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1. Product Summary

Care and maintenance of reusable instruments are crucial for a successful
treatment. Well-maintained instruments are not only safeguard your patients and
staff against infection, but also essential for the outcome of the total treatment.

¢ Please follow the legal regulations in your country as well as hygienic
guidelines, to prevent from contaminations and infections by handling the used
surgical kits.

* Please remember that you are responsible for the maintenance and sterility of
your medical / dental products and device. It is essential to follow proper
cleaning, disinfection and sterilization procedures all the time strictly.

e It is also important to follow the manufacturer’s recommendation on the usage
of instruments. Please keep a log of how many times the instruments have been used.
e Drill's life time is determined by various factors of the surgical cases, not the
numbers of usage only. It's highly depending on the bone density and usage
practice.

* Replacement of drills should be considered usually after 50 times of usage, or
when the cutting efficiency declines. Check the conditions of dfrill in every time of
usage. The reusable drills must be sterilized before use and require specific
cleaning procedures prior to sterilization.

2. Intended Use
These products are surgical instrument kit designed for the surgical placement of
dental implants or prosthesis.

3. Indication for Use

Used when applying a dental implant system performed for tooth loss, etc.
[Patient Population] Patients aged 18 and over who have completed the growth
of the jaw bone (Partial or complete edentate patient)

[Intended User] Dentist

Intended User] Dentist

Dental surgery must only be performed by dentists and surgeons with training
and experience in oral surgery as well as diagnosis and preoperative planning

4. Pre-operative planning

For a successful treatment, the following confirmation procedures should be
performed carefully to confirm the treatment plan and evaluation, and also the
product with medical and dentistry’s point of view.

(1) Should check out the patient’s oral status through the clinical, radiography
photo, and model analysis.

(2) Should ask the patient’s decision in case of various treatment methods, after
providing the sufficient explanation of the merit and demerit of each method
and treatment schedule.

(3) Should check a patient’s medical history to evaluate the status of patient's
health condition. If there is any doubt about a patient’s health condition, the
various clinical tests should be performed to determine the absence of
abnormal conditions before preparing for the surgery.

(4) The product is supplied as non-sterile devices. All product used for surgery
must be sterilized before use.

(5)Choose the surgical instrument after considering right dimension at surgical
site.

(6)Depth Gauge is needed to confirm that the product is the same as shown in
the catalog. In particular, it is recommended to use after checking if laser
marking is in the same location.

* Marking can easily be erased when the product is left for a long time after the
procedure, so caution is required.

(7) Should not use the product if the package is not completely sealed or that is
torn, and also should certainly check the abnormalities such as foreign body,
stain, minute dust, expired date, and etc. after opening the package.

(8) Check the product information such as reference code, size, manufacturing
date and expiration date before starting the surgery.

(9) Check for compatibility with the opponent component before surgery.

(10) Check if there is any problem in the shape of the instrument.

5. Instruction for Use & Procedure

For a detailed procedure and the features of our dental implant system
components used with the products, please refer to the catalog of relevant
Implant System issued by MegaGen Implant Co., Ltd.

6. Adverse Effects

(1) It could result in implantation failure, alveolar bone recession,, low initial
stability, fixation failure, irritation and nerve damage, degradation of masticato-
ry function by careless surgical practice. Also there is a risk of death due to
severe infection in severe cases.

(2) Complications such as malaise, pain, edema, bleeding, Inflammation, fever,
infection, soft tissue ulcer, feeling of irritation, malocclusion, perforation of the
maxillary sinus, inferior border, lingual plate, labial plate, inferior alveolar canal,
or gingiva and an open suture site may result from inattentive surgical practice
or poor patient overall health.

(3) Numbness from nerve damage in the facial area is usually a temporary
symptom, but some cases are permanent.

Note : If serious incident occurs in relation to the device should be reported to
the manufacturer and the competent authority of the Member State in which
the user and/or patient is established.

7. Contraindications

Contraindications should be observed when selecting patients. These include,
but are not limited to:

(1) Low bone quality and inadequate bone quantity and metabolic bone
disorders

(2) Bad oral hygiene and pathological infection at the alveolar bone.

(3) Internal diseases such as hematodyscrasia, diabetes and hemophilia, or
mal-nutrition and immunocompromised status

(4) Alcoholic, drug abuse, smoking and patient with mental disorder.

(5) Other periodontal and surgical operation prohibited patient

(6) Psychiatric disorders

(7) MegaGen's instruments should not be used with patients that have allergies
to the specific materials used, including stainless steel, and titanium alloy.

8. Preservation & Handling

(1) The surgeon should check each product being used during surgery is in right
position and whether if the product is contaminated or not.

(2) The surgical instrument should be used only for dental implant surgery
following procedure as guided.

(3) The edge of surgical instrument for making the bone cavity should be
checked before use.

(4) The surgical instrument for making the bone cavity should be used with
saline solution to prevent necrosis.

(5) The surgeon should use the surgical instrument with suitable RPM(revolu-
tions per minute) by considering bone condition such as bone density.

(6) It should be used surgical instruments of relevant Implant System.

(7) A small devices such as gauges with measuring function can be entered
through throat during surgery. Fixation with thread or wire should be needed.
(8) The surgical instruments are reusable and dental drills should be replaced
after being used 50 times or when the cutting efficiency declines.

(9)The frequency of use could be changed depending on the handling.

(10)It can not be used when the cutting force of Drill is reduced.

(11) Unpacked or damaged product should be not used and it cannot be




returned to the manufacturer or distributor.

(12) When disposing of such devices, safely dispose of them in accordance
with the relevant authorities' regulations regarding the disposal of medical
devices.

(13) If serious incident occurs in relation to the device should be reported to
the manufacturer and the competent authority of the Member State in
which the

and/or patient is established.

(14) If the package that is not opened by dentist is defective, request a
replacement from manufacture.

(15) This Product should be stored at 15°C~307C condition.

9. Reusable method and Storage

The used surgical kit case and reusable surgical instruments should be store
after cleaning and sterilization.

9.1. Cleaning

Clean surgical kit case and reusable surgical instruments separately and go
through a special cleaning procedure before sterilization as mentioned below.
1) Remove all remaining pollutants (tissues, blood, bone residuals, etc.) on the
surface by immersing used surgical kit case and reusable surgical instruments in
water. Keep surgical kit case and reusable surgical instruments in wet
environment until the next step indicated below is initiated.

2) Automatic washing using ultrasonic cleaner.

a. After putting surgical kit case and reusable surgical instruments in a
washing container (e.g. plastic basket) inside of an ultrasonic cleaner, fill
water completely. [You'll get better effects when using enzyme detergent
(e.g. enzyme detergent with a pH level between 6 and 9) or its similar
detergents (available to use commercial products.)]

b. Clean them for 5~15 minutes and drain the water.

c. Rinse the surface of the surgical kit case and reusable surgical instruments
with tap water to remove all cleaning solution.

—Repeat step a, b, c until surgical kit case and reusable surgical instruments
are completely clean and perform a visual inspection.

—Dry the surface of surgical kit case and reusable surgical instruments by
natural drying or according to a drying cycle of cleaner. In case of the
surgical kit case, turn the kit upside down and dry for more effective drying.
If needed, manual drying using nonabrasive tower with no lint is possible.
—For more information about available enzyme detergents and cleaner,

refer to instructions from the manufacturer and have to be followed.

9.2. Sterilization

Surgical kit case and reusable surgical Instruments should be sterilized at
temperature of 132°C (270°F) for 15 minutes by high pressure steam
sterilization and dry for 30 minutes. (Sterilizer Type : Gravity Type)

10. Caution

Product should not be used if packaging is opened or damaged.

— Do not use the contaminated product by mistake of surgeon during the
surgery.

— The product should not be reused products between patients without
sterilization.

— If the instrument is contaminated, even a single patient should not use it in
another part.

— Immediate action should be taken in the event of an accident.

— Quality and accuracy cannot be guaranteed if the customer (user) uses
similar products not manufactured or sold by us.

— If the direction of fixation between the fixture and the connector is not
correct, it may be deformed.

= In case of more than 149C(300.2°F), a kit box may be deformed so it
should be careful.

— If the recommended number of uses is exceeded, product deformation or
fractures may be indicated.

— User shall state that the product should not be used if the packaging is not
completely sealed or torn.

— Manufacturer is not responsible for any damages to the product from
sterilization or improper handling other than the high pressure steam
sterilization method suggested by.

— Make sure the kit will not be placed touching the inside wall of autoclave
during sterilization to avoid deforming of the case.

* Problems can occur if not used in the recommended way by manufacture.
* Guide should be used when using Removal Tool, if don't use guide, tool
could be fracture.

* Changing the instrument's path during use may cause deformation of the product.

11. Warning
The following is strongly to be recommended for safe and effective use of
MegaGen Implant System.

(1) The surgeon should be a medical specialist who practiced high technique
for implant surgery.

(2)The surgeon should be fully aware of the operating method and cautions
for the product before the use.

(3) The surgeon should wear an aseptic operating gown, and perform surgery
in the operating room remained the aseptic condition during surgery.

(4) Inappropriate selection of patient and technique can cause a failure of the
implant surgery and loss of supportive bone.

(5) Patients poor oral hygiene management can lead to side effects.

(6) If the doctor's office environment is not clean, the equipment may be
contaminated, so please be especially careful.

(7) The manufacturer does not have any responsibility for problems using
competitors’ products or improper instruments.

(8) This product can be used in countries where the product was approved by
their government or related agencies. Product availability may vary by
country due to registration process.

* If users use similar products that are not manufactured or sold by MegaGen,
there may be a problem in quality and precision compatibility.

(9) Inappropriate tightening torque can cause loosening and fracture of the
screw. Use the recommended tightening torque.
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1. O6uue cBeIeHUs 0 MPOAYKTE

[IpaBWIBHBIN yXOJ U TEXHUYECKOE OOCTYKMBAaHHE MHOTOPA30BBIX HMHCTPYMEHTOB HMMEIOT pEIIaloIee
3HAYEHUE U YCHENIHOTO JieueHus. THCTpyMEHTBI, HaXOIAIIHECs B XOPOIIEM TEXHUYECKOM COCTOSIHUU, HE
TOJIBKO 3alUINAI0T BAIIUX MMAIMEHTOB U MEPCOHAN OT 3apaKeHUs MHPEKIIMEH, HO U UMEIOT BaXKHOE 3HAUYCHUE
B JIOCTH)KEHUU PE3YJIbTAaTa BCETrO JICUEHUS.

. CoOmonaiite TpeOOBaHHWS HOPMATHBHO-TIPABOBOTO PETYJIHMPOBAHMS Balleld CTpPaHbl, a TaKKe
TUTHCHUYECKHUE PEKOMEH/IAINH, YTOOBI MPEJOTBPATUTH 3arps3HEHUE U WHOHUIIMPOBAHHUE TIPU OOPAIICHUH C
WCIOJIb30BAHHBIMH XUPYPTUYeCKUMU HaOOpaMHu.

- TlomHHTE, YTO BBl HECETE OTBETCTBEHHOCTh 3a TEXHUYECKOE OOCITY)KMBAaHWE U CTEPUIILHOCTH BaIllUX
MEIUIIMHCKUX/CTOMATOJIOTHYECKUX HW3JeNuid U 000pynoBaHMs. BakHO TOCTOSHHO CTPOro COOIIOIATh
HaJJIeKaIre MPOIeAyPhl OYMCTKH, AC3UH(EKIINN U CTEPHITU3AIUH.

« Taxxe BaXXHO CJ€A0BATh PEKOMEHAALMSAM POU3BOAUTENS [0 UCIOJIb30BAHUIO UHCTPYMEHTOB. Beaure
KypHaJl y4eTa HCIOJIb30BaHUS WHCTPYMEHTOB, B KOTOPOM (DHUKCUPYETCS CKOJBKO pa3 HCIOJIb30BAJICs
KOHKPETHBIN UHCTPYMEHT.

«  Cpok ciayx0bl CBEpJ OMpPENEsSeTCs pa3IMYHbBIMU (PaKTOpaMu B XUPYpPTUH, a HE TOJBKO KOJUYECTBOM
UCIOJIb30BaHUM. B O0JbIIeli cTereHu OH 3aBUCHT OT IJIOTHOCTH KOCTHON TKAaHU M TIPAKTHKH UCIIOJIb30BaHU.
- Bompoc o 3ameHe cBepn ciaeayeT paccMaTpuBaTh OOBIYHO Tociie S0-r0 MCTOJb30BaHUS WJIH, KOTIa
3¢ (HEeKTHBHOCTH CBEpIICHUS CHIDKAeTCs. [IpoBepsiiTe COCTOSHUE CBepIIa MPHU KaxkI0M HCIOIh30BaAHHH.
MHoropa3oBbie cBepJia TOJDKHBI ObITh MPOCTEPUITN30BAHBI MIEPE]T UCTIOIB30BAHUEM U TPEOYIOT CIICIIHATBHBIX
MPOLIEAYP OYUCTKHU MEPE]] CTEpUIU3aIneil.

2. IlpenycMoTpeHHOE MPUMEHEHHE
JlaHHas TPOAYKIMS MPEICTABIIAIOT CO00I XUpyprudecKue Habopbl, MpeHa3HAYCHHbIE [T XUPYPTrHUeCKOi
YCTaHOBKH 3Y6HBIX HMIUIAHTATOB UJIK MIPOTC30B.

3. Ioka3zaHusi K NpUMeHEHHUI0

Hcnonb3yercst mpu yCTaHOBKE CUCTEMBI 3yOHBIX UMITJIAHTATOB MIPH MOTEepe 3yO0B U MPoUnx (akTopax.
[['pymmna manuenTos] [TanuenTs! B Bo3pacTe 18 jieT u crapiie, y KOTOPBIX 3aBEPIIHIICS POCT KOCTH YETIOCTH
(marueHThl ¢ YaCTUYHOM WIIM TTOJTHOM aJIeHTHEH ).

[[IpenmonaraeMblii mojib3oBatesb| CTomMaTonor

[[Ipeanonaraemslii moas3oBaresns| CToMaronor

Cromaronoruueckue ornepanuy JT0JKHBI BBHIOTHATHCS TOJIBKO CTOMATOJNIOIAMU U XUPYPraMu, UMEIOIIUMHU
KBAJTM(HUKAIMIO W ONBIT pPabOThl B OOJIACTH XHPYPIUU TOJOCTH pPTa, a TaKkKe AMArHOCTUKH U
MpeIoNepaliOHHOTO TIAaHUPOBAHMUSL.

4. TlpenonepanoHHOe MJIAHUPOBAHNE

Jlist  ycrienrHoro JieYeHHMsl HEOOXOIMMO TIHIATENIbHO BBINIOJHUTH CIAEAYIOIIME MPOIEAYPHI, YTOOBI
MOATBEPANTH ITUIAH JICYCHHS W OLEHKY, a TaKKe KayeCTBO NPOAYKTa C TOUYKH 3PEHUS MEIUIIUHBI U
CTOMATOJIOTHU:

(1) Cnenyer NmpoBEpUTh COCTOSHHUE IOJOCTU pTa IMAalMEHTa C MOMOIIBI0 KIMHUYECKOTO OCMOTDA,
PEHTICHOJIOTMYECKOT0 CHUMKA U aHAJIu3a MOJEIIHN.
(2) Heo6xo1nuMo npegocTaBUTh MAMEHTy BHIOOP B IPUHITUN PEILICHUS IIPU UCTIOIb30BAHUH PA3INYHBIX

METOIOB JICYEHUs, IPEIOCTABUB JIOCTATOYHOE OOBSCHEHHE TOCTOMHCTB M HEJIOCTATKOB Ka)KIOro METOJa U
IIJIaHA JICUYCHHUS.

3) Crnenyer mpoBepUTh HMCTOPHIO OOJE3HM, YTOOBI OLIEHUTh COCTOSIHME 30pOBbs NHaunueHTa. llpu
HAINYMM KaKUX-TMOO COMHEHHUN OTHOCHTEIBHO COCTOSIHHS 3J0POBBS MAIMEHTa, HEOOXOAWMO MPOBECTH
pasNuyHble KIMHUYECKHE TECThl, 4YTOOBI ONpPENENUTh OTCYTCTBHE aHOMAIbHBIX COCTOSHMH Iepen
IIOATOTOBKOM K OIlEpaLuu.

(4) IlpomykT mocTaBisieTcss B BHUJE HECTCPHIBHBIX u3Ieiuil. Bce wu3menusi, ucmoib3yeMbie [UIst
XUPYPIrU4YeCcKOH Onepanum, JOIKHbI ObITh CTEPUIN30BaHbI IIEPE/ UCII0Ib30BAHUEM.

(5) Ipu BBIOOpPE XUPYPrHYECKOTO WHCTPYMEHTA Ba)KHO YUYUTHIBATH INPABHIBHBIA pa3mep o0iacTu
XMPYPru4ecKoro BMENIaTeIbCTBa.

(6) TI'myOmHOMEp HEOOXOOWM Ui TOITBEPXKACHHS TOTO, YTO MPOIYKT COOTBETCTBYET OINUCAHUIO B
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KaTajore. B 4acTHOCTH, €ro peKOMEH/IyeTCsl UCIOIb30BaTh MPOBEPKH COBIAICHHSI PACTIONI0KEHHS JTa3ePHOM
MapKHPOBKH.

* MapKupOBKa JIETKO CTUPACTCS MPH [UTUTSILHOM HEUCIIOJIb30BAHUHU U3JCIHUS [OCIe MPOIEIYPhI, TTO3TOMY
TpeOyeTCsl OCTOPOKHOCTb.

(7) He crnemyer ucnosb30BaTh MPOIYKT, €CJIM YIAaKOBKA MOBPEKACHA JHOO0 HE 3armevaraHa, a TaKkxke,
nocje BCKPBITHS YIMAKOBKHM, O€3YyCIOBHO, CIEIYyeT MPOBEPUTh MPOAYKT HA HAJTMYME TAaKUX Ae()EKTOB, KaK
HHOPOJIHOE TEJO, MSATHA, MEJIKast MbLTb, HCTEKIIHNA CPOK TOJHOCTH U MPOYHE TEPEKTHI.

(8) [lepen HayamoM XHPYpPruUyYecKOW oOIepanuyd MpPOBEPSAIOT MHPOPMALKIO O MPOIYKTE, TaKyl Kak
apTHUKYJI, pa3Mep, AaTy U3TOTOBJIEHHS U CPOK FOJTHOCTH.

9) Ilepen mnpoBeneHHMEM XUPYPIMUECKOH oONepanuu CIEAyeT IPOBEPUTh COBMECTHMMOCTh BCEX
KOMIIOHEHTOB.

(10) IIposepsiercs, HET Jiu IPOOIIEM ¢ POPMON HHCTPYMEHTA.

5. MHCTpyKIHA MO NPMMEHEHHUIO U MPOoLeaypa

[TonpoOuyto uHpoOpManMIO O MpoLEAYpe U XapaKTEPUCTUKAX KOMIIOHEHTOB Halled CHCTEMbl 3YOHBIX
HUMIUIAHTATOB, HCIOJIb3YCMbBIX B COYCTAHUU C MNPOAYKTaAMHU, CM. B KaTaJIOTC COOTBCTCTBYIOIIUX CHUCTCM
MMILTIaHTAaTOB, BhIMyIleHHOM Kommanuei «Mera/[xxen Ummtant Ko., JIta.» (MegaGen Implant Co., Ltd.).

6. HexeaateabHble 3¢ deKThl

(1) MoskeT npuBecTd K HedP(HEKTUBHOCTH UMILTAHTAIINH, YTO TIOJIPa3yMeBAeT PEIIECCUIO aTbBEOIIPHON
KOCTH, HU3KYIO0 MCXOJHAs CTaOMJIbHOCTb, HapylIeHHe (QUKcAIMH, pa3pakeHHe U MOBPEKICHHE HEPBOB,
YXYIIEHUE >KEBAaTEIbHOW (YHKIMH B pe3yjibTare HEOPEKHO BBIMOJHEHHOW XHPYPrHUYECKON OMNeparuu.
Taxke cyliecTByeT puck CMEPTEIbLHOTO UCX0/1a U3-3a PA3BUTHS TSKEIOW MH(MEKIMU B TSKENbIX CIydasX.
(2) Takue OCNOXHEHHUs, KaK HEJOMOTaHue, 0O0lb, OTEK, KPOBOTEYCHHE, BOCTAJICHUE, JIMXOPAaIKa,
nH(pEKIMs, U3bsI3BICHNE MITKUX TKaHeH, OIIyIIeHHe pa3[pa’keHus, HEMPaBWIbHBIN NpUKYC, epdoparius
BEPXHEUEIIOCTHON TMa3yXW, HIDKHETO Kpas, SI3bIYHOW ITUTACTUHKHM, TyOHOW TUTACTUHKH, HIKHETO
aIbBEOJSIPHOTO KaHalla WM JECHbl M OTKPBITBI IIOB MOTYT OBITh pE3yJbTaTOM HEBHUMATEILHO
BBHITIOTHEHHOW XHPYpPTrUYEeCKON TPOIEAYpPhl WM HEYAOBIECTBOPUTEIBHOTO OOIIETO COCTOSIHHS 3I0POBbBS
ManueHTa.

3) OnemeHHe BCIICJCTBUE MOBPEKACHHUS HEpBa B 0O0JACTH JHUIA OOBIYHO SBISETCS BPEMEHHBIM
CUMIITOMOM, HO B HEKOTOPBIX CITy4asiX SBISETCS HEOOPATUMBIM.

IIlpumeyanue: B cilydyae BO3HMKHOBEHHUSI CEPbE3HOIO MHIIMACHTA, CBS3aHHOTO C M3ICIHEM, CIEIYET
COOOIIUTH 00 3TOM MPOU3BOJUTENIO U KOMIETEHTHOMY OpPraHy rocyJapcTBa, B KOTOPOM 3aperuCTpUpPOBaH
MOJIb30BaTENb U (WJIN) TAI[UEHT.

7. IlpoTuBONOKa3aHUA
ITpu BEIOOpE MAlMEHTOB ClIEAYET yUYUThIBATh POTHUBONOKa3aHus. K TakuM TpeOoBaHUSAM, TOMUMO ITPOYETO,
OTHOCSTCSL:

1) Huskoe kayecTBO M HEJOCTATOYHOE KOJIMYECTBO KOCTHOM TKaHU, a TakXke MeTaboiInueckue
HapyILICHUs] KOCTHOW TKaHU

(2) HeynosnerBopurenbHasi TMTHEHA MOJIOCTH PTa U MAaTOJIOrHyeckas HHGEKIUs B aJIbBEOJIIPHON KOCTH
3 BryTpenHue 3a0oneBaHus, TaKhe Kak reMaTOIUCKpa3usl, TuadeT U TeMOGWIHsl, WIH HEeAOSqaHue U
MMMYHOKOMITPOMETHPOBAHHBIH CTaTyC

4) [TarueHTBI C 3aBUCHUMOCTBIO OT QJIKOTOJIs, HHUKOTWHA, HApPKOTHKOB, a TakKKe TAIMeHTH C
MICUXUYECKUMHU PacCTPOUCTBAMHU.

(5) [larueHTBI, KOTOPBIM  3amNpEIICHO  MPOBEACHHE  MAPOJOHTAIBHBIX W XHUPYPTHYECKHX
BMeEIIIATEILCTB/ONepaIuii

(6) [IcuxmaTpuyeckue paccTpoiicTBa

(7) HNuctpymenter «Mera/lxen» (MegaGen) He cieayeT HMCIOJB30BaTh NPHU JICYCHHH IAIlMEHTOB,

HNMCHOIIINX aﬂﬂeprmo Ha KOHerTHBIe chonwyeMHe MaTepI/IaJIBI, BKJIFO4Yasa HepxcaBeIomon cTaldb MU
TUTAHOBLIN CILJIaB.

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



8. XpaneHnue u o6padoTka

(1) XUpypr I0JKEH MPOBEPUTH, HAXOAUTCS JIU KaXKI0€ U3/eTNe, UCIO0Ib3yeMOe BO BpeMs Omepaluu, B
IIPaBWJIBHOM IOJIOKEHUU U HE 3arpSA3HEHO JIM OHO.

(2) XUpYyprudeckuif HMHCTPYMEHT CIIEAyeT MCIONb30BaTh TOJBKO JJisi MMIUIAaHTalMu 3y0OB B
COOTBETCTBUM C UHCTPYKIMSIMHU.

3) Kpait xupypruueckoro MHCTpyMEHTa ISl CO3JaHUSI KOCTHOM IMOJIOCTH CJeNyeT MPOBEPUTH INepes
HCIIOJIb30BaHUEM.

(4) XUpyprudeckuil HMHCTPYMEHT [UIsl CO3JIaHUsl KOCTHOW TIOJIOCTH CJENyeT HCIONb30BaTh C
(U3MOTOTHYECKUM PAaCTBOPOM ISl IPEIOTBPAILEHHUS HEKPO3a.

(5) XUpypr IOHKEH MCHOIb30BaTh XUPYPrUYECKU MHCTPYMEHT C MOAXOIANIECH 4aCTOTOM BpallieHUs
(4mcii0 00OPOTOB B MHHYTY) C YyY4ETOM COCTOSHHSI KOCTH, HAIIPUMEP, TNIOTHOCTH KOCTH.

(6) CrnenyeT MCIONB30BaTh XUPYPruueCcKUe MHCTPYMEHTHI JUIsl COOTBETCTBYIOIIEH MMILIAHTAlMOHHON
CHUCTEMBI.

(7) He6onpimme ycTpoiicTBa, Takie Kak JaTYUKH ¢ PYHKIHMEH U3MEpEeHUs, MOKHO BBOJIUTH Yepe3 ropio
BO BpeMsl XUpypruueckoii onepaunu. HeoOxoauma ¢pukcaryst HITKOW WM IPOBOJIOKOH.

(8) Xupypruyeckue HHCTPYMEHTBI MOKHO MCIIOJIb30BAaTh MOBTOPHO, @ CTOMATOJIOTUYECKUE OOpMaITHbI
CIIeyeT 3aMeHATH 1ociie 50 uCroab30BaHUN WU PU CHUYKEHUH PEXYIIEH CIIOCOOHOCTH.

(9)  YacroTa HCHOIB30BAHUS MOXKET OBITh H3MEHEHA B 3aBUCHMOCTH OT 00pabOTKH.

(10) He nomyckaercst HCIIOIB30BaHKUE CBEPJIA P CHIDKCHUU PEKYIIEH CIIOCOOHOCTH.

(11) PacmakoBaHHBIA WM MOBPEXKACHHBIH MPOMYKT HCIOJIB30BaTh 3alpeliCHO, OJHAKO €ro He
BO3BPAIAIOT MPOU3BOAUTEINIO WIH JUCTPHUOBIOTOPY.

(12) VYrTuiamsamuss HMHCTPYMEHTOB IMPOBOJMTCS B COOTBETCTBHMM C  HOPMATHUBHBIMH  aKTaMH
COOTBETCTBYIOIMX OPTaHOB MO YTHIN3aLUU MEAULIIMHCKUX U3JEIINN.

(13) B cayuyae BO3HHKHOBEHHUS CEPbE3HOI0 MHIIMIEHTA, CBI3AHHOTO C M3EIHEM, CICIYEeT COOOIIHUTh 00
3TOM MPOU3BOAMUTEIIO U KOMIIETEHTHOMY OpPraHy I'OCyJ1apCcTBa, B KOTOPOM 3apErMCTPUPOBAH I10JIb30BATEIh
Y (WM MTaIMeHT.

(14) B cmyyae oOHapy)XEHHsI CTOMATOJIOTOM IOBPEKACHUS YIIAKOBKU JI0 €€ BCKPHITUS M Je()eKTOB
3aMpoCUTE y MPOU3BOIUTEINIS 3aMEHY U3/IEIH.

(15) IIponykr cnemyer XpaHUTh pu Temreparype ot 15 1o 30 °C.

9. MeTtoa MCNOIb30BAHUSI MHOTOPA30BbIX M3/1e/ I U UX XpaHeHHe
Hcnonb30BaHHbIN (QYTISAp XUPYPrUUECKOro HAOOpa U MHOTOPA30BbIE XUPYPTrUUECKUE HHCTPYMEHTHI CIIEAYET
OTIIPABJISITh B MECTO UX XPAHEHUS MOCJIE OUUCTKU U CTEPUITU3ALIUY.

9.1.Ouncrka

1 OtaenbHO 0YMIIAIOT QYTISP XUPYPTUIECKOTO HAOOpa U MHOTOPA30BbIe XUPYPTUIECKHE HHCTPYMEHTHI H
BBIITOJHAKOT CIICHUAJIBHYIO ITPOLUCAYPY OUUCTKHU IICPC CTepHHHSaHHeﬁ, OIMMCAHHYIO HHUXKC.

1) VpansdioT ocTaBIIMeCs Ha MOBEPXHOCTU 3arpsA3HeHHs (KOXKY, KPOBb, KOCTHYIO CTPYXKY M IPOdY.),
MOTPY3UB  HCIOJB30BaHHBIA QYTIIp XUPYpPruueckoro HaboOpa W MHOTOPa3OBble XHPYPTUYECKHE
WHCTPYMEHTHI B BOAY. BBIIepkuBatOT (PyTIIsIp XUPYprudeckoro Habopa ¥ MHOTOPA30BbIE XHPYPTUUCCKHE
MHCTPYMEHTBI BO BIIAYKHOM Cpelie A0 Iepexoia Ha CIIEIYIOLUN ITall OYUCTKHU.

2) ABTOMaTHYecKas MOWKa C MCIOJIb30BaHUEM YIIbTPa3BYKOBOTO OYHCTHTEIIS.

a. IlomectuB QyTasp XUpypruyeckoro Habopa ¥ MHOTOpPA30BbIE XUPYPTrHUECKUE UHCTPYMEHTHI B eMKOCTh
IUIE MBIThsI (HAaIlpuMep, TUIACTHKOBYIO KOP3WHY) BHYTPH YIBTPa3BYKOBOTO OYHCTUTEIS, IMOJHOCTHIO
3aJIMBAIOT €MKOCTh BOAOH. [MOKHO mMONyunTh Hammydiui 3Q(eKT Nmpu UCIONIb30BaHUH (EPMEHTHOTO
MOIOIIIETO CpeacTBa (Hampumep, (EPMEHTHOTO MOIOIIETO cpeicTBa ¢ ypoBHeM pH ot 6 mo 9) umm
AHAJIOTUYHBIX MOIOIIMX CPEICTB (IOCTYIHBI Ha PhIHKE B KAYECTBE KOMMEPUYECKOH MPOAYKIIHN). |
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b. OuncTka MpoBOAKUTCS B TeUSHHE 5—15 MUHYT M CIIMBAIOT BOLY.

c. IloBepxHocTh ¢yTisipa Xupyprudeckoro Habopa W MHOTOpPA3OBBIX XUPYPrHYECKHX HHCTPYMEHTOB
MIPOMBIBAETCS BOJIOIPOBOJHON BOJOU, YTOOBI OJTHOCTHIO CMBITh YHCTSIIUI PacTBOP.

1 larwu (), (b) u (C) cnemxyer moBTOPATH 10 TEX MOP, MOKA PYTIISIP XUPYPTUIECKOr0 Habopa 1 MHOTOPA30BbIE
XHPYPrHYECKHE HHCTPYMEHTHI HE CTaHYT MOJTHOCTBIO YUCTHIMU. [IpoBOAMTCS BU3yalIbHBIM OCMOTD.

1 IloBepxHOCTh GyTIsipa XHPYPrHYECKOTO HAaOOpa M MHOTOPA30BBIX XHPYPTHUECKHX HHCTPYMEHTOB
BBICYIIIMBACTCS €CTECTBEHHBIM O0pa3oM MJIM B COOTBETCTBHHM C LUKJIOM CYHIKH o4HMCTHTENd. B cimywae c
GyTasIpoM XHMPYPTUYECKOTO Habopa IepeBOpPauMBAIOT €ro BBEPX JTHOM M BBICYIIMBAIOT uId Oosee
s3pdexTnBHOrO BBICHIXaHMA. [Ipn HEoOXOTMMOCTH BO3MOXHA pyd4Has CyIOIKa C HCIIOJIB30BaHUEM
HeaOpa3uBHOTO MOJOTEHIIa 6e3 Bopca.

O Jlast mosrydeHHs! JOTIOJHUTENbHOW HH(OPMAIMU O JOCTYMHBIX ()EPMEHTHBIX MOIOIIUX CPEICTBAX H
YUCTSIINX CPECTBAX CM. MHCTPYKIMH IPOU3BOIUTENS, KOTOPHIM HEOOXOIMMO CIIEI0BATb.

9.2. Crepunuszauus

1 @ymnsip XUpYpruyeckoro Habopa M MHOTOpPa3OBble XHPYPTrUYECKHE HWHCTPYMEHTHI HEOOXOAMMO
crepwinzoBaTh npu Temneparype 132 °C (270 °F) B TeueHue 15 MUHYT METOJOM CTEPHIIM3ALUMU MAPOM
BBICOKOTO JIaBJICHUS W BBICYIIUBaTh B TeueHue 30 munyT (Tum creprmsaTopa: rpaBUTAIMOHHBIN ).

10. Buumanme! &

» He cneayer ucnonab3oBaTh NPOAYKT, €CIIN YIIAKOBKA BCKPHITA HIIM MOBPEXKACHA.

» 3ampeieHo UCIoiIb30BaTh 3arps3HEHHOE 10 OIIMOKE XUPYProM U3ZeNue BO BpeMs Olepariyii.

» [IpoayKT He 1oJKeH OBITh MOBTOPHO MCIIOIB30BaH Pa3HBIMU MAIUEHTAMH 0€3 CTepHIIN3aLIUH.

» Ecnu uHCTpyMeHT 3arpsi3HeH, ero Helb3s UCI0JIb30BaTh Jake MPH JICUEHUH TOJIBKO OJJHOTO MallMeHTa.

« B ciydae aBapuu crnefyer NpUHSTH HEMEIICHHBIE MEPHI.

« KadecTBO M TOYHOCTH HE MOTYT OBITh FAPAHTUPOBAHBI MPH MCIIOJIb30BAHUU KIUEHTOM (TI0JIb30BATEIIEM)
AQHAJIOTUYHOW MPOIYKIMH OT IPYTOTO MPOU3BOIUTEIIS.

«» FEcnu nanpaBnenuwe ¢ukcanuu MexXIy HMIUIAHTATOM M KOHHEKTOPOM HEMpPaBWJIBHOE, OH MOXET
nepopMupoBaThCSL.

« [Ipu remneparype 6omee 149 °C (300,2 °F) xopoOka ¢ KOMIUIEKTOM MOXXET AeOpPMHPOBATHCS, TTIOITOMY
clieyeT coOI01aTh OCTOPOKHOCTD.

» Ecnu pekomenayeMoe KOIMUYECTBO MCHOJIB30BAHUN MPEBBIIIEHO, MOXKET MPOU30UTH Aedopmanus Wiu
MOTYT BO3HUKHYTH TPEIINHBI HA U3JICIIUU.

» [lonmp3oBarens qoMKeH UMETh BBUIY, YTO MPOJIYKT HE CIEIyeT MCIOJb30BaTh, €CIU YIAKOBKa BCKpPbITA
(T10X0 3arnevarana) Ui MOBpPEXKICHA.

» IlpousBoauTens He HeceT OTBETCTBEHHOCTH 3a KaKUe-TMOO TMOBPEXKIEHUS IMPOJIYyKTa B pe3yjbTare
CTepWIM3AllUU WJIM HEMPAaBHILHOTO OOpaIleHUs, KPOME METOJa CTepUIM3allMU TapoM TIOJ BBICOKHM
JaBJICHUEM, TPEI0KEHHOT0 KOMIIaHUEH.

» Heobxonumo yOGenuthesi, yTo HabOp He OyJeT KacaThCsli BHYTPEHHEH CTEHKH aBTOKJIaBa BO BpeMs
CTEpHJIN3AINH, YTOOBI N30€KaTh nedopmaluy Kopiyca.

« Ilpu HempaBWJIBHOM HCIOJH30BAaHUHM, BOMPEKH PEKOMEHJAINH MPOU3BOJUTEINS, MOTYT BO3HUKHYTH
poOJIEMBI.

« Ilpu WCmonb30BaHWM HWHCTPYMEHTA IS yAAleHUsS CIEAyeT HWCIOJIb30BaTh HABUTALMOHHBIA IMHH, B
MIPOTUBHOM CITy4ae MOKET MPOU30MTH MOJIOMKA HHCTPYMEHTA.

» V3MeHeHHe HampaBlIeHUs IBWKCHHS HMHCTPYMEHTAa BO BpEMs HCIOJIB30BAaHUS MOXKET MPHUBECTH K
nedhopmaruy u3Ieusl.
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11. IlpexympexneHue
s 6e3omacHoro M 3(p(GEKTUBHOIO HCHOJIB30BAaHUS CUCTEMbl UMIUIAHTATOB Kommanuu «Merallxen»
(MegaGen) HaCTOSITEIbBHO PEKOMEHYETCsl ClIeyIOLIee:

(1) Xupypr HOKeH OBITh CIIEHHATUCTOM C MEIULHUHCKUM OOpa3oBaHHMEM, BIIAJCIOIIMM TEXHUKON
HUMIUIAaHTAIIMH1 HAa BBICOKOM YPOBHC.

(2) Xupypr JODKEH OBITh TOJIHOCTBIO OCBEJOMJIEH O METOJE XUPYPrMuYecKoil omepauuu u
NpeaAOCTCPCIKCHUAX OTHOCUTCIIBHO MMPOAYKTA NMEPC UCITIOJIb30BAHUCM.

3) Xupypr AOJDKEH HOCUTh AaCENTHYECKUH ONEpalMOHHBIA XajllaT W MPOBOJMTH OMNEpaldi0 B
OTIEPALIMOHHOM, COOIIIOIast YCIIOBHSI aCENTHKH BO BPEMS OTIEpaIlUH.

(4) HenpaBunbHplii BBIOOp TaIlMEHTa W METOAMKW (TEXHUKH) JICUEHUS MOXKET TPUBECTH K
Hed(P(HEKTUBHOCTH OIEpAIMK TT0 UMITIAHTAIIMK U TIOTEPE MOAIePKUBAOIIEH KOCTH.

(5) Henaanexaias rurveHa nojocTy pTa y MaldeHTOB MOKET MPUBECTH K BOSHUKHOBEHHIO MOOOYHBIX
3¢ dekToB.

(6) Ecnu B kabuHeTe Bpaua He COOTIOAETCS YUCTOTA, 000PYAOBAaHUE MOXKET OBITh 3arpsi3HEHO, TIOITOMY
clieayeT coOIr01aTh OCTOPOKHOCTD.

(7) [Ipou3BoauTeNb HE HECET OTBETCTBEHHOCTH 3a MPOOJIEMbI, CBA3aHHBIE C HUCIIOJIb30BAHUEM MPOAYKLIUU
KOHKYPCHTOB WUJIM HCHAJIC)KAIIIUX HHCTPYMCHTOB.

(8) JIaHHBIN MPOJYKT MOXKET HMCIOIb30BAThCsl B CTpaHax, Iie OH ObUl 0JJOOpPEH MpPaBUTEIHCTBOM HIIU
COOTBETCTBYIOIIIMMHU BEAOMCTBAMH. JIOCTYIIHOCTh MPOAYKLUUU 3aBUCUT OT CTPAHBl M OT IPOLEAYPHI
perucTparmm.

* Ecnu moNIb30BaTeN UCHOB3YIOT aHAIOTUYHBIC U3/IETHUs, KOTOPhIE TPOU3BOSATCS U (UITU) IPOJAIOTCS HE
kommanueit «Merallxen» (MegaGen), MOTYT BO3HUKHYTH MpOOJIEMBI B paMKaxX KadecTBa M TOYHOCTH
COBMECTHMOCTH.

9) HenpaBunbHbIii MOMEHT 3aTsDKKM MOXET MIPHUBECTH K OCIAOJNIEHUI0O M pa3pylICHUIO BHUHTA.
Hcnosnb3yiiTe pEKOMEHIYEMBIIT MOMEHT 3aTSKKU.
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IpeacraBurenas B Pecnyonnke Benapycs:

000 «MeralImmianT»

220090, r. MuHck, Jloroiickuii Tpakt 22a, 0.320;
Ten: +375 29 134 55 55

«Mera/l:ken Umnuiant Ko., JIta» (MegaGen Implant Co., Ltd)

45, Ceueon-po-7-rui, Jlaca-eym, Jlanceonr-ryH, Tary, 42921, Pecniyonuka Kopes (45, Sechen-ro 7-gil,
Dasa-eup, Dalseong-gun, Daegu 42921, Republic of Korea)

Ten.: 82-53-222-2828/dakc: 82-53-289-3420

«Am-Jn-Ie-Ie I'm6X» (MDSS GmbH)
HIuddrpaden 41 30175 I'annosep, ['epmanus (Schiffgraben 41 30175 Hannover, Germany)
DnexkrponHas moura: info@mdssar.com
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Cleaning and Sterilization of
Surgical and Prosthetic

Surgical Kits

RO7

h" MEGAGEN

For Lifetime Smiles

1. Product Summary

Care and maintenance of reusable instruments are crucial for a successful
treatment. Well-maintained instruments are not only safeguard your patients and
staff against infection, but also essential for the outcome of the total treatment.

¢ Please follow the legal regulations in your country as well as hygienic
guidelines, to prevent from contaminations and infections by handling the used
surgical kits.

* Please remember that you are responsible for the maintenance and sterility of
your medical / dental products and device. It is essential to follow proper
cleaning, disinfection and sterilization procedures all the time strictly.

e It is also important to follow the manufacturer’s recommendation on the usage
of instruments. Please keep a log of how many times the instruments have been used.
e Drill's life time is determined by various factors of the surgical cases, not the
numbers of usage only. It's highly depending on the bone density and usage
practice.

* Replacement of drills should be considered usually after 50 times of usage, or
when the cutting efficiency declines. Check the conditions of dfrill in every time of
usage. The reusable drills must be sterilized before use and require specific
cleaning procedures prior to sterilization.

2. Intended Use
These products are surgical instrument kit designed for the surgical placement of
dental implants or prosthesis.

3. Indication for Use

Used when applying a dental implant system performed for tooth loss, etc.
[Patient Population] Patients aged 18 and over who have completed the growth
of the jaw bone (Partial or complete edentate patient)

[Intended User] Dentist

Intended User] Dentist

Dental surgery must only be performed by dentists and surgeons with training
and experience in oral surgery as well as diagnosis and preoperative planning

4. Pre-operative planning

For a successful treatment, the following confirmation procedures should be
performed carefully to confirm the treatment plan and evaluation, and also the
product with medical and dentistry’s point of view.

(1) Should check out the patient’s oral status through the clinical, radiography
photo, and model analysis.

(2) Should ask the patient’s decision in case of various treatment methods, after
providing the sufficient explanation of the merit and demerit of each method
and treatment schedule.

(3) Should check a patient’s medical history to evaluate the status of patient's
health condition. If there is any doubt about a patient’s health condition, the
various clinical tests should be performed to determine the absence of
abnormal conditions before preparing for the surgery.

(4) The product is supplied as non-sterile devices. All product used for surgery
must be sterilized before use.

(5)Choose the surgical instrument after considering right dimension at surgical
site.

(6)Depth Gauge is needed to confirm that the product is the same as shown in
the catalog. In particular, it is recommended to use after checking if laser
marking is in the same location.

* Marking can easily be erased when the product is left for a long time after the
procedure, so caution is required.

(7) Should not use the product if the package is not completely sealed or that is
torn, and also should certainly check the abnormalities such as foreign body,
stain, minute dust, expired date, and etc. after opening the package.

(8) Check the product information such as reference code, size, manufacturing
date and expiration date before starting the surgery.

(9) Check for compatibility with the opponent component before surgery.

(10) Check if there is any problem in the shape of the instrument.

5. Instruction for Use & Procedure

For a detailed procedure and the features of our dental implant system
components used with the products, please refer to the catalog of relevant
Implant System issued by MegaGen Implant Co., Ltd.

6. Adverse Effects

(1) It could result in implantation failure, alveolar bone recession,, low initial
stability, fixation failure, irritation and nerve damage, degradation of masticato-
ry function by careless surgical practice. Also there is a risk of death due to
severe infection in severe cases.

(2) Complications such as malaise, pain, edema, bleeding, Inflammation, fever,
infection, soft tissue ulcer, feeling of irritation, malocclusion, perforation of the
maxillary sinus, inferior border, lingual plate, labial plate, inferior alveolar canal,
or gingiva and an open suture site may result from inattentive surgical practice
or poor patient overall health.

(3) Numbness from nerve damage in the facial area is usually a temporary
symptom, but some cases are permanent.

Note : If serious incident occurs in relation to the device should be reported to
the manufacturer and the competent authority of the Member State in which
the user and/or patient is established.

7. Contraindications

Contraindications should be observed when selecting patients. These include,
but are not limited to:

(1) Low bone quality and inadequate bone quantity and metabolic bone
disorders

(2) Bad oral hygiene and pathological infection at the alveolar bone.

(3) Internal diseases such as hematodyscrasia, diabetes and hemophilia, or
mal-nutrition and immunocompromised status

(4) Alcoholic, drug abuse, smoking and patient with mental disorder.

(5) Other periodontal and surgical operation prohibited patient

(6) Psychiatric disorders

(7) MegaGen's instruments should not be used with patients that have allergies
to the specific materials used, including stainless steel, and titanium alloy.

8. Preservation & Handling

(1) The surgeon should check each product being used during surgery is in right
position and whether if the product is contaminated or not.

(2) The surgical instrument should be used only for dental implant surgery
following procedure as guided.

(3) The edge of surgical instrument for making the bone cavity should be
checked before use.

(4) The surgical instrument for making the bone cavity should be used with
saline solution to prevent necrosis.

(5) The surgeon should use the surgical instrument with suitable RPM(revolu-
tions per minute) by considering bone condition such as bone density.

(6) It should be used surgical instruments of relevant Implant System.

(7) A small devices such as gauges with measuring function can be entered
through throat during surgery. Fixation with thread or wire should be needed.
(8) The surgical instruments are reusable and dental drills should be replaced
after being used 50 times or when the cutting efficiency declines.

(9)The frequency of use could be changed depending on the handling.

(10)It can not be used when the cutting force of Drill is reduced.

(11) Unpacked or damaged product should be not used and it cannot be
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returned to the manufacturer or distributor.

(12) When disposing of such devices, safely dispose of them in accordance
with the relevant authorities' regulations regarding the disposal of medical
devices.

(13) If serious incident occurs in relation to the device should be reported to
the manufacturer and the competent authority of the Member State in
which the

and/or patient is established.

(14) If the package that is not opened by dentist is defective, request a
replacement from manufacture.

(15) This Product should be stored at 15°C~307C condition.

9. Reusable method and Storage

The used surgical kit case and reusable surgical instruments should be store
after cleaning and sterilization.

9.1. Cleaning

Clean surgical kit case and reusable surgical instruments separately and go
through a special cleaning procedure before sterilization as mentioned below.
1) Remove all remaining pollutants (tissues, blood, bone residuals, etc.) on the
surface by immersing used surgical kit case and reusable surgical instruments in
water. Keep surgical kit case and reusable surgical instruments in wet
environment until the next step indicated below is initiated.

2) Automatic washing using ultrasonic cleaner.

a. After putting surgical kit case and reusable surgical instruments in a
washing container (e.g. plastic basket) inside of an ultrasonic cleaner, fill
water completely. [You'll get better effects when using enzyme detergent
(e.g. enzyme detergent with a pH level between 6 and 9) or its similar
detergents (available to use commercial products.)]

b. Clean them for 5~15 minutes and drain the water.

c. Rinse the surface of the surgical kit case and reusable surgical instruments
with tap water to remove all cleaning solution.

—Repeat step a, b, c until surgical kit case and reusable surgical instruments
are completely clean and perform a visual inspection.

—Dry the surface of surgical kit case and reusable surgical instruments by
natural drying or according to a drying cycle of cleaner. In case of the
surgical kit case, turn the kit upside down and dry for more effective drying.
If needed, manual drying using nonabrasive tower with no lint is possible.
—For more information about available enzyme detergents and cleaner,

refer to instructions from the manufacturer and have to be followed.

9.2. Sterilization

Surgical kit case and reusable surgical Instruments should be sterilized at
temperature of 132°C (270°F) for 15 minutes by high pressure steam
sterilization and dry for 30 minutes. (Sterilizer Type : Gravity Type)

10. Caution

Product should not be used if packaging is opened or damaged.

— Do not use the contaminated product by mistake of surgeon during the
surgery.

— The product should not be reused products between patients without
sterilization.

— If the instrument is contaminated, even a single patient should not use it in
another part.

— Immediate action should be taken in the event of an accident.

— Quality and accuracy cannot be guaranteed if the customer (user) uses
similar products not manufactured or sold by us.

— If the direction of fixation between the fixture and the connector is not
correct, it may be deformed.

= In case of more than 149C(300.2°F), a kit box may be deformed so it
should be careful.

— If the recommended number of uses is exceeded, product deformation or
fractures may be indicated.

— User shall state that the product should not be used if the packaging is not
completely sealed or torn.

— Manufacturer is not responsible for any damages to the product from
sterilization or improper handling other than the high pressure steam
sterilization method suggested by.

— Make sure the kit will not be placed touching the inside wall of autoclave
during sterilization to avoid deforming of the case.

* Problems can occur if not used in the recommended way by manufacture.
* Guide should be used when using Removal Tool, if don't use guide, tool
could be fracture.

* Changing the instrument's path during use may cause deformation of the product.

11. Warning
The following is strongly to be recommended for safe and effective use of
MegaGen Implant System.

(1) The surgeon should be a medical specialist who practiced high technique
for implant surgery.

(2)The surgeon should be fully aware of the operating method and cautions
for the product before the use.

(3) The surgeon should wear an aseptic operating gown, and perform surgery
in the operating room remained the aseptic condition during surgery.

(4) Inappropriate selection of patient and technique can cause a failure of the
implant surgery and loss of supportive bone.

(5) Patients poor oral hygiene management can lead to side effects.

(6) If the doctor's office environment is not clean, the equipment may be
contaminated, so please be especially careful.

(7) The manufacturer does not have any responsibility for problems using
competitors’ products or improper instruments.

(8) This product can be used in countries where the product was approved by
their government or related agencies. Product availability may vary by
country due to registration process.

* If users use similar products that are not manufactured or sold by MegaGen,
there may be a problem in quality and precision compatibility.

(9) Inappropriate tightening torque can cause loosening and fracture of the
screw. Use the recommended tightening torque.

Manufacturer

Catalogue number Serial number

Batch code Date of manufacture

Caution, consult accompanying

Medical device
documents

Temperature limitation Consult instructions for use

Do not use if package is damaged of

Unique device identifi
nique device identifier manufacture

@EELE H

Non-sterile

B E~PFFEL

Representative in the Republic of Belarus
Megalmplant LLC

220090, Minsk, Logoisky Trakt 22a, office 320;
Telephone: +375 29 134 55 55

MEGAGEN IFU-IK-R07, 23-11-20

MegaGen Implant Co. Ltd.
“ 45, Sechen-ro 7-gil, Dasa-eup, Dalseong-gun, Daegu 42921, Republic of Korea
Tel. 82-53-222-2828 | Fax. 82-53-289-3420
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1. O6uue cBeIeHUs 0 MPOAYKTE

[IpaBWIBHBIN yXOJ U TEXHUYECKOE OOCTYKMBAaHHE MHOTOPA30BBIX HMHCTPYMEHTOB HMMEIOT pEIIaloIee
3HAYEHUE U YCHENIHOTO JieueHus. THCTpyMEHTBI, HaXOIAIIHECs B XOPOIIEM TEXHUYECKOM COCTOSIHUU, HE
TOJIBKO 3alUINAI0T BAIIUX MMAIMEHTOB U MEPCOHAN OT 3apaKeHUs MHPEKIIMEH, HO U UMEIOT BaXKHOE 3HAUYCHUE
B JIOCTH)KEHUU PE3YJIbTAaTa BCETrO JICUEHUS.

. CoOmonaiite TpeOOBaHHWS HOPMATHBHO-TIPABOBOTO PETYJIHMPOBAHMS Balleld CTpPaHbl, a TaKKe
TUTHCHUYECKHUE PEKOMEH/IAINH, YTOOBI MPEJOTBPATUTH 3arps3HEHUE U WHOHUIIMPOBAHHUE TIPU OOPAIICHUH C
WCIOJIb30BAHHBIMH XUPYPTUYeCKUMU HaOOpaMHu.

- TlomHHTE, YTO BBl HECETE OTBETCTBEHHOCTh 3a TEXHUYECKOE OOCITY)KMBAaHWE U CTEPUIILHOCTH BaIllUX
MEIUIIMHCKUX/CTOMATOJIOTHYECKUX HW3JeNuid U 000pynoBaHMs. BakHO TOCTOSHHO CTPOro COOIIOIATh
HaJJIeKaIre MPOIeAyPhl OYMCTKH, AC3UH(EKIINN U CTEPHITU3AIUH.

« Taxxe BaXXHO CJ€A0BATh PEKOMEHAALMSAM POU3BOAUTENS [0 UCIOJIb30BAHUIO UHCTPYMEHTOB. Beaure
KypHaJl y4eTa HCIOJIb30BaHUS WHCTPYMEHTOB, B KOTOPOM (DHUKCUPYETCS CKOJBKO pa3 HCIOJIb30BAJICs
KOHKPETHBIN UHCTPYMEHT.

«  Cpok ciayx0bl CBEpJ OMpPENEsSeTCs pa3IMYHbBIMU (PaKTOpaMu B XUPYpPTUH, a HE TOJBKO KOJUYECTBOM
UCIOJIb30BaHUM. B O0JbIIeli cTereHu OH 3aBUCHT OT IJIOTHOCTH KOCTHON TKAaHU M TIPAKTHKH UCIIOJIb30BaHU.
- Bompoc o 3ameHe cBepn ciaeayeT paccMaTpuBaTh OOBIYHO Tociie S0-r0 MCTOJb30BaHUS WJIH, KOTIa
3¢ (HEeKTHBHOCTH CBEpIICHUS CHIDKAeTCs. [IpoBepsiiTe COCTOSHUE CBepIIa MPHU KaxkI0M HCIOIh30BaAHHH.
MHoropa3oBbie cBepJia TOJDKHBI ObITh MPOCTEPUITN30BAHBI MIEPE]T UCTIOIB30BAHUEM U TPEOYIOT CIICIIHATBHBIX
MPOLIEAYP OYUCTKHU MEPE]] CTEpUIU3aIneil.

2. IlpenycMoTpeHHOE MPUMEHEHHE
JlaHHas TPOAYKIMS MPEICTABIIAIOT CO00I XUpyprudecKue Habopbl, MpeHa3HAYCHHbIE [T XUPYPTrHUeCKOi
YCTaHOBKH 3Y6HBIX HMIUIAHTATOB UJIK MIPOTC30B.

3. Ioka3zaHusi K NpUMeHEHHUI0

Hcnonb3yercst mpu yCTaHOBKE CUCTEMBI 3yOHBIX UMITJIAHTATOB MIPH MOTEepe 3yO0B U MPoUnx (akTopax.
[['pymmna manuenTos] [TanuenTs! B Bo3pacTe 18 jieT u crapiie, y KOTOPBIX 3aBEPIIHIICS POCT KOCTH YETIOCTH
(marueHThl ¢ YaCTUYHOM WIIM TTOJTHOM aJIeHTHEH ).

[[IpenmonaraeMblii mojib3oBatesb| CTomMaTonor

[[Ipeanonaraemslii moas3oBaresns| CToMaronor

Cromaronoruueckue ornepanuy JT0JKHBI BBHIOTHATHCS TOJIBKO CTOMATOJNIOIAMU U XUPYPraMu, UMEIOIIUMHU
KBAJTM(HUKAIMIO W ONBIT pPabOThl B OOJIACTH XHPYPIUU TOJOCTH pPTa, a TaKkKe AMArHOCTUKH U
MpeIoNepaliOHHOTO TIAaHUPOBAHMUSL.

4. TlpenonepanoHHOe MJIAHUPOBAHNE

Jlist  ycrienrHoro JieYeHHMsl HEOOXOIMMO TIHIATENIbHO BBINIOJHUTH CIAEAYIOIIME MPOIEAYPHI, YTOOBI
MOATBEPANTH ITUIAH JICYCHHS W OLEHKY, a TaKKe KayeCTBO NPOAYKTa C TOUYKH 3PEHUS MEIUIIUHBI U
CTOMATOJIOTHU:

(1) Cnenyer NmpoBEpUTh COCTOSHHUE IOJOCTU pTa IMAalMEHTa C MOMOIIBI0 KIMHUYECKOTO OCMOTDA,
PEHTICHOJIOTMYECKOT0 CHUMKA U aHAJIu3a MOJEIIHN.
(2) Heo6xo1nuMo npegocTaBUTh MAMEHTy BHIOOP B IPUHITUN PEILICHUS IIPU UCTIOIb30BAHUH PA3INYHBIX

METOIOB JICYEHUs, IPEIOCTABUB JIOCTATOYHOE OOBSCHEHHE TOCTOMHCTB M HEJIOCTATKOB Ka)KIOro METOJa U
IIJIaHA JICUYCHHUS.

3) Crnenyer mpoBepUTh HMCTOPHIO OOJE3HM, YTOOBI OLIEHUTh COCTOSIHME 30pOBbs NHaunueHTa. llpu
HAINYMM KaKUX-TMOO COMHEHHUN OTHOCHTEIBHO COCTOSIHHS 3J0POBBS MAIMEHTa, HEOOXOAWMO MPOBECTH
pasNuyHble KIMHUYECKHE TECThl, 4YTOOBI ONpPENENUTh OTCYTCTBHE aHOMAIbHBIX COCTOSHMH Iepen
IIOATOTOBKOM K OIlEpaLuu.

(4) IlpomykT mocTaBisieTcss B BHUJE HECTCPHIBHBIX u3Ieiuil. Bce wu3menusi, ucmoib3yeMbie [UIst
XUPYPIrU4YeCcKOH Onepanum, JOIKHbI ObITh CTEPUIN30BaHbI IIEPE/ UCII0Ib30BAHUEM.

(5) Ipu BBIOOpPE XUPYPrHYECKOTO WHCTPYMEHTA Ba)KHO YUYUTHIBATH INPABHIBHBIA pa3mep o0iacTu
XMPYPru4ecKoro BMENIaTeIbCTBa.

(6) TI'myOmHOMEp HEOOXOOWM Ui TOITBEPXKACHHS TOTO, YTO MPOIYKT COOTBETCTBYET OINUCAHUIO B
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KaTajore. B 4acTHOCTH, €ro peKOMEH/IyeTCsl UCIOIb30BaTh MPOBEPKH COBIAICHHSI PACTIONI0KEHHS JTa3ePHOM
MapKHPOBKH.

* MapKupOBKa JIETKO CTUPACTCS MPH [UTUTSILHOM HEUCIIOJIb30BAHUHU U3JCIHUS [OCIe MPOIEIYPhI, TTO3TOMY
TpeOyeTCsl OCTOPOKHOCTb.

(7) He crnemyer ucnosb30BaTh MPOIYKT, €CJIM YIAaKOBKA MOBPEKACHA JHOO0 HE 3armevaraHa, a TaKkxke,
nocje BCKPBITHS YIMAKOBKHM, O€3YyCIOBHO, CIEIYyeT MPOBEPUTh MPOAYKT HA HAJTMYME TAaKUX Ae()EKTOB, KaK
HHOPOJIHOE TEJO, MSATHA, MEJIKast MbLTb, HCTEKIIHNA CPOK TOJHOCTH U MPOYHE TEPEKTHI.

(8) [lepen HayamoM XHPYpPruUyYecKOW oOIepanuyd MpPOBEPSAIOT MHPOPMALKIO O MPOIYKTE, TaKyl Kak
apTHUKYJI, pa3Mep, AaTy U3TOTOBJIEHHS U CPOK FOJTHOCTH.

9) Ilepen mnpoBeneHHMEM XUPYPIMUECKOH oONepanuu CIEAyeT IPOBEPUTh COBMECTHMMOCTh BCEX
KOMIIOHEHTOB.

(10) IIposepsiercs, HET Jiu IPOOIIEM ¢ POPMON HHCTPYMEHTA.

5. MHCTpyKIHA MO NPMMEHEHHUIO U MPOoLeaypa

[TonpoOuyto uHpoOpManMIO O MpoLEAYpe U XapaKTEPUCTUKAX KOMIIOHEHTOB Halled CHCTEMbl 3YOHBIX
HUMIUIAHTATOB, HCIOJIb3YCMbBIX B COYCTAHUU C MNPOAYKTaAMHU, CM. B KaTaJIOTC COOTBCTCTBYIOIIUX CHUCTCM
MMILTIaHTAaTOB, BhIMyIleHHOM Kommanuei «Mera/[xxen Ummtant Ko., JIta.» (MegaGen Implant Co., Ltd.).

6. HexeaateabHble 3¢ deKThl

(1) MoskeT npuBecTd K HedP(HEKTUBHOCTH UMILTAHTAIINH, YTO TIOJIPa3yMeBAeT PEIIECCUIO aTbBEOIIPHON
KOCTH, HU3KYIO0 MCXOJHAs CTaOMJIbHOCTb, HapylIeHHe (QUKcAIMH, pa3pakeHHe U MOBPEKICHHE HEPBOB,
YXYIIEHUE >KEBAaTEIbHOW (YHKIMH B pe3yjibTare HEOPEKHO BBIMOJHEHHOW XHPYPrHUYECKON OMNeparuu.
Taxke cyliecTByeT puck CMEPTEIbLHOTO UCX0/1a U3-3a PA3BUTHS TSKEIOW MH(MEKIMU B TSKENbIX CIydasX.
(2) Takue OCNOXHEHHUs, KaK HEJOMOTaHue, 0O0lb, OTEK, KPOBOTEYCHHE, BOCTAJICHUE, JIMXOPAaIKa,
nH(pEKIMs, U3bsI3BICHNE MITKUX TKaHeH, OIIyIIeHHe pa3[pa’keHus, HEMPaBWIbHBIN NpUKYC, epdoparius
BEPXHEUEIIOCTHON TMa3yXW, HIDKHETO Kpas, SI3bIYHOW ITUTACTUHKHM, TyOHOW TUTACTUHKH, HIKHETO
aIbBEOJSIPHOTO KaHalla WM JECHbl M OTKPBITBI IIOB MOTYT OBITh pE3yJbTaTOM HEBHUMATEILHO
BBHITIOTHEHHOW XHPYpPTrUYEeCKON TPOIEAYpPhl WM HEYAOBIECTBOPUTEIBHOTO OOIIETO COCTOSIHHS 3I0POBbBS
ManueHTa.

3) OnemeHHe BCIICJCTBUE MOBPEKACHHUS HEpBa B 0O0JACTH JHUIA OOBIYHO SBISETCS BPEMEHHBIM
CUMIITOMOM, HO B HEKOTOPBIX CITy4asiX SBISETCS HEOOPATUMBIM.

IIlpumeyanue: B cilydyae BO3HMKHOBEHHUSI CEPbE3HOIO MHIIMACHTA, CBS3aHHOTO C M3ICIHEM, CIEIYET
COOOIIUTH 00 3TOM MPOU3BOJUTENIO U KOMIETEHTHOMY OpPraHy rocyJapcTBa, B KOTOPOM 3aperuCTpUpPOBaH
MOJIb30BaTENb U (WJIN) TAI[UEHT.

7. IlpoTuBONOKa3aHUA
ITpu BEIOOpE MAlMEHTOB ClIEAYET yUYUThIBATh POTHUBONOKa3aHus. K TakuM TpeOoBaHUSAM, TOMUMO ITPOYETO,
OTHOCSTCSL:

1) Huskoe kayecTBO M HEJOCTATOYHOE KOJIMYECTBO KOCTHOM TKaHU, a TakXke MeTaboiInueckue
HapyILICHUs] KOCTHOW TKaHU

(2) HeynosnerBopurenbHasi TUTHEHA MOJIOCTH PTa U MAaTOJIOrHyeckas HHGEKIUs B aJbBEOJIIPHON KOCTH
3 BryTpenHue 3a0oneBaHus, TaKhe Kak reMaTOIUCKpa3usl, TuadeT U TeMOGWIHsl, WIH HEeAOSqaHue U
MMMYHOKOMITPOMETHPOBAHHBII CTaTyC

4) [TarueHTBI C 3aBUCHUMOCTBIO OT QJIKOTOJIs, HHUKOTWHA, HApPKOTHKOB, a TakKKe TAIMeHTH C
MICUXUYECKUMHU PacCTPOUCTBAMHU.

(5) [larueHTBI, KOTOPBIM  3ampEIIeHO  MPOBEACHUE  MAPOJOHTAIBHBIX W XUPYPTHYECKHX
BMeEIIIATEILCTB/ONepaIuii

(6) [IcuxmaTpuyeckue paccTpoiicTBa

(7) HNuctpymentor «Mera/lpxen» (MegaGen) He cieayeT HCIOJIB30BaTh NPHU JICYCHHH TAIMEHTOB,

HNMCHOIIINX aﬂﬂeprmo Ha KOHerTHBIe chonwyeMHe MaTepI/IaJII:I, BKJIFO4asa HepxcaBeIomon cTaldb MU
TUTAHOBLIN CILJIaB.
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8. XpaneHnue u o6padoTka

(1) XUpypr I0JKEH MPOBEPUTH, HAXOAUTCS JIU KaXKI0€ U3/eTNe, UCIO0Ib3yeMOe BO BpeMs Omepaluu, B
IIPaBWJIBHOM IOJIOKEHUU U HE 3arpSA3HEHO JIM OHO.

(2) XUpYyprudeckuif HMHCTPYMEHT CIIEAyeT MCIONb30BaTh TOJBKO JJisi MMIUIAaHTalMu 3y0OB B
COOTBETCTBUM C UHCTPYKIMSIMHU.

3) Kpait xupypruueckoro MHCTpyMEHTa ISl CO3JaHUSI KOCTHOM IMOJIOCTH CJeNyeT MPOBEPUTH IMepes
HCIIOJIb30BaHUEM.

(4) XUpyprudeckuil HMHCTPYMEHT [UIsl CO3JIaHUsl KOCTHOW TIOJIOCTH CJENyeT HCIONb30BaTh C
(U3MOTOTHYECKUM PAaCTBOPOM ISl IPEIOTBPAILEHHUS HEKPO3a.

(5) XUpypr IOHKEH MCMOIb30BaTh XUPYPrUUECKU MHCTPYMEHT C MOAXOIAIIECH 4aCTOTOM BpalleHUs
(4mci10 00OPOTOB B MHHYTY) C YY4ETOM COCTOSHHSI KOCTH, HAIIPUMEP, TNIOTHOCTH KOCTH.

(6) CrnenyeT MCIONB30BaTh XUPYPruuecKUe MHCTPYMEHTHI JUIsl COOTBETCTBYIOIIEH MMIIIAHTAlMOHHON
CHUCTEMBI.

(7) He6onbimme ycTpoiicTBa, Takie Kak JaTYUKH ¢ QYHKIMEH W3MEpEeHUs, MOKHO BBOJIUTH Yepe3 ropio
BO BpeMsl XUpypruueckoii onepaunu. HeoOxoauma ¢pukcarysi HUTKOW WM IPOBOJIOKOM.

(8) Xupypruyeckue HHCTPYMEHThI MOKHO HCIIOJIb30BAaTh MOBTOPHO, @ CTOMATOJIOTUYECKUE OOpMalTHbI
CIIeyeT 3aMeHATh 1ociie 50 uCrnoab30BaHUN WU IPH CHUYKEHUH PEXYIIEH CIIOCOOHOCTH.

(9)  YacroTa MCHOIB30BAHUS MOXKET OBITH H3MEHEHA B 3aBUCHMOCTH OT 00pabOTKH.

(10) He nomyckaercst HCIIOIB30BaHKUE CBEPJIA P CHIDKCHUHU PEKYIIEH CIIOCOOHOCTH.

(11) PacmakoBaHHBIA WM MOBPEKACHHBIA MPOMYKT HCIOJIB30BaTh 3alpEHICHO, OJHAKO €ro He
BO3BpAIIAIOT IPOU3BOAUTEINIO WIH JUCTPHOBIOTOPY.

(12) VYruiamsamuss HMHCTPYMEHTOB —IMPOBOJMTCS B COOTBETCTBHMM C  HOPMATHUBHBIMH  aKTaMH
COOTBETCTBYIOIMX OPTaHOB MO YTHIN3aLUU MEAULIMHCKUX U3EIINH.

(13) B cayuyae BO3HHKHOBEHHUS CEPbE3HOIO MHIMIEHTA, CBSI3AHHOTO C M3EIHEM, CICIYET COOOIIHUTh 00
3TOM MPOU3BOAMUTEIIO U KOMIIETEHTHOMY OpPraHy I'OCyJ1apCcTBa, B KOTOPOM 3apErHCTPUPOBAH I0JIb30BATEb
1 (WM MTaIMeHT.

(14) B cuyyae oOHapy)XEHHsI CTOMATOJIOTOM IOBPEKACHUS YIIAKOBKU IO €€ BCKPBHITUS M Je()eKToB
3aMpOoCUTE y MMPOU3BOIUTEINS 3aMEHY U3/EIHA.

(15) IIponykr cnemyer XpaHUTh pu Temreparype ot 15 1o 30 °C.

9. MeTtoa MCNOIb30BAHUSI MHOTOPA30BbIX M3/1e/ I U UX XpPaHeHHe
Hcnonb30BaHHbIN (QYTIISAp XUPYPrUUECKOro HAOOpa U MHOTOPA30BbIE€ XUPYPTrUUECKUE HHCTPYMEHTHI CIIEAYET
OTIIPABJISITh B MECTO UX XPAHEHUS MOCJIE OUUCTKU U CTEPUITU3ALIUY.

9.1.Ouncrka

1 OtaenbHO 0YMIIAIOT QYTISP XUPYPTUIECKOTO HAOOpa U MHOTOPA30BbIe XUPYPTUIECKHE HHCTPYMEHTHI H
BBIITOJHAKOT CIICHUAJIBHYIO ITPOLUCAYPY OUUCTKHU IICPC CTepHHHSaHHeﬁ, OIMMCAHHYIO HHUXKC.

1) VpansdioT ocTaBIIMeCs Ha MOBEPXHOCTU 3arpsA3HeHHs (KOXKY, KPOBb, KOCTHYIO CTPYXKY M IPOdY.),
MOTPY3UB  HCIOJB30BaHHBIA QYTIIp XUPYpPruueckoro HaboOpa W MHOTOPa3OBble XHPYPTUYECKHE
WHCTPYMEHTHI B BOAY. BBIIepkuBatOT (PyTIIsIp XUPYprudeckoro Habopa ¥ MHOTOPA30BbIE XHPYPTUUCCKHE
MHCTPYMEHTBI BO BIIAYKHOM Cpelie A0 Iepexoia Ha CIIEIYIOLUN ITall OYUCTKHU.

2) ABTOMaTHYecKas MOWKa C MCIOJIb30BaHUEM YIIbTPa3BYKOBOTO OYHCTHTEIIS.

a. IlomectuB QyTasp XUpypruyeckoro Habopa ¥ MHOTOpPA30BbIE XUPYPTrHUECKUE UHCTPYMEHTHI B eMKOCTh
IUIE MBIThsI (HAaIlpuMep, TUIACTHKOBYIO KOP3WHY) BHYTPH YIBTPa3BYKOBOTO OYHCTUTEIS, IMOJHOCTHIO
3aJIMBAIOT €MKOCTh BOAOH. [MOKHO mMONyunTh Hammydiui 3Q(eKT Nmpu UCIONIb30BaHUH (EPMEHTHOTO
MOIOIIIETO CpeacTBa (Hampumep, (EPMEHTHOTO MOIOIIETO cpeicTBa ¢ ypoBHeM pH ot 6 mo 9) umm
AHAJIOTUYHBIX MOIOIIMX CPEICTB (IOCTYIHBI Ha PhIHKE B KAYECTBE KOMMEPUYECKOH MPOAYKIIHN). |
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b. OuncTka MPOBOAUTCS B TeUSHHE 5—15 MUHYT M CIIMBAIOT BOLY.

c. IloBepxHocTh ¢yTisipa Xupyprudeckoro Habopa W MHOTOpPA3OBBIX XUPYPrHYECKHX HHCTPYMEHTOB
MIPOMBIBAETCS BOJIOIPOBOJHON BOJOU, YTOOBI OJTHOCTHIO CMBITh YHCTSIIUI PacTBOP.

1 larwm (), (b) u (C) cnexyer moBTOPSATH 10 TEX MOP, MOKA PYTIISIP XUPYPTUIECKOr0 Habopa 1 MHOTOPA30BbIE
XUPYPTrUYEeCKHe HHCTPYMEHTHI HE CTaHYT MOJHOCTBIO YUCTHIMU. [IpOBOIUTCS BU3YyalbHBIH OCMOTP.

1 TloBepxHOCTb (yTisipa XUPYPrUyecKOoro HabOpa W MHOTOPA30BBIX XHUPYPrHUECKUX WHCTPYMEHTOB
BBICYIIIMBACTCS €CTECTBEHHBIM O0pa3oM MJIM B COOTBETCTBHHM C LUKJIOM CYHIKH O4HMCTHTENd. B cimywae c
GyTasIpoM XHMPYPTUYECKOTO Habopa IepeBOpPauMBAIOT €ro BBEPX JTHOM M BBICYIIMBAIOT Id Oosee
spdexTnBHOrO BBICHIXaHMA. [Ipn HEOOXOIMMOCTH BO3MOXHA pydYHas CyIOIKa C HCIIOJIB30BaHUEM
HeaOpa3uBHOTO MOJOTEHIIa 6e3 Bopca.

O Jlast mosrydeHHsl JOTIOJIHUTENbHOW HH(OPMAIMU O JOCTYMHBIX ()EPMEHTHBIX MOIOIIUX CPEACTBAX H
YUCTSIMIMX CPECTBAX CM. HHCTPYKIMH IPOU3BOIUTENS, KOTOPHIM HEOOXOIMMO CIIEI0BATb.

9.2. Crepunuszauus

O ®yrasap Xupypruyeckoro Habopa M MHOIOpa3oBbIE XMPYPIUYECKME€ HMHCTPYMEHTBI HEOO0XOIUMO
crepmwin3oBaTh nipu Temneparype 132 °C (270 °F) B Teuenue 15 MHUHYT METOOM CTEPHIIM3AIIMU TAPOM
BBICOKOI'O JJaBJIEHU U BbICylIMBaTh B TeueHue 30 MunyT (Tun crepunuszaropa: rpaBUTallMOHHBIN).

10. Buumanme! &

« He ciegyer ucnons3oBaTh MPOAYKT, €CIIH YITAKOBKA BCKPBITA HITH ITOBPEXKICHA.

« 3ampenieHo NCIoIb30BaTh 3arPS3HEHHOE 10 OIIMOKE XUPYProM H3CIUE BO BPEMS OTIepAIIHH.

« [IpoayKT He TOJKEH OBITh MOBTOPHO MCIIOJB30BAH Pa3HBIMH MAIUCHTAMH 0€3 CTePHIIN3aIlUH.

« Ecnu uHCTpyMEHT 3arpsi3HeH, ero Hellb3s UCII0JIb30BaTh JaKe MPH JICYCHUH TOJIBKO OJTHOTO MaI[MeHTa.

« B cnyuae aBapuu criexyeT NpuHSTH HEMEUICHHBIE MEPHI.

« KauecTBO ¥ TOYHOCTH HE MOTYT OBITh TAPAHTUPOBAHBI MTPH MCIIOJIb30BAHUH KIIMEHTOM (II0JIh30BATEIICM)
AHAJIOTHYHOW MPOAYKIIUH OT JPYTOTO IMPOU3BOANUTEIIS.

« Ecmu nampaBnenwe ¢ukcanmuu MeEXIy HMIDIAHTATOM M KOHHEKTOPOM HEMPaBWIBHOE, OH MOXET
nedhopMHpPOBATHCS.

« IIpu Temmepatype 6omnee 149 °C (300,2 °F) xopoOka ¢ KOMILJIEKTOM MOXKET 1e()OpMUPOBATHCS, TIOATOMY
clieyeT coOIr0IaTh OCTOPOKHOCTD.

« Ecmu pekoMeHayeMoe KOTHYECTBO MCIOJIB30BAHUIN MPEBBIINICHO, MOXKET MPOU30UTH Aedopmanus win
MOTYT BO3HUKHYTh TPEIIUHBI HA U3]ICIINH.

« [lonmp3oBarens MOMKEH UMETh BBUIY, YTO MPOJIYKT HE CIEIyeT MCIOIb30BaTh, €CIU YIAKOBKA BCKPHITA
(TUTOXO0 3amevarana) Ui MOBPEKICHA.

« [lpousBoauTens HE HECET OTBETCTBEHHOCTH 3a KAaKUE-TMOO TMOBPEXKIEHHUS IMPOAYKTa B pe3yJbTare
CTePWJIM3AlMN WM HENpPaBWIBHOTO OOpallleHUs, KpOME METOAa CTePWIIM3AIMU TapoOM TOJ BBICOKHM
JaBJICHUEM, TIPSO KEHHOTO KOMIIaHUEH.

« HeoOxomumo yOGemuthesa, uto HabOp He OyIeT KacaThbCsi BHYTPEHHEH CTEHKH aBTOKJIaBa BO BpeMs
CTepUIIM3aIH, YTOOBI 30exkaTh nedopMalliy Kopiryca.

» Jlpu HeNpaBHIHLHOM HWCITOJIB30BAaHUH, BOIPEKH PEKOMEHIAIMH IMPOU3BOJIUTEINS, MOTYT BO3HHUKHYTH
POOIIEMBI.

» Jlpm WMCHONB30BAaHMM WHCTPYMEHTA ISl YAAJCHUS CIEIyeT HCIIOJNb30BaTh HABHTAIIMOHHBINA ITUH, B
MIPOTUBHOM CITy4ae MOXKET MPOU30MTH MMOJIOMKA HHCTPYMEHTA.

» lI3MeHeHHe HampaBlIeHUS [BUKCHHUS WHCTPYMEHTa BO BpEMsI HCIIOJIB30BAaHHS MOMKET TNPHUBECTH K
nedopMaIuu u3aeusl.
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11. IlpexympexneHue
s 6e3omacHOro M 3(p(GEKTUBHOIO HCHOJIB30BAaHUS CUCTEMbl UMIUIAHTATOB Kommanuu «Merallxen»
(MegaGen) HaCTOSITEIbBHO PEKOMEHYETCsl ClIeyIOLIee:

(1) Xupypr HOKeH OBITh CIIEHHATUCTOM C MEIULHUHCKUM OOpa3oBaHHMEM, BIIAJCIOIIMM TEXHUKON
HUMIUIAaHTAIIMH1 HAa BBICOKOM YPOBHC.

(2) Xupypr JODKEH OBITh TOJIHOCTBIO OCBEJOMJIEH O METOJE XUPYPrMuYecKoil omepauuu u
NpeaAOCTCPCIKCHUAX OTHOCUTCIIBHO MMPOAYKTA NMEPC UCITIOJIb30BAHUCM.

3) Xupypr AOJDKEH HOCUTh AaCENTHYECKUH ONEpalMOHHBIA XajllaT W MPOBOJMTH OMNEpaldi0 B
OTIEPALIMOHHOM, COOIIIOIast YCIIOBHSI aCENTHKH BO BPEMS OTIEpaIlUH.

(4) HenpaBunbHplii BBIOOp TaIlMEHTa W METOAMKW (TEXHUKH) JICUEHUS MOXKET TPUBECTH K
Hed(P(HEKTUBHOCTH OIEpAIMK M0 UMITIAHTAIIMK U TIOTEPE MOAIEPKUBAOIIEH KOCTH.

(5) Henaanexaias rurveHa nojocTy pTa y MaldeHTOB MOKET MPUBECTH K BOSHUKHOBEHHIO MOOOYHBIX
3¢ dekToB.

(6) Ecnu B kabuHeTe Bpaua He COOTIOAETCS YUCTOTA, 000PYAOBAaHUE MOXKET OBITh 3arpsi3HEHO, TIOITOMY
clieyeT coOI01aTh OCTOPOKHOCTD.

(7) [Ipou3BoauTeNb HE HECET OTBETCTBEHHOCTH 3a MPOOJIEMbI, CBA3aHHBIE C UCIIOJIb30BAHUEM MPOAYKLIUN
KOHKYPCHTOB WUJIM HCHAJIC)KAIIIUX HHCTPYMCHTOB.

(8) JIaHHBIN MPOJYKT MOXKET HMCIOIb30BAThCsl B CTpaHax, Iie OH ObUl 0JJOOpPEH MpPaBUTEIHCTBOM HIIU
COOTBETCTBYIOIIIMMHU BEAOMCTBAMH. JIOCTYIIHOCTh NPOAYKLIUU 3aBUCUT OT CTPAaHbBl M OT IPOLEAYPHI
perucTparmm.

* Ecnu moNIb30BaTeN UCHOB3YIOT aHAIOTUYHBIC U3/IETHUs, KOTOPhIE TPOU3BOSATCS U (UITU) IPOJAIOTCS HE
kommanueit «Merallxen» (MegaGen), MOTYT BO3HUKHYTH MpOOJIEMBI B paMKaxX KadecTBa M TOYHOCTH
COBMECTHMOCTH.

9) HenpaBunbHbIii MOMEHT 3aTsDKKM MOXET MIPHUBECTH K OCIAOJNIEHUI0O M pa3pylICHUIO BHUHTA.
Hcnosnb3yiiTe pEKOMEHIYEMBIIT MOMEHT 3aTSKKU.
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MEGAGEN

For Lifetime Smiles

Surgical

labial plate, inferior alveolar canal, or gingiva and an open suture site may result from
inattentive surgical practice or poor patient overall health.

(3) Numbness from nerve dzmage inthe facial area s usually a temporary symptom, but
some cases are permanent.

Note : If serious incident occurs in relation to the
manufacturer and the Member

should be reported to the
the user and/or

MagaGen mplant Co.Ltd
45, Secheno 7, Dasa-eup, alscong-gun, Dasgu 42621, Republcof Korea
el 82-63-222-2828/ . 82-53-280-3420

[ETFs] MDSS GmbH Schifgraben 41, 30175 Hannover, Germany
amail:nfomssarcon
Fordetas, vt webste at wwwimegagen.com

English

1. Product Summary

To recover a patient's masticatory function, it is necessary to have a dental
implant which is implanted into a patient's alveolar bone as a foot of  tooth
and abutment which s protruded through the gum in the oral cavity. These
products include various Implant Component Systems to offer a masticatory
function and esthetic result very similar to natural tooth.

2.Intended Use
These products are reusable surgical instruments designed for the surgical
placement of dental implants or prosthesis. It typically contains various dental
drils, dril extensions, depth gauges, wrenches, drivers, ostectomes, path
l

7. Contraindications

6.

fiir Probleme mit

patients undjoder Patient niedergelassen st gemeldet werden. sein. Sefen Si daher bite besonders vorsichtg

- i i in another part,(3) Solte e Krankengescichte eines Patienten tberprifen, um den Gesuncheitszustand (14) Wenn die richt vom Zahnarzt gedfinete Verpackung defekt ist fordem Sie beim () Der Herstellr dbermin keine
~ Immediate action shouid be taken n the event o an accident. i Ve ines Pat Hersteler Ersatzan. oder ungeeigneten nstrumenten.

Qualty and accuracy cannot be guaranteed if the customer (user) uses simiar solten die inischen erden, um festzustelen, ob keine 150-3 {8IDieses Procukt kann in Lindem verwendet werden, in denen das Produkt von deren
products not manfactured or sold by us oromaen . Regerin odr venvanen e zggkssen e, Die Pk erighaiet e
- isnot carrct, itmay be o Lagerung
deformed. Gebrauch sterisert werden. Die gebrauchten OP-Kofer und die Instrumente

— If the recommended number of uses is exceeded, product deformation or fractures
maybe indicated.

butare not
fimited to:

(1) Low bone qual
(2) Bad oral nyg\ene ‘and pathological nfection at the alveolar bone.

(3) Internal diseases such as hematodyscrasia, diabetes and hemophilia, or mal-nutrition
and immunocompromised status

the product should not be used f the packaging is not completely
seded
“anvfacurer s not responsible for any damages to the product from sterization or

(5) Wahlen Sie das chirurgische Instrument, nachdem Sie die richtige Grofe an der
Operationsstell beriicksichigt haben.

(6) Der Tiefenmesser wird bendtigt, um zu bestitigen, dass das Produkt mit dem i Katalog
gezeigten_ bereinstimmt. Insbesondere wird_empfohien, nach der Uberprifung zu
verwenden, ob sich die

erden.
91 Reinigung

Reinigen Sie den Koffer des OP-Sets und die wiederverwendbaren chirurgische
Instrumente separat und durchlaufen Sie vor der Steriisation ein spezielles

improper

1) Entferen Sie alle verbleibenden Schadstoffe (Gewebe, Blut, Knochenreste uswi auf

nd var
* Wenn Benutzer dhnliche Produkte verwenden, die bt von MegaGen hergestelt oder

riutiizzabili mediante asciugatura naturale o secondo un ciclo di asciugatura del
de!evgem.e Nel caso della custodia del kit chirurgico, capovolgere il kit & asciugario

0] I

iniziale, fallmento della fissazione, iritazione e danno ai nervi, degrado dela funzione
masticatoria a causa di una pratica chirurgica incurante. Inoltre ¢ il rischio di morte a
causa di una grave infezione nei casi pil gravi.

(2) Complicanze quali malessere, vampate, prurito, dolore, edema, sanguinamento,
infammatone, febbre, infezione, ulera del tessul mal, sensazione di tazone,
i i pla

(9)Ein unangemessenes Anzugsdrehmoment kann zum Lsen und Brechen der Schraube
fiihven. Verwenden Sie das empfohlene Anzugsmoment.

Italiano

(4) Alcoholic, drug abuse,

(5) Other
(6) Psychiatric disorders

(7) MegaGen's instruments should not be used with patients that have allergies to the
specific materials used, including stainless steel and titanium alloy.

if y by eit i st der Oberfische, indem Sie den gebrauchten Koffer des O X
ool f don' use guide, Feviene i Wassercnarar Sevaven So Per recuperare la funzione masticatoria di un paziente, & necessario avere un
hanging theproduct.  zertissenis, lien_ den Koffer des . "
per, Flecken, Staub, bis der ird.
. ‘ nte e un moncone che sporge attraverso la gengiva nel cavo orale. Questi
1. Warning ) berptenSe de e 2 prodotti includono vari slrumem?pegr supportare la cl?\rurg\a implantare.
The following is strongly to be recommended for safe and effective use of MegaGen und ie mit der A. Nachdem Sie den Koffer d g hen

Implant System.

(9) Vor der Operat fon auf

und die hi
strumente n_einen Spulbehanev B. einen Plastikkorb) im Inneren ei

(2)The surgeon should be fully aware of the operating method and cautions for the

8. Preservation & Handling
[0 is n right position
and whether if the productis contaminated o

(2) The surgical instrument should be e nnly for dental implant surgery following

(3) The surgeon should wear an aseptic operating gown, and perform surgery in the

5. Gebrauchsanweisung & Verfahren

3 ines
jelegt haben, fillen Sie in vol\staml\g mit Wasser auf. [Eine bessere
(2

2.Uso previsto

pils efficace. Se necessario, & possiile fasciugatura manuale
Uilzzando una torta non abfaswa senza pelucchi.
- Per ulterior informazioni sui detergenti e detergenti enzimatici disponibil, fare

9.2, Sterilizzazione
~La custodia del kit chirurgico e gl strumen chiurgic nuunzzanm devono essere
Sterilizzati a una temperatura di 132 °C (270 °F) p inuti mediante

labiale,

a vapore ad alta pressione e asciugati per 30 minuti. (Tipo i

(3) Lintorpidimento da danno ai nervi nellarea facciale & solitamente un sintomo
temporaneo, ma alcuni casi sono permanenti.
prtlieslueituieni .

149°C (300,2°F),
deformarsi, quind prestare attenzione.

10. Att

paziente.

7. Controindicazi
Le controindicazioni devono essere osservate nella selezione dei pazienti. Questi
|ncludono ma non sono limitati a:

A

~Non uizare i prodott contaminat per eroe de chiurgo durarte intervento
chirurgic

- Se lo strumento & contaminato, anche un solo paziente non dovrebbe utiizzarlo in
Valtra parte

Questi prodott sono stment chirurgici progettati per il cmmr;m m

er\.mg erziclen Sie, wenn Sie
9

Fiirei
die mit den Produkten verwendet werden, beziehen Sie sich bitte auf den Katdog des B

procedure as guided. (4) Inappropriate selection of patient and technique can cause a failure of the implant G, Spilen Se ol Obertchedes OP-Sets und dr
3) surgery and loss of

(@) naking P 6.

to prevent necross. (6)fthe doct i X s0

(5) The surgeon should use the surgical instrument with suitable RPM(revolutions per

+ temporary usedlke Drl tc)
S surgially Invasive devices intended for ransent Use

3. Indication for Use

Used when applying a dental implant system performed for tooth loss, etc.
[Patient Population] Patients aged 18 and over who have completed the
growth of the jaw bone (Partial or complete edentate patient)

lintended User] Dentist

Dental surgery must only be performed by dentists and

surgeons with training and experience in oral surgery as wel as diagnosis
and preoperative planning

4.Pre-operative planning
For a successful treatment, the following confirmation procedures should be
to confirm , and also the

) by
(6) It should
(7) A small devices such as gauges with measuring function can be entered through
thtoat curing surgery. Fixation with thread or wire should be needec.
(8) The surgical fter being pr
used 50 times in condition of TIN coating and non-coating or %0 e i concton o
AITIN coating or when the cutting efficiency deciines.

quency of use could ing on the handiing
(10)it can not be used when the cutting force of Drills reduced.
(1) Unpacked or damaged product should be not used and it cannot be returned to the
manufacturer or distributor.

3 mit einem j c - Occore intervenire immediatamente in caso diincidente.
der (fuv die Handel cair i prulundna oo inglesi river, osteotomi, cercatoridi percorso e fndicaoricl ) i, L zan utiizza
immunocompromissione prodotti simiinon fabbricati o venduti da noi
abtropfen. (4) Alcolist, 3 - Sela direzione di fissaggio tra apparecchio e connettore non & corretta, potrebbe

uso vamporanee )

~Wiederholen S\e die Schnue a b und c, bis der Koffer des OP-Sets und die

please b especily creul.

(7) The manufacturer does not have any responsibity for problems using competitors’

products of improper instruments.

(8) This product can be used in countries where the D'oducl was apnmved by their
ovenmentor fes. Product toregistration

¥ sers se smler products that are not manufactured or sold by MegaGen, there may
be a problem in quality and precision compatibilty.

(9) Inappropriate tightening torque can cause loosening and fracture of the screw. Use
the recommended tightening torque.

Deutsch

(12) When disposing of sih devices, safely lspose of them in accordance with the
1

(|3) If serious incident occurs in relation to the device should be reported to the

product with medical and dentistry's point of view.
(1) Should check out the patient's oral status through the clinical, radiography

fon in case of various treatment methods,
after providing the sufficient explanation of the merit and demerit of each
method and treatment schedlule.

(3) Should check a patient's medical history to evaluate the status of patient's
health condition. I there is any doubt about a patient's health condition, the
variousclinical tests should be performed to determine the absence of
abnormal conditions before preparing for the surgery.

(4) The produ for surgery

manufacturer and e Member the user and/or
patientis established.
(14) I the package that is not opened by dentist is defective, request a replacement from

manufacture.
(15) This Product should be stored at 15°C~30°C condition.

9. Reusable method and Storage

The used surgical kit case and reusable surgical instruments should be store after
cleaning anu sterilization.

91.Cleay

~Clean surg»cal kit case and reusable surgical nstruments separately and go through a
below.

Um die Kaufunktion eines  Patienten

Instrumente vollstandig sauber sind, und fiien Sie

unvorsichtige chirurgische Praxis filtven. Auch besteht in schweren Fallen ein Todesrisko

durch eine schwere Infektion.

(2) Kompliationen wie Unwohisein, Hautrtung, Juckceiz, Schmerzen, Oceme, E\umngen

Entaiindung, Fieber, Infektion, Weichteilgeschwil, Reizgefihi, MalokKlusion, Perforation
Kieferhhle, Unterrand, Lingualplatte, Labialplatte, inferior Alveolarkanal oder Zahnfleisch und

eine offene Nahtstelle knnen durch unaufmerksames chirurgisches Vorgehen oder einen
e

5
Dispositivichirurgicamente invasivi che funzionano per creare forme di tessuto
duroftessuto mole adatte alla chirurgia implantare, come praticare fori sul tessuto da
taglo osseo.

L

—Trocknen Sie die Oberfliche des
chirurgischen Instrumente ~ durch — natiriches

und der
Trocknen oder ~ geméf

rverwendbaren
einem

- Lance dril Tissue Punchy Marking Dril] Shaping Drill Stopper Dril eccetera.

5
(6) Disturbi psichiatrici
(7) Gli strumenti di MegaGen non devono essere utiizzati con pazienti che presentano

deformarsi

o fatture del prodotto.
o i

8. Conservazione e trattament

il prodotto
& completamente sigilato o strappato.
- 1l produttore non & responsable per eventuali danni al prodotto causati da

3)

ige!
Hinweis: Wenn im Zusammenhang mit dem Produkt ein schwerwiegender Zwischenfall
auftit, solte der Hersteller und die zusténdige Behérde des Mitgledstaats, in dem der
Benutzer undjoder

erforderlich, das als Zahnwurzel und Pfeiler in den
implantiert wird und durch das Zahnfleisch in die Mundhdhle ragt. Diese Produkte

2.BestimmungsgeméBe Verwendung
Bei diesen Produkten handelt es sich um chirurgische Instrumente, die fiir die chirurgische
Platzierung von Zahnimplantaten oder Zahnersatz entwickelt wurden. Es enthéit

Kettor fr OP.Sets ind wiederverwendbare r:mrurg\sche Instrumente solften bei einer

Torque Driver/ Torque Wrench eccetera.

3 Indication for Use

con soluzione salina per preverire la necrosi.
(5) Il chirurgo deve utilizzare lo strumento chirurgico con RPM (gii al minuto) adeguati

Temperatur von 132 °C (270 °F) 15 Miniten lang
sterilsiert und
Bl Tomperatuen ber 149°C (300,2°F) kan ich cie Kit-Box verlormen, daher ist

(3)innere _ Erkrankungen  wie  Hamatodyskrasie,
Unteremahrung und immungeschwachter Zustar

Diabetes und  Hamophiie ~oder

typischerweise verschiedene  Zahnbohrer, (@) Akoholiker, starker Raucher und Patienten mit psychischen
Osteotome, Wegfinder diein Stérungen.
? )

usw)

st ein 7. Vorsicht geboten.
eines Patienten Dazu gehdr nicht
beschrinktauf: 10. Achtung
(1)Niedrige und icht verwendet werden,
Knochenerkrankungen - Das kontaminierte Produkt nicht aus Versehen des Chirurgen wahrend der Operation

verwenden.

perla perdita dei

dent, ecc.
[Popolazione di pazienti] Pazienti di eta pari o superiore a 18 anni che hanno
completato la crescita

[Uleme previsto] Dentista

(®)

" iver,ecc,) (1) Il chirurgo dovrebbe controlre che ogni prodotto uiizzato durante Fintervento sterizzazione o manipolazione impropria diversi dal metodo i sterizzazione 2
Trocknungszyklus mit Reinige. Im Falldes OP-Sets drehen Sie das Set um und trocknen , {iisbar'ac ictore nela procedura i 1g¢ 3
es, enella . oL .
. modificano

t scheuernden Turm ohne Flusen moglich. {tessuti durimol. seguendoa procedura guidata. *Lag non

2u verfilgbaren d -reinigern finden Sle | ¢ e di prodottisono le seguent: 3 ° s i

- Handpiece Connector/ Ratchet Connectorfimplant Carrier/ Hand Driver/ Octa Driver/ COntrolato prima delfuso. .
(4) L utiizzato prodotto.

11. Avvertimento

(7) Un piccolo dispositivo come calibri con funzione di misurazione pud essere inserito
attraverso la gola durante lintervento chirurgico. Dovrebbe essere necessaria Ia

fissazione con filo o filo.

(8) Gil strumenti chirurgici sono riutiizzabil ¢ le frese dentali devono essere sostituite

(1)1l chirurgo dovrebbe essere un medico specialista che ha praticato una tecnica
elevata per la chirurgia implantare.

(2) Il chirurgo deve essere pienamente consapevole del metodo operativo e delle
precauzioni per il prodotto prima delfuso.

3) i i

mmrgm con formazione ed esperienza in chirurgia orale, diagnosi e
preoperatoria

‘einem anderen Teil verwendet werden.
- Bef einem Unfalist sofort zu handeln.
- Qualtat und Genauigkeit kbnnen nicht garantiert werden, wenn der Kunde (Benutzer)

Per un trattamento di successo, le seguenti procedure di conferma devono essere

(9)La

chirurgico in sala operatoria rimanendo la condizione asettica durante lintervento
chirurgico.
(4) L

(10) Non pud e ui i taglic P

tecnica

) o0 pud essere

e anche i
prodotto dal punto di vista medico e odontoiatrico.

g
die verwendeten ~spezifischen Materialien  haben,

Stecker nicht stimmt, kann es zu

(1) Dovrebbe controlare lo stato orale del paziente attraverso la ciinica, la foto
ograficae I odello.

m
(2) Dovrebbe chiedere la deci

jone del paziente in caso di diverse modata i
trattamento, dopo aver forito Ia sufficiente spiegazione del merito e demerito di

(3) Dovrebbe controllare Ia storia "mesica dl un paziente per vahtare lo stato dele

i vari test cinici per

perla

(6) Il misuratore di profondita & necessario per confermare che il prodotto & lo stesso
mostrato nel catalogo. In particolare se ne consiglia Iuso dopo aver veriicato se la

must be sterized before use. 7 issues, blood, , etc) on |mrg|scn invasive Gerite, die fir de Schaﬁung von Hartgewebe-Weichgewebeformen einschieBich ~Edelstahl  und vmm\unge« Kommen.
Keepsurgical geeignetsi von ment
productis jcated Knochen, gen udev Briiche angezeigt sein.
the catalog. In particular, it is recommended to use after checking if 135er  pejow is inftiated. Produktinien sind wie folgt: 8.Konservierung & Handhabun, P
markingis in the same location. 2) Automatic washing using ultrasonic cleaner. - Lance drill Tissue Punch/ Marking Dril/ Shaping Drill Stopper Drill usw. (1) Der Cmmrg solte iberprifen, ob jedes Produkt, das wahrend der Operation verwendet nichx Vollstéindi verschiossen oder aufgerissenist.
alongtime afterthe 5  Treiber usw) wird in nicht. - Der Hersteler ist nicht verantwortich fr Schéden am Produkt durch Steriisation oder
procedure, so caution is required. (e.g. plastic basket) inside of an ultrasonic cleaner, illwater oﬂmplete\y [You'l get better -) nurzur Umevslmzur\goesvedahrens (2) Das ummrgwsche Instrument solite nur fiir nach dem g mit (4) Il prodotto viene fornito
i atis
prods ! rurgisct , die bei der sationsmethode. chirurgia deve essere sterilizzato prima delfuso.
tom, and also should certainly check the abnormalities such as foreign body, - ang 9) orits similar detergents \| (3) Die Kante des chirurgischen Instruments zur Herstellung der Knochenhdhle solite vor * Probleme kinnen auftreten, wenn es nicht in der vom Hersteller empfohlenen Weise 9 P B
stain, minute dust, expired date, and etc. after opening the package. b. Clean them for 5~15 minutes and drain the water. Produktiinien sind wie folgt: Gebratich berprift werden. ‘verwendet wird. :mmma
) Check the pro ‘ " Size, c. Rinse the surface of the surgical kit case and reusable surgical instruments with tap i Torque *Bei . Wenn
date and expiration date before starting the surgery. water to remove allclearing solution. Driver/ Torque Wrench usw. verwendet werden, um eine Nekrose zu verhindern. e i
(9) Check for compatibily n Repeatstepa,b, (5) Der Chi i “Ei rformung
(10) Checkif there is any problem n the shape of the instrument. cieanand performa vscal inspecton. 3. Verwendungszweck _, stessa pasizione.
~Dry the surface of surgical kit case and g rd bei der ferwendet. donol b . e
5. Instruction for Use & Procedure f tumthe kitupside [ Patienten ab 18 Jahren, die das Wachstum des 1. Warnung 73 Non wtiizzare  rodotto se 1a conferione
For a detailed procedure and the features of our dental implant system e i Fiir eine sichere und effektive Anwendung des MegaGen mplant Systers ist Folgendes

components used with the products, please refer to the catalog of relevant
Implant System issued by MegaGen Implant Co, Ltd.

6. Adverse Effects
(1) It could result in implantation failure, alveolar bone recession, low nitial
stabilty, fixation failure, imitation and nerve damage, degradation of
masticatory function by careless 5mg\ca\ practice. Also there is a isk of death
due to severe infection in severe cases.

(2) Complications such as malaise, flushing, itching, pain, edema, bleedng,
Inflammation, fever, _infection, issue ulcer,  feeling

malocclusion, perforation of the maxilary sinus, inferior border, lingual pla(e

with no lintis possible.
For more information about available enzyme delelgems and cleaner, refer to
9.2, Sterilization

[Vorgesehener Benutzer] Zahnarzt
Zahnéirziche Eigriffe dirfen nur von Zahnarzten und Chirurgen mit Ausbiidung und

(8) Die chirurgischen Instrumente sind wiederverwendbar und Zahnbohrer solten nach
50-maligem Gebrauch m Zustand cer Ti-Beschchtung und ohne Beschchtung ader

132°C(270°F) for 15 mlnulesu for 30 minutes.
(Sterilizer Type : Gravity

pe)
In case of more than 149‘0(300 2°F), akit box may

it o erfolgeiche Behandiung solten die folgenden sorgfatig

ersetzt
wevaen.

dringend zu empfehien.

(1) Der Chirurg solite ein Facharzt sein, der eine hohe Technk fiir die Implantatchirurgie
praktizierthat.

(2) Der Chirurg sollte sich vor der Verwendung der Operationsmethode und der
VorsichtsmaBnahmen fiir das Produkt vollstandig bewusst sein.

P
 verificare noftre e anomalie come corpo estraneo, macchia, povere minuscola,data
Scaduta, ecc. dopo fapertura dela confezione.
(8) Controllare le informazioni sul prodotto come codice di riferimento, taglia, data i

(9) Verificare la compatibilta con il componente awversario prima delfintervento
chirurgico,
(10

durchgefiihrt werden, um den Behandlungsplan und die Bewertung sowie das Produkt aus

10. Cauti
Product should not be used if packaging is opened or damaged.
~Donot product by mistake of

medizinisch
(1) Solte den oralen Status des Patienten anhand der Kinischen Analy

(1) Unverpacide oder beschédigte Produkte solten icht verwendet werden und knnen

i den

durchiuhrer\,
141 Eine unangemessene Auswahl des Patienten und der Technik kann

cheit

5. Istruzioni per '

undder Modelanalyse dberprifen. !
(@
biten, nachdem er die Vor- und Nachtell jeder Methode. und jdes Beandkingspians

) , gen

gung

g (13) Wenn im Zu iegender Zwischenfall auftitt,
solte der Herstell ats, in dem der Anwender

Per una procedura dettagliata € le caratteristiche dei componenti del nostro sistema

(6) Wenn die Umgebung der Arztpraxis icht sauber it, kan die Ausristung kontaminiert

implantare emesso da MegaGen Implant Co, Ltd.

(12) Quando si smaltiscono tali dispositivi, smalti in modo sicuro in conformita con i

(5) Una cattiva gestione delfigiene orale da parte dei pazienti pub causare effetti
colat
©) e Tambiete delo studo medico non & puiito, Iattrezzatura potrebbe essere

(13) Sesi verifica ) &

contaminata,

(14] s \a confezione non aperta dal dentista ¢ difettosa, richiedere la sostituzione al
prodttore.
15°C

9. Metodo riutilizzabile e conservazione

La custodia del kit chirurgico usato e gl strumenti chirurgici riutiizzabili devono essere
conservati dopo la pulizia e Ia sterilizzazione.
91. Pulizia

La custodia del kit chirurgico usato e gl strumenti chirurgici riutiizzabili devono essere
conservati dopo la pulizia e Ia steriizzazione.

Puie separatamente la custodia del Kt chirurgico e i strumenti chirurgil rutizzabil o

concorrenza o strumenti mpropri.

dal loro governo o da agenzie collegate. La disponibilta del prodotto pub variare
base al Paese a causa del processo di registrazione.

(9) Una coppia di serraggio inappropriata pu causare lallentamento e la frattura
delia vite. Utiizzare la coppia di serraggio consigliata.

Espaiiol

1. Resumen del producto

1) Rimuovere tutti gi inquinanti rimanenti (tessuti, sangue, residui ossei, ecc) sulla
superficie immergendo in acqua la custodia del kit chirurgico usato e gl strumenti
chirurgic riutizzabill. Conservare la custodia del kit chirurgico e g strumenti chirurgici

2) Lavaggio automatico con puifore ad ulrasuoni.

u aver iin

un contenitore per il lavaggio (ad es. cestello di plastica) allinteno di un puiitore a

ultrasuoni, riempire compltamente dacqua [Otterrai effetti migiiori quando usi il
tra6

diente
yun puar que sobresale a través de la encia en la cavidad oral. Estos productos

2.Uso previsto

Estos productos son instrumentos quirirgicos disefiados para la colocacién
icrgica de implantes o protesis dentales. Por lo general, mm-ene varios taladros
dentales,

per )
B. Pulir per 5~15 minut e scolare facqua.
C. Sciacquare Ia superficie della custodia del kit chirurgico e degli strumenti chirurgici

- Ripetere i passaggia, b, ¢ egi

- Asciugare la superfiie della custodia del kit chirurgico e degil stumenti chirurgici

tipos

> unuso transitorio
Dispositivos quirirgicamente invasivos que funcionan para crear formas de tejido
riicios en

eltejido de corte 6seo.



Las lineas de productos son las siguientes:
- Lance drilf Tissue Punch/ Marking Drll Shaping Dril Stopper Dl tc.

(6) Trastomos psiquiatricos
(7) Losi o deben usarse con

gan alergias a

* Los instrumentos que no se insertan (como_conector,
controlador, etc.)
= solo para ayudar en el procedimiento

implantes y no modifican el tefido duro ni el tejco blando.

Las lineas de productos son las siguientes:

- Handpiece Connector/ Ratchet Connector/mplant Carrier/ Hand Driver/ Octa
Driver/ Torque Driver/ Torque Wrench etc.

3.Indicacion de uso

Se utiiza cuando se aplica un sistema de implante dental realizado para la
pérdida de dientes, etc.

[Poblacién de pacientes] Pacientes de 18 afios o mds que han completado el (&) &

crecimiento del hueso
completamente)

[Usuario previsto] Dentista
La cirugia dental solo debe ser realizada por odontslogos y cirujanos con
formacién y experiencia en cirugia oral, asi como diagndstico y planificacion
preoperatoria

de la mandibula (paciente edentado pa

4.Planificacion preoperatoria

8. Conservacion y manejo
1) El cirujano debe verificar que cada producto que se usa durante la cirugia esté en la

(2) El instrumento quirtrgico debe usarse solo para cirugia de implantes dentales

- Sila direccién de fijacion entre la luminaria y el conector
estar deformado.
- Si se excede el nimero de usos

, éste puede

@A . . . o o s

a pacientului. Daca existé

pueden indicarse
fracturas del producto.

- El usuario deberd declarar que el producto no debe ser utilizado si el embalaie no esta
completamente sellado o roto.

-El i
o maneo adecuiio aue no sea o método de sstelizackn por vapor a it presion

pregatipentru mlewerme chiurgicala.

91, Curatenie

(@) Produsul est
chirurgicale e ezt e e .

(5) Alegefi |ns1mmenlu\ chirurgical dupa ce afi luat in considerare dimensiunea corecta a

oculi chirurgi

scufundarea trusei chirurgicale uzate si a instrumentelor chirurgicale reutlizabile in aps.

siguiendo el procedimiento como se indica. sugerido por. © nfirma ca produsul este acelasi cu cel Pastrati carcasa trusei chirurgicale si instrumentele chirurgicale reutiizabile in mediu umed
( i | n i nspecial  uii a ana inifat urmai i
* Se debe usarla gui i én, quia,la laser esterr i  cual e
(4) Elinstrumento quirirgico para hacer la cavidad 6sea debe fracturar * Marcarea poate fi stearsa cu usurinta atunci cand produsul este ldsat mult timp dups A i pler
para evitar la necrosis. * Cambiar la ruta del instrumento durante el uso puede provocar la deformacién del procedur deci este necesara prudena. de spalat (de ol i g ,
el instrumento quirt RPM adecuad: producto. Nuar f i Vet obi bune cand utizat] detergent enzimatic (de

% por minuto) te

o s

11. Advertencia

funcién de medicion, durante a cirugfa. Debe ser necesariaa fijacion con hilo o alambre.
(8) Los instrumentos quirdrgicos son reutilzables y los taladros. deniaes deben

implantes MegaGen.
(1) El cirujano debe ser un médico especialista que practique una alta técnica para la

de corte disminuye.
! h

Para un tratamiento exitoso, se deben realizar los siguientes
procedimientos de confirmacién para confimar el plan de tratamiento y la

©
(10)
(11) El producto

taladro.
© dafiado no debe usarse y no puede devolverse al

evaluacion, y
{1 Debe verifcar el estado oal defpaciene a s del ndiis cinico
fotografico de radiografia y m

(2) Debe solciar la decisicn del paciente en caso de varios métodos de

fabricante o distribuidor.

) , -
con las regulaciones de las autoridades pertinentes con respecto a la eliminacion de

tratamiento,

de un paciente, izar las
[ I la cirugia.

(4) EI producto se suministra como dispositivos no estériles. Todo producto
utiizado para cirugia debe esterilzarse antes de su uso.

(13) Sise pmduce un incidente grave en relacion con el pmﬂucm debe comunicarse al

@ P vk

de asemenea, 1 1 pata,praful
minut, data expirata si etc. dupa deschiderea pachetuui.

(8) Verificatiinformeatile despre produs, cum ar fi codul de referint3, dimensiunes, data de  b.

exempl
Dem.ru nlmzarea produselor comerciale.)]
le timp de 5-15 minute si scurgei apa.

©
(10)

5. Instructiuni de utilizare si procedura

producto antes de usario.
(3) El ciruj

(4) La seleccion inadecuada del paciente y la técnica puede provocar el fracaso de la
ciruga del implante y a pérdida del hueso de soporte.

(5) EI manejo deficiente de la higiene bucal de los pacientes puede provocar efectos
secundarios.

(6) Si el ambiente del consultorio médico no esté limpio, el equipo puede estar
Gontaminado, asi que tenga especial cuidado.

y salade Pentru o

sistemului nostru de implant

- Repetati pasul 2, b, ¢ pana cand carcasa trusel chirurgicale $i instrumentele chirurgicale

-t
uscare naturald sau conform unui ciclu de uscare cu detergent. in cazul trusei chirurgicale,
este

emis de MegaGen Impiant Co, Ltd.

6.Efecte adverse

() Poate duce la esec de nplntre recsine a osului alveola, stabiltate inifals sty
esec de fixare, itaie si lezarea nervior, degradarea functiei masticatorii prin practi
chirurgicals negljents. De asemenea, exists riscul de deces din cauza infectiel severe .

fabrican
usuarioylo el pacierte,

al fabricante.
(15)

15°Cy30°C.

5] la
enelsito quirdrgico.

©) indica we el producto es
el mismo que se musatra en o catélogo. En particular, se recomienda usar

El estuche del kit quirirgico usado y los instrumentos quirirgicos reutiizables deben
almacenarse después dela limpieza y esterilizacion.

91, Limpieza

me‘e la caja del equipo quirirgico y los instrumentos quirirgicos .eunnzames por

* Las marcas se pueden borrar facimente cuando el producto se deja mucho

1o,y ambi deb vefcar ancrmakdades como cerpos exafos, manchas,
I paquete.

@) el tamafio, la
ugi

. 1) Eliminar

semencionaa continuacién.

(tefidos, sangre,  etc) enla
pemc.e sumergiendo en agua el estuche del equipo quirirgico usado y los
instrumentos quirtrgicos reutiizables. Mantenga la caja del kit quirlrgico y los
instrumentos quirirgicos reutiizables en un ambiente himedo hasta que se inicie el

(10)

2) Lavado automitico con impiador ultrasénico.
. Después de colocar e estuche del eqipo quirlrgico

5.Instrucciones de uso y proc
Para obtener un pmced\mlema etalado y las caracteristicas de \os

productos, consulte el catélogo del sistema de implantes mrresponmeme
emitido por MegaGen Implant Co, Ltd.

6. Efectos adversos

un recipiente de lavado (por ejemplo, una anestado pléstico) dentro de
un ummaaor ulrasénico, liénelo completamente de agua. [Obtendrd mejores efectos

strumentos quirirgicos A

(7) El fabricante no

por
competencia o instrumentos inadecuados.

pais debido al proce:

- Pentru mai mutte informati despre detergentii si agenti de curstare enzimatici disponibi

9 Sle

area
a trusei chinu rumentele chirurgicale reutiizabile trebuie sterizate la o
«emperamra de132°C (270“9 nmp de 15 minute prin sterizare cu abur de inata presiune si

egasen puede haber
©Un o )

(2) Complicatii precum stare de ra, infosire, mancérime, durere, edem, sangerare, Infiamatie, - In caz de peste 149'c (300 °F), 0 cutie de kit se poate deforma, asa cé ar trebui sa fie atent.
(8) Este producto se puede utiizar en paises donde el producto fue aprobado por su febrs, infecte, Uoeral tesuturior mo, senzafe de iitae, malocluze, perforae a sinusului
gobiemo o agencias reacionadas. La disponiildad el prodcto puede variar segin el maxiar, 3, piaca ingual, pica labiala, sauginga 10. Atentie /A
50 de registro. 5
* i los usuarios usan productos similares que no son fabicados o vendidos por pvecalﬁzpac\emu\m
® nzona efei wn ; dar i s
¥ a fractura del tomilo, unele cazur st permanet. ici macar un singur pacient nu 5 5
inaltaparte.

Ui a pav de apriete recomendado.

Romana

1. Rezumatul produsului
Pentru a recupera functia masticatorie a pacientului, este necesar s3 avefi un implant

7. Contraindicatii
cmmmcawle trebuie respectate la selectarea pacientior. Acestea includ, dar nu se
limiteazla:

care iese prin gingie in cavitatea bucala. Aceste produse includ diverse instrumente
pentru a sprijini chirurgia implantulu

2. Utilizare prevazuta

ceste produse sunt instrumente chirurgicale concepute pentru plasarea chirurgicald a
implanturiir dentare sau a protezelor. in mod obisnuit, conine diverse burghie dentare,
extensil de burghie, instrumente de adancime, chei, divere, osteotomi, instrumente de

(3) Boliinteme, cum ar fi hematodiscrazia, diabetul si hemofila, sau malnutriia i starea de
imunocompromis
(4) Alcoolic, abuz de drogur fumat i pacient cu tulburare mintala.

(6) Tulburaripsinice
(7) Instrumentele MegaGen nu trebuie utiizate cu pacienti care au alergii la materialele

(por ejemplo, con un nivel de
pH entre 6y 9) o sus detergentes simiares (disponibles para usar productos
comerciales).]

b, Limpielos durante 515 minutos y drene el agua.

C. Enjuague la superfiie e la caja del kit quirtrgico y los instrumentos quirirgicos
k . . | &

(cum arfiDrilletc.)

mspuzmve chirurgicale invazive care functioneaza pentru crearea formelor de fesut

) chi L N .

p i , cum ar pe tesutul

. ey tona 1 solu -

baja
estabilidad inicia,fala en la fjacion, radacién
e funcién masticatoria por una précncz quirtirgica descuidacs, Tombién

(2) Complicaciones como malestar general, rubor, picazon, dolor, edema,
sangrado, inflamacion, fiebre, infeccién, ticera de tejidos blandos, sensacion de
intitacion, maloclusién, perforacion del seno maxiar, borde inferior, placa lingual,
placa labial, inferior el canal alveolar o la encia y un sitio de sutura abierto
pueden ser el resultado de una practica quirlirgica desatenta o una mala salud
general del paciente.

(3) El entumecimiento por dafio a los nervios en el drea facial suele ser un

Nota: Si se produce un incidente grave en relacién con el dispositivo, se debe
informar
se encuentra establecido el usuario y/o el paciente.

7.Contraindicaciones

incluyen, pero no se limitan a:

metabdl

desnutrcion y estado inmunocor

Lini
- Lance dil] Tissue Punchy/ Marking Drill Shaping Drill Stopper Dril etc.

(2) Instrumentul chirurgicaltrebue utizat numai pentru operafia de implant dentar umand
procedura conform ghidului

~ Caltatea §i acuratetea nu pot fi garantate daca clientul (utiizatorul) foloseste produse
similare care nu sunt fabricate sau vandute de noi

Manufacturer

Authorised representative i the european community

Catalogue number

Serial number

T E fE

Batch code

Date of manufacture
Medical device

Caution, consult accompanying
documents

Consultinstructions for use
Temperature limitation

Do not use if package is damaged of
manufacture

]
AN
Bh|
e
&

Unique device identifier

! o o ,acesta poa RxOnly  Caution: Federallaw{USA) restricts tis device
p pot to sale by or in the order of a licensed dentist
fractur.
- Utilizatorul a8 ] trebuie utilizat daca )
sigilat sau rupt. A Non-sterile
sau manipulare necorespunzatoare, in afard de metoda de steriizare cu abur de inalta
presiune sugerats de. i X
st depro i i CEconformitymarking
ghidaju instrumentu ar putea i fracturat, .
inthe Rep of Belarus
1. Avertisment Megalmplant LLC

Jrmétoarele sunt recomandate cu tirie pentru utiizarea sigurd si eficients a sistemului de
implant MegaGen.

y isual. (3) Marginea instrumentului chirurgical pentru realizarea cavitafi osoase trebuie verificaté implantulu

- Seque la superficie de la caja del kit quirirgico y los instrumentos quirirgicos ficonector, driver etc.) ‘nainte de utiizare. (2) Chirurgul ] a operare si precauil

il n un ci iador. En el caso > doar pent @ i trebuie utiizat nai
lrgico, (3) Chirurgul trebuie 3 poarte o halats de operatie aseptica i sa efectueze interventia

- Para_obtener més informacign sobre los detergentes y limpiadores enzimaticos  Linile de produse sunt dupa cum urmeazs: umar 2 (4) Selectia inadecvatd a pacientuli $i a tehnicii poate cauza un esec al interventiei

disponibles, consute & - Handpiece Connector/ Ratchet Connector/implant Carrier/ Hand Driver/ Octa Driver/ (6) Ar
Torque Driver/ Torque Wrench etc. 3 5 it

9.2, Esterilizacion i s 3 sauf 4 asach

- La caja del kit quirtrgico trebuie

a una temperatura de 132 °C (270 °F) durante 15 mintos mediante esterilizacion con
vapor a alta presion y secarse durante 30 minutos. (Tipo de esteriizador: Tipo d
gravedad

Fooet

maxiiarului (pacient cu edentare partials sau completa)

)
- En caso de més de 149 °C (300,2 °F), la caja del kit
tado.

, por lo que debe

(7) Producatorul nu are nicio responsabilitate pentru problemele legate de utiizarea
produselor concurenfior sau ai 3
®

conese. Disponibiitatea produsului poate varia in functie de tar din cauza procesuli de

tenerc . i ivegisare.
saudistributorul.
e | seleccionar a1 ntes. Estos 10-Precaucion /\ ) (12) Atunci cand aruncafi asfel de dispozitive, anuncafi- n siguran 2 a
u 4. Planificarea preoperatorie i s i ispozitvelor mecicale. 4 bireas s .
) S G e, e et G sy st s rror Peney un rstament e scces,umatarl rocec e confimare e fectutecu (13 n cazul i care apare un incident grav in legatura cu dlispozitiv, trebuie raportat stringere recomandat
g -l pe tratament si evaluarea, in punct de storuluisiautortaf i i
- s. ol instrmentoestacotarinad, i st un jente deb s pacientul.
WA afotograflor (14) In cazul i care pachetul care nu este deschis de stomatolog este defect, solctafi
‘3' Enfermedades intemas c"':‘: hema“’d'sms'a‘ diabetes y hemofiia, o Se uenen tomar medidas inmediatas en caso de accidente. radiografice siamodeluiui. ‘inlocuirea de fa productie.
el clente (usuaric) ) Trebtie 5 i ) i 15°C - 30°C.

(4) Alcohdlico, drogadicto, tabaquismo y
y

220090, Minsk, Logoisky Trakt 22a, office 320;
Telephone: +375 29 134 55 55
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MEGAGEN

For Lifetime Smiles

Surgical

labial plate, inferior alveolar canal, or gingiva and an open suture site may result from
inattentive surgical practice or poor patient overall health.

(3) Numbness from nerve dzmage inthe facial area s usually a temporary symptom, but
some cases are permanent.

Note : If serious incident occurs in relation to the
manufacturer and the Member

should be reported to the
the user and/or

MegaGen Implant Co, Ltd
45, Sechen-1o 7-gi, Dasa-eup, Dalseong-gun, Dasgu 42921, Republic of Korea,
el 82-53-222-2828/ Fax. 82-53-289-3420

ul

For detas, viit website at www.imegagen.com

English

1. Product Summary

To recover a patient's masticatory function, it is necessary to have a dental
implant which is implanted into a patient's alveolar bone as a foot of  tooth
and abutment which s protruded through the gum in the oral cavity. These
products include various Implant Component Systems to offer a masticatory
function and esthetic result very similar to natural tooth.

2.Intended Use
These products are reusable surgical instruments designed for the surgical
placement of dental implants or prosthesis. It typically contains various dental
drils, dril extensions, depth gauges, wrenches, drivers, ostectomes, path
l

7. Contraindications

6.

fiir Probleme mit

patients undjoder Patient niedergelassen st gemeldet werden. sein. Sefen Si daher bite besonders vorsichtg

- i i in another part,(3) Solte e Krankengescichte eines Patienten tberprifen, um den Gesuncheitszustand (14) Wenn die richt vom Zahnarzt gedfinete Verpackung defekt ist fordem Sie beim () Der Herstellr dbermin keine
~ Immediate action shouid be taken n the event o an accident. i Ve ines Pat Hersteler Ersatzan. oder ungeeigneten nstrumenten.

Qualty and accuracy cannot be guaranteed if the customer (user) uses simiar solten die inischen erden, um festzustelen, ob keine 150-3 {8IDieses Procukt kann in Lindem verwendet werden, in denen das Produkt von deren
products not manfactured or sold by us oromaen . Regerin odr venvanen e zggkssen e, Die Pk erighaiet e
- isnot carrct, itmay be o Lagerung
deformed. Gebrauch sterisert werden. Die gebrauchten OP-Kofer und die Instrumente

— If the recommended number of uses is exceeded, product deformation or fractures
maybe indicated.

butare not
fimited to:

(1) Low bone qual
(2) Bad oral nyg\ene ‘and pathological nfection at the alveolar bone.

(3) Internal diseases such as hematodyscrasia, diabetes and hemophilia, or mal-nutrition
and immunocompromised status

the product should not be used f the packaging is not completely
seded
“anvfacurer s not responsible for any damages to the product from sterization or

(5) Wahlen Sie das chirurgische Instrument, nachdem Sie die richtige Grofe an der
Operationsstell beriicksichigt haben.

(6) Der Tiefenmesser wird bendtigt, um zu bestitigen, dass das Produkt mit dem i Katalog
gezeigten_ bereinstimmt. Insbesondere wird_empfohien, nach der Uberprifung zu
verwenden, ob sich die

erden.
91 Reinigung

Reinigen Sie den Koffer des OP-Sets und die wiederverwendbaren chirurgische
Instrumente separat und durchlaufen Sie vor der Steriisation ein spezielles

improper

1) Entferen Sie alle verbleibenden Schadstoffe (Gewebe, Blut, Knochenreste uswi auf

nd var
* Wenn Benutzer dhnliche Produkte verwenden, die bt von MegaGen hergestelt oder

riutiizzabili mediante asciugatura naturale o secondo un ciclo di asciugatura del
de!evgem.e Nel caso della custodia del kit chirurgico, capovolgere il kit ¢ asciugario

0] I

iniziale, fallmento della fissazione, iritazione e danno ai nervi, degrado dela funzione
masticatoria a causa di una pratica chirurgica incurante. Inoltre ¢ il rischio di morte a
causa di una grave infezione nei casi pil gravi.

(2) Complicanze quali malessere, vampate, prurito, dolore, edema, sanguinamento,
inflammatone, febbre, infezione, ulera del tessutl mal, sensazione di tazone,
i i pla

(9)Ein unangemessenes Anzugsdrehmoment kann zum Lsen und Brechen der Schraube
fiihven. Verwenden Sie das empfohlene Anzugsmoment.

Italiano

(4) Alcoholic, drug abuse,

(5) Other
(6) Psychiatric disorders

(7) MegaGen's instruments should not be used with patients that have allergies to the
specific materials used, including stainless steel and titanium alloy.

if y by eit i st der Oberfische, indem Sie den gebrauchten Koffer des O X
ool f don' use guide, Feviene i Wassercnarar Sevaven So Per recuperare la funzione masticatoria di un paziente, & necessario avere un
hanging theproduct.  zertissenis, lien_ den Koffer des . "
per, Flecken, Staub, bis der ird.
. ‘ nte e un moncone che sporge attraverso la gengiva nel cavo orale. Questi
1. Warning ) berptenSe de e 2 prodotti includono vari slrumem?pegr supportare la cl?\rurg\a implantare.
The following is strongly to be recommended for safe and effective use of MegaGen und ie mit der A. Nachdem Sie den Koffer d g hen

Implant System.

(9) Vor der Operat fon auf

und die hi
strumente n_einen Spulbehanev B. einen Plastikkorb) im Inneren ei

(2)The surgeon should be fully aware of the operating method and cautions for the

8. Preservation & Handling
[0 is n right position
and whether if the productis contaminated o

(2) The surgical instrument should be e nnly for dental implant surgery following

(3) The surgeon should wear an aseptic operating gown, and perform surgery in the

5. Gebrauchsanweisung & Verfahren

3 ines
jelegt haben, fillen Sie in vol\staml\g mit Wasser auf. [Eine bessere
(2

2.Uso previsto

pils efficace. Se necessario, & possiile fasciugatura manuale
Uilzzando una torta non abfaswa senza pelucchi.
- Per ulterior informazioni sui detergenti e detergenti enzimatici disponibil, fare

9.2, Sterilizzazione
~La custodia del kit chirurgico e gl strumeni chiurgic nuunzzanm devono essere
Sterilizzati a una temperatura di 132 °C (270 °F) p inuti mediante

labiale,

a vapore ad alta pressione e asciugati per 30 minuti. (Tipo i

(3) Lintorpidimento da danno ai nervi nellarea facciale & solitamente un sintomo
temporaneo, ma alcuni casi sono permanenti.
prtlieslueituieni .

149°C (300,2°F),
deformarsi, quind prestare attenzione.

10. Att

paziente.

7. Controindicazi
Le controindicazioni devono essere osservate nella selezione dei pazienti. Questi
|ncludono ma non sono limitati a:

A

~Non uizare i prodott contaminat per eroe de chiurgo durarte intervento
chirurgic

-Se lo strumento & contaminato, anche un solo paziente non dovrebbe utiizzarlo in
Valtra parte

Questi prodott sono stment chirurgici progettati per il cmmr;m m

er\.mg erziclen Sie, wenn Sie
9

Fiirei
die mit den Produkten verwendet werden, beziehen Sie sich bitte auf den Katdog des B

procedure as guided. (4) Inappropriate selection of patient and technique can cause a failure of the implant G. Spilen Se ol Obertichedes OP-Sets und dr
3) surgery and loss of

(@) naking P 6.

to prevent necross. (6)fthe doct i X s0

(5) The surgeon should use the surgical instrument with suitable RPM(revolutions per

+ temporary usedlke Drl tc)
S surgially Invasive devices intended for ransent Use

3. Indication for Use

Used when applying a dental implant system performed for tooth loss, etc.
[Patient Population] Patients aged 18 and over who have completed the
growth of the jaw bone (Partial or complete edentate patient)

lintended User] Dentist

Dental surgery must only be performed by dentists and

surgeons with training and experience in oral surgery as wel as diagnosis
and preoperative planning

4.Pre-operative planning
For a successful treatment, the following confirmation procedures should be
to confirm , and also the

) by
(6) It should
(7) A small devices such as gauges with measuring function can be entered through
thtoat curing surgery. Fixation with thread or wire should be needec.
(8) The surgical fter being pr
used 50 times in condition of TIN coating and non-coating or %0 e i concton o
AITIN coating or when the cutting efficiency deciines.

quency of use could ing on the handiing
(10)it can not be used when the cutting force of Drills reduced.
(1) Unpacked or damaged product should be not used and it cannot be returned to the
manufacturer or distributor.

3 mit einem j c - Occore intervenire immediatamente in caso diincidente.
der (fuv die Handel cair i prulundna oo inglesi river, osteotomi, cercatoridi percorso e fndicaoricl ) i, L zan utiizza
immunocompromissione prodotti simiinon fabbricati o venduti da noi
abtropfen. (4) Alcolist, 3 - Sela direzione di fissaggio tra apparecchio e connettore non & corretta, potrebbe

uso vamporanee )

~Wiederholen S\e die Schnue a b und c, bis der Koffer des OP-Sets und die

please b especily creul.

(7) The manufacturer does not have any responsibity for problems using competitors’

products of improper instruments.

(8) This product can be used in countries where the D'oducl was apnmved by their
ovenmentor fes. Product toregistration

¥ sers se smler products that are not manufactured or sold by MegaGen, there may
be a problem in quality and precision compatibilty.

(9) Inappropriate tightening torque can cause loosening and fracture of the screw. Use
the recommended tightening torque.

Deutsch

(12) When disposing of sih devices, safely lspose of them in accordance with the
1

(|3) If serious incident occurs in relation to the device should be reported to the

product with medical and dentistry's point of view.
(1) Should check out the patient's oral status through the clinical, radiography

fon in case of various treatment methods,
after providing the sufficient explanation of the merit and demerit of each
method and treatment schedlule.

(3) Should check a patient's medical history to evaluate the status of patient's
health condition. I there is any doubt about a patient's health condition, the
variousclinical tests should be performed to determine the absence of
abnormal conditions before preparing for the surgery.

(4) The produ for surgery

manufacturer and e Member the user and/or
patientis established.
(14) I the package that is not opened by dentist is defective, request a replacement from

manufacture.
(15) This Product should be stored at 15°C~30°C condition.

9. Reusable method and Storage

The used surgical kit case and reusable surgical instruments should be store after
cleaning anu sterilization.

91.Cleay

~Clean surg»cal kit case and reusable surgical nstruments separately and go through a
below.

Um die Kaufunktion eines  Patienten

Instrumente vollstandig sauber sind, und fiien Sie

unvorsichtige chirurgische Praxis filtven. Auch besteht in schweren Fallen ein Todesrisko

durch eine schwere Infektion.

(2) Kompliationen wie Unwohisein, Hautrtung, Juckceiz, Schmerzen, Oceme, E\umngen

Entaiindung, Fieber, Infektion, Weichteilgeschwil, Reizgefihi, MalokKlusion, Perforation
Kieferhhle, Unterrand, Lingualplatte, Labialplatte, inferior Alveolarkanal oder Zahnfleisch und

eine offene Nahtstelle knnen durch unaufmerksames chirurgisches Vorgehen oder einen
e

5
Dispositivichirurgicamente invasivi che funzionano per creare forme di tessuto
duroftessuto mole adatte alla chirurgia implantare, come praticare fori sul tessuto da
taglo osseo.

L

—Trocknen Sie die Oberfliche des
chirurgischen Instrumente ~ durch  natiriches

und der
Trocknen oder ~ geméf

rverwendbaren
einem

- Lance dril Tissue Punchy Marking Dril] Shaping Drill Stopper Dril eccetera.

5
(6) Disturbi psichiatrici
(7) Gli strumenti di MegaGen non devono essere utiizzati con pazienti che presentano

deformarsi

o fatture del prodotto.
o i

8. Conservazione e trattament

il prodotto
& completamente sigilato o strappato.
- 1l produttore non & responsable per eventuali danni al prodotto causati da

3)

ige!
Hinweis: Wenn im Zusammenhang mit dem Produkt ein schwerwiegender Zwischenfall
auftit, solte der Hersteller und die zusténdige Behérde des Mitgledstaats, in dem der
Benutzer undjoder

erforderlich, das als Zahnwurzel und Pfeiler in den
implantiert wird und durch das Zahnfleisch in die Mundhdhle ragt. Diese Produkte

2.BestimmungsgeméBe Verwendung
Bei diesen Produkten handelt es sich um chirurgische Instrumente, die fiir die chirurgische
Platzierung von Zahnimplantaten oder Zahnersatz entwickelt wurden. Es enthéit

Koffr fir OP-Sets nd wiederverwendbare r:mrurg\sche Instrumente solften bei einer
Temperatur von 132 °C (270 °F) 15 Miniten lang

Torque Driver/ Torque Wrench eccetera.

3 Indication for Use

con soluzione salina per preverire la necrosi.
(5) Il chirurgo deve utilizzare lo strumento chirurgico con RPM (gii al minuto) adeguati

sterilisiert und
-Bei Temperaturen (iber 149°C (300,2°F) 'kann sich die Kit Box verformen, daher ist

(3)innere _ Erkrankungen  wie  Hamatodyskrasie,
Unteremahrung und immungeschwachter Zustar

Diabetes und  Hamophiie ~oder

typischerweise verschiedene  Zahnbohrer, (@) Akoholiker, starker Raucher und Patienten mit psychischen
Osteotome, Wegfinder diein Stérungen.
? )

usw)

st ein 7. Vorsicht geboten.
eines Patienten Dazu gehdr nicht
beschrinktauf: 10. Achtung
(1)Niedrige und icht verwendet werden,
Knochenerkrankungen - Das kontaminierte Produkt nicht aus Versehen des Chirurgen wahrend der Operation

verwenden.

perla perdita dei

dent, ecc.
[Popolazione di pazienti] Pazienti di eta pari o superiore a 18 anni che hanno
completato la crescita

[Uleme previsto] Dentista

(®)

" iver,ecc, (1) Il chirurgo dovrebbe controlre che ogni prodotto uiizzato durante Fintervento sterizzazione o manipolazione impropria divers dal metodo i sterizzazione 2
Trocknungszyklus mit Reinige. Im Falldes OP-Sets drehen Sie das Set um und trocknen , {iisbarac ictore nela procedura i 1g¢ 3
es, enella . oL .
. modificano

t scheuernden Turm ohne Flusen moglich. {tessuti durimol. seguendoa procedura guidata. *Lag non

2u verfilgbaren d -reinigern finden Sle | ¢ e di prodottisono le seguent: 3 ° s i

- Handpiece Connector/ Ratchet Connectorfimplant Carrier/ Hand Driver/ Octa Driver/ COntrolato prima delfuso. .
(4) L utiizzato prodotto.

11. Avvertimento

(7) Un piccolo dispositivo come calibri con funzione di misurazione pud essere inserito
attraverso la gola durante lintervento chirurgico. Dovrebbe essere necessaria Ia

fissazione con filo o filo.

(8) Gil strumenti chirurgici sono riutiizzabil ¢ le frese dentali devono essere sostituite

(1)1l chirurgo dovrebbe essere un medico specialista che ha praticato una tecnica
elevata per la chirurgia implantare.

(2) Il chirurgo deve essere pienamente consapevole del metodo operativo e delle
precauzioni per il prodotto prima delfuso.

3) i i

mmrgm con formazione ed esperienza in chirurgia orale, diagnosi e
preoperatoria

‘einem anderen Teil verwendet werden.
- Bef einem Unfalist sofort zu handeln.
- Qualtat und Genauigkeit kbnnen nicht garantiert werden, wenn der Kunde (Benutzer)

Per un trattamento di successo, le seguenti procedure di conferma devono essere

(9)La

chirurgico in sala operatoria rimanendo la condizione asettica durante lintervento
chirurgico.
(4) L

(10) Non pud e ui i taglic P

tecnica

) o0 pud essere

e anche i
prodotto dal punto di vista medico e odontoiatrico.

g
die verwendeten ~spezifischen Materialien  haben,

Stecker nicht stimmt, kann es zu

(1) Dovrebbe controlare lo stato orale del paziente attraverso la cinica, la foto
ograficae I odello.

m
(2) Dovrebbe chiedere la deci

jone del paziente in caso di diverse modata i
trattamento, dopo aver forito Ia sufficiente spiegazione del merito e demerito di

(3) Dovrebbe controllare Ia storia "mesica dl un paziente per vahtare lo stato dele

i vari test cinici per

perla

(6) Il misuratore di profondita & necessario per confermare che il prodotto & lo stesso
mostrato nel catalogo. In particolare se ne consiglia Iuso dopo aver veriicato se la

must be sterized before use. 7 issues, blood, , etc) on |mrg|scn invasive Gerite, die fir de Schaﬁung von Hartgewebe-Weichgewebeformen einschieBich ~Edelstahl  und vmm\unge« Kommen.
Keepsurgical geeignetsi von ment
productis jcated Knochen, gen udev Briiche angezeigt sein.
the catalog. In particular, it is recommended to use after checking if 135er  pejow is inftiated. Produktinien sind wie folgt: 8.Konservierung & Handhabun, P
markingis in the same location. 2) Automatic washing using ultrasonic cleaner. - Lance drill Tissue Punch/ Marking Dril/ Shaping Drill Stopper Drill usw. (1) Der Cmmrg solte iberprifen, ob jedes Produkt, das wahrend der Operation verwendet nichx Vollstéindi verschiossen oder aufgerissenist.
alongtime afterthe 5  Treiber usw) wird in nicht. - Der Hersteler ist nicht verantwortich fr Schéden am Produkt durch Steriisation oder
procedure, so caution is required. (e.g. plastic basket) inside of an ultrasonic cleaner, illwater oﬂmplete\y [You'l get better -) nurzur Umevslmzur\goesvedahrens (2) Das ummrgwsche Instrument solite nur fiir nach dem g mit (4) Il prodotto viene fornito
i atis
prods ! rurgisct , die bei der sationsmethode. chirurgia deve essere sterilizzato prima delfuso.
tom, and also should certainly check the abnormalities such as foreign body, - ang 9) orits similar detergents \| (3) Die Kante des chirurgischen Instruments zur Herstellung der Knochenhdhle solite vor * Probleme kinnen auftreten, wenn es nicht in der vom Hersteller empfohlenen Weise 9 P B
stain, minute dust, expired date, and etc. after opening the package. b. Clean them for 5~15 minutes and drain the water. Produktiinien sind wie folgt: Gebratich berprift werden. ‘verwendet wird. :mmma
) Check the pro ‘ " Size, c. Rinse the surface of the surgical kit case and reusable surgical instruments with tap i Torque *Bei . Wenn
date and expiration date before starting the surgery. water to remove allclearing solution. Driver/ Torque Wrench usw. verwendet werden, um eine Nekrose zu verhindern. e i
(9) Check for compatibily n Repeatstepa,b, (5) Der Chi i “Ei rformung
(10) Checkif there is any problem n the shape of the instrument. cieanand performa vscal inspecton. 3. Verwendungszweck _, stessa pasizione.
~Dry the surface of surgical kit case and g rd bei der ferwendet. donol b . e
5. Instruction for Use & Procedure f tumthe kitupside [ Patienten ab 18 Jahren, die das Wachstum des 1. Warnung 73 Non wtiizzare  rodotto se 1a conferione
For a detailed procedure and the features of our dental implant system e i Fiir eine sichere und effektive Anwendung des MegaGen mplant Systers ist Folgendes

components used with the products, please refer to the catalog of relevant
Implant System issued by MegaGen Implant Co, Ltd.

6. Adverse Effects
(1) It could result in implantation failure, alveolar bone recession, low nitial
stabilty, fixation failure, imitation and nerve damage, degradation of
masticatory function by careless 5mg\ca\ practice. Also there is a isk of death
due to severe infection in severe cases.

(2) Complications such as malaise, flushing, itching, pain, edema, bleedng,
Inflammation, fever, _infection, issue ulcer,  feeling

malocclusion, perforation of the maxilary sinus, inferior border, lingual pla(e

with no lintis possible.
For more information about available enzyme delelgems and cleaner, refer to
9.2, Sterilization

[Vorgesehener Benutzer] Zahnarzt
Zahnéirziche Eigriffe dirfen nur von Zahnarzten und Chirurgen mit Ausbiidung und

(8) Die chirurgischen Instrumente sind wiederverwendbar und Zahnbohrer solten nach
50-maligem Gebrauch m Zustand cer Ti-Beschchtung und ohne Beschchtung ader

132°C(270°F) for 15 mlnulesu for 30 minutes.
(Sterilizer Type : Gravity

pe)
In case of more than 149‘0(300 2°F), akit box may

it o erfolgeiche Behandiung solten die folgenden sorgfatig

ersetzt
wevaen.

dringend zu empfehien.

(1) Der Chirurg solite ein Facharzt sein, der eine hohe Technk fiir die Implantatchirurgie
praktizierthat.

(2) Der Chirurg sollte sich vor der Verwendung der Operationsmethode und der
VorsichtsmaBnahmen fiir das Produkt vollstandig bewusst sein.

P
 verificare noftre e anomalie come corpo estraneo, macchia, povere minuscola,data
scaduta, ecc. dopo fapertura dela confezione.
(8) Controllare le informazioni sul prodotto come codice di riferimento, taglia, data i

(9) Verificare la compatibilta con il componente awversario prima dellintervento
chirurgico,
(10

durchgefiihrt werden, um den Behandlungsplan und die Bewertung sowie das Produkt aus

10. Cauti
Product should not be used if packaging is opened or damaged.
~Donot product by mistake of

medizinisch

(1) Unverpacide oder beschédigte Produkte solten icht verwendet werden und knnen

i den

durchiuhrer\,
141 Eine unangemessene Auswahl des Patienten und der Technik kann

cheit

5. Istruzioni per '

(1) Solite den oralen Status des Patienten anhand der kinischen Anal
und der Modelanalyse berprifen.

@
biten, nachdem er die Vor- und Nachtell jeder Methode. und jdes Beandkingspians

) , gen

gung

g (13) Wenn im Zu iegender Zwischenfall auftitt,
solte der Herstell ats, in dem der Anwender

Per una procedura dettagliata € le caratteristiche dei componenti del nostro sistema

(6) Wenn die Umgebung der Arztpraxis icht sauber it, kan die Ausristung kontaminiert

implantare emesso da MegaGen Implant Co, Ltd.

(12) Quando si smaltiscono tali dispositivi, smaltili in modo sicuro in conformita con i

(5) Una cattiva gestione delfigiene orale da parte dei pazienti pub causare effetti
colat
©) e Tambiete delo studo medico non & puiito, Iattrezzatura potrebbe essere

(13) Sesi verifica ) &

contaminata,

(14] s \a confezione non aperta dal dentista ¢ difettosa, richiedere la sostituzione al
prodttore.
15°C

9. Metodo riutilizzabile e conservazione

La custodia del kit chirurgico usato e gl strumenti chirurgici riutiizzabili devono essere
conservati dopo la pulizia e Ia sterilizzazione.
91. Pulizia

La custodia del kit chirurgico usato e gl strumenti chirurgici riutiizzabili devono essere
conservati dopo la pulizia e Ia steriizzazione.

Puie separatamente la custodia del Kt chirurgico e i strumenti chirurgil rutizzabil o

concorrenza o strumenti mpropri.

dal loro governo o da agenzie collegate. La disponibilta del prodotto pub varare
base al Paese a causa del processo di registrazione.

(9) Una coppia di serraggio inappropriata pu causare lallentamento e la frattura
delia vite. Utiizzare la coppia di serraggio consigliata.

Espaiiol

1. Resumen del producto

1) Rimuovere tutti gi inquinanti rimanenti (tessuti, sangue, residui ossei, ecc) sulla
superficie immergendo in acqua la custodia del kit chirurgico usato e gl strumenti
chirurgic riutizzabill. Conservare la custodia del kit chirurgico e g strumenti chirurgici

2) Lavaggio automatico con puifore ad ulrasuoni.

u aver iin

un contenitore per il lavaggio (ad es. cestello di plastica) allinteno di un puiitore a

ultrasuoni, riempire compltamente dacqua [Otterrai effetti migiiori quando usi il
tra6

diente
yun puar que sobresale a través de la encia en la cavidad oral. Estos productos

2.Uso previsto

Estos productos son instrumentos quirirgicos disefiados para la colocacién
icrgica de implantes o protesis dentales. Por lo general, mm-ene varios taladros
dentales,

per )
B. Pulir per 5~15 minut e scolare facqua.
C. Sciacquare la superficie della custodia del kit chirurgico e degli strumenti chirurgici

- Ripetere i passaggia, b, ¢ egi

- Asciugare la superfiie della custodia del kit chirurgico e degil stumenti chirurgici

tipos

> unuso transitorio
Dispositivos quirirgicamente invasivos que funcionan para crear formas de tejido
riicios en

eltejido de corte 6seo.



Las lineas de productos son las siguientes:
- Lance drilf Tissue Punch/ Marking Drll Shaping Dril Stopper Dl tc.

(6) Trastomos psiquiatricos
(7) Losi o deben usarse con

gan alergias a

* Los instrumentos que no se insertan (como_conector,
controlador, etc.)
= solo para ayudar en el procedimiento

implantes y no modifican el tefido duro ni el tejco blando.

Las lineas de productos son las siguientes:

- Handpiece Connector/ Ratchet Connector/mplant Carrier/ Hand Driver/ Octa
Driver/ Torque Driver/ Torque Wrench etc.

3.Indicacion de uso

Se utiiza cuando se aplica un sistema de implante dental realizado para la
pérdida de dientes, etc.

[Poblacién de pacientes] Pacientes de 18 afios o mds que han completado el (&) &

crecimiento del hueso
completamente)

[Usuario previsto] Dentista
La cirugia dental solo debe ser realizada por odontslogos y cirujanos con
formacién y experiencia en cirugia oral, asi como diagndstico y planificacion
preoperatoria

de la mandibula (paciente edentado pa

4.Planificacion preoperatoria

8. Conservacion y manejo
1) El cirujano debe verificar que cada producto que se usa durante la cirugia esté en la

(2) El instrumento quirtrgico debe usarse solo para cirugia de implantes dentales

- Sila direccién de fijacion entre la luminaria y el conector
estar deformado.
- Si se excede el nimero de usos

, éste puede

@A . . . S

 pacientului. Daca existé vreo i vi ientulu, rebuie

pueden indicarse
fracturas del producto.

- El usuario deberd declarar que el producto no debe ser utilizado si el embalaie no esta
completamente sellado o roto.

-El i
o maneo adecuiio aue no sea o método de sstelizackn por vapor a it presion

pregatipentru mlewerme chiurgicala.
(@) Produsul est

91, Curatenie

chirurgicale e ezt e e .
(5) Alegefi |ns1mmenlu\ chirurgical dupa ce afi luat in considerare dimensiunea corecta a
oculi chirurgi

scufundarea trusei chirurgicale uzate si a instrumentelor chiurgicale reutlizabile in apa.

siguiendo el procedimiento como se indica. sugerido por. © nfirma ca produsul este acelasi cu cel Pastrati carcasa trusei chirurgicale si instrumentele chirurgicale reutiizabile in mediu umed
( i | n i nspecial  uii a ana inifat urmai i
* Se debe usarla gui i én, quia,la laser esterr i  cual e
(4) Elinstrumento quirirgico para hacer la cavidad 6sea debe fracturar * Marcarea poate fi stearsa cu usurinta atunci cand produsul este ldsat mult timp dups A i pler
para evitar la necrosis. * Cambiar la ruta del instrumento durante el uso puede provocar la deformacién del procedur deci este necesara prudena. de spalat (de ol i g ,
el instrumento quirt RPM adecuad: producto. Nuar f i Vet obi bune cand utizat] detergent enzimatic (de

% por minuto) te én 6sea,

o s

11. Advertencia

funcién de medicion, durante a cirugfa. Debe ser necesariaa fijacion con hilo o alambre.
(8) Los instrumentos quirdrgicos son reutilzables y los taladros. deniaes deben

implantes MegaGen.
(1) El cirujano debe ser un médico especialista que practique una alta técnica para la

de corte disminuye.
! h

Para un tratamiento exitoso, se deben realizar los siguientes
procedimientos de confirmacién para confimar el plan de tratamiento y la

©
(10)
(11) El producto

taladro.
© dafiado no debe usarse y no puede devolverse al

evaluacion, y
{1 Debe verifcar el estado oal defpaciene a s del ndiis cinico
fotografico de radiografia y m

(2) Debe solciar la decisicn del paciente en caso de varios métodos de

fabricante o distribuidor.

) , -
con las regulaciones de las autoridades pertinentes con respecto a la eliminacion de

tratamiento,

de un paciente, izar las
[ I la cirugia.

(4) EI producto se suministra como dispositivos no estériles. Todo producto
utiizado para cirugia debe esterilzarse antes de su uso.

(13) Sise pmduce un incidente grave en relacion con el pmﬂucm debe comunicarse al

@ P vk

de asemenea, 1 1 pata,praful
minut, data expirata si etc. dupa deschiderea pachetuui.

(8) Verificatiinformeatile despre produs, cum ar fi codul de referint3, dimensiunes, data de  b.

exempl
Dem.ru nlmzarea produselor comerciale.)]
le timp de 5-15 minute si scurgei apa.

©
(10)

5. Instructiuni de utilizare si procedura

producto antes de usario.
(3) El ciruj

(4) La seleccion inadecuada del paciente y la técnica puede provocar el fracaso de la
ciruga del implante y a pérdida del hueso de soporte.

(5) EI manejo deficiente de la higiene bucal de los pacientes puede provocar efectos
secundarios.

(6) Si el ambiente del consultorio médico no esté limpio, el equipo puede estar
Gontaminado, asi que tenga especial cuidado.

y salade Pentru o

sistemului nostru de implant

- Repetati pasul 2, b, ¢ pana cand carcasa trusel chirurgicale $i instrumentele chirurgicale

-t
uscare naturald sau conform unui ciclu de uscare cu detergent. in cazul trusei chirurgicale,
este

emis de MegaGen Impiant Co, Ltd.

6.Efecte adverse

() Poate duce la esec de nplntre recsine a osului alveola, stabiltate inifals sty
esec de fixare, itaie si lezarea nervior, degradarea functiei masticatorii prin practi
chirurgicals negljents. De asemenea, exists riscul de deces din cauza infectiel severe .

fabrican
usuarioylo el pacierte,

al fabricante.
(15)

15°Cy30°C.

5] la
enelsito quirdrgico.

©) indica we el producto es
el mismo que se musatra en o catélogo. En particular, se recomienda usar

El estuche del kit quirirgico usado y los instrumentos quirirgicos reutiizables deben
almacenarse después dela limpieza y esterilizacion.

91, Limpieza

me‘e la caja del equipo quirirgico y los instrumentos quirirgicos .eunnzames por

* Las marcas se pueden borrar facimente cuando el producto se deja mucho

1o,y ambi deb vefcar ancrmakdades como cerpos exafos, manchas,
I paquete.

@) el tamafio, la
ugi

. 1) Eliminar

semencionaa continuacién.

(tefidos, sangre,  etc) enla
pemc.e sumergiendo en agua el estuche del equipo quirirgico usado y los
instrumentos quirtrgicos reutiizables. Mantenga la caja del kit quirlrgico y los
instrumentos quirirgicos reutiizables en un ambiente himedo hasta que se inicie el

(10)

2) Lavado automitico con impiador ultrasénico.
. Después de colocar e estuche del eqipo quirlrgico

5.Instrucciones de uso y proc
Para obtener un pmced\mlema etalado y las caracteristicas de \os

productos, consulte el catélogo del sistema de implantes mrresponmeme
emitido por MegaGen Implant Co, Ltd.

6. Efectos adversos

un recipiente de lavado (por ejemplo, una anestado pléstico) dentro de
un ummaaor ulrasénico, liénelo completamente de agua. [Obtendrd mejores efectos

strumentos quirirgicos A

(7) El fabricante no

por
competencia o instrumentos inadecuados.

pais debido al proce:

- Pentru mai mutte informati despre detergentii si agenti de curstare enzimatici disponibi

9 Sle

area
a trusei chinu rumentele chirurgicale reutiizabile trebuie sterizate la o
«emperamra de132°C (270“9 nmp de 15 minute prin sterizare cu abur de inata presiune si

egasen puede haber
©Un o )

(2) Complicatii precum stare de ra, infosire, mancérime, durere, edem, sangerare, Infiamatie, - In caz de peste 149'c (300 °F), 0 cutie de kit se poate deforma, asa cé ar trebui sa fie atent.
(8) Este producto se puede utiizar en paises donde el producto fue aprobado por su febrs, infecte, Uoeral tesuturior mo, senzafe de iitae, malocluze, perforae a sinusului
gobiemo o agencias reacionadas. La disponiildad el prodcto puede variar segin el maxiar, 3, piaca ingual, pica labiala, sauginga 10. Atentie /A
50 de registro. 5
* i los usuarios usan productos similares que no son fabicados o vendidos por pvecalﬁzpac\emu\m
® nzona efei wn ; dar i s
¥ a fractura del tomilo, unele cazur st permanet. ici macar un singur pacient nu 5 5
inaltaparte.

Ui a pav de apriete recomendado.

Romana

1. Rezumatul produsului
Pentru a recupera functia masticatorie a pacientului, este necesar s3 avefi un implant

7. Contraindicatii
cmmmcawle trebuie respectate la selectarea pacientior. Acestea includ, dar nu se
limiteazla:

care iese prin gingie in cavitatea bucala. Aceste produse includ diverse instrumente
pentru a sprijini chirurgia implantulu

2. Utilizare prevazuta

ceste produse sunt instrumente chirurgicale concepute pentru plasarea chirurgicald a
implanturiir dentare sau a protezelor. in mod obisnuit, conine diverse burghie dentare,
extensil de burghie, instrumente de adancime, chei, divere, osteotomi, instrumente de

(3) Boliinteme, cum ar fi hematodiscrazia, diabetul si hemofila, sau malnutriia i starea de
imunocompromis
(4) Alcoolic, abuz de drogur fumat i pacient cu tulburare mintala.

(6) Tulburaripsinice
(7) Instrumentele MegaGen nu trebuie utiizate cu pacienti care au alergii la materialele

(por ejemplo, con un nivel de
pH entre 6y 9) o sus detergentes simiares (disponibles para usar productos
comerciales).]

b, Limpielos durante 515 minutos y drene el agua.

C. Enjuague la superfiie e la caja del kit quirtrgico y los instrumentos quirirgicos
k . . | &

(cum arfiDrilletc.)

mspuzmve chirurgicale invazive care functioneaza pentru crearea formelor de fesut

) chi L N .

p i , cum ar pe tesutul

. ey tona 1 solu -

baja
estabilidad inicia,fala en la fjacion, radacién
e funcién masticatoria por una précncz quirtirgica descuidacs, Tombién

(2) Complicaciones como malestar general, rubor, picazon, dolor, edema,
sangrado, inflamacion, fiebre, infeccién, ticera de tejidos blandos, sensacion de
intitacion, maloclusién, perforacion del seno maxiar, borde inferior, placa lingual,
placa labial, inferior el canal alveolar o la encia y un sitio de sutura abierto
pueden ser el resultado de una practica quirlirgica desatenta o una mala salud
general del paciente.

(3) El entumecimiento por dafio a los nervios en el drea facial suele ser un

Nota: Si se produce un incidente grave en relacién con el dispositivo, se debe
informar
se encuentra establecido el usuario y/o el paciente.

7. Contraindicaciones

las 1
incluyen, pero no se limitan a:
() Baja calldad 6sea, cantidad inadecuada de hueso y trastomos Gseos
metabdl

lecci [ ntes. Estos

desnutrcion y estado inmunocor

Lini
- Lance dil] Tissue Punchy/ Marking Drill Shaping Drill Stopper Dril etc.

(2) Instrumentul chirurgicaltrebue utizat numai pentru operafia de implant dentar umand
procedura conform ghidului

~ Caltatea §i acuratetea nu pot fi garantate daca clientul (utiizatorul) foloseste produse
similare care nu sunt fabricate sau vandute de noi

d Manufacturer

A Nonsterile
Catalogue number
SN Serial number

Batch code

Date of manufacture
Medical device

Caution, consult accompanying
documents

Consultinstructions for use
Temperature limitation

Do not use if package is damaged of
manufacture

]
AN
Bh|
e
&

Unique device identifier

of Belarus

i o B . poa n
fracturi. LLC
- Utiizatorul a a trebuie utiizat daca . i
sigilat sau rupt. 220090, Minsk, Logoisky Trakt 22a, office 320;

sau manipuiare necorespunzatoare, in afard de metoda de sterizare cu abur de inalta
presiune sugerata de.

ghidajul, instrumentular puteafifracturat,

1. Avertisment
Jrmétoarele sunt recomandate cu tirie pentru utiizarea sigurd si eficients a sistemului de
implant MegaGen.

y isual. (3) Marginea instrumentului chirurgical pentru realizarea cavitafi osoase trebuie verificaté implantulu

- Seque la superficie de la caja del kit quirirgico y los instrumentos quirirgicos ficonector, driver etc.) ‘nainte de utiizare. (2) Chirurgul ] a operare si precauil

il n un ci iador. En el caso > doar pent @ i trebuie utiizat nai
lrgico, (3) Chirurgul trebuie 3 poarte o halats de operatie aseptica i sa efectueze interventia

- Para_obtener més informacign sobre los detergentes y limpiadores enzimaticos  Linile de produse sunt dupa cum urmeazs: umar 2 (4) Selectia inadecvatd a pacientuli $i a tehnicii poate cauza un esec al interventiei

disponibles, consute & - Handpiece Connector/ Ratchet Connector/implant Carrier/ Hand Driver/ Octa Driver/ (6) Ar
Torque Driver/ Torque Wrench etc. 3 5 it

9.2, Esterilizacion i s 3 sauf 4 asach

- La caja del kit quirtrgico trebuie

a una temperatura de 132 °C (270 °F) durante 15 mintos mediante esterilizacion con
vapor a alta presion y secarse durante 30 minutos. (Tipo de esteriizador: Tipo d
gravedad

Fooet

maxiiarului (pacient cu edentare partials sau completa)

)
- En caso de més de 149 °C (300,2 °F), la caja del kit
tener cuidado.

10. Precaucion /i\

, por lo que debe

(7) Producatorul nu are nicio responsabilitate pentru problemele legate de utiizarea
produselor concurenfior sau ai 3
®

4.Planificarea preoperatorie
Pentru un tratament de succes, umétoarele proceduri de confirmare trebuie elecmaxe cu

conese. Disponibiitatea produsului poate varia in functie de tar din cauza procesuli de

i ivegstare.
sau distributoruli.

(12) Atunci cand aruncai astlel de dispoziive, aruncafi-le in siguran 3 a

(13) i cazul in care apare un incident grav in legatura cu dispozitivul, trebuie raportat strangere recomandat. ’ ’ .

pacientul.
(14) fn cazul in care pachetul care nu este deschis de stomatolog este defect, solcitafi

15°C ~ 30°C.

-l pe tratament si evaluarea, in punct de
- s. ol instrmentoestacotarinad, i st un jente deb s
(1) Ar afotogratilor
Enf h i (¢ 3 i
‘3' nfermedades ntemas c"':‘: emaw'sms'a‘ diabetes y hemofiia, o Se uenen tomar medidas inmediatas en caso de accidente. radiografice siamodeluiui. nlocuirea de la productie.
el clente (usuaric) ) Trebtie 5 i ) i

(4) Alcohdlico, drogadicto, tabaquismo y
y

Telephone: +375 29 134 55 55
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I oy syl e 11 senonorn pciTiot ool

Jlata nponsosctsa

109)
it A ——— —————
).

¥ HIICHTa B BUIC KOPHA 5YG3,  AGUTMCHT, BHCTYNAIOWLI HEPES AcCHY B
HoloCTH pra DTH HpOIYKTH BKIOWIOT B CDR paVMIME CHCTEMS:
HMIIANTATOB,  OGCCHCINAIONIC ACKITCINNYIO GYNKILNO W SCTETiCeKiil
PesyILTaT, Oei NOXoKMe 1A ATy PN 0.

2.06aacri upuvenenis
T WVIIR TEACTARIAOT COG0Il XUPYPIINECKIIE HICTPYMENTIE, NP0
i nosTopHoro s

YCTaNOBKII JCHTATLHbX HNILIQHTATOS Wit TpOTC30B. OTHAHO ORI BRTIONaIOT
pavmne croatozorwceite dpe, e gpes, rayGuoMeps,

b cnre e 5-15 syt calie nosy
¢ Hpowoime nonepxiocte yripa  xupypriviecoro  uabopa  u
epyNeios i BoA0i, w106
HOTHOCTHIO CMBTL SHCTAIH PacTBOp.
i b

SUPYPINCRIE WCTDYNEHTS 16 GYAYT TOTOSTIO ST, 1 SO
i oo

CYIITE | TOBCPXHOCTE  (YTIADA  XHDYPIICCKOTO  HaGopa i
MHOFOPASOBHIX XHPYPIUUCCKIX WHCTPYNCHTOB CCTCCTBCHNbN OGIIOM Wi 5
coommercramn ¢ uwioN cymkn ouscnimers. B ciyue ¢ dymaspos

s

waGopa nepecp: Bepx oM i BICYIMIC 473 Goiee
[ Boan

* TIpHroAsHC 1A TIOBTOPHOTO. HCIIONLSOBANIA NHPYPIHICCKIE HHCTPYNCHI:
13 BPEMENNOTO HCTIONLS0BaS (HaTpHNED, (pesa u T 1)
— Boc XHpYPIIICCRIC HNBASHBHAC WSICHIA UPCAISHAICHS A BPENCHHOTO

3. Tlowasamen K npuenennio
HICHOTLIYETCA HpH YCTUOBKE CHCTEN JSHTAILLX IIIANTATOB TpH TIOTEpe
syGom 1.1, [Tonyuns nauneiros] Mawwicwts: 5 sospacre 18 ier u crapie, y

P
wrewueli)

[Mpeanoaraewi nossonarens] Bpas-cromarosor
[

XHPYDrANI, IMEIOUMIL TOATOTOBKY W OUMT PGOTH B OGAACTH XipypriL

i i pywiad cymka
HCTOI0BAIEN HEATPAMBHOTO TOAOTENLa 6e3 BOPC:

MOIOUUX CPEACTBAN it HHCTAILUE CPECTBAX O, HICTPYKIN

MenmunscKoe n3zenne

BHUMAHHE: CM. CONPOBOMTENLHYIO
JIOKYMEHTALHIO.

OGpaTHTeCh K HHCTPYKIUMH 110
npuMCHeHIio

Temmepatyprbiii uanasor

[ ——
92, Crepuamsauns

B T pm——

Jcrpywems neofXoNG CrepiToRars i TeNTRpaType 132 °C (270 °F) 0

et 15

revernie 30 oy (T crepitmaropa: rammanoru

Tipn reweparype Gonce 149 C (300.2 °F) yraap € koNzekron okt
crenyer

10, Mepua npeocropouoct

Tperonepumomoe wmponsne
s yeneuioro (€OGKOMINO TUGTEILIO BHTOTINTY CAEAVIOHE
PRS00 POTRCITL AR a5 OUEHY, 8 Tk PO ¢
TOUKI SPCHI MG CTONATO T

(1) Caenyer mposepurs, cocrosmNe NOTOCTH PTa HAUENTA ¢ HONOWO

He WenobayiiTe MIDANICHIOE 10 OUIIGKE XHPYPFON IFSICIHE B0 BpE
onepaiun.
— " Hateme we 101K LT, TOBTOPHO HEHOTKIOBNO Y PASHI TAIENTOR
Ges crepuamsan.
I WIICTPYMENT SrPASIEI, €X0 HeMlb3H HEOTLSOBATE ALKE Y OIHORO
oro e naumenra.

(2)  HeoBxoauMo IPEAOCTABHTS HANEHTY BHIGOP B IPHHATIN PEWweHHA npi
IO PIINIK METOIOD IS, IDEIOCTIMS JOSTITO0S
o rka acrcrs

@) c“;w otepim. uetopao Gt e, oo

Kaueetno 1 ounocts, 6um rapaiTHpoBaIL, cc keI
(Homsonirem) weToTsyer wRtoTIE MPOyATS, KoTopLe TPoMTH
A PO TAIOT e Has

Ecan manpaiene (UKCALII MEATY INITINTATON 1 KOWHEKTOPON

TOTU, G oL oTeeTIe MOMAIIX  COcTOnNG 1pes
noaroToKoit K oncpan
)

— B DEROMEILIYENOE KOIINECTAO HCHOMMORI NPCBLICHO, MOKET
pOISOITH Ae{OpMALIGE Ik MOTYT BOSHIKIYTh TPEUHIA 1A Hyen.
~ TomsomaTens foken KAWL, 4TO WyIETHE He CAEAVET HCIOTLIORTS,

Tpoayer nocrasaacrcn s muse secrcpus e, Bec wacnn,
SpsprIEHOf o, o

) Bipure apyprieckal wicrpyerr, ysiinas npasseil pascp
G8CTH XIPYPIINECKOTD RMCUIATEILCTE. )

10 mpo: .

wan opana.
TIpOWSBOITEND He HECET OTRETCTREHHOCTH 30 KAKHE-TIB0 NOBPECHIA
WIEI B PERINTATE CTEpILTIAIN ILIH HENPIBILIOND OOAIHIS, KPOME

ToI CTOpUIICAI TPOM 01 BHCOKIN ASBICHIEN, TPSAORCHOTD

TayGrovep 1
Kakoil u npencramien » Karatore. B uacrioct

Mapiiponka €0 €rUpacTEs P JUETION ocTaRtCH WbAEA Tocie

. cneayer nposepits
SCTHC 1A HATIIIC TAKIX OTIIONCHA, KaK HHOPOHOC TEA0, IATHG, MCTKHA
e, HCTeKIIE CPOK FOOCTH W T .

(8) Tlepea masasom XupypriviccKoil oncpatui 1posepire HiopaILIO 06

*Hpi HCHOMAORNN WICTPYNEIT UTx YAIEWIA CIEAYET HCOMA0RaTS
nposo,

* HECHEHIE HATDARICIIA ABICACIIA MHCTPYMCITA BO BPENA HCOHI0BANIA
Moker npuBectit & epopar e

11 Bumvamme!
e Sesomerors 1 spbserusvoro Hopaissoea cacToun WnasiTETSe

D) Xipupr aowwcn G cneaniern ¢ s ORI,

() Tiepes_mpovenciien Xipyprricexoi onepaun cieayer nposepims

yponi
R WA S —

(10) 1

(3) XUDYPI M0IACH HOCHTH ACCITHNCCKII OTICPAIIOHHLI XAIAT H IPOBOHTE

5. Muerpy [
HoxpoBityio mIPOPNAIIIO O IPOUEAYPE 1 XAPAKTEPHCTHKEX KONIONENTOB
AT CHOTEMB ACHTAIIX HNILTAHTATO! YEMBIX ¢ HICAANI, OV, B
KATATOre COOTHTCTAYIOUIN CHCTEM WNILINTATOB, BHIYUEHHONM. KONIAHEI!
«Merajlwen Humnanr Ko, T (MegaGen Implant Co., Lid).

6. Hemenareanine pipextsa
@ Coom wexcnrenmuix splecton caenyer mutenms eyawuo

o, aloylocs B noTepe anuacomMpuoli KocTi, KoL
NGO ETaGHTnoE . Hapy e kG, PSP ARETI oK
RO, SNy ACKITCIMOR YUK B peTTITe. e

(8) Hermamnanil m350p TG 1 T HORET TR K ey
L norepe o ep RO KocTi-

(6) Hontroxatas rurea noocri pra Y TaUMGATOR NOACE TpBECT X

BOSHHKHOBEHINIO M0G0HbIX HihexT

[y T ——

Gt s, ooy Gy ocoBeo croponi

() pommomren, e ecer ommerrasaocrs 1 mposicns,

(8) Jlammoc WyICHHC MOKCT HCHOTBSOBATRCH B cTparar, rie ono Gouto,
oa06peno  mpamescTsom

E
:

HEXOLL 1553 PASBITIIR THACAOT MK ayian
(2) Taxwe ocaomnenns, HesOMOTatHE, |mKwnn:nh: sy.x. Boas, orex,
Kposotenen, moctaere, ANoOpaTa, WbeRu, 368 naX T,
omymemc  pauipoAC,  Wenpamwbibii UpHKye, nepopammn
BepXIEUETOCTHON NASyXH, MIGKHEH (P, SIHANON AT, TYOHOI

54Th GEIBTRTON HEBUBITEILD BTOISHIOR XIPYPINCrof IPOLezyPs

M II0XOR0 OBUIEFD COCTORII F10pOBA TaLleHT

(3) Onencme BencacTBHE NOBPCAUICHIS HEPBA B 0AGCTH i OGbITHO
5 BCMCHIHM  CHNIITOMON, HO B HCKOTODHX CIVAIX ABIACTCR

B CYUAC BOSHUKHORCHI CEPESHOTO HHIULICHTS, CBASIHIOTO ©
(€AYET COOBITL 00 YTOM MPONSBOTHTEIO W KOMTETENTIOMY
opry Tecyaapema, . Xotepow wpericIppoRN HomIORaTems W (1)

7. Tiporumonowasanus
Ipu suGope nawewon caexyer ywmsar, nporusonokasama. K rakine

ciie uapymieis Kocriofi Tian

(2)  Heyuomtersopurenin rurwena nOTOCTH pTa M IETOAONNYECKES

eI B ATHBCO PO KoCTIH

(3) Buyrpemme saboreamns, TaKne KaK TeMIIOTCKDI, AWOET
h p

@)

A UHEHTL ¢ NCHX eI paCCTpOHCTRNH.

(5)  TlawienTsi, KOTOPHIM SQIPEULCHO NPOBCACHNE  NAPOAOHTAIBHbX
warecra/onepa

(6) Hemxuarpusccke pacerpoficra

Y mamewros ¢ aviepriell W cnewspusecie  TEpHIIM,

HEpRIBCIOLIYIO CTaTh W THTAMOB M crna
8. Xpaneune u oGpameine ¢ wszeaen
11) Xupypr et

@ Nipypmecsii ey cioer nenomoon om0 s
AMILIANTAL 3Y50B B COOTACTCTBHN ¢ MHCTPYKIUMH.
@)

HCIOTBSORNIEN CICAET IPOBCIITS )
(4)  Xupypriraeciii WHCTPYMEHT 18 CO3IQHNA KOCTHOH NOAOCTH CrcayeT
uekpoa

(8)  Xupypi it

(6) Caeayer VIBIOBATH  XHPYPIIECKHE
CoDTETCTRYIOUE CHCTOM INTAAITATOR.

Ba, ek Kak

s ropno b0 spous KBy
i Ol e oA

HHCTpYNCHTH ABTAOT

Cronmonmmiseens Gpews  caenyer sawewm.  nocie

epyNenT

¢y wsweper,
rccxoit oncpaui. Hoobxomna

e
S0-xparioro

50-spariioro. np e

(9) Mactora menonwsoans MOKET GuTh wMencHa B 3as)
oGpadori.
(10)

(11) Pacnaxosaioe win NOBPEAICHHOE WIACIHE HCTIONBIOBATH SAIPEILEHO,

(12) Viwneaws

?
* ECIN NOTLSOBITCAN HCHOTLSYIOT SHAIOTINHNC WSICI, KOTOPHC He
IpomozATEA 1 e npoAOTER KoNmaei «Mera et (MegaCien), MoryT

(9) Henpasuibil NOMCHT STURKI MOKCT NDHRCCTH K OGHIOICHINO 1t

3anpeiniaeTes HCHONL30BATE H3LEIIE,
JaiKe €CIIH YNIAKOBKA IOBDEK/IEHa 1pH
WITOTOBIEHIL.

VHHKAIBHBI HACHTH(HKATOP
n3ems

§E@*E9E&

Pecnybmke Beaapye:
O()O«Memnumaum

220090, M Toroceu pae 228, 0320
T 4355

IFU-11-R10 / 23-11-20
/nororun: «Meza/lowcen»
(MEGA*‘GEN)

Jltst Baweii yisi6ku Beerna/
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