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Carton DIPRIVAN 10mg/m! (1%)
Scale 65% |
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Emulsion for Injection or Infusion
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Emulsion for Injection or Infusion
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FOR SINGLE USE ONLY
FOR INTRAVENOUS USE ONLY
Sterile emulsion
Does noi contain praservatives =
asepsis mus! be maintained.
Any portion of the contents remaining
after use MUST be discarded.
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500 mg propofol in 50 ml - _ASSEMBLY INSTRUCTIONS

MAINTAIN ASEPSIS

(Exterior of syringe and plunger non-sterile)
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Also contains: Soya-bean Qil. refined.
Purilied Egg Phosphatide. Glycerol, Disodium Edetate.
Sodium Hydroxide. Water for injections.

50 ml

PRE-FILLED SYRINGE

1. Remove glass Bareel frem tray and check integnty, SHAKE.
Remaove the plast Clean the rubber seplum with an alcohal spray
ot an alcahol-spake; . Allow alcohol to

7. Remave luer ¢ tor from packaging. Pull oM neecle cover from luer
conneclar

e leallel belo
reach and sight of

3. Stand the syringe barrel vertically an a hard surface and push luer

conneciar firmly on to syringe barrel sp needle penefraies rubber seal and

connector lully covers biue seal

4. Agd plunger rod by screwing clockwise, CAUTION the rod must be

fully serewed on otherwise 1! may detach which could result in siphaning
nients.

SHAKE BEFORE USE.

Keop oul ot
children

er. Remove excess gas from the synnge (2 small gas
n). Assemble admimistration line_ Place assembied
in appropnale infusion pump.

Fornformation on wse in a syringe pump see package leatlel.

n ' Dipritusor E. The pre-hiled syringes have a specific idenlification lag for use in
TCI syringe pumps synnge pumps incorporating Dwprilusor . The Diprifusor TC system will
automatically adjust the intusion rate Tor concentration of Diprivan
recogrised, when the anaesthetist has input the appropnate infarmatien
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Label DIPRIVAN 10mg/ml (1%)
Scale 100%
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DIPRIVAN | sems IDIPRIVAN
propofol | propofol propofol .
. [(=]
10 mg/ml (1%) in 10 mg/ml (1%) A
Emulsion for Injection or Infusion 50 mi Emulsion for Injection or Infusion -c—;- £
10% 10™ =
ml /ml -
| FOR SINGLE USE ONLY | | FOR SINGLE USE ONLY | C
Also contains: Soya-bean Oil, Nha tifong diing tiém/truyén finh mach. -
refined, Purified Egg Mbi mL thudc chira 10 mg propofol. £
Phosphatide, Glycerol, o S chide 30,k o e i
Disodium Edetate, Sodium Bdo quan d nhidt 05 2-26°C. |
Hydroxide, Water for Injections. ;;?{'3% ‘:ff;& ;?;'*;x I
Read package leafiet before use. S6 14 SX, NSX, HD: xem LOT, MADE, e
Read carton for syringe EXP rén bao bi —
assembly instructions. X M g -
Store between 2°C and 25°C., gfﬂm?i:;?:; ST p=
Do not freeze. : ; - [
Manufactured by/ Sdn xuat bdi =
SHAKE B_EFORE USE. Corden Pharma S.P.A = &
Glass syringe. Viale Dell'Industria, 3 € Reparto Via Galilei, [
Ke_ep out of reach and sight of 17-20867 Caponago (MB), Y %
children. Packed by/ Bang goi bdi =
AstraZeneca UK Limited o
FOR SINGLE USE ONLY e e B Maodle sk, =
FOR INmAVENOUS USE ONLY G'rpa-'ivm i:é a lradema:lk of t;ls T .-
gterﬁa ““‘s""? : AstraZeneca group of companies. [ o
oes not contain preservalives — ©® AstraZeneca 2013 [
asepsis must be maintained. Any ———— -
portion of the contents remaining v ':_ o]
after use MLIST be discarded. LOT )
This syringe should not be used MADE DD MM YY -
for drawing up any fluid. EXP DDMMYY
PRE-FILLED £
SYRINGE 50 mI glhO( FI * NO
PO30700 PBINT] PRINT
PO30700 @.
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Tyvek lid Diprivan 10 mg/mi (1%)
{Nhan vi chira) - Scale 56%

Emulslon for in]ecllon or Infuslon

prapofol

500 mg propofol in 50 ml
Also contains: Soya-bean Onl manac! Purifued
Egg Phosph Edetate,
Sodium Hydroxide, Wltet aa Injechions.

50ml prefied syringe

FOR SINGLE USE ONLY

FOR INTRAVENOUS LISE ONLY

Sterile smulsion

Does not contain presanates — asapsrs must be

maintsnad. Any portion of the contents remaning

ahey use MUST be discarded. This syringa should

notl be usad for drawing up any flusd

Read package |aalet belore use. Siore between

2°C and 25°C. Do not ireaze

SHAKE BEFORE USE Glass syrings

Kaep out of reach and sight af chidren.

ASSEMBLY INSTRUCTIONS

ON REVERSE

| FOR SINGLE USE ONLY l

DIFFIVAN s & e vk of Fe Asal s foun of compenes.

M e

DLI;RIVAN
°/ml (1°

propolol

10

500 mg propofol in 50 ml
Also cmllunn Soyc -baan O, rafined, Punlisd
Egg Ph Disodium Edetats,
Sodium hydln-m warer Ior Irjections

0 mI Pre-filled syringe
FOR SINGLE USE ONLY
FOR INTRAVENOUS USE ONLY
Sterile emuision
Doed not contam presenvaives — asaps:s must be
rmaintained Any porion of tha conlonts remaining
after usa MLIST be decamed. The synngs should
not be used for drawing up any B

Head package leaflat belore use Store betwesn

2°C and 25*C Do not lioeze.
SHAKE BEFORE USE. Glass syringe
Keep out of reach and sight of chidren

ASSEMBLY INSTRUCTIONS
ON REVERSE

FOR SINGLE USE ONLY ‘

DIPATVAN & & i mars; of Bn Asinusnsce Dmup o Companisg.
© AzireTaneca 2013
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propofol
107
ml
500 mg propofol in 50 ml
Also contains: Son tean Oil, refined, Purified

Egg P i, D Edetate,
Sodium Hydrovide, Walef Iou Injections

50 ml Pre-filled synnge

FCR SINGLE USE ONLY

FOR INTRAVENOUS USE ONLY

Stanle emulsion

Does not contan preservatves - asepsis mua! be

mantamned, Ay portion of the contenis remaining

aher usa MUST be discarded. This syrnge should

not b wsad for drawing up any fhid

Read package lealle! balore use Store between

2°C and 25*C. Do not freaze

SHAKE BEFORE USE. Glass syrnge

Keep oul of reach and sight of children.

ASSEMBLY INSTRUCTIONS

ON REVERSE

[ FOR SINGLE USE ONLY 1
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FOR SINGLE USE ONLY

ASSEMBLY INSTRUCTIONS

MAINTAIN ASEPSIS
(Extanor of syringe and plunger nan-starile)

|

1. Remove giass syringa barel from iray and check
integnty SHAKE Femove the piastic cover. Clean tha
rubbar septum with an akcohol spray or an alcohol-soaked
swalz Aliew aicohal o dry.
2 Femova luer connoctor from packagng Pull off
noadie cover from iuer connectar
3. Swand the syringe barrel verlically on a hard surface
nnd push uer carnactor firmiy an 1o syringe barrel so
nasdia rubber seal and fulty covars
biue seal
4. Add plunger rod by screwing ciockwise. CALTION
the rod must ba lully screwed an, atherwise il may
dainch which could resutt in sphaning af ihe syrings
cantents.
5. Unscréw iunr cover Femove sxcess gas fram the
syringe (8 small gas bubble may raman]

ion line. Piace synings in an
appropiate infuslion pump
Fof mlormabon on use in & ByINge PUMp 388 package
taatinl.
& The pro-tied synnges have a spacific identification
1ag for use in synnge pumps incorparakng ‘Diprfuser’
The ‘Diprifusar’ TGl aysiem wil aulomatically adws! the
infusian rate for the concanirian of ‘Diprivan’
racognisad, when iha anaasthetst has input the
appropnale informaton

4,
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FOR SINGLE USE ONLY
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FOR SINGLE USE ONLY ]

ASSEMBLY INSTRUCTIONS

MAINTAIN ASEPSIS
(Extarior of syringe and plunger non-stenia)

|

1. Remove glesa syrings bamel irom ey and check
ntegrity. SHAKE. Femove the plastc cover, Clean the
nubbar sapium with an alcohol spray or an alcchal-soaked
swaly, Aliow alcohol To dry
2. Remave luar connecior lrom packaging Pull off
neadis covar from luer connecion
3. Stand the syrings barrel vertically on a hard surface
and push luer connactor frmly on lc syrnge baral so
nenda panalraias rubber seal and connactar fully covers
Bilue el
4 Add plunger rod by screwng cockwise, CAUTION:
the rod musi ba fully screwed on, othemesa it may
oatach which could result in sphoning of the synnge
conlenis.
5 Unscrew luer cover, Aemova axcess gas fom (he
wyringa (& small gas bubbéa may mmmn] Azzambia
line Place wyfinge in an
appropriate infusien pumg
For inlormaton on use in @ syringe pump see packags
leaflet
6. Tha pra-fifed synnges have a spectic identfication
lag for use in synnge pumps incorporating 'Deonilusor’
The ‘Dipniusor TCH system will aviomatically adiusi the
sntugicn rate for the concantrabon of ‘Dipnvan'
recognisad, wher tha anaeathetst has inpul the
approprisle informatan
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| FOR SINGLE USE OMLY
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FOR SINGLE USE ONLY 3

ASSEMBLY INSTRUCTIONS |

MAINTAIN ASEPSIS |
{Extanar of gyrings and plunger non-sherie) |

1. Remave glans syrings baral from Eay and check
intagnty, SHAKE Ramove the plastic caver. Ciaan the
nabber sapium with an alcohe! spray or an alcohol soaked
mwab Allow sicohol 1o dry.
2 Remove [uer corrector from pacaaging. Pull off
nesdle cover Irom fuar conneclor
3. Stand the syringe barrel vertically on a hard suriaco
and push juer cannactor fimly on 10 syringe baral 5o
neadle paneiales nibber seal and connector hully covers
biue saal
4, Add plunger rod by scrawing clockwese CALTION!
ihe rod must be fully screwedd on, ofhenwisa it may
detach which cowd result in sphoning of the syringe
contants
5. Unscoew uar covar Aemove excess gas from the
syringa (a small gas bubbis may ramar]. Assemble

tna. Piace IYNQa in an
appraprate niusion pumg.
Fornlgrmaton on use In a syrings pump see package
leafial

& The pre-liled syringes have a specis identicaton
tag for usa n syringe pumps ncorparahng Diprifusar’
Tha ‘Dipntesar’ TC| aysiam wi| sulomakcaly adust the
intusiaon rate for the concantralion of 'Diorivan
recogrised, when lhe snassthetal has input the
aporopnate information

FOR SINGLE USE ONLY
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Rx

DIPRIVAN 10 mg/mL (1%)
propofol .
Nhii twong ding tiém hoac truyén tinh mach

CONG THUC

Hoat chat: Propofol 10 mg/ml|
Ta duoc:

Glycerol.

Phosphatide trieng tinh ché.
Natri hydroxide.

Dau dau nanh tinh ché.
Nwoc pha tiém.

Dinatri edetate (EDTA).

DANG TRINH BAY

Nhi trong dung tiém hoactruyé‘n tinh mach

Nhi teong dau trong nuwéc, dang treong, mau trdng duc nhu sira
duoc chira sén trong mot bom tiém thly tinh (pre-filled syringe).

CHI BINH DIEU TR

Diprivan 1a mét thudc gay mé tinh mach tac dung ngan thich hop cho
viéc dan mé va duy tri mé.

Diprivan ciing co thé dwoc ding dé an than & bénh nhan nguéi lon
dang duoc thong khi hd tro trong don vj san soc dic biét.

Diprivan cling ding dé an than nhe (conscious sedation) cho cac phéu
thuat va tha thuat chan doan.

LIEU LUQNG VA CACH SUf DUNG

Thung phai dung them thubc gidm dau voi Diprivan.

Diprivan da dugc dung két “hop voi gay té tiy sbng va gay té ngoal
mang clrng va vegi cac thude tién mé thong dung, cac thuoc e ché
than kinh co, cac thuéc géy mé gua cTchvng the va thude gidm dau;
khéng ghi nhan dwoc co sy tuong ky vé dwoc ly nao. Co thé can
dung ligu thap Diprivan khi gay mé duoc st dung nhw mot bién phap
hé tro véri ky thuat gay té vang.

Xin xem cac huéng din chuyén biét vé cach sl dung Diprivan cho Hé
Théng Truyén Tinh Mach kiém soat nong 40 & mo dich (Target
Controlled Infusion: TCI) phéi hop véi phan mém ‘Diprifusor’ TCI dwoc
mé ta dudi day. Cach st dung nay chi giéi han dé dan mé va duy tri
mé & nguoi Ion. Hé thong ‘Diprifusor’ TCI khong diwoc khuyén cao sk
dung cho an than & khoa phong cham séc dac biét (ICU sedation),
hoac an than nhe (conscious sedation) hoac & tré em.

Nguwroi I6m

DAN ME

Diprivan co thé ding cho dan mé bang cach tiém tinh mach cham hay
truyén tinh mach.

O bénh nhan khéng c6 tién mé va bénh nhan da co tién mé, nén diéu
chinh Diprivan (khoang 40 mg méi 10 gidy cho mét ngudi loén khoe
manh, can nang trung binh bang cach tiém hay truyén tinh mach) theo
dap wtng cua bénh nhan cho dén khi bénh nhan co dau hiéu bat dau
mé. Pa sb ngudn I&n dwdi 55 tudi can 1,5 - 2,5 mg Diprivan/kg. Téng
liéu co thé g|am béng cach gidm toc dd tiém truyen (20-50 mg/phdt).
Trén 55 tudi, liéu dung thwong it hon. O bénh nhan phan do ASA 3 va
4, nén tiém truyén & toc do cham hon (khodng 20 mg mdi 10 gidy).

DUY TRi ME

Cé thé duy tri mé bang cach truyen lién tuc hoac tiém tinh mach nhiéu
lan dé duy tri 36 sau cla mé can thiét,

Truyén lién tuc: Toc dd truyén thay doi dang ké giiva cac bénh nhan
nhung toc do trong khodng tir 4 den 12 mg/kg/gio thwong duy tri mé
tbt.

Tiém tinh mach nhiéu 1an: Néu ding ky thuat tiém nhiéu lan, co thé
tiem mdi dot tir 25 mg dén 50 mg tuy nhu cau lam sang.

AN THAN KH! SAN SOC BAC BIET

St dung Diprivan qua hé 1h6ng ‘Diprifusor’ TCI khéng dwoc khuyén
cao ding dé an than khi chdm soc dac biét.

Khi diing d& an than & ngudi lon duoc théng khi hé tro trong don vi
san soc dac biét, nén truyén Diprivan lién tuc. O nguoi lon, van toc
truyén trong khoang 0.3 den 4,0 mg/kg/gi hau hét cho két qua an
than tét. Viéc st dung Diprivan @& an than cho nguéi Ién trong khoa
phong cham soc dac biét & ngudi tredng thanh khong nén veeet qua
4mag/kg/gio trir khi nhirng lei ich mang lai cao hon nhikng nguy co gay

ra cho bénh nhan. (Xem muc ‘Lwu y va Than trong dac biét khi si
dung’).

AN THAN NHE (CONSCIOUS SEDATION) CHO PHAU THUAT VA
THU THUAT CHAN DOAN

S{ dung Diprivan qua hé théng ‘Diprifusor’ TCI khéng duwoc khuyén
cao dung dé an than nhe.

Pé an than cho phau thuat va tha thuat chan doan, toc do dung nén
dwoc diéu chinh cho tung ca nhan tuy theo dap (rng 1am sang

Phan I&n bénh nhan cén ding liéu 0,51 mg/kg trong 1-5 phut dé khoi
dau cho an than.

Duy tri an than co thé cung diéu chinh liéu tiém truyen Diprivan dén
murc can thiét trén lam sang, phan I&¢n bénh nhan can ding liéu 1,5-
45 mgfkgigldf Cung voi truyén tinh mach, tiém tinh mach 10-20 mg
mi lan co thé duoc dung dé tang nhanh do sau an than khi thay can
thiét. & bénh nhan phan do ASA dd 3va 4 toc do tiém truyén va liéu
lwong can phai giam.

Nguroi cao tudi o

O bénh nhan cao tudi, liéu yéu céu dé dén mé bang Diprivan duoc
gidm bét. Khi gidm liéu, nén xem xét dén tinh trang thé chét va tudi
tac cia bénh nhan. Nén truyen li&u da giam nay & toc 6 cham hon va
diéu chinh liéu theo dap ung. Khi dung Dlpnvan aé duy tri mé hoac an
than, ciing nén gidm toc do truyén hoac gnam 'néng dd thudc muc
tiu'. Bénh nhan phan dj ASA 3 va 4 s& can giam liéu va toc do truyén
hon nita. Khdng nén tiém tinh mach nhanh (Iléu don hoac lap lai) cho
bénh nhan Ién tudi vi didu nay c6 thé dan dén tinh trang truy tim
mach-hé hap.

Tré em

S dung Diprivan qua hé théng 'Diprifusor’ TCI khéng dwoc khuyén
cao dung cho bét ky chi dinh nao & tré em.

DAN ME

Diprivan khéng nén ding & tré em dudi 3 tudi (xem phan 'Phén (rng
ngoai y').

Khi diing dé dan mé & tré em, Diprivan phai dwoc cho cham cho dén
luc cb dau hiéu 1am sang cia tinh trang bdt d4u mé. Phai diéu chinh
lidu Iucrng theo tudi va/hoac céan nang. Da sb bénh nhi trén 8 tudi co
thé can khoang 2,5 mg Diprivan/kg dé din mé. Bénh nhi duéi 8 tudi
c6 thé cén liéu lvgng nhiéu hon. Nén ding liéu thap hon dbi véi bénh
nhi phan do ASA 3va 4. J:‘

DUY TRI ME %
Diprivan khong nén ding & tré em duwei 3 tudi.
Co thé dung Diprivan duy tri mé béng cach lruyén hodc tiém finh
mach nhéc lai nhidu lan dé duy tri mirc do sau ctia mé can thiét, Téc
do tiém hodc truyén thay ddi rat nhiéu giira cac bénh nhén nhl.rng toc
do trong khodng 9-15 mg/kg/gi&r thwéng dat droc yéu cau két qua gay
mé tét.

AN THAN NHE TRONG PHAU THUAT VA THU THUAT CHAN DOAN
annvan khdng nén dung dé an than nhe cho tré em vi tinh an toan va
hiéu qua chwa duwoc xac lap.

AN THAN KHI SAN SOC BAC BIET

Khéng nén ding Diprivan dé an than & tré em vi hiéu qua va dg an
toan chwa dwoc chung minh. Mac du chua xac lap deoc mbi quan hé
nhan qua mét vai bién cb ngoai y nang (k& ca t vong) da duwoc ghi
nhén & mot vai bao cao ty phat ] dung thube khéng dwoc cho phép
va nhitng bién cb nay da so xay ra & tré em bi nhiém trung dwong ho
hép da dung lidu virot qua lidu cho phép cla ngudi lén.

Cach dang .

Diprivan c¢ the duoc truyen tinh mach khéng pha loéng qua bom tiém
nhwa hodc cac chai dich truyén bang thdy tinh hay bom tiém chiva sdn
Diprivan. Khi Diprivan dwoc ding khang pha lodng d& duy tri mé, nén
dung cac thiét bi nhu bng bom tiém hodc bom truyén theo thé tich dé
kiém soat van toc truyén.

Diprivan ciing co thé dwec dung pha lodng, chi voi loai dich truyén
tinh mach Dextrose 5%, trong cac tli nhya PVC hoac chai thiy tinh.
Viéc pha loang, khéng qua 1 phan 5 (2 mg propofol/ml), phai dwoc
lam mét cach vé tring ngay trwée khi truyén. Hon hop én dinh cho téi
6 gio.

Thubc pha lodng co thé dwoc dung voi nhiéu ky thuat kiém soat
dudrng truyén da dang, nhwng mot phwong cach kiém soat don déc
s& khong tranh dwoc nguy co tai bién khong kiem soat duoc khi
truyén qua nhiéu Diprivan pha lodng. Phai thém vao dwong truyén 1
éng buret, may dém giot hodc bom do thé tich. Nguy co truyén khang
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Kiém soat duoc phai dwoe nghi t&i khi quyét dinh thé tich i da thube
da pha lodng trong ong buret,

Diprivan g thé diroc tiém truyén gua mét nhanh hinh chit Y gan ving
tiém, vao trong cac dich truyén tinh mach Dextrose 5%, Natri chlorid
0,9% hay Dextrose 4% v&i Natri Chiorid 0,18%.

Bom tiém thiy tinh co chia san thude (pre-filled syringe PFS) ¢ lec
can ma sat thap hon so vdi bom tiém nhya ding mot lan va dé si
dung hon. Vi vay, néu Diprivan duoc sl dung véi bom tigm cam tay
chira san thube, dwdng truyén gika bom tiém va bénh nhan khdng
dwgc d& he ma khang duoc giam sat,

Khi dang bom tiém chira sdn thude duec ding voi bom may, thi phai
dam bao tinh twong thich phil hop. Cu thé, bom nén duoc thidt ké dé
tranh bi rit ngwoc va nén ¢ hé théng bao ddng tinh trang b tic
nghén duwoc cai dat voi ap sudt khang dwoc ién hen 1000 mmHg.
Néu st dung bom chireng trinh hod hodc bom trong dwong ma cho
phép st dung cac bom tiém khac nhau, chi chon ché d6 "B-D" 5060
ml 'PLASTIPAK' khi l&p bom tiém chira san Diprivan.

Diprivan ¢o thé tron tredc véi alfentanil dang tiém chira 500
microgram/mL alfentanil {'Rapifen’; Janssen Pharmaceuticals Ltd.) voi
ty & 20:1 dén 50:1 viv. HBn hop thude nén dugc chudn bi bang k§
thuat wd tring va s dung trong vang 6 git.

Pé giam dau luc khéi dau tiém chich, phan Diprivan 1% ding dé dan
mé cé thé dwoc pha thém véi lidocaine dang tiém trong mét dng tiém
nhwa voi ty 1& 20 phan Diprivan véi mét phan hodc 1a 0,5% hodc 15 1%
lidocaine dang tiém ngay trwéc khi st dung.

PHA LOANG VA DUNG KEM VQI CAC THUOC HAY VOI DICH

TRUYEN KHAC (Xem thém phan 'Cac than trong khac)
Ky thudt £ e
ding ;ﬂﬁsc d:;?:ash 5 Chuén b Than trong
chung :
Pha trdn | Dextrose 5% |Pha 1 phan Diprivan | Pha trdn nhanh
trwae détruyéntinh |véi t6l da 4 phin|chang mét
mach Dextrose 5%  d&|cach vb tring
truyén  tinh  mach | ngay trudc khi
trong tui PVC hodc | truyén.
chai thuy tinh. Khil ysn hop én
pha trong ti PVYC|4inn 14 da &
nén ding tat nguyén | gig.
va rat bd trudec mot
thé tich twong (ng
véi thé tich Diprivan
s€ bom vao.
Lidocaine Pha 20 phéan Diprivan | Pha tron nhanh
Hydrochloride |véi téi da 1 phan|chang mat
dang tiém lidocaine cach v trung
{0,5% hodc hydrochloride  dang | ngay trudc khi
1% khéng cd | tiém 0.5% hodc 1%. | dung.
chét bao quan) Chi dung @&
dén mé.
Alfentanil dang | Pha tron Diprivan vgi| Pha trén mdt
tiém (500 Alfentanil dang tiém |cach vd tring
microgram/ml) | theo ty l& 20:1 dén | trude khi dung:
50:1 thé tich/thé tich. | st dung trong
vong 6 gid,
Dung Dextrose 5% [ Cho cing lic qua ang Dt ong  néi
cung luc [detruyéntinh fndihinh Y nhw trén. | hinh Y gan cho
qua 6ng mach tiém.
ndi  hinh
Y
NaCl0,9% d& | Nhuw trén, Nhu trén.
truyén tinh
mach
Dextrose 4% | Nhuw trén. Nhw trén
v NaCl
0,18% dé
truyén tinh
mach.

PHUCONG PHAP GAY ME BANG CACH TRUYEN TINH MACH KIEM
SOAT NONG DO & MO BICH (TARGET CONTROLLED INFUSION -
TCl) —~ CACH SU' DUNG DIPRIVAN QUA HE THONG 'DIPRIFUSOR'
TCI & NGUOILON

S dung Diprivan qua hé théng 'Diprifusor’ TCI ¢hi gi¢i han & ddn mé
va duy tri mé trong gay mé & ngwdi lon. Dang trinh bay nay khang
duac khuyén cao sl dung cho an than & khoa phang cham séc dac
biét {ICU) hodc an than nhe hodc & tré em.

Diprivan chi ¢b thé dwoe st dung bang phirong phap TCl qua hé
thong 'Diprifusor’ TCI phdi hop véi phan mém Diprifusor TCI. Cac hé
théng trén chi hoat déng khi nhan ra bom tiém co san thudc Diprivan
qua thiét bi dian t {electronic tag) gan trén bom tiém. Hé thong
‘Diprifusor’ TCI s& tw ddng diéu chinh tdc d6 truyén phil hop véi nang
d6 Diprivan xac dinh. Nguai st dung phéi thanh thao cch bom tiém
lruyen cach dung Diprivan qua phuwong phap TCl va ding dung hé
théng nhan dang bom tiém, cac thang tin nay sé& dwoc cung ¢ap trong
1ai liéu hwdng dan st dung 'Diprifusor’ ¢ $an clia AstraZeneca.

Hé théng nay cho phép bac sT gdy mé hay bac sT khaa cham sae dac
biét dat dwoc va kiém soat toe d6 dén mé, dd sau cia gay mé mong
muén bdng cach thiét lap va didu chinh ndng & propofol muc tiéu
trong mau {duoc du doan trude).

Hé théng 'Diprifusor’ TC| gia dinh ndng dd ban dau cia propofal trang
mau bénh nhan |4 bang 0 Vi vay, d6i véi nhing bénh nhan da su
dung propofol treee d8, ¢6 thé can phéi chon ndng dé muc tiéu ban
dAu trong mau thdp hen khi bat dau st dung 'Diprifusor TCI. Twong
t, khang khuyén cao dung lai ngay ‘Diprifusor’ TCI khi d& tat bom
may.

Huwdng dan dat dueac nong 88 propofal mue tiéu nhu sau: vi duoc
déng va duoc lwe cla propofol thay déi trén nhitng bénh nhan khac
nhau, & ca bénh nhan dugc tién mé va khéng duwoc titn mé, nong da
prapofol muc tiéu nén duoc xac dinh dya vao dap (ng cia bénh nhén
nhim dat dwoc dd mé sau can thiét.

DAN ME VA DUY TRI ME TRONG GAY ME

Trén nguoi lon <55 tudi, thudng dan mé véi ndng dé propofol muc
tieu trong khodng ti 4 dén 8 microgramiml. Nong dd muc tiéu khdi
dau dwoc khuyén cdo & banh nhan dwec tién mé 13 4 microgram/ml
va ¢ bénh nhan khéng dvoc chuan mé la & microgram/m|. Théi gian
dan mé vei nhirng nong dé muc tiéu nay thwang kéo dai trong vong
60 — 120 giay. Néng d6 muc tiéu cao hon s& cho phép din mé nhanh
hon khi gay mé nhirng cé thé kém voi tinh trang suy gidm huyét d6nq
hoc va hé hap rd rét hon.

Nong d6 muc tiéu khoi dau thdp hon nén dwoc ap dung cho nhikng
bénh nhan lgn hon 55 tuon va nhi*ng bénh nhan nhém 3 va 4 theo
phan loai ASA. Sau dé nong dd muyc tidu co thé tAng 1&n tirng mire tis
05 dén 1.0 microgram/ml mai mét phut dé dat dén trang thai dan mé
tip tip.

Théng thuang can bo sung, thude gidm dau va n6ng d6 muc tiéu cua
duy tri mé cb the glam xudng do anh huwéng clia lvong thube gidm
dau dwoc sl dung déng thoi. Ndng d propofal muc tidu trong khoang
3 dén & microgram/ml thwéng duy tri dwec tinh trang mé mong mudan,
Néng da propofol dr dodn lic tinh thweng 1a 10 dén 2.0
microgram/ml va sé bj dnh hwdng béi legng thube gidm dau sy dung
trong luc duy tri mé.

AN THAN TRONG QUA TRINH CHAM S0C DAC BIET

Néi chung, nong do propofol muc tigu trang mau, dwoc yéu céu trong
khoang 0,2 dén 2.0 microgram/ml. Khai dau sl dung vei ndng do muc
tieu thap dwoc chinh ligu dua vao dap tng clia bénh nhan dé dat
duoc dé sau an than mong mudn.

CHONG CHI BINH

Chdng chi dinh sl dung Diprivan ¢ bénh nhan da biét 1a qua man véi
propofol hodc bt ky ta dwoc nao.

Diprivan khang khuyén cao ding cho tré em dudi 3 tudi.

Chang chi dinh dung Diprivan dé an than cho tré em & moi lva tudi bi
bach hdu hodc viém nap thanh quan dang dugc chim séc dac bigt
{xem phan 'Lru y va Than trang dac biat khi st dung’),

LLPU ¥ VA THAN TRONG DAC BIET KHI SL DYNG

Diprivan pha| duec ding bdi nhikng ngudi da dwee huan luyén vé gdy
mé (hodc & noi thich hop, bdi cdc bac s d3 dwoc hudn luyén vé
cham sdéc bénh nhan & khoa hdi sikc). Bé&nh nhan nén duvoc theo doi
lién tuc ky lwong va rén cd san cac phuong tién dé gil thang dwong
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&

thé, thd may, oxy va cac thiét bi hoi sirc khac. Diprivan khong dugc

"dung bdi nhirng ngudi tham gia thu thuat chdn doan hay phéu thuat.

Khi ding Diprivan dé an than nhe cho thd thuat ngoai khoa va chan
doan, bénh nhan can duoc theo ddi fién tuc cac dau hiéu som cla ha
huyét ap, tac nghén dwang hé hap va mét baoe hoa oxy.

Cing nhuw cac thudc an than khac, khi dung Diprivan dé an than trong
phau thuat, nhirng cir dong khong chii y cta bénh nhan co thé xay ra.
Trong tién trinh phau thuat doi hoi bénh nhan phal n&m bat dong, cac
clr dong nay co thé gay nguy hiém d@bi vai vi tri phau thuat.

Can mot khoang thei gian thich hop truée khi chuyén bénh nhan di dé
bao dam bénh nhan da hoan toan hbi phuc sau gay mé. Rat hiem khi
viéc sl dung Diprivan lién quan dén giai doan mat y thirc sau phau
thuat, co thé kém theo tang treong luc co. Diéu nay co thé hay khéng
thé duoc bao trudc bang mot giai doan thirc tinh. Mac du sy héi phuc
c6 thé xay ra tw nhién, nhung c&n san soc thich hop nhu d6i voi bénh
nhan mét y thiec.

Cang nhu cac loai thubc gay mé dwéng tinh mach khac, phai than
trong khi dung & bénh nhan co tén thwong tim, phéi, than, gan, gidm
thé tich tuan hoan hodc suy kiét.

Diprivan khong co hoat tinh tc ché than kinh phé vi va da co cac bao
cao vé tinh trang nhip tim cham (dbi khi rat néng) va vo tam thu. Nén
nghi téi viéc ding mét thudc khang pho giao cam dwang tinh mach
trwére dan mé hodc lic duy tri mé, nhat 1a khi trueng Iwe phé giao cam
¢t nhiéu khd nang chiém wu thé hoac khi Diprivan dwoc ding kém voi
cac thudc cé kha nang gay cham nhip tim.

Khi dung Diprivan & bénh nhan déng kinh, cé thé co nguy co co giat.
Phai san soc thich hop bénh nhan co r6i loan chuyén héa mé va cac
bénh trang khac ma nhi tong lipid phai dwoc s dung mot cach than
trong.

Nén theo d6i ndng do I|p|d mau khi dung Diprivan & bénh nhan dwoc
cho la cé nguy co bj qua tai chat béo. Phai chinh liéu Diprivan thich
hop néu su theo dai cho thdy m& khong dwoc thanh loc khoi co thé
mét cach thich hop. Néu bénh nhan dang dwoc truyén tinh mach cing
luc mdt dung dich lipid khac, nén giam liéu dung dich nay dé b triy
cho Iveng lipid sé dwec truyén ndm trong cong thirc bao ché Diprivan;
1,0 ml Diprivan chia khoang 0,1 g chét béo.

Khong khuyén céo diing Diprivan trén tré so sinh dé dan mé va duy tri
mé. D liéu tir viéc dung thuoc ngoa| cac chi dinh durec ghi trén toa
thuéc (off-label) cho thay néu phac do diéu tri cho tré em (3-16 tudi)
duoc ap dung cho tré so sinh thi co thé gay qua liéu mot cach tuorng
déi, lam truy tim mach-hd hap (xem cac phan 'Liéu lvong va Cach st
dung' va 'Phan (rng ngoai y".

Khong cé di liéu hd tre cho viéc dung Diprivan d& an than cho tré
sanh non dang dwoc cham soc dac biét.

Khéng cé nghlen clru 1am sang hé tro cho viec st dung Diprivan dé |
an than cho tré em bi bach hau hoac viém nap thanh quan dang dwoc
cham soc déc biét.

Cac khuyén cao lién quan dén viéc ding thudc trong Khoa Phong
Cham séc dac blét (ICU):

Ghi nhan rat hiém treong hop nhiém toan chuyén héa, tiéu co van,
tang kali huyet thay doi dgien tam do (ECG)* valhodc suy tim, trong d6
co vai treong hop ti vong & bénh nhan mac bénh ning dang dung
Diprivan dé an than tai khoa phéng cham soc d&c biét. Cac yéu t6 sau
day co lhe la yeu té nguy co chinh dan dén cac bién cb nay: Giam
cung cap oxy dén cac md, tbn thuong va/hodc nhiém tring néng hé
than kinh, st dung liéu cao mét hodc nhiéu thudc sau day — cac thude
gay co mach steroid, thudc anh huorng |én strc co co tim va/hoac
propofol. T4t ca cac thudc dung an than va diéu tri duoc siv dung
trong ICU (ké ca Diprivan) nén dwoc chudn liéu dé duy tri su cung cép
oxy tdi wu va cac tham sb huyét dong khac.

EDTA la mot phirc hop clia ion kim loai, ké ca kém. Nhu cau can bd
sung kém nén dwgc xem xét khi dung lau dai Diprivan, dac biét doi vai
bénh nhan c6 khuynh huéng thiéu kém, nhw bénh nhan bj béng, tiéu
chay va/hoéc nhiém khuan nang.

* Doan ST chénh 1én dang vom (tweng ty nhe sy thay ddi ECG trong hdi ching
Brugada).

CAC THAN TRONG KHAC

Diprivan khéng chira cac chat bdo quan khang khuan va hé tro sw
phat trién cda vi sinh vat. Diprivan chira disodium edetate 0,005% wiv
(EDTA) véi vai trd |a chét sat khuan. EDTA la mét chat cé kha nang
tao phirc véi cac ion kim loai trong d6 c6 kém; khi dung lau dai
Diprivan, nén xem xét sy can thiét cia viéc bd sung kém ddi voi

nhirng bénh nhan co nguy co thiéu kém, nhu bénh nhan bi bong tieu
chay va/hoac nhiém khuén nang. Khi bom rit Diprivan, phai lay thubc
ra mot cach vo trung vao mét ang tiém vo tring hodc vao bd dd truyen
ngay sau khi mé ong tiém hoac bé gay dau niém phong clia lo thude.
Phai dung lién, khdng cham tré. Sy vd trung pha| duoc duy tri cho ca
Diprivan |an bd dung cu dé truyén trong sudt qua trinh truyen Bét ky
dich truyen nao thém vao duong truyen Diprivan phai duoc tién hanh
gan chd vi tri 6ng cannula. Khong nén truyén Diprivan qua mang loc vi
sinh.

Diprivan va moi dng tiém chich chira Diprivan la dé dung mét an duy
nhét trén mét bénh nhan. Glong nhw cac hwéng dan vé viéc truyén
cac nhii trong lipid khac, mot Ian truyen Diprivan khéng nén vwot qua
12 gier. Sau khi truyén xong hodc hét han 12 gio, ty theo diéu nao
xdy ra trede, ¢ binh chira Diprivan 1an day truyén phai bi hiy bé va
thay thé thich hop.

TUONG TAC THUOC VA CAC DANG TU'ONG TAC KHAC

Diprivan da duoc dung két hop voi gay té tly song va gay t& ngoai
mang cling va voi cac thube tién mé théng dung, cac thude (e ché
than kinh ce, cac thudc gay mé qua duong thé va thude gidm dau;
khong ghi nhan duoc suw tvong ky vé dugc ly nao. Diprivan co thé
ding & ligu thap khi ma gay mé duoc dung nhu mét bién phap hd tro
vGi ky thuat gay té ving.

PHU N(r CO THAI VA CHO CON BU

Thai ky

Diprivan khéng nén dung trong thai ky. Tuy nhién Diprivan da ting
dwoc ding khi cham dit thai ky trong 3 thang dau.

San khoa

Diprivan qua nhau va coé thé: lién quan véi sw suy yéu cla tré so sinh.
Khéng nén dung Diprivan dé gay mé trong san khoa.

Giai doan cho con bu

Sy an toan cla tré so sinh chwa dwoec xac dinh khi ngwdi me cho con
bu str dung Diprivan.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Phai thdng bao cho bénh nhan biét 1a cac céng viéc doi hoi ki nang
nhu 1ai xe hoac van hanh may méc co thé bi roi loan mot thei gian sau
khi si¥ dyng Diprivan.

PHAN UUNG NGOAI Y

Dan mé béng Diprivan thwéng nhe nhang véi it biéu hién kich thich.
Céc tac dung ngoai y duoc ghi nhén thuéng nhét 1a céc phén ung
duoc ly clia nhém thube gay mé co thé dw doan truéc, nhi ha huyeét
ap. Do ban chét cda tha thuat gay me va tinh trang bénh nhan dang
dwoc cham soc dac biét, cac bign cb dwoc ghi nhan lién quan dén thu
thuat gay mé va cham soc dic biét ciing cé thé lién quan dén thi
thuat thuwc hién hoéc tinh trang bénh nhan.

& . Co qua . ]
Tan suat tgcthi]’g Phan (¢ng ngoai y
Ratthwong | Céc rdi loan toan | au tai chd khi din me

gap (>1/10) than va tinh trang
| tai ché tiém
Thuwong gidp | Roi loan mach méu | Ha huyét ap
(>1/100,
<1710) Réi loan tim Cham nhip tim ©
R6i foan hé hédp, | Ngung thé thoang qua
nguc va trung that | khidan mé
Réiloan tiéuhéa | Budn nén va non trong
giai doan hai phuc
R6i loan hé thdn | Nhirc dau trong giai doan
kinh hdi phuc
Céc 6i loan toan | Trigy ching ngung thudc
than va tinh trang | & tré em™
tai cho tiém
Réi loan mach méu | D% birng mat & tré em™
it gap Réi loan mach méu | Huyét khéi va viém ftinh
(>1/1000, mach
<1/100)
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| Hiém gap | Roi loan hé thdng I Cac ct dong dang dong
(=1/10 000, than kinh kinh, k& ca co giat va
<1/1000) wdn cong ngudi trong khi

dan mé, duy tri va hoi
phuc

Réi loan tam thdn | Trang thai kich thich

=z
Réi loan co xuong

Rét hiém gap g | Tiéu co van ©

(<1/10 000) khop va md lién két
Réi loan tiéu héa Viém tyy
Thuong ton, ngé | Sét hau phau
déc va cac bién
ching trong thi
thuét
Réi loan than va Mét mau nuoc tiéu sau
tiet niéu khi str dung dai han
Roi loan hé ty | Quamén - ¢o thé gay
miéen phu mach, co that phé

quan, héng ban va tut

huyét ap.

Roi loan hé sinh
san va tuyén vi

Khang (rc ché tinh duc

Réi loan tim Phu phbi.
Réi loan hé than Bat tinh hau phau.
kinh

: |
(1) Co thé giam thiéu bang cach str dung cac tinh mach ¢6 kich thuéc
lon @ canh tay va hb trrdc xuwong tru. Khi ding Diprivan 1%, cac vét
dau tai chd cting dwgc giam thiéu bang cach dung phdi hop voi
lidocaine (xem ‘Liéu lweng va Cach st dung’).

(2) Thinh thodng, ha huyét ap co thé can phai dung dung dich tiém
tinh mach va giam téc dé truyén Diprivan.

(3) Hiém gap, cham nhip tim trdm trong. Trong mot vai triéng hop, c6
the gay vo tam thu.

(4) Sau khi ngeng dung Diprivan mét cach dét ngét trong cham soc
dac biét.

(5) Rét hiém trueng hep ghi nhan tiéu co van khi dung Diprivan & liéu
lén hon 4 mg/kg/gicr dé gay ngu an than trong ICU.

Cac béo cao tir viéc st dung Dlprwan ngoai cac chi dinh duoc ghi
trén toa thudc dé khoi dau gay mé o tré so sinh cho thay truy tim
mach-hd hap co thé xay ra néu ap dung phac dd ding cho tré em
(xem phan ‘Liéu lwgng va Cach st dung’ va ‘Lwu y va Thén trong dic
biét khi str dung’).

QUA LIEU _

Qua liéu do tai bién co thé gay suy ho hap tuan hoan. Phai xi tri tinh
trang suy hd hép béng thong khi nhan tao véi oxy. Khi bénh nhan b
suy tuan hoan, can cho bénh nhan ndm véi dau thap va bbi hoan thé

Diprivan lam giam lvu frgng mau ndo, ap luc ndi so va chuyen hoa &
néo. Giam ap luc ndi so thi xdy ra nhiu hon & bénh nhan co tang ap
lre ndi so trwverc do.

Su héi tinh thwong xay ra nhanh va bénh nhan thay nhe nhom, voi rat
it cac treong hop dau dau, budn non va non sau phau thuat.

N6i chung, cac triéu chirng buén nén va non sau phau thuat co gay
mé béng Diprivan thi it hon so v6i cac thube gay mé dang hit. Co
bang chirng cho rang diéu nay co thé lién quan dén hiéu qua chong
ndn cta propofol

Diprivan ¢ nong dd st dung trén 1am sang, khong e ché tong hop
cac ndi tiét t6 vo thuong than.

Dic tinh dwoc dong hoc
Su suy giam nong do propofo sau mét liéu tiém tinh mach hoac sau
khi ngung truyén cé thé duoc mo ta theo md hinh m& 3 ngén Giai
doan dau dwoc dac trung boi sw phan phdi rat nhanh (thoi gian ban
huy 2-4 phuit), sau do la thai tr¥ nhanh (thoi glan ban hly 30 - 60 phat)
va giai doan cudi cing cham hon, tidu bidu cho sy tai phan phdi
propofol tlr cac mé it dwec twdi mau.

Propofol duoc phan bd rong va thai trir nhanh khéi co' thé (dé thanh
thai cla co thé 1a 1,5 - 2 lit/ phat). Sy thanh thai xay ra qua céac qua
trinh chuyén héa, chil yéu & gan, dé tao ra cac chat lién hop khong co
hoat tinh cla propofol va cac quinol tvong ng, sé dugc thai sau do
qua nuoc tigu.

Khi Diprivan dugc dung dé duy tri mé, nong do propofol trong mau sé
dat dén cac tri sé cla trang thai &n dinh & toc do tiém truyen Dugc
dong hoc c6 tinh chét tuyén tinh trong gidi han khuyén cao vé van toc
truyén clia Diprivan.

TUONG KY

Diprivan khéng dwgc pha tron trugc voi cac thuéc tiém hay dich
truyén finh mach ngoai trir Dextrose 5% trong cac tii PVC hay chai
thiy tinh hodc la thudc tiém lidocaine hay thudc tiém alfentanil trong
6ng tiém bang nhua.

Cac thudc (rc ché than kinh co nhw atracurium va mivacurium khong
duoc cho qua cung duwong truyén tinh mach véi Diprivan néu truvdc do
khdng bom dy hét thudc Diprivan trong dwéng truyén. ’%

HAN DUNG 2 nam ké tir ngay san xuét. Z
BAO QUAN

Diprivan phai dwoc bao quan & nhiét dé tir 2°C t¢i 25°C. Khéng duoc
déng lanh.

QUI CACH DONG GOI )
Hop chira 1 bom tiém co chiva san 50 ml thudc
HUONG DAN KHI SU DUNG

Lac ky trwdc khi ding. Moi phan thira con lai sau khi diing phai du'o'c:
bo di.

Phai duy tri viéc vé tring cho Diprivan va cac dung cy truyén (xe
‘Cac than trong khac').

Ngay hiéu dinh toa thudc: thang 8 nam 2012.
DOC KY HUONG DAN SU DUNG TRUOC KHI DUNG. NEU CAN

tich va cac thubc van mach néu trdm trong. THEM THONG TIN, XIN HOI'Y KIEN BAC SY. ..‘\
PAC TINH DUQC LY HOC DE XA TAM TAY TRE EM. ) ) ‘_,u
Dic tinh duox lirc hoc THUOC NAY CHI DUNG THEO SU' KE BON CUA BAC SY. ).;,
Propofol (2 6-diisopropylphenol) la mdt thuoc gay mé tac dung ngan THONG BAO CHO BAC SY NHUNG TAC DUNG KHONG MONG M)

.

MUON GAP PHAI KHI SU DUNG THUOC.

Diprivan is a trade mark of the AstraZeneca group of

voi khdi phat tac dung nhanh khoang 30 gidy. Si hdi tinh sau gay mé
thu'crng nhanh. Glong nhw moi loai thubc mé khac, co ché tac dung
con it duoc biét. Tuy nhién, tac dung an thanlgay mé cla propofol

dwoc cho la do diéu hoa tang chi hé hat dén tr e

woc cho la do diéu hoa tang chirc nang tre che cla chat dan truyén

than kinh GABA qua chd gan két véi thu thé GABA,. © A\siraZenet.:a 2012
NHA SAN XUAT

N6i chung, tut huyét ap ddng mach trung binh va thay ddi nhe nhip tim
dwoc gh| nhan khi dung Diprivan dan mé va duy tri mé. Tuy nhién, cac
théng sé huyét dong hoc thwong & mirc twong dbi dn dinh trong qua
trinh duy tri mé va cac truong hop t aruﬁl’ﬁm uyét dong hoc co Caponago (MB), Y

ty Ié thép. _ _

Mac di st rc ché théng khi o ES ki Wng | 16l 3902954 521

nhung bat ky &nh hudng nao g tu? %tlgh hat nhw voi NHA DONG GOI

cac loai thuoc mé duong tinh g ya dé 60 heg tgf dé dang Astrazeneca UK Limited,

trén thyc hanh lam sang. ' Silk Road Business Park, Macclesfield, Cheshire, SK10 2NA, Anh.
01625782 828 Fax: 01625 422 266
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