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TO HUGNG DAN SU DUNG

Oiin nén bao phim farn trong radt GMP- WHO-
ASPIRIN PHS 500mg /
Thanh phan: Méi vién nén bao phim tan trong ruét chita:
Acid Acetyl salicylic 500 mg
Crystal microcellulose 18,6 mg
Acid stearic 92,1 mg
Eudragit L100 14,0 mg
Titan dioxyd 2,1 mg
Talc 1,6 mg
PEG 6000 2,8 mg
Chi dinh:

Giam dau, ha nhiét, chong viém.
Liéu luong va ciach dung:
Udng nguyén vién thuoc, khong duoc nhai hay bé nho.
- Trong diéu tri giam dau, ha nhiét:
Nguoi 16n: uéng 1 1an 1 vién 500mg, méi lan cdch nhau 4 gid.
- Chéng viém (viém khép dang thap):

Uéng 2 vién 500mg/ 14n x 3-4 14n/ ngay. b
- Tré em va ngudi cao tudi phai theo su chi din clia thdy thuéc. }’L' /
Chong chi dinh:

- Ngudi 6 tién sir bénh hen. Man cdm v6i din chit salicylic

- Ngudi ¢6 bénh wa chdy mau, gidm tiéu ciu, loét da diy hoic t4 trang, suy tim vira va ning,
suy gan, suy than.

- Khong duge dung aspirin trong 3 thdng cudi cung cla thdi ky mang thai.
Than trong:
- Can théan trong khi diéu tri déng thoi véi thude chong dong mau hoidc khi ¢é nguy co chdy mau
khéc.
- Khong két hgp aspirin vdi cic thude khang viém khong steroid va cic glucocorticoid.
- Khi diéu tri cho ngudi bi suy tim nhe, bénh than hodc bénh gan, dic biét khi diing déng thdi véi
thudc 1¢i tiéu, cdn quan tAm xem xét cdn than nguy co gilt nudc va nguy co gidm chitc nang than.
- & tré em khi diing aspirin da gay ra mot s6 trudng hop hoi chiing Reye, vi vay di han ché€ nhiéu
chi dinh diing aspirin cho tré em.
- Ngudi cao tudi c6 thé dé bi nhiém doc aspirin, cé kha ning do gidm chic nang than. Cin phai
diing liéu thdp hon liéu thong thudng diing cho ngudi 16n.
Tuong tac voéi thuoce khac:
- N6i chung néng d¢ salicylat trong huyét tuong it bi anh hudng bdi cdc thudce khic, nhung viée
diing déng thoi véi aspirin 1am gidm néng do6 clia indomethacin, naproxen, va fenoprofen.
- Tuong tdc cua aspirin véi warfarin 1am tdng nguy co chay mau, va véi methotrexat, thuéc ha
glucose mdu sulphonylurea, phenytoin, acid valproic lam ting néng d¢ thudc nay trong huyét
thanh va tang doc tinh.
- Tuong tdc khdc cta aspirin gém su d6i khdng véi natri niéu do spironolacton va su phong bé& van
chuyén tich cuc ctia penicilin tir dich ndo - tly vio méu.
- Aspirin lam giam tac dung cédc thudc acid uric niéu nhu probenecid va sulphinpyrazol.
Str dung cho phu nir c6 thai va cho con biu:
- Thoi ky mang thai:
Aspirin ttc ché cyclooxygenase va su san sinh prostaglandin; di€u nay quan trong vdi su déng éng
dong mach. Aspirin cdn tic ché co bép tir cung, do d6 gay tri hodn chuyén da. Tac dung tic ché sin
sinh prostaglandin c6 thé din dén déng sém 6ng dong mach trong tir cung, véi nguy co nghiém
trong ting huyét 4p dong mach phéi va suy ho hdp so sinh. Nguy co chdy méu ting lén & cd me va
thai nhi, vi aspirin ttc ché két tap tiéu ciu & me va thai nhi. Do dé, khong dugc diing aspirin trong 3
thdng cu6i cung cla thoi ky mang thai.
- Thoi ky cho con bu:
Aspirin vao trong sita me, nhung véi liéu diéu tri binh thudng cé rét it nguy co xay ra tic dung ¢6
hai & tré b sita me.




Téc dong cua thude khi li xe va van hanh may méc:
Thuéc ¢6 thé gay buén ngli, can than trong trudng hop l4i xe hodic van hanh m4
thu6c vao buéi t6i.
Téc dung khong mong mudén:
- Thuong gdp, ADR>1/100

Tiéu héa: Buén nén, non, kho tiéu, khé chiu & thugng vi, ¢ néng, dau da day, 1

Hé thdn kinh trung wong: Mét moi

Da: Ban, may day

Huyét hoc: Thi€u mdu, tan mau

Than kinh-co va co xuong: Yéu co

Ho6 hap: kho tho

Khéc: S6c phan vé
- it gap, 1/1000<ADR<1/100

Hé than kinh trung wong: M4t ngt, bén chén, cdu git

Noi tiét va chuyén héa: Thiéu sit

Huyét hoc: Chdy mdu dn, thoi gian chdy mdu kéo dai, gidm bach cdu, gidm tiéu cdu, thi€u m4u.

Gan: doc hai gan :

Than: Suy giam chic ning than ,}‘ lX""/

Ho6 hép: Co thit phé€ quan

Théng bdo cho bdc si cdc tdac dung khong mong mudn gdp phdi khi ditng thudc
*Hudng dan xu tri ADR:
ADR trén hé thdn kinh trung uong c6 thé héi phuc hoan toan trong vong 2 - 3 ngay sau khi ngimg
thudc. Néu ¢6 cdc triéu chiing chéng mat, 0 tai, gidm thinh lyc hodc thuong tén gan, phai ngimg
thude. O ngudi cao tudi, nén didu tri véi lidu aspirin thdp nhat c6 hiéu luc va trong thdi gian ngén
nhét c6 thé dugc. Diéu tri s6c phdn vé do aspirin v6i liéu phdp giong nhu khi diéu tri cdc phan ting
phan vé cdp tinh. Adrenalin 1a thuéc chon loc va thudng kiém sodt dé dang chiing phit mach va may
day.
Sir dung qua liéu va xir tri:
biéu tri qud liéu salicylat gébm:
- Lam sach da day biang cdch gay nén (chii y cin than dé khéng hit vio) hoic rira da day, cho uéng
than hoat. Theo d&i va nang d& cdc chitc nang céin thiét cho su séng. Diéu tri s6t cao; truyén dich,
chét dién giai, hiéu chinh mat can bing acid - bazo; diéu tri ching tich ceton; gilt néng do glucose
huyét twong thich hogp.
- Theo d&i néng d¢ salicylat huyét thanh cho t6i khi thdy rd néng do dang giam t6i miic khong doc.
Khi da uéng mot liéu 16n dang thude giai phéng nhanh, néng do salicylat 500 microgam/ ml (50 mg
trong 100 ml) 2 gid sau khi uéng cho thdy ngd doc nghiém trong, nong do salicylat trén 800
microgam/ml (80 mg trong 100 ml) 2 gi& sau khi uéng cho thay cé thé gay chét. Ngoai ra: cin theo
ddi trong thdi gian dai néu uéng qué liéu mitc do 16n, vi su hip thu c6 thé kéo dai; né€u xét nghiém
thuc hién trude khi udng 6 gio khong cho thay nong do doc salicylat, cdn 1am xét nghiém nhéc lai.
- Gay bai niéu bing kiém héa nudc tiéu dé ting thai trir salicylat. Tuy vay, khong nén dung
bicarbonat uéng, vi c6 thé 1am ting hdp thu salicylat. Néu diing acetazolamid, cin xem xét k¥ ting
nguy cd nhiém acid chuyén héa nghiém trong va ngéd doc salicylat (gay nén do tdng tham nhap
salicylat vao ndio vi nhiém acid chuyén héa).
- Thuc hién truyén thay mdu, thdm tdch méu, thdm tdch phic mac, néu cdn khi qud liéu nghiém
trong.
- Theo dai phit phéi va co giat va thuc hién liéu phap thich hop néu cén.
- Truyén méu hoic ding vitamin K néu cdn dé diéu tri chdy mdu.
Cac dac tinh dugc luc hoc:

Acid acetylsalicylic (aspirin) cé tdc dung giam dau, ha nhiét va chong viém. Aspirin dugc hap
thu nhanh véi mic do cao. & ngudi 16n, néng do diéu tri cla acid salicylic 30 - 60 mg/lit huyét tuong
cho tdc dung giam dau va ha sét, va 40 - 100 mg/lit huyét tuong cho tic dung chéng viém. Do dé:
liéu aspirin thuong ding cho ngudi 16n 1a 500 mg dé gidm dau nhe va vira hodc dé gidm s6t va cho
nong do salicylat 30 - 60 mg/lit huyét tuong trong vong nira gio, ton tai trong 3 - 4 gid. Déi vdi bénh
thap khép: néng do nay khong di, thudng phai ting liéu hang ngay t6i da t6i 6 g. Li€u trén 1 g
khong lam tang thém tdc dung giam dau.
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Trong khi dugc hap thu qua thanh ruét, ciing nhu khi & gan va mdu, aspirin dugc thily phan
thanh acid salicylic, c6 cung tic dung duge 1y nhu aspirin. Véi liéu 500 mg aspirin, nira doi huyét
tuong 1a 20 - 30 phuit véi aspirin, va 2,5 - 3 gid véi acid salicylic. Khi diing liéu cao hon, nira doi
acid salicylic dai hon. Aspirin chi thai trir qua than du6i dang salicylat tur do hodc lién hop.

Aspirin tic ch€ khong thuan nghich cyclooxygenase, do dé ttc ché téng hop prostaglandin.
Céc t€ bao c6 kha nang téng hop cyclooxygenase méi s& c6 thé tiép tuc téng hop prostaglandin,
sau khi néng d¢ acid salicylic gidm. Tiéu cdu 12 t€ bao khong c6 nhan, khong c6 kha nang tong
hop cyclooxygenase mdi, do dé: cyclooxygenase bi tic ché khong thuan nghich, cho téi khi tiéu
cdu méi duge tao thanh. Nhu vay aspirin tic ché khong thuan nghich két tap tiéu ciu, cho t6i khi
tiéu cAu méi duoc tao thanh.

Aspirin con tic ch€ san sinh prostaglandin & than. Su san sinh prostaglandin & than it quan
trong vé mat sinh 1y véi ngudi bénh c6 than binh thudng, nhung c6 vai trd rit quan trong trong
duy trl luu thong mau qua than & ngudi suy than man tinh, suy tim, suy gan, hodc c6 réi loan vé
thé tich huyét tuong. & nhitng ngudi bénh nay, tdc dung tic ché tong hop prostaglandin & than clia
aspirin c6 thé din dén suy than cép tinh, giit nudc va suy tim cap tinh.

Céc dac tinh duge dong hoc

Kha dung sinh hoc uéng (%): 68 + 3.

Gén véi protein huyét tuong (%): 49. Tang uré mdu lam gidm gdn véi protein huyét tuong.

Do thanh thai (ml/phit/kg): 9,3 +1,1. D¢ thanh thi thay déi & ngudi cao tudi, ngudi xo gan.

Thé tich phan b (lit/kg): 0,15+ 0,03.

Nira doi (gio): 0,25 + 0,03. Nira doi thay ddi & ngudi viem gan.

bao thai qua than chi yéu dudi dang acid salicylic tu do va cdc chat chuyén héa lién hop.
Cic s0 liéu an toan tién 1am sang: Chua c6 nghién citu tién lam sing va chua tim dugc s6 lieu
thong ké cdc dir liéu tién 1am sang.

Dong goi:  Hop 10 vi x 10 vien. Hop 5 vi x 10 vien. Hop 1 lo 100 vién. ,
Han ding: 24 thang ké tir ngdty sén xut ~'t\'“/
Bao quan: DE noi kho réo, trdnh dnh sing, nhiét do khong qud 30 °C. }

Tiéu chuin 4p dung: Tiéu chudn co s

DE XA TAM TAY TRE EM
POC KY HUONG DAN SUDUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI
CONG TY CO PHAN DUGC PHAM QUANG BINH
Duong Hitu Nghi - TP. Béng Héi - Quéng Binh - Viét Nam.
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