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WHCTPYKIINS IO MPUMEHEHIIO

1 mromng 2024 r.

Hassanue npoaykra: CTepribHbIe JEHTATEHBIE HITIBI OMHOKPATHOI'O IPHMEHEHHS

Toproeas mapka: IIOGEN SPITZE

L . S MucTpyKumsi 10 NPUMEHEHHI0 . s

° HaaBaﬂue MEeJUIHHCKOr0 M3JeMs: CTePHIbHBIC IEHTANBHBIE WIIIBI 3] QE‘? c €mm
'OIHOKPATHOTO MPHMEHEHHS

e IIpexycMoTpeHHOe Ha3HAYeHHe: CTCPWIbHBIC [EHTAJIBHBIE HMHBEKUHOHHBIE HIJIBI OJHOKPATHOIO
[PHAMEHEHHSI, KOTOPhIe HCIONB3YIOTCS B CTOMATOJOTHYESCKUX KapITyJbHBIX INIPHLAX A1 HHBEKIHH
npernaparoB IS MCCTHOH aHECTE3HH B CTOMATOJIOTHH.

e IlesieBBble rpynnbl NANHEHTOB: MTAIHEHTH OT IETCKOrO JO MOXMIIOTO BO3PACTa BHE 3aBUCUMOCTH OT
1o, KOTOPBIM TpeOyeTcs HHBEKIHA Mpenapara Uil MECTHON aHeCTe3|H UL JIeYeHUs 3y0oB.

e IIpenmonaraemMplie MOJIH30BATENH: CTOMATOJIOTH.

e Tloxa3anusi: IS JIeYeHHs 3y00B. _
¢ IIpOTHBOMOKA3AHHUS: THUIIEPUYBCTBUTEIBFHOCTh K METaJUIaM, CIy4ad HEeXeJaTeNbHOM peakiud Ha

HHBEKIHH B IMTPOLIITIOM.
e HexearejJbHbIC SIBJICHHS: HEpXKaBerouas CTajib COACPKHUT CIICABI HUKEJII M XpOMa, ITIO3TOMY MOXKET
BEI3BATh PEAKIIHIO Y NAHEHTOB C THIIEPYYBCTBUTECIbHOCTD KOXHU.

¢ PaGouue XapakKTepUCTHKH: HHBCKIIUA IpelIapaToB I MECTHOM aHEeCTE3UH B CTOMATOJIOTHH.

e MeTon npuMeHeHUSA

1 CnoMarp repMeTHYHYIO 3alIUTHYIO IUIOMOY
(OTKpyTUTH KOJIIAYOK, YTOOBI OTKpPHITE — Henbss
crubaTh WM pa3iaMbIBaTh JJI OTKPHIBAHHA).

2 TlomcoeqMHHTH My K CTOMATOJOrMYECKOMY
KapITyJIbHOMY IIIIPHITY.

3 CHATP 3aIUTHBIA KOJIAYOK NEPe IPUMEHEHHEM.

e CoBMeCTHMbIE IINPHIbI: HCIIONB30BaTh COOTBETCTBYIOIUMM CTOMAaTOJIONMYECKMH KapITyJIbHbIHA
LIMPHLL, YKa3aHHBIH HIKe, B 3aBUCHMOCTH OT THIIA pe3b0BI IPOTyKTa:
- CToMaTOoNOrHyYecKHii KapIy TbHBIH INPHULL ¢ METPHYECKOH pe3p0ok;
- CTOMATOJIOTHYECKHMi KapITyIbHBIH IIIPHUIL C AFOHMOBO pe3bOoi.

e MepbI HpPexI0CTOPOKHOCTH
- ITepen HCIONB30BaHHEM 03HAKOMHTECS C HHCTPYKLHEH 10 IPHMEHEHHIO.
- He Mcrionb30BaTh B Cilydae MOBPEXKICHHS 3aIlUTHOM IITOMOBI.
- He MCMoI630BaTh NOBTOPHO, PHCK MEPEKPECTHOTO 3apaiKEHHs NallUEHTOB.
- He ucmonp30BatTh [0 UCTEYEHUH CPOKa TOIHOCTH.

B COOTBETCTBUHU C MECTHBIMH IIpaBHUJIaMH.
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- Hcnonp3oBanue HeKBaIUQUUUPOBAHHBIM I10JIB30BATEIEM MOXKE], I pEEH K TpagMe HalveHTa.
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- Hcronp3oBaHue WIJIBI Yy DALKEHTOB C THIEPYYBCTBUTENBHOCTHIO K METALy M CIIydasMu
HexXceJIaTeIbHOM peaklii Ha MHBEKIUH B IIPOIIJIOM MOXKET IPUBECTH K TPaBME IMalUeHTa.

- IToBTOpHOE HCHOIB30BAHHE UIJIBI MOXKET IIPUBECTH K IOBTOPHOMY HJIH IIEPEKPECTHOMY 3aPaXKEHHIO.

- Mcnonp3oBaHue MPOIyKTa C HCTEKUIMM CPOKOM IOJHOCTH MOXKET IIPUBECTH K 3apaKEHHMIO.

- Ucnonb30Banue NPOLYKTa ¢ MCTEKIIHM CPOKOM TOJHOCTH MOXKET OKa3aThCs Hed()(EKTHBHBIM, UTO

MOXKET IIPUBECTH K TPABME IMAIUCHTA.
- Ucnone3oBaHue HEMOAXOIIEr0 IINpHlla MOXET IPHUBECTH K YTEUKE IIpenapara I MECTHOH

AHECTE3HH.
- Pe3yabTaToM HENpaBUIGHOM YTH/IM3AIMM KCIIONB30BAHHON HIVIBI MOXET OBITh TpaBMa OT yKOJa
UIJIOH, YTO MOXKET IPUBECTH K IIOBTOPHOMY HJIH IIEPEKPECTHOMY 3apayKEHHIO.
- Hcnonp3oBaHue Wb ¢ MOBPEXKIASHHON 3aIUTHOMN INIOMOOH MOXKET IPHBECTH K 3apaKEHMIO.
- Ucnone3osanue 6e3 03HAKOMJIEHHA ¢ HHCTPYKIIHEH 0 IPUMEHEHHIO, , B YaCTHOCTH, HHPOpPMaIUH 10

6630HaCHOCTPI, MOJXKET IIPHUBECTH K TpaBME NalfHEHTA.
- Crubanue UIjIsl MOXET TIPUBECTHU K NOJIOMKE HIJIBL, YTO MOXXET HAaHECTH TpaBMy IAaLIMCHTY.

e VYcaoBHS XpaHeHHS: IPU KOMHATHOH TeMIeparype.

L4 Hpnmeqalme. Ecnu ¢ MEIUIHMHCKAM H3OCIIHEM IIPOHU3O0IIE]I KaKoi-mu6o CCpLCBHLIﬁ HHIMACHT,
HCO6XO,21PIMO coOOUIUTE 00 5TOM IPOU3BOJUTEIIIO H/Ynd YIIOJIHOMOYEHHOMY MPEACTaBUTENIO H

KOMIIETEHTHOMY OpraHy.
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INSTRUCTIONS FOR USE

July 1, 2024

Product name: Sterile single use dental needles
Brand name: HOGEN SPITZE

Instructions for use

* Device name: Sterile single use dental needles ® C €1s39

+ Intended purpose: Sterile dental injection needles for single use which are used in dental cartridge syringe for
injection of dental local anesthetics.

« Patient target groups: Pediatric to elderly patients of all genders requiring injection of a local anesthetic for dental
treatment.

* Intended users: Dentists

* Indications: For dental treatment

+ Contra-indications: Metal hypersensitivity, History of untoward reaction to injection in the past

* Undesirable side-effects: Stainless steel contains trace amounts of nickel and chromium, therefore may cause a
reaction to those with hypersensitive skin.

* Performance characteristic: Injection of dental local anesthetics.

¢ Method of use

1 Break the hermetic seal (Twist cap to open — Do not
! oo bend or snap open).

@ﬂ: ﬂfj.ﬂi 2 Connect the needle on the dental cartridge syringe.

3 Remove the protective cap to use.

2 3

« Compatible syringe: Use the appropriate dental cartridge syringe below according to the thread type of product.
- Metric threaded dental cartridge syringe
- Inch threaded dental cartridge syringe

* Warnings

- Do not use before checking the instructions for use

- Do not use if seal is broken

- Do not reuse, risk of patient cross-infection

- Do not use if use by date has expired

- Do not bend the needles. These can break the needle and cause injury

- Dispose of used needles immediately in a sharps disposal container according to the your local regulations

* Residual risks:
- Use of unintended user may cause patient injury.
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- Use of needle to patients with a metal hypersensitivity and history of untoward reaction to injection in the past may
cause patient injury.

- Reuse of needle may cause re-or cross infection.

- Use of expired product may cause infection.

- Use of expired product may not be able to achieve the intended performance, which can lead to patient injury.

- Use of improper syringe may cause leak local anesthetics.

- Improperly dispose of used needle may cause needle stick injury, which can lead to re-or cross infection.

- Use of needle with a broken seal may cause infection.

- Use without checking the instructions for use may cause injury to the patient due to omission of safety-related
information.

- Bending needles may cause needle breakage, which can lead to patient injury.

* Storage condition: Room temperature

« Note: If any serious incident that has occurred in relation to the medical device, please report it to the manufacturer
and/or authorized representative and competent authority.
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