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Rx-THUOC NAY CHI DUNG THEO DON THUOC

DIPRIVAN

Propofol 10 mg/ml (1%)
Nh{ tirong dung tidm hodc truydn tinh mach
THUOC DOC.
DOC KY HIONG DAN SU DUNG TRUO'C KHI DUNG.
DE XA TAM TAY TRE EM.

THANH PHAN CONG THUC THUOC

Hoat chit. Propofol 10 mg/mi

T4 dugre: Glycerol, Phosphatid trimg tinh chd. Natri hydroxyd, DAu ddu nAnh tinh ché,
Nudre pha tidm, Dinatri edetat (EDTA), Khi nito

DANG BAO CHE

NhQ trong ding tidm hode truydn tinh mach

NhG turong ddu trong mrde, ddng truonmg, mau trng duc nhur sirn
PAC TINH DUOC LY

Dac tinh dwo lue
Nhom dugre ly: Thube gy mé

Ma ATC: NO1AX10
Co ché tac dung:

Propofol (2,6-diisopropylphenal) 18 mdt thude gy mé tac dung ngén v&i khdi phat léc
dung nhanh khodng 30 gidly. Sy hdi tinh sau gy mé thirdng nhanh. Gidng nhir moi loal
thube mé khac, co ché tac dung con it duoc bidt Tuy nhién, tAc dung an thén/géy mé

cua propofol duge cho 1a do didu hda tang chirc nang rc ché cia chat dAn truydn thin
kinh GABA qua ch gin két véi thy thd GABA,

Dac tinh dwoe Iy

N6i chung, tut huyét &p 3dng mach trung binh va thay d4i nhe nhip tim duoc ghi nhan
khi ding Diprivan d&n mé va duy tri m&. Tuy nhién, cAc thdng sd huyét ddng hoc

thudng & mirc twong d6i &n dinh trong qua trink duy tri mé va cac trudrng hop thay ddi
bt Io1 huydt ddng hoc o6 ty 18 thép.

Mac du sur (rc ché thdng khi cb thé xay ra sau khi dung Diprivan, nhung bat ky anh

hudng ndo ciing ddu trong tw v tinh chAt nhur véi cac loai thuéc mé durdmg tinh mach
khac va ddu c6 thé xr tri d8 dang trén thure hanh 1Am sang.

Diprivan ‘lam giam luu lrong mau nao, ap re ndi so va chuyén héa & ndo. Giam ap luc
NOI 50 thi xdy ra nhidu hon & banh nhan cb tang ap luc ndi 50 tnrdre 46

Hidu qua va an toan 1am sang

Su hdi tinh thureng xay ra nhanh va bénh nhan
thay nhe nhdm, véi rat it cac trudn
hop dau GAu, budn ndn va ndn sau phiu thuat : ’

NGi chung, c4c tridu chimg budn ndn va ndN sau thuat ing Di
thi it hon s0 véi cac thube gdy mé dang hit. Co b i e Dpiven

: ng chirng ch
lién quan dén hidu qua chéng ndn cua propofo! 9 g cho rang didu nay cb thd

Diprivan & nd
thuong than,

Tré em

mg:} sqé g :gg'éntg(ru ;g. thevi %nar‘\é gég méébéenég propofol trén tré éem cho thdy an toan va
u ng thay doi sau 4 gir gay mé. ng chung y van vé viéc sir dung propofol
trén tré em trong cac thi thuét kéo dai cho tha 4 : 8 kb o

y khdng thay 3i v& an toan va hiéu qua
Dac tinh dwoc déng
Hip thy

Khi Diprivan dugc dung dé duy tri mé. ndng 4% propofol trong mau s& dat dén cactr sb
cla trang thai én dinh & tbc 36 tiém truyén i 3 y

Phan bd

F”vropoﬂ))I duoc phan bd va thai trir nhanh khdi co thé (@8 thanh thdiclacothd 1,52
liphat

- Thai trir

NG 40 sir dyng trén 1am sang, khdng irc ché tdng hop cac ndi tiét t vo

- S suy giam ndng A9 propofol sau mét lidu ti (bolus) hoac sau khi ngung truydn o thé
- Gugemd ta theo md hinh mé 3 ngén véi sy phan bé rit nhanh (thaigiian ban hay 24

phit), thai trlr nhanh (thei ianbénhby30-60phﬂt)végiaiaoanm

bidu cho sy t&i phan bd propofol tir cac md it duoc twdi mau.
,svmmhmaixtquuacecquamnhmuyénhoa.dmayéuégannaiamhanhmau
~ phu thudc hru lrong mau, 38 130 ra cac chit lién hop khéng ¢b hoat tinh cia propofol
~ va céc quinol trong (rng, $é dugc thai sau 66 qua nudc tidu.

- Saumét liéu don tiém tinh mach 3mg/kg, tgg thanh thai propofol’kg c&n nang tang theo
- 09 tudi nhu sau” 46 thanh thai trung binh thap hon dang ké & tré so sinh< 1 thang tubi
(n=25) (20mI/kg/phit) so véi tré In hon (n=36, 45 tudi trung binh 4 théang - 7 nam).
Ngoaira, & tré so sinh, 86 thanh thai bién 6bi dang k& gitra cac ¢4 thé (khoang 3.7 —

78 mi/kg/phat). Khong ¢ khuyén cao lidu dugc dua ra cho nhom tudi nay do di liéu
nghién ciru han ché.

- D thanh thai trung binh & tr& em 1&n tudi hon sau lidu tai (bolus) 3mg/kg |4 37,5 ml/
phat/kg (4 — 24 thang) (n-8), 38, 7mphut/kg (11 — 43 thang) (n=6), 48mUphatkg (1 -3

~ nam) (n=12), 28 2ml/phitkg (4 - 7 nam) (n=10) so véi 23,6 ml/phitkg & nguén Ién
(n=6).

Tuyén tinh

Dugc dong hoc c6 tinh chét tuyén tinh trong giGi han khuyén cao vé van tbe truyén cla
Diprivan.

QUY CACH BONG GOI

Diprivan 20ml: Hop chira 5 éng tiém 20 mi.

CHI D|NH DIEU TR|

Diprivan la mot thubc gay mé tinh mach tac dung ngén dung cho-

- Dan mé va duy tri mé & ngudi In va tré em > 1 thang tudi

- Anthan & bénh nhan >16 tudi dang duoc thdng khi hd tror trong don vi cham séc
dac biét.

- Anthén cho céc ph3u thujt va thi thuat ch3n doan, dung don déc hodc két hop

o]
Y thubc gay mé vung hoac tai chd & ngudi I6m va tré em >1 thang tudi
LIEU DUNG VA CACH DUNG
Liéu dung

Xin xem cac hudng dan chuyén bigt vé cach sir dyng Diprivan cho Hé Théng Truyén
Tinh Mach kiém soat néng 6 & mé dich (Target Controlled Infusion TCI) phéi hop véi
phan mém ‘Diprifusor’ TCI, xem phan “Cach dung". Cach sir dung nay chi gigi han dé
dan mé va duy tri mé & ngudn 16n. Hé thdng ‘Diprifusor’ TCI khéng duoc khuyén céo

cung cham hon,

str dyng cho an than & khoa phong cham séc déc biét (ICU sedation), hodc an thdn cho

cac phau thuét va thd thuat chuén doan, hodc & tré em.
DAN ME

T hié bénh nhan da cd tién mé, nén diéu chinh Diprivan

khong o ten mé va bén n : i
gh?z:\';;r;hﬁ\? [40 rrr'v%] mdi 10 gidy cho mét ngudi lom khée manh, can n3ng trung binh
béng cAch tiém hay truyén tinh mach) theo dap (rng cla bénh nhan cho dén khi bénh
nhan c6 dAu hiéu bit ddu mé. Da sb ngudi I6n dudi 55 tudi can 1,5 - 2,5 mg Diprivan/
kg. Téng lidu cb thé giam bang céch giam téc 60 tiém truyen (2 - 5 mUpht [20-50mg/
phat]) Trén 55 tudi, lidu dung thudmg it hon O bénh nhén phén d9 ASA 3 va 4, nén
tiém truyén & téc 9 cham hon (khoang 2 ml [20 mg] m&i 10 gidy).

Ngudi cao tudi o S

i&u ydu chu dé din mé bang Diprivan dugc giam bot. Khi g
l?é:er?gnn:ear: :Ztoézgitil:\éhut!ang thé chét va tudi tac cla bénh nhan. Nén truyén lidu da
giér'n nay & tbc b cham hon va didu chinh liéu theo dap Ung

em .
g:man khong nén ding d&n mé & tré em dudi 1 thang tudi,

- & tré em trén 1 thang tubi, Diprivan nén dugc diéu chinh cham
b %m(;‘cé goégémﬂeu Iam sang cla tinh trang bat ddu mé. Phai didu chinh lidu lugng
g::: tubi va/hoac can nang. Da sb bénh nhi trén 8 tudi cb thé can khodng 2,5 mg
Diprivan/kg c&n ndng af d%n mé. O bénh nhi dudi 8 tudi, dac biét & do tudi 1 thang dén
3 nam, libu yéu cu cb thé cao hon (2,5 - 4 mg/kg cén néng).
Nén ding liéu thAp hon abi véi bénh nhi phan d6 ASA 3 va 4 (xem phén “Luu y d4c bidt
va thén trong khi s dung”).

Khéng khuyén céo sir dung Diprivan qua hé théng ‘Diprifusor’ TCI aé din mé & tré em.
DUY TRI ME

ot bé &n lién tuc hodc tiém tinh mach nhidu 1an d8 tranh céc
th cach truyén lién tuc hoéc . nhiéu lan d&

ggu hiéegur%émn?:g H’g tinh mé thurong nhanh, bdi vay viéc duy tri dung Diprivan dén

khi két thac tha thudt 14 can thiét,

Truyén lién tuc; &
The 86 truyén thay abi a4ng kb gilra cac bénh nhan nhung téc do trong khodng tir 4
8én 12 mglkg/gitr thuamg duy tri mé 161,

Tiém finh mach nhiéu lan: ' |

Néu ding k§ thust tiém tinh mach nhiéu I4n, c6 thé tiém méi dot tir 25 mg (2,5ml) dén
50 mg (5 mi) ty nhu cAu 18m sang.

Ngudi cao tubi

Khi ding Diprivan 6& duy tri mé, cing nén giam toc do truyén hoac giam *ndng do
thubc muc tiéu® Yéu cAu giam hon nira vé liu va toc 49 libu & bénh nhan phan do
ASA 3 va 4. Khong nén tiém tinh mach nhanh (liéu don hodc Iap lai) cho bénh nhan
cao tudi vi dibu nay co thé dan dén tinh trang tryy tim mach hé hap.
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Diprivan khong nén dung dd duy tri mé & tré em duti 1 thang tudi

C6 thé ding Diprivan duy tri md & tré em trén 1 thang tubi bang cach truydn hodc tiém
tinh mach nhdc lai nhidu 1An 44 duy trl mire d6 sAu cua mé cAn thiét The 44 tiém hodg
truydn thay i rdt nhidu gitra céc bénh nhan nhun(g tbe 44 trong khoang 915 mg/kg/

gitr thurdmg dat duge ybu chu két qua gf\y mé 6L O tré nhd han, dac bidt (i 1 thang
tudi dédn 3 nadm tudi, nhu cAu idu 6 thd cao hon

Khuyén cho dong lidu thp hon & banh nhan phan 45 ASA 3 va 4 (xem phdn “Luu §
(’9(‘, bidt vA (hAn Ironq khi s(r du"u-)

Sur dung Diprivan qua ha théng ‘Diptifusor’ TCI khong duge khuybn cao ab duy tri mé
& trd em

AN THAN KHI CHAM SOC DAC BIET

Ngurdd 16m

Khi dung 38 an thAn trong dan vi cham s6e 43¢ bidt ndn ttuydn Diprivan ldn tue. Tdo
a0 truydn nén durge xac dinh bAng A0 sAu an thAn mong mudn. O hAu hét bénh nhan,
an thn ddy 40 co thd dat duge vai ibu Diprivan 0.3 dén 4.0 mg/kg/gity, (Xem phén
"Luru y dac bidt v Than trong khi sir dung®) Chdng chi dink ding Diprivan dé an thAn
khi chdm s6¢ dic bidt & bdnh nhan £16 tubi (xem phAn ‘Chéng chi dinh")

Sir dung Diprivan qua hé thdng ‘Diprifusor’ TC! khong duare khuyén cdo ding d4 an
thAn khi cham sée dic bidt

Diprivan 6 thd duge pha loAn% vl Dextrose 5% (xem bang "Ph
vii chc thube hay vari dich truybn khae® dudi dAy)

Nén theo doi ndng 4 lipid mau khi dung Diprivan & bénh nhan duoe cho 14 o6 nguy

co bi qua 14i chAt béo. Phai chinh lidy Diprivan thich hop ndu su theo déi cho thiy

md& khong dugce thanh loc khdi co thé mét cach thich hop. Néu bénh nhan dang dugo

truyén tinh mach cung loc mdt dungl dich lipid khéc, nén gidm lidy dung dich nay d4
yé

bu trir cho lrong lipid 86 durge truydn nAm trong cng thire bao ché Diprivan: 1,0 mi
Diprivan chira khodng 0,1 g chit béo.

Néu thoi gian an than trén 3 ngay, fipid nén dugc theo d6i & tAt ¢4 banh nhan
Ngudid cao tudl

Toc 40 truyén nén dugc gidm khi sir dung Diprivan d& an thin O bAnh nhan phan d0
ASA 46 3 va 4, cAn gidm lidu va tbe a0 tidém truydn. Khéng nén tidm tinh mach nhanh

(lidu don hodc I13p lai) cho bénh nhan Ién tudi vi didy nay cb thé din dén tinh trang truy
tim mach ho hip.

Tré em

Chdng chi dung Diprivan cho an thAn & bénh nhan < 16 tubi dang dugc théng khi hd
trgr trong cham soc¢ dac biét.

AN THAN CHO PHAU THUAT VA THU THUAT CHAN DOAN

Ngurér 16m

D& an thAn cho phAu thuét va thi thust chn doan, the a6 ding nén duge didu chinh
cho tirng ca nhan tuy theo dap (ng 1Am sang

Phan Ién bdnh nhan cAn ding lidu 0,5-1 mg/kg trong 1-5 phut a4 khéri dAu cho an thAn

Duy tri an than c6 thd cling didu chinh lidu tidm truydn Diprivan dén mac cAn thiét trén
lam sang, phan Ién bénh nhan cAn ding lidu 1,5-4,56 mg/ka/gi¢r. Ciing véi truydn tinh
mgch, tiém tinh mach 10-20 mg mdi 14n ¢6 thé dugc dung dé tang nhanh do sau an
th

n khi thay cAn thiét. O bénh nhan phan d§ ASA d6 3 va 4, tbc db tidm truybn va lidu
lirgng can phai giam

Str dung Diprivan qua hé théng 'Diprifusor’ TCI khéng duge khuyén céo ding db an
than cho phau thuét va tha thuat chuln doan.

Ngui cao tudi

Khi dung Diprivan d& an than, ciing nén gidm tbc dé truydn hodc giam 'ndng do thubc
muc tiéu' Bénh nhan phan dd ASA 3 va 4 sé cin gidm lidu va tc do truyén hon nira
Khdng nén tiém tinh mach nhanh (liéu don hoéc 13p lai) cho bénh nhan ién tubl vi didu
nay co thé dan dén tinh trang truy tim mach-hd hap.

Tré em

Diprivan khéng nén dung dé an than trong phau thuat va thii thuat chuln do4n cho tré
em dudi 1 thang tudi

O tré trén 1 thang tudi, lidu va téc 46 nén droc didu chinh theo dap ing 1am sang va
dd sau an than yéu chu. HAu hét bénh nhi cAn 1-2mg/kq cAn nang cho kh&i dau an
than. Duy tri an than c6 thé duoc dién ra bang viée didu chinh truyén Diprivan dén
khi dat duge mirc dd an than mong mubdn. Hau hét bénh nhan cin 1,5 - 9 mg/kg/gir

Diprivan. C6 thé bb sung viéc truyén bang cach tiém tinh mach 1&n dén 1mg/kg can
nang néu mubn tang nhanh d4 sAu an thin.

Nén dung lidu thdp & bé&nh nhan phan dé ASA 3 va 4
Cach sir dung

Diprivan khéng c6 dac tinh gidm dau, bdi vay thuéng phai dung thém thubc giam dau
v&i Diprivan,

Diprivan c6 thé dugc truyén tinh mach khdng pha lodng qua bao bi thiy tinh, bom tiém
nhyra hay bom tiém chira s3n Diprivan hodc duoc dung pha lodng, chi véi loai dich
truyén tinh mach Dextrose 5%, trong cac ti nhua PVC ho#c chai thuy tinh. Viéc pha

loang, khdng qua 1 phan 5 (2 mg propofol/ml), phai dugc 13m mét cach vé trung ngay
trege khi truyén va phai sir dyng trong 6 gioy

Khi str dung Diprivan pha loang, lrong Dextrose 5% rit bd ra khi tdi truyén dugc
kh:gcén c40 béing thé tich Diprivan thay thé (Xem bang “Pha lodng va dung kém véi cac
thudc hay véi dich truyén khac™ duédi day).

Thubc pha loang cé thé dugc dung véi nhidu ky thuat kidm soat duong truyén da dang,
nhung mdt phurong cach kiém soat don doc sé khong tranh duge nguy co tai bién
khéng kiém soat dugc khi truyén qua nhidu Diprivan pha lodng Phai thém vao duong
truyén 1 6ng buret, may dém giot hoac bom do thé tich Nauy co truyén khdng kidm
soat dugc phai dugc nghi tai khi quyét dinh thé tich téi da Diprivan trong 6ng buret.

Khi str dung Diprivan khong pha loding dé duy tri mé, cac thiét bi nhu bom tiém, bom
truyén nén dugc sir dung dé kidm soat tée db truyén

Diprivan cé thé dugc tiém truydn qua mét nhanh hinh chir Y gan vung tiém, vao trong
cac djch truyén sau:

- Dich truyén tinh mach Dextrose 5%,
~  Dich truyén Natri chlorid 0,9%,
- Dich truydn Dextrose 4% véi Natri Chlorid 0,18%.

Bom tiém thay tinh c¢6 chira s3n thubc (pre-filled syringe PFS) co lyc can ma sat thip

hon so véi bom tiém nga dung mot I4n va dé sir dung hon Vi vay, néu Diprivan dugc
sU dyng véi bom tiém cam tay chia sin thube, dudng truyén gira bom tiém va bénh
nhan khdng dugc dé hé ma khong duoc giam sat

Khi dang bom tiém chira s3n thubc duge dung véi bom may, thi phdi dam bao tinh
tuan% thich phu hop. Cy thé, bom nén dugc thiét ké dé tranh bj nt NQUYC va nén cb
hé thong bao ddng tinh trang b tdc nghén dugc cai dit véi 4p sult khéng dugc Ion
hon 1000 mmHg. Néu sir dung bom chuang trinh hoa hodc bom trong duong ma cho

phép str dung cac bom tiém khac nhau, chi chon ché d6 “B-D" 50/60 ml ‘PLASTIPAK’
khi 1ap bom tiém chira s3n Diprivan

Diprivan cb thé trén truée véi alfentanil dang tiém chira 500 microgram/mL alfentanil

vOity 1§ 20:1 dén 50.1 viv. H8n hop thube nén dugc chuin bj bang k§ thut vo trung va
sUr dung trong vong 6 gid

D& gidm dau lic khdi d4u tiém chich, phan Diprivan co thé duoc pha thém véi lidocaine
dang tiém khong c6 chét bao quan 0,5% hoac 1a 1% (Xem béng "Pha loang va ding
kém voi cac thude hay véi dich truyén khac™ dubi day).

PHUONG PHAP GAY ME BANG CACH TRUYEN TINH MACH KIEM SOAT NONG
DO O' MO DICH (TARGET CONTROLLED INFUSION — TCI) - CACH SU DUNG
DIPRIVAN QUA HE THONG ‘DIPRIFUSOR’ TCI & NGU'O1 LON

Str dung Diprivan qua hé thdng ‘Diprifusor’ TCI chi gi6i han & dan mé va duy tri mé
trong gay mé & ngui In. Dang trinh bay nay khéng dugc khuyén céo str dung cho

an than & khoa phong cham séc dac bigt (ICU) hodc an than cho phiu thuat va cac thi
thuéit chudn doan hoiic & tré em.

Diprivan chi ¢6 the duoc sir dung bing phuang phap TCI qua hé théng 'Diprifusor’

TCI phéi hop véi phan mdm Diprifusor TC. Cac hé thdng trén chi hoat ddng khi nhan
ra bom tiém ¢4 san thude Diprivan qua thiét bi dién tir (electronic tag) gan trén bom
tiém. Hé théng ‘Diprifusor’ TCI 8 tw dong didu chinh toc do truyén phis hop voi ndng
do Diprivan xac dinh. Ngudi sir dung phai thanh thao cach bom tidm truyén, cach dung
Diprivan qua phuong phap TCI va dung dang hé thdng nhan dang bom tiém.

Hé théng Diprifusor cho phép bac s gay mé dat dugc va kiem soat tde do din me, do
sdu cua gay mé mong mudn bang cach thiét Iap va didu chinh ndng dd propofol myc
liéu trong mau (dugc dy dodn trude). Phuong phap thay thé bing cach truyén tinh

a loAng va dung kém

Hé théng 'Diprifusor TCI gié dinh ndng dé ban dAu cda propofol trong mau bénh
nhan 1a bang 0. Vi vay, dbi voi nhrng bdnh nhan da sir dung propofol trudre d6. co
thé can phai chon ndng d6 muc tidu ban dAu trong mau thap hon khi bat du si dy

‘tf)npnfu§or' TCI Tuong ty, khéng khuyén céo dung lai ngay ‘Diprifusor’ TCI khi da téntg
om may.

Hudng dan dat dugc ndng dd propofol myc tidu nhw sau vi duge ddng va dugc lyc
cua propofol thay ddi trén nhirng bénh nhan khac nhau, & ca bénh nhan dugc tdn ma

va khong dugc tién mé, ndng dé propofol muc Ueu nén dugce xac dinh dya vao dap o
cua bénh nhan nham dat dugc dd mé siu cxn thidt. S

DAN ME VA DUY TRi ME TRONG GAY ME

Tren nguon Ion <55 tudi, thuong din mé voi ndng dd propofol muc tiéy trong khodng tir
4 dén 8 microgram/ml. Nong dd muc tidu khai dAy dugce khuyén cao & bénh nhan dugc

tién mé 1a 4 microgram/ml va & bénh nhan khong dugc chudn mé 1a 6 microgramvmi
Thal gian dan mé vén nhirng ndng dé muc tidu nay thuong kéo dai trong vong 60 - 120
gidy Nbong dé muc tidu cao hon sé cho phép ddn mé nhanh hon khi gay mé nhung ¢4
thé kém voi tinh trang suy giam huydt ddng hoc va hd hip a3 rét hon,

NAng dd muc tidu khédi dau thip hon nén dugc ap dung cho nhirng bénh n

ha
55 tudi va nhirng bénh nhan nhom 3 va 4 theo phan loal ASA Sa N lon hop

u do ndng dg Muc yay

/8

- : 5 | R R TR e DERET Tt s
¥ | '_ el :L:‘ o P s
: IRt g £ pAS S GRS PPN

. 4 5 e
d.‘ﬂ - ” A . 4 foud L) .
frow Kb ey e
~ : b2 e 79 P q 4 d e N
A e ¥ o= A Pl
s - 4 —ad - - -

A A R T

LS &
(‘51/

T et
o B A o ’ M
A ,'-:'r_ >

2V e )5.?3_

v
v ey D e TS



SR

muc
~ mé mong mudn.

obNu:g;‘l:ant\mmm 0.5 8én 1.0 microgram/ml m& mdt phat 34 dat dén trang
.

M'Mn(:\hbbsmgthuécgtémaauvanbngdbmucb'éuc{mduymmécomé

gidim xudng do dnh hudrng cda hrong thudc gidm dau duge sir dung ddng thn
&0 propofol muc tidu trong khoang 3 34n 6 microgram/mil thudimg duy tri duore tinh trang

NOng 8% propofol du Goan toc tinh thurdmg 14 1,0 én 2.0 microgram/mi va s8 bi anh

 hrdmg b keomng thude gidm dau sir dung trong Tc duy tri mé,

PHA LOANG VA DUNG KEM VO1 CAC THUOGC HAY VU1 DICH TRUYEN KHAC
(mnm_phbn'cocmn trong khac™)

Ky thudit ding chung | Thudc hodc dung | Chudn by | Than trong »
- le__f,'\a___ DTN SIS T IUN W oL, i A Pell iy | O SR .
Pha trdn tnrdc Dextrose 5% 34 ?Pha 1 phin ngtivan Pha trdn nhanh choﬁf
truyén Ginh mach  |vén thi da 4 phin mt cAch v tring ngay
{?\ewﬂrose 5% 34 trurére. khi truyén
truyein {inh mach .
'trong tii PVC hodic :322%’6"6'"“ 1S
| Chat thuy tinh. K
'pha trong tun PVC
inen dung Wi nguyén
1va rut bd trundre mdt
thé tich twong Umg
vén thé tich Diprivan
|sébomvao
Lidocame [Pha 20 phan |Pha trdn nhanh chong
Hydrochionde dang | Diprivan véntdida | mdt cach vd tring
bém (0,5% dms. |1 phin idocaine ngay tredc khi dung
: khong o6 hydrochlonde dang : o
3 qudn) Bém 0.5% hodc 1%. | O 9ung 36 dinmé

Alfentanil dang tém | Pha trdn Diprivan véri | Pha trdn mt cach vd

1{500 microgram/mi) | Afentanil dang tém | tring trurdre kb ding.
'theoty 201 88n  |sir dung trong vong
‘ |50 thé tichthé tich. {6y . |
' {

101'9@!0&:” Dextrose 5% dé JChoconglocqua&\gl,Dét ;'E'T\‘th——J
OngndihinhY - [truydnfinh mach  [nd&hinh Y nhwtrén. [gAn chd bism.

NaCl 0,9% 46 truyén |Nhu trén. INhutrén.

linh mach 3 .

Dextrose 4% vén | Nhu trén |Nhur trén

NaC1 0.18% 6 ]

truyén finh mach | |
CHONG CHI DINH

830 nanh hodc G5u phdng. ,

Diprivan khing Suoc sir dyng & bénh nhan < 16 tudi 84 an thin cho cham séc dic bist
uem?héf"twydécbiéwtménmkhis&dm').

thong durdng thd. thd méy, oxy va cac thibt bj hbi sirc khac. Diprivan khong dugc dung.

b&i nhirg ngudn tham gia thi thudt chdn doén hay phiu thust.
Summaww"?mm&bnw"c‘:cmbagté&mhgh%
cd thé din dén bién chirng hd hip gay tir vong. W_

Khi dung Diprivan & an than nhe cho thi thuét ngoai khoa va chin doan, bénh nhan

can dugc theo ddi hén tuc cac dau hidu sém clia ha huyét &p, tc nghén dudng hd hip
va mét b3o hda oxy.

Cing nhu cac thubc an than khac, khi ding Diprivan d& an thdn trong phiu thust,
nhirng clr 30ng khdng chi y cia bénh nhan cb thé xay ra. Trong tién trinh phiu thuat
80i hdi bénh nhan phai ndm bt ddng, cac cir 8dng nay cd thé gy nguy hiem 85i v&i vi
tri phu thust ' ;

Can mdt khoang thai gian thich hop tnroc khi chuyén bénh nhan di 62 bao d3m bénh
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D4 thanh tha: ca Diprivan phu thudc lueu lugng mau, bdi vay, thude
gam cung krong tim ciing cd thé 13m gidm &3 thanh thai cia Diprivan.
Diprivan khdng cb hoat tinh (rc ché than kinh phé vi va d3 cb cac bdo cao vé tinh trang
nhp tim cham (35 khs rit nang) va vd tam thu. Nén nghi téi viée dang mdt thubce khéang
pmgaoczimduongannmmaénmerzgcmduym_m_e.nhéuawwang
krc phé gm0 cam co nhwdu kha nang chiém uu thé hodc khi Diprivan dugc dung kém

Nén theo doi nbng 49 lipid méau khi dung propofol & b&nh nhAn duee cho 1A cb nguy
co bj qua tAl chAt béo. Phai chinh 1idy propofol thich hep ndu sy theo doil cho th?y
M khidng duere thanh loc khdi co thd mdt cach thich hop. Ndu bénh nhan dang duoc
truydn tinh mach cing lie mdt dung dich lipid khae, ndn gidm 1du dung dich ndy dA

bu trir cho hromg lipid s8 duroe truydn nAm trong edng thire bao chéd propofol, 1.0 mi
Diprivan chira khodng 0,1 g chit béo

Diprivan chira 0,0018 mmol mudi trén 1m!. Phai cAn nhiic cho banh nhan o6 ché db An
kibm soat mudi.

CAC THAN TRONG KHAC

N&n than trong khi didu tri cho b&nh nhan co bénh ty thd. Nhimg bénh nhan nay o8 b tdi
loan cAp khi trdi qua qua trinh gAy md. phAu thudt va cham sac dic biét Nan duy !l thAn
nhiét binh thudrng, cung cAp carbohydrate va hydrate t&t cho nhirng bénh nhin nay.
Bibu hidn sém cua dot cAp bénh ty thd va 'hoi chirng truydn propofol tuomag tr nhau

Diprivan khéng chira cac chit bdo quan khang khudn va hd tro su phét tridn coa vi
sinh vt

EDTA tao phirc véi cac ion kim loai trong 36 cd k&m, va 14m gidm sy phat trién cia vi
sinh vat. Khi dung 130 dai Diprivan, nén xem xét sir cAn thidt cia vide bd sung kém dbi
véri nhirmg bénh nhan cd nguy co thidu kém, dac bidt & bénh nhin bj bdng, tidu chay
va/hodc nhidm khuln néng.

Khi bom rit Diprivan, phai 1Ay thude ra mdt cach vd trung vao mit &ng tiém v triing
hodc vao bd a tn:xbn ngay sau khi mé& &ng tiém hodic bé gy dAu nidm phong cua lo
thudc Phai dung lién, khdng chdm trd. Sy vd (l’(mg phéai durge duy trl cho ca Diprivan
1An bd dun%cu dé truyén trong sudt qua trinh truyén. BAt ky dich truydn nao thém vao
duong truyeén Diprivan phai duorc tién hanh gan chd vi tri dng cannula. Khoing nén
truy&n Diprivan qua mang loc vi sinh

Diprivan va moi ng tiém chich chira Diprivan 14 d& dung mot 1An duy nhét trén mot
bénh nhan. Gidng nhur cac hurdng din v& viee truydn cac nhi trong lipid khac, mt 1An
truyen Diprivan khdng ndh vuot qua 12 gidr. Sau khi truydn xong hodc hét han 12 qiér,

tuy theo didu ndo xdy ra trrdre, ¢ binh chira propofol in day truydn phai b hiy bd va
thay thé thich hop |

Phuy nir ¢6 thai va cho con bu
Thai ky
Tinh an toan cia Diprivan trén phu nir cb thai chura dugc thidt 1ap. Cac nghién ciru trén

dong vat cho thay ddc tinh trén sinh £3n. Khdng nén dung Diprivan cho phu n(r cd thai
trir khi that cAn thiét. Tuy nhién cé thd dung Diprivan trong qua trinh pha thai.

San khoa

Diprivan qua nhau va c6 thé gdy ra suy hd hip & tré so sinh. Khdng nén dang Diprivan
a8 gdy mé trong san khoa trir khi that cAn thiét

Giai doan cho con bu

Nhirng nghién ciru trén phy nir cho con b cho thdy mdt Iugng nhé Diprivan bai tiét vao
stra me. Vi vt?z‘ phy nir khdng nén cho con bu trong vong 24 gidr sau khi dung Diprivan.
Can bd sira tiét ra trong thai gian nay.

Anh huéng trén kha ning 1ai xe va van hanh may méc

Diprivan anh hurdng trung binh trén kha nang I&i xe va van hanh may méc. Phai théng

b&o cho :2nh nhan biét 14 cac cdng vide doi hdi ky nang nhu 141 xe ho3c van hanh may
moc cb thé by rdi loan mdt then gian sau khi sir dung thubc mé

Nhimng rbi loan do Diprivan thuéng khong con sau 12 gior.

Tmuggc TAC CUA THUOC VO1 CAC THUOC KHAC VA CAC LOAI TUONG TAC

- tc thubc
Diprivan da dugc ding két hop véi gay té ty sdng va gay té ngodi mang cing va véi
cac thube tién mé thdng dung, cac thude (rc ché than kinh co, cac thube gay mé qua
dudng thd va thude gidm dau; khong ghi nhan dugc si tuong ky vé dugc ly nao.
Diprivan ¢4 thé dung & lidu thAp khi ma gay mé duoc dung nhu mét bién phap hé tro
véi ki thudt gay té ving. Tang huyét dp nghiém trong da dugc béo cao sau khi gay mé
bang propofol & bénh nhan da dugc dibu trj béng rifampicin.

Viéc ding ddng théni vén céac thude (re ché than kinh trung wong nhur thube tién mé,
thubc dung dudng hit, thube giam dau cb thé 1am tang tac dung an than, gay mé va
(rc ché tim mach hé hép cia Diprivan (xem phin “Luu y dac biét va than trong khi sir
dyng").

Can gidm liéu Diprivan & nhirng bénh nhan dang sir dung valproate. Khi sir dung ddng
thén, ¢ thé xem xét giam lidu Diprivan.

Can giam lidu Diprivan & nhimg bénh nhan dung midazolam. Dung dbng thai Diprivan
voi midazolam co thé 1am tang tac dyng an than va suy hé hap. Khi sir dung ddng théi,
nén xem xét viéc giam liéu Diprivan,

Tuong ky

Céc thube (rc ché thén kinh co nhu atracurium va mivacurium khdng duec cho qua
cung dudng truyén tinh mgch v&i Diprivan néu trugc d6 khéng bom day hét th
Diprivan trong dudng truyén.

TAC DUNG KHONG MONG MUON

Toan thén |

Dan mé va duy tri mé hay an than thudng nhe nhang véi it bidu hién kich thich, Céc tac
dyng ngmy dugc ghi nhan thudng nhét 1a cac phan (ng dugc Iy cda nhém thude gy
mé/ an ¢6 thé dy doan trudre, nhutl:‘g huyét ap. Ban chét, mirc d nghiém trong va
tan suét cac tac dyng ngoai ¥ quan sat thdy & nhirng bénh nhan dung Diprivan ¢ thé
lién quan dén tinh trang bénh nhan va tha thuét didu try hay phiu thult.

T4n suét dugc xac dinh nhu sau:

R4t thurong gap (>1/10), thudmg géip (21/100 dén <1/10), it gap (21/1000 dén 1/100),
hiém gap (21/10000 dén <1/1000), rét hiém gép (<1/10000), khdng xac dinh (khdng thé
wéc tinh tir dir iéu cb sdn).

Bang cac tac dyng khdng mong mudn

WAL hap cde phan (g ngoal y ndy gol 1a {Of chimg truydn Dmpotnl' b thi thiy &
Pﬁﬂh nhan 6mpnang ety nhidu yéu 1O nguy co xuft hidn cao phan img ndy, rem phAn
Lu y dac bigt va than trong khi atr dunt’

= DWn 1Am dA kidy Brugada - Doan 8T chanh 1B dang vom v sdng T trong Aén thm a4

T Suy tim tibn trihn nhanh chang (mdt a8 trrng hap gy tr vong) & ngquir 16m Trong
nhimg trirtrmg hap ndy thirdng suy tim khang dap (rmg virt b tr nd trar co bép

“ Lam dung va phu thude propofol. chii ybu bér cac cAn b y th
Y Khéng xac dinh vl khaing thé wrére tinh e dir Ny o6 sdn

“% Hoal tir 3 Ao ghi nhan & md A4 bl suy aidm  Loan trromg e corl (i loan van
dong a4 duge ghi nhan

" Sau ca ddu tr) nghn han hay dAi han vA xdy ra & banh nhan khing ¢H ybu 1 nguy cor

Tal chd

Dau tai chd co thd xdy ra khi dAn md blng Diprivan cb thé dugc gidm thidu bAng cAch
phéi hap véri idocaine (xam phan “Lidu hrgng va cach sir dung”) va blng cach sk dung
CAC (inh mach o6 kich thudre 16m ¢ cAnh tay v hd trudre nrong try Hidm gap huyft
khéi vA vidm finh mach. Nhirng nghién ciru 1Am sang trén ngudn v trén 8509 vit vé
bidn cb tidm thube thoadt mach cho thdy phan (g md & mirc thi thibu Tiém vao dong
mach ¢ 4dng vAt khong gy ra tac dung md tal chd

Thong béo ngay cho bic sg hojgc durgre sy nhimg phan img c6 hal gdp phai khi
str dyung thuoe.

QUA LIEU VA CACH XU TRI

Qué 1du do tai bidn o6 thd giy suy hd hip tuln hoan Phéi xir tri tinh trang suy
bAng t Khi nhan tao véi bxy. Khi bénh nhan bi suy tudn hoan, cAn cho bnh nhan
ndm voi 8Au thAp va bdi hodn thé tich va cac thube van mach ndu trdm trong

CAC DAU HIEU CAN LUU Y VA KHUYEN CAO
Thin trong khi sur dyng
LAc k§ trudre khi ding. Mol phlin thira con lai sau khi dung phai duge bo di

Diprivan khong duoc pha trdn truére vii che thube tiém hay dich truydn finh mach ngoa
trir Dextrose 5% hodc thube tiém Lidocaine (Xem phn “Cach s dung’)

TIEU CHUAN CHAT LUONG
Tibu chudn co s&

DIEU KIEN BAO QUAN, HAN DUNG CUA THUOC

Diprivan phai dugc bao quan & nhidt 46 tir 2°C 141 25°C. Khéng duge dong lanh
Han dung: 3 nam ké tir ngay san xubt.

TEN, DJA CHI CUA CO SO SAN XUAT

Nha sin xuit: Corden Pharma S.P.A '
Viale Dell'Industria 3, Caponago MB, |-20867, Italy (Y)

Nhin hidu dugc sé& hiru béri hodc dugc clp phép cho cac chng ty cia Aspen
© 2024 cac cong ty cua Aspen hodc chc cong ty dugc cap phép

Ban quyén duoc bdo hd

Dua trén t& thdng tin san phdm SmPC UK cap nhat thang 9/2024.
UKSmPCSep2024 AMP/20241115
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von cac thubc o6 kha nang gay cham nhip tm. Hé co quan Tan sual Tac dung khéng mong mudn
Nhu vini cac thubc an than gay mé duong finh mach khac, bénh nhan nén dugc hudng RAi loan hé tir mién Rat hém adp Qué min - cb thé gay phu
dan tranh udng rrou trede va sau it nhét 8 tiéng sir dung Diprivan. | mfd'b?mf't&'fu%fg
T trinh s dung béu t3i (bolus) Diprivan cho phau thuat, cyc ky than trong & ng ban v P
bénh inan suy hé hap ip hoc (rc ché ho hlp. ~— [Rnong xbe Gion S5c phanvé |
/ R6I loan chuyén hoa va dinh |Khéng xac dinh @ Toan chuyén héa @, tang kali
samdwvéiescmuécocméhéménmwmmqhum.muécgéy mau ¥, tang lipid mau
mé, thudc giam dau géy nghién s |am tang tac dyng an than cla thudc. Khi két hop Rgloanﬂmthén Khong xac dinh ® Trang thai kich thich Lam
Do vonci e gamdau g o, sy ach v 1) 1 M nghin g dung v ph e e
<o thé ;r & m"zp ﬁ"a‘;‘gb;‘:g nhan (xem phin “Tuong thc cia thue R&lqanhémﬁnk’nh‘ Thuong gap m’g\gsu trong giai doan
céc thubc khac va cac loai tuong tac khac). SRR Fidm gap Céc oir Gbng dang ong Kinh,
Trong qué trinh dAn mé, ha huyét &p va ngung thé thodng qua cb thé xay ra phy thude ké ¢4 co gidt va udn cong
_ g&dmwmmmwmwmmmmw ngm'trongkhidénmé.duym
: Seps o tnuybn va giam t5c &5 truyén Diprivan trong sudt qua trinh duy tri ' ' va hdi tinh
| ﬁi‘é’ﬁ'«‘ﬁwmwf}"uy&w Sois, i3 | Eééhnémécg%ga BAt tinh hau phiu _
j . h h® Ci vd thi
Kni disng Dipeivan & béni nhén 69ng kinh, 06 thé o5 nguy o 00 gidt. P ey Tkenote e
Phai cham séc thich hop bénh ahan cb rbi loan chuyén hda md va cac bénh trang khac | R&t hém gap Phi phdi .
ma nihis twong lipid phés dugc s dyung Mot cach than trong. ‘ 5% Khdng xac dinh @ R loan nhip Lim ®, suy tim & 0
Khdng khuyén cio sir dung voi éu phap co gist dign. | oy Roi loan mach mau Thudng gap thuyélgp“’_
Giamdcmwmmmwmumwsoétoﬂﬂﬁnmm : - It gap ::ycf‘tkh&vawémﬂnh
Lo ich va nguy co ciia liéu trinh cAn Gugc can nhic tnroc khi tién hanh s dung mphép.ngvcva Thutng gap Ngung hG Thoang qua ki
propofal 13p 1ai hodc kéo dai (> 3 gi0) & tré nhd (< 3 twdi) va & phy nlr mang thai vida Khong xac dinh Suy giam ho hap (phy
o5 B30 cho vé @5 tinh thdn kinh trong cac nghién clru tién Jam sang. . thudc lidu)
Tré em 2 e Réi loan téu hoa Thutng gap gubn hng:\u\'/‘?‘ ndn trong giai
Kinding khuyén céo ding Diprivan trén tré so sinh vi dén s6 bénh nhan nay chua dugc oan
wm&yﬁ.wWWMM(MMWﬁMGMMVWM, RAt hibm gap Viém tyy e
&) thanh thai giam Mawwwﬁ&na&mmmau\é,mml_&u, R&i logn gan mat Khéng xac dinh @ Gan to ¥, viém gan, suy
cho & tré iom i hom. ob thé g3y ra tinh trgng qué lidu tuong 64 & tré so sinh gan cAp "
vé kit qué 1 gay (rc ché tim mach-hd hip nghiém trong 2 R&loankgymngmpva Khong xac djnh ™ Tiéu cor van & @
Knbng s propofol & bénh nhén £16 twbi dang dugc cham soc dac bigt dé an md lién :
| wﬁ:wnwwcﬂam&mn%6momm&néyduadmw& R&i loan than va bét méu | RAt hiém gap M.étmaunqacb&usaum
8 13p (em phdn Chéng chi Ginh") g
khuyén ding thubc trong Khoa Phong Cham séc Khong xac dinh @ uy than
g:m e M e o o R&‘é:)anhésm;énva Rat hiém gap ri‘r:\'v;:‘nhducm
ruyén nh twong propofol &€ an thin tai khoa phong cham soc d3c biét cb lién quan tuyén vi | —
-'-. v s 15 Yo hbavamgﬂ'ﬂw':é co quan c6 thé dan dén ti vong. D3 - TIE0] X0 M%ﬁmk?w‘,
mmmwmm:ﬂnm hoa, tiéy co van, tang kali huyét, gan R&i logn toan than va tinh | RAt thuding gap Dau tai cho khi dan me
to, suy thén, ting lpwd msu, loan nhip m, dién tam 45 kiéu Brugada (dogn ST chénh - trang tai chd tidm S pu—
mmmnmrmmmmemmmmomm RAthiém gap Hoai & md * sau bién cb
&b i S vy Sy clia cée bidn o nay dugc goi 1a hii chng truyén propofol. | tém thudc thoat mach
Nhimg bién cb ndy chd dugc ghi nhgn & nhimg bénh nhan by thuong nang Khong xac dinh # Pau, sung chd 1ém, sau bién
& A3 va tré em by nhidm khudn hé hép ma dugc dbu tr] véi mic béy vugt qua { o tém thudc thodt (
mewbwbﬂ an thén trong dom vj cham s6c B3 bigt. Nghién ciru T |Knéng xacdinh ®  |Thay d&i dién tAm dd kidu |
Cac sau ddy co hd 1§ yéu td chinh din dén céc bibn cb nay: Gidm o I gper - o jBgedate o
oxy Gan chc md %Mﬁvﬁ%&nmmz‘mw Lmﬁum Thuong tdn, ngo doc va cac |RAt hiém gap S8t hau phiu S
cac mit hoje nhibu thudc sau diy - cac thube gdy co mach, steroid, thube anh hudng bién chimg Wrong thy thudt ‘
mmcowunmwmmma& PR R

an thén va didu tri Sugc sir dyng rong ICU nén duoc chun liby 68

N o A e o B o . 509 k. Bl phdn o0 g 4
vy twén mau ndo .

quz trinh G chinh ndy. i ol

Phas cham soc thich hop bénh nhan cd rdi loan chuyén héa md va cic bénh nhan
ma nhi twong ddu phdl dugc sir dyng mit cach thén trong. sk

't;; Hiém gap chdm nhip tim trdm trong. Trong mdt vai irrong hop, co thé gay vo tam
u

“ Thinh thodng, ha huyét ap c6 thé cAn phai ding dung dich
a4 truyén Diprivan p ng dung dich tiém fim mach va gidm tdc

™ R&t hiém truang hgp ghi nhan tidu co van khi dona Dior |
aé gy ngu an thén trong ICU ung Diprivan lidu Im hon 4mg/kg/gicr

“ Co the gidm thidu bang céach sir dung cac tinh mach cb kich thute
va hé trude xuong try. Khi dung Diprivan, cac vét dau tai chd cg
cach dung phdi hop véi lidocaine.

on hon & canh
ng dugc giam thidy




