: Depaztaméntul 1m’eglstrare si hcenpere a'un _fﬁ;ﬁor de ds :pt FRERE o

dm Reglstrui de staf al persoanelor jundlce

Nr 459896. fata 25 09 zeze

Denum:rea completa. Socletatea cii Raspundere leltatﬁ "EN})O-CHIRURGIE" :
Denurnirea, prescurtat ‘"ENDO-CHIRURG]E" SRE ‘

Forma Jundmﬁ de orgamzare' Societate cu raspundere lumtata,

Numiruf de ;dentxﬁcare de'stat §i codul fiscal (IDNO) 10096{30033242

Data tnregisteirii de stat: 24.09.2009"

+ Sediul: MD-2021, str Drumul Viilor, 30?2, ap 54, mun. Chlgmau, Repubhca Mo!dova.
- Obiectul prmmpal de activztate'

1, Acordarea asistentei medicale de citre mstltu;nle medxco-samtarc pnvate
2. Actmtatea farmacentici
3. Importul fabr:carea, comercmhzarea, asmtenta tehnlca sx (sau) repara;aa dxspozltivelor

4. Comertu cu amanuntul al artxcnlelor medxcale §i ortoped;ce

g0 5 Comertﬁl ci améimmtul al produselor cosmetlce side parfumer:e, artlcoleior de toaleta

6. Alte acﬁvxtap de asistents medicald
7. Activitiiti de "ntrejmere corporala . ;
8 Actmtﬁtl de consulmre pentru afaceri s 31 management _
9, Activitati de cercetare s ‘pletei si de sondaj al epiniei publice

I‘IG Importu! [ {sau) fabrlcarea, depozxfarea, comercializarea angro 3 substantelor §1
‘ matermlelor chumce, toxlce, ‘articolelor si produselor chimice de menaj

11. Tmportal sx:(sau) depoz;tarea, comerclahzarea produse!or de uz ﬁtas anita
fertlhzanplor ‘ : . =

| ffCapltaIul soc:lal 1132300 Ee1,

Admtmstrator‘ GHEREG VICTOR, IDN? 2003001030201. o |

Asocmtn

gila ~S1 ned by Duba]an Pavel"'
020. 12 17 12 56:00 EET. - -
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Formularul ofertei (F3.1)

Data depunerii ofertei: “16” decembrie 2020

Procedura de achizitie Nr.: ocds-b3wdp1-MD-1605167138292/21030668

Denumirea oblectulul de achizitii: *Consumabile medicale si materiale de sutura pentru anul 2021”.
Catre: IMSP Institutul Oncologic

»Endo-Chirurgie” SRL declari ca:

a) Au fost examinate i nu existd rezerviri fatd de documentele de atribuire, inclusiv modificérile nr. nu
se aplica.

b) »Endo-Chirurgie” SRL se angajeazi s furnizeze in conformitate cu documentele de atribuire si
conditiile stipulate 1n specificatiile tehnice gi pref, urmatoarele bunuri: ?Consumabile medicale si
materiale de suturi pentru anul 2021”.

c) Suma totald a ofertei fard TVA constituie: 2 440 890.00 (doui milioane patru sute patruzec

mii opt sute nouizeci lei, 00 bani) lei MD. .

d) Suma totald a ofertei cu TVA constituie: 2 786 244.00 (doui milioane sapte sute optzeci si sase

mii doui sute patruzeci si patru, 00 bani) lei MD.

e) Prezenta ofertd va ramine valabild pentru perioada de timp specificatd in FDA3.8., Incepind cu data-

limit pentru depunerea ofertei, in confortnitate cu FDA4.2., va rimine obligatorie si va putea f1 acceptata

in orice moment pini la expirarea acestei perioade;

f) In cazul acceptérii prezentei oferte, “Endo-Chirurgie” SRL se angajeaza sd obina o Garan‘ge de

bund executie in conformitate cu FDAG, pentru executarea corespunzitoare a contractului de achizitie

publica.
g) Nu sintem in nici un conflict de interese, in conformitate cu art. 74 din Legea nr. 131 din 03.07. 2015

privind achizitiile publice.

Ofertantul: ”Endo-Chirurgie” SRL _
Adresa postalii: Republica Moldova, mun. Chisindu, str. Mesterul Manole, nr. 9.

Data: “16” decembrie 2020




@ mobiasbanca

olp group

FICOM/TF/01/01

Beneficiar: IMSP Institutul Oncologic
Adresa: mun.Chigindu, str. Testemitanu, 30

Oficiul bancii: Mobiasbanca - OTP Group S.A
Adresa: MD - 2012, mun. Chisindu, bd. Stefan cel Mare si Sfant 81A

Data: 16 decembrie 2020

GARANTIE DE OFERTA nr. LG/70009937100

Mobiasbanca - OTP Group 8.A., adresa juridica MD - 2012, bd. Stefan cel Mare, 81A, mun, Chigin&u, Republica
Moldova a fost informaté ¢a "Endo-Chirurgie” S.R.L. {numit Tn continuare ,Ofertant”) urmeaza sa inainteze oferta catre
Dvs. la data de 18 decembrie 2020 {numita Tn continuare «Ofertad"} privind achizitionarea de Consumabile medicale si
materiale de suturd pentru anul 2021, conform invitatiei la licitatia ocds-b3wdp1-MD-1605167138292 din 12.11.2020.

La cererea Ofertantului, noi, Mobiasbanca - OTP Group S.A., prin prezenta, ne angajam Tn mod irevocabil s3 v& pl&tim

orice sumé& sau sume ce nu depasesc in total suma de: 24 410 (douazeci si patru mii patru sute zece) MDL Ia primirea

de catre noi a primei solicitari din partea Dvs. in scris, insolite de o declaratie in care se specifici faptul ca Ofertantul

ncalca una sau mai muite dintre obligatiile sale referitor Ia conditfile ofertei, si anume:

a} si-a retras oferta Tn timpul perioadei valabilitdfii ofertei sau a modificat oferta dupd expirarea termenului-limita de
depunere a ofertelor; sau

b) fiind anuni{at de catre autoritatea contractanta, in pericada de valabilitate a ofertel, despre adjudecarea contractului:
(i} esueazé sau refuzé sé semneze formularul contractului;; sau (ii) esueaza sau refuzi sa prezinte garantia de
bund executie, daca se cere conform conditiilor licitatiei, ori nu a executat vreo conditie specificatd in documentele
de atribuire, Tnainte de semnarea contractului de achizitie. '

Aceastd garaniie va expira in cazul in care ofertantul devine ofertant cistigétor, la primirea de catre noi a copiei
Tnstiintarii privind adjudecarea contractului si i urma emiterii Garantiei de buni execulie eliberatd citre Dvs. Ia
solicitarea Ofertantului,

Prezenta garantie este valabild pina la data de 28 februarie 2021 (inclusiv),

Digilally signed by Stihii Nina

Cu respect

T o Date: 2020.12.16 12:34:18 EET . o
$ef Sectie Suport Departamentul MM Reason: MeldSign Signature Nina Stihii
Mobiasbanca - OTP Group S.A. Location: Moldova
Executor :

Liliana Cherdivara
Tel.: {022) 812-344

Mabiasbancs - OTP Group S A. . Lapttal Socal, 100 0680 000 MDL « Numis de i epstrare de slal 1002600006089, :
bd Stetan cel Mare u S0l B1A . M1 7012 Chosimdu, Moldevi. letelon, v373 22 206 44 . e mail: info@mobiasbanca.md . www.mobiasbanca.md



APROBAT

prin Ordinul
Ministrului Finantelor
or. 72 din 30.06.2020

FORMULARUL STANDARD AL DOCUMENTULUIL UNIC
DE ACHIZITII EUROPEAN

1. Documentul vaic de achizitii european, (in continuare, DUAE) este o declaratie pe proprie raspundere, prin care
operatorul economic confirmd indeplinirea criteriilor de calificare si selectie necesare In cadrul procedurilor de achizitie
publicd in Republica Moldova.
2. Formularul este completat, semnat electronic §1 transmis autorit#tii contractante la depunerea ofertei.
3. Un DUAE depus de citre operatorul economic in cadrul unei proceduri de achizitie publicd anterioard poate fi
reutilizat, cu conditia ca informatiile cuprinse In formular s3 fie corecle §i valabile la data depunerii acestuia.
4. Ofertantul care prezintd in DUAE informatii false sau documentele justificative prezentate nu confirmi informatia
indicatd in documentul prezentat este exclus din procedura de achizitic publici gi/sau poale rispunde conform
legislafiei.
5. Formularul DUAE este constituit din 7 capitole, 5i anume:
1} Capitolul I Informatii privind procedura de achizitie pubhca si autoritatea/entitatea contraclantd,
2) Capitolul 11, Informatii referitoare la operatorul economic;
3) .Capitolul IIl. Motive de excludere din cadrul procedurii de achizitie publicd;
4) Capitalul IV. Criteriile de calificare §i selectic a operatorilor economici;
5) Capitolul V. Indicatii generale pentru criteriile de selectie a operatorilor economici;
6) Capitolul V1. Preselectia candidatilor pentru procedura de atribuire a contractului de achizitie publicd;
7) Capitolul VII. Declaratii finale.
6. Prezentarea formularului DUAE la depunerea ofertei care nu este conform cu cerintele stabilile in Documentatla de
atribuire duce la respingerea ofertei.
Capitolul I. Informatii privind procedura de achizitie publici si autoritatea/entitatea contractanta

Compartimentul se completeazd doar de cditre autoritatea/entitatea contractantd.
Cod pozitie Continutul cerintei Riispuns

1 2 3
A. Informatii despre publicare '

Numiirul anuntuluifinvitatiei publicate in Buletinul achizifiilor publice, si ” ‘
dupa caz pumiral anuntului publicat in Jurnalul Oficial al Uniunii ocds-b3wdpl-MD-
A Eufopene ’ 1605167138292

B. Identitatea autorititii/entitiitii contractante

1B.1 Denumirea autoritatii/entitiitii contractante IMSP Instlt-utul
; Oncologic

iB.2 Numiir unic de identificare (IDNO) a autoritiitii/entitfitii coniractante 1003600151023

Capitolul I1. Informatii referitoare la operatorul economic

Compartimentul se completeazd doar de cdtre operatorii economici.

Cod pozitie Continutul cerinfelor : Rispuns
| 2 ‘ 3
A. Informatii privind operatorul economic
24l Denumirea operatorul economic ”Endo-Chirur gie”
- , SRL
242 Tara Republica Moldova
2A.3 Cod postal MD-2021
2A.4 Orag/Localitate mun. Chisinidu
2A.5 Adresa suridic ‘ str. Drumul Viilor,
! nr. 30/2, ap. (of.) 54,__|_

2A.6 Pagina web www.aksonpiisrunder;
2A.7 Persoana sau persoanele de contact Victor G%
24.7.1 Telefon 022 66- )
24.7.2 Adresa de e-mail mfo@ak{ﬂ(ﬂii‘ md@




2A8 Numir unic de identificare (IDNO/IDNP) 1009600033242
2A9 Numdarul cod TVA 0207790
2A.10 i
Forma organizatorico-juridici a activititii de antreprenoriat . Societate .cu_ .
Raspundere Limitati
2A.11 Numele actionarilor / asociatilor 1 (unu)
Operatorul economic este:
« inireprindere mici
2A.12 . cr ici
« ntreprindere mijlocie mica
s sialicle
In cazul in care achizitia este rezervatd: operatorul economic cste
un atelier protejat sau o intreprinderc sociald, sau va asigura
2A.13 - ’ >
executarea contractului fn confextul programelor de angajare LDa XINu
protejatd?
Dacd da, care este procentul corespunzdior de lucrdtori cu
24.13.1 o e o o y,
dizabilitdti sau defavorizafi? 0%
Specificati cdrei sau cdror categorii de lucrdtori cu dizabilitifi .
24.13.2 - . P . ’ |eex]
sau defavorizafi le apartin angajatii in cauzd?
Operatorul economic participi la procedura de achizitii publice
24,14 impreuna cu alti operatori economici? UDa . [XNu
Dacd Da, precizati rolul operatorului economic in cadrul
24.14.1 grupului (lider, responsabil cu indeplinirea unor sarcini specifice, Jtext]
elc).
24142 Numifi _operaiorii economici care participd la  procedura \rext|
respectivd de achizitie publicd.
24.14.3 Specificati denumirea grupului participant. |text]

Noté. Dacd afi rdspuns Da la intrebarea 24.14, asigurafi-véd ca operatorii economici menfionafi sd prezinte un
Jormular DUAE separat.

B. Informatii privind reprezentantii speratorului economic

Indicati numele persoanei (persoanelor) imputernicitd (Imputerniciie) si il reprezinte pe operatorul economic in
scopurile prezentel proceduri de achizifie publici,

2B.1 Nume 5i prenume Victor GHEREG
2B.2 Pozitie/actiondnd n calitate de.. Director

2B.3 Tard Republica Moldova
2B.4 Telefon : : 022 66-72-86
9B.5 Adresa de e-mail info@akson.md

C. Informatii privind utilizarea capacitiitilor altor entititi

Operatorul economic utilizeazi capacitétile altor entitd{i pentru a
satisface criteriile de selectie previzute in capitolul IV, precum gi LIDa - XINu
(daci este cazul) criteriile si regulile mentionate In capitolul V de
mai jos?

2C1

Noté. Dacd api rdspuns Da la intrebarea 2C.1, prezentafi un formular DUAE separat care sd cuprindd informatiile
solicitate in sectiunile A §i B din capitelul respectiv §i din capitolul Il pentru fiecare dintre emtildfile in cauzd,
completat si semnat in mod corespunzdtor de entititile in cauzd. Atragem atenfia asupra Japtului cd trebuie inclugi, de
asemeneq, lehnicienii sau organismele tehnice implicate, indiferent dacd fac sau nu parte din intreprinderea
operatorului economic, in special cei care rispund de controlul calitdyii si, in cazul contractelor de achizifii publice de
Jucrdiri, tehnicienii sau organismele tehnice la care pouate face apel operatorul economic in vederea execufdrii
Hucrdirilor. In mdsura in care este relevant pentru capacitatea (capacitdfile) specifica (specifice) utilizard (utilizate) de
operatorul economic, includefi informatiile prevdzute in capitolele 1V 3i V pentru fiecare dintre entitdtile in cauzd.
D. Informatii privind subcontractantii pe ale ciiror eapacitiiti operatorul economic se bazeazi
Operatorul economic intentioneazi s subcontracteze vreo parte
2D.1 . . . . |Da
din contract cu alli operatori economici?
2D.1.1 Dacd Da, enumerati subcontractantii propusi,




Capitolul ITI. Motive de excludere din cadrul procedurii de achizitic publica

Compartimentul se completeazd de cditre operatorii economici.

Cod pozitie

Continutul cerintelor

A. Motive referitoare la condamndiri prin hotfirfirea definitivi a unei instante judeciitoresti

1

2

3A1

Participare la o organizatie criminali.”

Operatorul economic fnsugi sau orice persoand care esle membru al
organismului -de administrare, de conducere sau de supraveghere al
acestuia sau care are putere de reprezentare, de decizie sau de control
n cadrul acestuia a ficut obiectul unei condamniri pronuntate printr-o
hotirdre definilivd pentru participare la o organizatie criminald, printr-
o condamnare pronuntatd cu cel mult cinci ani in urmé sau In care
continui si se aplice o perioadd de excludere prevazuti In mod direct
In condamnare?

3A2

Coruptie.

Operatorul economic fnsugi sau orice persoand care este membru al
organismului de administrare, de conducere sau de supraveghere al
acestuia sau care are putere de reprezentare, de decizie sau de control
in cadrul acestuia a ficul obiectul unel condamniri pentru coruptie
pronuntate printr-o hotirfire definitiva, printr-o condamnare pronuntati
cu cel mult cinci ani Tn urmd sau in care continud si se aplice o

_perioadi de excludere previizutd in mod direct in condamnare?

3A3

Fraude. :

Operatorul economic Insusi sau orice persoand care este membru al
organismului de administrare, de conducere san de supraveghere al
acestuia san care are putere de reprezentare, de decizie sau de control
in cadrul acestuia a ficut obiectul unei condamniri pentru fraudi
pronuntate printr-o hotdrére definitivd, prinir-o condamnare pronuntata
cu cel mult cinci ani in urmi sau in care continud s se aplice o
perioadi de excludere previzutdl in mod direct in condamnare?

3A4

Infractiuni teroriste sau infractiuni legate de activititile teroriste.
Operatorul economic fnsusi sau orice persoand care este membru al
organismului de administrare, de conducere sau de supraveghere al
acestuia sau care are putere de reprezentare, de decizie sau de control
n cadrul acestuia a- ficut obiectul unei condamndri pentru infractiuni
teroriste sau infractiuni legate de activititi terorisie, pronuntate prinir-
o hotardre definitivd, prinir-o condamnare pronuntatd cu cel mult cinci
ani {n urm# sau n care continua si se aplice o perioadd de excludere
previtzuti Tn mod direct in condamnare?

3A5

Spilare de bani sau finantarea terorismului.

Operatorul economic insusi sau orice persoand care esie membru al
organismului de administrare, de conducere sau de supraveghere al
acestuia sau care are putere de reprezentare, de decizie sau de control
n cadrul acesluia a ficut obiectul unei condamnari pentru infractiuni
teroriste sau- infractiuni legate de activititi teroriste, pronuntate printr-
o hotdrare definitivd, prinir-o condamnare pronuntatd cu cel mult cinei
ani Tn urm3 sau in care continui si se aplice o perioadd de excludere
previizuld in mod direct in condamnare?

3A.6

Exploatarea prin muncii a copiilor si alte forme de trafic de
persoane.

Operatorul economic insusi sau orice persoand care este membru al
organismului de administrare, de conducere sau de supraveghere al
acestuia sau care are putere de reprezentare, de decizie sau de control
in cadrul acestuia a ficut obiectul unei condamnéri pronuntate printr-o
hotirdre definitivd pentru exploatare prin muncd a copiilor gi alte
forme de trafic de persoane, printr-o condamnare pronuntatd cu cel
mull cinci ani in urm@ sau in care continud si se aplice o perioadi de
excludere previzuti in mod direct in condamnare?

Rispuns
3
UDa XEiNu
{1Da XINu
LDa EINu
UDa XiNu
L1Da - XENu
LIDa XINu

TR L TENDE

(1 R
i o PUNDES S
; s

3A7

In cazul cd raspunsul este Da pentru cel putin una din Intrebirile 3A.
— 3A.6, puteti furniza dovezi care si arate ci misurile luate sug
suficiente pentru a demonstra fiabilitatea, n pofida existentei u




motiv de excludere?

34.7.1

Dacd Da, descrieti aceste misuri.

[text|

B. Motive privind plata impozitelor sau/si a contributiilor de asiguriri sociale

Plata impozitelor

3B.1

Operatorul economic si-a onorat obligatiile cu privire la plala
impozitelor, taxelor §1 contributiilor sociale in conformitate "cu
prevederile legale in vigoare in Republica Moldova sau in fara In care
este stabilit?

XIDa UNuu

3B.11

Dacd Nu, in ce mod a jfost stabilitd obligatia cu privire la plata
impozitelor, taxelor si contributiilor sociale?

text|

38.1.2

In cazul in care, incdlcarea cu referive la obligatiile privind plata
impozitelor, taxelor si contribufitlor sociale a fost stabilitd printr-o
hotdrdre judecitoreascd sau administrativd, aceastd decizie este
definitivd?

XDa LINu

3B.1.3

In cazul in care, incdlcarea cu referire la obligatiile privind plata
impozitelor, taxelor si contribufiflor sociale a fost stabilitd printr-o
hotdrdre judecdtoreascd sau administrativd, precizafi data i numarul
deciziei,

|text|

3B.2

Operatorul economic beneficiazd, in conditiile legii, de egalonarca
obligatiilor de plati a impozitelor, taxelor si contributiilor de asigurari
sociale ori de alte facililiti In vederea plitii acesiora, inclusiv a
majorfrilor de intérziere (penalilitilor) sifsau a amenzilor?

Noii: Se completeazd doar In cazul in care afi rdspuns Nu, la
fntrebarea din 35.1.

ODa ONu

3B.2.1

Dacd Da, operatorul economic este in mésurd sd furnizeze actul privind
esalonarea obligatiilor de platd a impozitelor, taxelor si contributiilor
de asiguriri sociale ori de alte facilitdfi in vederea pldfii acestora?

ODa ONu

3B.3

Operatorul economic este in mésuri sa furnizeze un certificat cu privire
la plata impozilelor sau si furnizeze informatii privind onorarea
obligatiilor fiscale?

XIDa LINu

3B.4

Informatiile privind lipsa/existenta restantelor fati de bugetul public
national sunt disponibile gratuit pentru autorititi, prin accesarea unei
baze de date nationale? Daci da, specificati informatia care ar permite
verificarea.

Adresa de internet:
|eext]

Autoritatea sau
organismul emitent(3):
|text]|

Referinta exactd a

documentatiei:
ftext]
C. Includerea in lista de interdictie a operatorilor economici
ac 1 Operato.rull economic cste inscris in lista de interdictic a operaterilor L Da [ENu
economici?
In cazul i raspunsul este Da pentru intrebarea 3C.1, putefi furniza
3C.1.1 dovezi care sd arate cd mdsurile Dhigte sunt suficiente pentru a ODa ONu
demonstra fiabilitatea, in pofida existenfet unui motiv de excludere?
3C12 Dacd Da, descriefi aceste mdsuri. ' |text|
D. Motive legate de insolvabilitate, conflicte de interese sau abateri profesionale
Obligatiile aplicabile in domeniul mediului, muncii i asigurdrilor
sociale
3D4.1 Op_erg_torul .economic a fncilcat obligatiile fn domeniul mediului in L Da XINu
ultimii 3 ani?
In cazul cd rispunsul este Da pentru intrebarea 3D.1, putefi furniza
3Dl dovezi care sG arate cd mdsurile luate sunt suficiente pentru a /_.ELDa\ ONu
demonstra fiabilitatea, in pofida existentei wnul motiv de excludere? St UNDER
3D.1.2 Dacd Da, descriefi aceste mdsuri. b \r@g\
1D Operalorul economic a incilcat obligatiile in domeniul social in u}(/‘é?/ s?'- e\ \ INu
3.ani? . .
3D.2.1 in cozul cd rdspunsul este_Da pentru mtrebarea 3D.2, pureti }Eﬁu




dovezi care sd arate cd mdsurile Iuate sunt suficiente pentru a
demonstra fiabilitatea, in pofida existentei unui motiv de excludere?

iD.2.2

Dacd Da, descrieti aceste mdsuri,

|text!

3D.3

Operatorul economic a incileat obligatiile in domeniul muncii In ultimii
3 ani?

LUDa

XINu

3D.3.1

In cazul cd rdspunsul este Da pentru Tntrebarea 3D.3, putefi furniza
dovezi care sd arate cd mdsurile luate sunt suficiemte pentru a
demonstra fiabilitatea, in pofida existentei unui motiv de excludere?

0ODa

ONu

3D.3.2

Dacdi Da, descriefi acesie mdsuri.

ltext]

Insolvabilitatea

D4

Operatorul economic este In situatie de insolvabiliiate sau de lichidare a
activititii antreprenoriale ca urmare a unei hotdrarii judeciiloresti?

LDa

EINu

3D.4.1

In cazul cdf raspunsul este Da pentru intrebarea 3D.4, putefi furniza
dovezi care sd arate cd mdsurile luate sunt suficiente pentru a
demonstra fiabilitatea, in pofida existentel unui motiv de excludere?

0ODa

ONu

3D.4.2

Dacd Da, descriefi aceste masuri.

|zext)

Active administrate de lichidator

3D.5

Activele operatorului economic sunt administrate de un lichidator sau
de o instanta?

LIDa

XINu

3D.5.1

In cazul cii réspunsul este Da pentru fntrebarea 3D.5, putefi furniza
dovezi care sd arate cd mdsurile Iuate sunt suficiente pentru a
demonstra fiabilitatea, in pofida existenfei unui motiv de excludere?

ODa

[ONu

3D.52

Dacd Da, descriefi aceste mdsuri.

Jtext] .

Activititile economice sunt suspendate

3D.6

Activitiitile economice ale operatorului economic sunt suspendate?

LIDa

XINu

3D.6.1

Tn cazul cd rdspunsul este Da pentru intrebarea 3D.6, putefi firniza
dovezi care sd arate cd mdsurile Iuate sunt suficiente pentry a
demonsira fiabilitatea, in pofida existentei wrui motiv de excludere?

ODa

ONu

3D.6.2

Dacd Da, descrieti aceste masuri.

|text]

Acorduri cu alti operatori economici care vizeazdi denaturarea
concurentei

an.7

Operatorul economic, in ultimii 3 ani, a incheiat acorduri cu alti
operatori economici care au ca obiect denaturarea concurentei, fapt
constatat prin decizie a organului abilitat Tn acest sens?

LIDa

XiNu

3D.7.1

In cazul cdl raspunsul este Da pentru Intrebareq 3D.7, putefi furniza
dovezi care sd arate cd mdsurile lwate sunt suficiente peniru a
demonstra fiabilitatea, in pofida existentei unui motlv de excludere?

0Da

[INu

3D.7.2

Dacd Da, descrieti aceste mdsuri,

[text|

Conflict de interese

3D.3

Operatorul economic se afld Intr-o situatie de conflict de interese care
nu poate fi remediatd?

HUDa

XINu

iD.&1

In cazul cd raspunsul este Da pentru intrebarea 3D.8, putefi furniza
dovezi care sd arate cd wisurile luate sunt suficiente pennru a
demonstra flabilitatea, in pofida existenfel ynui motiv de excludere?

ODa

ONu

3D.8.2

Dacd Da, descrieji aceste mdsuri.

[text]

Etica profesionali

3D.9

Operatorul economic a fost condamnat, in ultimii 3 ani, prin hotirire
definitivi a unei instante judecitoresti, pentru o faptd care a adus
atingere eticii profesionale sau pentru comiterea unei greseli in materie
profesionaléd?

LDa

EINu

3D.9.1

I cazul ca rispunsul -este Da pentry intrebarea 3D.9, putefi furniza
dovezi care sd avate cd mdisurile luate sunt suficieme peniru o
demonstra fiabilitatea, in pofida existentei unui motiv de excludere?

ODa

ONu

Dacd Da, descriefi aceste mdsuri.

|text]

3D9.2

Integritatea

3D.10

Operatorul economic, in ultimii 3 ani, se face vinovat de o abatere
profesionali, care Ti pune la indoiald integritatea?

3D.10.1

Tri cozul cd raspunsul este Da pentru intrebarea 3D.10, putefi ﬁf-' :
dovesi care s arate cd mdsurile luate sunt suficiente pETERY
demonstra fiabilitatea, in pofida existenfei ynui motiv de exchige

O

X

ONu

3D.10.2

- . . e - . fud o AV
Dacd Da, descriefi aceste mdsuri. el 8%

e

|text|




Capitolul 1V, Criteriile de calificare si selectie a operatorilor economici

Compartimentul se completeazd de cditre outoritatea/entitatea (coloana nr.2) contractanmtd §i operatoril economici

{coloana nr.3).

Cod pozitie Continutul cerintelor Rispuns
1 2 ) 3
A. Capacitatea de exercitare a activitiitii profesionale
Operatorul economic esle in  masurA  si  furnizeze
4A.1 documentul/documentele prin care se va demonstra Inregistrarea XElDa LNu
acestuia?
1.  Certificat de
Dacd Da, indicati actele de inregisirare a activitdtii antreprenoriale si inregistrare.
genul (genurile) de activitate determinate de legislatie, aferent 2 Fxt di
44.1.1 obiectului procedurii de atribuire a contractului, in baza cdreia T, xiras mn
fntreprinderea are dreptul sd execute viitorwl contract de achizifie Registrul de stat al
publicd. persoanelor
juridice.
Adresa de internet:
|text|
_ Actele de invegistrare a activitdiii antreprenoriale, sunt disponibile ﬁfﬁ:ﬁfﬁiﬁxen 1@):
44.1.2 gratuil pentru autoritdfi dintr-o bazd de date nafionald? Dacd da, It ef / ’
specificati informatia care ar permite verificarea. Referinga exacii a
documentatiei:
lext|
Activilatea antreprenoriali detine o certificare sifsau o autorizare
4A.2 echivalenii aferent obiectului procedurii de atribuire a contractului, in [ ODa ONu
cadrul unui sistem national?
Dacti Da, operatorul economic este in mdsurd sd furnizeze
44.2.1 documentul/documentele prin care se va demonstra certificarea si/sau | ODa ONu
autorizarea activitdtii acestuia?
Adresa de internet.
[text|
Actele privind certificarea sau autorizarea sunt disponibile gratuit Autorzltatea; sau_t o
44.2.3 pentru autoritdti, dintr-o bazd de date nafionald? Dacd da, specificafi ﬁrgctzlmsmu enitent(d):
informatia care ar permite verificarea. Referinja exacid a
documentatiei:
Jtext|
Genurile de activitate, gifsau certificarea, sifsau autorizarea privind
4A3 aclivitatea de intreprinziilor, acopera criteriile de selectic impuse de XIDa LINu
autoritatea/entitatea contractantdi n anunful/invitatia de participare? '
B. Capacitatea economici si financiari ’
Declaratii bancare
Operatorul economic este In misurd sa furnizeze declaratii bancare sau,
4B.1 dupé caz, dovezi privind asigurarea riscului profesional in conformitate [XIDa LINu
cu cerintele din documentatia de atribuire?
Adresa de internet:
|text]
Informatia mengionard fa punctul 48,1 este disporibild gratuit pentru Au.t orrmj‘e‘a sau organismud
e g - L o . ; emitent(d):
4B.1.1 qutoritdi, dintr-o bazd de date nationald? Dacd da, specificati x|
informafia care ar permite verificarea el. Referinia exactd a
documentatiei:
[text]
Cifra de afaceri anuali (volumul vénzirilor)
Operatorul economic este Tn mésurd sa demonstreze o cifri dezAlaesty,
. anuald, dupd cum urmeazi: ‘ ‘ JDa ONu

Valoare Pericada




Notd. Se completeazd de cdire autoritatea contractantd valoarea §i
perioada

Specificati care este cifia de gfaceri anuald, comform datelor din

Valoarea [fnumdr]

L4821 raportul financiar. Anul ltext|
Cifra de afaceri medie anuali
Operatorul economic este In mésuré si demonstreze o cifrd medie anuald
de afaceri, dupd cum urmeazi;
4B.3 Valoare Perioada ODa CONu
Notd, Se completeaza de cditre autoritatea contractawtéi valoarea §i
perioada
Valoarea 15 986 561 lei
Anul 2019
Valoarea 26 080 218 fei
s . . . Anul 2018
4B.3.1 Specificati cifra de afaceri, conform datelor din raportul financiar.
pecificaft cifra de af v portul Valoarea 27 204 166 lei
Anul 2017
Valoarea medie totala
23 090 312.30 lei
Raport financiar
Operatorul economic este in misurd si furnizeze raportul financiar
: . . X
4B.4 inregistrat, extrase din raportul financiar? XIDa LNu
Adresa de internet:
[text]
Informatiile privind situatia economica si financiard sunt disponibile ?;;fg:ﬁg} sau organismul
4B.5 gratuit peniru autorititi, dintr-o bazd de date nationald? Daci da, ltext] ’

specificati informatia care ar permite verificarea.

Referinta exacti a
documentatiei:

[text}
C. Capacitatea tehnici si/sau profesionald
Operatorul economic esle in masurd sa furnizeze documentele solicitate
de citre autoritatea‘entitatea contractantd in anunful de participare, care XIDa LN
4C.1 demonstreazi capacitatea tehnicd gi/sau profesionald pentru executarea
viitorului contract.
Adresa de internet:
|text|
Informatiile privind capacitatea tehnicd sifsau profesionald sunt Aut.orrtatuec.z sau organismil
; e , DU, M . ., pHitent(d).
4C.1.1 disponibile gratuit pentry auwtoridyi, dintr-o bazd de date nafionald? ext]
Dacd da, specificati informatia care ar permite verificarea. Reforinia exacid a
documentatiei.
jtext|
Instalatii tehnice si miisuri de asigurare a calititii
Operatorul economic este In miisurd s3 furnizeze detalii referitoare la
tehnicieni sau organismele tehnice, specificate in anuntul de
4C2 participare/documentatia de atribuire, pe care autoritatea/entitatea ODa ONu
contractantil le poate solicita, in special cele responsabile de controlul
calitatii in legiturd cu acest exercitiu de achizitie publici?
Operatorul economic este in mésurii s3 furnizeze o informatie cu privire -
4C.3 la sistemele de management gi de trasabilitate utilizate Tn cadrul lantului ODa ONu
de aprovizionare?
Adresa de internet:
. , . . , |text|
1l Informagiile sunt disponibile grawil pentru autoriyy Btoritaien sau orgariomil

date nafionald? Dacd da, specificafi informafly
verificarea. :




documentafiei:
[text]

Utilaje, instalatii si echipament fehnic

Operatorul economic dispune de utilaje si echi t
p pu je si echipament necesar pentru ODa ONu

4C4 . .. ; o .
indeplinirea corespunzitoare a contractului de achizitie publicd?
Operatorul economic este In mésuri sii furnizeze o informatie cu privire
la dotérile specifice, utilajul si echipamentul necesar pentru Indeplinirea :
4C5 0ODa ONu
contractului, conform cerintelor stabilite In anuntul de parhmpare si
documentatia de atribuire?
Pregitirea profesionali si calificarea personalului
Opeératorul economic are in cadrul intreprinderii personal calificat
4C.6 conform cerinteler stabilite in anuntul de participare sau in documentatia [XIDa LINu
de atribuire?
Operatorul economic este In mésurd s3 furnizeze o informatie privind
ersonalul de specialitate propus pentru executarea contractului
4C. P . e | execula o
7 conform cerintelor stabilite In anuntul de participare si documentatia de XIDa LINu
atribuire?
Anul 2018
\ Angajati - 15
4C.8 Indicati efectivele medii anuale de personal angajat din ultimii trei ani | Anul 2017
) de activitate. Angajati - 16
Anul 2016
Angajati - 12
Numirul membrilor personalului de conducere
Anul 2019
Persoane 2 [doui]
4C.0 Indicati numdrul membrilor personalului de conducere ale operatorului | Anul 2018
) economic pe parcursul ultimilor trei ani. Persoane 2 [doui]
Anul 2017
Persoane 2 [douii]
Mostre, descrieri, fotografil
Operatorul economic este In misurd sa furnizeze egantioane (mostre),
descrieri si/sau fotografii ale produselor/serviciilor care urmeazi si fie
4c.10 furnizate/prestate, conform cerintelor stabilite in documentatia de XIDa LINu
atribuire?
Pentru contractele de achizitie publici de lucriiri
In perioada de referinti, operatorul economic a indeplinit lucriri
4C.11 specifice sau similare obiectului de achizitie indicat fn anuntul de [ 0Da ONu
participare si in documentatia de atribuire?
|text]
Dacd Da, enumerai-le specificind descrierea lucrdrilor, valoarea lor,
4C. 111 data de incepere, data procesului verbal de receptie la terminarea
lucrdrilor, beneficiarul §i aftd informaie relevantd,
Pentru contractele de achizitie publicii de bunuri -
In perioada de referintd, operatorul economic a efectuat livrari spemﬁce
4C.12 obiectului de achizitie indicat in anuntul de participare si in XIDa LiNu
documentatia de atribuire?
. A text
Dacéd Da, enumerati-le specificdnd descrierea livedrilor, valoarea lor, ext]
4C.12.1 data de incepere, data furnizdrii, beneficiarul §i altd informafie
relevantd.
Pentru contractele de achizitie publici de servicii
Tn perioada de referinti, operatorul economic a prestat servicii
4C.13 cu obiectul de achizitie indicat in anuniul de partici, ¢ dDa LINu
documentatia de atribuire?
4C 131 Dacdi Da, enumerati-le specificind descrierea serviciilor, W rea ?}Jr
o tie

A@

durata de executie, data inceperii, beneficiarul §i altd info




relevantd.

In cazul ci raspunsul este Da pentru una din Inirebirile 4C.11 - 4C.13,

AC.14 ppte;i furniza (_iovezi prin care se ya_'demopsl.ra Ind_eplinirea lucr_ﬁrilor, EDa LNu
livrarea bunurilor, prestarea serviciilor similare conform cerintelor
documentatiei de atribuire?
D, Standarde de asigurare a calitiitii
Operatorul economic este in masurd s furnizeze certificate emise de
4D.1 organisme independente prin care sc alestd faptul cd operatorul Da ONu
economic respectd standardele de asigurare a calititii conform cerinfelor - .
stabilite in anuntul de participare si In documentatia atribuire?
Adresa de internet:
|text]
Informatiile privind standardele de asigurare a calititii, sunt disponibile Aqurltaiea.l sau organismul
4D.2 gratuit pentru autoritdii, dintr-o bazi de date nafionald? Dacd da, emitenl(&):
specificati informatia care ar permite verificarea. - \text!
i Referinta exacld a
documentatiei:
text]

E. Standarde de protectie a mediului

Operatorul economic este in masurd s furnizeze certificate emise de
organisme independente prin care s¢ alestd faptul ci operatorul

ODa ONu

4E.1 economic respecti standardele de protectie a mediului, conform
cerintelor stabilite in anuntul de participare §i in documentafia de
atribuire?
Adresa de internet:
[text|
Informatiile privind standardele de protectia mediului, sunt disponibile AuFfmtaie? sau organismul
4E.2 gratuit pentru autorititi, dintr-o bazi de date nationald? Dacil da, rtre!:tr nt(a):
specificati informatia care ar permite verificarea. - "
’ Referinta exactiia
documentatiei:
[text|
F. Permiterea controalelor
Operatorul economic permite efectuarea verificirilor de catre
autoritatéa/entitatea contractantd referitor la capacitiitile economice §i Da ONu

4F.1

financiare, de productie sau tehnice privind executarea viitorului
contract de achizitie publicd?

Capitolul V. Indicatii generale pentru criteriile de calificare i selectic

Compartimentul se completeazd de cditre autoritate/entitatea contractanid {coloana nr.2) §i operatorii economici

(coloana nr.3).

Cod pozitie Continutul cerintelor Riéspuns
1 . 2 3
A. Indeplinirea tuturor criteriilor de selectie impuse
Operatorul economic este in mdsura s furnizeze in Sistemul informational
automatizat ,Registrul de stat al achizifillor publice” sau prin mijloace
eleclronice, sau dacd e cazul, pe suport de hértie autorildtil contractante:
formularele, certificatele, avizele si alte documente indicate de ciitre
aulorilaten/entitatea  contractantd fn  anuntul de participare i in
5A.1 documentafia de atribuire? [XIDa I1Nu
Termen _ zile de la solicitare.
Notd. Numdérul de zile se indicd de cdire aulorifateq contracig 7
cont de cantitatea si caracterul documentelor solicitate. ,f oo .
5A2 Informatiile care si §i permitd autoritiitii/entitatii contractaity H\internet:

documentele indicate in anunful de participare si in dg

i




atribuire, sunt disponibile gratuit si direct prin accesarea unei baze de date |Autoritatea sau organismu
nationale in orice stat? Dacil da, specificati informatia care ar permile lemileni(a):

verificarea. [text}

Referinta exactd a
documentatiei:

[text]

Capitolul VI. Preselectia candidatilor pentru procedura de atribuire a contractului de achizitie publici

Compartimentul se solicitii de cétre autoritatea contractantd doar in cadrul procedurilor de achizitie publicd: licitatia
. restransd, negociere, dialog competitiv si parteneriatul pentry inovare.

Cod pozitie Continutul cerintelor Rispuns
1 2 3
A. Indeplinirea tuturor criteriilor de selectie impuse
Operatorul economic/candidatul indeplinesie criteriile de selectie stabilite de
6A.1 citre autoritatea coniractantd in anuntul de participare §i in documentatia de ODa  [ONu
atribuire.

Operatorul economic/candidatul dispune §i esle Tn masurid si furnizeze in
Sistemul informational automatizat ,,Registrul de stat al achizitiilor publice”
6A2 sau prin mijloace electronice, sau daci e cazul, pe suport de hartie autoritétii | [1Da ONu
contractante certificate sau alte forme de documente justificative, dupii cum
este cerut in anuntul de participare si in documeniatia de atribuire.

Capitolul VII. Declaratii finale

Operatorul economic declardt ca informatiile prezentate In capitolele II — V {dupé caz II-VI) sunt exacte gi corect
furnizate, cunoscind pe deplin consecintele cazurilor grave de declaratii false.

Operatorul economic declard in mod oficial, c& poate sa furnizeze la solicharea autoritatii/entitifii contractante fird
fntdrziere, certificatele si documentele justificative solicitate, cu exceptia cazului in care autoritatea/entitatea
contractantii are posibilitatea de a obtine documentele justificative in cauzi direct prin accesarea unei baze de date
relevante, care este disponibild gratuit, cu conditia ¢i operatorul economic si fi furnizat informatiile necesare (adresa de
internel, autorilatea sau organismul emitent(#), referinfa exact a documentatiei) care si i permitd autoritdtii
contraclante sau entitiifii contractante s3 facd acest lueru si se consimie accesul la informatiile mentionate, In cazul In
care acest lucru este necesar.

Operatorul economic declard in mod oficial cii este de acord ca IMSP Institutul Oncologic, astfel cum este descrisd Tn
capitolul I sectiunea A sit ob{ind acces la documentele justificative privind informatiile pe care le-a furnizat in acest
DUAE in scopul desfisurarii procedurii de achizitie Licitatie Publicd ID ocds-b3wdpI-MD-1605167138292/21030668.

{Se va completa i semna de céilre operatorul economic)

Nume: Vietor GHEREG
Pozitia: Director
Data: 16.12.2020
Locul: Chigindu,
Semndtura __°
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EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

No. CE 540596

Issued To: Teleflex Medical
IDA Business and Technology Park
Dublin Road
Athlone
Co. Westmeath
Ireland

In respect of:

Those aspects of Annex V relating to securing and maintaining sterility in the manufacture of
non-active respiratory, non-active gynaecological, non-active regional anaesthesia, non-
active surgical and non-active urology devices.

Those aspects of manufacturing relating to obtaining sterility in the assembly of procedure
packs in accordance with Article 12 of the Medical Devices Directive.

The manufacture of non-active and active surgical devices for adult and paediatric
intraosseous infusion, bone marrow aspiration, bone marrow biopsy, bone lesion biopsy and
non-active sterile urology catheters.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex V. The quality assurance system meets the requirements of the directive. For the placing on the
market of class IIb and class III products an Annex III certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797):

chw\ C_ el

Gary E Slack, Senior Vice President Medical Devices

First Issued: 2009-01-13 Date: 2020-06-09 Expiry Date: 2024-05-26

..making excellence a habit”
Page 1 of 3

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Production Quality Assurance

Supplementary Information to CE 540596

Issued To: Teleflex Medical
IDA Business and Technology Park
Dublin Road

Athlone
Co. Westmeath
Ireland
Number Device Name Intended purpose per IFU
Class IIa
MD 0102 Sterile Intraosseous Vascular --
Access System
MD 1104 Non-sterile Intraosseous
Vascular Access System
MD 0102 Sterile Powered Bone Access --
MD 1104 Non-sterile Powered Bone
Access
MD 0102 Sterile Sternal Intraosseous --
Device
MD 0101 Sterile Silicone Foley Catheter --
First Issued: 2009-01-13 Date: 2020-06-09 Expiry Date: 2024-05-26

..making excellence a habit”
Page 2 of 3

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Production Quality Assurance

Supplementary Information to CE 540596

Issued To: Teleflex Medical
IDA Business and Technology Park
Dublin Road

Athlone
Co. Westmeath
Ireland
Number Device Name Intended purpose per IFU
Class Is
MD 0301 Intraosseous Vascular Access --
System Stabilizer
MD 0102 Powered bone access connector | --
MD 0101 Tracheostomy Tube Accessories | --
MD 0102 Tuohy Borst Adaptor --
MD 0102 Syringe -
MD 0101 Urology Dilator -
MD 0101 Guedel Airway -
MD 0101 Intrauterine Catheter Set -
MD 0101 Sterile Container -
MD 0101 Neckband -
Sterility aspects only
--- Procedure Packs under article 12 | ---
First Issued: 2009-01-13 Date: 2020-06-09 Expiry Date: 2024-05-26

..making excellence a habit”
Page 3 of 3

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 540596
Date: 2020-06-09
Issued To: Teleflex Medical
IDA Business and Technology Park
Dublin Road
Athlone
Co. Westmeath
Ireland
Subcontractor: Service(s) supplied
ArcRoyal Manufacture
Virginia Road
Kells, Co. Meath
Ireland
Arriol International Corporation ETO Sterilization
Carretera San Isidro KM 17 Manufacture

Zona Franca San Isidro
Santo Domingo Este
Dominican Republic

Arrow International CR, a.s. Manufacture
Jamska 2359/47

Zdar Nad Sazavou

59101

Czech Republic

BBF Sterilisationsservice GmbH Radiation (Gamma Sterilization)
Willy-Riisch-StraBe 10/1

71394 Kernen

Germany

..making excellence a habit”

Page 1 of 7

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 540596
Date: 2020-06-09
Issued To: Teleflex Medical
IDA Business and Technology Park
Dublin Road
Athlone
Co. Westmeath
Ireland
Subcontractor: Service(s) supplied
CeMed GmbH Assembly
Im Oberdorf 41 Packaging
72419 Neufra
Germany
China Biotech Corporation Radiation (Gamma Sterilization)

No. 10, 33 rd., Road,
Taichung Industrial Park
Taichung

Taiwan

Degania Silicone Limited Manufacture
Kibbutz

1513000 Degania Bet

Israel

Donatelle Plastics, Inc. Manufacture
501 County Road E-2 Extension

New Brighton

MN 55112

USA

..making excellence a habit”

Page 2 of 7

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 540596
Date: 2020-06-09
Issued To: Teleflex Medical
IDA Business and Technology Park
Dublin Road
Athlone
Co. Westmeath
Ireland
Subcontractor: Service(s) supplied
Foremount Enterprise Co., Ltd. Manufacture

No. 17, Alley 15, Lane 5
Shenan Street
Shengang Dist

42944 Taichung City
Taiwan

Iotron Industries USA Radiation (E Beam Sterilization)
4394 East Park 30 Drive

Columbia City

Indiana

46725

USA

Medical Service GmbH Assembly
LuisenstraBe 8 Packaging
75378 Bad Liebenzell/Unterhaugstett

Germany

..making excellence a habit”

Page 3 of 7

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 540596
Date: 2020-06-09
Issued To: Teleflex Medical

IDA Business and Technology Park
Dublin Road

Athlone

Co. Westmeath

Ireland
Subcontractor: Service(s) supplied
Mediplast Israel Ltd. ETO Sterilization

7 Hayarkon St.

P.O. Box 13214 Industrial Zone
Yavne

8122710

Israel

Rose GmbH flir Medizintechnik ETO Sterilization
GottbillstraBe 25-30

54294 Trier

Germany

sfm medical devices GmbH ETO Sterilization
BriickenstraBe 5 Manufacture
63607 Wachtersbach

Germany

..making excellence a habit”
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Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
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EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 540596
Date: 2020-06-09
Issued To: Teleflex Medical
IDA Business and Technology Park
Dublin Road
Athlone
Co. Westmeath
Ireland
Subcontractor: Service(s) supplied
Sparton Onyx, LLC Manufacture
2920 Kelly Avenue
Watertown
South Dakota
57201-7249
USA
Sterigenics Germany GmbH ETO Sterilization
Kasteler StraBe 45
Wiesbaden
65203
Germany
Sterigenics US, LLC ETO Sterilization

2400 Airport Road
Santa Teresa

New Mexico
88008

USA

..making excellence a habit”
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Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
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EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 540596
Date: 2020-06-09
Issued To: Teleflex Medical

IDA Business and Technology Park
Dublin Road

Athlone

Co. Westmeath

Ireland
Subcontractor: Service(s) supplied
Steritec, Inc. ETO Sterilization

P.O. Box 1969

1705 Enterprise Street
Athens, TX 75751
United States of America

Synergy Health Sterilisation UK Ltd ETO Sterilization
1 Alpha Court

Capitol Park

Thorne

Doncaster

DN8 5TZ

United Kingdom

Synergy Sterilisation (M) Sdn Bhd. ETO Sterilization
Plot 203

Kuala Ketil Industrial Estate

Kuala Ketil

Kedah

09300

Malaysia

..making excellence a habit”
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EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 540596
Date: 2020-06-09
Issued To: Teleflex Medical

IDA Business and Technology Park

Dublin Road

Athlone

Co. Westmeath

Ireland
Subcontractor: Service(s) supplied
Teleflex Medical Sdn. Bhd. ETO Sterilization
Lot PT 2577, Jalan Perusahaan 4 Manufacture
34600 Kamunting Perak
Malaysia
Viant San Antonio, Inc. Manufacture
7027 Fairgrounds Parkway
San Antonio
TX 78238

United States of America

Viant Upland, Inc. Manufacture
a.t.a. (formerly) Lake Region Medical

2052 West 11th Street

Upland CA 91786

USA

Willy Riisch GmbH Manufacture
Willy-Riisch-StraBe 4-10

71394 Kernen i.R.,

Germany

..making excellence a habit”
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Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
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bsi.
EC Certificate - Production Quality Assurance
Certificate History

Certificate No: CE 540596
Date: 2020-06-09
Issued To: Teleflex Medical

IDA Business and Technology Park
Dublin Road

Athlone

Co. Westmeath

Ireland

Reference
Number

13 January 2009 7245725 First issue.

17 March 2009 7325720 Company address amended.

Extension to scope.

Addition of Willy Riisch, Germany as subcontractor for design
and manufacture.

25 August 2009 7399908 Addition of SFM as significant subcontractor for manufacture.

Addition of ‘design’ services supplied by Teleflex Medical,
Malaysia, Arrow International CR, a.s. and Arrow International,
Inc., Czech Republic.

Correction of History page header.
Intrauterine catheter added to scope.

Date Action

7439096

08 September 2010 | 7558507 Scope reworded in accordance with generic device groups.
Activity of ‘Design’ removed from all subcontractors and ‘Control
of Sterilisation” added.

Certificate renewal.

..making excellence a habit”
Page 1 of 5

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Production Quality Assurance
Certificate History

Certificate No: CE 540596
Date: 2020-06-09
Issued To: Teleflex Medical

IDA Business and Technology Park
Dublin Road

Athlone
Co. Westmeath
Ireland
Date S Action
Number

23 February 2011 | 7635647 Scope extended to include, ‘Those aspects of manufacturing
relating to securing and maintaining sterility in the assembly of
procedure packs in accordance with Article 12 of the Medical
Devices Directive.’

Addition of subcontractor, ‘ArcRoyal Ltd., Virginia Road, Kells, Co.
Meath, Ireland’ for Manufacture and Control of Sterilization
activities.

23 May 2012 7778468 Correction of significant subcontractor address.

04 February 2013 | 7932595 The addition of significant subcontractors Foremount Enterprise
Co Ltd and Bidoia SAS Di Gianfranco Didia EC.

13 July 2015 8334933 Extension to scope to include ‘The manufacture of non-active and
active surgical devices for adult and paediatric intraosseous
infusion, bone marrow aspiration, bone marrow biopsy and bone
lesion biopsy.

Significant subcontractor changes: Addition of Vidacare LLC, Lake
Region Medical, Arriol International Corporation, Coastal Life
Technologies, Inc & Sparton Onyx. LLC.

..making excellence a habit”
Page 2 of 5

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.



bsi.
EC Certificate - Production Quality Assurance
Certificate History

Certificate No: CE 540596
Date: 2020-06-09
Issued To: Teleflex Medical

IDA Business and Technology Park
Dublin Road

Athlone
Co. Westmeath
Ireland
Date S Action
Number
28 August 2015 8406492 Certificate renewal.
Removal from scope of ‘those aspects of Annex V relating to
securing and maintaining sterility in the manufacture of non-active
digestive tract devices’ and ‘Those aspects of Annex V related to
metrology in the manufacture of non-active respiratory devices'.
10 February 2016 | 8455693 Removal of Vidacare LLC from list of significant subcontractors.

Service(s) supplied for Arriol International Corporation, Coastal
Life Technologies Inc. and Lake Region Medical changed from
crucial suppliers to Control of Sterilization, Manufacture.

Service(s) supplied for Sparton Onyx. LLC changed from crucial
supplier to Manufacture.

Removal of repeated use of word ‘devices’ from scope.

28 July 2017 8762518 Change of address for Coastal Life Technologies.

Addition of Donatelle Plastics Inc., 55112 New Brighton to list of
significant subcontractors.

04 March 2019 7779566 Traceable to NB 0086.

..making excellence a habit”
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Production Quality Assurance
Certificate History

Certificate No: CE 540596
Date: 2020-06-09
Issued To: Teleflex Medical

IDA Business and Technology Park
Dublin Road

Athlone

Co. Westmeath

Ireland

Reference
Number

Current 3124053 Certificate renewal.
Addition of supplementary product information table.
Update to scope to include non-active sterile urology catheters.

Name change from Coastal Life Technologies to Viant San Antonio,
Inc., Name change from Lake Region Medical to Viant Upland, Inc

Removal of Control of Sterilization from Service(s) supplied for
ArcRoyal Ltd., Arrow International CR, a.s. (Zdar), Viant San
Antonio, Inc., Donatelle Plastics, Inc., Foremount Enterprise Co.,
Ltd., Viant Upland, Inc., sfm medical devices GmbH, Teleflex
Medical Sdn. Bhd., and Willy Riisch GmbH.

Addition of ETO Sterilization to Service(s) supplied for sfm medical
devices GmbH and Teleflex Medical Sdn. Bhd.

Administrative correction of details for ArcRoyal, Arriol
International Corporation, Arrow International CR, a.s., Donatelle
Plastics, Inc., Foremount Enterprise Co., Ltd., Sparton Onyx. LLC,
sfm medical devices GmbH, Teleflex Medical Sdn. Bhd. and Willy
Riisch GmbH.

Removal of Arrow International CR a.s. (Hradec Kralove) and
Bidoia SAS Di Gianfranco Didoia E.C.

Addition of CeMed GmbH and Medical Service GmbH for Assembly
and Packaging.

Date Action

..making excellence a habit”
Page 4 of 5

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Production Quality Assurance
Certificate History

Certificate No: CE 540596
Date: 2020-06-09
Issued To: Teleflex Medical

IDA Business and Technology Park
Dublin Road

Athlone

Co. Westmeath

Ireland

Date Reference Action
Number

3124053 Addition of Degania Silicone Limited for Manufacture

Addition of Steritec, Inc., Sterigenics US, LLC, Rose GmbH flir
Medizintechnik, Synergy Health Sterilisation UK Ltd, Sterigenics
Germany GmbH, Mediplast Israel Ltd., and Synergy Sterilisation
(M) Sdn Bhd. for ETO Sterilization

Addition of Iotron Industries USA for E-beam Sterilization

Addition of China Biotech Corporation and BBF Sterilisationsservice
GmbH for Gamma Sterilization.

..making excellence a habit”
Page 5 of 5

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.



Certificate US97/10878.00

The management system of

Teleflex Medical

3015 Carrington Mill Blvd., Morrisville, NC, 27560, United States

has been assessed and ceriified as meeting the requirements of

1ISO 13485:2016
EN I1SO 13485:2016

For the following activities

The scope of registration appears on page 2 of this certificate.

This certificate is valid from 11 September 2018 until 14 July 2021
and remains valid subject to satisfactory surveillance audits.

Re certification audit due before 27 May 2021

Issue 20. Certified since 26 September 2000

Multiple certificates have been issued for this scope
The main certificate is numbered US97/10878.00

This is a multi-site certification.
Additional site details are listed on the subsequent page.

Authorised by

SGS United Kingdom Ltd
Rossmore Business Park Ellesmere Port Cheshire CH85 3EN UK
t+44 (0)151 350-6666 f-+44 (0)151 350-6600 www.sgs.com

HC SGS 134852016 0118 M2

This document Is issued by the Company subject toils General Conditions of
Certificalion Services accessible at www.sge.comfterms_and_conditions htm.
Alterition is drawn lo the limitations of [iabilty, indemnificaticn and juriedictional
Izsues established therein. The authenticily of this document may be verified at
hitp:ihwvew.sgs.comien/certified-clients-and-products/cerlified-client-direclery.
Any unauthorized alteralion, forgery or falsification of lhe content o appearance
of this decument is unlawful and offendsre may be prossoutad lo the fullsst
extent of the law.

o

UKAS

MANAGEMENT
SYSTEMS

Page1of2.

0005




Certificate US97/10878.00, continued

Teleflex Medical

ISO 13485:2016
EN ISO 13485:2016

Issue 20

Detailed scope

Design, development, manufacture and distribution of reusable medical

and surgical instruments for general and specialty use; sterile

and non-sterile disposable surgical, urology, anaesthesia and respiratory medical
devices, sterile disposable electrosurgical medical devices. Design of Non-Sterile
Nasal and Oral Mucosal Devices. Design and development of sterile single

use absorbable and non-absorbable sutures, pledgets and suture guides

and manufacturing of non-sterile absorbable and non-absorbable suture material.
Manufacturing of sterile single use absorbable and non-absorbable sutures.

Distribution of sterile single use absorbable and non-absorbable sutures

and non-sterile suture material. Distribution of medical devices for endoscopy;
fiber optic illuminators; sterile single use instruments for cardiovascular

and general surgical procedures.

Additional facilities

375 Forbes Blvd, Mansfield, MA, 02048-1805, United States
2917 Weck Drive, Research Triangle Park, NC, 27709, United States

This documant is issued by the Company subject lo its General Conditions of
Certification Services accessible al www.sgs.comferms_and_condllicns.him.
Attention fs drawn to the limitali f liability, indemnificalion and jurisdictional
issues established therein. The authenticity of his document may be verified al
hitp:fivww sgs .comien/certified-clients-and-productsfcertified-ollent-directory.
Any unauthorized alteration, forgery or falsification of the content or appearance
of this document is unlawful and offenders may be prosecuted lo the fullest
extent of the law,

Page 2 of 2
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EC Certificate

mdc medical device certification GmbH
Notified Body 0483
herewith certifies that

ENDO-FLEX GmbH
Alte Hunxer Strafe 115
46562 Voerde
Germany
for the scope

Endoscopic instruments, HF-instruments and accessories,
Needle systems and Drainage systems
(see attachment)

has introduced and applies a

Quality System

for the design, manufacture and final inspection.

The mdc audit has proven that this quality system
meets all requirements according to

Annex Il — excluding Section 4
of the Council Directive 93/42/EEC

of 14 June 1993 concerning medical devices.

The surveillance will be held as specified in Annex I, Section 5.

Valid from 2019-01-04
Valid until 2023-01-23
Registration no. D1033500036
Report no. P18-01361-131197
Stuttgart 2019-01-04

/“z; d .-“ 7 7‘,_ — N

, : o Head of Certification Body
medical device certification

wRw Benannt durchDesignated by
* = il J 2

w* +r Zentrals! der Lander &

* H

mdc medical device certification GmbH
Kriegerstral3e 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax: +49-(0)711-253597-10
Internet: http://www.mdc-ce.de




Attachment of the certificate
No. D1033500036 Date 2019-01-04 Page 1 of 1

Product category Product Class

Drainage systems Nasal Biliary Drainage Probes SU lla

Endoscopic instruments Stone extraction Balloons SU lla
Scissors RU lla
Cytology Brushes SU lla
Spray Catheters SU/RU lla
Suture Punches RU lla
Foreign Body Retrievers / Polyp Retrievers SU/RU lla
Biopsy Forceps SU/RU lla
Multi Band Ligation Device SU lla

Needle systems Fibrin Application Needles SU/RU lla
FNA Systems for ultrasound endoscopy SU lla
Transbronchial Aspiration Needles SU lla
Injection Needles SU/RU lla

Drainage systems Biliary Stents SU lIb
Pancreatic Stents SU lIb
Self-expanding Stents SU (Biliary, Bronchial/Tracheal, |llb
Colonic, Duodenal, Esophageal)

HF-instruments and accessories Handles incl. HF connector RU IIb
Cysto Gastro Sets SU lIb
Sphincterotomes SU/RU lIb
Polypectomy Snares, Mukosectomy Snares SU/RU Ib
HOT Biopsy Forceps SU/RU lIb

7

A P T.

Head of Certification Body

medical device certification

Mac

mdc medical device certification GmbH
Kriegerstral’e 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax: +49-(0)711-253597-10
Internet: http://www.mdc-ce.de



EC Certificate

mdc medical device certification GmbH
Notified Body 0483
herewith certifies that

ENDO-FLEX GmbH
Alte Hunxer Strafe 115
46562 Voerde
Germany

for the scope

endoscopic instruments
(see attachment)

has introduced and applies a

Quality System

for the aspects of manufacture concerned with securing and
maintaining sterile conditions as specified in Annex V, Section 3.

The mdc audit has proven that this quality system
meets all requirements according to

Annex V — Section 3
of the Council Directive 93/42/EEC

of 14 June 1993 concerning medical devices.

The surveillance will be held as specified in Annex V, Section 4.

Valid from 2019-01-04
Valid until 2023-01-23
Registration no. D1033500037
Report no. P18-01361-131199
Stuttgart 2019-01-04

P _,.'_/J ’__‘qh

f e ; —

: . . Head of Certification Body
medical device certification

wRw Benannt durchDesignated by
* = il J 2

w* +r Zentrals! der Lander &

* H

mdc medical device certification GmbH
Kriegerstral’e 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax: +49-(0)711-253597-10
Internet: http://www.mdc-ce.de




Attachment of the certificate

No. D1033500037 Date 2019-01-04 Page 1 of 1
Product category Product Class
endoscopic instruments E.R.C.P. Catheters SU/RU | (steril)

Suction / Flushing Catheters SU

Stone Extraction Baskets SU/RU

Lithotripsy Baskets / Lithotripsy Spirals SU/RU
Guiding Catheters SU/RU

Pushers SU/RU

Stent Placement Sets SU/RU

Biliary Dilation Catheters SU

Polyp & Foreign Body Retriever "EasyCollect" SU
Guide Wires SU/RU

Dilation Balloons SU

A F

Head of Certification Body

" medical device certification

mdc medical device certification GmbH
Kriegerstral’e 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax: +49-(0)711-253597-10
Internet: http://www.mdc-ce.de

For electronic publication only




Certificate

mdc medical device certification GmbH

certifies that

ENDO-FLEX

ENDO-FLEX GmbH
Alte HUnxer Stral3e 115
46562 Voerde
Germany

for the scope

design, development, production, storage and distribution of
instruments and accessories for
the diagnostic and therapeutic endoscopy

has introduced and applies a

Quality Management System

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

EN ISO 13485

Medical devices — Quality management systems —
Requirements for regulatory purposes

EN ISO 13485:2016 + AC:2016 - ISO 13485:2016

Valid from 2019-03-11
Valid until 2021-01-23
Registration no. D1033500038
Report no. P18-01361-131193
Stuttgart 2019-03-11

P s
A

: : _— Head of Certification Body
medical device certification

Mac (o

Deutsche
Akkreditierungsstelle
D-ZM-16002-06-00

mdc medical device certification GmbH
Kriegerstral3e 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax: +49-(0)711-253597-10
Internet: http://www.mdc-ce.de



(D HALYARD

EC Declaration of Conformity

Name of Products:
Product Codes:
UMDNS Code:

GMDN Code:

Legal Manufacturer (Place of Issue):

EU Authorized Representative:

Product Standards:

Start of CE:
Conformity Assessment Route:
Device Classification, Rules:

CE certificate number:

Face Masks

See Attachment A

12458 (Masks, Surgical)

35177 (Surgical face mask, Single Use)
Halyard Health, Inc.

5405 Windward Parkway
Alpharetta, Georgia (GA) 30004, USA

Halyard Belgium BVBA
Leonardo Da Vincilaan 1
1930 Zaventem

Belgium

BS EN 14683 (excepted for products with * which comply to
Bacterial Filtration Efficiency requirements only)

See Attachment A
Annex VIl
I, non sterile and non-measuring, Rule 1 per Annex IX

N/A

I, the undersigned, hereby declare that the specified medical device(s) meet(s) the applicable provisions of
European Council Directive 93/42/EEC of 14 June 1993 concerning Medical Devices.

All supporting documentation that contains proof of compliance to the aforementioned Directive(s) is retained
under the premises of Halyard Health, Inc. This declaratlon applles to all devices on the attached product list

from the signature date forward.

Authorized Signature:

/\,}' L~

Namfe: Katy nfso

Title:  Regulat alrs Technical Leader
Halyard Health Inc.

Date: 02-Nov-2016

| EU-002-R8

Page 1 of 4




(D HALYARD

This attachment specifies the products included in the above referenced Declaration of Conformity.

Attachment A (Product List)

Stock Code Description Start of CE
146 FLUIDSHIELD* 3 Fog-Free Procedure Mask with SO SOFT* Lining and SO SOFT * Earloops 03-June-2015
148 FLUIDSHIELD* 3 Fog-Free Procedure Mask with SO SOFT* Lining and SO SOFT * Earloops 03-June-2015
152 Standard Cone Mask 03-June-2015

10729 Surgical Face Mask 03-June-2015
37525 Duckbill Surgical Mask 03-June-2015
46727* FLUIDSHIELD* 3 N95 Particulate Filter Respirator and Surgical Mask with SO SOFT* Lining 03-June-2015
46767* FLUIDSHIELD* 3 N95 Particulate Filter Respirator and Surgical Mask with 03-June-2015
Safety Seal and SO SOFT* Lining
46827* FLUIDSHIELD* 3 N95 Particulate Filter Respirator and Surgical Mask with SO SOFT* Lining 03-June-2015
46867* FLUIDSHIELD*3 N95 Particulate Filter Respirator and Surgical Mask with Safety Seal and SO SOFT* | 03-June-2015
Lining
47080 Procedure Mask with SO SOFT* Earloops 03-June-2015
47081 Procedure Mask with SO SOFT* Earloops 03-June-2015
47085 Procedure Mask with SO SOFT* Earloops 03-June-2015
47090 Procedure Mask with SO SOFT* Earloops 03-June-2015
47095 Procedure Mask with SO SOFT* Earloops 03-June-2015
47116 Procedure Mask with SO SOFT* Earloops 03-June-2015
47117 Procedure Mask with SO SOFT* Earloops 03-June-2015
47127 Child's Face Mask with SO SOFT* Earloops 03-June-2015
47137 FLUIDSHIELD* 3 Fog-Free Procedure Mask with SO SOFT* Lining and 03-June-2015
SO SOFT* Earloops
47295 Teddy Bear Procedure Mask with SO SOFT* Earloops 03-June-2015
47297 FLUIDSHIELD* 3 Teddy Bear Procedure Mask with SO SOFT* Lining and 03-June-2015
SO SOFT* Earloops
47298 FLUIDSHIELD* 3 Teddy Bear Fog-Free Procedure Mask with SO SOFT* 03-June-2015
Lining and SO SOFT* Earloops
47500 SOFT TOUCH I* Surgical Mask 03-June-2015
47625 High Filtration Surgical Mask 03-June-2015
47650 High Filtration Fog-Free Surgical Mask 03-June-2015
47700 Pouch Style Mask with SO SOFT* Lining 03-June-2015
47717 Pouch Style Mask with SO SOFT* Lining 03-June-2015
48100 THE LITE ONE* Surgical Mask 03-June-2015
48105 THE LITE ONE* Surgical Mask 03-June-2015
48201 Surgical Mask 03-June-2015
48210 Surgical Mask 03-June-2015
48220 Duckbill Surgical Mask 03-June-2015
FLUIDSHIELD* 3 Fog-Free Surgical Mask with SO SOFT* Lining
03-. -2015
il (ASTM F2100-EN 14683 Type Il R) e
48248 FLUIDSHIELD* 3 Surgical Mask with SO SOFT* Lining 03-June-2015
(ASTM F2100-EN 14683 Type Il R)
48296 Teddy Bear Surgical Mask 03-June-2015
48297 FLUIDSHIELD* 3 Teddy Bear Surgical Mask with SO SOFT* Lining 03-June-2015
48390 Surgical Mask with SO SOFT* Lining 03-June-2015

| EU-002-R8

Page 2 of 4




(D HALYARD

Stock Code Description Start of CE
49214 Fog-Free Surgical Mask 03-June-2015
49215 Anti-Fog Surgical Mask 03-June-2015
49216 Duckbill Fog-Free Surgical Mask 03-June-2015
49235 Anti-Fog Surgical Mask 03-June-2015
49310 ULTI-MASK* Fog-Free Surgical Mask 03-June-2015
49700 Standard Procedure Mask 03-June-2015
49701 Standard Surgical Mask 03-June-2015
59928 THE FRIENDLY* Surgical Mask 03-June-2015
62113 FLUIDSHIELD* 2 Fog-Free Surgical Mask 03-June-2015
62114 FLUIDSHIELD* 2 Fog-Free Surgical Mask 03-June-2015
62115 FLUIDSHIELD* 2 Procedure Mask with SO SOFT* Earloops 03-June-2015
62116 FLUIDSHIELD* 2 Fog-Free Procedure Mask with SO SOFT* Earloops 03-June-2015

62126* FLUIDSHIELD* 2 N95 Particulate Filter Respirator and Surgical Mask with 03-June-2015
SO SOFT* Lining

62355* FLUIDSHIELD* 2 N95 Particulate Filter Respirator and Surgical Mask with SO 03-June-2015
SOFT* Lining

62356 THE LITE ONE* Procedure Mask with SO SOFT* Earloops 03-June-2015

62357 THE LITE ONE* Procedure Mask with SO SOFT* Earloops 03-June-2015

62362 Fog-Free Procedure Mask with SO SOFT* Earloops 03-June-2015

62363 Fog-Free Procedure Mask with SO SOFT* Lining and SO SOFT* Earloops 03-June-2015
Standard Face Masks

62367 THE LITE ONE* Surgical Mask 03-June-2015

28804 FLUIDSHIELD* 3 Fog-Free Surgical Mask/WrapAround Anti-Glare Visor 04-May-2016
(ASTM F2100-EN 14683 Type Il R)

28820 FLUIDSHIELD* 3 Fog-Free Surgical Mask 04-May-2016
(ASTM F2100-EN 14683 Type Il R)

25867* FLUIDSHIELD* 1 Procedure Mask with SO SOFT* Lining and SO SOFT* Earloops 03-June-2015
(ASTM F2100-EN 14683 (BFE))

25869* FLUIDSHIELD* 1 Procedure Mask with SO SOFT* Lining and SO SOFT* Earloops 03-Jjune-2015
(ASTM F2100-EN 14683 (BFE))

28802* FLUIDSHIELD* 1 Surgical Mask with SO SOFT* Lining 03-June-2015
(ASTM F2100-EN 14683 (BFE))

28806* FLUIDSHIELD* 1 Fog-Free Surgical Mask with SO SOFT* Lining 03-June-2015
(ASTM F2100 —EN 14683 (BFE))

28808 FLUIDSHIELD* 2 Fog-Free Surgical Mask 03-June-2015
(ASTM F2100-EN 14683 Type II R)

28809 FLUIDSHIELD* 2 Fog-Free Surgical Mask 03-June-2015
(ASTM F2100-EN 14683 Type IIR)

28810 FLUIDSHIELD* 2 Procedure Mask with SO SOFT* Earloops 03-June-2015
(ASTM F2100-EN 14683 Type IIR)

28821 FLUIDSHIELD* 2 Fog-Free Procedure Mask with SO SOFT* Earloops 03-June-2015
(ASTM F2100-EN 14683 Type IIR)

47107 3 Fog-Free Procedure Mask with SO SOFT* Lining and SO SOFT* Earloops 03-June-2015
(ASTM F2100-EN 14683 Type IIR)

47147 FLUIDSHIELD* 3 Fog-Free Procedure Mask with SO SOFT* Lining and 03-June-2015
SO SOFT* Earloops (ASTM F2100-EN 14683 Type IIR)

48207 FLUIDSHIELD* 3 Fog-Free Surgical Mask with SO SOFT* Lining 03-June-2015
(ASTM F2100-EN 14683 Type IIR)

48208 FLUIDSHIELD* 3 Surgical Mask with SO SOFT* Lining 03-June-2015

(ASTM F2100-EN 14683 Type IIR)

| EU-002-R8
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Stock Code Description Start of CE
48237 FLUIDSHIELD* 3 Fog-Free Surgical Mask with SO SOFT* Lining 03-June-2015
(ASTM F2100-EN 14683 Type IIR)
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By Royal Charter

EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

No. CE 698961

Issued To: O & M Halyard, Inc.
9120 Lockwood Blvd
Mechanicsville
Virginia
23116
USA

In respect of:

The manufacture of Surgical Drapes.

Those aspects of Annex V related to securing and maintaining sterility in the manufacture of
sterile surgical gowns, surgical drapes, surgical packs and examination gloves

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex V. The quality assurance system meets the requirements of the directive. For the placing on the
market of class IIb and class III products an Annex III certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797):

2

Albert Ro'ossien, Regulatory Lead

First Issued: 2019-02-18 Date: 2019-02-25 Expiry Date: 2024-02-17

..making excellence a habit”
Page 1 of 2

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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By Royal Charter

EC Certificate - Production Quality Assurance

Supplementary Information to CE 698961

Issued To: O & M Halyard, Inc.
9120 Lockwood Blvd
Mechanicsville
Virginia
23116
USA
Number Device Name Intended Purpose per IFU
Class I1a
MD 0101 Transurethral Resection (T.U.R.) Drapes & | N/A
Packs
Class Is
MDS7006 Surgical Gowns N/A
MDS7006 Surgical Drapes N/A
MDS7006 Surgical Packs N/A
MDS7006 Examination Gloves N/A
First Issued: 2019-02-18 Date: 2019-02-25 Expiry Date: 2024-02-17

..making excellence a habit”
Page 2 of 2

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 698961
Date: 2019-02-25
Issued To: O & M Halyard, Inc.

9120 Lockwood Blvd
Mechanicsville
Virginia

23116

USA

Subcontractor: Service(s) supplied

Arc Royal EU Representative
Virginia Road Kells

Co Meath

Ireland

GRI Medical & Electronic ETO Sterilization
Technology Co., Ltd Manufacture
1805 Honggao Road

Jiaxing

Zhejiang

314031

China

Isomedix Operations, Inc. ETO Sterilization
1441 Don Haskins Drive

El Paso

Texas

79936

USA

..making excellence a habit”

Page 1 of 6

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 698961
Date: 2019-02-25
Issued To: O & M Halyard, Inc.

9120 Lockwood Blvd
Mechanicsville

Virginia

23116

USA
Subcontractor: Service(s) supplied
La Ada de Acuna S. De. R.L. De C.V. Manufacture

Av. Hidalgo No. 6 Esq., Blvd.

Luis Donaldo Colosio Col. Educativa,
Nogales

Sonora

84093

Mexico

Lianyungang Aiyeh Non-Woven Manufacture
Products Co., Ltd

No. 9 YunYang Rd.

Huangjiuni Export Processing Zone

Lianyungang, Jiangsu

222047

China

Master & Frank (Pinghu) Ent. Co., Ltd. Manufacture
No. 2000, Xingping II Rd.

Pinghu Economic Develompment Zone

Zhejiang

P.R. China

..making excellence a habit”

Page 2 of 6

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 698961
Date: 2019-02-25
Issued To: O & M Halyard, Inc.

9120 Lockwood Blvd
Mechanicsville
Virginia

23116

USA

Subcontractor: Service(s) supplied

O&M Halyard Honduras S.A. de C.V. Manufacture
Carretera Tegucigalpa

Villanueva Cortes

Honduras

O&M Halyard, Inc. Regulatory Compliance
5405 Windward PKWY

Alpharetta

Georgia

3004

USA

SAFESKIN MEDICAL & SCIENTIFIC Manufacture
(THAILAND), LTD.

200 moo 8 Kanchanavanich Road

Tambol Prik,

Amphur Sadao Songkhla,

90120

Thailand

..making excellence a habit”

Page 3 of 6

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 698961
Date: 2019-02-25
Issued To: O & M Halyard, Inc.

9120 Lockwood Blvd
Mechanicsville

Virginia

23116

USA
Subcontractor: Service(s) supplied
Sterigenics S. de R. L. de C. V. ETO Sterilization

James Watt No. 22

Parque Industrial Cuamatla
Cuautitlan Izcalli

Estado de México

C.P. 54730

Mexico

Sterigenics US, LLC Gamma Irradiation
10821 Withers Cove Park Drive

Charlotte

North Carolina

28278

USA

Sterigenics US, LLC ETO Sterilization
1302 Avenue T

Grand Prairie

Texas

75050

USA

..making excellence a habit”

Page 4 of 6

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 698961
Date: 2019-02-25
Issued To: O & M Halyard, Inc.

9120 Lockwood Blvd
Mechanicsville
Virginia

23116

USA

Subcontractor: Service(s) supplied

Sterigenics US, LLC ETO Sterilization
687 S. Wanamaker Avenue

Ontario

California

91761

USA

Sterigenics US, LLC ETO Sterilization
2971 Olympic Industrial Drive SE

Suite 116

Atlanta

Georgia

30339

USA

Sterigenics US, LLC ETO Sterilization
2400 Airport Road

Santa Teresa

New Mexico

88008

USA

..making excellence a habit”

Page 5 of 6

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 698961
Date: 2019-02-25
Issued To: O & M Halyard, Inc.

9120 Lockwood Blvd
Mechanicsville

Virginia

23116

USA
Subcontractor: Service(s) supplied
Synergy Health (Thailand) Ltd Gamma Sterilization

700/465 Amata Nakorn Industrial Estate
Moo 7, Tambol Donhuaroh

Amphur Muang

Chonburi 20000

Thailand

Synergy Sterilisation (M) Sdn Bhd Gamma Sterilization
Plot 203

Kuala Ketil Industrial Estate
Kuala Ketil

Kedah

09300

Malaysia

..making excellence a habit”

Page 6 of 6

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Production Quality Assurance
Certificate History

Certificate No: CE 698961
Date: 2019-02-25
Issued To: O & M Halyard, Inc.
9120 Lockwood Blvd
Mechanicsville
Virginia
23116
USA
Reference ¢
Date Number Action
18 February 2019 9643055 First Issue.
Current 9643448 Traceable to NB 0086.

..making excellence a habit”
Page 1 of 1

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

This is to certify that: O & M Halyard, Inc.
9120 Lockwood Blvd
Mechanicsville
Virginia
23116
USA

Holds Certificate No: FM 697013

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 for the
following scope:

The design and development, manufacture and distribution of surgical gowns, protective
garments, face masks, surgical drapes, orthopedic soft goods, patient care products, cold
therapy products, C-Section packs, OB Packs, orthopedic packs, sterile and non-sterile
examination gloves, Temperature management systems for the areas of general surgery and
general medical use and sterilization wrap and non-woven materials for medical devices.

(o C_ el C

Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2014-12-09 Effective Date: 2020-01-09
Latest Revision Date: 2020-01-08 Expiry Date: 2023-01-08

SCC Accredited Page: 1of 3
cB-MS

9

el ..making excellence a habit”

This certificate remains the property of BSI and shall be returned immediately upon request.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+697013&ReIssueDate=08%2f01%2f2020&Template=inc

Certificate No: FM 697013

Location

Registered Activities

O & M Halyard, Inc.
9120 Lockwood Blvd
Mechanicsville
Virginia

23116

USA

Headquarter management activities.

O & M Halyard, Inc.
5405 Windward Parkway
Alpharetta

Georgia

30004

USA

The design and development of surgical gowns, protective
garments, face masks, surgical drapes, orthopedic soft
goods, patient care products, cold therapy products, C-
Section packs, OB Packs, orthopedic packs, sterile and non-
sterile examination gloves, Temperature management
systems for the areas of general surgery and general medical
use and sterilization wrap and non-woven materials for
medical devices.

Halyard North Carolina, LLC
389 Clyde Fitzgerald Rd.
Linwood

North Carolina

27299

USA

The manufacture of nonwoven materials for medical devices,
Sterilization wrap, and infection control products including
disposable gowns and linens.

La Ada de Acuna
14 Finegan Road
Del Rio

Texas

78840

USA

Receiving and Incoming Inspection, Warehouse and
Distribution.

O&M Halyard Honduras S.A. de C.V.
Carretera Tegucigalpa Villanueva
Cortes

Honduras

The manufacture and distribution of disposable sterile and
non-sterile surgical gowns.

La Ada de Acuna

Avenida Hidalgo #16
Parque Industrial San Carlos
Nogales

Sonora

84092

Mexico

Original Registration Date: 2014-12-09

Latest Revision Date: 2020-01-08

Receiving and incoming inspection. Manufacturer/Conversion
of nonwoven materials.

Effective Date: 2020-01-09
Expiry Date: 2023-01-08

Page: 2 of 3

This certificate remains the property of BSI and shall be returned immediately upon request.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory

To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA

A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+697013&ReIssueDate=08%2f01%2f2020&Template=inc

Certificate No: FM 697013

Location

Registered Activities

La Ada de Acuna

Kim. 4.5 Carreterra Presa La Amistad
Ciudad De Acuna

Coahuila

26220

Mexico

The manufacture of non-sterile face masks (surgical isolation,
industrial and respirator), non-surgical gowns, cold therapy
products, and sterilization wrap.

La Ada de Acuna S.De. R.L. De C.V
AV. Hidalgo #6 Esq., Blvd.,

Luis Donaldo Colosio, Col. Educativa
Nogales Sonora

84093

Mexico

The manufacture of disposable products including sterile and
non sterile surgical packs, gowns and components. The
manufacture of temperature management systems for areas
of general surgery.

Safeskin Medical & Scientific
(Thailand) Ltd.

200 Moo 8, Kanchanavanich Road,
Tambol Prik, Amphur Sadao,
Songkhla

90120

Thailand

Original Registration Date: 2014-12-09

Latest Revision Date: 2020-01-08

The design and development, production and distribution of
industrial gloves, sterile and non-sterile examination gloves.

Effective Date: 2020-01-09
Expiry Date: 2023-01-08

Page: 3 of 3

This certificate remains the property of BSI and shall be returned immediately upon request.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory

To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA

A Member of the BSI Group of Companies.
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Qingdao Best Healthcare Products Co.,Ltd.
No0.8-5 Guangzhou Road, Pingdu, Qingdao, China.
Tel:+86 532 8435 6677 Fax:+86 532 84356699

Besiex

EC DECLARATION OF CONFORMITY
to Medical Device Directive 93/42/EEC

Device Type: Surgical face mask
Class : |
EN14683 Type Il Potere filtrante 98%

Part Numbers:
) FM-34EE/ET,FM-34PE/PT,FM-33PE/PT,FM-33EE/ET

Manufacturer: Qingdao Best Healthcare Products Co.,Ltd.
No0.8-5 Guangzhou Road, Pingdu, Qingdao, China
Tel:+86 532 8435 6677
Fax:+86 532 8435 6699

Lotus NL B.V.(TEL:+31644168999)

EC REP | oningin Julianaplein 10,Le Verd 259544,
The Hague, Netherlands.

Best Healthcare Products Co., Ltd. declares that the Medical Device
» Has been classified as Class |
» Conforms to the Essential Requirements and provisions of the EC Council
Directive 93/42/EEC
» Complies with internal certified 1SO13485:2003 Quality Management System

Best Healthcare Products Co., Ltd. agrees to develop, implement and maintain and a
formally-recognized Quality Management System to ensure continued adequacy and efficacy.
Best Healthcare Products Co., Ltd. agrees to develop, implement and maintain and a
documented

post-production experience monitoring process, including the notification of reportable events
under the Medical Device Vigilance System Guidelines.

Best Healthcare Products Co., Ltd. confirms that no medicinal products/drugs are
incorporated in any device covered by the present Declaration of Conformity.

Best Healthcare Products Co., Ltd. confirms that it is solely responsible for disclosed
information.

Qingdao 08.06.2019 Best Healthcarefgpqqmisq.k,_l_\td. Representative
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Sam| Shao, General-manager
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