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THANH PHAN:

Biesinax

inj 5 mg

Aescinat natri 5 mg

Hép 01 lo thudc tiém déng khé
va 01 &ng dung mai 5 ml

Gng dung mai/Ampoule solvent:
S8 16 SX/Lot. No:
NSX/Mfg. Date:
HD/Exp. Date:

Ma 50, ma vach

Keep out of reach of children
Read carefully the leaflet before use
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B DIRH PRATMACELTICAL AND MEDICAL EQUEPMENT JOINT §TOCK COMPANY

Vial of lyophilized powder: Mamufacturer's standard

Ampoule of solvent: BP
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Rx Prescription drug

Biesinax
inj 5 mg

Aescinate sodium 5 mg

Box of 01 vial of lyophilized powder for injection
and 01 ampoule of solvent 5 ml
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COMPOSITION: Each vial of lyophilized powder lor
inpection contains:

Aescinate sodum (a5 ABSCIN] .o 3 MG
EXCipianis 9810 ..o 1 vial
INDICATIONS, CONTRA-INDICATIONS,
ADMINISTRATION, DOSAGE AND OTHER
INFORMATION: See the enclosed leaflat in box
STORABE: In dry place. temperature not exceeding
30°C, protected from light.

SPECIFICATION: Manufacturer's standard

Keep oul of raach of children
Read carsfully the leafial hetore uss

1 8 mdl vack

RX yhusic ks dan

>
¢\QW§
o 85

BiesinaXinj5mg

Aesclnat natri 5 mg

Hop 10 lg thudc tiém ddng khd

TTTM

"l

Bidiphar

P

THANH PHN:
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Aescinate sodium 5 mg
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TO HUONG DAN SU DUNG THUOC

* Lo thuoc tiém dong kho:

- Thanh phén hoat chit: Aescinat natri ............................... 5mg

- Thanh phén ta duogc: D-manitol, NaOH, nuéc cit pha tiém.

* Ong dung méi NaCl 0,9% (@61 voi quy cdch hgp | lo + 1 6ng dung méi):
- Thanh phan hoat chét: khong c6

- Thanh phan ta dugc: NaCl, nudc cét pha tiém.

2. Dang bao ché:

2.1. Dang bao ché: Thudc tiém dong kho

2.2. M6 ta dang bao ché:

Lo thuéc tiém déng khé: Thube tiém déng khé mau tring nga hoic vang nhat.
Ong dung méi NaCl 0,9%: Dung dich trong, khéng mau.

3. Chi djnh:

Aescinat natri dugc chi dinh dé diéu tri:

- Diéu tri phu ndo;

- Phong va diéu tri tu méu chdng viém, chéng phi né sau phiu thuat va chén thuong;

- Piéu trj thidu nang tinh mach man tinh, gian tinh mach chan, tri;

- Piéu tri viém tinh mach chén.

4, Liéu ding va cich ding:

4.1. Liéu ding

- Ngudi 16n: Ding lidu 0,1 ~ 0,4 mg/ kg can néing. Liéu trung binh & ngudi 16n 1a 1 -2 1o/ ngay.
Déi vdi céc trudong hop khin cAp va bénh ning (phit né khi phau thudt, tu mau néio) ¢6 thé tiém
l3p lai, nhung liéu hang ngay khéng nén qué 20 mg. Dot diéu trj tir 7 dén 10 ngay.

- Tré em: San pham nay khong nén sir dung & tré em va thanh thiéu nién dudi 18 tudi.

4.2. Céch dung

- Ding tiém tinh mach hodc truyén tinh mach nho giot.

7o hudmg dén sir dung — Trang 1/5
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- C6 thé hoa tan 5 - 10mg Aescinat natri (twong tmg 1 — 2 lo) trong 250ml dung dich glucose
10% hodic natri clorid 0,9% dé truyén tinh mach hodc hoa tan 5mg Aescinat natri (twong (g 1
lo) trong 5 - 20ml dung dich glucose 10% hoc natri clorid 0,9% dé tiém tinh mach.

Luu y: Xoay lo thuée nhe nhang dé bot thude tan hoan toan, tranh lic manh tao bot.

5. Chéng chi dinh

Chéng chi dinh sir dung aescinat natri trong céc trudng hgp sau:

- Qua min véi hoat chit hoiic véi bt ky té dwoc ndo dugce liét ké trong muc 1.

- Trang thai tan huyét; phu do rdi loan tim, than.

- Suy than, sdc than, c6 tién sir bénh thin, Rh khong tuwong thich & phu nif c6 thai. Tuyét dbi
khdng dung cho nhitng bénh nhén suy thén cip.

- Bénh nhén c6 nguy co huyét khi, sir dung déng thdi v6i thude tranh thai dudng ubng.

- Tuyét ddi tranh viéc tiém trong dong mach vi kha nang gay hoai tir mach.

- Chéng chi dinh cho phu nit ¢6 thai 03 thang dau va cho con bi.

6. Cinh bdo va thin trong khi ding thube

- San phdm chi duge tiém tinh mach, néu tiém nhim ngoai tinh mach, can thiét thuc hién ngay
céc bién phap xir tri (nhu ti€m procain, hyaluronidase, ngirng tiém). _
- Dé tranh sy kich thich thanh mach c6 thé xay ra, can dic biét dam bao ring miii kim khong néri
cham vao thanh tinh mach (khéng nén tiém vao tinh mach nhé, vi du & mu ban tay) va dam bao
ring khéng tiém quéa cham.

- Trong trudng hop vo tinh tiém vao dong mach, dé kim tiém tai nguyén vi tri va tiém 10ml

dung dich sinh Iy 0,9% chira 10.000 IU heparin. Ciing cin phong toa cc hach sao.

- San pham khéng dugc sir dung cho bénh nhén suy than. Vi vay, khi sir dung san phdm cho
nhitng bénh nhan c¢6 kha niing bj suy giam chirc nang thin (vi du: chin thuong phin mém, chin
thurong so ndo niing, bong ning...), cin theo doi chit ché tir khi bat dau didu trj va viéc didu trj
v&i aescinat natri bj thay déi thi né cin phai bj ngimg ngay 14p tic. Trong sudt thoi gian sir dung
san phdm, bénh nhan cn phai duoc kiém tra chirc ndng than.

- Néu viém da, viém tinh mach huyét khéi hoic xo cirng dudi da, dau dir doi, loét, sung dot ngdt
mét hofic ca hai chén, suy tim, bénh nhin cin théng bdo ngay cho béc sT vi ddy c6 thé 1a dau
hiéu cia bénh ly nghiém trong.

- Trong trudng hop sir dung dong thai vai cac thude chéng dong, céc thong sb vé dong mau phai
duge theo doi thudng xuyén (xem muc 9.1).

- Cén phai tudn thu cdc bién phap khong xam l4n khac theo chi dinh cta bac si, chéing han bing
bo chén, sir dung vé/ tat dan hdi hoiic tham chi str dung nudce lanh.

- Chua c6 trudng hop 18 thude thube nao duge ghi nhan.

- Khéng khuyén céo sir dung san phim cho tré em v thanh thiéu nién dudi 18 tudi.
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7. Sir dung thudc cho phu nit c6 thai va cho con bi

Chua c6 dir liéu an toan nao vé viéc sir dung thubc cho phu nit ¢6 thai va cho con bi. Khéng
khuyén cdo dung thubc trong 03 thang dau thai ky va trong lic cho con bu.

8. Téc ddng cia thudce khi ldi xe va vin hanh miy

Thudc c6 anh hudng nho dén kha nang lai xe va sir dung may méce vi ¢b thé xay ra chéng mat
sau khi dung thube (xem muc 10)

9. Twong tac, twong ky ciia thude

9.1. Tuong tac thudc:

- Nén trénh sir dung dbng thdi cic aminoglycosid (vi du: gentamicin) vi aescin c6 thé lam ting
ddc tinh trén than cia cac khang sinh nay.

- Aescin c6 thé ting hoat tinh ciia thudc chéng dong méau khi dung ddng thoi. Trong truong hop
ndy, can diéu chinh lidu thich hop theo két qua xét nghiém lam sang (vi dy: thdi gian
prothrombin).

- Sy gén két cia aescin v6i protein huyét tuong c6 thé bi thay ddi boi mét s loai khang sinh (vi
dy: cephalothin c6 thé lam ting nong do aescin ty do trong huyét thanh). Vi ampicillin tac dong
nay rit nho.

9.2. Tuong ky cua thude:

Chua tim thdy dir liéu nghién ciru vé tuong ky ciia thube. Khéng nén hoan nguyén bot thude
trong bt ky dung méi ndo ngoai nhirg dung méi dugc dé cdp trong muc 4.2.

10. Tic dung khong mong muon:

Viéc phan loai céc tic dung khong mong mudn theo tin suit quy udc nhu sau:

- Rét thudng gip (> 1/10);

- Thudng gip (> 1/100 dén <1/10);

- It gép (= 1/1.000 dén <1/100);

- Hiém gap (=1/10.000 dén <1/1.000)

- Rét hiém gip (<1 / 10.000);

- Chua rd (khdng thé uéc tinh tir dir liéu c6 sin). .

Béng dudi ddy liét ké téc dung khong mong mudn theo MedDRA. Trong mdi nhém, tic dung
khéng mong mudn dugc sip xép theo huéng giam din mirc d§ nghiém trong.

HE co quan Tan suit Tdc dung khong mong muon

ROi loan hé thong mién dich Hiém giip Viém da dj ing (ng(a, phat ban, ban d9,
cham, phu thanh quan)

Rét hiém gap | Phan ung di (mg nghiém trong (trong mét
s6 trudng hop c6 kém xuit huyét)

R&i loan hé than kinh It gip Chéng mat, nhirc dau
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HE¢ co quan Tan sudt Tic dung khéng mong muon

Réi loan tim Réit hiém gip | Nhip tim nhanh, ting huyét ap

ROi loan tiéu hoa It gip Buon ndn, ndn, tiéu chay, dau bung
R6i loan hé sinh san Rat hiém gip | Bang huyét

Bénh nhan phai duoc thong bdo vé sy can thiét phai ngirng diéu tri néu c6 mét s tac dung phu
néu trén, dic biét la trong trudng hop chiy mau va & nhitng déu hiéu diu tién cta phan (mg qué
man (vi dy nhu phét ban da).

11. Qua liéu va cach xir tri:

11.1. Qua liéu

- Khéng c6 trudng hop qué liéu da duoc bao céo. Saponin ¢6 thé 1am ting budn nén, c6 thé xult
hién nén mira va tiéu chay.

- Lidu t6i da duoc khuyén cdo 1a 20mg/ ngay, khi dung liéu cao c6 thé gay suy than. Vi vay san
phim nay nén dugc sir dung hing ngay trong giGi han nghiém ngat. Néu cé trudng hop suy thin
phai ngay lap tirc ngimg ding thudc va thyc hién kiém tra chirc ning than toan dién.

11.2. Cach xur tri

- Khéng ¢6 thude giai doc dic hicu.

- Xir tri qué liéu nén bao gdm didu tri triéu chimg vi diéu tri h3 trg thich hop.

12. Théng tin vé dugc Iy, lim sang

12.1 Péc tinh duoc hue hoc:

Nhém duge ly: Thube van mach - bao vé mao mach

Ma ATC: CO5CX

Duege Iy va co ché téc dung:

- Aescin ¢6 tac dung chéng phii né va chdng viém nhiém, dong thoi ddy manh truong luc thudmg
trong thanh mach méau, lam giam kha nang thim thiu thanh mach mau.

- Higu qua chdng viém nhiém va chéng phu né dat dugc 1a do hoat tinh enzym hyaluronidase
giam, enzym nay lam ting tinh thim thdu thanh mach mau, truvong lyc tinh mach cua thanh
mach mau gia tdng dugce do kha ning kich thich cua aescin trong viéc giup dao thai hormon cua
vo tuyén thuong than, 1am ting kha ning san sinh prostaglandin PGF20 trén thanh mach méu,
giai phéng norepinephrin & giai doan cudi day than kinh ciing hi¢u qua nhu viéc chuyén hoa.

- Aescin ¢6 hoat tinh tuong tur nhu hormon vo tuyén thugng than, céc kha niing phirc hop nay
gilip gia ting 4p luc té bao co thanh mach mau.

12.2 Péc tinh duge dong hoc: |

- Thoi gian ban thai clia natri aescinat 1a 1,5 gid, nhumg c6 thé thic ddy co thé ting ACTH, tang
kha ning san sinh prostaglandin PGF20 dé duy tri tdc dung sinh hoc trong mét thoi gian dai.

- Sau khi tiém tinh mach 16 gio, tac dung chéng sung van ¢6 hiéu lyc.
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- Sau khi tiém tinh mach 1 gi&, 1/3 liéu dung dugc bai tiét trong d6 1/3 duogc bai tiét qua nude
tiéu va 2/3 qua dudng mit vao rudt.

- Ty 1€ aescin lién két véi protein huyét twong trén 90%.

13. Quy cach déng goi:

Hop 01 lo thudc tiém dong khd va 01 éng dung mdi NaCl 0,9%. Hop 10 lo thube tiém déng khd.
14. Piéu kién bao quin, han ding, tiéu chuin chit lugng cia thude

14.1 Piéu kién bao quan: Noi khd, nhiét do khong qué 30°C, tranh anh sang

14.2 Han ding:

Lo thudc tiém dong khé: 24 thang

Ong dung méi NaCl 0,9% (doi v6i quy cdch hop 1 lo + 1 ng dung méi): 48 thang

Han ding sau khi hoan nguyén: Bao quén & nhiét do dudi 30°C khdng qua 12 gid.

14.3 Tiéu chuén chit luong:

Lo thudc tiém dong khé: TCCS.

Ong dung méi NaCl 0,9% (déi véi quy cdch hép 1 lp + 1 dng dung méi): BP hién hanh

15. Tén, dia chi co s& sdn xuit:

CONG TY CO PHAN DUGC - TTBYT BINH DINH (BIDIPHAR)

498 Nguyén Thai Hoc, P. Quang Trung, Tp. Quy Nhon, tinh Binh Dinh, Viét Nam

DT: 0256.3846500 - 3846040 * Fax: 0256.3846846
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