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Acetaminophen 500 mg

S6'16 SX: ABMMYY  HD: Ngay / Thang / Nam

Giadm dau - Ha sét
Symptomatic treatment of pain and fever

CTY CP PYMEPHARCO CTY CP PYMEPHARCO CTY CP PYMEPHARCO

p



HUGNG DAN SU DUNG THUGC

Poc ky hudng dan st dung trude khi dung.
N&u cdn thém thong tin, xin hdi y kién bac sT. D€ xa tdm tay cia tré em.

TATANOL
(Acetaminophen 500mg)

T )
THANH PHAN: M3i vign nén dai bao phim chifa | ’L N
Acetaminophen 500mg = i

Td dugc: Tinh bdt ngd, PVP K30, magnesi stearat, talc, hydroxypropyl methyl cellulose, titan dioxid, macrogol 4000.

DUQC LUC HOC

Acetaminophen 1a chat chuyén héa cé hoat tinh clia phenacetin, 12 thuSc gidm dau, ha sét hifu hiéu.

Acetaminophen lam gidm than nhiét & ngudi bénh st nhung higm khi lam gidm than nhiét & ngudi binh thuding. Thudc tic ddng 1&n ving dudi déi
gdy ha nhigt, toa nhiét tdng do gian mach va tdng |wu lugng mdu ngoai bién.

Vi liu diéu tri, acetaminophen it tic déng dén hé tim mach va hd hip, khdng lam thay ddi cdn bing acid — base, khéng gay kich (ng, loét hoic
chdy mau da day nhu khi dung salicylat. Tdc dyng cba acetaminophen trén hoat tinh cyclooxygenase chua dugc bigt ddy da.

Vi lidu 1g/ngay, acetaminophen 12 mot thulc ic ché cyclooxygenase yéu. Tac dung (c ché clia acetaminophen trén cyclooxygenase-1 y&u,
Acetaminophen thuting dugec chon lam thuic gidm dau va ha s6t, ddc biét & nguiii cao tuli va & ngudi cd chéng chi dinh ding salicylat hodc
NSAIDS khdc, nhu ngudi bi hen, co tién sif loét da day ta trang va tré em.

Acetaminophen khdng c6 tc dyung trén sy ket tip tiéu cdu hodic thai gian chdy mdw.

DUGC BONG HOC

Acetaminophen dugc h&p thu nhanh vd hdu nhu hodn todn gua duding tidu hda. Thic #n gidu carbohydrat 1&m gidm ty 18 hdp thu cla
acetaminophen. Ndng dd dinh trong huy&t tudng dat trong vong 30 — 60 phit sau khi ubng véi liéu didu tri.

Acetaminophen phan bd nhanh va déng déu trong phdn Ién cdc md clia cd thé. Khodng 25% acetaminophen trong mau k&t hgp vdi protein huygt
tuong.

Thdi gian ban thdi cla acetaminophen trong huy8t tuong 12 1,25 = 3 gid, 6 thé kéo dai véi lidu gdy dbc hodic & ngudi bénh c6 thudng tin gan.
Sau lidu diéu tri c6 thé tim thdy 90 - 100% thudc trong nudc tifu trong ngay thir nhat, chll y&u sau khi lién hgp trong gan v6i acid glucuronic
(khodng 60%), acid sulfuric (khodng 35%) holic cystein (khodng 3%), cling phat hign thdy mdt lugng nhd nhiing chat chuyén hoa hydroxyl - hoa
va khir acetyl. Tré nho it khd ning glucuro lign hgp vai thuSc hon so vdi ngudi I6n.

Acetaminophen bj N-hydroxyl hda bdi cytochrom P450 dé tao nén N-acetyl-benzoguinonimin (NAPQ), mdt chdt trung gian cd tinh phan (ing cao.
Chat chuyén hda nay binh thuting phdn tng vdi cic nhém sulfhydryl trong glutathion va bi khir hoat tinh. Tuy nhién, néu ubng liéu cao
acetaminophen, chit chuy8n hda nay dugc tao thanh vdi lugng di d& 1am can kiét glutathion clia gan, trong tinh trang do, chdt NAPQ khéng dugc
lién hgp vai glutathion gy d6c cho t& bao gan, din d&n viem va cd thé din dén hoai tif gan.

CHI DINH

Acetaminophen dugc ding rong rai trong diéu tri cdc ching dau va s6t tif nhe d&n vira.

BDau: Acetaminophen dudc ding gidm dau tam thdi trong diBu tri cdc ching dau nhe va vifa nhu dau do ¢dm cim, nhic ddu, dau hong, dau nhic
co xuong, dau do hanh kinh, dau rang, dau nira ddu.

S6t: Acetaminophen duge ding d8 gidm than nhiét ¢ ngudii bénh s6t do moi nguyén nhan nhung khong lam gidm than nhiét & ngudi binh thudng.
LIEU LUGNG VA CACH DUNG

Cach ditng: ding duding ubng.

Khéng duge ding acetaminophen 6é ty didu tri gidm dau qud 10 ngay & ngudi I6n hodc qua 5 ngay & tré em, trlf khi do thdy thudc hudng din.

Khéng dung acetaminophen cho ngudi I6n va tré em dé tu difu tri st cao (trén 39,5°C), st kéo dai trén 3 ngdy, hodc sét tdi phat, trir khi do '

thy thudc hutng din, vi sdt nhu vy c6 thé 1a ddu hiéu cla mot bénh ning cdn dugc thdy thudc chdn dodn nhanh chéng.

Liéu lugng:

Nguoi I6n va tré em trén 12 tudi: Liéu udng thubing ding 1 vién — 2 vién/ldn, 4 — 6 gid mot I4n. T6i da I2 8 vién/ngay.

Tré em > 6 tubi: Y vién - 1 vign/ldn, 4 - 6 gid mét 14n n&u cén. T6i da 4 liéu /ngdy.

Suy thin:

@ tré em: Cl. < 10 mi/phiit, khodng cdch gidia cac lidu ubng cach nhau 8 gie/dn.

Ngudi 16n: Gl < 10 = 50 ml/phit, khodng cdch gitia cdc liéu ung céch nhau 6 git/idn. Cle < 10 mi/phit, khodng céch gilia céc lidu udng cdch
nhau 8 gig/an.

Suy gan: Dung than trong, ding liu thap. Trdnh ding kéo dai.

THAN TRONG

Phan (ng da nghiém trong c6 khd ning gdy tir vong nhu hoi chimg Stevens-Johnson (SJS), hi ching hoai ti bifu bi nhifm doc (TEN), hoi
ching myn mi ngoai ban todn than cdp tinh (AGEP), hdi chimg Lyell tuy hi€m nhung da xdy ra vi acetaminophen.

Nguoi bénh cdn phdi ngiing ding thudc va di khdm thdy thuSc ngay khi thay phdt ban hofic cdc bifu hién khdc & da hodc cic phin ing man
c&m trong khi diéu tri. Ngudi b&nh c6 tién sir c6 cdc phan ng nhu vy khdng nén ding cdc ch& phim chia acetaminophen.

B6i khi c6 nhiing phdn Ung da gdm ban dét sdn nglia vd may day; nhiing phan (ng min cdm khdc gém phi thanh quén, phii mach, va nhiing
phdn (ng kifu phan vé c6 thé it khi xdy ra. Gidm tiéu cAu, gidm bach cdu, va gidm todn th# huy8t cdu da xdy ra véi vigc sif dung nhimg din
chét p-aminophenol, dic biét khi ding kéo dai cdc lidu I6n. Gidm bach cdu trung tinh vA ban xudt huy8t gidm tifu cdu da xdy ra khi ding
acetaminophen. Hiém gap mat bach cdu hat & ngudi bénh ding acetaminophen.

Phdi than trong khi ding acetaminophen cho ngui bj suy gan, suy thdn, ngudi nghién rugu, suy dinh duBng man tinh hodc bi mat nudc. Tranh
dung liéu cao, ding kéo dai cho ngudi bj suy gan.

Phdi ding acetaminophen than trong & ngudi bénh cd thifu mdu tir trudc vi ching xanh tim c6 thé khéng bidu 16 15, méc di ndng do cao & mic
nguy hiém clia methemoglobin trong mau.

Udng nhidu rugu cé thé gay ting dc tinh vdi gan clia acetaminophen, nén tranh va han ch& ung rugu,

CHONG CHi BINH

- Bénh nhdn man cam vdi acetaminophen hodc véi bt ky thinh phdn ndo cla thudc.

- Suy gan nang.
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- Udng dai ngay ligu cao acetaminophen 1am ting nhe téc dung chéing ddng cia coumarin va din chdt indandion. DI ligu nghign ciiu con mAu
thuin nhau va con nghi ngd vé tuong tac niy nén acetaminophen dugc va diing hon salicylat khi cin gidm dau nhe hodc ha 6t cho ngui bénh
dang dung coumarin hojc din chét indandion.
- Cén chi y d&n khd nang gy ha than nhiét nghiém trong & ngudi bénh ding déng thai phenothiazin v lidu phdp ha nhiét (nhu acetaminophen).

- Udng rugu qué nhidu va dai ngay co thé 1am ting nguy co acetaminophen gdy ddc cho gan.

- Thudc chdng co gidt (gbm phenytoin, barbiturat, carbamazepin) gy cdm (ng enzym & microsom gan, ¢6 thé lam ting tinh ddc hai gan clia
acetaminophen do ting chuyén hda thudc thanh nhiing chdt dfc hai vdi gan. Nguy co acetaminophen gdy dc tinh gan gia ting ddng k8 & ngudi
bénh udng litu acetaminophen I6n hon liéu khuyén ding trong khi dang ding thudc chdng co gidt hoic isoniazid. Thuding khéng cdn giam lidu &
ngudi bénh ding déng thai li8u didu tri acetaminophen va thudc chéing co gidt, tuy vy, ngui bénh phai han ché ty ding acetaminophen khi dang
ding thudc chéng co gidt hodc isoniazid.

- Probenecid cd thd 1am gidm ddo thai acetaminophen va 1am ting théi gian ban thai trong huy&t tuong clia acetaminophen.

- Isoniazid va cdc thudc chéng lao 1am tang ddc tinh clia acetaminophen di véi gan.
PHY NI’ CO THAI VA CHO CON BU
Thei ki mang thai: Chua xdc dinh dugc tinh an toan clia acetaminophen dung khi thai nghén lién quan dén tac dung khoing mong mudn c6 thé cd
ddi vdi phét trién thai. Do d6, chl nén ding acetaminophen & ngudi mang thai khi that cin.
Thai ky cho con bi: Nghign clu d ngudi me cho con bd, ding acetaminophen khéng thdy cd tac dung khdng mong mudn & tré nhd bi me.
TAC DYNG CUA THUOC LEN KHA NANG LAl XE VA VAN HANH MAY MGC
Thudc khdng gay dnh hudng khi ldi xe va van hanh may mdc.

TAC DUNG KHONG MONG MUON
Phdn (ng da nghiém trong nhu hgi ching Stevens-Johnson, hdi ching Lyell, héi ching hoai tir biéu bi nhi&m ddc, hgi ching mun md ngoai ban
toan thén cp tinh tuy hi€m xdy ra, nhung cd khd nang gdy ti vong. NEu thdy xudt hign ban hodc cdc bidu hign khic v& da, phai ngimg diing
thudc va thim kham thdy thudc.
Ban da va nhiing phan (ng di tng khac thinh thodng xdy ra. Thudng |4 ban do hodc may day, nhung ddi khi ning hon va co thé kéem theo s6t do
thudc va thuong t6n nigm mac, Néu thdy s6t, bong nudc quanh cdc héc ty nhign, nén nghf dén héi ching Stevens-Johnson, phdi ngiing thudc
ngay. Qud fiéu acetaminophen c6 thé din d&n tén thudng gan niing va doi khi hoai tir 6ng than cdp. Ngudi bénh man cam véi salicylat hiém khi
min cdm v6i acetaminophen va nhiing thudc ¢6 lién quan. Trong mdt s6 it truting hgp rigng I8, acetaminophen da gdy gidm bach cdu trung tinh,
gidm tifu cdu va gidm toan thé huyét ciu.
it gap: Ban da, budn ndn, non, loan tao méu (gidm bach cdu trung tinh, gidm toan thé huyét cdu, gidm bach cdu), thiu mau, bénh than, dac tinh
thdn khi lam dyng dai ngay.
Higm gép: H6i chiing Stevens-Johnson, hdi chiing hoai tir bidu bi nhidm dgc, hoi ching Lyell, hdi ching myn md ngoai ban toan than cip tinh,

phan (ing qud min,

Théng bao cho thdy thudc tic dung khdng mong mubn gip phdi khi sir dung thuc.

QUA LIEU VA XU TRi

Bigu hign:

R

Nhigm déc acetaminophen c6 thé do dung 1 liéu ddc duy nhét hodc do udng Idp lai véi liéu I6n acetaminophen (vi dy 7,5 — 10g mdi ngdy, trong 1
- 2 ngay), hodc do udng thudc dai ngay. Hoai ti gan phy thudc lidu 1a tic dung déc cp tinh nghigm trong nhat do qud lidu va co thé gay tir

vong.

Budn ndn, nén va dau byng thudng xdy ra trong ving 2 — 3 gi§ sau khi udng liéu dac cla thudc. Methemoglobin mau, din d&n chiing xanh timm—
da, nigm mac va méng tay 1a m4t ddu hiéu dic trung nhidm doc cdp tinh din chat p-aminophenol: mét lugng nhd sulfhemoglobin ciing 6 !.hé

dugc sdn sinh. Tré em cd khuynh hudng tao methemoglobin d& hon nguéii I6n sau khi uSng acetaminophen,
Khi bi ngd ddc nang, ban ddu cd thé cd kich thich hé thén kinh trung uong, kich dong va mé sing. Tigp theo ¢d thé 1 tc ché hé thdn kinh trung
uong: sling sd, ha than nhiét, mét |13, thd nhanh, ndng; mach nhanh, y&u, khong déu, huyét dp thap va suy tudn hodn. Truy mach do gidm dﬂ:f

huy&t tuong déi va do tdc dung (e ché trung tdm, tdc dung nay chi xdy ra v6i liu rit lan. SBc cd thé xay ra néu gidn mach nhidu, Can co giaty 5 n

nghet thd gay tlr vong c6 thé xdy ra. Thudng hon mé xAy ra trude khi chét dot ngbt hodc sau vai ngay hon mé.
Dau hiéu 1am séng thudng t8n gan trd nén rd rét trong vong 2 d&n 4 ngay sau khi udng lidu doc. Aminotransferase huy8t tudng tdng (ddi khi tang

rdt cao) va ndng do bilirubin trong huyét tuong ciing c6 thé ting; thém nda, khi thuong t8n gan lan réng, thai gian prothrombin s& kéo dai. Suy- A

ALY

than cp cling xdy ra & mot s6 ngudi bénh. Sinh thigt gan phat hign hoai tif trung tm tidu thiy trir viing quanh finh mach clfa. O nhing trudng’
hop khéng tlr vong, thuong t6n gan phyc héi sau nhiu tudn hodc nhiéu thang.

Diéu tri:

Chdn dodn sdm rat quan trong trong diéu tri qué liéu acetaminophen. C6 nhiing phugng phdp xdc dinh nhanh ndng do thudc trong huyst fugng.
Tuy vdy, khéng dugc tri hoan diéu tri trong khi chd k&t qud xét nghigm néu bénh skt ggi y 12 qud liéu nAng. Khi nhifm ddc ning, digu quan trong
la phéi diéu tri hd trg tich cyc. Cdn riia da day trong moi truding hop, 6t nhét trong vong 4 gid sau khi udng. Ligu phap gidi doc chinh 13 ding
nhiing hop chdt sulfhydryl, ¢6 I8 tdc dong mot phdn do bd sung dy tril glutathion & gan. N-acetylcystein c6 tdc dung khi ubng hodc tiém tinh
mach. Phdi ding thudc gidi ddc ngay 1ap tic, cang sém cang ot ndu chua d&n 36 gid k& tir khi udng acetaminophen. Diéu tri vdi N-acetylcystein
c6 hiéu qua han khi cho udng trong thai gian dudi 10 gid sau khi udng acetaminophen.
Khi cho udng, hoa loang dung dich N-acetylcystein vdi nudc hodc db uSng khéng 6 rugu dé dat dung dich 5% va phai uSng trong vong 1 gid sau
khi pha. Cho udng N-acetylcystein vdi lidu ddu tién 1a 140mg/kg, sau dé cho tigp 17 liu niia, mBi lifu 70ma/kg cdch nhau 4 gio mdt 14n. Chim
dit diéu tri ngu xét nghiém acetaminophen trong huygt tuong cho thay nguy co d6c hai gan thdp. Cing c6 thé diing N-acetylcystein theo duing
tinh mach: lidu ban ddu 1a 150mg/kg, pha trong 200ml glucose 5%, tidm tinh mach trong 15 phit; sau dé truyén tinh mach liéu 50mg/kg trong
500ml glucose 5% trong 4 gid, ti€p theo 1a 100mg/kg trong 11it dung dich trong vong 16 gid tiép theo. N&u khong 6 dung dich glucose 5% thi Gé

thé dung dung dich natri clorid 0,9%.
NEu khéng cé N-acetylcystein, cd thé dung methionin. Néu da dung than hoat trudc khi ding- meﬂuqn' “thiy
trudc. Ngodi ra c6 thé dung than hoat hodc thudc tdy mudi do ching ¢d khd ning lam guim nap mu acefaming
36 thang ké tir ngay san xudt. A/
Noi kho, mdt (dui 30°C). Tranh dnh séng. f

Tigu chudn cd sd (TCGS). |"
v 10 vién.- L., :

HAN DUNG:
BAO QUAN:
TIEU CHUAN:
TRINH BAY:

Hép 10 vi,

7

CONG TY cO PHAN PYMEPHP‘RCB
166 - 170 Nguy®n Hué, Tuy Hoa, Phi Yén

TUQ.CUC TRUCNG
P.TRUONG PHCNG
Pl ¥ 7 AL

en.

Ai hat than hoat ra khdi da day
. %, g

| A

<

ol



