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‘ < Hwéng din sir dung >

Chi dinh:

San pham dugc chi dinh dé tiép cin vao h¢ thng mach méu hodc mé dudi da cua bénh nhan dé tiém thud

¢ da duge dio tao chuyén sau
, ky thudt vién va diéu dudng. Ngoai ra, bénh nhan hodc ngudi nha bénh nhan co thé duge sit dung san pham trong mdt s& trudmg hop dudi sy huéng din cia

an pham dugc chi dinh sir dung boi nhan vién

cho k¥ thudt nay, bao gdm ba
nhin vién y té.
), Chong chi dinh:

« Khong tai sir dung.

« Khong st dung thiét bi dé truyén dich ap luc cao, ching han nhu chup mach bing kim tiém hofic dung cu tuong tu.
Hinh dang va céu tri
San phim nay bao gdm mét dng kim, mét truc kim, canh, mt ng dan, bd phan bio vé an toan, mot khoa kich hoat an toan va mot déu ndi luer.
Pé thai bo an toan sau khi sir dung, b phin bao vé an toan 6 co ché an toan bao vé va che ph dng kim da st dung.

Neuyén If hoat dong:

Sau khi sir dung san pham, bép hai gor ca khéa kich hoat an toan dé mo khéa co ché an toan. Sau d6, bd phn bio vé an toan s& phat ra tiéng kéu tach khi rit kim ra khoi mach méu trong khi

git hai canh. Sau do, dng kim s& thu vio bg phin bao vé an toan dé che chin dau kim.

), Loiich Iim sing:

C6 thé dung trong diéu trj va phong ngira bénh bng cach truyén thude khi san phim duoge két ndi voi bom tiém, day truyén dich, v.
Thin trong:

;1. Than trong lién quan dén cich sir dung, v.v.

), 1) Sir dyng san phim can thin dé tranh tai nan do kim tiém.

. Ngodi ra, ¢ thé dimg dé ldy miu mau dé kiém tra.

2) Khi théo ndp kim, hiy kéo thing ndp ra dé tranh cham vao dau kim. Tranh lam bién dang dau kim, khién viéc dam kim tro nén kho khan hon. (Fig. 1)

3) Khéng dé thude dinh vio ndp luer vi diéu nay co thé khién cac két ndi bi long.

4) Néu phat hién bét ky bét thuong nao, ching han nhu 1o ri chdt long tir bd phan két ndi trong qua trinh mdi, khong sir dung thiét bi.

5) St dung thiét bi ngay sau khi mé bao bi.
2. Tong quat

1) Khi md bao bi, hdy cén thin dé tranh mang phim bam vao thiét bi, dc biét 1a mang phim che nip kim. Tranh dung lye qui manh dé tranh 1am cong éng kim khi ma bao bi.

2) Kiém tra thuong xuyén thiét b dé phat hién bt ky déu hiéu hu hong, két ndi long léo ho:
;' 3) Than trong khi sir dung nhii tuong chat béo hodic bt ky san pham thudc ndo c6 chira nhil tuong c

trong qué trinh str dun;
nhu dau thiu dau hogc bét ky san pham thude ndo ¢o chira chit hoa tan

thude,

on hogc khi sir dung ¢l au he

c san pl
lau hodc chat hoa tan

), nhu chdt hoat dong bé mit h khir tring ¢6 chira con. San pham thude c6 thé gay ra vét nit & diu ndi luer va truc kim, din dén ro ri o
Vin bot khi, v.v. Liéu lugng khong chinh xdc - do vét nist & dau ndi luer va tryc kim - c6 thé xdy ra do sir dung chéi long 6 chita nhi tuong ché béo, diu nhu déu thiu

nhu chit hoat dong bé mat hodc cdn va siét chat hoa
¢6 hai cho b¢nh nhan.

ét chat lai bang luc qua mirc. Dic biét chi ¥ dén cic loai thube phu thuge vao liéu lugng vi sy khong chinh xdc c6 thé giy ra hiu qua

s 4) Thay ngay thiét bi méi néu phat hién bt ky vét nirt nao trén cac b phan két ndi hoc ¢ noi khéc.

), 5)Xulydng dé_n cn than - tranh sir dung kep hojc céc dung cy tuong tw. D& ngdn ngira nguy co o ri chét long, khi lot vao hoge va, hdy cin than khong lam hong éng bing céc dung cu
ic nhon nhu déu kim hofic kéo.

6) Dé ngin ngtra dng bi v, g
[ 7)Déngan nglra nguy co ngit két ndi, hu hong hofe kéo dai éng, khong kéo ra, ddy vio hoic udn cong khu e két ndi dng va diu ndi luer bing Iy qud manh.
. 8 Déngan ngiranguy co uén cong hofc v& éng kim hodic lm hong tryc kim, trénh téc dung lye qui manh vo éng kim.
9) Pé ngan ngira nguy co dau ndi luer bi gay hodc ngit két ndi, co thé 10 1i chét Iong hodc khi, tranh vin cht déu néi luer qua mitc.

10) C6 dinh chit cac canh. Khi dua kim vio inh mach hodic sit dung co ché an toan dé thio thiét bi, hay than trong vi éng kim ¢6 thé bj Iéch hogc lam hong thanh mach méu.

khuc hodic b hu hong, hay dam bao ring dng khong bj ket dudi co thé bénh nhan.

11) Bt du truyén thude ngay sau khi hoan tat qua trinh méi

¢ 12) Néu cin xuyén qua niit cao su hoge bé ma i xuyén qua. Ap lye qua mue ¢ thé khién dng kim bj cong ho
13) Khéng cim tai vi tri khoa an toan khi thao tac xuyén kim vi ¢6 thé khoa an toan bi ma, din dén khong thé thuc hién thao tic xuyén kim.

14) Ngan khong cho rugu hofc cic san pham thube khic bim vao gin day éng kim. Diéu nay co thé gy 1o ri giita bd phan bao vé an toan va tryc kim, din dén hong tryc kim.

15) Chi m& khoa co ché an toan khi ban da sin sang théo kim ra khoi bénh nhan.

& 16) Khi mo khoa an toan dé che phit éng kim, hiy ma khoa hoan toan va kéo theo phuong thing ma khong ding lye ngang. Viée kéo dng kim ra theo goc ¢6 thé gay ra ap lye qu muc, ¢o

. hofic 1am héng tryc kim.

s kha nang gay gdy.

17) Sau khi sit dung co ché an toan, trinh uén cong thiét bj giira khéa an toan v tryc kim dé tranh bj thuong do ic nhon hodc ro ri mau.

18) Néu phit hién thy bt thudng khién khong thé mé khoa an toan, hy théo thiét bj ra ma khong sir dung co ché an toan. Vit bé thiét b ngay 14p tirc vao thing chira chét thai, chi y
trinh bj thuong do vit sic nhon tir éng kim

19) Khong cb ging diy md khoa nguoc lai co ché an toan sau khi da sir dung vi ¢6 nguy co dng kim nho ra ngodi.
20) Thai loai thiét bj vao thing chira chét thai sinh hoc dugc phé duyét theo quy dinh cia co s,
21) Bdo céo tat ca céc sy ¢d nghiém trong cho ca nha san xut va co quan ¢o thim quyén cta dja phuong.
22) Néu thiét bj tiép xtc véi diéu kién bat thuong (vi dy, nhiét o va do dm cao) hodc néu vo tinh m thiét bi trude khi sir dung, khong sir dung thiét bi.
23) Khong sir dung thi b bj hong hode ¢ bét ky bit thudmg nao khac.
. 24) Viéc tai sir dung thiét bj c6 thé din dén nhidm tring do ldy nhidm chéo.
Huéng din sir dung:
1. Huéng din sir dung trong trudmg hop truyén dich
1) Mé bao bi va ldy thiét bi ra.
2) Théo nép luer khoi déu néi luer va két ndi chit vao day truyén dich hode diu cia bom tiém vio dau ndi luer cua thiét bj nay. Dam bao ring b phin bao vé an toan duge khoa cht vao

), khoa an toan. ( Fig. 2)
3) Lam ddy thudc vao éng din, dé thudc chay ra tir diu dng kim va loai bo hét khang khi khoi éng.

4) St khudn vi tri choc kim.

5) Gite cinh va thio ndp kim ra khoi éng kim bing cch kéo thing ra. ( Fig. 1) Trong khi giir cinh, hiy dua kim vio tinh mach hoge md dudi da.

% 6) Sau khi chén kim vao tinh mach, hdy xéc nhn ring méu chay vio dng, sau d6 cb dinh canh biing bang dinh. Ngoi ra, hdy dim bio ring bang dinh khong dinh vio khéa an toan.

2. Huéng dan sir dung trong truong hop ldy mau

. 4) Thu thip lugng méu cin thiét bing éng I4y méu chan khong khi cim vao déu luer hogic bing bom tiém.

5) Sau khi ldy méu, thio day garo. Kich hoat co ché an toan va thdo thiét bi trong khi tao ap lyc dé cim mau tai vi tri choc kim.

6) Thai logi thiét bj mot cach an toan theo ding quy dinh sau khi sir dung.
¢ 3. Huéng dan sir dung co ché an toan
. 1) Saukhi sir dung dé truyén dich hode ldy méu xong, mé khéa an toan bing cich &n vo hai bén cua khoa an toan ( (D trong Fig. 4)
2) Trugt khoa vé phia sau (@ trong Fig. 4 ) cho dén khi khéa an toan duge khéa hoan toan véi tiéng tach ¢6 thé nghe duoe. ( Fig. 5 )
3) Xéc nhin ring khoa an todn da duge ¢6 dinh chéc chin vio diu bio v¢ an toan. ( Fig. 6 )

4) Néu can, 4n tao p lyc vao vi tri choc kim.

). Thiét bi dugc két ndi voi bom tiém, bd chuyén ddi luer hodc bo day truyén dich, v.v. thong qua déu ndi luer. Dau ndi luer tudn thu ISO 80369-7.

s NIP0 Kim cianh buém truyén tinh mach !
i SAFETOUCH™ PSV SET

y SAFETY WINGED NEEDLE SET !

Vui long doc ki huéng dan nay trude khi sir dung
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W NIP0 SAFETOUCH" PSV SET '
[EN] SAFETY WINGED NEEDLE SET

<Instructions for Use> :
Prior to use, please read the Instructions for Use carefully. J

Needle cai %

Indications
The device is indicated for insertion into a patient's vascular system or subcutaneous tissue to administer medicinal products. It is intended for use by
healthcare professionals with specialized knowledge, including doctors, medical technicians, and nurses. Additionally, patients or their families may
use the device under the direction of healthcare professionals.
Contraindications
* Do not re-use.
+ Do not use the device for high-pressure infusion, such as for angiography with an injector or a similar tool.
Shape and Structure
This device consists of a needle tube, a needle hub, wings, a tube, a safety protector, a switch and a luer connector.
For safe disposal after use, the safety protector has a safety mechanism that protects and covers the used needle tube.
Operating Principle
‘After using the product, pinch both ends of the switch to unlock the safety mechanism. Subsequently, the safety protector will make a clicking sound when
the needle tube is removed from the blood vessel while holding the wings. The needle tube then retracts into the safety protector shielding the needle tip.
Clinical Benefits
Itis possible to treat and prevent disease by administering medicinal products through infusion when the device is connected with a syringe, infusion
set, etc. Additionally, blood samples may be collected for inspection.
Cautions
1. Cautions related to usage, etc.
1) Handle the device carefully to prevent needlestick injuries.
2) When removing the needle cap, pull it straight off to avoid touching the needle tip. Deformation of the needle tip may occur, making puncturing
more difficult. (Fig. 1.) Fig. 2
3) Do not allow medicinal product to adhere to the luer cap, as this may cause the connections to become loose.
4) If any abnormalities, such as fluid leakage from the connecting part, are found during priming, do not use the device.
5) Use the device immediately after opening the package.
2. General O
1) When opening the packaging, take care to prevent the film from catching on the device, especially the film covering the needle cap. Avoid
exerting excessive force to prevent bending of the needle tube while opening the packaging.

Safety protector

Tube

Luercap  Connector

Fig. 1 Removing needle cap

Good example Bad example

[Securely locked]

2) Regularly inspect the device for any signs of damage, loose connections, or fluid leakage during use. [Not locked]

3) Exercise caution when administering a fat emulsion or any medicinal product containing fat emulsion, oils such as castor oil, or any medicinal H
product containing solubilizing agents like surface-active agents or alcohol, or when using a disinfectant containing alcohol. The medicinal
product may cause cracks in the luer connector and needle hub, resulting in leakage of biood or medicinal product, air inclusion, etc. Inaccurate | Gpening X
dosage - caused by cracks in the luer connector and needle hub - can occur due to the use of fluids containing fat emulsion, oils such as
castor oil, or solubilizing agents such as surface-active agent or alcohol, and tightening or retightening with excessive force. Pay particular

attention to dose-dependent drugs since inaccuracies can have harmful consequences on patients.

4) Immediately replace the device with a new one if any cracks are discovered on the connecting parts or elsewhere. o

5) Handle the tube carefully - avoid using forceps or similar tools. To prevent the risk of fluid leakage, air inclusion, or breakage, take care not to [Fas]
damage the tube with sharp instruments such as the tip of a neede or scissors.

6) To prevent the tube from breaking, kinking, or being damaged, ensure that the tube is not trapped under the patient's body.

7) To prevent the risk of disconnection, damage, or elongation of the tube, do not pull out, push in, or bend the area connecting the tube and the
luer connector with excessive force.

8) To prevent the risk of bending or breakage of the needie tube, or damage to the needle hub, avoid applying excessive force on the neede tube.

9) To prevent the risk of the luer connector breaking or disconnecting, which could result in fluid leakage or air inclusion, refrain from excessively
tightening the luer connector.

10) Secure the wings firmly. When inserting the needle into a vein or using the safety mechanism to remove the device, be cautious as the needle

To be taped

Stopper section

tube may misalign or damage the walls of blood vessels. Proper position for securing the wings by taping
11) Start infusing medicinal products immediately after priming is completed.
12) If puncturing a rubber button or similar surface, secure the needle at the puncture site. An excessive load may cause the neede tube to bend or Fig. 4

break, or damage the needle hub.
13) Avoid holding the switch while puncturing as the switch may unlock, resulting in an inability to puncture.
14) Prevent alcohol or other medicinal products from adhering near the base of the needle tube. This can cause leakage between the safety
protector and the needle hub, leading to damage of the needle hub
15) Only unlock the safety mechanism when you are ready to remove the needle from the patient.
16) When unlocking the switch to store the needle tube, fully unlock the lock and pull straight without applying lateral force. Pulling it out at an angle
could result in excessive pressure, potentially causing breakage.
17) After using the safety mechanism, avoid bending the device between the switch and needle hub to prevent accidental sharps injuries or blood D
leakage.
18) If an abnormality is found that prevents unlocking of the switch lock, remove the device without using the safety mechanism. Promptly dispose
of the device in a disposal container, taking care to avoid sharps injuries from the needle tube.
19) Do not attempt to unlock the safety mechanism after it has been used, as there is a risk of the needle tube sticking out.
20) Dispose of the device in an approved biohazard container s per facility protocol.
21) Report all serious incidents to both the manufacturer and the competent authority of your State.
22) If the device is exposed to abnormal conditions (for example, high temperature and humidity) or if it is unintentionally opened before use, do not
use the device.
23) Do not use the device if it is damaged or shows any other abnormalities.
24) Reusing the device may result in infection due to contamination.
Instructions for Use
1. Instructions for infusion
1) Open the package and remove the device.
2) Remove the luer cap from the luer connector, and firmly connect the infusion set or the nozzle of a syringe to the luer connector. Ensure that the
safety protector is securely locked into the switch. (Fig. 2)
3) Fill the tube with the medicinal product, allowing it to flow out from the tip of the needle tube, and remove all air from the tube.
4) Disinfect the puncture site.
5) Hold the wings and remove the needle cap from the needle tube by pulling it straight off. (Fig. 1) While holding the wings, insert the needle into
a vein or subcutaneous tissue.
6) After inserting the needle into a vein, confirm that blood flows into the tube, and then secure the wings with tape. Also, ensure that the tape is
not attached to the switch. (Fig. 3)
2. Instructions for collecting blood
1) Open the package and remove the device. Connect the luer adapter or the nozzle of a syringe to the luer connector firmly.
2) Apply a blood pressure cuff and disinfect the puncture site.
3) Hold the wings together and remove the needle cap from the needle tube by pulling it straight oft. (Fig. 1.) Insert the needle into the puncture site.
4) Collect the required amount of blood using a vacuum blood collection tube attached to the luer adapter or syringe.
5) After collecting blood, remove the blood pressure cuff. Activate the safety mechanism and remove the device while applying pressure to stop
bleeding at the puncture site.
6) Safely dispose of the device after use. Immobilized position
3. Instructions for using the safety mechanism
1) After using the device, release the lock by pressing both sides of the switch inwards. (@ in Fig. 4)
2) Slide the switch backward (@ in Fig. 4) until it becomes completely locked with an audible and tactile click. (Fig. 5)
3) Confirm that the switch is securely immobilized against the safety protector. (Fig. 6)
4) Apply pressure to the puncture site if necessary.
Connection with other devices
The device is connected to syringe, luer adapter or an infusion set, etc. through the luer connector. The luer connector is compliant with ISO 80369-7.
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