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Read the leaflet inside.

STORAGE
In a dry, cool place (below 30°C). Protect from light.

SPECIFICATION - In-house.

KEEP OUT OF REACH OF CHILDREN
BlI93460141584231 READ THE LEAFLET CAREFULLY BEFORE USING
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HUONG DAN SU DUNG THUOC

Doc ky huéng dan si dung trueée khi dimg.
Néu cdn thém théng tin, xin hoi y kién bac sp. Dé xa tam tay tré em.

TATANOL TRE EM
(Acetaminophen 120 mg) Lr ] _,\T}

THANH PHAN: Mdi vién nén dai chira ¥

Acetaminophen 120mg

Ta dwge: Lactose monohydrat, Natri croscarmellose, Aspartam, Acid citric, Natri saccharin, Microcrystallin

cellulose, Erythrosin red, Povidon, Natri starch glycolat, Huong téo, Colloidal silicon dioxid, Magnesi

stearat,

DUQC LUCHOQC

Thude giam dau, ha sbt

- Co ché giam dau: trc ché tong hop prostaglandin - chét trung gian gdy dau.

- Co ché ha s6t: trc ché tong hop prostaglandin & trung tam diéu nhiét ving dbi thi gdy gidn mach ngoai bién

két qua lam tang sy luu thong mau qua da, tang tiét md hoi, ha nhiét.

DUQCDONG HQC

Acetaminophen dugc hap thu nhanh chéng va hoan toan khi ding dudng udng. Tmax 1 - 3 gid. Thoi gian kéo

dai tac dong 3 - 4 gid. Phan phdi nhanh dén tat ca cac mo. Ti 1¢ gin két voi protein ¢ liéu diéu trj 1a 10%.

Khoéng 90 - 95% liéu diing dugc chuyén héa & gan cha yéu do lién hop véi acid glucuronic, sulfat va cystein.

Chuyén héa rit nhanh va c6 thé tich lity trong truomg hop qua liéu sau khi cac dudng chuyén héa chit yéu da bi

bao hoa. Khi thude bi tich liiy co thé gay doc gan va than.

Thei gian ban hiy T1/2 khoang 1 - 4 gio. Thoi gian ban thai khéng thay doi trong trudng hop suy than nhung

kéo dai trong trudng hop qué liéu cap tinh, mét vai dang bénh gan, ngudi gia, tré so sinh.

Thai trir qua nude tidu chi yéu ¢ dang lién hop. O nguoi 16n 60% lidu dung dugc bai tiét duéi dang lién hop

voi acid glucuronic, 30% lién hop véi sulfat, 4% lién hop véi cystein va mercapturic, khoang 3% bai tiét dudi

dang khong déi. O tré em ti 1€ bai tiét tuong tu nhung & dang lién hop véi sulfat nhiéu hon, dang lién hop véi

acid glucuronic it hon.

CHIDINH

-Thubc cotac dung giam dau, ha sbt.

- Diéu trj triéu chimg lam giam cac con dau do cam ciim, dau va sét sau khi tiém vacxin, dau dau, dau hong,

dau va sot do moc rang, dau rang.

- Céthé phdi hop trong phuong phép diéu tri nguyén nhan gay dau hoic sot.

LIEULUQNG VA CACH DUNG

Tré emtic 1 - 3 tudi: 1 vién/1an hodc dung theo chi din cuia bac st.

Tié em tie 3 - 6 tudi: 1 -2 vién/ lan.

Tré em 6- 12 tuoi: 3 -4 vién/lan/ngay.

Thai gian ding cach nhau t6i thiéu 4 gio. Khong dugc dung quéa 4 lan trén ngay.

Thudc c6 thé nhai hoic hoa tan trong nuée hodc nude hoa qua.

D6i voi tré em dudi 6 tudi nén hoa tan vién thude trong nude hodc nude hoa qua trude khi udng.

Khong dirge dung acetaminophen cho tré em dé tu diéu trj s6t cao (trén 39,5°C), sbt kéo dai trén 3 ngay, hoic

sOt tai phat, trirkhi do thay thudc huéng dan, vi st nhu vay c6 thé 1a ddu hiéu cia mdt bénh nang cén duoc thay

thu6e chin doan nhanh chong.

THANTRONG

- Acetaminophen tuong dbi khong doc dbi voi liéu diéu tri. D6i khi co nhirng phan tmg da gdm ban dat sin

nglta va may day; nhitng phan img mén cam khac gdm phu thanh quan, phtt mach, va nhimg phan tng kiéu

phan vé c6 thé it khi xay ra.

- Bc si can canh bao bénh nhan vé cac ddu hiéu cia phan tng trén da nghiém trong nhu hoi ching Steven-

Johnson (SJS), hoi chimg hoai tir da do nhiém ddc (TEN) hay hdi chiing Lyell, hdi chirng ngoai ban mun mu

toan than cip tinh (AGEP).

- Giam tiéu cau, giam bach cau va giam toan thé huyét cau da xay ra véi viéc sir dung nhimg din chat p-

aminophenol, dic biét khi ding kéo dai cac liéu lon.

- Giam bach cdu trung tinh va ban Xudt huyét giam tiéu cdu da xay rakhi dung acetaminophen. Hiém gdp mét

bach cau hat & nguoi bénh ding acetaminophen.
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- Ngui bj phenylceton - niéu (nghia la thiéu hut gen x4c dinh tinh trang ctia phenylalanin hydroxylase) va
ngudi phai han ché lugng phenylalanin sau khi ubng.

- Mot s6 dang thude acetaminophen ¢6 trén thj truémg chia sulfit c6 thé gay phan tmg kiéu di (mg, gbm ca
phan vé va nhirng con hen de doa tinh mang hoic it nghiém trong hon & mot s6 ngudi qua man. Khéng biét rd
ty 16 chung vé qua mén véi sulfit trong dan ching néi chung, nhung chic 1a thip, su qué man nhu vy c6 vé
thuomg gap & ngudi bénh hen nhiéu hon ¢ ngudi khong hen.

- Phai thdn trong khi ding acetaminophen cho ngudi bj suy gan, suy than, nguoi nghién rugu, suy dinh dudng
man tinh hodc bi mét nudc. Tranh ding liéu cao, lidu kéo dai va ding theo dudng tinh mach cho nguoi bi suy
gan,

- Phai diing acetaminophen thén trong & ngudi bénh ¢6 thiéu mau tir trudce, vi chimg xanh tim c6 thé khéng
biéu 16 rd, mic di c6 nhitng ndng d cao nguy hiém ctiamethemoglobin trong méu.

- Ubng nhiéu rugu c6 thé gay tang dc tinh voi gan ciia acetaminophen, nén tranh hozic han ché uéng rugu.

- Thude ¢6 chira lactose monohydrat, khéng nén chi dinh thudc nay cho céc bénh nhan khéng dung nap
galactose do di truyén hiém gép, bénh nhén thiéu hut enzym lactase hodc bénh nhan khong dung nap glucose-
galactose.

CHONG CHi DINH %7.(1)/

-Nguoi bénh qué man véi acetaminophen hogc thanh phan khac ctia thude. —

-Ngudibénh thiéu hut glucose-6-phosphat dehydrogenase.

- Suy gan ndng.

TUONG TAC THUOC

- Ubng dai ngay liéu cao acetaminophen lam ting nhe tac dung chéng dong clia coumarin va din chit
indandion. Téc dung nay c6 vé it hodc khong quan trong vé 1m sang, nén acetaminophen duoc ua dung hon
salicylatkhi can giam dau nhe hogc ha st cho ngudi bénh dang ding coumarin hozic din chét indandion.

- Cén cha y dén kha ning gy ha s6t nghiém trong & ngudi bénh dung dbng thoi phenothiazin va li€u phap ha

nhiét.

- Udng rugu qua nhidu va dai ngay ¢6 thé lam tang nguy co acetaminophen gay doc cho gan. "-m
- Thudc chéng co giat (g6m phenytoin, barbiturat, carbamazepin) gay cam (g enzym & microsom thé gan, c6 '/

thé 1am tang tinh dgc hai v6i gan. Ngoai ra, dung dong thoi isoniazid véi acetaminophen ciing ¢6 thé din dén gty C('J'
tang nguy co doc tinh vdi gan, nhung chua xdc dinh duoc co che chinh xédc cia tuong tic nay. Nguy co .
acetaminophen gy dgc tinh gan gia tang dang ké & ngudi bénh ubng liéu acetaminophen 16m hon liéu khuyén fHEPHAI
diing trong khi dang dung thuéc chéng co giat hoic isoniazid. Thuong khéng cin giam lidu & ngudi bénh dung "

déng thoi liéu diéu tri acetaminophen va thude chéng co gidt; tuy vay, nguoi bénh phai han ché tu ding ",»;5“;'—;”1
acetaminophen khi dang diing thudc chong co gidt hodc isoniazid. —
PHUNU COTHAIVA CHO CON BU

Khong ap dung.

TACDUNG CUATHUOC LEN KHA NANG LAI XE VA VANHANH MAY MOC

Khoéng dp dung.

TACDUNG KHONG MONG MUON

Phan (mg da nghiém trong nhu hdi chirng Stevens-Johnson, hgi chig Lyell, hoai tir biéu bi nhiém déc, mun
mi ban do toan than cip tuy hiém xay ra, nhung c6 kha nang gy tir vong. Néu thay xudt hién ban hoac céc biéu
hién khéc vé da, phai dimg ngimg thudc va tham kham thdy thuc.

Ban da va nhitng phan trng dj ¢img khac thinh thoang xay ra. Thuong la ban do hoac may day, nhung doi khi
manh hon va c6 thé kém theo sbt do thube va thuong tbn niém mac. Néu théy st, bong nudc quanh cac hée tu
nhién, nén nghi dén hoi chimg Stevens-Johnson, phai ngimg thudc ngay. Qué liéu acetaminophen cé thé din
dén ton thuong gan ning va doi khi hoai tir ong than cdp. Nguoi bénh man cam véi salicylat hiém khiman cam
voi acetaminophen va nhimg thube ¢6 lién quan. Trong mét s6 it trudng hop riéng 1€, acetaminophen da gy
giam bach cdu trung tinh , giam tiéu cAu va giam toan thé huyét ciu.

ftgap, 1/1000< ADR < 1/100

Da: Ban.

Da day - rudt: Budn non, non.

Huyét hoc: Loan tao mau (giam bach cau trung tinh, giam toan thé huyét cau, giam bach cau), thiéu mau.
Than: Bénh thdn, doc tinh than khi lam dung dai ngay.

Hiém gap, ADR < 1/1000

Da: Hoi chimg Stevens-Johnson, hoai tir biéu bi nhidm doc, hoi chimng Lyell, mun mu ngoai ban toan than cép
tinh.
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1AL
Khac: Phan tmg qua man. ,‘/’LK—L l

Théng béo cho thay thube tac dung khéng mong mudn gap phai khi sirdung thuéc.

QUA LIEU VA XU'TRI

Biéu hién

Nhiém dc acetaminophen ¢6 thé do diing mét lidu dgc duy nhét, hodc do ubng lap lai liéu lon acetaminophen
(vidy, 7,5 - 10 g mdi ngay, trong 1 - 2 ngay), hoic do udng thudc dai ngay. Hoai tir gan phu thudc liéu 1a téc
dung dgc cép tinh nghiém trong nhat do qua liéu va c6 thé gay tir vong.

Budn non, non va dau bung thuomg xay ra trong vong 2 - 3 gio sau khi udng liéu doc cia thude.
Methemoglobin mau, ddn dén chimg xanh tim da, niém mac va méng tay 1a mot ddu hiéu dic trumg nhidém doc
cap tinh dan chét p-aminophenol; mét lugng nho sulfhemoglobin ciing ¢6 thé duge san sinh. Tré em c6
khuynh huéng tao methemoglobin d& hon ngudi 16m sau khi uéng acetaminophen.

Khibingé doc nang, ban déu c6 thé cé kich thich hé than kinh trung wong, kich dong, vamé sang. Tiép theo co
thé 1a trc ché hé than kinh trung uong: siing so, ha than nhiét, mét 14, thd nhanh, néng; mach nhanh, yéu, khoéng
déu, huyét ap thap va suy tudin hoan. Truy mach do giam oxy huyét trong déi va do téc dung (rc ché trung tam,
tac dung nay chi xay ra véi lidu rat 16n. Sdc c6 thé xay ra néu gian mach nhiéu. Con co giat nghet the gay tir
vong c6 thé xay ra. Thudng hon mé xay ra trude khi chét dot ngot hoic sau vai ngay hon mé.

Dau hi¢u 1am sang thuong ton gan tré nén rd rét trong vong 2 dén 4 ngay sau khi udng liéu doc.
Aminotransferase huyét tuong tang (déi khi tang rat cao) va néng d0 bilirubin trong huyét trong ciing c6 thé
tang; thém nita, khi thuong ton gan lan rong, thoi gian prothrombin s& kéo dai. Co thé 10% ngudi bénh bingd
doc khong dugc diéu tri dic hiéu da c6 thuong ton gan nghiém trong; trong s6 dé 10% dén 20% cudi cing chét
vi suy gan. Suy thén czip cling xay ra & mot s6 ngudi bénh. Sinh thiét gan phét hién hoai tir trung tim tiéu thiy
trir viing quanh tinh mach cira. O nhing truong hop khéng tir vong, thuong tén gan phuc héi sau nhiéu tudn
hodc nhidu thang.

Diéutri:

Chén dodn sém rét quan trong trong diéu tri qua liéu acetaminophen. C6 nhirng phuong phap xéc dinh nhanh
ndng do thudc trong huyét tuong. Tuy vay, khong dugc tri hodn diéu trj trong khi cho két qua xét nghiém néu
bénh sir goi v 1a qua lidu nang. Khi nhiém ddc nang, diéu quan trong la phai diéu trj hd tro tich cuc. Cin rira da N\
day trong moi trudng hop, tét nhét trong vong 4 gidr sau khi udng. AY
Liéu phap giai doc chinh la diing nhitng hop chat sulfhydryl, cé 18 tic dong mot phan do bd sung dur trix :
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glutathion & gan. N-acetylcystein c6 téc dung khi uéng hodc tiém tinh mach. Phai ding thubc giai doc ngay ‘O ! : }
|ap tirc néu chua dén 36 gio ké tir khi ubng acetaminophen. Diéu tri véi N-acetylcystein c¢6 hiéu qua hon khi ,,,/ //
cho thude trong thoi gian dudi 10 gior sau khi udng acetaminophen. Khi cho uéng, hoa lodng dung dich N- ﬁ//

acetylcystein véinudc hodc do udng khong cé ruou dé dat dung dich 5% va phai uéng trong vong 1 gio saukhi
pha. Cho uéng N-acetylcystein voi lidu dau tién 1a 140 mg/kg, sau d6 cho tiép 17 liéu nira, m3i liéu 70 mg/kg
cachnhau 4 gio 1 lan. Cham dirt diéu tri néu xét nghiém acetaminophen trong huyét twong cho thiy nguy co
doc hai gan thép. Ciing c6 thé dung N-acetylcystein theo duong tinh mach: lidu ban déu 1a 150 mg/kg, pha
trong 200 ml glucose 5%, tiém tinh mach trong 15 phut; sau d6 truyén tinh mach liéu 50 mg/kg trong 500 ml
glucose 5% trong 4 gio; tiép theo la 100 mg/kg trong 1 lit dung dich trong 16 gitr tiép theo. Néu khong c6 dung
dich glucose 5% thi ¢6 thé diing natri clorid 0,9%.

ADR ctiia N-acetylcystein gom ban da (gdm ca may day, khong yéu ciu phai ngimg thude), budn nén, non, ia _
chay, vaphan img kiéu phan vé. '
Néu khong c6 N-acetylcytein, ¢6 thé ding methionin. Néu da ding than hoat trude khi ding methionin thi |
phai hat than hoat ra khéi da day trude. Ngoai ra c6 thé ding than hoat va/hoic thube tdy mudi do ching cé kha
nang lam giam hép thu acetaminophen.

HANDUNG : 36 thang ké tirngay san xuét )
BAOQUAN Noi khé, mat (dui 30°C). Tranh énh sang. :
TIEUCHUAN : Tiéu chudn co'so.
TRINHBAY : Hop 10 vi x 20 vién nén dai. / 4
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CONG TY CO PHAN PYM EPHARJ@'-,Q

166 - 170 Nguyén Hug, Tuy Hoa, Pha Yén, Viét
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