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Thanh phan:
Acid acetyl salicyhc(Aspirin)... e B1 MR
Ta duge. vd 1 vién nen bao tan trong rugh

(Aviced PH 112, DST, Natri lauryl sulfat, Eudragit L100,
Tale, Titan diowyd, PVA, Tnethyl citrat, Tween 80, Diu
| thiu ddu)

Bao quan:

D& ndi khd rap, tranh dnh sang, nhigt do khdng gud 30°C
Chidinh, cach ding va liéu dilng, chang chi dinh, tudng

2/ Nhan lo 100 vién Aspirin 81

COMPOSITION:

Each entenc coated tablet contains:

Acid acetylsalicylic ..., v B Mg
Excipients g.5.1 ....... one entesic coaled tablet
STORAGE: In a dry place, protected from light,
al a temperature not more than 30°C

INDICATIONS, DOSAGE AND ADMINISTRATIONS,
CONTRAINDICATIONS AND OTHER PRECAUTIONS:

LD 100 VIEN NEN

Bao tan trong rudt

ASPIRIN 81

GMP - WHO

Acid acetyl salicylic 81mg

tac thuic, lic dung phy v nhiing didu cén vy y:
Xin doc trong 1) hudng ddn s dung
Tiéu chudn ap dung: TCCS

83506905168

CONGTY

QUANG BINH

—

Rx; Thude ban theo don

ASPIRIN 81

Acid acetyl salicylic 81mg

Read the package inser
KEEP OUT OF REACH OF CHILDREN
READ CAREFUIY THE INSTRUCTIONS BEFORE USE

B XA TN TAY CUA TRE EM 56 16 SX:
BOC K¥ HUANG AN 51 Ngay SX:
UK TRUGC KH4I DUNG™ HD:
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[ Thanh phin: Bao quan: Dé ndi khd 3o, tranh anh séng, |
Acitl acetyl salicyfic(Aspirin)..... i B mg nhidt 6 khing qua 30°C. [
Ta dugc.....vd 1 vign nén bao tan trong rugt Chi dinh, cach diing va liéu ding, chiing chi Y
(Avicel PH 112, DST, Natrt laoryl sultat, Eudragit L100, dinh, Widng tac thudc, tac dyng phu va b}
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COMPOSITION:
Each enferic coated table! contains
Acid acetylsaboylc ... e B g Quapharce
- Excipients g.s1 ... one entenic coated tablet
STORAGE: In a dry péace, protected trom light,
al a temperature not more than 30,
INDICATIONS, DOSAGE AND ADMINISTRATIONS,
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Read the package insert
KEEF OUT OF REACH OF CHILDREN
READ CAREFUNY THE INSTRUCTIONS BEFORE USE
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TO HUGNG DAN SUDUNG THUOC:

Rx: Thuéc ban theo don GMP - WHO

Vién nén bao tan trong ruot

ASPIRIN 81
Thanh phan : Méi vién nén bao tan trong ruét chia:
Thanh phan: Ham luong:
ASPITIN ettt 81 mg
TA dirge.. covzesss 1o ST 1 vién nén bao tan trong rudt

(Avicel PH 112, DS’i‘, Natri lauryl sulfat, Eudragit L100, Talc, Titan dioxyd, PVA, Triethyl
citrat, Tween 80, Ddu thdu dau).
Chi dinh :
Aspirin 81 dugc sir dung trong du phong thit phat nhéi méu co tim va dot quy & nhitng ngudi bénh
c6 tién st vé nhitng bénh nay.
Liéu ditng:
Liéu dung ¢ ngudi 16n: Ngay udng 1 - 2 vién, sau bira an nhe.
Luu y: Udng nguyén vién thuoc, khong duoc nhai hodc bé nho. n\L
Chong chi dinh: )
- Qud méin véi cdc hop chét acid salicylic, thude e ché prostagladin hoac bat cif thénh{ﬁ-]ﬁn nio cua
thudc.
- Bénh nhan loét da day - t4 trang hodc c6 tién sir viém loét da day - 14 trang; xuét huyét da day, duding
rudt hodc cdc dang khdc cta chay méu nhu xuft huyét mach mau néo.
- Xudt huyét tang; r6i loan dong méu nhu mdu khé dong va giam tiéu cdu.
- Bénh nhan bi bénh giit hodc c6 tién sir bénh git; bénh nhan bi suy gan, suy thin ning, suy tim vira va
nang.
- Chéng chi dinh véi liéu >100mg aspirin/ngay trong 3 thang cudi ctia thoi ky mang thai.
- Tré em duéi 16 tudi.
- Chéng chi dinh véi liéu phdp chong dong mau dong thoi.
- Khong sit dung déng thoi Aspirin 81 v6i methotrexat (liéu > 15mg/ tudn) vi lam tang nguy co gy doc
tinh.
Thdn trong:
- Khong khuyén cdo sir dung Aspirin 81 cho tré em dudi 16 tudi (trir khi loi ich dy ki€n hon nguy co ) vi
aspirin ¢6 thé 1a nguyén nhan gy ra hoi ching Reye.
- Sit dung than trong Aspirin 81 trréc khi phiu thuat (trong d6 c6 nhd rang) do tang nguy co xudt huyét
trong va sau phiu thult.
- Khong khuyén cdo sir dung Aspirin 81 cho phu nit rong kinh do nguy co lam ting chdy méu kinh
nguyet.
- Aspirin 81 dugc sir dung mot cach thn trong céc truong hop tang huyét dp, bénh nhén suy gan, suy
than vita hodc nhimg bénh nhan mat nude vi viée sit dung thuse NSAID c6 thé din dén suy giam chitc
nang than.
- Aspirin 81 ¢6 thé thic ddy co thét ph€ quén, hen suyén tdn cong hoac cdc phan ng qué min khédc nhu
néi mé day, ngia.
- Khong nén sir dung déng thoi aspirin 81 véi céc thude chéng dong mdu, thuée tan huyét khéi va khéng

tiéu cAu, thuéc chéng viém khong steroid va tic ché tdi hdp thu serotonin c¢6 chon loc vi lam téng nguy
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co xudt huyét. Néu su két hop khong thé tranh dugc, phai gidm sét chat ché cdc ddu hiéu chidy miu clia

bénh nhan.

- Nguy co tdc dung ha dudng huyét véi sulfonylure v insulin ¢6 thé ting 1én khi sir dung véi aspirin 81.
Thot ky mang thai:

Aspirin ¢ ché cyclooxygenase va su san sinh prostaglandin, din dén su déng 6ng thanh mach.

Aspirin con gay tc ché co bép tir cung, do d6 gay tri hodn chuyén da. Tdc dung tic ché san sinh
prostaglandin c¢6 thé din dén déng sém 6ng mach trong tif cung, véi nguy co nghiém trong tang huyét dp
dong mach phéi va suy ho hap so sinh. Nguy co chay mdu tang 1én & ca me va thai nhi, vi aspirin tc ché
két tap tiéu cdu. Do dé, khong dung aspirin trong 3 thing cu6i cling cta thdi ky mang thai.

Thoi ky cho con bu:

- Aspirin vdo trong sita me, nhung vdi liéu diéu tri binh thudng c6 rét it nguy co xay ra tic dung c6 hai &

%
tré bi sita me.

A
- C6 thé diéu tri ngan han aspirin 81 trong thdi gian cho con bi. Trong trudng hop sifr‘_&f_mg lau dai hoac
dung liéu cao aspirin thi nén dimg thudc.
Tdc dung khéong mong mudn:
* Roi loan mdu va hé bach huyét:
- Thueng gap (1/100<ADR<1/10): Tang nguy co chay mdu.
- Hiém gap (1/10000<ADR<1/1000): Giam tiéu cdu, mét bach cdu hat, thi€u mdu bat san.

- Khde: Kéo dai thoi gian chay mdu nhu chay mau cam, chay mdu nu6u. Bénh nhén bi
nén ra mau hodc c6 thé thi€u mau do thiéu sat.
* Roi loan hé thong mién dich:
- Hiém gap (1/10000<ADR<1/1000): Phan @ing qué mfn, phit mach, phti di @ing, phan tng phdn v¢
(bao gom cd s6¢ phan vé).
* Roi loan chuyén héa va hé tiéu héa: Lam ting acid uric mau.
* Roi loan hé thdn kinh:
- Hiém gdap (1/10000<ADR<1/1000): Xuft huyét néi so.
- Khdc: Chéng mat, nhic dau.
* Roi loan thinh gidc: Giam thinh gidc, U tai.
* Réi loan mach mdu:
- Hiém gdp (1/10000<ADR<1/1000): Viém mach xudt huyét.
* Roi loan ho hdp, long nguc va trung that:
- It gdp (1/1000<ADR<1/100): Viém miii, kh6 thd.
- Hiém gap (1/10000<ADR<1/1000): Co thét ph€ quéan, bénh hen suyén.
* Roi loan hé thong sinh sdn:
- Hiém gap (1/10000<ADR<1/1000): Phu nif rong kinh.
* Hé tiéu héa :
- Thueng gap (1/1100<ADR<1/10): R6i loan tiéu héa.
- Hiém gdp (1/10000<ADR<1/1000): Xuit huyét duong tiéu héa, budén nén, non.
- Khdc: Loét da day - t4 trang, trudng hop nang c6 thé bi thung da day.
* Roi loan gan mdt: Suy gan.
* Da va roi loan mé dudi da:
- It gap (1/1000<ADR<1/100): Mé day.
- Hiém gdp (1/10000<ADR<1/1000): Héi ching steven - johnson, hoi chiing Lyell, ban xuét huyét, ban
héng do da.
* Roi loan thdn va duong tiét niéu: Suy giam chitc nang than, git muéi nude.
"Théong bédo cho bdc sy nhitng tdc dung khong mong muén gap phdi khi ding thuéc"
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Hudng ddn cdch xit tri ADR:
ADR trén hé thdn kinh trung uong c6 thé hdi phuc hoan toan trong vong 2 -3 ngiy sau khi ngung

thudc. Néu ¢ cdce triéu ching chéng mat, 1 tai, gidm thinh luc hodc tén thuong gan, phai ngung thude. &
ngudi cao tudi, nén diéu tri véi liéu aspirin thap nhit ¢é hiéu luc va trong thai gian ngan nhat ¢6 thé
duge. Diéu tri sé¢ phan vé do aspirin vdi liéu phdp giong nhu diéu tri cdc phan tng phan vé cép tinh.
Adrenalin [a thuéc chon loc va thudng kiém sodt dé dang chimg phit mach va mé day.
Tuong tdc vdi cac_thuéc khdc va cdc dang tuong tic:
- Khéng phéi hop aspirin 81 véi methotrexat (liéu > 15mg/ tufin) vi lam ting nguy co giy doc tinh

huyét hoc do aspirin 81 lam giam thai trir lugng methotrexat qua than.

- Aspirin 81 lam giam thai trir acid uric qua than do dé lam gidm tdc dung cla cdc thude: probenecid
va sulphinpyrazol.

- Cén than trong khi sir dung déng thoi aspirin 81 vdi cdc thude chong déng mdu nhu warfarin,
heparin, coumarin, phenindion vi 1am tang nguy co chdy mdu (do aspirin tdc dong khang tiéu cdu).

- Aspirin 81 lam tang nguy co xuit huyét dudng tiéu héa khi diing déng thoi véi cdc chat chong két
tap tiéu cdu (clopidogel, dipyridamol), serotonin ¢6 chon loc tdi hidp thu cdc chdt tc ch€ (sertralin,
paroxetin).

- Aspirin 81 1am tang tdc dung ha dudng huyét ciia sulphonylurea. \L

- Aspirin 81 lam gidm su bai tiét qua than cta digoxin va lithium. Cén gidm sat néngtaé) digoxin va
lithium khi diéu tri v6i aspirin 81, ¢6 thé diéu chinh liéu néu cén thiét.

- Aspirin 81 lam giam tdc dung ha huyét 4p cha thudc loi tiéu va thuéc ha huyét 4p khéc, lam ting
nguy co suy than cdp khi sir dung dong thoi v6i céc chat tc ché ACE va Angio - IT Receptor Antagonist.

- Diing déng thdvi aspirin 81 v6i cdc chit tic ché anhydrase carbonic (acetazolamid) c¢6 thé nhiém toan
ning va tang doc tinh cta hé théng than kinh trung uong.

- Khi diéu tri ph6i hop giita aspirin 81 véi corticosteroid s& lam ting nguy co loét da day va xudt huyét
tiéu héa.

- Aspirin 81 khong nén dugc str dung két hop v6i cac thuée NSAID khéc vi lam tang tdc dung phu nhu
tang nguy co loét va xudt huyét tiéu héa do téc dung hiép dong.

- Céc dit liéu thuc nghiém cho thdy ibuprofen tc ché tdc dung chéng két tap ti€u ciu cta aspirin 81
khi diing dong thoi.

- Sir dung déng thoi aspirin 81 v6i cilosporin hodc tacrolimus ¢6 thé lam tang tic dung gy doc cho
than cta cilosporin hodc tacrolimus. Cdc chic nang cla than cin duoc theo doi trong trudng hop sir dung
déng thoi cdc thube nay véi aspirin 81.

- Da ¢6 bdo cdo aspirin 81 lam gidm su gin két cla thuée chéng dong kinh (phenytoin, valproat) véi
abumin huyét thanh. Do dé 1am tang néng d6 tu do phenytoin va valproat trong huyét tuong & trang théi
én dinh.

- Diing déng thdi ruou va aspirin 81 s& 1am tang nguy co xudt huyét tiéu héa. Cic thude khdng acid
lam giam tdc dung cla aspirin 81 do nudc ti€u kiém s& lam tang bai tiét aspirin.

Quad liéu va xu ly:

Diéu tri qud liéu salicylat gom:

Lam sach da day bang cdch gay nén hodc rira da day, cho uéng than hoat. Diéu tri s6t cao, truyén dich
va chdt dién giai, hiéu chinh mat can bing acid - bazo. Diéu tri tri¢u chimg tich ceton, giir nong do
glucose huyét tuong thich hgp. Theo ddi néng do salicylat huyét thanh cho téi khi giam t6i mic khong
doc. Ngoai ra, cin theo di trong thoi gian dai néu uéng qué liéu mic d6 16n, vi su hép thu c6 thé kéo
dai. Néu xét nghiém thuc hién trudc khi uéng 6 gio khong cho thdy néng do doc salicylat, cdn xét

nghiém nhac lai.
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Gay bai niéu bing kiém héa nudc tiéu dé tang thai trir salicylat. Tuy viy khong nén ding bicarbonat
ubng, vi c6 thé 1am tang hép thu salicylat. Néu ding acetazolamid, cén xem xét ky tang nguy co nhiém
acid chuyén héa nghiém trong va ngd doc salicylat.

Thuc hién truyén thay mdu, thdm tdch m4u, thdm téch phic mac néu cdn khi qud liéu nghiém trong.

Theo dbi phir phéi, co giat va thuc hién liéu phép thich hgp néu cén. Truyén mdu hodc ding vitamin K
néu cén dé diéu tri chay méu.

Duoc luc hoc:
Téc dung ctia Aspirin tity thudc vao liéu dung.

@ lidu thap( 70- 320 mg): Aspirin c6 tic dung chéng két tap tiéu cdu va kéo dai thdi gian dong mau.

Aspirin tc ché& khéng thuén nghich COX, do dé tc ché tdng hop prostaglandin. Céc t€ bao c6 kha nang
t6ng hop COX méi s& c6 thé tiép tuc téng hop prostaglandin, sau khi néng d¢ acid salicylic gidm. Ti€u
cdu 12 1€ bao khong ¢6 nhén, khong c6 kha nang téng hgp COX méi, do dé6 COX bi trc ché€ khong thuan
nghich, cho t6i khi tiéu cAu méi duge tao thanh. Aspirin con e ché prostaglandin & than.

Su san sinh prostaglandin & than it quan trong vé mat sinh 1y véi nguoi bénh cé than@‘mh thuong,
nhung c6 vai trd rdt quan trong trong duy tri luu thong méu qua thin & ngudi suy than man tinh, suy tim,
suy gan hoac c6 r6i loan vé thé tich huyét tuong. O nhitng ngudi bénh nay, tic dung c ch€ tdng hop
prostaglandin & than ctia aspirin c6 thé dén dén suy than cép tinh, gilt nuée va suy tim cdp tinh.

So véi cdc thudc trong nhém gidm dau chéng viem khong steroid thi aspirin c6 tic dung chéng keét
tap tiéu cdu khong héi phuc nén hién nay dugc ding lam thudce du phong huyét khoi.

Duoc déng hoc:
Aspirin hdp thu t6t qua dudng tiéu héa. Kha dung sinh hoc uéng khoang 68%, thuGe gan véi protein

huyét twong khodng 49% (Tang ure méu lam giam gén thudc véi protein huy€t tuong).
Do thanh thai ciia thudc: 9,3 + 1,1 ml/phit/kg va c6 thé thay ddi & ngudi cao tudi va ngudi xo gan.
Thé tich phan bé khoéng 0,15+ 0,03 lit/kg. Nira doi clia thuSc khoang 0,25+ 0,03 gid, nira ddi thay déi
& ngudi viem gan. Thudc dio thii qua than chl yéu dudi dang acid salicylic ty do va cdc chét chuyén
héa lién hop.

Téc dong cua thudc khi 14i xe va van hanh miy méc:
Cin than trong st dung thudc cho nguoi ldi xe va van hanh méy ;1’5)04\{1 thf:’dbac thé gay mét moi, khé

tho, yéu co. £ e W *
Qui cdch déng géi:  Hop 10 vi x 10 vién nén bao tan trong rudt; &
Lo 100 vién nén bao tan trong rudt. y
Bdo quan: Dé noi kho réo, tranh 4nh sdng, nhiét do khong (g
Han dung: 24 théng ké tir ngay san xudt.

Tiéu chudn : TCCS.
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