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KAN TRACHEOSTOMY TUBES
INSTRUCTIONS FOR USE
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Introduction
The instructions are intended for doctors, nursing staff and the patient (hereinafter referred to as the users), in order
to ensure safe and correct use of KAN tracheostomy tubes both in healthcare facilities and in domestic conditions.

Read the instruction for use before first use of the device!

The packaging of the tracheostomy tube must be kept for the entire period the tube is used, due to the identification
data and the device data on the label.

Users have to be trained by professional medical staff on the use of the device.

KAN tracheostomy tubes and KAN tracheostomy short tubes from SUMI are intended for use only by one patient.
Multiple uses of the device for one and the same patient are allowed.

The maximum usage time of one tube will not exceed 29 days.

It is recommended that the tubes be replaced and cleaned frequently, especially internal cannulas. Preferably by
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Indications

The KAN tracheostomy tubes are intended for patients after tracheotomy.

Contraindications

Do not use if the patient is allergic to the materials used.

Attention!!!

For mechanical ventilation, it is recommended to use tubes with cuff.

Fenestrated tubes should be used during ventilation only after consultation with a doctor.

Tubes with a speaking valve must not be used in patients after laryngectomy (without a larynx).

Product description

The set of sterile KAN tracheostomy tubes and short tracheostomy tubes contains the following elements:

medical staff Drawing Name Application and properties
If damages, cracks or deformation occur during handling, replace the tube or damaged component. KAN tracheostomy Ofuter tTacheost.omy fube made
Damaged device components or tubes must not be used. tulbe of medical qualfty PVC
In order to avoid confusion with tube selection and easier identification, each tube size is marked with a suitable color without cuff
print on the flange. The device is latex free.
The device in its original, undamaged packaging is sterilized by ethylene oxide. The device must not be resterilized.
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Instructions for use

Tube insertion

The tracheotomy procedure should be performed by a surgeon or a laryngologist.

The use of sterile dust-free disposable gloves is recommended during the entire procedure.

1. Remove appropriately sterile tracheostomy tube from intact sterile packaging.

2. Ensure that the set is complete and functions properly.

3. Check that no damage, crack or separation of individual components occurred during transport and storage.
Damaged tubes must not be used.

4. Check if the connector matches the respiratory tube, using a cannula with a 15 mm connector or just the 15
mm connector.

5. Insertthe obturator into the tube and check if it is easily removed from the tube.

6. Insertthe cannula into the tube and check if it is easily removed from the tube.

7. Inthe case of tubes with cuff, check the cuff and the pilot balloon and the valves of each tube by filling the cuff,
using a suitable instrument, with a test pressure of 50 cm H20 and observing it for 1 minute. After establishing
the cuff is airtight, empty it completely.

8. Before inserting the tube into stoma, check the position of the obturator inside the tube, so that its end closes
the distal end of the tube. Keep the obturator in the correct position using a thumb during the entire tube
insertion process. The obturator is also locked in the tube with a ring.

. After inserting the tube into the trachea and verifying its correct positioning, remove the obturator.

10.  Insertthe cannula with the 15 mm connector in the tube and attach it with the connecting plug.

The cannula may also be omitted, in order not to reduce the inner diameter of the tube, in which case use only
the 15 mm connector on the pipe collar, securing it with a locking ring.

11. Ifrequired by the procedure, connect the tube to the respirator.

12.  Ensure that the tube rests in the stoma without undue excessive tension.

13.  Inflate the cuff to a minimum pressure that ensures a seal. Under typical conditions it is in the range of 20 cm
H20 to 30 cm H20.

14, After inflating the cuff disconnect the inflation instrument from the valve.

15.  Place a sterile gauze dressing or a pad under the tube flange.

16.  Use the neck strap to attach the tube to the patient's neck. The neck straps must be tied tight enough so that
the tube does not fall, and loose enough that the neck is not compressed.

Attention!!!

The cuff must not be overinflated, as this may damage the delicate walls of the trachea.

The cuff pressure typically changes over a longer period, due to the diffusion of gases through the cuff walls. It is
therefore recommended to monitor the cuff pressure on a regular basis.

Removing the secretions

Should viscous secretions collect in the internal cannula, and it is not possible to suction them or remove them by
coughing, then you should remove the inner cannula, insert the spare cannula, and then clean the removed cannula
and prepare it for the next use. There is no need to replace the entire tube in this case.

Maintaining open fenestrated holes
If a fenestrated tube with a replaceable cannula remains in the patient for a longer period, it is necessary to regularly
check that the fenestrated holes are not obstructed by mucus. If necessary, replace the entire tube.

Speaking
In order to allow the patient to talk, a fenestrated tube with fenestrated cannula and a speaking valve should be used.

Attention!!!

Do not use fenestrated tubes with a speaking valve in patients with laryngeal stenosis, paralysis of vocal cords,
tracheal stenosis, airway obstruction and respiratory tract infections.

Only conscious patients who can breathe spontaneously can use tubes with speaking valve.

Always remove the speaking valve before sleep.

In case of a strong cough or a shallow breath, remove the speaking valve to allow the patient to breathe freely.

Closing the fenestrated tube in order to weaning the patient from the tube

Attention!!! The closing of the tube with a decannulation cap or decannulation screw cap will only be carried out by
trained medical personnel.

Before attempting to dishabituate the patient from using the tube, make sure that the upper respiratory tract is clear
and that the patient can breathe spontaneously.

When the tube is being closed, the patient's condition must be monitored closely. The decannulation cap

is placed on the cannula or on the plug with 15 mm connector.

The decannulation screw cap is screwed onto a tube equipped with a cannula with a cone.

If the patient exhibits symptoms of shallow, short breathing, it is absolutely required to open the tube.

Attention!!! The use of decannulation caps with non-fenestrated tubes is not allowed.

Removing the tube

Before removing the tube, remove the additional equipment such as the speaking valve or the protective plug, heat-
moisture exchanger.

In the case of an unstable stoma a second spare tube should be prepared before removing the tube, and inserted
immediately to avoid the collapse of the stoma.

It might be necessary to suction the secretions before removing the tube.

The suction is performed with a catheter introduced through the tube, while the tube is being pulled out of the trachea.
The removal of the tube should be performed with the patient's head slightly tilted back.

In the case of tubes with cuff, it is recommended to insert a suction catheter through the tracheostomy tube and then
to completely remove the air from the cuff using a syringe. In this way, the accumulated secretions may be suctioned
without any effort and without causing a cough. When the air is completely removed from the cuff, the tube can be
safely removed.

Cleaning

1. Thoroughly wash the tube or cannula with an aqueous solution of sodium bicarbonate or an aqueous solution
of Schulke Perform, in accordance with manufacturer's instructions, removing thoroughly any visible internal
contamination with a single-use disposable cleaning swab, consisting of a shaft and a lint-free polyurethane
sponge.

2. Contaminants which are difficult to remove should be cleaned using a soft bristle brush.

Attention!!!

The SUMI products may not be washed with brushes with sharp bristles, due to the danger of “scratching” of the
tube, which may lead to increased bacterial growth on the tube walls.

The SUMI products must not be washed with commercially available household detergents, with denture cleaning
products nor with alcohol.

Itis not allowed to subject it to boiling or steam sterilizing (wet heat).

3. Afterwards the device should be rinsed with potable water.

4. When washing tubes with cuff, special caution must be taken when cleaning the delicate cuff. Do not allow
water, cleaning agent or disinfectant penetrate into the filling valve or the cuff itself.

5. Thoroughly dry the tube and the cannula. Do not wipe with cloths and any other materials leaving lint.

6.  Check if the device is not damaged; if damaged - dispose.

Disinfecting

The manufacturer does not recommend the use of disinfectants, because the upper respiratory tract, also in healthy
humans, is not free of bacteria.

If it turns out that disinfection is necessary, then it should be carried out with, e.g. Schulke Perform or Opticit, in
accordance with the manufacturer's recommendations. Afterwards the device should be rinsed with sterile saline
solution.

Attention!!!
Under any circt do not use disi releasing chlorine, containing strong alkalis or phenol derivatives.
Itis forbidden to heat the tubes, cannulas and accessories above 65°C.

It is recommended that spare tubes and sterile internal cannulas are available atall imes in their original packaging
or washed, stored in suitable packaging to prevent contamination.

Spare tubes and internal cannulas must always be kept clean and dry.

Residues of cleaning and disinfecting agents on the tracheostomy tube may result in irritation of the mucous
membranes or other negative impact on the patient's health.
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Storage
Sterile, spare tubes and currently unused washed tubes will be stored in a dry environment, protected against dust,
sunlight, at temperature 5°C-40°C.

Precautions

1. The tracheostomy patient may use the tracheostomy tube only when it has been prescribed by a doctor.

2. The patient's doctor selects the correct tube shape and size for the patient and decides on what additional
accessories may be used.

3. Theinsertion ofthe tracheostomy tube through the tracheostoma to the trachea always increases air resistance
(because of the position of the tracheostomy tube in the trachea and its small inner diameter).

4. Ifthe dyspnea persists, the patient should immediately call a nurse or a doctor. In most cases strong coughing
of the secretion or suctioning of the respiratory tract is effective.

5. Donot, in any case, plug the end of the tube with a speaking valve or a sealing plug, or a similar object without
ensuring that the patient can breathe spontaneously.

6. Thetube closure with the plug to weaning the patient from using the tube can only be carried out under medical
supervision and at the doctor’s responsibility.

7. Inany case the use of set components is not allowed if the body shaft is damaged (e.g. surface cracks) and
when the connection between the collar and the body loosened or separated.

8. Avoid touching the tubes with electrosurgery electrodes or laser beam, as PVC will release toxic fumes or
cause ignition.

9. When the tracheostomy tube is to be used outside the hospital, the doctor or nurse should instruct the user on
the safe use of the device.

10.  Ifan allergic reaction occurs, contact a doctor immediately.

11. Never wet the pads with alcohol-based disinfectants.

12.  Ifthe patient inserts the tube by himself or herself, the procedure may be facilitated by performing it in front of
a mirror.

Warning:

Due to the danger of respiratory tract infections, current approved medical procedures and techniques must be
observed.

Observing current approved medical techniques and having the procedure performed by qualified medical personnel
reduces the risk of complications such as: tracheal and laryngeal stenosis, wound bleeding or infection,
pneumothorax, mediastinal emphysema, tracheoesophageal fistula, blocking of the tracheostomy tube, inflammation
and decubitus ulcer in the area of trachea, air leakage around the tracheostomy tube, respiratory tract infection,
breathing difficulies and breathing effort, muscle lesions, tracheal hemorrhage.

Remarks

1. Donotuse if the package is damaged.

2. Do not use after expiration date.

3. The device is not intended for resterilization.

4 If the tube is used correctly and in accordance with the instructions, the injury of the mucous membrane or
cartilage may be significantly limited.

5. Any modification of the tubes, especially shortening, perforation and repairs of the tubes by the patient or user
are unacceptable.

Responsibility - legal guideli

The KAN tracheostomy tubes manufactured by SUMI are subjected to physical and chemical testing and bio-

compatibility testing. This allows their safe use and ensures highest quality.

Carefully read the instructions for use before using the tracheostomy tubes.

Tracheostomy tubes made by SUMI are intended for use by qualified medical staff and trained patients (users).

The SUMI company will not be liable for the consequences caused by improper selection of tube size or by the use

of tubes contrary to the intended purpose and instructions for use.

In the event of a complaint or an occurrence of a medical incident, keep the medical device with its immediate
packaging. Photographic documentation is also recommended.
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TpyOoku Tpaxeocromuueckue KAN

HNHCTpyKIUS 0 NPUMEHEHHIO

[InxTorpamMmsbl
Karanoxxuslif HOMep [IpousBoauTensb
CepuiiHblil HOMep Crepunusosano 90
JlaTa npousBoacTBa bes narekca
Hcnonp3oBaTh 1o W3yunte MHCTPYKIMIO Nepe]t IPUMEHEHHEM
W3znenue cooTBeTCTBYET TPpEOOBAHUAM
EBporneiickoro coro3a / Homep ynoiHoMo4eHHOTO Buumanue: npounTaiite Bce NpeaynpexaeHs U MEphI
OpraHa, y4acTBYIOILIETO B OLIEHKE COOTBETCTBUS MIPE0CTOPOKHOCTH B MHCTPYKLIMH 110 TIPUMEHEHUIO
n3aeus
be3 ¢ranaros (Bkiouass DEHP) XpaHUTb B CYXOM MECTE
He ncnosb30BaTh, €ciiv yakoBKa OBPEXkICHA HW36erarh nonaiaHus CONHEUHBIX JIyUCH
He crepunusoBaTs NOBTOPHO Xpanuts npu t 5-40°C
BBenenune

I/IHCprKI_[I/ISI npeaHasHa4YycHa JIsd Bpa‘leﬁ, CpCAHCTO MCOAUIUHCKOI'O II€pCOHAla U IMalMCHTAa
(mamee — MOJIB30BATENb), C IEJIBIO OOEcredeHus O€30MacHOTr0 W MPABUILHOTO HCIOJIb30BAHUS
TpaxeocTomMuueckux Tpyook KAN kak B MEIUIIMHCKHUX YUYPEKACHUSAX, TaK U B OBITOBBIX
YCIIOBHSIX.

ITepen nepBbIM NpUMEHEHHEM M31eJIHIl MPOYTHTE HHCTPYKIHIO MO IKCIIyaTanuu!
VYnakoBka TpaxeoCTOMHUYECKOM TpyOKHM JOJKHA COXPAHATBCA B TEUCHHE BCEro Iepuoia
UCIIOJIb30BaHUSl TPYOKU B CBS3HM C MICHTH()MKALMOHHBIMHU JAHHBIMU M JAHHBIMHM W3JENUS Ha
ITUKETKE.

[Tonp30oBaTeny JOKHBI OBITH 00yYeHBI NPOPECCHOHATBHBIM MEAMIUHCKUM IE€PCOHATIOM
MCIIOJIb30BAHUIO U3JIENHSL.

Tpaxeocromuueckue Tpyokn KAN u kopotkue Tpaxeocromuueckue Tpyokun KAN npousBoacTsa
Cymu mnpeaHa3HayeHbl [UIsl MCHOJB30BaHUS TOJBKO OJHHMM IanueHtoM. Jlomyckaercs
MHOT'OKPAaTHOE UCIIOJIb30BAaHUE aflapaTa y OJHOTO M TOTO K€ MallMeHTa.

MakcumanbHOE BpeMsl HCTIOJb30BaHUS OTHON TPYOKH HE MPEBBICUT 29 THEH.

Pexkomennyercss 4acTo 3aMEHATh M OYMINATh TPYOKH, OCOOEHHO BHYTPEHHHE KAaHIOJH.
JKenaTenpbHO METUIIMHCKUM [IEPCOHAIIOM.

Ecnu Bo BpeMst oOpaiieHus: BOSHUKAIOT MOBPEKICHUS, TPEUIUHBI WU JIedopMaIusi, 3aMCHHUTE
TpYOKY HJIM IOBPEXACHHBIN KOMITOHEHT.

3amnperniaercsi HCMOIb30BaTh OBPEKICHHBIE KOMITOHEHTHI U3IEIUS WIH TPYOKH.

Bo m30exanue myTaHWIBI MPU BBIOOpE TPYOKW M I OOJIETYCHUS MICHTU(DHUKAINNA KaX bl
pa3mep TpyOKH OTMEUEH MOIXOAAINM LBETOM Ha (haHue. M3aenne He CONepKUT JaTeKca.
N3penue B OpurnHaIbHOM HEMOBPEXKACHHON YITAaKOBKE CTEPUIIM3YETCS STHIICHOKCHIOM. M3nenne
HE TOJUIEKUT MOBTOPHOM CTEPUIIN3ALINH.

OTa HMHCTPYKIMS IO MNPUMEHEHHIO OTHOCUTCS TOJIBKO K  CIeAylolmuM Habopam
TPaxeoCTOMUYECKHUX TPYOOK:

TpyOku Tpaxeocromuueckre KAN 6e3 manxeTtst REF 47-xx00, 47-xx01

TpyOku Tpaxeocromuueckue KAN 6e3 mamxetsl, penectpupoBannbie REF 47-xx10, 47-xx11
Tpy6ku Tpaxeocromuueckne KAN koporkue REF 47-xx20, 47-xx21

TpyOku Tpaxeocromuueckue KAN kopotkue, penectpupoBanubie REF 47-xx30, REF 47-xx31
TpyOku Tpaxeocromuueckre KAN ¢ mamxkeroir REF 48-xx00, REF 46-xx01

TpyOku Tpaxeoctomudeckre KAN ¢ manxeroil, penectpupoBanusie REF 46-xx10, REF 48-xx11
TpyOku Tpaxeocromuueckne KAN c acmupanronnsiM ipocsetoM REF 49-xx10

Tpyoxu Tpaxeocromuyeckue KAN 0e3 MaHKeTbI
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., | BryTpennuii . N
BuyTpeHHHi Buerunuit JniHa KOPOTKO#
HaMETp Lger JnuHa .
Pasmep JameTp . JaMeTp TPaxeoCTOMHUYECKOM
TpyOKu, My | L PEHHEH (prasna TpyOKH, MM TpyGKH, MM TpyOKH, MM
PYOKH, KaHIOJIN, MM ’ ’
5 6,5 5,0 Kenrerit 9,1 62 45
6 7,5 6,0 OpanxeBbli 10,2 70 47
7 8,5 7,0 3eIeHbIN 11,2 72 49
7,5 9,0 7,5 YepHbiid 11,8 76 50
8 9,5 8,0 benpbrii 12,2 80 51
9 10,5 9,0 Cunuid 13,1 82 53
10 11.5 10,0 Kenprii 14,3 84 53
Tpyoku Tpaxeocromudeckue KAN ¢ MmankeToi
o Buemnuit
Buytpennnit BryTpernuii Bremnuit | aumamerp TpyOKu
JMaMeTp et JnuHa TpyOKH,
Pazmep JIMaMeTp . JUaMeTp C
BHYTpCHHEH (manma MM
TPYOKH, MM TPYOKH, MM | aCIIHPalMOHHBIM
KaHIOJIU, MM
IPOCBETOM, MM
5 6,5 5,0 Kentorit 10,6 ---- 62
6 7,5 6,0 OpanxeBblit 11,7 --—- 70
7 8,5 7,0 3eneHbId 12,8 13,1 72
7,5 9,0 7,5 UepHbpilii 12,5 ---- 76
8 9,5 8,0 Benprii 13,8 14,5 80
9 10,5 9,0 Cunuit 14,8 14,0 82
10 11.5 10,0 Kentorit 15,8 84
Cocrtas Habopa
ApTHKYIIL:
1. 47-XX00: Tpaxeoctomudeckas Tpyoka KAN; Bayrpennss kantons c¢ Quanuem (2);

BuyTpennsist kaHwons ¢ KoHHeKTopoM 15 mm; OOtypartop; Llleiinas nenra s (ukcanum;
®nanen coenuHuTeNbHbIN; KonnekTop 15 mM; Kphiiika kocmeTnyeckasl.

47-XX01: Tpaxeoctomuueckass TpyOka KAN; Buyrtpenuss kanrons c ¢uanuem (2);
OO6Ttyparop; llleiinas nenra nns duxcanuu; OaaHer COSTUHUTETbHBIN.

. 47-XX10: tpaxeocromuyeckas TpyOka KAN, denecrpupoBanHas; BHyTpeHHss KaHIONSA ¢

bnanneMm, peHecTpupoBaHHas, BHYTpeHHsS KaHIOJISI ¢ KOHHEKTOpoM 15 Mm; BHyTpeHHss
KaHIONsI C KOHHEKTOpoM 15 MM, ¢enectpupoBanHas; OOtypatop; llleiinas nenra s
¢bukcaruu; Gnanen coenquuutensublii; Kornekrop 15 mm; Kpsika kocmetndeckas; [IpoOka
TSt ekaHtosnuy; Kinanad goHaruoHHbIH.

47-XX11: tpaxeoctommuueckas Tpyoka KAN, denectpupoBanHas; BHyTpeHHSsT KaHIOMS C
¢mannem, ¢enectpupoBanHas (2); OO0typarop; Llleiinas nenra mna ¢ukcanuu; dranen
coemMHUTENBbHBIN; Kitaman ¢poHamoHHbIN.

. 48-XX00: Tpaxeocromuueckast Tpyoka KAN ¢ manxeroil; BHyTpeHHss1 KaHIONS ¢ (raHIeM;

BryTpenHss kaHwons ¢ KoHHEKTOpoM 15 mm (2); O6typarop; Llleitnas nenrta nis ¢pukcamnum;
®naner coequnutenbHblil; Konnekrop 15 mm; Kpebiiika kocMernueckast.

48-XX01: Ttpaxeoctomuueckass TpyOka KAN ¢ wmamkerol; BHyTpeHHssI KaHIOIS C
KOHHEKTOpoM 15 mMm (2); O6typatop; Lllelinas neHra ans puKcanuu.

. 48-XX10: Tpaxeoctomuueckas Tpyoka KAN ¢ mamxkeroil, peHecTpupoBanHas; BHyTpeHHss

KaHoIA c (raHieMm, (eHeCcTpUpOBaHHAS, BHYTpEeHHsS KaHIONS C KOHHEKTOpoM 15 mwm;
BHyTpeHHss KaHI0JI ¢ KOHHEKTOpOoM 15 MM, dhenectpupoBanHas; O0Typarop; [lleiinas nenrta
st pukcanmm; dnanen coenuHUTENbHBIN; Konnektop 15 mMMm; Kpbimika xocMmeTuyeckas;
[IpoOka mis nexanronsiuu; Kiaman ¢oHanmoHHbI.

. 47-XX20: tpaxeoctomuueckas Tpyoka KAN xopotkas; BHyTpenHss kanions ¢ duannem (2);

BryTpennss kaHwois ¢ koHHEKTopoM 15 MMm; OOtypatop; llleitnas nenrta mis ¢ukcammu;
®naner coequnutenbHblil; Konnekrop 15 mm; Kpeiiika kocMernueckast.

. 47-XX21: tpaxeocromuueckas Tpyoka KAN kopotkas; BHyTpeHHnsis kanwons ¢ ¢uanmnem (2);

[efinas nenra ans ¢pukcanuu; OraHen COSTUHUTETbHBIH.
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10. 47-XX30: Tpaxeoctomuueckass Tpyoka KAN kopoTkas, ¢peHecTprupoBaHHas; BHyTpeHHss
KaHoIA ¢ ¢uanneM, GeHecTpupoBaHHAs; BHYTpEHHSS KaHIOJNS C KOHHEKTOpOM 15 MM;
BHyTpenHss kaHIons ¢ KOHHEKTOpoM 15 MM, denectpupoBanHas; OO0typarop; Illeitnas
nenta g (ukcanuu; Dnanery coeauHuTenbHBIA; KonHekTop 15 wMMm; Kpbimka
kocMetnueckas; [IpoOka nist nexanromnsiiuu; Kinanan hoHamoHHBI.

11. 47-XX31: tpaxeoctomuueckass TpyOka KAN kopotkas, ¢eHecTpupoBanHasi; BHyTpeHHss
KaHioJs ¢ Quiannem, penectpupoBanHas (2); O0typarop; lllelinas nenTta mns QuUKcauu;
Kianan ¢hoHAIMOHHBIN.

12. 49-XX10: tpybka tpaxeoctommuueckasi KAN ¢ acnupanmoHHBIM TPOCBETOM; BHYyTpeHHss
KaHI0J ¢ (1aHieM; BHyTpeHHAs KaHIoJIs1 ¢ KOHHEKTopoM 15 mm; O6typatop; lleitnas nenra
st pukcarnuu; Omanen coeqnHUTENBHBIN;, KoHHekTop 15 Mmm; Kpbiimka kocmeTnyeckas.

IMoxa3zanus
[IpuMeHsIOTCA 1Sl TAlIMEHTOB, MPOIISANINX TPAXEOCTOMHUIO.

IIporuBonoka3anus
He wucnonp3oBaTh, e€ciM y NanUMeHTa HMMEETCS aJulepruyueckas peakluus Ha MaTepuall
HU3TOTOBJICHHA.

Buumanmue!!!

Jlis MexaHMYEeCKOW BEHTHIISILIUHI PEKOMEHIYETCS UCTI0Ib30BaTh TPYOKH C MaH)KETOM.
deHecTpupoBaHHbIE TPYOKH CIIEAyeT MCIOJIb30BaTh BO BPEMs BEHTHWIALUHM TOJIBKO IIOCIE
KOHCYJIBTAl[UU C BPAYOM.

TpyOku ¢ (oHAUMOHHBIM KJIamaHOM HE CIeAyeT HCIHOJb30BaTh Yy MAlMEHTOB IOCHE
JapuHrIKTOMUHU (6€3 TOpTaH!).

Onucanue n3aeans
Kommiekt crepunbHBIX TpaxeocTromMuueckux TpyOok KAN M KOpPOTKHMX TpaxeoCTOMHUYECKUX
TPYOOK COIEPKUT CIEAYIOLINE YIEMEHTHI:

PucyHok Nms [IpuMeHeHHEe U CBOMCTBA

TpyOka tpaxeocromuueckas KAN 0Oe3 | HapyxHas  Tpaxeocromuueckas  TpyOka W3

MaHXKETbI MeaunuHckoro TIBX.

Tpybka  Tpaxeocrommueckass  KAN | Tpaxeocromuueckas TpyOKa KOPOTKast

KOpOTKas HPE/ICTaBIsIET COO0M BapHaHT TPaxeOCTOMHUYECKON
TpyOkn KAN 0e3 mamkeTbl ¢ MeHblIeil o0men
JUTHHOM.

Tpybka tpaxeocromuueckas KAN c | Tpaxeocromuueckas tpyoka KAN ¢ mamkeroi

MaHXeTo’ HU3KOTO JaBJICHUS

BHyTpeHHss KaH0Js ¢ aHLeM Hcnone3yercs, korma HET  HEOOXOAMMOCTH

WCIIOJIB30BaTh 1 5-MM KOHHEKTOP
BryTpennss kaHios ¢ KoHHeKTopoM 15 | Mcnonms3yetcs, korna tpedyercss nmpuMeHenne 15-

MM MM KOHHEKTOpa (Hampumep, Ui I[OAKIIOYCHUS
pecnpartopa win ¢unstpa HME)
O6Typarop OOTypatop 3aKphIBAET TUCTAIBHBIN KOHEI] TPYOKH,

obecrieunBass ~ aTpaBMaTHYHOE  PACIOJIOKEHHE
TpyOKH B CTOME.

Konnekrop 15 mm TTo3BoseT MOAKIIIOUNTE TPYOKY K pecriuparopy 0e3
BHYTPCHHCH KaHIOIH.

Kpsinika kocMeTHYecKast JUis bukcanyu BHYTPEHHEH KaHIOIH

Knanan dhoHaIMOHHBIN [To3BOJIsICT MAIMEHTY Pa3roBapUBaTh

[leitnas nenTa i HUKCAIIH ObecnieunBacT ynoOHOe KperieHue (ranma TpyoKu
K IlIe¢ TalKCHTA.

Kpacnast mpoOka 1151 IeKaHIOJSIIHN Hcnonp3yercs jans  OTydeHHs MAlUCHTa  OT

MCIIOJIb30BaHUS TPYOKH

HNHcTpyKkuus no npuMeHeHH 0

Beenenne Tpyoxu
[Tponerypa TpaxeoCTOMHUU 0JIKHA BBIMOIHATHCS XUPYProOM WU JIAPUHTOJIOTOM.
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Bo Bpems Bceli mporieaypbl PEKOMEHIYETCS HCIIOJIb30BaTh CTEPHIBHBIC OJHOPA30BBIC MEPUYATKH
0€e3 HalbUICHUS.

1. JlomkHeiM 0Opa3oM U3BIEKHTE CTEPWIbHYIO  TpPaxeOoCTOMHYECKYI0 TpyOKy U3
HEIMOBPEXKICHHON CTEPUIBHON YIIAKOBKHU.

2. YO0emutech, YTO KOMIUIEKT YKOMIUIEKTOBAH U pabOTaeT MPaBUILHO.

3. VYbemutech, 4TO BO BpeMs TPAHCHOPTUPOBKH M XpAaHEHHUS HE MPOM3OLLIO MOBPEKICHHH,
TPEeIIMH WU pa3felieHus OTAeNbHbIX KOMIIOHEHTOB. He cienyer HcCmonb30BaTh
HOBPEKICHHBIE TPYOKH.

4. TlpoBepsTe, MOAXOAWT JIM KOHHEKTOP K JbIXaTeIbHON TpPyOKe, HCIOIB3Yys KaHIOIIO C

KOHHEKTOPOM 15 MM MJIM TOJIBKO KOHHEKTOP 15 MM.

BcraBbsTe 00TYypaTtop B TpyOKY ¥ IPOBEPHTE, JIETKO JIU OH U3BJIEKACTCS U3 TPYOKH.

BcraBbTe KaHIOIMIO B TPYOKY M IPOBEPHTE, JIETKO JIU OHA U3BJICKACTCS U3 TPYOKH.

7. B ciaydae TpyOOK ¢ MaHXETOW MPOBEPHTE MAHXKETY, TECTOBBIA OAJUTOH M KJamaHbl KaKI0H
TPyOKH, HAmOJHUB MAaHXETy C IOMOMIbIO MOAXOJSIIET0 WHCTPYMEHTAa HCIBITaTEIbHBIM
nasnenueM 50 cm H>O u HaOmionas 3a HUM B TeueHre 1| MUHYTBI. Y O€IMBIINCh, YTO MaH)XeTa
FEpPMETUYHA, IOJHOCTHIO OIIOPOKHUTE €€.

8. Ilepen BBemeHueM TpyOKH B CTOMY IPOBEPHTE MOJIOKEHUE OOTypaTopa BHYTPU TPYOKH,
YTOOBI €ro KOHEIl 3aKpbIBal IHCTAIbHBIM KOHel TpyOkH. YjaepkuBaiite oOTypatop B
MPABUJIBHOM TOJIOXKEHUH, UCIOJIb3Ysl OOJIBIION Majiel] BO BpeMsi BCEro mpolecca BBEACHUS
TpyOku. O0TypaTop Takxke PUKCUpyeTCst B TPyOKe KOJIBLIOM.

9. BcraBuB TpyOKy B Tpaxelo U YOEIMBIIHMCh B €€ MPAaBHJIBHOM PAacCHOJIOKEHUU, CHUMHUTE
o0Typarop.

10. BcraBpTe KaHIONMIO C KOHHEKTOPOM 15 MM B TpyOKy M 3aKpenuTe €€ COSAMHUTEIhHBIM
dnanieM.

KaHronmo Takke MOXHO HE HCIOJB30BaTh, YTOOBI HE YMEHBIIATh BHYTPEHHUH IuUaMeETp
TPYOKH, B 3TOM CIIydae HCIOJIb3YITE TONBKO 15-MM KOHHEKTOP Ha ¢uiaHIe TpyOKH, 3aKperuB
€r0 CTOIOPHBIM KOJIBLIOM.

11. Ecnu storo tpeGyer npoueaypa, HoJCOSAUHUTE TPYOKY K pecriuparopy.

12. Y6eautech, 4To TpyOKa HAXOIUTCS B CTOME 0€3 UpE3MEPHOTO HATSKEHUS.

13. HakayaiiTe MaH)XeTy /10 MUHUMAJIBHOTO JaBJICHUS, 00ECIIEUYMBAIOIIEI0 repMETHYHOCTh. B
TUIUYHBIX YCIOBUSIX OH HaxoauTcs B aAuamnazone ot 20 cm H>O no 30 cm HO.

14. Tlocne HayBaHUSI MAHXKETBl OTCOCIMHUTE MHCTPYMEHT JIJIsl HAJyBaHUs OT KjaraHa.

15. TlomecTuTe CTEpUIIbHYIO MapJIeBYIO MOBSI3KY WJIH MOAKIAIKY MO (uiaHel TPyOKH.

16. C nmomoIupto MelHON JIEHTH! IPUKPenuTe TPYOKY K 11ee nanueHTa. [lleiiHbie TeHThl JOIKHBI
OBITH 3aBsI3aHbI JJOCTATOYHO TYTO, YTOOBI TPyOKa HE ymania, ¥ JOCTaTOYHO CBOOOIHO, YTOOBI
11est He CAABJINBAJIACK.

AN

Buumanue!!!

Mamnxera He JODKHA OBITh YpE3MEpPHO HAIyTa, TaK KaK 3TO MOXKET MPHUBECTH K MOBPEXKICHUIO
HEXHBIX CTEHOK TPaXeH.

I[aBJIeHI/Ie B MAHXCTC OGBI‘IHO U3MCHSACTCA B TCUCHUC 60)166 JJINTCIIBHOTO nepnoz:a n3-3a
nuddy3un ra30B Yepe3 CTCHKH MaHXeThl. [[03TOMy pekoMeHIyeTCsl peryJISipHO KOHTPOJIUPOBATh
JAaBJICHUC B MAHXKCTC.

Ynanenune cekpera

Ecmu Bo BHyTpeHHGI\/'I KaHIOJIC CKAIUIMBAIOTCS BA3KUC BBIACIICHUS, KOTOPBIC HCBO3MOXXHO OTCOCATh
WIHM YJAINTh KalllleM, TO CJIEeIYeT BbIHYTh BHYTPEHHIOIO KaHIOIO0, BBECTH 3allaCHYI0 KaHIOIIO, a
34aTCM OYHUCTUTH U3BJICUCHHYIO KaHIOJIO U MOATOTOBUTH €€ K CICAYIOIICMY HMCIIOJIB30BAHUIO. B
ATOM CJIy4ae HET HEOOXOIMMOCTH 3aMEHSTh BCIO TPYOKYy.

¥Yxo01 32 OTKPBITBIMHU (peHECTPUPOBAHHBIMH OTBEPCTUSIMU

Ecmn ¢denectpupoBanHas TpyOKa CO CMEHHOW KaHIOJEH ocTaeTcss y OoyibHOrO Ha Oosee
JUIUTENIBHBIA CPOK, HEOOXOMMO PETYIISIPHO MPOBEPSTh, HE 3aKYNOPEHBI JIN (heHEeCTPpUPOBaHHbIE
oTBepcTHs cin3blo. [Ipn HE0OXOAMMOCTH 3aMEHUTE BCIO TPYOKY.
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DoHauuA
Uto0Bl MalMeHT MOT TOBOPHUTH, CIEAYET WCIONb30BaTh (PEHECTPUPOBAHHYIO TpPYOKYy C
dbeHecTpupOBaHHOM KaHIOJEH U PEUEBBIM KIIAITAHOM.

Baumanne!!!

He ucnons3yiite heHecTpupoBaHHBIE TPYOKH C PEUEBBIM KJIallaHOM Y IMAIMEHTOB CO CTEHO30M
TOpPTaHH, MAPATUIOM TOJIOCOBBIX CBSI30K, CTEHO30M Tpaxeu, OOCTPYKIIUEH JAbIXaTeIbHBIX IMyTEH U
WH(EKIUSAMH TbIXaTeJIbHBIX ITyTEH.

TonpKO ManueHThl B CO3HAHUH, KOTOPBIE MOTYT JIBIIIATH CIIOHTAHHO, MOTYT UCTIOJB30BaTh TPYOKH
C PEYEBBIM KJIATIAaHOM.

Bceerna cHumaiiTe peueBOM KilamaH mepes CHOM.

B cnydae cuiapbHOTO Kanuisi WM TMOBEPXHOCTHOTO JBIXaHHUS CHUMHUTE PEUEBOM KilamaH, 4TOOBI
MAIMEeHT MOT CBOOOIHO JBIIIATE.

3akpbiTHe (eHeCTPUPOBAHHOMN TPYOKHM ISl OTJIyUYEHUS NMANUEHTA OT TPYOKH

Buumanue!!!

3akpbITHE TPYOKM KOJMAuKOM JUIsl JCKAHIONSIMM WIM HAaBUHYMBAIOIIMMCS KOJMAUYKOM st
JEKAHIOJISIIUHU JOJKHO BBITTOJHATHCS TOJIBKO 00YUYEHHBIM METUITTHCKAM TIEPCOHATIOM.

[Ipexxne yem mbITaThCs OTYYUTH MAllMEHTA OT HUCIIOJIb30BAHUS TPYOKH, yOeIUTeCh, 4YTO BEpXHUE
JIIXaTeIbHbIE MYTH YUCTHI U YTO MALIMEHT MOKET ABIIIATH CIOHTAHHO.

[Tpu 3akpbITUN TPYyOKH HEOOXOIUMO BHUMATEIHHO CIEIUTH 32 COCTOsIHUEM MaiueHTa. Konmauok
JUTSL ICKAHIOJIALIMK HAJIEBAIOT HA KAHIOJIIO WM HA 3ariylIKy ¢ KOHHEKTOpOM 15 MM.
HaBunumBatomuiicss Koima4dok Ais JOEKaHIOMSAUU HAaBUHYMBAIOT Ha TPYOKYy, CHaO0XEHHYIO
KaHIOJIEN C KOHYCOM.

Ecnu y 6075HOTO MOSBISIIOTCS CUMIITOMBI TOBEPXHOCTHOTO, KOPOTKOTO ABIXaHUSI, HEOOXOUMO
OTKPBITH TPYOKY.

Buumanmne!!! Vcnons3oBaHue AEeKaHIOSIITMOHHBIX TPOOOK ¢ HEPEHECTPUPOBAHHBIMU TPYyOKaMU
HE JI0IIyCKaeTcs.

Ynanenune Tpyoxku

Ilepen Ttem, Kak CHATb TpPYyOKYy, CHHUMHUTE JOIOJHHUTEIbHOE OOOpYAOBaHHE, TaKoe Kak
(OHAIMOHHBIN KJIallaH WM 3alllUTHas 3ariylIKa, TeIIOBIaro0OMEHHHUK.

B cnyyae HecTaOMIIBHOM CTOMBI ClEAyeT IMOATOTOBHTH BTOPYIO 3amacHylo TpyOKy nepen
yZaJeHueM TpyOKH 1 HEMEJUIEHHO BBECTH €€ BO N30eXaHue KOJUIAICca CTOMBI.

[epen u3BneueHneM TpyOKH MOXKET OTPEOOBATHCS OTCACHIBAHUE CEKpETa.

OTcacblBaHHE IPOU3BOAT KaTETEPOM, BBEACHHBIM uepe3 TpyOKy, IPH 3TOM TPYOKY BBIBOJAT U3
Tpaxeu. M3BieueHne TpyOKH cieayeT MPOU3BOAUTH MpPU CIIETKa 3alpOKHMHYTOM Has3all TOJIOBE
HalyeHTa.

B cmyuae TpyOOK € MaHXETOW pPEKOMEHIYeTCsi BBECTH OTCACHIBAIOLIMI KaTeTep uepes
TPAaxeOCTOMHUYECKYI0 TPYOKY M 3aT€M IOJIHOCTBIO YNAIHUTh BO3AYyX M3 MaHXKEThl C MOMOIIBIO
mrpuna. Takum o0pa3oM, CKOMMBIIMECS BBIJCICHUS MOXKHO OTcachlBaTh 0e3 ycwiuid u 0e3
kanutsi. Korza Bo31yX NOTHOCTBIO BBIHAET U3 MAHKEThI, TPYOKY MOXKHO 0€30I1aCHO YAAIUTb.

Ouuncrka

1. TmaTenpHO TPOMOKWTE TPYOKY WJIM KaHIONIO BOJHBIM PacTBOPOM OukapOOHaTa HATPHUS HIIH
BOAHLIM paCTBOPOM ]_Hy.HBKG. BrinoimHUTE B COOTBETCTBUHU C HHCTPYKIUAMHA TTPOU3BOJUTCIIA
THIATEIFHOE yAAJIEHUE BCEX BUIUMBIX BHYTPEHHHUX 3arpsi3HEHUI OJHOPA30BBIM YHUCTSIIUM
TaMIIOHOM, COCTOSIIIIUM U3 CTEPIKHS U 0€3BOPCOBOM MOTNYPETAHOBOM IIETKH.

2. 3arpsi3HeHus, KOTOpble TPYAHO YAAIUTh, CIEAyeT YJAIUTh C MOMOMIbIO HIETKU C MSTKON
LIETUHOM.

Buumanmue!!!
3anpemaercs MbITh u3aenus CYMMU meTkaMu ¢ ocTpoi IETHHOM U3-3a ONTACHOCTH «LlapanaHus»
TIOOMKA, YTO MOKET IPUBECTH K MOBBIIIEHHOMY Pa3MHOXKEHHUIO OAKTEpHil Ha CTEHKaX TIOOMKaA.
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Nznenmus CYMMU Henb3st MBITh C TTOMOIIBIO UMEIONTUXCS B TIPOJIaXKe OBITOBBIX MOIOIIIUX CPEJICTB,
CPEACTB /ISl YUCTKHU 3yOHBIX MPOTE30B WM CIUPTA.
He nomyckaetcst monBepraTh €€ KUMSTYCHUIO WITH CTEPUITN3AIAN ITapoM (BJIAKHBIM KapoM).

3. Tlocne sToro mpubop cieayeT NPpOMBITh MTUTHEBOI BOJOH.

4. Ilpum mpombpiBaHMH TPYOOK C MaHKETOM CIIeIyeT COOJII0JaTh OCOOYI0 OCTOPOKHOCTH IMPH
OYMCTKE TOHKOW MaHxkeTbl. He nomyckaiTe mnomagaHus BOJABL, YHUCTALLIETO HWIIH
Ne3WH(ULIMPYIOIIEro CPECTBA B HAMOIHUTENbHBIN KIIallaH WK cCaMy MaHXKeTy.

5. TmaTtensHO BBICYHIMTE TPYOKY M KaHiomo. He mpoTupaiite TKaHbiO U JTIOOBIMH APYTUMH
MaTepHalaMH, OCTABISIOIIMMHU BOPCHUHKHU.

6. IlpoBepbTe, HE MOBPEKIAEHO JIU U3AEIUE; IIPU NOBPEKAECHNUH - YTUIU3UPOBATh.

Je3undexnus

[IpousBoauTeNnb HE PEKOMEHIYET HCIIONIb30BaTh Je3UH(HUIMPYIOLINE CPENICTBA, TAK KaK BEpXHUE
JIbIXaTeIbHBIE MYTH, B TOM YHCJIC U Y 370POBBIX JIIOJIEH, HE CBOOOHBI OT OaKTEpHi.

Ecnmu okaxercsi, 4To nAe3MHQEKIUs HEOOXOAMMAa, TO €€ CIeAyeT MPOBOJIUTH, HAMpHUMEp, C
nomotbio Schulke Pertorm mmm Opticit B COOTBETCTBUM C PEKOMEHAAIUSAMU TTPOU3BOIUTEIIS.
[Tocne sToro u3aenue ciaenyer NPOMBITh CTEPUIIBHBIM (PU3HOIOTHYECKUM PACTBOPOM.

Buumanmue!!!

Hu B koem ciydae He HCHONB3YyHTE A€3MHOUIUPYIOIINME CPEICTBA, BBIACISIOUINE XJIOP,
cofieprKallle CHIIbHBIC IIEeNOYM WM IMPOU3BOAHBIC (eHoa. 3amperaeTcs HarpeBaTh TpyOKwH,
KaHIOJIM ¥ TIPUHAUIEXHOCTH Bhle 65°C.

Pexomenmyercs, 94ToObl 3amacHble TPYOKHM M CTEpHIIbHBIE BHYTPEHHHE KaHIOJIM BCEr/a ObUTH
JOCTYIIHBI B OPUTHHAIBHOM YIAKOBKE MJIM BBIMBITHI M XPaHUJIUCh B MOJXOSIICH yIIakoBKe JUIs
IpeOTBPANICHNS] KOHTAMUHAIINY.

3anacHbple TPYOKM M BHYTPEHHHE KaHIONN JOJDKHBI BCETAa COJIEPKAThCS B YHCTOTE M CyXOCTH.
OcTaTKM 9YUCTANMX M JAC3WHOHUIMPYIONMX CPEACTB Ha TPaxXxCOCTOMHYECKOH TpyOKe MOryT
BBI3BATh Pa3paXCHHE CIM3UCTHIX 000JIOUEK MM MHOE HEraTUBHOE BO3JCHCTBUE Ha 3[0POBbHE
HanyeHTa.

Hcnonp3oBaHre HEMOAXOAAIMINX YUCTIIUX U AC3HH(YUUIUPYIOIIUX CPEICTB MOXKET NMPHUBECTU K
HOBPEXICHHUIO U3CTHS.

XpaHeHue
CrepusbHble, 3aM1acHble TPYOKH M HEUCIIOJIb30BaHHBIE B HACTOSALIEE BPEMs IIPOMBIThIE IPOOUPKH

OyAyT XpaHUTbCA B CyXOM, 3aIIUIICHHOM OT IBUIM, COTHEYHOT'O CBETAa MECTE MPH TEMIIepaType
5°C-40°C.

Mepbl 1peI0CcTOPOKHOCTH

1. [TanueHT ¢ TpaxeoCTOMOW MOJKET TMOJB30BAThCS TPAXCOCTOMUYECKOW TPYOKOH TOJBKO IO
HA3HAYCHHIO Bpaya.

2. Bpau maruenTa BhIOMpaeT MpaBUIBLHYIO (OpMYy W pasMmep TPpyOKH IJisl MalMeHTa W pellaerT,
KaKue JOTOJHUTENbHBIE aKCECCYaphl MOKHO UCIOJIb30BATh.

3. BBenenue TpaxeocTOMHUECKOW TPYOKH depe3 TpaxeoCTOMY B TPaxero BCEr/a YBEIUYHBACT
COTMPOTHBIICHUE BO3TyXa (M3-32 TIOJIOKEHUS TPAXEOCTOMUYECKON TPYyOKH B Tpaxee U €€ MaJIoro
BHYTPEHHETO JHAMETPA).

4. Ecnu ofpliKa coxpaHseTcsi, 00JIbHOM JI0JKEH HEMEUIEHHO BbI3BaTh MEJCECTpY WK Bpaya. B
OoabpIMHCTBE cilydaeB 3(()EeKTUBHBI CHIIBHOE OTKAITMBAaHUE CEKPETa WM OTCACBIBAHUE €0
U3 AbIXAaTCIbHBIX HYT€I>'I.

5. Hu B xoeM ciydae He 3aThIKalTe KOHEIl TPYOKH (DOHAITMOHHBIM KJIAllaHOM, 3arTylIKOW WITH
HOI[OGHBIM npeamMeToM, HC OGGCHG‘-II/IB MAalUCHTY BO3MOXKHOCTD AbIIIATh CAMOCTOATCIIBHO.

6. 3akpeiTHe TPYOKH TPOOKOW 0 OTIydeHHsT OOJBHOTO OT HMCIOJIb30BAHUS TPYOKH MOXKET
OCYHICCTBJIATHCA TOJIBKO MO MCAULIUHCKUM H3.6JHOI[€HI/I€M " 10 OTBCTCTBCHHOCTBHIO Bpayda.
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7. Hu B KoeM ciaydae He JIOIMyCKaeTCs UCIOIb30BAHUE KOMIIOHEHTOB KOMIUIEKTA, €CIIM KOPILYC
TPyOKH HOBpEXICH (HampuMep, MOBEPXHOCTHBIE TPEIIUHBI), a TAK)KE MPU OCIAOICHUH WU
pa3beIMHEHUN COSAMHEHHS MEX/ly MaHXKETOW U KOPITYCOM.

8. He mpuxkacaiitech Kk TpyOKaMm 3JIEKTPOXUPYPTUUECKUMU 3JIEKTPOJIAMH WX JIA3EPHBIM JTy4OM,
tak kak [IBX BelgenseT TokcuuHble napbl WM BbI3bIBAET BOCIIAMEHEHHUE.

9. Ecnu TpaxeoCTOMHYECKYIO TPYOKY HPEIIoaraeTcsi UCIoIb30BaTh BHE OOJIBHUIIBL, Bpad WIN
MeJicecTpa JOJDKHBI MPOMHCTPYKTUPOBATh I0JIb30BaTeNl O O€30IacHOM MCIOJIb30BaHUU
U3JIeNusl.

10. IIpu BOZHMKHOBEHWH aJUIEPTHYECKON peaKIuu HEMEJICHHO 00paTUTeCh K Bpayy.

11. Hukorga He cmauuBaiiTe MOAKIAIAKK AC3MH(QUUUPYIOIIMMHU CPEICTBAMU HAa CIUPTOBOU

OCHOBE.

12. Ecnu manueHt BBOAUT TPYOKY CaMOCTOSITENBHO, IIPOLIELYPY MOKHO OOJIETYHUTh, BBITIOIHSS €€

nepe 3epKajioM.

IIpeaynpexaenue:

N3-3a omacHOCTH WHGEKIMI IbIXaTEIbHBIX IyTEH HEOOXOAMMO COOII0ATh JEHCTBYIOIINE
YTBep)KI[eHHble MCIUIITUHCKHUC HpOLIGI[ypBI U MCTOBI.

ColmroieHne COBpEMEHHBIX O0OPEHHBIX MEIUIIMHCKUX METOJIMK M BBITIOJHEHUE IMPOIETYPHI
KBAJM(HUIUPOBAHHBIM MEIUIIMHCKAM IIEPCOHAJIOM CHHXKAET PHUCK OCIOKHEHHH, TaKUX Kak:
CTEHO3 Tpaxeu W TOPTaHHW, KPOBOTCUECHHWE W3 paHbl WM HWH(QEKIHs, THEBMOTOPAKC,
MeAnacTUHAIbHAs SM(puU3eMa, TPaxCeOoNMUIICBOIHBIA CBUII, 3aKyIOpKa TPaxeoCTOMUYECKOU
TpyOKH, BOCHAJICHHE M TIPOJICKHEBas s3Ba B 00JIACTH Tpaxew, yTeYka BO3JyXa BOKpPYT
TPaxeoCTOMHUYECKON TpyOKH, MH(EKIUS AbIXaTeIbHBIX MyTEH, 3aTPyIHEHHOE JIbIXaHUE U YCUITHE
JIBIXaHUsI, TOPAKEHHUE MBIIII, KPOBOU3IUSHUE B TPaXero.

IIpumeyanus

1. He ucnons3yiite, €ciiv yImakoBKa MOBPEK/ICHA.

2. He ucnons3yiiTe 1ociie UCTEUEHUs CpOKa TOJHOCTH.

3. YCTpoiCTBO HE TPEAHA3ZHAYEHO /1JIsI HOBTOPHOM CTEPHIIN3ALINH.

4. Ecnu TpyOKa MCHONB3YeTCsl MPAaBUIBHO U B COOTBETCTBUHM C WHCTPYKIMSIMHU, MOBPEXKICHUE
CJIN3UCTON 00OJIOUKHU WITH XPSIa MOXKET ObITh 3HAUUTEIBHO OTPaHUUYEHO.

5. JIiobass momgudukanus TpyOOK, OCOOEHHO yKOpoueHHe, mnepdopamus ¥ pPEeMOHT TPYyOOK
NAIUEHTOM WJIH ITOJIB30BATEIEM HEIOIYCTUMBI.

OTBeTCTBEHHOCTD - OPHIAMYECKHE IPUHIUIBI

Tpaxeoctomuueckue TpyOku KAN mnpousBomctBa CYMMU mnpoxomstT (HHU3MKO-XUMUYECKHE
UCTIBITAHUS U UCTIBITAHUSI HA OMOCOBMECTUMOCTh. DTO MO3BOJISET O€30MaCHO UX MCIIOB30BaTh U
rapaHTUpyeT BbICOYANIIEEe KaueCTBO.

[lepen ucmonb30BaHUEM TPAXEOCTOMUYECKUX TPYOOK BHHUMATEIBHO MPOYTHTE MHCTPYKIHMIO IO
IIPUMEHEHHUIO.

Tpaxeocromuueckue TpyOku mnpomsBojacTBa CYMMU mnpenaHasHayeHbl Ui HMCIIOJIB30BAHUS
KBAIM(HULIHUPOBAHHBIM  MEIUIMHCKMM  IEPCOHAJOM M OOy4YeHHbIMH  HAlMEHTaMH
(monp3oBatensimu). Komnanust CYMU He HeceT OTBETCTBEHHOCTH 3a IOCIIEACTBUS, BEI3BAaHHBIC
HENpaBWIBHBIM BEIOOPOM pa3mepa TpyOKH WM IPUMEHEHNEM TyOKH HE 110 Ha3HAUYEHUIO U HE 110
MHCTPYKLUHU 110 IPUMEHEHUIO.

B ciywae peknamanue WM BO3HHUKHOBCHHS MEIUIIMHCKOTO TIPOMCIIECTBUS COXPAHSHUTE
MEAWIIMHCKOE M3Jee B €ro HEMOCPEACTBEHHON ymakoBke. Takke peKOMEHIyeTcs
(bOoTOTOKYMEHTAITHS.

Jlorotun Cymu
[IpomzBoautenb: CYMMU 0011ecTBO ¢ OTpaHUYEHHON OTBETCTBEHHOCTHIO KOMMAaHIMTHOE TOBAPHUIIIECTBO
yi. Ipo6sipcka 35, 05-070, CyneroBek
tein./dakc: (+48 22) 7833023
www.sumi.pl
Pen. 02 01.04.2021
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@ SUMINI TRACHEOSTOMY TUBES - INSTRUCTIONS FOR USE
These instructions for use refer to the following products:
3N-XXXX, 3P-XXXX, 2N-XXXX, 2P-XXXX

Sumini tracheostomy tubes are intended only for one patient.

The maximum usage time of one tube should not exceed 29 days.

It is recommended that the tubes be replaced frequently, as recommended by
your doctor.

Description:

Sumini tracheostomy tubes are intended for infants and children. The tubes
are made of medical grade polymer, which ensures adapting of tube and
flange shape in patient’s body temperature and provides visibility under X-
rays. All Sumini tracheostomy tubes are equipped with 15 mm connector
complying with ISO 5356 standard. Sumini tracheostomy tubes with cuff are
equipped with low-pressure sealing cuff made of soft plastic that minimizes
pressure on the trachea wall. Set contains a cotton neck tape which allows for
patient-friendly fastening to the patient neck.

Kit components:
» SUMINI tracheostomy tubes -« obturator < cotton neck tape

Indications:
Sumini tracheostomy tubes are intended for infants and children after
tracheotomy surgery.

Instructions for use:

1. Prior to use make sure that the set is complete.

2. The procedure of tracheostomy should be performed by surgeon or
otolaryngologist.

3. Remove a sterile tracheostomy tube from packaging.

4. In the case of tubes with cuff, check the cuff and the pilot balloon and the
check valve of tube by filling the cuff before use. Connect a syringe with
luer connector to check valve and fill the cuff with air.

5. After filling the cuff and establishing the cuff is airtight, deflate it
completely.

6. Before inserting the tube into stoma, check the position of the obturator
inside the tube, so that its end closes the distal end of the tube. Keep the
obturator in the correct position using a thumb during the entire tube
insertion procedure. The procedure may be facilitated by putting a small
dose of lubricating water-soluble agent on the end of the tube and
obturator.

7. After inserting the tube into the trachea and verifying its correct
positioning, remove the obturator.

8. Ensure that the tube rests in the stoma without undue excessive tension.

9. If tube has a cuff, inflate the cuff with a minimal amount of air that will
cause an effective sealing.

10. Place a sterile gauze dressing or a pad under the tube’s flange.

11. Use the neck strap tied to a tube’s flange to attach the tube to the
patient's neck. The neck straps must be tied tight enough so that the tube
does not fall, and loose enough so that the neck is not compressed.

Precautions:

1. The tracheostomy patient may use the tracheostomy tube only when it
has been prescribed by a doctor.

2. The patient’'s doctor selects the correct tube shape and size for the
patient and decides on what additional accessories may be used.

3. The insertion of the tracheostomy tube through the tracheostoma to the
trachea always increases air resistance (because of the position of the
tracheostomy tube in the trachea and its small inner diameter).

4. If the dyspnea persists, the patient should immediately call a nurse or a
doctor. In most cases strong coughing to clear secretions out or
suctioning of the respiratory tract is effective.

5. Under no circumstances the end of the tracheostomy tube should be
occluded, for example with speaking valve, decannulation cap or a similar
object.

6. Protect the cuff from damage due to contact with sharp edges.

7. Avoid touching the tubes with electrosurgery electrodes or laser beam, as
PVC will release toxic fumes or cause ignition.

8. Do not use during the Magnetic Resonance Imaging (MRI).

9. Under no circumstances you should continue to use kit components if the
tracheostomy tube or the cuff has been damaged (e.g. cracks on the
surface, a leaky cuff) or when there is loosening of connections between
the flange and the tube, or if the flange separates from the tube.

10. If an allergic reaction occurs, contact a doctor immediately.

11. When the Sumini tracheostomy tube is to be used outside the hospital,
the doctor or nurse should instruct the patient’s parent on the safe use of
the device.

Warnings:

1. Due to the danger of respiratory tract infections, current approved medical
procedures and techniques must be observed.

2. The device is not intended for resterilization

3. Observing current approved medical techniques and having the
procedure performed by qualified medical personnel reduces the risk of
complications such as: tracheal and laryngeal stenosis, wound bleeding
or infection, pneumothorax, mediastinal emphysema, tracheoesophageal
fistula, blocking of the tracheostomy tube, inflammation and decubitus
ulcer in the area of trachea, air leakage around the tracheostomy tube,
respiratory tract infection, breathing difficulties and breathing effort,
muscle lesions, tracheal hemorrhage.

4. Do not use after expiration date or if the package is damaged.

Storage:
Sterile tubes should be stored in a dry environment, protected against dust,
sunlight, at temperature 5-40°C.

Responsibility — legal guidelines:

The KAN tracheostomy tubes manufactured by SUMI are subjected to
physical testing, chemical testing and biocompatibility testing. This allows for
their safe use and ensures highest quality. Read the instructions for use
carefully before using the tracheostomy tubes. The SUMI company will not be
liable for the consequences caused by improper selection of tube size or by
the use of tubes contrary to the intended purpose and instructions for use.

In the event of a complaint or an occurrence of a medical incident, keep the
medical device with its immediate packaging. Photographic documentation is
also recommended.
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Tpyoxku Tpaxeocromuueckue SUMINI — UHCTpYKIuUs O NPUMEHECHUIO

Hacrosmas MHCTpyKIUs 110 MPUMEHEHHUIO OTHOCUTCS K CIIEIYIOIIUM U3ACTIUIM:
3N-XXXX, 3P-XXXX, 2N-XXXX, 2P-XXXX

TpaxeocTomuueckue TpyOku Sumini peHa3HAYEHBI TOJIBKO /I OHOTO MMAIMCHTA.
MaxkcumanbHOEe BpeMsl UCIIOJIb30BaHUS OAHOM TPYOKH HE JOJDKHO IpEeBbIaTh 29 nHel.
B cooTBeTcTBUM ¢ peKOMEHIAIMAMHE Bpaya CIeAyeT 4YacTO 3aMEHATh TPYOKH.

Onucanmne:

TpaxeocTomudeckue TpyOKH Sumini TpenHa3HA4YCHBI IJIs1 MIIQJCHIIEB W Jered. TpyOxu
W3TOTOBJICHBI U3 MEIUIIMHCKOTO MOJMMEpa, YTO OOECIeurBaeT aAanTanuio GopMbl TPYOKH U
¢uraHIa K TeMIepaType Telia MalueHTa U 00eCIeYrBaeT BUANMOCTD B PEHTT€HOBCKHX JTydax.
Bce Tpaxeocrommueckue TpyOkM Sumini OCHAIIEHBI KOHHEKTOPOM 15 MM, COOTBETCTBYIOIIUM
craumapry ISO 5356. Tpaxeocromuyeckue TpyOkH Sumini ¢ MaHXETOH CHAOXXCHBI
VIUIOTHUTENIFHOM MaHKETOW HHU3KOTO MABJICHHSI W3 MSTKOTO IUIACTHKA, YTO MHUHUMHU3HPYET
JIABJICHUE HA CTEHKY TpaxeW. B KOMIUIEKT BXOAMT XJIOM4aToOyMaXkHas MICHHAas JICHTa, KOTopast
MO3BOJISIET yIOOHO 3aKPENUTh €€ Ha IIIee MaIleHTa.

KoMnoHeHTBI KOMILIEKTA:
Tpaxeocromuueckue Tpyoku Sumini — O6TypaTop — XomyaroOymaxkHast eiHas JeHTa

IToka3zanua:
TpaxeocTomuueckue TpyOKH Sumini TpeaHA3HAYECHBI JUTSI MIIQJICHIIEB M JETEeH, MEepeHEeCIInX
OTIepaIuIo IO TPAXECOCTOMUH.

HNHcTpyKUuMA M0 NPUMEHEHH IO

1. Ilepen ucnonp3oBaHUEM yOSIUTECH, YTO KOMIUIEKT TIOJTHBIH.

2. Ipouenypy TpaxeoCcTOMUU JOJKEH BBIMOIHITH XUPYPT WIA OTOJTAPUHTOJIOT.

3. BbIHBTE CTEPHIIbHYIO TPAXEOCTOMUUYECKYIO TPYOKY U3 YIAKOBKH.

4. B cnyyae MCIONB30BaHMS TPYOOK C MAaHXKETOH MpPOBEPHTE MAHXKETY, TECTOBBIH OAJUIOH U

oOpaTHbIi KianaH TpyOKH, HAMOJIHMB MaHXeTy Mepea ucnoib3oBaHueM. [lomcoenunure

HIPUI] ¢ KOHHEKTOpoM Luer k 0OpaTHOMY KJIariaHy W HaIllOJIHUTE MAHXKETY BO3JIyXOM.

HanonHuB MaH)XeTy U yCTaHOBUB €€ T€PMETHYHOCTh, CIYUTE €€ MOTHOCTHIO.

6. Ilepen BBeneHueM TpyOKH B CTOMY IIPOBEPHTE MOJIOKEHHUE 00TypaTopa BHYTPH TPyOKH, YTOOBI
€ro KOHEIl 3aKpbIBaJl IUCTAIbHBIA KOHEL TPyOKH. Yaep:xkuBaiiTe oOTypaTop B MPaBUIHLHOM
MOJIOKEHUH, WCIOJB3Yysl OONBIION Mmajiel] BO BpeMs BCel MpOIEnypbl BBEICHHUS TPYOKH.
[Ipouienypy MOXHO 0OO0JIETYMTh, HAHECS Ha KOHEI] TPyOKHM W oO0TypaTtopa HEOOIBIIYIO 103y
CMa3bIBAIOLIETO BOJOPACTBOPUMOIO CPEICTBA.

7. Ilocne BBeneHus TPYOKH B Tpaxer W MPOBEPKH €€ MPABUIBHOIO TMOJOXKEHUS CHUMUTE

o0Typarop.

Yo6eauteck, 9To TpyOKa HAXOAUTCS B CTOME 0€3 Ype3MEePHOTO HATSKEHUS.

9. Ecniu y TpyOKkm ecTh MaH)KeTa, HaKaualTe MaHXeTy MUHUMAJIbHBIM KOJIUYECTBOM BO3yXa,
yT0OBI 00ecreuuTh AP (PEKTUBHYIO TePMETU3AIIHIO.

10. TToMecTuTe CTEPHIIbHYIO MapJIEBYO MOBSI3KY WM MOAKIAIKY MO (iaHel TpyOKu.

11. Wcrnonp3yiiTe MEHHYO JEHTY, MPUBSI3aHHYIO K (uiaHiy TpyOKH, YTOOBI MPUKPETTUTH TPYOKY

K mee naruenTa. [lleliHbie TIMKH TOJDKHBI OBITH 3aBSI3aHBI IOCTATOYHO TYTO, YTOOBI TPyOKa
HE ynaya, ¥ JJOCTaTOYHO CBOOOHO, YTOOHKI IIes HE CIaBJINBAJIACh.

e

o

MepsbI IpeI0CTOPOKHOCTH:

1. TpaxeocToMu4eCKUii OOJIHPHOM MOXKET MOJIb30BATHCS TPAXEOCTOMUYECKON TPYOKOH TOJIBKO 10
HA3HAYCHUIO Bpaya.

2. Bpau maruenTa BhIOMpaeT MpaBUIBLHYIO (OpMYy W pasMmep TPyOKH IJIsl MalMeHTa W pellaer,
KaKue JIOTIOJTHUTEIbHBIC aKCeCCyaphl MOKHO UCTIOIb30BATh.
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3. BBenenue TpaxeocTOMHUECKOW TPYOKH depe3 TpaxeoCTOMY B TpPaxero BCEr/a YBEITUYHBACT
COIIPOTHUBIICHUE BO3/1yXa (13-32 MTOJIOKEHHSI TPAXEOCTOMUYECKON TPYOKH B Tpaxee U e Majioro
BHYTPEHHETO JHAMETPA).

4. Ecnu ofplika coxpaHseTcsi, 00JIbHOM JI0JKEH HEMEJIEHHO BbI3BaTh MEJCECTpY WK Bpaya. B
OonbIIMHCTBE CilyyaeB 3(P(PEeKTUBEH CHIIBHBINA Kalllenb Ul OTXapKUBAaHUS BBIACICHUNA WIH
0TCaChIBaHUE U3 JIbIXaTEIbHBIX ITyTEH.

5. Hu B xoeM ciryuae Helb3s 3aKpbIBaTh KOHEL TPAXeOCTOMUYECKON TpyOKHU, HallpuMep, Pe4eBbIM
KJIAITaHOM, KOJITTAYKOM JIJIs IEKAHIOJISIIIUY HITH TT0I00HBIM ITPEIMETOM.

6. OGeperaiiTe MaHXETY OT IMOBPEKACHUIN IIPU KOHTAKTE C OCTPHIMH KPasiMHU.

7. He npukacaiitech K TpyOKam 3JIEKTPOXUPYPIUUECKUMHU SJIEKTPOJAAMHU UJIH JIa3epHBIM JIyUOM,
Tak Kak [IBX BbInenseT TOKCHYHBIE Tapbl WK BBI3BIBAET BOCIUIAMEHEHUE.

8. He ucnonb3yiiTe Bo BpeMsi MarHUTHO-pe30HaHCHON ToMorpaduu (MPT).

9. Hu npu kakux oOCTOATENBCTBAX HE CIEAYEeT NPOJOJKATh MCIIOJIB30BaHHME KOMIIOHEHTOB
Habopa, eciii TpaxeocToMHUYecKast TpyOKa MIIM MaHXeTa MOBPEXKACHBI (HalpuMep, TPEIIUHBI
Ha IOBEPXHOCTH, HErepMETHUYHAs MAaHXeTa), WIM IpU OCJIA0JECHUH COEAMHEHUN MEexXIy
¢annem u TpyOKOi, nin ecnu QuiaHeln OTAeNIeTCs OT TPYOBI.

10. IIpu BOZHMKHOBEHWH aJUIEPTHYECKON peaKIIuu HEMEJICHHO 00paTUTeCh K Bpauy.

11. Ecnu Tpaxeocromuueckyro TpyOKy Sumini mpenanojaraercs UCHOIb30BaTh BHE OOJIBHHUIIBI,

Bpauy WJIM MeJCecTpa JOJDKHBI POMHCTPYKTUPOBATh POJIUTENEH MalueHTa o 0e30macHOM
HCIIOJIb30BAaHNU U3/IENHS.

Ipenynpe:xaenus:

1. U3-3a omacHOocTH MH(MEKIHMI NbIXaTeNbHBIX MyTeH HEOOXOTUMO COONIONATh JEHCTBYIOIINE
YTBEPKICHHBIC METUITMHCKHUE TIPOIICTYPHI M METOIBI.

2. W3nenue He npeIHa3HAYEHO AJI1 IOBTOPHON CTEPUIIN3ALIUH.

3. CoOmtofileHne COBPEMEHHBIX YTBEPXKIACHHBIX MEIUIIMHCKUX METOJIUK H TPOBEICHUE
IpOLEAYPHl KBATH(PHUIIMPOBAHHBIM MEIUIIMHCKUM ITEPCOHATIOM CHIKAET PUCK OCIIOKHECHHIH,
TaKUX KaK: CTCHO3 Tpaxeu W TOPTaHU, PaHEBOE KPOBOTEUCHUE UM MH(EKITNS, THEBMOTOPAKC,
sMmduzeMa CPEIOCTCHUS, TPAXCOMUIIEBOMHBIN CBHIN, OJOKHPOBAHHE TPaXCOCTOMHUYECKON
TpyOKH, BOCHAJCHHE U TPOJIGKHM B OOJACTH Tpaxew, TOJCOC BO3IyXa BOKPYT
TPaxeoCTOMUYECKOW TPYOKH, WH(MEKIHs IbIXaTeNbHBIX ITyTeH, 3aTPyAHEHHOE JbIXaHUE U
YCUJIME IBIXaHUS, TIOPAKEHUE MBI, KPOBOU3IIUSIHHUE B TPAXCIO.

4. He ucnonp3yiTe Mocie UCTEUYCHUs CPOKA TOJHOCTU WITH €CITH YIIAaKOBKA MOBPEXkKICHA.

XpaHeHue
CrepusbHble TPOOUPKH CIIETYET XPAaHUTh B CYXOM, 3aIMIICHHOM OT TBUIM, COJTHEYHOI'O CBETa
Mecte npu temmeparype 5—40°C.

OTBETCTBEHHOCTH — IPABOBOE PYKOBOACTBO:

Tpaxeoctomuueckue Tpyokun KAN mpomsBoactBa SUMI npoxonar ¢usnyeckue, XuMUYECKHAE
UCIIbITAHUA W HUCIIBITAHHUSA Ha 6I/IOCOBMGCTI/IMOCTB. 9T0 O6€CH€‘II/IBaeT ux 6€3OHaCHO€
UCIIONIb30BAaHWE W TrapaHTUpyeT Bbicoyailmiee kauecTBo. llepen  mcmonb3oBaHuEM
TPaxeOCTOMHYECKUX TPyOOK BHUMATEIBHO MPOYTUTE UHCTPYKLHUIO 10 puMeHeHuto. Komnanus
SUMI He HeceT OTBETCTBEHHOCTH 32 IMOCJIEACTBHS, BRI3BAaHHBIC HEMPABUIILHBIM BEIOOPOM pa3zmepa
TPYOKH WJIM IPUMEHEHUEM TPYOKH He 10 Ha3HAUYEHUIO U MHCTPYKLIMU 10 TPUMEHEeHHI0. B ciyuae
pexjIamMalny Wi BO3HUKHOBEHUS METUIIMHCKOTO IPOUCIIECTBUS COXPAHANTE MEIUIIMHCKOE
U3JIENIHE B €r0 HEMOCPEACTBEHHON yrakoBke. Takxke pekoMeHayeTcs: (OTOAOKYMEHTAITHSI.

KaTanoxxHsiii HomMep [TpousBoanTEIHL

Cepuiinbiii HoMep Crepuinzosano 90

Jlata mpou3BoCcTBa bes narekca

Hcnonws3oBarh no M3yunTe HHCTPYKLMIO Nepe] NPUMEHEHUEM
W3nenme cooTBETCTBYET TPEOOBAHUSAM BHumanue: npouuraiite Bce

EBponeiickoro coro3a / Homep NpEaynpEeXACHUS U MEPHI
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YIOOJIHOMOYCHHOTI'O OpraHa, Yy4aCTBYIOIICTO B npeaoCTOPOKHOCTU B UHCTPYKIHHU 110

OLICHKE COOTBETCTBUS M3/ICJIUS IPUMEHEHHIO

be3 ¢ranaros (Bkimouas DEHP) XpaHUTb B CYXOM MECTE

He nucnone3oBats, ecnm ynakoBka .
W36erath monasaHusi COMTHEYHBIX JTyUYei

MOBpEXJICHA

He crepunm3oBaTh MOBTOPHO Xpanutb 1ipu t 5-40°C

[MpousBoautens: CYMMU 0011ecTBO ¢ OTpaHHUEHHOW OTBETCTBEHHOCTHIO KOMMAHAUTHOE
TOBapUILECTBO
yi. Ipo6sipcka 35, 05-070, CynetoBek, [lonbpima
ten./dakc: (+48 22) 7833023, www.sumi.pl
Pen. 01. 16.04.2019
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'\E?i) TPAXEOTOMWYECKWUE TPYBKN - UHCTPYKLIUSA MO NMPUMEHEHUIO
3TV MHCTPYKLMM NO SKCTNyaTaLMM OTHOCATCA K ClIeYIOLLMM NPOayKTaM

31-XXXX 36-XXXX
32-XXXX 37-XXXX
33-XXXX 38-XXXX
34-XXXX 39-XXXX
3B5-XXXX | e
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MepmumHckoe
YCTpOICTBO

TpaxeocToMuueckue TpyBKi NpeHa3HaueHs! TONBKO ANS OAHONO NaLlueHTa. MakcuMasbHbIM Cpok Criyx6bl
OfHOW TPY6KM He MOXeT npesbiluaTh 29 AHeM. OfHaKO NPOU3BOANTENb PEKOMEHTIYET yallle MEHsTb TPpybkn
B COOTBETCTBUY C PEKOMEHAALIMAMM Bpaya.

Onucanne:
ACCOPTUMEHT CTEPUITbHbIX TPAXeoTOMUYECKUX TPYBOK OHOPA30BOTO UCMONb30BAHMS, OTNIMYAETCS
CreyloLLMMI CBOACTBAMM:

YnnoTHsoLas MaHxeTa HU3KOro iaBNeHus.

KoHTponbHbIi 6annoHuMK ¢ NOBOPOTHBIM KnanaHoM.

KoHHexkTop (coepuHuTenb) 15 MM.

DUKCUPYIOLLNE KPbIbILLKM (BO3MOXHOCTE U3MEHEHUS MONOXKEHUS)

CruneT (NpoBOAHNUK) Anst OBNerYeHust BBEAEHHS.

QcraloTcs CTepUnbHLIMU 10 MOMEHTA OTKPbITUS UMM NOBPEXKAEHNS YNaKOBKH.
. CTepxeHb Tpybkv M3rotoBneH ua npospaytoro NMXB. Ha kaxnoi TpyGke UMEETCs peHTreHKOHTpacTHast
TNIMHWS, KOTOpas CYXWUT ANs OnpeaeneH s NpasuibHOCTH MOMOXEH!S TpyBKM C MOMOLLbIO peHTreHorpadmy.
2. MaHxeTa nerko npucnocabnuBaeTcsi k eCTECTBEHHO (hopMe Tpaxew 1 3aKpblBaeT TpaxeitHblit NpocBeT
[iaxe B Cy4ae HU3KOro AaBNeHrs BHYTPU MarXKeTbl. XapakTepusyeTcs BbICOKUM 0CTaTOYHbIM 06LEMOM, (TO
€CTb KONM4ECTBOM BO3AYXa, KOTOpoe TpebyeTcs ANns ee pasBepTbiBaHus 6e3 yBenuUeHUs AaBIeHHst BHYTPH
CaMoi MaHXeTbl). Takum 06pasom, Tpaxes OCTaeTCs YNNOTHEHHOR AaXe NPy HA3KOM [aBNeHNM B MaHXETe
6e3 HexenaTenbHOro HaxuMa Ha CIIM3UCTbIE TKaHU Tpaxeu.

3. Ecnu ycTpoiCTBO NPUMEHSIETCA NPaBUILHO W B COOTBETCTBIAM C UHCTPYKLIMEN, NOBPEXEHMUE CIIM3UCTON
060n04KM UK XpsiLLEr MOXET BbiTb B 3HAYUTENbHOM CTENEH OrpaHuyeHo. KOHTPOMbHbIM BannoHunK
CUTHaNM3NpYeT 0 NPaBMIIbHOM HarMOMHEHM MaHXeTbl, HO He NoKa3blBaeT PearnbHOro AaBNeHUs B MaHxeTe.
4. OnMBKOBBIV HAKOHEYHIK CTUNETA 3aMbIKAET AanbHUM KOHEL TPyBKM, YTO AAeT BOSMOXHOCTb 663 TpasM
BBOAMTb TPyBKy B TPaXeoTOMUYECKOE OTBEPCTHE.

5. BOpOTHMYOK (chnaHeL) — 3TO aneMeHT, KOTOPbIA CRIYKUT Anst NOAAEPKUBAHUA CTEPXKHS TPYBKH, He
[onyckaeT nepemelleHns Tpy6ki. B BapuaHTe ¢ BOSMOXHOCTbIO PErYNsiMM (DUKCUPYIOLLNE KPbITbILLKA
NO3BONAIT NPUCTIOCOBUTb ANMHY TPYBKM K MHAMBUAYaNbHbIM NOTPEBGHOCTAM NaLueHTa.
6. Tpybka MOXET UMETb CTAHAAPTHBIA KOHHEKTOP 15 MM M MOXET BbiTb NOACOEAMHEHE, HANPUMEP, K
YCTPOWCTBY N4 PEBEPCHBHOTO [bIX3HNA C NOBTOPHbIM BibIXaHUEM BO3YXa, KOTOPbIA BblbIXAETCS.
7.XnonyatobymaxHas nexta obecrneunBaeT KOM(POPTHOE NPUKPENTIEHHE BOPOTHUYKA ((hriaHLia) K wee
6onbHoro.

-

Moka3aHus K NPUMEHEHHH0:

1. B cnydae HenpoxoauMocTy [ibIxaTenbHbIX NyTelt BCMEACTBUE TPEBM LA CO 3HAUNTEMbHBIMIM OTEKaMM,
Npy TPaBMaXx LLeu, FPy/AHON KNETKW UMK 0XOrax ropTaHu.

2. B cnyyae npuMeHeH1s [onroBpeMeHHO MexaHUIeckon BEHTUNALMA,

3. Mpu YacTom 0TCaCkIBAHMM 3HAYUTEMBHOTO KONMYECTBA BbIAENEHU U3 Tpaxen U BPOHXMANLHOTO fepesa.

4. [ins npenoTBpalleHus Nonafaxus B Tpaxeto NOCTOPOHHUX Terl, Kak NpaBuno, y GONbHbIX B
6eccosHaTenbHoM COCTOSIHMM UK Y BOMbHbIX C 0cnabieHHbIMM pechiieKcamm ropTanu.

WHCTPyKUMA NO MCNONL30BaHUIO:

1. Mepepn ucnonb3oBaHueM cneayeT YOEANTLCS, YKOMNIIEKTOBAH N HaBOP U MPABMIBHO N OH
(bYHKLMOHUPYET. TpyBKy C MaHXeToi HeoBX0MMO TaKKe NPOBEPUTL Ha rePMETUYHOCTL CUCTEMBI
HaKayku BO3JyXa i Ha OTCYTCTBUE NOBPEXAEHHIA.

. Onepaupio TpaxeoToM1n LOMKEH BbINOMHATL XMPYPT UM STapUHTOSION.

. Tocne NpoBepky remocTasa BBOAMTCS HAMMEHbLLAS (@ He HAaUBOMbLUAsH U3 TEX, KOTOPbIE MOXHO BBECTH)
TpaxeoToMuyeckas Tpybka.

4. OCTOPOXHO BbIHbTE CTEPUMBbHYI0 TPAXEOTOMUHECKYI0 TPYEKY U3 YNakosKu.

5. B Tpy6kax ¢ MaHXeToi CriesyeT NPOBEPUTL MAHXETY, KOHTPONbHbIA BarfoHUMK M KanaH Kaxaoi
TPpy6K, HANONHMB MaHXeTy Nepef MCnonb3oBaHkeM. MoMecTiTe HaKoHeYHMK WnpuLa Tna «JTioep» B
KOpMyC Knanaka 1 ByckaiTe BO3MYX B KONUYECTBE, HEOGXOAUMOM AN MOMHOTO HANOMHEHUS MaHKETbI.

6. Urobbl y6eauThCA B repMETUUHOCTY CHCTEMBI, HEOBXOAUMO Yepes 5 MAHYT NPOBEpUTL Criad AaBneHus.

7. Yro6bl NpeaoTBPaTUTL Ype3MepHOe pacTsrBaHne MeMBpaHbl MaHXeTbl, faBNeHue HanonHeHus
MaHXeTbl BO BPEMS TeCTa Ha NNOTHOCTb He JOMKHO npesbilwats 100 MGap.

. Mocne NpoBHOro HaMoMHEHUs NONHOCTBIO YAANKUTE BO3AYX U3 MaHKETbI.

. Mepen BBeieHneM TPybKkU B TPaxeOTOMIMHECKOE OTBEPCTUE NPOBEPHTE MOMOXEHNE MAHLPEHa BHYTPH
TPYOKY, €ro HaKoHeUHNK JOMKEH 3aMblkaTb AasbHIMI KoHeL, TpyBKku. YaepxuBaiiTe yCTPORCTBO B
COOTBETCTBYIOLLIEM NONOXEHWM C NOMOLLbIO GOMbLIOTO NanbLia Ha NPOTSHKEHIMM BCEro npoLecca
BBeneHns Tpy6ki. Mpoliece uHTyGaLm MoxeT BbiTb 0BneryeH, ecnv NpeaBapuTenbHO YBRaXHUTL KOHLbI
TPpyOKM 1 MaHapeHa HeBONbLLMM KONMYECTBOM CPEACTBa ANsi CMa3Ku, KOTOPOE PACTBOPSETCS B BOAE.

10. Mocne BeeaeHMA TpyOKK B Tpaxeto i NPOBEPKM NPABIMBHOCTI €€ NONOKEHNUs yBepuTe MaHapeH.
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nenyeT ybenuTbes, 4o cTepxeHs Tpybku 6e3 Tpyaa npoxoauT Yepes Tpaxeumim)m HLJAT A L N Y

12. ToBA3ka B cryyae TpaxeoTOMU4ECKO TPYGKH. MOBA3KY ¢ HUKCHPYIOLMMY Kpbl
COOTBETCTBYIOLLYIO ANMHY TPYOKkK, NepeaBurast Kpbinbilukv. [oTOM NoBsi3koi 3aGnokupyiTe ux
NOMOXeHMe, [JOKPY4MBas raiky.
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13. ToBA3Ky 13 CTepUNbHON MapnK HaNoXMUTe Noa UKCUPYIOLLME KPbIMbILLKA TPYGKU.

14. NNeHTbl, NpUKpenneHHbIe K KPbIMbILLKAM, 3aBSKUTE KPerKo caazm, YTobbl TpyGKa He Bbinana u, B TO xe
Bpems, UTobbl He BN nepexaTtl BHELIHME LWeHHbIe BeHbI.

15. Tpy nokanusaLmMM TpaxeoTOMUYECKOro OTBEPCTUS M3beraiiTe NPUMeEHeHNs e3MHAEKLMOHHBIX CPEaCTs,
copepxalLmx cnvpr.

16. Hukoraa He yBnaxHsiTe nepthopupoBaHHbIE KOMMPECChI e3MHBEKLMOHHbIMY CPEACTBaMM, KOTOpble
cofepxar CupT.

17. Hanonkute MaHXeTy MUHUMAanbHbBIM KONUYECTBOM BO3AYyXa, HEOBX0AMMBIM AMst Ah(hEKTUBHOTO
YMNOTHEHNS.

18. LLymbl B 06nacCTM MaHXeTbl, B 0COGEHHOCTH BO BpEMS! BbIZLO0XA, YKa3blBalOT Ha TO, YTO MaHXeTa He
LIeNIMKOM 3aMofHAET Tpaxelo, KOTopasi BCNEACTBIE 3TOr0 HeA0CTaTOMHO YNNOTHeHa. B uaeanbHbix
ycnosusx Aasnenue 15 M6ap [omkHo BbiTb AOCTATONHBIM.

19. Mocne HanonHeHUs MaHXeTbl BbIHbTE LUNPUL M3 Kopnyca knanaHa. Ecnv Bbl ocTaBuTe WnpuL, 310
MOXET MPUBECTM K TOMY, YTO KIlanaH 0TKPOETCS M BO3AYX BbIAAET U3 MaHXeTbl.

20. Mocne uuTybaumn cneayeT NpUKpenuTb K Liee BONbHOro cneLyanbHblit 3akpenSIoLui BOPOTHUYOK,

4T06bI NPENOTBPaTUTL CMelLieHNe TPyBkU. BHUMaHKE: CyLLecTBYeT OnacHOCTb SKCTyBaLMn.

. BenencTane andhdyann rasos ckBO3b CTEHKM MaHXETbI, AABNEHNE B HEM, KK MPaBUNO, Yepes

HeKoTopoe BpeMs HeMHOro yMeHbLuaetcs. OfHako B cryyae 06e3bonuBaHis ¢ NOMOLLbIo rasa

BO3MOXHO TaKkKe NMPOU3BOMbHOE (He3annaHMpoBaHHOE) yBeNMYeHHUe AaBneHus. Moatomy

PEKOMEH[YeTCS PErynsipHO KOHTPONUPOBATh 1aBNeHUe B MaHxeTe.

lepeq onopoXHeHneM MaHXeTb! CNEAYeT O4UCTUTL OTPE3OK TPaxew Bbille MaHXETbl, OTcackiBast

BbleNeHs 1 CrIloHy. ECnM 9TO HEBO3MOXHO, HanpuMep, y GOMbHOTO B CO3HaHIUM C COXpAHEHHbIMM

pechnekcamu, PeKOMeHAYeTCs BBECTI B TPaXelo BCaChIBAIOLMIA KaTeTep Yepes TPaxeoToMMUIeckylo

TPY6Ky W, B X0A€ 0TCACbIBAHMUS, NOMHOCTBIO YCTPAHUTL BO3MYX M3 MAHXKETbI MPY MOMOLLM LIMPULLA.

CKonmBLUMECS BblfeneHus Npu 3ToM MoryT BbiTb oTcocaHb! 63 Tpyaa, He BbisbiBas kans. Korga

BO3AyX ByAeT NONHOCTbI0 YAANeH 13 MaHXeTbl, MOXHO 6e30MacHo BbIHYTbL TPYOKY.

BiGpocuTe TpaxeoTommyeckylo Tpy6ky. [puaepxusaiTech yCTaHOBNEHHOM MPOLIEAYpbI, C yHETOM

[AeTanbHbIX MPefoCTepexeHHit, NpuBeaeHHbIX B UHCTPYKLAM NO NPUMEHEHMIO.
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CpepcTea 6e3onacHoCTH:

1. ins 6onbHOro ¢ TPaxeoTOMMUEH MOXET MPUMEHSTLCS TpaxeoToMiUyeckast Tpybka TOMbKO B TOM criyyae,
€CrI1 9TO PEKOMEH[0BAHO BPAYOM.

2. Bpay, KoTopblil newnT 6onbHOTO, BbIGUPAET COOTBETCTBYIOLLYIO (hOpMY 1 pasMep TPyBky, B 3aBUCMMOCTI
ot 3aboneBaHus 6OMbHOrO 1 peLlaer, kakue AONONHUTENBHbIE COEAMHUTENbHBIE AETANM MOXHO
NPUMEHHT.

3. BBepenue TpaxeoTomuyeckol Tpybki B Tpaxeto Yepes TpaxeoTOMUYECKkoe OTBEPCTUE Beeraa
YBEMUIMBAET COMPOTMBIEHME BO3AYXa (143-32 CAMOTO BBEAEHMUS TPAXEOTOMUYECKOH TPYBKY B Tpaxeio 1
€e Maroro BHyTPeHHero AuameTpa).

4. Ecnu saTpyaHeHHoe AblxaHue NpOAoMXaeTcs Kakoe-To Bpems, BoNbHON AOMKEH Kak MOXHO cKkopee
no3satb MeACECTpy Mnu Bpaya. B GonbluMHCTBE cryyaes adhekTUBHO CUbHOE OTXapkuBaHue
BblENEeHUNA NN OTCACLIBAHNE U3 AbIXaTENbHBIX MyTEN.

5. Hu B koeM cryyae Hemb3si A0MyCKaTb NePeKPbIBAHMS KOHLA TPYBKM (hOHALIMOHHBIM KnanaHoM,
YNNOTHSIOLLEA 3aTbIYKOA U T.M., €CTIM MaHXeTa YyXe HanonHeHa.

6. 3akpbiBaTb TPYGKY (Npy MyCTOM MaHXETE) C MOMOLLbIO YNNOTHSIOLLEro Konnaqka Afs Toro, 4Tobbl ybpath
60mbHOro OT TPY6KM, MOXHO TOMLKO NOA HAZ30POM Bpaya U Moz ero OTBETCTBEHHOCTb.

7. Heobxoaumo Gepeyb MaXeTy OT NOBPEXAEHHIA NP KOHTAKTE C OCTPbIMMU KpasiMU.

8. Cnepyet usberatb koHTakTa TPYEKM C 3MEKTPOXAPYPrUECKUMM AMEKTPOAAMM UMK C Ny4OM nasepa, Tak
Kak MXB 6yaeT BblaensiTb TOKCUIHbIE AbIMbl, AW 3TO NPUBEZET K BOCINAMEHEHUIO OKpYXaloLLei cpefb!,
HaCbILLEHHOW KUCTIOPOZOM.

9. YcTpoicTBO Henb3s NPUMEHsSITb BO BpeMsi NEYEHUs NpU NOMOLLYM pafuoTepanuu.

10. He npuMeHsTb OHOBPEMEHHO C MarHUTHbIM pe3oHaHcoM (MRI).

11. Hu B koeM cnyyae Henbas NPOAOMKaTh NONb30BATLCS 3MIEMEHTaMI KOMNNEKTa, ECTIU NOBPEXAEH
CTepXeHb TPyBku, MaHxeTa (HanpuMep, TPELUMHbI Ha NOBEPXHOCTY, HENMOTHAs MakkeTa) U B crydae
ocnabnexns CoeanHeHNs MexXay 3akpennstoLLMM draHLem (BOPOTHUYKOM) U CTEPIKHEM, Unu
0TCOEAMHEHUS BOPOTHUYKA OT CTEPXKHS.

12. MpekpatuTe Ucnonb3osaHue Tpy6ok cpasy ke nocne HabnioAeHUst MPU3HAKOB anneprian

Mpenocrepexenus:

YunTbIBasR ONACHOCTb 3apaxeHist AbIxaTesbHbIX MyTei, B OCHOBHOM CTOMKUMM BOMbHUYHBIMY LUTaMMaMK,
crieqlyeT Npuaepx1BaTLCA YTBEPKAEHHbIX Ha AaHHbIA MOMEHT MEANLIMHCKUX NPOLIEAYP U TEXHOMOMiA.
loBTOpHas CTEPUNM3ALMSA UMW NOBTOPHOE UCTIONB30BAHIME MOTYT NPEACTaBAATb ONACHOCTL ANt 340POBbS
6onbHoro. Tpy6ka NpeaHasHayeHa UCKMIoYMTENbHO ANst OFHOPA30BOTO UCMONb30BAHNS.

CobnioeHue yTBepaeHHbIX Ha AaHHbI MOMEHT MeJMULMHCKUX peKkoMeHaLuil U BbINOMHEHUe NpoLieaypbl
KBAMMMULMPOBAHHBIM MEULMHCKMM NEPCOHANOM CBOOUT K MUHUMYMY BEPOSITHOCTb BOSHUKHOBEHUS
OCTIOXHEHWI TaKKX, KaK: CyXeHue ropTanu, Tpaxeu; KpoBOTEYEHUE UK 3apaxeHne paHbl; THEBMOTOPaKC,
MeMacTMHanbHas SMAU3eMa; TpaxeiHo-NULLEBOAHbIA CBHLL; 3aCOPEHIne TPaXeOTOMIUIECKON TPYBKY;
BOCNaneHe 1 nponexeHb B 061acT Tpaxew; yTeuka BO3yxa MUMO TPaxeoTOMUUECKoil TpYBKy;
BOCNareHe AbixaTemnbHoI CUCTEMbI, 3aTPYHEHHOE AbIXaHue; MbllLEYHbIe N3MEHEHNST; KPOBOTEYEHNE U3
rOpTaHu.

MpumeyaHms:

1. XpaHnTb NpU KOMHATHOW TemnepaType.

2. He u1cnonb3osatb B CllyyYae NOBPEXAEHUS YNaKkoBKA.
3. He ncnonb3osath Nocne OKOHYaHs Cpoka rofHoCTH.

VHCTpYKUMs no yTMnM3aLmm:

cnonb30BaHHble MEAULIMHCKUE YCTPOMCTBA, ONUCaHHbIE B HACTOSIUMX MHCTPYKLMSX, CrieayeT
YTUNU3MPOBATb B COOTBETCTBUM C NPUMEHUMbIMYU HALMOHaNbHBIMM NpaBANaMU 0GpaLLEHUs ¢
MEMLMHCKMM OTXOZaMM.

OTBETCTBEHHOCTb:

TpaxeoTomuyeckue Tpy6ki MPOM3BOACTBE UPMbI ,CyMM“ NPOLLNM U3MYECKME, BUonorudeckue u
XMMMYECKIE UCTIbITAHUS, YTO iaeT BOIMOXHOCTb 6e30MacHo UX UCNoNb30BaTh W rapaHTUpYeT BbiCouaiLee
Ka4ecTBO.PekoMeHayeTCcs AeTanbHO 03HAKOMUTBLCS C MHCTPYKLMEN N0 NPUMEHEHUIO nepea
1Cnonb3oBaHUeM TpaxeoToMUYeckux TpyGoK. TpaxeoToMUUeCckuMM TpyBkaMm, U3roTOBNEHHbIMI UPMOi
,CYMM", MOXET NoNb30BaTLCA TOMBKO KBANMMULMPOBAHHDIA MEAWLIMHCKWIA NepcoHan.

duUpMa ,CyMI" He HECeT OTBETCTBEHHOCTM 3a NOCNEACTBUS, Bbl3BaHHbIE HECOOTBETCTBYIOLYMM NoAGOpOM
pasMepa Ui UCrIoNb30BaHMEM TPaXeoTOMUYECKUX TPYBOK He N0 HasHaueHuto. B criyyae xanobbl unm
MEIMLMHCKOTO UHLMAEHTA, MEAULIMHCKOE YCTPOMCTBO CrieayeT COXPaHUTb B HEMOCPECTBEHHO! 3aBOACKOM
ynakoBke. Taloke XenaTenbHo NOLTOTOBUTL (POTOAOKYMEHTaLMIO.

“ 06LLeCcTBO C OrpaH4eHHON OTBETCTBEHHOCTLIO SP. K.
yn. Apo6spckas, 35 05-070 Cynelosex,
yivierertdypd§e) [RA:36:23 retwatsunii.com.pl

for the Y SyStergbmycx Ne 08. [lata Beinycka: 12.04.2022.

Tew Milewski



CRICOTHYROTOMY SET -~ INSTRUCTIONS FOR USE
These instructions for use refer to product REF 30-0001
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Description:

Cricothyrotomy is an invasive technique used in the emergency conditions as
a quick and immediate manner of restoring patency of the airways, which
have been subjected to the airway obstruction at the height or above the rima
glottidis. The laryngological procedure consists in an incision of the
cricothyroid ligament, located between an inferior margin of lamina of the
larynx thyroid cartilage and a superior margin of the arch of the larynx cricoid
cartilage.

Cricothyrotomy is a procedure of choice if there are the emergency
indications in case of a lack of the possibilities of a ventilation or a
conventional intubation of the patient, used when all other methods of the
airway management failed to be effective.

Cricothyrotomy set is a single-use device.

Kit components:
* Tracheostomy tube size 6.0 * Bougie introducer ¢ 10 ml syringe
* Scalpel N°10 « Strap for tracheostomy tube

Indications:
Inability to ventilate and oxygenate the patient in life-threatening conditions.

Instructions for use:

Before use, ensure whether a set is complete. Cricothyrotomy should be
performed by an anaesthesiologist familiar with the procedure. It is
recommended to use the pictorial instruction included in the set during the
procedure.

Warning!
During the whole procedure you should remain calm and try to oxygenate the
patient.

1A. Impalpable cricothyroid membrane

e Stand on the left side of the patient

e Place a pillow under the patient’s shoulders and position his head to
extend neck.

e Using left hand to stabilize larynx, tense the place of incision between
your fingers

e Make a 8-10cm vertical incision, caudad to cephalad

e Use blunt dissection with fingers of both hands to separate tissues until
you identify the cricothyroid membrane

1B. Impalpable cricothyroid membrane
e Stand on the left side of the patient
e Place a pillow under the patient’s shoulders and position his head to
extend neck.
e |dentify the cricothyroid membrane with left hand

2. Using left hand to stabilize larynx, make a transverse stab incision

through cricothyroid membrane

Turn blade through 90° (sharp edge caudally)

Hold the scalpel with your left hand. Insert the bougie introducer to

10-15cm, caudad .

5. Slide the tracheostomy tube along the guide, confirm the correct
placement of the tube and secure its position with the strap.

ol

Precautions:

1. Under no circumstances the end of the tracheostomy tube should be
occluded, for example with speaking valve, decannulation cap or a similar
object.

2. Protect the cuff from damage due to contact with sharp edges

3. Avoid a contact with the electrosurgical electrodes or laser radiation,

because PVC will emit the toxic fumes or will cause an ignition of the air

enriched with oxygen.

The medical device is not proper for the patients during the radiotherapy.

Do not use during the Magnetic Resonance Imaging (MRI).

Under no circumstances you should continue to use kit components if the

tracheostomy tube or the cuff has been damaged (e.g. cracks on the

surface, a leaky cuff) or when there is loosening of connections between
the flange and the tube, or if the flange separates from the tube.

o0~

Warnings:

1. Because of a risk of infection of airways with some hospital strains that
are treatment resistant, the current approved medical procedures and
techniques should be observed.

2. The tube is exclusively for single use.

3. Observance of the current approved medical techniques and performing
of a procedure by qualified medical personnel reduces down to a
minimum possibility of complications e.g.: stenosis of larynx, trachea,
bleeding or infection of a wound mediastinal emphysema, tracheal and
esophageal fistula, occlusion of the tracheostomy tube, infection and
decubitus ulcer within a windpipe , leak of air around the tracheostomy
tube, infection of respiratory system, dyspnoea and respiratory effort,
inflam aemorrhages from larynx.

Notes:

1. The set should be stored in 5-40°C, in a dark, dry place.
2. Do not use in if package is damaged.

3. Do not use after the expiry date.

Responsibility:

Products manufactured by SUMI undergo physical, biological and chemical
tests. This fact allows to use them safely and guarantees top quality. It is
recommended to thoroughly acquaint the INSTRUCTIONS FOR USE prior to
use of the cricothyrotomy set. SUMI shall not bear responsibility for
consequences caused by using the cricothyrotomy set contrary to their
intended use or instructions for use. In the event of a complaint or an
occurrence of a medical incident, keep the medical device with its immediate
packaging. Photographic documentation is also recommended.

Pictograms:

Catalogue number Latex free

i
m
M

Prior to use consult
instructions for use

LOT

Batch number

Date of manufacture Do not re-use

Do not use if package

Use-by date is damaged

Product compliant with
European Union

requirements / number of a Phthalates free (DEHP

] @)1= |

notified body participating free)
in the evaluation of device DEHP
conformity
d Manufacturer T Keep dry
Sterilized using ethylene ) 7 Keep away from
—0—
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SUMI spoétka z ograniczong odpowiedzialnoscig sp. k.
ul. Drobiarska 35 05-070 Sulejéwek, POLSKA
tel./fax (+48 22) 783 30 23, www.sumi.com.pl

Ed. 01. 01.04.2019.
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Ha6op nis kounkoromuu — MHCTpYyKIIMS 110 NPUMEHEHUI0
JlaHHast MHCTPYKIIUS PACPOCTPAHAETCS Ha U3ENHE C KaTaloxkHbIM HoMepoM 30-0001

Onucanue:

Konunkoromus — naBa3suBHas MCTOHKA, UCITOJIb3yEMasl B HCOTJIOKHBIX COCTOAHUAX KaK GBICTpBIﬁ
U HEMEJICHHBIA CrI0cO0O BOCCTAHOBJIEHUS MPOXOAMMOCTHU AbIXaTE€IbHBIX MyTEH, MOABEPTIINXCS
OOCTpYKIIMM Ha YPOBHE WM BBIIIE TOJOCOBOM Imenu. JlapuHrosjoruyeckas mpoueaypa
3aKIJII0YAeTCsl B pa3pe3e MEePCTHEUUTOBUIHON CBSI3KH, PACHOJIOKEHHON MEXIy HIKHUM Kpaem
INIACTUHKYA IIUTOBUAHOIO XpsIla I'OPTaHM M BEPXHUM KpaeM Oyrd IMEPCTHEBUIHOTO XpsIla
TOpPTaHH.

Konukoromust sBnsieTcs omepanueld BblOOpa NpU HATUYUK HKCTPEHHBIX ITOKa3aHUM IpH
OTCYTCTBUHM BO3MOXHOCTH MCKYCCTBEHHOM BEHTWJISILIMU JIETKUX WUJIM TPAJIULIMOHHON MHTYOAalUU
6OJ'II>HOFO, MMPUMCHSACTCS, KOrga BCC APpYyTruc MCTOAbI O6€CH€‘I€HI/I}I MPOXOAUMOCTH AbIXAaTCIbHBIX
nmyTel okazanuch Hed(PEKTUBHBIMH.

Ha60p AJI1 KOHUKOTOMUU ABJIACTCA OAHOPA30BbIM HU3CIICM.

KommnonenTsl HaOopa:
e TpyOka TpaxeoctroMuueckas, pazmep 6,0; uaTpoastocep Bougie; mmpurr 10 M
e Cxanpnens Nel0; TecbMa

IMoxa3zanus:
HeB03MOKHOCTh BEHTWISIILIUY M OKCUT€HAIIUU MAIlMEHTA B YTPOKAIOIINX KU3HU COCTOSHUSX.

HMHCcTpyKUMA 110 IPUMEHEHUIO:

Ilepen ucnonp3oBaHueM yOeauTech, YTO HaOOp MOJHBIA. KOHMKOTOMHIO JOJIKEH BBIIOIHATH
AHEeCTEe3MOJIOT, 3HAKOMBIN C mpouenypoil. Bo Bpems mpouenypsl pEKOMEHyETCsl UCIIOJIb30BaTh
WUTIOCTPUPOBAHHYIO HMHCTPYKIIMIO, BXOASIIYIO B KOMIUIEKT.

Buumanue!
Bo Bpems Bceld mporeaypbl BbI JODKHBI COXPAHSATh CIIOKOWCTBHE M CTapaThCs HACBITHUTH
KHCIIOPOJIOM TTaIlUEHTA.

1A. Henanbnupyemas nepcTHEIUTOBH IHAsE MeMOpaHa

e PacnonoxuTsCs ¢ I€BOW CTOPOHBI OT MALUEHTA

e [lomecTuTh MOAYIIKY MOA IUIEYM MALMEHTA U PACHOJIOKHUTH €r0 TOJIOBY TaK, YTOOBI IS
0Ka3aJ1ach BBITSAHYTON

e JleBoil pyKkoi HATSAHYTh MECTO pa3pe3a MeXy MajbllaMu JJIs CTAOMIN3aIHA TOPTaHU

e (CpenaTh BEpTUKAJIBHBIM pa3pe3 mMHOM 8-10 cM OT KaynajabHOro 10 KpaHHUAJIbHOI'O
HaIpaBJICHUS.

e lcnonb30BaTh TYIYIO IUCCEKIHMIO MalbllaMU 00€UX PYyK AJIS pa3/ieleHusl TKaHEH, rmoka
NEePCTHEIUTOBUAHAsA MeMOpaHa He ACHTU(DULUPYETCSL.

1B. Hemansnupyemasi IEPCTHENTUTOBUAHAS MEMOpaHa
e Pacnonoxurthes ¢ 1€BOK CTOPOHBI OT MALMEHTA
e [loMecTUTh MOAYIIKY O IJICYH MAIMEHTA W PACIIONOKHUTH €ro TOJIOBY TaK, YTOOBI IIes
0Ka3aJ1ach BBITSIHYTOMN
e OmnpenennuTh NEPCTHEIUTOBUAHYIO MEMOpaHy JI€BOM pyKOH

2. JleBoii pyKkoil Ha CTaOMJIN3UPOBAHHON TOPTAHU CHIENATh MONEPEUHBIH KOMIOIMUI pa3pes uepes
NEPCTHELUTOBUAHYIO MEMOpaHY.

3. IloBepHyTh ne3BHe Ha 90° (ocTphlii Kpall KaynaiabHO).
4. JlepkaTh CKaJbIeb JIEBOW pyKoi. Beectn nHTpoabtocep Bougie Ha 10—15 cM kaynanbsHO.

5. BcraBuTh TpPaxeoCTOMHUYECKYIO TpPyOKy IO HMHTPOIbIOCEpPY, INPOBEPUTH IPABHIBHOCTH
YCTaHOBKH TPYOKH U 3a(pUKCHPOBATH €€ NOJIOKEHNUE C TOMOIIBIO TEChMBI.

[lepeBon cooTBeTCTBYET OpHruHaiy. pemnakosa A.B., cnermanuct o peructpamuu UMH, no nosepennoctu 6/1 ot 21.11.2022

Peructpanua MU B Pocappaeranzope
www.nevacert.ru | info@nevacert.ru



MepbI IpeI0CTOPOKHOCTH:

1. Hu B KoeM citydae Hellb3sl 3aKphIBaTh KOHEI] TPAXEOCTOMUYECKOH TPYOKH, HAITPUMED, PEUEBBIM
KJIAITaHOM, KOJITTAYKOM JIJIS IEKAHIOJISIIIAN FITH TTIOJI00HBIM MTPEIMETOM.

2. 3amuuiaite MaHXeTy OT OBPEXACHUM OCTPBIMH KpassMU IIPU KOHTAKTE.

3. M30eraiiTe KOHTAKTa C JIEKTPOXUPYPTUUCCKUMHU DIICKTPOJAMHU HIIU JIA3EPHBIM H3ITyYCHUEM,
T.K. TIBX 6y,Z[GT BBIACIIAATE SAJOBUTBIC IMapbl WKW BbI3BIBATH BOCINIAMCHCHHC BO3/JYyXa,
000TaIIeHHOT0 KUCIOPOIOM.

4. MG,Z[I/ILII/IHCKOG HU3CJIMC HC MTOAXOAUT AJId MALIUCHTOB, NPOXOAAIIUX JIYUCBYIO TCpAIIUTO.

He ucrnonp3yiiTe BO BpeMsi MarHUTHO-pe30HaHCHOM ToMorpaduu (MPT).

6. Hu mpu kakux oOCTOATENBCTBaX HE CJEAyeT MPOAOJDKATh MCIOJIb30BaHHE KOMIIOHEHTOB
Habopa, eclii TpaxeocToMUYecKast TpyOKa WIIM MaHXeTa TIOBPEKACHBI (HalpHUMep, TPEIIUHBI
Ha TOBEPXHOCTH, HErePMETHUYHAs MAaHXeTa), WIM TPU OCJIAOJCHHUH COCAMHEHUH MEXTY
bnaneM U TpyOKOH, WK eciu dhJaHel OTAEISETCS OT TPYOKH.

e

Ipeaynpexaenus:

1. U3-3a pucka nHOUIMPOBAHUS ABIXATEIBHBIX IMyTEH HEKOTOPHIMH yCTOWYUBBIMHU K JICYCHHUIO
TOCIUTAJIbHBIMU IITAMMAMU CJICAYCT COG.HIO,Z[aTB HeﬁCTBYIOHIHG YTBCPIKACHHLIC MCIUITUHCKHC
IPOLEAYPHI U METOIBI.

2. TpyOxa npeqHazHaYeHA UCKIIOUYUTENBHO IJIs1 OJHOPA30BOTO HCIIOIH30BAHMS.

3. CoOmtoieHe  ACWCTBYIOIIEH YTBEPKACHHOM MEIUIIMHCKOM TEXHUKM U  BBIMOJHEHUE
nmpoucaypbl KBa.HI/Iq)I/ILII/IpOBaHHBIM MCIUIIUHCKUM TIICPCOHAJIOM CBOAUT K MHUHHUMYMY
BO3MOXXHOCTh BO3HHUKHOBEHHUS OCJIOKHEHM, HalpuMep: CTeHO3a TOpTaHH, Tpaxeu,
KPOBOTCUCHHS WJIM WHQUIMPOBAHUS paHbl, AMPHU3EMBl CPEIOCTEHHS, TpPaxXEaIbHbIX U
MUIIEBOJHBIX CBUIIEH, OKKIIO3UHU TPaxeOCTOMUUYECKON TPyOKH, HH(MEKINH U MPOJIEKHEBON
SI3BBI B TPaxee, yTeUKU BO3yXa BOKPYT TPaXeOCTOMUYECKOH TpyOKH, HH(EKIINU TbIXaTeIbHON
CUCTEMBI, OJBIIIKM M 3aTPYJHEHHUS JIbIXaHUS, BOCHAJCHUS TpaxealbHOM U OpOHXHATbHON
000J104YeK, KPOBOTEUEHUS 13 TOPTaHH.

YBenomiieHus:

1. HaGop cnenyer xpanuthb npu temrneparype 5-40°C, B TeMHOM CyXOM MecTe
2. He ucnonp30Bath B Ciiydae MOBPEKICHUS YIIAKOBKH.

3. He ucnonb3oBaTh MOCIE UCTEYEHUS CPOKA TOJHOCTH.

OTBeTCTBEHHOCTh

[Mpoaykius CYMMU npoxomuT ¢usnueckue, OMOIOTHYECKHEe U XUMUYECKUE HCIBITAaHUS. JTO
MO3BOJISIET 0E€30MacHO WX UCIOJb30BaTh M TapaHTUPYET BBICOKOE KadecTBo. llepen
UCIIONIb30BaHWEM Habopa aJii KOHUKOTOMHUU PEKOMEHIYETCS TIIATEIhbHO O3HAKOMHTHCS C
I/IHCTPYKLII/IEIZ 10 TTIPUMEHEHHMIO. SUMI He HeceT OTBETCTBEHHOCTH 3a IOCIIECIACTBUS,
BBI3BAaHHBIC WCIIOJB30BAaHUEM HabOpa IS KOHHUKOTOMHUHU BOMPEKH €ro HAa3HAYCHUIO WIIN
MHCTPYKIIMM TI0 TpPUMEHEHHI0. B ciydae pekinaManvu WM BO3HHUKHOBEHUS MEIHUIIMHCKOTO
MIPOMCLIECTBUS COXPAHSANUTE MEAULUMHCKOE U3JIENINE B €0 HEMOCPEACTBEHHOM YyIakoBKe. Takxke
pekoMeHayeTcst POTOTOKYMEHTAIIHS.

[InkTorpamMmsl
KaranoxHslil Homep bes narekca
CepuitHbIil HOMEP M3yunTe MHCTPYKIMIO Mepel MPUMEHEHHEM
Jlata mpou3BoJCTBa OpaHOPa30BOro UCIOJIB30BAHUS
He ncnions3oBate, eciau yrnakoBka
Hcnons3oBars no
MIOBPEXKIACHA

W3nenue cooTBETCTBYET TpeOOBAHUAM
EBponeiickoro coroza / Homep
YIOOJIHOMOYCHHOI'O OpraHa, Yy4aCTBYIOIICTO B
OLICHKE COOTBETCTBHUSI U3/IETIHS

bes ¢ranaros (Bxirouas DEHP)
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HpOI/IBBOI[I/ITeJ'IB XpaHI/ITL B CYXOM MCCTC

CrepunuzoBano D0 N36erath nmonagaHust COJIHEUHBIX JTydel

[MpousBoautens: CYMMU 00111ecTBO ¢ OTpaHHYEHHOW OTBETCTBEHHOCTHIO KOMMAHAUTHOE
TOBapUILECTBO
yi. Ipo6sipcka 35, 05-070, CynetoBek, [lonbia
ten./dakc: (+48 22) 7833023 www.sumi.com.pl
Pen. 01. 01.04.2019

TlepeBon cooTBeTCTBYeT Opurunany. Jpenakosa A.B., cnenuanuct no perucrpamun MMH, no nosepennoctu 6/ ot 21.11.2022



Obrazkowa instrukcja  Obrazkowa instrukcja
procedury krikotyroidotomii procedury krikotyroidotomii

{ \ATARTA

CHIRURGICZNA CHIRURGICZNA
KRIKOTYROIDOTOMIA KRIKOTYROIDOTOMIA

(gdy niewyczuwalne chrzastki krtani) (gdy niewyczuwalne chrzastki krtani)
SKEAD ZESTAWU: SKLAD ZESTAWU:
Skalpel N * 10° Rurka 0 6.¢ Skalpel N *10° Rurka 0 6.0
Prowadnica zagieta « Strzykawka 10ml Prowadnica zagieta « Strzykawka 10mi
PODCZAS CALEJ PROCEDURY PODCZAS CALEJ PROCEDURY
ZACHOWAJ SPOKO) ZACHOWAJ SPOKO)
I PROBUJ NATLENIAC PACJENTA 1 PROBUJ NATLENIAC PACJENTA

Staii po lewej stronie pacjenta

Stabilizuj krtan lewa reka

Napnij miejsce ciecia pomiedzy palcami

Wykonaj podfuzne naciecie 8-10cm w kierunku dogtowowym

Stan po lewej stronie pacjenta

Stabilizuj krtan lewa rekg

Napnij miejsce ciecia pomiedzy palcami

Wykonaj podiuzne naciecie 8-10cm w kierunku dogtowowym

® e o0
e e

ZA ZGODNC
Z ORYGINALENR

DiregtopRepresentative
fo f em
Zbigniew Milewski
@ Rozpreparuj tkanki palcami az wyczujesz wiezadto @ Rozpreparuj tkanki palcami az wyczujesz wiezadto
pierscienno-tarczowe pierscienno-tarczowe
@ Dalej postepuj wedtug techniki opisanej na 1 stronie i » ® Dalej postepuj wedlug techniki opisanej na 1 stronie EE!»
Na podstawie wytycznych DAS 2015 Na podstawie wytycznych DAS 2015

e : |



CHIRURGICZNA CHIRURGICZNA
KRIKOTYROIDOTOMIA KRIKOTYROIDOTOMIA

(gdy wyczuwalne chrzgstki krtani) (gdy wyczuwalne chrzastki krtani)
SKEAD ZESTAWU: SKLAD ZESTAWU: l
Skalpel N « 10° Rurka 0 6.8 Skalpel N < 10° Rurka 0 6.0 |
Prowadnica zagieta  Strzykawka 10ml Prowadnica zagieta ¢ Strzykawka 10ml
PODCZAS CALEJ PROCEDURY PODCZAS CALEJ PROCEDURY
» ZACHOWAJ SPOKOJ » ZACHOWAJ SPOKOI

I PROBUJ NATLENIAC PACJENTA | PROBUJ NATLENIAC PACJENTA

N N
A,
: Chrzastka tarczowata @ Stan po lewej stronie pacjenta E:if,v Chrzastka tarczowata @ Stan po lewej stronie pacjenta
- © Odegnij glowe — poduszka | @ Odegnij gfowe — poduszka
{mm Wiezadfo pierscienno-tarczowe | pod barki {mm Wiezadfo pierécienno-tarczowe | pod barki
- @ Zidentyfikuj wigzadio - @ Zidentyfikuj wiezadto

pierscienno-tarczowe lewa rekq pierscienno-tarczowe lewa rekg

3 d

(2 %i\{% D) ,

§
f\\&%\ )é/ ;

@ Stabilizuj krtan lewg rekg ® Obrd¢ skalpel ostrzem o0 90° @ Stabilizuj krtan lewa reka @ 0Obré¢ skalpel ostrzem o0 90°
© 7réb jedno poprzeczne naciecie  doogonowo @ Zr6b jedno poprzeczne naciecie |~ doogonowo
w wiezadle w wiezadle

02T f\\% )

\\k S i
&)
@ Przeloz skalpel do lewej reki | ® Wprowadz rurke po prowadnicy @ Przet6z skalpel do lewej reki - ® Wprowad? rurke po prowadnicy
@ Wprowad? prowadnice . @ Potwierdz potozenie rurki @ Wprowadz prowadnice . @ Potwierdz polozenie rurki
na 10-15cm doogonowo i ja zabezpiecz na 10-15cm doogonowo i jg zabezpiecz
® Wyciagnij skalpel > A 70 * WydgsithskedpeR epresentative

URY GINAL LT

»— |

Na podstawie wytycznych D’ASVZMS ) fOf th udh stem :Na podstawie wytycznych DAS 2015

iew Milewski



Jlorotumn Sumi

I/IJIJIIOCTpHpOBaHHaH HHCTPYKIHUSA IO Mpoueaype€ KOHUKOTOMHUH
(MTOArOTOBIIEHO HA OCHOBE PYKOBOAALINX NMpuHIMIOB DAS 2015)
pen. 1/2019

Xupypruueckass KOHUKOTOMUS
(kKorza XpsAIy roOpTaHd He TATbITUPYIOTCH)

KoMnonenTsl HaOopa:
e Cxkanbnens Nel0; TpyOka TpaxeocToMuueckas, pasmep 6,0
e HHTpoAbIOcep; mmpuil 10 M

Bo Bpemsa Bcell mpouenypsl Bbl JTOJKHBI COXPAHATh CIIOKOWCTBUE M CTAPATHCS HACBITUTh
KHUCJIOPOJOM ITallMEHTA.

Pucynok

e PacrnonoXuTecs € JIEBOW CTOPOHBI OT MAMEHTA

e JleBoii pykoii cTaOuIM3HPOBATH TOPTAHb

e HaraHyTh MecTO pa3pe3a MeXAy NalbliaMU

e (Cnenartb BEpTUKAIBHBIA paspe3 MHOM 8-10 ¢cM OT KayJaapbHOro 10 KpaHUAJIBHOIO
HaIpPaBJICHUS

Pucynok

[ ] PaCT}IHI/ITe TKaHH IMaJIbIIlaMH4, ITI0OKa HE HO‘-IYBCTByeTe HepCTHeH_II/ITOBI/I,Z[HyIO CBHSKy.
e Jlanmee nelCTBYHTE MO CIAEAYIOIIEH METOINKE

Pucynoxk 1
[[luToBUIHBIN XS
[IepctHemmTOBHUIHAS CBSI3KA

Pucynoxk 2

e PacnonoxuTthces C 1I€BOM CTOPOHBI OT NALMEHTA

e [lomMecTuTh MOAYIIKY MO/ IJICYH MALIUEHTA

e JleBo#l pykol HalllynaTh NEPCTHEIIUTOBUIHYIO CBA3KY

Pucynoxk 3
e CraOunu3upyiTe ropTab JEBOH pyKon
e (CrenaliTe OUH MOMEPEYHBIN pa3pe3 Ha CBI3KE

Pucynok 4
e [loBepHute ckanbresnb Ha 90° ie3BUEM Kay1adbHO

PucyHok 5

e [lepemecTuTe CKabIENb B JIEBYIO PYKY

e Bsectu unrpoastocep Ha 10—15 cm kayaanbHO
e BEITamUTh CKAJILIEID

Pucynok 6
e BcraBbre TpyOKY 110 HHTPOABIOCEPY
e [IpoBephTe MoJiokeHUE TPYOKH U 3aPUKCUPYITE €€

[lepeBon cooTBeTCTBYET OpHruHaiy. pemnakosa A.B., cnermanuct o peructpamuu UMH, no nosepennoctu 6/1 ot 21.11.2022
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TRACHEOSTOMY PADS
INSTRUCTIONS FOR USE

(refers to: ref 45-0093, ref 45-0094)

Pictograms
free from
catalogue phthalates
REF Aiifibe H manufacturer (incl.
EH DEHP)
do not
Sterilized by use if
LOT serial No. E ethylene packaging
oxide is
damaged
date of Ltexfise Do not re-
manufacture use
consult
use by instructions keep dry
for use
the product
ies wi i
comptI;]ees with >,:?'/ keep
; Caution: /& away from
i readall ) sunight
European warnings
c € 1011 Union/Number A recaa[l];:ions
of the Notified preca
Body inst mﬁ i store at
Rot instructions
articipating in °
£ the gevic?a foriss >0 540°C
conformity
assessment.

Assortment

Tracheostomy pads are produced in following sizes:
ref 45-0093 8,0cm x 9,0cm % 1,0cm

ref 45-0094 6,5cm x 6,5cm £ 1,0cm

Physical characteristics:

Density (Net weight) 77,9 kg/m?

Thickness 5 mm

Dimension of cells 208um

Retention 62%

Absorption time 7 sec.

Length increase after absorption 20,5%
Width increase after absorption 18,7%
Thickness increase after absorption 21,1%
Retention capacity under pressure 12.5 gr/gr
Retention capacity under pressure of 4,5 mm 4.392 gr/im?
Absorption capacity 1600%+ 200

MVTR: 1300 £ 200 g/m?in 24 h

Indications

1. In case of decubitus ulcer and to prevent it.

2. Prevention of leaking secretions spreading.

3. Protection of skin around stoma opening from irritation by a
tracheostomy tube.

Instructions for use

1. Rinse wound in conformance with local procedure.

2. Prepare and clean skin around tracheostomy tube by removal
of all impurities.

3. Prior to use of product, remove separating film.

4. Adjust product to the stoma opening.

5. Place product in place with the semi-absorbent layer to the
patient neck.

6. In case of need, product may be cut or formed with use of
sterile scissors.

7. During the initial period of curing, the stoma opening should
be nurtured often.

8. Pad should be changed according to condition of the stoma
opening, once per week at minimum.

Precautions

1. Pad should be used by medical staff and for treatment

purposes, only.

The product is sterile. Open package right before use.

Do not use the product when packing is damaged or opened.

Change pad once product is soaked in 90% towards the

edges.

5. In case of a haemorrhage use the product after it is stopped

6. Do not use the product in case of symptoms of a wound
infection or the surrounding area

P60 ho

Contraindications

Cease usage immediately after notice symptoms of allergy or
infection.

Use proper treatment in accordance with medical staff
indications.

Warnings

Due to the danger of respiratory tract infections, current approved
medical procedures and techniques must be

observed.

Notices

1. Do not use in case of damaged package.

2. Do not use after the expiry date.

3. Store in room temperature, protect from high temperature
and humidity.

4. Protect product from direct sunlight.

5. Do not re-use (single use product). Dispose after single use.

Responsibility

Tracheostomy pads produced by SUMI are subjected to physical,
biological and chemical tests. It allows for safe use of the product
and guarantees highest quality. It is recommended to read
instruction for use carefully, before use of the pads.
Tracheostomy pads manufactured by SUMI may be used by
qualified medical staff, only. In case of a complaint pads and its
immediate packaging must be kept.

&ﬂm"

M SUMI spétka z ograniczong odpowiedzialnoscia sp.k.
ul. Drobiarska 35 05-070 Sulejowek,
tel./fax (+48 22) 783 30 23 www.sumi.com.pl

Ed. 03. 29.06.2021
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data.So

Director Repr
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Zbigniew Milewski



IMoaknaaKku TpaxeocTOMHUYECKHE
NucTpykuus no npuMeHeHn 1o

(xatanmoxkHbie HOMepa: 45-0093; 45-0094)

[TuxTorpammel
Katamo)xHb1i1 HOMe IIpousBogurenn bes ¢ranaros (Bximovas
p P DEHP)
N He ucnons3oBats, ecinu

CepuiiHblil HOMEP CrepunuzoBano 30
YIaKOBKa MOBPEXICHA
OnHopazoBoro

JlaTa npousBoACTBA be3s matekca
HCITIOJIb30BaAHUS

N3yuure HHCTPYKLUIO IIepes

Hcnonp3oBars mo XpaHHUTh B CYXOM MECTE

IPUMEHEHHEM

N3 penue cooTBeTCTBYET N3berars nmonamanus
TpeboBanusM EBpomneiickoro | BHuMaHue: mpodnTaiTe BCE | COJIHEUHBIX JTydel
coro3a / Homep NPEIYIPEKACHUS U MEPHI

YHOJHOMOYEHHOI'O OpraHa, MIPEIOCTOPOKHOCTH B Xpanuts npu t 5-40°C
Y4YaCTBYIOIIETO B OLIEHKE HHCTPYKIUU 10 IPUMEHEHUIO

COOTBCTCTBUA U3ACIINA

ACCOPpTHMEHT

[Tonkaaky TPaxeoCTOMUYECKHE MTPOU3BOJIATCS B CIICAYIOIMIUX pa3Mepax:
ref 45-0093 8,0cm x 9,0cm = 1,0cm

ref 45-0094 6,5cm x 6,5cm = 1,0cm

Du3nyecKkne XapaKkTepPUCTHKHU:

[TnotHOCTS (HETTO) 77,9 KI/M>

TommuHa 5 MM

Pazmep sueex 208 MkM

VY nepxxanue 62%

Bpewmst BnuThiBaHUS 7 CEK.

VYBenuuenue JIMHEI ITociie BuuTeiBanus 20,5%
VBenudenue mupuHbl rnocie norinouieHus 18,7%
VYBenuueHue TOIMMHBI Mocie BuThiBanua 21,1%

VY nepkuBaromas crmocoOHOCTh MO AaBjieHneM 12,5 r/r
Y 1epKUBAIONIAs CIIOCOOHOCTH MU AaBjieHuu 4,5 MM 4,392 1/m?
ITormomaromias ciocooHocts 1600% + 200
[aponponuraemocts: 1300 + 200 r/m* 3a 24 4.

IHoxka3zanus

1. Ilpu nponexHEBOM sA3Be U AT €€ TPOPUIAKTUKY.

2. IIpenoTBpainieHue pacnpoCTPaHEHUS MTOATEKAIOIINUX BbIICTICHUM.

3. 3amuTa KOXH BOKPYT OTBEPCTHSI CTOMBI OT pa3/ipaskeHHs TPaXEOCTOMUYECKOH TPYyOKO.

HNHcTpyKIus N0 NPUMEHEHHI0

IIpomoiite paHy B COOTBETCTBUHU C MECTHOU IPOLEAYPOM.

[ToaroToBbTE M OUUCTUTE KOXKY BOKPYT TPAaXEOCTOMUYECKOH TPyOKH, yAaIUB BCE 3arpsI3HEHMSL.
[lepen ncnonp30BaHNEM U3JENNS YAATUTE Pa3ACIUTEIbHYIO MIJICHKY.

[Toaronure u3aenue K OTBEPCTUIO CTOMBI.

[MomecTute nzaenue noryadbCcopOUPYIOLIMM CIOEM Ha IIIEI0 MalueHTa.

B cinyuae HeoOX0IMMOCTH H3JE/IME MOXKHO paspe3aTb WM c()OpMUPOBaTH C MOMOILBIO
CTEPUJIbHBIX HOXKHHMII.

7. B HavanbHBIN IEPHUO/T JICUSHUS HEOOXOIUM YaCThIA yXOJ] 32 OTBEPCTHEM CTOMBEI.

A e
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8. Ilogknaaky ciaenyeT MEHSTh B 3aBUCUMOCTU OT COCTOSIHHSI OTBEPCTUS CTOMBI HE PEXKE OJTHOTO
paza B HEZIEIIO.

Mepbl IpeI0CTOPOKHOCTH

HOI[KJIaI[Ka JOJIXKHA UCITOJIB30BATHCA MCAUITUHCKHUM HepCOHa.HOM 1 TOJIBKO B HG‘ICGHBIX oeisax.
N3nenue crepribHOe. OTKPBITH YITAKOBKY HEMIOCPEICTBEHHO MEPe] HCTI0Ib30BAaHUEM.

He ncnons3yiite nznenue, eciy yrakoBKa IOBPEKIEHA WIM OTKPBITA.

3amMeHuTe MOAKIAIKY, Koria oHa mponuTaercs Ha 90% Oike K Kpasim.

B ciiyyae kpoBoTeUEHUS UCTIONB3YHUTE U3JIETUE TIOCIIE €r0 OCTAHOBKH.

He ucrnonp3yiiTe nznenue B ciiydac CAMOTOMOB HH(EKIIMHM PaHbl WIIH OKpPYKaroliei o0IacTu.

A e e

IIporuBonokasanus

[IpekpaTuTe HCHOAB30BAHME Cpa3y MOCIAE TOrO, KaK 3aMETUTE CHMITOMBI AJUIEPTUU HWIH
UHQEKIHH.

[IpuMeHATh HaIeXKalllee JEYEHUE B COOTBETCTBUM C MOKA3aHUSIMU MEAULMHCKOIO IEPCOHANA.

Ipeaynpexaenus
N3-3a omacHOCTM MH(MEKLUUHU [AbIXaTeIbHBIX IMyTeH HEOO0X0IUMO coOM0IaTh JIEHCTBYIOLIME
YTBCPIKACHHBIC MCAUTTUHCKUC TPOLCAYPbI U MCTOBbI.

YBenomiieHnus

He ncnons3oBarts B cily4ae MOBPEXKACHUS YIIAKOBKHU.

He ncnons3oBaTh nocie NCTEYEHUS CPOKA TOJHOCTH.

XpaHUTh [P KOMHATHOM TEMIIEpaType, 3alUaTh OT BBICOKON TEMIIEPATyphl U BIIAYKHOCTH.
bepeub uznenue ot NpsAMBIX COTHEYHBIX JTy4Eil.

He ucnonp3oBaTh MOBTOPHO (M3JENIME OJHOPA30BOE). Y TWIIM3HPYWUTE IMOCIE OJHOKPATHOTO
HCIIOJIb30BaHUH.

SNk W=

OTBETCTBEHHOCThH

[Toaknaaku TpaxeocTomuueckue mpousBoacTBa SUMI mpoxoasT ¢puszndeckue, OMOIOTHYECKHUE U
XUMHUYCCKHUEC HUCIIBITAHUS. 3TO IIO3BOJISICT 6630HaCHO HUCIIOJIB30BATh HU3ACIIUC U rapaHTpreT
BBICOUaimee kadecTBO. Ilepen WCMonbp30BaHMEM TMOAKIAJAOK PEKOMEHIYETCS BHHMATEIIBHO
HpO‘-II/ITaTb I/IHCprKI_II/IIO 1o HpI/IMeHeHI/IIO.

[Togkmanku TpaxeocroMuueckue mpousBoactBa SUMI  MoryT HCHosib30BaThCAd  TOJIBKO
KBTM(DUIIMPOBAHHBIM MEIUIIMHCKUM TEepPCOHAIOM. B ciyyae pekiamManuu TOIKIAAKH U HX
HEIOCPEICTBEHHYIO YITAKOBKY HEOOXOAMMO COXPAaHUTD.

Jlorotun Cymun

[TpouzBogutens: CYMMU 0611ecTBO ¢ OTpaHUYEHHON OTBETCTBEHHOCTHIO KOMMAHIUTHOE
TOBapUIIECTBO
yi. Hpo6sipcka 35, 05-070, CyneroBek,
ten./daxc: (+48 22) 7833023 www.sumi.com.pl

Pen. 03.29.06.2021
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HEAT AND MOISTURE EXCHANGER - INSTRUCTIONS FOR USE

(refers to ref 45-0050, 45-0055, 45-0051, 45-0083 45-0054 45-0056 45-0057)
Description
Exchanger consiss of plastic housing with fwo or one PU foam fiters, oxygen port, and a safety valve.
Application

The exchangers are designaled for spontaneously breathing patients.

It heats and moistures the inhaled ar.

The heat and moisture exchanger capture heat and moisture from exhaled air and return it to the patient with the inhaled arr. It prevents formation of secretions inside of rachea and
reduce the risk of Infection. Exchanger filters breathed air. thus prevenling particles from getting inside the anway.

Technical features (in accordance with DIN EN 1SO 8360-2)
Heat and moisture exchanger 45-0050, 45-0055

Tidal vokime (VT) min 500m

Internal volume 12 ml

Humidiy loss 139mgl

Pressure drop

05 Vs 040 cm H:0
1.0Vs 0,90 emHO
15¥s 180 cm HO

Weight approx. 70g
Length 33mm
Connection 15mm connector in accordance with ISO, for connecting tubes, oxygen port used for connecting oxygen

H.ll and moisture exchanger 45-0051, 45-0053, 45-0054, 45-0056, 45-0057
mm - { 380 mmz with conneeting plug)
24, omm
weight 28g
inner volume.  38ml
humiditybss 97 mgh
Pressure dic
Insprration 1,0Us 0.30cm H20
20ls 069cmH20
30Us 1.12emH20
Expiration 10Us 0.34 cm H20
20ls 078cmH20
30Uls 128cmH20
Connection 15mm connector In accordance with ISO, for connecting tubes, oxygen port sed for connecting oxygen
Instructions for use
Remove sterile exchanger out of ifs package and connect it to fracheostomy of tracheal tube, through its 15mm connector
Attention!
In case of use of a MINI exchanger designated for KAN tubes. connect the exchanger with a connecting plug. and then mount it on the tracheostomy tube and secure it in place by
twisting the locking system.
Place special care on correct connection of exchanger with a fube.
Precautions
Do not use heat and moisture exchanger together with hot water humidifier. sprayer and do not pour water into the exchanger due to nisk of resistance increase.
Warnings
1. Duetotherisk of cross infection of anways medical procedures should be followed. Re-sterilization and reuse may pose risk for the user.
2. Produet is single Use, only.
3. Heat and moisture exchanger may be used for up to 24 hours.
4, In case of secrefions overflow, exchanger should be replaced more ofien.
Notes
1. Slore product In room condifions.
2. Donol use fthe package Is damaged.
3. Donol use after the expiry date.

Responsibility

The Compa | biokogeal tests. This allows them to be sed safely and guarantees top qualy.
It s recommended o (hovoughl’y uﬂdevstand the mshuchons for use prior 1o use of the exchangers.

SUMI shall not bear edby lection and use of exchangers.

Inthe event of a claim one shoukd keep the product ioge{her with direct packaging.

C € 1011 [z eo] gﬂ&@

H SUMI spoka z ograniczong adpowiedzialnoscia sp. k.
ul. Drobtarska 35 05070 Sulejowek, POLAND
el fax (48 22) 783 30 23, www.sumi.com pl

Ed.04 27.04.2022

HEAT AND MOISTURE EXCHANGER - INSTRUCTIONS FOR USE

(refers to ref 45-0050, 45-0036, 45-0051, 45-0053, 45-0064, 45-0036, 45-005]
Description
Exchanger consists of plastic housing with two or one PU foam filers, oxygen port, and a safety valve.
Applicati
The exchangers are designated for spontaneously breathing patients.
It heats and moistures the inhaled arr.
The heat and moisture exchanger capiure heat and moisture from exhaled air and return it to the patient with the inhaled air. It prevents formation of secretions inside of irachea and
reduce the sk of infection. Exchanger fiters breathed ar, thus preventing particles from getting insid the airvay.

Technical features (i accordance with DIN EN IS0 9350-2)
Heat and moisture exchanger 45-0050, 45-0055

Tial volume (VT) min 500mi

Internal volume 12ml

Humidiy loss 13 8mgh

Pressure drop

05Vs 040 em H:0
10VUs 0,80 em H.0
15Vs 1,50 cm H0

Weight approx. 709
Lengih 33 mm
Connection 15mm connector in accordance with ISO. for connecting fubes. oxygen port used for connecting oxygen

Heﬁ and moisture. exchanger 450051, 45-0053, 45-0054, 45-0056, 45-0057
mm (38.0mm z with connecting plug)

dsama(et 24 D mm

weight 289

inner volume. 38 ml

humidty loss 8.7 mgl

Pressure diop

Inspiration 10V 0,30 cm H20

Expration 1 Olis 034cmH20
0ls 078cmH20

3 Ols 1.28cmH20
Connection 15mm connector in accordance with ISO. for connecting tubes. oxygen port used for connecting oxygen
Instructions for use
Remove stenle exchanger out of s package and connect it {o fracheostomy of tracheal fube, fhrough ifs 15mm connector
Attention!
In case of use of a MINI exchanger designated for KAN tubes, connect the exchanger with a connecting plug. and then mount it on the tracheostomy tube and secure it in place by
twisting the locking system.
Place special care on correct connection of exchanger with  tube.
Precautions
Do not use heat and morsture exchanger together with hot water humidifier, sprayer and do not pour water into the exchanger due to risk of resistance increase.
Warnings
1. Duetothe nisk of cross infection of ainways medical procedures should be followed. Re-sterilization and reuse may pose sk for the user.
2. Product is single use, onlly.
3. Heat and mossture exchanger may be used for up 10 24 hours.
4. Incase of secretions overflow, exchanger should be replaced more often.
N
1
2.

otes
Store product In room conditions.
Do not use if the package is damaged.
3. Donot use after the expiry date.

Ruponslbll&y

SUMI Company physical, This allows them to be used safely and guarantees fop qulty.
n is recommended o thoroughly umemam the mslmctlons for use prior to use of the exchangers.
SUMIshall not bear and use of exchangers.

Inthe event of 2 clam one should keeptm product togelhel with direct packaging.

CE€ 101 @@A@

(G

®

d SUMI spdikaz ograniczong odpowiedzialnoscia sp. k.
ul. Drobiarska 35 05-070 Sulejowek, POLAND
tel.ffax (+48 22) 783 30 23, www.sumi.com.pl

Ed.04 27.04.202




TemnoBaaroooOMeHHuKu — UHCTpYKIIUS M0 IPUMEHEHNIO
(otHOCHTCH K: 45-0050, 45-0055, 45-0051, 45-0053, 45-0054, 45-0056, 45-0057)

Onucanmue.
TennoBnarooOOMEHHUK COCTOMT M3 IJIACTUKOBOTO KOpIyca C JBYMS WIH OJHHM
HGHOHOHI/IypeTaHOBBIMI/I (bI/I.HBTpaMI/I, KI/ICJIOpO,Z[HOFO HOpTa nu Hpe,Z[OXpaHI/ITG.HBHOI‘O KJIariaHa.

IToxa3zanus.

TGHHOBHaFOO6M€HHHK Hpe;[Ha3Haqu JUIA IIanmMucHTOB, CHOCO6HBIX AbIIIATh
CaMOCTOSTEIILHO.

OH HarpeBaeT U yBJIaXKHSET BABIXAEMBII BO3AYX.

TennoBnarooOMEHHUK yJaBIMBAaeT TEIUIO W BJary W3 BBIABIXaEMOTO BO3ayXa |
B03BpamaeT nux HaI_[I/IeHTy BMECCTC C BIAbIXAaCMbIM BOB,Z[YXOM. OH Hpe;[OTBpamaeT O6paBOBaHI/I€
BBIZICJICHW BHYTPH Tpaxed M CHUXKACT PUCK HHGEKIuH. TeruioBIarooOMeHHUK (QUIBTPYET
BJIBIXaEMBbII BO3YyX, MPEIOTBpAIlas IMOMaJaHNuEe YaCTHULL B IbIXaTEJIbHbBIC Iy TH.

Texunueckue xapakrepuctuku (B coorserctBuu ¢ DIN EN ISO 9360-2)
TennosaaroooMennuk 45-0050, 45-0055

Jeixatensubiii 00beM (VT) muna 500mit

Buytpennuit oobem 12 mn

[ToTeps Bnaxknoctu 13,9 mr/n

ITagenue naBineHUs

0,5 n/c: 0,40 cm H2O
1,0 n/c: 0,90 cm H2O
1,5 n/c: 1,50 cm H2O

Bec: mpu6n. 7,0 r

Hnunaa 33 MM

Coenunenue: kKOHHEKTOp 15 MM B coorBercTBUM ¢ ISO, Mg moakimoueHHus: TPYOOK,
KHCJIOPOAHBIN OPT, UCHOIb3YEMBIH AJIs MOAKIIOUEHHS KUCIOPOAa

TenaoBaarooomennuk 45-0051, 45-0053, 45-0054, 45-0056, 45-0057
Jmana 22,0 M (38,0 MM ¢ diaHIeM COeTUHUTEIIBHBIM)
Huamerp 24,0 mm
Bec 2,81
BuyTtpennuii o6bem. 3,8 mi
[Toteps Bnaru 9,7 Mr/n

ITagenue naBieHUs
Brox: 1,0 n/c: 0,30 cm H,O
2,0 n/c: 0,69 cm H2O
3,0 m/c: 1,12 cm H2O
Brrmox: 1,0 i/c: 0,34 cm HO
2,0 n/c: 0,78 cm H2O
3,0 m/c: 1,28 cm H2O

Coenunenue: 15-MM KOHHEKTOpP B cooTBeTCTBUU ¢ [SO, mis moakmrodeHUs TPYyOOK,
KHCJIOpO,Z[HBIfI HOpT I/ICHOJ'IB3y€TC}I JJIA IO AKJIHOUYCHU S Kncnopoz[a

HNHcTpyKIus M0 NPpMMEHEeHHUIO.
W3Biaekure CTCpHJII:HI:IfI TCHHOOGMCHHI/IK U3 YHOAKOBKM W IMOACOCAHUHHUTC C€ro K
TPaXeOCTOMUYECKOHN WIIM SHIOTpaxeaabHOH TpyOKe yepe3 15-MUuummmMeTpoBbIii KOHHEKTOP.

Buunmanue!
B cnydae ucnonb3oBanus TerioBnarooomenauka MINI, npegnaznaueHHOTO 171 TPYOOK
KAN, noacoemuHuTe TEIIOBIAaroOOMEHHUK C TIOMOIIBIO COSAMHHUTEIHLHOTO pazbeMa, a 3aTeM

IlepeBon cooTBeTcTBYET OpHruHaiy. penakosa A.B., cnermanuct o peructpamuu UMH, no nosepennoctu 6/1 ot 21.11.2022
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YCTaHOBHTE €r0 Ha TPAXEOCTOMHUYECKYIO TPYOKY M 3ahMKCHPYHTE Ha MeCTe, 3aKPyTHB CUCTEMY
dukcanmu.
VY nenute 0oco6oe BHUMaHUE PABUIBHOMY COSAMHEHHUIO TEIIIIO0OMEHHUKA C TPYOKOiA.

MepsbI Npea0CTOPOKHOCTH.
He ucrnonp3yiiTe Temio- u BIIaroOOMEHHHK BMECTE C YBIIAKHUTEIEM TOpSUYEH BOJBI,
PACHIBLIIIUTCIICM U HE 3aJIMBaTe BOYy B TGHHOO6M€HHI/IK H3-3a pUCKa YBCIMUCHUA COITPOTUBIICHUA.

Ipenynpexnenus.

1. B cBsi3u ¢ pUCKOM NEPEeKPEeCTHOr0 WH(MHUIIUPOBAHUS JBIXaTEIbHBIX MyTeH HEOOXOAMMO
coOnrofaTh MeAMLIMHCKHE Tpoueaypbl. [loBTopHass cTepunmuzanuss U TOBTOPHOE
UCIIOJIb30BAHUE MOTYT MPEACTABIISTH OMACHOCTD JIsl TAI[MEHTA.

2. W3penue npeaHa3HaYeHO TOJIBKO JJISL OTHOPA30BOT0 HCIOIb30BAHUS.

3. TemnoBnarooOMEHHUK MOKHO MCTIOJIB30BaTh 10 24 4acoB.

4. Ilpu mepenoHeHUH CeKpeTa Jalie MEHITh TEIIO0OMEHHUK.

3amerkn.
1. XpaHuTh U3AeNe B KOMHATHBIX YCIOBUSIX
2. He ucnonp3yiite Npyu NOBPEXKACHUH YIIAKOBKH.
3. He ucnonb3yiTe nociae UCTEUEHHs CPOKa TOJTHOCTH.

OTBeTCTBEHHOCTD.

TennosmarooOMeHHuKH Tipon3BoAcTBa KoMmranuun SUMI  mpoxomar ¢dusmdeckue,
OMOJIOTHYECKHEe M XWMHUYECKHE HCIBITaHUS. DTO TMO3BOJISET OE30MacHO HCIOJIb30BaTh MX H
rapaHTUPYET BBICOKOE KAYeCTBO.

Ilepen uX HCNONB30BAaHUEM PEKOMEHIYETCS AOCKOHAIBHO M3YYUTh HHCTPYKLHIO IIO
IIPUMEHEHHUIO.

CYMMU He HeceT OTBETCTBEHHOCTH 3a IMOCIIEACTBHUS, BbI3BAHHBIE HEMPABUIIbHBIM BHIOOPOM
U UCTIOJIb30BaHUEM TEIJIOBIAar00OMEHHUKOB.

B ciydae pexiiamManuu cieyeT XpaHUuTh TOBap BMECTE C HEMIOCPEACTBEHHOMN YIIAKOBKOM.

Mapxkuposka CE, CrepunmmnzoBano D0, be3 natekca, [lepen npumeneHrneM He0OX0AMMO U3YUUTh
WHCTPYKIMI0, BHUMaHue: mpouuTaiiTe BCe MPEAYNPEXKACHUS U MEphbl MPEJOCTOPOKHOCTH B
MHCTPYKLUHU TIO0 MpUMEHeHHuIo, [l oHOpa3oBOro Hcmonb3oBaHus, be3 ¢ramaTos, BKiItouas
DEHP, He ncnosib30oBath, €CIM yakOBKa IMOBPEXKICHA

Jlorotun Cymu

[MpousBoautens: CYMMU 0011ecTBO ¢ OTpaHHUEHHOW OTBETCTBEHHOCTHIO KOMMAHAUTHOE
TOBApPHUILIECTBO
yi. Ipo6sipcka 35, 05-070, Cynetosek, [TIOJIBIITA
ten./dakc: (+48 22) 783 30 23 www.sumi.pl

Bepcus Ne04. 27.04.2022.
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HHCTPYKIMA MO NPUMEHEHMWIO
30HABbI )KEJYJOYHBIE 1 IYOAEHAJIbHBIE

Onucanue:
ACCOPTHMEHT CTEPUIIBHBIX KETyI04YHBIX M TyOJEHAIBHBIX 30HI0B OJJHOPA30BOr0 NPUMEHEHHs, M3TOTOBJIEHHBIX U3
nonuxysoposuHuna (ITXB) oTaryaroTcs clieryromuMe CBOHCTBAMU:
1. OcraroTcs CTepUNBHBIMU 10 OTKPBITHA HIIH TOBPEXKICHHUS! YITaKOBKU.
2. JlucranbHOE OKOYaHHUE IaKoe OKpYTIIOoe.
3. Ha BHemHeli MOBEPXHOCTH HAXOAATCS JBa HAKpeCTIexKalre OOKOBbIe OTBEPCTHS.
4. CnabxeHbl 0003HaYEHHEM INTyOMHbBI WJIH IIKAJIOH B CAHTUMETPaX, a TAKke peHTTeHOKOHTPACTHON JIMHUEH.
o
HHcTpyKLUs O MPUMEHEHHUIO:
1. TIOMBITH PyKH COIVIACHO I€HCTBYIOLIMM NpOLELypaM.

2.  OTKpBITh YIAaKOBKY M OCTOPOXKHO BbIHYTb CTEPUJIbHBIN 30H] U3 YMTAKOBKH.

3. TIokpbITb 30HA CKOMB3AMMM cpeacTBoM (Hanpumep Hylocain).

4. Ecnu naluyeHT B CO3HAHWH, 30H/ HaJ0 BBOAUTH B MO3ULIMK CUJS WK MOTyCHAS.

5. B cmy4ae 6eccO3HaTeNIbHOTO COCTOSHUS MAallMeHTa 30H] Hallo BBOOUTb MEXKIY BIOXaMH.

6. BBOIMTB 30HI UEPE3 HOC WM POT, COXPaHssI TpedyeMble YCIOBHs NPOBEASHUSA IPOLEAYPhI.

7. O6o3HayeHHe ITyOUHbBI MOXKHO HCIIOJIB30BATh C LSJbO ONpeaeseHUs NON0KEHMs 30Ha.

8. PexomeHfyeTcs Takke MPUrHYTh OOJBHOMY TOJIOBY K IpyIH, CO3aBas U3rUO K 3aJHel 4acTH ropina,
npenoTBpalias nonajaHue 30HAa B Tpaxero.

9.

V nanenue 30H1a

1. Hawubonee 6e3omacHo, eciii 60IBHON HAXOAUTCA B TIOJOKEHHH CHS MITH MOy CUS.

2. CxaTb BHeIIHee OKOHYaHHe ABYMsl MajblaMU UK LUNILAMU

3. VYpanuTh 30HA PEeUIUTENbHBIM ABHKeHHEM. (BOJBHOM M0/DKEH BO3IEPKATECSA OT IBIXaHMS).

4. Ilpu ynaneHuu 30HAa HAJO MPUIACP)KUBATHCS 0100PEHHBIX MEAULUHCKUX NPOLEIyD.
IIpenocrepexenus:

YuutbiBasi 0MacHOCTb 3apaxXC€HHs NbIXaTCJIbHBIX HyTefI, B OCHOBHOM CTOWKMMHU OOJIBHUYHBIMU mTaMMaMHy, ClIEayeT
NPUACPKUBATECA  YTBEPXKACHHBIX Ha JaHHBIK MOMEHT MEIULIMHCKUX npouenyp H TEXHOJIOTHH. HOBTOpHaﬂ
CTEpUIHU3alus HIUW TMOBTOPHOE HCHOJB30BAHUE MOTYT OBITb OIMACHBIMHU IIJISt 60JIbHOTO. 30HIbI npeaHasHavYeHbI
HCKITFOYUTEIBHO ISl OAHOPA30BOr0 UCTIOJIB30BaHUA 411 OOHOIO MalMeHTa.

BuumaHue:

‘YIakoBKU Ha0 XPaHUTb B KOMHATHOM TeMmeparype.
He ncnonb30BaTh B cllydae NOBPEXIEHUA YNAaKOBKH.
He ncnonb30Bats nociie HCTEUEHUs CPOKa FOJHOCTH.

OTBETCTBEHHOCTbDb

Hznenusa, npousBoauMble komnanueit «CYMMWy, npoxoaar ¢pusndeckue, OHONOTMIECKHE U XMMHUYECKHUE MCIIBITAHUS.
DT0 rapaHTHUpyeT ux 6e30MacHoe UCMOJIb30BAHUE U BLICOKOE Ka4eCTBO.

MBI peKOMEHIy€eM BHUMATEIbHO U3YUUTh HHCTPYKLMHU MO 3KCITyaTalluy Nepe NPUMEHEHUEM U3JIENUH.

W3 nenus, npoussogumele komnanueid « CYMM», MOryT HCIIONB30BAThCS TOJBKO KBATU(QHULIUPOBAHHEIM MEIULIMHCKHM
MIEPCOHANIOM.

Komnanus «CYMMW» He HeceT OTBETCTBEHHOCTH 3a MOCIEICTBHUS, BBI3BAaHHBIE HETIPABUIIBHBIM BEIOOPOM pasMepa WM
UCTIONB30BAaHUEM M3JENHMs He MO0 Ha3HAUeHMIO, a TakKXKe OCJIO)KHEeHHUs, CBS3aHHBIE C HENPaBWJIBHOHW TEXHHMKOH
BBITIOJTHEHHUS NTPOLETYPHI.

B cnyuae npeabsABneHus NpeTeH3Ui HEOOXOAUMO COXPaHUTb U3AEUE BMECTE C MHAUBUIY allbHON YIIaKOBKOM.

OO6miecTBO ¢ OrpaHUYeHHO oTBeTcTBeHHOCTRI0 CYMU, yi1. [Ipobuapcka 35, 05-070 Cynetosek, [Tosnbma
Ten/daxc (+48 22)783 30 23 www.sumi.com.pl
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(EN) FEEDING TUBE - INSTRUCTIONS FOR USE

This instructions for use refers to the following medical devices:
50-XXXX, 51-XXXX, 52-XXXX,

Pictograms
free from phthalates
REF catalogue number manufacturer (incl. DEHP)
y — sterilized by do not use if packaging is
— ol N = ethylene oxide damaged
&ﬂ date of manufacture latex-free do not re-use

consult instructions
for use

8 use by

keep dry

the product complies with
the requirements of the
C € 1011 European Union/Number warnings and

caution: read all keep away from sunlight

T 09@5L

> BHE

of the Notified Body precautions in
participating in the device instructions for use
conformity assessment.

store at 5-40 °C

Description

The Catheters for nasal feeding is of the form of a transparent tube of circular section, On the one side of it there is stuck
in a cap, the colour of which specifies a size of the catheter. The other end of the catheter is smoothly melted. On the side
surface thereof, there are made two alternate holes. Catheters can be equipped with a green line providing contract in X-
rays. There may be visible on the drain a code of length of the form of single marks or of each cm.

Indication
Administering of drugs, nutrition of unconscious patients, feeding of infants.

Precautions

Due to a danger of the upper respiratory tract infection mainly with the drug resistant strains in hospitals you should
adhere to the actual accepted medical procedures and techniques. Re-sterilisation or reuse may constitute a thread for a
patient. Observing the actual accepted medical techniques and performing a medical intervention by the qualified medical
personnel reduce to a minimum a possibility of an occurrence of the complications such as: Inserting the tube to the
respiratory tract, rhinitis and sinusitis, pneumonia, sore throat and earache, dry and ruptured oral mucous membrane,
necrosis of nose, oesophagus, stomach soft tissues, haemorrhage.

Warnings
The medical device is intended only for its single use.

Comments

Store the packages with the medical devices in the room conditions, in a temperature between 5-40°C
Do not use when a package is damaged.

Do not use after the expiry date.

Responsibility:

Products manufactured by SUMI undergo physical, biological and chemical tests. This fact allows to use them safely and
guarantees top quality. It is recommended to thoroughly acquaint the INSTRUCTIONS FOR USE prior to use of the
feeding tube. SUMI shall not bear responsibility for consequences caused by using the feeding tube contrary to their
intended use or instructions for use. In the event of a complaint or an occurrence of a medical incident, keep the medical
device with its immediate packaging. Photographic documentation is also recommended.

(o)

=R H SUMI spétka z ograniczong odpowiedzialnoscig sp. k.
L 35 Drobiarska Street, 05-070 Sulejéwek, Poland
phone/fax (+48 22) 783 30 23 www.sumi.com.pl

Edition no. 04 30.09.2020

Zbigniew Milewski




30HABI )1 SJHTEPATBLHOI0 NUTAHUA — UHCTPYKIMSA 110 NPUMEHEHUI0

Hacrosimasn HHCTPYKIHUA II0 NPUMEHECHHUIO OTHOCUTCHA K CJIeAYIOIUM MEAUINUHCKHM

H3/1eJTUSIM:
50-XXXX, 51-XXXX, 52-XXXX
IukTorpamMmel
Karanoxxaslii HOMe IIponsBoaurtenn bes granatos (Brmouas
p POHSBOI DEHP)
N He ucnons3oBath, eciu
CepuiiHblil HOMEP CrepunuzoBano 50
YIaKOBKa MOBPEXICHA
OnnopasoBoro
JlaTa npousBoACTBA be3s matekca
HCIIOJI30BAHMS

N3yuure HHCTPYKLUIO IIepes

Hcnonp3oBars mo XpaHHUTh B CYXOM MECTE

IPUMEHEHHEM
N3 penue cooTBeTCTBYET N3beratp nmonamanus
TpeboBanusiM EBpomneiickoro | BHuMaHue: mpounTaiTe BCE | COJIHEUHBIX JTydel
coro3a / Homep NPEIYIPEKACHUS U MEPHI
YHOJHOMOYEHHOI'O OpraHa, MPEIOCTOPOKHOCTH B Xpanuts npu t 5-40°C
Y4YaCTBYIOIIETO B OLIEHKE HHCTPYKIUU 10 IIPUMEHEHUIO

COOTBCTCTBUSA U3ACIINA

Onucanue

30H/1b1 7151 PHTEPATHHOTO MTUTAHUS IPEACTABISIIOT CO00 PO3pavHyI0 TPYOKY KPYTJIOTO CEUCHHS,
C OJIHOW CTOPOHBI KOTOPOW BKJIEEH KOJIIIAYOK, IIBET KOTOPOrO OMNpENEseT pa3Mep Karerepa.
Jlpyroii KoHer kaTerepa MATKUM OKpyriblif. Ha ero O0KOBOH NMOBEPXHOCTH BBINOJHEHBI IBa
yepenyomuxcsi  oTBepcTus. Karerepsl MOryT OBITh CHAOXKEHBI  3€JICHOW  JIMHHEH,
oOecrieunBaromieil KOHTpacT B peHTreHe. Ha cToke mMokeT OBITh BHJAEH KOJ JJIMHBI B BUJC
OJIMHOYHBIX METOK WJIU KaXJO0TO CM.

Iloxka3zaHus K NIPUMEHEHHIO:
BBenenue nekapcT, NUTaHUE MALMEHTOB 0€3 CO3HAHUS, KOPMIICHHE MIIaJICHIIEB.

Mepbl IpeIoCcTOPOKHOCTH

B cBs3u ¢ omacHOCTBIO 3apakeHHs WH(MEKIMEeW BEPXHUX [bIXaTeNbHBIX MyTe B OCHOBHOM
HeKapCTBGHHO-yCTOﬁ‘IHBHMH mTaMMaMH B 6OJII>HI/II_IaX BaM CJICAYCT MPUACPIKUBATLHCA
OOLIENPUHATHIX METUIIMHCKUX MPOLeyp U MeTo0B. [loBTOpHAs cTepuu3anus Ui HOBTOPHOE
UCIIOJIb30BAaHUE MOKET MPEACTABIATh CO00M pHCK s manueHTa. CoboqeHne o0menpuHATHIX
MEAMIMHCKUX MPOIEAyp M MPOBEIECHUE MEAUIIMHCKOTO BMENIATEIhCTBA KBATU(DHUIIMPOBAHHBIM
MCIUIUHCKUM IICPCOHATIOM CBOJAAT K MUHHUMYMY BO3MOKHOCTH 3apaKCHHA MAIUCHTA. CBCCTU K
MUHUMYMY BO3MOXXHOCTh BO3HUKHOBEHHS OCJOXHEHHI, TakUX KaK: BBEJCHHE TPYOKU B
JIbIXaTeNNbHbIe MyTH, PUHUT U CUHYCUT, IIHEBMOHHUS, OOJIb B Topiie U yXe, CyXOCTb U pPa3phiB
CIM3UCTOM OOOJIOUKM TMOJIOCTH pTa, HEKPO3 HOca, MUIIEBOJA, MATKMX TKaHEH >KemyJKa,
KPOBOTEUCHHUE.

Ipenynpexnenus.
I/I3I[GJII/IG MMpeaHa3Ha4YCHO TOJIBKO I OAHOKPATHOI'O UCIIOJIb30BaAHU .

3ameTKH.

XpaHI/ITb yHaKOBKI/I C MCIUIIMHCKUMU U3CIINAMNU B KOMHATHBIX yCHOBI/IHX, HpI/I TeMnepaType 5-
40°C.

He ucnonw3oBars, ecinu yrnmakoBKa MOBpPEXIACHA.

He ucrnonp30Bath 1mocie UCTEUEHUs CPOKa TOTHOCTH.

OTBETCTBEHHOCTb.
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M3pnemns Cymu mpoxonsT Qu3uyeckne, OMONOTMYECKHE W XHUMHUYECKHE HCIBITaHUS. OTO
obecrieunBaeT ux O€30MacHOE MCHOJIb30BAaHME U TapaHTUPYET BBICOKOE KauecTBO. Ilepen
NPUMEHEHHEM DPEKOMEHAYETCS BHHMATEIbHO IPOYUTATh WHCTPYKLIHUIO II0 MPUMEHEHHIO.
HpOI/I3BOZ[I/ITeJ'IB HC HCCCT OTBCTCTBCHHOCTHU 3a IOCICACTBUA, BbBI3BAHHLIC HCHIPABUJIIbBHBIM
UCTIONIF30BAaHUEM 30HJA JUISl SHTEPATBHOTO MUTAHUS B COOTBETCTBUU C MX HAa3HAYCHUEM WIIU
HHCTPYKIIMK TI0 HNPHUMCHCHUIO. B cIydyac pekiiamMmalv HJIKM BO3HUKHOBCHHA MCIHULMHCKOT'O
IPOUCIIECTBHS COXPAHSANTE MEIUINHCKOE M3JICNINE B €r0 HEMOCPEICTBEHHOHN yIakoBKe. Taxke
pexoMenayeTcst HOTOAOKyMEHTAIHS.

Jlorotun Cymu

[MpousBonurens: CYMM 00mecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO KOMMAHIUTHOE
TOBapHUIIECTBO

yi. JIpo6sipcka 35, 05-070, CyneroBek, [Tonbmia

ten./dakc: (+48 22) 7833023 www.sumi.com.pl

Pepaxus NeO4  30.09.2020
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