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' AESCINAT NATRI 5 mg
BOT DONG KHO PHA TIEM

|
l
1 Doc ky hwréng din st dung triede khi dung.
Pé xa tim tay tré em.
Thuéc nay chi dung theo don thube.

THANH PHAN CONG THU'C THUOC:
et i A P T Do e PR AP 5mg
Thanh phén dugc chét: Natri @escinat ..o
Thanh phén té dupe: Khong co.
DANG BAO CHE:

6t 6 6 phatiém. i
ggtt?r?gg t‘:gﬁg hzéc g4n tring, déng trong lo thy tinh déng kin bai nat cao
suvanapnhém.

CHIDINH: )

Thubc duoc chidinhdiéutritrong cactruonghopsau:

_ Chéng phi: né sau phau thuat, chan thuong, phu ngoai bién.

_ Thiéu nang tinh mach mantinh, gién tinh mach chan, tri.

~ Viémtinh mach chan.

LIEU DUNG - CACHDUNG:

Liéuding: i

~ Ngudi 16n: Dung ligu 0,1 - 0,4 mg/kg/ngay. Di véi cac trudng hop bénh
n&ng, khéng dugc dung quéa 20 mg/ngay.

Thoi gian diéu trjtlr 7 - 10 ngay.

- Tré em: Khéng khuyén céo str dung thuée.

Dwong dung:
Chidung dudng finh mach.
- Tiém{inh mach.

- Tiém truyén finh mach nho giot.

- P& tranh bién chirng nhiém khuén khi tiém, phai thyc hién thao tac vé
trung khi pha thudc. %

- DUNG DICH SAU KHI PHA PHAI DUNG NGAY d& ngén ngira nguy co
nhi&m khuén. Néu dung dich sau khi pha khéng dugc st dung ngay thi
thoi gian va diéu kién bao quan dung dich la trach nhiém clia ngudi sir
dung.

- Céch pha dungdich tiém tinh mach:

Hoa tan 1 I thubc chira 5 mg natri aescinat v&i 10 mL dung dich glucose

10% hoéc NaCl 0,9% nhu sau:

« Budc 1: Sir dyng bom tiém thé tich 20 mL rat 10 mL dung dich glucose
10% hoéc NaCl 0,9%. :

« Buéc 2: Tiem vao lg chiva bot thube khodng 4 mL dung méi. Lan nhe lo
thubc gitra hai long ban tay cho dén khi bét thubc tan hoan toan.
KHONG LAC LQ THUOC dé han ché tao bot.

« Budce 3: RAt tiy tir dung dich thube da hoan nguyén trong lo vao bom
tiém, sau d6 tron déu va nhe nhang dung dich thubc trong bom tiém.
Dung dich sau khi pha trong suét, khéng mau.

- Céch phadungdich tiém truyén tinh mach:

« Budc 1: Hoa tan bét thubc trong lo voi khodng 4 mL dung dich glucose
10% hozgc NaCl 0,9%. Lan nhe lo thubc gitra hai long ban tay cho dén
gni bt thube tan hoan toan. KHONG LAC LQ THUOC dé han ché tao

of.

« Buéc2: Pha loanz dung dich hoan nguyén véi dung dich glucose 10%
hogc NaCl 0,9% dé dugc 250 mL dung dich tiém truyén tinh mach.

B¢ 6n dinh Iy héa cua dung djch tiém tinh mach 14 4 gi& & 2 - 89C va clia

dung dich tiém truy&n tinh mach la 12 gi¢ & nhigt do khan qua 30°C.

Mmglmmmélmméc_vwm

- Trudc khi str dung, can kiém tra cdm quan dung dich thudc tiém, khéng
dugc c6 tidu phan nhin thiy bdng mét thuong va bot khi. Chi stz dung

dung djch trong suét, khéng mau.

- Thugc chidung métIan. Dung dich thuéc con thira phai duoc loai bd.

CHONG CHIPINH: :

- Bé&nh nhan man cam véi natri aescinat.

- Bénh nhan suy than cép, co tién s bénh than.

- Tinh trang tan m4u, phu toan than c6 ngudn géc tim, than va réi loan nhip
tim.

- Bénh nhan cé nguy co huyét khdi.

- Phu nir mang thai, d4c biét trong ba thang dau thai ky va phy nir dang cho
conbu.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

- Dung natri aescinat véi liu Ién hon liéu khuyén cao hoac phdi hop voi
cac thude khac gay doc cho than cé thé gay suy than cép. 8’ bénh nhan
phau thuat tim, khi tiém tinh mach natri aescinat lidu cao co thé gay suy
than cap: 70 bénh nhan st dung thudc tigm tinh mach lidu trung binh hang
ngay 340 ug/kg khdng cé thay ddi chire nang than; 16 bénh nhan tiém tinh
mach natri aescinat véi liéu trung binh hang ngay 1a 360 ng/kg gay tén
lhtfqu chirc néng than nhe; 40 bénh nhan tiém tinh mach natri aescinat
véilieu trung binh hang ngay 1a 510 ug/kg gay ra suy than cap. Do d6, lidu
lvgng str dung hang ngay clia thuée nay nén duoc theo ddi nghiém ngat.
Phai kiém tra chirc nang than trwdc va sau khi dung thue, néu chirc nang
than bj tén thwong thi phai ngirng thudc ngay, kiém tra tdng quat chirc
nang than va diéu tri tiy theo mirc 46 ton thuong than. ;

Trong trudng hop dung thudc cho bénh nhan suy gidm chirc nang than
(nhw chén thvong phan mém, chan thong so ndo néng, béng dign rong)
can phai theo doi chit ché bénh nhan ngay khi bat dau didu tri. Néu xuat
hién bAtky triéu chirng bat thudng, can nging dung thude ngay 14p tirc.
- Than trong khi dung cho bénh nhan suy giam chirc nang gan va theo doi
chirc nang gan trong qua trinh duing thudc.
Thubc Aescinat natri 5 mg chi diing dwéng tinh mach. Néu do nham
|An dAn dén tiém thudc ngoai dwdng tinh mach, can phai thyc hién cac
bién phap c&p c(ru ngay 1ap trc (nhu tiém procain, hyaluronidase, dé tay
nghi ngoi). Trong truéng hop vé tinh tiém vao dong mach, phai dé kim tai

vi tri d6 va tiém 10 mL dung dich NaCl 0,9% chtra 10.000 U heparin. C6

thé phong bé hach néu can thiét,

D& tranh kich rng thanh mach, cin chu y khdng dé mi kim cham thanh

mach (khong tiém vao tinh mach nhé, nhw & mu ban tay) va khdéng nén

tiém qua cham.

Trong qua trinh diéu tri, néu xudt hién viém da, viém tac tinh mach hodc ty

mau dudi da, dau, loét, sing téy dot ngdt mdt hodc ca hai chan, suy tim,

tt.:én ngirng diing thuée ngay 14p tire vi c6 thé 1a ddu hidu clia bénh nghiém

rong.

- Truong hop st dung ddng thei véi cac thude chdng ddng mau, cin theo
dai thuwdng xuyén céac chi sé vé ddng mau.
- Can tuan tha thyrc hign cac bign phap hd tr khac do bac s chi dinh nhe

b6 chan, st dyng tat dan hdi hoac chuerm nwédc lanh.

SUDUNG T_HpOC CHO PHYNU* CO THAIVA CHO CON BU:
Chua c6 di ligu 1am sang ching minh tinh an toan khi scr dung natri

agsciqat cho phu n mang thai va phuy ne dang cho con bu. Vi vay, khdng
nén dung thuoc cho cac déitugng nay.

ANH HU'ONG CUA THUOC LEN KHA NANG LAl XE VA VAN HANH
MAY MOC:

Chuacé bang chiing v& anh hudng clia thudc 18n kha nang lai xe, van hanh
may mac. TKV0002-1/31
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TUONG TAC, TU‘C;NG KY CUATHUOC:
tac cuathudc:
_ngenh nhan dang dung thudc tranh thai, ¢6 thé tang 94p d6i lidu dung
cua natri aescinat.
- Natri aescinatc6 thé |am téng tac dung ciia cac thuéc chéng déng.
- Khang sinh cepha\osgoﬁn cothdlam tang tac dung clia natri aescinat.
- Nér} tranh dung dong thoi natri aescinat véi khang sinh nhém
aminoglycosid do ¢ nguy co tang ddc tinh trén than.
Tuwong ky cuiathube:
Khong trén 1an véi cac dun
dung - cachdung.
TAC DUNG KHONG MONG MUON CUATHUOC:

cac tan suét xuét hién tac dyng khong mong mudn (ADRs) dugc xac dinh
nhw sau:

R4t thuong g3p (ADR 21/ 10); thwdng gap (1/ 100 < ADR < 1/1 0); itgap (1/
1.000 <ADR < 1/100); hiém g&p (1/ 10.000 <ADR < 1/ 1.000); rAt hiém gap
(ADR < 1/10.000); khong r6 tan suét (khong thé uwéctinh tir dir lidu ¢ sin).

9 moi khac trir dung mdi dwoc d& cap & muc Lidu

A Tac dung khéng
Hg co quan Tan suét " mong muén
Viém da dj (rng (ngtra, phat ban,
Hiém gap | ban dd, cham, phu né thanh
Réi loan hé mién quan)
dich RA Phan (ng dj (r'ng nghiém trong
i& t (trong mét s trong hop co
hiem 93P | pi&y hign véi chay méu)
zgih'oa" hé than it gap Nhrc dAu, chéng mat
i | g Rét Nhip tim nhanh, tang huyét ap
ROi loan tim hiém gép ’
. 2 Budn nén, ndn, tiéu chay, kho
[;6! loan tiéu héa It gap chiu & bung Y,
Réi loan hé sinh Rét S faks
san va tuyén va hiém gap g

D liéu theo dbi cac tac dung khéng mong mudn sau khi Iu'g hanh-trén thj
truong cho théy cac tac dung khéng mong mubn sau day (ty 1é khéng xac
dinh) dwgc ghi nhan khi sir dyng natri aescinat dang tiém:

1. Tbn thwong trén da va md mém: Phat ban (phat ban dat sin, may day,
muyn nwéc), nglra, myn nuéc, hdng ban da dang, viém da troc vay va bénh
ly thugng bi bong nuée (epidermolysis bullosa): :

2. Tén thwong toan than: Dau, én lanh, sbt, tire ngure, dau nguc, pht (bao
gbm phis toan than, phis chén tay, phi mét, phi quanh 6 mét), mét méi, kho
%r.“l:'bi loan chirc nang mién dich va nhiém khuén: Phan (ng dj (rng, phan
ng gibng dj rng, sbc phan vé; 18 S

4. Ton thuong tai noi tiém thube: D8, sung tay, chai cirng, dau nhirc tai chd
tiém truyén; : ;

5. Tén thuong mach méau va réi loan déng mau: Viém tinh mach, xo ctng
tinh mach, ban xuét huyét dj l'!ng;

6. Tén thwong hé tiéu hbéa: Bubn nén, nén mlra, chudng bung, dau bung,
tiéu chay, khé miéng, chirc néng gan bat thuong;

7. Rbiloan tam than: Cau gét, mat ngu, thém an bat thuéng;

| 8. Tén thuong hé than kinh: Chéng mét, nhirc dau, té, run, co giat; .

| LQ. Tén thuong hé tim mach; tim dap nhanh, huyét ap tang hodc giam, tim tai,

rbiloan nhip tim, trc ngyc;

10. Tégn_t‘huong hé hd hap: Khé thé, phisné cé hong, ho;

11. Hé tiét niéu: Tiéu mau, thiéu niéu, tidu nhidu Ian, bi tidu, chirc nang than
batthudng, suy than;

12. Khac: Nhin mo, chdy nuéc mét b4t thuong, xung huyét két mac; o tai,
giam thinh lyc; swng dau khép va co, tang creatinin phosphokinase.

Théng bao ngay cho bac sy hoic dwec sy nhirng phan (rng c6 hai gap
phaikhi str dung thuéc.

QUA LIEU VA CACH XU TRi:

Liéu t6i da clia natri aescinat dugc khuyén céo la 20 mg/ngay. Khi dung lidu
cao co thé gay suy than. Vi vay, can tuan thi nghiém ngat huéng dan lidu
dung duoc khuyén céo.

Néu truong hop suy than, phai ngt‘rng thubc ngay va thyc hién kiém tra
chirc néng than toan dién. Tuy theo két qua kiém tra ma duva ra liéu phap
didu tri thich hop.

DAC TINHDUQC LYC HQC:

Nhom dugcly: Thube bao vé mao mach.

MaATC: CO5CA

Aescin c6 tac dung 1am gidm phu né va chdng viém nhiém, déng thai day
manh trwong lyc thanh mach mau, 1am giam kha nang thadm thiu thanh
mach mau.

Higu qua chéng viém va chéng phi né dat duoc 1a do hoat tinh enzym
hyaluronidase gidm (enzym hyaluronidase lam ting tinh thdm thanh
mach). Tac dung 1am tang trivong lyc thanh mach clia aescin thdng qua co
ché kich thich bai tiét hormon clia vo thuong than, lam tang kha nang sinh
san prostaglandin PGF20 trén thanh mach mau, gidi phong norepinephrin
& doan cudi day than kinh.

DAC TINHDU'Q'CDONG HOC:

Tilé aescin lién két véi protein huyét twong trén 90%.

Thoi gian ban thai clia aescinat natri 1a 1,5 gi¢r nhung ¢ thé thiic dy co thé
dé tang ACTH, téng kha nang sinh san prostaglandin PGF20 d& duy tri tac
dung sinh hoc trong mét thei gian dai.

Tac dung chdng phui né clia aescin con hidu lyc sau khi tiém tinh mach 16
gi®. Sau khi tiém tinh mach 1 gid, 1/3 lidu dung dwoc bai tiét trong dé 1/3
duwgc baitiét qua nudc tiéu va 2/3 qua dwdng mat vao rudt.

QUY CACHDONG GOI:

Hop 5 1o x 5 mg natri aescinat.

Hop 1019 x 5 mg natri aescinat.

PIEU KIEN BAO QUAN:

Bao quan khong qua 30°C, tranh &m va tranh anh sang.

HAN DUNG:

24 thang ké tir ngay san xuét.

TIEU CHUAN CHAT LUQNG CUA THUOC:

Tiéu chuan chétlwgng: TCCS.
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