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FORMULARUL STANDARD AL DOCUMENTULUI UNIC
DE ACHIZITII EUROPEAN

1. Documentul unic de achizitii european, (in continuare, DUAE) este o declaratie
pe proprie raspundere, prin care operatorul economic confirma indeplinirea criteriilor
de calificare si selectie necesare in cadrul procedurilor de achizitie publica in
Republica Moldova.
2. Formularul este completat, semnat electronic si transmis autoritatii contractante la
depunerea ofertei.
3. Un DUAE depus de catre operatorul economic in cadrul unei proceduri de
achizitie publica anterioara poate fi reutilizat, cu conditia ca informatiile cuprinse in
formular sa fie corecte si valabile la data depunerii acestuia.
4. Ofertantul care prezintd in DUAE informatii false sau documentele justificative
prezentate nu confirma informatia indicata in documentul prezentat este exclus din
procedura de achizitie publica si/sau poate raspunde conform legislatiei.
5. Formularul DUAE este constituit din 7 capitole, si anume:

1) Capitolul 1. Informatii privind procedura de achizitie publica si
autoritatea/entitatea contractanta;

2) Capitolul II. Informatii referitoare la operatorul economic;

3) Capitolul I11. Motive de excludere din cadrul procedurii de achizitie publicg;

4) Capitolul IV. Criteriile de calificare si selectie a operatorilor economici;

5) Capitolul V. Indicatii generale pentru criteriile de selectie a operatorilor
economici;

6) Capitolul VI. Preselectia candidatilor pentru procedura de atribuire a
contractului de achizitie publica,

7) Capitolul VII. Declaratii finale.
6. Prezentarea formularului DUAE la depunerea ofertei care nu este conform cu

cerintele stabilite in Documentatia de atribuire duce la respingerea ofertei.
Capitolul 1. Informatii privind procedura de achizitie publica si
autoritatea/entitatea contractanta

Compartimentul se completeaza doar de catre autoritatealentitatea contractanta.

pSZC;:iie Continutul cerintei Rispuns
1 5 :

A. Informatii despre publicare

Numdrul anuntului/invitatiei publicate Tn Buletinul | cds-b3wdp1-mb-
1A.1 achizitiilor publice, si dupa caz numarul anuntului | ¢ 0506667042
publicat Tn Jurnalul Oficial al Uniunii Europene




B. Identitatea autorititii/entitatii contractante

CENTRUL PENTRU
ACHIZITII PUBLICE
CENTRALIZATE IN
SANATATE
Codul fiscal/IDNO
1016601000212

1B.1 Denumirea autoritatii/entitdtii contractante Adresa
MD-2009, MOLDOVA,
mun.Chisindu, MD-2009,
Republica Moldova,
Chisinau str. Cosmescu 3
1B.2 Numar unic de 1identificare IDNO a
( ) 1016601000212

autoritatii/entitatii contractante

Capitolul 1. Informatii referitoare la operatorul economic

Compartimentul se completeaza doar de catre operatorii economici,

Cod pozitie

Continutul cerintelor

Raspuns

1

2

3

A. Informatii privind operatorul economic

2A-1 Denumirea operatorul economic ”EndO'SCF? Il_rurgle”
2A.2 Tara Republica Moldova
2A.3 Cod postal MD-2021
2A4 Oras/Localitate mun. Chisinau
2A.5 Adresa juridica str. Drumul Viilor,
nr. 30/2, ap. (of.) 54.
2A.6 Pagina web www.akson.md
2A.7 Persoana sau persoanele de contact Victor GHEREG
2A.7.1 Telefon 022 66-72-86
2A.7.2 Adresa de e-mail info@akson.md
2A.8 Numar unic de identificare (IDNO/IDNP) 1009600033242
2A.9 Numarul cod TVA 0207790
2A.10 : T e Societate cu
Forma organizatorico-juridica a activitatii de <
antreprenoriat Ras.pu.ndfire
Limitata
2A.11 Informatia cu privire la numele actionarilor/asociatilor/beneficiarului
efectiv
2A.11.1 | Numele actionarilor/asociatilor Victor GHEREG
2A.11.2 | Numele beneficiarului efectiv
[beneficiar efectiv— persoand fizica ce detine
sau controleaza in ultima instanta o persoand
fizica sau juridica ori beneficiar al unei Victor GHEREG

societati de investitii sau administrator al
societatii de investitii, ori persoana in al carei
nume se desfasoara o activitate sau se
realizeaza o tranzactie si/sau care detine, direct




sau indirect, dreptul de proprietate sau
controlul asupra a cel putin 25% din actiuni
sau din dreptul de vot al persoanei juridice ori
asupra bunurilor aflate Tn administrare
fiduciara]

2A.11.3 | Cetatenia beneficiarului efectiv (legatura
juridico-politica permanenta a persoanei fizice RM/MDA
definite conform pozitiei 2A.11.2)
Operatorul economic este:

2A.12 * lntrepr}ndere miea intreprindere mica

¢ intreprindere mijlocie
o sialtele

In cazul in care achizitia este rezervati:
operatorul economic este un atelier protejat sau

2A.13 o intreprindere sociald, sau va asigura| [IDa XINu
executarea  contractului  in contextul
programelor de angajare protejata?

2A13.1 Daccvi afaz care est? piio.centul corespun?dtor de 0%
lucratori cu dizabilitati sau defavorizati?
Specificati carei sau caror categorii de

2A.13.2 lucratori cu dizabilitati sau defavorizati le [text]|
apartin angajatii in cauza?
Operatorul economic participa la procedura de

2A.14 achizitii publice Tmpreuna cu alti operatori "1Da XINu
economici?
Daca Da, precizati rolul operatorului

2A.14.1 economic in cadrul grupului (lider, responsabil Itext]
cu indeplinirea unor sarcini specifice, etc).

A 14.2 Numiti operatorii .ecvonomicz: care parfigipd la Itext]
procedura respectiva de achizitie publica.

2A.14.3 Specificati denumirea grupului participant. [text]|

Nota. Daca ati raspuns Da la intrebarea 2A.14, asigurati-va ca operatorii economici
mentionati sa prezinte un formular DUAE separat.

B. Informatii privind reprezentantii operatorului economic

Indicati numele persoanei (persoanelor) imputernicitd (imputernicite) sa il reprezinte
pe operatorul economic in scopurile prezentei proceduri de achizitie publica.

2B.1 Nume si prenume Victor GHEREG
2B.2 Pozitie/actionand in calitate de.. Director

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

C. Informatii privind utilizarea capacitatilor altor entitati

2C.1

Operatorul economic utilizeazd capacitatile
altor entitati pentru a satisface criteriile de

1Da XINu




selectie prevazute in capitolul IV, precum si
(daca este cazul) criteriile si regulile mentionate
n capitolul V de mai jos?

Nota. Daca ati raspuns Da la intrebarea 2C. 1, prezentati un formular DUAE separat
care sa cuprinda informatiile solicitate in sectiunile A si B din capitolul respectiv §i
din capitolul 11l pentru fiecare dintre entitatile in cauza, completat si semnat in mod
corespunzator de entitatile in cauza. Atragem atentia asupra faptului ca trebuie
inclusi, de asemenea, tehnicienii sau organismele tehnice implicate, indiferent daca
fac sau nu parte din Tntreprinderea operatorului economic, in special cei care
raspund de controlul calitatii si, in cazul contractelor de achizitii publice de lucrari,
tehnicienii sau organismele tehnice la care poate face apel operatorul economic in
vederea executdrii lucrdrilor. In mdsura in care este relevant pentru capacitatea
(capacitatile) specifica (specifice) utilizata (utilizate) de operatorul economic,
includeti informatiile prevazute in capitolele 1V si V pentru fiecare dintre entitatile in
cauzd.

D.Informatii privind subcontractantii pe ale ciror capacititi operatorul
economic se bazeaza

Operatorul ~ economic  intentioneaza  sa
2D.1 subcontracteze vreo parte din contract cu alti "1Da XINu
operatori economici?
2D.1.1 Daca Da, enumerati subcontractantii propusi. [text|
Capitolul 111. Motive de excludere din cadrul procedurii de achizitie publica

Compartimentul se completeaza de catre operatorii economici.

Cod pozitie \ Continutul cerintelor \ Raspuns
A.Motive referitoare la condamnari prin hotiriarea definitivi a unei instante
judecatoresti
1 2 3

Participare la o organizatie criminala.
Operatorul economic insusi sau orice persoana
care este membru al organismului de administrare,
de conducere sau de supraveghere al acestuia sau
care are putere de reprezentare, de decizie sau de
3A 1 control ir} .cadrul acestuig a fécutv czbiectul unevl Da XINU
condamnadri pronuntate printr-o hotarare definitiva
pentru participare la o organizatie criminald,
printr-o condamnare pronuntata cu cel mult cinci
ani in urma sau in care continud sa se aplice o
perioada de excludere prevazuta in mod direct in
condamnare?

3A.2 Coruptie. [1Da XINu




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 facut obiectul unei
condamndri pentru coruptie pronuntate printr-0
hotarare  definitivd,  printr-o0  condamnare
pronuntatd cu cel mult cinci ani in urma sau in
care continud s se aplice o perioada de excludere
prevazutd in mod direct in condamnare?

3A.3

Fraude.

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 facut obiectul unei
condamndri pentru fraudd pronuntate printr-0
hotarare  definitivd,  printr-0  condamnare
pronuntatd cu cel mult cinci ani in urma sau in
care continud sa se aplice o perioadd de excludere
prevazuta in mod direct in condamnare?

"1Da

XINu

3A.4

Infractiuni teroriste sau infractiuni legate de
activitatile teroriste.

Operatorul economic insusi sau orice persoana
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 facut obiectul unei
condamndri pentru infractiuni teroriste sau
infractiuni legate de activitati teroriste, pronuntate
printr-o hotarare definitiva, printr-o condamnare
pronuntata cu cel mult cinci ani Tn urma sau n
care continud sa se aplice o perioadd de excludere
prevazutad in mod direct in condamnare?

"1Da

XINu

3A.5

Spalare de bani sau finantarea terorismului.

Operatorul economic insusi sau orice persoana
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 facut obiectul unei
condamndri pentru infractiuni teroriste sau
infractiuni legate de activitati teroriste, pronuntate
printr-o hotarare definitiva, printr-o condamnare
pronuntatd cu cel mult cinci ani Tn urma sau in
care continud sa se aplice o perioadd de excludere

1Da

XINu




prevazuta in mod direct in condamnare?

3A.6

Exploatarea prin munca 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 facut obiectul unei
condamndri pronuntate printr-o hotdrare definitiva
pentru exploatare prin munca a copiilor si alte
forme de trafic de persoane, printr-o condamnare
pronuntatd cu cel mult cinci ani Tn urma sau in
care continud sd se aplice o perioada de excludere
prevazutad in mod direct in condamnare?

1Da XINu

3A.7

In cazul ca raspunsul este Da pentru cel putin una
din intrebarile 3A.1 — 3A.6, puteti furniza dovezi
care sd arate cd masurile luate sunt suficiente
pentru a demonstra fiabilitatea, in pofida
existentei unui motiv de excludere?

1Da XINu

3A.7.1

Daca Da, descrieti aceste masuri.

|text]|

B. Motive

privind plata impozitelor sau/si a contributiilor de

asigurari sociale

Plata impozitelor

3B.1

Operatorul economic si-a onorat obligatiile cu
privire la plata impozitelor, taxelor si
contributiilor ~ sociale in conformitate cu
prevederile legale in vigoare in Republica
Moldova sau in tara in care este stabilit?

XIDa TTNu

3B.11

Daca Nu, in ce mod a fost stabilita obligatia cu
privire la plata impozitelor, taxelor si
contributiilor sociale?

|text]|

3B.1.2

In cazul in care, incdlcarea cu referire la
obligatiile privind plata impozitelor, taxelor si
contributiilor sociale a fost stabilita printr-0
hotarare judecatoreasca sau administrativa,
aceasta decizie este definitiva?

"Da CINu

3B.1.3

In cazul in care, incdlcarea cu referire la
obligatiile privind plata impozitelor, taxelor si
contributiilor sociale a fost stabilita printr-0
hotardre judecatoreasca sau administrativa,
precizati data si numarul deciziei.

|text]|

3B.2

Operatorul economic beneficiaza, in conditiile
legii, de esalonarea obligatiilor de platd a
impozitelor, taxelor si contributiilor de asigurari
sociale ori de alte facilitdti in vederea platii

[1Da “'Nu




acestora, inclusiv a majorarilor de intarziere
(penalitatilor) si/sau a amenzilor?

Nota: Se completeaza doar in cazul in care ati
raspuns Nu, la intrebarea din 3B.1.

Daca Da, operatorul economic este in masurd sa
furnizeze actul privind esalonarea obligatiilor de

3B.2.1 plata a impozitelor, taxelor si contributiilor de | [1Da INu
asigurari sociale ori de alte facilitati in vederea
platii acestora?
Operatorul economic este in masurd sa furnizeze
3B.3 un C.ertifiC{.slt cu priyire .Ia. plata impozitelor. sau sa ®Da “INU
furnizeze informatii privind onorarea obligatiilor
fiscale?
Adresa de internet:
|text]|
Informatiile privind lipsa/existenta restantelor fata | Autoritatea sau
de bugetul public national sunt disponibile gratuit |organismul
3B.4 pentru autoritati, prin accesarea unei baze de date | emitent(a):
nationale? Daca da, specificati informatia care ar | |[text]
permite verificarea. Referinta exactd a
documentatiei:
|text]|
C.Includerea in lista de interdictie a operatorilor economici
3C.1 .Opera.tor.ul economi.c este Tnsprjs in lista de Da =INU
interdictie a operatorilor economici?
In cazul ca raspunsul este Da pentru intrebarea
3C.1, puteti furniza dovezi care sa arate cd
3C.11 masurile luate sunt suficiente pentru a demonstra | [1Da INu
fiabilitatea, in pofida existentei unui motiv de
excludere?
3C.1.2 Daca Da, descrieti aceste masuri. |text]|
D. Motive legate de insolvabilitate, conflicte de interese sau abateri profesionale
Obligatiile aplicabile in domeniul mediului,
muncii si asigurarilor sociale
3D1 Operatprul ec_onqn}ic a _i_ncélc:at obligatiile in Da XINU
domeniul mediului Tn ultimii 3 ani?
In cazul cd rdspunsul este Da pentru intrebarea
3D.1, puteti furniza dovezi care sa arate cd
3D.1.1 masurile luate sunt suficiente pentru a demonstra | [1Da INu
fiabilitatea, in pofida existentei unui motiv de
excludere?
3D.1.2 Daca Da, descrieti aceste mdsuri. |text]|
3D.2 Operatorul economic a incalcat obligatiile in| [1Da XINu




domeniul social in ultimii 3 ani?

3D.2.1

In cazul cd rdspunsul este Da pentru intrebarea
3D.2, puteti furniza dovezi care sa arate ca
masurile luate sunt suficiente pentru a demonstra
fiabilitatea, in pofida existentei unui motiv de
excludere?

1Da

“INu

3D.2.2

Daca Da, descrieti aceste masuri.

|[text]|

3D.3

Operatorul economic a incalcat obligatiile in
domeniul muncii in ultimii 3 ani?

"1Da

XINu

3D.3.1

In cazul cd rdspunsul este Da pentru intrebarea
3D.3, puteti furniza dovezi care sa arate cad
masurile luate sunt suficiente pentru a demonstra
fiabilitatea, in pofida existentei unui motiv de
excludere?

"1Da

“INu

3D.3.2

Daca Da, descrieti aceste masuri.

|[text]|

Insolvabilitatea

3D.4

Operatorul economic este in situatic de
insolvabilitate sau de lichidare a activitatii
antreprenoriale  ca urmare a unei hotararii
judecatoresti?

1Da

XINu

3D4.1

In cazul cd rdspunsul este Da pentru intrebarea
3D.4, puteti furniza dovezi care sa arate ca
masurile luate sunt suficiente pentru a demonstra
fiabilitatea, in pofida existentei unui motiv de
excludere?

"1Da

“INu

3D.4.2

Daca Da, descrieti aceste masuri.

|[text]|

Active administrate de lichidator

3D.5

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

1Da

XINu

3D.5.1

In cazul cd rdspunsul este Da pentru intrebarea
3D.5, puteti furniza dovezi care sa arate ca
masurile luate sunt suficiente pentru a demonstra
fiabilitatea, in pofida existentei unui motiv de
excludere?

1Da

INu

3D.5.2

Daca Da, descrieti aceste masuri.

|text]|

Activitatile economice sunt suspendate

3D.6

Activitatile economice ale operatorului economic
sunt suspendate?

1Da

XINu

3D.6.1

In cazul cd raspunsul este Da pentru intrebarea
3D.6, puteti furniza dovezi care sa arate ca
masurile luate sunt suficiente pentru a demonstra
fiabilitatea, in pofida existentei unui motiv de
excludere?

1Da

INu

3D.6.2

Daca Da, descrieti aceste masuri.

|text]|




Acorduri cu alti operatori economici care
vizeaza denaturarea concurentei

3D.7

Operatorul economic, in ultimii 3 ani, a incheiat
acorduri cu alti operatori economici care au ca
obiect denaturarea concurentei, fapt constatat prin

1Da XINu

3D.7.1

decizie a organului abilitat in acest sens?

In cazul ca rdaspunsul este Da pentru intrebarea
3D.7, puteti furniza dovezi care sa arate ca
masurile luate sunt suficiente pentru a demonstra
fiabilitatea, in pofida existentei unui motiv de
excludere?

1Da “INu

3D.7.2

Daca Da, descrieti aceste masuri.

|text]|

Conflict de interese

3D.8

Operatorul economic se afla intr-o situatie de
conflict de interese care nu poate fi remediata?

1Da XINu

3D.8.1

In cazul cd rdspunsul este Da pentru intrebarea
3D.8, puteti furniza dovezi care sa arate ca
masurile luate sunt suficiente pentru a demonstra
fiabilitatea, in pofida existentei unui motiv de
excludere?

"1Da “INu

3D.8.2

Daca Da, descrieti aceste masuri.

|text]|

Etica profesionala

3D.9

Operatorul economic a fost condamnat, in ultimii 3
ani, prin hotarare definitivd a unei instante
judecatoresti, pentru o fapta care a adus atingere
eticii profesionale sau pentru comiterea unei greseli
in materie profesionald?

1Da XINu

3D.9.1

In cazul cd rdspunsul este Da pentru intrebarea
3D.9, puteti furniza dovezi care sa arate ca
masurile luate sunt suficiente pentru a demonstra
fiabilitatea, in pofida existentei unui motiv de
excludere?

"1Da “INu

3D.9.2

Daca Da, descrieti aceste masuri.

|[text|

Integritatea

3D.10

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

1Da XINu

3D.10.1

In cazul cd rdaspunsul este Da pentru intrebarea
3D.10, puteti furniza dovezi care sa arate ca
masurile luate sunt suficiente pentru a demonstra
fiabilitatea, in pofida existentei unui motiv de
excludere?

"1Da “'Nu

3D.10.2

Daca Da, descrieti aceste masuri.

|text]|




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

Compartimentul se completeaza de catre autoritatea/entitatea (coloana nr.2)

contractanta si operatorii economici (coloana nr.3).

Cod pozitie Continutul cerintelor Raspuns
1 2 3
A. Capacitatea de exercitare a activititii profesionale
Operatorul economic este in masurd sa furnizeze
4A.1 documentul/documentele prin care se va demonstra | XIDa JNu
inregistrarea acestuia?
Daca Da, indicati actele de inregistrare a| 1. Certificat

activitatii antreprenoriale si genul (genurile) de

activitate  determinate de legislatie, aferent
4A.1.1 : : . - ’ .
obiectului procedurii de atribuire a contractului, in
baza careia intreprinderea are dreptul sa execute
viitorul contract de achizitie publica.

de inregistrare.
2. Extras din
Registrul de stat
al  persoanelor
juridice.

Actele de inregistrare a activitatii antreprenoriale,

sunt disponibile gratuit pentru autoritati dintr-0
4A.1.2 9 . . - . :
baza de date nationala? Daca da, specificati
informatia care ar permite verificarea.

Adresa de internet:
[text|

Autoritatea sau
organismul
emitent(a):
[text]|

Referinta exacta a
documentatiei:
[text|

Activitatea antreprenoriald detine o certificare
4AD si/sau o _ _autorizgre_ echivalenta afe_reint obiectulu@
procedurii de atribuire a contractului, in cadrul unui
sistem national?

1Da “INu

Daca Da, operatorul economic este in masura sa
AAD 1 furnizeze documentul/documentele prin care se va
demonstra certificarea si/sau autorizarea activitatii
acestuia?

1Da “INu

Actele privind certificarea sau autorizarea sunt

Adresa de internet:
|text]|

Autoritatea sau

. 0 : s g - organismul
disponibile gratuit pentru autoritati, dintr-o baza de g. y
4A.2.3 : 9 - g . .| emitent(a):
date nationala? Daca da, specificati informatia Itext]
care ar permite verificarea. : v
Referinta exacta a
documentatiei.:
|text|
Genurile de activitate, si/sau certificarea, si/sau
4A.3 ). ” XIDa INu

autorizarea privind activitatea de Intreprinzator,




acopera criterille de selectie 1impuse de
autoritatea/entitatea contractanta in
anuntul/invitatia de participare?

B. Capacitatea economica si financiara

Declaratii bancare

Operatorul economic este in masurd sa furnizeze
declaratii bancare sau, dupa caz, dovezi privind

4B.1 : : : : - : XIDa “INu
asigurarea riscului profesional in conformitate cu
cerintele din documentatia de atribuire?
Adresa de internet:
[text]|
: : - Autoritatea sau
Informatia mentionata la punctul 4B.1 este .
: T e . organismul
disponibila gratuit pentru autoritati, dintr-o baza : y
4B.1.1 : . . S . emitent(a):
de date nationala? Daca da, specificati informatia Itext]
care ar permite verificarea ei. : -
Referinta exacta a
documentatiei:
[text|
Cifra de afaceri anuala (volumul vanzarilor) Nu se aplica
Operatorul economic este In masura sa demonstreze
o cifrd de afaceri anuala, dupa cum urmeaza:
: 1Da INu
4B.2 Valoare Perioada
Nota. Se completeaza de catre autoritatea
contractantd valoarea §i perioada
Specificati care este cifra de afaceri anuala, | Valoarea [numar]
4B.2.1 ’ . . :
conform datelor din raportul financiar. Anul |text|
Cifra de afaceri medie anuala Nu se aplica
Operatorul economic este in masura sa demonstreze
o cifra medie anualda de afaceri, dupa cum
urmeaza:
1Da INu
4B.3 .
Valoare Perioada
Nota. Se completeaza de catre autoritatea
contractantd valoarea si perioada
Valoarea [numar]
Anul |text]|
Valoarea [numar]
Specificati cifra de afaceri, conform datelor din
431 | Specificaii cifra de af 4 Anul [text]
raportul financiar. -
Valoarea [numar]
Anul |text|

Valoarea medie




totala [numar]

Raport financiar

Operatorul economic este Tn masurd sa furnizeze
raportul financiar Tnregistrat, extrase din raportul

XIDa TTNu

4B.4 financiar?
Adresa de internet:
|text]
Informatiile privind situatia economica si financiara AUtor.I tatea sau
S o o organismul
ABS sunt disponibile gratuit pentru autoritati, d}ntr-q emitent(a):
bazd de date nationala? Daca da, specificati text]
informatia care ar permite verificarea. . .
Referinta exacta a
documentatiei:
|text]
C. Capacitatea tehnica si/sau profesionala
Operatorul economic este in masura sa furnizeze
documentele solicitate de catre autoritatea/entitatea
AC .1 contractantd in anuntul de participare, care | XIDa “JNu
' demonstreaza capacitatea tehnica si/sau
profesionald pentru executarea Vviitorului contract.
Adresa de internet:
[text]|
Informatiile privind capacitatea tehnica si/sau Qggg;‘éﬁ?ﬁl >al
AC11 profesionala sunt disponibile gratuit pentru emitent()-
autoritati, dintr-o baza de date nationala? Daca da, Itext]
specificati informatia care ar permite verificarea. Referinta exactd a
documentatiei:
[text|
Instalatii tehnice si masuri de asigurare a Nu se aplica
calitatii
Operatorul economic este Tn masurd sa furnizeze
detalii referitoare la tehnicieni sau organismele
tehnice, specificate in anuntul de
4C.2 participare/documentatia de atribuire, pe care| [/Da INu
autoritatea/entitatea contractanta le poate solicita, in
special cele responsabile de controlul calitatii in
legdtura cu acest exercitiu de achizitie publica?
Operatorul economic este 1n masura sa furnizeze o
informatie cu privire la sistemele de management si
4C3 de trasétbilita?e utilizate 1n cadrul lariului de -Da ~Nu
aprovizionare?
AC31 Informayiile sunt disponibile gratuit pentru | Adresa de internet:

autoritati, dintr-o baza de date nationala? Daca da,

[text|




specificati informatia care ar permite verificarea.

Autoritatea sau

organismul

emitent(a):
[text]|

Referinta exacta a
documentatiei:
[text|

Utilaje, instalatii si echipament tehnic

Nu se aplica

4C.4

Operatorul economic dispune de utilaje si
echipament necesar pentru indeplinirea
corespunzatoare a contractului de achizitie publica?

1Da “INu

4C.5

Operatorul economic este in masura sa furnizeze o
informatie cu privire la dotarile specifice, utilajul si
echipamentul  necesar  pentru  Tndeplinirea
contractului, conform cerintelor stabilite in anuntul
de participare si documentatia de atribuire?

1Da “INu

Pregatirea profesionala si calificarea
personalului

Nu se aplica

4C.6

Operatorul economic are in cadrul Tntreprinderii
personal calificat conform cerintelor stabilite in
anuntul de participare sau in documentatia de
atribuire?

"1Da “INu

4C.7

Operatorul economic este in masura sa furnizeze o
informatie privind personalul de specialitate propus
pentru executarea contractului, conform cerintelor
stabilite in anuntul de participare si documentatia
de atribuire?

"1Da “INu

4C.8

Indicati efectivele medii anuale de personal angajat
din ultimii trei ani de activitate.

Anul [text]

Angajati [numar]

Anul |text]

Angajati [numar]

Anul |text]|

Angajati [numar]

Numarul membrilor personalului de conducere

Nu se aplica

4C.9

Indicati numarul membrilor personalului de
conducere ale operatorului economic pe parcursul
ultimilor trei ani.

Anul [text]

Persoane [numar]

Anul |text]|

Persoane [numar]

Anul [text]

Persoane [numar]

Mostre, descrieri, fotografii

4C.10

Operatorul economic este in masura sa furnizeze
esantioane (mostre), descrieri si/sau fotografii ale
produselor/serviciilor care urmeaza sa fie

XIDa TINu




furnizate/prestate, conform cerintelor stabilite in
documentatia de atribuire?

Pentru contractele de achizitie publica de lucrari

Nu se aplica

4C.11

In perioada de referinti, operatorul economic a
indeplinit lucrari specifice sau similare obiectului
de achizitie indicat in anuntul de participare si In
documentatia de atribuire?

1Da “INu

4C.11.1

Daca Da, enumerati-le specificand descrierea
lucrarilor, valoarea lor, data de incepere, data
procesului verbal de receptie la terminarea
lucrarilor, beneficiarul si alta informatie relevanta.

|[text]|

Pentru contractele de achizitie publica de bunuri

4C.12

In perioada de referinti, operatorul economic a
efectuat livrari specifice obiectului de achizitie
indicat in anuntul de participare si in documentatia
de atribuire?

XIDa TTNu

4C.12.1

Daca Da, enumerati-le specificand descrierea
livrarilor, valoarea lor, data de incepere, data
furnizarii, beneficiarul si alta informatie relevanta.

|text]|

Pentru contractele de achizitie publica de
servicii

Nu se aplica

4C.13

In perioada de referinti, operatorul economic a
prestat servicii similare cu obiectul de achizitie
indicat Tn anuntul de participare si in documentatia
de atribuire?

"1Da “INu

4C.13.1

Daca Da, enumerati-le specificand descrierea
serviciilor, valoarea lor, durata de executie, data
inceperii, beneficiarul si alta informatie relevantd.

[text|

4C.14

In cazul cd raspunsul este Da pentru una din
intrebarile 4C.11 — 4C.13, puteti furniza dovezi prin
care se va demonstra indeplinirea lucrarilor, livrarea
bunurilor, prestarea serviciilor similare conform
cerintelor documentatiei de atribuire?

XIDa TINu

D. Standard

e de asigurare a calitatii

4D.1

Operatorul economic este Tn masurd sa furnizeze
certificate emise de organisme independente prin
care se atestd faptul ca operatorul economic
respecta standardele de asigurare a calitatii conform
cerintelor stabilite in anuntul de participare si in

documentatia atribuire?

"Da “'Nu




4D.2

Informatiile privind standardele de asigurare a
calitatii, sunt disponibile gratuit pentru autoritati,
dintr-o baza de date nationala? Daca da, specificati
informatia care ar permite verificarea.

Adresa de internet:
|text]

Autoritatea sau

organismul

emitent(a):
|text]

Referinta exacta a
documentatiei:
|text]|

E. Standarde de protectie a mediului

Nu se aplica

Operatorul economic este Tn masurd sa furnizeze
certificate emise de organisme independente prin
care se atestd faptul ca operatorul economic

4E.1 respecta standardele de protectic a mediului, -/ba “Nu
conform cerintelor stabilite in anuntul de
participare si in documentatia de atribuire?
Adresa de internet:
|text]
Informatiile privind standardele de protectia Autor_ltatea >au
o : o ) ... |organismul
AE.D medlulul, sunt dlspomb}le gratuit pentru autqr1ta;13 emitent(d):
dintr-o baza de date nationala? Daca da, specificati text] '
informatia care ar permite verificarea. . >
Referinta exacta a
documentatiei:
|text]
F. Permiterea controalelor
Operatorul economic permite efectuarea
verificarilor de  catre autoritatea/entitatea
4F.1 contractantd referitor la capacitatile economice si| [Da INu

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

Capitolul V. Indicatii generale pentru criteriile de calificare si selectie

Compartimentul se completeaza de catre autoritatealentitatea contractanta (coloana
nr.2) si operatorii economici (coloana nr.3).

Cod pozitie Continutul cerintelor Raspuns
1 2 3
A. Tndeplinirea tuturor criteriilor de selectie impuse
Operatorul economic este in masura sa furnizeze n
Sistemul informational automatizat ,,Registrul de stat
5A.1 al achizitiilor publice” sau prin mijloace electronice, | XIDa INu

sau dacda e cazul, pe suport de hartie autoritatii
contractante: formularele, certificatele, avizele si alte




documente indicate de catre autoritatea/entitatea
contractantd in anuntul de participare si in
documentatia de atribuire?

Tn termen de 3 zile de la solicitare

Adresa de
internet:

Informatiile care sa 11 permitd autoritatii/entitatii itex

contractante sa obtind documentele indicate in
anuntul de participare si 1n documentatia de
5A.2 atribuire, sunt disponibile gratuit si direct prin
accesarea unei baze de date nationale in orice stat?

Autoritatea sau

organismul

emitent(a):
|text]

Daca da, specificati informatia care ar permite

verificarea. Referinta exacta a

documentatiei:
|text]|

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

Compartimentul se solicita de catre autoritatea contractanta doar n cadrul
procedurilor de achizitie publica: licitatia restransa, negociere, dialog competitiv si
parteneriatul pentru inovare. Nu se aplica

Co.d. Continutul cerintelor Raspuns
pozitie ’ ’
1 2 3
A. Indeplinirea tuturor criteriilor de selectie impuse Nu se aplica

Operatorul economic/candidatul indeplineste criteriile
6A.1 de selectie stabilite de catre autoritatea contractantd in | [1Da “INu
anuntul de participare si in documentatia de atribuire.

Operatorul economic/candidatul dispune si este 1in
masurda sa furnizeze 1n Sistemul informational
automatizat ,,Registrul de stat al achizitiilor publice”
sau prin mijloace electronice, sau dacd e cazul, pe

A2 2 e o 1D [N
0 suport de hartie autoritdtii contractante certificate sau a y
alte forme de documente justificative, dupd cum este
cerut in anuntul de participare si in documentatia de
atribuire.
Capitolul VII. Declaratii finale
Operatorul economic declara ca informatiile prezentate in capitolele Il — V (dupa caz

[1-VI) sunt exacte si corect furnizate, cunoscand pe deplin consecintele cazurilor
grave de declaratii false.

Operatorul economic declara in mod oficial, cad poate sa furnizeze la solicitarea
autoritatii/entitatii contractante fard intarziere, certificatele si documentele




justificative solicitate, cu exceptia cazului in care autoritatea/entitatea contractanta
are posibilitatea de a obtine documentele justificative in cauza direct prin accesarea
unei baze de date relevante, care este disponibild gratuit, cu conditia ca operatorul
economic sa fi furnizat informatiile necesare (adresa de internet, autoritatea sau
organismul emitent(a), referinta exactd a documentatiei) care sa ii permitd autoritatii
contractante sau entitatii contractante s faca acest lucru si se consimte accesul la
informatiile mentionate, in cazul in care acest lucru este necesar.

Operatorul economic declara in mod oficial ca este de acord ca [numele autoritatii
contractante], astfel cum este descrisa in capitolul I sectiunea A sa obtina acces la
documentele justificative privind informatiile pe care le-a furnizat in acest DUAE in
scopul desfasurarii procedurii de achizitie [procedurii de achizitie, numar unic de
identificare si referinta de publicare in Jurnalul Oficial al Uniunii Europene [ocds-
b3wdpl-MD-1610526667942].

(Se va completa si semna de catre operatorul economic)

Semnatura

Nume: Pavel DUBALARI

Pozitia: Specialist achizitii publice, Jurisconsult
Data: 22.04.2021

Locul: Chisinau, Republica Moldova




& mobiasbanca

otp group

F/COM/TF/01/01

Beneficiar: CENTRUL PENTRU ACHIZITII PUBLICE CENTRALIATE IN SANATATE
Adresa: mun. Chiginau, bd. Grigore Vieru nr. 22/2

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

Data: 21 aprilie 2021

GARANTIE DE OFERTA nr. LG/75195097100

Mobiasbanca - OTP Group S.A., adresa juridica MD - 2012, bd. $tefan cel Mare si Sfant, 81A, mun. Chiginau,
Republica Moldova a fost informata ca "Endo-Chirurgie” S.R.L. (numit in continuare ,Ofertant”) urmeaza sa inainteze
oferta catre Dvs. la data de 22 aprilie 2021 (numita in continuare ,ofertd”) privind achizitionarea echipamentelor de
protectie LISTA DE BAZA pentru combaterea COVID-19 necesare conform necesitatilor IMSP-urilor pentru anul 2021
conform invitatiei la licitatia nr. ocds-b3wdp1-MD-1610526667942 din 13.01.2021.

La cererea Ofertantului, noi, Mobiasbanca - OTP Group S.A., prin prezenta, ne angajam in mod irevocabil sa va platim

orice suma sau sume ce nu depdasesc in total suma de: 445 200 (patru sute patruzeci si cinci mii doua sute) MDL la

primirea de catre noi a primei solicitari din partea Dvs. in scris, insotite de o declaratie in care se specifica faptul ca

Ofertantul incalca una sau mai multe dintre obligatiile sale referitor la conditiile ofertei, si anume:

a) si-a retras oferta in timpul perioadei valabilitafii ofertei sau a modificat oferta dupa expirarea termenului-limita de
depunere a ofertelor; sau

b) fiind anuntat de catre autoritatea contractanta, in perioada de valabilitate a ofertei, despre adjudecarea contractului:
(i) esueaza sau refuza sa semneze formularul contractului;; sau (ii) esueaza sau refuza sa prezinte garantia de
buna executie, daca se cere conform conditiilor licitatiei, ori nu a executat vreo conditie specificata in documentele
de atribuire, Tnainte de semnarea contractului de achizitie.

Aceasta garaniie va expira in cazul in care ofertantul devine ofertant cistigator, la primirea de catre noi a copiei
ingtiintarii privind adjudecarea contractului si in urma emiterii Garantiei de buna executie eliberata catre Dvs. la
solicitarea Ofertantului.

Prezenta garantie este valabila pind la data de 31 august 2021 (inclusiv).

Digitally signed by Stihii Nina

Cu respect, Date: 2021.04.21 14:55:58 EEST _ o
Sef Sectie Suport SME, Reason: MoldSign Signature Nina Stihii
Departamentul intreprinderi Mici si Mijlocii, ~ Location: Moldova

Mobiasbanca - OTP Group S.A.

Executor:
Liliana Cherdivara
Tel.: (022) 812-494

Mobiasbanca - OTP Group S.A. . Capital Social: 100 000 000 MDL « Numar de inregistrare de stat — 1002600006089
bd. Stefan cel Mare si Sfint 81A « MD-2012 Chisindu, Moldova. telefon: +373 22 256 456 « e-mail: info@mobiasbanca.md . www.mobiasbanca.md


mailto:info@mobiasbanca.md
http://www.mobiasbanca.md/
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CERTIFICAT
DE IWBEGISTRARE

: Spc_ietatea cu Raspundere Limitati
"ENDO-CHIRURGIE'"

ESTE N&GIQTMTA LA CAMERA I \'REGI RARII DE STAT

Numarul de identificare de stat - codul fiscal

1009600033242
Data inregistrarii 24'02:2_(_)92“ I
Data elibersrii 24.09.2009

Jimbei Mihai, registrator

L Funct/a ja, numele, préhdmele persoanei
care a eliberat certificatul

MD 0097512

AL
@AD

'V'V
U




AGENTIA SERVICII PUBLICE
Departamentul inregistrare si licentiere a unitétilor de drept

EXTRAS

din Registrul de stat al persoanelor juridice

Nr. 450896 data 25.09.2020

Denumirea completd: Societatea cu Riaspundere Limitatd "ENDO-CHIRURGIE"
Denumirea prescurtati: "ENDO-CHIRURGIE" S.R.L.

Forma juridici de organizare: Societate cu rispundere limitat:,

Numdrul de identificare de stat i codul fiscal (IDNO): 1009600033242

Data inregistrérii de stat: 24.09.2009

Sediul: MD-2021, str. Drumul Viilor, 30/2, ap. 54, mun. Chisiniu, Republica Moldova.
Obiectul principal de activitate:

1. Acordarea asistentei medicale de citre institutiile medico-sanitare private

2. Activitatea farmaceutici

3. Importul, fabricarea, comercializarea, asistenta tehnici si (sau) reparatia dispozitivelor
medicale si (sau) a opticii

4. Comertul cu aminuntul al articolelor medicale si ortopedice

S. Comertul cu aminuntul al produselor cosmetice si de parfumerie, articolelor de toaleti
6. Alte activitati de asistentd medicali

7. Activititi de intretinere corporali

8. Activititi de consultare pentru afaceri si management

9. Activititi de cercetare a pietei si de sondaj al opiniei publice

10. Importul si (sau) fabricarea, depozitarea, comercializarea angro a substantelor si
materialelor chimice, toxice, articolelor si produselor chimice de menaj

11. Importul si (sau) depozitarea, comercializarea produselor de uz fitosanitar si (sau) a
fertilizantilor

Capitalul social: 1132300 lei,
Administrator: GHEREG VICTOR, IDNP 2003001030201.
Asociatii:

1. GHEREG VICTOR, IDNP 2003001030201, cota 1132300 lei, ce constituie 100%
Beneficiar efectiv: GHEREG VICTOR, IDNP 2003001030201.

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

Date cu caracter personal. Operator: I.P. , Agentia Servicii Publice”, 10 0000059



Anexan nr.7.2 In Instrucgiunea
nprobati prin ordinul [FPS
nr, 400 din 14 martic 2014

CC 04 AE

CERTIFICAT
privind lipsa sau existenga restan{elor fati de bugetul public national

Ne [ Ao 106468 din 1 20.04.2021
Ne o7

1. Destinatin / 1asnaueinie

PENTRL' PARTICIPARE LA PROCEDURI DE ACHIZITII PUBLICE

2. Date despre contribuabil / Flndgopmanns o Baoroiareismugke

Denumirea Codul fiscal / Numérul de identificare
Hanmenonranue ibnekanpHylil koi / Hoennpixauidonusiil HoMep
]ENDO-CH]RURC IES.R.L. “un%unﬂaszaz |
Adresa sedinlui de bozi (stradn, numiirul) Codul - Denumirea localititii

AZIPEe OCHORNNTD MECTORICHONMKREHIN (Y0, HOMED) Kon - Honmenomanne naceasiioro myxm

[Drumul Viilor nr.30 bl.2 of.54 : [0130-SEC.CENTRU _ |

3. Atestarea lipsei snu existentei restantelor conform datelor Sistemului Informational Automatizat /
[ToaTRepIRACHHE OTCYTCTBHS WIH HLIHYUA HCAOMMKH COracto Atinix HudopMaunon Hoit asroMaTnInposaiiioi

CHCTCMbI

La data emiterii prezentului certificat restanta fatd de bugetul public national constituie/ Ha nary
BBIJIAYH AaHHOM CNPaBKKM HEAOMMKA Mepel HallHOHANBHBIM YGIHYHBIM GHOIKETOM COCTABIIAET:

0,00 lei/neit.

4. Valabil pind la / Jeiicronrenen no 05.05.2021

5. Autentificarea Serviciului Fiscal de Stat / [loarsepxaenne ocyaaperaentol Hanorasoi ciyx6sl

_Sef=DDF_Centru nz ‘ Albina ISCOVA
?’{é{c g i S Z/ (’“"Z"_

SemnfuraTloamie. Numele §i prenumele/@asuciiv n i

PrARLINN 1 HRH

Este extras din Sistemul Informational al SFS SIA ,Contul curent al contribuabilului®// 20.04,2021 ora 15:14:40
cu aplicarea prevederilor pct. 82-8B3 Ordin IFPS nr.400 din 14.03,2014 (Monitorul Oficial 72-77/399, 28.03.2014)



MOBIAS
Bl BANCA

CERTIFICAT
PRIVIND EXISTENTA CONTURILOR CURENTE

Prin prezentul,

BC ..Mobiasbanca — Groupe Societe Generale” S.A.. codul bancii (BIC): MOBBMD22,
confirma ca compania ENDO-CHIRURGIE SRL cod fiscal (IDNO) 1009600033242, detine urmatoarele conturi
curente la BC Mobiasbanca-Groupe Societe Generale SA, Filiala. 09 Centru ;

1. MDL - MDS3MO2224ASV56624407100

Diana Pranitchi LS.
Numele, Prenumele si Semnatura |
Director filiala ,,08 Centru” iE

2
]
2

Executor | V Morcoy
Tel 22 812 562

Tab *373 2R H1T 2V 10D
Fax. ¢ 27 9367
wepew mobiaehanns rd

B0  Mobiashancd - Groupe Bocigte Générale” SA
Caphtal Social 100 000 900 MOL
w1 de stal - 1002660006084




Lista fondatorilor/asociatilor SRL ENDO CHIRURGIE

Nr. d/o

Numele, prenumele fondatorului

Datele din buletin

Cota parte(%0)

GHEREG Victor

a.n. 09.03.1987,
CNP 2003001030201

100

Specialist achizitii publice,

Jurisconsult ”Endo-Chirurugie” SRL

Pavel DUBALARI




SITUATIILE FINANCIARE

2019 pentru perioada 01.01.2019 - 31.12.2Q19 de lichidare
BIROUL NATIONAL DE STATISTICA

Entitatea: ENDO-CHIRURGIE S.R.L.

Sediul:SECTORUL CENTRAL STR.Drumul Viilor nr.30 bl.2 of.54
Raionul(municipiul):102, DDF CENTRU

Satul(comuna):

Strada:SECTORUL CENTRAL STR.Drumul Viilor nr.30 bl.2 of.54
Cod postal:2021

Cod CUATM:0130, SEC.CENTRU

Activitatea principala:G4646, Comert cu ridicata al produselor farmaceutice

Forma proprietate:15, Proprietatea privata

Forma organizatorico-juridica:530, Societati cu raspundere limitata

Cod CUII0: 40649012

Codul fiscal:1009600033242

WEB:

Numele si coordonatele al contabilului-sefZalilova Victoria
Telefon:+37379268662

Numarul mediu scriptic al personalului in perioada precedenta: 10 persoane.

Anexe la SNC

“Prezentarea situatiilor financiare”
Aprobat de Ministerul Finantelor
al Republicii Moldova

Unitatea de masura: leu

Nota informativa privind veniturile si cheltuielile clasificate dupa natura

Anexa 8
Indicatori Cod rd. Perioada de gestiune
precedenta curenta
1 2 3 4
Venituri din vinzari 010 26080210 15986561
Alte venituri din activitatea operationala 020 2570198 214421
Venituri din alte activitati 030 3803563 800814
Total venituri(rd.010 + rd.020 + rd.030) 040 32453971 17001796
Variatia stocurilor 050
Costul vinzarilor marfurilor vandute 060 17697172 10224735
Cheltuieli privind stocurile 070
Cheltuieli cu personalul privind remunerarea muncii 080 866450 1021589
e ol o jtor s prime ce o0 pzzass 22522
Cheltuieli cu amortizarea si deprecierea activelor imobilizate 100 440960 394685
Alte cheltuieli 110 4880754 2963970
Cheltuieli din alte activitati 120 3528907 833620
:;:?)I()cr?:juﬂ%"irgdofzoo;- rd.060 + rd.070 + rd.080 + rd.090 + 130 27637097 15667131
Profit (pierdere) pina la impozitare (rd.040 - rd.130) 140 4816874 1334665
Cheltuieli privind impozitul pe venit 150 655592 221658
Profit (pierdere) net al perioadei de gestiune (rd.140 - rd.150) 160 4161282 1113007
BILANTUL
la31.12.2019
Anexa 1
Nr. cpt. ACTIV Cod rd. Sold la
Inceputul perioadei de gestiune Sfirsitul perioadei de gestiune
1 2 3 4 5

Active imobilizate

Imobilizari necorporale 010 257010 193536

Imobilizari corporale in curs de executie 020

Terenuri 030

Mijloace fixe 040 444855 199771

Resurse minerale 050

Active biologice imobilizate 060
1. Investitii financiare pe termen lung in parti neafiliate 070 55833 55833

Investitii financiare pe termen lung in parti afiliate 080

Investitii imobiliare 090 2897291 2853083

Creante pe termen lung 100

Avansuri acordate pe termen lung 110

Alte active imobilizate 120

Total active imobilizate(rd.010 + rd.020 + rd.030 +

rd.040 + rd.050 + rd.060 + rd.070 + rd.080 + rd.090 + 130 3654989 3302223

rd.100 + rd.110 + rd.120)

Active circulante

Materiale 140 58709 84124




Nr. cpt. ACTIV Cod rd. Sold la
Inceputul perioadei de gestiune Sfirsitul perioadei de gestiune
1 2 3 4 5
Active biologice circulante 150
Obiecte de mica valoare si scurta durata 160 21733 28418
Productia in curs de executie si produse 170
Marfuri 180 8644283 5893541
Creante comerciale 190 4949177 5313414
Creante ale partilor afiliate 200
2. Avansuri acordate curente 210 1546301 814464
Creante ale bugetului 220 190018 522059
Creante ale personalului 230 512449 115797
Alte creante curente 240 63625 40521
Numerar in casierie si la conturi curente 250 1276062 2246999
Alte elemente de numerar 260 14820 13015
Investitii financiare curente in parti neafiliate 270 1015151 268875
Investitii financiare curente in parti afiliate 280
Alte active circulante 290 70876 51947
Total active circulante (rd.140 + rd.150 + rd.160 +
Tl R0 e e | o0 hawsaes ssaae
rd.290)
Total active (rd.130 + rd.300) 310 22018193 18695397
Capital propriu
Capital social si suplimentar 320 1132300 1132300
Rezerve 330 150000 150000
Corectii ale rezultatelor anilor precedenti 340 X
3. ’F;;téﬁggeer:?ipartizat (pierdere neacoperita) al anilor 350 0061888 6906128
Profit net (pierdere neta) al perioadei de gestiune 360 1113007
Profit utilizat al perioadei de gestiune 370 X
Alte elemente de capital propriu 380
'_I;o:;;gg?irtdalla%orl;idu.;g%)ﬂo + rd.330 + rd.340 + rd.350 390 10344188 0301435
Datorii pe termen lung
Credite bancare pe termen lung 400
4 Imprumuturi pe termen lung 410 3250000 3250000
Datorii pe termen lung privind leasingul financiar 420
Alte datorii pe termen lung 430 93443 29969
':';t:zlt;iitt:;i.i“;;%)termen lung (rd.400 + rd.410 + 440 3343443 3279969
Datorii curente
Credite bancare pe termen scurt 450 1657512 2311260
Imprumuturi pe termen scurt 460 1939164 1938323
Datorii comerciale 470 2815659 595818
Datorii fata de partile afiliate 480
Avansuri primite curente 490 1224515 1058258
Datorii fata de personal 500 25873 3135
5. Datorii privind asigurarile sociale si medicale 510
Datorii fata de buget 520 370560 105843
Venituri anticipate curente 530
Datorii fata de proprietari 540 227219
Finantari si incasari cu destinatie speciala curente 550
Provizioane curente 560
Alte datorii curente 570 70060 101356
Total datorii curente (rd.450 + rd.460 + rd.470 +
rd.480 + rd.490 + rd.500 + rd.510 + rd.520 + rd.530 + 580 8330562 6113993
rd.540 + rd.550 + rd.560 + rd.570)
Total pasive (rd.390 + rd.440 + rd.580) 590 22018193 18695397
SITUATIA DE PROFIT SI PIERDERE
de 1a01.01.2019 pina la31.12.2019
Anexa 2
Indicatori Cod rd. Perioada de gestiune
precedenta curenta
1 2 3 4
Venituri din vinzari 010 26080210 15986561
Costul vinzarilor 020 17697172 10224735
Profit brut (pierdere bruta) (rd.010 - rd.020) 030 8383038 5761826
Alte venituri din activitatea operationala 040 2570198 214421
Cheltuieli de distribuire 050 467104 176116
Cheltuieli administrative 060 3203557 3193274




Perioada de gestiune

Indicatori Cod rd.
precedenta curenta
1 2 3 4

Alte cheltuieli din activitatea operationala 070 2740357 1239386

Rezultatul din activitatea operationala: profit (pierdere) (rd.030 +

rd.040 - rd.050 - rd.060 - rd.070) 080 4342218 1367471

Rezultatul din alte activitati: profit (pierdere) 090 274656 -32806

Profit (pierdere) pina la impozitare (rd.080 + rd.090) 100 4816874 1334665

Cheltuieli privind impozitul pe venit 110 655592 221658

Profit net (pierdere neta) al perioadei de gestiune (rd.100 - rd.110) 120 4161282 1113007

SITUATIA MODIFICARILOR CAPITALULUI PROPRIU

de la pina la
Anexa 3
Nr. Indicatori Cod rd S_old Ia_ mceput_ul Majorari Diminuari Sold la sf|r5|tu_l perioadei
d/o perioadei de gestiune de gestiune
1 2 3 4 5 6 7
Capital social si suplimentar
Capital social 010
Capital suplimentar 020
1 |Capital nevarsat 030 () () () 0
Capital neinregistrat 040
Capital retras 050 () () () 0
Total capital social si suplimentar (rd.010 + 060
rd.020 + rd.030 + rd.040 + rd.050)
Rezerve
Capital de rezerva 070
2 Rezerve statutare 080
Alte rezerve 090
Total reserve (rd.070 + rd.080 + rd.090) 100
Profit nerepartizat (pierdere neacoperita)
Corectii ale rezultatelor anilor precedenti 110 X
Profit nerepartizat (pierdere neacoperita) al anilor 120
precedenti
3 Profit net (pierdere neta) al perioadei de gestiune 130 X
Profit utilizat al perioadei de gestiune 140
Rezultatul din tranzitia la noile reglementari
X 150
contabile
Total profit nerepartizat (pierdere
neacoperita) (rd.110 + rd.120 + rd.130 - rd.140 160
+ rd.150)
Alte elemente de capital propriu, din care 170
4 Diferente din reevaluare 171
Subventii entitatilor cu proprietate publica 172
Total capital propriu (rd.060 + rd.100 + rd.160 180
+ rd.170)
SITUATIA FLUXURILOR DE NUMERAR
de 12 01.01.2019 pina la31.12.2019
Anexa 4
. X Perioada de gestiune
Indicatori Cod rd
precedenta curenta
1 2 3 4
Fluxuri de numerar din activitatea operationala
Incasari din vinzari 010 28942595 17050926
Plati pentru stocuri si servicii procurate 020 21377901 12933517
Plati catre angajati si organe de asigurare sociala si medicala 030 1037535 1173228
Dobinzi platite 040 80210 58638
Plata impozitului pe venit 050 951644 1178081
Alte incasari 060 1862658 7034971
Alte plati 070 3416428 6942771
Fluxul net de numerar din activitatea operationala (rd.010 -
rd.020 - rd.030 - rd.040 - rd.050 + rd.060 - rd.070 ) 080 3941535 1799662
Fluxuri de numerar din activitatea de investitii
Incasari din vinzarea activelor imobilizate 090 36500 15000
Plati aferente intrarilor de active imobilizate 100
Dobinzi incasate 110
Dividende incasate 120
Alte incasari (plati) 130




Perioada de gestiune

Indicatori Cod rd
precedenta curenta
1 2 3 4
Fluxul net de numerar din activitatea de investitii (rd.090 -
rd.100 + rd.110 + rd.120 =+ rd.130) 140 36300 15000
Fluxuri de numerar din activitatea financiara
Incasari sub forma de credite si imprumuturi 150 9167316 3785086
Plati aferente rambursarii creditelor si imprumuturilor 160 10718602 2977196
Dividende platite 170 1595000 2240000
Incasari din operatiuni de capital 180
Alte incasari (plati) 190 -181332 626276
Fluxul net de numerar din activitatea financiara (rd.150 -
rd.160 - rd.170 + rd.180 + rd.190) 200 -3327618 805834
Fluxul net de numerar total (+ rd.080 + rd.140 * rd.200) 210 650417 1008828
Diferente de curs valutar favorabile (nefavorabile) 220 -70204 -39696
Sold de numerar la inceputul perioadei de gestiune 230 710669 1290882
Sold de numerar la sfirsitul perioadei de gestiune (+ rd.210 240 1290882 2260014

+rd.220 + rd.230)

10.
11.

12.

13.

14.

Date generale
Anexa 6

. Certificat de inregistrare a entitatii, eliberat de Camera Inregistrarii de Stat.

Numar de inregistrare 1009600033242 Data inregistrarii24.09.2009 Seria MD Numar 97512

. Capital social inregistrat de Camera Inregistrarii de Stat:

data 31.12.2019, suma 1132300 lei, inclusiv:
1) cota statului lei,
2) cota detinatorilor a cel putin 20% Increase lei.
Modificari ulterioare:
a) , sumalei, inclusiv cota statului lei,
b) , sumalei, inclusiv cota statului lei.

. Entitatile, activitatea carora necesita licenta, indica:

Licenta in vigoare:

Nr. Data Termen de
Numar

Ord. eliberarii  |valabilitate
1 | AMMII049424 21.07.2015|20.07.2020| Importul si depozitarea produselor de uz sanitar

Importul si comercializarea dispozitivelor
medicale

Organul care a eliberat

Tipul de activitate licenta

Camera de Licentiere

2 |AMMII0454491/10.06.2015/09.06.2020 Camera de Licentiere

. Numarul mediu scriptic al personalului in perioada de gestiune 10 persoane, inclusiv pe categorii:

1) personal administrativ 10 persoane,
2) muncitori persoane.

. Numarul personalului la 31 decembrie 2019 10 persoane.
. Remunerarea personalului entitatii in perioada de gestiune 1021589 lei.
. Remunerarea membrilor organelor de administrare, de conducere si supraveghere si alte angajamente aparute sau asumate in legatura cu pensiile membrilor

actuali sau ale fostilor membri ai acestor organe, pe categorii lei.

. Avansurile si creditele acordate membrilor organelor specificate la pct.7 lei, inclusiv rambursate lei.
. Valoarea activelor imobilizate si circulante, inregistrate in calitate de gaj

1) valoarea de gaj lei,
2) valoarea contabila lei.
Numarul actiunilor ordinare la finele perioadei de gestiune unitati.
Profit net (pierdere neta) a perioadei de gestiune pentru o actiune ordinara:
1) profit lei,
2) pierdere lei.
Dividende calculate pentru o actiune ordinara pentru perioada de gestiune:
1) platite lei,
2) planificate pentru plata lei.
Valuta straina disponibila, recalculata in moneda nationala a Republicii Moldova - total 1061942 lei,
inclusiv (lei, denumirea si codul valutei):

Nr. Ord.|lei denumirea codul .
valutei
1 1061942 978 978

Numerar legat - total lei.
In rindurile, in care se inscriu sumele de gaj, in toate coloanele prin fractie se reflecta:
a) la numarator - valoarea de gaj;
b) la numitor - valoarea contabila

Anexa 9
NOTA INFORMATIVA
privind relatiile cu nerezidentii
Tabelul 1
Creante, investitii financiare si datorii pe termen lung aferente fondatorilor nerezidenti

Indicatori Cocdogd./ Sold la inceputul Modificari in perioada de gestiune Sold la sfirsitul perioadei
tara perioadei de gestiune Intrari / majorari lesiri / diminuari Diferente de curs valutar de gestiune
1 2 3 4 5 6 7
Creante si investitii
financiare pe termen lung - 010
total
Creante comerciale, inclusiv pe 020

tari:



1 2 3 4 5 6 7

Avansuri acordate, inclusiv pe
. 030

tari:

1 2 3 4 5 6 7
Imprumuturi acordate si creante
privind leasingul financiar, 040
inclusiv pe tari:

1 2 3 4 5 6 7
Alte creante si investitii
) ) ; X . 050
financiare, inclusiv pe tari:

1 2 3 4 5 6 7
Datorii pe termen lung - total| 060
Dat'oru comerciale, inclusiv pe 070
tari:

1 2 3 4 5 6 7
Avansuri primite, inclusiv pe tari:| 080

1 2 3 4 5 6 7
Credite bancare, imprumuturi si
datorii privind leasingul financiar,| 090
inclusiv pe tari:

1 2 3 4 5 6 7

100

Alte datorii, inclusiv pe tari:

Rd.010= rd.020 + rd.030 + rd.040 + rd.050
Rd.060= rd.070 + rd.080 + rd.090 + rd.100

Col.7 = col.3+col.4-col.5+col.6

NOTA INFORMATIVA

privind relatiile cu nerezidentii

Anexa 9

Tabelul 2

Creante, investitii financiare si datorii pe termen lung aferente nerezidentilor, cu exceptia
fondatorilor

Indicatori Cocdogd./ Sold la inceputul Modificari in perioada de gestiune Sold la sfirsitul perioadei
tara | Perioadei de gestiune Intrari / majorari lesiri / diminuari Diferente de curs valutar de gestiune

1 2 3 4 5 6 7
Creante si investitii
financiare pe termen lung - 010
total
Creante comerciale, inclusiv pe

. 020

tari:

1 2 3 4 5 6 7
Ava_msurl acordate, inclusiv pe 030
tari:

1 2 3 4 5 6 7
Imprumuturi acordate si creante
privind leasingul financiar, 040
inclusiv pe tari:

1 2 3 4 5 6

Depozite, inclusiv pe tari:| 050

1 2 3 4 5 6 7
Alte creante si investitii
) ) ; X . 060
financiare, inclusiv pe tari:

1 2 3 4 5 6 7
Datorii pe termen lung - total| 070
Da’@oru comerciale, inclusiv pe 080
tari:

1 2 3 4 5 6 7
Avansuri primite, inclusiv pe tari:;, 090

1 2 3 4 5 6 7




1 2 3 5 6 7
Credite bancare, imprumuturi si
datorii privind leasingul financiar,| 109
inclusiv pe tari:
1 2 3 4 5 6 7
Alte datorii, inclusiv pe tari:| 110

Rd.010= rd.020 + rd.030 + rd.040 + rd.050 + rd.60

Rd.070= rd.080 + rd.090 + rd.100 + +rd.110
Col.7 = col.3+col.4-col.5+col.6

Anexa 9
NOTA INFORMATIVA
privind relatiile cu nerezidentii
Tabelul 3
Creante, investitii financiare si datorii curente aferente fondatorilor nerezidenti
Sold la |nceputy| perioadei de Modificari in perioada de gestiune Sold la sf|r5|tu‘I perioadei de
gestiune gestiune
. ) Cod rd./ La care Transferari din La care
Indicatori cod termenul de Termenul active si datorii . termenul de Termenul
tara . ) . S .| Diferente de . ] .
plata nu a sosit expirat mai Total pe termen lung |lesiri / diminuari curs valutar plata nu a sosit expirat mai
sau este expirat| mult de un an in active si sau este expirat| mult de un an
pina la un an datorii curente pina la un an
1 2 3 4 5 6 7 8 9 10
Creante si investitii
financiare curente - 010
total
_CreanFe comeraale, 020
inclusiv pe tari:
1 2 3 4 5 6 7 8 9 10
Avansyrl acorqate, 030
inclusiv pe tari:
1 2 3 4 5 6 7 8 9 10
Imprumuturi acordate si
creante privind leasingul | 040
financiar, inclusiv pe tari:
1 2 3 4 5 6 7 8 9 10
Alte creante si investitii
financiare, inclusiv pe 050
tari:
1 2 3 4 5 6 7 8 9 10
Datorii curente - total| 060
I_Datorl.l comerc_lale, 070
inclusiv pe tari:
1 2 3 4 5 6 7 8 9 10
Avansgrl primite, inclusiv 080
pe tari:
1 2 3 4 5 6 7 8 9 10
Credite bancare,
|m.p.rumutur‘| si datorii 090
privind leasingul
financiar, inclusiv pe tari:
1 2 3 4 5 6 7 8 9 10
Datorii privind
dividendele calculate, 100
inclusiv pe tari:
1 2 3 4 5 6 7 8 9 10
AIte_z datorii, inclusiv pe 110
tari:
Rd.010= rd.020 + rd.030 + rd.040 + rd.050
Rd.060= rd.070 + rd.080 + rd.090 + rd.100 + rd.110
Col.(9+10) = col.(3+4) + col.5 - col.7 * col.8
Anexa 9

NOTA INFORMATIVA
privind relatiile cu nerezidentii



Tabelul 4

Creante, investitii financiare si datorii curente aferente nerezidentilor, cu exceptia fondatorilor

Sold la |nceputy| perioadei de Modificari in perioada de gestiune Sold la sf|r5|tull perioadei de
gestiune gestiune
S Codrd./|  La care Transferari din La care
Indicatori cod termenul de Termenul active si datorii Diferente de termenul de Termenul
tara | plata nu a sosit | expirat mai Total pe termen lung |lesiri / diminuari curs valutar plata nu a sosit| expirat mai
sau este expirat| mult de un an in active si sau este expirat| mult de un an
pina la un an datorii curente pina la un an
1 2 3 4 5 6 7 8 9 10
Creante si investitii
financiare curente - 010
total
_CreanFe comeruale, 020
inclusiv pe tari:
1 2 3 4 5 6 7 8 9 10
Avansyrl acorQate, 030
inclusiv pe tari:
1 2 3 4 5 6 7 8 9 10
Imprumuturi acordate si
creante privind leasingul | 040
financiar, inclusiv pe tari:
1 2 3 4 5 6 7 8 9 10
Depomte, inclusiv pe 050
tari:
1 2 3 4 5 6 7 8 9 10
Alte creante si investitii
financiare, inclusiv pe 060
tari:
1 2 3 4 5 6 7 8 9 10
Datorii curente - total| 070
I_Datorl.l comerc_lale, 080
inclusiv pe tari:
1 2 3 4 5 6 7 8 9 10
Avansgrl primite, inclusiv 090
pe tari:
1 2 3 4 5 6 7 8 9 10
Credite bancare,
imprumuturi si datorii
s . 100
privind leasingul
financiar, inclusiv pe tari:
1 2 3 4 5 6 7 8 9 10
Altg datorii, inclusiv pe 110
tari:

Rd.010= rd.020 + rd.030 + rd.040 + rd.050 + rd.060
Rd.070= rd.080 + rd.090 + rd.100 + rd.110
Col.(9+10) = col.(3+4) + col.5 - col.7 £ col.8

Anexa 9
NOTA INFORMATIVA
privind relatiile cu nerezidentii
Tabelul 5
Investitii financiare in strainatate si participarea nerezidentilor in capitalul social
Cod rd./ ) ! ) _— . .
Indicatori cod Sold la |nceputg| perioadei de Intrari/ majorari lesiri/ diminuari Sold la sf|r5|tu_l perioadei de
tara gestiune gestiune
1 2 3 4 5 6
Investitii financiare 010
Cote de participatie si actiuni de pina la
10% inclusiv, in capitalul social al 020
entitatilor nerezidente, inclusiv pe tari:
1 2 3 4 5 6
Cote de participatie si actiuni de peste
10% in capitalul social al entitatilor 030
nerezidente, inclusiv pe tari:
1 |2 3 4 5 6




1 2 3 4 5 6
Capital social 040
Cote de participatie si actiuni de pina la
) L . . 050
10% inclusiv, inclusiv pe tari:
1 2 3 4 5 6
Cote de participatie si actiuni de peste 060
10%, inclusiv pe tari:

Rd.010= rd.020 + rd.030
Rd.040= rd.050 + rd.060
Col.6 = col.3+col.4-col.5

Anexa 9
NOTA INFORMATIVA
privind relatiile cu nerezidentii
Tabelul 6
Venituri si cheltuieli aferente tranzactiilor cu nerezidentii
Perioada de gestiune
Indicatori Cod rd./ cod tara 9
precedenta curenta
1 2 3 4
Venituri - total 010
Venituri aferente bunurilor procurate si vindute peste hotare fara 020
trecerea frontierei de stat a Republicii Moldova, inclusiv pe tari:
1 2 3 4
Venituri din dobinzi aferente activitatii operationale si altor
S . ; 030
activitati, inclusiv pe tari:
1 2 4
Venituri din dividende si participatii in alte entitati,inclusiv pe 040
tari:
1 2 3 4
Venituri din decontarea datoriilor cu termenul de prescriptie 050
expirat, inclusiv pe tari:
1 2 3 4
AIte_z venituri, inclusiv pe 060
tari:
1 2 3 4
Cheltuieli - total 070
Cheltuieli aferente bunurilor procurate si vindute peste hotare fara 080
trecerea frontierei de stat a Republicii Moldova, inclusiv pe tari:
1 2 3
Cheltuieli privind dobinzile, inclusiv pe
; 090
tari:
1 2 3 4
Cheltuieli si provizioane aferente creantelor comerciale si altor 100
creante compromise, inclusiv pe tari:
1 2 3 4
AIte_e cheltuieli, inclusiv pe 110
tari:
Rd.010= rd.020 + rd.030 + rd.040 + rd.050 + rd.060
Rd.070=rd.080 + rd.090 + rd.100 + rd.110
Anexa 9
NOTA INFORMATIVA
privind relatiile cu nerezidentii
Tabelul 7
Bunuri ale nerezidentilor inregistrate in conturi extrabilantiere
Cod rd./ . . . - ) .
Indicatori cod Sold la mceputyl perioadei de Intrari/ majorari lesiri/ diminuari Sold la sf|r5|tu_l perioadei de
gestiune gestiune
tara
1 2 3 4 5 6
Bunuri primite in baza contractelor de 010
comision, inclusiv pe tari:
1 o2 | 3 4 5 6



1 2 3 4 5 6
Bunuri primite spre prelucrare,inclusiv pe
. 020
tari:
1 2 3 4 5 6
Bunuri obtinute din materialele
. . . 030
prelucrate, inclusiv pe tari:
Col.6 = col.3+col.4-col.5
Informatiile privind activele imobilizate
Anexa 7
Ez(lstenga la Amortizarea | Deprecierea Intrarea in lesirea in EX|ster_1ta la Amortizarea | Deprecierea
inceputul < < cursul cursul sfirsitul < <
. . Nr. - . acumulata la | acumulata la ) . ) . ) ] acumulata la | acumulata la
Indicatori R perioadei (la A A perioadei (la | perioadei (la perioadei (la R .
rind inceputul inceputul sfirsitul sfirsitul
costul de X . ; X costul de costul de costul de . . X .
. perioadei perioadei . . . perioadei perioadei
intrare) intrare) intrare) intrare)
A 1 2 3 4 5 6 7 8 9
1. Imobilizari necorporale in curs de
- 100
executie
2. Impblllza_rl necorporale in utilizare, 200/328231 71221 328231 134695
total inclusiv: = e =
2.1 brevete si marci 210|5764 2652 5764 2652
2.2. licente de activitate 220
2.3. programe informatice 230322467 68569 322467 132043
3. Imobilizari corporale in curs de
- 300
executie
4. Terenuri 400 X X
5. Mijloace fixe, total din care: 500/2320682 1875827 20165 83202 2257645 2057874
5.1. cladiri 510
5.2. constructii speciale 520
>3 masini, utilaje, instalatii de 530/440868 433421 5833 446701 436667
transmisie
inclusiv: tehnica de calcul 531 5833 5833 193
5.4. mijloace de transport 540(1520069 1184281 83202 1436867 1339228
5.5. instrumente si inventar 550
5.6. costuri ulterioare aferente obiectelor
- ) P 560
neinregistrate in bilant
5.7. mijloace fixe primite in leasing
X X 570
financiar
5.8. mijloace fixe primite in gestiune 580
economica
5.9. alte mijloace fixe 590(359745 258125 14332 374077 281979
6. Resurse minerale 600
7. Investitii imobiliare, total 700(3008262 110971 31460 3039722 186639

Persoanele responsabile de semnarea rapoartelor financiare ale entitatii*

* conform art.36 din Legea contabilitatii

Documente atasate - Nota explicativa (fisierul pdf)

Nota explicativa raport financiar 2019.semnat.pdf


https://declaratie-electronica.fisc.md/ro/declarations/file/5ef8fc96c4ca9100d602eb51

“Endo-Chirurgie” S.R.L.

Codul fiscal: 1009600033242
Adresa postald: mun.Chisiniau, str. Mesterul Manole, nr. 9.
Telefon/Fax: (022) 23-21-33, (022) 66-72-86 CHlRURGIE

Nr. de iesire: 45/04 din 22.04.2021

Catre: Centrul pentru Achizitii Publice Centralizate Tn Sanatate,

Numarul unic de identificare al procedurii de achizitie:
ocds-b3wdp1-MD-1610526667942/21033924,
" Achizitionarea Echipamentelor de protectie LISTA DE BAZA pentru combaterea COVID-19

necesare conform necesitatilor IMSP-urilor pentru anul 2021 .

DECLARATIE

Prin prezenta, SRL “Endo-Chirurgie” declard urmatoarele:

1. Tn decurs de 24 ore de la ora deschiderii ofertelor in SIA RSAP M-Tender si/sau de la
solicitarea autoritatii contractante/beneficiarului/organizatorului licitatiei, va prezinta in

adresa CAPCS (mun. Chisinau, str. Grigore Vieru 22/2, scara 1, etajul 2) mostre.

2. Termenul de valabilitate restant (la momentul livrarii) va constitui nu mai putin de 80%

din termenul total al produsului.

3. Se obliga sd nregistreze in Registrul de Stat al Dispozitivelor Medicale a Agentiei
Medicamentului si Dispozitivelor Medicale bunurile contractate pind la semnarea

contractelor, pentru pozitiile care se supun inregistrarii.

4. In cazul in care oferta companiei va fi declarati cistigitoare (total sau partial), in
conformitate cu prevederile legale in vigoare, va prezenta declaratia privind confirmarea
identitdtii beneficiarilor efectivi si neincadrarea acestora in situatia condamnarii pentru
participarea la activitdti ale unei organizatii sau grupdri criminale, pentru coruptie, frauda

si/sau spalare de bani.

Cu respect,
Specialist achizitii publice, Juristconsult Pavel DUBALARI


https://mtender.gov.md/tenders/ocds-b3wdp1-MD-1610526667942
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(D HALYARD

EU DECLARATION OF CONFORMITY

This declaration of conformity is issued under the sole responsibility of the
manufacturer :

O&M HALYARD, Inc.
9120 Lockwood Blvd.
Mechanicsville, VA. 23116

EU Authorized Representative:

Arc Royal
Virginia Road Kells, Co
Meath, Ireland

Technical File TF-003 PPE Respirators

Product Code Product Description Color
62354 PFR P1 Filtering Half Mask/White White
62408 PFR P2 Filtering Half Mask / Yellow Yellow

The object of the declaration is in conformity with PPE Regulation 2016/425. Conformity is
declared with the following standards:

Standards:

EN 149:2001+A1:2009 Respiratory protective devices - Filtering half masks to protect against
particles- Requirements, testing, marking

The filtering half masks are category Ill PPE.

The notified body, BSI Group Netherlands, Notified Body Number 2797 (John M. Keynesplein
9, 1066 EP Amsterdam, The Netherlands) performed the EU-type Examination (Module B) set
out in Annex V and issued the EU-Type Examination Certifate CE 71183.

The PPE are subject to the conformity assessment procedure ‘conformity to type based on
quality assurance of the production process’ (Module D) set out in Annex VIl under surveillance
of the notifed body BSI Group Netherland, Notified Body Number 2797 (John M. Keynesplein
9, 1066 EP Amsterdam, The Netherland), which issued the certificate CE 711886.

Authorized Signature :

==

Steve Dowdley

Associate Director, Regulatory Affairs

O&M HALYARD, Inc.

9120 Lockwood Blvd., Mechanicsville, VA, 23116
Date: 24 Nov 2020

Note: EU DECLARATION OF CONFORMITY - this declaration will be translated into a language appropriate to the
country destination of the product, copies can be obtained online, following the link: halyardhealth.com/information

1
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bsi.

EU Type Examination Certificate

By Royal Charter

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

Holds Certificate Number: CE 711883

In respect of:

Respiratory protective devices to EN 149:2001+A1:2009.
Filtering half masks to protect against particles. Models: 62408 and 62354.

on the basis that BSI carried out the relevant Type Examination procedures under the requirements with the
Regulation (EU) 2016/425 of the European Parliament and Council relating to Personal Protective Equipment
Regulation (PPE) Annex V (Module B) and meets the relevant health and safety requirements specified in Annex II

For and on behalf of BSI, a Notified
Body for the above Regulation

(Notified Body Number 2797): Drs. Dave Hagen'aars, Managing Director
Previous Notified Body: BSI 0086
First Issued: 2019-10-11 Effective Date: 2019-10-11
Latest Issue: 2019-10-11 Expiry Date: 2024-10-11
Page: 1 of 3
N\
PRODUCTS ..making excellence a habit”

RVA [ 046

This certificate has been issued by and remains the property of BSI Group The Netherlands B.V., John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands and
should be returned immediately upon request.
To check its validity telephone +31 20 3460780. An electronic certificate can be authenticated online.

BSI Group The Netherlands B.V., registered in the Netherlands under number 33264284, at John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands
A member of BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=CE+711883&ReIssueDate=11%2f10%2f2019&Template=uk
https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=CE+711883&ReIssueDate=11%2f10%2f2019&Template=uk

EU Type Examination Certificate

No. CE 711883

Product Specification

Product Name:

Product Type:

Technical specification:

Product Description:

FFP Class
Model/Product Code:

Product Name:

Product Type:

Technical specification:

Product Description:

FFP Class
Model/Product Code:

First Issued: 2019-10-11
Latest Issue: 2019-10-11

Particulate Respirator PFR P1

Filtering half masks to protect against particles.

EN 149:2001+A1:2009 - Respiratory protective devices. Filtering half masks to
protect against particles.

Classification — Single shift NR

The particulate respirator is designed to protect against solid and non-volatile liquid
particles only. The model is of a flat folded design without an exhalation valve,
coloured white. Mask is a single shift device (denoted by the classification symbol
NR). Head harness consists of two elastomeric straps.

FFP1
62354

Particulate Respirator PFR P2

Filtering half masks to protect against particles.

EN 149:2001+A1:2009 - Respiratory protective devices. Filtering half masks to
protect against particles.

Classification — Single shift NR

The particulate respirator is designed to protect against solid and non-volatile liquid
particles only. The model is of a flat folded design without an exhalation valve,
coloured yellow. Mask is a single shift device (denoted by the classification symbol
NR). Head harness consists of two elastomeric straps.

FFP2
62408

Effective Date: 2019-10-11
Expiry Date: 2024-10-11

Page: 2 of 3

This certificate has been issued by and remains the property of BSI Group The Netherlands B.V., John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands and

should be returned immediately upon request.

To check its validity telephone +31 20 3460780. An electronic certificate can be authenticated online.

BSI Group The Netherlands B.V., registered in the Netherlands under number 33264284, at John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands

A member of BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=CE+711883&ReIssueDate=11%2f10%2f2019&Template=uk

EU Type Examination Certificate

No. CE 711883

Certificate Administration Details

Technical file reference - TF003-00.

Certificate Amendment Record

Issue date Comments BSI Project No.
October 2019 First issue under PPE Regulation (EU) 2016/425. 2797:19:9775105
Certificate validity

The Certificate holder is responsible for ensuring that the Notified Body is advised of changes to any aspect of the
overall process utilised in the manufacture of the product, failure to do so could invalidate the Certificate in respect of
product manufactured following the introduction of such changes.

The validity of the Certificate for the products is also dependent on the maintenance of the EU Conformity to Type Based
on Quality Assurance of the Production Process, Annex VIII (Module D), as referenced on BSI issued Certificate CE
711886.

First Issued: 2019-10-11 Effective Date: 2019-10-11
Latest Issue: 2019-10-11 Expiry Date: 2024-10-11
Page: 3 of 3

This certificate has been issued by and remains the property of BSI Group The Netherlands B.V., John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands and
should be returned immediately upon request.
To check its validity telephone +31 20 3460780. An electronic certificate can be authenticated online.

BSI Group The Netherlands B.V., registered in the Netherlands under number 33264284, at John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands
A member of BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=CE+711883&ReIssueDate=11%2f10%2f2019&Template=uk

bsi.

Conformity to Type based on Quality Assurance of the
Production Process

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

Holds Certificate Number: CE 711886

In respect of:

The manufacture of filtering half masks to EN 149:2001+A1:2009.

on the basis that BSI carried out the quality assurance assessment under the requirements with the Regulation (EU)
2016/425 of the European Parliament and Council relating to Personal Protective Equipment Regulation (PPE) Annex
VIII (Module D)

For and on behalf of BSI, a Notified
Body for the above Regulation

(Notified Body Number 2797): Drs. Dave Hagen'aars, Managing Director
Previous Notified Body: BSI 0086
First Issued: 2019-10-11 Effective Date: 2019-10-11
Latest Issue: 2019-10-11 Expiry Date: 2024-10-11
Page: 1 of 2
N\
PRODUCTS ..making excellence a habit”

RVA [ 046

This certificate has been issued by and remains the property of BSI Group The Netherlands B.V., John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands and
should be returned immediately upon request.
To check its validity telephone +31 20 3460780. An electronic certificate can be authenticated online.

BSI Group The Netherlands B.V., registered in the Netherlands under number 33264284, at John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands
A member of BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=CE+711886&ReIssueDate=11%2f10%2f2019&Template=uk
https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=CE+711886&ReIssueDate=11%2f10%2f2019&Template=uk

Conformity to Type based on Quality Assurance of the Production
Process

No. CE 711886

Product manufactured at the following location:

LA Ada De Acuna, S, de R.Lde C.V
Km. 4.5 Carr. Presa La Amistad
Ciudad De. Acuna

Coahuila

26220

Mexico

Product Specification

The products covered by the scope of this Certificate conform to the following standard:

Standard Product Type

EN 149:2001+A1:2009 Respiratory protective devices - Filtering half masks to protect against particles

Certificate Amendment Record

Issue date Comments BSI Project No.
October 2019 First issue under PPE Regulation (EU) 2016/425. 2797:19:9775112
Certificate validity

The Certificate holder is responsible for ensuring that the Notified Body is advised of changes to any aspects of the
overall quality system utilized in the manufacture of the products, failure to do so could invalidate the Certificate in
respect of product manufactured after the introduction of such changes.

First Issued: 2019-10-11 Effective Date: 2019-10-11
Latest Issue: 2019-10-11 Expiry Date: 2024-10-11
Page: 2 of 2

This certificate has been issued by and remains the property of BSI Group The Netherlands B.V., John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands and
should be returned immediately upon request.
To check its validity telephone +31 20 3460780. An electronic certificate can be authenticated online.

BSI Group The Netherlands B.V., registered in the Netherlands under number 33264284, at John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands
A member of BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=CE+711886&ReIssueDate=11%2f10%2f2019&Template=uk

bsi.
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.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+697013&ReIssueDate=08%2f01%2f2020&Template=inc
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Fig. 9

Fig. 10

OAHOKPATHOro UCNoNb30BaHNA

Not made with natural rubber latex
W3roToBneHo 6e3 ucnonb3oBaHus
HaTypaibHOro KayuyKkoBoro nartekca

Caution
MpeaynpexpeHue

Single Use Only
MpeanHasHayeHo TonbKo AN

Consult instructions for use
MpouTute MHCTPYKLUM

y— ) M
BepxHuit u HUXHUI

7z Upper and Lower Temperature Limit

PR Keep dry/Store in less than 85% Humidity
XpanuTb B cyxom mecte / BnaxHocTb He
<85% [N0/KHA NpeBbIlWaTh 85%

_1_7-/ npepen temnepatypbl
:':‘L’: Protect from heat and radioactive sources EN 149:2001 +A1:2009
AN\ e FFPLNR
®  Tennau pajuoakTMBHOTO M3NlyyeHus.




@) HALYARD*
PFR P2 Filtering Half Mask

Directions for Application

. Separate the edges of the respirator to fully open it.

. Slightly bend the nose wire to form a gentle curve.

. Hold the mask upside down to expose the two headbands.

. Using your index fingers and thumbs, separate the two headbands.

. While holding the headbands with your index fingers and thumbs, cup the mask under your chin.
. Pull the headbands up and over your head.

. Release the lower headband from your thumbs and position it at the base of your neck.

. Position the remaining headband on the crown of your head.

. Conform the nose piece across the bridge of your nose by firmly pressing down with your fingers.
10.Continue to adjust the mask and secure the edges until you feel you have achieved a good facial fit.

Intended Use

The PFR P2 Filtering Half Mask meets the requirements of PPE Regulation (EU) 2016/425 and the performance
requirements of EN 149:2001 -+A1:2009 type FFP2 NR. The PFR P2, FFP2 NR mask s for use against solid and
liquid aerosols only.

Protection against certain water-based aerosols is allowed — water based aerosols are those produced from
solutions and/or suspensions of particulate materials in water such that the only workplace contaminant is
attributed to this solid material.

O oo NV AW

Warning
The PFR P2 should be used only in atmospheres where nature and level of contaminant is known.
Do not use this mask: against gases, vapours or solvent based aerosols; in paint spray operations;
in atmospheres potentially deficient in oxygen (mimimum 19.5% by volume); in confined spaces
(e.g. where insufficient ventilation exists or where hazardous :oncentratlons of gas vapours and/or
aerosols may accumulate); against concentrations of sub: e ly dang to life or
health. This mask is designed for single shift/maximum eight-hour use only. The conditions of usage
will determine the length of time the mask may be worn. Discard and replace mask if it becomes
damaged or if breathing resistance becomes noticeable. Leave work area immediately in the event
of dizziness or if breathing becomes difficult. Beards or facial hair may prevent an effective seal
between mask and face. Ensure unused masks are kept in the original packaging.

HALYARD*
Demi-masque filtrant PFR P2

Pose du masque

. Ecarterles bords du respirateur de maniére & 'ouvrir complétement.

2. Plierlégerement la barrette nasale pour lui donner une forme concave.
3. Tenirle masque a I'envers de fagon a exposer les deux bandeaux.

4. Séparer les bandeaux I'un de I'autre avec lesindex et les pouces.

5. Faire passer le masque en creux sous le menton en tenant les bandeaux avec les index et les pouces.
6. Tirer les bandeaux par-dessus la téte.
7. Relacher le bandeau inférieur tenu par les pouces et le poser au bas du cou.
8. Placerl'autre bandeau sur le créne.
9. FormerI'emplacement nasal en appuyant bien au-dessus du nez avec les doigts.
10.Continuer a ajuster le masque et a positionner fermement les bords jusqu'a ce qu'ils tiennent bien au
visage.
Emploi prévu
Le demi-masque filtrant PFR P2 respecte les exigences du Reglement (UE) 2016/425 relatif a I'EPI et les exigences
de rendement des normes EN 149:2001 et A1:2009 type FFP2 NR. Le masque PFR P2, FFP2 NR est uniquement
congu pour la protection contre les aérosols liquides ainsi que contre ceux a particules solides.

Il peut étre utilisé pour la protection contre certains aérosols a base d'eau - les aérosols a base d'eau sont des
solutions et (ou) des suspensions dans I'eau de matiére sous forme de particules telles que cette matiere solide
devient le seul contaminant du lieu de travail.

Avertissement

Le PFR P2 ne devrait étre utilisé que dans certaines atmosphéres ol la nature et la concentration
du contaminant sont connues. Ne pas utiliser ce masque pour se protéger des gaz, des vapeurs ou
des aérosols a base de solvants ; lors d'opérations de peinture au pistolet, dans des atmosphéres
ot le niveau d'oxygéne est potentiellement insuffisant (minimum de 19,5 % par volume) ; dans
des espaces confinés (ol la ventilation est insuffisante, et ol des concentrations dangereuses de

de gaz ou d'aérosols p s'accumuler) ; ou pour la protection contre des concentrations
de substances qui sont directement nocives ou dangereuses pour la santé. Ce masque est conqu
pour une seule période de travail, soit une utilisation maximale de huit heures. Les conditions
d'utilisation dé i la durée pendant | lle le masque peut étre porté. Jeter et remplacer
le masque s'il est end, gé ou s'il semble t géner la respiration. Quitter le lieu de
travail inmédiatement en cas de vertige, ou si la respiration devient difficile. Les barbes ou pilosité
faciale peuvent empécher une étanchéité efficace entre le masque et le visage. S'assurer que les
masques non-utilisés sont conservés dans 'emballage d'origine.




® HALYARD*
PFR P2 Filtrierende Halbmaske

Gebrauchsanweisung
. Rénder des Atemfilters auseinanderziehen und vollstandig 6ffnen.
. Den Draht am Nasenteil in leichter Kurvenform zurechtbiegen.
. Maske umgekehrt halten, bis beide Kopfbander frei hangen.
. Die zwei Kopfbénder mit beiden Daumen und Zeigefingern trennen.
. Kopfbander mit Zeigefingern und Daumen weiter festhalten und die Maske unter dem Kinn anlegen.
. Kopfbénder iiber den Kopfziehen.
. Unteres Kopfband von den Daumen [6sen und am Halsansatz platzieren.
. Anderes Kopfband iiber dem Kopf anbringen.
. Das Nasenteil anpassen; hierzu fest mit den Fingern am Nasensattel andriicken.

10.Maske weiter anpassen und die Rander andriicken, bis die Maske gut am Gesicht anliegt.
Anwendungszweck
Die PFR P2 Filtrierende Halbmaske entspricht den Anforderungen der PSA-Verordnung (EU) 2016/425 und den
Anforderungen der Norm EN 149:2001 +A1:2009 Typ FFP2 NR. Die Maske PFR P2, FFP2 NR ist nur zum Schutz
gegen feste und fliissige Aerosole bestimmt.
Die Maske ist als Schutzausriistung gegen bestimmte wasserbasierende Aerosole zugelassen - d.h. Aerosole,
von geldsten und/oder suspendierten Feststoffen in Wasser, wenn dieser Feststoff die einzige Verunreinigung im
jeweiligen Arbeitsbereich ist.

LN LA W
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Warning
Die Maske PFR P2 darf nur in Atmospharen verwendet werden, in denen die Beschaffenheit und
die Konzentration der kontaminierenden Substanz bekannt sind. Die Maske nicht verwenden
zum Schutz gegen Aerosole, die von Gasen, Dampfen oder Losemltteln herriihren; bei

Sprltzlacklerverfahren in potentiell At (mind 19,5 Vol%);
in geschlossenen Raumen (bei unzureichender Beliiftung bzw bei Konzentrationen von potentiell
gefahrlichen Dampfen und/oder A len); oder beim Vorhandensein von Substanzen, die

eine unmittelbare Lebens- bzw. Gesundheitsgefahr darstellen. Die Maske ist nur fiir den

Gebrauch wahrend einer Schicht von maximal acht Stunden vorgesehen. Die jeweiligen

A di besti die Nutzdauer der Maske. Bei Beschadigungen der Maske,
oder wenn eine Beelntrachtlgung der Atmung bemerkt wird, die Maske entsorgen und ersetzen.
Bei Schwindelgefiihl oder Atemproblemen den Arbeitshereich sofort verlassen. Barte und
Gesichtshehaarung kdnnen eine zuverlassige Abdichtung zwischen Gesicht und Maske verhindern.
Stellen Sie sicher, dass alle unbenutzten Masken in der Originalpackung aufbewahrt werden.

HALYARD*
Ountpupawa nonymacka PFR P2

Haunu Haynotpeba

. OTpeneTe KpauLata Ha uXaTeNHaTa Macka, 3a 1 A 0TBOPUTE HAMBIIHO.

2. Jleko npeBuiiTe TeNTa Ha HOCa, 3a i 06pasyBarte U3BUBKA.

3. ipbXTe MackaTa C ropHata 4acT Hajiony, 3a Aa e BUAAT [iBeTe NPUCTATaLLV NIeHTH 3a N1aBaTa.
4

5

. CnomoLLTa Ha Noka3anuuTe U nanwuTe cu 0TAeNeTe ABETE NPUCTATALLM IeHTH 3a raBaTa.
. Mpuabpxaiiku NpUCTAraLLYUTE NEHTY C NOKA3anLuTe I NanLuTe (i, NOCTaBeTe MackaTa Kato yala noa
6panarta cu.
. M3pbpnaiite npucTAraluTe NeHTU Harope U npe3 rnasata.
. 0TnycHeTe nanuuTe i, 3a A4a 0CBOGOANTE JONHATA NPUCTATALLA NIEHTa U A NOCTaBeTe B 0CHOBATA Ha
Bpara cu.
8. [lpyrata npuctaraiia neHTa nocTaBete Ha TeMeTo cu.
9. Ypes nibTHO NpUTHCKaHe C NPBCTU OGOPMETE MackaTa no Hoca Cut.
10.MpoabmkeTe Aa HanacsaTe Mackata i 1a ;0OGOpMATe Kpaiilyata u, foKaTo Jobpe A npucnocobute
KbM NINLETO C.
MpeaHasHauenne
Ountpupaluara nonymacka PFR P2 otroBapa Ha u3uckBaHusTa Ha Pernament (EC) 2016/425 oTHocHo nukmTe
NpeanasHin CPeCTBA U M3UCKBAHMATA 33 eGeKTUBHOCT 3a Kateropua FFP2 NR Ha eponeiickia cTaHaapt
EN149:2001 +A1:2009. Mackure PFR P2 v FFP2 NR ca npeHa3HaueHy 3a 3aLuta camo oT TBbpAM 1 TeuHn
aeposonu.
Pa3peLuaa ce CbLL0 3aLLWTa OT HAKOM BOAOPA3TBOPUMY aepo30/v — BOAOPA3TBOPUMUTE aep0301H a
06pa3yBaHu 0T pa3TBOP 1/ UM BOZHN CYCMEHCUN Ha TPaHYNMPaHI MaTeprany, Taka Ye eANHCTBEHNAT
3aMbpCUTEN Ha paboTHaTa cpefja e To31 TBbPA Matepuan.
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Mpepynpexpexne
Mackara PFR P2 moixe Aia ce u3non3sa camo B cpefiy, 3a KOUTO Ca U3BECTHN 3aMbPCUTENAT U HUBOTO
Ha 3ambpcABaHe. He u3non3saiite Ta3u Macka 3a: 3alLyuTa OT ra30Be, U3NapeHus N aepo3ony,
B OCHOBATa Ha KOMTO ca pPa3TBOPUTENN Pa3NNyHM OT BoAaTa; Npu 6oaancBaHe upes WwnpuLoBaHe;
npu aTMochepHu Cpefi C HeOCTUT OT KucnopoA (Munumym 19,5 06eMum %); B 3aTBOpeHU
NPOCTPaHCTBA (T.e. Kb/IETO Ma He0CTaTbYHA BEHTUNALMA N Kb/AETO MOXe Aia ce HaTpynaT
ra30By Napy 1/ UNu aepo3onu B OTPOBHM KOHLIEHTPALMK); 3 3aLLUTA OT KOHLEHTPALMK Ha
BeLecTBa, KOUTO Ca HenocpeCTBEHO ONACHH 3a 3APaBeTo 1 UBOTA. Ta3u Macka e npeHa3HayeHa
3a MON3BaHe B PAMKMUTE Ha CAMO efjHa CMAHa (MaKcMManHa ynotpeba He noBeye OT 0ceM Yaca).
MpoabmKUTENHOCTTa Ha BPeMeTo, 32 KOeTo MoXe Jla ce NONI3Ba Ta3u Macka, ce onpeaens
OT YCNOBMATA, B KOUTO ce non3Ba. AKo Mackata ce NOBPe/U WK aKO 3aMoyHe fia ce YyBCTBa
CbNPOTMBNEHNE NPY AULLAHETO, MONA U3XBbp/eTe A U A 3aMeHeTe C HOBA. AKO NoYyBCTBaTe BUEHe
Ha CBAT WU 3aTPYAHEHO ANLIAHE, BeiHara HanycHeTe p a1 macro. Ha Ha 6papa
UNK OKOCMABAHE N0 NMLLETO MOXKe /12 Nonpeyy 3a NTbTHOTO NpUnenBaHe Ha Mackata no nnLeTo.
Henon3Banute Macku Aia ce CbXpaHABAT B OPUTMHANHUTE UM ONAKOBKM.




HALYARD*
Semimascarilla filtrante PFR P2

Instrucciones De Uso

. Separe los bordes de la mascarilla hasta abrirla completamente.

. Doble ligeramente el soporte nasal hasta que forme una curva suave.

. Sujete la mascarilla de cabeza a fin de soltar las dos cintas.

. Separe las cintas con los dedos indice y pulgar de cada mano.

. Coloquese la mascarilla bajo la barbilla y continte sujetando las bandas con el indice y el pulgar de cada
mano.Estire las dos bandas hacia arriba sobre la coronilla.

. Pésese las cintas sobre la cabeza.

. Suelte las cintas inferiores y coléquelas alrededor de Ia base del cuello.

. Coléquese las otras dos cintas en la coronilla.

. Ajuste el soporte nasal sobre el puente de la nariz presiondndolo firmemente con los dedos.

10.Continde ajustdndose la mascarillay asegure los bordes hasta que logre un ajuste facial adecuado.
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Uso Indicado

La media mdscara filtrante PFR P2 cumple con los requisitos de la reglamentacin de equipos de proteccin
personal 2016/425 (UE) y los requisitos de rendimiento de EN 149:2001 +A1:2009 tipo FFP2 NR. La mascarilla
PFR P2, FFP2 NR esté fabricada para utilizarse como proteccion contra aerosoles sélidos y liquidos solamente.

La proteccion contra ciertos aerosoles de base acuosa esta permitida. Los aerosoles de base acuosa son aquellos
que son producto materiales particulados en una solucién o suspension acuosa tales que el Gnico contaminante
en el lugar de trabajo se atribuye a dicho material sélido.

Advertencia
La PFR P2 se debera usar sol en at enlasquela y el nivel del
contaminante se conozcan. No utilice esta mascarilla como proteccion contra aerosoles de gases,
vapores o solventes; ni en trabajos donde se rocie pintura; ni en atmdsferas potencialmente
deficientes en oxigeno (un minimo de 19,5% por volumen); ni en lugares cerrados (esto es, donde
la ventilacion es insuficiente o donde se puedan acumular concentraciones peligrosas de vapores
de gases o aerosoles, 0 ambos); [ni tampoco como proteccion] contra concentraciones de sustancias
que sup un peligro inmediato para la vida o la salud. Esta mascarilla estd fabricada para
utilizarse como proteccion durante un turno de un maximo ocho horas solamente. La condicion de
su utilizacion determinara cuanto tlempo se puede usar. Deseche y reemplace la mascarilla si se
estropea o si al respirar nota resi ia. A el drea de trabajo si se siente
mareado o si se le dificulta la respiracion. El vello facial y las barbas pueden impedir que se forme
un sello eficaz entre la mascarilla y la cara. Aseguirese que las mascarillas sin usar se conserven en el
empaque original.
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HALYARD*
Filtracni polovicni maska PFR P2

Navod k pouziti

. Oddélte od sebe okraje respirdtoru, aby se pIné otevrel.

. Zlehka ohnéte drt k nosu, aby se lehce zakfivil.

. PodrZte masku spodni ¢asti nahoru, aby se ukazaly dvé gumicky pres hlavu.
. Spomoci palce a ukazovaku oddélte od sebe tyto dvé gumicky.

. PodrZte gumicky palci a ukazovdky a nasad'te masku pod bradu.

. Pretdhnéte gumicky nahofe pfes hlavu.

. Uvolnéte spodni gumicku z palcti a stahnéte ji na dolni cast krku.

. Druhou gumicku pretdhnéte pres temeno hlavy.

. Upevnéte nosovou st na hibet nosu tak, Ze ji pevné stlacite dolii prsty.
10.Upravte usazeni masky a zajistéte jeji okraje tak, abyste méli pocit, Ze dobfe sedi na obliceji.
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Urcené poufiti:

Filtrujici polomaska PFR P2 spliiuje pozadavky nafizeni o 0P (EU) 2016/425 a funkéni pozadavky

EN 149:2001+A1:2009, typ FFP2 NR. Maska PFR P2, FFP2 NR je uréena na pouZiti jen jako ochrana proti pevnym
a tekutym aerosoldim.

Ochrana proti nékterym aerosoliim s vodni bazi je povolena — aerosoly s vodni bézi jsou ty, které se vyrabéji
zroztokil a/nebo suspenzi casticovych materidlii ve vodé v takové podobé, Ze jen jedna necistota pracovniho
prostredi se pripisuje tomuto pevnému materidlu.

Varovani
Polomaska PFR P2 by se méla pouzivat jen v ovzdusich, u kterych je znama povaha a mnozstvi
necistot. Tuto masku nepouZivejte: jako ochranu proti plyniim, pardm nebo aerosoliim na bazi
fedidel; pii stiikani barev; v ovzduSich potencialné chudych na kyslik (minimélné 19,5 % objemu);
v omezenych prostorach (napf. tak, kde je nedostatecna ventilace nebo nebezpecné koncentrace
plynovych par a/nebo kde se mohou nahromadovat aerosoly); jako ochrana proti koncentracim latek
bezprostiedné nebezpecnych pro Zivot nebo zdravi. Tato maska je urcena jen na jediné pouziti za
sménu / maximalné osm hodin. Podminky pouZiti ur¢i délku casu, v kterém se maska miize nosit.
Pokud se maska poskodi nebo pokud se odpor dychani stane vyraznym, vyhodte masku a pouzijte
novou. V pfipadé zavraté nebo zhorseni dychani okamZité opustte pracovisté. Vousy nebo chlupy
na tvaii mohou zabranit efektivnimu pfilnuti masky na oblicej. Zajistéte, aby se nepouZité masky
ponechévaly v piivodnim baleni.



® HALYARD*
PFR P2 filtrerende halvmaske

Brugsanvisning

. Abn masken helt ved at traekke ud i kanterne.

2. Boj nasestykket, sa det danner en let bue.

3. Vend bunden i vejret pd masken, sa man kan fa fat i stropperne.

4. Skil de to stropper fra hinanden med pege- og tommelfingre.

5. Samtidig med at man holder stropperne med pege- og tommelfingre, placeres masken under hagen.
6. Stropperne fores hen over hovedet.
7.
8
9
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Den nederste strop placeres rundt om nakken.

. Denanden strop placeres pa gverste del af baghovedet.

. Naesestykket tilpasses stramt henover naesen, ved at trykke ned med fingrene.

0.Man skal blive ved med at justere masken og tilpasse kanterne, til man kan mzrke, den har en god
ansigtstilpasning.

Tilsigtet brug

PFR P2 filtrerende halvmaske opfylder kravene i forordning (EU) 2016/425 om personlige vaernemidler og
kravene til udforelse i EN 149:2001+A1:2009 type FFP2 NR. PFR P2, FFP2 NR masker ma kun anvendes som
beskyttelse imod faste og flydende aerosoler.

Masken kan yde beskyttelse mod visse vandige aerosoler - ved vandig aerosol forstds sadanne, der er fremstillet
af oplosning hhv. suspension af partikelmateriale i vand, s at det eneste forurenende stof pa arbejdsstedet kan
tilskrives dette faste stof.

Advarsel
PFR P2 masken bgr kun bruges, hvor beskaffenhed og meengde af det forurenende stof kendes.
Masker bor ikke bruges: Mod gasarter, dampe eller oplosningsmiddelbaserede aerosoler; nar
der sprojtemales; i iltfattig luft (minimum 19,5 % iltindhold, i indandingsluften); i smé og
tillukkede omrader (f.eks. omrader med utilstraekkelig ventilation og hvor derkan opbygges
en farlig koncentration af gasdampe og/eller ler); imod koncentrationer af stoffer der er
direkte sundheds- og livsfarlige. Masken er beregnet til et enkelt arbejdsskift og ma hgjst baeres
i 8 timer. Forholdende under hvilke masken bruges er bestemmende for hvor lang tid masken
ma baeres Udskift og kassér masken hvis den bliver beskadiget og hvis der bliver maerkbar
vejrtraek dstand. Ved svimmelhed eller andedraetsh skal arbejdsplad: aend
forlades. Skaeg og anden harvaekst kan forhindre effektiv forsegling mellem maske og anslgt Serg
for, at ubenyttede masker opbevares i originalemballagen.

@y HALYARD*
PFR P2 Filtreeriv poolmask

Paigaldamisjuhised

. Tommake maski servad lahti, et mask tdielikult avaneks.

. Painutage drnalt ninaklambrit, kuni see on veidi kdverdunud.

. Hoidke mask pahupidi, et vélja tuua 2 elastset peapaela.

. Kasutades nimetissormi ja paidlaid, hoidke 2 elastset paela iiksteisest eemal.

. Hoides peapaelu nimetissormede ja péialdega, asetage mask [oua alla nii, et alumine serv on loua all ja
ninaosa iilespoole.

. Tommake paelad ilespoole ja iile pea.

. Laske alumine peapael poialde tagant lahti ja seadke pael kukla taha.

. Seadke teine peapael lagipeale.

. Vormige ninaklamber iile ninajuure, klambrit sormedega tugevasti vastu nina surudes.

10.Jatkake maski sattimist ja servade tihendamist kuni tunnete, et mask on hésti sobitunud.
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Kasutusnaidustus

PFR P2 filtreeriv poolmask vastab IKV méaruse (EL) 2016/425 nduetele ja standardi EN 149:2001-+A1:2009 tiiiibi
FFP2 NR toimivusnduetele. PFR P2, FFP2 NR mask on mdeldud kasutamiseks ainult tahkete ja vedelate osakestega
aerosoolide puhul.

Voimaldab kaitset teatud veel pohinevate aerosoolide eest - veel pohinevad aerosoolid tekkivad tolmsetest
materjalidest lahustest ja/vdi suspensioonidest vees, seega peetakse tédkoha saasteaineks seda tahket materjali.

Hoiatus
PFR P2 tuleb kasutada ainult keskkondades, kus teatakse saastealne iseloomu ja taset. Arge
kasutage seda maski: kaitseks gaaside, aurude véi lahustitel p lide eest; ig

varvimisel; keskkondades, kus hapniku tase véib olla ebapllsav (minimaalselt 19,5% ma55|st),
suletud kohtades (ndit. kus ventilatsioon on ebapiisav vdi kus voib tekkida gaasiliste aurude ja/voi
aerosoolide ohtlik kontsentratsioon); otseselt elu- vdi tervisele ohtlike amete kontsentratsiooni
puhul. Antud mask on moeldud kasutamiseks ainult iihe vahet K Iselt kaheksa tunni
jooksul. Maski kandmisaja pikkus soltub tingimustest, milles maski kasutatakse. Likvideerige
javahetage mask, kui see saab vigastada véi markate hingamisraskust. Lahkuge koheselt
tookohalt, kui teil tekkib peapdoritus véi hingamine muutub raskeks. Habe voi ndokarvad voivad
takistavad maski tohusat kinnitumist ndole. Tagage mittekasutatud maskide sdilitamine nende
originaalpakendis.




@) HALYARD*
PFR P2 Mdoka @iAtpapiopatog, npicsw¢ mpocwmouv

08nyiec epappoyic
1. AaywpioTe TI¢ GKPEC TOU AVATIVELOTTPA Yia va TOV aVoieTe MARPWC.

. hvyioTe ehagpw¢ To GUPpA TG PUTNE Yia va oXNHATIOETE pia amali KapmoAn.

. Kpatijote tn pdoka avamoda yia va ekBéoete Toug d00 1pavTes Keanig.

. Me Tou deiktec kat Toug avtixelpég oag, SlaywpioTe Toug SU0 IpdvTes KeQahic.

. KaBa kpatdte Toug Ipdve kepahig pe Toug SeikTes kat Toug avtixelpég oag, Bakte T pdoka kaTw amo
T0 TINyoUV 60,

. TpaBnére Toug Ipdve ke@ahng mavw amd To kepdht oag.

. AmelevBepwaTe Tov KATw (PdvTa KEQaN amd Toug avTiyelpég oag katmepdate Tov 0T Bdon Tou avyéva
0ac.

. NMepdate Tov dMo tpdvTa kegahi 0To pETwMo oag.

. TpooappooTe T e€dpTNHA HUTNG EYKAPGLA TNG YéQUPAE TG HUTNG, MéfovTag amahd mpog Ta KATw pe Ta
ddkTuNd oag.

10.Zuvexiote T pOBHION TN HATKAC Kat AGYANIOTE TG AKPE PEXPL VA VIWOETE OTI EXETE EMTOXEL KA

TIPOGApHOYT 0TO MPOGWTO.

MpoBAemopevn xprion

H pdoka @tpapiopatog npioews mposwmou PFR P2 mnpoi Ti¢ amartijoeig Tou kavoviopol (EE) 2016/425 oyetikd
1€ Ta péoa aTopIki¢ mpoaTasia Kal Tig amattioelg anédoong tou mpotomou EN 149: 2001 +A1:2009 timog FFP2
NR. H pdoka PFR P2, FFP2 NR mpoopiCetat povo yia Xpron Katd Twv oTepedv Kat uypav agpooh.

Emtpénetat n mpootacia amé pepika aepoloh vdarikrg Paong — apoloh vdatikiic fdon eivai autd mov
mapdyovtat amd SiaAvpaTa kat/f evatwprpata poplakic UANG o vepod £T01 WOTE 0 POVOC HONUOHATIKGG
Tiapayovtag Tou Xwpou epyaciag va anodidetal oe autiy T oTeEped VAN,

Anpoawonoinon

H pdoxa PFR P2 mpémet va xpnotp povo oe mepiBdrlovta 6mou n YUGN Kat To Eminedo
empoAvvTh givat yvwotd. Mn xpnotpomoteite autiiv T pdoka: yia mpostacia ané agpia,
avaBupaosig i agpolol SrahuTikiic Baong, katd T Sidpkeia Ba@r péow YEKAGHOU, GE ATROOPAIPES
pe evdeyopevn ENewpn ouyovou (pe eENdyioTo 19,5% Katd GyKo), G€ MEPIOPIGHEVOUG XWPOUG (.Y,
OTIOV UTIGPXEL AVEMAPKIC AEPIOPOG I} GTTIOV PMOpEi va 6UsCWPEVOVTAL AVABUHIAOELC agpiwv Kal/n
agpo{0M), amo CUYKEVTPWOELG 0UGIWV OV ivat dpesa emkivduveg yia T {wi i v vyeia. H mapovoa
pdoka éxer oxedraotei yia xprjon kavd m Sidpkera piag povo apdiac/okte wpec Xpriong 1o moAv.

01 ouvBiiKeg Xpriong givat autég mov Ba kaBopicouv To Xpoviko Sidotnpa mou pmopei va popedei

1 pdoka. AmoppiTe Kat avTIKATAGTIOTE TN PdoKa GV KataoTpagei i) alobavBsite avtiotaon
avanvoric. L& mepimtwon mov {ahoteite 1y & \eveoTe va UoETE, puvBeite apéowg
amé Tov Xwpo epyaciac. Ta yévia 1 ot TpiXEC MPOGWITOU PMOPE( Va EPTIOSiOOLV TNV ATOTENEGHATIKY
GTEYAVI EPaApHOYN TG pdokag 6To mpoowmo. DpovTioTe o1 apeTayEipIoTEC HAOKES va StatnpovvTatl
GTNV Ap)1KI) TOUC GUOKEVAsia.
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HALYARD*
Semimascherina filtrante PFR P2

Istruzioni per 'uso

. Separare i bordi del respiratore per aprirlo completamente.

. Piegare leggermente I'archetto nasale incurvandolo lievemente.

. Reggere la mascherina capovolta per far fuoriuscire i due elastici stringitesta.

. Congliindiciei pollici, separare i due elastici stringitesta.

. Tenendo gli elastici stringitesta con gliindici e i pollici, posizionare la mascherina sotto il mento.
. Far passare gli elastici dietro la testa.

. Rilasciare I'elastico inferiore che & trattenuto con i pollici e posizionarlo sulla nuca.
. Collocare I'altro elastico sulla sommita del capo.

. Appoggiare |'archetto metallico contro il dorso del naso e premere bene con le dita.
10.Continuare a regolare la mascherina fino a farla aderire perfettamente al viso.
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Uso previsto

La maschera a meta di filtraggio PFR P2 soddisfa i requisiti della normativa DPI (UE) 2016/425 e i requisiti di
prestazione della norma EN 149:2001 +A1:2009 tipo FFP2 NR. La mascherina PFR P2 FFP2 NR deve essere usata
esclusivamente per aerosol secchi e liquidi.

E consentito utilizzarla come protezione contro alcuni aerosol a base di acqua - gli aerosol a base di acqua

sono quelli ottenuti da soluzioni e/o sospensioni di materiali particellari in acqua, cosi che I'unico tipo di
contaminazione dell'ambiente di lavoro possa essere attribuito al materiale solido.

Avvertenza
La mascherina PFR P2 deve essere utilizzata soltanto in atmosfere in cui la natura e il livello del
contaminante siano noti. Non usare questa maschera come protezione contro aerosol a base di gas,
vapori o solventi, per operazioni che prevedono I'uso di vernice spray, in atmosfere potenzialmente
carenti di ossigeno (livello minimo 19,5% per volume), in aree confi (come ad pio, in luoghi
con ventilazione insufficiente o dove si possono accumulare concentrazioni pericolose di valori
gas e/o aerosol), nonché come p ione contro conc ioni di sostanze che costituiscono un
pericolo immediato per la vita o per la salute. Questa mascherina é progettata per essere utilizzata
per un solo turno di lavoro per un massimo di otto ore. La durata effettiva per la quale puo essere
indossata & determinata dalle condizioni di utilizzo della stessa. Gettare e sostituire la maschera se
viene danneggiata o qualora il respiro diventi affannoso. Allontanarsi immediatamente dall'area
di lavoro qualora si avvertano vertigini o difficolta respiratorie. La barba e i peli facciali possono
impedire alla maschera di aderire perfettamente al viso. Le mascherine non usate devono essere
conservate nella confezione originale.




@) HALYARD*
PFR P2 filtréjosa pusmaska

Lietosanas pamaciba

. At3kiriet respiratora malas, lai to pilnigi atvértu.

2. Mazliet ielociet deguna stiepli, lai veidotu vieglu likni.

3. Pagrieziet masku ar augspusi uz leju, lai atbrivotu galvas saites.

4. Lietojot radamos pirkstus un ikskus, atSkiriet abas galvas saites.

5. Satverot galvas saites ar radamiem pirkstiem unkskiem, pielieciet masku tasites veida zem zoda.
6. Farpassare gli elastici dietro la testa.
7.
8
9
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. Atbrivojiet zemako galvas saiti no TkSkiem un novietojiet to pie kakla pamata.

. Novietojiet atlikuso galvas saiti virs galvas.

. Pielagojiet deguna posmu pie virsdegunes, nospiezot to ciedileja ar pirkstiem.

0.Turpiniet piemérot masku un nostiprinat tas malas, lidz jis esat parliecinati, ka ta labi pieklaujas jusu

sejai.

Lietosanas noliiks
PFR P2 filtréjosa pusmaska atbilst Regulas (ES) 2016/425 par individualajiem aizsardzibas lidzekliem un EN
149:2001+A1:2009 — FFP2 NR tipa realizacijas prasibam. PFR P2 - FFP2 NR maska ir domata lietosanai tikai pret
cietvielu un Skidrajiem aerosoliem.

Iriespéjama aizsardziba pret aerosoliem, kuru pamata ir idens. Aerosoli, kuru pamata ir adens, ir tie, kuri ir
izstradati no skidumiem un/vai sikdalu suspensijas dideni - darbavietas vienigais piesarnojums ir attiecinams uz
S0 cieto materialu.

Bridinajums
PER P2 drikst lietot tikai vidé, kur piesarnotaja veids un daudzums ir zinams. So masku nelietojiet:
pret gazém, garainiem vai aerosoliem, kuru pamata ir $kidinatajs; smidzinot krasu; atmosféra,
kura ir skabekla triakums (minimalais daudzums ir 19,5%); noslégtas vietas (kur ir nepietiekama
ventilacija vai kur var uzkraties bistams daudzums gazes un/vai aerosola garainu; pret vielu
koncentraciju, kas apdraud veselibu vai dzivibu tie3a veida. Sis maskas lietosana ir paredzéta tikai
vienai mainai / maksimali astonam stundam. Maskas lieto3anas ilgumu noteiks darba apstakli.
Izmetiet un nomainiet masku, ja ta sabojajas vai sak apgritinat elposanu. Ja sajitat reiboni vai
paliek grati elpot, nekavéjoties atstajiet darbibas vietu. Mati uz sejas vai barda var traucét maskai
efektivi pieklauties pie sejas. Nodrosiniet neizlietoto masku uzglabasanu originalaja iepakojuma.

&Y HALYARD*
PFR P2 filtravimo puskauké

Naudojimo instrukcija
Atskirkite kaukés krastus ir ja visiSkai iSskleiskite.
. Atskirkite kaukés krastus ir ja visiskai iSskleiskite.
. Siek tiek sulenkite nosies vielele suformuodami $velny kontira.
. Apverskite kauke islaisvindami du jos dirZelius.
. Laikydami dirZelius tarp smiliy ir nyksciy, juos atskirkite.
. Suéme dirzelius smiliais ir nyksciais, apgaubkite kauke savo smakrg.
. Uztempkite dirZelius per galva.
. Paleiskite apatinj dirZelj nuo nyksciy ir palikite jj ties kaklo pagrindu.
. Antrajj dirZelj uztempkite ant pakausio.
. Stipriai apspausdami pirstais pritaikykite nosies kontiira prie savo virsunoses.

10.Koreguokite kauke ir spauskite krastus tol, kol jausite, kad ji patogiai prigludusi prie veido.
Paskirtis
PFR P2 filtravimo puskauke atitinka Tarybos reglamento (ES) Nr. 2016/425 dél asmeniniy apsaugos priemoniy
ir EN 149:2001+-A1:2009 standarto FFP2 NR tipo gaminiui keliamus reikalavimus. PFR P2, FFP2 NR kauke skirta
apsaugai tik nuo kietujy ir skystyjy aerozoliy.
Leistina apsauga nuo tam tikry vandeniniy aerozoliy. Vandeniniai aerozoliai yra pagaminti i kietujy daleliy
vandeniniy tirpaly ir (ar) suspensijy, ir Sios kietosios medziagos yra vieninteliai darbo vietos terSalai.

Ispéjimas

PFR P2 puskauké naudotina tik toje aplinkoje, kur tersaly pobidis ir lygis yra Zinomi. Sios kaukés
nenaudokite: apsaugai nuo dujy, gary ar tirpikliniy aerozoliy; day purskimo metu; deguonies
stokojancioje aplinkoje (maZiau kaip 19,5 % deguonies); udaroje erdvéje (pvz., tose vietose, kurios
yra nepakankamai védinamos ar kur gali susikaupti kenksminga dujiniy gary ir (ar) aerozoliy
koncentracija); apsaugai nuo koncentracijos ir medziagy, kurios sukelia tiesioginj pavojy gyvybei
ar sveikatai. Si kauké skirta naudoti ik viena pamaing (ne ilgiau kaip astuonias valandas). Kaukés
dévéjimo trukme apsprendZia naudojimo salygos. Jei kauké sugadinama ar tampa pastebimas
pasipriesinimas kvépavimui, ja iSmeskite ir pakeiskite kita. Atsiradus galvos svaigimui ar pasunkéjus
kvépavimui, tuoj pat palikite darbo zona. Barzda ar veido plaukai gali kliudyti kaukei veiksmingai
priglusti prie veido. Nenaudotos kaukés turi buti laikomos gamintojo pakuotéje.
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amy HALYARD*

PFR P2 sziird félarcmaszk

Hasznalati itmutato
. Hlzzuk széta maszk peremét, hogy teljesen kinyiljon.
. Ahuzaltaz orr helyén kissé meghajlitva forméljunk enyhe ivet.
. Tartsuk fejjel lefelé a maszkot, hogy lathatova véljon a két fejpant.
. Amutaté- és hiivelykujjunkkal valasszuk szét a két fejpantot.
. Mikdzben a mutat- és hiivelykujjunkkal tartjuk a fejpantokat, 6hlositsiik ki a maszkot az dllunk alatt.
. Huzzuk a fejpantokat felfelé, majd at a fejiink felett.
. Engedjiik el az alsé fejpantot a hiivelykujjunkkal, és tegyiik a nyakszirtre.
. Amadsik fejpantot tegyiik a fejtetdre.
. lgazitsuk az orr-részt az orrunkhoz (igy, hogy erdsen lenyomjuk az ujjunkkal.
10.Folytassuk a maszk elhelyezését, és rogzitsiik a széleit, amig tgy nem érezziik, hogy jol illeszkedik.
Rendeltetésszeri hasznalat
APFR P2 sziird félmaszk megfelel a személyi véddfelszerelésekre vonatkozd 2016/425 (EU) rendelet eldirasainak,
valamint az EN 149:2001+A1:2009 FFP2 NR tipus teljesitménybeli kovetelményeinek. A PFR P2, FFP2 NR maszk
csak szilard és folyékony permetek ellen hasznélhatd.
Eqyes vizhazisti permetek elleni védelem megengedett — vizbazist permetnek a szemcsés anyagok vizes oldatai, illetve
szuszpenzii mindsithetdk feltéve, hogy a munkakdmyezet egyetlen szennyezd anyagét ez a szilérd anyag jelenti.
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Figyelem
A PFR P2 csak olyan atmoszférakban hasznalhato, ahol ismert a szennyezd anyag jellege és
szintje. Ne hasznalja a maszkot gazok, g6zok vagy oldoszer alapui a lok ellen, festékszoro
miikodtetésekor, potencialisan oxigénhianyos atmoszféraban (legalabb 19,5 térfogat%), zart
térben (pl. ahol nincs megfeleld szellzés, vagy ahol élyes | tracioban gyiilhet fel gaz,
g0z és/vagy permet), valamint az életre vagy az egészségre nézve azonnali veszélyt jelentd
anyagkoncentraciok esetén. A maszkot egyetlen miiszakra, illetve legfeljebb nyolcdras hasznalatra
tervezték. A hasznalati feltételek hatarozzak meg, hogy milyen hosszii ideig lehet viselni a maszkot.
Dobja ki, vagy cserélje ki a maszkot, ha megsériil, vagy ha a Iégzési ellenallas észrevehetdvé valik.
Szédiilés vagy nehéz 1égzés esetén azonnal hagyja el a munkateriiletet. A szakall vagy az arcszorzet
megakadalyozhatja a maszk és az arc kozotti hatékony tomitést. A fel nem hasznélt maszkokat
feltétleniil tartsa az eredeti csomagolashan.

@ HALYARD*
PFR P2 filtrerend half masker

Aanwijzingen voor het aanbrengen

. Scheid de randen van het masker om het volledig te openen.

. Buig de neusdraad enigszins in de vorm van een lichte curve.

. Houd het masker ondersteboven om de twee hoofdbanden vrij te leggen.

. Scheid de twee hoofdbanden met de wijsvingers en de duimen.

. Terwijl u de hoofdbanden met de wijsvingers en de duimen vasthoudt, brengt u het masker onder de kin
aan.

. Trek de hoofdbanden over uw hoofd omhoog.

. Neem de duimen van de onderste hoofdband af en plaats deze onder aan de nek.

. Plaats de resterende hoofdband op de kruin van het hoofd.

. Breng het neusstuk over de brug van de neus aan door er stevig met de vingers op te drukken.

10.Stel het masker bij en zet de randen vast totdat het masker goed over het gezicht past.

Beoogd gebruik
Het PFR P2 halfmasker met filter voldoet aan de eisen van de Verordening betreffende persoonlijke
beschermingsmiddelen (PBM) (EU) 2016/425 en de prestatie-eisen van EN 149:2001 +A1:2009 type FFP2 NR.
Het PFR P2, FFP2 NR masker dient uitsluitend voor gebruik tegen vaste en vloeibare aérosols.
Bescherming tegen bepaalde aérosols op waterbasis is toegestaan - aérosols op waterbasis zijn die welke worden
vervaardigd van oplossingen en/of suspensies van stoffen met deeltjes in water zodat de enige verontreinigende
stof in de werkruimte aan deze vaste stof kan worden toegeschreven.

Waarschuwing
De PFR P2 mag uitsluitend worden gebruikt in atmosferen waar de aard en het niveau van de
verontreinigende stof bekend is. Gebruik dit masker niet: tegen gassen, dampen of aérosols op
basis van oplosmiddelen; bij verfspuitbewerkingen; in atmosferen die mogelijk te weinig zuurstof
bevatten (minimaal 19,5% per volume); in beperkte ruimtes (bijv. waar er onvoldoende ventilatie
is of waar zich gevaarlijke concentraties van gasdampen en/of aérosols kunnen opbouwen); tegen
concentraties van stoffen die onmiddellijk | bedreigend of gevaarlijk voor de gezondheid zijn.
Dit masker is uitsluitend bestemd voor gebruik tijdens een enkele ploegdienst/maximaal acht uur.
De gebruik digheden bepalen de tijdsduur dat het masker kan worden gedragen. Werp het
masker weg en vervang het als het beschadigd is of als de weerstand bij het ademhalen merkbaar
wordt. Verlaat de werkruimte onmiddellijk in geval van duizeligheid of als het moeilijk wordt adem
te halen. Baarden of gezichtshaar kunnen een doeltreffende afzegeling tussen het masker en het
gezicht onmogelijk maken. Zorg dat ongebruikte maskers in de oorspronkelijke verpakking worden
bewaard.
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HALYARD*
PFR P2 Filtrerende halvmaske

. Skill kantene pd masken fra hverandre for & apne det helt opp.
. Boy litt pa nesewiren for & lage en liten krumning pé den.
. Hold masken opp-ned for a fa fram de to hodebandene.
. Skill de to hodebandene fra hverandre med peke- og tommelfingeren.
. Plasser masken under haken mens du holder i hodebandene med peke- og tommelfingeren.
. Trekk hodebandene opp og over hodet.
. Losne det nederste hodebéndet fra tomlene, og plasser det nederst i nakken.
. Plasser det andre hodebéndet pa hodets krone.
. Tilpass nesestykket over nesebroen ved a trykke godt ned med fingrene.

10.Fortsett & justere munnbindet, og fest kantene til du faler at det sitter godt etter ansiktsformen.
Tilsiktet bruk
PFR P2 filtrerende halvmaske oppfyller kravene til EUs PPE-forskrift 2016/425 og ytelseskravene som er fremsatt i
EN 149:2001+A1:2009, type FFP2 NR. PFR P2-, FFP2 NR-masken brukes bare mot faste og flytende aerosolstoffer.
Beskyttelse mot visse vannbaserte aerosoler er tillatt — vannbaserte aerosoler er de som utvikles fra lasninger og/
eller opplasninger av partikkelmateriale i vann, slik at det eneste kontaminatet i arbeidsomradet kan tilskrives
dette faste materialet.

1
2
3
4
5
6
7
8
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Advarsel
PFR P2 skal bare brukes i atmosfzererer der kontaminatets beskaffenhet og niva er kjent. Bruk ikke
denne masken: mot gasser, damp eller Igsningshaserte aerosolstoffer; ved spraymaling; i potensielt
oksygenfattige atmosfarer (minimum 19,5 % etter volum); i avgrensede rom (for eksempel
pé steder med utilstrekkelig ventilasjon eller der det kan samle seg farlige konsentrasjoner av
gassdamp og/eller aerosolstoffer); mot substanskonsentrasjoner med umiddelbar fare for liv eller
helse. Denne masken er bare designet for ett skift/maksimum atte timers bruk. Bruksforholdene
vil avgjare hvor lenge masken kan brukes. Kasser og skift masken hvis den blir skadet, eller det
blir merkbart vanskeligere a puste. Forlat arbeidsomradet oyeblikkelig ved svimmelhet eller
p ker. Barter eller ansiktshar kan hindre effektiv tetning mellom masken og ansiktet. Pase
at ubrukte masker blir oppk ti originalemballasj
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HALYARD*
Pétmaska z filtrem PFR P2

Sposob zaktadania

. Rozdzieli¢ brzegi respiratora do zupetnego otwarcia.

. Lekko wygiac drut nadnosowy, tworzac tagodne wygiecie.

. 0dwrdci¢ maske, aby odstoni¢ dwie opaski na gtowe.

. Uzywajac palcow wskazujacych i kciukdw, rozdzieli¢ dwie opaski.

. Przytrzymujac opaski palcami wskazujacymi i kciukami, zatozy¢ maske pod brode.
. Przeciagnac opaski przez gtowe.

. Zdjac kiuki z dolnej opaski i umiescic opaske u nasady szyi.

. Umiescic drugg opaske u gory glowy.

. Dopasowac czes¢ nosowaq na nasadzie nosa przez doktadne docisniecie jej palcami.
10.Kontynuowac dopasowanie maski i zabezpieczenie brzegéw do uzyskania doktadnego dopasowania.
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Przeznaczenie

Pétmaska filtrujaca PFR P2 spetnia wymogi Rozporzadzenia (UE) w sprawie Srodkow ochrony indywidualnej
2016/425 oraz wymagania eksploatacyjne EN 149:2001+A1:2009 typ FFP2 NR. Maska PFR P2, FFP2 NR jest
przeznaczona do uzycia wytacznie jako ochrona przed preparatami aerozolowymi w postaci ciat statych lub cieczy.
Dozwolona jest ochrona przed niektérymi aerozolami na bazie wodnej — aerozole na bazie wodnej s3
wytwarzane z roztwordw i/lub zawiesin czastek statych w wodzie —w przypadku ktdrych, jedyna substancje
zanieczysz(zajaca miejsce pracy stanowia czastki state roztworu lub zawiesiny.

Ostrzezenie
Maska PFR P2 powinna by¢ stosowana tylko w takich rodzajach atmosfery, w ktérych znane sa
czynniki naturalne i poziom substangji zanieczyszczajacej. Nie nalezy stosowac maski jako ochrony:
przed gazami, oparami lub aerosolami na bazie rozpuszczalnika; przy malowaniu natryskowym;
w atmosferze z potencjalnym niedoborem tlenu (mimimum 19,5% w stosunku objetosciowym);

w zamknietych pomieszczeniach (np. przy niedostatecznej wentylagji lub w ktérych wystepuje
niebezpieczne zageszczenie oparéw gazowych i/lub nagromadzenie aerozolu); przed zageszczonymi
k jami zagrazajacymi bezposrednio zyciu lub zdrowiu. Maska ta jest przeznaczona do uzycia

w czasie jednej zmiany roboczej / przez maksimum osiem godzin. Warunki stosowania decyduja
o0 dtugosci mozliwosci uzywania maski. Nalezy wyrzuci¢ maske i zastapic ja inna, jezeli zostanie

kod lub jezeli zalny bedzie opdr przy oddychaniu. Nalezy natychmiast opusci¢ miejsce
pracy w przypadku wystapienia zawrotu gtowy lub trudnosci w oddychaniu. Broda lub owtosienie na
twarzy moze uniemozliwi¢ doktadne uszczelnienie maski na twarzy. Nieuzywane maski powinny by¢
przechowywane w oryginalnym opakowaniu.




HALYARD*
PFR P2 Meia mascara filtrante

Instrugdes de utiliza¢ao

. Separe as pontas do respirador para abri-lo por completo.

2. Dobre 0 arame do nariz levemente como para formar uma curva.

3. Sequre a méscara ao contrdrio a fim de que os eldsticos fiquem expostos.

4. Separe os eldsticos com os dedos indicador e polegar.

5. Enquanto sequra os eldsticos com os dedos indicador e polegar, posicione a mascara abaixo do queixo.
6. Mova os eldsticos por sobre a cabeca.
7.
8
9
1

. Solte o eldstico inferior dos polegares e coloque-o no pescogo.

. Coloque o outro eldstico na nuca.

. Pressione a méscara contra o nariz de forma a molda-la ao rosto.

0.Continue a ajustar a mascara e mantenha as bordas seguras até sentir que tenha conseguido ajuste

confortdvel.

Utilizacdo indicada
A meia-mdscara de filtracao PFR P2 cumpre os requisitos do Regulamento de EPI (UE) 2016/425 e os requisitos
de desempenho da norma EN 149:2001 +A1:2009 tipo FFP2 NR. A méscara PFR P2, FFP2 NR destina-se apenas a
utilizagdo contra aerossdis sélidos e liquidos.
Estd também disponivel a proteccdo contra determinados aerossois a base de dgua, ou seja aqueles produzidos a
partir de solugdes e/ou de suspensdes de materiais em particulas em dgua de forma que o tinico contaminante do
local de trabalho € atribuido a este material sdlido.

Aviso
A PFR P2 deve ser usada apenas em atmosferas nas quais a natureza e o nivel do contaminante
sejam conhecidos. Nao utilize esta mascara: contra 6is baseados em gases, vapores ou

solventes; em operagdes de pintura com spray, em atmosferas potencialmente deficientes

em oxigénio (minimo 19,5% por volume); em espagos fechados (por exemplo, onde nao haja
suficiente ventilagdo ou onde concentragées nocivas de vapores de gases e/ou aerosséis possam

ser acumuladas); contra concentragoes de substancias imediatamente nocivas a vida ou a satide.
Esta mascara foi concebida para uso durante um tinico turno ou no maximo oito horas. As condigées
de uso determinaréo o periodo de tempo durante o qual a mascara podera ser usada. Descarte e
substitua-a se for danificada ou se apresentar resisténcia a respiracao. Abandone o local de trabalho
imediatamente no caso de sentir tonturas ou se a respiracao se tornar dificil. A barba ou o pélo facial
poderéo contribuir para uma ma vedagao entre a mascara e o rosto. Assegure-se de que as mascaras
ainda nao utilizadas sejam mantidas nas suas embalagens originais.

HALYARD*
Semimasca filtranta PFR P2

Instructiuni de folosire
. Separati marginile mdstii pentru a o deschide complet.
. Indoiti sdrma care trece peste nas, pentru a forma o curbd lina.
. Tineti masca in asa fel incat cele doud benzi elastice sa fie in jos.
. Separati cele doud benzi, folosindu-va de degetul aratator si de degetul mare.
. Intimp ce tineti benzile cu degetul aratétor, plasati masca sub barbie.
. Trageti benzile in sus, peste cap.
. Dati drumul benzii de jos tinute cu degetul mare si pozitionati-o la ceafa.
. Pozitionati cealalta banda pe varful capului.
. Potriviti partea frontald a mastii peste puntea nasului, apasénd cu degetele.
10.Continuati sa potriviti masca si sa aranjati marginile pana cand simtiti ca sta bine pe fata.
Prevederi pentru folosire
Semi-masca filtranta PFR P2 indeplineste cerintele Regulamentului EIP (UE) 2016/425 si cerintele de performantd
ale EN 149:2001+A1:2009 tip FFP2 NR. Masca PFR P2, FFP2 P2 este destinata a fi folosita numai pentru protectia
impotriva aerosolilor solizi si lichizi.
Poate fi folositd impotriva anumitor aerosoli pe baza de apa - aerosolii pe baz de apa sunt cei proveniti
din solutii si/sau suspensii in apa a unei materii sub forma de particule, materie solida care devine singurul
contaminant la locul de munca.

AAvertisment

Masca PFR2 ar trebui folosita numai in atmosfere in care natura si concentratia contaminantului
sunt cunoscute. A nu se folosi aceasta masca pentru protectia impotriva gazelor si a aerosolilor si
vaporilor pe baza de solventi, in vopsitul cu spray, in atmosfere in care este posibil ca nivelul de
oxigen sa fie scazut (volum de minimum 19,5%), in spatii inchise (unde ventilatia este insuficienta
si unde se pot acumula concentratii periculoase de vapori), impotriva concentratiilor de substante
daunatoare sanatatii si care pun viata in pericol. Aceasta masca este destinata pentru o singura
turd de lucru/ maximum opt ore de folosire. Conditiile in care va fi folosita vor determina durata ei
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parasi imediat locul de munca in caz de a sau in caz ca respiratia devine dificila. Barbile sau
parul facial pot impiedica o aderenta perfecta intre masca si fata. Mastile nefolosite se vor tine in
pachetul original.




HALYARD* MepuumHcKas macka
HecTepunbHaa Gunbtpyrowas PFR P2

WHCTPYKUMM No npumeHeHmio

. MlonHoCTblo pa3BepHuTe pecnuparop.

2. (n1erka corHuTe HoCoBYI0 YaCTb MacKM.

3. TlepeBepHuTe Macky Tak, 4T06bl 0CBOGOAUTH A1BE 3aBA3KM.

4. [locTanbTe yKa3aTeNbHbIMI M 6ONbLIMMI NaNibLaMIn 06eux pyK 3aBs3KI U pacnpsmiuTe ux.

5. TpunepxuBas 3aBA3KM ykasaTeNbHbIMY 1 GONbLUMMY NaNbLAMK, 3arHUTE Kpaii Mack Noa
noa60poaKoM.

6. 3aBeuTe 3aBA3KM 3a rON0BY.

7. Y6epuTe GonbLume NanbLibl C HUKHE 3aBA3KM 1 OMYCTUTE €€ Ha OCHOBAHME Luew.

8. MoTAHuTe BTOpYt 3aBA3KY BBEPX U1 3ahUKCUpYiiTe ee Ha MaKyLLKe.

9. TwwarenbHo NPUKMUTE HOCOBYIO YACTb MACKIM K NULLY 1 BAONb NEPEHOCULIbI.

10.MonpaBbTe Macky 1 NPUKMUTE e Kpast K LY TaK, 4T06bl OHa HAAEKHO U30/1MPOBANa NINLO.

MpeaxazHauenue
Ounbrpytowas nonymacka PFR P2 otBeuaer tpeGoBanuam PernamenTa (EC) 2016/425 o cpencTax
VHAMBY 0/ 3aLUWTBI 1 TPel k pabounm xapaktepuctukam Tuna FFP2 NR cornacHo cranpaprty EN

149:2001+A1:2009. Monymacka PPKP2, PPP2 NR npeaHa3HaueHa ToNIbKO ANA 3aLLMTbI OT TBEPAbIX U KUAKUX
aspo3oneit. [lonyckaeTca 3aluuTa oT onpeseneHHbIX BUZ0B a3po30neit Ha 0CHOBE BOJbI.

A3p0301 Ha 0CHOBE BOZbI 3TO TaKMe a3p030/1K, KOTOPbIe NPON3BOAATCA Ha OCHOBE BOAHbIX PACTBOPOB W/Wi
CyCNeH3uii TBepAbIX YaCTuL B BOAE, TaK UTO eAMHCTBEHHbIM 3arPA3HSAIOLLIAM BELLeCTBOM Ha pabouem mecTe
ABNACTCA aHHbII TBEPAbIA MaTepuan. [laHHas Macka NpeAHa3HaueHa ANA UCONb30BaHNA Ha NPOTAXEHUN
0/1HO/ CMEHbI/MaKCMyM 8 4acoB paboTbl.

Aﬂpe,qynpem,qeuue

PFR P2 cnepyeT ncnonb3oBathb TONbKO B aTMOCHEPHBIX YCNIOBUAX, B TEX MeCTaX, AN KOTOPbIX
M3BECTHbI NPUPO/A U YPOBEHDb 3arpA3HeHNA. 3anpelaeTca CnoNb3oBaTh AAHHYI0 MacKy AnA
3alNTbl OT: Fa30B, MCMAPEHNI UK adp il Ha 0CHOBeE PacTBOp it; npu npoBep,
NOKPaCcoYHbIX pa6oT MeTofOM pacnbineHus; B aTMocpepax, rae CylecTByeT noTeHyuanbHas
HexBaTKa Kucnopopa (Muaumym 19,5% o6bema); B 3amMKHYTbIX 06bemax (Hanpumep, B

YCNOBUAX He/IOCTaTOUHOI BEHTUAALMM UM NPY HANUYUM ONACHBIX KOHLEHTPaLyii NapoB

rasa u/unu a3po3oneit); a TakKe ANA 3alUTbl OT KOHLEHTPALUil BeLLeCTB, NpeACTaBnAILMX
HenocpeCTBEHHYIO ONACHOCTb A XU3HW MW 300POBbA. [laHHaA Macka NpefiHa3HayeHa

ANA UCNONb30BaHNA Ha NPOTAXKEHUM OAHON CMeHbl/MaKcUMyM 8 yacoB paboTbl. YcnoBua
MCNONb30BaHUA MacKu ONpeaenaloT (poK ee rogHoCT. HemeaneHHO 3ameHUTe NOBPeXAEHHYI0
MacKy, a TaK:Ke MacKy, Npy UCNob30BaHUM KOTOPOIA OLLYTUMO 3aTPYAHEHO AbixaHue. HemeanenHo
NOKMHbTE MeCTO PaboTbl, €CNK Bbl UCMbITLIBAETE FONOBOKPYIKEHNE UM €CNIM BAM TAXENO AbILATh.
Hanuuue 6opoabl Mnu BoNOCAHOro NOKPOBA Ha NLie MOMET NOMeLUaTh MacKe NOTHO NpuneraThb K
nuuy. XpaHute Heucnonb3oBaHHbIe MAcKu B UX OPUTMHANbHON yNaKoBKe.

HALYARD*
Filtracna polovicna maska PFR P2

Navod na pouzitie
. Oddelte od seba okraje respiratora, aby sa plne otvoril.
. Zlahka ohnite drot k nosu, aby sa jemne zakrivil.
. Podrzte masku spodnou ¢astou hore, kym sa neukazu dve gumicky na hlavu.
. Pomocou palca a ukazovaka oddelte tieto gumicky.
. Podrite tieto gumicky palcami a ukazovékmi a nasadte masku na bradu.
. Pretiahnite gumicky hore cez hlavu.
. Uvolnite spodni gumicku z ukazovakov a stiahnite ju na dolnd ¢ast krku.
. Druhi gumicku pretiahnite cez temeno hlavy.
. Upevnite nosov ¢ast na vrchu nosu tym, Ze ho pevne stlacite dolu prstami.
10.Upravte usadenie masky a zaistite jej okraje, kym nebudete citit, Ze dobre sedi na tvari.
Urcené poutzitie
Filtratnd polmaska PFR P2 spliia poziadavky nariadenia (EU) 2016/425 0 00P a poziadavky na vykonnost podla
normy EN 149:2001+A1:2009, typ FFP2 NR. Maska PFR P2, FFP2 NR je urcend na pouZitie len ako ochrana proti
pevnym a tekutym aerosdlom.
Ochrana proti niektorym aerosélom s vodnou bazou je povolend — aerosoly s vodnou bdzou s tie, ktoré sa
vyrébaj z roztokov a/alebo suspenzi casticovych materidlov vo vode v takej podobe, Ze len jedna necistota
pracovného prostredia sa pripisuje tomuto pevnému materidlu.

Voo NV AW

Varovanie
Polomaska PFR P2 by sa mala pouZivat len v ovzdusiach, u ktorych je znama povaha a mnozstvo
necistot. Tuto masku nepouZivajte: ako ochranu proti plynom, param alebo aerosélom na baze
riedidiel; pri striekani farieb; v ovzdusiach potencialne chudych na kyslik (minimalne 19,5 %
objemu); v obmedzenych priestoroch (napr. napr. tam, kde je nedostato¢na ventilacia alebo
nebezpecné koncentracie plynovych par a/alebo kde sa mozu nahromadovat aerosély); ako ochrana
proti koncentraciam latok bezprostredne nebezpecnych pre Zivot alebo zdravie. Tato maska
je urcena len na jediné poutitie za smenu / maximalne osem hodin. Podmienky pouZitia urcia
dizku ¢asu, v ktorom sa maska moze nosit. Ak sa maska poskodi alebo ak sa odpor dychania stane
vyraznym, vyhodte masku a pouzite novi. V pripade zévratu alebo zhorSenia dychania okamzite
opustite pracovisko. Fiizy alebo chlpy na tvari mézu zabranit efektivnemu prilnutiu masky na
oblicaj. Zaistite, aby sa nepouzité masky ponechavali v povodnom baleni.
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HALYARD*
Polovicna filtrirna maska PFR P2

Navodila za uporabo

. Locite robove respiratorja, da ga lahko popolnoma odprete.

2. Narahlo upognite Zico za nos, da ustvarite rahlo krivino.

3. Masko obrnite na glavo, da bosta iz nje padla naglavna trakova.

4. Zuporabo kazalcev in palcev locite naglavna trakova.

5. Medtem, ko s kazalcema in palcema drZite naglavna trakova, si masko nataknite na brado.
6. Povlecite naglavna trakova navzgor in preko glave.
7.
8
9
1

. Spustite spodnji naglavni trak s palcev in ga namestite za vrat.

. Drugi naglavni trak namestite na vrh glave.

. Namestite nosni del na zgornji del nosu tako, da mocno pritisnete navzdol s prsti.

0.Nadaljujte z namestitvijo maske in prilagajajte robove vse dotlej, dokler nimate obcutka, da ste dosegli
dobro prileganje obrazu.

Predvidena uporaba

Polovicna filtrirna maska PFR P2 ustreza zahtevam Uredbe o osebni varovalni opremi (EU) 2016/425 in zahtevam
za delovanje standarda EN 149:2001 +A1:2009 tipa FFP2 NR. Maska PFR P2, FFP2 NR je namenjena samo za
zai(ito pred trdimi in tekocimi aerosoli.

Dovoljena je zascita pred nekaterimi aerosoli na vodni osnovi - aerosoli na vodni osnovi so tisti, ki nastanejo iz
raztopin in/ali meSanic drobcev materiala v vodi, pri cemer je edini onesnazevalec na delovnem mestu pripisan
temu trdemu materialu.

Opozorilo
PFR P2 se sme uporabljati samo v ozragju, za katerega sta znana znacaj in raven onesnazevalcev.
Te maske ne uporabljajte: za zascito pred plini, hlapi ali aerosoli na osnovi topil; pri postopku
nanasanja barve s prsenjem; v ozradjih, kjer morebiti primanjkuje kisika (vsaj 19,5% prostornine); v
zaprtih prostorih (npr. kjer ni zadovoljive ventilacije ali kjer obstajajo nevarne koncentracije plinskih
hlapov in/ali se lahko nakopicijo aerosoli); za zascito pred snovmi, ki takoj ogrozijo Zivljenje ali
zdravje. Ta maska je zasnovana za uporaho za ¢as samo ene izmene/najvec osem ur. Pogoji uporabe
bodo dolocili dolZino ¢asa nosenja maske. Zavrzite in nadomestite masko, ce se maska poskoduje, ali
ce opazite upornost pri dihanju. V primeru vrtoglavice ali ote dihanja doma zapustite
delovno podrogje. Brade in obrazne dlake lahko preprecijo ucmkowt stik med masko in obrazom.
Zagotovite, da neuporabljene maske jo v originalni embalazi.

@) HALYARD*
PFR P2 suodattava puolimaski

Pukemisohjeet

. Vedd hengityksensuojaimen reunat erilleen sen aukaisemiseksi taysin.

. Taivuta nendosan metallilankaa siten, ettd se tulee hieman kaarevaksi.

. Kaanna naamari ylosalaisin siten, etta kaksi paanauhaa tulee esiin.

. Erota padnauhat toisistaan etusormia ja peukaloita kayttamalla.

. Pitden pddnauhoja etusormilla ja peukaloilla vie naamari leuan alle siten, ettd naamarista tulee
kuppimainen.

. Vie pddnauhat paén yli.

. Irrota alempi pddnauha peukaloista ja vie se niskan alaosan ympari.

. Veda toinen nauha péilaelle.

. Muotoile nendosa tiiviisti nendnvarren paalle painamalla napakasti sormilla.

10.5&ada lopuksi naamaria siten, ettd se asettuu mukavasti kasvoja vasten.

Kayttotarkoitus

PFR P2 -suodattava puolimaski tayttad henkilonsuojainasetuksen (EU) 2016/425 ja EN 149:2001+-A1:2009
-tyyppi FFP2 NR -vaatimukset. PFR P2-FFP2-NR -maski on tarkoitettu suojaamaan vain kiinteiltd ja nestemaisilta
aerosoleilta.

Naamaria voidaan kdyttdd suojaamaan tietyiltd vesipohjaisilta aerosoleilta - vesipohjaiset aerosolit ovat sellaisia,
joita valmistetaan vedessa olevista hiukkasista, jolloin tétd kiintead materiaalia voidaan pitad ainoana tyopisteen
altistavana aineena.

Ve W
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Varoitus
PFR P2 -mallia saa kdyttaa ainoastaan sellaisessa typisteessd, jossa altistavan aineen laatu
ja pitoisuus tunnetaan. Tata naamaria ei saa kayttaa: suojaamaan kaasuilta, hoyryilta tai
liuotinpohjaisilta aerosoleilta; ruiskumaalauksessa; ilmassa, jossa happipitoisuus saattaa
olla pienentynyt (vahintaan 19,5 tilavuus-%); suljetuissa tiloissa (esim, silloin, kun tuuletus
on riittamaton, tai joissa esiintyy vaarallisia kaasuhdyrypitoisuuksia jajoihin saattaa kertya
aerosoleja); suojaamaan valitto ih tai terveyshaittoja aiheuttavilta altistavien
aineiden pitosuuksilta. Tama naamari on tarkoitettu vain yhden tyovuoron pituiseen tai enintdan
8 tuntia kestavaan kayttoon. Naamarin kayttoaika riippuu kdyttdolosuhteista. Havita naamari,
jos se vaurioituu tai hengitysvastus tulee havaittavaksi. Poistu valittomasti tyopisteestd,
jos tuntuu huimausta tai hengitys vaikeutuu. Parta tai kasvojen karvoitus saattaa haitata
naamarin tiivistymista kasvoja vasten. Varmista, etta kayttamattomat naamarit pidetaan
alkuperiispakkauksessa.




& HALYARD*
PFR P2 filtrerande halvmask

Bruksanvisning

. Draisarandningsskyddets kanter s att det dppnas helt.

. Bojnashagen ndgot sa att den beskriver en mjuk kurva.

. Hall masken upp och ner sa att de tva huvudbanden blir synliga.

. Anvénd dina pekfingrar och tummar for att separera de tva huvudbanden.

. Halli huvudbanden med dina pekfingrar och tummar och kupa masken under hakan.

. Dra huvudbanden uppét och dver huvudet.

. Slapp taget om det nedre huvudbandet med tummarna och placera bandet Iangst ner dver nacken.

. Placera det andra huvudbandet dver hjassan.

. Forma ndshdgen dver ndsryggen genom att trycka ordentligt nedat med fingrarna.

0.Fortsatt att justera masken och skra kanterna tills du kanner att du har dstadkommit en god passning
overansiktet.

Avsedd anvandning

PFR P2 filtrerande halvmask uppfyller kraven enligt forordning (EU) 2016/425 om personlig skyddsutrustning och

prestandakraven enligt EN 149:2001+A1:2009 typ FFP2 NR. PFR P2, FFP2 NR-masken &r endast avsedd for skydd

mot fasta och flytande aerosoler.

Skydd mot vissa vattenbaserade aerosoler dr tillatet — vattenbaserade aerosoler dr sadana som bildas fran

l6sningar och/eller suspensioner av partikulart material i vatten, s att den enda kontaminanten pa arbetsplatsen

tillskrivs detta fasta material.

S VW NO LA W

Varning!
PFR P2 ska anvéndas endast i atmosfarer dar kontaminanters koncentrationer och typ ar kdnda.
Denna mask far inte anvandas: som skydd mot gaser, angor eller losningsmedelshaserade aerosoler;
vid anvandning av malarfargsspray; i atmosférer dar det finns risk for alltfor Iag halt syre (minst
19,5 volymsprocent); i begransade utrymmen (t.ex. med otillracklig ventilation eller dér farliga
koncentrationer av gaser och/eller aerosoler kan ansamlas); som skydd mot koncentrationer av
amnen som &r direkt livs- eller halsofarliga. Denna mask ér designad for anvandning endast under
ett skift/max atta timmar. Anvandningsforhallandena avgor hur lange masken far anvandas.
Kassera och byt ut masken om den skadas eller vid markbart dkat andningsmotstand. Limna
arbetsomréadet omedelbart om du blir yr eller om andningen forsvaras. Skiagg och annan harvéxt
i ansiktet kan forhindra en effektiv tatning mellan masken och ansiktet. Sakerstall att oanvanda
masker forvaras i deras originalforpackningar.

HALYARD*
PFR P2 Filtreli Yarim Maske

Kullanim Talimatlan

. Maskeyi agmak icin iki ucunu birbirinden tamamen ayirin.

. Burun telini kavis olusturacak sekilde hafif kivirin.

. Basa gegirilen iki bant serbest kalacak sekilde maskeyi bas asag cevirin.

. Isaret ve bagparmaginizi kullanarak iki bandi birbirinden ayirin.

. Bantlan isaret ve bagparmaginizla tutarken, maskeyi cenenizin altina gegirin.

. Bantlariyukariya dogru kafanizin izerine cekin.

. Altbandi basparmaginizdan serbest birakin ve ense bélgesine yerlestirin.

. Diger bandi baginizin iizerine yerlestirin.

. Parmaklarinizla sikica asagiya dogru bastirarak teli burun koprii kemigi izerine yerlestirin.
10.Yiiziiniize siki bir sekilde oturduguna emin oluncaya kadar maskenin kenarlarini sikica yerlestirin.

Kullanim Amaai

PFR P2 Filtreli Yart Maske, 2016/425 sayili KKD Diizenlemesinin (AB) gerekliliklerini ve EN 149:2001 +A1:2009
tip FFP2 NR performans gerekliliklerini karsilar. PFR P2, FFP2 NR maskesi sadece kati ve sivi aerosollere karsi
kullanim icindir.

Belirli su bazli aerosollere karsi korunma saglar - su bazli aerosoller, soliisyonlardan ve/veya bazi partikiiler
maddelerin suyun igine karistinimasi yoluyla elde edilir ve sadece bu kati maddenin isyeri hijyenini tehdit ettigi
diistindlir.

AUyari

PFR P2 sadece kontaminant niteliginin ve seviyesinin bilindigi or la kullamimalidir. Bu
maskeyi gaz, buhar veya solvent bazl aerosollere karsi, oksijen miktarinin ¢ok az oldugu ortamlarda
(minimum hacim %19.5), havasiz yerlerde (6rnegin havalandirmanin yetersiz oldugu veya tehlikeli
gaz ve/veya aerosol konsantrasyonu olan yerler) yasam ve sagliga ani zarar verebilecek maddelere
kargi kullanmayin. Bu maske tek vardiya/maksimum 8 saatlik kullanim icin tasarlanmistir. Kullanim
kosullar maskenin ne kadar siire takilabilecegini belirlemektedir. Maske hasar goriirse veya

nefes almada giicliik hissedilirse maskeyi atin ve yenisini takin. Bas donmesi veya nefes zorlugu
cekilmesi durumunda is alani hemen terk edilmelidir. Sakal ve yiiz killari maskenin tam olarak

yiize oturmasini engelleyebilir. Kullanilmayan maskelerin orijinal paketlerinde saklanmasina 6zen
gosterin.
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(D HALYARD TECNOL* PFR P2

Filtering Half Mask
TECHNICAL
DATA SHEET q

Description

Reference

62408: TECNOL* PFR P2 Filtering Half Mask/Yellow
Pouch-Style with Polyurethane Headbands,
Respirator Face Mask.

Dimensions
Width: 26 cm
Depth: 9.8 cm
Headbands length: 23 cm

Properties

To be used for single shift/maximum 8 hours.

These masks are to be used against solid and liquid aerosols only
See instruction for use for important additional warnings.

Manufacturing

Materials manufactured in the USA.
Product assembled in Mexico.

Intended Use .
Regulatory Information

To be used for single shift/maximum 8 hours. ) ] )
These masks are to be used against solid and liquid aerosols only Product CE marked as per 89/686/EEC Directive on Personal Protective

See instruction for use for important additional warnings. Equipment.
Classification: PPE Category Il
Product compliant with EN 149:2001+A1:2009, EN 143:2000, EN

Main Materials 132:1999 and ISO 6941:2003.

Does not contain Natural Rubber Latex. Does not contain DEHP.
Outside layer: Polypropylene Spunbond, Yellow /White

Middle layer (double): Base Filter Media (Polypropylene)
Inside: PET/Polyester Bicomponent, White with Anti-fog Film
Nose piece: Flat Aluminum Wire

Storage Information

Store in a dry and cool place (between -17°C and 32°C, relative
humidity <85%), away from sources of light and radiation.

Headbands: Polyurethane, Blue Keep the masks as much as practicably possible in their dispenser box.
Keep dispenser boxes as much as practicably possible in their shipper
s as box.
Sterilisation ox
Shelf Life

These products are non-sterile.

These products cannot be sterilized.
5 years, from date of manufacture.

Packaging

Shipping case of 300 units.

50 units are placed within 1 dispenser and 6 dispensers are placed
within a shipping case.

Bar coding: GS1-128 on shipping case and dispenser boxes.

*Registered trademark or trademark of Halyard Health Inc. The dimensions and properties listed above can vary within pre-established specifications.
©2015 Halyard Belgium BVBA. All rights reserved. This document was created using the most recent information. In the interest of
Created 31-Mar-2015, version 0 continuous improvement, the characteristics of the product may change without prior

Page 1 of 1 notice.
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DECLARATION OF CONFORMITY

Manufacturer:
Name: Qingdao Best Healthcare
Products Co.,Ltd
Address: No 8-5 Guangzhou
Road ,Pingdu,Qingdao,China

Whose Authorized Representative:

Name: Lotus NL B.V.

Address: Koningin Julianaplein 10,1e Verd,
2595AA, The Hague, Netherlands.

E-mail: peter@lotusnl.com

E-mail: sam@bestex-china.com

We, the manufacturer, herewith declare that the product(s)

FM-34EE/ET ,FM-44EE/ET ,
Product | Surgical Face Mask Model FM-33EE/ET , FM-43EE/ET
Name with/without Shield (Non-Sterile) FMS-34EE/ET , FMS-44EE/ET ,
Type IR FMS-33EE/ET , FMS43EE/ET
BASIC UMDNS
UDI-DI y Code " iad
intend It is used for patients in order to reduce the risk of the spread of infections, and it is not intended
Use for u-se by healthcare professionals in an operating room or in other medical settings with similar
requirements.
Classific | ; MDR, Annex VIl Rule 1)
ation

meet(s) the provisions of the REGULATION (EU) 2017/745 which apply to them.
Conformity Assessment Route: Article 19, Annex II and Annex IIT according to REGULATION
(EU) 2017/745.

Applicable Standards:

ISO 13485:2016
ISO 10993-5: 2009
EN 1041:2008

ENISO 14971:2012
ISO 10993-10:2010
EN 15223-1:2016

ISO 10993-1: 2018
EN 14683:2019
EN 62336-1:2015

We, the manufacturer, herewith declare with sole responsibility that our product/s mentioned above
meet/s the provisions of the REGULATION (EU) 2017/745. We agree to develop, implement and
maintain a documented post-production monitoring process.

Name of authorized signatory: Shao Zechuan Signature:

Position held in the company: General Manager Date :

Place: Shandong, China

Qingdao Best Healthcare Products Co.,Ltd
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This is to certify that the Quality Management System of

Qingdao Best Healthcare Products Co., Ltd.

Unified Social Credit Code : 9137028377354734X4

Operation Address : No.8-5 Guangzhou Road, Economic Development Zone, Pingdu City, Qingdao City, Shandong
Province, China

Registered Address : No.8-5 Guangzhou Road, Economic Development Zone, Pingdu City, Qingdao City, Shandong
Province, China

applicable to

Production and Sales of Disposable Medical Products(Nonwoven Face Mask, Face Mask
with Shield/Visor, Protective Face Shield, Protective Eye Visor, Nonwoven Disposable
Protective Apparel and Dental/Patient Bibs)(Non-sterile)(Export to EU, North America,
Central and South America, Asia, Middle East, UK, Australia, New Zealand)

~ has been assessed and registered by NQA against the provisions of

 ISO 13485: 2016

This registration is subject to the company maintaining a quality management system, to the
- above standard, which will be monitored by NQA.
~ Certified Clients shall accept regular surveillance assessments, the validity of oerhﬁcates shall be
~ maintained for the positive result of audit.
The information of this certificate can be checked on CNCA's website (www.cnca.gov.cn)
~ SNQA's website : www.snga.com.cn
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i\/N@W/ Certificate Number 36437/1

Certi

Managing Director
Date: : 16 November 2012
Previous Certificate Expiry: 02 November 2018
= @Q 2 Reissue Date: 06 December 2018
o ' Valid Until: 02 November 2021
V . EAC Code: |

UKAS
MANAGEMENT
-~ SYSTEMS

015

The use of the UKAS Accreditation Mark indicates accreditation in respect of those activities covered by the accreditation certificate number 015 held by NQA.
NQA Is a trading name of NQA Certification Limited, Registration No 02351758, Registered Office: Warwick House, Houghton Hall Park, Houghton Regis, Dunstable, LUS 52X, UK.
This certificate Is the property of NQA and must be returned on request.
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Test Report Report No.: PL2005383 Page 10f 7
Applicant: Qingdao Best Healthcare Products Co., Ltd
Address of Applicant: No. 8-5 Guangzhou Road, Pingdu, Qingdao, China
Date of Receiving Samples: May 15, 2020
Testing Period: May 15, 2020 to May 25, 2020

Description of Samples
The submitted sample and sample information was/were submitted and identified byfon behalf of client.

Sample Name: Disposable Face Shield

Device Type: [Ispectacles [] Goggles [X] Face Shields

Model No.: Not provided

Quantity: 9 Pairs

Material: Plastic

Scale No.: Mot provided

Frame Color: White/White headband

Lenses Color: Clear

P.O. No.: Not provided

Supplier / Brand: Not provided

Buyer: Not provided

Goods exported to: Mot provided

Country of Origin: China r
Tests Conducted: As requested by the applicant, refer t;i‘a'tlalm:glﬂme[-ﬂfur details.

Issued by stamp

Date of Issued: May 25,2020 /.
For and on behalf of:
Shenzhen Precision Eyewear

Testing& Inspection Services Co., Ltd.

7% %

Manager: WenHua Li

4/F., Building A&B, No. 68 Xiaokang Road, Dakang Shangzhong Village, Henggang Town, Longgang District, Shenzhen, Guangdong, China
Tel: +B6-0755-84264042Fax: +86-07T55-84263248E-mail: infoi@pel-ayewear.com; Website:www. pel-eyewear.com
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Test Report Report No.: PL2005383 Page 2 of 7

Sample Photo:

e dedeieded dededeicied dodcinicdk deedoiod doeiedolol doioiciek dokeioiek dedeioioele deioioio deeiniek deieiniek doieiedok doeioiok decioiciek deieioie deeioiok doioieink drieiein deieieieiek deieioiok dokeinick doedoio doedeioiok doloick Aok

Conclusion:
Tested Samples Required Standard(s) Results
Submitted EM 166: 2001 Personal eye - protection — Specifications, only test
Samples the related parameters, please refer to “Tests Conducted Summary” EdPass [ JFail
for details.

R R R e e Y

4/F., Building A&B, No. 68 Xiaokang Road, Dakang Shangzhong Village, Henggang Town, Longgang District, Shenzhen, Guangdong, China
Tel: +B6-0755-84264042Fax: +86-0755-84263248E-mail: info@pel-evewsarcom:  Website:www. pel-ayewear com
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Test Report Report No.: PL2005383 Page 3of 7

Tests Conducted Summary

1. Test standards
EN 166: 2001 Personal eye - protection — Specifications
EN 167: 2001 Personal eye- protection = Optical test methods
EN 168:2001 Personal eye-protection - Non-optical test methods

Note: The applicant’s attention was drawn that the manufacturer should not use the frame materials which
are known to cause irritation, allergic or toxic reaction during wear in a normal state of health against

significant proportion of users.

Reguirement Testing
According to According to Results®
Test ltems
EN Clause EN Clause
General construction 166 6.1 - - =
Materials (Mickel release) 166 6.2 - e MNA
Headbands 166 6.3 - - =]
Field of vision 166 711 168 18 =

Refractive powers Spherical refractive powers

(Unmounted oculars Astigmatic refractive powers 166 1244 167 3.1 MA
covering one eye)

Prismatic refractive powers

Refractive powers Spherical refractive powers

(Mounted oculars and | Astigmatic refractive powers 166 T1212 167 32 Optical Class 1
covering both eyes)

Prismatic refractive powers

Oculars without filtering action | 166 1221 167 5] P
Oculars with filtering action 166 71222 167 (5] MNA
Transmittance Ultraviolet Filter 170 4 167 6 NA
Sunglare Filter for Industrial
172 4.1 167 6 MNA
Use
Variations in Oculars without corrective
. 166 7.1.22.31 167 7 MA
transmittance effect
(Exempt oculars
without filtering Oculars with comective effect 166 7.12232 167 7 MNA

action)

4/F., Building A&B, No. 68 Xiackang Road, Dakang Shangzhong ‘illage, Henggang Town, Longgang District, Shenzhen, Guangdong, China
Tel: +B86-0T55-84264042Fax: +86-0T55-8426324BE-mall: info@pel-eyewsarcom:  Wabsite: www, pel-eyewaar com
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Tests Conducted Summary

Requirement Testing
—— According to According to Results
EN Clause EN Clause

Diffusion of light 166 7.1.23 167 4 NR
Quality of material and surface 166 713 167 5 =
Minimum robustness? 166 7.1.4.1 168 4 MNA
Increased Unmounted oculars 166 71421 168 31 MA
robustness Complete eye-protectors and frame 166 7.1422 168 32 NR
Stability at an elevated temperature 166 7.1.5.1 168 5 NR
Resistance to ultraviolet radiation (oculars only) 166 7.1.5.2 168 6 MR
Resistance to cormosion (All metal parts only) 166 716 168 8 NA
Resistance to ignition 166 [ 168 7 P
Protection against high-speed particles 166 722 168 9 NA
Protection against For Goggles - S5 168 12 MA
chemical droplets of liquids | Eor face-shields ) 168 | 10.2, 12 (Nﬂr:ﬁlim}
Lateral protection 166 728 168 19 NR
Resistance to fogging of oculars 166 732 168 16 P
Marking 166 9 - - NR
Information supplied by the manufacturer 166 10 - - MR

Remarks: 1. P = Pass; F = Fail; NA = Not Applicable; NR= Not require; X=Checked.
2. This requirement relates only to cover plates and oculars with filtering effect and not be assessed if
these ltems are intended to meet the requirements for increased robustness or resistance to high speed

particles, in which case the requirements of 7.1.4.2 or 7.2.2 shall be met.

4/F., Building A&B, Mo. 68 Xiaokang Road, Dakang Shangzhong Vilage, Henggang Town, Longgang District. Shenzhen, Guangdong, China
Tel: +86-0755-84 26404 2Fax: +86-0755-B4263248E-mail: info@pel-eyvewearcom:  Website www pel-evewsar.com
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Test Result

General construction—Clause 6.1/ Headbands — Clause 6.3

General construction Headbands
Sample No. Defects - Adjustable Comment Result(s)
Observed Absent Yes No
2005383-(01~03) X 153 X e P

Requirements:
1. General construction: Eye-Protectors shall be free of projections, sharp edges or other defects which are
likely to cause discomfort or injury during use.

2. Headbands: shall be at least 10mm wide over any portion which may come into contact with the wearer's
head ,and shall be adjustable or self-adjusting:

Field of vision—Clause 7.1.1 / EN 168:2001 Clause 18

Exhibit minimum field of
Head-form T :
Sample No. vision defined in the standard Comment Result(s)
Medium Small Yes No
2005383-(01~03) X X - P

Requirements:

Eye-Protectors shall be exhibit field of vision an area of not less than 22 mm in the horizontal length and 20mm
in the vertical width in front of each eye.

Refractive powers—Clause 7.1.2.1 .2/ EN 167:2001 Clause 3.2

. Difference in prismatic
Refractive powers 2
refractive powers(cm/m)

Sample No. Spherical(m-) Astigmatic(m-) Horizontal Result(s)
Vertical
Left Right Left Right Base Out | Basein
2005383-01 0.00 0.00 0.00 0.00 0.10 = 0.00
2005383-02 0.00 0.00 0.00 0.00 0.10 - 0.00 Optical class 1
200538303 0.00 0.00 0.00 0.00 0.10 ooy 0.00
Requirement: Permissible tolerances for refractive powers :
Optical class 1 +0.06 0.06 0.75 0.25 025
Optical class 2 +).12 0.12 1.00 0.25 025
Optical class 3 +0.12~-0.25 0.25 1.00 0.25 025

Measurement Uncertainty (if necessary):

4/F. Building A&B, Mo. 68 Xiackang Road, Dakang Shangzhong illage, Henggang Town, Longgang District, Shenzhen, Guangdong, China
Ted: +B6-0T55-8426404 2Fax: + BE-0T55-84263248E-mail: info@peleyewsarcom,  Website: waw. pel- eyewaar com
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Test Result
Transmittance (without filtering action)—Clause 7.1.2.2/EN 167:2001 Clause 6
Luminous Transmittance 1.(%)
Sample No. Requirements Result(s)
Left Right
2005383-01 89.0 89.2 P
200538302 T.> 74.4% 892 89.0
200538303 89.0 88.7
Measurement Uncertainty (if necessary):
Quality of material and surface—Clause 7.1.3 /[EN 167:2001 Clause 5
Defects
Sample No. Comment Result(s)
Observed Absent
2005383-(01~03) X - P

Requirements:

Except in a marginal area 5 mm wide, oculars shall be free from any significant defects likely to impair vision in use,
such as bubbles, scratches, inclusions. dull spots, pitting. mould marks, scouring, grains, pocking, scaling and
undulation.

Resistance to ignition—Clause 7.1.7 /EN 168:2001 Clause 7

Continued busti
Sample No. o comusTon Comment Result(s)
Yes No
2005383-(04~06) X " p
Reguirements:

Eye-protectors shall be considered to be satisfactory if no parts ignites or continues to glow after removal of the

steel rod.

*Resistant to Fogging of Oculars —Clause 7.3.2/ EN 168:2001 Clause 16

After Fogging Test Evaluation
Sample No. Position Comment Result
Fogging Free Fogging

Left X s
Right % =

2005383 (01~02)

Reqguirements:

If oculars are described as resistant to fogging they shall remain free from fogging for a minimum of 8s.
Remark: * Non-accredited items

4/F., Building A&B, Mo. 68 Xiackang Road, Dakang Shangzhong Village, Henggang Town, Longgang District, Shenzhen, Guangdaong, China
Tel: +86-0755-84264042Fax: +B6-07T55-B4263248E-mail: infoiipel-eyewear.com;  Website www. pel-eyewear.com
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Test Results

Protection against droplets and splashes of liquids — Clause 7.2.4/ EN 168:2001 Clause 12 (for face shield)

first intercepting

The rectangle without

Minimum vertical
centre-line depth

Sample No. Contact >150mm | <150mm Comment Results
*Test Point
Yes No Yes Neo
2005383-(07~09) |a.b.c,d, e, f X X - P

Requirements:

The results shall be considered to be satisfactory if:
1. No pink or crimson appears in the ocular regions defined when goggle for protection against droplet. No

when mounted in the appropriate housing.

2. Face-shields cover the eye-region rectangle of the appropriate head-form.

account shall be taken of any such colouration up to a distance of 6mm inside the edges of eye-protector;

3. Additionally, for face-shields, shall have a viewing area with a minimum vertical centre-line depth of 150mm

*Test Point

a. Facing forwards and rotated (45+1)°
forwards about horizontal axis A

b. Facing forwards and rotated (45+1)°
backwards about horizontal axis A

c. Rotated (90+£1) "to the left about
vertical axis B and rotated (45+1)°
forwards about horizontal axis A

d. Rotated (90+1) "to the left about
vertical axis B and rotated (45+1)°
backwards about horizontal axis A

e. Rotated (90+£1) "to the right about
vertical axis B and rotated (45+1)°
forwards about horizontal axis A

f. Rotated (90£1) "to the right about
vertical axis B and rotated (45+1)°
backwards about horizontal axis A

Key

I laser beam or eylindrical mube Grred with cross wises

rectangle enclosing the eye region

2
3 headform
4 support frame

——-Report End——-

The test report Is effective only with both signature and specialized stamp. The result{s) shown in this report refer only to the sample(s)
tested. Without written approval of PEL(Precision Eyewear Testing & Inspection Co., Ltd.), this report can't be reproduced except in full.

4/F., Building A&B, Mo. 68 Xiaokang Road, Dakang Shangzhong Village, Henggang Town, Longgang District, Shenzhen, Guangdong, China
Tel: +86-0755-84 26404 2Fax: + B6-0755-B4 26324 8E-mail: | o pel-ayewear. com;

Website:www.pel-gyewear.com
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S reo Product Specification for 45 rers BTS-FS-3222
SCAFAATR File Name Disposable Face Shield JBA version | 00 Page - 1 -of 2
Prepared By Reviewed By Approved By Effective Date

Lucy Wang Bai Shi’e Sam Shao 2017-6-6

Disposable Face Shield

1. Product Basic Information

Sheet 1. Product Basic Information

Ref No. Description Product picture

FS-3222 3/4 Size length

2. Product Specification
Sheet 2. Product Specification

Iltems FS-3222
Size(mm) 32*22+0.5cm
The product should be clean and the Glass shield
Appearance
should be no crease, no scratch
FRONT VIEW: BACK VIEW:
| 1
| VISOR FOREHEAD ARTWORK ‘ ‘ ' g : —_— ‘
‘ | ( I -FOAM ‘
' { ELASTIC STRAP
| Heat Sealed o ’
| l ’ " SIDE VIEW ‘
| /ELasTic  /fFoam\ |
1 } [ StRaP =l \
| ! | ‘ ‘ ||
\ / \ HeAT SeaeD / /
N = : ~ T visR .
Confidential Documents -1-

© Copyright 2010,Qingdao Bestex Rubber & Plastic Products Co.,Ltd. All rights reserved.
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SCPFAAHR File Name Disposable Face Shield
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BTS-FS-3222

WQZIK Version ‘ 00

Page - 2 -of 2

3. Raw Material

Sheet 3. Raw Material

Ref No. FS-3222
Optically clear BOPET film with anti-fog treatment on both surfaces, latex free.
Visor shield Size: 32cm x 22cm (+ 0.5 cm); Thickness: 0.18+ 0.02 mm.

Note: Product should be clean and no crease and no scratch present on face shield.

Printing Forehead

32*4cm, Green background, Black writing

Artwork: TBA

Foam

White, soft PU foam, latex free, 14KGS/CBM(cubic meter).

Size: 24.5cm x3 cm x 3.5cm (+ 0.5 cm)

Elastic Strap

White elastic strap, Latex freen ;

The elastic strap should be secured by plastic button.

Length:32+1cm Width:1.5£0.3cm,

4. Packaging Specification

Sheet 4. Packaging Specification

Ref No.

FS-3222

Packaging Term 1

1pc/bag, 25bags/inner box,4boxes/case

LDPE bag, Thickness: 0.02 mm

Poly Ba
yoag Size:38x24t1cm
Paper board: 500gsm
Box Size:335*135%298+2mm
Brown, double corrugated cardboard, full printing
Outer case

Size:56x35.5x32+0.5cm

Case Tape Method

Cases must be "H-shape" taped, no any Printing on tape

Packaging Term 2

1pc/bag, 200pcs/case

LDPE bag, Thickness: 0.02 mm

Poly Bag Size:38x24+1cm
Brown, double corrugated cardboard, full printing
Outer case Size:69x44.5x3440.5cm

Artwork: TBA

Case Tape Method

Cases must be "H-shape" taped, no any Printing on tape

© Copyright 2010,Qingdao Bestex Rubber & Plastic Products Co.,Ltd. All rights reserved.

Confidential Documents
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TECHNICAL SPECIFICATION

Bestex Nonwoven Face Mask----FM-34EE/FM-34ET/FM-34EEF/FM-34ETF/FMS-34ETF

1 PERFORMANCE
Bacterial Filtration Efficiency(BFE) >98%
Differential Pressure(Pa/cm?) <60
Splash resistance pressure(kPa) =16.0
Microbial cleanliness(cfu/g) <30
***In compliance to EN 14683-2019 TYPE IIR standards***
2 Finished Face Mask Size 175mm+5mm(L)x95mm +5mm(W)
Before folding:175mm+5mm
3 MATERIALS
A.Observe Layer 100%PP Spunbond (hydrophobic)
Basis weight: 35gsm
175mm=2(L)X200mm =2mm(W)
B. Filtration Layer 100%PP Meltblown (hydrophobic)
Basis weight: 30gsm
175mm=2(L)X175mm+=2mm(W)
C. Inner Layer Ultra soft Silk like ES fiber(hydrophobic)
Basis weight: 18gsm
175mm=2(L)X200mm =2mm(W)
*D. Tie on 100% PP Spunbond(hydrophobic)
Basis weight:35gsm
400mm=15mm(L)x10mm +1mm(W)
*E. Ear loop Latex Free Elastic Loop
Spandex polyurethene coated with nylon thread
160mm=+5(L)X3mm=*0.5(W)
F. Nose Bridge Full length Aluminum nosepiece
110mm = 3(L)X3.5mm +0.5(W)x0.8mm(T)
*G.Anti fog strip Full length ultra soft polyurethane foam strip
172mm =% 2(L)X20mm % 0.5(W)
H. Eye shield Double anti fog PET( thickness:0.10mm )
295mm =+ 5(L)X125mm = 5(W)
4 OBSERVE LAYER COLOUR Blue, green, white , yellow, pink, lavender
5 PACKING 50pcs per dispenser box

Carton Measurements

Box Measurements

40boxes per outer carton(2000pcs)
Corrugated Brown Paper 250/140/140 E
Size1(FM-34EE):460x423X400mm
Size2(FM-34ET):540x480x400mm
Size3(FM-34EEF):540x480X400mm
Size4(FM-34ETF):590x480X400mm
Size5(FMS-34ETF):510x275x420mm
Material: 300gsm Artcart(white back),
Full 4color CMYK printing)
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Size1(FM-34EE):190x102x89mm
Size2(FM-34ET):190x105x115mm
Size3(FM-34EEF):190x105X115mm
Size4(FM-34ETF):190x115X115mm
Size5(FMS-34ETF): 260x245x100mm

Gross Weight : 10 kgs per carton(2000pcs)
175mm 110mm
95mm
Inner layer view observe view
Front View Inside View
FM-34EE

FM-34ET

FM-34EEF

FM-34ETF
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Note:
Inner layer: E for ES silk like fiber, P for SBPP fiber
Strap: E for earloop, T for tie on

© Use limitations(do not use for):

1. Contact with heavy oils, sparks or flames;
2. Environment with conditions of excessive heat.

© Storage and disposal:

Store in dry, clean conditions in original packaging.

Store away from direct sunlight, source of high temperature and solvent vapors.

Store with the temperature range -5°C to +35°C and with relative humidity below 80%.
Shelf life is 36 months from the date of manufacture when stored as stated above.
Replace if damaged, heavily contaminated or in accordance with local practice.

oV ke wNPRE

Hand and dispose of contaminated face mask with care and in accordance with national
regulations.

% Do notwashDo not cle glmmable &



Bestiex

8 Do not iron ® Do not reuse @ Not to be used in case

Packageis damaged
© Manufacturer: Qingdao Best Healthcare Products Co., Ltd
© Country of origin: China
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QINGDAO BEST HEALTHCARE PRODUCTS CO.,LTD
NO 8-5 GUANGZHOU ROAD,PINGDU,QINGDAO,CHINA

The following sample(s) was/were submitted and identified on behalf of the client as:

Sample Description :  (A)Disposable Surgical Face Mask

Sample Color . (A)Blue

Style No. : LOT200920

Lot No. ;200920

Test Performed :  Selected test(s) as requested by applicant

Sample Receiving Date : Sep 29, 2020

Testing Period : Oct 14, 2020 - Oct 26, 2020

Test Result(s) :  Unless otherwise stated the results shown in this test report refer only to the

sample(s) tested, for further details, please refer to the following page(s).

Signed for and on behalf of
SGS-CSTC Standards Technical Services (Shanghai) Co., Ltd Testing Center

o el o

Sara Guo (Account Executive) Dongjing Liu / Hailian Xuan (Authorized Signatory)

Unless otherwise agreed In writing, this document is issued by the Company subject to its General Conditions of Service printed
overleaf, available on request or accessible at http://www.sgs. comp‘em‘Tsrms-and Conditions.aspx and, for electronic format documents,
subject to Terms and Conditions for Electronic Documents - e -Condlhonaﬂ'erms-a Document.aspx.
Attention is drawn to the limitation of liability, indemnification and juris iction issues defined therein. y this document is
advised that information contained hereon reflects the Company's findings at the time of its intervention only and within the limits of
Client's Instructions, if any. The Company’s sole responsibility is to its Client and this document does not exonerate parties to a
transaction from exercising all their rights and obligations under the transaction documents. This document cannot be reproduced
except in full, without prior written approval of the Company. Any unauthorized alteration, for%ary or falsification of the content or
appearance of this document is unlawful and offenders may be prosecuted to the fullest extent of the law. Unless otherwise stated the
results shown in this test report refer only to the sample(s) tested and such sample(s) are retained for 30 days only.

Attention: To check the authenticity of testing /linspection report & certificate, please contact us at telephone: (86-755) 8307 1443,
ar email: CN.Doccheck@sgs.com

3"Buikding,No.889, Yishan Road Xuhui Distrct Shanghai,China 200233 1 (86-21)61402666  f (86-21) 64958763 WWW.SgSgroup.com.cn
HE - L - #iCEE LES89S3S#  Bb%: 200233 t (86-21)61402666  f (86-21) 64958763 & sgs.china@sgs.com
]

Member of the SGS Group (SGS SA)




Test Report SL52035299496901TX Date:October 26,2020 Page 2 of 5
Test Result

EN 14683:2019+AC:2019 Medical Face Masks-Requirements and Test Methods

Clause 5.2 Performance Requirement

Clause 5.2.2 Bacterial Filtration Efficiency (BFE)
(EN 14683:2019+AC:2019 Annex B)

Sample: A
Test Side . Inside
Test Area . Approximately 60 cm?
Flow Rate : 28.3 L/min
Pre-Conditioning : Minimum of 4 hours at 21+5°C and 85+5% R.H.
Dimensions of test specimen ;. ~173mm x 162mm
Positive Control Average . 2330 CFU
Negative Monitor Count : <1CFU
Mean Particle Size : 3.0X0.3um
Test bacteria . Staphylococcus aureus ATCC 6538
Test Item Specimen No. Result
1 99.9%
Bacterial Filtration Efficiency 2 99'9%
(BFE) 3 99.9%
4 99.9%
5 99.9%

Remark:

1) Performance Requirement: Type |=95%, Type [1==98%, Type IR =98%

2) The number of specimens that shall be tested is minimum 5, but can be greater and shall be increased if
necessary to allow for an AQL(Acceptable Quality Level) of 4%.

Unless otherwise agreed In writing, this document is issued by the Company subject to its General Conditions of Service printed
overleaf, available on request or accessible at http://www.sgs. comp‘em‘Tarms-and Conditions.aspx and, for electronic format documents,
subject to Terms and Conditions for Electronic Documents - e
Attention is drawn to the limitation of liability, indemnification and juris iction 1ssues defined therein. y this document is
advised that information contained hereon reflects the Company's findings at the time of its intervention only and within the limits of
Client's Instructions, if any. The Company’s sole responsibility is to its Client and this document does not exonerate parties to a
transaction from exercising all their rights and obligations under the transaction documents. This document cannot be reproduced
except in full, without prior written approval of the Company. Any unauthorized alteration, fnr%ary or falsification of the content or
appearance of this document is unlawful and offenders may be prosecuted to the fullest extent of the law. Unless otherwise stated the
results shown in this test report refer only to the sample(s) tested and such sample(s) are retained for 30 days only.

Attention: To check the authenticity of testing /linspection report & certificate, please contact us at telephone: (86-755) 8307 1443,
or email: CN.Doccheck@sgs.com

3"Buikding,No.889, Yishan Road Xuhui Distrct Shanghai,China 200233 1 (86-21)61402666  f (86-21) 64958763 WWW.SgSgroup.com.cn
HE - L - #iCEE LES89S3S#  Bb%: 200233 t (86-21)61402666  f (86-21) 64958763 & sgs.china@sgs.com
]
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Test Report

SL52035299496901TX Date:October 26,2020 Page 3 of 5

Clause 5.2.3 Breathability

(EN 14683 :2019+AC:2019 Annex C)

Sample: A
Test Side

Pre-Conditioning

Randomly test in different location (1 around and 4 away from the centric
point) on each of the 5 masks
Minimum of 4 hours at 21+5°C and 85+5% R.H.

Test Area 4.9 cm?
Flow Rate 8 I/min
Specimen No. Test Area No. Different Pressure for each The average value for each test
tested area (Pa/cm?) specimen (Pa/cm?)
1-1 46.1
1-2 51.5
1 1-3 47.6 49
1-4 50.3
1-5 49.8
2-1 46.1
2-2 49.1
2 2-3 50.9 48
2-4 46.1
2-5 46.4
3-1 47.0
3-2 47.6
3 3-3 455 47
34 46.6
3-5 50.3
4-1 45.4
4-2 447
4 4-3 45.1 47
4-4 49.9
4-5 50.5
5-1 50.4
5-2 46.2
5 5-3 50.1 48
5-4 49.8
5-5 447
Remark:

1) Performance Requirement: Type 1<40 Pa/cm?, Type 11<40 Pa/cm?, Type IIR<60 Pa/cm?
2) The number of specimens that shall be tested is minimum 5, but can be greater and shall be increased if
necessary to allow for an AQL(Acceptable Quality Level) of 4%.
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Clause 5.2.4 Splash Resistance
(1ISO 22609 :2004)

Sample: A

Test Blood Pressure . 16.0kPa

Pre-Conditioning : Minimum of 4 hours at 21+5°C and 85+5% R.H.

Distance of the mask to the tip of cannula : 300£10mm

Test Penetration on . Test Penetration on .
; . Conclusion - o Conclusion
Specimen# inside surface Specimen# inside surface
1 None Seen Pass 17 None Seen Pass
2 None Seen Pass 18 None Seen Pass
3 None Seen Pass 19 None Seen Pass
4 None Seen Pass 20 None Seen Pass
5 None Seen Pass 21 None Seen Pass
6 None Seen Pass 22 None Seen Pass
7 None Seen Pass 23 None Seen Pass
8 None Seen Pass 24 None Seen Pass
9 None Seen Pass 25 None Seen Pass
10 None Seen Pass 26 None Seen Pass
11 None Seen Pass 27 None Seen Pass
12 None Seen Pass 28 None Seen Pass
13 None Seen Pass 29 None Seen Pass
14 None Seen Pass 30 None Seen Pass
15 None Seen Pass 31 None Seen Pass
16 None Seen Pass 32 None Seen Pass
Number of Pass: 32
Overall result: Acceptable
Remark:

1) Performance Requirement Type I: N/A, Type II: N/A, Type lIR: 216.0kPa

2) Test was conducted within 60s after removal from conditioning chamber.

3) An acceptable quality limit of 4.0% is met for a single sampling plan when 29 or more of the 32 tested
specimens show pass results.
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Clause 5.2.5 Microbial Cleanliness
(EN 14683:2019+AC:2019 Annex D and EN ISO 11737-1:2018)

Sample: A
. . Total Bioburden, Total Bioburden,
Test Specimen# Mask Weight(g) (CFU/mask) (CFUJg)
1# 4.03 6 1.49
2# 3.96 15 3.79
3# 3.96 12 3.03
A# 3.98 30 7.54
S5# 3.98 36 9.05

Remark: Performance Requirement: Type 130 CFU/g, Type 1130 CFU/g, Type IIR<30 CFU/g

Sample Photo

The statement of conformity in this test report is only based on measured values by the laboratory and does not
take their uncertainties into consideration.
*»**End of Report***
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