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MAU NHAN DU KIEN
4a. 7O HUGNG DAN SU DUNG (Mt trusce)

VIEN NEN SUI BOT

TUSPI

THANHPHAN: (céng thic cho 1 vién nén siii bot): 'b
Paracetamol 500 mg J

T duge: Sorbitol, Mannitol, Acid citric khan, Acid tartric, Natri bicarbonat, Natri carbonat, Natri saccharin, Plasdone $-630, Natri docusate, Bt mai
chanh, Natri benzoat, PEG 6000, Cdn 96" viradi | vién,

CITi DINIT:
Ha sbt, gidm dau

LIEULUTONG VA CACHDUNG:

Ubng | vién/13n, ngdy 3—4 1dn

Cho vién thube vio ly nuéie cho dén khi tan hodn toan.

Khoang cdch gitra 2 ldn udng tix 4 — 6 gitrva khéng udng qua 8 vién/ngay,
Theo sw chi ddn cita Thdy thuédc.

CHONG CHi DJNH: .

Nyudi bénhnhiéu lin thidu msu hofic ¢6 bénh tim, phéi, thin hoiic gan.
Ngudibénh qué mén véi paracctamol.

Ngudi bénh thigu hut glucose - 6 - phosphat dehydro-genase.

THAN TRONG KHI DUNG THUOC:

* Nhimg lwu y diic biét va cinh béo khi ding thufic: .

Paracetamol twong d6i khéng doe véi lidu didu trj. Doi khi c6 nhimg phén img da gdm ban déit sin ngita va mdy day; nhiing phén img min cim khdc gbm
ph thanh quin, phit mach, va nhimg phin {mg kiéu phan vé c6 thé it khi xdy ra. Gidm tiéu cdu, giam bach cAu, va gidm todn thé huyét cAu d4 xay ra véi
viée st dung nhimg déin chit p - aminophenol, dac bigt khi diing kéo dai c4c lidu Ién. Gidm bach cdu trung tinh va ban xudt huyét giam tidu cdu d xdy ra
khi ding paracetamol. Hiém gap mét bach ciu hat & ngudi bénh ding paracetamol. :

Ngudi bi phenyleeton - nigu (nghia 14, thidn hut gen xdc dinh finh trang ciia phenylalanin hydroxylase) va ngudi phai han ché lugng phenylalanin dea
vio co Lh!p phai dwge canh bdo 1A mtsé ché phim paracetamol chira aspartam, s& chuyén hoa trong da dity - rudt thanh phenylalanin saukhinéng,

Mot sé dang thude paracetamol ¢ trén thi trirémg chira sulfit 6 thé giy phan vﬂ kiéu dj tng, gbm ci phin v va nhitng con hen de doa tinh mang hofic it
nghiém trong hon & mét s6 ngwdi qué miin, Khong biét ré ty 16 chung vé qud min véi sulfit trong din chiing néi chung, nhung chée 13 thip; sir qua mn
nhir vy e6 vé thirdmg glip & ngirdri hénh hen nhidu hem &t ngrévi khang hen. - }

Phii diing paracetamol thin trong & nguéi bénh cé thidu mén tir trude, vi chimg xanh tim ¢4 thé khong biéu 16 13, mic dit ¢é nhiing ndng dd cao nguy
hiém ciiamethemoglobin trong mdu.

Ubng nhidurugu cd thé gdy ting ddc tinh v&i gan ciia paracetamol; nén trénh hodic han ché udng rrou.

Sirdyng cho phy nir ¢é thai vi cho con bi: p

Chwra xac djnh dirge tinh an todn ciia paracetamol dﬁng: hi thai nghén lién quan dén tic dung khéng mong muén cé thé co déi vai phét tridn thai. Do db,
chi nén ding paracetamol & ngurdri mang thai khi thitc y

Nghién citu & ngudi me dimg paracetamol sau khi dé cho con bi, khén g thily c6 the dung khdng mong mudn & tré nhé bi me.

Tée afng cia thudc khi l4i xe va vin hanh miy méc:

Chura co théng tin,

TUONG TAC VOI CAC THUOC KHAC, CACDANG TUONG TAC KHAC:
Uéing dii ngdy liéu cao paracetamol lim ting nhe tic dung chéng dong ciia coumarin va diin chit indandion. Tac dung ndy co vé it hodc khﬁ:ﬁ]quan
trong vé lim sing, nén paracetamol dugc ua ding hon salicylat khi cin giam dau nhe hofic ha sét cho ngudi bénh dang ding coumarin hodic din chit

indandion.

Cénphii chii y dén kha ning gy ha sét nghiém trong & ngudi bénh diing ddng thési phenothiazin va li¢u phép ha nhigt.

Udng rugu qud nhiéu va dai ngdy c6 thé 1am ting nguy co paracetamol gy ddc cho gan. <

Thude chéng co gift (gm phenytoin, barbiturat, carbamazepin) gdy ¢am \mg enzym & microsom thé gan, c6 thé lam ting tinh déc hai gan ciia
paracetamol do ting chuyén héa thude thanh nhimg chit dgc hai véi gan. Ngodi ra, diing ddng thési isoniazid véi paracetamol ciing cé thé din dén ting
nguy co de tinh véi gan, nning chra xde djnh duge co ché chinh xic cia nrong tdc nay. Nguy co paracetamol gy dfc tinh gan gia ting déngké & ngéri
bénh udng lidu paracetamol 16m hon lidu khuyén diing trong khi dang diing thuée ch ng co gidt hojc isoniazid, Thudmg khéng cin giam lidu & ngudi
bénh diing ddng thai lidu diéu trj paracetamol va thude chéng co gidt; my vy, ngurdi bénh phai han ché oy diing paracetamol khi dang dimg thude chéng
co gift hodc isoniazid.

TACDUNG KHONG MONG MUON CUA THUOC (ADR):

Ban da vi nhitng phin (g dj tng khée thinh thodng xdy ra. Thudng 1 ban d6 hoic mdy day, nhimg 38 khi nfing hon vA cé thé kim theo sbt do thubc va
thuong tén niém mac. Ngudi bénh min chm véi salicylat hiém min cam véi paracetamol va nhitmg thude c6 lién quan. Trong mdt s it truémg hop riéng
1&, paracetamol di gdy giam bach cAu trung tinh, giam tiéu cdu vA gidm toAn thé huyét cu.

ftgdip, 1/1000<ADR < 1/100

Da: Ban.

Da diy - ruét: Budn nén, nén. 3

Huyéthoc: Loan tao méu (gidm bach cAu trung tinh, gidm ton thé huyét ciu, giam bach ciu), thiéu mau.

Thén: Bénh thin, dde tinh thin khi lam dung dai ngdy,

Hiém gip, ADR < 1/1000

Khéc: Phén itng qua mén,

Théng bio cho Bdc sinhitng tdc dung khéng mong mudn giip phdi khi sikdung thude.
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SUDUNG QUALIEU:

Biéu hign:

Nhidm ddc paracetamol cé thé do diing mét lidu ddc duy nhét, hofic do udng Lip lai liéu 16n paracetamol (vi dy, 7.5 -, 10 g mdi ngay, trong | - 2 ngdy).
hotic do ubng thube dai ngay. Hogi tir gan phy thude lidu Té tée dung doc edp tinh nghiém rong nhét do qua liéu va ¢ thé ghy tit vong.

Budn nén, ndn, va dau bung thudmg xay ra trang véng 2 - 3 gidr sau khi ndng i dac cia thudic. Methemoglabin - mau, din dén chitng xanh tim da, aiém
mac va mong tay 12 mét diu hiéu dic tumg nhiém dgc cép tinh diin chétp - aminophenol; mét lwgng nhé sulfhemoglobin ciing ¢6 the duge san sinh. Tré
em c6 khuynh huéng tao methemoglobin d& hon ngudi 16n sau khi udng paracetamol. ) L

Khi bj ngd doc ndng, ban ddu cb thé c6 kich thich hé thin kinh trung wong, kich dpng, vi mé sing. Tiép theo cb thé 14 i ché hé thin kinh trung 5
sitng sd, ha than nhiét; mét la; tho nhanh, néng; mach nhanh, yéu, khéng déu; huyét dp ﬂﬂp;vasuy win hoan. Truy mach do gidm oxy huyét wong déi
va do the dyng irc ché trung tim, tde dung ny chi xay ra véi lidu rit I6n, Sbc c6 thé xay ra néu gidn mach nhiéu. Con co gidt nget thes gdy tir vong c6 thé
xdy ra. Thuomg hén mé xay ra murde khi chét ddt ngét hofic sau vii ngdy hén mé.

Déu hiu l4m sing thuong tAn gan tré nén 1 rét trong vong 2 dén 4 ngay sau khi ubng lidu dde. Aminotransferase huyét nrong ting (A6 khi ting rét cao)
vandng d4 bilirubin tron huyzl trong ciing cé thé ting; thém nita, khi thuong tén lan réing, thiri gian prothrombin kéo dai. C6 thé 10% ngudi bénh
bj ngd déc khéng duge dicu trj ddic higu 43 cb thuong tgn gan nghiém trong; trong 56 d6 10% dén 20% cuoi cing chét vl suy gan. Suy thin cip cling xay
ra & mot s& ngudi bénh. Sinh thiét gan phét hién hoai o trung tam tiéu thily trir viing quanh tinh mach cira. O nhimg truémg hop khéng o vong, thuong
161 gan phuc hdi sau nhidu tulin hofic nhidu thing.

Dieéu tri:

Chén dodn sém rit quan trong trong didu trj qua lidu paracetamol. C6 nhitng phirong phap xic djnh nhanh ndng @6 thubc trong huyét trong. Tuy vy,
khéng dirge trl hodn diéu tri trong khi ché két qua xét nghigm néu bénh sir ggi 13 qud lidu ning. Khi nhiém dée ning, didu quan trong 14 phai didu trf h§
trgr tich eyre. Clin rira d ddy trong moi trirdmg hgp, tdt nhdt trong vong 4 giér sau khiudng.

Liéu phap gidi doc chinh 1a ding nhimg hop chg:]sulﬂiydryl, 6 1 tic dong mét phin do b sung dy trit glutathion & gan.

N-acetylcystein ¢ tic dung khi ubng hoiic tiém tinh mach. Phai cho thube ngay ‘Ep tire néu chira dén 36 gidy ké tir khi udng paracetamol. Didu trj vdi N -
acetylcystein ¢6 higu qua hon khi cho thubc trong théi gian dudi 10 gid sau khi udng paracetamol. Khi cho udng, hda lodng dung dich N - acetylcystein
véi nrde hozic b udng khdng cé nrgu dé dat dung djch 5% va phai ugng trong véng 1 gidrsau khi pha. Cho udng N - acetylcystein véi liu ddu tién 12 140
mg/kg, saudé cho tiép 17 lidunita, mi lidu 70 mg/kg cich nhau 4 giérmét lin, Chigm dirt didu trj néu xét nghiém paracetamol trong huyét tuong cho thiy
nguy codie hai gan thép. E )

T‘é’; ‘dung khéng mong mudn cia N - acetylcystein gém ban da (gdm camay day, khéng yéu cAu phii ngimg thudc), bubn nén, nén, ia chay, va phan g
kiéu phan vé.

Néu khéng c6 N - acetylcystein, 6 thé ding methionin (xem chuyén lujn Methionin). Ngodi ra c6 thé diing than hoat va/hodc thude thy mudi, ching c6
khé ning lam gidm hip thy paracetamol.

CACPACTINHDUQCLY:

Cic dje tinh durge lyre hoe: ; -

Paracetamol (acetaminophen hay N - acetyl - p - aminophenol) 1 chit chuyén héa cé hoat tinh cita phenacetin, 12 thude gidm dau - ha s6t hiru higu cé thé

thay thé aspirin; nay vy, khac vai aspirin, paracetamol khong co hign qua didu uj viém. Vi fidn ngang nhau tinh theo gam, paracetamol cé tic dyng

giam dau va ha st twong ty nhur aspirin.

Paracetamol lam gidm than nhiét & ngudi bénh sét, nhung hiém khi lam gidm thin nhiét & ngudi binh thudmg. Thude tic ddng 1én viing dudi ddi gay ha

nhit, tdanhigt ting do gidin mach va ting lun hromg méu ngoai bién.

Paracetamol, véi lidu didu i, It tic dong dén hé tim mach va ho hip, khéng 1dm thay d8i cin bing acid - base, khdng giy kich iing, xurée hodic chiy miu

da day nhu khi ding salicylat, vi paracetamol khéng tic dung trén cyclooxygenase todn thén, chi tic dong dén cyclooxygenase/prostaglandin cia hé
kinh trung rong. Paracctamol khdng c6 tdc dung trén tidu cAu hojic thévi gian chiy mau.

Khi diing qué liéu paracetamol mt chit chuyén héa Ia N - acetyl - benzoquinonimin giy dgc ning cho gan. Liéu binh thuémeg, paracetamol dung ngp 1oL,

khéng cd nhiéu tdc dung phy cda aspirin. Tuy vy, qu liéu clp tinh (teén 10 g) 1Am thuong tén gan gdy chét ngudi, va nhitng vu ngd de va firviln bing

paracetamol di ting 1En m{t cach ding lo ngai trong nhitng nim giin ddy. Ngoai ra, nhiéu ngudi trong do cd ca thiy thude, dudmg nhu khdng biét tac dung

chéng viém kém ciia paracetamol.

Cde djctinh duwge djng hoc:

Hip thu: Paracetamol duge hip thu nhanh chéng va hdu nhir hodn toan qua drdng tiéu héa. Thire &n c6 thé 1am vién nén gii phong kéo dii paracetamol

chim duge hip thu mét phin va thic &n gidu carbon hydrat lim gidm 1y 1€ hip thu ciia paracetamol, Néng 46 dinh trong huyét urong dat trong véng 30

aén 60 phiit sau khi udng véi lidu diu trj.

Phén bé: Paracetamol phén bé nhanh va ddng déu trong phiin 1ém cic mé cia co thé, Khodng 25% paracctamol trong miu két hop véi protein huyét

nromg,

Thai trir: Nita d&i huyét wong ciia paracetamol 14 1,25 - 3 gidy, c6 thé kéo dai véi lidu gy déc hodic & ngudi bénh ¢é thuong tén gan.

Sau lidu diéu trj, cé thé tim thay 90 dén 100% thudc trong murde tiéu trong ngay m.&nhé{. chii yéu sau khi lién hop trong gan véi acid glucuronic (khoing
60%), acid sulfuric (khodng 35%) hofic cystein (khoang 3%); ciing phit hién thay mét hegmg nhe nhing chiit chuyén héa hydroxyl - hod va khir acetyl.
Trénho Itkha ning glucuro lién hop véi thude hon so véi ngurdi 16m.

Paracetamol bj N - hydroxyl héa boi cytochrom P450 dé tao nén N - acetyl - benzoquinonimin, mét chét trung gian e tinh phin ing cao. Chit chuyén
héa ndy binh thirdmg phan ¥mg véi cic nhém sulfhydryl trong glutathion va nhir vy bj khir hoat tinh. Tuy nhién, néu ubng lidu cao paracetamol, chit
chuyén hba ndy duge tao thanh vai hrgng di aé 1am can kiét glutathion ciia gan; trong tinh trang d6, phan g cia né véi nhém sulthydryl cia protein
gan ting 1én, c6 thé din dén hoai tir gan,

HANDUNG:

36 thing ké tir ngay sin xudt.

BAO QUAN:

pé r‘mi khainét. nhiét d6 khong qué 30°C, trénh 4nh séng. PE XA TAM TAY CUA TRE EM
TRINHRAY; Y 7

Vb4 vidia ki bot, bp 8 vix4 visasii. POC K¥Y HUONG DAN SU DUNG TRUGC KHI DUNG.
Tilp L tnip < 10 vidh i NEU CAN THONG TIN XIN HOI ¥ KIEN BAC ST.

TIEU CHUAN: DBVN 4
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