
Via Leonardo Da

terreni di colt

Trading Of the
plastic dt'sposab/e

Rilerksi alla

Relet lo lhe

Per if tomazioni

t:
r!()
:z

(>

Data emissiQne
Flrsf issue

1810112007

sGQ N" 004 A

t4eilbro degll Accordi di Mutuo

Slqnatory al EA, IAF and ILAC

UNITA OPERATIVE /

4265141c

LA OUALITA DI

SYSTEM OPERATED BY

rHE SIANDARD

:2016

di scadenza
dale

t0112022

CISQ is a membqr of

' ! ***t*w, (t
i

www.lqnet'0ortllicstlon,com

IQ,Vot, lhe dssocbt/on ofthe wo,if! /Lsf 
'las$

ce.tlnca\on bodlest ls U1e largest ptovlder ol nanagenenl
syslem Cerllllcation ln thc vo.ld

IQNet ls composod ol tuora than 30 hPdles and counts

over !50 substdtil.l.s all ov'rt!' gtobe'

,22 . 35028 Pio'lre di Sacco (PD)

Sistema dl Gestione per la QualitA / System

PER LE SEGUENTI ATTIVITA / FOR ACiIVITIES

EA:

alizzazione di
per microbiologia, arti

te con vuoto pred

of the Group: di
t)acuum and iterile needles, test tubes with

ol lhe Qualily Managenenl Syslen

iLa dei.requisiti della norro di riterimenl0

lo rel'rcnce sLandatd tequiensftb.
del Sislema di 6es{ione p€r la QualiB

::.liriAgJHll 
*' 

', "'sente 

cjitncato'
ailinfd,@icim it.

rcle&d lo in lhis cediticale,

CONFORME ALLA NORLIA / /S /rV

UNI CEI EN

Emissione corrente

Cunenl issue

18t0112019

Piazza Don Enrico

EA, IAF e ILAC

uali e aggiornale cilca evenluali variazioni inlery

si prega di conlalttre il n' lelefonico +39 02

'y and updaled inlormalim aboul any changes i
pleaseconlacllhe nufrbet+39 02 725

certlflcarlone del slsteml dl gustlone azlendalr:

C!sQ ls thc lt.llan Federatlon of manasemenl
svstem CertlllcaUon Baclles

1348

delGru
li in plat
rminato

;tic kits,

Recognltion Agreemenls



DNV.GL

MA AGE E
CER rFlc
(.eF-rrailraKaT Nq I

.99i] 7fl-2 009 -AQ'l'1C\,.l' ?O ACK

Hacrofiull4M Y pqeTcfl, qTo

AO <<T MO Oh
Ky6nHcxaR, 4.
L96240

r rhrep A, roPnYc

6urra nph3HaH

rso 9001:
coorBercraytoLuefr

o15

rdrrrar Aefic-re
AO3ATOPOB

CKOFO NNACTH

T SYSTE:JMI

tiori sDrvice

OT BbtnycKaloul
DNV GL - Bus

npeAcraBhIenb PYKoBoAcrBa
1 7a21 )



Wffiffi
vuw\4/.ir[l(l it

VIA DtrU NDO CASADEI14Z-.1. VILLA SELVA - 47122 FORLI'(FC)

EU RME ALIA NORMA I IS IN COMPLIANCE WITH THE STANDARD

EN fSO 13485:2012

TE LE SEGUENTI ATTIVITA' I FOR THE FOLLOWING ACTIVITIES

Procluzione e stampa di carle ssecialie diasrammate per resistrazione ao us915!-i,c-a9-tl-"T^:.,",:t:"1"j'l;,ljl,t1)lil"t" "
stanrpa di etichette ad

elettrodiagnostiche e ad ultra
applicazioni elettrod iagno ,ti ;il;'*;;i ;rjii*i'i.i,.ii"i"ttromeJicari^svituppo e produzioi: di-?]"i1':1.t""j:9o'

im.is"ione in commeroio di elettrodi per ECG lmmissione in commercio ql p]?jtli? 
!-",iGestione della Produzione

t-iz)aztoi-e di video stampanti, carte fotografiche per video stampanti, stampantl e
eleltrobisturi e defibrillatori

relativi materiali di consumo ed accessori per uso rnedlcale

Manu{actLtre and Print of Eiii,)iiiJ:i",t ilpi,i i.,i,iaicat use atso on behatf of th,ird. p?,'ti1': y:!,y!?::'.1:'.^111:'i'l
of labels for ntedrcal use

'",iJ frii,iiiluru ilinurr, gels sterite and not sterite for etectromedical and

ullt'asaund ptocedures a/so on
ultrasound diagnostic

';;:;i;;;li;"i;;;"aii"iit-iquiprit,tt. D6vetopment attd ntanuracture or etectrod.s t?'F?9oi tnii i",tius, Trade and placinsbn he market,or acces:onut,fol *lt:?l^e-d!7t 
ancr

P rodu ctiot t rn an age me nt and oi tii i"rt d of elttctrods for ECG P:lacit-tg ort the market .of 
electr,osurgical pl?t?: 

-?n"
delibritlatiort pads. Trade of photographic papers for videopinters, printers and related consumttble and

'''])ii,'",,i",,u:,,,i'"|,'',ZgZii,g',|ti,i";pitiJiititv-"rri|so1s,ta5.zotz,"quirenentsmayb||abtainedbyconsu||ingtheorgani2aon

II: PRESEN-|E CERTIFICA'T'O E' SOGGETTO AL RISPETTO DEL

;iiLnnae Nro PER LA cERl'lFlcAZloNE DEI slsrEMl Dl GEsrloNE

CISQ is a metrber of

wv/v/ iqnet-cef li iicaticn ccm

lQNef. the assoct.ltion af the wcrld's ftst
class cediticatiolr bodies, is l;e /arge'sl

provider <tf managenEtlt SYstetn

Ceilificalion in l'\e wat ld

lQNel is cofrtPosecl of nlore than 30

bocll5 and counls over i'50 sul)siditties

all over i\e globe

,Jtrrir.-d"irrpbo 
"'pioauiione 

di crerne, gel sterile e non sterite per.applicazioni

ni, anche conto terzi, Commeicializzazione Ed immissione in,commerli:^1i:",9"^t^tt:$t

DATE
F/RS
'199

L'Org a nizzazio n e

The

USE AND
IllENTS OT:

gERTlFlcAzloNE
OERTIFICATION

07 -?-0

EIMISSIONE CORRENTE
OURRENT/SSUE

2017-10-13

SCADENZA
EXPIRY

2020-10-07

THE VALIDITY OF THE CERTIFICATE SHALL SATISFY THE

rni auLts raa cERTtFlcATloN oF MANAGEMEN r sysrEMs

:r- ili,..\
ottenere la certificazione secondo la norma ISO 13485:2016 enlrcll2019102 1.t,tl:..:;1.:11 

tloq

conttario, il presente certificato cesserd la propria v€lidile in tale data 'i.iu\ ''-i;.'t

:iliil"d'l [',"rTii?ffi jii:T:"#;ff i; r"sti;4sr;l;il ; 
'itnin 

)b.r srozrz ,'!
othel,wise the validity oi this certi exp|le

Q d la Federazion4:lfaliana di

Organisr'i di Cefrliir)a2ione de

siste(ni,li gestioile aziendalc

Clsli! is lhe llalian )=edetaliotl

of managemEtnt sYslenl

Cerlificat;in Badies

scQ N'005^, sGA l'0060, (RX'oC$
ssr N'0016, EilMonn, sGEN'&ts,
EtoS N{Jr!, PFD l'0050, P$ il'o&a

rsP il"c6lE, L13l
FlJmbd daq,Ac{oror d ftltuo nF.lK
tgr.!.ry.r4,lca.dlua YtrnuB

I';il.
t.-/"l\ i\

:iJ';i':1,':iff:i':*::;l:1flH;ii;'#i:l:""il;:::"'j:ihl"ffl,l""'.')i;;,:'H,i."#si:il'-?ilf,ii,-ill;'"



E' ALLA NORMA I IS IN COMPLIANCEWITH THE STANDARD

ISO 9001:2008
R LE SEGUENTI ATTIVITA' I FOR THE FOLLOWING ACTIVITIES

Produzione e stamPa di
e; biglietteria anche con

frequenza (RFID), Sviluppo
ad ultrasuoni, anche , terzi. commerc|alizzazione ed immissione in cotnmercio di accessori per

apprlicazioni elettrodiag
per ECG. Gestione de

corrmercio di piastre Per sturi e defibrillatori. Commercializzazione di video stampanti, carte fotografiche:

VIA SE

VIA SE

Manttfacture and print of
behalf of third pafties

Development and.
prccedures also on

and ultrasound
electrods for ECG.

marl<et of

Ulteriori informazioni rigual
Fudhet clarifications

t- RTIFICATO N.

/v. 9190.cRc3RTIFICATE

SI CERTIFICA CHE IL SISTEMA QUALITA' DI

HEREBY CERTIFY THAT THE QUALITY SYSIEM OPERATED BY

CERACARTA SPA
ND() CASADEI 14 Z.l, VILLA SELVA- 47122 FORLI' (FC)

UNITA' OPEF{ATIVE I OPERATIVE UNITS

ND() CASADEI 142.1. VILLA SELVA - 47122 FORLI' (FC)

EGOLAMENTO PER LA CERTIFICAZIONE DEI SISTEMI DI GESTIONE

USE AND THE VALIDITY OF THE CERTIFICATE SHALL SAI/SFY THE

OF THE RULES FOR CERTIFICATION OF MANAGEMENT SYSTEMS

SCADENZA
E rt6 f

2020-14-07

lS0 9001:201 5 entro il 201

validita in tale data
9001 i20'15 within 201

otherwise the validity of this wjll expire

l[/O S p.A, - VIA OUIN 43 - 201 MILANO ITALY
OrnagoManagement Systems Division -

Dala di scadenza del precedente di certificazione: 20 17 -1 0-07

Data di conclusione dell'audit di 2017-10-11
Data della decisione di rinnovo: 201

e speciali e diagrammate per registrazione ad uso industriale, ferroviario, medicale

terzi. produzione e stampa di etichette e biglietti anche a lettura/scrittura in radio

r produzione di creme, gel sterile e non sterile per applicazioni elettrcldiagnostiche e:

e.aduItrasuonieperstrumentieIettromedicali.SviIuppoeproduzionedielettro'ci
oro<luzione ed immissione in commercio di elettrodi per ECG. lmmissione in

stampanti, stampanti e relativi materiali di consumo ed accessorl

rcial recording chaft papers forindustrial, railway, medical use and ticketing also cn

'acture anrl-print of'labels and tickets also radio frequency reading/writing (RFID)

rcture of creams, oeis slerJe and not sterile for electromedical a4d ultrasound

of third parties, Trade and placing on the mar\et of accessoies foJ electrornedical

lic devices and for electromedical equip,ment. Development and manufac:ture of

CISQ is a mel-rrberr of
r
kr

P'J{'* rri"i;:J;\+

*
tl

TIEIN ftB!4r ONAL CEn iFlCAltlil NfllvonK

r www.i'qnet-cettifigalion'com

lQNet, the astoiiatiDn ofthe v tilet clsss

cettillcslion bo(lles, ls lhe laruesl p( of menaetlmenl

SY\ten cettifi.ation lP lhe world

IQNet is comPosQd of more than 3t) bodles and carnts

over 150 lhsidiarles all arer th(i globe

CISQ E la Federtsziore ilall;rna di Orqanismi d

certiiica?lcne dei slgtemi di gestione a2icndalc

c/sQ ts the ltalian Fe4efttion of management

system Certili ca tion D o d ies

per

scQ N'o!rA, gGA N'@O, SCRN'005F,
55t A'ColG, Eft N'm/t, sca&'@€d,
EfrN N'C3t, Prc N'0C50, PN N'000C

tsp N163i- ts N'0121, UTNrc2t

\^/ww.imc{.il

tl.mEo d.!i Acco.d di Mutlo Nonsdmetu il, hF
Sttnakr/ .f 4, lt ahd IUC Ntud Rd-ogntuu Agt

-10-13

07,09, 19 29



PEf lr crPAtu.l oH H bl ti I ION'IEP P O cc R1J.3202 8

\II1H"1'717616798 O|PI{ 1087746489060 : '

K)1N;lauecrll alpcr:: 109028, Pocou, n Mocrna; Cepe6psllrqqcxilfl ttadepexlrai'2 27'

Peruc'rp aqtrorrllblii HoM ep J\! 04EACl "CM'0081 3

Z4liZL,Fol"rnn, ipRnrcxal o6racrb, Epmtctcllit pailon, c. Cynoncro, yl" IIIoccefitrtalt, /t' l'7Ai

(dur l,n'crrril nJ]p,jc JrHrla)

TIIrrr: 3n4007t"27 orPrl: 7023202738332

X{AC T Ofl IIIffi C nB tlro ?II{AT yA o C T o BEPIIE T C O OlB E T (l TB I{E

06ulecrno c 0 rp aH n qeH uoii or.ucrcrBel l IIocTLIo <lu.ltttllMeAu

(fi nlrlrRHodrH H(' tl uo)

241520rPocctrr, EpRnc-xan o5;tacru, Epxncrcuii pt|I-Iol[r C; CyI|oIIeBO, yl" IIIoccellrrafi' l'f i''A'

(roprrJlruL'cErA Ltj cc tnutl

cugrel&r rrdHerx:ttetrfa KasecJaa nsAcJtnfi ' trlgAnrltrtlcxl{x obureiqua" c . itp"'ott"oofi ornerqrpr:xllocrblo

;'il;;;M.;;j'-;;;;;;;,"; rocr rso l34ss:2017.(iso 134Q5r201.6)'<lrslerns ilrcAlr'r*rc*se' cricrenrbl

;;;;;il-;;;;;;;;:Ar;.t."uur. tp.oo*uii" r.,rs ue.,rcir pelyn,poBrH*s> npHMerrlrre-nr'irr'i rc no:f11,-"j:l-:
nle||e,t',ii\IeItTBNflqecTBa'L}IcTeMlII}IcIPeUUEau]|xAJ|'uEJl9rr
,ro"prt pt,dn rr6cy4brr. l.roApqnucxNx -HsAQrlti, npa6opor u 

.nplrnaA'rtei+lilocret'r, 
rpacrr'ut0ii, pearerrToB Hi

ua6opoe pea.jeHroB A;rs in-vitro Alrarnoc:rIIKIl

!,a1a penterparixn : I 9.03-20I 9

Cpor,; Aeircrnr,ur ao: l8-03-2022

Pyr.ios ollxle.tjr, opr:rHa
no ceprrr{lrrraqlru:

(10/r il !ich)

HAcT'f;ruttRcEprtrorlKAr0ER3uBAgr0:AHHsAuHt0noigrrr,nrorororaoorrrr"nonHnE['tblxPAs'TBcooi'r*rrr*
silurvxA:lrHHurur-cTAHAAPTAMn, r0EvAETHAX04Hrbcnn0AK0HTP0l.!M.9l.lgl!9^c!tLl"9Ili.g.lir.9fl:l^tly^tl,-^^i

AOOpOSq,nbiOH Ctpilroli[nqrtr ielc nuoit" lr noArsrpx(A4lTbqfl flPI nPox0XAEHHl,l ExErqnH0f0 llHcnEKqHoHH0r0 K0HTP0f,l
: __

,







l'4onagement of
nalursl r.trifice anr

CERTIFI

Sistema di

Gestio

per il p

336,-:20126 Milano (Ml) ltel. +39



('

!
sl

i
.3

b

-.1 N

E-

,E

E

X
c)

I.JJo
o)t-
o
o,

z
o

oo
T'

o
,N

=C)

i5

=(lt

o
F

IJJ
J
J

()

a)

x
O

a

B

o ,,lo o cE B t q

d tr Rb€ E.ij Et'- Ur^ 3 N = q)

hg =ff s ;: : x 
=€s otr E s$g€ d< . t io o tj B;'$ o# €.- * le H I - 
=ii 3E =) 

go leEs i r E ;-';; tE ^z s :-E q$b+i P .o .9 :EP E{ trH :: -FFs" : I € Eg$ :i t= EE ii:i E s *,,8lE <n;S urO gR IIt"* s N ijis
aS gq #$ YX PU qflfr$ = e ?ti n5= =q qh EO b6 =?ll p,,,i Cii tin 5d t$ 9= s{ E:E€ -uI 5ti L

,E*oH*E S>=PE H;=H -u= ?;,"
a s Es lrn g'* fr:€i EE! gti IHF tg r+ EE ;6s; ie; sti His Es frt i€ ?::r ;€i iei r

'iS ES:€ :rpr* it*rq6l f&s Fq s ilEt :jf$Es€fs EF :€IEFg$*IEti fi
: go- ;FExs *e*i5s: Eo 6 5i+$E i+ss Jti i

o.

|1-

l:
na

()
rl_

t:
q)

1)
r..l_

q)
j:
q)
ii-

lc
0:
$
+J(l
qJ

4l
U,,
\,,

t{,
\.,

F

=u
o
lJ.z
o
O

o
tUz
o
N

E
s
I
O
o

q)
v)
Ov
Oi

/v.l(-) --!!r 9=
cii o=
CD Otr

.Oi

$
a
o
q)

a)q
e

o-

t,lJ

F-

9)

o

c)

q
C){:
'ii

0)
o_

0)

()
IJ
J!ii

u)
0-
ti
e)

o-

0)

OJ

ii:

o
o
0t

o

o

S

o

i
ut
o-

d
N

a
q.
o
.eb
o

o_

co
o

o
F
>
ut
I
o

s
o

'?!
'tr

Cl

{i
c
s
c

o€

V)'
o-
d'
N

q
o€q
'd

o
o_

o'E

q
u;

o

o
.q
E

s
ui

d
a
q
o
c
E
o

o-

t
vt

o

a
q
o
.2
D

o

Eo

O

S

ui

a
s
q
o{

.B

o-i:

ut
r:
0

'tr

t
ut
o-

s)

0

l)
't:

o
c
oo
d
o

.q

c
o

U;I

@a
F(J
Fz
(J

oo

6
&
E
o
6

o
a

t
ui
o-

d
a
o

t
o-

_-i

vi

ci()

Q)

tJ

0)

o
o
q

o

t
ui
a-

aa
a
q
o€
b
'tr
o

o
o

o

e

o

U;

d

s
o

!
o
0-

o
o

a
o

=(4

a
q
o
.e
!

o

E
Eaa
a

o

!

o
o-

.f
o

vt
o-
doa
o

t
o

o-.

o
g

o

gq
s
-o
s
i
ui
o-

s
q
o

i

o
0-

o
E
o

i
o

Q
a

:

vt

aos
o

.E

O

o

o

o

Q

o

t
ui
0-

os
o

t
o
0-

e
o

o
o
.S

S
o
S
t
uj

o_o
rs

.3'E

o

o

.N

-q

o

N

U;
0-
o
N

a
o
o.

E

ir-

=o

oc
.9
o
z

U;L

N

o
0-
€
.:
.9
&

o
c
o.N
3
'F

o
c
o

uic

Eo

e
.E

bL

o

o
it

o

o-c
o
N

c)

o

U;
I

a

g

iT

'-
o

o
C)

_s

o

C)

a(I
o

s)

c

o

ir

o^<-
zN
o-a
_ox>
.Eo
6N

o
Eo
p:

irb

o

o
o'N
s
o
c
o

ui(I
d
@

o
o-

E

N
ir

0)
c:
.sl

^til
i:

<)

vi
o.

()
s)

i;
o.

g)

ii
ir.

U
.9
N
s
c
o
o
N
o

U;
L

Eo
a
o
L

o

6
E

o
C
o'N
g

o

o
N

o

6L
d

N
'tr
o(L

g

ot

,9
o
c

c

ui

E
Eo
N

O

E
E

6

o

o
.9
Ng
o

Nc

U)

do
Eo(!

E

6
(r

.9

o
.9
N
_s

o

o

ut
&

o

o

E
E

6
iI

o
a
o'

No
co
o
c

ui
0-
ooa
o
0-

o

oit

E
o

dco
Ng
c

c
o

ut
(L

'-
oL

P

o
c

.9

s
c

uto
t
E
oa
oc

E

.9
I

:; ..t il i
L) !a, 1,1 i"

l* ,:,,; i
S i.ri i:

i '1,:; .
:, '"i i 

'::?,0..- .,.,i>
,::t I +"'l ii
i: .:, i.i

;; .:i i.)i... '
! l'r: ..

i']',' ijj' :. 'j
-"i/

.1! ii
':

;li :{l.r i:
,li t
- i; '--:

:i r'

i t\i ,/i, ;tl

i,r

;;

ii
..'il.

a.
"{
(l

ar i:

rl'



6

p

'?

E^

E

()

,, \:

r.\

:'
.'.: tl

3
s

i.:

i
i

F\:\
E

F

E

a
A

()

(!

q)

x
o,

\

z
S
c

U

o

-o)s
I)
0)

s

o
:i
()
o)
{:
i;
U;
a.
0;

9e
ito

>i €

0

'o

o{6
0t
0
i
(o
o

t
U'
o_

o
a

o

>n

o

=ao
a

Q.Etqiti
o

-tpi
9\
*E
aE
b.s

o

=!
o
oc4t

-sp
hqir

o

d!
q?\
s=qt
bs

>n

o

o

ui
o
!;

].
"iL.

o
s
o-h*s{-
v:

o

=!'o

ot
a.o

t

"i1-

o

o

o
t
!
o
oc

g*
o-'Ir

o

p=
;;G

eiqt
b,s

S

!

a
4t

'c

*t
;ti

!5

t4 i-

"tQ
s=qE
b,s

SE

g
g
c
o

.s

:
o
€]
ui

o'
@
a
o€q

.E

o

o

o

=ui

da
N
o

t
o

o
o

E

o
.a

!
ui

daa
o
.a!
o

q

o
o
.s

o

i
ui

das
q
o
.e
!
'tr
o

o

o
q

3

ui
o_

Eaoa

o

;<'F
i:!
o-{

o

S

t
ut
o_

E
s
os
q
o

i=

'EU
0-<

E
o

Q
.S

t
ui
o-

s
o
S
q
o

ti=
.* !t
6(/)o-q

{
t
€q
o
o
oc
o

e.s

-
ut

S
q
oo
.Qa

FF

o
tr

ui

e
S

=t,

doa
6
o

t

o-tr

o

o
S
€
t
ui

o-oa
o
.e!-c
o
o-

o'i
o

ui

o
o
S

I.:
dq
s
o

!
o

o_

i
.i
o

i
o

o

.E

'S

ut
0-

do
N

p9
.{aba

^o>

,!

\:
" 

'al

ts\-t
\-z)

!
>

Uz
E

U

f
6

)
2

I
a
D

t
f,
1
)

D

2

:
5

z

D

D

9i

()

.()

x1
0)

N()
o
()
o)
o
U'
d_

o
o
EI

.!z

.loE

iIq

o

o

t
o
N
o

F

ut
0-

o
E

5
o

o

9iL.

o

o
N

@
o

[4

oc
E:A
Od.

.9:>i

",d
.9i
[6

c
o

N9
*o
@QOU

/f,o

.9F>i
L .o

oc
oi
L(

a

!i
o

o

o

t.

o
E:
C)

=tho

a'di

iii
o-d

o

I

o
No
o
@

o
Ui
rL

o
o
E
o
s2

o

E

iIc

o

o

No

rLv

oc

>i

oL

oi

o

NENO

-o

(La

EA
)r;
>:i

6(
iIo

o
a
qt
c

d
c
o
o
N

o

U)
(I

@s
'tr
o

o

6

o
.N
o
c
o

o

o

st
L

@
e
o(I

o

o

o

o
c
.9
s
tr
O

6
c
o

Ui
(L
o
@a
o

€
o

oiI

o
.N

J
c
o
N
N

o

UiI
d
N'-
bc

o

e
iI

o
C
.9
N
_q

c

co

U;
(L

E

a

(Lul,-r! rt
.,tr
au
L<

o
o.N
6

tro

Ui&

E
o(!
.E
tl
CLU

f
! 1t

9E
au
L<

ct

.N

!
o

o.

U;(I

E
oa
'-
oIuJ
oq
pl-
iiJ
(L.<

oc
o.N

s
o

o

o
ut=

.=

NO

o

L6

oc
o
Ns
c
o

o

U;L
doa
o(I

o

.qL

E
o

.9
N
s

o

aI
d
s
o
o-

P

o
o-

'o

oc
.9
N
N

o

o

U'L
os

o-

o

.9
o-

o

.9

_!
c
o

o

aL

af
,_a

Ef

6:
iii

o
N

o

o
U)

d

@

o

o

(t

o o o
a
o

+o
a z z o

o o
@

z

a

o
o
o

o0

o

es
C)

x
a)

e
ts

u
l4u

i
c[

ii
q
Ri

3
<l
.4

!
q)
o

e

s

i
/i
L
j
S

e
I
o

\
S

=
QA

F€
LS

U;
1_

o)

e()

0)

N

:i
o

OQ

D.!

i:Ei'q

tr

.c
:
tlit\
(j
N

i]
o
d

(\

S
(

oc

ii

o
q

=
U'

d

Q
o
o

N
c
t
bo

!-.

F{
trs

o

c
t
Ui

d

e
o

N

=oo

.F*
tri

a
s;

t
vi

-iq

(
a

N

i
4Q

tic

irE
tri

eq
s
S

=

0-

e

o

=
OQ

iE
0-s

e

t

o-

e
o
o

c
>

OQ

.Ft

o

E

t
|;
0.

o

h
o

q

s
(

blo(

c{
6;

q

t
uj
a_

d

e
o

;
q4

5;

.qs
q
]
ui

doa
h
o

c

oo9E

E€

o

€

Ui

d
s
r
o

q

=

!-,

E€

oq

s

6

d
s
e
o
ob

s
=
OQ

ta
s€

o

s
':
ut
o-

s
I
o

S

OQ

.-q.bto;i

.eq

.c

=
vtt\
dqs
e

o

=
OQ

:q
d9

o

i
ui

doa
I
o
6

=

t4
s€o;i

€
i
ui

d
s
?
o
o

t
ke
-Eo

;e
a_i

eq

I
Ui

do
S
QI
o

€
S

?!Pt
t"
'c{
trs

i,q
o

o
S
c
i
U'
o-

a

t
o
0-

.e
o

o
S

t
ui
0-

d0s

.e!
o

o-

vi
o
G

o
p
.a
E
E
Ea
N

.o

!

o\.5b
ri
tr

U;

ui
o
Gq

e
a

E

6F

3'p

-J5

o

a

o
ot
@o
s
i
ui
o_

li
o
$q
o

Q
.9

:!t .

tJl'!,

ill

!l

()
0)Q

r\. -
I

_a
0(
r::l !i:\ :

ii; i
)i

dlN

o

g

T
o-oqit
,n*

i
,t8
oc

qs

!=

=;pi
€:

o
()

c!

c)

()
o)

a)
0-
L)
cl
c0

ci

rl

'̂b

{

0;

o

@
o

>
ut
o-

o
o

o

Q

Uz
9
N

u

0)

.!t
tt
ci
0)

c)

d;
&
ciri
a

ol
t
gl

o
iii

o
o
N

-
o

o

n
L
j
s
c
o
F

\
o
L

!:

oi

sl
N
i!
c:
0,

()
()

Ui
0-

ci

o

tr
oL
rJo
of

lL f,i

ot

I
s
c
o

tr
o
O

U'
L
ri
N

N

6
L
€o
ot

rc:
LH

at

.9
Ns
o

c

II
do

o
N

oII

o

o-t

.9

-!
o

o
0-

dos
o
o
N
'tr
o
0-
D
o
gF

o
a
Ni
!:
c:
o

O

ci

E:

N

o
IL

a-g)o

oc
I
Ns
c
o

oo

IL

o-

Fo

-
o

Eo.+
HO
dK

o
I
s
o

c

,f,
!-

do
tr

o
rr

-. I

o)i
fiX

o

.9

s
tr
o

o
U'(I
do
N

o

oo

o+

ii(

o'

.9
s
o

c
o

oa.
0;
o'oi
N.

v,

o.L

o

8E
66

o-

,e
g

o

o

U'
IL
do
N

Fo

o(I
E
p
a=NOE6

qt

o.N

:
o

c
oo
UJ
(L

do
a

o

o(L
!
o

N
iI o

o
,9

s
o

o

UJ
II
o-os
E

'-
oII
€o
ofi

d3

o
.9
g
c
o

c
o

U)
(L

do
N

F

oL
Eo
-.!

fio
L'6

o
o.N
.g
c
o

c
oo
ri
II
,ja
rs
'c
o

oII
'6ooi

[6

.9

s
o

o

U'
(L

do
a
o

o(I
E
p

eo
E6

c
o.N

_e

c
o

o

Ui
0-

do
a
o
o

'tr
o(!
€
o
a-ooir6

c
.9

*
c
o

c
o

U;
0_

do
a
o
o

O(I
5
o
oi
odEt

o

oi
c
.9
N
_a

c
o

8
U;
o-
a_

s
o
(L
E
o

ait

c
.9
Ng
c

oo
UiL
o_

a
o

0-
€
E
ii,
.9
(L

E
E

N

@

o
o
o
E
o
.0

o
o

.q
o-

o

=I
ooo(a
O(L

E
E

N

@

ii
o
o
E
9._
>.9
&.

o4
0-P

ON
-o
-ooo
oo(t
OI

n
<)

0)

N
C)o
@o

vi
!,.

D
o

E
u
9

g?o
Ld

()
1)
t::

.i:l

t::1
x)\]

l)
i:t
()

$q
-a

LO-
n.j

^Ci:i c

l)"
i:: :

c
;i(
l!_
ef
r; .!
!9c
0.. n

o
c
o

oo
i.i odo
@
-"f
Gp
a-'
"o

o-'

oxo-

oo

6
N

o

@o
o
a(I

o
6
E
o
.9

.q
0.

o
c
€
!
o
N

o

@
o
o
U;
0-

o
b
E
o

oa
o
E

iI

o

s
N

z

N

(D

N

oo
o
N

z
oo
N

o
o

N N

z

N

o

N

oo

N

z

o

N

dl

o
@
N

F
N

z
FN

d)

F
N

r
N

z

F

oa
F'
N

z
(J

o
(J

o
@

rt

o
(,
U)
c
@

o-

c
@
o)

@o

):iiiP i:3

X :: fi r-1 :'l
w .i;, .:l: ,r: r
{ ),. . !i 'J!

[; t.'
_{ ,.,_, ,,,

i,:,'i
{ t:iii; ;i

lri i ii
l; lj )'l
.-1 r'r .i .j

i:i t t
iti ,i

r\Y r') t' 
i.:

,.. ri ,i'
.l',i l:;j:l!

ii i;
;:;

uJo
ct)
f-
co

,G'
E

o
-
oo

o
N(!

.g
e
o
i5

=(g

oF
o
5

i :;t o'

u t;iii.4i :.:. -...
t-) :: \iLL I.i
{ l:l

;. ;:-.1 
,:,

i( l:Q :l,, -., ai,),
"i,i,
{,:p '.)
:' il; ...
| _1.

ii':i
.t:

uJo
O)t\
€
o)
,o
.=

o

oo

o

tv

,g

.9o
s
(!

oF
(9
uJ
-J

rj, ilr )r!!il

.t

',.1



The nranagement sYstent ol

Offiee 2-31-6 Yushima,
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Tt,l'V Rhein t,nn'dEC Gertificate:
rective g}l4zlEEC Annex ll, excluding Section

Full Quality Assurance SYstem
Medical Devices

Registration No.:

Report No.:

HD 601 28770 0001

12022723 004

Manufacture MediPurpose Pte. Ltd.
'10 Anson Fload
#12-08 lnternational Plaza
Singapore 079903
Singapore

Products: safety Lancets and safeby,Scalpefs

Expiry Date:

The Nolified Bo
93l42JEEC have

declares that the requirements of Annex ll, excluding section 4 of the directive

and applies a q
sectiori 5 of lhe oned directive. For'placing on lhe market of class lll devices covered by

met for the listed products. The above named manufacturer has establlshed
aseurance system, which is subject to periodic suqveillance' def ined by Annex ll,

design-examinatlon certificate accordinStsl!_115-1 11,'secfion 4 is required.

:r.* ls'r
this cerlificate an

EftectiVe Datel

Date:

d Body
2ot-8-08-03

t:B-os-03 \'' 7"4-

2020 -o4-25

Aihara

concerning meorcar oevrces with lhe ldentificatidn number 01 97. ,'-9 I

R

TUV
TUV

rinland LGA s GmbH - TillystrhBei- 90431 Nrir =:nfand LGA Prod is a Notifled Bodv'accordingll.^D-1"."^rlt e 93l,I2l :"t:H
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