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MAU NHAN GOI PARAZACOL 250

THUOC COM SUI BOT
Parazacol 250

Paracetamol 250mg

Mol gél chira
Paracetamol.

CHi DINH - CHONG CHI DINH,
CACH DUNG - LU DUNG VA CAC

Bdo quan: Trong bao bi kin, nol khé
duti 30°C
SBK.
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HUGONG DAN SU DUNG THUOC
HUON G DAN SU DUNG THUOC CHO NGUOI BENH
Tén thude: Thube cdm stii pha hdn dich udng PARAZACOL 80, 150, 250
Doc kj hwong din sie dung trieée khi ding
Dé xa tam tay tré em
Thong bdo ngay cho bdc sy hodc dwoc sy
nhitng tic dung khong mong muén
gdp phi khi sir dung thudc.
Thanh phan, ham lwong ciia thude:
Mot goi com sui PARAZACOL 80 chira:

Paracetamol..........cuiuiiiiieiiriecetce e ere b er et en et s ae et e 80 mg

Ta duge: Lactose 200 mesh, Mannitol, Aspartam, Sucralose, Dextrin, Natri bicarbonat, Natri carbonat,
Acid citric khan, BOt muii cam........ccouevverieieiinieniereee e 1 gbi

Mot goi com sii PARAZACOL 150 chira:

PAFACEIAMOL. ......ovoetceeceeieee ettt st seeeesaesensesaeee s w150 mg

Té dugc: Lactose 200 mesh, Mannitol, Aspartam, Sucralose, Dextrin, Natri bicarbonat, Natri carbonay,
Acid citric khan, BOt Ml CAML .........oooeececoceeeeeesreee oo 1 goi /‘”/
Mt gbi com sii PARAZACOL 250 chira:

Paracetamol.......c..couiiuiiiiieee e e ettt ebeens 250 mg

Ta dugc: Lactose 200 mesh, Mannitol, Aspartam, Sucralose, Dextrin, Natri bicarbonat, Natri carbonat,
Acid citric khan, BOt muli Cam.......ccoeceeveiiieeiieieeeeciciiee e 1 goi

M5 ta san phim:
Cém thudc mau tring, toi x6p, khong dinh tay, vi ngot, mii cam dé chiu, déng géi trong tui
gidy/nhém/polyethylen han kin.
Quy ciach dong g01
Hop 12 g6i com sii pha hén dich uong
Thudc dung cho bénh gi:
Paracetamol dugc dung trong céc trudng hgp dau tir nhe den vira hogc/va sot. P
Dau: Paracetamol dugc dung giam dau tam thoi trong diéu tri chimg dau nhe va vira. Thude ¢6 hidu qua VLSS
nhat 12 1am giam dau cudng do thdp c6 ngudn gde khong phai noi tang.
Paracetamol khong c6 tac dung tri thép khop. Paracetamol 14 thudc thay thé salicylat (duge ua thich 6 oy
ngudi bénh chéng chi dinh hoac khdng dung nap salicylat) dé giam dau nhe hoac ha sot.
S6t: Paracetamol thuong dugc ding dé giam than nhiét & ngudi bénh sdt do moi nguyén nhan nhung
khong lam giam than nhiét & ngudi binh thudng.
Nén dung thudc nay nhw thé nao va lidu lwong:
Cdch diung . ) o
D6 gbi bot vao cde da co san 5-10ml nude dun soi @& ngudi, khudy déu va uéng ngay. Tréang coc bang
mdt it nudce rdi udng.
Liéu diing:
a) Ngueoi Ion truong thanh co trong lhrong co thé trén 50kg:
- 0,5-1g paracetamol/ 14n va c6 thé dung t6i 4 lan trong 1 ngay.
- Khoang thoi gian toi thiéu gita 2 1an dung thude lién tiép phai 12 4 gio.
- Liéu hang ngay tdi da khong vugt qué 4g
b) Nguwoi I6n truong thanh trong luong co thé duéi 5 Okg va tré em nang trén 33kg (khoang 11 1uoi)
- 2-3 gbi Parazacol 250/ lan (15mg paracetamol’kg thé trong/lan) c6 thé ding tdi 4 lan/ngay
- Khoang thoi gian t6i thleu giita 2 lan duing thudc lién tiép 12 4 gios
- Tdng liéu hang ngay t6i da khong nén vuot 'qua 60mg/kg thé trong (3g)
c) Tré em cdn nang tir 10kg (khoang 1 tuoz) dén 33kg (khoang 11 tuéi)
- 1-3 gbi Parazacol 250/ 1an hodc 1-2 goi Parazacol 250/1an (15mg paracetamol/kg thé trong/1an), c6
thé dung t6i 4 lan/ngay
- Khoang thoi gian ti thiéu gifta 2 14n dung thudc lién tiép 12 4 gidy




- Tong lidu hang ngay tbi da khong nén vuot qua 60mg/kg thé trong (2g)

d) Tré so sinh du thang, tré nhé, tré tdp di va tré em cé trong lwong dudi 10kg.

- 1 goi Parazacol 80/ lan (7,5mg paracetamol/kg thé trong/lan) c6 thé ding t6i 4 lan/ngay

- Khoang thoi gian t6i thJeu giita 2 lan dung thuc lién tiép 1a 4 gios

- Tdng lidu hang ngay téi da khong nén vugt qua 30mg/kg thé trong

- Khong c6 thong tin lién quan dén su an toan va hiéu qua cho tré dé non

e) Suy than néng (do thanh thdi creatinin<30ml/phit): khoang gian lidu giita 2 1an dung thudc lién tiép
" phéiting [én 6 gio

f) Suy gan: Ba cbd bang chimg cho rang paracetamol cé thé dung cho nguorl suy gan, tuy nhién nén dung
than trong, giam liéu va tranh dung kéo dai

Khi nio khong nén dung thudc nay:

- Ngudi ¢ bénh tim, phdi, suy gan nang, suy than, thiéu mau ndng.

- Man cam véi paracetamol hodc céc thanh phan ctia ché pham.

- Ngudi bénh thiéu hut glucose -6-phosphat dehydrogenase

Tac dung khong mong muon:

b6i khi xay ra ban da va nhimg phan tmg di ng khéc. Thuong la ban do6 hodc ban may day, nang hon

co. thé kém theo sbt do thudc va do ton thuong niém mac. Nguoi bénh man cam véi salicylat hiém kzﬂ/

man cam vdi paracetamol va nhimg thude c6 lién quan.

Mot s0 it truomg hop, paracetamol gdy giam bach cau trung tinh, gidm tiéu cdu va giam toan bd huyét

cau.

- itgap: 1/1000< ADR< 1/100:
Da: ban da.
Da day, rudt: Budn nén, ndn.
Huyet hoc: Loan tao mau (giam bach cau trung tinh, giam toan thé huyét ciu, giam bach cau),
thiéu mau.
Thén: bénh than, ddc tinh trén than khi lam dung dai ngay.
- Hiém gdp: ADR< 1/1000
Phan tmg qu4 mén.
Tim mach: tut huyét ap
Gan: tang transaminase gan.

Nén tranh ding nhlrng thuoc hoic thwe phim gi khi dang sir dung thudc nay:

- Probenecid 1am giam gin 2 ldn d6 thanh thai cua paracetamol do ngan can gin két vdi acid
glucuronic. Can xem xét giam liéu paracetamol khi diing ddng thoi véi probenecid.

- Salycilamid gay kéo dai thoi gian ban thai T1/2 clia paracetamol

- Dung dai ngay lidu cao paracetamol lam tang nhe tac dung chéng dong ctia coumarin va dan chét
indandion. Tac dung nay c6 vé it hodc khong quan trong vé lam sang, nén paracetamol dugc uva dung
hon salicylat khi can giam dau nhe hodc ha s6t cho ngudi bénh dang ding coumarin hozc din chét
indandion. ‘

- Can phai chu y dén kha nang gy ha sot nghiém trong & ngudi bénh diing dong thdi phenothiazin va
liéu phap ha nhiét.

- Uong ruou qué nhiéu va dai ngay c6 thé lam ting nguy co paracetamol giy doc cho gan.

- Thube chong co gidt (gdm phenytoin, barbiturat, carbamazepin) gdy cam {mg enzym & microsom thé
gan, ¢6 thé 1am tang tinh doc hai gan clia paracetamol do tang chuyén hoéa thudc thanh nhimg chat doc
hai véi gan. Ngoa1 ra, dung dong thoi isoniazid véi paracetamol cling c6 thé din dén tang nguy co
doc tinh véi gan, nhung chua xdc dinh dugc co ché chinh xac cua tuong tac nay. Nguy co
paracetamol gy doc tinh gan gia tang dang ké & ngudi bénh udng lidu paracetamol 16n hon liéu
khuyén dung trong khi dang dung thubc chdng co giat hodc isoniazid. Thuong khong can giam liéu &
ngudi bénh ding ddng thoi liéu diéu tri paracetamol va thudc chdng co giét; tuy vay, ngudi bénh phai
han ché tu ding paracetamol khi dang dung thudc chdng co giét hoic isoniazid.

- Than trong khi str dung ddng thdi cac chét lam ting men gan
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- Strdung dong thoi paracetamol (4 g mdi noay trong it nhit 4 ngay) véi cac thude chong déng duodng
udng cd thé dan den céc thay dbi nhe cua gid tri INR. Trong trudng hop nay, ting gidm sit cac gié tri
INR cén duoc tién hanh trong sudt thoi gian sir dung dong thoi ciing nhu trong 1 tudn sau khi ngung
diéu trj bang paracetamol.

- Véi Cholestyramin: dung dong thdi véi cholestyramin c6 thé lam giam déng k& sw hdp thu
paracetamol & rudt, do d6 ¢ thé lam giam téc dung cla paracetamol. Nén sir dung paracetamol
trude 1 gio hodc sau 4-6 gio khi st dung cholestyramin

- V6i Metoclopramid: dung paracetamol dong thoi véi metoclopramid 1am tédng hap thu paracetamol
do metoclopramid lam téng tdc do théo rdng da day

- V6i domperidon: sur hdp thu paracetamol tang 1én khi sir dung ddng thdi véi domperidon. Tuy nhién
khong phai tranh sir dung dong thoi.

Can lam gi khi quén khong dung thudc:

Néu quén dung thudc, c6 thé ding thudc khi nhé ra hodc khi qua dau hoic sét cao. Khong ding lidu gip

d6i dé bu cho lidu da quén.

Cin bao quan thude nay nhuw thé nao :

Trong bao bi kin, noi khd, dudi 30°C.

Nhirng ddu hiéu va triéu chitng khi ding thuéc qua liéu khuyén céo:

- Nhiém ddc paracetamol c6 thé do dung mét lidu doc duy nhét, hoic do dung lap lai liéu l6n

paracetamol (vi du: 7,5 - 10 g m01 ngay, trong 1 - 2 ngay), hodc do dung thudc dai ngay. Hoai tir ga%,/»

phy thude liéu 14 tac dung ddc cip tinh nghiém trong nhat do qua lidu va c6 thé gy tir vong.

- Budn ndn, ndn, va dau bung thuong xay ra sau khi dung liéu doc cta thudc. Methemoglobin - mau
dan dén chimg xanh tim da, niém mac va méng tay 1la mot ddu hiéu dic trung nhiém doc cép tinh
dan chét p - aminophenol; mot luong nho sulfhemoglobin ciing ¢ thé dugc san sinh. Tré em c6
khuynh huéng tao methemoglobin d& hon ngudi 16n sau khi ding paracetamol.

- Khi b ngd ddc nang, ban dau cé thé c6 kich thich hé than kinh trung wong, kich dong, va mé sang.
Tiép theo co the 12 rc ché hé than kinh trung wong; sting so, ha than nhi€t; mét la; thé nhanh, nong;
mach nhanh, yéu, khong déu; huyét 4p thip; va suy tuan hoan. Truy mach do giam oxy huyet tuong
a6i va do tac dung trc ché trung tdm, tic dung nay chi Xxay ra voi lidu rat 16n. Sbc 6 thé xay ra néu
gidn mach nhiéu. Con co giat nget thé giy tir vong c6 thé xay ra. Thudng hon mé xay ra trude khi
chét dot ngot hodc sau vai ngay hon mé.

- Déu hiéu lam sang thuong t6n gan tro nén rd rét trong vong 2 den 4 ngay sau khi dung liéu doc.
Aminotransferase huyét tuong ting (d61 khi tang rét cao) va ndng do bilirubin trong huyét tuong
ciing ¢6 thé tang; thém nita, khi thuong t6n gan lan rong, thoi gian prothrombin kéo dai. C6 thé 10%
ngudi bénh bi ngd doc khong duoc diéu tri ddc hiéu da c6 thuong tén gan nghiém trong; trong s6 do
10% dén 20% cudi cling chét vi suy gan. Suy thdn cép ciing xay ra & mot so ngudi bénh. Sinh thiét
gan phat hién hoai tir trung tam tidu thuy trir ving quanh tinh mach ctra. O nhimg truomg hop khong
tir vong, thuong ton gan phuc hdi sau nhiéu tun hoac nhiéu thang

Can lam gi khi dung thudc qua lieu khuyen cao:

- Chén doan sém rat ‘quan trong trong diéu tri qua liéu paracetamol. C6 nhing phuong phép xéc dinh
nhanh ndng do thudc trong huyét tuong. Tuy véy, khong dugc tri hodn didu tri trong khi chd két qua
xét nghiém néu bénh st goi y 12 qua liéu ning. Khi nhiém ddc ning , diéu quan trong 12 phai diéu tri
hd tro tich cuc.

- Liéu phap giai doc chinh la dung nhu'ng hop chét sulfhydryl, c6 I& tic dong mot phdn do bd sung du
trir glutathion & gan.

- N-acetylcystein c6 tac dung khi ubng hodc tiém tinh mach. Phai cho thudc ngay 1ap tic néu chua
dén 36 gior ké tir khi dung paracetamol. Diéu trj véi N - acetylcystein c6 hiéu qua hon khi cho thube
trong thoi gian dudi 10 gid sau khi dung paracetamol. Khi cho udng, hoa loang dung dich N -
acetylcystein v6i nude hodc dd ubng khong c6 rugu dé dat dung dich 5% va phai udng trong vong 1
gi0 sau khi pha. Cho udng N - acetylcystem vé6i liéu ddu tién 13 140 mg/kg, sau d6 cho tiép 17 lidu
nita, mdi liéu 70 mg/kg cach nhau 4 gi mot lan Chadm dat didu tri néu xét nghiém paracetamol
trong huyét trong cho thiy nguy co ddc hai gan thap.
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- Tac dung khong mong mudn ctia N - acetylcystein gom ban da (gdm ca may day, khong yéu cau phai
ngimg thudc), budn ndn, non, ia chay, va phan {mg kiéu phan vé.

- Néu khong ¢6 N - acetylcystein, c6 thé dung methionin

Nhitng didu cin thin trong khi dung thudc nay:

- Nén khuyén c4o bénh nhan chuyén sang sir dung thudc giam dau bang dudng udng ngay khi c6 the

Paracetamol tuong ddi khong doc véi lleu diéu tri. boi khi ¢6 nhing phan img da gdm ban dat san

nglra va may day; nhiing phan ung man cam khac gdm phtt thanh quan phu mach, va nhiing phan

tmg kiéu phan V€ ¢o thé it khi xay ra. Giam tiéu cau, giam bach cau, va giam toan thé huyet cau da

xay ra voi vige sur dung nhu’ng dan chét p - aminophenol, dac biét khi dung kéo dai céc lidu 16n.

Giam bach cau trung tinh va ban xudt huyét giam tiéu cau di xay ra khi dung paracetamol. Hiém gap

mét bach cau hat & ngudi bénh dung paracetamol.

Phai dung paracetamol than trong & ngudi bénh c6 thiéu mau tir trude, vi chimg xanh tim ¢6 thé

khong biéu 16 18, mic di c6 nhimg ndng dd cao nguy hiém ctia methemoglobin trong mau.

Paracetamol nén dugc sir dung thén trong trong cdc trudng hop: suy gan, suy thén néng (thanh thai

creatmm < 30ml/phut), nghién ruou man tinh, suy dinh dudng man tinh, mét nude.

Béc s can canh bdo bénh nhan vé cac déu hi¢u cuia phan tmg trén da nghiém trong nhu hdi chimg

Steven-Jonhson (SJS), hdi chimg hoai tir da nhiém doc (TEN) hay hoi chimg Lyell, hdi chimg ngoai

ban mun mu toan thin (AGEP). Ngudi bénh cin phai ngimg ding paracetamol va di kham thay

thudc ngay khi thiy phat ban hodc cac biéu hién khic & da hodc cdc phan mg man cam trong khi

diéu tri. Nguoi bénh c6 tién sir ¢6 cac phan tmg nhu vdy khdéng nén ding cac che pham chug//

paracetamol.

San pham c6 chira lactose, nén can than trong v&i nhitng bénh nhan hiém gap c6 van dé di truyen vé

dung nap galactose, thiéu hut hodc kém hip thu lacose, galactose.

San pham c6 chira aspartam, ¢6 chita mdt ngudn phenylalanine, nén can than trong vi c6 thé ¢6 hai

cho bénh nhéan cé phenylceton ni¢u.

* D6i véi phu nit ¢6 thai va cho con bit:

Déi véi phu nit ¢6 thai:

Chua xéc dinh dugc tinh an toan cta paracetamol dung khi thai nghén lién quan dén tac dung khdng mong

mudn ¢6 thé c¢6 ddi véi phat trién thai. Do d6, chi nén dung paracetamol & ngudi mang thai khi that can.

Déi véi phu nit cho con bii:: )

Nghién clru & ngudi me dung paracetamol sau khi dé cho con bu, khong thay cé tac dung khong mong

mudn & tré nho ba me. '

* Péi voi ngueoi ldi xe va vdn hanh mdy moc:

Paracetamol c6 thé c6 tac dung khong mong mubn trén than k1nh trung wong la dau dau, chong mat (1t

gidp , 1-10%). Mac du paracetamol dung dé diéu tri dau dau, nhung doi khi paracetamol ciing gép phan

gdy dau dau do lam dung thudc giam dau qua muc dé giam dau do cac nguyén nhan khac gay ra chimg

dau mén tinh: bao gdm dau dau do cing thing, chimg dau nira dau. Paracetamol duoc coi nhu lam dung

thudc khi sir dung trén 15 ngay mdi thing trong hon 3 thang. Ngoai ra, c6 mét vai bao céq cho théy sir

dung paracetamol c6 thé giy hung phén hodc budn ngi (dic biét & tré em va ngudi gia- doi tugng giam

chuyén héa). Do d6 can than trong d6i v6i nguoi 14i xe hay van hay may méc khi dang sir dung

paracetamol.

Khi nao cin tham vén bic s§, dugc sy:
Ban cén tham véan bac sy, dugc s¥ néu: ban bi di tmg véi bit ky thanh phén nio clia thudc;, hodc ban gip
tac dung khong mong muon nao khi dung thudc.
Néu can thém théng tin gi, xin vui long héi y kién béc sy, dweoc sP.
Han dung caa thubc:
24 thang ké tir noay san xuét.
Tén, dia chi, biéu twong cia co sé san Xuit:
Cong ty cb phdn Dugc phdm Trung wong I - Pharbaco
160 Ton Bic Thang Ha Noi - Viét Nam



bién thpai: 04-38454561; 04- 38454562 Fax: 04-38237460

San xuét tai: THANH XUAN - SOC SON - HA NQI '

Ngay xem xét sira dbi, cap nhit lai nji dung hu’O'ng din sir dung thude:

Ngay san phdm dugc cép s6 dang ky hoic ngay c6 cong van yéu ciu sira ddi, cap nhat ndi dung hudng

dan str dung thude.

HUGNG DAN SU DUNG THUOC CHO CANBQ Y TE

Cac dac tinh dwoc lyc hoc, dwgce dong hoc

Duwoc luc hoc:

- Paracetamol (acetammophen hay N - acetyl - p - aminophenol) 1a chat chuyén héa co hoat tinh cia
phenacetin, 13 thubc giam dau - ha sét hiru hidu c6 thé thay thé aspirin; tuy vy, khéc véi aspirin,
paracetamol khong c6 hiéu qua diéu tri viém. Véi liéu ngang nhau tinh theo gam, paracetamol c6 tc
dung giam dau va ha sét tuong tu nhu aspirin.

- Paracetamol lam giam than nhiét & ngudi bénh sbt, nhung hiém khi 1am giam than nhiét & ngudi
binh thudng. Thube tac dong 1én viing dudi doi giy ha nhiét, téa nhiét tang do giin mach va tang luu
luong méu ngoai bién. .

- Paracetamol, v&i lidu diéu tri, it tic dong dén hé tim mach va ho hip, khong lam thay ddi can bang
acid - base, khong gay kich tmg, xudc hodc chady mau da day nhu khi dung salicylat, vi paracetamol
khong tac dung trén cyclooxygenase toan thén, chi tac dong den cyclooxygenase/prostaglandln cua
hé than kinh trung wong. Paracetamol khong ¢ tac dung trén tiéu cau hodc thoi gian chay méau.

- Khi dung qua lidu paracetamol, chit chuyén hoa N - acetyl - benzoquinonimin gy doc nang cho
gan. Liéu binh thudng, paracetamol dung nap tot, khong c6 nhidu tac dung phu cua aspirin. Tuy vay,
qué lidu cp tinh (trén 10 g) lJam thuong tdn gan giy chét nguoi. V

Duwrgc dpng hoc: ’

Hdp thu, phén bo:

Paracetamol phan bd nhanh va ddng déu trong phan 1én cac mé cia co thé. Khoang 25% paracetamol

trong méu két hop véi protein huyét tuong.

Thai trie:

- Thoi gian bén thai cua paracetamol 1a 1,25 - 3 gio, ¢6 thé kéo dai véi lidu gdy doc hodc & nguoi
bénh c6 thuong ton gan.

- Sau liéu diéu tri, c6 thé tim thay 90% dén 100% thuoc trong nudc tiéu trong ngay thir nhét, cha yéu
sau khi lién hop trong gan véi acid glucuronic (khoang 60%), acid sulfuric (khoang 35%) hodc cystein
(khoang 3%); ciing phat hién thdy mot luorng nhé nhimg chit chuyén héa hydroxyl-ho4 va khir acetyl.
Tré nho it kha nang glucuro lién hop véi thude hon so véi nguoi 1on.

- Paracetamol bi N - hydroxyl hda bdi cytochrom Pis dé tao nén N - acetyl-benzoqumommm mot
chét trung gian ¢6 tinh phan tng cao. Chéat chuyén héa nay binh thudng phan {mg voi cac nhom
sulthydryl trong glutathion va nhu vay bi khir hoat tinh. Tuy nhién, néu udng liéu cao paracetamol,
chét chuyén héa nay duoc tao thanh véi lugng du dé 1am can kiét glutathion cta gan; trong tinh
trang do, phan Umg cua né véi nhom sulfhydryl cta protein gan ting lén, c6 thé dan dén hoai tir gan

Chi dinh:

Paracetamol dugc dung trong céc truong hop dau tir nhe dén vira hoac/va sdt.

Dau: Paracetamol dugc dung giam dau tam thoi trong diéu tri chtimg dau nhe va vira. Thudc ¢6 higu qua

nhét 14 1am giam dau cudng 4o thép c6 ngudn gdc khdng phai ndi tang.

Paracetamol khéng c6 tac dung tri thip khép. Paracetamol 1a thudc thay thé salicylat (dugc ua thich &

ngudi bénh chdng chi dinh hodc khong dung nap salicylat) aé gxam dau nhe hodc ha sot.

Sét: Paracetamol thudng dugce dung dé giam than nhiét & ngudi bénh s6t do moi nguyén nhan nhung .

khong lam giam than nhiét & ngudi binh thudng.

Chong chi dinh:

- Ngudi c6 bénh tim, phdi, suy gan ning, suy thén, thiéu méu nang.

- Man cam véi paracetamol hogc cdc thanh phin ctia ché pham.

- Ngudi bénh thiéu hut glucose-6-phosphat dehydrogenase

Cich ding - lidu ding:



Cach dung

D6 goi bét vao coc dd c6 'sin 5-10ml nudc dun s6i dé ngudi, khudy déu va ubng ngay. Trang cdc bing

mdt it nudce rdi udng.
Liéu dung:
a) Ngueoi I6m trieong thanh co trong lwong co thé trén 50kg:
- 0,5 - Ig paracetamol/ lan va c6 thé dung t6i 4 1an trong 1 ngay.
- Khoang thoi gian toi thidu giita 2 1in ding thudce lién tiép phai 1a 4 gio.
- Liéu hang ngay toi da khong vugt qua 4g
b) Nguoi lon truong thanh trong lugng co thé dudi 50kg va tré em ning trén 33kg (khoang 11 tuoi)
- 2-3 goi Parazacol 250/ lan (15mg paracetamol/kg thé trong/lan) c6 thé dung ti 4 lan/ngay
- Khoang thdi gian toi thleu gifta 2 1an ding thudc lién tiép 12 4 gioy
- Tong lidu hang ngay toi da khong nén vuot - qua 60mg/kg thé trong (3g)
¢) Tré em can nang tic 10kg (khoang 1 16i) dén 33kg (khoang 11 1u6i)
- 1-3 géi Parazacol 250/ 1an hodc 1-2 g6i Parazacol 250/1an ( 15mg paracetamol/kg thé trong/lan),
~ thé dung t6i 4 lan/ngay
- Khoang thoi gian toi thxeu giita 2 lan dung thudc lién tiép 12 4 gior
- Tong liéu hang ngay t6i da khong nén vuot qua 60mg/kg thé trong (2g)
d) Tré so sinh du thang, tré nho, tré tdp di va tré em c6 trong hwong dudi 10kg.
- 1 goi Parazacol 80/ lan (7,5mg paracetamol/kg thé trong/lan) c6 thé dung t6i 4 lan/ngay
- Khoang thoi gian t6i thleu giita 2 lan dung thudc lién tiép 12 4 gioy
- Tbng liéu hang ngay tbi da khong nén vuot qua 30mg/kg thé trong
- Khong c6 thong tin lién quan dén sy an toan va hiéu qua cho tré dé non
e) Suy thdn néng (36 thanh thai creatinin<30ml/phiit): khoang gian lidu gitra 2 1in ding thudc lién t
phai tang lén 6 gio
f) Suy gan: Di c6 bang chimg cho ring paracetamol c6 thé ding cho ngudi suy gan, tuy nhién nén du
than trong, giam lidu va tranh ding kéo dai
Cac trlm'ng hO’p than trong khi dung thuoc
Nhirng diéu can thin trong khi dung thudc nay:

co
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- Nén khuyén cdo bénh nhan chuyén sang sir dung thubc giam dau biang duong udng ngay khi c6 the
- Paracetamol tuong ddi khong doc véi lleu diéu tri. D61 khi c6 nhimg phan tmg da gdom ban dat san
nglra va may day; nhimng phan (ng man cam khac gom phu thanh quan, phu mach, va nhiing phan

tmg kiéu phan vé ¢6 thé it khi xdy ra. Giam tiéu ciu, giam bach cau, va giam toan thé huyét cau

da

xdy ra vi viéc sir dung nhiing dan chat p --aminophenol, dac biét khi dung kéo dai cac lidu 16n.
Giam bach cau trung tinh va ban xuét huyét giam tiéu ciu da xay ra khi ding paracetamol. Hiém gap

mat bach cau hat & ngudi bénh dung paracetamol

- Phai dung paracetamol thén trong ¢ nguoi bénh c6 thiéu mau tir trude, vi chimg xanh tim ¢
khong biéu 16 rd, mic du.cé nhing ndng d6 cao nguy hiém ctia methemoglobin trong mau.

- Paracetamol nén dugc st dung thén trong trong céc trudng hop: suy gan, suy thdn nang (thanh t
creatinin < 30ml/phut), nghién ruou man tinh, suy dinh dudng man tinh, mat nude.

thé

hai

- Béc sy cén canh béo bénh nhan vé céc ddu hidu clia phan g trén da nghiém trong nhu hoi ch(mg

Steven-Jonhson (SJS), hdi chimg hoai tir da nhxem doc (TEN) hay hoi ching Lyell, hoi chimg ng

Oal

ban mun mu toan thin (AGEP). Ngudi bénh can phai ngimg ding paracetamol va di kham thay
thude ngay khi thdy phat ban hodc cac biéu hién khac & da hodc cac phan img min cam trong khi
didu tri. Ngudi bénh c6 tién sir ¢6 cac phan tmg nhu vdy khong nén dung céc ché phim chura

paracetamol.

- San phim c6 chira lactose, nén can than trong v6i nhimg bénh nhan hiém gap c6 van dé di truyén vé

dung nap galactose, thiéu hut hodc kém hép thu lacose, galactose.

- San phim c6 chira aspartam, ¢ chita mot ngudn phenylalanine, nén can than trong vi c6 thé ¢
cho bénh nhén c6 phenylceton niéu.

* Do6i v6i phu nik ¢6 thai va cho con bit:

Péi véi phu nit c6 thai:

hai

B4\



Chua xac dinh dugc tinh an toan cla paracetamol dung khi thai nghén lién quan dén tac dung khéng mong
mudn c6 thé c6 dbi véi phat trién thai. Do d6, chi nén dung paracetamol & ngudi mang thai khi that can.
Déi véi phu nik cho con bii::
Nghién ctru ¢ ngudi me dung paracetamol sau khi dé cho con bi, khong thdy c6 tac dung khong mong
muon & tré nhd bu me.
* Doi véi ngm}i ldi xe va van hanh may moc:
Paracetamol c6 thé c6 tac dung khong mong mudn trén than kinh trung wong 1a dau dau, chong mat (it
gap , 1-10%). Mac du paracetamol dung dé diéu tri dau dau, nhung do6i khi paracetamol cling gép phan
giy dau dau do lam dung thude giam dau qua muc dé giam dau do céc nguyén nhan khac gay ra ching
dau man tinh: bao gdm dau dau do ) cang thang, chimg dau nira dau. Paracetamol dugc coi nhu lam dung
thubc khi sir dung trén 15 ngay mdi thing trong hon 3 thing. Ngoai ra, c6 mdt vai bao céo cho thiy sur
dung paracetamol c6 the gdy hung phan hoac budn ngu (dic biét & tré em va ngudi gia- dbi tugng giam
chuyén héa). Do d6 cin than trong déi véi nguoi lai xe hay van hay may méc khi dang st dung
paracetamol.

Twong tac ciia thudc véi cic thudc khéc va cac loai twong tic khac :

- Probenecid lam giam gan 2 lan d6 thanh thai cia paracetamol do ngan can gin két véi acid
glucuronic. Can xem xét giam liéu paracetamol khi dung ddng thoi véi-probenecid.

- Salycilamid gay kéo dai thoi gian ban thai T1/2 cua paracetamol

- Dung dai ngay liéu cao paracetamol lam tang nhe tac dung chdng dong ctia coumarin va dan chat
indandion. T4c dung nay ¢4 vé it hodc khong quan trong v€ lam sang, nén paracetamol dugc va dung
hon salicylat khi can gidm dau nhe hodc ha sot cho ngudi bénh dang dung coumarin hoic dan cha
indandion. /7//

- Can phai chi ¥ dén kha néng gdy ha sét nghiém trong & ngudi bénh ding ddng thoi phenothiazin va
liéu phép ha nhiét.

- Uéng ruou quéa nhidu va dai ngay c6 thé 1am ting nguy co paracetamol giy dc cho gan.

- Thudc chong co giat (gdm phenytoin, barbiturat, carbamazepin) gdy cam Ung enzym ¢ microsom thé
gan, c6 thé 1am tang tinh doc hai gan cta paracetamol do tang chuyén héa thudc thanh nhimg chit doc
hai véi gan. Ngoai ra, ding dong thoi isoniazid véi paracetamol ciing c6 thé dan dén tang nguy co
doc tinh véi gan, nhung chua xac dinh dugc co ché chinh Xac cua tuong tac nay. Nguy co
paracetamol gy dc tinh gan gia tdng déng ké & nguoi bénh udng liéu paracetamol 1én hon lidu
khuyén ding trong khi dang dung thudc chdng co giat hoic isoniazid. Thudng khong can giam lidu &
ngudi bénh ding ddng thoi lidu didu tri paracetamol va thube chdng co giét; tuy vay, ngudi bénh phai
han ché tu ding paracetamol khi dang dung thude chdng co giat hoic isoniazid.

- - Than trong khi str dung dong thoi cac chat lam tdang men gan

- Strdung dong thoi paracetamol (4 g mbi ngay trong it nhat 4 ngay) véi cac thudc chéng dong duorng
udng cd thé dan den céc thay doi nhe cua gid tri INR. Trong truong hop nay, tang giam sat cac gia tri
INR can dugc tién hanh trong sudt thoi gian str dung ddng thoi cling nhu trong 1 tudn sau khi ngimg
diéu tri bang paracetamol.

- Véi cholestyramin: ding dong thoi véi cholestyramin c6 thé lam giam déng ké su hip thu
paracetamol & rudt, do d6 c6 thé lam giam tac dung clia paracetamol. Nén sir dung paracetamol
trude 1 gio hodc sau 4-6 gid khi s dung cholestyramin

- Véi metoclopramid: dung paracetamol dong thdi véi metoclopramid 1am ting hip thu paracetamol
do metoclopramid lam tang tdc do thao rong da day

- Véi domperidon: su hip thu paracetamol ting 1én khi str dung ddng thoi voi domperidon. Tuy nhién
khong phai tranh str dung ddng thoi.

Téac dung khong mong mudn caa thude:

Doi khi xay ra ban da va nhing phan tmg di img khac. Thuong 1a ban d6 hogdc ban may day, nang hon

cd th kém theo sbt do thube va do ton ‘thuong niém mac. Ngudi bénh man cam véi salicylat hiém khi

man cam v6i paracetamol va nhimg thubc c6 lién quan.

Mot s6 it trudng hop, paracetamol giy gidm bach cau trung tinh, giam tiéu ciu va giam toan bd huyét

cAu.
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- itgap: 1/1000< ADR< 1/100:
Da: ban da.
Da d'éy, rudt: Budn ndn, non.
Huy€t hoc: Loan tao mau (giam bach cdu trung tinh, giam toan thé huyét cdu, giam bach cau),
thiéu mau.
Thén: bénh thén, ddc tinh trén than khi lam dung dai ngay.

- Hiém gap: ADR< 1/1000
Phan (mg qué man.
Tim mach: tut huyét ap
Gan: tdng transaminase gan

Qua lidu va céch xir tri:

Triéu chirng:

- Nhiém doc paracetamol c6 thé do ding mét lidu doc duy nhét, hodc do dung lap lai liéu 16n
paracetamol (vi du: 7,5-10 g m01 ngay, trong 1 - 2 ngay), hodc do dung thude dai ngay. Hoai tir gan
phu thude lidu 1a tac dung ddc cip tinh nghiém trong nhét do qua liéu va c6 thé gay tir vong.

- Budn nén, ndn, va dau bung thuorng xay ra sau khi ding lidu doc cta thude. Methemoglobin - mau,
dan dén chimg xanh tim da, niém mac va moéng tay 1a mot ddu hiéu dic trung nhidm doc cip tinh
dan chit p - aminophenol; mot luong nho sulthemoglobin cling c6 thé duoc san sinh. Tré em c6
khuynh huéng tao methemoglobin dé hon ngudi 16m sau khi ding paracetamol.

- Khi bi ngd doc néng, ban dau c6 thé c6 kich thich hé than kinh trung wong, kich dong, va mé sang.
Tiép theo c6 the la trc ché hé than kinh trung uong; sting s0, ha than nhi¢t; mét 1a; thé nhanh, nong;
mach nhanh, yéu, khong déu; huyét ap thép; va suy tudn hoan. Truy mach do giam oxy huyet tuong
ddi va do tac dung e ché trung tam, tac dung nay chi Xay ra voi liéu rat 16n. Séc c6 thé xay ra néu
gian mach nhiéu. Con co gidt nget thd gy tir vong c6 thé xay ra. Thuong hon mé xay ra trudce kZ
chét dot ngdt hodc sau vai ngay hon mé.

- Déu hiéu lam sang thuong tén gan tré nén 1o rét trong vong 2 den 4 ngay sau khi dung liéu doc
Aminotransferase huyét tuong ting (d6i khi tang rét cao) va ndng do bilirubin trong huyét tuohg
cling ¢6 thé tang; thém nira, khi thuong tén gan lan rong, thoi gian prothrombin kéo dai. C6 thé 10
ngudi bénh bi ngd doc khong duge diéu tri ddc hiéu da c6 thuong ton gan nghiém trong; trong s6

10% dén 20% cudi cing chét vi suy gan. Suy than cap ciing xay ra & mot sd ngudi bénh. Sinh
gan phat hién hoai tir trung tdm tidu thuy trir vang quanh tinh mach ctra. O nhiig truong hop
tir vong, thuong tdn gan phuc hdi sau nhiéu tuan hodc nhiéu thang

X ly:

- Chan doan sém rét ‘quan trong trong diéu tri qua lidu paracetamol. C6 nhimg phuong phap xéc dinh
nhanh ndng do thudc trong huyet tuong Tuy vay, khong duoc tri hoan diéu tri trong khi chd két qua
xét nghiém néu bénh str goi ¥ 12 qué liéu nang. Khi nhiém doc ning, didu quan trong 14 phai didu trj
hd tro tich cuec. \©

- Li€u phép giai ddc chinh la dung nhitng hop chat sulfhydryl, c6 1& tac dong mot phan do bd sung du §
trir glutathion & gan. 4

- N-acetylcystein c6 tac dung khi udng hogc tiém tinh mach. Phai cho thudc ngay lap tirc néu chu
dén 36 gid ké tir khi dung paracetamol Piéu tri v6i N - acetylcystein c6 higu qua hon khi cho thude
trong thoi gian dudi 10 gio sau khi dung paracetamol. Khi cho udng, hoa loang dung dich N -
acetylcystem v&i nude hodc d6 udng khong c6 rugu dé dat dung dich 5% va phai udng trong vong 1
gio sau khi pha. Cho udng N - acetylcystein véi lidu dau tién 1a 140 mg/kg, sau d6 cho tiép 17 licu
nita, mdi lifu 70 mg/kg cach nhau 4 gid mot 1an. Chdm dut diéu tri néu xét nghiém paracetamol
trong huyét tuong cho thay nguy co doc hai gan thap

- Téc dung khong mong muon ctia N - acetylcystein gom ban da
ngimg thubg)#bubnagn, non, ia.chiy, va phan tmg kiéu phamy:

TUQ.CUC TRUONG
P TRUGNG PHONG
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