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TO HUONG DAN SU DUNG THUOC

Dé xa tam tav cua tré em. TAHERO 500
Doc ky hudng dan str dung truce khi diing. Dung dich uéng
THANH PHAN CONG THUC THUOC:
Moi 10 ml dung dich chita:
Thanh phan hoat cht:
Paracetamol.........ccooeoeiiiiiiiiecee e, 300 mg
Thanh phan td dugc: Propylen glycol, Polyethylen glycol (PEG) 6.000, Glycerin, Levomenthol, Methy| paraben, Propyl paraben,
Natri cyclamat, Natri saccharin. Mau Ponceau 4R, Tinh ddu ddu, Nudc tinh khiét.
DANG BAO CHE: Dung dich uéng c6 mau héng, vi ngot, ¢ mui dau
CHI PINH:
Paracetamol giam dau tir nhe dén vira hodc/va st.
Pau: Bugc dung giam dau tam thoi trong diéu tri chimg dau nhe va vira. Thudc ¢6 hiéu qua nhat la lam gidm dau cudng d6 thdp cé
ngudn gée khéng phai 14 ndi tang. Paracetamol khéng ¢6 tac dung tri thdp khop. Paracetamol la a thude thay thé salicylat (duoc wa
thich & bénh nhan chéng chi dinh hodc khong dung nap salicylat) dé giam dau nhe hodc ha sot.
Sét: Paracetamol thuong duoc ding dé giam thin nhiét ¢ nguoi bénh st do moi nguyén nhan nhung khong lam giam thén nhid ¢
ngudi binh thudng. Tuy véy, lidu phip ha st noi chung khong dic hiéu, khong athu: smg dén tién trinh cua bénh co ban, va co thé
chel ap tinh trang bénh cua ngudi bénh. J o
CACH DUNG, LIEU DUNG:
Cich dung:
Ding duong udng.
Lac k¥ dng thude trude khi dung.
Pha thuoc v&i mot it nude loc khudy déu rdi udng (c6 thé pha cung véi sgaf

n{roc e{rtrea
Tén sudt ding thuse: \\f w3 Y
O tré em. lidu dung nén cich nhau déu dan, ké ca vao ban dém. tdt nhét la 6\@3\@
O ngudi 16n, lidu ding nén cach nhau it nhat 4 gier
Liéu ding:
Tre em:
Lleu paracetamol hang ngay dugc khuyén ding 1a khoang 60 mg/kg/ngay, chia lam 4 hogc 6 lan, khoang 15 mg/kg, cir sau 6 gis
udng | lan hodc 10 mg/kg cir sau 4 gio udng 1 [an.
Doi voi tré cdn ndng tr 27 - 40 kg (Khoang 8 - 13 wdi): udng | dng 10 mi (500 mg) trong méi 6 zie, khong Mrot qua 4 dng mbi nga
Boi voi e cdn nang tr 41 - 50 kg (khoang 12 - 15 wdi): uonv L 6ng 10mi (500 mg). udng lid sau 4 gicr (néu cén *h.cr)
khéng vuret qud 6 ong mdi ngay.
TAHERO 300 mg. ¢6 dung tich 10 ml khé phdn liéu nhé chinh xdc cho tré em cén nang dudi 27 kg
sang dang bao ché khac cua paracetamol thich hop cho tré em. hodc theo huéng din cua bac si.
Nguwoi lon va tre em can ngng = 30 kg (khoang 13 1éi tro lén):
Lidu lugng thong thuong la 1 - 2 6115_{ mdi lidu. udng licu I3p lai sau it nhdt 4 gid. khong nén vuet qué 3g paracetamol mai ngay, hode
6 dng mdi ngay.
Tuy nhién. trong mot sé truomg hop nang, lidu 1di da ¢o thé tang Ién dén 4g mdi ngay, hodc 8 dng mdi ngay. udng litu lap lai sau it
nhat 4 gio
Suy thdn:
Trong trudng hop suy than nang (d0 thanh thai creatinin < [0 ml/phat), khoang cach gitra 2 liéu nén cach nhau it nhit 8 gi. Tong
lidu paracetamol khdng duge vuot qud 3¢ mdi ngay, tirc 12 6 éng.
Liéu khuyén cdo 16i da:
O tré em dudi 40kg: tong lleu paracetamol Khong duge vuot qua 80 mg/kg/ngay.
O tré em tir 41kg dén 50kg: tdng [1eu paracetamol khong duge vugt qua 3¢ mai ngay.
O ngudi 16n va tré em trén 50kg: tong liéu paracetamol khong duge vuot qua 4g mdi ngay.
Cac trudng hop dac biét khae:
Nén ding liéu th("fp nhit cé higu qud, khong qud 60 mg/kg/ngdy (khdng viept qud 3g/ngay), trong cdc trwedng hop sau:
Nguoi lom ¢d can ndng dudi 30 kg.
Suy gan mirc dg nhe dén trung binh.
Nghién ruou nang.
Mat nuée.
Du trit glutathion thap. vi du nhu suy dinh dudng, an kiéng, giam can, nguoi gia trén 75 wéi hodc trén 65 tudi mac nhidu bénh [y,
viém gan virus man tinh, nhiém HIV, xo nang, hoi ching Gilbert.

CHONG CH[ DINH:
Qud man v&i paracetamol hodc bt ky thanh phan nao cua thude.
Suy gan nang.

CANH BAO VA THAN TRONG KHI DUNG THUOC:
Paracetamol tuong d6i khong dgc véi lidu dleu tri va khi ding dudi sy hudng dan ciia thiy thuéc. Tuy nhién, ding qud lidu
paracetamol la nguyén nhén chmh giy suy gan cdp. Ding nhiéu ché phdm chira paracetamol (acctaminophen) dong thdi cé thé dén
dén hdu qua cé hai (nhu qua lidu paracetamol).
Phan img da nghiém trong, ¢6 kha ning gy tir vong bao gdm hoi chimg Steven — Johnson, hoai tir biéu bi nhiém doc (TEN), hdi
chimg ngoai ban mun mu toan thdn (AGEP: Acute generalized exanthematous), hdi chimg Lyell tuy hiém nhung da xay ra voi
paracetamol, thuémg khdng phu thuge vao téc dung cia thude khac. Tuy cac thube giam dau va ha st khdc (nhu NSAID) ¢ thé giy
ra cac phan ing tuong tw, man cam chéo v&i paracetamol khong xay ra. Ngudi bénh cdn phai ngimg diing paracetamol va di kham
thdy thudc ngay khi thay phat ban hofic céc bigu hién khac & da hoac cac biéu hién khac & da hodc cic phan (mg méan cam trong khi
didu tri. Ngudi bénh c6 tién sir ¢6 cdc phan (g nhu vay khong nén diing céc ché phim chira paracetamol.

(dudi 7 tudi), khuvén cao chuvén
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béi khi ¢6 nhimg phan (g da gom ban dét sdn ngira va may day; nhimg phan mg man cam khac gém phu thanh quan, phu mach,
va nhing phan (mg kiéu phan vé ¢6 thé it khi xay ra. Giam tiéu cdu, giam bach cdu va giam toan thé huyét cau da xay ra vgi vige su
dung nhimg ddn chit p — aminophenol, dic biét khi dung keo dai cic li¢u 16m. Giam bach cau trung tinh va ban xudt huyét giam tiéu
cdu d xay ra khi ding paracetamol. Hiém gdp mat bach cdu hat & ngudi bénh ding paracetamol.

Nguoi bi phenylceton — niéu (nghia 14, thiéu hut gen xac dinh tinh trang cua phenylalanin hydroxylase) va ngudi phai han ché luong
phenylalanin dua vao co thé phai dugc canh bdo la mdt s6 ché phim paracetamol chira aspartam, s& chuyén hoa trong da day — rut
thanh phenylalanin sau khi uéng.

Mgt s6 dang thude paracetamol ¢6 trén thi trudng chira sulfit 6 thé gdy phan img kiéu di img, gbm cd phan v¢ va nhimg con hen
¢dy de doa tinh mang hoac it nghiém trong hon & mét s ngudi qua man. Khong biét 1o ty I¢ chung vé qua man véi sulfit trong dén
ching néi chung, nhung chic 14 thap; su qua man nhu vy ¢6 vé thuomg gip & ngudi bénh hen nhidu hon & ‘ngudi khéng hen.

Phai ding paracetamol thén trong & ngudi bénh cé thiéu mdu tir trude, vi chimg xanh tim c6 thé khéng biéu 16 rd, mdc du cé nhimg
ndng dd cao nguy hiém ciia methemoglobin trong mau.

Udng nhiéu ruou ¢o thé gdy tang doc tinh voi gan cua paracetamol: nén tranh hodc han ché udng rugu

Phai than trong khi diing paracetamol cho ngudi bi suy gan, suy than, ngudi nghién ruou, suy dinh dudng man tinh hodc bi mat
nude. Tranh dung lidu cao, dung kéo dai va dung theo dudng tinh mach cho ngudi bi suy gan.

Béc si can canh bao bénh nhdn vé cic ddu hidu cua phan img trén da nghiém trong nhu héi chimg Steven-Jonhson (SJS), hdi chimg
hoai tir da nhiém doc (TEN) hay héi chimg Lyell, h¢i ching ngoai ban mun mu toan than cap tinh G:E J\
Trong thanh phén thuéc c6 chira td duge: j/ 2 e
Methy! paraben. Propy! paraben. Mau ponceau 4R : ¢6 thé gay _phan (mg di ung. / 3
Natri cyclamat, Natri saccharin : chira khoang 22 mg Natri mdi 10 ml (1 ng). Cén (ﬁm
Natri. ’ ‘ A o la
Glyeerin: duge bict 14 c6 hai vdi lieu cao. C6 thé gdy nhirc du, roi loan tiéu hod, tiéu b{m
Propylen glycol: ¢6 thé gdy triéu ching gidng rugu. \_
DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU: X
Phu nit ¢6 thai: DA c6 nhiéu nghién ciru khing dinh tinh an toan cua paracetamol trén ptMt,c
phu nir ¢6 thai khi lgi ich vuot trdi nguy co,

Phu nit cho con bu: Paracetamol duge bai tlet qua sira me. nhung véi mot luong khéng dang ke tv 1& <1%. Vi vy, chi nén s dung
paracetamol cho phu nif cho con bi khi thit can thlet

énh nhan an kiéng

dung paracetamol trén

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

TU

Thude khong anh huong dén kha nang van hanh may moc va lai tau xe

'ONG TAC, TUONG KY CUA THUOC:

Uéng dai ngay liéu cao paracetamol lam tang nhe tac dung chdng déng cua coumarin va ddn chat indar(dion. Tac dung nay co ve it
hodc khéng quan trong vé lam sang. nén paracetamol duge ua dung hon salicylat khi cdn gigm dau pHe hoac ha sét che ngudi ténh
dang diing coumarin hoac ddn chat indandion.

Can phai chd ¥ dén kha nang gy ha sbt nghiém trong & ngudi bénh dung déng thoi phenothi
Udng ruou qua nhiéu va dai ngay co thé lam tang nguy co paracetamol gay djc cho gan.
Thude choncr co gidt [L‘fom phenytoin, barbiturat, carbamazepm) gdy cam img enzym & microsom thé gan, ¢o thé lam tang tinh dc
hai gan cua paracetamol do tang chuyén héa thudc thanh nhimg chat doc hai véi gan. Ngoai ra, dung ddng thoi isoniazid voi
paracetamol ciing c6 thé ddn dén ting nguy co ddc tinh voi gan, nhung chua xac dinh dugc co ché chinh xdc cia twong tic nay.
Nguy co paracetamol gdy ddc tinh ndng gan gia ting déng ké & ngudi bénh udng lidu paracetamol 16n hon lidu khuyén ding trong
khi dang dung thuoe chéng co gidt hoac isoniazid.

Thudmg khong cin giam lidu & ngudi bénh dung ddng thoi lidu didu tri paracetamol va thudc chdng co gidt; tuy vay, ngudi bénh phai
han ché tur ding paracetamol khi dang ding thude chdng co gidt hodc isoniazid.

Cholestyramin lam giam hap thu paracetamol. Vi vav nén udng cholestyramin 1 gi¢r sau khi uéng paracetamol

Metoclopramid va domperidon lam ting kha nang hap thu cua paracetamol. tuy nhién viéc sur dung dong thari khéng cén tranh,
Paracetamol lam tang nong d9 cua chloramphenicol trong huyét tromg.

in va liéu phap ha nhiét.

TAC DUNG KHO\IG MONG MUON CUA THUOC:

Tén sudt xudt hién cac tic dung khong mong muédn cta thude duoc xép theo quy udc sau:

Rit thudng gap (ADR = 1/10), thuong gdp (1/100 < ADR < I/10). it gdp (1/1.000 £ ADR < 1/100). hiém gap (1/10.000 < ADR <
1/1.000), rat hiém (ADR <1/10.000). khéng xéc dinh ( tan sudt khong thé wde tinh duoe tir dit lidu ¢ sdn).

Ban da va nhirng phan img di ing khéc thinh thoang xay ra. Thuémg la ban d6 hodc may day, nhung ddi khi ngng hon va co thé kem
theo sét do thudc va ton thuong niém mac. Ngudi bénh min cam véi salicylat hlem man cam vgi paracetamol va nhimg thude 6
hen quan. Trong mdt sé it trudng hop riéng ¢, paracetamol di gdy giam bach cdu trung tinh, gidm tiéu cdu va giam toan thé huyét
cau.

It gap, 1/1000 <ADR < 1/100

Da : Ban.

Da day — rudt: Budn nén, non.

Huyét hoc: Loan tao mau (giam bach cdu trung tinh, giam toan thé huvét cdu, giam bach cdu), thiéu mdu.

Thén: Bénh than, dc tinh thin khi lam dung dai ngay.

Hiém gdp, ADR < 1/1000

Khac: Phan {mg qui mén.

Thing bdo ngay cho bdc sT hodc dugc si nhitng phan ing c6 hai gap phai khi si dung thudc.

QUA LIEU VA CACH XU TRI :

Qud liéu:

Nhiém déc paracetamol cé 'he do diing mét liéu ddc duy nhat, hodc do udng lap lai lidu Ién paracetamol (vidu 7,5- 10 g méi ngay,
trong 1 -2 ngay), hodc do udng thube d&' ngay. Hoai tir gan phu thude lidu 1 tac dung dbc cép tinh nghiém trong nhit do qua lidu va
¢6 thé gy tir vong. Budn ndn, ndn va dau bung thirdmg xay ra trong vong 2 - 3 gi¢ sau khi udng lzeu ddc cua thude. Methe-rmoglobin
— m4u, dan dén chimg xanh tim da, niém mac va mong tay la mot ddu hi¢u dac trung nhiém ddc cap tinh dan chat p - aminophenol;
mét lugng nho sulthemoglobin cling c6 thé dugc san sinh. Tré em ¢6 khuynh hudng tao methemoglobin d& hon ngudi [ém sau khi

ubng paracetamol.
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Khi bj ng¢ ddc nang, ban ddu co thé co kich thich hé than kinh trung wong, kich dong va mé sang. Tiép theo ¢6 thé 1 (rc ché hé thin
kinh trung wong; simg so, ha than nhiét; mét 1a, thd nhanh, ndng; mach nhanh, yéu._ khong déu; huyét ap thép VA suy tudn hoan. Truv
mach do giam oxy huyét nrong ddi va do tic dung @rc ché trung tam, tic dung nay chi xay ra vai lidu rat [on. Sc c6 thé xay ra néu
gidn mach nhiéu. Con co gidt nghet thd gdy tir vong co thé xdy ra. Thuong hon mé xay ra trude khi chét ddt ngot hode sau vai ngay
hén mé.
Dau hiéu lam sang thuong tén gan tros nén rd rét trong vong 2 dén 4 ngay sau khi udng liéu doc. Amino- transferase huyét tuong tang
(ddi khi tang rit cao) va ndng do bilirubin trong huyét nrong ciing ¢6 thé tang; thém nita, khi thurong ton gan lan réng, thoi gian
prothrombin kéo dai. Co thé 10% ngudi bénh bj ngd dc khong duge didu tri dac hiéu dd co thuong tdn gan nghiém trong; trong sd
d6 10% dén 20% cudi cing chét vi suy gan. Suy than cdp ciing xay ra & mdt sé ngudi bénh. Sinh thiét gan phat hién hoai tir trung
tam tiéu thiy trir ving quanh tinh mach cira. O nhimg truémg hop khéng tir vong, thuong tén gan phuc hdi sau nhiéu tudn hodc nhiéu
thang.
X tri:
Chan dodn sém rat quan trong trong diéu trj qua liéu paracetamol. C6 nhirng phuong phap xac dinh nhanh ndng o thudc trong huyét
tuong. Tuy vdy, khong duoc tri hodn diéu trj trong khi cher két qua xét nghiém néu bénh surgoiy laqua liéu ngng. Khi nmem doc
nang, diéu quan trong la phai diéu tri hd tro tich cuc. Cén rira da day trong moi trirong hop, tét nhit ong vong 4 gidr sau khi ubng.
Li¢u phap giai ddc chinh la ding nhimg hop chat sulfhydryl, c6 I8 tac dong mét phdn do bé sung du trir glutathion & gan. N -
acetylcystein c6 tic dung khi udng hodc tiém tinh mach. Phai cho thudc ngay lap tic néu chua dén 36 gio ké tir khi udng
paracetamol. Piéu tri véi N - acetylcystein ¢ hiéu qua hon khi cho thuéc trong thoi gian durdi 10 gior sau khi udng paracetamol. Khi
cho udng, hoa lodng dung dich N - acetylcystein vdi nude hodc @b udng khong c6 rugu dé dar dung dich 5% va phai udng trong
vong mdt gir sau khi pha. Cho udng N - acetylcystein vai lidu dau tién la 140 mg/kg, sau do cho tiép 17 lidu nira, méi lidu 70 mg/kg
cach nhau 4 gié mét lan. Cham durt didu trj néu xét nghiém paracetamol trong huyét trong cho thiy nguy co déc hai gan thap.
Téc dung khdng mong mudn cia N - acetylcystein gdm ban da (gdm ca mé day. khong véu cdu phai ngimg thudc), budn nén, nén,
tiéu chay va phan tng kiéu phan vé. Néu khong cd N — acetylcystein, ¢o thé dung methionin. Ngoai ra co thé diing than hoat va/hogc
thude tiy mudi, ching cé kha nang lam giam hap thu paracetamol
DAC TINH DUQC LU'C HQC:
Nhom duge ly: Giam dau, ha sot.
Ma ATC: NO2 BEOI )
Paracetamol I3 chat chuvén hoa ¢o hoat tinh cua phenacetin, la thudc giam dau — ha sdt hitu hiéu c6 thé thay/thé aspirin; tuy vay,
khac véi aspirin, paracetamol khdng c6 hidu qua diéu tri viém. V&i lidu ngang nhau tinh theo gam, fyaracetamol ¢6 tac dung giam
dau va ha 50t tuong tu nhu aspirin.
Paracetamol am giam than nhiét & ngudi bénh sét, nhung hiém khi lam giam than nhiét & nguoi bi
ving dudi doi gay ha nhiét, toa nhidt tang do gidn mach va tang luu lugng mau ngoai bién.
Paracetamol, véi liéu diéu tri, it tac dong dén hé tim mach va hé hdp, khong lam thay dbi can bang acid — base, khdng gav kich img,
xu¢e hode chay mau da day nhu khi ding salicylat, vi paracetamol khéng tac dung trén cyclooxygenase toan than, chi tac déng dén
cvclooxygenase/prostaglandin cua hé than kinh trung uong. Paracetamol khdng c6 tac dung trén tiéu cdu hogc thoi gian chay mau,
Khi ding qua liéu paracetamol mot chit chuyén hoa 1a N — acetyl — benzoquinonimin gdy doc ndng cho gan. Lidu binh thuoh%
A

thudng. Thude tac dung lén

paracetamol dung nap tot, khong co nhleu tac dung phy cua aspirin. Tuy vdy. quéa lidu cip tinh (trén 10g) lam thuong ton gan g
chét ngudi va nhitg vu ngd ddc va tr vin bang paracetamol dd tang lén mot cach dang lo ngai trong nhing nam gan ddy. Ngoal
nhiéu ngudi trong dé ¢6 ca thay thude, duong nhu khong biét tac dung chéng viém kém cua paracetamol.

PAC TINH DUQC PONG HOC: 'u
Hap thu: Paracetamol dugc hap thu nhanh chéng va hau nhu hoan toan qua dudmg tiéu hod. Thirc an giau carbon hydrat lam 01@1‘9
1& hdp thu cua paracetamol. Nong d9 dinh trong huyét twong dat trong vong 30 dén 60 phit sau khi udng véi liéu didu tri.

Phin bé: Paracetamol phan bd nhanh va déng déu trong phan lén cac mé cua co thé. Khoang 25% paracetamol trong mau két hop
véi protein huyét tuong.

Thai trie:

Thoi gian ban thai cua paracetamol la 1,25 -3 gi0, ¢6 thé kéo dai voi lieu gdy doc hodc & ngudi bénh co thuong ton gan.

Sau ligu diéu tri, c6 thé tim thdy 90 dén 100% thudc trong nude tidu trong ngay thir nhat, chi véu sau khi lién hop trong gan véi acid
glucuronic (khoang 60%), acid sulfuric (khoang 33%) hodc cystein (khoang 3%); cling phét hign thdy mdt luong nho nhing chit
chuyén héa hydroxyl — héa va khir acetyl. Tré nho it kha nang glucuro lién hop véi thuée hon so voi ngudi lon.

Paracetamol bi N — hydroxyl hda bdi cytochrom P450 dé tao nén N — acetyl — benzoquinonimin, mét chét trung gian ¢6 tinh phan
(rng cao. Chat chuyén hoa nay binh thuong phan ung voi cac nhém sulfhydryl trong glutathion va ahe-véy, bi khur hoat tinh. Tuy
nhién, néu udng liéu cao paracetamol, chat chuyén hoa nay duge tao thanh véi luong du dé lam” can k{et ‘glutathi Jhn cua gan: trong
tinh trang d¢, phan ung cua né v&i nhom sulthydryl cua protein gan tang Ién, c6 thé dan dén hgal ta c'an A

QuY CACH BONG GOI
Ong 10 ml, Hoép 106 ong, hop 20 6 ong vahop 30 0 bng.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAJ\ CHAT LUQNG CUA THUOC :
Pidu kién bido quéan: Noi kho, nhiét dg dudi 30°C, tranh anh sang.
Han ding: 36 thang ké tir ngay san xudt.

Tiéu chuiin chit lwong ciia thude: TCCS.
TEN, PIA CHI CUA CO SO SAN XUAT THUOC :

m;

no Glam‘

*Qje) cycC TRUONC
’ ’TRUONG PHON(
Sén xuat tai.

P; ) CONG TY CO PHAN DUQC PHAM PHUONG DONG

f'?““’:‘_*_—;, Lé 7, Budng 2, KCN Tzn T2o, P.Tan Tao A, Q. Binh Tan, TP.HCM.
5 @ BT: (028) 37540724, (028) 37540725; FAX: (028) 37505807.
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