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Devices designed to apply positive airway pressure at two different separately adjustable levels (i.e., bi-level PAP) during each breathing cycle,
providing independent pressures during inhalation and exhalation while the patient is performing spontaneous breathing. These units are used
to assist spontaneous respiratory efforts and suppiement the volume of air a patient inspires into the lungs. Some bi-level units additionally
include a time back-up feature (known as spontaneous timing or S/T) to ensure that the appropriate amount of air is provided when it detects .

that a patient has stopped or delayed breathing. Bi-level PAP units are intended to provide noninvasive (i.e., through a nasal or ocronasal mask, Alacy 20
mouthpiece. or lipseal) positive pressure breathing assistance therapy: they are frequently used in patients suffering from restrictive thoracic
disorders (e.g.. muscular dystrophy, amyotrophic lateral sclerosis), severe chronic obstructive pulmonary disease (COPD), central sleep apnea,
-or obstructive sleep apnea (OSA). They are not intended for continuous breathing support
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Devices designed to apply positive airway pressure at two different separately adjustable levels (i.e., bi-level PAP) during each breathing cycle,
providing independent pressures during inhalation and exhalation while the patient is performing spontaneous breathing. These units are used
to assist spontaneous respiratory efforts and supplement the volume of air a patient inspires into the lungs. Some bi-level units additionally
include a time back-up feature (known as spontaneous timing or S/T) to ensure that the appropriate amount of air is provided when it detects
that a patient has stopped or delayed breathing. Bi-level PAP units are intended to provide noninvasive (i.e.. through a nasal or oronasal mask,
mouthpiece. or lipseal) positive pressure breathing assistance therapy: they are frequently used in patients suffering from restrictive thoracic
disorders (e.g., muscular dystrophy, amyotrophic lateral sclerosis), severe chronic obstructive pulmonary disease (COPD), central sleep apnea,
.or obstructive sleep apnea (OSA). They are not intended for continuous breathing support
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Manufacture Letter Read
Peciaration of Costformiity

He

Name of manufacture:
Country of origin:
Auddressi/Tel'Fax:
Facilityvfies (address):
European representative:

Declare under owur sole resporisibifity thiat gqualfity of

Name of productss:
NModel or Catalogue number:
UMDNS codec:

Classification:
IRAN A EU 1 US FDA 1 B
Classification Classification = Classificationl
(Rule:-————-aeo B (Rule:-—---omue > ITa L
c b 1 I
D 111 /'
Complies with all relevant reguirernents of:
2 FDA Rcgulation
Registration number:scocosoaasnainia: Establishment number: ... ... ... ..
ST ambevk ...
D Diirective 93742°'EEC
(Annex: ... ... )
Notiflied Body:
Applied standard(s):
Standard No Title Description

Valid until:
Date/Signature/position/Stamp manufacture:

Date/ Signature/position / Stamp representative in Iran:
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ADMINISTRATION

FEATURED

Lyme Disease

Tips to help prevent, diagnose, and treat Lyme disease, a bacterial infection transmitted by ticks to
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G1 USA, Germany, Japan
UK, France, Italy, Sweden, Denmark, Austria, Belgium, Netherlands, Norway,
G2 Switzerland, Spain, Australia, Canada
G3 Ireland, Poland, Hungary, Finland, South Korea, Taiwan
G4 others
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Medical Co., Ltd

PE Plastic Packing
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