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TO HUONG DAN SU DUNG THUOC

1. TEN THUOC: EFFE PARA TP
2. CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC:
Dé xa fdm tay tré em
Doc kf hudng dén st dung truée khi ding.
Khong dimg qud licu chi dinh

3. THANH PHAN CONG THU'C THUOC:
Thénh phdn diroe chdt:

Paracetamol.................500 mg
Thémh phén td dicge:
Lactose monohydrat, acid citric, natri hydrocarbonat, povidon K30 (PVPK30), tartrazin,
PEG6000, Huong chanh ddy, Sucralose .......... vita du 01 vién.
4. DANG BAO CHE: Vién sui
Mo ta vién: Vién sui mau vang, vi ngot, hwong chanh ddy, canh va thanh vién lanh lin,
5. CHI PINH:
Paracetamol duge ding rong rdi trong didu trj cac ching dau va sbt tir nhe dén via.
Paut
Paracetamol duge ding gidm dau tam thoi trong diéu tri chimg dau nhe va vira. Thude co higu
qua nhét la lam giam dau cudng do thip ¢6 ngudn goe khong phai ndi tang, Paracetamol khéng
¢o tac dung tri thip khop. Paracetamol 13 thude thay thé salicylat (duoc wa thich & ngudi bénh
chéng chi dinh hozic khdng dung nap salicylate) dé giam dau nhe hoiic ha sbt.
Sét
Paracetamol thuomg duge ding dé giam than nhiét & ngudi bénh sét, khi sbt o thé co hai hoic
khi ha sbt, ngudi bénh s& d& chiu hon. Tuy vy, liéu phap ha sot néi chung Khong dic hiéu,
khong anh huong dén tién trinh ctia bénh co bian va c6 thé che lap tinh trang bénh cia ngudi
bénh.
6. LIEU DUNG VA CACH DUNG:
Ngudi [6n, ngudi gia va thanh nién tir 16 tudi trd 1én:
D61 véi nguoi 16m, ngudi gia va thanh nién (1 16 tudi trd [&n) nang trén S0kg, lidu ubng thuomg
ding 14 1-2 vién/Ian, 1ap lai sau 4-6 gid; tdi da 1a 8vién/ngay (paracetamol 4000mg/24 gio).
D61 véi ngudi 16m, ngudi gia va thanh nidn (tir 16 tudi trdr 1én) va can ning dusi 50kg, lidu ubng
thuong ding 1a 1 vién/ldn. Lidu hiu qua cta Paracetamol khéng duge qua 60mg/ kg thé
trong/24 gidr (tbi da 2g/ngay)
Tré em:
Tré em duéi 12 tudi: Nén sir dung ché phdm khéc voi ham lugng phi hop.
Tré em 12-16 tudi: 1 vién/lan, c6 thé nhéc lai 4-6 git néu cin, ti da 4 vién/ngdy (paracetamol
2000mg/24 gi).
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7. CHONG CHI DINH:

Ngudi bénh nhiéu lin thiéu mau hodc ¢ bénh tim, phdi, thin hoiic gan.
Ngudi bénh qua min véi paracetamol hodc bit ky thanh phan ndo ciia thube.
Nguoi bénh thiéu hyt glucose - 6 - phosphat dehydro-genase.

8. CANH BAO VA THAN TRONG KHI DUNG THUOC:

Phan img phy nghiém trong trén da mic di ti 18 méc phai 1a khéng cao nhung nghiém trong,
thim chi de dpa tinh mang bao gdm hdi chimg Steven-Jonhson (SIS), héi chitng hoai tir da
nhiém dde: toxic epidermal necrolysis (TEN) hay héi chirng Lyell, hoi chimg ngoai ban mun mn
todn thén cdp tinh: acute generalized exanthematous pustulosis (AGEP).

Triéu chirng cia cdc hgi chirg néu trén duge mo tA nhu sau:

- Hoi ching Steven-Jonhson (SJS): 14 dj ing thudc thé bong nudc, bong nude khu tri & quanh
cac hdc tu nhién: mat, mii, miéng, tai, b phén sinh dyc va hdu mdn. Ngoai ra c6 thé kém sbt
cao, viém phi, r6i loan chiic ning gan than. Chin doan hoi ching Steven-Jonhson (SIS) khi cé
it nhét 2 hac tw nhién bi tdn thirong,

- Hoi chimg hoai tir da nhiém déc (TEN): 1a thé dj tng thude ning nhit, gﬁm:

+ Céce ton thuong da dang & da: ban dang séi, ban dang tinh hong nhiét, hong ban hoiic cdc bong

nude bing nhiing, c4c tdn thwong nhanh chéng lan toa khip ngudi;

+ Thn thuong niém mac mit: viém gidc mac, viém két mac mi, loét gise mac,

+ Thn thwong ni€ém mac dudng tiéu héa: viém migng, trot niém mac miéng, loét hau, hong thyc
quan, da day, rudt;

+ Tén thuong niém mac dudng sinh due, tiét niéu.

+Ngodi ra con c6 céc triéu chiing toan than tram trong nhu sbt, xuit huyét dudng tiéu hoa, viém
phéi, viém cu thin, viém gan... ty 1& tir vong cao 15-30%.

- Hoi ching ngoai ban myn ma toan than c4p tinh (AGEP): mun ma vo trung nho phat sinh trén
nén héng ban lan rong. Tén thuong thudmg xudt hién & céc nép gép nhu néich, ben va mit, sau
dd co thé lan rong toan than. Triéu ching toan thin thudng cé la sOt, xét nghiém méu bach ciu
mui trung tinh ting cao.

Khi phét hién nhimg ddu higu phat ban trén da déu tién hosic bit ky ddu hiéu phan ting qua mén
nao khéc, bénh nhan cin phai ngimg sir dung thude. Ngudi da tirng bi cdc phan tGng trén da
nghiém trong do paracetamol gdy ra thi khéng duge ding thude trd lai va khi dén kham chita
bénh cin phai théng bao cho nhin vién y t& biét vé vén dé nay.

Phii than trong khi ding paracetamol cho ngudi bi suy gan, suy thin, ngudi nghién rugu, suy
dinh dudmg man tinh hodc bi mét nude.

Phai ding paracetamol thén trong & ngudi bénh cd thiéu méu tr trude vi xanh tim ¢6 thé khong
biéu 1§ 16, mac di ndng dd cao & mire nguy hiém cia methemoglobin trong mau.

Canh bdo vé thinh ;Jh{?‘n fat duoe:

Thube ¢6 chira tartrazine co thé gdy cac phan tng di tng,.

Thudc nay cé chita 164mg natri trong mdi vién tuong duong 8,2% trong khiu phin natii t6i da
mdi ngdy duge khuyén cdo cho ngudi 16n 1a 2 g.

53 A 3 - - e a ~ » A A . A LA e ~
San phdm thude ndy c¢6 chia lactose. Nhiing bgénh nhin ¢ van dé di truyén hiém gip khéng
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dung nap galactose, céc truémg hop thiéu lactase hodic kém hip thu glucose-galactose khéng nén
ding thude nay.

9, SU DUNG CHO NGUOI MANG THAI VA CHO CON BU:

Chua x4c dinh duge tinh an todn cia paracetamol diing khi thai nghén lién quan @én téc dung
khéng mong mudn c6 thé cd ddi véi phét trién thai, Do dé, chi nén ding paracetamol & ngudi
mang thai khi thit cén.

Nghién ciru & ngudi me ding paracetamol sau khi dé cho con b, khng thiy ¢6 tac dung khong
mong mudn & tré nho b me.

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

Paracetamol khong anh hudng dén kha néing lai xe va van hanh may moc.

11. TUONG TAC, TUONG KY CUA THUOC:

Udng dai ngay lidu cao paracetamol lam ting nhe tic dung chéng ddng ctia coumarin va din
chét indandion. Téc dung nay c6 vé it hoiic khong quan trong vé 1Am sang, nén paracetamol
duge wa ding hon salicylat khi cdn giam dau nhe hodic ha sot cho ngudi bénh dang dimg
coumarin hogc din chit indandion. Cin phai chii ¥ dén kha ning gy ha st nghiém trong &
ngudi bénh diung ddng thosi phenothiazin va liéu phap ha nhiét,

Udng rugu qué nhidu va dai ngdy c6 thé 1am ting nguy co paracetamol gay déc cho gan.

Thude chéng co gidt (gdm phenytoin, barbiturat, carbamazepin) gdy cam img enzym &
microsom thé gan, c6 thé 1am tang tinh d6c hai gan cia paracetamol do tiing chuyén hoa thude
thanh nhiing chit doc hai voi gan.

Ngoai ra, diing ddng thdi isoniazid véi paracetamol ciing c6 thé din dén ting nguy co doc tinh
v6i gan, nhung chua xéce dinh duge co ché chinh xdc cia trong téc nay.

Nguy co paracetamol gy doc tinh gan gia ting d4ng ké & ngudi bénh udng lidu paracetamol 16n
hon liéu khuyén dung trong khi dang dung thude chéng co gidt hoidc isoniazid. Thudmg khong
cn giam lidu & ngudi bénh ding ddng thoi lidu didu tri paracetamol va thude chdng co giat; tuy
viy, ngudi bénh phai han ché ty ding paracetamol khi dang ding thube chdng co gidt hodc
isoniazid.

Probencecid cd thé lam giam dao thai paracetamol va lam tang thoi gian nira ddi trong huyét
tuong clia paracetamol.

[soniazid va cac thude chdng lao lam tang ddc tinh ciia paracetamol ddi voi gan.

12. TAC DUNG KHONG MONG MUON (ADR):

Ban da va nhitng phan tmg dj img khdc thinh thoang xay ra. Thudng la ban do hodc may day,
nhung doi khi ning hon va cd thé kém theo sét do thudc va thuong tdn niém mac.Qua lidu
paracetamol ¢6 thé din dén gdy tén thuong gan ning va ddi khi hoai ttr éng thén cfip' Ngudi
bénh mén cam véi salicylat hiém man cam v6i paracetamol va nhitng thudc ¢6 lién quan. Trong
mot s6 it trudng hop riéng 18, paracetamol da gdy giam bach cdu trung tinh, giam tiu cau va
gidm toan thé huyét céu.

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

Da: Ban.

Da day - rugt: Budn nén, non.

Huyét hoc: Loan tao méu (giam bach cdu trung tinh, giam toan thé huyét cdu, giam bach céu],
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thiéu mau.

Thén: Bénh thén, doc tinh thén khi lam dyng dai ngay.

Hiém gap, ADR < 1/1000

Khéc: Phan tmg qud mén.

Hieéng ddn cdach xie tri ADR

Néu xay ra nhiing tdc dung khéng mong muén nghiém trong, ngimg diing paracetamol, Vé diéu
tri, xin doc phin: "Qua lidu va x{ tri".

Théng bie cho bidc st nhitng téc dung khéng mong muén giip phdi khi siv dung thuéc

13. QUA LIEU VA CACH XU TRI:

Biéu hién

Nhiém dfc paracetamol c6 thé do ding mot lidu doc duy nhat, hodic do uéng lip lai lidu 16n
paracetamol (vi dy, 7,5 - 10 g mdi ngay, trong 1 - 2 ngay), hoic do udng thude dai ngay. Hoai th
gan phu thuje lidu la tac dung doc ¢dp tinh nghiém trong nhét do qué liéu va co thé gy tir vong.
Budn ndn, nén va dau bung thuding xéy ra trong vong 2-3 gior sau khi ubng lidu doc ciia thube.
Methemoglobin- mau, din dén chimg xanh tim da, niém mac va méng tay 13 mot ddu hidu dic
trung nhiém dje cdp tinh din chit p - aminophenol; mt lwgng nho sulfhemoglobin cling co thé
duge san sinh. Tré em c6 khuynh hudng tao methemoglobin d& hon ngudi 16n sau khi ubng
paracetamol. Khi bi ngd ddc ning, ban ddu ¢ thé ¢6 kich thich hé thin kinh trung wong, kich
ddng, va mé sang. Tiép theo ¢ thé 1a (e ché hé thin kinh trung wong; siing so, ha thin nhiét;
mét la; thé nhanh, néng; mach nhanh, yéu, khéng déu; huyét ap théip; va suy tudn hodn. Truy
mach do giam oxy huyét tuong di va do tac dung trc ché trung tam, tdc dung nay chi xay ra véi
liéu rat 16n. Sde ¢6 thé xay ra néu gian mach nhidu. Con co gidit nget thér ghy tir vong 6 thé xay
ra. Thudng hén mé xay ra trude khi chét dot ngdt hoic sau vai ngay hén mé. Ddu hiéu 1am sang
thuong tén gan tré nén 1o rét trong vong 2 dén 4 ngay sau khi uf)ng, liéu ddc. Aminotransferase
huyét twong tang (déi khi ting rt cao) va ndng d bilirubin trong huyét twong cling c6 thé tang;
thém nita, khi thuong ton gan lan rdng, thoi gian prothrombin kéo dai. C6 thé 10% ngudi bénh
bi ngd doe khong duge didu ti dic hidu d c6 thuong tén gan nghiém trong; trong sé dé 10%
dén 20% cudi ciing chét vi suy gan. Suy than cép ciing xdy ra & mot sb nguoi bénh. Sinh thiét
gan phét hién hoai tir trung tdm tidu thiyy trir vimg quanh tinh mach ctra. G nhiing trudmg hop
khong tir vong, thuong tén gan phuc hdi sau nhiéu tudn hotic nhiéu thang.

XN tri

Chén doan sém rit quan trong trong didu trj qua lidu paracetamol. Co nhitng phwong phép xdc
dinh nhanh ndng d thude trong huyét twong. Tuy vly, khéng dugce tri hofin didu tri trong khi
chd' ket qua xét nghigm néu bénh sir goi ¥ 14 qué lidu ning. Khi nhidm doc ning, didu quan trong
l4 phai diéu trj hd tro tich cyc. Cén riva da day trong moi trudmg hop, t6t nhét trong vong 4 gidy
sau khi uéng. Liéu phap giai déc chinh la ding nhiing hop chét sulfhydryl, ¢6 18 tac dong mét
phén do bd sung du trit glutathion & gan. N-acetylcystein co tdc dyng khi udng hodc tiém tinh
mach. Phai cho thude ngay lap tirc néu chua dén 36 gidr ké tir khi ubng paracetamol. Didu tri véi
N - acetylcystein ¢6 hidu qua hon khi cho thube trong thdi gian duéi 10 gio sau khi ubng
paracetamol. Khi cho udng, hoa lodng dung dich N - acetylcystein v6i nu6e hoic b ubng khong
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c6 rwou dé dat dung dich 5% va phai ubng trong vong 1 gid sau khi pha. Cho udng N -
acetyleystein véi lidu dau tién 13 140 mg/kg, sau d6 cho tiép 17 lidu nita, mi lidu 70 mg/kg céch
nhau 4 gio mot lan. Chim dit diéu trj néu xét nghiém paracetamol trong huyét tuong cho thiy
nguy co dde hai gan thép. Téc dyng khdng mong mudn cia N - acetylcystein gdbm ban da (gdm
cd may day, khong yéu cdu phai ngimg thue), budn nén, non, fa chdy, va phan ting kiéu phén
vé. Néu khong co N - acetylcyslein, ¢6 thé diing methionin, Ngodi ra ¢6 thé ding than hoat

14. DUQC LUC HOC:

Nhém dwge Iy : Giam dau, ha sit.

Ma ATC: NO2BEOI

Paracetamol (acetaminophen hay N - acetyl - p - aminophenol) 14 chét chuyén hoa cé hoat tinh
clia phenacetin, 13 thude giam dau - ha sdt hiru higu cé thé thay thé aspirin; tuy viy, khdc voi
aspirin, paracetamol khoéng c6 hiéu qua diéu tj viém. Véi lidu ngang nhau tinh theo gam,
paracetamol ¢é tdc dung giam dau va ha sbt tuong tu nhu aspirin. Paracetamol lam giam than
nhiét & ngudi bénh sbt, nhumg hiém khi lam giam thin nhiét & ngudi binh thudmg. Thude tac
dong lén viing dudi ddi gy ha nhiét, toa nhi¢t ting do gidn mach va ting lvu lugng méu ngoai
bién. Paracetamol, vai liéu didu tri, it tac déng dén hé tim mach va ho hép, khong 1am thay déi

virhofic thude tiy mudi, ching c6 kha ning lam giam hdp thu paracetamol,

can bing acid - base, khéng gdy kich tmg hodc chdy mdu da day nhw khi dung salicylat,

paracetamol  khong tdc dung trén cyclooxygenase todn thin, chi tic dong dén

cyclooxygenase/prostaglandin ctia hé thin kinh trung wong. Paracetamol khéng c6 tac dung trén

tiéu cdu hodic thoi gian chay méu. Khi ding qua lidu paracetamol mdt chét chuyén héa la N -
| acetyl -benzoquinonimin géy ddc ning cho gan. Liéu binh thudmg, paracetamol dung nap tét,
| khdng co nhiéu tic dung phu cia aspitin. Tuy vdy, qué lidu cép tinh (trén 10 g) lam thuong tn

gan gy chét ngudi, va nhiing vu ngd dde va ty vin bing paracetamol @6 téng 1én mot cich déng
| lo ngai trong nhiing nim gan day. Ngoai ra, nhiéu ngudi trong d6 ¢6 ca thiy thude, dudng nhu

khong biét tac dung chéng viém kém cua paracetamol.

15. DUQC BPONG HOC:

Heip thu

Paracetamol duoc hip thu nhanh chong va hau nhur hoan todn qua dudng tiéu hoa, Thire in gidu

carbon hydrat lam gidm ty 18 hap thu cua paracetamol. Nong db dinh trong huyét tuong dat

trong vong 30 dén 60 phit sau khi udng véi lidu diéu trj.

Phiin bé:

Paracetamol phén bd nhanh va ddng déu trong phin 16n cdc md cua co thé. Khoang 25%

paracetamol trong mau két hop véi protein huyét tuong.

Chuyrfn hoa sinh hoc:

Paracetamol chuyén hoa & cytocrom P450 & gan tao N-acetyl benzoquinonimin (NAPQ) 1 chét

trung gian, chdt ndy tiép tuc lién hop voi nhom sulfydryl cia glutathione d& tao thanh chét

khong hoat tinh. Tuy nhién néu udng lidu cao paracetamol, chit chuyén hoa nay dugc tao thanh

vl lugng di @€ lam can kiét glutathion cia gan; trong tinh trang d6, chit NAPQ khéng duge

lién hop véi glutathion gdy dde cho t& bao gan, din dén viém va c6 thé din téi hoai tir t& bao

gan.
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Thati trie:
Nira doi huyét tuong ctia paracetamol 13 1,25 - 3 gidy, c6 thé kéo dai vai lidu gy d@c hodc &
ngudi bénh co thuong ton gan. Sau lidu didu tri, ¢d thé tim thay 90 dén 100% thude trong nuodc
tiéu trong ngay tht nhat, chi yéu sau khi lién hop trong gan véi acid glucuronic (khoang 60%),
acid sulfuric (khoang 35%) hod#ic cystein (khodng 3%); ciing phét hién thdy mot lwgng nho
nhitng chét chuyén hoa hydroxyl - hod va khir acetyl. Tré nho it kha ning glucuro lién hop véi
thude hon so v&i ngudi 1ém. Paracetamol bi N - hydroxyl héa bdi cytochrom P450 dé tao nén N -
acetyl - benzoquinonimin, mdt chit trung pian ¢6 tinh phén tmg cao. Chét chuyén hoa nay binh
thuong phan img véi cde nhém sulfhydryl trong glutathion va nhu vay bj khit hoat tinh. Tuy
nhién, néu uéng liéu cao paracetamol, chét chuyén héa nay duge tao thanh véi luong di dé lam
can ki¢t glutathion cia gan; trong tinh trang do, phin Gng cta né voi nhom sulfhydryl cia
protein gan tang Ién, c6 thé dén dén hoai ti gan.
16. QUY CACH PONG GOI:

Hop 2 vi, 3 vi, 4 vi, 5 vi, 10 vi x 4 vién (vi nhdm x¢), kém don hudng din sir dung thude.
17. PIEU KIEN BAO QUAN, HAN DUNG, TIRU CHUAN CHAT LUQNG CUA
THUOC:
Bicu ki¢n bio quén: Noi khé mét, tranh anh sang, nhiét @ dudi 30°C,
Tidu chuin dp dung: TCCS,
Han diing: 36 thang ké tir ngay san xudt,
18. TEN, BIA CHI CO SO SAN XUAT:
Sin xuit trén diy chuyén dat tiéu chuin GMP-WIHO tai :
CONG TY CO PHAN DUQC PHAM THANH PHAT
Dia chi: L6 CN1-6, Khu cong nghiép Phi Nghia, x4 Phit Nghia, huyén Chuong My, TP.Ha Noi.
Dién thoai: 0243.200.9142

E-mail: thanhphatpharm{@gmail.com
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