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\ R EPHEDR INE AGUETTANT ;% EPHEDRINE AGUETTANT
S6IBSX /Lot N'. L 30 mgno m 30 mg J 30 mg Iﬂ mL 30 mg
NSX / Mrg: L 3 mg/mL 1o mL J 3mg/mL 10 mL
| R A R R
:\ C—ox10 1 C—ox10
& EOPHIEIERI!NE AGUETTANT
mg/10m 3omg| YV ADAMD 3=
3 mg/mL 10 m AbOHAJOth AGUFT‘A:\”
/ Parc Scientifique Tony Garnier
/ 1 rue Alexander Fleming
69007 LYON
AGUETTANT Tél. 04 78 61 51 41
2‘53';‘.??"&”32 Ne° pro;et H 18 FWIO“DIB 61 51 21
Code : XXXXXX - -
PRODUIT : ETUI 10 APP EPHEDRINE  INITIALES ; AP- PICTURAL PP
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PAYS ; VIETNAM (VN) 2 -09/04/18 - 10h
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AGUETTANT

MEDICAMENTS
ESSENTIELS

Dung dich tiém tinh mach
Ephedrin hydrochlorid 30 mg/10 mL
3 mg/mlL
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EPHEDRINE AGUETTANT 30 mg/10 mLW
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N° projet: 16_166_01

Code : 103563
PRODUIT : ETI EPHEDRINE
3 mg/ml

PAYS : VIETNAM (VN)

TRACE : CHC APP ETI 10ML 01 lot et exp

VERSION

INITIALES : MK - PICTURAL SV
VERSION - DATE :
1-22/08/16 - 15h30

2 -12/09/16 - 15h40

3 - 23/09/16 - 14h40

COULEURS

COULEURS TECHNIQUES

Dimensions : mm = 42 x 15
Texte : corps = 6 pts

ANNULE ET REMPLACE :
NA

Signataire MKT

Sighataire AR

NOM COMPLET :
MARIE KARLIN

DATE +
SIGNATURE :

Signataire DI

NOM COMPLET :
CLAUDE GUILHOT

DATE +
SIGNATURE :

J\fﬂ-*oﬁ)f



"X EPHEDRINE AGUETTANT 30 mg/10 ml,
dung dich tiém

Doc ki hwong dan sir dung trwde khi dung.

Néu co thdc méc hay c&n thém thong tin, xin tham khao y kién bac sT.

Xin gitr lai t& hwdng dan st dung nay, ban cé thé can phai doc lai.

Thuéc ban theo don.

THANH PHAN

Hoat chét: Ephedrin hydroChlOria. ... oo 30 mg
Cho 10 ml dung dich tiém.

1 ml dung dich tiém chira 3 mg ephedrin hydrochlorid.

10 ml dung dich tiém chira 33,2 mg natri

Ta dwee: natri clorid, acid citric monohydrat, natri citrat, acid hydrochloric hoac natri hydroxid, nwéc
cat pha tiém.

DANG BAO CHE

Dung dich tiem.

pH=45dén55

QUY CACH BONG GOI

Hop 10 éng (polypropylen), éng 10 mL

CHI BINH PIEU TRI

e Diéu tri ha huyét ap trong khi gay mé va gay té ving nhw gay té tiy séng hodc ngoai mang cing
dé lam thu thuat ngoai khoa hoac san khoa.

e Diéu tri dw phong ha huyét ap trong khi gay té tly séng dé 1am thu thuat ngoai khoa hoac san
khoa.

LIEU DUNG VA CACH DUNG
Ephedrin chi dwgc dung béi va dwéi sw giam sat cla mét bac si gay mé.
Dung duwéng tinh mach.

Truyén tinh mach hoac tiém tinh mach bolus. Budng dung thay ddi tuy theo tinh trang cla bénh
nhan, can ndng va cac diéu tri bd sung.

Nguwi lon

Liéu dung tir 3 dén 6 mg, lap lai tuy theo nhu cau méi 5 dén 10 phat.
Tong liéu phai dwdi 150 mg trong 24 gid.

Néu khéng co hiéu qué, phai xem lai viéc lwa chon diéu tri.

Tré em

Dung dwdng tinh mach.

Liéu dung tir 0,1 @én 0,2 mg/kg mdi 4 dén 6 gio.

LABORATOIRE AGUETTANT
arc Scientifique Ton y Garnier
1 rue Alexander Fleming
69007 Lyon
Tél. 04 78 61 5141

~

e

o<



CHONG CHi BINH

- Qua man voi ephedrin

- Tang huyét ap

- Cuwong giap khéng duoc kiém soat,

- Giam kali mau khéng dugc kiém soéat
- Phi dai tuyén tién liét,

- Bénh tim do thiéu mau cuc bd

- Phéi hop voi cac thube IMAO

- Phéi hop véi cac thuéc cwong giao cdm khac nhu phenylpropanolamin, phenylephrin,
pseudoephedrin va methylphenidat

- Phéi hop véi cac thube cwédng giao cadm alpha

LUU Y PAC BIET VA THAN TRONG KHI DUNG

Lwu y dac biét

- Ephedrin nén dwoc st dung than trong & nhirng bénh nhan co thé dac biét nhay cam véi tac
dung cla thudc nay, dac biét la nhirng ngudi bi cudng giap.

- Cén than trong dac biét & nhi*rng bénh nhan cé bénh tim mach nhu loan nhip hoac nhip tim
nhanh, roi loan tac nghén mach mau bao gbm ca xo cng dong mach, hoac phinh mach. Con
dau that nguc co thé xuét hién dot ngdt & bénh nhan dau that nguc én dinh.

. Cing can theo ddi can than khi st dung ephedrin cho bénh nhéan dai thao dwong va glocom goc
dong.

- Cé&n tranh dung ephedrin hodc dung than trong & nhirng bénh nhan gay mé voi cyclopropan,
halothan, hoac thuéc mé halogen khac, vi ching co thé gay rung that. Sy tang nguy co loan nhip
tim cting co thé xay ra néu dung ephedrin cho bénh nhan dang diéu tri bang cac thude glycosid
tim, quinidin, hoac thuéc chéng trdm cam ba vong.

- Nhiéu thuéc cudng giao cam trong tac vei cac thude tre ché monoamin oxidase, va khong nén
dung céac thube nay cho bénh nhan dang duoc diéu tri hay m&i nglrng diéu tri trong vong 14
ngay. Clng khuyén céo tranh dung cac thubc cwong giao cdm khi dang str dung cac thude
IMAQ chon loc.

- Ephedrin 1am tang huyét &p va vi vay nén cham soc dac biét doi voi nhitng bénh nhan dang
dwoc didu tri bing cac thube ha huyét ap. Tuong tac clia ephedrin voi cac thude chen alpha va
beta co thé phurc tap. Propranolol va cac thudc chen thu thé giao cam beta khac doi khang voi
tac déng clia cac chéat kich thich chon loc thu thé beta 2 (chd van beta 2) nhuw salbutamol.

- Tac dung khdng mong muén trén chuyén hoa clia chat chl van beta 2 liéu cao co thé tram trong
hon do dung ddng thoi liéu cao corticosteroid; do dé bénh nhan can duoc theo ddi can than khi
2 phuong phap diéu tri dwoc s dung ddng thoi mac du than trong nay la khong ap dung voi
corticoid dang hit. Giam kali mau két hop voi liéu cao chat chli van beta2 co thé dan dén tang
tinh nhay cam cla réi loan nhip tim do digitalis gay ra. Giam kali mau co thé nang hon khi dung
ddng thei aminophylline hay cac thuéc xanthin, cac corticosteroid, hoac thuoc loi tiéu khac.

- Pang diéu tri bang cac thubc xanthin, cac thuéc corticosteroid, hoac cac thude loi tiéu

- St dung ephedrin nhu mot thude tang huyét ap can duoc thuc hién dong thoi véi viec bu day du
thé tich mau.

Théan trong khi dung

- Phai than trong khi str dung ephedrin trén bénh nhan co tién s bénh tim.
. Van dong vién thé thao: chu y thudc nay co chira mét hoat chét co thé gay phan tng duong tinh

khi xét nghiém doping. LABORATOIRE AGUETTANT

Parc Scientifique Ton y Garnier
1 rue Alexander Fleming
69007 LYON X
Té. 04 78 61 51 41 L
Fax 04 78 61 51 21




- Trwéc TIEM TINH MACH cén kiém tra d6 trong sudt va khéng co cac hat tiéu phan co thé nhin
thay trong dung dich.

TUONG TAC THUOC VA CAC DANG TUWONG TAC KHAC
Cac phédi hop bi chdng chi dinh

+ Cac thuéc cwong giao cam gian tiép (bupropion, phenylpropanolamin, phenylephrin,
pseudoephedrin, methylphenidat, cafedrin, theodrenalin): Nguy co co mach va/hoac con
tang huyét ap.

+ Thudc cwéng giao cam alpha (dwong udng valhoac dweng mii): Nguy co co mach va/hoac
con tang huyet ap.

+ IMAO khong chon lgc: Tang huyét ép dét phat, téng than nhiét co thé gay t& vong. Nguy co nay
van co thé xay ra trong vong 15 ngay ké tir khi ngung diéu tri IMAO

Cac phdi hop khdng nén ding

+ Cac alcaloid ndm cwa ga (cé tac dung dopamin): Nguy co' co mach va/hoac con tang huyét ap.
+ Cac alcaloid ndm cwa ga (c6 tac dung co mach): Nguy co co mach va/hoac con tang huyét ap.
+ Linezolid: Nguy co' co mach va/hoac con tang huyét ap.

+ Xanh methylen: Nguy co co mach va/hoédc con tang huyét ap.

+ Cac thudc chéng trim cam ba vong (vi du imipramin): tdng huyét ap kich phat voi kha nang
loan nhip tim (trc ché adrenalin hodcnoradrenalin di vao cac sgi giao cam).
+ Cac thudc chéng tram cam noradrenergic-serotoninergic (minalcipran, venlafaxin): tang

huyét ap kich phat v&i kha nang loan nhip tim (tc ché adrenalin hodcnoradrenalin di vao cac soi giao
cam).

+ Guanethidin va chét lién quan: Tang dang ké huyét ap (phan ng qua muec lién quan dén viéc
giam trong lyc glao cam va / hoac rc ché adrenalin ho&cnoradrenalin di vao cac soi giao cam). Néu
sw két hop khéng thé tranh dwoc, st dung than trong voi liéu thap cua thubc cuérng giao cam.

+ Sibutramin: tang huyét ap kich phat v&i kha nang loan nhip tim (rc ché adrenalin hodcnoradrenalin
nhap vao cac sgi giao cam).

Cac phdi hop cin than trong khi diing

+ Thuéc mé bay hoi chira halogen: Nguy co con tang huyét ap trong khi mo.

+ Theophyllin: Dung déng thei theophyllin va ephedrin cé thé gay mét ngti, cang thang va kho chiu &
da day rubt.

+ Corticosteroid: Ephedrin lam tang dao thai dexamethason.

+ Cac thuoc chéng ddng kinh: Tang néng do trong huyét twong cta phenytoin va cé kha nang tang
nong do cla phenobarbital va primidone.

+ Doxapram: Nguy co tang huyét ap

+ Oxitocin: tang huyét ap v&i cac tac nhan co mach giao cam.

Kiém hoa nuwoc tiéu bang natri bicarbonat hay thude kiém hoa nuwédc tiéu khac gay tich tu ephedrln va

pseudoephedrin trong co thé; diéu nay co thé dan dén ngd doc (run, lo ldng, mét ngd, nhip tim
nhanh). Toan hoa nwéc tieu véi amoni clorid ¢o tac dung nguoc lai

XIN VUI LONG BAO CHO BAC SI CUA BAN BIET NEU BAN VUA HOAC BANG DUNG CAC
THUOC KHAC, KE CA CAC THUOC KHONG KE DON.

LABORATOIRE
Parce Scientifigye éogyu(;izlé NT

rue Alexander F
69007 LYO]\J,'emmg
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cO THAI VA NUOI CON BANG S(*A ME
Cé thai
Cac nghién ctru trén dong vat cho thay bang chirng tac dung gay quai thai.

De liéu 1am sang tlr cac nghién ciru dich té hoc dwoc thuc hién trén mét sb it phu ni cho thay
ephedrin khéng cé tac dung gay di dang riéng.

Trong trwéng hop lam dung hodc st dung dai ngay cac amin co mach, cac trueong hop tang huyét ap
don & & nguoi me da duoc bao céo.

Ephedrin qua dwoc nhau thai va diéu nay cé lién quan véi su gia tdng nhip tim thai va sy bién doi
nhip theo nhip.

Vi vay, chi nén xem xét st» dung ephedrin trong thai ky néu can thiét.

Nudi con bing sira me

Ephedrin dwoc phan phéi vao stra. Tinh trang khé chiu va ngli khéng yén giac da duoc bao céo & tré
bu sira me. Vi vay nén nglrng cho con bu trong 2 ngay sau khi dung thuoc nay.

ANH HUO'NG TREN KHA NANG LAI XE VA VAN HANH MAY MOC

Cén than trong khi lai xe va van hanh may.

TAC DUNG KHONG MONG MUON

Rét thuong gép: 21/ 10; Thuong gap: 21 /100, <1/10; It gap: =1 / 1000, <1/100; Hiém gap: =1/
10.000, <1/ 1.000; R4t hiém: <1/ 10.000; Chua biét: khéng thé dugc wac tinh ter div liéu cé san

R&i loan mau va hé bach huyét:

Chua biét: thay ddi qua trinh déng mau ban dau

Réi loan hé théng mién dich:

Chura biét: qua man

R&i loan tam than:

Thuong gap: réi loan, lo au, trdm cam

Chuwa biét. rbi loan tam than, so hai

Réi loan hé than kinh:

Thuong gép: cang thang, dé bj kich thich, bdn chdn, suy nhuoc, méat ngd, nhirc dau, 46 mé hoi
[t gap: chong mat

Hiém gap: an than nghich ly & tré em

Chura biét: run, tang tiét nwoc bot

Rbi loan & méat:

Chua biét: cac dot cap glocom goc dong

i LAEORATOJHE AGUETTANT
arc Scientifique Tony Garnjer
I rue Alexander Flemin
69007 Lyon .
Tél. 04 78 61 51 41

Fax 04 78 61 51 o1 NV



Thuong gap: danh tréng nguwe, tang huyét ap, nhip tim nhanh
Hiém gép: rbi loan nhip tim

Chua biét: dau dau that nguc, nhip tim cham phan xa, ngirng tim, ha huyét ap

Réi loan & mach mau:

Chura biét: xuét huyét ndo

R6i loan hé hap, 16ng nguc va trung that:

Thuwong gép: kho thé
Chura biét: phu phdi

Réi loan & heé tiéu hoa:

Thuong gdp: budn nén, ndén mira
It gép: dau bung
Chua biét: giam sy thém &n, khat nuwéc

Rdi loan & than va hé tiét niéu:

Hiém gap: bi tiéu cap tinh

Xét nghiém:
Chua biét. ha kali mau, thay dbi ndng do glucose trong mau

THONG BAO CHO BAC ST CUA BAN NHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI
SU DUNG THUOC, KE CA CAC TAC DUNG CHUA BUOC KE DEN TRONG TOA NAY.

QUA LIEU

Trong trwong hop qua ligu, co thé thay budn nén, nén, sét, loan than hoang tudng, réi loan nhip thét
va trén that, tang huyét ap, trc ché hd hap, co giat va hén mé.

O nguei lén, lidu gay t&r vong la 50mg/kg. O tré dwdi hoac bang 2 tudi, liéu ubng gay tlr vong toi
thiéu la 200mg.

Xp tri:

Viéc xt ly qua liéu ephedrin d6i voi sén pham nay co thé can tai diéu tri ho tro' chuyén sau. Tiém tinh
mach cham labetalol 50-200mg kém theo giam sat dién tim dé diéu tri nhip tim nhanh trén that. Ha
kali mau dang ké (<2.8mmol.I-1) do chuyén dich kali vao té bao dan dén réi loan nhip tim va co thé
duoc dieu tri bang cach truyen kali chlorid kem theo v&i propranolol va diéu tri nhiém kiém hé hap, khi
c6 xuét hién céc tinh trang nay. C6 thé tang cuéng thai trir ephedrin béng cach axit hoa nuoc tiéu.

TiNH CHAT DUQC LUC HOC
THUOC CO TAC DUNG GIONG THAN KINH GIAO CAM
Ma ATC C01CA26

Ephedrin 1a mét amin cudng giao cam tac dong tryc tiép trén cac thu thé o va f va gian tiép bang
cach tang phoéng thich noradrenalin & cac dau tan day than kinh giao cam. Nhuw tat ca cac thudc

LABORATOIRE AGUETTANT
Parc Scientifique Ton y Garnier
1 rue Alexander Fleming
69007 LYON “YA )
Tél.04 78 6151 41 A
Fax 04 78 61 51 21 .



cudng giao cam, ephedrin kich thich hé than kinh trung wong, hé tim mach, hé ho hép, va co tron
duong tiéu hoa va dweng tiéu. Ephedrin cling 1a mét chét (rc ché monoamin oxydase (IMAQ).

TINH CHAT DU'Q'C BPONG HQC
Phan bé:

Ephedrin dwoc phan bd nhanh chéng va réng réi khip co thé, voi sy tich Ity & gan, phdi, théan, 14
lach va ndo. Thé tich phan bd khoang 122-320 lit.

Chuyén hoéa:

Ephedrin la dé khang véi s chuyén hoa clia monoamine oxidase va phan lon dwee thai ra duwoi
dang khéng thay adi trong nwéce tieu, cung véi mot lveng nhod cac chat chuyén héa dwoc tao ra trong
qué trinh chuyén hoa & gan.

Ephedrin dwoc chuyén hoa bdi qua trinh N-demethyl hda thanh phenylpropanolamin (norephedrin),
chat chuyén hoa chinh. Day la chat co tac dung duoc ly (thoi gian ban hly 1,5-4 gi¢), tao ra tac dung
kich thich trung tdm.

Ephedrin cling bi kh(r amin, tao acid benzoic, acid hippuric va 1-phenylpropane-1,2-diol.

Thai triv:

C6 dén 95% liéu dung co thé dwoc thu hdi trong 24 gid vai 55 - 75% dudi dang khong doi.
D6 thanh thai la 13,6-44,3 | / gi&r.

Sau khi udng hoac tiém, ephedrin dwoc thai trir 77% dang khéng ddi trong nwérc tiéu.

Sw bai tiét phu thudc vao do pH clia nudc tiéu:
- 73-99% (trung binh: 88%) trong nwdc tiéu ¢é tinh axit
- 22-35% (trung binh: 27%) trong nuwéc tiéu kiém

Théi gian ban thai phu thudc vao dé pH trong nwoc tiéu. Khi nwéc tiéu dwoc axit hda dén pH 5, thoi
gian ban thai Ia 3 gio. Khi pH clia nwoc tiéu la khoang 6.3, thei gian ban thai 1& khodng 6 gio.

TUONG KY 4
Can kiém tra sy thay ddi mau séc vahoac su hinh thanh két tia, phirc hop khong tan hodc tinh thé. f
HAN DUNG

2 nam. /7e0

BAO QUAN Jgf’”* 7

Truoc khi mé: Bdo quan & nhiét do khéng qua 30°C. (o 4

Sau khi mé: thuéc phai dwoc dung ngay.

DE XA TAM TAY VA TAM NHIN CUA TRE EM
KHONG BUOC SU DUNG SAN PHAM PA QUA HAN DUNG BUOC JN"TREW BAO BITUQ CUC TRUSNG
NHA SAN XUAT P.TRUSNG PHONG

Laboratoire AGUETTANT Pham ki Vin Hank
Lieu-dit «Chantecaille » - 07340 Champagne — Phap LABORATOIRE AGUETTANT !

Parc Scientifique Ton y Garnier
1 rue Alexander Fleming

69007 LYON
Tél. 04 78 61 51 41
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