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HUONG DAN SU DUNG THUOC CHO NGUOI BENH

ACETAB" 650

Doc ky hudng din sir dyng truée khi dung H
A A ”

Dé xa tam tay tré em
Thong bio ngay cho bic sy hoae duge sy nhirng tic dung khéng mong muén gip phai khi sir dung thude
Khong dung thude qua thoi han siv dung ghi trén nhan

Thanh ph?m: Codng thirc cho | vién:
< POPACRIAIIION. 0o s snsmsss e v dmmsinie ¥ve dwssials sve SRS i SRR 650 mg
< TAAFIE VA cwvwmmns seamoni on JUEEE NS SRESERE TR SrwTs e 1 vién.
(Lactose, Povidon K30, Microcrystallin cellulose 101, Natri starch glycolat, Croscarmellose natri,
Magnesi stearat, Hydroxypropyl methylcellulose, Titan dioxid, Talc, Polyethylen glycol 6000, Polysorbat
80).
Mb ta san pham: Vién nén dai, bao phim mau trang, mot mat tron, mot mit c6 vach ngang, kich thudce
17.5mm x 8mm
Quy cach déng géi: Hop 10 vi x 10 vién nén bao phim.
Thude ding cho bénh gi: Thude nay chira paracetamol dung:
- Diéu tri cac chimg dau va sot tir nhe dén vira.
- Giam dau: Nhire dau, dau rang, dau nhirc co xuong, dau do viém khép.
- Ha sot.
Nén dung thudc nay nhw thé nao va liéu lrgng:
Cich dung:
Thude duge dung theo dudng udng, khong duoc ding paracetamo[ dé tu diéu tri giam dau qua 10 ngay &
nguoi lon, qua 5 ngay o tré em hogc ty diéu tri sdt cao (trén 39,5°C), sot kéo dai trén 3 ngay, sot tai phat, trir khi
do thay thuée huong dan.
Liéu ding:
Liéu thuong ding nhu sau :
- Ngudi lon: Udng 1 vién/ lan, 3 - 4 1an/ ngay (15i da 6 vién/ 24 gid). Khoang cach giira cac lidu it nhat 1 4 gio.
- Tre em:
+ Tré em tir 8 tudi - 12 tudi: Udng Y4vién/ lan.
+ Tré em tir 12 woi tro 1én: Udng 1 vién/ lan.
Céc lidu cho tré em c6 thé nhic lai sau 4 - 6 gio néu can. Dé giam thiéu nguy co qua liéu, khong nén cho
tré em qua 5 liéu paracetamol dé giam dau hodc ha s6t trong vong 24 gio, trir khi do thay thudc hudng dan.
Khi nao khong nén ding thude nay:
- Qua man cam véi paracetamol hodc voi bat cr thanh phan nao cua thude.
- Nguoi suy gan hay suy than ning
- Nguoi bénh thiéu enzym G-6-PD.
- Tré em dudi 8 tudi.
Tac dung khong mong mudn (ADR):
Gidng nhu tit ca cac loai thude, thude nay cb thé gy ra tac dung phy, nhung nhiéu ngudi khong ¢6 hodc it
phan rng phu.
Ban da va nhitng phan (mg di tmg khac thinh thoang xay ra. Thuong la ban d6 hodc may day, nhung déi khi
nang hon va co thé kém theo sot do thude va thuong tén niém mac. Nguoi bénh man cam véi salicylat hiém
man cam voi 1}ar‘1:.etamol va nhirng thuoc ¢6 lién quan. Trong mt so it trudong hop riéng lé, paracetamol da
gdy giam bach cau trung tinh, giam tiéu cau va giam toan thé huyel ciu.
It gap, 1/1000 < ADR < 1/100
- Da: Ban da.
- Da day - rugt: Budn ndn, non.
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- Huyét hoc: Loan tao mau (giam bach cau trung tinh, giam toan thé huyét cau, giam bach cau), thiéu mau.

- Than: Bénh than, doc tinh than khi lam dung dai ngay.

Hiém gap, ADR < 171000

Khéc: Phan img qua man.

Néu ban gip bat ky tac dung phu nao, nhat 1a khi _phat hién nhitng dau hi¢u phat ban trén da dau tién hodc bt
ky dau hiéu phan g qua man nao khac, ban can phai ngirng st dung thude. Néu xay ra phan ang di (mg
ning ban nén dén ngay bénh vién dé cip ciru kip thoi.

Nén tranh dung nhirng thudc hodc thue phiam gi khi dang sir dung thude nay:

Trude khi ding thube nay, ban nén tham khao y kién bac sy hodc dugc sy néu ban dang dung cac loai thude

khac, bao gom ca thude ké don va khong ké don, thude tir duge liéu hodc thuc pham chire nang. Dac biét cac
nhom thude sau:

- Cac thuoc trong thanh phan co6 chira paracetamol
- Thuoc uong chong dong mau nhu warfarin, coumarin hoac dan chat indandion

- Phenothiazin
- Thube chéng co giat (gdm phenytoin, barbiturat, carbamazepin) M
- Isoniazid
Danh sach nay khong day du cac loai thude khéc c6 thé twong téc voi paracetamol. Hay cho béc s§ cuia ban biét vé
tit ca cac loai thudc ban dang str dung. Dung diing mot thudc méi ma khong néi voi bac s§ cuia ban.
Trong khi diing thude nay, ban nén tranh udng rugu vi cé thé lam tang nguy co gy doc cho gan.
Cén 1am gi khi mdt lin quén khong dung thude:
Uéng{liéu bi quén ngay lic nhd ra. Néu liéu d6 gin véi lan ding thude tiép theo, bo qua liéu bi quén va tiép
tuc uong thuoc theo ding thoi gian qui dinh. Khong dung 2 lieu cung ltc.
Cin bio quan thube nay nhw thé nao:
Dé & nhiét do dudi 30°C, tranh am va anh sang.
Nhirng ddu hiéu va triéu chirng khi ding thude qua liéu:
Budn non, nén, va dau bung thudng xay ra trong vong 2 - 3 2io sau khi ubng li‘éu doc cua lhur"ic.
Methemoglobin mau gay xanh tim da, niém mac, mong tay la m¢t dau hi¢u dac trung nhiém dgc cap tinh dan
chﬁt p-aminophenol. Hoai tir gan phu thugce liéu la tic dung dc cap tinh nghiém trong nhét do qua lidu va co
the gay tir vong.
Cén phai lam gi khi dung thudc qua liéu khuyén cdo:
Goi cho bac s§ cuia ban hodc dén ngay co sd y té gan nhat.
Nhiing diéu cin than trong khi ding thudc nay:
Cic tinh trang can than trong:
Thén trong khi ding thudc & cac dbi tugng sau :
- Ngudi suy gan, suy thén.
- Nguoi chan an, suy dinh dudng (céc tinh trang gay giam glutathion ¢ gan).
- Nguoi bénh co thiéu méu tir trude, vi chimg xanh tim ¢6 thé khong biéu 16 1o, méc du ¢o nhitng nong do
cao nguy hiém cua methemoglobin trong mau.
- Nguoi da tirng bi cac phan (g trén da nghiém trong do paracetamol.
- Khéng dung nap dudng lactose hodc mét s6 loai duomg khac (vi thanh phén ta duoc cua thude nay co
lactose co thé gay bat lgi cho ban).
Thén trong trong thoi gian ding thude:
- Phan img phu nghlem trong trén da mac du ti 1é mac phai la khong cao nhung nghlem trong. tham chi de
doa tinh mang bao gom hgi chirng Steven-Johnson (SJS), hdi chirng hoai tur da nlm.m doc: toxic epidermal

necrolysis (TEN) hay hgi chimg Lyell, hoi chimg ngoai ban myun mu toan than cap tinh: acute generalized
exanthematous pustulosis (AGEP).

- Tri¢u chirg cua céac hgi chirng néu trén duge moé ta nhur sau:
® Hoi ching Steven- Johnson (SJS): La di tmg thude thé bong nude, bong nude khu tra o qu'mh céc hoe
tLr nhién: mat, miii, miéng, tai, bé phén sinh dyc va hdu mon. Ngoai ra c6 thé kém sot cao, viém phoi,

roi loan chire nang gan théan. Chén doan hoi chimg Steven- Johnson (SJS) khi ¢ it nhat 2 hée tu nhién
bi t6n thuong,

e Hoi chimg hoai tir da nhiém doc (TEN): La thé dj img thudc ning nhat, gom:
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t Cac ton thuong da dang ¢ da: Ban dang soi, ban dang tinh hong nhiét, hong ban hodc cac bong nudc
bung nhiing, cdc ton thuong nhanh chéng lan toa khap nguoi;

+ Ton thuong niém mac mat: Viém gidc mac, viém ket mac mu, loét giac mac.

FTon thuong niém mac duong tiéu hoa: Viém miéng, trot niém mac miéng, loét hau, hong thue quan,
da .
day, rudt; W

+ Tén th uvong niém mac duong sinh duc, tiét ni¢u.

+ Ngoai ra con ¢6 céc tri¢u chimg toan than tram trong nhu sot, xuat huyét duong tiéu hoa, viém phoi,
viém ciu than, viém gan... ty Ié tir vong cao 15-30%.

e 11i chimg ngoai ban myn mu toan than cap tinh (AGEP): Myun mu v6 tring nho phat sinh trén nén
hong ban lan rong. Ton thuong thudng xuat hién & cac nép gap nhu nach, ben va mdt, sau do co thé
lan rong toan than. Triéu chirng toan than thudng c6 1a sot, xét nghiém mau bach cau mui trung tinh
tang cao.

- Khi phét hi¢n nhiing dau hi¢u phat ban trén da dau tién hodc bat ky dau hiéu phéan g qua man nao
khac, bénh nhan can phai ngirng st dung thudc. Nguoi da timg bi céc phan (ng trén da nghlem trong
do paracetamol gdy ra thi khong dugc ding thube trd lai va khi dén kham chita bénh can phai thong
bao cho nhan vién y té biét vé van dé nay.
Cic khuyén cdo ding thude cho phu nir ¢6 thai va cho con bii:
Phu nir dy dinh ¢6 thai, dang c6 thai hodc cho con bi hay hoi béic sy hodc dugc sy dé duoc tu van trudc
khi dung thuoce nay do thudce ¢6 thé gay hai cho thai nhi hodac tré dang bu me.
Tic dong cia thude dén kha ning i xe va van hanh may méc:
Chua ¢o nghién ctu nao vé anh huong cua thude dén kha nang 1ai xe va van hanh may moc.
Khi nao can tham vin bic sy, dugc sy:
Phu ntr du dinh ¢6 thai, dang c6 thai hodc cho con ba.
Pang sur dung loai thude khac, bao gom ca thude ké don va khong ké don, thude tir duge liu hodc thyuc
pham chirc nang.
Ngudi suy gan, suy thin
Nguoi ¢6 tién sir nghién rugu.
Negudi céd tién st di (g voi thudc, thure ph?'lm hodc cac chat khac.
Néu can thém thong tin xin hoi y kién bac sy hodc dugc sy.
Han dung cua thude: 36 thang ké tir ngay san xuét.

Cong 1y ( I’ Ilum ph.lm Agimexpharm
'*\ 27 Nguyen Thai Hoe, P ’\1\ Binh. TP. Long Xuven. An Giang,
% San \u.ﬂ tgi: Chi phianh €9 ang ty CP Duge phim Agimexpharm -
bl Nhat iy san vudt Dwge phim \glme\plmn m
AGIMEXPHARM  Dirine Va Trong Phung, K. Thanh An. PUMY Thai. TP Long Xuyén, An Giang.

GMP-WHO DT: 076.3%57300 Fax: 076.3857301

Ngay xem xét sira ddi, cap nhit lai ndi dung hwéng dan sir dyng thudc: .../.../...

HUGONG DAN SU DUNG THUOC CHO CANBQ Y TE

Ciac dic tinh dwoce lye hoe, duwge dong hoc:
Ciac dac tinh dwoc e hoc:

- Paracetamol (at,etamlm)phun la chat chuyén héa c6 hoat tinh cia phenacetin, la thu6e giam dau - ha s6t
hiru hiéu co thé thay thé aspirin; tuy vdy, khac vai aspirin, paracetamol khong c6 hiéu qua diéu trj viem.
Paracetamol lam giam than nhiét ¢ ngudi bénh s, nhung hiém khi lam giam than nhiét & ngudi binh
thuong. Thude tac dong lén ving dudi ddi gay ha nhiét, téa nhiét tang do gian mach va tang luu luong
mau ngoai bien.

- Vi liéu diéu tri, thude it tac dong trén hé tim mach va ho hap, khong lam thay doi can bing acid-base,
khong gy kich (g, xude hoac chay mau da day nhu khi dung salicylat, vi paracetamol khong,, tic dung
trén cyclooxygenase toan than, chi tdc dong dén cyclooxygenase/ prostaglandin cua hé than kinh trung
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wong. Paracetamol khong tac dung trén tiéu cau hodc thoi gian chay mau.
Cac déc tinh duge dong hoc:
- Héap thu: Nhanh va hau nhu hoan toan qua duong tiéu hoa. Dat nong dé dinh 30 - 60 phat sau khi udng
vai lidu diéu tri.
- Phan bd: Nhanh va ddng déu trong phan I6n cac mo cia co theé. Khoang 25% paracetamol trong mau két
hop vaGi protein huyét tuong.
- Chuyén hoa: Paracetamol bi N - hydroxyl hoa boi cytochrom Pys dé tao nén N - acetyl -
benzoquinonimin, mdt chat trung gian cé tinh phan tmg cao. Chat chuyén hoa nay binh thuormD phdn trng
voi cac nhom sulfhydryl trong glutathion va nhu vay bi kha hoat tinh. Tuy nhién, ncu udng liéu cao
paracetamol, chat chuyén héa nay dugc tao thanh véi lugng du dé lam can kiét glutathion ctia gan; trong
tinh trang do, phan (rng cta n6 vai nhom sulfhydryl cua protein gan tang Ién. ¢o thé dan dén hoai tr gan.
- Thai trir: Nira doi huyét trong ciia paracetamol la 1,25 - 3 gio. Phan lén thai trir qua nude tiéu (90% -
100% liéu diéu tri trong ngay dau), chi yéu & dang lién hop véi acid glucuronic.
Chi dinh, liéu dung, cach ding, chong chi dinh: M
Chi dinh:
- Diéu tri cac chirng dau va SOt tir nhe dén vira.
- Giam dau: Nhirc dau, dau rang, dau nhirc co xuong, dau do viém khap.
- Ha sot.
Liéu dung:
Liéu thudong ding nhu sau:
- Ngudi Iém: Udng 1 vién/ 1an, 3 - 4 1an/ ngay (t6i da 6 vién/ 24 gid). Khoang cach giira cac lidu it nhat la 4
gio.
- Trée em:
+ Tré em tir 8 tudi - 12 tudi : Udng Y% vién/ lan.
+ Tré em tir 12 tudi troy 1én : Udng 1 vién/ lan.
Céc liéu cho tré em co thé nhic lai sau 4 - 6 gio néu can. Pé giam thiéu nguy co qua liéu, khong nén
cho tré em qua 5 liéu paracetamol dé& giam dau hodc ha sbt trong vong 24 gid, trir khi do thay thude
hudng dan.
Cach dung:
Thude duge ding theo dudng udng, khong duge ding paracetamol dé ty diéu tri giam dau qua 10 ngay &
ngudi 16n, qua 5 ngdy & tré em hodc tur didu tri sdt cao (trén 39,5°C). s6t kéo dai trén 3 ngay. sot tai phat, trir
khi do thay thude huéng dan.
Chong chi dinh:
- Qua min cam vdi paracetamol hogc véi bat cir thanh phan nao cua thude.
- Nguoi suy gan hay suy thin nang
- Nguoi bénh thiéu enzym G-6-PD.
- Tré em dudi 8 tudi.
Cic truong hop thin trong khi ding thude:
Cic tinh trang can than trong:
- Bac sy can canh bao bénh nhén vé cac dau hiéu cua phan g trén da nghiém trong nhu hgi chimg
Steven-Johnson (SJS), hdi chig hoai tir da nhiém doc (TEN) hay hoi chimg Lyell, hoi chimg ngoai ban
mun mu toan than cép tinh (AGEP).
- Paracetamol tuong dbi khong doc voi liéu diéu tri. Doi khi ¢6 nhiing phan tmg da gdm ban dat san ngira
va may day: nhirng phan img mén cam khac gbm pha thanh quan, phi mach va nhirng phan img kic¢u phan
vé c6 thé it khi xay ra. Giam tiéu cau, giam bach ciu va giam toan thé huyét cau da \d) ra voi viée sur dung
nhirng dan chat p-aminophenol, dic biét khi dung kéo dai cac lieu Ién. Giam bach cau trung tinh va ban
xuat huyét giam tiéu cau da xay ra khi ding paracetamol. Hiém giip mit bach ciu hat & ngudi bénh ding
paracetamol.
- Phai dung paracetamol théin trong & ngudi bénh ¢6 thiéu mau tir trude, vi chimg xanh tim ¢6 thé khong
biéu 16 rd, méc du c6 nhung nong do cao nguy hiém ciia methemoglobin trong mau.
- Ubng nhiéu rugu c6 thé gay tang dc tinh v6i gan cua paracetamol: nén tranh hoac han ché udng ruou.
- Thanh phan ta dugc cia thude nay ¢ lactose vi vy khong nén dung thudc nay cho bénh nhan bi di
truyén khong dung nap galactose bi thiéu hut lactase hoac kém hép thu glucose-galactose.
Cic khuyén cdo dung thube cho phu ni ¢6 thai va cho con bi:
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- Thoi ky mang thai:
Chua xac dinh duoc tinh an toan cia paracetamol dung khi thai nghén lién quan dén tac dung khong

mong mudn ¢ thé ¢6 déi voi phat trién thai. Do d6, chi nén ding paracetamol & nguoi mang thai Kkhi
that can thiét.

- Thoi ky cho con bii:
Khong thay tac dung khéng mong mudn & tré b sita me.

Tic dong cia thude dén kha nang lii xe va van hanh may méc:

Chua ¢ nghién ciru nao vé anh hudng ciia thude dén kha nang lai xe va van hanh may moc.
Tuwong tic cia thube voi cac thude khic va eie loai twong tac khice:
- I\honi_, ding n.hung: vGi cac thude khac ¢6 chira paracetamol.
-U nng dai ngay liéu cao paracetamol lam tang nhe tac dung chéng ddng cia coumarin va din chit indandion.
- Can phai chi y dén kha ning gay ha sot nghiém trong & ngudi bénh ding déng thoi phenothiazin va liéu
phap ha nhiét.
- Uon;: rugu qua nhiéu va dai ngay ¢6 thé lam tang nguy co paracetamol gay doc cho gan.
- Thude chdng co giat (gém phenytoin, barbiturat, carbamazepin) gy cam (rng enzym ¢ microsom thé gan, ¢6
thé lam tang tinh doc hai gan cua paracetamol do tang chuyén hoa thude thanh nhiing chéat doc hai véi gan.
- Ngoai ra, ding dong thoi isoniazid véi paracetamol cling ¢6 thé dan dén ting nguy co doc tinh véi gan,
nh ung chwa xac dinh duge co ché chinh xéc cuia trong tac nay.

I'ic dung khong mong mubn:

Ban da va nhitng phan mg di img khac thinh thoang xay ra. Thuong la ban do hodac may day, nhung doi khi
nang hon va co thé kém theo sot do thude va thuong ton niém mac. Ngum bénh man cam véi salicylat hiém
man cam voi paracetamol va nhing thuoc ¢6 lién quan. Trong mot so it truong hop riéng le, paracetamol da |
gy giam bach cau lrunb tinh, giam tiéu cau va giam toan thé huyét cau. 1
It gap, 171000 < ADR < 1/100
- Da: Ban da.
- Da day - ruét: Budn nén, non.
- Huyét hoce: Loan tao mau (giam bach cau trung tinh, giam toan thé huyét cau, giam bach cau), thiéu mau.
- Than: Benh than, doc tinh than khi lam dung dai ngay.
Hiém gap, ADR < 1/1000
Khic: Phan ng qua man.
Huéng dan cich xir tri ADR
Ngung st dung thude, truong hop xay ra phan g di g niing phai dwa bénh nhan dén ngay bénh vién
dé cap ciru kip thoi.

Qui liéu va cach xir tri:
Biéu hién
- Nhiém doc palacetdmoi ¢6 thé do dung mot lieu doe duy nhat, hogc do udng 1ap lai lieu lon paracetamol (vi

du, 7.5 - 10 ¢ moi ngay, trong 1 - 2 ngay), hodc do uong thu6e dai ngay. Hoai tir gan phy thude lidu 1a tac dung
doc cap tinh nghiém trong nhat do qua liéu va cé thé gay tir vong.

- Budn nén, nén va dau bung thudng xay ra trong vong 2 - 3 gi¢ sau khi unng, lieu doc cua thug&
Methemoglobin mau, dan dén chimg xanh tim da, niém mac va mong tay la mot dau hiéu dic trung nhre
doc cap tinh dan chat p- -aminophenol; mot lwgng nhé sulfhemoglobin ciing c6 thé duoc san sinh. Tré em ¢g

J‘-\

khuynh hudng tao methemoglobin dé hon ngudi 16n sau khi uéng paracetamol. O

- Khi bi ngd doc néng, ban dau c6 thé c6 kich thich hé than kinh trung uong, kich dong va mé sang. Ttep ﬂk’
¢6 thé 1a Grc ché hé than kinh trung wong; siing so, ha than nhi¢t; mét 1a; thd nhanh, néng; mach nhanh’y yéu,
khéng déu; huyét ap thap; va suy tuan hoan. Truy mach do giam oxy huyet twong déi va do tac dung (e ché
trung tam, tac dung nay chi xay ra vai liéu rat lon. Soc o thé xdy ra néu gidn mach nhiéu. Con co giat nghet
tho gay tir vong ¢6 thé xay ra. Thuong hon mé xay ra trude khi chét dot ngdt hodc sau vai ngay hon mé.

Xirtri:

- Khi ¢o cac biéu hién nhiém doc nhu trén can dua bénh nhan dén ngay cac co so y té dé duge xir tri kip thoi.
- Chan doan som rat quan trong trong. diéu trj qua liéu parawtdmol Khi nhiém doc nang, diéu quan trong la
phai diéu tri hd tro tich cye. Can rira da day trong moi trudng hop, tot nhat trong vong 4 gior sau khi udng.

- Liéu phap giai doc chinh la ding nhimg hop chat sulfhydryl, ¢é 18 tac dong mot phan do bd sung dur triv
glutathion o gan. N-acetyleystein ¢6 tac dung khi uonb hodc tiém tinh mach. Phai dung thude giai doc ngay
lap tire, cang som cing tot néu chua dén 36 gior ké tir khi udng paracetamol. Diéu tri vai N-acetylcystein co
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/
hiéu qua hon khi cho thudc trong thoi gian dudi 10 gio sau khi uémg paracetamol. M
- Tac dung khong mong mudn ciia N-acetylcystein gdbm ban da (gdm ca may day, khong yéu cau phai ngimg
thudc), buon non, ndn, tiéu chay, va phan tng kiéu phan vé.
- Néu khong ¢6 N-acetyleystein, co thé ding methionin. Néu da dung than hoat trude khi ding methionin thi
phai hit than hoat ra khoi da day trudc. Ngoai ra cé thé ding than hoat va/hodc thude tay mudi do chiing ¢6
kha nang lam giam hap thu paracetamol.

Tua.cuc TRUCZ)NG
P.TRUONG PHONG

Y& Mink Jr‘img



