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&Thu&c ban theo don
Ssvanurane ........................ contains:
Sevoflurane.......................100%
Chi dinh, liéu lwgng, cich ding, chéng
chi dinh: Xem t& hwong din sir dung Indication, dosage and
thuéc : administration, contra-indication:

250 mL

Please see the package insert.
Bdo quan: Bao quan & nhiét 4§ phong

BESFLURAN bt e BESFL RAN lemperature ot exceading 30°C and

b : protect from light.
DE XA TAM TAY TRE EM. Packaging style: 250mL/Bottle/Box
SEVOFLURANE SEVOFLURANE
DOC_KY HUONG DAN SU DUNG KEEP OUT OF THE REACH OF
: 5 TRUGC KHI DUNG CHILDREN.
100% CHAT LONG DUNG XONG HIT i _ 100% LIQUID FOR INHALATION
; ¥ KIEN THAY THU BIET CAREFULLY READ THE
Thubc gdy mé e Bl General Anesthetic ACCOMPANYING LEAFLET
] BEFORE USE. d
KHONG DUNG QUA LIEU QUY BINH .
PLEASE ASK YOUR DOCTOR FOR .
MORE INFORMATION. e
£o4
SBK  (VisaNo). \
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HD (Exp. Date) -
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" Please see the package insert.
" . Chi dinh, Lidu liegng, Cach dung, Chéng chi dinh:
100% CHAT LONG DUNG XONG HiT Xem!ohuongdénsirdungthuée.
A Storage : Storage at room temperature not exceeding
Thuéc géy mé 30°C and protect from light.
Manufactured by Bdo quan: Baoquan & nhiét 86 phong khong qua 30°C va
22 SINGAPORE PHARMAWEALTH tranh anh sang
LIFESCIENCES, INC.
Brgy. San Josa Malamig, San Pablo City,
Laguna, Philippines
[ SEOI = T o e SRSl ———— e e
RThu«Sc ban theo don
IZ0Ww " =
O®oD 250 mi
> > > Loyt TS
]
- x
m 2 Formulation: Each 250 ml bottle contains:
5 a‘g—‘? Sevoflurane.......... .. ..100%
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Indication, Dosage, Admistration, Contra-indication:
Please see the package insert.
Chi dinh, Lidu Iwgng, Cach dung, Chéng chi dinh:

100% CHAT LONG DUNG XONG HiT Xemtohuéngdansidungthube.

A Storage : Storage at room temperature not exceeding
Thuéc géy mé 30°C and protect from light.
Manufactured by: Bdo quan: Baoquan & nhiét 4 phong khdng qua 30°C va
in SINGAPORE PHARMAWEALTH tranh anh sang

LIFESCIENCES, INC.
Brgy. San Jose. Malamig, San Paple City.
Laguna, Philippings
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BESFLURAN

MG ta san pham: '
Dung dich d& bay hoi, trong sudt va khong mau.

Dang bao ché:
Chat long dung xong hit.

Thanh phén cia thubc:
M3i chai 250 ml chira: Sevoflurane..........ccoeuevvnnen.. 100%.

Dwge dong hoc

Hdp thu va phdn bé

Hoa tan

Vi d6 hoa tan thip cua sevoflurane, USP trong mau ( hé sb phan bd khi/mau = 0,63-0,69 ) 4
nén mdt lugng tbi thiéu sevoflurane, USP phai dugc hoa tan trong mau trudce khi ap suat :
riéng phin phé nang cin bing voi ap suét riéng phan dong mach. Vi vay ndng do trong phé /
nang (FA) ting nhanh so véi ndng do trong qua trinh cam (g (FI).

Protein lién keét

Anh huong cua sevoflurane, USP trén viéc ddy thude ra khoi protein huyét thanh va mé
khdng dugc nghién ciru. Thudc gay mé flo hoa dé bay hoi khac da dugce chimg minh 14 thay
thé thude gan véi protein huyét thanh va mo trong nghién ciru in vitro. Y nghia lam sang cua
diéu nay 1a Khong rd. Nghién ciru 1am sang da cho thay khong cé anh huong gi khi
sevotlurane, USP dugc dung cho bénh nhan ding thude co ty 1& gin véi protein huyét tuong
cao va co thé tich phan bd nho (vi du nhur phenytoin).

Ste chuyén héa

Sevoflurane, USP dugc chuyén hoa boi cytochrom P450 2E1, tao thanh
hexaflouroisopropanol (HFIP) cing voi florua v co va CO,. HFIP Khi hinh thanh s& nhanh
chong két hop véi acid glucuronic va dugc thai trir qua nudc tiéu. Khong xac dinh duge con
dudng chuyén hoa nao khéc cua sevoflurane, USP. Nghién citu sy chuyén hoa trong co thé
cho thay khoang 5% liéu cua sevoflurane, USP ¢6 thé duoc chuyén hoa. 1
Sevoflurane, USP chu yéu dugc chuyén hoa qua cytochrom P450 2E 1 va su chuyén hoa nay —
¢6 thé duogce cam (g boi viée tiép xtic mén tinh véi isoniazid va ethanol. Diéu nay ciing

twong ty nhu sy chuyén héa cua isofluran, enfluran va methoxyfluran duoc chuyén héa qua

nhiéu ddng dang cua cytochrom P450. Su chuyén héa cua sevoflurane, USP khdng bi cam

{ng boi cdc barbiturate. Trong da s cac truong hop (67%) ndng do florua vo co cao nhit

trong vong 2 gio cudi cua thoi gian gdy mé boi sevoflurane, USP va tro vé ndng do ban diu

trong vong 48 gid sau gdy mé. Viéc thai trir nhanh cua sevoflurane, USP qua phdi giam thiéu

lugng thude gay mé cho qua trinh chuyén hoéa.

Thai trir
Lén dén 3.5 % liéu cua sevoflurane, USP xuat hién trong nudc tiéu dudi dang florua vo co.
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Nghién ctru vé fluorid cho thdy dén 50% do thanh thai florua la khong qua than (thong qua
florua dugc dua vao xuong ).

Duwoge lue hoe

Sevoflurane ¢6 ndng dd tdi thiéu cin ¢6 cua thude trong phé nang (MAC) khac nhau. bién déi
tir 1.4% & nguoi lon tudi dén 3,3% 0 tré so sinh. Sevoflurane la mdt chat gdy mé duong hd

hap. Nong d6 tdi thiéu can c6 cuia thude trong phé nang (MAC) cua sevoflurane trong oxy

cho mot ngudi 16m 40 twdi 1a 2.1%. MAC cua sevoflurane giam khi tudi cang cao. Nong do &
phé nang / Nong do cam ting (FA / F1) cua sevoflurane da dugc so sanh voi dir liéu FA / Fl

cua thudc mé halogen khac & nguoi tinh nguyén khoe manh. Khi tat ca cac dir liéu da duoc @
chuan hoa dé isofluran, su hap thu va phan phdi ciia sevoflurane la nhanh hon so voi /
isofluran va halothan nhung cham hon so véi destluran. Sevoflurane 1a mot thudc c6 thé 0a

tryy tim tiy theo liéu sir dung. N6 khong tao ra sy gia tang nhip tim véi liéu lugng it hon 2
MAC.

Chi dinh:

Sevoflurane dugc chi dinh cho khdi mé va duy tri mé cho gdy meé toan than ¢ ngudi lon va tre
em voi bénh nhan phadu thudt ndi tri va ngoai tri. Sevoflurane 14 chat khéng chay. Chat nay
khong c6 vi cay va cling khong gdy rat duong ho hép. Sevoflurane c6 dic tinh gidn co co thé

hiéu qua trong mot sé qué trinh phiu thuat duoc thuc hién ma khéng cén thude chen thin
kinh co.

Liéu lrgng va cach ding:

Sevoflurane la thude gay mé halogen d& bay hoi dugc dua bing dudng khi dung.

Trudng hop khoi mé: O ngudi I6n, sevoflurane duge dua vao véi nong do t6i 5% v/v, cling
véi oxy hodc hdn hop oxy va oxit nito. Nong d6 dua vao & tré em t&i 7% v/v.Trudce khi st
dung sevoflurane c6 thé ding mét barbiturat tac dung ngin hodc mot thudc khoi mé dudng
tinh mach khéc. Sevoflurane la thudc khéi mé nhanh (it hon 2 phat ) va ém diu vi thudce
khong co mui cay.

Trudng hop duy tri mé: Gay mé dé dat dén ndng do 0,5 t&i 3,0% v/v két hop hosc khong két
hop vai oxit nito.

Sevoflurane dugc dua vao bing binh bay hoi da hiéu chinh.

Qua liéu va cich xir tri: \
Trong trudng hop qua liéu, hodc nhiing gi ¢6 vé nhu qua liéu, cac hanh dong sau day can

dugc thuc hién: ngirng sir dung sevoflurane, USP, duy tri duong tho, bit dau thong khi hd tro -
hozc diéu khién bang oxy va duy tri day du chic ndng tim mach.

Chéng chi dinh:
Sevoflurane co thé gay ra chimg than nhiét cao 4c tinh. Thudc nay chéng chi dinh cho nhiing
bénh nhan man cam véi sevoflurane hodc véi bat ky mot tac nhén halogen nao khac hay voi

nhitng bénh nhan nhay cam va bénh nhan min cam hoic nghi ngd' man cam din dén tang
than nhiét ac tinh.

Canh bao va than trqng
Glong nhu cac thuée gdy mé halogen duong hé hép khac, bénh nhan min cam hodc nghi ngo
man cam din dén tang than nhiét ac tinh khéng nén gay mé cho bénh nhan bing sevoflurane.
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Mac du tac dong cua sevoflurane trén 4p luc so ndo rat nho trén bénh nhén binh thuong, tinh
an toan trong nhiing ngudi ¢ ap luc ndi so chu‘a dugc thiét lap vi vdy nén than trong khi st
dung sevoflurane. Trong truong hop khén cdp va can phuc hdi cin nhanh chong c6 thé sir
dung thubc giam dau hau phau.

Twong tac thube:

Nén than trong khi sir dung adrenalin va thudc than kinh giao cam khac khi sir dung thudc mé
sevoflurane. Tac dung canh tranh chen than kinh co nhu atracurium dugc ting cudng boi
sevoflurane. Su chuyén hoa va doc tinh cua sevoflurane ¢o the tdng 1€n do céc thudc hoic

hop chét gay cam ung cytochrom P450 va isoenzym Cyp2E1 gém isoniazid va ruou. /{%

Phu nir ¢6 thai va cho con bu:
Cac nghlen ctru vé sinh san da dugc thue hién ¢ chudt va tho voi liéu 1én dén | MAC (ndng

do t5i thiéu can co cua thude trong phé nang) ma khong can CO; hip thu da cho thay khong
¢6 bing ching vé kha nang sinh san kém hogc gay ton hai cho thai nhi do sevoflurane, USP ¢
lidu 0.3 MAC la liéu cao nhat khong gy ddc. Nghién ciru doc tinh cua sevoflurane, USP trén
su phat trién va sinh san ¢ déng vit trong su hién dién cua kiém manh (vi du nhu su suy thodi
cua sevoflurane, USP va san xuat hgp chat A ) chua dugce thue hién. Khong ¢6 cac nghién
ctu ddy du va c¢6 dbi chimg & phu nir mang thai. Vi cac nghién ctru trén dong vat khong phai
ludén ludn tién dodn dung phan ing trén con nguoi, vi vay sevoflurane, USP chi nén dugc su
dung trong thoi ky mang thai khi that can thiét.

Phu nir cho con bu:

Trong lam sang, néng do sevoflurane, USP trong sira co & khong quan trong 24 gi¢ sau khi
gay mé. Vi thai trir nhanh nén néng do sevoflurane. USP trong sira dugce du bao la thép hon
so voi khi ding mot s6 thude gay mé bay hoi khac .

Anh huéong dén khi ning li xe va vin hanh may moc:

Nhiéu bénh nhan s& bi budn ngu va bj suy giam tinh thin trong vong it nhat 24 gio sau khi
gdy mé.

Bénh nhéan khong nén thyc hién cac nhiém vu nguy hiém nhu 1ai xe trong it nhit 24 gid sau
khi gy mé toan than .

Tac dung khong mong mudn:

Gibng nhu céc thudc halogen gay mé dang khi khac, sevoflurane c6 thé gay ra suy tim phdi,
ha huyet ap va tang than nhiét 4c tinh. Tuy nhién, tc dung cua sevoflurane trén nhip tim chi
duoc thay khi ding thudc véi ndng dd cao hon khuyén céo va tac dung kha nho trén nhip tim
so voi céc halogen gay mé khéc.Mirc d§ nhay cam cia co tim vi cac chat din truyén khi
dung sevoflurane thap hon so vé&i halothan va enfluran. Tac dung khac duoc nhan thay o
sevoflurane bao gom kich dong, dic biét la & tre nho, co thit thanh quan, tang ho va tiét nudc
bot. Suy than cép tinh cung duoc chi y. Run rdy, budn nén va nén mira cung dugc bao cdo
trong giai doan hau phiu.

“Thong bdo cho bac sy nhitng tdc dung khéng mong muén gap phai khi str dung thuéc.”

3
>

Han sir dung: )
24 thang ké tir ngay san xuat.
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Béo quén:
Bao quan & nhiét do khong qué 30°C va tranh anh séng.

Dong géi:
Hop 1 chai 250 ml.

Thuoc nay chi dwgc ban theo don cia bac s§.
Pé xa tim tay ciia tré em.
Doc ky hwong din sir dung trude khi dung

Néu can thém thong tin xin héi y kién bic s§. %
Khong dung qué liéu chi dinh. /.(/
S6 dang ky: VN-

Nha sdn xuit:

AR N NN

Singapore Pharmawealth
. Lifesciences, Inc.
SI.D Brgy. San Jose Malamig, San
Pablo City, Laguna, Philippines.
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