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30 mg/ mL, soLUTION FOR INJECTION
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“Thuéc ké don/ Prescription only
Dung dwomg tinh mach/ [ntravenous use

// 30 mg

10 ampoules 1 m L
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EPHEDRINE scuerant

30 mg/mL, soLuTion FoR INJECTION
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10 ampoules | ._

Ciing thire/ Composition: Cho mdi i'mg | mli For each | ml-ampoule

Hoat chit! Active ingredient: Ephedrine hydrochloride 30 mg

Ta dugel Excipient. Nudc cat pha tiém vd! Water for injectiongs 1 ml.

Dang bio ché/ Pharmaceutical form  Dung dich uém' Solution for
injection

Chi dinh, Chéng chi djnh, Cich dang/ Indication, Contra-indication,
Usage. Xin doc trang t& hudng dan sir dung/ Please read the insert leafTet
Duong ding/ Route of Administration: Ding duong tinh mach, tigm
truyén tinh mach hodc tiém tinh mach hromg dém dac/ Iniravenous route, IV
infusion or IV bolus,

Cinh bao/ Warnings: Ca in dac bigt than trong khi qu, thude cho cac hénh
nhin bi binh ticu dwimg, cao huyet ap, phi dai ticn lict tuycn. cudmg giap
khang kiém soat, bénh tim min tinh va thiéu nang mach vanh, glaucoma géc
dong/ Specially, be careful in cases of diabetes. hypertension, prostatic
hypertrophy, uncontrolled hyperthyroidism, coronary insufficiency and
chronic cardiac diseases, angle closure glancoma

Biéu ki¢n bio quin/ Sterage condition: dudi 30°C/ below 30°C

Béng gdi/ Package:

Hip2wvix ‘;ung 1 ml-éng/ Box of 2 blisters x § ampoules, | ml-smpoule

THUOC NAY CHI DUNG THEOQ BON CUA BAC 81/ PRESCRIPTION
ONLY

DBE XA TAM TAY. TAM MAT TRE EM/ KEEP OUT OF REACH AND
SIGHT OF CHILDREN _ _

BOC KY HUONG DAN SU DUNG TRUGC KHI DUNG/ READ
CAREFULLY INSERT LEAFLET BEFORE USE

SDK/ Reg Number:
Xuét xit/ Made in: Phip/ France

DNNK/ Importer:
Biachif Address:

MNha sin xolt’ Mannfacturer:
/ Leboraioire AGUETTANT
Pare Scientifigue Tony Gamier

I rue Alexander Fleming
AGUETTANL  B9K)7 - Lyon - France
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LABORATOIRE AGUETTANT
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Ce BAT vous est soumis pour toutes gage votre resp bilité et dégage la notre, en p
par écrit, par vous, et ayant échappé & notre vlq Ill'ltl

SIGNATURE :
Les couleurs n'ont qu'une valeur indicative et ne respectent qu'approximati les p

La fabrication de cette étig dépend de I ptation du présent BON A TIRER.




EPHEDRINE AGUETTANT 30 mg/mL
Dung dich tiém

f)gc ky huwéng din sir dung trudce khi dung.
Néu can thém thong tin xin hoi y kién Bac si i
THUOC NAY CHi DUNG THEO PON CUA BAC SI

THANH PHAN

Cong thirc cho mdi dng 1 mL. (pH = 5.5 - 7.0):
Epligdtint hydeoClotid. .oonmaomminrams 30 mg
Téa duge: nude cat pha tiém ........o........... virada | mL

DANG BAO CHE CUA THUOC

Dung dich tiém

DAC TINH DUGC LUC HOC

Nhom kich thich tim mach. khong phai glycosid trg tim.

(COIC: hé tim mach)

Ephedrin la amin EiénE lhén kinh giao cam, ¢6 tac dung truc tiép 1én cac thy thé alpha &
beta va tac dung gian tiép bén;, cach kich thich phong thich norepmephrm tai cac dau
than kinh giao cam. Nhu tat ca cac téc nhan giéng than kinh ‘giao cam khéc, ephedrine

gdy kich thich hé than kinh rung uong. hé tim mach. hé hé hép. hé tiéu hoa, va co vong
bang quang. Ephedrin cling la chat irc ché monoamin oxidase (MAO).

DUOC DONG HOC

Su dao thai thude tiy thude vao pH nude tidu: ‘?/
73-99% (trung binh 88%) khi nude tiéu ¢6 tinh acid

22-35% (trung binh 27%) khi nudc tiéu ¢é tinh kiém

Sau khi ubng hodc dung duong tiém, ephedrin duge bai xuét qua nudc tiéu khoang 77%
o dang khéng bi chuyén hoa.

Thoi g:,lan ban thai tuy thudc vao pHl nudc tiéu. Khi nudc tiéu co tinh acid o khoang pH

S. thoi gian ban thai la 3 gio. Khi nudc tiéu ¢ khoang pH 6,3, thoi gian ban thai khoang
6 gio.

CHi PINH
Dicu tri ha huyét dp trong gdy mé. trong phiu thuat, gy 1é tai chd trong san khoa bao
g0om ca gay 1€ tuy song hoac gy té ngoai mang cirng.

Dé phong ha huyét ap trong phau thuat hoc gdy té tuy sf)ng trong san khoa.

CHONG CHI DINH
KHONG DUGC DUNG thude nay cho
Nguoi bénh qua man vai ephedrin.
Ngudi bénh tang huyét ap
- Nguéi bénh dang diéu tri bang thudc irc ché monoamln oxydase

BOhA:O:Ht AGUETTANT

Parc Scientifique Tony Garnier

f'rue Alexander Fieming
69007 LYON
Tel. 04 78 61 51 41
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- Nguoi bénh cuong giap khong kiém soat

- Nguoi bénh ha kali huyét chua duge diéu tri
KHONG DUNG két hop thuée nay véi thube gidng thin kinh giao cam gian tiép. nhu:
phenylpropanolamin. phenylephrin. pseudoephedrin, va methylphenidat.

No6i chung, KHONG KHUYEN CAO ding thudc nay dong thai véi céc thuoc mé
halogen hit, céc thuéc chéng tram cam imipramin. cac thubc chéng trdim cam
serotoninergic-noradrenergic. guanethidin va cdc thudc cung ho.

CANH BAO DAC BIET VA THAN TRONG KHI DUNG THUOC
Canh bao:
Khuyén cdo nén dac biét than trong khi dung thudc cho bénh nhan:
- Dai thao duong
- Phi dai tién liét tuyén
- Cuong giap
- Céc bénh tim man tinh va thiéu nang vanh
- Glaucoma goc dong
Thén trong khi dung:
Cén than trong khi diing ephedrin cho nhitng bénh nhan c6 tién su bi bénh tim.
Thén trong khi dung thude nay cho cac vén dong vién vi thube nay chira hoat chét ¢o thé
cho phan tng duong tinh vai cac phép thur chat kich thich trong thé thao.
Cén kiém tra va chéc chan rang dung dich thudc trong va khong quan sat thiy hat la
trude khi TRUYEN.

TUONG TAC THUOC VA CAC DANG TUONG TAC KHAC [ﬁ/
Khong dwoc diing két hop voi cdce th ubc sau:

+ Khi két hop véi cac thude gidng than kinh giao cam gian tiép (phenylpropanolamin.
phenylephrin. pseudoephedrin. methylphenidat): nguy co bi co mach va/hodc tang huyét
ap

Khong khuyén cao dung két hop véi cac thude sau:

+ Céc thuée mé halogen hit: loan nhip that nghiém trong (tang tinh dé bi kich thich).

+ Cac thudc chéng trdm cam imipramin. céc thude chdng trdm cam serotoninergic-
noradrenergic (menacipran. venlataxin): cao huyét ap nghich thuomg kém nguy co bi
loan nhip tim (irc ché adrenalin hodc noradrenalin vao cdc sgi giao cam)

+ Guanethidin va cac thude ciing ho: 1am tang huyét 4p manh (tang kha nang phan (g
va g,iam truong luc than kinh giao cam va/hoéc trc ché adrenalin hodc noradrenalin vao

cac soi giao cam). Néu khong thé tranh viéc két hop nay, cdn than trong va dung céac
thude kich thich giao cam vai liéu thap nhét co thé.

Cin than trong khi két hop véi cic thudc:

+ Cac thube e ché MAO khéng chon lge: lam tang tac dong gay tang huyét ap cua
epinephrin va norepinephrin. thuong ¢ muc d§ trung binh; chi nén dung khi cé giam sat
v khoa chat ché.
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+ Ciac thu_("ic e cl_lé MAO-A chon lge (moclobemid. toloxaton): bang phép ngoai suy
tir cac thude e ché MAO khong chon loc vé nguy co lam tang tac dong gdy tang huyét
ap. chi nén dung khi c6 giam sat y khoa chat ché.

DUNG THUOC CHO PHU NU'MANG THAI VA CHO CON BU
Phu nir mang thai:
Nghién ctru trén dong vat cho thay thude ¢6 anh huong gy quai thai

Theo sd lidu 1am sang tir cac nghién ciru dich t& hoc trén sd it phu nit thi khong thdy anh
huong cua ephedrin doi véi di tat bao thai.

Da c6 bao cao truong hop tang huyét ap o ba me sau khi lam dung hoac dung kéo dai
cac amin gy co mach.

Tuy nhién, hién tai khong co6 s6 lidu ddy du xac nhan ephedrin gly t6n hai cho bao thai
khi ding thuoc nay cho phu nit mang thai.

Do do. khong nén dung ephedrin cho phu nir mang thai trir khi that su can thiét.
Phu nir cho con bu:

Khéng co sb liéu cho thay ephedrin bai tiét qua stra me¢. Tuy nhién. theo cach dung thude
nay thi nguoi me c6 thé cho con bu khi ding thude.

LIEU DUNG/ CACH DUNG/ PUONG DUNG

Chi dung ephedrin khi co gidam sit ciia chuyén gia giy mé.

KHONG DUNG THUOC QUA LIEU CHI BINH ?/
Duong dung: duong tinh mach

Cach dung: tiém truyén tinh mach hay tiém tinh mach bolus. Cach dung ¢6 the khac
nhau theo dicu kién cua bénh nhan. iy véao trong lugng bénh nhan va céac diéu tri di
kem.

Nguoi lon:

Liéu: tir 3 dén 6 mg. lap lai khi cn thiét sau m3i 5-10 phut, nhung khéng vuot qué lidu
150 mg/24 gio.

Néu khong ¢o hiéu qua sau 30mg. lua chon diéu tri can dugc xem xét lai.
Tre em:

Dung thudc bang dudng tinh mach véi liéu tir 0.1 dén 0,2 mg/kg mbi 4-6 gid

TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY
Khong dugce biét.

TAC DUNG KHONG MONG MUON

- Nguy co bi danh lron;_, nguc. lan;: huyét ap. giam kha nang cam mau ban dau. bon
chon. run. lo lang. mét ngu. 1an. d& bi kich thich, trdm cam. bi tiéu cap. qua man.

- Nguy co bi glaucoma goc dong. LABURATGIME AGUETT AL
Parc Sciertifique Tony Garnier
1 rue Alexander Fleming
69007 LYON
Tel. 04 78 61 51 41
Fax 04 78 81 51 21



THONG BAO CHO BAC ST NHUNG TAC DUNG KHONG MONG MUON GAP
PHAI KHI SU DUNG THUOC

QUA LIEU
Néu dung qué lidu, cé thé thiy cac triéu chimg: budn ndn. non, sét, loan thin hoang
tuong, va roi loan nhip that va trén that, suy ho hap. co giat va hon mé.

Liéu gay chét ngudi tuong duong 2 g, tuong img véi nong do thude trong huyét tuong &
khoang 3,5 — 20 mg/l.

QUY CACH BONG GOI
Hop 10 éng. 1mL/ dng thuy tinh loai 1, trong. khong mau.

PIEU KIEN BAO QUAN
Bao quan & nhiét do dudi 30°C. DE THUOC XA TAM TAY TRE EM

HAN DUNG CUA THUOC
36 thang ké tlr ngay san xuét. %

KHONG DUNG THUOC QUA HAN SU DUNG GHI TREN BAO Bi

Sin xuit béi: Laboratoire AGUETTANT
Pare Scientifique Tony Garnier
1 rue Alexander Fleming — 69007 — Lyon - Phap.

LABURA TUIRE AGUETTANT
Parc Scientifique Tony Garnier
1 rue Alexander Fleming
69007 LYON ~ ~
Tél. 04 78 61 51 41
Fax 04 78 61 51 21
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