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Director al sucursalei

Director financiar al sucursalei

Digitally signed by Poiata Vitalie
Date: 2020.02.13 15:06:03 EET
Reason: MoldSign Signature
Location: Moldova

&£ _ BC MOLDINDCONBANK" S.A.

Sucursala , Invest”

S.A

Republica Moldova, MD-2068 Pecny6nuka Mongosa, MD-20638
mun. Chisindu bd. Moscovei, 14/1 Data /j ‘5?4‘" zf)é?j‘-? MyH. Kuwiunay, 6yn. Mockosein, 14/1
Tel.: (373 22) 43-46-07, 43-46-24 Ten.: (373 22) 43-46-07, 43-46-24
Fax: (373 22) 43-44-22 Nr. &7 5 - "47 "‘? ‘:{ 3'9 ®axc: (373 22) 43-44-22

Beneficiar: I.M.S.P. CENTRUL MEDICILOR DE FAMILIE MUNICIPAL BALTI
c/f 1003602150710
MD-3100, mun. Bilti, str. Decebal 101 "V"

Garantie bancara

BC ,Moldindconbank” S.A., sucursala Invest, cu adresa juridicd mun. Chigindu, bd. Moscova, 14/1 a fost
informata c& ,BioSistem MLD” S.R.L., cu adresa juridica str. Albisoara, 16/1, ap. 7, mun. Chisindu, Republica
Moldova, IDNO 1010600028048 (numit in continuare ,,Ofertant”) urmeazé sé inainteze oferta catre Dvs. pana la
data de 17.01.2020 (numit& in continuare ,,ofertd”) pentru ,reagenti si consumabile de laborator pentru anul
2020, conform licitatiei nr. ocds-b3wdp1-MD-1580473123996 din 13.02.2020.
La cererea Ofertantului, noi, BC ,Moldindconbank” S.A., sucursala Invest, cu adresa juridica mun. Chiginau, bd.
Moscova, 14/1, IDNO 1002600028096 in persoana directorului dl Denis Cebanu, care activeaza in baza procurii,
denumita in continuare ,,GARANT”, prin prezenta, ne angajdm in mod irevocabil s& va platim orice suma sau
sume ce nu depasesc in total suma de 1000 MDL (una mie lei 00 bani), la primirea de catre noi a primei solicitari
din partea Dvs. in scris, insotite de o declaratie in care se specifica faptul ca Ofertantul incalca una sau mai multe
dintre obligatiile sale referitor la conditiile ofertei, i anume:
a) si-a retras oferta in timpul perloadel valabilitdtii ofertei sau a modifi cat oferta dupa expirarea
termenului-limitd de depunere a ofertelor; sau
b) fiind anuntat de catre autoritatea contractantd, in perioada de valabilitate a ofertei, despre
adjudecarea contractului: (i) esueaza sau refuza sa semneze formularul contractului; sau (ii) esueaza sau
refuza sa prezinte garantia de buna executie, dacé se cere conform conditiilor licitatiei, ori nu a executat
vreo conditie specificata in documentele de atribuire, inainte de semnarea contractului de achizitie.
- Aceasta garantie va expira in cazul in care Ofertantul devine castigator, la primirea de catre noi a copiei Instiintarii
eltie gliberatd catre Dvs. la solicitarea

Ofertantului.

. Prezenta garantie este valabila pana la data de 01.04.2020 inclusiv.
. Prin urmare, orice cerere sau plata in conformitate cu aceasta garantie tre
pana la data respectiva inclusiv.
. Prezenta garantie se elibereaza in original Ordonatorului sp

Buie receptionaté de cétre noi la oficiu

misa in original Beneficiarului.

Denis Cebanu

=/ Maria Stegarescu-Viscovschii

Confidential - MICB
Atentie! Se interzice definerea, sustragerea, alterarea, multiplicarea, distrugerea sau folosirea acestui document fira a dispune de drept de acces autorizat!



REPUBLICA MOLDOVA

LICENTA

[ LSerfa AMMIL £ e 20 Nr. 044322

‘1

'Denumirea autorititii de licentiere Camera de Licentiere

Denumirea, forma juridici de organizare, sediul Societatea cu Raspundere Limitata®
(adresa juridicd) a titularului de licentd "BIOSISTEM MLD" '

— Data gi numdrul certificatului de - _ :
. inregistrare de stat a titularului de licentd 12.08.2010 MD 0101250

Numdrul de inregistrare

a intreprinderii sau IDNO 1010600028048

Codul fiscal

Genul de activitate, integral sau partial, - * Importul, comercializarea, asistenta tehnig
pentru a carui desfasurare se elibereazd licenta si reparatia dispozitivelor medicale *

) Data eliberarii licentei 4 octombrie 2010
. jeReperfectatd: 1)19.10.2012;2)14.05.2014

‘Valabild pind la 4 octombrie 2015

| Prelungita pina la: 03.10.2020

Semnitura conducitorului Dlrector Camerel de Licentrere
autoritdtii de licentiere S

-l




BC “MOLDINDCONBANK” S.A.
Filiala “Invest”

Republica Moldova, MD-2068 Pecriybmmka Monaosa, MD-2068
mun. Chisiniu, bd. Moscovei, 14/1 Data 1 4 1AN. 2016 myH. Kumuiy, Gy, Mockoseit, 14/1
Tel. : (373-22) 43-44-81, 43-46-24 / / 7 Ten. : (373-22) 43-44-81, 43-46-24
Fax :(373-22) 43-44-22 Nr. ﬂ ? p£ - / _‘7 "‘! 2 . daxc : (373-22) 43-44-22
cod: MOLDMD2X329 g koa: MOLDMD2X329

Filiala ,Invest” BC ,,Moldindconbank” SA confirmé existenta contului curent
in moneda nationala al “BIOSISTEM MLD” S.R.L. (c¢/f 1010600028048), cu
IBAN MD95ML000000002251429243.

Codul bancii MOLDMD2X329.

Director J&//{ Nina Turcan

? thgw.. ‘V?}'f
.g%‘” "lﬂi‘l'vf,, ;‘?&

Nina Balmus

Ex. Diana Brinza
Tel. 43-45-96
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. REPUBLICA ¥ MOLDOVA

GERTIFICAT
BE IWREGISTRARE

Societatea cu Rispundere Limitati "BIOSISTEM MLD"
— ESTE INREGISTRATA LA-CAMERA INREGISTRARII DE STAT

Numarul de identificare de stat - codul fiscal
1010600028048

12.08.2010

Data inregistrarii

12.08.2010
Data eliberarii ==

Svirepova Ludmila, registrator

" Funclia, numele, prenumele persoanei
care a eliberal certificatul

MD 0101250

v g ";, L= = o P =
—— g — AR gl e
= d‘“ ) D @ ‘
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,,CAMERA iINREGISTRARII DE STAT” LS.

Sectia fonduri speciale §i informatii curente

EXTRAS

din Registrul de stat al persoanelor juridice

nr. 14419 din 11.07.2016

Denumirea completi: Societatea cu Rispundere Limitata « BIOSISTEM MLD».
Denumirea prescurtati: «BIOSISTEM MLD» S.R.L.
Forma juridica de organizare: Societate cu Riaspundere Limitata.
Numarul de identificare de stat si codul fiscal: 1010600028048.
Data inregistrarii de stat: 12.08.2010.
Sediul: MD-2001, str. Albisoara, 16/1, ap.(of.) 7, mun. Chisiniu, Republica Moldova.
Modul de constituire: nou creata.
Obiectul principal de activitate:
1 Activitatea farmaceutica;
2 Importul, fabricarea, comercializarea, asistenta tehnici si (sau) reparatia dispozitivelor
medicale §i (sau) a opticii;
3 Acordarea asistentei medicale de catre institutiile medico-sanitare private;
4 Comertul cu ridicata al calculatoarelor, echipamentelor periferice si software-ului;
5 intretinerea §i repararea masinilor de birou si a tehnicii de calcul;
6 Consultatii in domeniul sistemelor de calcul.
Capitalul social: 5400 lei.
Administrator: POIATA VITALIE, IDNP 0983103892591,
Asociati:
1. POIATA VITALIE , IDNP 0983103892591
cota 1803.60 lei, ce constituie 33,4 %
2. NASEDCHIN ALEXANDR , IDNP 2002001070747
cota 1798.20 lei, ce constituie 33,3 %
3. KOJEVNIKOV DMITRII , IDNP 0972305012362
cota 1798.20 lei, ce constituie 33,3 %.

Prezentul extras este eliberat in temeiul art. 34 al Legii nr. 220-XVI din 19 octombrie 2007 privind

inregistrarea de stat a persoanelor juridice §i a intreprinzatorilor individuali si confirma datele din
Registrul de stat la data de: 11.07.2016.

%g/q{};/ A

Specialist principal azari Aliona

tel. 022-266-252

Date cu caracter personal. Detinator: 1.S. ,Camera Inregistrarii de Stat”, NUID (numir de identificare unic) 0000151-001



BIOSISTEM-MLD S.R.L.

¢/f 1010600028048; adresa: or. Chisindu, str. Albisoara 16/1 of.7
tel.+373-22-808-517, +373-22-808719, fax: +373-22-808-519.
Web: www.biosistem-mld.com; e-mail: biosistem.mld@gmail.com

Lista fondatorilor Biosistem-mld SRL

Nr. Nume, Prenume IDNP
1. Vitalie Poiata 0983103892591
2. | Alexandru Nasedchin 2002001070747
3. Dmitrii Kojevnikov 0972305012362




& @ POLSKIE CENTRUM BADAN I CERTYFIKACJI S.A., [5|
7 TLULA3 oo 55 | 22 = |

R GG . -' ey | POLISH CENTRE FOR TESTING AND CERTIFICATION [

21.08.2016
Izmir / Turkey

i [ EC CERTIFICATE No. 1434-1IVDD-56/2016 =
DECLARATION FOR THE ISSUANCE OF QUALITY CERTIFICATES EC Design-Examination H=)
HE Directive 93/79/EC on in vitro diagwostic medical devices

To Whom It May Concern, (=
'. i PCBC certifies that the design documentation relating o in viro diagnostic medical
|

] device, List A:

According to IVD 98/79/EC directive, i

3] HBsAg Test |
FOR ANNEX II LIST A which includes HIV, Hepatitis B and Hepatitis C tests; the Notified Body .f ; Brands: Info®, Toyo®, Rapidan Tester®, Labmen®
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. ] manufactured by:
These have EC Design Examination certificates by the notified body. i

=1 TURKLAR Tibbi Mal. San, Tic. A.S.
FOR ANNEX III which includes all other tests for Professional use; the manufacturer prepares a ke ITOB 10031 Sokak No; 15 Tekeli Menderes
declaration of conformity in a similar way to the general devices. = Izmir, Turkey
For the above mentioned reason, we hereby declare that we provide CE Certificate for only the ¢ [ was examined by PCBC according lo Annex IV p. 4 Directive 98/79/EC I
Hepatitis B, Hepatitis C and HIV tests for Professional use. For the group of other Professional tests; lra) (with subsequent amendments) iransposed into the Polish law and camply with the
it is enough to present a self-Declaration of Conformity to the EU standards. 1= essential requirements of the Directive.

Cordiall I IF
ora 1], This certificate is valid from 2016-08-29 to 2019-08-28 =

TURKLAB TIBBi MALZEMELER SAN TiC A.S [ 1] Date of certificate issue; 2016-08-29
# ] Date of first certificats issue: 2008-08-29

Anna Wyroba
Vice President,of PCBC

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

Application No. 45/2016 L1
TCRKLAB TIBBi MALZEMELER SAN. ve TiC. A.S. Contract No. MD-18/2016 Module H6 ==t

ITOB 10031 Sok. No:15 Menderes — lzmir / Turkey  TEL: +90 232 376 80-81 FAX: +90 232 376 80 40
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CERTIFICATE

No. J-2670/2/2018

This is to certify that:

TURKLAB TIBBI MALZ. SAN. VE TIC. A.S.

Sasali Merkez Mh. Doga Dostlari Sitesi 131 Sk. No: 2/5
35621 Cigli, Izmir, Turkey
Factory: ITOB 10031 Sk. No: 15 Menderes / izmir - Turkey

is in conformance with

EN ISO 9001:2015

in the Following scope of activities:

design, development, manufacturing, Final control
and distribution of in vitro diagnostic medical devices
intended for self-testing and professional use,
ECG electrodes and antibiotic susceptibility discs

The audit carried out by the Polish Centre For Testing and Certification has afforded evidence of the above.

This Certificate shall remain valid provided that above standard are respected by the Organization.

This certificate is valid:

from 24.08.2018 te 21.12.2020

PARTNER OF
———

Anna Wyrob%, M.Sc.
Vice President

Polish Centre for Testing and Certification 23a ktobucka Strest, 02-699 Warsaw Poland, phone +48 22 46 45 200, e-mail:pcbc@pcbe.gov.pl

o ATE AT CENTTCATTN i T

AC 019
amMs



Certificate No. J-2670/2/2018

Issued under the Contract No. 2897/JM/3/2017
Date of certification decision: 24.08.2018
Bears the PCBC hologram.

Warsaw, 24.08.2018



CERTIFICATE

No. M-56/2/2018

This is to certify that:

TURKLAB TIBBI MALZ. SAN. VE TIC. A.S.

Sasali Merkez Mh. Doga Dostlari Sitesi 131 Sk. No: 2/5

35621 Gigli, izmir, Turkey
Factory: ITOB 10031 Sk. No: 15 Menderes / izmir - Turkey

is in conformance with

EN ISO 13485:2016

in the Following scope of activities:

design, development, manufacturing, final control
and distribution of in vitro diagnostic medical devices
intended for self-testing and professional use,
ECG electrodes and antibiotic susceptibility discs

The audit carried out by the Polish Centre For Testing and Certification has afforded evidence of the above.

This Certificate shall remain valid provided that above standard are respected by the Organization.

This certificate is valid:

from 24.08.2018 to 21.12.2020

PARTNER OF
e e ————— s —
LAt >

Anna Wyroba, M.Sc.
Vice Presjdent

Polish Centre For Testing and Certification 234 kiobucka Street, 02-699 Warsaw Poland, phone +48 22 46 45 200, e-mail:pcbc@pcbe.gov.pl

AC 019
aMs



Certificate No. M -56/2/2018

Issued under the Contract No. 2897/JM/3/2017
Date of certification decision: 24.08.2018
Bears the PCBC hologram.

Warsaw, 24.08.2018



Plaza de la Verneda, 1

° -| L e Poligone Industrial La Llana
é l | d lt Vi ¥ A} 08191 Rubi (Barcelona ) Spain
E ] e a a i years Tel +34 936 995 000 Fax +34 936 994 512
w. ‘ L "\ together info@deltalab.es

www.deltalab.es

"To Whom It May Concern”

Rubi, 7" March 2017

We, DELTALAB, S.L. with address at Plaza de la Verneda, 1, Pol. Ind. "La Llana”, 08191
Rubi (Barcelona), Spain, herewith certify that the company, BIOSISTEM MLD S.R.L,,
with address at STR. ALBISOARA 16/1, AP. 7 CHISINAU, MOLDOVA, is one of our
authorized distributors to promote and sell the products included in our in force
catalogue DELTALAB under the conditions specified there for the tender

ours Sincerely,

Salés and Marketing Director
Deltalab S.L.

Ref : 54/17

DELTALAB, 5.L. Registro Mercontil de Barcelona, Tomo 42.454, Folio 103, Hoja B-310.285 - C.I.F. B-63.905.996




Certificado ES10/81672

The management system of

DELTALAB, S.L.

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

has been assessed and certified as meeting the requirements of

1ISO 9001:2015

Far the followina activities

Design, manufacture and sale of laboratory material for the collection, transport and
conservation of samples for microbiological, molecular biology, haematology,
biochemistry, histology, microscopy and colorimetric analysis.

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

Diseiio, fabricacion y comercializacion de material de laboratorio para la toma,
transporte y conservacion de muestras para anélisis de microbiologia, biologia
molecular, hematologia, bioquimica, histologia, microscopia y coloracién.
Comercializacion 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 certificate is valid from
29 November 2017 until 11 October 2019.
Issue 7. Certified since October 2010.

Este certificado es valido desde
29 de noviembre de 2017 hasta 11 de octubre de 2019.

Edicion 7. Certificado desde octubre de 2010..
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CERTIFICACION
Authorized by N* 05/C-SCo01

Direccién de Certificacion

SGS ICS Ibérica, S.A. (Unipersonal)
ClTrespaderne, 29. 28042 Madrid. Espaiia.
t 34913138115 f 34913138102 www.sgs.com

Page 1 of 1

This document is issued by the Company subject to fts General Conditions of Cerfification
Services accessible at www.sgs.comiterms_and_condifions.him, Attention is drawn to the
limitations of liability, indemnification and jurisdictional issues established therein. The
authenticity of this document may be verified at hiip:/www.sgs.comien/certified-clients-
and-productsicertified-client-directory. Any unauthorized alleration, fargery or falsification
ofthe content or ap| of this document is unfawful and offenders may be
prosecuted to the fullest extent of the law.




Certificate ES10/81671

The management system of

DELTALAB, S.L.

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

has been assessed and cerlified as meeting the requirements of

1ISO 13485:2016
EN ISO 13485:2016

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.

Disefo, fabricacion y comercializacién de productos sanitarios
estériles y no estériles para la toma, transporte y conservacion de
muestras biologicas para analisis clinicos y de IVD.

This certificate is valid from 18 September 2017 until 11 October 2019
and remains valid subject to satisfactory surveillance audits.

Re certification audit due before 10 September 2019

Issue 7. Certified since 12 October 2010

Authorised by

SGS United Kingdom Ltd

Rossmore Business Park Ellesmere Port Cheshire CHB65 3EN UK
t+44 (0)151 350-6666 f-+44 (0)151 350-6600 www.sgs.com

SGS 13485 2016 0417

Page 1 of 1

Gk

UKAS

MANAGEMENT
SYSTEMS

0005

This dacument is issued by the Company subject to s Ganeral Condifions of
Cerfification Services accessihile at waw.sge.comiterms_and_condifons. him.

Attention is drawn to the limitations of kability, ind 1 and Jurisdich

i tablished therein. The authenticity of this may be verified at
hittg: 505 lenioerBfied-chents-and-p fcertiied-cient-directory.

Any unauthorized i, forgery or of the content or appearance
of this is unlawful and off may be p 1 to the fullest

entant of the |aw.




[State seal] Agencia Espaiiola de Medicamentos

i H L ”»
MINISTRY OF  HEALTH, ¥ Productos Sanitarios Declaracion de Conformidad “CE
SOCIAL  SERVICES ~ AND  [Spanish  State  Agency of “CE” Declaration of conformity
EQUALITY Medication and Sanitary Products]

Directiva Productos Sanitarios para el Diagnéstico In Vitro 98/79/CE
In Vitro Diagnostic Medical Devices Directive 38/T9/EC

S/REF DELTALAB, S.L
N/REF: PS/DP/MST PLAZA DE LA VERNEDA, 1 Fabricante [ Manufactursr:~ AQUISEL, s.1.
Date: 01/12/2015 POLIGONO'INDUSTRIAL LA LLANA Diraccion | Address: ‘A2 K 5851 0860 ABRERA [BARCELONA) - SPAIN
Subject: Information to the addressee 081191 RUBI
(BARCELONA) Deciara bajo su responsabilidad que los productos listados debajo, han estado disefados para ka aplicacion
il dated ing inf . h detailed bel de diagnastica rnmwcumplenwmrequlm esencalis gl anexo | del Real Decreto 1662/2000
In response to your erflall ated 24/11/2015 requestmg information on the products detailed bel ow, snala L de Ia Directiva S4THCE sobre produclos Santanios pars
which are included as items for general laboratory use in your company’s catalogue, and after having diagndatico In Vitro,
made the relevant inquiries, I can inform you that: Declarss under thair responsibilty that the produsts listad beiow have besn designed for In Vitro diagrostic
¢ Slides application and fhat they compiy with a0 essenlial requirerents as iaid oul in Amnex | of Real Decreio
«  Uncoated cover slides rm&mmmhmmmsmmtmm of the Directive SSTHEG for In Vitro Diagnostic Medical
¢ Pasteur pipettes [State seal]
. . MINISTRY OF HEALTH, SOCIAL ": contenedores "
* Tips for general purpose pipettes e ‘T'ub-u! AQUISEL": para la recogida de muestras de sangre, variantes
¢ Sample cups and cuvettes SUPPORTING RECORD The “AQUISEL tube™; e s for blood sampling colle el
¢ Spreaders for extensions AGENCIA ESPANOLA DE
¢ Calibrated loops MEDICAMENTOS Y PRODUCTOS *  KIEEDTA 3K janbcoaguiarial  KIEEDTA 3 fanticosguiant
« Petri dishes SANITARIOS KE/EDTA 2K {anticoagulsms] + MIEEDTA 2K (anteoeguiant
o Vials [SPANISH STATE AGENCY OF MEDICATION + ANCICITRATO 3Ma (anticoagadante) * ANC/Tirain 3N fanbooagelant)
AND SANITARY PRODUCTS,
* Caps EXIT 7 + BNCICITRATO SHa (anticoagulante) + GNCTiale 3Na (anbcosgelong
¢ Serological pipettes Registration No: 26082/RG53761 +  LHMapanng L (anscoagulamia) * LHILT Heparin (aniicosguiant
. Cryovial Date; 14/12/2015 09:24:32
ryovials + Liteparing Li - Gal janticcaguiarte) LML Haponin + Gef ferticoaguiant)
.
Ritips . *+  ManoiadoAcstata Ll +Granulos PS actwador jantigicalica)  + lodoAcetale L + Granides scivatar fantighcolli
e Cassettes for biopsy
L . Li+ M A u - © AU + locdadcatate LI +
*  Microtitre plates umuimaam srlbue ikl
¢ E.S.R. system stands S . iy o
¢ Anticoagulants and preservatives in bulk amwsl:;; Ay ¥ Srvanle (ol il
¢ Stains for microbiology. .
+ Ziacio (#in ad + ZEMplY (non G
These products do mnot fall under the scope of Royal Decrees 1591/2009 ) S !
+ i Tubo tratada (para susm) + 2/ Treatment Tubs ffo serm)

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 i Tubo Matedo con Gel SAPAradar (para suen) + & Tratmant Tube with Ssparstor Sef ffor seeum)

Directive 98/79/EC of the European Parliament and of the Council dated 27 October 1998 on in vitro + Zi'Tube irstado con Gelinulos PS {pars suses) + 2 Treatmen] Tubs wilh Granuias B3 ffor serum)
diagnostic medical devices to Spanish legislation, therefore their marketing falls under commercial — T E—" o
legislation, consumer and user protection legislation and any applicable specific legislation. o "
2/ Tubo con acivador + 2/ Tui activator + Saparator Gal (lor sarum|
THE HEAD OF THE DEPARTMENT OF SANITARY PRODUCTS + 2o oon sclkiador  Gednikos P8 e s + 2 Tisbe uelth clalling actvator + Gransles P flr saraim)
[lllegible signature]
M* del Carmen Abad Luna Acgenaries Accaggories
EMAIL [Seal: Spanish State Agency of C/CAMPEZO, 1-EDIFICIO § AR e S, e
i dication and Sanitary Producis] 28022 MADRID b o) sdb g
Page 1/1 TELEPHONE: 91 822 52 61
LAX: 918223289 2 | Abreraa 00 Octubre de 2014 , Abrera 09th October 2014
Dofta 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 w
que antecede es traduccion fiel y completa al inglés de  and complete translation into English of a document g
un documento redactado en espaiiol. written in Spanish. E Firmada/Sigred :
En Salamanca, a 15 de diciembre de 2015 In Madrid, 15 December 2015 i
] NOVA HERNANDEZ =
rerductorg- fﬂfé-"p-’a{-:f Jurada de INGLES AQUISEL, 5L DBEID0 ABRERA { Barcalona | Espads T1: (3} 770 39 00 Fax: (93} 770 3915

Headat

Al deltalab Al deltalab :

DECLARACION DE CONFORMIDAD CE MEDIO DE TRANSPORTE ~ Tube with medi

CE DECLARATION OF CONFORMITY I Directiva S8/78/CE Directiva Productos Sanitarios para Diagnéstico In Vitra,

Transposicion a |3 kegislacién espafola en Real Decreto 1662/2000.
; Directive 98/7HEC in vitro Disgnostic Medical Devicas Diractive.
El fabricante ! The manufacturer Transpasition fo Spanish legisiation in Real Decrato 1662/2000.

Lal | M

DELTALAE 5.L.

Plaza de la Vemeda, 1

Pol, Ind. La Liana

08101 RUBI (BARCELONA) - SPAIN

Declara bapo su responsabilidad que el producta;
Declares under its responsibility that the product:

SISTEMA INVASIVO ESTERIL DE TOMA DE MUESTRAS CON ¥ SIN MEDIO DE
TRANSPORTE MARCA EUROTUBD

INVASIVE STERILE EUROTUEC COLLECTION SWAB FOR SAMPLE COLLECTION WITH
AND WITHOUT TRANSPORT MEDIUM

(Cadigos segon Anexo 1/ Codes in Anmax 1)

Anna Mir
‘Responsable Técnico / Technical Director

Tipo: Sistema invasio esteril de recogida de muestras por contacto directs con el paciente
Type: invasive stenie callection sysiem by direct contact with the patient

Finalidad gida y ransporte de ioldgicas para posteriores andlisis
el

Intended Use: Cofiection and transpont of bisioglcal sampies for iological
analysis

Codigo GMDN | GMDN Codle: 33722

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

ESCOBILLON - Swab

Directiva WCEE Dmnta Productes Sanitanios.
Ti en Real Decreto 1581/2009,

.Dlmcn‘ve mmc M‘ealca-' Devlces Directive,
o o Spanish feg in Real Decreto 1591/2009.
Clasificacitn: Clase lla
Classification: Class lia
INECRMACION ADICIOMAL
[En refesencia @ los escobilones. edte documents liene su spoye en el Cestificsds CE namare 2005 06 (474 CE

1, d& Garantia da Calidad de 13 Proguccion de acuerde can ios Anescs. W y Vil de la Directiva BERMIICEE,
amitido por la Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPE], Organismo Motificade ndmers
a3te

OTHER INFORMATION:
Regansng the swabs, this decumentation & suppcried by the CE Certificate number 2005 06 (474 CF Epieaph 1,
Production Cusaifty Assurance acooeding to Annsaes ' and Vil of Diectve 334 2IEEC issuBd by the Agencia Espafiola

¥ (RENIS), ber 0318




A deltalab

ANEXO 1 - DESCRIPCION DE ARTICULOS
ANNEX 1 - ARTICLES DESCRIPTION

REF DESCRIGION DESCRIFTION
300200 ESCOEILLON MAD_+ALGODON PEELMY SWAEB "W PEEL/ WOOD+COTTON
00201 ESCOBILLON PS+ALGODON PEELM SWAB IW PEEL/ PS+COTTON
300202 ESCOBILLON PS+VISCOSA PEELM SWAEB 1\W PEELM PS+VISCOSE
300203 ESCOBILLON ALU+ALGODON PEEL SWAB IW PEEL ALUN+COTTON
300210 ESCOBILLONMAD+ALGODBZPEEL  SWAB B2 PEELIZ WOOD+GOTTON
300260 ESCOBILLONMAD+ALGODONTUBG  SWASIN TUBE WOODCOTTON
300261 ESCOSILLON ALU +ALGODON TUSO SWAB IN TUBE ALUM+COTTON
300252 ESCOBILLON PS+ISCOSA TUBD SWAB IN TUBE PS+VISCOSE
300253 ESCOBILLON ALU *VISCOSA TUBO SWAB IN TUBE ALUM+VISCOSE
300254 ESCALUMTRENZADC+VISCOSATUSO  SWAB TWISTED ALUMISCOSE TUBE
300258 ESCOBILLON MAD +VISCOSA TUBD SWAE IN TUBE WOOD+VISCOSE
300281 ESCOBILLON PS+ALGODON TUBO SWAB IN TUBE PP+COTTON
300263 ERCORLLOH {roinsies SWAB 13X185MM PS WIPOLYESTER
300280 CARY BLAIR MADERA+ALGODON  GARY BLAIR SWAB WOQDCOTTON
a0028t AMIES ALUMINID-\VISCOSA AMIES SWAB ALUMINIUMS\ISCOSE
300284 AMIES LIQUIDO PS-VISCOSA * AMIES SWAB LIQUID PS+VISCOSE
300285 AMIES CARBON PS#VISCOSA  AMIES<CHARCOAL SWAB PS+VISCOSE
300287 AMIES PS+VISCOSA AMIES SWAB PS+VISCOSE
200280 STUART MADERA+ALGODON STUART SWAB WOOD+COTTON
300281 STUART ALUMINIO+ALGODON STUART SWAB ALUM+COTTON
300282 STUART ALUMIN.TRENZADD-VISCOSA  STUART SWAS TWISTED ALU +VISC
an02od VIRUSE ALUMINIO + POLIESTER VIRUS SWAB ALUMINIUM POLYESTER
300285 STUART 13X155MM PS CVISCOSA STUART 13X185MM PS WVISCOSE
300266 H. VIRUS ALUM. ALGODON SWAB FOR VIRUS WIRE+COTTON TIP
300287 VIRUS PS+POLIESTER VIRUS SWAB PS POLYESTER
300288 CHLAMYDIA PS+FOLIESTER CHLAMYDIA SWAB PS+POLYESTER
310200 ESCOBILLON MAD. +ALGODON FLOW WOOD+COTTON SWAB FLOW
310202 ESCOEILLON PS+VISCOSA FLOW PS+VISCOSE SWAB FLOW

Il deltalab

REF DESCRIPCION DESCRIPTION
3002111  ESCOBILLON PS+ALG. PACK PEELS2 SWAR B2 PS+COTTON PEELR
300212.1 ESCOBILLON PS+VISSOSA PEELS SWAB PEELIZ PS+VISCOSE
3002501 ESCOBILLON MAD.+ALGOD. PUROTU  SWAB IN TUBE WOOD+PURE COTTON
ID0250M  ESCOBILLON MAD. +ALGODON TUBG SWAS IN TUBE WOOD=COTTON
300251.M ESGOBILLON PS+ALGODON TUBO SUWWAB IN TUBE PS+COTTON
300258 B ESCOBILLON PE;EE”ESTE‘ PEEL  s\wAB PS+POLIESTER INDWRAPPED
0280 2 CARY BLAIR PS+VISCOSA CARY BLAIR SWAB PS+VISCOSE
30028111 ESC AMIES+CAREON ALUMVISCOSA G e S
3002817 AMIES ALUMINIO TRENZADG+ VISCOS  AMIES SWAB TWIST WIREISCOSE
300281TC  AMIES=CARBON ALUTRENZADG+ VISC  AMIESsCHARCOAL TWIS WIRESVISCO
300285 M AMIES CARBOM PS VISCOSA 5x100 AMIES CHARCOAL PS RAYON BX100
300287.5 AMIES PS VISCOSA CAJAS 8x100 AMIES PS VISCOSE CASES 6X100
200287.A ESCOB AMIES PS+VISCOSA AMIES SWAB PS+VISCOSE
300265C STUART CARBON PS+ VISCOSA  STUART+CHARCOAL SWAB PS+VISCOS
3102531 ESCOB. ALUM=VISCOSA FLOW ALUN#VISCOSE SWAE FLOW
3102111 ESCOBILLON PS+ALGODON 872 FLOW PS+COTTON SWAB Bi2 FLOW
300250.MY ESCOBILLON MAD +ALGODON TUBD SWAE IN TUBE VWWOOD+COTTON
30021110  ESCOBILLON PS+ALG. PACK PEELITO SWAE PS+COTTON PEELAO
002614V ESCOBILLON PS+ALGODON TUBO SWAE IN TUBE BS=COTTON

R, 14

AL deltalab

‘ DECLARACION DE CONFORMIDAD CE
CE DECLARATION OF CONFORMITY

El faoncants | The manufaciurer

DELTALAE S.L.

Plaza de la Verneda, n® 1

Pol. Ind, La Liana

08191 Rubi (Barcelona) - Espafia

Declara bajo su responsabilided que & products;
Deciares under is responsibiity that the product:

SISTEMA INVASIVO ESTERIL, CON PUNTA ABSORBENTE, PARA TOMA DE
MUESTRAS CON ¥ SIN MEDIO DE TRANSPORTE.

INVASIVE STERILE COLLECTION SWAB, WITH ABSORBENT TIPPED, FOR SAMPLE
COLLECTION WITH AND WITHOUT TRANSPORT MEDIUM

(Codiges seqin Anexa 1/ Codes i Anrex 1)

Tipo: Escobdion estél con pumta Dente para la ida de

Type: Absorbent tioped sterile swab for samples colisction,

Finalidad Prevista. Recogida y de iolégicas para p andlisis
micrabiolégicas

Intended Lise: Collection and tran sport of bi samples for o

analysis
Codigo GMDN | GMDN Code: 33722

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

ESCOBILLON - Swab

Dlﬂclin WJ\ZICEE Dndwa Productos Sanitenios.
@n Real Doﬁmb 4551/2008.
Dkec:n‘v! MZ‘E‘CC M&O‘IC&' Dewms Drirective.

iticwr to Spanish legislation in Real Decreto 1597/2009.

Clasificacion:
Classification:

Clase | Estéril
Class | Sterile

INFORMACION ADICIONAL
En it lag.

&i Cartficade OF niman
Mﬂma-mmmwcmnabmwaxmmmmemnv
punic 3 de i Directiva S342ICEE, emtids por & Agenci Sspafiols 0o Medicamentes y Producios. Sanianos
AREMPE), Organisma Melifeade nimess 0318,

OTHER INFORMATION:

For the swabs. this documantation & suppanied by the CE Cerifieste nurmber 2008 08 0478 GP Bpgragh §,_accoming

0 Annees Vi secion 5 and W section 3 of Directive S3M2EEC Bsued n!memmimmhml&mmr
Protuctos Saniarcs (AEMPS), Notified Body romoer 0318

Directiva 98/79CE Directiva Productos Sanitarios para Diagnéstics In Witro.
Trangposician a Ia legislacion espaficda en Real Decreto 166272000,
Directive S8/TEC in witro Diagnastic Medical Devices Directive.

i o Spanish in Real Decreto 1662/2000.

José Saez 3\ /] /

Anna Mir
Directar Genaral \ ing Direstor

Responsable Técnico / Techmical Dirsctor




Il deltalab

ANEXO 1 - DESCRIPCION DE ARTICULOSIANNEX 1 - ARTICLES DESCRIPTION

REF
300255

303806
304270
304271
304272
304273
304274
304275
304275
304277
304276
304279
304280
304281
304282
304285
304288
304287
304231
304292
304285
304288
304295
304297
304296

304298

DESCRIPCION
ESCOBILLON PS+FLOCK EN TUBD

ESCOB FLOCK ULTRA PEEL P
WVICUM 2ML ESCFLOCK NASOFAR.

100MM
WICUM 1ML ESC FLOCK ESTANDARD
SONN
VICUM 1ML ESC FLOCK URETRAL 80MM
VICUM 30l ESC FLOCK ESTANDARD
10000
WICLIM 3L ESC Fl.OCI( URETRAL
VICUM ZML ESC.FLDCK NASOF ARINGEQ
100%
VICUM 2ML ESC FLOCK URETRAL
L]
VICUM 1ML ESC. FLOCK NASOFARINGED
1008
VICUM 2ML ESC FLOCK ESTANDARD
BOMM

VICUM 2ML ESC FLOCK MINITIP 100MM

CARY BLAIR 2ML EEC FLOCK
ESTANDARD B0MM
AMIES 1ML ESC.FLOCK ESTANDARD
SOMM

AMIES 1ML ESC.FLOCK URETRAL 30MM
AMIES 1ML ESC FLOCK NASOFARINGED
1008481

AMIES 1ML EST FLOCK MINITIP 100MM
AMIES 2ML ESC.FLOCK ESTANDARD
SOMM
WIRUS 1ML ESC.FLOCK ESTANDARD
SOKIM

VIRUS 1ML ESC FLOCK URETRAL S0MM
WIRUS 30L ESC.FLOCK ESTANDARD
1008

VIRUS 3ML ESC FLOCK URETRAL 100MM
VIRUS 3ML ESC FLOCK NASDFARINGED
100MM
VIRUS 1ML ESC FLOCK NASOFARINGEQ
100MM
VIRUS 2ML ESC FLOCK NASOFARINGEQ
2X100MM

WIRUS 2ML ESC.FLOCK NASOF + 5T
100/E0MM

DESCRIPTION
SWAB | TUBE PS + FLOCK
FLOCKED SWAE PE STAND NO/BP
PEEL P,
VICUM ZML H_OCKED SWAB
NASOPH.

VICUM 1ML FLOCKED suma STANDARD
VICUM 1ML FLOCKED SWAB URETRAL
E0MM
VICUM 3ML FLOCKED SWAB STANDARD
G0N
VICLM 3ML FLOCKED SWAB URETRAL
J00MM
UJCUMM r—LOCKED SWan

DOMM
WCUM ZMI. FL CICKED SWAB URETRAL
FO0MM
VICUM 1ML FLOCKED SWAS
NASOPH. T00MM
WOUM 2ML FLOCKED SWAB STANDARD
VICUM 2ML FLOCKED SWAE MINITIE
10GMM
CARY BLAIR 2ML FLOCKED SWAB
STANDARD BOMM
AMIES 1ML FLOCKED SWAB STANDARD
somMm
AMIES TML FLOCKED SWAB URETRAL
B0MM
AMIES 1ML FLOCKED SWAB NASCPH.
AMIES 1ML FLOCKED SWAB MINITIF
T00MM
AMIES ZML FLOCKED SWAS STANDARD
FOMM
VIRUS 1ML FLOCKED SWAS STAND,
SOMM
VIRUS 1ML FLOCKED SWAB URETRAL
BOMM
VIRUS 3ML FLOCKED SWAB STANDARD
100M
VIRUS 3ML FLOCKED SWAB URETRAL
TOOMM
VIRUS 3ML FLOCK SWAB
NASOPH. 100MM
VIRUS 1ML FLOCK. SWAB
NASOPH.100MM
VIRUS 2ML FLOCK. SWAS NASOPH.
100MM

VIRLS 2ML FLOCK, SWAE NASOPH +
ST, 10Q/80MM

AL deltalab

304288
304212

DESCRIPCION DESCRIPTION
AMIES 1ML 3 ESC FLOCK MRSA AMIES 1ML 3 FLOCKED SWABS MRSA
LIM BROTH 2ML ESC FLOCK LIM BROTH 2ML FLOCKED SWAS
ESTANDARD BOMM STANDARD 80MM

AL deltalab

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 Sannanos para el Diagnostico “in vitro”.
Trar icion a la legi ! 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.

Clasificaciol
Classification:

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

José Saez || Anna Mir
Director General ! Managing Director Responsable Técnico / Technical Director

Fecha / Date: 20/11/2013
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REF
202840
202841
202842
202843
202844
202845
202846
202847
202848
300100
300101
300300
300400
300500
300700
300702
300704
300705
300800
300802
300804
300900
300903
300904
300907
300908
300911
300912

ANEXO 1 — DESCRIPCION DE ARTICULOS
ANNEX 1 — ARTICLES DESCRIPTION

DESCRIPCION DESCRIPTION
FRASCO DE SEGURIDAD 20ML SECURITY CONTAINER 20ML
FRASCO DE SEGURIDAD 40ML SECURITY CONTAINER 40ML
FRASCO DE SEGURIDAD 60ML SECURITY CONTAINER 60ML

FRASCO DE SEGURIDAD 90ML (@48-h75)
FRASCO DE SEGURIDAD 120ML
FRASCO DE SEGURIDAD 250ML
FRASCO DE SEGURIDAD 500ML

FRASCO DE SEGURIDAD 1000ML

FRASCO DE SEGURIDAD 90ML(@53-h68)

TUBO 17 ML PS 16X150 MM

TUBO PS 8ML 16X75MM GRADUADO
C/BORDE

TUBO 4 ML PS 11X70 MM
TUBO 6 ML PS 12X88 MM GRADUADO
TUBO 3 ML PS 11X55 MM
TUBO 13X75 PS
TUBO 13X75 PS TAPADO
TUBO 13X75 PS TAPADO Y ETIQ
TUBO 10 ML PS 16X100 MM
TUBO 5ML PS 12X75 MM GRADUADO
TUBO 12X75 PS + TAPON 305802
TUBO 12X75 PS TAPADO Y ETIQ
TUBO 10ML PS 16X95MM GRADUADO

TUBO 16x95 PS TAPADO

TUBO 10 ML PS 16X95 MM TAPADO
ETIQUETADO

TUBO 16X100 PS TAPADO
TUBO 16X100 PS TAPADO Y ETIQ
TUBO 16X100 PS TAPADO C/308101
TUBO 16X95 PS TAPADO 305002

Fecha / Date: 17/01/2017

Pag. 2/8

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
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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 P's:/ll_sgéc’)\‘z MMTAPADO 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 /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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REF DESCRIPCION DESCRIPTION REF DESCRIPCION DESCRIPTION
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.50ml H80mm 309202.NR FRASCO 30ML PS 30ml 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“TAILQZSE$EE')“OESPATULA 30ML CONTAINER WITH SPOON PS
429901 TR0 CoNC e PN 50ML CONICAL TUBE SKIRT PP 309622.1 FCO.30 CUCH. ETIQ. ESP. B/UNIT. PS S0ML SPOONMABELUNIT 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. /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',ERSEEC?N.?%ML UELARY 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 _?AE;BAUDRS 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

Fecha / Date: 17/01/2017
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REF DESCRIPCION DESCRIPTION
409502G4  FR60 GRAD.S/IROSCAR TAP.SEPARA  CONT.60 GRAD.UNCAPPED SEP.CAP
409507G FRASCO 60ml PP GRAD.T/VERDE 60m CONT.PP GRAD.GREEN CAP
4095114 FR.60ML AZUL CLARO S/ETIQUETA 60ML LIGHT BLUE CONTAINER
4095115  FRGOML AZUL TRANSL. ETIQ BLANC  60ML CONTAINER TRANS.BLUE LBL
409552Y  FRASCO 60ml PP G/ESPATULA T/AM 60m CONTAINER W/SPOON YEL/LID
409552G  FRASCO 60ML PP GRADUADO C/ESPA  60ML CONTAINER W/SPOON GRADUAT
409552.TA  FRASCO 60ML PP CIESPATULAT AZUL  O0ME CONTAINER BRW/SPOON BLUE
4097023 FRASCO 150m PP TAPON BLANCO PP CONTAINER 150m| WHITE CAP
409702.P FRASCO 150ML PP ROSCADO 150ML PP CUPPED CONTAINER
400702PB  FRASCO 150ML PP ROSCADO T.BLA 150ML PP CUPPED CONT. WHITE C.
4097035  FRASCO 150 ML. T/AZUL SIROSCAR  150ML CONT SEPARATED BLUE CAP
409703WC FRASCO 150ML PP SN ROSCAR 150ML PP CONT.SEPAR.CAP WHITE
4097114 FR50ML AZUL CLARO S/ETIQUETA 150ML LIGHT BLUE CONTAINER
4097115  FR50ML AZUL TRANS. ETIQ.BLANC  150ML CONTAINER BLUE TRANSL LB
4098056  FRASCO 50ML PP T/ROJO SEPARADO  50ML PP CONTAINER SEP. RED CAP
4100465  FRASCO T/PREC.50ml H80mm C/500 HINGED LID CONT.50mI H80 C/500
410046A5  FRASCO T/PREC.50ml 500UD AZUL HINGED LID CONT.500U BLUE
410046R5  FRASCO T/PREC.50ml 500UD ROSA HINGED LID CONT.500U PINK
420900E TUBO 12ML PP S/TAPON C/FALDON PP 12ML TUBE W/SKIRT W/OUT CAP
42990025 TUBO CONICO 50mi PP B/25 50mI CONICAL TUBE PP B/25
429900SP  TUBO 50ML PP CONICO SIN ROSCAR 50ML CONICAL TUBE PP SEP.CAP
42990125  TUBO CON.50ml PP C/FALDON B/2 50ml CONICAL TUBE W/SKIRT B/25
429910SP  TUBO 15ml PP CONICO SIN ROSCAR 15mI CONICAL TUBE PP SEP.CAP
429927S/E TUBO CONICO 50ML C/FALDON B/U 50ML CONICAL TUBE SKIRT /W PP
44462903M  ANTI-CHILD BLANCO T/BLANCO 60 CHILDPROOF WHIE CONT.60ML WC
309202.0 FRASCO 30ML PS ST. EO CONTAINER 30ML PS ST.EO
429930 TUBO 50ML PP CONICO IMPRESO B/25  50ML TUBE PP CONICAL PRINT 25/B
429940 TUBO 15 ML PP CONICO IMPRESO 15ML TUBE PP CONICAL PRINTED IN
GRANEL
429945 TUBO 15 ML PP CONICO IMPRESO B/25  15ML TUBE PP CONICAL PRINT 25/8

Fecha / Date: 17/01/2017
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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
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DESCRIPCION DESCRIPTION
TUBO 50 ML PP CONICO IMPRESO C/F  50ML TUBE PP CONICAL PRINT SKIRTED
B/25

TUBE 11X55 PS
TUBE 5ML PS 13X75 CAPPED RED
10ML TUBE PS 16X95 CAPPED RED

TUBO 11X55 PS

TUBO 5ML PS 13X75 TAPADO ROJO
TUBO 10ML PS 16X95 TAPADO ROJO
TUBO 10ML PP 16X95 TAPADO ROJO 10ML TUBE PP 16X95 CAPPED RED
TUBO 10ML PS 16X95 TAPADO NATURAL 10ML TUBE PS 16X95 CAPPED NATURAL

FRASCO VACIO 120ml LOTE IMPRESO VACUUM CONT.120ML CML
FRASCO P/VACIO 120ml B/I C/AN. CUP F/VACUUM 120ml I/B PLAIN/C
TUBE 75X12 PP CAPPED C/BLUE

FRASCO DE SEGURIDAD 120ML TAPADO  SECURITY CONTAINER 120ML CAPPED
CONTAINER 60ML PP W/SPOON GREEN

TUBO 75X12 PP TAPADO T/AZUL

FRASCO 60ML PP C/ESPATULA T/VERDE

CONTAINER 50ML PP C/TAMPER EVID.
UNCOVERED
60ML CONTAINER PP BLUE CAP
UNCOVERED

150ML CONTAINER PP B/50
30ML CONTAINER PS BLUE CAP LABEL

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 SO0ML PP CONICOTIROJO SIN. 50m. CONICAL TUBE PP SEP.CAP RED
TUBO CONICO S0 PP FALDON SIN TUBE 50ML PP SKIRTED SEP. CAP

TUBO 3ML PS 11X55 TAPADO ROJO TUBE 3ML PS 11X55 CAPPED RED

FRASCO 60ML PP C/CUCHARA T/azUL  CONTAINER GOML P2 W/SPOON BLUE
FRASCO SEGURIDAD 60ML T/AZUL

FRASCO DE SEGURIDAD 120ML T/AZUL  SECURITY CONTAINER 120ML BLUE CAP

CONT. 60ML PP RED C. GREY B.

CONICAL TUBE 16X100 PS

CONTAINER 60ML BLUE CAP

FRASCO 60ML PP T/ROJO C/GRIS
TUBO CONICO 12ML PS 16X100 MM

CDCE-14 Rev.13.15

deltalab

DECLARACION l_'.".‘l_E CONFORMIDAD CE |
~ CE DECLARATION OF CONFORMITY |

El fabricante | The mamnufacturer

DELTALAB 5.L.

Plaza de la Verneda, 1

Pal. Inet. La Liansa

08191 RUBI {BARCELONA) — SPAIN

Deckara bajo su responsabilicad que el producto
Declares under its responsibiity thaf the product

TUBOS DE EXTRACCION - CITRATO TAMPONADO

BLOCD CONTAINERS - SODIUN CITRATE
(Codigos segun Anexo 1 ! Codes in Annex 1)

Finalidad Prevista: Recogeda y conservacion ylo transporte, de sangre para analiss yu oira
investigacion (p.ej. para estudios de coagulacidn del plasma)

Intended Use: Colechion and presenvation andior franspart, of Diood for analyals andfr offer
fe.q for plagma coagulation studies)

Codige GMDN ! GMDN Code: 58139

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

Directiva 88/T9/CE: Directiva Productos Sanitanos para el Diagnostico “in vitro®
Transposicion a la legislac paficla en Real Decrelo 186202000
Directive S8FHEC: “if-vitre” Diagnoshics Medical Deuvicas Dirsctive
Transposiion to Spamish legistation in Real Decrato 16622000,

Clasificacion:
Classification:

Anexo 3, Clase: Ciros
Annex 3, Class: Other

N
| Anna Mir
Responsable Técnico | Technical Director

José Sagz
Director ﬁgnsial J Maraging Director

COCE- T R, |

A deltalab

REF
601102
801103
801203
621101
621102

#01103.2
6012031

ANEXO 1 - DESCRIPCION DE ARTICULOS
ANNEX 1 — ARTICLES DESCRIP

DESCRIPCION DESCRIPTION

TUBO CITRATO PP 4 ML CITRATE TUBE 4ML PF
CITRATE TUBE 25ML PP
CITRATE TUBE 3.2% Z.5ML PP
CITRATE TUBE 1ML PIERCEABLE
GITRATE TUBE 1ML PIERCEABLE
CITRATE TUBE 2.5ML WRAPPEDRACK

GITRATE TUBE 3.2% 2.5ML BULK

TUBD CITRATO PP 2.5ML
TUBQ CITRAT TAMP 3,2% PP 2,5ML
TUBO CITRATO 1L PERFORABLE
TUBO CITRATO 2ML PERFORABLE

TUBC CITRATC 2.5ML RETRACTIL
TUBO CITRATO 3.2% 2.5ML GRANEL

GOGEYD A |
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‘ DECLARACION DE CONFORMIDAD CE
CE DECLARATION OF CONFORMITY

El fabricante / The manufacturer.

DELTALAB S.L.

Plaza de la Verneda, 1

Pel. In¢, La Liana

08191 RUBI {(BARCELONA) - SPAIN

Declara bajo su responsabilad que el prodecio:
Declares under its responsibility that the prodact

TUBOS DE EXTRACCION ~ KIEDTA
BLOOD CONTAINERS - KIEDTA
[Codiges segin Anexo |/ Codes in Annex 1)

Finalidad Prevista: Recogida y conservacion yio transporte. de sangre para anaksia yiu otra

investigaciin (por ejemplo, hematologia de sangre como conteo sanguines complato (SCS), v

determinacidn cuantitativa de drogas.

Intended Use: Collechon and preservalion andior franspar of blood for analysis andvor other

invesfigalion [e.g.whole biood hematology swch as compete bicod count (CEC) and
i drug assay deter oS,

Codigo GMDN | GMDN Codle: 58143

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

Directiva $879CE: Directiva Productos Saniarios para el Diagnostco “in vitro®
Transpesician a la legislacion espaficls en Real Decrato 1662/2000
Directive SBTYEC: “in-wilro” Disgnostics Medical Devices Directive.
Transpasition to Spanish legisialion in Real Decreto 1662/2000.

Clasifieacion: Anexn 3, Claze: Otros
Classification: Annax 3, Class: Othar
y
|
José Sag Anna Mir
Director Genesal | Managing Derector Resporsable Técnico § Techmical Diector

b
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ANEXO 1 — DESCRIPCION DE ARTICULOS
ANNEX 1 — ARTICLES DESCRIPTION

REF
601603
601612
601613
601702
611604
621610
621611
621613

601603.2
601702.2

611603.1

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

Pag. 2/2

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

AL deltalab

DECLARACION DE CONFORMIDAD CE
CE DECLARATION OF CONFORMITY

El fabricanta ( The manufacturar

DELTALAB S.L,

Plaza de la Verneda, 1

Pol. Ind, La Llana

08191 RUBI (BARCELONA) — SPAIN

Declara baje su responsabilidad que el produscio:
Declares under its responsibility that the progeet:

TUBOS DE EXTRAGCION - SEROTUB
BLOOD CONTAINERS - SERQTUBE
{Codigos segun Anexc 1/ Codes in Annex 1)

Finalidad Prevista: Recogida y conservacion yio transporte, de sangre para andlisis yiv olra
investigacion (por ejemplo, determinacidn quimica del suero sangulnec).

Intended Use: Callection and preservation ardfor ransport. of blood far analysis anddor athar
Investigalion (e.g. biood senwm chemistry determinations)

Codige GMDN [ GMDN Code: 58136

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

Directiva 88/79/CE: Directiva Productos Sanitarios para el Diagnostico “in wiro”.
Transposicion a la legeslacidn espafola en Real Decrete 16682/2000
Directive 98THEC: “In-vilre” Diagnastics Medical Devices Dirsctive.
Transposition io Spamsh fegistation in Real Decreto 166272000

Clasificacion:
Classification:

Anexo 3, Clase: Clros
Annex 3, Class: Other

. 1 |
Jose Sagk [ Anna Mir
Director Ganera / Managing Dirscior Responsable Técnico / Technical Director
|
V]
|

abo: 2201 COGE-45 Royv, 10

Al deltalab

ANEXO 1 - DESCRIPCION DE ARTICULOS

REF
600200
600400
BOOEN?
BO0EA0
600800
B00a01
20200

G400
B2OE00

DESCRIPCION

TUBO SUERQ PP GML GRANULOS
TUBD SUERD PP 4ML GRANULOS
SERCTUB GLUCOSA PP 4ML
SEROTUB GLUCOSA PP 10ML
TUBO SUERD PP 9ML GEL
TUBD SUERD PP 4ML GEL
TUBO SUERG 2ML PERF GRAMULOS
TUBGC SUERD 10ML PERF GRANULOS
TUBO SUERO 4ML PERF GRANULOS
TUBO SUERO 10ML PERF GEL

SEROTUBE WIGRANULES PP 9ML
SEROTUBE WIGRANULES PP 4ML
SERUM GLUCOSE 4ML GRANULES PP
PP SERUM GLUCOSE 10ML GRANULES
SERUM TUBE W/GEL 9ML PP
SERUM TUBE W/GEL 4ML PP
SERUM TUBE 2ML PIER WIGRANULES
SERUM TUBE 10ML PIER W/GRANULE
SERUM TUBE &ML PIER W/IGRANULES
SERUM TUBE 10ML PIERCEABLE GEL

CRCE-E
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BIOBASE

Biobase Biotech (Jinan) Co.Ltd
No.51 South Gongye Road, Jinan city, China 250100
TEL: +86-531-66777721 FAX: +86-531-81219804
E-MAIL: sales72@biobase.cc WEBSITE: www.biobase.cc

To: Whoever it may concern

Biosistem-mld SRL
Albisoara 16/1 ap.7
Chisinau, R. Moldova

05.10.2018

LETTER OF AUTHORIZATION

We, Biobase Biotech (Jinan) Co.Ltd,

No. 51 South Gongye Road, Jinan City, Shandong province, China. P.O.Box:
250101.

do hereby authorize:

Biosistem-mld SRL with business office at Albisoara 16/1 ap.7 , Chisinau,
Republic of Moldova

to bid offers for medical products on the market of Republic of Moldova and
subsequently negotiate and sign the Contracts against for procurement of medical
products specified in the tenders.

The authorization period is valid one year from issue date and automatically
renewable if no termination letter is issued by either part.
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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, Zhangqiu, 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, Zhanggiu, 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, 10
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

/)’)Qwﬁzj 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 activiies 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 cartificate is the property of NQA and must be retumed 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 Il 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’?&,nﬁ'@ 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 sccreditation in respect of those activities covered by the accreditation certificate number 015 held by NQA
NQA Is a rading name of NQA Cerification Limited, Registration No 09351758, Registered Office: Warwick House, Houghton Hall Park, Houghton Regis, Dunstable, LUS 52X, UK.
This cartificate is the property of NQA 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-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. 2-microglobulin detection kit (latex enhanced immunoturbidimetry)
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/77(&»@'@ Certificate Number 45013
Managing Director
Date: 09 July 2018
Valid Until: 09 July 2021
EAC Code: 13/19

memedmumnwwwmmmmmhmdmmmwmmmmmnmmsmmm
NQA is a trading name of NQA Certification Limited, Registration No 09351758, Registered Office: Warwick House, Houghton Hall Park, Houghton Regis, Dunstable, LU5 52X, UK.
This cerificate is the property of NQA and must be returned on request.
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Biobase Biodustry (Shandong) Co., Ltd.

Annex 11

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 II 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&7,-«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, Regisiration No 08351758, 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 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 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)

ﬂ’h&mﬁg 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. Registered Office: Warwick House, Houghlon Hall Park, Houghton Regis, Dunstable, LUS 5ZX, UK.
This certificate Is the property of NQA and must be retumned 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. a1-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 1mmunoturb1d1metly)
114. Anti-cyclic citrullinated peptide antibody assay kit (latex immunoturt -
115. Neutrophil gelatinase-related lipocalin assay kit (latex Munoturb:dxmetry)
116. Sialic acid assay kit (neuraminidase method)
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77 Q,wﬁ'&_j Certificate Number 45013
Managing Director
Date: 09 July 2018
Valid Until: 09 July 2021
EAC Code: 13/19
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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. Registared Offica: Warwick House, Houghton Hall Park, Houghton Regis, Dunstable, LUS 52X, UK.
This certificate is the property of NQA and must be returned on request.




BIOBASE

ADD: No.51 South Gongye Road, Jinan, China250100
IPE -86-531-81219803 FAX: +B6-531-81219804
E-MALL exporta biobase.cn WEBSITE: www.biobasc.cc / www meihuatrade (om

EC DECLARATICN OF CONFORMITY

We, Biobase Biodustry (Shandong) Co., Ltd,
No. 51 South Gongye Road, Jinan Citv, 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 Needle
Model: 23G
Classification: Others (according to classification rules in 98/79/EC)
Conformity Assessment Rout: Annex |1l without section 6
Relevant harmonised standards: see the attachment

A e,

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.

Signed for and o
Company:




BIOBASE

ADD: Ko 51 Souwth Congve Road. Hinan, China250100
TEL: +86-S31-®12 083 FAax «86-531-81219804

E-MAIL: exportichiobase.cn WEBSITE wuww biobase.ce / www. meihuatrade.com

Attachment

For

the relevant harmonised standards

Standard

Title

EN SO 13485:2016
EN ISO 13485:2016/AC:2016

Medic_e;l devices - Quality management systems -
Requirements for regulatory purposes

EN ISO 14971:2012

Medical devices - Application of risk management to medical
devices

EN ISO 15223-1:2016

used with medical device
pe supplied - Part 1:

labels, | eﬁﬂiﬂ yand Wﬁ

Girementsll V)5

EN ISO 18113-1:2011

- Information supplied by
art 1: Terms, definitions and

In vit c‘@ gr{pst cge;:hc;ﬂi déa
Wi ctur’éﬂ’!ﬁbejﬁn’

Girements ¥

EN ISO 18113-3:2011

In vitro diagnostic medical devices - Information supplied by
the manufacturer (labelling) - Part 3: In vitro diagnostic
instruments for professional use

EN 62366:2008

Medical devices - Application of usability engineering to
medical devices




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, Zhanggiu, 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, 10
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.enca.gov.cn)
SNQA's website : www.snga.com.cn
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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)

1 1. 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 Il 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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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-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 (colorlmetrlc 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)
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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 (lmmunoturbidlmetry)

65. Pepsinogen Il detection kit (immunotur y)

66. Anti-streptococcus O detection Kit (nnmunoturbidnnetry)

67 ngh-sensmvtty C-reacnve pmtem detectmn kit (immunoturbidimetry)

69 Transferrin detemc_m 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)
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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 I1I 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 tmtachondrlal isoenzyme detection kit (mzyme 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 mlmunomrbldnmcny)
114. Anti-cyclic c:tmllmated peptlde mtihnﬂy assay kit (latex immunot Y)
115. Neutrophil gela lipocalin assay kit (latex nmnunoturbtdimetry)
116. Sialic acid assay kit (neuraminidase method) '
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