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HUGNG DAN SU DUNG THUOC

Tatanol A.F.

(Acetaminophen 500mg)
Boc ki hudng din st dung trude khi aing.
NEw cdn thém thdng tin xin hoi ¥ kién bdc si. D€ xa tdm tay cua tré em.
THANH PHAN: MG vién nén bao phim chira
Duge ehdt: Acetaminophen 500 my
T4 dude: Natri hydrogen carbonat, croscarmellose natri, microcrystallin cellulose, polymethacrylat, kali sorbat, hydroxypropyl
cellulose, tale, acid stearic, colloidal silicon dioxid, opadry |l white, opadry clear.
pUGC LUC HOC
Ma ATC NOZB ED1
Acetaminophen co tac dung gidm dau va ha s6t. Ca ché téc dong dua trén su Uc ché sinh ting hgp prostaglandin.
Acetaminophen kém hdp thu trong da day nhung hdp thu tat & rubt non do dién tich bé mdt I6n hon va vi vdy co kha ndng
hap thu tot.
Natri bicarbonat (natri hydrogen carbonat) 1a ta dugc ¢b trong c8ng thic dong vai tro lam tang t8c do 1am rGng da day va
hda tan acetaminophen va do do lam ting tdc dd hdp thu cla acetaminophen, [am khéi phat tdc dung giam dau nhanh.
Ludng natri bicarbonat chifa trong 2 vien Tatanol A.F. dudc yéu ciu cho mdi liéu 6 tic dyng nhu trén. Natri bicarbonat &nh
hudng dén t5c do lam rbng da day phu thudc vao ndng do véi hidu qud t6i da dat dugc & ndng do gdn déng truong (150
mmol/it) (tdc [& 150 millimalar) - tugng dudng véi 2 vién Tatanol A.F. trong 100 ml nutc.
Dung dich uu trudng (500-1000 mmol/it) (tic & t 500 d&n 1.000 millimolar - tudng dugng véi lugng natri bicarbonat trong
6-12 vién Tatanol AF. usng cung véi 100 ml nudc) cé thé e ché lam réng da day. Cic Ung dung tri liéu ting cuding lam
rdng da day da dugc chiing minh trudc 6 véi su nhanh han dang ké cla toc do hap thu clla acetaminophen va su khai phét
tic dyng gidm dau tf vién nén cd chla natri bicarbonat so v&i vién nén thong thudng, Tatanol A.F. chifa 830 mg natri
hicarbanat trong mdi vién cho dung dich gdn dang truong trong dich da day véi ligu 2 vién.
Chua 1o vai trd cla tdc do hoa tan vién Tatanol AF. & pH da day trong in vivo, Vi viy, chua rd vai tro cla vién hoa tan
nhanh déi voi t8c dd tac dung cba vién Tatanol AF.
C6 kha ning khang chi cd mdt kidu tac dung chiu trach nhiém cho md fa sd lugc cla dugc dong hoc dugc guan sdt thdy doi
vGi vign Tatanol AF.. Su dong gdp tuong dbi cla cdc yéu t§ khac nhau sé khac nhau tiy thudc vae tiing truéng hdp sU dung
thude.
DUGC BONG HOC
Acetaminophen dugc hdp thu nhanh chang va g4n nhu hodn todn qua dudng tiéu hoa, NG duge chuyén hoa & gan va bai tiét
qua nudc tiéu dusi dang lign hop glucuronid va sulfat, - it hon 5% dugc bai tigt trong nudc ti€u dudi dang khdng dbi. Lign két
voi protein huy@t tugng 13 rdt it,
Thdi gian ban thai trung binh clia acetaminophen sau khi dung Tatanol AF. 1& 2-3 gid va tuong tf nhu muc dat dude sau khi
ubng vign acetaminophen thang thutng trong tinh trang ne va doi.
Sau khi uSng Tatano! AF., thdi gian trung binh dé dat dugc nGng do dinh acetaminophen trong huy&t tuong (tmax) 1dn lugt 12
25 phit vd 45 phit & nguti tinh nguyén trong tinh trang 66i va no. Néng do dinh trong huyét tudng dat dugc nhanh hon it
nhat gap hal |an dbi vai vién Tatanol AF, so véi vién acetaminophen théng thudng trong tinh trang no va déi (p = 0,0002).
Sau khi udng Tatanol AF  thuting cd thé do dugc acetaminophen trong huy8t tuong trong vong 10 phit trong ca lic dai va
no.
Hal vién Tatanol A.F. dugc véu cdu phai udng val 100 mi nudc dé dat dudc 10c do hdp thu acetaminophen nhanh chong. Toc
d5 hip thu 1Gi da dat dudc & da day rbng. Khi chi uing mét vién thufc t9c do hdp thu cta acetaminophen dai voi vien
Tatanol A.F. cling gi6ng nhu vién acetaminophen thdng thuting. Bigu nay dudc cho 1a do lugng natri bicarbonat hign dign
trang mat vien thudc khong di dé ting toc dd hdp thu cba acetaminophen. Ngodi ra, ung thubc véi fudng nudc kheng di
(<100 ml) ciing khdng co ting tc df tic dung.
Mifc dd hip thu clia acetaminophen tir vién Tatanol A.F. tudng tf nhu vién acetaminophen thdng thuting, thé hién bdi AUC
trong ca lic doi va no.
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CHI BINH

Tatanol AF. chifa acetaminophen dugc khuy8n cdo ding dé diéu tri dau ddu bao gdm dau nia ddu va dau ddu do cdng thing,
dau rng, dau lung, dau co xuong, dau bung kinh, dau hong, va d& ha sBt. gidm dau trong cdm lanh va cam cum,

LIEU DUNG VA CACH SU DUNG

Dung dudng ubng.

Ngu@i 16n, bao gdm nguai 16n tudi va tré em trén 16 tudi:

2 yign thubc dude ubng cung vai nifa ly nude (100 ml).

DE dam bdo khdi d4u tac dung giam dau nhanh khang it hon hai vién phdl duge udng v6i 100 ml nudc. DE dat dude tic do
tic dung 161 da nén udng thuBc vai da day rang.

2 vign/ldn, ¢o thé dung i 4 1&n/ngay. Khong nén ding thudc Iap lai it han méi 4 gid va khong nén ding qua 4 ldn/ngay.
Tré em ti 12 tudi = 15 tudi:

1 vién thuc dugc uBng cing voi niia ly nudc (100 mi), 6 thé dlng t6i 4 14n/ngay. Khong nén dung thudc 1ap lai it han moi
4 gio va khong nén ding qud 4 1in/ngay.

Tré em dudi 12 tudi:

khong khuy8n cao ding thudc cho tré em dudi 12 tudi.

CHONG CHI BINH

Bénh nhin man cam vai acetaminophen hay bdt ky thanh phin nao cla thude.

Suy gan nang.

THAN TRONG

Phdi thin trang khi dung acetaminophen cho nguti bi suy than hodc suy gan. Nguy cd qua liu lon hon & nhiing ngugi ¢o
bénh gan do rugu khdng xd gan.

Khong dung qué liéu chl dinh.

Khéng ding cong lic vai cdc thubc khac cé chia acetaminophen.

Knhong nén sU dung cho nhiing bénh nhin cd yéu cdu ché do an it natri.

N&u con dau diu trd nén dai dang, tham khao v kién bac T,

N&u tridu chiing khang gidm, tham khdo ¥ kign bac s,

Bic s7can canh bao bénh nhan vé cac dau hifu cha phan (ng trén da nghiém trong nhu hoi ching Stevens-Johnsan (SJ8),
héi ching heai ff da nhiém dac (TEN) hay hdi ching Lyell, hai ching ngoai ban mun md toan thén cdp tinh (AGEP).

Phan (ng phu nghiém trong trén da mac du ti 1@ mic phdi 1a khdng cao nhung nghi@m trong, tham chi de doa tinh mang
bao gdm hai ching Stevens-Johnson (SJS), hoi ching hoai ti da nhiém doc; foxic epidermal necrolysis (TEN) hay hoi
chitng Lyell, hai ching ngoal ban myn mi todn thén c&p tinh: acute generalized exanthematous pustulosis (AGEP),

Tridu chitng clia cic hdi ching trén dugc md td nhu sau:

- HOI chifng Stevens-Johnson (SJS): 12 di Gng thusc thé bong nudc, bong nude khu trd 6 quanh cdc héc ty nhign: mat, mai.
miéng, tai, bd phan sinh duc va hdu mon. Ngodi ra ¢6 thé kém s6t caa, viem phdi, réi loan chic ndng gan than. Chan dodn
hoi ching Stevens-Johnson (SJS) khi €@ it nhat 2 hdic 1 nhién bi 16n thuong.

- Hi ching hoai tif da nhigm ddc {TEN): 12 thé dj ing thudc ndng nhat, gom:

+‘Céc t8n thudng da dang O da: ban da dang sdi, ban dang tinh héng nhigt, hong ban hodc cac bong nudc bung nhing, cac
t6n thugng nhanh chang lan toa khip ngudi

+ TBn thuong niém mac mit: vitm gidc mac, viém k&t mac mi, loét gide mac.

+ Ton thugng niém mac dubng tiéu hoa: viem migng, kot niém mac migng, loét hdu, hong, thic quan, da day, rudt.

+ TBn thugng niem mac dubing sinh duc, tigt nigu.

+ Ngoai ra con co cac trigu ching todn than trdm trong nhy s6t, xudt huy€t dubing tigu hoa, viém nhdl, vism cdu than, viem
gan.ty 18 tr vong cao 15-30%.

- Hi ching ngoai ban mun mi toan thin cdp tinh (AGEP): myn mi vd tring nhd phat sinh trén nén héng ban lan rong.
Tén thigng thuting xuat hién & cac nép gdp nhu nach, ban va mat, sau do co thé lan rgng todn thén. Triéu ching toan than
thusng co 1a sat, xét nghiém mau bach cdu mai trung tinh #ng cao.

Khi phat hign nhdng dau hiéu phdt ban trén da ddu tién hodc bat ky ddu higu phdn Ung qua man nao khdc, bénh nhan cin
ohai nging sU dung thudc. Ngudi da tung bi cdc phdn (ng trén da nghiém trong do acetaminophen gay ra thi khéng dugc
dung thudc trd lai va khi d&n kham chia bénh cdn phéi théng bao cho nhn vién y t& bidt vé van dé nay.

R ik
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PHU NU' CO THAI VA CHO CON BU

Thei ky mang thai: Chua xac dinh dudc tinh an toan clia acetaminophen ding khi thai nghén lign quan dén ADR c6 thé co
dgi vai phat trién thal. Do @8, chi nén ding acetaminophen & ngudi mang thai khi that can.

Thdi ky cho con b Nghién clu 6 noudi me cho con bl, ding acetaminophen khong thdy cé ADR & tré nho bu me.

TAC DONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC

ThuBc khiing anh huBng dén kha ndng Idi xe va van hanh may méc.

TUONG TAC THUAC

Thulic uBng chang déng mau; USng dai ngay lidu cao acetaminophen lim ting nhe tdc dung chéng ddng cla coumarin va
d3n chat indandion, D@ li&u nghi&n ciu con mau thudn nhau va con nghi ngd vé tuong tic ndy, nén acetaminophen dugc ua
dung han salicylate khi cin glam dau nhe hoZc ha s8t cho ngudl bénh dang dung coumarin hodc din chat indandion.

Can phdi chid v d&n khd ndng gay ha thin nhi&t nghiEm trong & ngudi bénh ding déng thoi phenothiazin va ligu phap ha
nhiet (nhu acetaminophen)

UGNg rudu qué nhigu va dai ngdy cé thé 1am ting nguy ca gdy ddc cho gan clia acetaminophen.

Thusic chdng co giat (gém phenytoin, barbiturat, carbamazepin) gdy cam (ng enzyme ¢ microsom gan, co thé lam tang tinh
doc hai gan cia acetaminophen do ting chuyén hoa thuGc thanh nhiing chdt doc hai voi gan. Ngoai ra, ding ddng thoi
isoniazid vdi acetaminophen cing co thé din dén nguy ca dc tinh voi gan, nhung chua xac dinh dugc co ché chinh xdc cla
nhiing tugng t&c nay. Nguy cd acetaminophen gy ddc tinh gan gia ting dang ké 0 ngudi bénh udng liéu acetaminophen l6n
hon lidu khuyén dung trong khi dang ding thuSc chéng co gidt hodc isoniazid, Thugng khang can gidm liéu & ngudl bénh
diing déng thai liéu didu tri acetaminophen va thudc chéng co giat; tuy vay, ngudi bénh phai han ché tu ding acetaminophen
khi dang diung thuéc chéng co gidt hodc isoniazid

Probenecid co thé 1am gidm dao thai acetaminophen va 1am tdng thai gian nlia doi trong huyét tuong cla acetaminophen.
Isaniazid va cac thudc chéng lao 1am ting ddc tinh cla acetaminophen ddi voi gan,

Chleramphenicol: Tang néng dd chioramphenicol trong huyét tuodng.

TAC DUNG KHONG MONG MUBN

DT lidu sau khi luu hanh

RGi loan mdw va hé bach huyét: gidm tidu cdu, mat bach cdu hat.

R&Y loan hé thing mién dich: sé¢ phan vé, phan Ung qud mdn ¢ da bao gdm phat ban da, phi mach va hdi ching Stevens
- Johnson / hoai tir bi€u bi nhidm dac.

Réi loan hé hap, 16ng nguc va trung that: co thit phé quin (da co trusng hop co that phé quan vdi acetaminophen, nhung
nhiéu khd nang & bénh nhan hen suyén nhay cam vai aspirin hodc cdc NSAID khac)

Rdi loan gan mat: suy chiic ndng gan.

Thang bédo ngay cho bac 5T hodc dugc sTnhling tic dung khdng mong mudn gdp phai khi sif dung thube.

Hudng din cach xi tri tac dung khang mong mudn (ADR)

NEu xay ra ADR nghiém trong, phii ngiing dung acetaminophen. V& diéu tri, xin doc phdn: “Qua liéu va xU tri".

Khuyén cdo: Cac thiy thuSc néu k& don cac ché pham phdi hgp chia acetaminophen thi ché phdm nay chi chia bang hodc
it hon 325 mg acetaminophen. Tuy lidu 2 vign vin co thé k& dan, néu thich hgp, nhung trong trudng hop nay, tong liéu
acetaminophen 1a 650 mg. Phai luan nhd dén liéu thudc thi 2 phdi hop.

QUA LIEU VA CACH XU TRI

0 nguai 16, hoai i gan ¢ thé xay ra néu udng 10g acetaminophen hodc nhiéu hon. Udng 5g acetaminophen hodc nhidu hon
¢6 thé din dén hoai tf gan n&u bénh nhan co yéu & nguy co dudi day:

Céc y&u td nguy ca

Néu bénh nhin

a_ Didu tri 1au dai v&i carbamazepin, phenobarbiton, phenytain, primiden, rifampicin, St. John Wort hodc cac thufic khdc gay
cam ung enzym gan.

Hodc 1a

b, Thuang xuyén tidu thu ethanol vuot qua Iugng dugc khuyén cdo.

Hodc 13

¢, Co kha ning can kiét glutathion nhu rdi loan @n udng. xd nang, nhiém HIV, thiéu an, hdi ching suy gidm sic khde vé cd
thé chdt (nhu gidm can, teo co, chn dn) I&n tinh thin do cdc bénh nhy ung thy, AIDS gay ra.
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Trigu chung

Hoai tf gan phy thuBc lidu 14 tic dung dbc cip tinh nghiém trong nhit do qud lidu va c6 thé gay td vong.

Budn néin, ndn va dau bung thuting xdy ra trong vong 2-3 gié sau khi ubng lidu doc cla thude. Methemoglobin méau, din dén
chiing xanh tim da, niém mac va méng tay 14 mdt ddu hiéu dic trung nhidm ddc cdp tinh din chdt p-aminophenol, mot
lugng nhd sulfhemoglobin cing ¢6 the dugc san sinh. Tré em co khuynh hudng tao methemoglobin d& hon ngudi 16n sau khi
udng acetaminophen.

Khi bi ngb doc ndng, ban ddu co thé co kich thich hé thin kinh trung uong, kich déng va mé sing. Tigp theo c thé 13 i
ché hé thdn kinh trung uong: siing sd, ha thin nhigt, mat 14, thé nhanh, ndng; mach nhanh, yéu, khdng déu, huydt ap thap
va suy tudn hoan. Tryy mach do gidm oxy huydt tuong déi va do tic dung Uc ché trung tam, tic dung nay chi xdy ra véi lidu
rat I6n. Séc co thé xdy ra nBu gifn mach nhidu. Con ca giat nghet thd gy tif vong cd thé xdy ra. Thudng han mé xay ra
trude khi chét dgt ngot hodc sau vai ngay hon mé.

DAu higu lam séng thugng t6n gan tré nén rd rét trong vong 2 dén 4 ngay sau khi ubng lidu doc. Aminotransferase huyst
tugng tang (d8i khi tang rit cao) va nbng do bilirubin trong huy&t tuong cling co thé ting; thém nifa, khi thuong t5n gan lan
rdng, thai gian prothrombin sé kéo dai. C4 thé 10% nguii bénh bj ngd dac khong duge diéu tri dac hiéu da co thudng tdn
gan nghiém trong; trang 50 do 10% dén 20% cudi cung chét vi suy gan. Suy than c@p cing xdy ra @ mt sd nguoi bénh

Sinh thigt gan phat hign hoai tf trung tam tiéu thily trf viing quanh finh mach ctra. 0 nhitng trudng hop khéng tir vong,
thuong ton gan phuc hdi sau nhiéu tuin hodc nhiéu théng.

Biéu tr:

Chén dodn sdm rdt quan trong trong diéu tri qud liéu acetaminophen. C6 nhiing phudng phap xac dinh nhanh néng do thudc
trong huyt tuong. Tuy vdy, khdng dugc tri hodn digu tri trong khi chd két qua xét nghiém néu bénh s qgi v 13 qua lidu
nang. Khi nhiém dac ndng, didu quan trong | phai diéu tri hd tro tich cuc. Can rla da day trong moi trudng hop, tot nr!é"i_:;

trong vong 4 gid sau khi udng. T g

Liéu phap gidi doc chinh 1a dung nhing hgp chdt sulthydryl, ¢6 I tic dong mot phdn do bo sung du trd glutathion & ga
N-acetylcystein ¢o tic dung khi udng hodc tiém finh mach. Phai dung thufc gidi ddc ngay dp tuc néu chua dén 36 gid V,?zt
khi ung acetaminophen. Biéu tri v6i N-acetylcystein ¢d hiBu qua hdn khi cho thudc trong thai gian dudi 10 gig sau khi udng
acetaminophen. Khi cho ubng, hoa lodng dung dich N-acetyleystein voi nuGe hodic dd udng khéng cd rugu dé dat dung dich
5% va phdi uGng trong vong 1 gié sau khi pha. Cho udng N-acetylcystein vai lidu diu tién Ja 140 mg/kg, sau dé cho tiép 17
liu nra, méi lidu 70 ma/kg cach nhau 4 gio 1 1dn. Chdm dut diéu trj néu xét nghiém acetaminophen trong huyét tudng cho
thdy nguy co doc hai gan thdp, Cing cd thé ding N-acetylcystein theo dudng tinh mach: lidu ban ddu 1a 150 mg/kg. pha
trong 200 ml glucose 5%, tiEm tinh mach trang 15 phit; sau do truyén tinh mach ligu 50 mg/kg trang 500 ml glucose 5%
trong 4 gid: tidp theo 12 100 mg/kg trong 1 lit dung dich trong 16 gid tiép theo. Néu khéng co dung dich glucose 5% thi co
thé dung natri clorid 0,9%.

ADR cia N-acetylcystein gdm ban da (gdom ca may day, khong yéu cdu phai ngiing thudc), bubn ndn, non, fa chay, va phan
ng kigu phan vé.

Néu khong co N-acetyloytein, co thé dang methionin, Néu 63 dung than hoat trudc khi diing methionin thi phai hat than hoat
ra khdi da day truSc, Ngoai ra co th@ ding than heat vashodc thudic tAy mudi do ching co khd ndng lam gidm hdp thu
acetaminophen.

Lidu cao cha natri bicarbonat (natri hydrogen carbonat) cd thé s& gdy ra cdc tridu ching tiéu héa bao gém ¢ hol v budn
nén. Ngodi ra, liéu cao clia natri bicarbonat cd thé gay tang natri mau; cdn theo dol dién gidi va co bién phap xir Iy thich
hep.

HAN DUNG: 36 thang ké tif ngay san xuat

BAO QUAN:  Dusi 30°C. Tranh &m vé anh sang

TIEU CHUAN: TCCS.

TRINH BAY: Hop 03 vi, vi 10 vign.

Ngay xem xét sia ddi, cdp nhit huéng din sir dyng: 11.08.2018
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