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EC Certificate

Production Quslity Assurance Systam
Directive SL4NEEC of Medical Devices (MDD, Annex Y
[Dewicas in Class lla 1\ or 1)

No. G2 063105 0047 Rev. 00

Manufacturer: CA-MI S.R.L.
Via Ugo L Malla, 13
Fraziors Pilastro

43043 Langhirano (PR)
ITALY

: CAMISRL
Facility(ies): Via Ugo La Malfa, 13, Frazione Pilastro, 43013 Langhirann (PR},
iTALY

Product Aerosol Thorapy Equipment, Kits for Aerosal Therapy,
Category|ies): Thermal Water Inhaler, Suction Unit, Surgical Suction
’ Equipment, Breast Pump, Kit Accessory for Electric.
Breast Pump, Blood Pressure Monitor, Electronic
Thermomatar, Infrared Ear Thermometer, Tens Device,
Pulse Oximeter

The Carifcaton Body of T SUD Product Senecs GmbH deciarss that the alosemantianed
manulaciurer hes impiemanted a qualily sssurance system for manufactune and final inspection of
the respoctive devices | device calegonss in accordance with MOD Annex V. This quality assurance
systam conforms (o the requirements of this Directive and & subject 1o periodical surveillanca. For
mataling of class i and 1l davicas an addtional Annex Il certificate is mendatory. Gea also notes
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Report No.: ITA1318360
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EC Certificate

Production Qualily Assurance Systam
Directive BAMAEET on Medical Devicen, Annex Y
{Cravicas in class | with messuring funsion)

No. G2ZM 063106 0048 Rev. 00

Manufacturer: CA-M| 5.R.L.
via Ugao La Malla, 13
Fraziona Pissiro
43013 Lisnghimnc (PR)
ITALY

. CAMISRL. :
F““'uﬂt“l* \in Ligo/La Maffa. 13, Frazione Pllastro, 43073 Langhirana (PR],
ITALY

Product Various cankster, suction unit,

i anerold sphygmomanomater and
Cusogoryiies): mercury free clinical thermometer

The Certification Body of TUV SUD Product Bervic GroH deciares that the sloremantioned
manufaciurer has impiamantad o gually sssurance sysiem for the manufaciune In accondence wilh
MDD Annex V. This quality assurancs sysisn covers thase aspecis of manufaciure concermsd with
tha metrological requirements of the respeclive devices / davice categories and confafms o the
ragulraments of this Direciive. Il is subjact 19 poniodical sunsailiance, See also noles ovefieal

Report No.: [TAYIASIS0M
Valid from: 2018-08.25
Valid until; 2034-05-76
Date, 2018-09-26 f i g
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Certificate

No. Q5 063105 0045 Rev. 01

Holder of Certificate: CA-MIS.R.L.
‘Via Ugo Le Malfa. 13
Frazkang Pilagino
43013 Langhmano (FR)
ALY

Certification Mark:

ERTIFICADD ¢ CERTIFICAT

U

&

Scope of Certificate:  Design and development, production, sale and after-sules
tochnical assistance of medical equipments for surgery
|electrical and manual suction pumps), el==trlc bresst pumps,
medical devices for breathing {aerosol therapy equipments and
thermal watsr [nhaler), medicsl devices for stimulation [tens)
and related sceessories. Plecing on the market under its own
name of deviges for manltoring of vital physiologlcal parameters
[pulse oximeters, thermometers, blood pressure monitor,
sphygmomanometer and stethoscopes), incentive spirometers,
devices for | phlebology (gradusted compression medieal
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: stockings) and anti-decubitus mattress,
. Distribution of active and non-active non implantable medical
devices.
y The Cenification Body of TUV S00 Prodissl SBervice GmbH ceriifies ihal the company mantoned
11 i above has astablished and is mainianing & gualily managemant system, which meats the
; requirements of the listed standard(s). See alsa nobes ovarlesl
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Certificate

No. Q3 063105 0045 Rev. 01

Applicd Standard({s): EMIS0 134852015
Requiresnants for regulatory purposes
(180 13485:2018)
DN ENISO 134852018

Facility(ies): CA-MIS AL
Wia l:..luu Lo Malfa, 13, Frazione Pastso, 43013 Langhirana (PR),
ITALY |

Coh-ME S rl

r'-._n"ru %mdqpm Farma 34, Frozions Pilasire, 43013 Langhirano PR,
AL [

Facility(ies) Scope:

AN BRL

Vim Ugo La Malfa, 13, Frazione Pilastro. 43018 Langhiranc (PR), [TALLA

Design and development, production, sale and after-sales technical assistance of medical
equipments for surgery (efectrical and manual suction pumps), electric breast pumps, medical
devices for breathing |aerosol theragy equipments and thermal water inhaler), medical devices for
stimulation [tens| and related accessorios, Placing on the market under its own name of devices
far moniroring of vital physiological mum-q'.m {pulse cufmptees, thermormeters, blood pressure
manitars, sphygmomanometer and stethoscopes), incentive spirometers, devices for phlebology
(graduated compression medical stockings) and anti-decubitus mattress,

Distribution of gctive and non-active non implantable modical devices.

CA-Ml S R.L. |

Vi Sirada per Parma, 34, Fragione Pilastro, 43013 Langhirano Ity i
Warehouse of active and non-active non lﬂphnhhhmhm and components used in
production
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New Hospivac 400 Operuting Theatre suetion units

ORE 4103503

with FLOVACE Disposuble Liners

Sk 41038008
WRE 4} 608003
SRE 4035011
@RE 41035026
BRE 41035027

* 4} g

Emargency Dept
Cpmmting Thaaie
CanAprui S.u:ulrr
anumm
Dﬁﬂiﬁl’ﬂ N
NEW HOSFIVAC 400 has been desigied for professional aspiration
af bodily fluids, pases, tissuey or bones of the patient during or after
wirgery,  (The - state-of-the-art ofless  pump puaraniess  high
periormantes . with excellent suction capacities and max vecuim
reachable ithin o fow soconds, with no need for LT R T
A cleir daghboard along with o full range of secessories makes it thet
idoal devide for surgleal suction,

2 jars 2000 ml !1.&5“'12

2 jars 2000 1l AFootswitch FS2

2 jars 2000 m “Footswitch+ Electronic Change-Over FULL2

2 jars 4000 mi BASICY

2 1ors 000 mil Footswiich F54

2 jars 2000 ml 1 Foaswiwh+ Electonie Chnnges-Orver FLILLA

2 jars 5000 mi BASICS

2 jors S000 ml +Footswitch FS3

2 Jars S1K00 i +Footswitch- Eleciromic Change-Cver FULLS

2 purs 3 md [l.mﬂ{‘:

2 jrk 2000 nif = Foobywileh F52

2 jars 2000 0 +1-'|:|uL1.I.||||:I1 ¢ Electronk Change-Over FULL2
2 furs Iil;ﬂm] hll-'unuwhm F52

2 jars 3000 mi qastca

2 jars 3006 m! + Foouswitchr Electronic Change-Over FULL3

dars in APECH autoctavable up to 143°C gvailabie SRHL FEgbest

Liguid Collection Jars with overflow valve yyster ($1',110006)
Ex14 Silicone Tubes {autoclavable) + Conical Co i 10=11=12mm {RE 210355
Antibacterial & Hydrophobic Filter (single-patien)SP (047

Motor
Power Feeding
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Power consumption

Fuse

Duty eycle
Welght

Bize

Yenrs of Warraniy

Place of Manufbcturing
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