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EN - ENGLISH

Instructions for Use for
Tracoe Twist Plus Spare Inner Cannulas

Note: Please read the instructions for use carefully. They are part of the described product and must
be available at all times. For your own and your patients’ safety, please observe the following safety
information.

Tracoe Twist Plus spare inner cannulas must only be used in combination with the corresponding
Tracoe Twist Plus tracheostomy tubes. Please read the corresponding instructions for use carefully.
They are part of the described product and must be available at all times.

1. Intended Use & Indications for Use
Tracoe Twist Plus spare inner cannulas are indicated for use only in combination with Tracoe Twist
Plus tracheostomy tube. They may be used up to 29 days.

The product is intended to be used only in combination with Tracoe Twist Plus outer cannulas of
the corresponding size. For the application refer to the instructions for use for the Tracoe Twist Plus
tracheostomy tubes.

For information on Clinical Benefit, Patient Population, Clinical Use, Intended User and Indica-
tions for Use please refer to the instructions for use of the respective Tracoe Twist Plus tracheos-
tomy tube.

Single Patient Use and Useful Life: The Tracoe Twist Plus inner cannula is for single patient use
with a useful life of 29 days. The device can be cleaned and reinserted in the same patient during
this time period.

The device should not be used for more than 29 days beginning from the initial opening of the
sterile barrier. This maximum period of use includes both patient and non-patient (e.g. cleaning)
use of the device.

Caution:
A prolonged use of the inner cannula for more than 29 days may result in material safety and bio-
compatibility issues.

2. General Description

The Tracoe Twist Plus spare inner cannulas are made of polypropylene.

The standardized 15 mm connector is permanently attached to the proximal end of the inner can-
nulas.

Image 1

The non-fenestrated models have a white locking ring and are available in packs of 3 (REF 521),
10 (REF 521-X) or 30 (REF 521-XXX) units.

The fenestrated models have a blue locking ring and are available in packs of 3 (REF 523) or 10
(REF 523-X) units.

The inner cannulas are radiopaque due to material specifications and are categorized as MR Safe.

Supplementary Products:
¢ Products, which can be used in combination with the Twist Plus tracheostomy tubes are listed
in section “Supplementary Products” of the IFU for the respective tracheostomy tube.

3. MRI Safety Information
All Tracoe inner cannulas are classified as “MR Safe”

Caution: Before using the Tracoe Twist Plus inner cannula in MRI, check the MR capability of the
respective Tracoe Twist Plus tracheostomy tube.

4. Contraindications
For the application refer to the instructions for use for the Tracoe Twist Plus tracheostomy tubes.

5. General Precautions

e When the product is used together with other medical devices, follow their respective instructions
for use. Contact the manufacturer if there are any questions, or if assistance is required.

¢ Safety precautions must be taken in case of complications during the described procedures, in order
to provide immediate ventilation through alternative airways, (e.g. trans laryngeal intubation, laryngeal
mask). This is recommended to be based on the respective applicable guidelines and standards for
patients with difficult airways, e.g. Practice Guidelines for Management of the Difficult Airway
(American Society of Anesthesiologists, 2013).

e It is strongly recommended that a ready-to-use spare tube and several inner cannulas are kept at
the patient’s bedside. Store the spare devices under clean and dry conditions.

e It is also recommended keeping an emergency spare device at the bedside in case of an
unplanned tracheostomy tube change, e.g. due to complications, a collapsed tracheostoma or sim-
ilar. The emergency spare device should be one or two sizes smaller than the device in use.The
product should be inspected for integrity and function prior to use/insertion. If the product is dam-
aged, it should be replaced with a new product.

¢ The sterile packaging and the outer packaging should be inspected for damage prior to opening.
If the packaging is damaged or has been unintentionally opened, the device should not be used.

¢ During mechanical ventilation and frequent changes of the patient’s position or manipulation of
the tube, the inner cannula may become separated from the outer cannula. Therefore, check the
connection of the inner cannula regularly.

¢ When changing the inner cannula, always ensure that the inflation line of the cuff is not posi-
tioned between the inner and outer cannulas as it may get trapped and damaged.

e Improper storage conditions may result in product or sterile barrier damage.

6. Warnings

¢ Do not use this product if the sterile packaging or the outer packaging have been compromised/
damaged, e.g. open edges, holes in packaging etc.

e Reprocessing (including re-sterilisation) is not allowed, this may influence the material and
function of the product. The products are single use only.

¢ Modifications of Tracoe products are not allowed. Tracoe will not be responsible for modified
products.

* Do not turn the 15 mm connector, as this may cause the rotation of the inner cannula inside the
outer cannula. It may lead to interruption of the air supply or dislocation of the tracheostomy tube.
Use the locking ring to loosen and re-lock the inner cannula.

* Never use fenestrated inner cannulas for ventilation.

* Regularly check that all connections are secure to prevent an inadvertent disconnection of the
tube from external equipment and ensure efficient ventilation.

¢ Keep the 15 mm connector clean and dry.
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¢ Do not use non-authorized tools to disconnect external equipment from the 15 mm connector,
as this might deform the 15 mm connector.

7. Side Effects

For typical side effects of tracheostomy tubes, ACV and cuff deflation trials refer to the instructions
for use of the Tracoe Twist Plus tracheostomy tubes.

8. Functional Description

Caution:

e Itis strongly recommended that a ready-to-use spare tube and several inner cannulas are kept at
the patient’s bedside. Store the spare devices under clean and dry conditions.

¢ It is also recommended keeping an emergency spare device at the bedside in case of an
unplanned tracheostomy tube change, e.g. due to complications, a collapsed tracheostoma or sim-
ilar. The emergency spare device should be one or two sizes smaller than the device in use.

¢ Safety precautions must be taken in case of complications during the described procedures, in
order to provide immediate ventilation through alternative airways, (e.g. trans laryngeal intubation,
laryngeal mask). This is recommended to be based on the respective applicable guidelines and
standards for patients with difficult airways, e.g. Practice Guidelines for Management of the Diffi-
cult Airway (American Society of Anesthesiologists, 2013).

8.1 Preparing the Inner Cannula

This is a sterile device, which enables use within a sterile environment.

The following functions must be checked immediately prior to use: completeness of the device. If
the device fails the initial inspection, repeat the procedure with a new device. Do not discard the
device and follow instructions provided in section “Returns and Complaints”.

1. Inspect the sterile packaging to ensure it is undamaged and all components are present.
2. Open the package and visually inspect the device for damages prior to use.
3. Verify that the inner cannula is free of obstruction and the material is not brittle or torn.

8.2 Changing the Inner Cannula
If viscous secretion collects in the inner cannula and cannot be suctioned, thus impeding the air-
flow, replace the inner cannula with a new or cleaned inner cannula.

1. Loosen the inner cannula by turning the locking ring counterclockwise and remove it.

2. If the product is damaged, do not further use the inner cannula, do not discard the inner cannula
and follow instructions in chapter “Returns and Complaints”.

3. Once a new inner cannula has been inserted into the outer cannula, lock in place by turning the
locking ring clockwise until it clicks into place (see Image 1).

Caution: When inserting the inner cannula, ensure that the inflation line of the cuff is not lying
between the inner and outer cannulas, otherwise it may get trapped and damaged.

9. Care and Cleaning

Caution:

¢ The inner cannula should not be used more than 29 days, beginning from the initial opening of
the sterile barrier.

¢ This maximum period of use includes both patient and non-patient (e. g. cleaning) use of the
device.

¢ For reasons of hygiene and to avoid a mix-up when reassembling the tube afterwards only one
outer cannula together with the corresponding inner cannula must be cleaned together.

¢ The product should be inspected for integrity and function prior to re-insertion.

Cleaning of the inner cannula is intended to remove any bodily fluids or encrustation that may
inhibit its clinical use.
Please take care to hold the inner cannula after cleaning at the 15 mm connector.

The following instruction for manual cleaning applies to all Tracoe Twist Plus inner cannula mod-
els and sizes:

1. To clean the inner cannula, rinse the devices under lukewarm (max. 40 °C/104 °F) potable water
until it is visibly clean and free of encrustations.

2. Particular attention should be taken to ensure the inside of the cannula is thoroughly rinsed.

3. For removal of residual debris brushes or swabs offered by Tracoe can be used, see “Supplemen-
tary Products™.

4. Alternatively, the Tracoe cleaning products (see “Supplementary Products”) can be used in
accordance with their respective instructions for use.

5. After cleaning, rinse the inner cannula with potable or distilled water.

6. If the inner cannula is not visually clean after rinsing then:

¢ repeat rinsing until it is visibly clean, or

* repeat the cleaning using the Tracoe cleaning products, or

 safely dispose of the inner cannula.

7. All areas of the inner cannula should be inspected, in adequate light, to ensure the device is free
of contaminants and encrustations.

8. Following the cleaning process, place the inner cannula on a clean lint-free dry towel and air dry
in an area free of airborne contaminants.

9. The inner cannula is considered dry when there is no visual evidence of residual water.

10. Finally, a visual and functional inspection prior to re-insertion should be performed to verify
that the inner cannula is not damaged (also see chapter “Preparing the Inner Cannula™).

Caution:

¢ The inner cannula should be cleaned immediately after removal from the stoma to prevent
drying of soil and contaminants.

* The frequency of cleaning must be defined by the physician but must not exceed the allowed
frequency.

¢ A maximum of 35 cleaning cycles are possible within the period of use of 29 days for the inner
cannula, otherwise biocompatibility and material stability could be impaired. For information on
cleaning frequency of the outer cannula, please refer to the instructions for use of the Tracoe Twist
Plus tracheostomy tubes.

¢ The inner cannula must never be cleaned using agents or procedures which are not specified in
this instruction.

¢ The inner cannula is single patient use. Therefore, it must be returned to the same patient.

* Failure to clean the device properly can result in damage to the cannula, an increase in air resist-
ance due to obstructions, or irritation/inflammation of the tracheal stoma.

¢ Since the upper respiratory tract is never free from microorganisms, even in healthy individuals,
we do not recommend the use of disinfectants.

10. Storage

a) Store the Tracoe products in their original packaging according to the conditions displayed on
the packaging. Do not heat the products to a temperature above 60°C.

b) Store cleaned inner cannulas in a clean covered container, within a clean and dry location, and
away from sunlight. Re-insert the inner cannula as soon as possible. Improper storage conditions
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may result in cannula damage or contamination. Do not store the cleaned devices for more than 29
days from first use.

11. Packaging

The product is provided sterile (with ethylene oxide) which allows application under sterile condi-
tions. Tracoe Twist Plus spare inner cannulas do not require a sterile environment during normal
use or cleaning.

12. Disposal

Used products are to be disposed of in accordance with national regulations, waste management
plans, or clinical procedures governing biohazardous waste materials, e.g. the direct disposal in a
tear and moisture-resistant and secure bag or container, which is routed to the local waste disposal
system for contaminated medical products.

For further recommendations, contact your hygiene officer in health facilities or the local waste
management for homecare use.

13. Returns and Complaints

If you have a complaint about the device, please contact complaint.se@atosmedical.com.

Ifit is involved in a reportable incident, as defined in local medical device legislation, additionally
contact the appropriate regulatory body in the country of use.

14. General Terms and Conditions

The sale, delivery and return of all Tracoe products shall be affected exclusively on the basis of the
valid General Terms and Conditions (GTC), which are available either from Tracoe Medical GmbH
or on our website at www.tracoe.com.

VI-TIENG VIET

Huéng dan st dung

Ong thong bén trong du phong Tracoe Twist Plus

Luu y: Vui 1ong doc k§ huéng dan st dung. Céc tai ligu huong dan sir dung nay 1a mot phén ciia
san pham dugc mo ta va phai luén duge cung cap. Vi su an toan cta chinh ban ciing nhu bénh nhan
cua ban, vui long tudn thu cac thong tin an toan sau day.

Tracoe Twist Plus chi dugc ding két hcrp v6i dng mé khi quan Tracoe Twist Plus tuong tmg. Vui
long doc ky huong dan sir dung tuong tng. Céc tai ligu huéng dan sir dung nay 1a mot phan ctia
san pham dugc mo ta va phai luén duge cung cap.

1. Muc dich st dung va huéng dan sit dung
Ong thong bén trong dy phong Tracoe Twist Plus chi duge chi dinh st dung két hop v6i dng mo
khi quan Tracoe Twist Plus. San pham nay dung dugc t6i da 29 ngay.

San pham chi duge ding két hop voi éng thong bén ngoal Tracoe Twist Plus ¢6 kich thudc tuong
ung. De bibt céch sir dung, hily tham khéo huéng dan st dung 6 ong mo khi quan Tracoe Twist Plus.
D4 biét thong tin vé Loi ich [am sang, Nhom bénh nhan, Muc dich st dung 1am sang, Nguoi dung du kién
va Chi dinh st dung, vui 1ong tham khao huéng dan sir dung dng mo khi quan Tracoe Twist Plus twong tmg.

Pham vi va thoi han sir dung: Ong thong bén trong Tracoe Twist Plus 1a loai dung cho mét be¢nh
nhan vai thoi han stir dung 1a 29 ngay. Thiét bi co thé dugc lam sach va dat lai vao cung mét bénh
nhan trong khoang thoi gian nay.

Khong nén st dung thlet bi qua 29 ngay ké tir ngay mo nip ngin vo trung Khoang thoi gian str
dung t6i da nay bao gdm ca trudng hop sir dung thiét bi cho bénh nhan va di twong khong phai 1a
bénh nhan (vi dy: vé sinh).

Thén trong
Viée str dung 0 ong thong bén trong qua 29 ngay co thé din dén céc van dé vé an toan vat liéu va kha
nang tuong thich sinh hoc.

2. M6 ta chung
Ong thong bén trong du phong Tracoe Twist Plus dugc lam bang polypropylen.
Piu ndi 15 mm tiéu chuan duge gén ¢b dinh vao du gan cua dng thong bén trong.

Cac mAu khong c6 16 thong khi ¢ khoa him mau tring va duge ban theo g6i 3 (REF 521), 10 (REF 521-X)
hoac 30 (REF 521-XXX) don vi.

Cac mau c6 16 thong khi c6 khoa ham mau xanh va dugc ban theo géi 3 (REF 523) hodc 10 (REF 523-X)
don vi.

Cac bng thng bén trong c6 tinh can quang do thong sb ky thuat vé vat lidu va dugc phan loai la
An toan trong méi truong MR.

San pham bd sung:
* Phan “San pham bd sung ctia IFU danh cho éng mo khi quan twong tmg liét ké céc san phim
¢6 thé ding két hop véi dng mo khi quan Twist Plus.

3. Théng tin vé muc dd an toan trong méi trudng chup cdng huéng tir (MRI)
Tt ca cic dng thong bén trong Tracoe déu duoc phan loai 12 “An toan trong mi truong MR”

Thén trong: Trudc khi st dung éng théng bén trong Tracoe Twist Plus trong MRI, hay kiém tra
kha nang MR cuia ong mo khi quan Tracoe Twist Plus tuong tng.

4. Chéng chi dinh ) )
Deé biét cach str dung, hay tham khao hudng dan sir dung 6ng mo khi quan Tracoe Twist Plus.

5. Bién phap phong ngifa chung

o Khisi dung san pham cung voi cac thlet biy té khac, hay lam theo huéng dan sir dung tuong
tmg. Lién hé v6i nha san xuat néu c6 thic mac hodc can ducc hd trg.

* Phai thuc hién cac bién phap phong ngtra an toan trong truong hop ¢6 bién chimg trong qua trinh
thuc hién cac thu thuat dd mo ta, dé khai thong ngay 1ap tirc qua cac duong tho thay thé (vi du nhu dat
ndi khi quan qua thanh quan, mét na thanh quan). Diéu nay duoc khuyen nghi dua trén cac hudng dan
v tiéu chuan 4p dung trong tmg cho bénh nhan c6 duong tho kho, vi du: Hudng dan thuc hanh kiém
soat duong tho kho (Hiép hoi Gay mé Hoa Ky, 2013).
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¢ Nén Chuan b sin mot dng dy phong va mét s6 dng thong bén trong & canh giwong bénh nhan.
Bao quan thiét bi du phong & noi sach s€ va kho réo.

. Cung nén dé mot thiét bi dw phong khén cép ¢ canh giudng bénh nhan dé phong trudong hop phai
thay 6ng m¢ khi quan ngoai y muon, vi du do bién chung, xep khi quan hodc tuong tu. Thiét bi du
phong khén cap pha1 nho hon mot hoac hai ¢& so véi thiét bi dang st dung. San pham phai dugc
kiém tra xem c6 con nguyen ven va hoat dong ding cach khong trude khi sir dung/dét vao. Néu san
phim bi hu hong thi nén thay thé bang san pham mai.

o Trude khi ma, phai kiém tra xem bao bi vé tring va bao bi bén ngoai ¢6 bi hu hong khong. Néu
bao bi bi hu hong hogc vo tinh bi m¢ ra thi khong nén sir dung thiét bi.

* Trong qua trinh thong khi co hoc va thay déi thuo‘ng xuyén vi tri cia bénh nhan hodc thao tac
d01 véi ong, ong thong bén trong c6 thé bj tach khoi dng thong bén ngoai. Do d6, hdy thuong xuyén
kiém tra két noi cua ong thong bén trong.

 Khi thay ong thong bén trong, hay luén dam bao rang duong bom khi ciia bong chén khong ndm
gilra ong thong bén trong va ong théng bén ngoai vi n c6 thé bi ket va hong.

+ Néu khong dugc bao quan trong diéu kién phit hgp, san pham hodc 16p bao vé vé tring c6 thé
bi hu hong.

6. Canh bao v

¢ Khong st dung san pham nay néu bao bi v6 tring hodc bao bi bén ngoai bi hu hong/bi rach,
vi du nhu ¢6 mép ha, ¢6 16 trén bao bi, v.v.

e Khong duoc phép tai ché (bao gom ca vo trung lai) vi dleu nay c6 thé anh huong dén vat lidu va
chtrc nang cua san pham San pham chi dugc sir dung mot lan.

* Khong dugc phep sira dbi san pham Tracoe. Tracoe s& khong chiu trach nhiém déi voi cac san
phim da dugc stra d01

s Khong xoay d4u ndi 15 mm vi diéu nay c6 thé khién & ong thong bén trong quay vao bén trong
ong thong bén ngoai. Tinh trang nay c6 thé lam gian doan ngudn cap khong khi hodc lam léch ong
mo khi quan. Sur dung khoa ham dé noi long va khoa lai 6 ong thong bén trong.

e Tuyét dbi khong str dung ong thong bén trong co lo thong khi de thong khi.

e Kiém tra thuong xuyen dé dam bao tét ca cac két ndi da chic chin va tranh vo tinh ngit két ndi
dng khoi thlet bi bén ngoai ciing nhu dam bdo thong khi hi¢u qua.

« Giir ¢du ndi 15 mm sach va kho.

. Khong dung céc cong cu khong duge phép dé ngt két ndi thiét bi bén ngoai khoi dau ndi 15 mm
vi diéu nay c6 thé 1am bién dang dau ndi 15 mm.

7. Tac dung phu
Dé biét cac tic dung phu dién hinh khi thir nghlem Sng mé khi quan, ACV va xa xep bong chén,
hay tham khao huéng dan st dung éng mé khi quan Tracoe Twist Plus.

8. M6 ta chiic néang

Thén trong:

e Nén chuan bi sin mot dng dw phong va mot s6 dng thong bén trong & canh giwdng bénh nhan.
Bao quan thiét b du phong & noi sach s€ va kho réo.

. Cung nén dé mot thiét bi dw phong khén cép ¢ canh giudng bénh nhan dé phong trudong hop phai
thay 6ng m¢ khi quan ngoai y muon, vi du do bién chung xep khi quan hoac tuong tu. Thiét bi du
phong khan cap pha1 nho hon mot hoac hai cd so véi thiét bi dang str dung

¢ Phai thuc hién cac bién phap phong nglra an toan trong trudng hop co bién chung trong qua
trinh thue hién céc thu thuat da mo ta, dé khai thong ngay 1ap tic qua cac duong tho thay thé
(vi du nhu dat ndi khi quan qua thanh quan, mat na thanh quén). Didu nay dugc khuyén ngh1 dua
trén cdc hudng dan va tiéu chuén 4p dung twong tng cho bénh nhén c¢6 dudng thé khé, vi du:
Hué6ng din thuc hanh kiém soat dudng tho kho (Hiép hoi Gay mé Hoa Ky, 2013).

8.1 Chuan bi o'ng thong bén trong

Pay la mot thlet bi vo trung, co thé sir dung trong méi truong vo trung.

Céc hang muyc sau day phal duge kiém tra ngay trudce khi sir dung dé dam bao thiét bj da hoan thién.
Neu thiét bi khong dat yéu cAu kiém tra ban dau hay lap lai quy trinh v(n thiét bi méi. Khong thai bo
thiét bi, ddng thoi 1am theo hudng din trong phin “Hoan tra va khiéu nai”

1. Kiém tra bao bi vé trung dé dam bao bao bi khong bi hu hong va co day du cac thanh phan.
2. Mo goi hang va kiém tra truc quan xem san phim ¢6 bi hur hong khong trude khi sir dung.
3. Kiém tra xem 6ng thong bén trong c6 bi tic nghén khong va vat liéu khong bi gion hogc rach.

8.2 Thay 6ng thong bén trong i
Néu dich nhét tich tu trong ong thong bén trong va khong hit dugc, 1am can tré luong khong khi,
hay thay ong thong bén trong bang mdt 6ng mdi hoac da dugc lam sach.

1. N6i long ng thong bén trong béng cach  xoay khoa ham nguoc chidu kim dong ho va thao ra.
2. Néu san pham bi hong, khong str dung ong thong bén trong nua khong virt bo dng thong bén
trong va lam theo huéng dan trong chuong ‘Hoan tra va khiéu nai”

3. Sau khi dua éng thong bén trong méi vao éng thong bén ngoai, hay khoa ¢ dinh bang cach xoay
khoa ham theo chidu kim ddng ho cho dén khi khop vao dung vi tri (xem Hinh 1).

Théan trong Khi dura éng thong bén trong vao, hdy dam bao ring duong bom khi ctia bong chén khong
nam giira 6ng thong bén trong va dng thong ben ngoai, néu khong dng théng co thé bi ket va hong.

9. Cham séc va vé sinh

Thén trong:

. Khong dugce su dung ong thong bén trong qua 29 ngay, tinh tir ngay m¢ nép ngdn vo trang 1dn dAu tién.
¢ Khoang thoi gian str dung toi da nay bao gom ca truong hop sir dung thiét bi cho bénh nhan va
dbi twong khong phai 1a bénh nhan (vi du: v¢ sinh).

e Vi ly do v€ sinh va tranh nhim 14n khi lap lai éng sau do, chi cdn vé sinh mot dng thong bén
ngoai va ong thong bén trong mung ung cung lac.

* Can kiém tra xem san phdm c6 con nguyén ven va hoat dong ding cach khong trude khi dit lai dng.

Vige vé sinh dng théng bén trong nhim muc dich loai bé moi dich co thé hodc can béan trong co thé
6 thé can tro vige sur dung Ong thong trong 1am sang.
Hay giit chit ong théng bén trong sau khi vé sinh & dau ndi 15 mm.

Hudéng din vé sinh thi cong sau day 4p dung cho tit ca cdc miu va kich ¢& dng thong bén trong
Tracoe Twist Plus:

1. bé lam sach 0 ong théng bén trong, hay rira sach thiét bi dudi voi nude am (t6i da 40°C/104°F)
cho dcn khi thiét bi sach hoan toan va khong con cin ban.

2. Can dac biét chu y rira sach bén trong ong thong

3. De loai bo cdc manh vun con s6t lai, c6 thé sir dung chdi hodc tim bong do Tracoe cung cAp, xem
phan “San pham b6 sung”.

4. Ngoa1 ra, c6 thé str dung céc san pham vé sinh Tracoe (xem phan “San phim bé sung”) theo hudng
dan str dung tuong u'ng

5. Sau khi v¢ sinh, rtra sach 6 Sng thong bén trong bing nude ubng hodc nude cat.

6. Néu dng thong bén trong khong sach sau khi rira thi:

« rira lai cho dén khi thdy sach han, hodc

lap lai quy trinh vé sinh bang cac san phdm vé sinh Tracoe, hodc

thai bo ong thong bén trong mot cach an toan.

Tracoe Medical GmbH
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7. Can kiém tra toan by khu vyc cta éng thong bén trong trong diéu kién du anh sang dé dam bao
thiét bi khong bi nhiém ban va déng can.

8. Sau khi v¢ sinh, hay dat dng thong bén trong 1én khin khé sach, khong xo va phoi khd & noi
khong c6 chat gy 6 nhiém trong khong khi.

9. Ong thong bén trong dugc coi la kho khi khong nhin thay nude con sot lai.

10. Cu01 cung, can phai kiém tra bang mét thuong va kiém tra chirc nang trude khi dit lai dé chéc
chén éng théng bén trong khong bi hong (xem thém chuwong “Chuan bi éng thong bén trong™).

Than trong:

. Can phal vé sinh 0 6ng thong bén trong ngay sau khi ldy ra khoi 16 mo khi quan dé tranh lam kho
can ban va tap chit.

« Tan suat v¢ sinh phdi do bac si chi dinh nhung khong duge vuot qué tan suat cho phép.

e Co the thue hién tdi da 35 chu ky vé sinh trong thoi glan s dung 29 ngay dbi voi ong thong bén
trong, néu khong khd ndng tuong thich sinh hoc va do 6n dinh ctia vt li¢u c6 the bi suy giam. Dé
biet th(‘)ng tin v€ tan suat vé sinh ong thong ngoai, vui long tham khao hudéng dan sir dung ong mé
khi quan Tracoe Twist Plus.

* Khong dugc v¢ sinh 6 dng thong bén trong bang cac chat hodc quy trinh khong dugc néu trong
hudéng dan nay.

e Ong thong bén trong chi ding cho mgt bénh nhan. Do dé, phai dat lai 0 ong nay cho chinh bénh
nhan do.

* Viéc khong vé sinh thiét bi dung cach c6 thé 1am hong 6ng thf)ng, can trg khong khi luu thong
do tinh trang tic ngh&n hodc tang kha nang kich tg/viém 15 khi quan.

e Viduong ho hap trén lic nao cling c6 vi sinh vét, ngay cd ¢ nhitng nguoi khoe manh, nén ching
t6i khong khuyén khich sir dung chat khir trung.

10. Baoquan

a) Bao quan san pham Tracoe trong bao bi gbc theo dung didu kién ghi trén bao bi. Khong dun
néng san pham 0 nhiét do trén 60°C.

b) Bao quan ong thong bén trong da dugc vé sinh trong ‘hop dung co nép sach, & noi sach s&, kho
rdo, tranh anh nang. it lai ong thong cang sém cang t6t. Didu kién bao quan khong phu hop c6
the lam hong hodc lam ban éng thong. Khong bao quan thiét bi da dugc vé sinh qua 29 ngay ké tir
lan sir dung dAu tién.

11. Bao bi

San phim duoc tiét tring (bing ethylen oxit) nén co thé st dung trong diéu kién vo tring. Ong thong
bén trong du phong Tracoe Twist Plus khong yéu cau moéi truong vo trung trong qua trinh str dung hodc
v¢ sinh thong thuong.

12. Thai bé

Céc san pham da qua st dung phéi duogc thdi bo theo cdc quy dinh qubc gia chuong trinh quén ly
chét thai hogic cac quy trinh 1am sang quan Iy chat thai nguy hai sinh hoc, vi dy nhu thdi bo truc tiep
trong t0i hodc thung chira chong rach, chong am va an toan, sau do chuyén dén hé théng xtr Iy chét
thai tai dia phuong danh cho cic sin phim y té bi nhidm ban.

Dé biét thém céc khuyén nghl khi st dung tai nha, hay lién h¢ v6i nhén vién phuy tréch v€ sinh tai
o' 56y t& hodc co quan quan 1y chét thai tai dia phuong.

13. Hoan tra va khiéu nai

Neu ban mudn khiéu nai ve thiét bi, vui long lién h¢ theo dia chi complamt se@atosmedical.com.
Neu thiét bi co lién quan dén mot sw ¢6 co thé béo céo, theo dinh nghia cua lut danh cho thiét b
y té tai dia phuong, hay lién hé thém véi co quan quan 1y thich hop tai qudc gia sir dung.

14. Piéu khoan va diéu kién chung

Vigc ban, giao hang va hoan tra moi san pham ctia Tracoe s& duge thyc hién dya trén cac Piéu
khoan va dieu kién chung (GTC) hi¢n hanh, c6 san tai Tracoe Medical GmbH hoac trén trang web
cua chiing t6i tai www.tracoe.com.

Symbols

Manufacturer; Nha san xut

Country of manufacture with date of manufacture;
Qudc gia san xuat cung ngay san xuat

Use-by date; Han sir dung

Batch Code; Ma 16

Medical Device; Thiét bi y té

Instructions for use; Huéng dan sir dung

Caution, consult instructions for use; Than trong, tham khao huéng
dan str dung

Federal (USA) law restricts this device to the sale by or on the order
of a physician

Single Patient - multiple use; St dung nhiéu Ian cho mét bénh nhéan

Sterilized using ethylene oxide; Tiét tring bang Etylen oxit

Do not resterilize; Khong tiét trung lai

Do not use if package is damaged; Khong str dung néu bao bi bj hu
hong

Peel here; Boc tai day

Keep away from sunlight and keep dry; Bao quan ¢ noi kho réo va
tranh 4nh nang mat troi

—
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Storage temperature limit; Gigi han nhiét d¢ bao quan

Single sterile barrier system; Hé théng rao can vo trung don

Single sterile barrier system with protective packaging outside;
He¢ thong rao can vo trung don vdi bao bi bao v¢ bén ngoai

Not made with phthalates (e.g. DEHP); Khong 1am bing phthalate
(vi du: DEHP)

Not made with Natural Rubber latex; Khong 1am bing Latex cao su
tu nhién

Packaging Content; Thanh phin trong bao bi

MR safe; An toan trong méi truong MR

Triman symbol and Infotri for France; Biéu tuong huéng din phan
loai va tai ché cho thi trudng Phap

Packaging is recyclable; Bao bi ¢6 thé tai ché

Recycling guidelines; Huéng dan tai ché

Tracoe Medical GmbH

info-tracoe@atosmedical.com

At

tosmea

oS

cal.com
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