Digitally signed by Poiata Vitalie
Date: 2019.03.19 16:51:17 IST
Reason: MoldSign Signature
Location: Moldova

 LICENTA

[  SeriaAIMMIL ¢ - == . Nr. 044322

‘1

Denumirea autorititii de licentiere Camera de Licentiere

Denumirea, forma juridicd de organizare, sediul Societatea cu Raspundere Limitata
(adresa juridicd) a titularului de licenta "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, asistenfa tehniga’
pentru a carui desfasurare se elibereazd licenta si reparatia dispozitivelor medicale *

o Data eliberarii licentei 4 octombrie 2010
% yeReperfectatd: 1)19.10.2012:2)14.05.2014
b

Valabila pina la 4 octombrie 2015

- Prelungita pina la: 03.10.2020

Semndtura conducidtorului
autoritdtii de licentiere




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

Republica Moldova, MD-2068 Pecriy6:mxa Mongosa, MD-2068
mun. Chisinau, bd. Moscovei, 14/1 Data 1k 1AN._ 2016 my#. Kumunoy, 6yn. Mockosei, 14/1
Tel. : (373-22) 43-44-81, 43-46-24 / / o Ten. : (373-22) 43-44-81, 43-46-24
Fax : (373-22) 43-44-22 N D30 — S9/43 ®axc : (373-22) 43-44-22
cod: MOLDMD2X329 xox: MOLDMD2X329

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

Codul bancii MOLDMD2X329.

Director J[ﬁd{ Nina Turcan

k\"\r!ﬁ' r ?V;
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I,,.’

Nina Balmus

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

CEBYIFICAY
DE INBEGISTRARE

Societatea cu Rispundere Limitatd "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

* Functia, numele, prenumele persoanei
care a eliberal certificatul

MD 0101250



,CAMERA INREGISTRARII DE STAT” I.s.

Sectia fonduri speciale si informatii curente

EXTRAS

din Registrul de stat al persoanelor juridice

nr. 14419 din 11.07.2016

Denumirea completa: Societatea cu Raspundere Limitatd « BIOSISTEM MLD».
Denumirea prescurtati: «BIOSISTEM MLD» S.R.L.
Forma juridica de organizare: Societate cu Riaspundere Limitata.
Numirul de identificare de stat si codul fiscal: 1010600028048.
Data inregistririi de stat: 12.08.2010.
Sediul: MD-2001, str. Albisoara, 16/1, ap.(of.) 7, mun. Chisinau, Republica Moldova.
Modul de constituire: nou creata.
Obiectul principal de activitate:
1 Activitatea farmaceutica;
2 Importul, fabricarea, comercializarea, asistenta tehnici §i (sau) reparatia dispozitivelor
medicale si (sau) a opticii;
3 Acordarea asistentei medicale de ciitre institutiile medico-sanitare private;
4 Comertul cu ridicata al calculatoarelor, echipamentelor periferice si software-ului;
5 Intretinerea si 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.

%f@zz{(/

Specialist principal azari Aliona

tel. 022-266-252

Date cu caracter personal. Detinator: 1.S. Camera Inregistrérii 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




Data primirii ~ 27.03.2018 13:54:13

Anexe la SNC
“Prezentarea situatiilor

financiare”
Aprobat de Ministerul Finantelor
SITUATIILE FINANCIARE al Republicii Moldova
pentru perioada 01.01.2017 31.12.2017
Entitatea BIOSISTEM MLD SRL
(Denumirea completd)
40717392 1010600028048
(COd CUHO) (COd IDNO)
Sediul: MD__ MD-2001 MUN.CHISINAU; MUN.CHISINAU SEC RISCANI 150
(Cod postal) Raionul (municipiul, UTA); Localitatea Cod CUATM
Albisoara, 16, 1, of.7
strada, nr, bl.
Activitatea principala; Comert cu ridicata al produselor farmaceutice
G4646
Cod CAEM, rev.2
Forma de proprietate: Proprietate privatd 15
Cod CFP
Forma organizatorico-juridica: SOCIETATI CU RASPUNDERE LIMITATA 530
Cod CFOJ
Date de contact: Tel. +37322808719 e-mail biosistem mld@gmail.com
WEB:
Numele $i coordonatele al contabilului-gef: DM (dna) 1+37322808719 Unitatea de mésura: leu
Tel. +37369463619
Anexa 8
Nota informativa privind veniturile si cheltuielile clasificate dupa natura
Perioada de gestiune
Indicatori Cod precedenta curenta
rd.
1 2 3 4
Venituri din vinzari 010 15.623.709 20.497.176
Alte venituri din activitatea operationala 020 500
Venituri din alte activititi 030 368.943 361.872
Total venituri (rd.010 +rd.020 + rd.030) 040 15.992.652 20.859.548
Variatia stocurilor 050
Costul vinzarilor 060 9.960.221 11.372.168
Cheltuieli privind stocurile 070 306.856 118.975
Cheltuieli cu personalul privind remunerarea muncii 080 129.850 169.200
Contributii de asigurin sociale de stat obligatorii s1
prime de asigurare obligatorie de asistentd medicali 090 35.709 46.530
Cheltp}ell cu amortizarea si deprecierea activelor 100 7389 90,494
imobilizate
Alte cheltuieli 110 306.855 548.183
Cheltuieli din alte activititi 120 289.432 558.776
Total cheltuieli (rd.050 +rd.060 +rd.070 +rd.080 +
rd.090 +1rd.100 +rd.110 +rd.120) 130 11.036.312 12.904.326
Profit (pierdere) pini la impozitare (rd.040 — rd.130) 140 4.956.340 7.955.222
Cheltuieli privind impozitul pe venit 150 595.238 959.194
fdrcif;:) gplerdere) net al perioadei de gestiune (rd 140 — 160 4361.102 6.996.028




Anexa 1

BILANTUL
la __31.122017 Nr. Sold la
— ept PASIV Cod
Nr. Sold la rd Inceputul perioadei de gestiune | Sfirsitul perioadei de gestiune
opt ACTIV Cod| 1 > 3 N S
| . ";1 inceputul perioadei de gestiune | Sfirsitul perioa d ei de gestiune 3. | Capital propriu
— = : 2 Capital social si supli 320 5400 5400
1. | Active imobilizate R 330
—— ezerve 33
Imobilizdri necorporale 010 2437 1.787 eaeh g - -
—— - - Corgetii ale rezultacz]or anilar preeedemi 340 X
Iohilizari corporale in ours de excougic 020 —— — -
Torenuri 030 Profit nerepartizat (piordere neacoperitd) al anilar - |350)
MiTToace fixe 0;‘0 195525 903703 precedenti 8.952.137 5.643.627
1 X e Profit net 4 picrdere nerdh al perioadei de gestiun 360) X 6.996.028
Resurse minerale 050 — ——— —
— Profic wtilizat al perioado de pestiong 370 X
Active biologice imobilizate 060 - - ~
Tttt financi . 0 oA el 1070 Alte elemente de capital propriu 380
et inanciare pe termen liny in I’TI!! neali iate Total capital propriu 390
Investitii linangiarg pe termen lunw, in pirti aliliate [080 (td.320+ rd 330 + rd 340 + rd 350 + rd 360 - 1d 370
Investitii imobiliare 090 +1d.380) 8057537 12.645.055
Creante pe termen lung 100 4. | Datorii pe termen lung
Avansuri acordate pe termen lung 110 Credite bancare pe termen lung 400
Alte active imobilizate 120 Imprumuturi pe termen lung 410
Total active ‘m"b']‘z‘“f 130 Diateni pe termen Tung privind leasingu] Ananciar  |420)
(rd.010 + rd.020 + rd.030 + rd.040 + rd.050 + rd.060 IAlte datorii pe termen lung 130
+r1d.070 + rd.080 + rd.090 + rd. 100 + rd. 110 + m 0
rd.120) 197 962 906.490 Total datorii pe termen lung (rd.400 + rd.410 + |44
=) rd.420 + rd.430)
2 |Active circulante "
Material T30 — 5. | Datorii curente
a_ena ‘e — 2329 457 Credite bancare pe termen scurt 450
Active biologice circulante 150 H " - 260
DMricote de mich viloans +i scund duraid 160 49.454 63.968 I uniuluni pe Lenmen el
Ui - ¥ A al &l Datorii comerciale 470] 1.084.518 1.595.609
Productia in curs de exeontie si produsy 170 s — n
Marfur 180 3735575 1003 Datorii fata de partile afiliate 480
G ar ut” o 190 ; f8;>786 — 57’ ;l Avansuri primite curente 490 186.214 7303
canie comerolae 2.303. 3.157.174 Datorii fata de personal 500 7343 15,149
Creante ale partilor afiliate 200; -
A - o " 510 703552 097547 Cyatoni priving asiguranle seciale 51 medicale 510
Cvansun lacl(:r ate lcu.ren e — o 4’973 Datorii fatd de buget 520 318484 39.698
" ——— 3
reante ale bugetulut - - 22202 Venituri anticipate curente 530
Creante ale personalului 230 — — 5
Datorii fata de proprietari 540)
Alte creante curente 240 — —
N - e il - 750 Finanir gi incasin oo destinagic speciald careng {550
A;Jtm{lrur in :a:jltllt si lw comrun cureme — 747829 4.742.040 Provizioane curente 560
1 .e e_e_r_nl?n < ._e nm.nemr — R 370 Alte datorii curente 570 19.762 75.239
et inanciar: cure e in pfrll neall it Total datorii curente 580
Divvestitii linancinng ourents in pirti aliliate 280) (rd.450 + rd.460 + rd 470 + rd 480 + rd 490 + rd.500
Alte active circulante 290 8.004 5373 +1d.510 +rd.520 + rd.530 + rd.540 + rd 550 +
Total active circulante 300 rd.560 + rd.570) 1.616.321 1.762.998
(rd.140 + rd.150 + rd.160 + rd.170 + rd.180 + rd.190 Total pasive (rd.390 + rd 440 + rd.580) 590 10.573.858 14.408.053
+1d.200 + rd.210 + rd.220 + rd.230 + rd.240 +
rd.250 + rd.260 + rd.270 + rd.280 + rd.290) 10.375.896 13.501.563
Total active (rd.130 + rd.300) 310 10.573.858 14.408.053
Anexa 2 Total capital propriu (rd.060 + rd. 100 | rd 160 | | 180 | 8.957.537 11.357.131 7.669.613 12.645.055
SITUATIA DE PROFIT SI PIERDERE rd.170)
dela__0101.2017 pinala__31.12.2017
Perioada de gestiune
Indicatori Cod rd precedentd curentd
1 2 3 4
Venituri din vinzri 010 15.623.709 20497.176 Anexad
Costul vinzrilor 020 9.960.221 11372.168 SITUATIA FLUXURILOR DE NUMERAR
Profit brut (pierdere brutd) (rd.010 - rd.020) 030 5.663.488 9.125.008 dela 01012017 pina la__31.12.2017
Alte venituri din activitatea ionald 040 500
Cheltuicli de distribuire 050 208 202 Perioada de gestiune
Cheltuieli ini e 060 513.937 622.704 Indicatori Cod precedentd curentd
Alte cheltuicli din activitatea i 070 272514 350.476 rd
Rl il uhe et itamza upe alivia, g peersgereodansn 080 1876.829 8152126 ! 2 3 4
+1d.040 — rd.050 — rd.060 — rd.070) Fluxori de numerar din achivitulen spertivnali
;C“'_':‘:"‘." dd"‘ “)"C."':’]“".“"" p':’r“ (pierdere) 090 79511 -196.904 Tncasari din vinzari 010 16.364.220 30,547,593
rofit (pierdere) pind la impozitare < s
(1d.080 + rd.090) 100 4.956.340 7955222 Plati pentru stocuri si servicii procurate 020 18.057.882 1242716
ieli privind i i veni 5952 5 A el asal 4 araane de e e suerlh
Cheltuieli pr.mnd impozitul pe.xeml 110 595.238 959.194 Pl\lllvl..ll[\, gl A organe de g soeald g 030 165.559 205.235
Profit net (pierdere netd) al perioadei de gestiune 120 4361102 6.996.008 medicald
1d.100 - rd.110) o st
¢ Dobinzi platite 040
Plata impozitului pe venit 050 359.402 1.213.720
Anexa 3 Alte incasiri 060 2.173.630
SITUATIA MODIFICARILOR CAPITALULUI PROPRIU Alte plati 070 647.102 20861222
dela__01.01.2017  pinala__31.12.2017 Fluxul net de numerar din activitatea operationali
(rd.010 —rd.020 - rd.030 —rd.040 — rd.050 +rd.060 — 080 -692.095 7.024.700
Nr Sold la inceputul Sold la sfirsitul rd 070)
do Indicatori Cod rd ngj}j’j‘m"“ Majorari Diminuiri “e:c‘_:fﬂj“c"“ Fluxari de numerar din activitates de investilii
1 2 3 4 5 6 7 Ineasdn din vinzarea setivelor imakilizat: 090
1| Capital social si suplimentar Plagi aterente intracilac de sctis o imobilizate 100
Capital social 010 5400 5400 — 0
Capital suplimentar 020 Dobinzi incasate 11
Capital nevarsat 030 0 0 0 0 Dividende incasate 120
Capital neinregistrat 040 Alte incasari (plati) 130
Capital retras 050 [§] Q [§] [§] Fluxul net de numerar din activitatea de investitii 140
Total capital social si suplimentar 060 5400 5.400 (rd.090 —rd.100 + rd.110 +rd. 120 + rd. 130)
5 (Rri/':(\’c 1020 | 1d.030 | 1d.040 + 1d.050) Fluxuri de numerar din activitatea financiari
Capital de rezerva 070 Incasan suly forma de crdity §1 Imprumvtun 150
Rezerve statutare 080 Plagrateeenee rambursarn credinelor s imgramturilor 160
Alie rezerve 090 Dividende plétite 170 1.127.660 3.110.000
Total reserve (1d.070 | 1d.080 | rd.090) 100 — - 150
3| Profit nerepartizat (pierdere neacoperita) Incasari din operatiuni de capital
Corectii ale rezultatelor anilor precedenti 110 Alte incasdri (plati) 190
Profit nerepartizat (pierdere neacoperit) al anilor 120 8952137 1361103 7669613 5643.627 Fluxul net de numerar din activitatea financiari (rd.150
preccdenti —rd 160 —rd 170 + rd 180  rd. 190) 200 -1.127.660 3110000
Profit net (pierdere nets) al perioadei de gestiune 130 X 6.996.028 6.996.028 Fluxul net de numerar total -
Trofit uilzat al perioader dc gestiunc T30 X T 0 T (2 rd 080 + rd. 140 + rd. 200) 210 -1819.755 3914.700
Rezultatul din tranzitia la noile reglementdri contabile| 150 Drilerente du cure s alokar 4oy erabile (neloorabile) 220 79.511 79511
Total profit nerepartizat (pierdere neacoperita) | 160 8952.137 T1.357.131 7.669.613 12.639.655 - . - 3
(1110 + 1d.120 + rd 130 + £ 140 * rd. 150) ;ollj :e numerar IIal i:lve!)u]lul p?rlznlle de gc.suurze 230 2.488.073 747.829
4 | Alte elemente de capital propriu, din care 170 old de numerar la sfirsitul perioadei de gestiune (+ 240 747.829 4742 040
Diferente din reevaluare I rd.210 + rd. 220 + rd.230)
Subventii entitafilor cu proprictate publicd 172




Anexa 6

Date generale 14. Numerar legat—total —_lei.
1. Certificat de inregistrare a entitatii, eliberat de Camera Inregistrarii de Stat o R . R
Numir de inrog MDO101250_ Data inregistri 12082014 Seria MD Numér 0101250 In rindurile, in carc s¢ inscriu sumele de gaj, in toate coloanele
2. Capital social inregistrat de Camera Inregistririi de Stat prin fractie se reflects:
data __12.082010 __suma 5400 lei, inclusiv: @) la numardtor - valoarea de gaj:
b) la numitor — valoarea contabila
1) cota statului lei,
2) cota detindtorilor a cel pufin 20% —— leci.
Modificiri ulterioare:
a) . suma lei, inclusiv cota statului —— ei,
b) ————— . suma Tei, inclusiv cota statulyi ———————————— lei,
Intitdtile, activitatea carora necesitd licentd, indicé
Licenta in vigoare:
D Numar 044322 dotacliberirii ___2010-10-0400:0000
Termen de i 03.10.2020
Tipul de activitate
Organul care a cliberat licen{a
4. Numarul mediu scriptic al personalului in perioada de gestiune 3 persoane. inclusiv pe categorii
1) personal ini i 3 persoane,
2) muncitori persoane,
5. Numdrul personaluluila  31.12.2017 3 persoane.
169.200_ lei.

6. Remunerarea personalului entit 169200
7. Remunerarea membrilor organelor de administrare, de conducere si supraveghere si alte angajamente apirute sau asumate in legiturd

ol et e arwtinbrilon it Tl i lor b i . e Lol ————————————— lei
8. Avansurile si creditele acordate membrilor organelor specificate la pet.7 lei, inclusiv lei.
9. Valoarea activelor imobilizate si circulante, inregistrate in calitate de gaj!
1) valoarcade gaf —— i
2)valoarcacontabila. — lei
10. Mol e inder ordausne kel peresade de scatiowe — unitati.
11 Frolin ner tpeenders e perioudei e eestinm peimnn ik srdinore,
1) profit lei,
2)pierdere ____ Jei
120 D el zoben i pe e & o Sodivari pentio prioch du gestinn
Doplatite — — lei.
2) planificate pentruplata _—__ Jei
13, Valwtd suiet disponilali wesalen i et nativman i o Repabehan Mol ol 849.462 lei.
inclusiv (lei, denumirea si codul valutei):
1) 698537 codul valutei  Euro
2) 150925 codul valutei  US Dollar
-
g 55 _ .
2 5833
Eizil
2372
s Recipisa de primire a raportului
= = = x =
$= 5 5 & & Z .
£33 2 = = - z ID-ul raportului 289272
'E ZE£3 B %
s L2 |® id Tipul rtul RSF1
SEC: ipul raportului
Eg°% Tipul perioadei de raportare Anual
= = = = ) Anul de raportare 2017
=_& & 4 o = = o
33333 - “ b = % Numérul de raportare a perioadei (numr) 10
EE33 5|~ 2 N -
2LEgE Numiirul de raportare a perioadei (text) an
ZEEZZ =
29 L EE
478" Codul statistic al organizatiei 40717392
% = § § Codul fiscal al organizatiei 1010600028048
2 ‘5 3 2 & e} IDNO organizatiei 1010600028048
E23F |o . -
F H % £ Denumirea organizatiei BIOSISTEM MLD SRL
£t g8
72 Statutul raportului Primit la BNS
& o a8 a Data credtii raportului 26.03.2018 11:08:42
® EES 3 <
N § = ; § 5 Data expedierii raportului 27.03.2018 13:54:13
= ZE o
25| I gs Subdiviziunea teritoriala a BNS mun. Chisinau
a szE" L
E o 5< Telefonul subdiviziunii teritoriale a BNS 0-22-739581
o —
= = = 5
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ORDIN DE PLATA NR.: 88 TIP.DOC. 1
DATA EMITERII:19 martie 2019

PLATITI: 3500-00 LEI: Trei Mii Cinci Sute lei 00 ban
i

PLATITOR: (R) "BIOSISTEM CONTUL DE PLATI/CODUL IBAN

MLD" S.R.L. MD95ML000000002251429243

CODUL FISCAL :1010600028048 /

PRESTATORUL PLATITOR CODUL BANCII:
BC"Moldindconbank"S.A. suc."Invest" Chisinau :MOLDMD2X329:
BENEFICIAR (R) Spitalul Cl CONTUL DE PLATI/CODUL IBAN

inic Municipal nr. 1 MD69VI000002251711136MDL

CODUL FISCAL :1003600152673 /

PRESTATORUL BENEFICIAR CODUL BANCITI:
B.C."VICTORIABANK"S.A. :VICBMD2X
DESTINATIA PLATII:Pentru garantia pentru: TIPUL TRANSFERULUT
oferta la licitatia publica nr. ocds-b: NORMAL/URGENT :N:
3wdpl-MD-1549011819632 din 22 martie 201: :
9 .
L.S

CODUL TRANZACTIEI:001:
DATA PRIMIRII:19/03/2019 : SEMNATURILE
DATA EXECUTARIT: : EMITENTULUI
CONDUCATOR:Web "BIOSISTEM MLD" SRL Dlrector
MIIGQQYJKOZIhchAQcCoIIGM]CCB14CAQEXCzAJBgUngMCGgUAMAsGCSqGSIb

DQEHAaCCBEowggRGMIIDLgADAgECAhRNHAABcVycdZVmKkP29AAAAAFXXMAOGCSg:
SIb3DQEBCWUAMCIXIDAeBgNVBAMTFONFULQOxLUNBLUlvbGRpbmRjb251YW5rMB4 :

DTES5MDEyODEWMTY yOFoXDTIxMDEyODEWM] YyOFowfjELMAKGALUEBhMCTUQXGIA :
gNVBAOTEUJpb3Npc3R1bSBNTEQgU1IJMMRIWEAYDVQQLEWkwN kyMDAZMTQxXFzA

(semnatura electronica)
CONTABIL-SEF:Web "BIOSISTEM MLD" SRLContabil
MIIGUgYJKoZIhchAQcCoIIGQzCCB]8CAQEXCzAJBgUngMCGgUAMAsGCSqGSIb
DQEHAaCCBFswggRXMIIDP6ADAGECAhNHAABCVpWe /gMeSmneAAAAAFXWMAOGCSq:
SIb3DQEBCWUAMCIXIDAeBgNVBAMTEFONFULQxLUNBLUlVvbGRpbmRjb251YW5rMB4 :

DTESMDE yODEWMTQwWNFoXDTIxXMDEyODEWM]QwNFowgY4xCzAJBgNVBAYTAkKIEMScC:
QYDVQQOKExS5NZWR1Y29yIFNSTCwgQmlvc21lzdGVtIEIMRCBTUkwxEjJAQBgNVBAS

L.S. (semnatura electronica)



CONDUCATOR:

(semnatura manuala)
CONTABIL-SEF:

(semnatura manuala)
SEMNATURA PRESTATORUL L.S.

MOTIVUL REFUZULUI : L.S.



[State seal] Agencia Espariola 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
SERVICES AND EQUALITY
SUPPORTING RECORD

AGENCIA ESPANOLA DE
MEDICAMENTOS Y PRODUCTOS

¢ Tips for general purpose pipettes
¢ Sample cups and cuvettes

¢ Spreaders for extensions

¢ Calibrated loops

o Petri dishes SANITARIOS
o Vials [SPANISH STATE AGENCY OF MEDICATION
AND SANITARY PRODUCTS]

* Caps EXIT

*  Serological pipettes Registration No: 26082/RG53761

« Cryovial Date; 14/12/2015 09:24:32
ryovials

¢ Ritips

e 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: 91 8225289

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
que antecede es traduccion fiel y completa al inglés de  and complete translation into English of a document
un documento redactado en espaiiol. written in Spanish.

En Salamanca, a 15 de diciembre de 2015 In Madrid, 15 December 2015

NOVA HERNANDEZ
Traductora-intéiprate Jureds de IN LE

[
—_H

Declaracion de Conformidad “CE”
“CE" Declaration of conformity

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

Fabricante / Manufacturer:  AQUISEL, s.1.
Direccian / Address: Autovia A-2 Km 585,1 08630 ABRERA (BARCELONA) - SPAIN

Declara bajo su responsabilidad que los productos stados debajo, han estado disefiados para |a aplicacidn
de tiagnéslmu In Vitro y onmplen todos los requisitos esenciales del anexo | del Real Decreto 1662/2000

alaleg de la Directiva 98/THCE sobre productos sanitarios para
dlsgnds!mu In Witro.

Dwclares under their respansibility that the products listed below have been designed for In Vitro dlegnostic
application amd that they comply with &l essenlial requirements a5 laid oul In Annex | of Real Decroto
166272000 transposition to the Sparish Legisiation of the Directive 8&TSEC for In Vitro Disgnosfic Medical
Devices.

“Tubos AQUISEL"; contenedores para la recogida de muestras de sangre, variantes:

The "AQUISEL fube”: for blood sampli Hlection, kinds:

+  KIEEDTA 3K (anticoaguiants) »  KIEEDTA 3K (anticosgulant

+ KZEEDTA 2K (antcoagulants) +  K2EEDTA 2K fanticosgulant)

+  4NCICITRATO 3Ma {anscoagulants) + ANC/CIrate 3NG (antcoagutant
GNCICITRATO 3Na (anscoagulante) +  GNCACiramm s fantcoaguian)
LH/H=paring L {anticcagulants| +  LHAJ Hoparin (anticoaguiant
LHMeparina Li - Gel {anticoagulanta) * LML Heparin + Gal (andcoaguiant)
Mongiodfcetato Li +Grinuos PS acivador (antigheotlies) - fodbAcetale L + Granulas sefivator (anfiglyeaific

Li+ ¥ . * LML Meparin + lodoAcetats L (snticoaguiant +

mnglmlmon: antighyuitic)
FXFiuansn Na + Oxsisio K (antighcolilico + N Fitaidle -+ K Doadate (nbiglycoltic + snticoaguiant]
anficoaguiante}
ZNVacio {sin Acilivos) + ZEmpy fon addie)

Z Tubo tratado (par swan) & Treatmant Tube (for serum)

z Gal sepanadar Z Trewiment Tubs with Separalar Gal {for serum)
2/ Tubo brabadds con Grénulos PS (pars susi) Z Trestmant Tubo with Granuins P ffor sarum)

2! Tt con Activader de 1 coaguiacion (par suara) * 2 Tubo with clafting activatar (for sarum)

¥ Tubo con activador + Gal saparador (para suern) + I/ Tube with clolfing activador + Separador Gel {for sevur)

Z/ Tubo con sctivador + Granulos PS (para susen) Z/ Tube with claffing actvalor + Granules PS (for serum)
Accesorion Accessortes
CAP-GALET (Funneis for Biood Sampkng)

i,

CAP-GALET (Embudn para mussiras de sangre)

Abrera a 09 Octubre de 2014 , Abrera 09 Octotear 2014

file s TF-LIDLF _1D-2004

AQUAISEL. 5L 08630 ABRERA { Barcelona ) Espaia TI: {83} 770 39 00 Fax (83) 770 3815

Al deltalab

| DECLARACION DE CONFORMIDAD CE
I CE DECLARATION OF CONFORMITY

El fabncante | The manufacturer.

DELTALAB SL.

Plaza de la Verneca. 1

Pol Ind, La Llana

08181 RUBI [BARCELONA) — SPAIN

Dectara bajo su responsabilidad que el producte:
Declares under i5 responsibility that the product:

SISTEMA INVASIVO ESTERIL DE TOMA DE MUESTRAS CON Y SIN MEDIO DE
TRANSPORTE MARCA EUROTUBOD

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

[Codigos segan Anexa 1/ Codes in Annex 1)

Tipo: Sistema invasivo estérd de recogida de musstras por contacto directo con e pacients
Type: invasive stenie collection systemn by direct cartact with the pahent

Finalidad Prevista: Recogida y transporte de iologicas para i analisis
microbiolégicos

Intended Use: Collection and of bit ical samples for

analysis

Codigo GMDN | GMDN Code: 33722

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

ESCOBILLON - Swah

I:lm:ll.u 93/M42ICEE Directiva Productos Sanitanos,

icion a [a lag en Real Decreto 1591/2009.
ﬂlnscﬁw 93M2ECC Medical Devices Diraclive.
Transposition to Spanish legisiation in Real Decreta 1591/2009.

Clasificacion: Clasz lia
Classification: Class lla
INFORMACION ADICIONAL

En referencis 3 jos escobillones. este decumerio 1ene su apoye en o Cenflicado CE numero 2006 08 0aTd CR
Epigrafe 1, de Garantia g Cakidad de |3 Frogucsan e Scueddo con los Anaxos W y VIl oe la Dimciva SMAZICEE,
amitids por ta Agensia Espafics de Medicamentos y Productos Sanianos (AEMPS), Organisma Natificado ndmer
0316

OTHER INFORMATION:

the swabs, this decumentation is supparted by the CE Carifissie number 2005 0F 0474 CP Epagraph 1,
Production Quality Assurance accordng to Annexes V and Vil of Divective S342EEC issued by the Agencia Espafala
g Madicemantos y Productos Santarios |AEMPE), Notified Body number 0318

AL deltalab :

N MEDIO DE TRAMSPORTE — Tube with mt

Directiva 98/79/CE Dlrutm Productes Sanitaries para Daegnﬁsum In Vitre.
T ala en Real Decreto 1662/2000

ﬂlrecuv\e SBTSEC in vitro Diagriostic Medical Devices Directive.

Ti ition fo Sparmish ion it Real Décreto 1662/2000.

_ Anna Mir
'Responsable Técnico / Technical Direcfor




Ll deltalab

ANEXO 1 - DESCRIPCION DE ARTICULOS
ANNEX 1 — ARTICLES DESCRIPTION

300200
300201
300202
300203
300210
300250
300251
300252
300253
300254
300258
300261
300283
300280
300281
Sl0zad
300285
300287
300290
200231
00252
300284
300235
300296
300287
300299
310200
fealvelved

DESCRIPCION
ESCOBILLON MAD. +ALGODON PEELA
ESCOBILLON PS+ALGODON PEEL
ESCOBILLON PS+VISCOSA PEELN
ESCOBILLON ALL+ALGODON PEEL
ESCOBILLON MAD. +ALGOD B/2 PEEL
ESCOBILLON MAD.+ALGODON TUBD
ESCOBILLON ALU +ALGODON TUBO
ESCOBILLON PS+VISCOSA TUBD
ESCOBILLON ALU +VISCOSA TUBD
ESC ALUM TRENZADO+VISCOSA TUBD
ESCOBILLON MAD ~VISCOSA TUBD

ESCOBILLON PS+ALGODON TUBD

ESCOBILLON 13X185MM PS
CIPOLIESTER

CARY BLAIR MADERA+ALGODON
AMIES ALUMINIO+VISCOSA
AMIES LIQUIDO PS+VISCOSA
AMIES CARBON PS+VISCOSA
AMIES PS+VISCOSA
STUART MADERA+ALGODON
STUART ALUMINIC+ALGODON
STUART ALUMIN. TRENZADO+VISCOSA
VIRLS ALUMINIO + POLIESTER
STUART 13X185MM PS CVISCOSA
H VIRUS ALUM. ALGODON
VIRUS PS+POLIESTER
CHLAMYDlA PE+POLIESTER
ESCOBILLON MAD. +ALGODON FLOW
ESCOBILLON PS+VISCOEA FLOW

DESCRIFTION
SYUAB IW PEELI1 WOOD+COTTON
SWAB IW PEEL/ PS+COTTON
SWAB IV PEELM PS+VISCOSE
SWAB I PEEL ALUM+COTTON
SWAB B/2 PEEL2 WOOD=-COTTON
SWAB IN TUBE WOOD=COTTON
SWWAB IN TUBE ALUM+COTTON
SWAB IN TUBE PS+VISCOSE
SWAB IN TUBE ALUM+VISCOSE
SWAB TWISTED ALUM+VISCOSE TUBE
SWAB IN TUBE WOOD+VISCOSE
SWAB IN TUBE PP+COTTON
SWAB 13X185MM PS WIPDLYESTER
CARY BLAIR SWAE WOOD+COTTON
AMIES SWAB ALUMINIUM+VISCOSE
AMIES SWAB LIQUID PS+VISCOSE
AMIES+CHARCOAL SWAB PS+VISCOSE
AMIES SWAE PS+\ISCOSE
STUART SWaB WOOD+COTTON
STUART SWAB ALUM+COTTON
STUART SWaB TWISTED ALU + VISC
VIRUS SWAB ALUMINIUM POLYESTER
STUART 13X165MM PS WVISCOSE
SWAE FOR VIRUS WIRE-COTTON TIP
VIRUS SWAB PS POLYESTER
CHLAMYDIA SWAB PS+POLYESTER
WOOD+COTTON SWaAB FLOW
P3+VISCOSE SWAB FLOW

Al deltalab

REF
3002111
3002121
3002501
300250.M
300251M
300258.8
200280.2
30028
3002817
300281TC
3002B5.M
3002875
300287.A
002955
3102531
3102111
300250.MY
300211.70
3002614V

DESCRIPCION
ESCOBILLON PS+ALG. PACK PEELZ
ESCOBILLON PS+\VISCOSA PEELZ
ESCOBILLON MAD +ALGOD. PURO TU
ESCOBILLON MAD +ALGODON TUBG
ESCOBILLON PS+ALGODON TUBD
ESCOBILLON PS+POLIESTER PEEL
PACK
CARY BLAIR PS-VISCOSA
ESC. AMIES+CARBON ALUMMISCOSA
AMIES ALUMINIO TRENZADO+ VISCOS
AMIES=CARBON ALU TRENZADCH VISC
AMIES CARBON PS VISCOSA 52100
AMIES PS VISCOSA CAJAS Bx100
ESCOB.AMIES PS+VISCOSA
STUART CARBON PS + VISCOSA
ESCOB. ALUM+VISCOSA FLOW
ESCOBILLON PS+ALGCDON B2 FLOW
ESCOBILLON MAD. +ALGODON TUBD
ESCOBILLON PS+ALG, PACK PEELAO
ESCOBILLOMN PS+ALGODON TUBO

DESCRIPTION
SWWAE B2 PS+COTTON PEELZ
SWAB PEELR2 PS+VISCOSE
SWWAB IN TUBE WOOD+PURE COTTON
SWAE IN TUBE WOOD+COTTON
SWAE IN TUBE PS+COTTON
SWAB PS+POLIESTER IND.WRAPPED

CARY BLAIR SWAE PS+VISCOSE

AMIES CHARCOAL SWAB
WIRE+VISCOSE

AMIES SWAB TWIST WIRE+VISCOSE
AMIES+CHARCOAL TWIS WIRE+VISCO
AMIES CHARCOAL PS RAYON EX100
AMIES PS VISCOSE CASES 6X100
AMIES SWAB PS+VISCOSE
STUART+CHARCOAL SWAB PS+VISCOS
ALUM+HVISCOSE SWAB FLOW
PS+COTTON SWAE B2 FLOW
SWAB IN TUBE WOOD+COTTON
SWAB PS+COTTON PEELMD
SWAB IN TUBE PS+COTTON

A deltalab

DECLARACION DE CONFORMIDAD CE |
CE DECLARATION OF CONFORMITY

El fabricants | The manufacturer

DELTALAB S.L.

Plaza de la Vemneds, n* 1

Pol. Ind. La Llana

08191 Rubi (Barcelona) - Espafia

Declara bajo su responsahilidad que el procucto’
Deciares under its respansibiity that the product

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

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

(Codigos segun Anexc T ! Codes m Annex 1)

Tipo: Escobilién estéril con punts absorbente para la recogida de muestras.
Type: Abscroent fipped sterfle swab for samplies collection

Finalidad Prevista: Recogida y de ¥ para analisis
microbiologicos

intended Use: Collection and transpon of bigiogical sampies for

analysis

Cddigo GMDN | GMDN Code: 33722

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

ESCOBILLON - Swab

Directiva 33/42/CEE Directiva Productas Sanitarias
T a en Real Decreto 1581/2009,
Directive 934ZECC Medical Davices Directive.

Transposition to Spanizsh legisiation (n Real Decrato 1591/2009.

Clasificacion: Clase | Estéril
Classification: Class | Sterile
INFORMACION ADICIONAL

2payo en CE ndmeara
s Garmnlia de Caiced ge & Productién de acerds con ks Anexcs Vil punto &y
ounto 3 ag la I?mdm FIMNCEE. amiuds por la Agencia Eapaficts de Medicamentos y Producios Santanos
AEMPSL Organsme Nesifeade nimens 0315

OTHER INFORMATION:

For the swabs. thes documestation is suppored by the CE Centifieate number 2005 05 0475 CP Epigraph & _acearding
10 Annexes VIl secton § and W secron 3 of Dinectie S3M2EEC issued by the Agencia Espanol de Medicamentos y
Producios Sanitancs (AEMPS), Noofed Body rembar 0318,

En 'dcrvmslm

A deltalab

TUBD CON MEDIO DE TRANSPORTE — Tube with transport medium

Dl'eclwa S&/7T8ICE Directiva Producios Sanitarios para Diagnéstice In Vitre
ala &n Real Decreto 1662/2000.

mmmm:‘cm vitro Diagnostic Medical Devices Oirective.

1o Spanish

Jose Saez

Director General

A\

in Reai Decrato 16622000,

\ .'.d

Anna Mir
Responsable Técnico | Technical Director




Ll deltalab

ANEXO 1 - DESCRIPCION DE ARTICULOS/ANNEX 1 — ARTICLES DESCRIPTION

REF
300265

303806
304270
304277
304272
304273
304274
304275
304276
304277
304278
304275
304280
304281
304282
304285
304286
304287
04281
304292
304293
304204

DESCRIPCION
ESCOBILLON PS+FLOCK EN TUBO

ESCOB FLOCK ULTRA PEEL P
WICUM 2ZML ESC FLOCK NASOFAR.
100N

WVICUM 1ML ESC.FLOCK ESTANDARD
00N

WVICUM 1ML ESC FLOCK URETRAL 80MM
WVICUM 301 ESC FLOCK ESTANDARD

0N
WVICUM 3ML ESC FLOCK URETRAL
100N
WVICUM 3ML ESC.FLOCK NASOFARINGED
A0OMM
WVICUM 2ML ESC FLOCK URETRAL
100N
VICUM 1ML ESC.FLOCK NASOFARINGED
100N
WVICUM 2ML ESC FLOCK ESTANDARD
B0

WVICUM 2ML ESC FLOCK MINITIP 100MM

CARY BLAIR ZML ESC FLOCK
ESTANDARD BOMM
AMIES 1ML ESC FLOCK ESTANDARD
EMM

AMIES 1ML ESC FLOCK URETRAL B0MM
AMIES 1ML ESC FLOCK NASOFARINGED
100NN

AMIES 1ML ESC FLOCK MINITIP 100MM
AMIES 2ML ESC.FLOCK ESTANDARD
SO
VIRUS 1ML ESC FLOCK ESTANDARD
S0MM

VIRUS 1ML ESC FLOCK URETRAL 80MM
VIRUS 3ML ESC.FLOCK ESTANDARD
0OMM

VIRUS 3ML ESC FLOCK URETRAL 100MM
VIRUS 3ML ESC FLOCK NASOFARINGED
I

100MI
VIRUS 1ML ESC FLOCK NASOFARINGED

100N
WIRLS 2ML ESC.FLOCK NASOFARINGED
200N

VIRUS 2ML ESC FLOCK NASOF + ST,
100/B0MM

DESCRIPTION
SWAB | TUBE PS + FLOCK
FLOCKED SWAB PS STAND NC/BF
.PEEL P.
VICUM 2ML FLOCKED SWAB
NASOPH, 100MM
VICUM 1ML FLOCKED SWAB STANDARD
BOMM
VICUM TML FLOCKED SWAB URETRAL
SOMM
VICUM 3ML FLOCKED SWAB STANDARD
T00MM
VICUM 3ML FLOCKED SWAS URETRAL
100MM
VICUM 3ML FLOCKED SWAE
NASOPH, 100MM
VICUM 2ML FLOCKED SWAB URETRAL
100MM
VICUM 1ML FLOCKED SWAS
NASOPH. T00MM
VICUM 2ML FLOCKED SWAB STANDARD
SOMM
VICUM 2ML FLOCKED SWABR MINITIE
100MM
CARY BLAIR 2ML FLOCKED SWAS
STANDARD SOMM
AMIES 1ML FLOCKED SWAE STANDARD
BoMM
AMIES 1ML FLOCKED SWAS URETRAL
AMIES 1ML FLOCKED SWAB NASOPH
100MM
AMIES 1ML FLOCKED SWAE MINITIP
100MM
AMIES 2ML FLOCKED SWAB STANDARD
SOMM
VIRUS 1ML FLOCKED SWAS STAND.
VIRUS TML FLOCKED SWAB URETRAL
BOMM
VIRUS SML FLOCKED SWAB STANDARD
100M
VIRUS 3ML FLOCKED SWAB URETRAL
100MM
ViRUS ML FLOCK SWAB
NASOPH 100MM
VIRUS TML FLOCK SWAB
NASOPH. 100MM
VIRUS 2ML FLOCK. SWAE NASOPH.

100MM
VIRUS ZML FLOCK SWAB NASOPH +
ST. 100EIMM

Al deltalab

304288
304212

DESCRIPCION
AMIES 1ML 3 ESC FLOCK MRSA

LIM BROTH 2ML ESC FLOCK
ESTANDARD 80MM

DESCRIPTION
AMIES 1ML 3 FLOCKED SWABS MRSA

LiM BROTH 2ML FLOCKED SWAE
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:

Directive 98/79/EC:

Clasificaciol
Classification:

José Saez
Director General | Managing Director
v

Fecha/
Pag. 1/8

Directiva Productos Sanitarios para el Diagnostico “in vitro”.

fiola en Real Decreto 1662/2000.

Trar icion a la

In-vitro” Diagnostics Medical Devices Directive.

Transposition to Spanish legislation in Real Decreto 1662/2000.

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

Date: 20/11/2013

Anna Mr
Responsable Técnico / Technical Diector

CDCE-14 Rev.13

Al deltalab

ANEXO 1 — DESCRIPCION DE ARTICULOS
ANNEX 1 — ARTICLES DESCRIPTION

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

DESCRIPCION
FRASCO DE SEGURIDAD 20ML
FRASCO DE SEGURIDAD 40ML
FRASCO DE SEGURIDAD 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
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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
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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.WO 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

Pag. 5/8

CDCE-14 Re

Fecha / Date: 17/01/2017

Pag. 6/8

CDCE-14 Rev.13.15




b deltalab

REF
409502G.4
409507G
409511.4
409511.5
409562.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 60ml 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 150m| 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 50mi 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

Pag. 7/8

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
50mlI 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
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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

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 P/VACIO 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

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
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DECLARACION DE CONFORMIDAD CE

_ CE DECLARATION OF CONFORMITY

El fabncante | The manufacturer:

DELTALAB S.L,

Plaza de la Vernada, 1

Pal. Ind. La Liana

028121 RUBI [BARCELOMA) — SPAIN

Declara bajo su responsabilidad que & producto
Daclares under its responsibility that the product:

TUBOS DE EXTRACCION — CITRATO TAMPONADO
BLOOD CONTAINERS - SODIUM CITRATE
(Cadigos segln Anexa 1/ Codes m Annex 1)

Finalidad Prevista: Recogida y conservacian ylo fransporte, de sangre para analisis ylu otra
mvestigacion {p.ej. para estudios de coagulacion del plasma)

Intended Use: Caftection and presenvafion anddw franspart, of biood for analysis anddor other
fe.g. for plasma coaguiation studies)

Codigo GMDM [ GMDN Code: 58139

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

Directiva 98/TYCE: Dwectiva Productos Sanitaros para el Diagnostice "in vitre”.
o i

Directive 88THEC: “In-vitro” Diagnostics Madical Dewices
e . 5

Clasificacion:
Classification:

José Sa

Direnwrténera] I Managing Diractor

en Real Decreto 1652/2000

Directive.
in Real Decreto 16622000

o Spanish

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

Anna Mir
Responsable Técnice | Technical Direclor

Il deltalab

REF
601102
601103
601203
621101
621102

601103.2
6012031

DESGRIPCION

TUBC CITRATO PP 4 ML
TUBD CITRATO PP 2,5ML
TUBOD CITRAT TAMP 3,2% PP 2,5ML
TUBO CITRATC 1ML PERFORABLE
TUBO CITRATO 2ML PERFORABLE
TUBO CITRATC 2.5ML RETRACTIL
TUBC CITRATO 3.2% 2.5ML GRANEL

DESCRIPCION DE ARTICULOS
ARTICLES DESCRIPTION

DESCRIPTION
CITRATE TUBE 4ML PP
CITRATE TUBE 2.5ML PP
CITRATE TUBE 3.2% 2.5ML PP
CITRATE TUBE 1ML PIERCEABLE
CITRATE TUBE 1ML PIERCEABLE
CITRATE TUBE 2.5ML WRAPPEDRACK

CITRATE TUBE 3.2% 2.5ML BULK




Al deltalab

‘ DECLARACION DE CONFORMIDAD CE
CE DECLARATION OF CONFORMITY

El fabricante | The manufacturer,

DELTALAB S.L.

Plaza de la Verneds, 1

Pol. Ind. La Llana

08191 RUBI (BARCELOMNA) — SPAIN

Declara bajo su responsabilidad que el producto;
Deciares under its rasponsibility that the product.

TUBOS DE EXTRACCION - KIEDTA
BLOOD CONTAINERS — K3EDTA
(Codigos segin Anexa 1/ Codes in Annex 1)

Finalidad Prevista: Recogida y conservacion ylo fransporte, de sangre para andlisis y/u otra

Investigackn (por ajemplo, hematologla de sangre como conteo sanguineo completo (SCS), y

determinacion cuantitativa de drogas.

Intended Use: Caliection and presenvalion andfor fransport of blood for analysis andior other

investigation (e.gwhole blood mmmogy such as complete biood coumt (CBC) and
diuly assay

Cadigo GMDN { GMDN Codle: 58143

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

Directiva 9B/T9CE: Dlraciwa Pmdur:tua Sanitarios para ef Diagnostico “in vitro®,
an Raal Dacreto 1662/2000,
Directive 987HEC: in witra® Djagnmlrc.s Medical Devices Direchive

fo Spanish in Real Decrato 16622000
Clasificacion: Anaxo 3, Clase; Otros
Classification: Annex 3, Class: Other
k)
|
= F
Jose Saex Anna Mir

Director General | Managing Director

v

Responsable Técnico ! Technical Director

v 221203 GRCE-TT Raw.2

A deltalab

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
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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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‘ DECLARACION DE CONFORMIDAD CE
CE DECLARATION OF CONFORMITY

El fabricante ! The ranufacturer

DELTALAB S.L.

Plaza de la Verneda, 1

Pol, Ind. La Llana

06181 RUBI (BARCELOMNA) - SPAIN

Declara bajo su responsabilidad que al producio:
Deciares under its responsibility that the prodct

TUBOS DE EXTRACCION ~ SEROTUB
BLOOD CONTAINERS — SEROTUBE
(Cedigos segin Anexa 1/ Codes in Anmex 1)

Finalidad Prevista: i ige yla de sangre para andlisis yiu otra
investigacian (por ejemplo, dewrnlﬂaclon quimica del susre sanguinea}

Intended Use: Collsction and preservation andior transport. of bioad far analysis andfior other
investigalion (e.g blood serum chemislry deferminations)

Cédigo GMDN / GMDM Code: 58138

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

Directiva 98/T9/CE: Directva Pr 105 ios para el Di "in witra"

i a l2 Jagislaci en Real Decrate 1662/2000.
Directive SBTHEC: “In-vitro® Diagriostics Medica! Devices Directive.

Transposition to Spanish legislation in Real Decreto 1662/2000.

Clasificacion: Anexo 3, Clase: Otroa
Classification: Annex 3, Class: Other
|
1
o |
A :
Jose Sape | Anna Mir

Direcbmiﬁenmal £ Managing Directtr Responsable Técnico | Technical Director

Fecha | Date: 22
Payg. 12
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AL deltalab

ANEXO 1 - DESCRIPCION DE ARTICULOS

G00300
BO0400
GO0B02
HO0610
GSO0B00
600801
620200
620300
520400
620800

ANNEX 1

DESCRIPCION
TUBC SUERO PP OML GRANULDS
TUBG SUERO PP 4ML GRANULOS
SEROTUB GLUCOSA PP 4ML
SEROTUB GLUCOSA PP 10ML
TUBO SUERD PP 9ML GEL
TUBD SUERO PP 4ML GEL
TUBC SUERD 2ML PERF GRANULOS
TUBO SUERO 10ML PERF GRANULOS
TUBG SUERO 4ML PERF GRANULOS
TUBD SUERD 10ML PERF GEL

RTICLES DESCRIPTION

| DESCRIPTION
SEROTUBE WIGRANULES PP aML
SERCTUBE WIGRANULES PP 4ML
SERUM GLUCOSE 4ML GRANULES PP
PP SERUM GLUCOSE 10ML GRANULES
SERUM TUBE WIGEL 9ML PP
SERUM TUBE W/GEL 4ML PP
SERUM TUBE 2ML PIER WIGRANLULES
SERUM TUBE 10ML PIER W/GRANULE
SERUM TUBE 4ML PIER W/GRANLULES
SERUM TUBE 10ML PIERCEABLE GEL

CDCE45 Ry 10




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

For 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.

Disefio, fabricacion y comercializacion de material de laboratorio para la toma,
transporte y conservacién de muestras para analisis de microbiologia, biologia
molecular, hematologia, bioquimica, histologia, microscopia y coloracion.
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..

ENAC

CERTIFICACION
Authorized by N° 05/C-SC001

Direccion de Certificacion

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

Page 1of 1

This document is issued by the Company subject to its General Conditions of Certification
Services accessible al www.sgs.comiterms_and_conditions. him. Attention s drawn to the
limitations of liabifity, indemnification and jurisdictional issues established therein. The
authenticity of this document may be verified at hitp:liwww.sgs.comien/certified-chients-
and-productsicertified-client-directory. Any unauthorized alteration, forgery or falsification
of the content or appearance of this document is unlawful 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 certified as meeting the requirements of

ISO 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.

Disefio, fabricacién y comercializacion de productos sanitarios
estériles y no estériles para la toma, transporte y conservacion de
muestras bioldgicas para analisis clinicos y de IVD.

Thas 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

[~
3

SGS United Kingdom Ltd

Rossmore Business Park Ellesmere Port Cheshire CHB5 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

WWFW
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This document is issued by the Company subject to iis General Caonditions of
Cerfification Services accessible at www.sgs.comiterms_and ourdlﬂons.m

Attention is drawn to the Emitations of liabllity, and
issues established therein, The authenticity of this d -wheverlﬁarlat
hitp: Sg. fified-clients-and-products/certified-client-directory.
Any mmhuﬁzad alteration, forgery o falsifﬂﬂon of the wmantor appearance
of this d i unlawful and offenders may be pi d to the fullest
extent of the law.
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EC Certificate TOVRheinland
Directive 98/79/EC Annex IV, excluding Sections 4 and 6
Full Quality Assurance System
In Vitro Diagnostic Medical Devices

Registration No.: HL 60131743 0001

Report No.: 10042449 010

Manufacturer: Bioptik Technology. Inc.
No. 188, Jhonghua South Road
Gongguan Village
Jhunan Township
Miaoli County, 35057
Taiwan

Products: In-vitro diagnostic Medical Devices for self-testing
(zee attachment for products included)

Replaces Approval, Registration Nc.: HL 60088590 0001

Expiry Date: 2023-09-17

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

IV, section 5 of the aforementioned directive. For placing on the market of List A devices covered by
this certificats an EC design-examination certificate according to Annex IV, section 4 and a

verification of manufactured products according to section 6 is required.

Effective Date: 2018-10-19

Date: 2¢018-10-19

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Niirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 98/79/EC
concerning in vitro diagnostic medical devices with the identification number 0197,

20l OB H "L, TIEY and TUY are regiscroad rademarks LSISa0an snd apphiaion ROLIES prun dppve



TUV Rheinland
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

Attachment to

Certificate
Registration No.: HL 60131743 0001
Report No.: 10042449 010
Manufacturer: Bioptik Technology, Inc,
No. 188, Jhonghua South Road
Gongguan Village
Jhunan Township
Miaoli County, 35057
Taiwan
Products:

- Blood Glucose Monitoring Systems

- Blood Cholesterol Monitoring Systems

- Hemoglobin Monitoring Systems

- Blood Triglyceride Monitoring System

- Blood Glucose/Uric Acid Monitoring Systems

- Blood Glucose/Chelestercl Monitoring Systems

- Blood Glucose/Hemoglobin Monitoring System

- Blood Glucose/Cholestercl/Uric Acid Monitoring Systems

- Blood Glucose/Cholesterol/Hemoglobin Monitoring Systems

- Blood Glucose/Cholesterol/Triglyceride Monitoring Systems

- Blood Glucose/Cholesterol/Uric Acid/Hemoglobin
Monitoring System

- Blood Glucose/Cholestercl/Uric Acid/Hemoglobin/
Triglyceride Monitoring Systems

- Blood Pressure/Glucose/Cholesterol Monitoring Systems
(assessment limited to Gluccse/Cholesterol Monitoring)

Date: 2018-10-19

Doc.

. ®
TUVRheinland

1/1, Rev. 0

100204 0474 @
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. ®
TUVRheinland

Certificate

) The Certification Body of
TUV Rheinland LGA Products GmbH

hereby cartifies that the organization

Bioptik Technology, Inc.
No. 188, Jhonghua South Road
Gongguan Village
Jhunan Township
Miaoli County, 35057
Taiwan

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

Design and development, manufacture and distribution of
Medical devices
{see attachment for products included)

Proof has been furnished that the requirements specified in

EN ISO 13485:2016

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

Effective Date: 2018-10-19
Certificate Registration No.: SX 60131746 0001
An audit was performed. Report No.: 50145079 001

This Certificate is valid until: 2021-08-17

Certification Body

((\‘D)f\i\‘kks

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

Date 2018-10-19

TUV Rheinland LGA Products GmbH - Tillystralle 2 - 90431 Niirnberg

Tel: +48 221 806-1371 Fax: +49 221 806-3935 e-mail cert-validity@de tuv.com hitp:/fwww tuv.com/safety

MG P08 B TU TUEY s TUY mes rngiscnrad trademarks. Unhsaten o senl calnr rsiL es poor apmee



Attachment to
Certificate

Report No.:

Organization:

Scope:

Registration No.:

Akkreditierungsstelie
D-ZIM-14165-01-02

Date: 2018-10-19

TUV Rheinland poc.

LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

§X 60131746 0001
50145079 001

Bioptik Technology, Inc.

No. 188, Jhonghua South Road
Gongguan Village

Jhunan Township

Miaoli County, 35057

Taiwan

Products:

. @
TUVRheinland

1/1, Rev. 0

-~ In vitro diagnostic medical devices used in blood analytes
and blood glucose monitoring including meter, test strips
and control solutions for self-testing, near patient/point

of care,

- Blood Pressure/Glucose/Cholesterol Monitoring System
{assessment limited to Blood Pressure Monitoring)

Certification Body

1ADH Gl G R Tees TUEY ez LUV are segisternd srazamarss LInsahar ans apehization -aouitag (vio- apoioeal,




o @
TUVRheinland

Certificate

p The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Bioptik Technology, Inc.
No. 188, Jhonghua South Road
Gongguan Village
Jhunan Townshi
Miaoli County, 35057
Taiwan

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

Design and Development, Manufacture and Distribution

of in vitro diagnostic for self-testing
(see attachment for products included)

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

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

Certificate Registration No.: SY 60089707 0001
An audit was performed. Report No.: 10042449 001

This Certificate is valid until; 17.09.2018
Certification Body

\ TUVRhainlap/d |
\ e\ —
\ Ay

i U{" ,J."n‘- o
— %,
Wk | I
N . /&)
.‘-."1;.:“'- o
qui= -

J

Date 14.01.2014

— M
, 4 y
\\jcls:.;\._\“_—“_!’, 'S"
Jizierung= 0

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Niirnberg

Tel.: +49 221 806-1371 Fax: +49 221 806-3935 e-mail:cert-validity @de.tuv.com htip:/iwww.tuv.com/safety

00E0g (408 2
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Attachment to
Registration No.:
Report No.:

Organization:

Scope:

Date: 2014-03-13

o ®
TUVRheinland

TUV Rheinland R B B

LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

SY 60089707 0001
10042449 002

Bioptik

Technology, Inc.

No. 188, Jhonghua South Road
Gongguan Village

Jhunan Township

Miaoli County, 35057

Taiwan

Products:

- Blood
- Blood

Glucose Monitoring Systems
Cholestercl Monitoring Systems

- Hemoglobin Monitoring Systems

- Blood
- Blood
- Blood
- Blood
- Blood
- Blood

Glucose/Uric Acid Monitoring Systems
Glucose/Cholesterol Monitoring Systems
Glucose/Hemoglobin Monitoring Systems
Glucose/Cholesterol/Uric Acid Monitoring Systems
Glucose/Cholesterol/Hemoglobin Monitoring Systems
Glucose/Cholestercl /Uric Acid/Hemoglobin

Monitoring System

- Blood

Pressure/Glucose/ Cholesterol Monitoring Systems

(Monitoring System is including meter, strip and control
solution)

1M0E0d 0408 @ TUW, TUEV and TUW aro ragistered trademarks, Utiaction and opriestion 1aguires pror cppreval




- — [ POLSKIE CENTRUM BADAK I CERTYFIKACJI S.A. [
r' TLR(LA?) ittt il | oerormmntie ol J POLISH CENTRE FOR TESTING AND CERTIFICATION I

0 1

21.08.2016
Izmir / Turkey

EC CERTIFICATE No. 1434-1IVDD-56/2016
EC Design-Examination [t

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

DECLARATION FOR THE ISSUANCE OF QUALITY CERTIFICATES

To Whom It May Concern,

k= PCBC certifies that the design documentation relating to in vitro diagnostic medical
|} device, List A: I
According to TVD 98/79/EC directive, o . I
= HBsAg Test
FOR ANNEX II LIST A which includes HIV, Hepatitis B and Hepatitis C tests; the Notified Body =3 Brands: Info®, Toyo®, Rapidan Tester®, Labmen® £
must verify that the product meets the Common Technical Specification (CTS) and must release each {3
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. [ =l KLAB Tibbi Mal. San. Tic. A.§
= TOR al. San. Tic. A.§.

ITOB 10031 Sokak No: 15 Tekeli Menderes

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. . Izmir, Turkey

For the above mentioned reason, we hereby declare that we provide CE Certificate for only the { was examined by PCBC according 1o Annex IV p. 4 Directive 98/79/EC | Iﬁ-.' ]
Hepatitis B, Hepatitis C and HIV tests for Professional use. For the group of other Professional tests; | (with subsequent amendinents) transposed inte the Polish law and comply with the 1

it is enough to present a self-Declaration of Conformity to the EU standards. 1 essential requirements of the Directive.

Cordially, 151 This certificate is valid from 2016-08-29 to 2019-08-28

TURKLAB TIBBI MALZEMELER SAN TiC A.S . | Date of certificate issue: 2016-08-29

(=l Date of first certificate issue: 2008-08-29 e

Anna Wyroba
Vice President,of PCBC

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

Application No. 45/2016

TCRKLAB TIBBI MALZEMELER SAN. ve TIC. A.S. Contract No. MD-18/2016 Module H6

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 to 21.12.2020

PARTHER OF
e
ke

Anna Wyrob%, M.Sc.
Vice President

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

P TR TR SRR CoboR TR

AC 019
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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
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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 Cigli, 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

Anna Wyroha, M.Sc.
Vice Presjdent

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

ACO019
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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



GIMA S.p.A.
Via Marconi, 1

EXPORT DIVISION
G I M A tel. +39 02 953854209/221/225
20060 Gessate (M) — Italy fax +39 02 95380056

www.gimaitaly.com export@gimaitaly.com

Gessate, 7 February 2012

CONFORMITY OF GIMA PRODUCTS

According to the annex VIl of the Council Directive 93/42/EEC

as amended by the European Directive 2007/47/EEC concerning medical devices

GIMA declares that all medical devices illustrated on

GIMA INTERNATIONAL CATALOGUE
meet the provisions of the following Council Directive (when applicable)

93/42/EEC AS AMENDED BY THE EUROPEAN DIRECTIVE 2007/47/EEC

as below:

A) For all products classified in CLASS I, we have in our company a technical file as
required from annex VII, and it is available a certificate of conformity signed by the
responsible inside the EU (generally GIMA).

B) For all products in CLASS lla and llb it is available, or it will be available in one month,
a declaration of conformity signed by an official European Notified Body or the ISO
9002 certificate of the manufacturer.

GIMA S.p.A.
Q.A. Department
Nicola Manzoni

DN\

Capital € 364.000,00 V.A.T. (IVA) Registration No. IT 00734640154 - Registered in Italy: R.E.A. Mi 477226
Reg. Imp. Tribunale di Milano 00734640154 - Registered Office: Via Tommaso Grossi, 2 —20121 Milano




CERTIFICATE

Kiwa Cermet Italia S.p.A.
Societa con socio unico,
soggetta all’attivita di
direzione e coordinamento di
Kiwa ltalia Holding Srl

Via Cadriano, 23

40057 Granarolo dell’Emilia
(BO)

Tel +39.051.459.3.111

Fax +39.051.763.382
E-mail: info@kiwacermet.it
www.kiwacermet.it

C=ERM=T

10164 - A

Reg. Number Valid From
First issue date 2012-10-15 Last change date
Valid Until 2021-10-14 IAF Sector

Quality Management System Certificate

ISO 9001:2015

kiwa

2018-10-01

2018-10-01

29

We certify that the Quality Management System of the Organization:

GIMA S.p.A.

Is in compliance with the standard UNI EN ISO 9001:2015 for the following

products/services:

Trade, packaging and service of medical devices (MD), in vitro diagnostic
products (IVD), personal protective equipments (PPE), biocides, veterinary

items, medical accessories furniture and aids

Chief Operating Officer
Giampiero Belcredi

The maintaining of the certification is subject to annual surveillance and dependent on the observance of

Kiwa Cermet Italia contractual requirements.

This certificate is composed of 1 page.

GIMA S.p.A.

Registered Headquarters

- Via Grossi, 2 20121 Milano ltalia
Certified Sites

- Via Marconi, 1 20060 Gessate ( Ml ) ltalia

ACCREDIAN

@

SGQ N® 007A
SGA N° 0100
PRD N° 0698
FSM N® 0041
PRS N° 089C



CERTIFICATE

Kiwa Cermet Italia S.p.A.
Societa con socio unico,
soggetta all’attivita di
direzione e coordinamento di
Kiwa ltalia Holding Srl

Via Cadriano, 23

40057 Granarolo dell’Emilia
(BO)

Tel +39.051.459.3.111

Fax +39.051.763.382
E-mail: inffo@kiwacermet.it
www.kiwacermet.it

C=ERM=T

kiwa

2018-10-01

Reg. Number 10164 - M Valid From

First issue date 2012-10-15 2018-10-01

Last change date

valid until 2021-10-14

Quality Management System Certificate

ISO 13485:2016

We certify that the Quality Management System of the Organization:

GIMA S.p.A.

Is in compliance with the standard UNI CEIl EN ISO 13485:2016 for the following
products/services:

Trade, packaging and service of: medical devices (MD), in vitro diagnostic products
(IVD), medical accessories, furniture and aids,

Chief Operating Officer
Giampiero Belcredi

The maintaining of certification is subject to annual surveillance and dependent upon the observance of
Kiwa Cermet Italia contractual requirements.

Refer to quality manual for details of exclusion of UNI CEI EN ISO 13485:2016 requirements.

This certificate is composed of 1 page.

GIMA S.p.A.

Registered Headquarters

- Via Grossi, 2 20121 Milano ltalia

Certified Sites

- Via Marconi, 1 20060 Gessate ( Ml ) ltalia

SGQ N® 007A

ACCREDIA BRD o 029
’ PRD N° 069B
INTE (TALIANO D4 ACCREDITAMINTO - FSM N® 0041

PRS N° 089C




| EC Certificate TUVRheinland
Directive 93/42/EEC Annex V
Production Quality Assurance
Medical Devices

Registration No.: DD 60100980 0001

Report No.: 26300270 002

Manufacturer: Grena Ltd.
1000 Great West Road
Brentford, Middlesex
TWS8 9HH

‘ United Kingdom

roducts: (see attachments for products and site included)

Replaces approval, registration no.: DD 60040589 0001

Expiry Date: 2020-04-13

The Notified Body hereby declares that the requirements of Annex V of the directive 93/42/EEC have
' been met for the listed products. The above named manufacturer has established and apptlies a quality
| assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
| aforementioned directive. For placing on the market of class llb and class Ill devices covered by this
certificate an EC type-examination certificate according to Annex lll is required
GA P

notiﬂediaady

Effective Date: 2015-04-30

|
Date: 2015-04-30 /S é
Dipl -tng S. Pane

TUV Rheinland LGA Products GmbH - Tlllystraﬁe 2 90431 Nirnberg

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.




@

TUVRheinland

TUV Rheinland SRRl ot
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to
Certificate
Registration No.: DD 60100980 0001
Report No.: 26300270 002
Manufacturer: Grena Lid.
1000 Great West Road
Brentford, Middlesex
TWS8 9HH
United Kingdom

Products included:

— Disposable trocars

- Infusion sets

~ Retrieval bags

- Disposable skin staplers

- Suction cannulas and suction sets
- Thoracentesis/Paracentesis sets
- Transfusion sets

- Veress needles

— Thoracic catheters

- Suction-irrigation sets

— Silicone slings

For the following medical devices the scope covers
only the aspects of manufacture concerned with securing
and maintaining sterile conditions:

- Disposable skin staples removers
Chest drainage systems
Connecting tubes

|

- Absorbing pads ,:f%fgﬁEﬁj;\
_‘ﬂouped Bodw
Date: 2015-04-30 /’—""" L'

" Dipl-Ing. S. Pane




Tl"JVRheinIaﬁd

TUV Rheinland Rass Riss-Beve
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: DD 60100980 0001

Report No.: 26300270 002

Manufacturer: Grena Lid.

‘ 1000 Great West Road

Brentford, Middlesex
TWS8 9HH
United Kingdom

Site included:

Grena Limited
Chelsea House, Chelsea Street,
Nottingham, NG7 7HP,

United Kingdom

’otmed Body

(2
Date: 2015-04-30 _' /S

“Dipling.’S. Pane




EC Certificate TUVRheinland
Directive 93/42/EEC Annex Il, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60100981 0001
Report No.: 26300270 002

Manufacturer: Grena Ltd.
1000 Great West Road
Brentford, Middlesex
TW8 9HH
United Kingdom

Products: (see attachments for products and site included)

Replaces approval, registration no.: HD 60040590 0001

Expiry Date: 2020-04-13

The Notified Body hereby declares that the requirements of Annex H, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established

and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex I,
section 5 of the aforementioned directive. For placing on the market of class lll devices covered by

this certificate an EC design-examination certificate according to Annex ll, section 4 is required.

"

. Dipl.ing: S.Pane

+Netified Body
 Effective Date: 2015-04-30 £/ 1s

Date: 2015-04-30

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.




TUVRheinland

®
&

TUV Rheinland Regs WRs Sepe
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to
Certificate
Registration No.: HD 60100981 0001
Report No.: 26300270 002
Manufacturer: Grena Lid.
1000 Great West Road
Brentford, Middiesex
TWS8 9HH
United Kingdom

Products included:

- Reusable endoscopic surgical instruments

- Disposable endoscopic surgical instruments

- Disposable linear cutting staplers with cartridges

- Disposable linear staplers with cartridges

- Disposable circular staplers with related
surgical instruments

— Staples cartridges for reusable circular staplers

— Staples cartridges for reusable linear staplers

- Ligating clips

- Surgical meshes

- Cartridges for disposable endoscopic linear cutting
staplers

- Disposable endoscopic linear cutting staplers

Date: 2015-04-30




TUVRheinland

Tl:lV Rheinland Doc. 2/2, Rev. 0
LGA Products GmbH
TillystraBe 2, 90431 Nurnberg

Attachment to
Certificate
Registration No.: HD 60100981 0001
Report No.: 26300270 002
Manufacturer: Grena Ltd.
1000 Great West Road
Brentford, Middlesex
TWS8 9HH
United Kingdom

Site included:

Grena Limited

Chelsea House,Chelsea Street,
Nottingham, NG7 7HP,

United Kingdom

/Bh P12y, o\

Notified Budy

-

iBf],;,ygg;S;Pane

L

WAL

Date: 2015-04-30




TUVRheinland

Certificate

_ The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Grena Ltd.

1000 Great West Road
Brentford, Middlesex
“TW8 9HH
United Kingdom

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

Design and development, production and distribution
of disposable and reusable medical devices for surgical and
patient care procedures
(See attachment for site included)

Proof has been furnished that the requirements specified in

EN ISO 13485:2012
EN ISO 13485:2012/AC:2012

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

Effective Date: 2015-04-30
Certificate Registration No.: SX 60100982 0001
An audit was performed. Report No.: 26300270 002

This Certificate is valid until: 2018-04-13
Certification Body
(( DAKKS s
Deutsche V5
Akkreditierungsstelle f &/
D-ZM-14169-01-02 / ;

(3

Date 2015-04-30 \ /5L L‘é

\“BI’SL@Ing. S. Pane

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg- -

Tel.: +49 221 806-1371 Fax: +49 221 806-3935 e-mail:cert-validity@de.tuv.com http://iwww.tuv.com/safety




TUVRheinland

TUV Rheinland Lo g er PSSRl
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to
Registration No.: SX 60100982 0001
Report No.: 26300270 002
Organization: Grena Ltd.
1000 Great West Road
Brentford, Middiesex
TWS8 9HH
United Kingdom
Scope: Site included:
Grena Limited
Chelsea House, Chelsea Street,
Nottingham, NG7 7HP,
United Kingdom
Distribution
Certification Body
(( DAKs PN
Deutsche & j N2
Akkreditierungsstelle &/ 3 v. \ %0

D-ZM-14169-01-02 2 |

\ ) "”’f;,:ffzg>& L.(i;;;;iz
Date: 2015-04-30 4

Dibll’ihg. S. Pane




TUVRheinland

Certificate

The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Grena Ltd.

1000 Great West Road
Brentford, Middlesex
“TW8 9HH
United Kingdom

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

Design and development, production and distribution
of disposable and reusable medical devices for surgical and
patient care procedures
(see attachment for site included)

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

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

Effective Date: 2015-04-30
Certificate Registration No.: SY 60100983 0001
An audit was performed. Report No.: 26300270 002

This Certificate is valid until: 2018-04-13
Certification Body

A AVGA Prog
—“‘ e “':-_, L 0

N -

Date 2015-04-30 A\ _ @

~Dipi. IngsS. Pane

N

TOV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Tel.: +49 221 806-1371 Fax: +49 221 806-3935 e-mail:cert-validity@de.tuv.com http://www.tuv.com/safety




TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

Attachment to
Registration No.: SY 60100983 0001
Report No.: 26300270 002
Organization: Grena Ltd.
1000 Great West Road
Brentford, Middlesex
TWS8 9HH
United Kingdom
Scope: Site included:
Grena Limited
Chelsea House, Chelsea Street,
Nottingham, NG7 7HP,
United Kingdom
Distribution
Certification Body
Date: 2015-04-30 B

TUVRheinland

Dipi.-Ing,.S. Pane




ERENA ® VAT no. GB 821 2900 64

1000 Great West Road, Brentford, Middlesex TW8 9HH,.UK Phone +44 131 208 207 6 Fax +44 131 777 80 77
DECLARATION OF CONFORMITY
Manufacturer Grena Limited

1000 Great West Road
Brentford, Middlesex, TW8 9HH
United Kingdom

Product(s)

Disposable circular staplers with related surgical instruments (class llb, rule 8)
Disposable linear staplers and cartridges for linear staplers (class llb, rule 8)
Disposable bone marrow aspiration needles (class lla, rule 6)
Disposable bone marrow biopsy needles (class lla, rule 6)
Disposable staples cartridges for reusable linear staplers (class b, rule 8)
Disposable staples cartridges for reusable circular staplers (class llb, rule 8)
Disposable endoscopic linear cutting staplers (class lla, rule 6)
Cartridges for disposable endoscopic linear cutting staplers (class llb, rule 8)
Surgical meshes (class llb, rule 8)
Disposable automatic clip appliers with clips (class Ilb, rule 8)
LigaV® — Titanium ligating clips (class lIb, rule 8)
VClip® — Titanium ligating clips (class Ilb, rule 8)
Click'a-V® — Polymer ligating clips (class llb, rule 8)
Disposable endoscopic instruments:
Disposable grasper with ratchet atraumatic fenestrated (class llb, rule 9)
Disposable grasper with ratchet-Allis (class b, rule 9)
Disposable grasper with ratchet-Maxi Grip (class llb, rule 9)
Disposable toothed grasper with ratchet (class b, rule 9)
Disposable grasper with ratchet —Babcock (class llb, rule 9)
Disposable Metzenbaum scissors-curved (class b, rule 9)
Disposable scissors-straight (class llb, rule 8)
Disposable scissors-hook (class llb, rule 9)
Disposable dissector-Maryland (class b, rule 9)
Disposable dissector with ratchet- Maryland (class b, rule 9)
Disposable endoscopic dissector 3mm — Maryland, non-ratcheted
Disposable endoscopic dissector 3mm — Maryland, ratcheted
Disposable endoscopic grasper 3mm — atraumatic fenestrated
Disposable endoscopic scissors 3mm — curved
Limited use dissector- Maryland (class llb, rule 9)
Limited use dissectar with ratchet- Maryland (class llb, rule 9)
Limited use Metzenbaum scissors- curved (class lib, rule 9)
Limited use scissors-straight (class IIb, rule 9)
Limited use scissors-hook (class b, rule 8)
Limited use grasper with ratchet atraumatic fenestrated (class llb, rule 9)
Limited use disposable grasper with ratchet-Allis (class llb, rule 9)
Limited use grasper with ratchet-Maxi Grip (class Ilb, rule 9)
Limited use toothed grasper with ratchet (class Ilb, rule §)
Limited use grasper with ratchet —Babcock (class llb, rule 9)
Reusable endoscopic surgical instruments (class 1lb, rule 8)
Disposable linear cutting staplers and cartridges for cutting staplers (class llb, rule 8)
Disposable trocars with accessories (class llg, rule 7)
Sterile disposable skin staplers (class lla, rule 7)
Thoracentesis/paracentesis sets (class lla, rule 8)
Suction cannulas and suction sets (class lla, rule 7)
Suction-irrigation sets (class lla, rule 6)
Disposable skin staples removers (class | sterile, rule 1)
Chest drainage systems (class | sterile, rule 1)
Connecting tubes (class | sterile, rule 1)
Retrieval bags (class lla, rule 8)
Veress needles (class lla, rule 6)
Silicone slings (class lla, rule 6)
Arida® absorbing pads (class |, rule 1)
Arida® absorbing pads — sterile (class | sterile, rule 1)
Solidifying agent (class |, rule 1)
Open surgery and endoscopic clip appliers (class |, rule 8)
Vomit bags (class I, rule 1)

Page | of 2
Grena Limited — Incorporated in England & Wales — Company No, 04793131



BRENA ® VAT no. GB 821 2900 64

1000 Great West Road, Brentford, Middlesex TW8 9HH,.UK Phone +44 131 208 207 6 Fax +44 131 777 80 77
Classification According to Annex IX of Directive 93/42/EEC

We herewith declare under our sole responsibility that the above mentioned products meet the provisions of the
directive 93/42/EEC concerning medical devices which apply to them. All supporting documentation is
retained under the premises of the manufacturer.

Standards Applied
All applicable harmonized standards required by the Directive 93/42/EEC. The detailed list in the Technical Files.

CE€ny

TUV Rheinland LGA Products GmbH
Lillystrasse 2

90431 Niirnberg

Germany

Notified Body

EC Certificate(s) HD 60040590 0001
DD 60040589 0001

Brentford, 09.05.2014

Page 2 of 2
Grena Limited — Incorporated in England & Wales — Company No. 04793131



TUVRheinland

Certificate

} The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Grena Ltd.

1000 Great West Road
Brentford, Middlesex
TWS8 9HH
United Kingdom

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

Design and development, production and distribution
of disposable and reusable medical devices for surgical and
patient care procedures. Servicing of suction devices.
(see attachment for site included)

Proof has been furnished that the requirements specified in

EN ISO 13485:2016

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

Effective Date: 2018-06-29
Certificate Registration No.: SX 60130220 0001
An audit was performed. Report No.: 26300270 007

This Certificate is valid until: 2021-04-13
Certification Body

( DAKKS |

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

Date 2018-06-29
Maciej Sciera

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Tel.: +49 221 806-1371 Fax: +49 221 808-3935 e-mail:cert-validity@de.tuv.com http://www.tuv.com/safety




Attachment to
Certificate

Registration No.:

Report No.:

Organization:

Scope:

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2018-06-29

TUV Rheinland Bes

LGA Products GmbH
TillystraBBe 2, 90431 Niirnberg

SX 60130220 0001
26300270 007

Grena Ltd.

1000 Great West Road
Brentford, Middlesex
TWS8 9HH

United Kingdom

Site included:

Grena Ltd.

Chelsea House
Chelsea Street
Nottingham NG7 7HP
United Kingdom

Activity: Design and development, production

TUVRheinland

1/1, Rev. 0

and distribution of disposable and reusable
medical devices for surgical and patient care
procedures. Especially: production, purchasing,
logistics and distribution of disposable

and reusable medical devices.

Certification Body




JAY

TlTNHheinIar(?d

Certificate

The Certification Body of
TUV Rheinland InterCert Kift.

hereby certifies that the company

R VENT MEDIKAL URETIM A.S.

29 Ekim Mah. Balkan Cad.
No:33, Yazibasi beldesi, Torbali, Izmir 35860
TURKEY

has established and maintains a quality management system
for medical devices for the following scope:

Manufacturing and Distribution of sterile and non-sterile
disposable medical devices used in anesthesia and
intensive care.

Proof has been furnished that the requirements of

MSZ EN ISO 13485:2012

are fulfilled. The certification is subject to periodic surveillance.

Certificate Registration No.. OX 69250739 001
Audit report No.: 28228813 001
This certificate is valid: from 2015-10-01 to 2018-09-30

2015-10-01 Mn'rmusné

s {MSZ EN IS0 13486)
Date of issue NAT-2. 0105/2018

TOV Rheinland InterCert Kft. — H-1132 Budapest, Vaci ut 48/A-B
Tel.: (+36/1) 461-1100, Fax: {+36/1) 461-1199, a-mall: medical@hu.tuv.com. http:/iwww.tuv.comhun/

LR EA0R 3 T TR w T s b2 e Umbon st ok Sion eouees e appat al




- ®
TUVRheinland

EC Certificates
Directive 93/42/EEC Annex V

Quality Assurance System Production
Medical Devices

Registration No.: OD 69250737 0001

Report No.: 28228813 001

Manufacturer; R VENT MEDIKAL URETIM A.S.
29 Ekim Mah. Balkan Cad. No:33, Yazibasl beldesi,
Torball, Izmir 35860
TURKEY

Products: See attachment for complete product list

The Notified Body audited the quallty system, and certifies that the requirements of Annex V of the
diractive 93/42/EEC have been met for the listed products. The above hamed manufacturer has
established and applies a quality assurance system, which is subject to periodic surveillance, defined
by Annex V, Article 4 of the aforementioned directive. For placing on the market of Class JIb and Class
Il devices covered by this certificate, an EC type-examination certificate according to Annex Il is
required.

Issue Date: 2015-10-01 Notified Body

Effective Date: 2015-10-01

Expiry Date: 2020-09-30

Page:1/2 Ambrus Zoltin MD

TUV Rheinland InterCert KFft. — H-1132 Budapest, Vici ut 48/A.B
Tel.. (+36/1) 4611100, Fax: (+36/1) 461-1199, a-mail: medical@hu.tuv.com, htip:fiwww.tuv.com/hun/

TOV Rhelnland InterCert Kft. Is a Notifled Body according to Directive 93/42/EEC concerning medical
devices with the identification number 1008.
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TUVRheinfand

ATTACHMENT
Registration No.: OD 69250737 001

Report No.: 282283813 001
Manufacturer: R VENT MEDIKAL URETIM A.S.
29 Ekim Mah. Balkan Cad. No:33, Yazibasi beldesi, Torball, Izmir
35860
Products: GMDN cade | REF (if differsnt from Name). Name
37704 ANAESTHESIA CIRCUIT
37706 BREATHING CIRCUIT
36990 BIPAP CIRCUITS
6700 CPAFP CIRCUITS
37706 IPPB CIRCUITS
37706 HEATED WIRE CIRCUITS
37708 COAXIAL CIRCUITS
35890 GAS SAMPLING LINES
34838 CATHETER MOUNTS
10123 CONNECTORS
35113 HUMIDIFIER CHAMBER
37597 HMME FILTER
31311 BACTERIAL-VIRAL FILTER
37597 TRACHEOSTOMY FILTERS
34923 CLOSED SUCTION SYSTEMS
12449 AERDSOL MASK
12450 OXYGEN MASKS
35176 ANAESTHESI|A MASKS
31254 MASKS STRAP s
35203 OXYGEN THERAPY SETS
35202 AEROSOL THERAPY SETS
36086 DISPOSABLE BVYM RESUSCITATOR
41863 ANAESTHESIA BAG

Budapest, 2015-10-01

Page:2/2

TOV Rheinland InterCert Kft. — H-1132 Budapest, Véci at 48/A-B
Tel.: (+36/1} 461-1100, Fax: {+36/1) 461-1199, e-mall: medical@hu.tuv.com, http:/iwww.tuv.com/hun/

TUV Rhelniand interCert Kit. Is a Notified Body according to Directive 93/42/EEC concerning medical
devices with the identification number 1008.
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TUVRheinland

Certificate

The Certification Body of
TUV Rheinland InterCert Kift.

hereby certifies that the company

R VENT MEDIKAL URETIM A.S.

29 Ekim Mah. Balkan Cad.
No:33, Yazibasi beldesi, Torbali, lzmir 35860
TURKEY

has established and maintains a quality management system
for medical devices for the following scope:

Manufacturing and Distribution of sterile and non-sterile
disposable medical devices used in anesthesia and
intensive care.

Proof has been furnished that the requirements of

ISO 9001:2008

are fuffilled. The certification is subject to periodic surveillance.

Certificate Registration No.: MQ 69250751 001
Audit report No.: 28228813 001
This certificate is valid: from 2015-10-01 to 2018-09-30

!
TOVRheinland® ’-"I' A“IM

2015-10-01 QD 2 _~sSAmbrus Zoltan MD

Date of issue edBo% " Certifier

TOV Rheinland InterCert Kft. — H-1132 Budapest, Vaci at 48/A-B
Tel.: (+36/1) 461-1100, Fax: (+38/1) 461-1199, e-mall: medical@hu.tuv.com, hitp:/fwww.tuv.com/hun/
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ZERTIFIKAT ¢ CERTIFICATE o

EC Certificate Product Service

Full Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, llb or llI)

No. G116 0277608 012

Manufacturer: Covidien llc
15 Hampshire Street
Mansfield, MA 02048
USA

EC-Representative: = Covidien Ireland Limited
IDA Business and Technology Park

Tullamore

IRELAND
Product Medical Instruments, Surgical Products
Category(ies): and Hemostatic Materials:

» Surgical Suture Products, Pledgets and Retention Tapes
« Endoscopy Instruments and Accessories
including Lubricant
« Surgical Staple, Clip Products and Accessories
* Manual Surgical Instruments
* Implantable Wound Dressing Materials
* Ultrasonic Surgical Devices and Accessories
+ Suction / Irrigation Devices and Accessories
* Arthroscopy Implants, Instruments and Accessories
* Bone Wax
* Temporary Cardiac Pacing Lead

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex |I.
This quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class Il devices an additional Annex || (4) certificate
is mandatory. See also notes overleaf.

Report No.: 713078138
Valid from: 2016-04-17
Valid until: 2021-04-16

Date, 2016-04-05 M

Stefan Preil}

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
Page 1 of 2

= = an g ®
TUV SUD Product Service GmbH - Zertifizierstelle - Ridlerstralle 65 - 80339 Miinchen - Germany TOV
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ZERTIFIKAT @ CERTIFICATE ¢

&)

EC Certificate Prod;mt Service

Full Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, llb or lll)

No. G116 02 77608 012

Facility(ies): Covidien (U.S.S.C. Puerto Rico, Inc.)
Building 911-67, Sabanetas Industrial Park, Ponce PR 00731,
USA

Covidien (Davis & Geck Caribe, Ltd.)
Zona Franca de San Isidro, Carretera San Isidro Km 17, Santo
Domingo, DOMINICAN REPUBLIC

Covidien
Boulevard Insurgentes, 19030 Libramiento, 22225 Tijuana, B.C.,
MEXICO

Covidien Deutschland Manufacturing GmbH
Gewerbepark 1, 93333 Neustadt/ Donau, GERMANY

Covidien
60 Middletown Avenue, North Haven CT 06473, USA

Covidien Medical Products (Shanghai) Manufacturing L.L.C.
Building#10,789 Puxing Road, 201114 Shanghai, PEOPLE'S
REPUBLIC OF CHINA

Page 2 of 2

TOV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Germany Tav



D DEKRA

CERTIFICATE

Number: 2090418

The management system of the organization(s) and locations mentioned on the addendum belonging to:

Medtronic EMEA Medtronic B.V.

Earl Bakkenstraat 10
6422 PJ Heerlen
The Netherlands

including the implementation meets the requirements of the standard:

EN ISO 13485:2016
ISO 9001:2015

Scope: '

Sales, order management, warehousing-and-distribution of medical’ dewces _ j

Including inventory management; regulatory affairs; post market survelllance technlcal serwce ‘customer,
education and spine loaner operations vy 1]/}

Certificate expiry date; 1 July 2021
Certificate effective date: 1 July 2018
Certified since: 1 July 2006

This certificate is valid for the organization(s) and/or locations mentioned'on the addendum.

DEKRA Certification B.V.

drs. G.J. Zoetbrood ing. A.A.M. Laan
Managing Director Certification Manager

© Integral publication of this certificate and adjoining reports is allowed

20N

o\
MG, 1S
RUA L 506

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-certification.com Company registration 09085396




D DEKRA

page 1 of 5

ADDENDUM

To certificate: 2090418

The management system of the organization(s) and/or location(s) of:

Medtronic EMEA Medtronic B.V.

Earl Bakkenstraat 10
6422 PJ Heerlen

Certified organization(s) and/or locations:

Medtronic Portugal LDA-

Rua Tomas da Fonseca Torre E, 11
piso

1600 Lisboa

Portugal

Medtronic Italia S.p.A.
Via Varesina 162
20156 Milano

Italy

Medtronic Danmark A/S.
Arne Jacobsens Allé 17
2300 Kopenhagen
Denmark

Medtronic Medikal Teknoloji Ticaret Ltd
Sti

Saray Mah. Esnaf Sk.

Akkom Ofis Park Laodik Plaza

Sitesi B Blok Apt: 2/8

00000 Umraniye - Istanbul

Turkey

Different scope

Sales, Order Management and distribution of medical devices
including technical service and customer education.

Warehousing and distribution of medical devices, including spine
loaner operations 7y

Sales; order management and distribution of medical devices!
Including technical service’and customer education,
Promotion;.invoice and order management of medlcmal
products /7 /

Sales, order management and dlstrlbutlon of medlcal devices.
Including technrcal serwce and customer educatlon

Sales, order' management/and distribution of medical devices.
Including technical service’ and/customer education

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-certification.com Company registration 09085396




D DEKRA

page 2 of 5

ADDENDUM

To certificate: 2090418

The management system of the organization(s) and/or location(s) of:

Medtronic EMEA Medtronic B.V.

Earl Bakkenstraat 10
6422 PJ Heerlen

Medtronic Africa (Pty) Ltd.
Waterfall Distribution Campus
CNR K101 and Bridal Veil Road
Waterfall Midrand

1685 Gauteng

South Africa

Medtronic Ibérica S.A.

Calle de Maria de Portugal, 11
28050 Madrid

Spain

Medtronic Romania SRL

Ploiesti 42-44, Building B, B2

Wing, 2nd floor, district 1

Baneasa Business & Technology Park
013696 Bucharest

Romania

Medtronic Norge AS
Martin Linges vei 25
1364 Fornebu
Norway

Medtronic Portugal, LDA-
Avenida Gomes Pereira 61B
Benfica

1600 Lisboa

Portugal

Sales, order management, warehousing and distribution of
medical devices. Including technical service, customer ,education
and spine loaner operations.

Sales, order management, warehousing/and distribution of |
medical devices. Including techmcal service, customer educatlon
and splne loaner operataons

Sales, order' management and distribution of medical devices.
Including technical service’ and customer education./

Sales, order' managément/and distribution of medical devices.
Including technical service’ and /customer education.,

Sales, Order Management and distribution of medical devices
Including technical service’and customer education.

Warehousing and distribution of medical devices, including spine
loaner operations.

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-certification.com Company registration 09085396
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page 3 of 5

ADDENDUM

To certificate: 2090418

The management system of the organization(s) and/or location(s) of:

Medtronic EMEA Medtronic B.V.

Earl Bakkenstraat 10
6422 PJ Heerlen

Medtronic Service & Repair CoE
C-Mill gebouw K

Jan Campertstraat 21-A

6416 SG Heerlen

Medtronic Ibérica S.A.

Poligono Industrial La Garena
Calle Francisco Rabal 7

28806 Alcala De Heneras, Madrid
Spain

Medtronic Ibérica S.A.

WTC Almeda Park

Placa de la Pau, s/n. Edificio 7,3 piso
08940 Cornella de Llobregat, Barcelona
Spain

Medtronic France SAS

27/33 Quai Alphonse Le Gallo
92513 Boulogne-Billancourt
France

Medtronic Trading NL B.V.
Larixplein 4
5616 VB Eindhoven

Medtronic GmbH
Earl-Bakken-Platz 1
40670 Meerbusch
Germany

Service and repair of medical devices (excluding Imaging and
Navigation products).

Spine loaner operations.

Warehousing and distribution jbf 'm'édi_cal d_éViCes_, 'inéluding épine
loaner-operations L1 L A

Sales; order managemé'hf ah'd di'étribut_ion of medical devices!
Including techinical’'Service and’ customer education

Sales, order management/and distribution/of medical devices.
Including technical service' and customer /education

Distribution of medical Devices, medical equipment and related
services.

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-certification.com Company registration 09085396
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ADDENDUM

To certificate: 2090418

The management system of the organization(s) and/or location(s) of:

Medtronic EMEA Medtronic B.V.

Earl Bakkenstraat 10
6422 PJ Heerlen

Medtronic Osterreich GmbH
Milennium Tower, 20th floor
Handelskai 94-96

1200 Wien

Austria

Medtronic (Schweiz) AG
Talstrasse 9
3053 Munchenbuchsee
Switzerland

Medtronic Hellas S.A.
Avenue Kifisias 24 Building B
151 25 Marousi Pref. Attica
Greece

Medtronic Serbia Ltd.
Bulevar Zorana Dijindjica, 64a
11070 Belgrade

Serbia

Medtronic Hungaria Kift.
Bocskai ut 134-146
Cépililet 3. emelet

1113 Budapest
Hungary

Medtronic CCO SSC Warsaw
Polna 11

00-633 Warszawa

Poland

Sales, order management, warehousing and distribution of
medical devices. Including technical Service and/customer
education

Sales, order management, warehousing and distribution of
medical devices: Including technical Service and customer ||
education / 1 / i

Sales; order manage'm.e'nt-'arid: di_s'ffibut’idn of medicél devices,

Including technical service and customer education. |,

Sales, order managemént and distriblion of medical devices.,

Sales,/order management énd distribution’/ of medical devices.
Including/customer education,

Order management of medical devices:

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-certification.com Company registration 09085396
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page 5 of 5

ADDENDUM

To certificate: 2090418

The management system of the organization(s) and/or location(s) of:

Medtronic EMEA Medtronic B.V.

Earl Bakkenstraat 10
6422 PJ Heerlen

Medtronic Finland Oy
Lentdjantie 3

01530 Vantaa
Finland

Medtronic AB
P.O. Box 1034
164 21 Kista
Sweden

Medtronic Trading Ltd.
10 Hamada Street
4673344 Herzlya
Israel

Addendum expiry date:

Addendum effective date:

1 duly 2021
1 July 2018

Sales, order management and.distribution of medical devices.
Including technical service and customer education.

Sales, order management and distribution’ of medical devices.
Including technical service and customer education

Import, sales, order management and/distribution of medical
devices: Including technical sewice/and customer/education

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-certification.com Company registration 09085396
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