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DESCRIPTION

The Tracheostomy Tube is supplied sterile with a 15mm connector. The tube is inserted into the patients trachea
via a s mall s urgical opening i n t he t hroat. The Tracheostomy i s performed f or s hort t erm or l ong t erm
ventilation, p atients i n I ntensive Care Units who r equire l ong t erm v entilation a re v entilated v ia t he
Tracheostomy tube.

MODELAND SIZE

Category
Model
Code

Model description Size(ID)

Standard
Tracheostomy

Tube

TT-P1 Standard, Uncuffed

3.0 3 .5 4  .0 4 .5 5  .0 5 .5 6  .0 6 .5
7.0 7  .5 8 .0 8  .5 9 .0 9  .5 1 0.0

TT-P2 Standard with cuff

TT-P3 Standard with AccuCuff™

TT-P4 Standard with cuff(PU)

TT-P5 Standard with AccuCuff™(PU)

Tracheostomy
Tube

Reinforced

TT-J1 Tracheostomy tube Reinforced(Uncuffed)

3.0 3 .5 4  .0 4 .5 5  .0 5 .5 6  .0 6 .5
7.0 7  .5 8 .0 8  .5 9 .0 9  .5 1 0.0

TT-J2 Reinforced with cuff

TT-J3 Reinforced with AccuCuff™

TT-J4 Reinforced with cuff(PU)

TT-J5 Reinforced with AccuCuff™(PU)

Tracheostomy
Tube with
subglottic
suction port

TT-X2
Tracheostomy tube with subglottic suction
port

6.0 6 .5 7  .0 7 .5 8  .0 8 .5 9  .0 9 .5
10.0

TT-X3
Tracheostomy tube with subglottic suction
port and AccuCuff™

TT-X4
Tracheostomy tube with subglottic suction
port (PU)

TT-X5
Tracheostomy tube with subglottic suction
port and AccuCuff™(PU)

Extra-Length
Tracheostomy
Tube with
subglottic

TT-XC2
Extra-Length tracheostomy tube with
subglottic suction port 6.0 6 .5 7  .0 7 .5 8  .0 8 .5 9  .0 9 .5

10.0
TT-XC3

Extra-Length tracheostomy tube with
subglottic suction port and AccuCuff™
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suction port
TT-XC4

Extra-Length tracheostomy tube with
subglottic suction port (PU)

TT-XC5
Extra-Length tracheostomy tube with
subglottic suction port and AccuCuff™(PU)

V Cuff

TT-VP8 Standard with cuff(PU) (V Cuff)
3.0 3 .5 4  .0 4 .5 5  .0 5 .5 6  .0 6 .5
7.0 7  .5 8 .0 8  .5 9 .0 9  .5 1 0.0

TT-VJ8 Reinforced with cuff(PU)(V Cuff)

TT-VX8
Tracheostomy tube with subglottic suction
port (PU) (V Cuff) 6.0 6 .5 7  .0 7 .5 8  .0 8 .5 9  .0 9 .5

10.0
TT-VXC8

Extra-Length tracheostomy tube with
subglottic suction port (PU) (V Cuff)

INTENDED USE

It is used to establish artificial airway after performing emergency tracheostomy.

PATIENT GROUPS

Children, adults.

INTENDED USERS

Professionally trained doctors or clinical nurses.

INDICATIONS

a) L aryngeal obstruction

Patients with acute l aryngitis, edema of t he l arynx, l aryngeal and hypopharyngeal t umors, diphtheria,
abduction paralysis of vocal c ord, c icatricial s tenosis of l arynx a nd t rachea, a nd dyspnea c aused by
compression of adjacent organs or larynx and organs.

b) R etention of secretions in the lower respiratory tract

Retention of secretions i n t he l ower respiratory t ract caused by coma (craniocerebral t rauma, barbiturates

and other drug poisoning), Guillain-Barre s yndrome, t etanus, poliomyelitis and other neurological and

muscular disorders; Obstruction o f l ower r espiratory s ecretions a fter t horacic t rauma, s pinal t rauma

(paralysis), or various surgeries i n order t o suck sputum and keep airway unobstructed, t racheostomy can

be considered.

c) P reventive tracheostomy
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For some patients who had head and neck surgery, oral and maxillofacial surgery and pharyngeal surgery,

tracheostomy can be performed preoperatively or after s urgery when t he airway i s block d  ue t o t he

postoperative d efects, t issue s welling, h emorrhage a nd o ther f actors c aused b y n erve, muscle, j aw

function and surgical trauma.

d) R emoval for the foreign bodies in respiratory tract

If t he foreign bodies i n respiratory t ract failed t o be removed by forceps under endoscope, i t i s estimated

that t here i s a r isk o f a sphyxiation when r etaken, o r t here i s n o e quipment a nd t echnology f or

tracheoscopy, the trachea foreign body can be removed by tracheostomy.

e) R espiratory insufficiency or respiratory failure

Respiratory i nsufficiency or r espiratory f ailure due t o various r easons. Such a s t rauma or a nesthesia

surgery c aused b y r espiratory d ysfunction o r r espiratory f ailure, p ulmonary e dema, p neumothorax,

hemopneumothorax, e tc. Chronic l ung d iseases ( chronic b ronchitis, c hronic e mphysema, COPD);

Pulmonary heart disease, pulmonary cardio-encephalopathy, etc.; Respiratory f ailure caused by s hock,

hypersensitivity, p oisoning, e tc., s uch a s a cute r espiratory d istress s yndrome, r equiring mechanical

ventilation and suction of secretions and blood sputum of the lower respiratory tract.

CONTRAINDICATIONS

a) A cute surgical tracheal management

b) I t is forbidden to use percutaneous dilatational tracheostomy for children

c) U nable to mark the physiological anatomical position with certainty

d) L ocal lesion in neck

e) C oagulation dysfunction

f) O  bese patients with short and thick necks

COMBINATIONS

Devices used i n s urgery: disposable i nterventional s urgery kit ( open operation), s calpel, s tylet ( assist

product i nsertion when i ntubation i s difficult), syringe ( inflate t he cuff), anesthesia machine ( anesthesia

gas was introduced through tracheotomy intubation for surgical anesthesia).

Devices used during ventilating: ventilator ( to provide oxygen t o t he patient while monitoring various
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parameters d uring b reathing), d isposable s uction t ube ( to s uck s putum t o p revent o bstruction o f

tracheostomy tube).

WARNING/PRECAUTIONS

1) S terile product. Sterilized by Ethylene Oxide.

2) S ingle use only. Do not re-sterilize or reuse which will cause cross infection.

3) I t is strictly prohibited to use if the package is damage, leakage, exceeds the expiry date or containing

foreign matter.

4) A fter u se, t he product s hould be c ompletely s crapped. And t he products s hould be c ompletely

scrapped, and put i nto t he disposable product waste designated by t he hospital, which will be t reated

by the hospital in accordance with local laws and regulations.

5) I f use cuffed products, please t ry t o fill t he cuff prior t o use and observe whether t here i s l eakage. If

there is air leakage, it is strictly prohibited to use.

6) T racheostomy Tube ( standard/reinforced) i s suitable f or adult and children, clinicians should select

appropriate size according t o t he patient's age, gender and other specific conditions. Products with

cuff pressure indicator are only suitable for adults.

7) T racheostomy T ube with s ubglottic s uction p ort a nd E xtra-Length T racheostomy T ube with

subglottic s uction p ort a re s uitable f or a dults, a nd c linicians s hould s elect a ppropriate s izes o f

Tracheostomy Tube according to the patient's age, gender and other specific conditions.

8) B efore using Tracheostomy Tube with subglottic suction port or Extra-Length Tracheostomy Tube

with s ubglottic s uction p ort), t he s uction t ube s hould b e t ested t o e nsure t he s uction t ube i s

unobstructed.

9) I n case of allergic reaction, please contact the doctor in time.

10) The duration of body contact of Tracheostomy Tube should be less t han 7 days. For cuffed products,

the cuff pressure should be checked per hour.

11) This product s hould only be used by professionally t rained doctors and clinical nurses. Read t he

instructions carefully before use.

12) It i s used by respiratory, anesthesiology, emergency and i ntensive care unit ( ICU) physicians i n t he

medical sector to establish artificial airway.
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13) Do not use t he Reinforced Tracheostomy Tubes during MRI scan. ( Note: Tracheostomy t ubes with

reinforced s pring c an produce displacement, a rtifact,heat generation, a nd magnetic t orsion f orces

under MRI, which can be life-threatening in severe cases).

14) Syringes, 3-way stopcocks or other l ure t ip devices should not be l eft i nserted i n t he cuff pressure

indicator or check valve for a long time for the leakage of cuff.

15) Do not use a l aser near t he t racheostomy t ubes as t his may cause combustion and i njury. (  Note:

Contact o f t he b eam o r e lectrode with t he t racheostomy t ube, e specially i n t he p resence o f

oxygen-enriched or nitrous oxide containing mixtures could result in the rapid combustion of the tube

with harmful thermal effects and with emission of corrosive and toxic combustion products including

hydrochloric acid (HCI).)

PRE-USE CHECKS:

1. D o not use this product unless these checks are fully satisfactory.

2. D evice is supplied sterile if packaging is unopened, undamaged and within shelf-life date.

3. V isually check whole device for completeness, discolouration, damage and flaws.

4. T est inflate cuff (if applicable)prior to use – do not over inflate

Check against leaks and herniation of the cuff and leaks from the inflation valve.

Check that the airway tube is clear with no blockage or occlusion

5. I n the unlikely event of pre-use check failure, do not use but return to supplier for inspection.

DIRECTION FOR USE

These directions are general guidelines intended for use by qualified medical personnel. Any i nstructions,
indications and contraindications given are not exhaustive and i t i s t he clinician’s responsibility t o ensure
the safe, correct use of this product.

a. I  t should be operated and used by the doctor or clinical nurse who has been trained professionally.

b. D isposable medical gloves should be worn during i nsertion, and t he gloves should be discarded after

insertion to prevent cross-infection.

c. C  hoose the appropriate size of tube. Before use, a doctor or nurse should check the packaging for any

damage. Then open t he package, t ake out the t ube, and i nject gas i nto the cuff (if any) with a syringe

to observe whether t here i s any l eakage. If t here i s no air l eakage, deflate t he cuff ( if any) until t he

cuff is flat and close to the wall of the tube.
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d. I nsert t he t ube i nto t he patient using correct medical t echnique (the user should avoid t he cuff being

broken by foreign bodies, and the broken cuff may result in tube dislocation and VAP).

e. A  fter insertion in place, firm the tube with a fixed belt to prevent it from falling off or shaking freely.

f. I  nflate t he cuff with a syringe and observe t he pilot balloon t o prevent excessive i ntracuff pressure.

Inflate t he cuff with a s yringe and observe t he cuff pressure i ndicator ( if any) i f t he black l ine i s

located i n t he green area , t hat i s as t he safe pressure.(For V Cuff series, deflate before i nsertion and

there is no need to inflate)

g. N  ote: When using t he s yringe t o i nject air i nto t he cuff pressure i ndicator, you need t o t urn t he

syringe forward and rotate 90° to the right.

h. W ithdraw t he i ntroducer a nd c onnect t he t racheostomy t ube c onnector with t he r espiratory

equipment.

i. U  se the chest X-ray to observe the exact position of intubation

j. B  efore extubation, completely deflate t he cuff, so t he black l ine of cuff pressure i ndicator i s l ocated

near t he white l ine ( if a ny). ( This Article i s s uitable f or S tandard T racheostomy T ube a nd

Tracheostomy Tube Reinforced)

k. B efore extubation, the secretions above the cuff should be cleaned through the suction connector, and

then t he gas i n t he cuff should be completely r eleased, t hat i s, t he black l ine of t he cuff pressure

indicator i s l ocated near t he white l ine (if any). (This Article i s suitable for Tracheostomy Tube with

subglottic suction port and Extra-Length Tracheostomy Tube with subglottic suction port)

SHELF LIFE

5 years

Duration

Less than 7 days

STORAGE CONDITIONS

Store product inside containers or outer boxes in a clean, dry area.

Storage should be within a temperature range of 10–30⁰ C .

Do not expose to direct sunlight or UV light.
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Made in China
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MEANING OF SYMBOLS ON PACKAGE

Do not re-use M                                 anufacturer

Use-by date D                                  ate of manufacture

Batch code
Authorized r  epresentative i  n

the European Community

Sterilized using ethylene oxide K                   eep away from sunlight

Do not use if package is damaged K                 eep dry

Consult instructions for use C                      atalogue number

Caution D                                     oesn’t contain DEHP

CE marking of conformity L                     atex free

This way up F                                 ragile,Handle with care
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MR Safe M                                    R unsafe

MR Conditional

TIANJIN MEDIS MEDICAL DEVICE CO., LTD.

Add: No.15-A, Saida One Avenue, Xiqing Economic Development Area, 300385

Tianjin, P.R. China

Tel: +86-22-83963862

Fax: +86-22-83988486

www.medis-medical.com

Shanghai I    nternational H    olding Corp. GmbH (Europe)

Add: Eiffestrasse 80, 20537 Hamburg ,Germany

Tel: +49-40-2513175

Fax:+49-40-255726

Release date: 4/6/2021

Revision date: 7 /9/2025
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