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Vién nén

TENAMYD ACTADOL EXTRA

Dé xa tAm tay ciia tré em.
Pgc ki hwing din sit dyng trwée khi dang.

Thanh phin céng thire thube
M&i vién nén cé chira:
- Thanh phéan duge chat: Paracetamol..............oovvvvo., 500 mg
B oo saeescisad 65 mg
- Thanh phdn 14 duoc: Microcrystalline cellulose 102, natii starch glycolat, povidon K30,
magnesi stearat, colloidal silicon dioxyd vira di | vién nén.
Dang bio ché
Vién nén hinh caplet mau tring, mdt mit ¢6 vach, mét mét tron, canh va thanh vién lanh lan.
Chi dinh
Thude giam dau va ha sbt nhe duge bao ché dé giam dau thém. Thude vién dugc khuyén ding
dé didu trj hau hét cée tinh trang dau va sot, chﬁng han nhrr dau déu, bao gdm dau nira diu,
dau lung, dau rang, dau thap khép va théng kinh, dbng thei giam cac tridu chimg ctia cam
lanh, ciim va dau hong.
Cich ding, ligu ding
Cdch ding
Dung béng dudng ung, vién cé thé bé déi khi ubng cho d& dung.
Liéu dung
- Nguoi 16n va tré em tir 16 tudi tré 1én: Ding 2 vién/ 14n, khoang cach gitra cdc lidu it nhat 1a
4 git va khong vuot qua 8 vién mdi ngay.
- Tré em tir 12-15 tudi: Dimg 1 vién/ 1dn, khoang céch gifta céc lidu it nhit 12 4 gio,
- Tré em dui 12 tudi: Khong khuyén céo sir dung cho déi tuong nay.
Chéng chi dinh
Man cam véi paracetamol, cafein va bat cir thanh phén nao cua thudc.

Cinh bdo va thin trgng khi ding thude

- Khong sir dung thude qua liu khuyén cdo.

- Viéc sir dung déng thoi véi cc thude khac chira paracetamol c6 thé dén dén qué lidu.

- Cén su dung thén trong trong truong hop bénh nhdn can kiét glutathion. Viéc sir dung
paracetamol & nhitng doi tugng ndy c6 thé din dén nhidm toan chuyén hoa.

- Tranh ding céc san phim chira cafein (14, ca phé..) trong thoi gian ding thudc.

- Paracetamol twong déi khong dde voi lidu didu tri, va khi dimg dudi su chi din cua thay
thudc. Tuy nhién ding qua nhiéu paracetamol la nguyén nhén chinh gy suy gan cép.

- Béc si cdn canh béo bénh nhén vé c4c déu higu ctia phan (g trén da nghiém trong nhur hoi
chimg Steven-Jonhson (SJS), hji chimg hoai tir da nhiém doc (TEN) hay hdi chirng Lyell, hoi
chimg ngoai ban myn ma toan than c¢ép tinh (AGEP).
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- Phan tmg phu nghiém trong trén da mic du ti 1& mac phai la khéng cao nhung nghiém trong,

thdm chi de doa tinh mang bao gdm hoi chimg Steven-Jonhson (SJS), hdi chimg hoai tir da

nhiém ddc: toxic epidermal necrolysis (TEN) hay hdi ching Lyell, hdi chimg ngoai ban mun

mu toan thin cip tinh: acute generalized exanthematous pustulosis (AGEP).

- Triéu chimg cua cac hi chirng néu trén duge mo ta nhu sau:

+ Hai chiing Steven-Jonhson (SJS): 14 dj tmg thudc thé bong nude, bong nude khu tri &

quanh céc héc tu nhién: mat, miii, miéng, tai, bd phén sinh duc va hiiu mén. Ngoai ra ¢6 thé

kém sbt cao, viém phéi, rbi loan chire niing gan than. Chan doén héi chimg Steven-Jonhson

(SJS) khi 6 it nhét 2 hic tw nhién bi tén thuong.

+ Hdi chirng hoai tir da nhiém doc (TEN): la thé dj ung thude niing nhét, gém:

O

Céc ton thwong da dang & da: ban dang sdi, ban dang tinh hémg nhiét, hémg ban hofc
cdc bong nude bing nhing, céc tdn throng nhanh chang lan téa khip ngudi;

Tén thuong niém mac maét: viém giac mac, viém Kkét mac mu, loét giac mac.

Tdn thuong niém mac dudng tiéu hdéa: viém miéng, trgt niém mac mi¢ng, loct héu,
hong thyc quan, da day, rugt.

Tén thwong niém mac dudng sinh dyc, tiét niéu.

Ngoai ra con ¢b cdc fridu chimg toan than trdm trong nhu sbt, xudt huyét duong tiéu

héa, viém phdi, viém ciu than, viém gan... ty & tir vong cao 15-30%.

+ Héi chimg ngoai ban mun m toan thén cép tinh (AGEP): myn mi vo tring nho phat

sinh trén nén hdng ban lan rong. Ton thwong thuéng xudt hién & cac nép gap nhu néch, ben
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va mat, sau d6é co thé lan réng toan than. Tri€éu chimg loan than thudong co la sot, xét

nghiém mau bach cau mui trung tinh ting cao.

- Khi phét hién nhimg d4u hidu phét ban trén da du tién hozc bat ky déu hiu phan Gng qua

mén nao khéc, bénh nhin cin phai ngimg sir dung thude. Ngudi di timg bj cdc phan tmg trén

da nghiém trong do paracetamol géy ra thi khéng duge ding thudc trd lai va khi dén kham

chita bénh can phai théng bdo cho nhan vién y té biét vé van @ nay.

- Phai théan trong khi dung paracetamol cho ngudi suy gan, suy than, ngudi nghién rugu ngudi

suy dinh duing man tinh hoéc bi mét nude.

- Phai ding than trong paracetamol & ngudi thifu méu tir trude, vi chimg xanh tim cd thé
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khéng biéu hién rd, méc du nong dd cao ¢ mic nguy hiém cia methemoglobin trong mau.

- Ubng nhiéu rugu c6 thé gdy ting dde tinh véi gan clia paracetamol, nén han ché uéng rugu.

- Thudc ¢6 chira it hon 1mmol natri (23mg) mdi vién, co nghia la khéng c6 natri.

Sit dung thude cho phu niv ¢6 thai va cho con bi

Thoi ky mang thai
Paracetamol - cafein khong sir dung cho phu nit mang thai vi tang nguy co bé sut ky hoéc say

thai lién quan dén viée sir dung cafein.
Khdng sir dung cho phu nir ¢é thai
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Thoi ky cho con bi

Cafein c6 thé tiét qua duge sira mg, gy tinh trang kich thich & tré b me.

Khéng sir dung cho d6i tugng phy nir cho con bu.

Anh hudng ciia thude 1én khi niing I14i xe, vin hanh mdy mée

Thube khong c6 hodic anh hudng khong déng ké dén kha nang l4i xe va sir dung mdy moc.
Twong tie, twong ky, ena thude

* Tieong tée ctia thudc

Téc @ hiip thu cha paracetamol ¢6 thé tang 1én khi ding chung véi metoclopramid hoge
domperidon. Téc dd hép thu paracetamol gidm khi ding chung voi colestyramin. Tang tic
dung chéng déng ctia wafarin va coumarin khi két hop sir dyng véi paracetamol thudmg
xuyén trong thoi gian dai, cd nguy co gy chay mau. Lidu khong thudmg xuyén anh hudéng
khéng dang ké.

Cafein 6 thé ting toe o thai trir lithium, do d6 khong khuyén céo sir dyng déng thi,

* Twong ky ciia thude: Khong

T#c dyng lkhéng mong mudn ciia thude

Céc tac dyung phy phén loai theo tAn sudt va cdc hé co quan.

Thuémg gip (1/100 < ADRs< 1/10); it gip (1/1000s ADRs<1/100); Hiém gip (1/10000<
ADRs<1/1000); Rt hiém gip (ADRs < 1/10000); Khéng 18 (nhimg tic dung phy chi duge
phat hién trong qua trinh lwu hanh thude, va nhiing tac dung khong e tinh duoc tan suat)
Dit ligu vé tde dung phu dige Idy tir trai nghiém ldm sang trén bénh nhdn khong ré quy mo
qudn thé khdo sat. Theo bdo cdo fir trai nghiém lew hémh thi reong o liéu diéu tri: cde tde
dung phu diege 1igt ké bén duwdi, voi 1én sudt 1& khéng rdé dén rdt hiem

PARACETAMOL
H¢ co quan Tac dung phu
Réi loan méu va hé thdng bach huyét Giadm tiéu cau, mat bach cdu hat
Réi loan hé thong mién dich Phan (ing da nghiém trong
Séc phan vé
Phan tmg qua mén trén da
Ri loan hé hép, 16ng nguc va trung that Co thit phé quan, c6 nhicu kha nang xay ra &
bénh nhin nhay cam vGi aspirin va céc
NSAID khac
R6i loan gan mét R&i loan chire ning gan
CAFEIN

Khi sir dung phdi hop paracetamol - cafein ¢ liéu didu tri, két hop véi liegng cafein trong ché
dp an udng tiing nguy co gdp phdi tic dung phy ctia cafein:

H¢ co quan Téae dung phu

Hé than kinh Chéng mat, dau dau

R&i loan tudn hoan Danh tréng ngue

R&i loan tAm thén Mit ngu, bdn chén, lo Ifmg, cdu kinh
R&i loan tiéu hoa Réi loan tiéu hba

Théng bdo ngay cho bdc sy hodic dirge sy nhitng phan ting 6 hai gap phai khi sic dung thuoc.
Qua4 lidu va cdch xiv tri
PARACETAMOL
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Tén thuong gan 6 thé xay ra & ngudi 16n ding 10 g paracetamol hogc nhiéu hon, O déi
tirgng ¢6 yéu 16 nguy co: Ding 5 g paracetamol c6 thé dn dén tén thuong gan,

Céc véu tb nguy co

Didu tri dai ngay véi carbamazepin, phenobarbiton, phenytoin, primidon, rifamicin hoic
nhimg thude lam tang enzym gan

Thudng xuyén str dung ethanol qué lidu khuyén co.

Can kiét glutathion nhur rdi loan n udng, xo nang, nhidgm HIV, déi, suy mon.

Triéu ching

Triéu chimg qua liéu paracetamol xufit hién trong 24 gidy dhu: xanh xao, budn non, non chan
an, dau bung, tén thwong gan cé thé xdy ra trong vong 12- 48 gidr sau khi nuét phai. Co thé
xay ra bit thuong chuyén hoa glucose, nhidm toan chuyén héa. Trong trudng ngd doc ning
suy gan cd thé tién trién thanh bénh nfio, xuét huyét, ha dudng huyét, phit nio, tir vong. Suy
thén cfip véi hoai tir dng than, goi ¥ boi dau thit lung, dai ra méu, protein nidu co thé phat
trién ngay ca khi khéng ¢ tdn thuong gan niing. R6i loan nhip tim va viém tuy di dwge béo
cdo.

Céch xur Iy

X ly diéu tri ngay 1ap tie trong truémg hop qué liéu paracetamol. Mac du khéng cé cde tridu
chitng dang ké, bénh nhan nén chuyén dén sém nhét dé cé su cham séc y té. Triéu chimg c6
thé gidi han & budn nén, ndn khdng phan anh hét mire do nghiém trong ctia qué lidu hay tén
thwrong cor quan, Phai tuén thu didu tri theo guideline da thiét lap.

Diéu tri véi than hoat nén duoc xem xét néu qua lidu trong vong 1 gid. Néng dd paracetamol
trong huyét twong nén duge do sau 4 gi¢r hofic mudn hon sau khi udng (ndng d6 sém hon
khéng dang tin cdy). Diéu tri véi N-acetyleystein nén ding trong vong 24 giér sau khi udng
paracetamol, tuy nhién hiéu qua bao vé tdi da dat duoc trong vong 8 gid sau khi udng. Hiéu
qua giai dbc gidm manh sau khodng thdi gian nay. Néu cin, bénh nhin nén ding N-
acetylcystein theo dudng tinh mach véi lidu phit hop. Néu khéng cé vAn dé vé& non mira,
methionin phit hop ding thay thé & cac ving xa, khéng c6 bénh vién.

CAFEIN

Triéu chimg

Qué lidu cafein cé thé din dén dau thugng vi, budn nén, loi tiéu, nhip tim nhanh, ri loan nhip
tim, kich thich than kinh trung wong (mét ngu, bdn chdn, phin khich, kich ddng, lo ling, co
gidt).

Cén phai chi y cde ddu chimg lam sang qua lidu cafein trong san phdm nay s& lién quan dén
qué lidu nghiém trong paracetamol,

Cach xur ly

Bénh nhén nén dugc cham séc hd tro chung (vi du b nude, duy tri cde ddu hiéu su sbng).
Viée sir dung than hoat c6 thé c6 gid tri trong vong 1 gidy ké tir khi sir dung, nhung ciing c6 thé
cén nhéc sir dung trong 4 gity). Nhitng téc ddng Ién thin kinh do qua lidu cafein c6 thé duogc
diéu tri bang thude an than tiém tinh mach,

Téng thé

Piéu tri qua lidu yéu cau danh gia néng dd paracetamol huyét twong dé didu tri giai doc, véi
nhitng déu hiéu va triéu chimg qua liéu cafein duge xi ly be:mg diéu tr tridu chimg,

Quy cach dong géi: Hop 5 vi, 10 vi, 15 vi x 12 vién nén, kém t& hudmg dén st dung.
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Piéu kién biao quan: Noi khé thodng, nhlét dd khéng qua 30°C, tranh anh sang.

Han ding: 36 thang ke tir ngay san Xuét.

S 16 san xudt, ngay san xudt va han sir dung xem trén bao bi chinh ctia sin pham.

Tiéu chufin chﬁt lrgng: Tiéu chudn co s,

Nha sin xuit

CONG TY CO PHAN DUQC MEDIPHARCO

Dia chi: s& 8 Nguy&n Truéng T¢, phudng Phude Vinh, thanh phé Hué, tinh Thira Thién Hué
Dig¢n thoai: 19001010 - 0234,3837731 *Fax: 0234.3826077

MEDIPHARCO
Nha phin phm
CONG TY CO PHAN DUQC PHAM TENAMYD
Dia chi: L6 Y01-02A du&ng Tén Thuén, khu c¢ong nghi¢p/khu ché xuat Tan Thugn, phuong

Tén Thudn Péng, Quén 7, Thanh pho Hd Chi Minh
@ ¥ D

TENAMYD PHARMA CORP.
) Health i ﬁ'g»,ww;

Hué, ngay 47 thang 0.2 nam 2025 j
Nguwoi dai dig¢n hyp phdp ciua doanh nghi{:p\i—

TON pOC.
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