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Quan trong - Tuy&n bd mién tril trach nhiém

San phdm ndy 1& mét phan cia hé thiing tng thé va chi dude si
dung clng vdi eae san phdm chinh hiing lén quan theo hudng din
va khuyén nghi clia Nobel Biocare Vigc sl dung cac san pham cla
bén thil ba khéng dudc khuydn nghj két hgp vdi san phim ctia Nobel
Biocare =& thm mét hidu luc mol bao hanh hodc cac nghia vy khac,
du la rd rang hay ngu ¥, cua Nobel Biocare Ngudi s dung san phdm
MNobel Biocare cd trdch nhi#m xac dinh xem san phdm o phi hdp
vl tiIng bénh nhan va tinh hudng cu thé hay khéng. Nobel Biocare
til chéi moi rdch nhidém, du 1 rang hay ngu ¥, va s& khing chju bt
k¥ tréch nhigm nao d&l vail thiét hal e ti€p, gidn tfip, mang tinh
triing phat hodc cdc thidt hal khac phét sinh W hodc lién quan d&n 18
treng phan dodn chuyén mén hodc thijc hianh ngh® nghigp khi sd
dyng san phdm cda MNobel Biocare. Mgudi sd dung cling ¢t nghfa vy
thudng xuyén cap nhiat cac thdng tin va 1i8n bd mdi nhét lién quan
dén san phim va Ung dung cla Mobel Biocare. Trong truding hdp cd
nghi ngd, ngudl sd dung phai lién hé vdi Nobel Blocare. Do vigc s
dung san phdm nay ndm trong quy&n kifm soat cla ngudl sd dung,
nén todn bd rdch nhigm thude vié ho. Nobel Biocare khéng chiu bat
ky trach nhigm nao dbi vdi cac thigt hai phat sinh 0T viée s7 dung san
pham nay,

Luu y réng mit 58 san phdm dude d& cap trong Hudng din SO
dyng nay co thé chua dudc cap phép, phé duyt hodc cho phép
luu héinh tai 18t cd céc thi tnddng..

Mb ta

Pham vi cla céc thidt bj dudc d& cap trong Hudng din Sq dyng (IFU)
nidy 1A héd thdng NobelZygoma™ Tilllra™,

Hé& thding NobelZygoma™ TiUltra™ bao gdm bén nham thist bj:

= Tru chén réng nhan tao NobelZygoma™ Tilllra™
= Try phue hinh Multi-Unit Abutments Xeal™ Zygoma

— Vit phyc hinh NobelZygoma™ Multi-Unit Abutment Xeal™
Zygoma

- Dung cy NobelZygoma™ Instrumeants

Céc thanh phan cay ghép nha khoa

Tru chén réng nhén tao NobelZygoma™ Tilltra™ |4 loal implant
nha khoa cé ren, dude Am til titan nguyén chit cfip do 4 ¢ tinh
tugng thich sinh hoo cao, vdi bl mat xd Iy aned haa TiUltra™ kéo
dai d&n midc n&n (platform) cda chén rdng.

BE& mat Tillltra™ duge phi thém mat Idp bao va dac bist bao gim natri
dihydro phosphat {MaH:P04) v& magie clorua (MgCls),

Implant NobelZygoma™ Tilltra™ 13 loal implant thanh song song, oo
két ndl a ving b implant 8 ket hap val abutment da ddn vi Xeal™
Zygoma.

- MobelZygoma™ 0* CC TiUlra™ cd n@n két ndi hinh nén trong
(Conical Connection) ¢ RP, vdi khda lyc gide rong dude cin chinh
theo truc implant.

- NobelZygoma™ 45° Ext Hex Tilltra™ o6 n&n két ndi hinh lye gidc
ngnim {External Hex) c8 RP, dudc céin chinh géc 45° so wdi tryc
implant.

NobelZygoma™ Tilllra™ oo cac chigu dai il 30 mm dén 60 mm, ting
theo bude 2,5 mm, vdi cde dic digm:

Binh ren anod hba (apex) dai 18 mm, dudng kinh 3,9 mm
Than anod hda (shaft) duding kinh 3,9 mm

C6 anod héa (collar) duding kinh 4,3 mm
{Hinh B va Hinh C)

MobelZygoma™ TiUltra™ dugdec daéng géi cOng vdi gid g8 implant
(implant mount) lam ul hop kim titan (Ti-6A1-4V), dude gin san vao
nén implant théng qua mdt vit 1Ap sn, (Hinh D)

Hirh B - Pham vi ciia implant NobalZ ygoma™ 45 Ext Hex Tiira™ RP
&0 rmm

o mm |
Hirth C - Pham i ciza implant NobeZygoma™ 0* CC Tillea™ RP

MobelZygoma™ @ !E Mobelfygoma™ 07 impkare
45 imgtant % o + sorow
WA + BT
- NobelPygoma™ 0 CC

45" Exi  Hex TiUlhra™ Irngstant

TiLlra™ Implart
Hirih [ - Emplant NobelZygoma™ 45" Ext Hex Tilra™ RP v HobelZygams™ 0° CC TiUIra"™ RP
ciing wili cAc gid ¢8 implant lidng dng
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NobelZygoma™ 0" CC TiUkra™

Conical . - -
@ Tightening torque clinical screw = 35 Nem

Hinh E - Pham i clia abutman (Multi-Unit Abutment) Xea™ Tygoma
Cac bd phén phuc hinh
Tru phuc hinh Multi-unit Abutments Xeal™ Zygoma

Mdc db widng thich gila pham vi cba implant MobelZygoma™
TiUlra™ (0* CC RP va 45" Ext Hex RP) va pham vi cia abutment
da ddn vj Xeal™ Zygoma dugc trinh bay trong Bang 1,

Tru phuyc hinh Multi-unit Abutments Xeal™ Zygoma Ext Hex va 17°
Multi-Unit Abutrment XealTM Zygoma Ext Hex (Hinh E) o két ndi
lye gide ngoal (External Hex). Multi-unit Abutments Xeal™ Zygoma
ExtHexcodchiBucao: S-3mm, M-5mm, L-7mmva XL-9
mm. 17" Multl-Unit Abutment XealTM Zygoma Ext Hex co 2 chigu
cac: 5-3mm va M-5mm, Ca hal logi abutment nay tudng thich
vdi implant NobelZygoma™ 45° Tillitra™ cia Nobel Biocare. Vit
phiyc hinh tidng thich va tay cim hd rd lp try dudc déng gdl kém
{co-packed) wdi Multi-Unit Abutment XealTM Zygoma Ext Hax.

Tru phic hinh 45° Multi-Unit Abutment Xeal™ Zygoma CC va try
phyc hinh 60° Multi-Unit Abutment Xeal™ Zygoma CC (Hinh E) cd
d&c diém 1 lién k&t dang thudn (Conical Connection - CC). Hai loai
abutment nady o 4 chidu cao: S5-3I mm, M -5 mm, L - 7 mm va XL
- 8 mm, va tudng thich vdi implant NobelZygoma™ 0° Tilllra™ cia
Mobel Biocare, Vit phuc hinh tudng thich va tay cBm hd trd 1ap dit
abutment dugc déng goi kém vdi Multi-Unit Abutment Xeal™
Zygoma CC.

Vit phyc hinh NobelZygoma™ Multi-unit Abutment
Xeal™ Zygoma Screw

Wit phuc hinh NobelZygoma™ Multi-unit Abutment Xeal™ Zygoma
Screw 1A vit ¢f dinh trong cdy ghép implant nha khoa dugc thidt ke
dé cf dinh céc phyc hinh réng hodc céc bd phén cua hé thdng
implant nha khoa, chéng han nhu ty phye hinh Muiti-Unit
abutmeant va try Anh thudng healing abutment, vao implant trong
xudng hodc mét ry phyc hinh abutment khac. Vit phyuc hinh dudc
diéng gol kém theo Multi-Uinit abutment Xeal™ Zygoma tdng thich,
nhung cling o6 thé dudc cung cap ridng lé.

Muc d6 tidng thich gilla vit abutment da ddn vi NobelZygoma™
Xeal™ Zygoma va abutment da ddn vj Xeal™ Zygoma dudc trinh bay

trong Bang 1.

- iiiiii

Hirih F - NobelZygoma™ Mulii-uni Abutment Xeal™ Zygoma Screw

Hé théing NobelZygoma™ 45° Ext Hex TiUlra™

E'-:““‘ Tightening torque clinical screw = 35 Nom

Muit-ur Abuimen Ken™ Dygoms £ Hex

17 Muli-eni Asrent Xeal™ 2ygoma Exi Mex

Baéirg 1 - Mue ) hudng thich gilla cic déng implant Nobalygoma™ Tilira'™, abutrment
Xagl™ Zypoma va vit abutment da don v Nobelfypoma™ Xeal™ Zygoma

NobelFygoma™ Dot Uit A trrssnt Monal™ HobelFygoma™ Muls-Link
Tillle™ implares Zygoma Abutrnert Xeal™ Zygoma scrows
HNobelfygoma™ 45" Mul-Uinit Auiment Mesr™ Sire matched 1o
ExHax Tila™ RP - Zygoma Exi Hex RF Mobelfypoma™ Muli-Lini
Implaris Sirns SHL Abutment Xeal™ Zygoma Screws
Sizes 3060 mm Hians S-%L
17" Multi-Unit Abutmont Xeal™  NobalZygoma™ 177 Multi-Unit
Zygoma Ext Hex RP Abutmant Xaal™ Zygoma Scrow
Sizes 5-M
NobelZygoma™ 45" Muis-Unit Abutment Xeal™  NobelZygoma™ bult-Uinit
0* GG Tillrs™ RP Zygoma CC RP Mbutrment Serew 45°400°
Implands Slees 5L
Szes 30-60 mm
B Multi-Linit Abutment Xea™
Zypoma CC AP
Sizes 5-5L
Dung cu phau thuat
Dung cy tao & xudng

Mi khoan trén MobelZygoma™ (Round By, mi khoan dinh hudng
n

I
chinh gg_ {Pﬂ_ on Dr_il!}, mi »g?g bén ﬂﬂm‘g_ ral Burrs), mil khoan
xodn (Twist Drills) va mii khoan dén hudng (Pilot Drills)

Mii khoan tron NobelZygoma™ (Round Burr), mil khoan dinh hudng
chinh xéc (Precision Orill), mii khoan bén (Lateral Burrs), mii khoan
xodn (Twist Drills) v mii khoan din hudng (Pilot Drills) (xem Hinh
G) dude sd dung 98 chudn bj § xudng (ostectormy) cho vigc dat
implant MobelZygoma™ Tilllra™ (0® va 45%), v chi ding cho mét
bénh nhan. Cac mii khoan cd nhidu duing kinh khdc nhauw (@ 2.9
mm va @ 3.5 mm) va nhigu chigu dai khac nhau, giip md rdng &
wuidng tdng bude dén dudng kinh va dd s&u phi hdp. Co hal loal mdi
khoan bén: loal thd va loai min, dude s dung d8 tao ranh hodc khe
(slotigroove) trong qua trinh phiu thust,

s, L



0mm

Hinh G - Ml khaan trtn NobelZygoma™ (Hound Burr), mil khean dnh aidng
xhe: (Precision Drill), mid khoan bin (Lateral Burs), miii khoan oodn (Twist Drils) v
mil khoan ddn hutng (Piot Drills)

1 @ il
w'll:h ﬁg Ei \'ﬁ beth dﬂn Uﬁﬂﬂ nahién xdong {BGHB il Guh:lﬂ

Dyng cy nghign xudng NobelZygoma™ (xem Hinh H) cd b8 mat
cét hinh try, dudgc sd dung dé logi bd phdn xudng du thia co thé
bao quanh phl3in cf (ving trén cling hodc ndn - platform) eda
implant nha khoa ngay sau khi dat implant hodc sau khi qua trinh
ianh thudng cla implant hodn 1t

B4 din hudng nghiin xudng NobelZygoma™ (Bone Mill Guide)
{xem Hinh H) duge gan tam thdi biing tay vao implant thang qua
k&t ndl coa implant, ding d& hudng din dung cy nghign xudng
dén v tri chinh xdc va gidi han dd su nghi@n trong pham vi d&
dinh trudc, Cé hai phign ban cia Bone Mill Guide, dugc thidt &
dé phi hep vdi hai loal implant NobelZygoma™ Tillma™: loai 0*
va logi 45, Dung cy nghign xudng MobalZygoma™ (Bone Mills)
dude ddng goi kém wdi bd din hudng nghign xudng
MNobelZygoma™ (Bone Mill Guldes), va cac bd dan hudng nay
cing co thé dugc cung cap riéng &,

Hirh H - Dying ey nghi®n xudeg MobelZygoma™ cé b ddn haiding v b3 diin hudrg nghign
wdng (Ext Hex vis C3)

Dung cu hd trg dét implant
B chuyén tay khoan MobelZygoma™ (Handpiece Adapter)

Bd chuyén tay khoan NobelZygoma™ (Handpiece Adapter)
(Hirh |} duge sd dung 98 gin implant NobelZygoma™
Tillitra™ khi két nGi vdi gia d8 implant (implant mount), va
duigkc k&t ndi val tay khoan nha khoa (dental handpiece) d&
thiic hién vigc dat implant va dinh vi ban dau,

Hinh | - B chuyin tay khoan Nobe(Zygoma™ (Handpioce Adapar)

Tay cBm NobelZygoma™ (Handle) (Hinh J) dude két nSi vdi gia di
implant (implant mount} d& hoan t8t viée dat implant
MobelZygoma™ Tillltra™ vao & xudng (osteotomy).

Hinh 3 - Tay chm NobelZygoma'™ {Hande)

Thiéi bi o chifu 54 [ ™ - thang v
i n

Thist bi chi thi chigu sAu NobelZygoma™ - thiing va gac (Depth
Indicators Straight and Angled) (Hinh K) duge sU dung 08 xic
dinh dé s8u cia & xuong (osteactomy) trong qua trinh phiu thust
dat implant nha khoa. Cac thigt bj nay cd thang do dénh s trén
tay cBm va than dé xdc minh g8 sau cla 6 xudng va hb trd Iya
chon chigu dai implant NobelZygoma™ Tillitra™ phi hop.

Hinih K - Thift bl chi thi chigqu slu NobelZygoma™ - théng/gic (Dapth Indcators
Saraight' Angled)

C#c thiét bi tuong thich

Mobel Blocare cung cfip mdt danh myc toan dién cdc thidt bj nha
khoa, bao gbm ca cic giai phap zygoma “truy@n thing” (legacy).
Mie dd widng thich hodc khéng hidng thich gilla cac thist bi thubc
Hudng d&n Sd dyng (IFW) nay — bao gBm implant NobelZygoma™
Tillta™, abutment da ddn vi Xeal™ Zygoma, vit abutment
MobelZygoma™ Xeal™ Zygoma va dyng cu NobelZygoma™ — vdi
cac thiél bj zygoma truy@n thdng duge trinh bay trong phin nay.

Dyng cy NobelZygoma™ oo thé dude sd dung két hdp wdi khay

PureSet™ Zygorma (Hinh L). Vui Ibng tham khéo Hudng din 54

dung (IFLU1067) ap dung cho khay @i ifu.nobelbiocare.com. Vi

tri dat céc thigt bj trong khay PureSet™ Zygoma dugde trinh bay

};Inng bang PuraSet™ Wallchart EU cia MobelZygoma™
Lira™,,




Cac dung cy zygoma truyian thiing (legacy) cia Nobel Biocare sau
day khéng tudng thich vdi implant NobelZygoma™ Tillltra™;

- Tay cam Zygoma

- B& chuyén két ndl vdl tay khoan

- Thist bl chl th] chiu s8u Zygoma - thiing
- Thiit bi chi thi chifu sdu Zygoma - goc

Béo v& mii khoan Zygoma (Zygoma Drill Guards) (Hinh M) co
thé dude si dung trong qud trinh chudn b 8 xudng (ostectomy)
véi mbi khoan xodn NobelZygoma™ (Twist Drills) va mai khoan
dfin hudng (Pilot Drills), hoat déng nhu 18 chén bao vé gida than
mii khoan quay va cdc md mém xung quanh, Vul léng tham
khao Hudng din Sd dung MNobel Biocare (IFU1095) tal
ifu.nobelbiocare. com dé bidt thém théng tin

Hinh M - Bao wi m# khoan Zygoma (Zygoma Dl Guand) v Bdo wh mii khoan Zygoma:
ngdn (Zygoma Dill Guard Shan)

(o] wnudng (osteotomy) cho implant NobelZygoma™ Tillltra™ (chi
&p dung vdi cac implant co chigu dal 30-52.5 mm) co thé duge
chufin bl bing mil khoan xodn Branemark System Zygoma
{Twist Drills), mii khoan din hudng (Pilot Orills) v& mdi khoan
trén (Round Burr) (xem Bang 2).

Vui léng tham khao Hudng din Sd dung MNobel Biocare
{IFU1095) d& bist thém thdng tin ehi &L

Ngodi cic midc dd Wwdng thich duge trinh bay trong Bang 1, implant
MobelZygoma™ TiUltra™ chi tudng thich vdi cac thidt bi va dung cy
phuc hinh truyan thing (legacy) dudc dinh nghia rong Bang 2.

Chu v Implant MobelZygoma™ Tillltra™ khing tudng
thich vdi cic abutment da ddn v| (multi-unit abutments)
truyn théing khac cla Mobel Biocare,

Biing 2 - Ml 84 hiding thich ol implant NobelZygoma™ Tilfma™ vél cic Bl
bj zygoma tuydin thing (kegacy) cia Nobel Bincane

Implant Corem Scrow. Sorerdrvenr Hataling Cwrilts
plus Drives Abusments
Hobelfygoma™  Cover Soew Screwdivers Haaling Beiresmank Sysieml
0° CC Titra™ CCRP Manual Unigrig™  Abulments  Zygoma Round B
RP Unigip™  20.28,3mm  CCRP Briema Sysiemd
Sres G0 SOEWINEE. oo Zypoma Twist Drill
Maching 24mm
Zygama Twist Orill
goma
naw .
Ertinemank Syssml
wm Zygama Twist Oril
J5mm
28, 37 mm
Mobelypoma™  Brbnemam  Screwdrivers Branemark  Lygoma Twest Dril
45" Ext Hax Sysamm haanus Unignp™  Siyst 3.5 mm Short
MRS Sue mmen e Mo
Staes T CoverSomy  Scewtdves Abismerits Mﬁﬂm
- s ormno
ma
20530, 35 mim short
35 mm

Mgodl céc midc dd tudng thich dudc tinh bay trong Bang 1,
abutment da ddn vi Xeal™ Zygoma chi tidng thich vdi cac thidt bl
phuc hinh, vit va tua vit truy@n thing (legacy) dugc dinh nghia trong
Bang 3.

Cho v Abutment da ddn vi Xeal™ Zygoma khéng tudng thich vdi
cac implant truy2n thdng (legacy) khdc cla Nobel Biocare,

Béng 3 - Mde &5 tudng thich cia abutrment da don vi Xeal™ Zygoma voi i this bi

i thing (legacy| cia Mobel
Buli-Linit Atwtrnert Serew Drivers Prosthesc Devices & Screws
Xeal™
mru-L;ﬂl.bum Screwedriver Mareal - Vit phuc hinh (Prosthtic Screw Mult-unit)
Meal™ Zypoma Ext  Mul-Unit 25 mm VR phc Wi o f ™ Wi
Hai P Serewdiver Mackine  NP/RP
Sizes 5-KL Muti-Linit 21 e - Mp 1anh thuidng (Healng Caps Multi-Unit)
17 M- Lini Screwdrivers Marusl - Gold Coping da ddn v F Map
.
Ahmg:gm Uinigrip tpm ihifi da ddn v (Gokd Coping
Sizes SHL SHELIO M Walt-Unit / Temporary Coping
E;rwd:ﬂnmt- Multi-uni)
45° Multi-Lirin Unigete _
Abutment Xeal™ 0, 25, 30, 35 mm - Impression Coping khay ding
ZIygama CC RP {Cloged Tray) da ddn w
Abugment Ples
- imprassion Coping khay ma
Atutmeni Plus
- Nép tgm Snap Coping d(Temporary
Ermpmmmmﬂmnﬁus]
Sizes S5 Universal Base Nan-Engaging Muliuni
B0 Mult-Lina S
Abuiment Xeal™ i i dinh vj (Position Locaior) cha
Zygoma CCRP Abutment [Muti-Uinit Abutrment)

Sizes S-HL Scanbody trong miding cha clip
a8 Abutmer {Multi-Linit
Abutment Level) NP, RP
Maobel Blocana Muli-unl Polo

Tharh khung impéant Procena Titanium
cha hism thio iip (Owverdantures) - chi
danh cho cip 48 Abutmeant da ddn |
{Multi-Unit Abusment Leval)

Chu implart Procera T1 - chi dinh cha ciip 84
Abutmenl do don v (Mul-Unit Abutrment
Level)

Clui implant NobeProcera® Zr - chi

dénh cho clip 89 Abutment {Muls-

Uit Abimiant Lavel)

Muc dich sd dung / chi dinh s dung

Tru chén rang nhan tao NobalZygoma™ TiUlra™ Implant ) dudc
chi dinh s dung oy ghép implant nha khoa dat rong xudng gb
mid, nham neo gill hodc hd trg phue hinh ring 88 phue hbi chic
nang an nhai cho bé&nh nhan.

Try phic hinh Multi-unit Abutments Xeal™ Zygoma dugc chi dinh
s dung d8 13p vao try chin ring nhén tao trong xudng nhdm ha
trel qua trinh dat rang gia.

Wit phyc hinh NobelZygoma™ Multi-unit Abutment Xeal™ Zygoma
Screw dugc ding dé€ cf dinh cac b phén cia hé thiing implant
nha khoa vao implant hodc vao mdt bd phin khic.

Tay cdm NobelZygoma™ (Handle) va B§ chuyén tay khoan
NobelZygoma™ (Handpiece Adapter) dugc si dung dé dat hodc
thao implant trong qua trinh phiu thudt implant nha khoa,

Mii khoan xodn Nobel ™ (Twist Drilis), mdi khoan din
hudng (Pilot Drills), mdi khoan dinh hudng chinh xac {Precision
Drill), mii khoan trén (Round Burr) vA mai khoan bén (Lateral
Burrs) dudc si dung d& chudin bj ho@c hd trd chudn bi 6 xudng
{ostectomy) cho vigéc dat implant oy trong xudng.

Thiét bj chi thi chifu s&u NobelZygoma™ - thang va goc (Depth
Indicator Straight'/Angled) dude sd dyng dé xdc minh dd =&u cla
@ xudng trong qua trinh phau thudt implant nha khoa.

Dung cu nghilin xudng NobelZygoma™ cd bd din hudng (Bone
Mill with Guide) v& b din hudng nghin xudng (Bone Mill Guide):
Bone Mills dude s dung d& logi bo xudng xung quanh implant
hoac ba mat kat ndi.

Bone Mill Guides duds sd dung d& din hudng dung cu khoan khi
logi bd xudng xung quanh b& mét kit ndi cla Implant.
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Chidinh
Tru chéin réng nhan tao NobelZygoma™ TiUltra™ Implants

Tru chén réng nhén o MobelZygoma™ 00 CC Tiblira™ va
MobelZygoma™ 450 Ext Hex Tillra™ Implant & cac implant nha
khoa ndi xudng, dude chi dinh dat vao xudng ham trén bing
phiiu thult d& hi trd céc thidt b phuc hinh nhu rdng nhan tao,
nhdm khdi phue chie ndng nhal cho bénh nhan, Cac implant cd
thé dude s dung chie nang e thi, mign 14 dap dng dudc cée
yéu cBu v& dé 6n dinh chi U&t trong hudng din sd dyng.

Tru phuc hinh Multi-unit Abutments Xeal™ Zygoma

Bde chi dinh sd dung d& hd trg vigc gdn cac phyc hinh nhigu
ddn vi, phyc hinh f dinh bing vit phuc hinh & xudng ham trén,
bao gm phuc hinh toan ham,

Vit phuc hinh NobelZygoma™ Multi-unit
Abutment Xeal™ Zygoma Screw

BEude chi dinh 50 dyng dé of dinh try phuc hinh nha khoa hodc
khung phyc hinh vao implant nha khoa, nhiim hd trd viéc thay
thé réng va dude chi dinh s dung nhu mdt cng cu h trg trong
phuc hid phuc hinh réng.

Tay cam NobelZygoma™
Buge chi dinh s dung d& nhdt va l&p g3t implant

MNobelZygoma™ TiUlra™ vao 18 khean xudng (ostectomy) mot
cach thi edng.

B& Chuyé&n Bdi Tay Khoan NobelZygoma™

Biucte chi dinh sl dung d& k&t ndl b [Apiap dat implant val
tay khoan nha khoa.

Mi Khoan Chinh Xac NobelZygoma™

Buge chi dinh sd dung d ham trén dé chudin bi difm vao cho 16
khoan xudng trude khi dit implant.

Mii Khoan Tron NobelZygoma™

Buge chi dinh sd dyng d& chudn b 15 khoan =udng trong xudng go
mé (zygomatic bone) nham hd trd viéc dat cac implant nha khoa go
ma Mobel Biocare.

Mii Khoan Canh NobelZygoma™

Bude chi dinh s dung d& chufin bj 15 khoan xudng trong xudng go
mé nham hd trd vigc dit cic implant nha khoa gd ma Mobel
Biocare.

Mii Khoan Xodn NobelZygoma™

Bugc chi dinh sl dyung dé chusin b 13 khoan xugng trong xudng
gd ma nhdm hd trd viée dat cac implant nha khoa gd mé Nobel
Biocare.

Mi Khoan D&n Hudng NobelZygoma™

Bude chi dinh s dung d€ chudn bj 13 khoan xudng trong xudng
@& ma nham h trd vide dit cde implant nha khoa gé ma Mobel
Biocare,

Thudc Bo Bd Sau NobelZygoma™ Géc va Thude Bo B Sau
NobelZygoma™ Thang

Budc chi dinh 50 dyng d& kiSm tra do séu cia 18 khoan xudng
v hi trdd Ita chon chidu dal implant gé ma phi hdp.

NobelZygoma™ Bone Mill with Guide va NobelZygoma™ Bone
Mill Guide

Mii Mai Xudng NobelZygoma™ véii Thanh D&n Hudng
(MobelZygoma™ Bone Mill with Guide) va Thanh Din Hudng MOi
Mai Xudng NobelZygoma™ (NobelZygoma™ Bane Mill Guide)
duge chi dinh 50 dyng d& loal bd md xuidng edng xung guanh
phan than rén (coronal) cla implant,

Thanh D&n Hudng Mai Mal Xudng NobelZygoma™ dude chi
dinh s dung d& dfn hudng cac dung cu khoan ding d& loai
bé xudng bao quanh b& mét kt ndi cda implant nha khoa,

Chéng chi dinh

- Bénh nhén khang di digu kign y 18 &8 thile hign phiu thudt migng.

- Bénh nhan co thé tich xudng khéng dd cho viéc dat impiant thang
thudng hodc implant gb ma (zygomatic implant).

- Bénh nhain mé kich thude, 55 lidng hodc vi trf mong mudn cia implant
khéng dat dugc dé dém bdo hi trg an todn cho lye chde ndng hode e
ngodl chile ndng (parafunctional load).

- B&nh nhan dy kidn phyc hinh vdi céc clu tric dodn b (single-unit
constructions).

- Bénh nhén d| Ung hodc qué mén vai titan tinh khist clp 4, hdp kim
titan Ti-BAI4Y (30% titan, 6% nhom, 4% vanadi), thép khéng gi, 18p
phi DLC (Diamond-Like Carbon), natri dihydro photphat (NaHzPOus)
hofc magia clorua (MgClz)

- Bénh nhan di dng hodc qua mén vdi polypropylene (chi 4p dung cho
Multi-Unit Abutments Xeal™ Zygoma Straight Ext Hex RP).

Cac Multi-Unit Abutments Xeal™ Zygoma 45° va 60 vdi kit nfi
con (conical connection) chdng chi dinh cho 1§t ca cac implant
khic ngodi implant NobelZygoma™ 0° CC TiUltra™,

Cée Multi-Unit Abutments Xeal™ Zygoma Straight v 17* vdi két ndi
lyc gigc ngodi (external hex) chéng chi dinh cho tat ¢ cac implant
khac ngoai implant MobelZygoma™ 45* Ext Hex Tillltra™.

Vat liéu
NobelZygoma™ TiUltra™ Implants

Implant:
Titan tinh khiét c8p 4 theo tigu chuln ASTM FE7, b bd sung natri
dihydro phatphat (NaH:POu) v magie clorua (MgCls).

Gia dd Implant va vit:
Hop kim titan Ti-6AIW (90% titan, 5% nhdm, 4%
vanadi) theo tiéu chudn ASTM F136 va |50 5832-3,

Multi-Unit Abutments Xeal™ Zygoma™ thdng

Khdp phyc hinh Multi-Unit Abutments Xeal™ Zygoma -
Hep kim titan Zygoma

Hgp kim titan Ti-BAI4Y (90% titan, 6% nhdm, 4%
vanadi) theo tiéu chulin ASTM F136 va IS0 5832-3, natri
dihydro photphat (NaH:POu), magie clorua (MgCls).

Tay cam {(Handle):
PP {polypropylene - polypropyien.
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Wik
Hdp kim Ti=6AK-4Y (30% titan, 6% nhdm, 4% vanadi), duge phd idp DLC
{Diamond-Like Carbon - idp phi cachon giting kim cudng).

Hr,q.-. Kim titan Ti-6A-4V (90% titan, 6% nhom, 4% vanadi} theo
tidu chufin ASTM F136 va 1SO 5832-3, cé chia natri dihydro
photphat (NaH:PO4) v magie clorua (MgCls).

Tay cam (Handie):
Hdlp kim Ti-6A4Y (90% fitan, 6% nhom, 4% vanadi).

Vit (Screw):
Holp kim Ti-BAI4Y (20% titan, 6% nham, 4% vanadi), dLh;‘l:pl'HJkﬁ:lDLC
{Diamond-Like Carbon - Idp phi cachan gidng kim cudng)

Vit NobelZygoma™ Multi-unit Abutment Xeal™ Zygoma

Hdp kim titan Ti-6A1-4Y (90% titan, B% nhdm, 4% vanadi) theo tidu
chufin ASTM F136 va ISO 5832-3, dugc phd Idp DLC (Diamond-
Like Carbon - ldp phi cacbon giding kim cudng).

Mii khoan NobelZygoma™ Twist Drills va NobelZygoma™
Pilot Drills

Thép khing gi 1.4197 theo tigu chudn ASTM FBIS, dugc phi Idp
DLC (Diamond-Like Carban - ip phd cachon giging kim cudng).

Midi khoan NobelZygoma™ Precision Drill, Round Burr va
Lateral Burrs:

Thép khang gi 1.41987 theo tiéu chufin ASTM FR29.

Tay cBm va b chuyén ddi tay khoan NobelZygoma™
(MobelZygoma™ Handle and Handpiece Adapter):

Thép khéing gi 1.4301 theo tifu chusin ASTM F899, va hop kim titan Ti-
BAI-4V (90% titan, 6% nham, 4% vanadi) cSp 23,

Thude do d8 séu thdng va nghiéng NobelZygoma™
(NobelZygoma™ Depth Indicator Straight va Depth Indicator
Angled):

Thép khéing gl 1.4301 theo tiéu chulin ASTM FB99,

Dung cy nghign xudng cd hudng dan va b§ hudng
dan nghign xudng NobelZygoma™ (NobelZygoma™
Bone Mill with Guide va Bone Mill Guide):

Dung cu nghi@n xudng (Bone Mill);

Thép khong gi 1.4197 theo tiéu chudn ASTM F222, dude pho ldp DLC
{Diamond-Like Carbon - Idp phi cacbon giding kim cudng).

B huding din nghign xudng (Bone Mill Guide):

Help kim titan Ti-BAI4Y (90% titan, 6% nhdm, 4% vanadi) theo tigu chudn
ASTM F136 va IS0 5832-3.

Canh bdo

Canh bao chung

Vigc khang xac dinh chinh xac chigu dai thyc t8 cia mil khoan
so vdl cde s8 do trén phim X-quang cd theé din dén 18n thudng
winh vién cho day than kinh hodc cac ciu tric quan trong khdc (vi
dy: xoang, mang Schneiderian).

Mgoal cac bién phap phang ngda bt bude 98 vail mal ca phiu
thudt nhd v& khudn, trong qua trinh khoan vao xJdng ham, cin
trénh géy t8n thudng ddy thiin kinh v& mach mau biing cach dia
vao kidn thide gial phiu va phim X-guang trudc phiu thudt.

Canh bao

Tdng quan
Khéng thé dam bao ty 1& thanh cdng 100% cho vige ciy ghép
implant. Bfc biét, viéc khdng tulin thd ding chi dinh sd dung cla
san phim va quy trinh phiu thudt hodic thao e =0 Iy co the din
dén that bai.

Bigu tr) bng tmplant cd thé gay tigu xudng, that bal sinh hoc hodc
cd hoc, bao gbm ca gay do mai cia implant.

Sy phéi hop chat ché gilla bac sT phdu thudt, béc si phuc hinh va
k¥ thudt vién labo nha khoa 18 y&u 15 thidt ydu d& dat dugc kit gua
difu tr] Implant thanh cdng.

Cae thifit bj thufe hé thdng MobelZygoma™ Tilltra™ chi dudc sd
dung vdi cdc dung cy varhodc thanh ph#in, linh kign phyc hinh
tldng thich dudgc x&c dinh clia Mobel Biocare.

Wiéc sd dung dung cy, linh ki#n hodc thanh phan phyc hinh khdng
dugic thigt k& dé ding clng hé thdng NobelZygoma™ TiUlra™ cb
thé dan dén hu hdng sén phdm, 1n thudng md hode kit qua thim
mi khing dat yéu cau.

Khi s dung thiét bj hodc phudng phap digu tri mdi [&n d3u tién,
nén lam viéc clng dong nghiép cd kinh nghiém vdi thigt bj hoac
phudng phép dé d& giam thifu nguy cd xady ra bifn ching.
MNobel Blocare cb mang Iudi cb van todn ciu san sang hd trd cho
muye dich nay.

Bac bidt quan trong la phai dam bao phan bd e ding céch
thiing qua viéc digu chinh va thich dng cda mao hodc ciu ring,
bing cach digu chinh khdp cfin vdi ham dsi dign.

Mgoai ra, cdn tranh cac e tac ddng ngang qua mdc, dac biét
trong cac trudng hdp tai lue wic thi (immediate loading).

Cac thidt bl dude danh diiu “CAS; 7440-48-4" co chida Coban
{Cobalt) véi ham Iudng 1n hon 0,1% theo khdi lugng. Coban
dudc phén loai l& chiit CMR 1B {cd kha nang gy ung thu, dit
bign gen vafhodc anh hudng dén sinh san).

Tuy nhién, cac béng ching khoa hoc hién tai cho thy cac thibt
bi y t& dudc san xuadt 1 hdp kim thép khang gi cd chida Coban
khing lam tang nguy cd ung thu hodc anh hudng xfu dén chie
nang sinh san.

Thiét b| chua dudc dédnh gia trén bénh nhi, thanh thidgu nién, phy
nd mang thai hodc dang cho con b, va khéng dude khuydn nghj
sU dung cho tré am,

Vigc digu trj théng thudng chi nédn thue hidn sau khi giai doan
phat tridn xudng ham d wdi thidu nign d8 kat thic va dude xac
nhan day da,

Trude phiu thudt

Can tién hanh danh gia tAm Iy va sinh 1§ cdn than, sau d6 14 kham
I&m séng va chiin dodn hinh dnh d& xac dinh mude d6 phi hdp coa
bénh nhdn d8i val didu tr irdde khi tidn hanh phiu thuat,

Can dic biét Iuu y d8l véi cic bénh nhan ot y&u & tal chd hodc
todn than cd thé anh hudng d&n qua trinh lanh thudng cda mb
xuidng, ma m&m hodc qué trinh tich hdp xudng (osseointegration),
chéing han nhut hit thudc 14, vé sinh réng migng kém, tiéu dudng
khing kigm sodt, xa trj ving ham mat, didu tri bing steroid, hodc
nhi&m triing xUdng 1&n cin,

£45i vdi bénh nhan dang ditu ir bang bisphosphonate, ¢3n Canh
béo diic bigt,

Nhin chung, vi tri dat implant va thidt k& phue hinh cin dude disu
chinh phis hglp vi tinh trang c& nhan cua tiing bénh nhan.

Trong cac trudng hdp nghidn rang (bruxism), thdi quen cin chic
néng khac hodc tidng quan ham khang thuén Idi, oo thié cin xem
widt lal phudng &n dide tri.

Céac thiiu hut md clng hoSc md mém trudc phiu thudh co ths din
dén kit gua thdm my kém hodc goc dd implant khang thudn i,

Tét ca cac thanh phin, dyung oy va thist bj duge sd dung trong qué
trinh [8m sang vahodc tal phong labo phai duge duy tri trong tinh
trang hoat ddng 5t
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Céec dung cu ciin dugc bdo quan va duy tri trong tinh trang 6, dang
thdi phai thao tic cin thitn g8 tranh gy hu hgi cho implant hodc
cac thanh phan khac.

Bigu tri bang implant gd ma (zygomatic implant) cd thé duge thuc
hién dudi gay té tai chd, an thdn tinh mach (IV sedation) hodc gay
mié todn than, thy thudc vao tinh trang va yéu cu cia bénh nhdn.

Trong phiu thust

Cham sde va bdo quan dyung cy vH khudn I3 y&u 1§ then chit d&
dam bao két gua didu tri thanh cong.

Dung cu dugc 8t khudn khing chi bao vé bénh nhiin va nhan
vign y t¥ khol nguy of nhifm tring, ma cén ddng vai trd guan
trong trong viéc dat dude kit gud digu trj 16 uu.

Do kich thude nhd cda cac thid@ bi, can Canh béo d8 wanh tnh
trang bénh nhén nudt hodc hit phai,

MNén s dung céc dung cu hi trd chuyén dung nham ngdn ngla
viée hit phai cdc bd phén rdi, chang han nhu gac, dé cao su
{dental dam) hodc tm che hong (throat shield).

Implant c6 thé dugc dat nghiéng dén 45" so vdi mat phing khdp
cén,

Khi s dung d goc nghigéng td 30" dén 45°, cln twan tha cac
nguyén tie sau:

Implant nghiéng phal dugde lién ket (splimed) vdi cac implam
khac.

Can s dung 15 thidu 4 implant khi phyc hinh cf dinh toan ham
khing réng (fully edentulous arch).

Sau khi dat implant, danh gia cia bac 57 phiu thut vig chit Iudng
xudng va dd &n dinh ban Jau s& quy&t dinh thdi difm cd thé tai
Igfc [&n Implant.

Thigu hyt v& s8 Wigng hodc chat ludng xudng con lal, nhidm
tring, hosic cac bénh 1y todn than cd thé 14 nguyén nhan din dén
thdt bal trong qua trinh tich hdp xUdng (ossecintegration), cé
ngay sau phdu thudt va sau khi qua trinh tich hdp ban dau da
hodn thanh.

Mémen wdn (Bending moments).

Céc lije tao ra mémen ulin dude xem 13 Bat Ioi nhat, vi ching cb
thé anh hudng dén dé &n dinh l8u dai cia phyc hinh trén implant.
BE glam mbmen udn, cin 18l Uu héa su phan b lue bing cach:
n dinh theo cung réng (cross-arch stabilization),

Giam phan hiing xa (distal cantilever),

Thiét I&p khdp cén can bang,

Giam df nghiéng mul réing coa rang phyc hinh,

Khi digu chinh hodc sda ddi phuc hinh, cin ding nhigu dung dich
tuidi nita {copious irfigation) va trang bi bao hd phi hdp,

Tranh hit phal bul phat sinh trong qua trinh thao t&c.

Sau phiu thuét

BE gidp dam bao két qua digu tr 15u da&i thanh cdng, khuy&n nghi
nén thijc hign theo d&i b&nh nhan dinh ki mét cach toan dién sau
khi cliy ghép implant, dBng thdi hudng din bénh nhan vé viéc
duy tri vé sinh rang miéng ding cach.

Déi tudng sd dung va nhém bénh nhan

Hé thing NobelZygoma™ Tillitra™ dude sd dung bdl céc chuyén
gia cham sdc sdc khde ring miéng.

Hé th&ng MobelZygoma™ TiLlitra™ dugic chi dinh sd dyung cho
bénh nhan mat rAng todn ham hodc sdp mat ring todn ham.

Ldi ich lam sang va céac tac dung khéng
mong muén

Ldi ich lam sang lién quan dén hé thing NobelZygoma™
TiUltra™

Hé& thiing MobelZygoma™ Tilltra™ & mét thanh phin trong qué trinh
digu trj bang hé thdng implant nha khoa va'hodc mio, ciu rdng. Ldl
ich 1Am sang mé bénh nhan cd thé mong doi td qua trinh didgu tri [
khdi phye l3i rang da mét vi/hodc phuc hdi céc mEo rang.

Céc tac dung khiéng mong mudn lién quan dén hé thdng
NobelZygoma™ Tilltra™

Wide dat implant nha khoa [& mdt thi thudt x4m 18n, b thd di
kéém wdi cac téc dyng phy théng thudng nhu: vigém, nhifm tring,
chily mau, iy mau, dau va sung.

Qud trinh khoan vao xddng ham hodc dat implant co theé (trong
nhiing trudng hdp hiém gap) ddn dén gay xudng, t8n thudng
hodc thing cac ciu tric/phyc hinh 1&n cén, viém xoang, hodc
il loan cam gidciviin ddng, tiy thude vao vi tri cly ghép. Trong
qué trinh dat implant, phan xa ndn (phan xa hau hong) cd thé bj
kich hoat & nhiing b&nh nhan co phan xa nhay cam,

Impiant nha khoa & cdu trdc nén coa hé thing nhigu thanh phin
thay thé rang, do dé ngudi dude cdy implant cd thé gap cac t&c
dyng phy tudng tu nhu rAng t nhign, chang han nhu: vigm nigm
mac quanh implant (mucositis), cao rang, viém quanh Implant
(peri-implantitis), rd, lodt, ting sinh ma mém, tidu hodc tut ma
mem vahodc md cing. Mot 58 bénh nhan od the xuft hién thay
481 mau sde vang nidm mac, vi dy nhu x8m mau,

Mhin chung, cic nguy cd dang chi ¥ nhat lidén quan dén implant
Zygoma la viém xoang va hinh thanh dudng ré (fistula).

Wige dat abutment (tru phuc hinh) va &c vit Implant cOng 1& mat
phan coa tha thudt xam 18n, cd thé kém theo cac tdc dung phu
théng thudng nhu: viém, nhi&m tring, chay mau, tu mau, dau,
suing. Trong qua trinh dat hodc thao abutment, phan xa ndn (gag
reflex) cd thé bj kich hoat @ bénh nhén cd phan xa nhay cam.

Abutment cia implant k3 mdt phan trong hé théng nhigu thanh
phan thay thé rang, vi vay bénh nhén cing cd thé gap cic tac
dung phu tidng tf nhu réng t nhign, chang han nhu: xi mang
du, cao rang, viém niém mac, loét, tAng sinh mo mam, tiéu hodc
wit md mém valhodc mb cling. Mot s8 bénh nhan cd thé xudt
hi&n d&i mau niém mae, ching han nhu xam mau,

Theo yéu cau cda Quy dinh v& Thit bj ¥ t8 Chau Au (MDR; EU
2017/745), Tém tat v An todn va Hidu qua Lam séang (SSCP)
dugc cung cdp cho cac san pham:

Implant NobelZygoma™ Tillltra™
Multi-Unit Abutment Xeal™ Zygoma
Vit Multi-Unit Abutment Xeal™ Zygoma cla NobelZygoma™

Tai ligéu SSCP oo thé dude truy clp tal trang web sauw: (phin
duding diin duge cung cdp trong tai lidu géc);

e europa, euftoolsfeudamed®

Thiing bao v cac si cd nghiém trong

B vdi bénh nhan, ngudl s dyng hodc bén thid ba tai Lign
minh Chau Au va tal cac qudc gla cé hé thing quan Iy tudng
dudng (theo Quy dinh 201 7745/EL v& Thidt bl ¥ t&): néu trong
qud trinh s dung thigt bi nay hodc do viée sd dung thidt bi nay
ma xay ra sy ¢ nghiém trong, vui long béo cdo sy of do cho
nha san xuft va cod guan cd thim quy®n quic gia cla ban.
Théng tin lién h$ cia nha san xust thist bi dé bao céo sy b
nghidm trong nhu saw::

Mobel Biocare AB
www, nobetbiocare comicomplaint-form

* Trang web s& cung cAp khi Co =8 diT 8y chiu Au v& thidt bj y
1 (ELIDAMED) chinh thic dudc ra mei

Quy trinh phéu thuét
Hudng dan trudc digu trj

& hinh tiéu xudng va cac lua chon digu tri

Wige higu rd muc dd tidu md cdng va md mam 1a rdt guan trong,
vi mie d¢ tidqu xudng (Hinh M) s& quyét dinh phac db phyc hinh.
BiBu nay co nghia 1a phin xudng & rang con lai 8 dinh hudng
quy trinh phiu thudt (Hinh ©), va quy trinh dé s& hé trd cho ké
hoach digu tri phyc hinh.
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= 46 mm chifiu diy sudng cbn s < 48 mm chifiu diy xudng obn lai

Hinh W - M hirh Bu xidng - Trude khi phyc hinh
* Gawo 1, Fan S, Wang £, Wu ¥, T4 W o toi e o1 v cic hilin chding o b sl Cuad 2ygoms mes guy ish o8 huang dls giss phiks inn benh chiln S miong him trés nding: Ehin e bl s vl il gan Sea o5 i 8in 17
rlen. Clirseal Implant Dentistry and Rosried Ressarch, 2003, 113 8ol 10,111 Leid 13096

Khéing B8 sufang: Cay ghep implant Titku xeuiting rihes: Phite 6 Thésu muicing ndng: K§ Tidu sabcing néin /by xudng
iy ] imafc 4 canc Ky thudl Quad

Hirth O - M hind Bu xudng wa céc chidin e phuc hink i ndng

K§ thuiit Zygoma két hgp (Hybrid Zygoma Technique)

Trong phic d digu tri theo ki thudt Zygoma két hap (Hinh P, hai
implant Zygoma dugc dat 4 vang phia sau, vai dim trdl a4 vi tr
réng ham nhé thd nhét hodc thd hal, O ving xudng ham trude (ving
tign ham), c3n dat it nhat hai implant nha khoa théng thudng.

Luu y:
©48i vdi ca phiu thult Zygoma kil hop da dugc I8n k& hoach, nén
dat ca¢ implant ving trude tride tién, nham xdc nhdn d§ &n dinh
ciia ehing trude khi hoan 1t vigc dét cac implant Zygoma phia sau.

Hinh P - K thufi Zygoma kél hap (Hybnd Zygoma Technigue)
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K thudt Quad Zygoma

Trong k¥ thudit Quad Zygoma (Hinh Q), chi sd dung cac implant
Zygoma, khuy&n nghi dit hail implant 8 ra d ving rdng ham nhd
va hai implant tr&i ra & ving réng nanh hodc rang cla bén,

Luu §:

B5i vdi ca phiu thuét Quad Zygoma d3 dudc 18n k& hoach, nén
bt ddu bang viéc dat cac Implant ving trudc, théi gidl
khoéng cich an toan vai b & mat dé bao vé san & mat.
Cacimplant viing sau dudc dat sau khi hoan t3t implant vang trudc
nh&m trénh va cham.

Hih G - 5 e uad Zygoma (Qusd Zygoma Techniqus)

Phudng phép tiép can cé hudng dan giai phiu

Muc tidu cia qua trinh d&t implant 14 dam bao phin cd ren cila
Implant Zygoma {phan chép) duge cf dinh viing chéc trong
xudng go ma, ddng théi n&n implant (implant platform) duidc
dat & vi tri Wi Uu d& nang da phuec hinh,

Canh bao:
Tranh dé than implant hodic ndn implant nha ra qua mude khéi
thanh ngoal xoang ham trén hodc mao xudng § rang, nham
giam thigu nguy cd bigén ching lién quan d&n xoang hole it
md niém mac.

Hudng di 1Gi uu cia implant chiu dnh hudng bai dac diém gidi
phiu cia phic hp xudng ham trén - xudng g ma, ching han
nhu d¢ cong cua thanh xoang ham v mic dd tidu xudng &
rang.

Ba phudng phap phiu thuit dudc khuyén nghi d8 dat dude
muyc téu nay co thé dude phin loai nhu sau:

- Trong xoang (Intra-sinus)
- Rénh xoang - doc theo thanh ngoal xudng ham trén
- Ngoai xoang (Extra-sinus)

L&p ké hoach k§ thusit 58 cé thié ha trg xac dinh trude phudng
phép phiu thudt cy thé s& dudc ap dung, dang thdi hudng dan
each tifip cin theo giai phiu (xem Hinh F),

Buding rach;

Rach nhe v& phia khdu cai (Hinh 5) cla mao sudng & réng,
nham dam bdo cé di mé sting hda & viing ham tré&n mat rang,
két hdp vdi duing rach tha didng d phia xa.

Boc tach vat niém mac - mang xudng toan phan dé bac 10
thainh ngoai xudng ham trén va xudng gb ma,

Thi&t k& vat phiu thust sao cho bao gém phan md mém day &
kh&u cal, d8 eé thé tai dinh vi v& phia ngoai (md), che phii ving
nén implant,

Luu y: Khi c6 thé, nén tranh rach v2 phia ngoai (buccal),

Hinin 5 - Beffing rach trién méo xuong (Crestad Incigion)

Gildi phiu phie hip xidng g mé - widng ham trin

KY thizdi rong xoang
Hind R - Phuking phip phiu thust cf huing din il phiku
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hid rdng v phia ngoail dé boc 16 tha Jdng go ma

Cac miic giai phiu . : o o LlE

1. Bdc thch v& phia ngodi d mat ma (buccal) cda xu =}
Canh béo: Khi tifn hanh bbc 14 viing phiu thust, cin dac bigt iy md, xde dinh dudng khdp g ma jhﬂm “}gn‘ kéo gﬂ?.ﬂn
¥ d&n cac cdu tric gidl phiu quan trong nhu day than kinh, finh d&n khuyét trén - gb ma.
mach va ddng mach. Tén thudng cdc ciu tric nay cd thé din
d&n bign ching nghiém trong, bao gbm tin thildng mét, chay 2 Hudng v phia dudi {caudally), tdch rigng va néu can thigt
mau nhidu va ri loan chide ndng thin kinh, (trong nhing truding hop higm) cét bd cac sdi cd cén

{masseter) can trd vide ti8p cin xudng gé ma.

Vigc higu rd vaa xac dinh chinh x4c cac miéc gisi ph3u 13 y8u 15 then

chét & ngan ngila cac bisin chilng phdu thuat khéng mong mudn. 3 Boc 19 bd dudi ngoal cda xudng ham trén cho dén than
Mt 56 méc gidl phau quan trong (xem Hinh T) bao gam: xudng go ma.

1. LA dudi 8 mét

2. Géc sén 6 mat

3. Khuyét trén - gd ma

4, Budng khdp gd ma - ham trén

5. B dudi ngoal xudng gé mé - v| trf bam cia cd céin
6. Thanh sau va thénh ngoal xoang ham trén

7. H& dudi thai dudng

8. Gde mii

Dua trén ké hoach 4o (k§ thuit s8), xac dinh hudng di cia
implant doc theo thanh ngoal cia xudng ham trén v phia khuyst
trén - g ma, dong thdi bao vé nguyan ven cic cdu truc guan
trgng (Hinh W),

Céanh béo Mac di hudng di cua cac implant Zygoma c thé dude
dat tdi bat ki difim ndo trén xudng gé ma, can Iuu ¥ kha ning va
cham gidia hal implant Zygoma trong trudng hdp thie hign ki
thudt Cuad Zygoma, hodc trong ki thudt Hybrid Zygoma, cfin tinh
dén kha ndng du khéng gian dé dat implant ndu sau nay chuyén
sang cau hinh Quad,

Hinh T - Céc mdc gidi phills Khéng nhat thist phai d& phan chép o ren ciia implant 1iép
cén dén khuy&t trén - go ma.
Binh hudng ban dau

Xac dinh xudng ham trén ya ving dudl & mat

1. Vigc quan sat xudng ham trén thudng dude thue hidgn
tll phia ghn (mesial) sang phia ngoal (lateral) va ra phia
sau (postarior),

2. Bat dBu bang vide xac dinh cau tric xudng cia & mi,
san mii va gac mii, di ln phia chop d8 xac dinh 18 dudi
& mat (Infraorbital foramen, Hinh U), tim vj trl b dudi &

mét (infraorbital rim) va thyc hién cic bién phéap bao vé Hinh W - Xac dinh huling di i implant
trong sudt qua trinh phiu thudt
Céanh béo DE trénh 18n thudng day than kinh, digu quan .
trong Ia xdc dinh va bao vé day than kinh dudi & mat Chuén bij I6 xudng
Hudng din ki thuéit khoan higu qua, 4p dung cho c ba

phudng phép phiu thuat

1. Bt dyng cu kéo (retractor) d& bidc 1§ ving chop xudng
g ma (tudng tng vdi didm trdi coa implant Zygoma).

i Bat thém dyng cu kéo & khuyBt trdn - gd md
{frontozygomatic notch) dé ting cuding khd néing quan
sat cdc didm trdi chop implant dy kién.

) 3 Khi qua trinh béc tach hoan tat, cc mac gial phiu sau
hm
Hinh - Jek i cc mdc il phic: Xaling eken v vl vng ol ik s8 dé nhan bist: géc mai, 1§ dudi 8 mat, dusing khdp
xudng ham trén - go ma, vi tri bam cd can, va than xudng
gb ma.

4 Xac dinh ddng difm vao cia mii khoan 08 thuc hign 13

#Udng trong xoang (intrasinus osteclomy, néu ap dung),
nam ngay phia kh&u cai cia mao xudng & ring. b



5 Sddung chuyén ddng tiéin - lui (in-and-out maotion), khoan vao
ullidneg trang 1-2 gidy mdi @n.

6. Su dyng mii khoan ma khang 1t ding cd tay khoan, Didu niy
dam bio Wil lién tuc d& ria sach manh xudng va manh vun,

Canh bédo Tl ca cac thao téc khoan va chudn b xudng nén dudc
thifc hign dudi widi nude dai dao va vdi 18c dd 16 da 2.000

wong/phit (rpmj.

7. Duy tri tudi nudc ddi ddo bang dung dich mudi sinh 1y (saline)
trong swdt gud trinh khoan, sau khi hodn 3t chudl thao tae
khoan va tnide khi théo dung cu kéo (retractor, Hinh X).

B bao vé miii khoan

B4 bao vé mii khoan gitp ngdn ngda 1Wn thudng WS hodc mdi do
than mii khoan.

Bac sTphiu thudt va trd thi c3n dam bdo bao vé cicmé nay
trong sudt qua trinh thifc higén thd thudt,

Luu y BS bdo vwé mii khoan cd hai chiBu dai khdc nhau, nhu
minh hga trang Hinh M.

Hirih X - Chuiin b i mldng {Ostectomy Preparation) vl mii khoan NobeiZ pgoma™

Cén trong Tranh tac dung lie ngang 1&8n mii khoan xoay (twist
drill), vi digu nay cb thé ddn d&n gay thift bj vavhodc tén thudng
cho bénh nhan,

Canh béo Xac nhdn réng titca cac dyng cu k&t ndil g8y dudc khda
cht trude khi sd dyng. Mgt mii khoan ldng oo thé gay nguy od
thudng tich tinh cd cho bénh nhén hodc thanh vign nham phiu
thuat, ddng thai ngén ngila nguy cd nust hode hit phai thist bi.

Canh bo Hay cdn thin dé trdnh lam t&n thudng céc ciu tric giai
phliu quan trong/vat sting khi khoan, do hudng di sal hodc khoan
qua séu, vi didu ndy co thé gay t6n thudng vinh viln che bénh nhan.

Hé théng kiém tra dé sau

T&t ca cac mii khoan (I1-111) d8u c6 phign ban ngdn va dai, va eb the
sU dyng cho ca implant NobelZygoma™ 0° CC va MobalZygoma™
45" Ext Hex Tilltra™.

Tatca cac mii khoan xoay {Twist Drills) cia NobelZygoma™ dau
dugc dénh dfu 88 b8 trd chuin bi I3 xudng dén ding 46 sau vi
tri cBn thidt (xem Hinh Y).

Hinh ¥ - Hi thiing kifim tra 08 s8u

Ky thuat Branemark trong xoang

Myc tiéu: Phudng phap nay nhdm dam bao phan cb ren cia
implant dudc cf dinh trang xudng gd ma, trong khi than implant
(shaft) dudc dat bén trong xoang,

Buding tifip cén phau thust cho cila s trong xoang

Tay chon: Vige tao mdt cda s8 kidm tra (inspection window) qua
thanh trudc cia xoang ham trén gidp xac dinh va thao tac nke
nhang vdi niém mac xoang, déng thai ddnh gis tnic quan phian
bén trong cla xudng gd ma.

Trong ki thudlt Hybrid Zygema, mét cda s kich thude 10 x 5 mm
dude tao doc theo bd dudi ngoal cia xudng ham trén {Hinh Z).
Trong ki thugt Quad Zygoma, cla s cd thé idn hdn, kéa dal hudng
v bdf dudi & mét (inferior orbital border, Hinh AA).

Hirih 2 - Cifa 84 trang xoang cho k§ thudit Hybrd Zygamn



Hinh AA - Cida 58 iong xoang cho ki thuit Cuad Zygoma

Wi qua trinh béc téch cdin than, niém mac xoang cb thd dude
xac dinh, di chuyn va tach ra khol hudng di dy kién coa cac
implant (Hinh AB).

Céin trong Can nd lye bao toan tinh todn ven cia mang xoang /
méng Schneiderian trong sudt qua trinh ndy,

Chudn bj 16 xuong
Quan ly xudng & rang va didm vao

Khuy&n nghj bat dau khoan @ khu wviic an toan, td trung tam cla
mao xudng déin 4-6 mm v& phia gan (mesial) cla mao xudng &
ving khdu cai.

B8 hd trd vifc tao 18 xudng d& dang (va tranh mil khoan trugt
trén bd mat xudng), difm vao ban dAu cho mii khoan cb thd
dudc tao bang mil khean trén NobelZygoma™ hodc mil khoan
chinh x&c NobelZygoma™.

Tién hanh khoan bang mii khoan xoay NobelZygoma™ 2,9 mm
dac theo hudng di di xac dinh cho dén khi tham nhip vao Idp
w6 ngoai clia xudng gé ma (Hinh AC).

Bam bao quan sat tnic idp than xudng g mé hodc cdm nhan dau
mii khoan bang dau ngdn tay,

Céin trong Tt ¢4 céc thao tac khoan vé chudn bi xudng nén dudc
thuc hién dudi tidi nudc dbi dao va vdl thc do 16 da 2.000
wvang/phot (rpm),

Cén trgng cac vach danh diu rén mil khoan dé tranh khoan qua
Saul.

Cén trong Trong truting hap mét phin mili khoan di qua xoang,
nén xem xét 50 dung cda s8 nho (small window) d& bao toan
tinh todn ven clia mang xoang.

Hinh AC - Khoan béng mii khoan xoay NobalZygoms™ 2.9 mm (Dl [)

Bianh gia chigu dai I xudng (ostectomy) dé trédnh mai khoan hodic

implant nh ra ngoai xudng ga mé

Bua NobelZygoma™ do d§ sau thdng vao dudng di cia 13 xudng
cho dén khi d3u mii nghiéng (angled tip) bam chic vao b mat

ngodi ciua xudng gé ma (Hinh AD).

Ti&p theo, chidu dai implant phii hgp vdi 18 xudng (ostectomy) cé
thé dude xde dinh dua trén cdc vach danh déu trén dung cu do.

Si dung MobelZygoma™ mii khoan din duding 3,5 mm dé tiép can
& xudng ban @y dugc t3o bng NobelZygoma™ Twist Drill @2,9
mm (Hinh AE). Mi khoan 3,5 mm sé& thic hién mét phan 15 xudng
3,5 mm xuyén qua than xudng gé ma.

Hinh AE - Nos rg W micing bing midi khoan din dubing NobeZygoma'™ 3,5 mm (Dl 1)
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Sd dyng MobelZygoma™ Twist Drill 3.5 mm (Dl 111} d& hodén thign
qua trinh chudn bj I8 xUong (xem Hinh AF).

Hirihy AF - Hodn thign b xadong bing mdi khoan xosy NobelZygoma™ 3.5 mm (Drll 1))

Cén trong Bam bdo gdc khoan chinh xdc va trdnh rung lac mii
khoan, vi didu nay cd thé lam md rdng 18 xudng khdng mong
miusdn. Trude khi dat implant, tugi nude dé lam sach cae manh vun
trong viing phiiu thudt

Cén trong  Vigc chudn bi 15 xudng (osteotomy) khing day do
od thé din d8n md-men xodn qua midc khi dit implant, W da
gay gy xudng gb ma varhodc hoai 1 da dp lue.

Xac dinh chiéu dai implant
Xac djnh chigu dal implant chn thift bang cach sd dung

MNobelZygoma™ Depth Indicator Angled (xem Hinh AG) hodc
NobelZygoma™ Depth Indicator Stralght (xem Hinh AD).

Hirh A - Xac dinh chifu dii Implant cfin thift Bdng NobelZygoma™ Dopth indicator

Luu ¥ Cd thé danh gia df siu cia diu mil NobelZygoma™
Depth Indicator Angled bing cach s8 ndn qua da ving xudng go
md, hodc guan sat tric tiép xudng

Can dat dude v| i 1rdi trén mao xddng phi hdp cla implant
Zygoma dé ding bd val cdic muc tidu phue hinh,

X4 cudi cing sau khi hoan &t duding khoan I3 xudng cho
viéc dat implant trong xoang

Khi 15 xudng d& hoan it x4 ki khoang trong xoang, mét trong
va mat ngoal cia xudng god ma bang dung dich mudi sinh Iy
(saline solution) d8 ngan ngda nhiém tring do tich tu manh vyn
sau qua trinh khoan (xem Hinh AH).

P d

Hinh AH - X4 culi cing

Ky thuat ranh xoang

Muc tidqu: Phudng phap nay nham dam bao phiin cd ren clia
implant duge ef dinh trong xuJdng gb md, trong khi than implam
(shaft) dudc dat trong mét réinh hodc "slot”, bét d8u tif day
®uUdng g& ma va chay doc theo thanh ngodi cla xoang ham
trén hudng v mao xudng & rang.

Quan ly xudng & réng, difm vao va thift k& ranh (slot)
1. Thifit k& rénh dugkc xéc dinh dua trén k& hoach do.

2 D& wo ranh, thanh ngodl cla xudng ham trén dudc
khoan =uyén dudl gd xidng gd ma (zygomatic
buttress) bang Mii khoan trén NobelZygoma™ hodc
mii khoan chinh xac. MaL IS thid hai dudc tao doc thea
duding nay, khoang 5 mm phia trén mao xddng & réng
{Hinh Al).

Luu ¥ Mi khoan chinh xac cd thé dude si dung dé tao mat khuyst
nhd trén xudng gé ma,

Hinh Al - K§ thudt riinh xoang: Chadn b diém vise bing mil khoan tntn

Canh béo Tat ca cac thao tc khoan va chufin bl xudng nén duge
ll'll,h:l'lignddﬁb.ﬂ[mﬂcdbldénvﬁ.ﬁﬁcd#tﬁidai.ﬂﬂﬂvﬂng}phm

{rpm).
Prepare groove for implant placement (Optional)

1. Hai 15 g5 chudn bi sau d6 dugdc két ndi bang mét
ranh/slot, kéo dal 18i mao xudng 4 riing d& nhén phan
than trén (coronal pan) coa implant, béng cach sd
dyng MobelZygoma™ Lateral Burr Coarse rdi dén
MNobelZygoma™ Lateral Burr Fine. Sd dung d8u cin
cia NobelZygoma™ Lateral Burr trang khuydt (notch),
thyc higén phay cit bén (side-cutting milling ope )
dé tao duting di théng suft cho vide dat implant
Zygoma (Hinh AJ),

Luu y Cac mii phay cit bén dugc thiSt k8 dé tao mot kénh cho
implant.

.-'--
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Luuy Mén bao tBn xudng d mao xudng & rAng khi cd theé. Do do,
vige s dung mdl phay lateral khéng phai lte ndo cling phi hap.

Cén trong Cac mil phay MOl phay bén NobalZygoma™ thd
(Coarse) va tinh (Fine) nén dudc sd dung theo thil 1y tudn ty
{Coarse trnide, sau dd Fing) d& tranh khoan quad sdu, 1am hang
®uldng va ngdn ngda @n thudng/md mang xoang.

2. Ranh nén dugc tao kich thudc vila khit vdi implant d& trénh
phisn than trén (coronal part) cla implant nhi ra ngoai mao
xudng, dBng thdi tranh tao ap e 18n niém mac,

3. Can nhéc s dung cla s8 nhd dé tach niém mac xoang ra
ko i tri gt implant. Cén thin bao v va gl nguyén mang
¥pang, mac d implant vin o6 thé dudc dat néu tinh toan
wen clia méng bi dnh hudn,

Cén trong Sd dung Wil nude dbl daeo khi chudn bj 18 xudng bang
cac mii phay Lateral Burrs d8 ngén ngdla d@u mil khoan qua
ndng. Qud nhigt co thE gay 18n thudng md cyc bd va giam kha
néng tich hgp xidng (ossecintegration) cia implant Zygoma.

B8 vigc tao 18 xulong d& dang hon (va tranh mii khoan trugt trén
b mat xudng), cb thé tao didm vao ban dau cho moi khoan bang
NobelZygoma™ Round Burr hodc Precision Drill.

B8u miil khoan dude hudng dBn doc theo ranh (sior) va tign 1&n phia
trén v& xudng gé ma dé chudn bl 13 xudng cho implant (Hinh AK).

Ciin trong Bat diém tham chidu (reference point) dé xac dinh vi
tri 16 xudng ném trong khéi xuidng gd ma, tranh gay bén sudng
bén.

Hinih AK - Khaan bing mii khoan xosy Nobel@ygoma™ 2,9 men (Drill )

wm-mmmuﬂmmmmw NobelZygama™ 3,5 mm (Dl

¥dc dinh chigu dai implant cBn thidt bang cach s dung Dyng cu do

dty sdu goe nghiéng MobelZygoma™ (xem vi du Hinh AG) hodc dung
cu do d& sau thding NobelZygoma™ (xem vi du Hinh AD).

Mote Cb thé danh gid 06 s3u cla dau mdi dung cy do 48 sau goc nahiéng
W-mmwmqmmmmqﬁmmqﬁnm
truc tifip xudng (xem Hinh AG).

Can dat dudic vi tri trdi trén mao xudng phis hdp cia implant Zygoma
dé& dng bd vdi cdc myc tigu phuc hinh {xem vi dy Hinh AN,

Hirihy AN = Blind vi imglant vl k§ thudt riinh xoang

T A
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Bia cudi ciing sau khi hoan t3t khoan & implant cho k§ thust Sinus
Slot

Khi @ implant da khoan xong, ria k§ khoang trong xoang, mat
trong xudng go ma va mét ngoai xudng gé ma bang dung djch
mubi sinh Iy 98 ngén ngtfa nhidm tring do tich ty manh vun
sau qua trinh khoan {(xem vi du Hinh AH),

Ky thuat Extrasinus

Muc tigu: Bing phudng phap nay, implant gt ma dude dat chi yiiu
bén ngodl khoang xoang, vdi phan than rén ndm trong rénh 4
¥Udng ham trén, trong khi mdt phin than implant ma rbng doc theo
thanh ngodl xudng ham.

Quén Iy xudng & réng, diém vao

Implant gé ma dudc neo vao xudng gd ma v trang ranh di qua phan
chn |ai cia & ring va mat dudi thanh ngodl xudng ham.

Lugng implant ndm trong =udng ham dudi cb thé thay d&i dya
vao df cong cla xudng ham, din din mdt phlin dang ké cda
implant ndm ngodl khoang xoang va thanh ngoal xudng ham.

Canh bdo Tat ca vige khoan va chudn bj xUdng phai dude thie hign
dudi tdi nhigu dung dich va vai tic do t5i da 2000 véang/phut.

1. LA khoan ban d3u dudc thifc hién bing NobelZygoma™
Round Burr tgi mic dinh & réng d& tao rnh chia phin
thén trén cda implant (Hinh AO).

2 Tifp theo, du burr tan (hode mil khoan chinh xac)
duge hudng v& xudng gd ma (cd the mé mét cia =6 dé
thudn tién), va s dung dau thidt bi, danh ddu difm tham
chigu tai vi tri cin chén trong mét trong xudng go mA.

Canh bao P&t di€m tham chiéu i xa mép ngoai xudng gb ma dé
trénh gay ban xuUdng.

Hinh AC - K§ thushit Extrasinus: Khoan ban diu téng Round Bur

Chuéin bi rinh dét implant (Tdy chon)

3. NobelZygoma™ Lateral Burrs Coarse va Fine dude sd
dung dé tao rAnh/trugt & thénh ngodl dudi cia ®udng
ham. U dung dau ti cha Lateral Burr trong ranh, thue
hién thao tac phay cat bén d& tao duding din khing can
trd cho vige dt implant gé ma.

Luu y Mi phay cat bén dugc thist k& dé o kénh cho implant,

Luu ¥ Nén gill lai 161 da phain xudng & dinh sfing ham néu cé thé.

Do do, vigc sd dung mii phay bén (lateral burrs) co thé khang phi

hgp trong it ca cac trudng hop.

Cdnh bao Ml phay b&n NobelZygoma™ thd va tinh (Coarse va
Fine) nén dudc sd dung twan w (Thd trudc, sau dé Tinh) dé tréanh
khoan qua siu vao xidng v& ngdn 18n thudng/phdi bay mang
xcang (Hinh AP,

1. Rinh phai dudc tao vdl kich thudc viia khit 08 via vai
implant, réanh phan than trén cia implant nhé ra ngoai dinh
s6ng ham va trédnh gy Ap luc I&n ma nigém mac.

2 Cd thé can nhic tac mat cis s6 nhd d& nang mang xoang
ra. Hay cdn than bdo v& va giil nguyén ven mang Xoang -
mac di implant van o6 thé dudc dat néu mang bj tén thudng,

Cénh bao Trong truding hop mét phan implant di qua xoang, cén
nhac tao mét cda s8 nhd d& nang mang xcang, gidp bao Bn tinh
todn ven cla nd.

Canh bao Sd dung ludng dung dich ria 1dn khi chusdn bj & iImplant
vai mii phay bén d& tranh qua nhigt dBu mii. Qua nhit co the
gdy 18n thudng mé cyc bd va giam kha nang tich hodp xudng cla
implant zygoma,

Hinhy AP - K thudit Extrasinus: Chufin b ranh W midl phay bin NobeZygoma™ thi
(Coarse)

Chudn bj & implant
Trinh ti khoan

B8 thudn tlén rong vige tao & implant (vA trénh mil khoan truigt
hodc nhay trén bé mdt xuong), difm vao ban dau cho mai khoan
co thé dudc tao bang mili phay tron NobelZygoma™ hodc mii
khoan chinh xac NobelZygoma™.

BS mii khoan dude sd dung d& chudn bj rinh/G & thanh bén
dufdi xudng ham trén va & khoan tai xudng go ma (zygomatic),

Luu y Rénh 4 xudng ham trén di qua phan xudng con lal cia & ring
dé tiép nhan phiin thdn trén cia implant va phal do sau, do réng dé
chila implant.

Canh bao Phan than trén coa implant khing dude nhé ra ngodi
dinh s6ng ham dé trénh gay &p lyc 18n niém mac. Thidt k& vat
niém mac d& bao gbm mé mém khdu cai day, co thé dudc dua
sang phia mé (buccal) so vdi ngn implant. Can nhic tao mot cia
s8 nho df néng mang xoang ra,

Cénh bao Néu mang xoang khong thé gitl nguyén ven trong qué

trinh chudn bj & khoan, hay rifa sach cac manh vun cdn than khi

dat implant. B&t ky phBin mang con sot lal trong & ®udng co the

ngdn can qua trinh tich hdp xudng (ossecintegration) cua implant.
k

(Bl ak:
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Hirih ACH - Khoan béing mii khoan xodn NabelZygama'™ 2.5 mm (Drill 1)

i n
i mm {Drill 11

I-I:u’-h.ns-l-lnln it chudn bi & implant bing mikd khosn xodn NobelZygoma™ 3,5 mm (Dl
(i

Xac dinh chigu dal implant cBn thigt blng cach s0 dung chi bao
chidu sdu NobelZygoma™ nghigng (xem vi du Hinh AG) hodc chi
béo chiiu sdu NobelZygoma™ thing (Depth Indicator Straight, xem
vi dy Hinh AD).

Luu y Cé thé udc Iudng chigfu sau coa dau chi baa nghiéng béng
cach s& ndn trén da ving xudng gd ma hodc quan sat tnie Hép
xudng.

Can dat dugde chigu cao néi hap ly cia implant gb ma dé phi hop
vdi myc tigu phuc hinh {xem vi du Hinh AT).

Khi & implant d& dugc khoan xong, rda ki khoang trong xoang,
mat trong xudng gd ma va mat ngodi xudng gé ma bang dung
dich mudi sinh |y d& ngén ngda nhiém tring do tich ty manh
vun sau gua trinh khoan (xem vi du Hinh AH).

Cam Implant gd ma
Chuén bj tay khoan va I3y Implant gé ma

Gan dau ndl NobelZygoma™ Handpiece Adapler végo 1=y khoan
(Hinh AL).

Cénh bao Bdm bdo cac thifit b duge khda chde chén vao tay khoan
trudc khi bat dBu sil dyng, Thigt bl ldng cd thé g&y nguy od t6n hal
cho bénh nhan hodc cac thanh vién trong nhdm phiu thudt. Kim
tra chac chan riing 1t c4 céc dung cu k&t néi déu dugc khda an todn
trudic khi s dung dé trédnh nudt hode hit phai va tink.

Hinh AL - Chudin bi tay khoan

Gén implant mount v&i dBu néi tay khoan va &y implant {Hinh
AV

Hirih AV - L&y implant NobelZygoma™ TilMra™ i bao bi
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Cay ghép Implant NobelZygoma™ 45° Ext Hex TiUltra™

Cay ghép implant bang thi#t bi khoan

Luu y ¥&c nhan riing két ndi vit gidla Implant zygoma va implant
mount chic chan trude khi cly ghép. N&u két ndi ldng, siét bang
tay siI dung tua vit Unigrip™.

Canh béo Cén than dé vit khang ral vao miéng bénh nhan trong
qua trinh théo, vi o thé bj nudt hodc hit vao phidi,

Céanh bao Trong qua wrinh cdy implant Zygoma, hay tac dung
I tryc kiém sodt d8 implant t&p xdc vdi xudng zygoma, Dudi
lyjc trye nay, implant cd thé bl nhay tién bat ngd ndu phan ren
cla implant téch ra khdi mao ham rén,

1. Xac nhén goc cdy ding cua implant khi di qua xoang
cho dén khi mii implant &n vao xudng zygomatic.

2 Cay implant vao v trf xudng dd chufin b| bang ba
chuyén tay khoan, vdi t5¢ do 18 da 25 vang/phat va
mé-men xodn t8i da 40 Nem (Hinh AW),

Luu ¥ B8 val i tde thi, implant phai chju dude mé-men xodn cusi
elng it nhat 35 Mem.

Hirih AW - Cy Implant Nobeygoma™ 45 bdng tay khoan wi B chuyn tay khoan
NobelZygpoma™

Sift chat Implant 45" bng tay

. Sl dyng NobelZygoma™ Handle dé& sigt implant blng tay
dén df sau cly va hudng cua nén implant mong mudn.

2 Thao két ndl tay khoan ra khoi implant mount va k8t ndi
MNobelZygema™ Handle vai implant maunt (Hinh AX).

3. Xoay NobelZygoma™ Handle theo chidu kim dong hi cho
dén khi dat dudc dé sau va hudng n&n implant mong mudn,
N&n implant 45" cd thé duge dinh vj chinh xac bang cach
quan sat cac dudng mau den trén NobelZygoma™ Handle
va hudng ndl cia vit implant mount. Céac duding ndy thé hién
mit phing chifu clia cie gée multi-unit abutment (Hinh AX).

Hlirit A - Siétchit implant NobelZypoma™ 45° Tilllira™ bing tay v clin chinh céc vach
trién tay cm NobelZygoma™ wil mit phang chidu ciza cic Mulll abutmem

Canh bao Khi sd dyng tay cm NobelZygoma™ va B8 chuyén tay
khoan, vidc siét qua Iuc hodc tao Iye usn oo thé 1am bidn dang dau
implant hodc lam gy gid d@ implant varhodc vit cia gla dd, pé
tranh hu hong cd thé xéy ra vdi dau implant hode gia dd, nén thue
hign cac chuyén dbng tryc kifm soat ra vao; hanh déng Ibi cua
implant cho phép xudng dan hdi, tao digu kién cho chuyén dfng
ti€n.

MEn implant 45° ci theé duge dinh vi chinh xéc béng cach quan st
vit khda gia d8 vai implant

Wi tri vit coa gia dd implant ddnh d&u v trl iudng lai cha wvit
abutment. Ly tudng 1& vi tri nay phai vubng goe vdi méat phiing
nhai, kifm tra v trl chinh xée ca nén implant béng cach dat éc-
no-vit thi céng Unigrip™ vao dau vit eta gia da implant (Hinh
AY).

Luu ¥ Cac asbutment da ddn vj Wwidng thich o6 thé didu chinh 17°
50 vdi gde xudt hign coa implant 45°,

Luu ¥ Cén truc clia tuSc-nd-vit vudng goc vdi dinh sang ham.

Hinh AY - Ki&m tra taidng dinh v cia implant

(3 04 d8 implant NobelZygoma™ 45°

. Cé&dinh gia dd implant bang chi phiu thuit qua 18 cda dung
cy {Hinh AZ).

2 Thdo vit cia gia d8 implant bang tubc-nd-vit may Unigrip™ si
dung d8u I goc hodc of 18 luc,

3 NEu chn, nhe nhang l4c gid d8 implant sang hal bén dé dam
baa khéng bi ket trén dBu implant,

4 Cdn than thao vit khai gid d3 implant, sau d6 go gia do
implant.

SO vy
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Canh bao Cdn than d& vit khng rdi vao midng bénh nhin trong
qué trinh thao, vi cd thé bj nudt hode hit vao phdi,

B15i vdi cac trudng hop tal ngay 13p tdc sau khi dit implant, khuyén
nghi s dung may xay sudng kém guide d¥ loal bd phan xudng
chén 1&n nén implant.

Khi thyc hign tai rd cho implant NobelZygoma™ TiUlra™, néu
khéng dat multi-unit abutment, bao vé két ndi n&n implant bAng
cach dit vil bdo vé hodc abutment lanh thudng phi hdp.

1. NBuco, théo vit bao va.

Canh bao Can than dé vit bao vé khing rdi vao migng bénh nhan
treng qua trinh théo, vi cd thé bj nudt hode hil vio phéi,

2  Gén guide coa may xay xuong danh rigng cho implant
MNobelZygoma™ 45° TiUira™ va siét bling tay sd dung
Screwdriver Manual UniGrip™ (Hinh BA).

Hirih B, - Lig My mary suing NobelZygoma™ 457 kisn Guide
Cénh bdo Siét vit qua chit cd thé lam hdng hodc gay ren bén trong
implant, gay hu hal implant hode ngin can vidc thao 13p.

1 K&t ndl may xay xudng vdi tay khoan. Trude khi khdi dong
may, dit may xay xudng &n gulde di kém (Hinh BB).

Hinh BB - 5 dng My xay xidng NobelZygoma™ 45" kém Guide

Luu y May xay xudng cd cia s trén giop quan 54t tnde isp, hd trg
xae dinh khi ndo may xay da ngdi hoan toan rén guide,

4 Batd3u xay d tac d thip (khbng qua 100 vang/phit) va
dam bdo wWdi nude dai dao.

Cénh bao ranh the dung lyc uin trong qud trinh xay xudng dé tranh va
cham vdi guide,

5. Cée vach danh diu chillu cao trén mdy xay xidng cich nhau 1
mim.

Mét giai doan, Tal tdc thi

Chudin bi implant cho Tai tdc thl 6 mie abutment bng cach ché tao
ciu tam théi sd dyng multi-unlt abutments cia Mobal Biocare kSt hdp
vdi Temporary Copings Multi-Unit (Hinh BC).

Hirih B - M giai dogn, Tai s thi

Hai giai doan, Tai sdm/Tré

Sd dyng Screwdriver ndp day Branemark System Hexagon dé ket
ndi ndp day vdi Implant NobelZygoma™ 457,

Chi siét biing tay, dam bao vit dugc dat hoan todn dé trénh xudng -
Mo Vi,

Canh bao Chisiét nip diy bang tay d& trénh lyc qua mic e the Iam hang A
cac bl phin cla vit hode két ndi implant



Canh bao Chi ¥ dam bao vit ndp lanh thudng khing rdl vio migng
bé&nh nhén rong qua trinh I&p dat, vi co the bi nudt hoSic hit vao,

1. Bdng va khau val md quanh impiant (xem Hinh

BD).
2. Chinh sia va ot mdm lg ham gia 1oan ham trén
cia bénh nhan {xem Hinh BE),
Chd cho vét thildng lanh

3 Cho phéip Implant tich hgp xudng trude khi tidén
hanh phiu thuat giai doan hai (16 implant).

Luu ¥ Bam bao digu chinh bé mat Sp xGc coa ham gia vl
mé dé trdnh tiSp xic gila implant va ham gid. Xae nhan ring
vainh ham gid khéing chén vae than implant.

Hint BE - Chac nfing 1ri hadn hal giat dogn

Cay Implant NobelZygoma™ 0° CC Tillltra™
Cdy implant bing thi&t bi khoan

Mote Xa&c nhan réng kit ndi vit gilla implant Zygoma va gia cay
implant (implant mount) da chéc chan trudc khi lap diL Néu kit
nii lang, sist bang tay bing tudc nd vit Unigrip™.

Canh béo Khi cdy implant Zygoma, s0 dung Iuc truc kKidm soat
dé implant &n khdp vao xudng gé ma. DUdi Ije true, implant co
thé di chuyén bt ngd v& phia trudc khi ph@in ren cia implant tdch
ra khoi mao ham trén.

1. Xacnhsn géc cly implant chinh xac khi ién qua xoang cho
diin khi mai implant an khdp vao xudng go ma,

& Cay implant vao vi tri xudng di chufin bl vdi tc df 16l da 25
vbng/phit v ma-men xoén 51 da 40 Ncm (Hinh BF).

Luu y 8461 wdi cly implant chidc ndng tde thi, implant phail chiu dude
mé-men xoan cudl cing it nhat 35 Nom.

Hinth BF - Ciy Implant NobelZygoma™ 0° bing thide b khoan

Sist implant 0° bing tay

1. NobelZygoma™ Handle ed thé duge s dung d8 sigt
implant béng tay d&n di s&u ciy va hudng cia nén
implant phit hap.

2. Thao két nbl tay khoan khoi gid oy implant va k8t ndi
NobelZygoma™ Handle vao gid ciy implant.

3. Xpay NobelZygoma™ Handle theo chigu kim déng h® cho dén
khi dat dude dé sau va hudng cda nén implant mong mudn (Hinh
BG). N&n implant 0 cd thé dudc dinh vj chinh xdc bing cach
quan sat cac vach den trén NobelZygoma™ Handle, bidu thi cac
mat chiéu cla goc nghiéng multi-unit abutment.

Hinh B - Saft Implant NobelZygoma™ 0° CC Tilitra™ bdng tay va cén chinh céc vach
tridn NobelZygoma™ Handle wi mit chifu cia cée multh-unit abutmend

Canh bdo Khi s dyng NobelZygoma™ Handle va Handplece
Adapter, viéc sifit qua lije hodc tao luc uln & thé [am bisn dang
dau implant hodc lam gay gid cdy implant vamosc vit cla gid cdy.
B)é tranh hu hal cd th8 xay ra cho d3u implant hodc gid cdy, nén
thuc hién cAc chuyén déng truc I8n xudng e kifm seat; hanh déng
I0i cda implant cho phép xudng phan dng dan hai, gidp implant tifin
I&n thuén Idi,

implant ™ " Tilktra™
1. Thao vit coa gid cdy Implant bdng Screwdriver Manual

Unigrip™ {Hinh BH) hodc Screwdriver Machine Unigrip™ sd
dyng tay khoan goc dii hoac o 1& ljc.

2. Né&u cin, nhe nhing a8y gid cly sang hal b&n d& dam bao

khéing bj ket trén dau implant.
3. Cén thén thao vit ra khoi gis cdy implant, sau dé 18y gis ciy
ra.

1
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Cénh bAo Chi y dam baao fc khiing rdi vao miéng bénh nhan khi
thao ra, vl cd thd gay nudt phal hodc hit vao duding thd,

Céanh béo Néu luc mé-men xodn khi dat implant thip, g8 ngan
implant b xoay, nén cf dinh gia d8 implant béng kep trong
qua trinh thao ra.

ey mai xudng = jOma
hut diin va i

Trang cac truting hap thuc hign tai tde thi* sau khi dat implant, nén
su dyng méy mai xudng kém bd hudng din d& hd trd loal bd phian
xudng chén l&n b& mét nén cia implant,

Khi thyc hién tai 8 cho implant NobelZygoma™ Tillltra™, mé
khéng dit multi-unit abutment, bao v& k&t ndl nén bang cach dat
vit ndp lanh thudng hodc abutment lnh thudng tidng thich.

1. NEu e, thao vit ndp lanh thudng

Cénh béo Luu y d4m bao vit che khong rdi vao miéng bénh nhén trong
qua trinh thao, vi c6 thi bj nudt hodc hit vao.

2 Gan bd hudng din mai xudng chuyén dung cho implant
NobelZygoma™ 0° CC Tilllra™ vao implant va sift chat
béing tay s dyng tua-vit Manual UniGrip™ (Hinh BI).

Hirh BI - Lil it b misi eeiing MobelZypoma™ 0 CC TiUra™ vl hudng din
Canh béo Siéit vit qua chat cd thé gay hu hal hode gdy ren bén trong
cia implant, d&n dén hu hal implant hodie ngan cén vigc thao 1p,

3 Kétndi b mai xudng vdi tay khoan. Trudc khi khdi déng
midy, dit bd mai xudng trén hudng din mai xudng (Hinh BJ).

Hink BU - 501 dyng b madi sideing NabelZygoma™ 0° CO Tillre™ vl hudng din mi xuidng
Luu ¥ BS mal xudng co cda s8 rén 98 quan sat, gitp xac dinh khi
né&o bd mai da ngdi hodn todn trén hudng din mai xudng,

4 B3 dBu mai xudng & t5c dd thip (khéng widt qua 100
ving/phiit) va dam bao wdi nude day du,

Canh bao Tranh @c dung luc udin trong qué trinh mal xudng 98 ngin
va cham vdi hudng din mai xudng.

3 Cac vach do chidu cao trén bd maéi xudng dude ddnh diu theo
khoang 1 mm.

Chic nang tdc thi mdt giai doan
Tién hanh phuc hinh tam théi cho implant 8 mide abutment bang

cach ché tao ciu tam sd dung abutment da ddn vi cia Naobel
Biocare két hap vdi Copings Tam thdi da ddn i (Hinh BK).

Figure: BK - One-stage Immediate Fundiion

Two-stage Delayed Function

. Usethe Unigrip™ Screwdriver to connect the cover screw,
Caution Take care to ensure that the cover screw does not drop
into the: patient’s mouth during installation, as it may lead to it
being swallowed or aspirated.

2. Ensure the screw is fully seated to avoid bone ingrowth
(hand-tightening only),

Bk = ™ o )



Caution Chi van ¢ che pha bang tay dé trédnh tao Iuc qua muc
ot thé lam hang cac bd phan cla o che phi hodc kit ndi tru,

Bidng vat mé hai giai doan, digu chinh ham gid va 13m [anh
3. Bdng va khiu vat md xung quanh tns (xem Hinh BL),

4 Diuchinh va lam mBm, tai 15 ham gid trén todn b ham tén cia bénh
nhan {xem Hinh BM),

Chd cho lanh dd

& Cho phép cée try tich hdp xudng trudc khi ti€n hanh
phdu thuat gial doan hai (19 try).

Hinh BM - Chil nding tr hodin hal glai doan

Luu y B13m bao ndn lai b& mat 48p x0c vdl ma cia ham gia dé
tréinh tifip xodc trfc 18p gilla implant va ham gid. Xac nhén ring
phn vénh ciia ham gia khong gay cfin vao than implant.

Quy trinh phue hinh

Lap Multi-Unit Abutment cho Implant NobelZygoma™
45" Ext Hex TiUltra™

Bam bao implant ed d &n dinh dd trude khi bét dhu quy trinh
phyc hinh.

1. Chon chigu cao phd hdp cha multi-unit abutment
(dula trén dB day Igl) vé géc d& phi hop (dua trén
hudng clia implant).

2 Lép abutment, sd dyung tay cim d8 ha trd vide dua
abutment vao ding vi tri.

1 Wan dc abutment bang tay s dyng tua vit tudng thich
(xem Bang 3).

Note B8l vdi khdp ndi Multi Abutment Xeal™ Zygoma, trude khi
v@n Gc béing tay, thdo tay cdm nhia bang cach udn tay cam ra
khdi abutment,

MNaote B&6 vdl 17" Multi-unit Abutment Xeal™ Zygoma, vin 8c
abutment bdng tay sd dung Screwdriver Manual UniGrip™.

4. Van chét Sc sbutment dén Iuc mé-men xodn yéu chu
{xem Bang 4) bang twa vit may tudng thich, sif dung Cé
& mé-men xodn tay phuc hinh (xem Hinh BN cho Multi-
Unit Abutment Xeal™ Zygoma va Hinh BO cho 17° Multi-
Unit Abutment Xeal™ Zygoma),

Tham khio IFU1085 cia Nobel Biocare d& bi#t thdng tin v tua
vit, va IFU1098 d& bigt théng tin v& Cd 1& md-men xoan tay phuc
hinhs,

Hinh BN - Cibe buic lip Muli-Unit Abutmeant Xeal™ Zygoma vao fmplant MobelZygome™ 45" ExiHex TilRra™ L
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Hinh B0 - Caic bude 1 481 khdp nai Multl 177 Xeal™ Zygoma wo try implant NobelZygoma'™ 45° ExiHex TIUira™
Bing 4 - Thng s5 k§ thuit lp & khdp nii da don v tudng thich vl try implant
MobelZygoma™ £5° Ext Hex Tillira™ b

¥Khdp ndil Mult Lyc siél Tudc nd vit

Khdp néi Mulli Xeal™ 35 Ncm Tubc nd vit cof may cho
khlp néi da dan vi

Khdp n&l Mulli 17° Xeal™ 35 Mcm Tubc nd vit oo may

Zygoma UniGrip™

Caution Khiing si8t ding ljc khuysn nghf cd thé din d&n gy linh
kign hodc anh hudng dén higu sudt clia hé théng.

Caution Bam bdo t8t ca cac b& mit sach ude khi idp khdp
néd da ddn v| vo tru implant, 48 dam bao khda cd hoc higu

qua va ngan ngda nhiém tring do céc chat sinh hoc bi ket Hinh BF - LAp ndp lnh thugng 1 khdp ndi Mutl

N&p tanh thudng cho vigc lap khdp ndi Multi

1. Chon nap lanh thudng phis hgp (tham khao Bang 3). !I-_gljm ndi da don vi cho tny NobelZygoma™ 0° CC

2 Sigtbéng tey 50 dung Tufic nd vit cd UniGrip™ (xem vi 1. Bam bao try implant di vilng chéc tride khi bit dau quy
du tal Hinh BR). trinh phuc hinh,

Canh bao Dam bao it cA cac b mat sach trudc khi lap nép 2 Chon chidu cao khdp néi phii hgp (dua trén 48 day nudu)

lanh thudng véo try implant, d& dam béo khoa cd hoe higu qua va goc nghigng phi hop (difa trén hudng tru implant).

va ngan ngla nhidm tring do cac chét sinh hoc bj ket. 3 Lép Galia o e i onacins

trong khép ndi da ddn vj,

Hinh BE- Céc butc idp khdp ndl da ddn v véo iy MobelZygoma™ 0° CF Tillira™



4. Databutment vao implant, s dung tay cim (handie) 48
d& dang dinh vi ding (xem vi dy trong Hinh BQ).

5. St 6c abutment bdng tay vdi Screwdriver Manual
UniGrip™,

6  Thdo tay cam.

7. Si@t chat Sc abutment d&n mé-men xodn 35 Nem bang
Screwdriver Machine UniGrip™ va C# & do ma-men xodn thi
cing Prasthetic (xem Hinh BO).

Canh bdo Khang siéit ding liic khuysn céo co thé din din gay
thanh phan hodc dnh hudng hidu sust hé théing,

Cénh bdo Khéng sifit ding Iy khuyén céo oo thé din dén
gay thanh phin hodc anh hudng higu sust ha théng.

Lép Healing Cap trén Multi-Unit Abutment
1. Chon healing cap phi hdp (xem Bang 2).

2 Si#tbang tay si dyng Screwdriver Manual UniGrip™
{xem vi du trong Hinh BR).

Canh bdo Bam bao 14t ca b mit sach trudc khi lap healing cap,
dé khia cd hoe higu qua va ngan nhidm trang do vt liéu sinh
hoc bj ket,

Hinh BR - Lip Healing Cap tén Mus-Unit Abutrmant

Théng Tin V& Tiét Tring va Tai Sd Dung

Try implant NobelZygoma™: Tillitra™, khdp ndi Multi Xeal™
Zygoma, vit khdp ndi Multi Xeal™ Zygoma, mai khoan chinh
x&c, mii khoan trén, mil khoan b&n vA mii khoan xodn
NobelZygoma™ d& dudc tigt tring bing tia xa va chi dang mit
fan. Khéng s dung sau ngay hét han ghi trén nhan,

MNobelZygoma™ Tay cBm, BS chuyén @y khoan, BS chi bao db siu
nghiéng va B6 chi bdo dd s&u thing, May nghi®n xudng va Hudng
dan May nghiin xudng dudc cung cip d trang thai khdng 1iét ring va
& thé tal s dung, Trude khi s dung, lam sach va tigt tring san phim
theo huidng din this cing hadc iy dding trong phin "Hudng dn V8 sinh va
Ti#t trisng”.

Canh bao Khing s dyng thidt bi ndu bao bi bi hu hang hodc d5 md
trudc 4o, vi digu nay o6 thé lam &nh hudng dén tinh v tring vahodc
dt nguyén ven cla thidt bi.

Canh bdo NobelZygoma™ Tillltra™ Implants, Multi-unit Abutments
Xeal™ Zygoma, it Mulli-unit Abutments Xea™ Zygoma,
NobelZygoma™ Precision Drill, MNobelZygoma™ Round Burr,
MobelZygoma™ Lateral Burrs va MobelZygoma™ Twist Drills 13 san
phém dung mét IBn va khang dude tai sd dyung. Vigc t&i xud Iy ed thé
lam mét cac dac tinh cd hoe, hda hoc vafhodc sinh hot clia sén
phém. Viéc s dung lai cd thé gy nhidm tring cuc bé hodc todn
than,

Canh bao Viéc sil dung cac thidt bj khing tiét tring oo thé dln dén
nhi#m tring m& hodc cac bénh truyén nhifim,

Trdde mdi [an siI dung, kim tra thist bj d& phat hién cdc dau hiiu
hif héng cé thé lam gidm twsi tho sd diyng cia thigt bj, bao gdm:

—  Gisét nhin thiy dude
—  Ludi cit edin
= Ky hitu laser khéng doc dude

The NobelZygoma™ Handle, NobelZygoma™ Handplece Adaptar,
NobalZygoma™ Depth Indicator Angled, NobelZygoma™ Depth
Indicator Straight, MobelZygoma™ Bone Mill and Guide and
MNobelZygoma™ Bone Mill Gulde shall be inspected before each
reuse to ensure that the integrity and performance continues o
be maintained. The instruments shall ba discarded if any wear,
abrasion, deformations, or cormosion Is visible.

Luu ¥ Thigt bj nhu Tay cBm NobelZygoma™, B chuyén tay khoan
NobelZygoma™, dung cu do dé siu MobelZygoma™ gde nghiéng,
dung cu do g4 shu NobelZygoma™ thing, May xay xudng
NobelZygoma™ va Dung cu hudng dan, eiing Dung cu hudng din
may xay xudng NobelZygoma™ phal dude kidm tra trude mi [3n tai
s dung d& dam bao tinh toan ven va higu sust cia ching van dude
duy tri. Cac dung cy phai bi loai bé néu cé dau hidu hac mén, mai
man, bién dang hodic gi sét.

Luu §: NhOng thidt bi trén co thé dudc xd Iy riéng |é theo hudng din
lam sach va tiét tring, hodc clng vai cac thist b khac trong khay
PureSet theo hudng dan lam sach va tiét ring trong Nobel Biocare
Instructions for Use (IFU) IFU1067. T&i lidu IFU nay c6 53n trén
ifu, nobelbiocare com.

Hudng dan lam sach va tiét tring

Céc thi€l bl nhid Tay cam MNobelZygoma™, Bd chuyén tay khoan
NobelZygoma™, dung cy do db sau oma™ goc nghiéng,
dung cy do dd s3u NobelZygoma™ thing, May xay xuidng
MobelZygama™ v& Dung cy hudng d&n, ciing Dung cu hudng din
may xay xudng Nnmzmm"dmmﬂummmngcﬁpd
trang thai khdng tigt triing va co thé i sU dung. Trude mdi @n s
dyng, thi&t bj phai dudc Iam sach va tigt trang bdi ngudsi s dung.

Cac thist bi co thil dudc lam sach tha cdng hoic bAng may rda i
déng. M&I thist b sau dé phai dude déng gdi riéng trong 10 e
triing v& 6&n hanh tét tring.

Cac quy trinh lam sach va tiét triing sau d8 dudc xac nhan theo
tidu chudn va hudng din quéc t&:

= Lam sgch thi efng va td déng: AAMI ST9E: AAMI TIR 12
= Tigttring: AAMI ST79 va IS0 17665-1

Thea EN 1SO 17664, ngudi sd dung/nhan vign xd Iy phal dAdm bao
réng qua trinh x4 Iykam sach dude thilc hign vai thigt bi, vat ligu va
nhén sy phi hap d& dam bao hidu qua cda quy trinh. B&t ky sai léch
néo sa vl hudng d3n dudi day phal dudc xac nhan higu qua bdi nguds
xul 19,

Luuy Phai tudn thd nghiém ngat hudng din sii dyng cia nha san
XUt ddi vl bat ky chat iy ria/dung dich lam sach vashodc thist
bi, phy kién dilde sif dung d& lam sach hodic [am khd thist bi.

Luu y Céc thidt bi nhd Tay cam NobelZygoma™, Bo chuyén tay
khoan MNobelZygoma™, dung cy do dé siu MNobelZygoma™ gdéc
nghiéng, dung cy do d% sdu NobelZygoma™ thing, May xay
xudng NobelZygoma™ va Dung cy hudng din, edng,Dyng cu
hudng ddn may xay xudng NobelZygoma™ da dude xac nhan chiu
dudec cac quy trinh lam sach va ét tring ndy.

Canh bao Khong dugc Iéch khai hudng din i xd I dudi day.
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X Iy ban dau tai diém s dung trdde khi tai xd Iy

1

i

Loai bo ngay cdc dung cu ding miét [n va céc dung cu cb thé
1Ei 50 dung dd mén sau khi s dung.

Loal bé dét, cén bén thia trén dyng cu t3i 50 dung béng khin
gidy thdm. Sd dyng dau di nha khoa dE lam sach cac khoang
néu can,

Rida dyng cu vl nudc may kanh chay lkén tuc.

Bao quan va van chuy8n tdi khu v 1&i xd Iy

Sau khi loal bd it va cén bdn, luu dung cy trong thing chda
phil hdp d& bao v thist b va tranh nhid&m bin cho nhén vigén
hosc mal ruing.

Wan chuyBn 181 khu vuc i xd If cang sdm cang tot Néu vigc
chuyén thiét bi bi ti hofn, co thé che phi bing khan am
hodc dit trong hdp kin dé tranh dit hodic can kho lai.

Luu § Dung cy tal si dung nén dudc tai xd |y trong vong 1 gid sau
khi s dung 98 dam bao higu qué lam sach,

3

N&u gifi thiét bi t8i cd 58 bén ngoai d8 tai xd Iy, thiét bj
phii dude bao vé trong thiing van chuyén phi hdp, trénh
nhigm bin cho nhan vién va mél rudng.

Lam sach t déng va lam khd (bao gdm lam
sach sd bd)

Lam sach sd bd

Ngam thiét bj wong dung dich enzym 0,5% &m (vi du:
Neodisher Medizym) it nhat 5 phit.

B4l vél NobelZygoma™ Handle va Handplece Adapler, xa
l&ng Gng bang sing bén nude lanh di khd jon trong 1 phit
(Ap luc ~40 psi).

Bam dung dich enzym 0,5% Sm vao long ng (ndu cd) bing
&ng tigm 20 ml.

Chai b& mat ngodi bing ban chai nylon 16ng mam (vi du:
Medsafe MED - 100.33) it nhiit 1 phit cho d&n khi hét can
béin nhin thay dugc.

Chai b& mat trong, lang Sng va khoang (ndu co) bang ban
chal phi hop vai kich thudc (1.2 mm { 2.0 mm / 5.0 mm} it
nhat 1 phit cho dén khi hét cén bén.

Rida k§ 1t ¢3 bé mat ngodl, lbng Gng va khoang wdil nudc
may lanh it nh&t 1 phat d& loal bo dung dich lam sach.

Ria lang Sng (néu cd) vdi 20 ml nude may bang dng tiém 20
mil,

B4 véi NobelZygoma™ Handle va Handplece Adapier, xa
lng Sng bng sing ban nudc lanh d& khd jon trong 1 pht
{ap lue ~40 psi).

Lam sach td déng va lam khd bang méay

Cac may rda t ddng dude sd dyng trong xac nhan cua Nobel
Biocare: Miele G7836 CD vdi chudng trinh Vario TD, MMM GmbH
Type: Uniciean PL-II 15-2 EL.

Luu ¢ KhuySn ngh| ldm sach v& s8y kha ty ddng vdi 151 da 171 thigt bj
riéng l& mai &n,

1. Dal cac thi&t bl vao giad ho3c khay phi hgp (vi du: gt kim
Ioal dang ray).

2 X8p gid hodc khay vao mdy ria. Bam bao gidlkhay nidm
ngang.

3. Thife hign chudng trinh ria t ddng. Vi du théng s dua trén

chugng trinh Vario TD cda may Miele G7836 CD:

— Tl thigu 2 phot lam sach s bd vdi nudc may tanh

- XA nudc

— T thi€u 5 phit lam sach vdi nudc may =55°C (131°F) va
dung dich 8y nla kitm nhe 0.5% (vi dy: Meodisher
Mediclean)

= Xanddc

~  T&i thidu 3 phit trung hda vai nude khi khodng lanh

- Xanudc

—  Tél thillu 2 phit nda sach cudi vdi nude khd khoang lanh

— XA nudc

4 Chay chu trinh sy & nhiét 43 t5| thifu 50 °C (122°F) trong it nhét
10 phit,

5 M&ucon dd 8m du thia sau chu trinh s8y, ldm khd bang khi nén
hoac khin sach, khéng xd ding mét.

Kiém tra tric quan

Sau khi 1dm sach va s8y kho, kifm tra thidt bj d& phat hién cac hu
hang khéng chdp nhan dudc nhu an mén, dbi mau, 16 8, cdc
wibngfdém ndt (cracked seals), Logl bd ngay nhiing thidt bi khing dat yéu
cau

Lam sach thi cdng

1. Ngam thigt bj trang dung dich NaCl 0,9% vé tring it nhat 5
phat.

2. Chal b mat ngoai bing ban chal nylon Iong mém it nhat 1
phiit chao d8n khi hit cin bin nhin thay,

3. ¥a b& mat trong, 14ng Gng vé khoang (néu cd) bang 20 mi
dung dich enzym &m (vi du: Cydezyme ASP valhodc
Necdisher Medizym; 15i da 45°C [ 113°F) bang Sng tiém két
ndl kim widi 20 mi.

4, B wdi NobelZygoma™ Handie va Handpiece Adapter, xa
long dng bang sung ban nude lanh 48 khd jon trong 1 phit
{&p lyjc 740 psi).

5. Chai b2 méat trang, lang dng vé khoang (ndu co) bing ban
chal phi hdp wdi kich thude (1.2 mm { 2,0 mm / 5.0 mm) it
nhat 1 phit cho dén khi ht can ban.

6. Rifa k§ b® mat ngodi va ibng Sng wai nude may lanh it nhat
1 phit @& logi bd dung dich lam sach.

7. Ngam thigt bl trong bé siéu &m (vi dy: Bandelin; t3n s8 35
kHz, cing sult sléu &m higu qua 300 Welf) chida 0,5% dung
dich enzym (vi dy: Cydezyme ASP va/hoSc Meodisher
Medizym) vé xd Iy It nhdt 5 phit ¢ nhigt d& 4045°C (104-
113°F).
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1. Xa sach b& mat bén trong, long Sng va céc khoang (ndu co)
vdi 20 mi nude may Sm bing kim Wdl ndi v Gng tiem 20 mi,

2 B vdl tay cBm NobelZygoma™ va bd chuyén dbi tay
khoan MobelZygoma™, =& léng dng bén trang béng bin
tia nudc lanh da khd lon trong 1 phit (8p Iue khodng 40
psi).

3 Rida ki b mat bén ngoal thist bl bing nudc tinh khist
hodc nudc tiét tring trong it nhat 1 phit d8 loai bo hoan
toan chat tay rda,

4 Lam khé Bing khi nén hode khiin sach, khéng xd ding
mgt [@n,

Kim tra b ith

Sau khi lam sach va lam kh, kiém tra thigt bi d& phat hién cac
dfu hiéu hud héng khéng chiip nhin dude nhu: ri sét, 35 mau,
an mén dim, vang bl ndt. Loal bd ngay cac thigt bj khang dat
y&u ciu kiém tra,

Tiét triing

Cac ndi hap hdi nudc (steam sterllizers) dude ding trong xae nhan
cla Mobel Biocare: Systec HX-320, Selectomat PLEES-2CL va
Selectomal PLGEG-1 CL (chu trinh tig#n hit chén khéng - pre-vacuum
cycle). Amsco Century Sterilizer, Selectomat PLGG3-2CL va
Selectomat PLIGEE-1 CL (chu trinh frong e - gravity cycle).

Lutu ¥ Khi sd dyung Systec HX-320 hodc Amsco Century
Sterilizer, nén tidt triing 15 da 11 thidt bi dudc nidm phong rigéng
trong tul tidt tring. Khi sU dyng Selectomat PL/EES-2CL hodc
PL/GGE-1 CL, nén thét triing t5i da 1 container giim 8,6 kg dung
cy kim loai va 2 gdi vai,

1. Niém phong tng thidt bi trong Wi tiét tring phi hdp. Tai tiét ring
chn dép dng:

—  Tiéuchudn EN 150 11607 vamodc DIN 58853-7

—  Phi hip tiét tring bang hdi nudc (chiu nhidt it
nhat 137°C { 279°F, cho phép thim thau hd
)

—  Béo vé dyng cy va bao bi tiét tring khal hu hai cd
hoc

= Bang 5 trong tai léu trinh bay vi du v cac loal Wi

ti&gt triing phi hap.
Béng 5 - Tl et ering dukdc khiyn nghi
Phukdng phap Tl 124 triang dhigic khuryin nghi
Chu trirh g he SPSmedical Sat-Seal sterization pouch;
Stericng pouch (Wipak)
i ink 18 it chén SaeriCLING pouch
tntrg Steiking poueh (Wiiak)

2 Ghinhan ti Gét tring vdi cdc thdng tin cBn thidt d8 xac dinh
thigt bi (vi du t8n san phim, m3 sén phdm, s& 1G/s8 batch
néu co),

1 B4t ti 58 tring d& nigm phong vao ndi haptit tring. Bam
baa Wi ndm ngang trong qua trinh 68t tring.

4. Tiét trong thist bi. Ca chu trinh trong Iuc va chu trinkh t&n kot
chian khéng (pre-vacuum [ loai bd khi ddng hoc trén dinh)
deu cd thé ap dyng, sU dung cac théng s48 duge khuysn nghij
trong Bang 6:

Bang & - Chu irind B riing duge khuydn nghi

Chu trinh Mnigtddthip Thaiglentét  Thilglensly Apkcil
nhit trireg 1 kb B thify iy
: {ln Chambar)
Chu winh trong e 1 132°C (270°F) 15:_#;01 &) phin 22858 2 mbard

TRnhichinknéng 1 132°C (2T0°F)  4phin
Tinhitchankhéng2 1M°C (ZT3°F)  3phdt
Tin hitehdn khng 3 134°C (2T'F] 18 phin

3042 mbarS

!y trinh nift tring dude xAc nhdn 9E dp Made db dam bao v rimg 10
the tigy chulin EN S0 176851, =

# Tusn tho Weish Health Technical Memorandum (WHTM) 01-01 Part C.

¥ Tudn thi KhuySn nghi coa WHO cho 8t tning hol nude 08 wdi dyng cy ot
nguy oo nhdm TSEACJD. Bam bao hé thing beo bl va chl thi theo dsi
(chemicalibiological indicators) duge xac nhin cho cic ddu kidn nay.

¢ Ap susi hei bbo héa 132 °C theo tigu chudn EM IS0 17665-2,
¥ Ap sufit hoi bio hia 134°C theo 1y chufin EN IS0 17685-2

Luu ¥ Thiét k& va hidu sust cia ndi hapitiét triing c6 thé anh
hudng dn hidu qua tiét tring,

Cd sd y 18 n&n xac nhdn cac quy trinh tét tring thiic 8 bang
thigt bi va nhan sy thuding xuyan xd ly thist bi.

Tat ca nbi haptiét ring phai twan thd va dude xac nhan, bao tri,
kigm tra theo EN 13060, EN 285, EN SO 17665-1, vathodc
AAMI ST79 hode tiéu chudn gudc gia tudng dng.

Tuén thd nghigém ngdt hudng din sd ding clia nha san xudt ndi
hép/tist tring.

Bao quén sau tiét tring

Sau khi tiét tring, dit Wi tiét tring da niém phong v cd nhadn & ndl
khd, t8i. Tudn thi hudng din cia nhd sdn xudt i &t tring v& didu
kign bdo quan va han sd dung cia thigt bi da tét wing.

Van chuy&n va bao vé thiét bj

Bao bi hodc thing chifa ding d& van chuydn thist b 43 tét iring
phal bdo wé vé tring cha thigt b trong subit qua trinh van chuyén,
Xem xét bao bi thigt bj va quy trinh van chuyén hodic giao hang
(va&n chuy&n ndi bd hodc giao ra bén ngoal).
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Tén / Nnda dang thit b) Nobel Siocare Device - Miipke Tooth Conigaraiion
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Kich thich AF Clncularly Polarzod (CF)

Lol cudin FF phat Cufin todn :1an (Whale body transsnit coil), Cubn
AF phat - thu cho d8u
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" RF lign tuc: MG chudi hosic loat quét lén 1p ma khiding of khodng nghl.

Performance Requirements and
Limitations

To achieve the desired performance, the NobelZygoma™ Tillltra™
sysiem must only be used with the products described in this
Instructions for Use and/or in the Instructions for Use for other
compatible Nobel Biocare products, and in accordance with the
Intended Use for each product. To confirm the compatibility of
praducts which are intended to be used in conjunction with the
MNobelZygoma™ Tilllra™ system, check the compatibility matrix.

Facilities and Training

Itis strongly recommended that new and exparieanced users of
Nobel Biocare products always go through special training before
using a new product for the first time. Nobel Biocare offers a wide
range of courses for various levels of knowledge and experiencea.
For more information, please visit www, nobelbiocare.com.

Bao quan, x{ ly va van chuyén

Thi&t b phai dude bdo quan va van chuyén trong digu kign khé,
trong bao bl géic, d nhiét d& phong va khéng tigp x0c tnje tigp
vdi anh sdng mat trifl. Bao quan va van chuyén sai cdch cd thé
anh hudng dén tinh chét cua thist bi, din déin héng hée hodc
thit bai khi s0 dyng.

XU ly thai b

VOt b an todn cac thidt bj y 18 e the bi nhidm ban hodc khong cén
su dyng dude, nhu rdc thal ¥ & (healthcareiclinical wasta), theo
hudng dan y 15 dia phudng va phap luét hodc chinh sach cia quéc
gia, chinh phi.

Phan loal, @i ché hodc thai bo bao bl phal tuan thi lugit phap dia
phudng v& bao bi v& rde thai bao bi, ndu dp dung,
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Mote Refer to the product label to determine the applicable
conformity marking for each device.

Basic UDI-DI Information

Product 58 UD8-Di cd ban
Implants MobelZygoma™ TiLlra™ implants WW_E_ :
Khip nii Xeai™ cho implant Zygoma TAAFTATOOOINOTBETH
O vit kivdp ndi Xeal™ cho implant Zygoma 7332747000000 18278
Tay clien Nobellygoma Nobalygome™ TIIITATO000001587E
ﬁm«a &y khoan Nobelygoma™ T33274T0000001557G
Ml khoan xoay NabelZygoma™ TIAT7AT0000001 2060
M khosn chinh xac NobelZygoma™

MG khoen din duting NobelZygama™

A khogn trin NobelZypama™

Mili phiy bén NobelZygoms™

Dyng ey do o sl Nobelygama™ T3X2T4 700000016062
ﬁ xay midng Nobeygoma™ kém hufing  TAX274T00000014778

Huing ain ey vy miding NobetZypome™

TIRETAT000000156TA

Tuyén bo phap ly
EN Tat ca cac quyn dugc bao luu.

Nobel Biocare, bifu tugng Nobel Biocare, va 8t ca cdc nhan higu
khac dugc sd dyng trong a1 liéu nay, il khi 6 ghi chi khde hode
ré rang tf ngd canh, & nhan higu cia Nobel Biocare.

Hinh @nh sén phim trong tai liéu nay khing nhat thist dang ty 1&.
Tét ca hinh anh chi mang tinh minh hoa va cd thé khing phan
anh chinh x&c sén pham thyic t8
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Bang chu giai ky hiéu

Cac ky hidu sau of thé xult hidn trén nhan thidt bi hodc trong Bl lidu
d‘l_kﬂmuﬁﬂbl.ﬂmm kh&o nhan thidt bi hodc tai ligu dl kém d8 bigt
ky hiéu ndo dp ding.
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