimetry)

110. Free fatty acid determination kit (ACS-PAP method)

111. Glycated albumin assay kit (peroxidase method)

112. a2 macroglobulin determination kit (immunoturbidimetry)

113. Heart-shaped fatty acid binding protein assay kit (latex immunoturbidimetry)
114. Anti-cyclic citrullinated peptide antibody assay kit (latex immunoturbidimetry)
115. Neutrophil gelatinase-related lipocalin assay kit (latex immunoturbidimetry)
116. Sialic acid assay kit (neuraminidase method)
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Managing Director
Date: 09 July 2018
Valid Until: 09 July 2021
EAC Code: 13/19

UKAS
MANAGEMENT
SYSTEMS

The use of the UKAS Accreditation Mark indicates accreditation in respect of those activities covered by the accreditation certificate number 015 held by NQA.
Nmﬁammmmdemwﬂ.Raglsﬂ'sﬁonNom351751Raghiﬂw0ﬁm:WaMekstmHmmHalPﬂ,i' ghton Regis, Dunstable, LUS 52X, UK.
This certificate is the property of NQA and must be returned on request.




This is to certify that the Quality Management System of

Biobase Biodustry (Shandong) Co., Ltd.

Unified Social Credit Code : 9137018179889855X7

Operation Address : Biobase Biodustry Park, Crossing of East Jingshi Road and Mingbu Road, Mingshui Economic
Development Zone, Zhanggiu, Jinan City, Shandong Province, China(Production);No.51, South Gongye Road, Jinan
City, Shandong Province, China(Sale)

Registered Address : Biobase Biodustry Park, Crossing of East Jingshi Road and Mingbu Road, Mingshui Economic
Development Zone, Zhanggqiu, Jinan City, Shandong Province, China

applicable to

R & D, production and sales of in vitro diagnostic kit(see attachment for details),
biosafety cabinet, medical aerosol absorber, pressure steam sterilizer, blood bank

refrigerator, microbial incubator, blood collection tube & needle, alcohol pad and
automated ELISA processor(within the scope of license qualification)

has been assessed and registered by NQA against the provisions of
ISO 13485: 2016

This registration is subject to the company maintaining a quality management system, to
the above standard, which will be monitored by NQA.

Certified Clients shall aceept regular surveillance assessments, the validity of certificates shall be
maintained for the positive result of audit.

The information of this certificate can be checked on CNCA's website (www.cnca.gov.cn)
SNQA's website : www.snga.com.cn
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Managing Director
Date: 09 July 2018
Valid Until: 09 July 2021
EAC Code: 19

The use of the UKAS Accreditation Mark indicates accreditation in respect of those activities covered by the accreditation certificate number 015 held by NQA.
Nmi:avadingnmdNOACarﬁﬂﬂﬁoanbd.ReghlralionNoOQSSﬂsa.RWOM:WWM.WMM.MMW.W.LUSW.UK
This certificate is the property of NQA and must be returned on request.




Biobase Biodustry (Shandong) Co., Ltd.

Annex |

1. Triglyceride detection kit (enzyme colorimetric method)

2. Low density lipoprotein cholesterol test kit (direct method)

3. High-density lipoprotein cholesterol test kit (direct method)

4. Total cholesterol test kit (enzyme colorimetric method)

5. Creatine kinase isoenzyme detection kit (IFCC recommended method)
6. Total bilirubin test kit (diazo-2,4-dichloroaniline colorimetric method)
7. Alanine aminotransferase detection kit (IFCC recommendation method)
8. Cholinesterase detection kit (butyryl thiocholine method)

9. Glucose detection kit (oxidase method)

10. Chlorine detection kit (mercury thiocyanate colorimetric method)

11. Magnesium detection kit (colorimetric method)

12. Carbon dioxide detection kit (enzymatic method)

13. Inorganic phosphorus detection kit (colorimetric method)

14. Apolipoprotein A1 detection kit (immunotransparency turbidity method)
15. Glucose detection kit (hexose kinase method)

16. Creatinine test kit (enzymatic method)

17. Calcium detection Kit (arsenazo III method)

18. Glycosylated serum protein detection kit (two points method)

19. Lipoprotein (a) detection kit (immunotransparency turbidity method)
20. Total protein detection kit (biuret method)

21. Aspartate aminotransferase detection kit (IFCC recommended method)
22. Alkaline phosphatase test kit (IFCC recommended method)

23. Albumin detection kit (bromocresol green method)

24. Apolipoprotein B detection kit (immunotransparency turbidity method)
25. Urea detection kit (urease-glutamate dehydrogenase method)
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Managing Director
Date: 09 July 2018
Valid Until: 09 July 2021
EAC Code: 19

The use of the UKAS Accreditation Mark indicates accreditation in respect of those activities covered by the accreditation certificate number 015 held by NOA.
NQA is a trading name of NQA Certification Limited, Registration No 09351758. Registered Office: Warwick House, Houghton Hall Park, Houghton Regis, Dunstable, LUS 8ZX, UK.
This certificate is the property of NQA and must be returned on request.
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Biobase Biodustry (Shandong) Co., Ltd.

Annex [l

26. a-amylase detection kit (EPS-G7 method)

27. a-hydroxybutyrate dehydrogenase detection kit (DGKC recommended method)
28. Rheumatoid factor detection kit (immunotransparency turbidity method)
29. Total bile acid detection kit (circulating enzyme method)

30. y-glutamyl transferase detection kit (SZASZ method)

31. Lactate dehydrogenase detection kit (DGKC recommended method)

32. Direct bilirubin test kit (diazo-2,4-dichloroaniline colorimetric method)
33. Adenosine deaminase detection kit (enzymatic method)

34. Creatine kinase test kit (IFCC recommended method)

35. Creatinine test kit (bitter acid method)

36. Urine microalbumin detection kit (immunotransparency turbidity method)
37. Uric acid detection kit (TBHBA method)

38. Total cholesterol test kit (oxidase method)

39. Sodium detection kit (enzymatic method)

40. Potassium detection kit (enzymatic method)

41, Serum iron detection kit (pyrazine method)

42, Zinc test kit (colorimetric method)

43, Copper detection kit (colorimetric method)

44. 5'-ribonucleotide hydrolase detection kit (colorimetric method)

45. Monoamine oxidase detection kit (colorimetric method)

46. Alpha-fetoprotein detection kit (immunoturbidimetry)

47. Ammonia detection Kit (glutamate dehydrogenase two-point method)
48. Leucine aminopeptidase detection kit (colorimetric method)

49. Cystatin C detection kit (immunoturbidimetry)

50. B2-microglobulin detection kit (latex enhanced immunoturbidimetry)

/7 c’&nﬂ‘@ Certificate Number 45014

Managing Director

Date: 09 July 2018
Valid Until: 09 July 2021
EAC Code: 19

UKAS

MANAGEMENT
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The use of the UKAS Accreditation Mark indicates accreditation in respect of those activities covered by the accreditation certificate number 015 held by NQA.
NQA is a trading name of NQA Certification Limited, Registration No 09351758, Registered Office: Warwick House, Houghton Hall Park, Hough Regis, Dunstable, LUS 52X, UK.
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Biobase Biodustry (Shandong) Co., Ltd.

Annex [II

51. N-acetyl-B-D-glucosaminidase detection kit (colorimetric method)

52. Triglyceride detection kit (oxidase method)

53. Homocysteine detection kit (enzymatic method)

54. Apolipoprotein E test kit (immunoturbidimetry)

55. Phospholipid test kit (oxidase method)

56. Glucose detection kit (glucose oxidase method)

57. Glycosylated hemoglobin detection kit (enzymatic method)

58. D3 hydroxybutyric acid detection kit (enzymatic method)

59. Lactic acid test kit (enzyme color method)

60. Myoglobin detection kit (immunoturbidimetry)

61. Angiotensin converting enzyme detection kit (colorimetric method)

62. Lactate dehydrogenase isoenzyme 1 detection kit (lactic acid matrix rate method)
63. Lipase detection kit (enzyme coloring method)

64. Pepsinogen I detection kit (lmmunoturbldmetry)

65. Pepsinogen Il detection kit (imm y)

66. Anti-streptococcus O detection Kit (immunoturbidimetry)

67. High-sensitivity C-reactive protein detection kit (immunoturbidimetry)
68. Pre-albumin detection kit (immunoturbidimetry)

69. Transferrin detection kit (immunoturbidimetry)

70. Glucose-6-phosphate dehydrogenase detection kit (UV rate method)

71. D-dimer detection kit (immunoturbidimetry)

72. Complement C3 detection kit (immunoturbidimetry)

73. Complement C4 detection kit (immunoturbidimetry)

74. Immunoglobulin IgA detection kit (immunoturbidimetry)
75. Immunoglobulin IgG detection kit (immunoturbidimetry)

/)752;7»6‘@ Certificate Number 45014

Managing Director

Date: 09 July 2018
Valid Until: 09 July 2021
EAC Code: 19

The use of the UKAS Accreditation Mark indicates accreditation in respect of those aclivities covered by the accreditation certificate number 015 held by NQA.
NQA is a Irading name of NQA Certification Limited, Registration No 09351758, Registered Office: Warwick House, Houghton Hall Park, Houghton Regis, Dunstabie, LUS 5ZX, UK.

This certificate is the property of NQOA and must be returned on request.




Biobase Biodustry (Shandong) Co., Ltd.

Annex [V

76. Immunoglobulin IgM detection kit (immunoturbidimetry)

77. al-acid glycoprotein detection kit (immunoturbidimetry)

78. al-antitrypsin detection kit (immunoturbidimetry)

79. Ethanol detection kit (enzymatic method)

80. Apolipoprotein A2 detection kit (immunoturbidimetry)

81. Apolipoprotein C2 detection kit (immunoturbidimetry)

82. Apolipoprotein C3 detection kit (immunoturbidimetry)

83. Anti-thrombin III detection kit (immunoturbidimetry)

84. B factor detection kit (immunoturbidimetry)

85. C-reactive protein detection kit (immunoturbidimetry)

86. Direct bilirubin detection kit (vanadate oxidation method)

87. Direct bilirubin detection kit (oxidase method)

88. Fibrinogen detection kit (immunoturbidimetry)

89. Ferritin detection kit (latex enhanced immunoturbidimetry)

90. Fiber binding protein detection kit (immunoturbidimetry)

91. Glutamate dehydrogenase detection kit (enzymatic method)

92. Glycyl valine dipeptidyl aminopeptidase detection kit (enzymatic method)
93. Glycosylated hemoglobin detection kit (latex enhanced immunoturbidimetry)
94. Homocysteine detection kit (enzymatic method)

95. Immunoglobulin E detection kit (immunoturbidimetry)

96. Ischemic modified albumin detection kit (colorimetric method)

97. Aspartate aminotransferase mitochondrial isoenzyme detection kit (enzyme inhibition
method)

98. Plasminogen detection kit (immunoturbidimetry)

99. Retinol binding protein detection kit (immunoturbidimetry)

100. Total bilirubin test kit (vanadate oxidation method)
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Biobase Biodustry (Shandong) Co., Ltd.

Annex V

101. Total bilirubin test kit (oxidase method)

102. Troponin I test kit (latex enhanced immunoturbidimetry)

103. Unsaturated iron binding force detection kit (Ferene method)

104. Urine total protein detection kit (colorimetric method)

105. al-microglobulin test kit (latex enhanced immunoturbidimetry)

106. Fibrin and fibrinogen decomposition product determination kit (latex
immunoturbidimetry)

107. Haptoglobin assay kit (immunoturbidimetry)

108. Procalcitonin assay kit (latex immunoturbidimetry)

109. Glycocholic acid assay kit (latex immunoturbidimetry)

110. Free fatty acid determination kit (ACS-PAP method)

111. Glycated albumin assay kit (peroxidase method)

112. a2 macroglobulin determination kit (immunoturbidimetry)

113. Heart-shaped fatty acid binding protein.assay kit (latex immunoturbidimetry)
114. Anti-cyclic citrullinated peptide antibody assay kit (latex immunoturbidimetry)
115. Neutrophil gelatinase-related lipocalin assay kit (latex immunoturbidimetry)
116. Sialic acid assay kit (neuraminidase method)

m&;w% Certificate Number 45014

Managing Director
Date: 09 July 2018
Valid Until: 09 July 2021
EAC Code: 19

5

UKAS

MANAGEMENT
SYSIEMS

The use of the UKAS Accreditation Mark indicates accreditation in respect of those activities covered by the accreditation certificate number 015 held by NQA.
NOA Is a trading name of NQA Certification Limited, Registration No 09351758. Registerad Office: Warwick House, Houghton Hall Park, Houghton Regis, Dunstable, LUS 5ZX, UK.
This certificate is the property of NQA and must be returned on request.




BIOBASE

ADD: No.5l South Gomgve Road Linan. China2s50100
TEL: +86-531-8121080% FAXN Hh-S11-B1219804
E-MAIL: exportiwhbiobase.cn WEBSITE www hiohase cc / www.meihuatrade.com

EC DECLARATION OF CONFORMITY

We, Biobase Biodustry (Shandong) Co., Ltd,
No. 51 South Gongye Road, Jinan City, Shandong Province, P.R. China

herewith declare that the blow mentioned product meets the provisions of the Council Directive
98/79/EC for in vitro medical devices(IVDD). All supporting documention is retained under these
premises and/or the premises of manufacture’s subcontractors.

Product Name: Blood Collection Tube
Model: Plain Tube (2-10ml);
Lithium Heparin Tube ( 6ml);
EDTA Tube (0-0.5ml, 1-5ml);
Fluoride Tube (with grey cap, 1-5ml)
Classification: Others (according to classification rules in 98/79/EC)
Conformity Assessment Rout: Annex Il without section 6
Relevant harmonised standards: see the attachment

This DECLARATION OF CONFORMITY is valid in connection with the release document for the respective serial
of produced devices.
The DECLARATION OF CONFORMITY is only valid in connection with a batch specific Certificate of compliance

for the above products concerned bearing the CE mark.

Company:
Generai Managet:
Document No:




BIOBASE

ADD: No.51 South Gongye Road. Jinan, China2 501040
TEL: +86-531-81219803 FAX: +B6-531-R121Ux04
E-MAILL: export@biobase.cn WEBSITE: www _biobase.cc ' www methuairade com

Attachment

For
the relevant harmonised standards

Standard Title
EN ISO 13485:2016 Medical devices - Quality management systems -
EN ISO 13485:2016/AC:2016 Reauirements for regulatory purposes
EN ISO 14971:2012 Medical devices - Application of risk management to medical
devices
EN ISO 15223-1:2016 Medical devices - Symbols to be used with medical device

labels, labelling and information to be supplied - Part 1:
General requirements

EN ISO 18113-1:2011 In vitro di devices - Information supplied by
art 1: Terms, definitions and

X _/
s WY

g .
EN ISO 18113-3:2011 i itr diagndstic medic ces - Information supplied by
A3 6 e U >
t ufaé;gdr’ér {tab Part 3: In vitro diagnostic
ins S al use

EN 62366:2008 Medical d& Application of usability engineering to
medical devices




REGISTRATION NO. 04716Q10011R0S

CERTIFICATE
OF QUALITY MANAGEMENT SYSTEM

This is to certify that the quality management system of
Clindiag Systems Co., Ltd.

Registered Address: No.29 Zhiyuan Road, Jurong Economic Development
Zone, Jiangsu Province, P.R.China Postcode: 212400
Manufacturing Address: No.29 Zhiyuan Road, Jurong Economic

Development Zone, Jiangsu Province, P.R.China

Has been assessed and conformed to the following standard(s)
GB/T 19001-2008 idt ISO 9001:2008

The certificate is valid for the following scope:

The Design, Development, Production and Service of
Semi-Automatic Biochemistry Analyzer, Coagulometer Analyzer,
Semi-Automatic Electrolyte Analyzer, Semi-Automatic Microplate
Reader, Microplate Washer, Automatic Urine Analyzer And Urine
Test Strips, Fully Automatic Biochemistry Analyzer, Fully
Automatic Hematology Analyzer,

(for export Only)

Date of issue: January 08, 2016
Date of expiry: January 07, 2019

Director:
-~ BEIJING HUA GUANG CERTIFICATION

OF MEDICAL DEVICES CO., LTD.

MANAGEMENT SYSTEM
CNAS C047 -Q

Note:The Certificate Information are available on the official website of Certification and Accreditation Administration of
the Peonle’s Republic of China (www.cnca.eov.cn) or the Website of CMD (www.cmde.com.cn).



REGISTRATION NO. 04716Q10000011

CERTIFICATE OF QUALITY MANAGEMENT

SYSTEM FOR MEDICAL DEVICES

This is to certify that the quality management system of

Clindiag Systems Co., Ltd.

Registered Address: No.29 Zhiyuan Road, Jurong Economic Development
Zone, Jiangsu Province, P.R.China Postcode: 212400
Manufacturing Address: No.29 Zhiyuan Road, Jurong Economic

Development Zone, Jiangsu Province, P.R.China

Has been assessed and conformed to the following standard(s)
YY/T 0287-2003 idt ISO 13485:2003

The certificate is valid for the following scope:

The Design, Development, Production and Service of
Semi-Automatic Biochemistry Analyzer, Coagulometer Analyzer,
Semi-Automatic Electrolyte Analyzer, Semi-Automatic Microplate
Reader, Microplate Washer, Automatic Urine Analyzer And Urine
Test Strips, Fully Automatic Biochemistry Analyzer, Fully
Automatic Hematology Analyzer,

(for export Only)

Date of issue: January 08, 2016
Date of expiry: January 07, 2019

Director:

BEIJING HUA GUANG CERTIFICATION
OF MEDICAL DEVICES CO., LTD.

Note:The Certificate Information are available on the official website of Certification and Accreditation Administration of
the Poanle?’s Renuhblic of China (www enca oov.en) or the Wehgite of CMD (www.cmde.com.cn).
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ZERTIFIKAT m CERTIFICATE

Management Service

CERTIFICATE

_ The Certification Body
of TUV SUD Management Service GmbH

certifies that

OSRAM

Opto Semiconductors

OSRAM Opto Semiconductors GmbH

LeibnizstraRe 4
93055 Regensburg
Germany

has established and applies
a Quality Management System for

Design, development and production of
opto semiconductor wafer,
opto electronic components and displays.

An audit was performed, Report No. 707056398.

Proof has been furnished that the requirements
according to

ISO 9001:2008

are fulfilled.

The certificate is valid in conjunction
with the main certificate from 2016-12-21 until 2018-09-14.

Certificate Registration No.: 12 100 52177/11 TMS.

A R M/
' Akkreditierungsstelle

Product Compliance Management DZM14143:01:03
Munich, 2016-11-25

: (( DAKKS

Deutsche

TOV SUD Management Service GmbH # Zertifizierungsstelle  RidlerstraRe 65 » 80339 Miinchen » Germany T[J'\I®
www. tuev-sued.de/certificate-validity-check
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ZERTIFIKAT m CERTIFICATE

Management Service

CERTIFICATE

_ The Certification Body
of TUV SUD Management Service GmbH

certifies that

OSRAM

Opto Semiconductors

OSRAM Opto Semiconductors (Malaysia) SDN. BHD

Bayan Lepas Free Industrial Zone Phase 1
11900 Bayan Lepas, Penang
Malaysia

has established and applies
a Quality Management System for

Design, development and production of
opto semiconductor wafer,
opto electronic components and displays.

An audit was performed, Report No. 707056398.

Proof has been furnished that the requirements
according to

ISO 9001:2008

are fulfilled.

The certificate is valid in conjunction
with the main certificate from 2016-12-21 until 2018-09-14.

Certificate Registration No.: 12 100 52177/12 TMS.

A R M/
' Akkreditierungsstelle

Product Compliance Management DZM14143:01:03
Munich, 2016-11-25

: (( DAKKS

Deutsche

TOV SUD Management Service GmbH # Zertifizierungsstelle  RidlerstraRe 65 » 80339 Miinchen » Germany T[J'\I®
www. tuev-sued.de/certificate-validity-check
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ZERTIFIKAT m CERTIFICATE

Management Service

CERTIFICATE

_ The Certification Body
of TUV SUD Management Service GmbH

certifies that

OSRAM

Opto Semiconductors

OSRAM Opto Semiconductors, Inc.
Kifer Road 1150
Sunnyvale, California, CA 94086
USA

has established and applies
a Quality Management System for

Sales, marketing, customer service and logistics.

An audit was performed, Report No. 707056398.

Proof has been furnished that the requirements
according to

ISO 9001:2008

are fulfilled.

The certificate is valid in conjunction
with the main certificate from 2016-12-21 until 2018-09-14.

Certificate Registration No.: 12 100 52177/14 TMS.

A R M/
' Akkreditierungsstelle

Product Compliance Management DZM14143:01:03
Munich, 2016-11-25

: (( DAKKS

Deutsche

TOV SUD Management Service GmbH # Zertifizierungsstelle  RidlerstraRe 65 » 80339 Miinchen » Germany TU'\I®
www. tuev-sued.de/certificate-validity-check
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ZERTIFIKAT m CERTIFICATE

Management Service

CERTIFICATE

_ The Certification Body
of TUV SUD Management Service GmbH

certifies that

OSRAM

Opto Semiconductors

OSRAM Opto Semiconductors (China) Co. Ltd.
No. 57, XiQin Rd
Wuxi New District, Jiangsu, P.R. China
Post Code: 214028

Organisation code: 05524191-X

has established and applies
a Quality Management System for

Production of
Opto Semiconductor components and displays.

An audit was performed, Report No. 707056398.

Proof has been furnished that the requirements
according to

ISO 9001:2008

are fulfilled.

The certificate is valid in conjunction
with the main certificate from 2016-12-21 until 2018-09-14.

Certificate Registration No.: 12 100 52177/18 TMS.

Information about this certificate can be inquired at the official website of Certification and
Accreditation Administration of the People’s Republic of China (www.cnca.gov.cn).

A R M/
' Akkreditierungsstelle

Product Compliance Management DZM14143:01:03
Munich, 2016-11-25

: (( DAKKS

Deutsche

TOV SUD Management Service GmbH # Zertifizierungsstelle  RidlerstraRe 65 » 80339 Miinchen » Germany T[J'\I®
www. tuev-sued.de/certificate-validity-check



EU Declaration of Conformity

OSRAM

Document number:

Manufacturer or representative:

Address:

Brand name or trade mark:

Product

type:

Product designation:

2016 / 9C1-3364256-EN-00
OSRAM GmbH

Marcel-Breuer-Str. 6
80807 Miinchen
Germany

OSRAM

Lamp controlgear
QUICKTRONIC

X See attached list

The designated product(s) is (are) in conformity with the relevant Union harmonisation legislation:

X

Low Voltage Directive:

EMC Directive:

2009/125/EC

and amendments
244/2009

and amendments

245/2009
and amendments

1194/2012
and amendments

2011/65/EU
and amendments

1999/5/EC
and amendments

2006/95/EC: Directive of the European Parliament and of the Council of 12 December 2006 on the
harmonisation of the laws of Member States relating to electrical equipment designed for use
within certain voltage limits (until 19.04.2016)

2014/35/EV: Directive of the European Parliament and of the Council of 26 February 2014 on the
harmonisation of the laws of the Member States relating to the making available on the market of
electrical equipment designed for use within certain voltage limits; Official Journal of the EU L96,
29/03/2014, p. 357-374 (from 20.4.2016)

2004/108/EC: Directive of the European Parliament and of the Council of 15 September 2004 on
the approximation of the laws of the Member States relating to electromagnetic compatibility
(until 19.04.2016)

2014/30/EU: Directive of the European Parliament and of the Council of 26 February 2014 on the
harmonisation of the laws of the Member States relating to electromagnetic compatibility; Official
Journal of the EU L96, 29/03/2014, p. 79-106 (from 20.4.2016)

Directive of the European Parliament and of the Council of 21 October 2009 establishing a
framework for the setting of ecodesign requirements for energy-related products

Commission Regulation (EC) implementing Directive 2005/32/EC of the European Parliament and
of the Council with regard to ecodesign requirements for non-directional household lamps

Commission Regulation (EC) implementing Directive 2005/32/EC of the European Parliament and
of the Council with regard to ecodesign requirements for fluorescent lamps without integrated
ballast, for high intensity discharge lamps, and for ballasts and luminaires able to operate such
lamps, and repealing Directive 2000/55/EC of the European Parliament and of the Council

Commission Regulation (EU) No 1194/2012 of 12 December 2012 implementing Directive
2009/125/EC of the European Parliament and of the Council with regard to ecodesign
requirements for directional lamps, light emitting diode lamps and related equipment

Directive of the European Parliament and of the Council of 8 June 2011 on the restriction of the
use of certain hazardous substances in electrical and electronic equipment; Official Journal of
the EU L174, 1/07/2011, p. 88-110

Directive of the European Parliament and of the Council of @ March 1999 on radio equipment and
telecommunications terminal equipment and the mutual recognition of their conformity

Last two digits of the year in which the CE marking was affixed: 16

Place and date of signatures: Miinchen, 20.04.2016

Signatures: /@- Je’f@/ C G-

uallty Management

Names:

EHS LA

emhar

Mr. Alwin Veser

Quality Assurance

Mr. Bernhard Schemmel

Customer service contact: OSRAM GmbH, Steineme Furt 62, 86167 Augsburg, Deutschland

This declaration of conformity is issued under the sole responsibility of the manufacturer or representative. It certifies
compliance with the indicated Directives, but implies no warranty of properties.

1051 04/2016

1/4

#PLP (V)

#715 #D.BIECHL

#ECL #CE declaration QUICKTRONIC

#2016-04-20 #

#RL-Released

9C1 3364256-EN-00



EU Declaration of Conformity
Annex
Document number: 2016 / 9C1-3364256-EN-00

The conformity of the designated product(s) with the provisions of the European Low Voltage
Directive is given by the compliance with the following European Standard(s) or other
specifications. If not elsewhere/otherwise indicated the edition/amendment as referenced below
applies.

X EN61347-1: Lamp controlgear — Part 1: General and safety requirements
2008 + A1:2011 + A2:2013

K EN61347-2-3: Lamp controlgear — Part 2-3: Particular requirements for a. c. and/or d. c.
2011 + Corr. 2011 supplied electronic ballasts for fluorescent lamps

The conformity of the designated product(s) with the provisions of the European EMC Directive is
given by the compliance with the following European Standard(s) or other specifications. If not
elsewhere/otherwise indicated the edition/amendment as referenced below applies.

X EN55015: Limits and methods of measurement of radio disturbance characteristics of
2013 electrical lighting and similar equipment
] EN 61000-3-2: Electromagnetic compatibility (EMC) — Part 3-2: Limits — Limits for harmonic
2014 current emissions (equipment input current < 16 A per phase)
X] EN 61000-3-3: Electromagnetic compatibility (EMC) — Part 3-3: Limits — Limitation of voltage
2013 changes, voltage fluctuations and flicker in public low voltage supply systems, for
equipment with rated current < 16 A per phase and not subjected to conditional
connection
X  EN 61547: Equipment for general lighting purposes — EMC immunity requirements
2009

The conformity of the designated product(s) with the provisions of the European Directive
2009/125/EC is given by the compliance with the following European Standard(s). If not
elsewhere/otherwise indicated the edition/amendment as referenced below applies.

XI EN 62442-1: 2011 Energy performance of lamp controlgear - Part 1: Controlgear for fluorescent
lamps - Method of measurement to determine the total input power of controlgear
circuits and the efficiency of the controlgear

The conformity of the designated product(s) with the provisions of the European Directive
2011/65/EU is given by the compliance with the following European Standard(s) or other
specifications. If not elsewhere/otherwise indicated the edition/amendment as referenced below
applies.

[0 EN50581: 2012 Technical documentation for the assessment of electrical and electronic products
with respect to the restriction of hazardous substances

X internal report

2/4
1051 04/2016
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#RL-Released
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EU Declaration of Conformity

Attached list

Document number:

2016 / 9C1-3364256-EN-00

QTi 1x14/24/21/39 GlI

QTi 1x28/54/35/49 GlI

QTi 2x14/24/21/39 GlI

QTi 2x28/54/35/49 GlI

QTi 1x/35/49/80 GlI

QTi 2x35/49/80 GlI

QTP5 1x49

QTP5 1x80

QTP5 1x14-35

QTP5 2x14-35

QTPS5 2x49

QTPS 3x14, 4x14

QTP-DL 1x18-24
QTP-DL 1x36-40
QTP-DL 2x18-24
QTP-DL 2x36-40
QTP-DL 1x55 Gl
QTP-DL 2x55 Gll
QTP-D/E 1x10-13

QTP-D/E 2x10-13

1051 04/2016

QTP-OPTIMAL 1x18-40
QTP-OPTIMAL 2x18-40
QTP-OPTIMAL 1x54-58

QTP-OPTIMAL 2x54-58

QTP-FC 1x55

QTP-M 1x26-42

QTP-M 2x26-32

QT-M 2x26-42/220-240 S

QT-FQ 2x80

QTP-T/E 1x26-42, 2x26

QTP-T/E 1x18, 2x18

QT-FIT 5/8 1x18-39
QT-FIT 5/8 2x18-39
QT-FIT 5/8 1x54-58

QT-FIT 5/8 2x54-58

34

#PLP (V)

#715 #D.BIECHL

#ECL #CE declaration QUICKTRONIC

#2016-04-20 #

#RL-Released

9C1 3364256-EN-00



Declaration of Conformity
Attached list

Document number: 2016/ 9C1-3364256-EN-00

QT-FIT5 1x14-35
QT-FIT5 2x14-35
QT-FITS5 3x14, 4x14
QT-FIT5 1x49

QT-FIT5 2x49

QT-ECO 1x4-16/220-240 S
QT-ECO 1x4-16/220-240 L
QT-ECO 1x18-21/220-240 S
QT-ECO 2x5-11/220-240 S
QT-ECO 1x18-24/220-240 S
QT-ECO 1x18-24/220-240 L

QT-ECO 1x26/220-240 S

QT-COMBI 1x36/220-240
QT-COMBI 1x58/220-240
QT-ECO 1x18-24/220-240 LI

QT-ECO 1x4-16/220-240 LI

1051 04/2016

QT-FIT8 1x18
QT-FIT8 1x36
QT-FIT8 1x58-70
QT-FIT8 2x18
QT-FIT8 2x36
QT-FIT8 3x18, 4x18
QT-FIT8 3x36
QT-FIT8 2x58

QT-FIT8 2x58-70

QT ENDURA 70-100/120-240 S

QT ENDURA 100-150/120-240 S

4/4

#PLP (V)

#715 #D.BIECHL

#ECL #CE declaration QUICKTRONIC

#2016-04-20 #

#RL-Released

9C1 3364256-EN-00
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