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TECHNICAL DATASHEET OF STERILE VENTED IV INFUSION SET WITH NEEDLE FOR SINGLE USE

PRODUCT DETAILS

Description: Disposable Vented IV Set, 150 cm, with needle 21GX1%"

Type: Luer Slip, without latex bulb

Drop Factor: 20 drops of distilled water equivalent to 1ml £ 0.1ml (1g + 0.1g), at 20°C + 2°C
Shelf life: 5 years from date of manufacturing

REF No: HIVSW/021

Composition: Disposable Vented IV Set with needle is a medical device composed of:
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-Drip chamber;

-Comes with the spike, which allows effortless pierce of the IV
containers rubber plug;

- Air vent - is integrated above the drip chamber, allows
adequate pressure inside the chamber for smooth,
uninterrupted fluid flow;

-Transparent flexible drip chamber facilitates rapid adjustment
of fluid with further observation/monitoring of fluid flow;
-Solution filter — is used to filter particulates (debris, or
pathogenic microorganisms that potentially might have been
admixed with the IV fluid) and'ell bubbles.

-Tubing;

-Transparent kink res?ﬁﬁ@b\ ' W nd uninterrupted

fluid flow. N/ e M 5:’77 P £ \&

-Roller clamp;

-Moves along the p 'to tﬁbmg bgtweefr th@%np chamber and

the latex-free injectian @nec‘?or =11
m;gr:t ﬁtﬁl@«r e from a very slow

-Allows a smooth adjt r,
rate to a "wide opent flow rate with-high!

-Needle;
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-Provides sharp and smooth puncture.

-Protective caps (for needle and | -Tight closure ensures high level of safety against accidental
spike). needle stick injury or spike tip damage when handling the IV
Set.

Materials: PP, PVC, PE, ABS, PTFE, Stainless Steel.

Sterilization: EO (Ethylene Oxide)

Product standards: 1SO 8536-4-2019, GB 8368, ISO 7864-2016(indicate the general applicable standards)
Certificates: CE, ISO 13485

Classification: MDD 93/42/EEC, Class lla

Packaging: Single PE bag, 25 pcs per middle bag, 20 middle bags per carton

Intended Use:

Its purpose is to transfer the intravenous (IV) fluid by gravitational force.

Cautions:

e Read instructions before use.

e Before usage confirm the sterility validity, packing completeness, the LOT number and expiry date.
e Use only if package is undamaged and validity not expired;

e The IV Set should be used immediately after unit package opened.

¢ To be used by qualified doctor or paramedic only.

e Check the tightness of needle and integrity of components before the use.

e If there is unusual cased during infusion, treat according to the clinical operation protocol.

e For single use. The re-sterilization and/or use by more than one patient may cause a cross-infection.
e Destroy after use.

¢ Do not use with pressure infusion bag.

¢ Do not use for transfusion of the blood or its derivatives.

« Use injection connector site only for injecting the medicine intermittently using aseptic technique.

Instructions for use:

1. Select the appropriate IV Set with needle for your procedure. ’fff’\;/\ Ao ij\
2. Examine individual package for integrity of packaging prior to use. Do notiﬁse\f’p\\éfclééi\gi’f}fggég\yé torn.
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3. Before usage, open the unit package using aseptic technique. ;,
4. Close the flow regulator, take off the cap from the spike, and swab the c'ﬁj‘rﬁ»d(m‘er stgpp Juslvbefor the piercing.
5. Pierce the rubber plug of infusion container and insert the spike inside. H ng ontainer u;{glde . Make sure of no
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leakage.

Page 2 of 4




Changzhou Holinx Industries Co., Ltd.

3
HOL Nx Add.: No. 1 Dongtang Road, Zhenglu Town, Tianning District, Changzhou City,
Jiangsu, China

https://www.holinx.com/

Document No. HLX/VS-150cm-001 Revision No. A/l Date of Revision 2022.11.17

6. Half fill the drip chamber with solution by gently squeezing and releasing the drip chamber.

7. Open the air vent if used with hard (glass) IV solution container and close it when used with soft IV solution container.
8. Take off protector of the vein-needle and open roller clamp slightly. Take out the solution through the vein needle to
remove air inside tube completely.

9. Shut roller clamp completely and perform vein puncture using an aseptic technique in accordance with your facility’s
protocol. Fix the vein-needle properly with tape.

10. Regulate the flow by loosening roller clamp.

11. Apply protective caps when procedure is finished.

12. Any used IV Set is considered contaminated and should be disposed of in an approved container immediately after
use.

13. To avoid risk of infection, immediately dispose of after single use.

Features:

¢ Non-toxic;

¢ Non-pyrogenic;

e Sterile unit packages;

e Cannot be stored at extreme temperature and humidity.

Storage: //;;\Q\_f;ff”’“

Keep away from sunlight. Protect from extreme humidity and heat sources. Not store with organic or_chemiial solvents.
Not store with corrosive gases. Store in dry, cool, good ventilated and clean room, where the relativehu/ifiiﬂ?ty is less

VSN e T & T
than 80%. 2\ 5
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Sample PE bag design:

Editor: Audit: Approve:

HOLiNX @ A (g @ C€0197 ¢ Netoxic REF: HIVSW/021

STERILE ISO 13485  « Apirogen LOT NO: 20220506

SET PENTRU PERFUZIE €7 B B s | Emones

20 Picaturi=TmL+0.1mL

. ” b1

L:150 cm | 21Gx1 %" |Fara manson Pracautie: <
1. Tamponati dopul recipientului inainte de strapungere. © Nu resterilizati T
2. Inchideti regulatorul de debit. @ Steril pind cind ambalajul nu a fost deschis sau deteriorat o
3. Detasati protectorul pentru varf, introduceti-l in recipientul © Nu utilizati daca ambalajul este delerioral sau a fost =
cu solutie si pozitionati-I cu capul Tn jos. " ge:g‘;?. a”?‘zﬂf’é o L4
4. Strangénd si eliberand usor godeul de picurare, umpleti cu AR S ; (]

3 . ¥ v ! @ Nu depozitati la lumina directa a soarelui, la temperaturi e
solutie pand la juméatatea camerei acestuia. extrame sau la umiditate ridicats &
5. Deschideti orificiul de admisie a aerului daca este utilizat cu ® Anu se utiliza pentru transfuzie de sénge sau derivati B
un recipient de solutie rigid si inchideti-| dacé este folositcu SanQUfm ﬁx
unul maleabil. ngha; International R§ ﬁnrp ‘GmbH (Europe)
6. Deschideti partial regulatorul de debit pentru amorsare. i ‘ﬁestf;S;e 80,2 537k fgbt:.'% Germany . %,
) i i & i i Ol X es (o, Lt

7. Lasati solutia s deplaseze complet aerul, apoi inchidet] H e g;i“ gtang Raf ﬂgm e Chassztin ook China

{atorul de debi
o - Repr. Aut. in Republica Malduva S.CIIMUNOTEHNOMED!SR.L

8. Efectuati strépungerea venei, apoi fixati acul.
9_ R&g!a§1 debitul. Adr:No 42, Gh.Asachi str., ﬁhiﬂﬂéu, Re;wbhca Mo‘d{?‘fi ?IE% g; 28
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