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Batch No./ S6 16 SX;
Mfg. Date/ NSX  : ddimmiyyyy
Exp.Date/ HD  : dd/mmiyyyy

Reg No./SBK:

R rHusc BAN THEO BON 5
Composition: Thanh phan:
Isoflurane USP Eachpbotlle contains: Isoflurane USP Mﬁ?gha'ijch"‘ua:

ISIFLURA Isoflurane.............. 250 ml ISIFLURA i i e

Indications, dosage, Chi djnh, chéng chi djnh,
3 _ usage,contraindications, s lidu duing, cach diing

8 > Contains ; Isoflurane USP and further information: Chira Isofluran USP va cac théng tin khac:

s see packaging insert. xem t& huéng dan st dung.

Specification: USP-36 Tiéu chuén: USP-36

& PRESCRIPTION MEDICINE

Inhalation
Anaesthetic

Thube mé dwding hd hap

AN Storage: store at controlled Bao quan: bao quan &
X room temperature (below 30°C) nhiét d¢ phong (dwéi 30°C)
Wt Keep bottle cap tightly closed. Luén day kin ndp chai.
Bocky h dén sir dung
Read carefully the leaflet before use. trwdre khi
Do not exceed recommended dosage Khéng din lidy/chi dinh

Keep out of sight and reach of children Pé thubc xa
Box of 1 bottle 250 mi Hop 01 chai 250 ml

Manufactured in USA by: Importer/ DNNK: Sén xudt tal My bési:

Piramal Critical Care Piramal Critical Care PN 340423-00
Piramal Critical Care, Inc. Piramal Critical Care, Inc.

3950 Schelden Circle 3950 Schelden Circle

Bethlehem, PA 18017 Bethlehem, PA 18017

(888) B22-8431 (888) B22-8431
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ROOM TEMPERATURE (BELOW 30'C)
WITH CAP TIGHTLY CLOSED

IS'FLU RA AND OUT OF REACH AND SIGHT
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Contains : lsoflurane USP

arm—— Inhalation Anaesthetic

: Nan flammsble. Non explosive. eeibioipetabiall
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Batch No./ 86 16 SX:
Mfg. Date/ NSX  ©  ddimmiyyyy
Exp.Date/HD  : ddimmiyyyy

Reg No./SDK:

A THUOC BAN THEQ DON

& PRESCRIPTION MEDICINE'

Composition: Thanh phin:
Each bottle contains: Isoflurane USP RIS

Isoflurane.............. 100 ml
I Sl F L U RA lndicaﬂt:'ls, dosage, ; I S ' F LU RA (l:sl:ﬁ:[r::, chéng c;:]:i:\nlli,

usage,contraindications, lidu dung, cach ding

Isoflurane USP

: _,.f'"' Contains : Isoflurane USP and further information: Chida Jaflticar LSE va cac théng tin khac:
A see packaging insert. xem t& hwéng dan sty dung.
Inhalation Specification: USP-36 Thudc mé dwdng ho hép Tiéu chuan: USP-36
Anaesthetic Storage: store at controlled
N room temperature (below 30°C)
. Keep bottle cap tightly closed.
Read carefully the leaflet before use. trwrére khi ding
Do not exceed recommended dosage Khéng ding qua liéu chi dinh
Keep out of sight and reach of children Dé thuéc xa tam tay tré em
Box of 1 bottle 100 mi Hop 01 chai 100 ml

X Manufactured in USA by: Importer/ DNNK: Siin xubt tai My boi:
; Piramal Critical Care Piramal Critical Care PN 340419-00
Piramal Critical Care, Inc, Piramal Critical Care, Inc. '

3850 Schelden Circle 3950 Schelden Circle
Bethlehem, PA 18017 Bethiehem, PA 18017
(BB8) 822-8431 (BB8) 822-8431
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R Isoflurane USP . "ROOM TEMPERATURE (BELOW 30°C)
IS":LURA VIFHCAP TIGHTLY CLOSED
AND OUT OF REACH AND SIGHT
Contains : izofiurane USP OF CHILDREN
Inhalation Anaesthetic
Manulmctured n LSA by

Non flammable. Nan explosive, Piramal Critical Care

Firnmnal Cotcal Care, Inc
3950 Scheidan Cace
Bethlehem, PA 18017

100 ml (BEBB] B2Z-B431
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Rx Thuée ban theo don

' ISIFLURA
Thuée mé dirdmg hd hap Isofluran USP

THANH PHAN:

Moi chai 100 mi chira:

Hoat chét: Isofluran USP 100 ml
Ta dwge: khing ¢o

M&i chai 250 ml chia:
Hoat chit: Isofluran USP 250 ml
Ta dwoge: khéng cé

MO TA

[sofluran la mt dich iong bén viing, khéng mau, trong sudt, khéng chira chit phu gia hoac héa chit gifr
on dinh. Thuoe khéng bi phan hiry khi gép v6i soda va khdng dn mon nhém, thi€e, dong thau, dong hodc
sat. Thudc co mui €te hing cay nhe.

DUQC DONG HQC:

Isofluran duge hip thu qua dudng thé. So véi cdc thube giy mé co halogen khac thi isofluran chi bi
chuyén héa mét phan rat nhé. Trung binh 95% isofluran durge phat hién trong khi thd ra, trong lic d6 ¢
khong day 0,2% lugng isofluran dwa vao co thé bj chuyen héa. Chét chuyén héa chu yéu 14 acid trifluoro
- acetic. O ngudi bénh gay mé bang isofluran, nong dd dinh trung binh cua fluorid v& co trong huyét
thanh thudng dudi 5 micromol/tit, sau khi gy mé khoang 4 gid, rdi ted vé mire binh thudng trong vong
24 gid. Do ty 18 chuyén héa ciia isofluran thap nén thude khong doc hodc it giy doe cho thén va gan,

DUQC LUC:

- Isofluran mét chat ddng phan ciia enfluran, 13 mat thude gy mé dudng hé hap, khdng chay, Thude duge
diing dé khai mé va duy tri trang thai mé. Ding isofluran thi khdi mé va hdi tinh nhanh. Tuy the\mui hs{ng
cay nhe ctia thude han ché toe do khai mé, ndng do thude hit vio tang qua nhanh c6 thé dan qvén n.gun},
the, ho hodc co that thanh quan. Isofluran gdy mé khéng kich thich nuée bot va khi phé quan mhg\‘iet qua
nh1eu Céc phan xa haw - thanh quan giam nhanh chong, tao diéu kién dé dang cho dit & ong khi quan néu
can. Mirc dé gdy mé cia isofluran ¢4 thé thay ddi nhanh va chinh xac, déap (mg nhu ciu thay dbi. Dau
hiéu ldm sdng gitp phan doin d6 siu cda tinh trang mé 1a huyet ap va hd hap déu giam tir tir, Huyét ap
dong mach toan than giam dan theo mic d6 gay mé sdu bing isofluran, gibng nhu khi ding enlluran va
halothan. Tuy viy, khdc véi cde thude ké trén, khi diing isofluran gy mé hru fuong tim vén duge duy tri
hoan hdo. Ha huyét ap, do stc can thanh mach gidm cing voi gidn mach, xut hign dic biét & da va co.
Nong dé thude cang tang thi isofturan cang frc ché ho hdp. Néu tién mé ding céc chét gidng thuoc phién
(opioid) thi hd hap bi frc ché nghiém trong; dé tranh tinh trang carbondioxid huyét ting qua cao, cén tién
hanh théng khi trg lye hodc cd kiém soat.

- Ciing gidng nhir halothan, isofluran lam giam trrong lire co phé quan bi co thét, do d6 duge chap nhan
str dung cho ngudi bénh hen suyén.

- Diing isofluran gay mé, fwu lugng mau & ndo tang nhe, trong khi d6 chuyén hoéa cta ndo chi giam nhe so
véi halothan, Vi nhitng Iy do trén, ngudi ta wa ding isofluran trong phiu thudt thin kinh; ngoai ra,
isofluran con bao vé mdt phin nio cho ndo khéi b tn thuong do gidm oxygen huyét hoac do thiéu mau
cuc bd. Khdng gidng chit ddng phan enfluran, isofluran khéng gay co gidt. Isofluran lam giam dép dng
ciia co' van d6i voi kich thich than kinh kéo dai va ting cudng tac dung phong bé thin kinh - co clia ca 2
loai thude gidn co khir va khéng khir erre. V& phurong dién nay, isofluran tic dung manh hon halothan.

- Gidng enfluran, isofluran fam tim nhay cam v6i téc dung gy loan nhip tim cna adrenalin seng kém hon
so voi halothan, do dé adrenalin c¢6 thé ding dé cam mau tai chd véi liéu 1én hon so voi khi ding
halothan.

- Higu lyc gdy mé cia isofluran gidng nhu hi¢u lyc cua enfluran. G miic dd gy mé thong thudng
isofluran c6 thé gay glan co thich hop cho mét s6 phiu thuit vimg bung, nhung néu cén gifin co sdu hon,
phai diing thém cac liéu nho thude gidn co tiém tinh mach.



CHI PINH
- Isofluran dugc ding dé khéi mé va duy tri mé.

CHONG CHI BINH ,
- Nguoi bénh man cam vai isofluran va cac thude gy mé ¢d halogen khac,
- Nguoi bénh ¢o tién st s0t cao ac tinh sau khi ding thude.

THAN TRONG:

- Isofluran 1a mot thude tre ché hd hip manh, tic dung nay ting 1&n do dung cac thudc tién mé (loai
opioid) hodc do sir dung ddng thoi céc thude tre ché hd hip khac. Phai theo di chit ¢hé tinh trang hd hip
va thuc hién thdng khi hd rrg hodc cé diéu khién khi can,

- Ngudi bi bénh nhuge co rat nhay cam voi cac thube gay trc ché hé hép, do dd isofluran phai duge ding
thén trong (‘1‘01 v6i nhitng ngudi bénh nay.

- Cling nhur tat ca cdc thude gy mé ¢ halogen, gy mé bing isofluran 13p lai trong mét khoang thoi gian
ngin can dugc chi dinh thin trong.

- P4i voi ngudi bi tang dp lie ndi so, phai ding isofluran mdt cach than trong vi isofluran lam ting luu
lirgng mau nio va kém theo ting ap luc dich nfo ty.

- Trong giai doan khdi mé & tré em, nuwde bot va khi phé quan cé thé tang tiét, va co thé giy co thit thanh
quan.

- Isofluran ting 13 rét tac dung clia céc thube gay gifin co khdng khir cue.

TUONG TAC THUOC:
- Isofluran khéng dugce két hop véi cac thude gidng giao cam (cudomg giao cam) vi su két hop ndy 6 thé
dan t&i loan nhip that nghiém trong, ddc bigt trong trudmg hop carbon dioxyd huyét tang cao.

- Isofluran ting rd rét tac dung cua tat ca cac thude gisin co thuong dung, tac dung nay. thé hién manh nhit
ddi véi cac thude gisin co khdng khir cuc. Do d6 nhiing thude nay chi ding véi lidu bang 1/3 dén 1/2 liéu
thucrng dung. Neostigmin c6 tac dyng d6i véi cée thube gidn co khéng khir cye nhung k]mng ani hirong
dén tac dung gilin co cua chinh isofluran. Nk
- Isoflyran cé thé tang tac dung gdy doc hai gan cua isoniazid bang cach téng tgo cac chal@\u{én héa dae
hai cha isoniazid. Phai nglmg diéu trj bing isoniazid mét tuan trude khi phiu thuat va khéng-uoce tiép tuc
diing isoniazid cho t&1 15 ngay sau.

- Céc thude giam dau morphin ting tac dung (re ¢hé hd hip cna isofluran.
- [sofluran ¢6 thé gy ha huyét ap nghiém trong ¢ ngudi bénh diéu tri b?mg che thube chen calci, dac biét
d6i vai cac dan chat dihydropyridin (nhwr nifedipin, nicardipin, nimodipin, nitrendipin).

LIEU LUQONG VA CACH DUNG:

Phai sir dung binh bde hoi chuyén diing cho isofluran dé c6 thé kiém soat duge chinh xéc ndng d6 thube
meé cung cép.

Néng dd phé nang tdi thiéu cia isofluran thay déi tiy theo tudi. Xem béng sau:

Tudi 0, (100%) 05 + N>O (60%)
1-6 thang 1,60% -
7-11 thang 1,87% 7
1-2 ndm 1.80% -
3-5 nim 1,60% -
6-10 ndim 1,62% -
10-15 nam 1,40% 0,58%
1,16% 0,53%
Tudi 0O, (100%) O, + N>O (60%)
2614 1,28% 0,56%
44+7 1,15% 0,50%
64£5 1,05% 0,37%

Khoi mé: Néu ding isofluran cho khdi mé thi ndng d6 bat dau 14 0,5%. Nong db tir 1,5 - 3,0%
thuong dan dén mé cho phiu thudt trong vong 7 - 10 phit.
Mét thude barbiturat tac dung ngén hodic mét thudc khéi mé tinh mach nhw midazolam, etomidat duoc
khuyén cao ding trude khi cho hit hdn hop isofluran.
Isofluran ¢6 thé st dung véi oxygen hodic v&i hdn hop oxygen - protoxid nite



Dimg cho duy tri mé: M€ giai doan phau thuat duoc duy tri voi ndng 36 1 - 2,5% isofluran kém protoxid
nito va oxygen. Néu chi dung vét oxygen duy nhat ndng dé isofluran phai ting cao tir 1,5 - 3,5%.

TAC DUNG KHONG MONG MUON: ,

Gidng nhur cac thube gy mé ¢d halogen khéc, dd thdy céc tac dung khéng mong mudn khi siv dung
isofluran nhur: Uc ché hé hip, ha huyét dp, loan nhip tim va sbt cao dc tinh. Cac thudc gy mé cd halogen
¢b nguy co gy loan nhip tim. Nhung khac véi halothan va enfluran; isofluran e ché tim it hon va ciing
lam co tim nhay cam véi cac thude gidng giao cam (cudng giao cam) it hon halothan va enfluran. Tuy
loan nhip nhi va loan nhip thit xuit hién tuong Gng voi ty 18 3,9% va 2,5% trén sb ngudi bénh ding
isofluran nhung sir gdy loan nhip tim cua isofluran da dige ching minh nhe hon halothan. Ha huyét &p va
frc ché ho hip xudt hién trang img khodng 8% va 12% trén ngudi bénh. Rét run, budn ndn va ndn ¢d the
xay ra trong qué trinh hdi tinh,

Ding isofturan dé khai mé thi khong 8m dju bing halothan, ¢6 thé ho, co that thanh quan. Da thiy tang
bach cau, ngay ca khi khong ¢o stress phau thuat, Con xuvdt hién tang nhit thdi glucose huyét va creatinin
huyét thanh, giam phosphatase - kidm v cholesterol huyét thanh. O ngwrdi bénh man cam, isofluran c6
thé gy sbt cao ac tinh.

Thuong gdp, ADR > 1/100

Mau: Tang bach cau.

Tuan hoan: Ha huyét ap, loan nhip tim.

H6 hép: Uc ché hd hap.

Chuyéen héa: Tang glucose huyét va creatinin huyét thanh, giam phosphatase - kiém va cholesterol huyét
thanh.

It gap, 1/1000 < ADR < 1/100

Da day - rudt: Budn ndn, ndn.

Hiém gdp, ADR < 1/1000

Da day - rugt: Téc rudt sau phiu thut.

Chuyén héa: S&t cao 4c tinh. C

Huwéng din cach xir tri ADR

Trong qua trinh gay mé bang isofluran, phan trng khong mong mudn thudng gap la uc.che hé lnp vi ha
huyet ap, do d6 can phai theo dai chijt ch& ho hip va huyét dp. Cin thiét phai thue hidn \ni'I’Srng hién phap
hd trg dé chéng ha huyét ap va tre ché ho hidp do gy mé qua sau. Khi d¢ can giam non@a is6luran hit
vio. D&i véi ngudi bénh phdu thust than kinh, théng khi phéi phai duge didu khlen Trong qua trinh gay
mé siu, leu lugng mau nfo ¢6 xu hurdng ting, va dé dé phong ting ap lie ndi so, can tang thong khi phdi
cho ngudi bénh trude va trong qua trinh gdy mé.

Dé tranh phan tmg khdng mong muon c6 thé xay ra trong qué trinh khéi mé bang isofluran c6 thé ding
loai thude barbiturat tac dung ngén, tiép theo a hit hdn hop isofluran.

“ Théng bao cho bac s nhitng tic dung khéng mong mudn gip phai khi sir dung thube”

QUA LIEU

Thube diing qua lidu gay ha huyét ap o rét va fre ché ho hip. Trong trudng hop qua lidu, can ngirng ngay
thude gay mé, kiém tra dwang thd ¢é théng thoang khong va tiy theo tinh hinh cy thé ma t1ep tue str dung
oxygen voi ho hap hd trg hodc ¢6 didu khién. Can hd tro va duy tri thoa dang tinh trang huyét déng..

PHU NU MANG THAI VA CHO CON BU:

Théi ky mang thai

Nhiing thi nghiém vé kha nang sinh san thyc hién trén déng vét chimg to isofluran khdng anh huong dén
kha ning sinh san, thai nghén, sinh dé va kha nang sdng cba con cai. Tuy nhién sy lién quan clia nhiing
nghién ciru nay & ngudi chira duge 15, Tinh an toan cia thude trong thoi gian mang thai chura duoe xde
dinh, do dd phai tranh ding isefluran trong thoi ky mang thai.

Thai k¥ cho con bi

Cho con ba chi duoc thire hién sau khi két thic gay mé 12 gid.

TAC PONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Ciing nhw cac thude mé khéc, cén théng béo cho bénh nhén 1 14 can tranh 1am nhimg céng viée doi hoi
s tinh tdo vé tinh than trong mot thdi gian sau khi duge gy mé toan thin nhwr vin hanh cic may méc.
Bénh nhdn khdng dugc phép 14i xe trong moét khoang thoi gian thich hop sau khi giy mé bing [soflurane.
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HAN DUNG: 60 thang ké tir ngay san xuit.
TIEU CHUAN: USP-36
BAO QUAN: Bio quan & nhiét d phong (dudi 30°C). Pay kin nép chai.

QUY CACH PONG GOI:
- Hop 1 chai 100mL hoéc hép 1 chai 250mL.

DE XA TAM TAY TRE EM , & i
POC KY HUONG DAN SU DUNG TRUGC KHIDUNGYY
NEU CAN THEM THONG TIN, XIN THAM KHAO Y BAESI
NHA SAN XUAT:

PIRAMAL CRITICAL CARE, Inc
3950 Schelden Circle Bethlehem, PA 18017 (888) 8432-8431, M¥.

_CUC TRUONG
?T%MNG PHONG
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