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To hwéng dan st dyng thuoc

Rx Thube nay chi diing theo don thube

MECENOL EXTRA

Vién nén
Thuoe nay chi ding theo don thuoc
Pé xa tim tay tré em.

Doc ki hwong din sir dung trwée khi ding.

THANH PHAN
- Thanh ]}h?ln dugce chat: Paracetamol 500 mg, methocarbamol 400 mg
- Thanh phan ti dwge: Natri lauryl sulfat, crospovidon, tinh bot ngo, povidon K30, magnesi

stearatl.

DANG BAO CHE, MO TA SAN PHAM
Vién nén.

Vién nén hinh caplet, mau trang, hai mat 16, mot mat ¢ khic vach ngang, canh va thanh vién lanh

1an. Vach ngang gitp chia nho vién cho dé uong, khong nham muc dich chia lieu.

CHI BINH
Chi dinh giam dau tam thoi cho céc tri¢u chimg dau do co that co nhu dau lung, cing co ¢ ¢, cang

co va bong gén.

LIEU DUNG, CACH DUNG

Liéu diing

Newoi I6n va tré em trén 12 tudi:

Dung 2 vién mdi 6 gio.

Khéng ding qua 8 vién trong 24 gio.

Chi dung thude khi c6 chi dinh cta béc sf.

Ngtrng st dung thude va hoi bac si néu cac triéu chirng tré nén tram trong hon hogc con dau kéo dai
trén 5 ngay.

Cach dang

Dung duong uong, ¢6 thé bé vién & vach ngang cho dé uong.

CHONG CHI DPINH

- Ch&lg chi dinh & bénh nhan qua mAn v6i ba: ky thanh phén nao cta thude.
—  Suy gan nang.

— Trang thai hon mé hoac tién hén mé.

—  ROI loan hé than kinh trung vong.

Ton thuong ndo da biét.
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— Bénh nhuoc co.

—  Tién str co giat hodc dong kinh.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Viée sir dung dong thoi phiéu thude cé chira paracetamol (acetaminophen) c6 thé dan dén ngo doc.

Bénh nhén can duge canh bao vé nguy congd doc khi ding dong thoi nhiéu thude chira paracetamol.

Cac biéu hién ngd doc do paracetamol cé thé xay ra sau khi dung qua licu mot lan hodc do tich Iy

thude sau khi st dung lap lai cac liéu cao.

Viée sir dung & bénh nhén thuong xuyén ubng rugu (> 3 ly/ngay) co thé gy ton thuong gan. Nguoi

nghién ruou man tinh khéng duoc dung qua 2 g paracetamol moi ngay (tuong duong t6i da 4

vién/ngay). Khong dugce sir dung rugu trong thoi gian diéu tri bang paracetamol.

Céc triéu chimg ton thuong gan bao gom: Vang da hodc mét vang, nude tiéu sim mau, d6 mo hoi,

budn non, ndon mua, dau da day, mét méi bat thudmg, chan an.

Paracetamol ¢6 thé gdy phan tmg da nghiém trong. Ngung sir dung va lién hé bac si hodc duoc st

ngay 1ap tirc néu xuat hién do tay da, mun nu6e hode phat ban.

Béc <7 cin canh bdo bénh nhan vé cac diu hiéu cua phéan tmg trén da nghiém trong nhu hoi ching

Steven-Jonhson (SJS), hoi chimg hoai tir da nhiém doc (TEN) hay hoi chimg Lyell, hoi chung ngoai

ban mun mu toan than cép tinh (AGEP).

Phan ‘mg phu nghiém trong trén da méc du ti 1 mac phai la khong cao nhung nghiém trong, tham

chi de doa tinh mang bao g&"}m hoi chimg Steven-Jonhson (SIS), hoi chimg hoai tir da nhiém doc:

toxic epidermal necrolysis (TEN) hay hgi chung Lyell, hoi chimg ngoai ban mun mu toan than cép
tinh: acute generalized exanthematous pustulosis (AGEP).

Triéu chimg cta céc hdi chung néu trén duge mo ta nhur sau:

- Hoi chimg Steven-Jonhson (SJS): 1a di img thude thé bong nude, bong nude khu tri & quanh cac
héc ty nhién: mét, mii, miéng, tai, bd phén sinh duc va hau mon. Ngoai ra ¢6 thé kém sot cao,
viém phéi, roi loan chirc nang gan thén. Chan doén hoi ching Steven-Jonhson (SJS) khi ¢6 it
nhét 2 hoc tu nhién bi ton thuong.

- Hdi ching hoai tir da nhiém doc (TEN): la thé di (mg thude ning nhét, gom:

+ Céc ton thuong da dang & da: ban dang soi, ban dang tinh hong nhiét, hdng ban hodc céc
bong nude bung nhung, cac ton thuong nhanh chong lan toa khap ngudi;

+ Tbn thuong niém mac mat: viém giac mac, viém két mac mu, loét gidc mac.

+ Tbén thuong niém mac duong tiéu héa: viém miéng, trot niém mac miéng, loét héu, hong
thuc quan, da day, rudt;
Ton thuong niém mac duong sinh duc, tiét niéu.

+ Ngoai ra con ¢6 cac triéu chimg toan thin tram trong nhu s6t, xuat huyét duong tiéu hoa,
viém phéi, viém cau than, viém gan... ty € tir vong cao 15-30%.

- HOi ching ngoai ban mun mu toan than cép tinh (AGEP): mun mu vé tring nho phat sinh trén
nén héng ban lan rong. Ton thuong thuong xuat hién ¢ cac nép gép nhu nich, ben va mat, sau
dé c6 thé lan rong toan than. Triéu chimg toan than thudng co 1a sOt, xét nghiém man bach cau
mui trung tinh tang cao.
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Khi phét hién nhitng dAu hiéu phit ban trén da déu tién hodc bat ky ddu hiéu phéan (mg qui mén nao
khéc, bénh nhan can phai ngimg str dung thude. Nguoi da timg bi cac phan img trén da nghiém trong
do paracetamol gay ra thi khong duge dang thude trd lai va khi dén kham chita bénh can phai thong
bdo cho nhan vién y té biét vé van dé nay.

Khong st dung thude véi bat ky thuée nao khac c6 chia paracetamol (acetaminophen) hodc
methocarbamol hodc di (img vdi paracetamol. Néu khong chic rang thu6e dang str dung c6 chira
paracetamol hay khong hdy hoi y kién béc si hodc dugc sf.

Hoi v kién béc si hodc duoc si néu: bénh nhin mic bénh gan hodc bénh than; dang ding wafarin,
thube didu tri tram cam, thude an than hodc bat ly loai thube nao khac; phy nit mang thai hodc cho
con bu.

Thude nay can duoc s dung thdn trong & bénh nhan thiéu hut enzym glucose-6-phosphat
dehydrogenase, thiéu méu, hodc méc cac bénh ly tim hodc ph6i va nén tranh diéu tri kéo dai.

Can than trong khi st dung cho bénh nhéan hen phé quan c6 phan Ung nhay cam véi acid
acetylsalicylic, vi dd co bao cao vé trudng hop co that phé quin nhe sau khi ding paracetamol &
nhém bénh nhan nay. Mac du hién tugng nay chi duge ghi nhan 6 mot s6 it bénh nhéan, nhung phan
(mg nghiém trong co thé xay ra, ddc biét 1a sau khi ding liéu cao.

Di ¢6 béo cdo vé cdc trudng hop nhiém toan chuyén héa khodng trong anion cao (HAGMA — High
Anion Gap Metabolic Acidosis) do nhiém toan pyroglutamic ¢ nhirng bénh nhén mac bénh 1y ning
nhu suy than nang, nhiém trang mau hodc ¢ nhimg bénh nhan suy dinh dudng hodc thiéu hut
glutathion (vi du: nghién rugu man tinh) duge diéu tri bang paracetamol & liéu diéu tri trong thoi
gian kéo dai hodc sir dung phéi hgp paracetamol va flucloxacillin.

Trong truomg hop nghi ngd HAGMA do nhiém toan pyroglutamic, can ngung ngay paracetamol va
theo di sat tinh trang bénh nhan. Viéc dinh lugng 5-oxoproline trong nude tiéu c6 thé hiru ich trong
chan doan nguyén nhan nhiém toan pyroglutamic ¢ nhiing bénh nhan c6 nhiéu yéu t6 nguy co.

Doi fiong dic biét

Suy chirc ndng than va suy gan

Thube phai duge st dung thin trong & bénh nhin c6 r6i loan chiic nang than hodc gan.
O bénh nhén suy gan hoic suy than, methocarbamol can duoc dung than trong va nén tranh diéu tr
kéo dai.

Bénh nhén suy chie nang than nén hoi y kién bac st hodc duge st trude khi ding thudc nay, vi ¢6
thé can diéu chinh lidu dung.

Trong truong hop suy than ndng, viée stir dung paracetamol thinh thoang la chap nhin duoc, tuy
nhién viée dung liéu cao kéo dai co thé lam tang nguy co xuat hién cic tac dung khéng mong mu6n
trén gan va than.

Can than trong khi dung paracetamol & bénh nhin suy gan nhe dén trung binh (bao gdm hoi chimg
Gilbert), suy gan nang (diém Child-Pugh > 9), viém gan cp, thiéu hut glutathion, mit nude, suy
dinh dudng man tinh va tién sir lam dung ruou, cing nhu khi dang diéu tri dong thoi voi cac thude
cam ng enzym gan.

Anh hwong dén cac xét nghiém chan dodan
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Paracetamol c6 thé anh huong dén két qua cdc xé: nghiém phén tich acid uric va glucose trong nudéc
tiéu.

Methocarbamol ¢6 thé lam thay d6i mau séic trong mot s6 mau xét nghiém sang loc, nhu trong dinh
luong acid 5-hydroxyindolacetic (5-HIAA) khi s dung thude thir nitrosonaphthol va trong cac xét
nghiém sang loc acid vanillylmandelic (VMA) theo phuong phap Gitlow.

Ngoai ra, da co bao cao ¢ mot s6 bénh nhan rang mau nuée tiéu c6 thé chuy&a mau nau, den, xanh
duong hodc xanh 14 cdy trong qud trinh bao quan.

Ta dwoe

San pham nay c6 chira dudi 1 mmol (23 mg) natri trong mdi vién, vé co ban duge xem nhu “khong

chira natri”.

S{ DUNG THUOC CHO PHU NU' €O THAI VA CHO CON BU

Phu nir ¢o thai

Paracetamol c¢6 kha nang vuot qua hang rao nhau thai.

Hién chua cé nghién ciru nao vé doc tinh sinh san cta methocarbamol trén dong vat. Khong 1o
methocarbamol cé gay hai cho thai nhi hogc anh huong dén kha nang sinh san khi sir dung cho phu
nit mang thai hay khong. Tinh an toan ciia methocarbamol lién quan dén cac tac dung khong mong
mudn tiém An trén sy phét trién cta thai nhi van chua duge xac 1dp. Da co6 mot 50 béo cdo riéng 1é
vé di tat bam sinh va bat thuong & thai nhi sau khi tiép xuc vai methocarbamol trong tir cung.
Khong khuyén cdo sir dung methocarbamol cho phu nit mang thai hodc phu nit ¢6 y dinh mang thai,
dic biét 1a trong giai doan dau thai ky, trir khi bac si cho rang loi ich tiém nang vuot troi so vai nguy
co ¢6 thé xdy ra.

Cho con b1

Methocarbamol va/hodc cdc chat chuyén hoa cia né duoe bai tiét vao sira & dong vat (cho). Tuy
nhién, chua 16 liéu methocarbamol hodc céc chét chuyén héa cua n6 c6 duge bai tiét vao sita me &
nguoi hay khong.

Paracetamol duoc bai tiét vao sita me & ngudi, nhung vai luong khong c6 y nglhia lam sang. Do do,
can than trong khi dung thuée & phu nit dang cho con bu.

Kh# néing sinh sin

Céc nghién ciru tién 1am sang & dong vét v6i viée st dung paracetamol licu cao trong thoi gian dai
cho thay c6 hién tugng teo tinh hoan va frc ché sinh tinh, tuy nhién, mac do lién quan dén nguoi van
chua duge xac dinh. Hién khong co6 dir ligu {ién 1am sang nao vé tac dong cua methocarbamol dén

kha nang sinh san.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Mecenol extra ¢6 thé gy budn ngti, chéng mit, budn nén hoiac choang véang. Do d6, bénh nhéan
khong nén ldi xe hogc vn hanh may moc trir khi ho chéc chén rang kha nang nhan thérc khong bi

suy giam, dac biét khi thuoe duge dung dong tho vGi cac loai thuoe khéc cling ¢6 the gay buon ngu.

Trang 4/13



https://trungtamthuoc.com/

To hwéng dian siv dung thuoe

TUONG TAC, TUONG KY CUA THUOC

Twong tie thude

Methocarbamol

Methocarbamol ¢6 thé 1am tang tac dung clia cae chat e ché hé than kinh trung wong khac bao gdbm
ruou, thude an than barbiturat, thudc gay mé va thube e ché su them an. Methocarbamol ¢6 thé
ting cuong tac dung khang cholinergic cia céac thude nhur atropin va mot s6 loai thude hudng than.
Methocarbamol c6 thé tre ché tac dung ctia pyridostigmin bromid. Do d6, nén si dung than trong
methocarbamol cho ngudi bénh nhuge co dang dung thude khang cholinesterase.

Methocarbamol ¢6 thé khién nuéc tiéu ctia mot sé bénh nhin ¢6 mau nau, mau den hodc xanh va
gdy duong tinh gia trong mot sb xét nghiém sang loe véi acid S-hydroxy indol acetic (5- -HIAA) bing
thude tha nitrosoaphthol va trong cac xét nghiém sang loc acid vanillylmandelic trong nucc tiéu
(VMA) bang phuong phép Gitlow.

Paracetamol

Paracetamol duge chuyén héa & gan, va cac chit chuyén héa cé doe tinh trén gan c6 thé tuong tac
véi cac thude str dung cing con dudng chuyén hba.

Can than trong khi phdi hgp véi cée thude gdy cam (ng enzym gan P4502E1 (nhém barbiturat,
isoniazid, thude uéng chéng déng mau, zidovudin, amoxicilin + acid clavulanic, carbamazepin va
ruou): vi cde thube nay gdy cam tmg enzym gan, lam tang chuyén hoa cia paracetamol thanh chét
chuyén héa NAPQI, tang doc tinh cho té bao gan.

Thube ubng chéng déng méu (acenocoumarol, wafarin): Vige sir dung kéo dai paracetamol voi lidu
trén 2 g/ngay dbng thoi véi cac thude nay c6 thé lam tang téc dung chong déng, co thé do giam cac
yeu t6 dong man phu thude vitamin K thong qua te ché cdc enzym tham gia vao qué trinh tongb hop
tai gan. Tuong tac gitta paracetamol va thude chéng dong duong udng c6 thé lam tang tic dung
chéng dong va do d6 1am tang nguy co xuét huyét. Do ¢6 vé it y nghia lam sang & liéu dudi 2 g/ngay,
paracetamol ¢6 thé duoc xem xét nhu mét lya chon thay thé cho thube giam dau loai salicylat & bénh
nhan dang diéu tri bang thude chong dong. Tuy nhién, can theo dai chi s6 INR thuong xuyén &
nhitng bénh nhan nay.

Céan phai chi y dén kha nang gy ha than nhiét nghiém trgng ¢ nguoi bénh dung dong thoi
phenothiazin va liéu phap ha nhiét (nhw paracetamol).

Probenecid: c6 thé lam giam thanh thai paracetamol gin 2 lan do ché qua trinh lién hop
paracetamol voi acid glucuronic. Vi vay, cAn cAn nhéc giam liéu paracetamol khi phéi hop cling vi
probenecid.

Ubng rugu qué nhiéu va dai ngay c6 thé lam tédng nguy co gy doc cho gan cua paracetamol.
Thube chéng co giat (Phenytoin, Phenobarbital, Methylphenobarbital, Primidon): Lam giam sinh
kh& dung cta paracetamol va tang doc tinh trén gan trong truong hop qua lidu do cam ung chuyén
hoa tai gan.

Isoniazid: Giam do thanh thai cua paracetamol, lam tang tac dung va/hodc doc tinh cua thude do tre
ché chuyén hoa & gan. Nguy co paracetamol gy doc tinh gan gia tang dang ké & ngudi bénh udng
liéu paracetamol 16n hon liéu khuyén dung trong khi dang diing thude chdng co giat hoiic isoniazid.
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Thutng khong can giam liéu & nguoi bénh dung ddng thoi lidu diéu tri paracetamol va thube chbng
co git; tuy vay, nguoi bénh phai han ché tur dung paracetamol khi dang dung thube chdng co giat
ho#ic isoniazid. Isoniazid va cac thu6e chong lao lam téng dge tinh cia paracetamol do6i véi gan.
Thube khang cholinergic (Glycopyrronium, Propanthelin): Lam chém qua trinh lam rong da day,
dén dén giam hap thu paracetamol, 6 thé 1am giam hiéu qua diéu tri.

Thude loi tiéu quai: Hiéu qua loi tiéu c6 thé bi giam do paracetamol ¢6 kha nang lam giam bai tiét
prostagladin tai than va hoat tinh renin trong huyét tuong.

[Lamotrigin: Sinh kha dung cta lamotrigin c6 th giam, lam giam hiéu qua cia thude do kha nang
cam (mg chuyén hoa tai gan.

Metoclopramid va domperidon: Cac thude nay lam tang hip thu paracetamol & rudt non thong qua
tac dong dén qua trinh lam rdng da day, dan dén khoi phat tac dung sém hon.

Propranolol: Lam tang nong do paracetamol trong huyét tuong do co thé \rc ché chuyén héa tai gan.
Rifampicin: Lam tang do thanh thai paracetamol va san sinh cac chét chuyén hoa doc gan do cam
ung ch uyén hoa tai gan.

Nhuya trao doi ion (Colestyramin): Lam giam hap thu paracetamol do lién két vai paracetamol tai
rudt, co thé lam giam tac dung.

Cloramphenicol: Tang doc tinh ctia cloramphenicol do co thé e ché chuyén hoa tai gan.
Zidovudin (AZT): St dung dong thoi voi paracetamol lam tang nguy co giam bach cau trung tinh.
Do d6, chi nén dung paracetamol cing véi AZT khi ¢6 chi dinh cua bac si.

Flucloxacillin: Cin than trong khi sir dung dong thoi paracetamol vai flucloxacillin, do vi¢e dung
dong thoi hai thudc nay cé lién quan dén nguy co xdy ra tinh trang nhiém toan chuyén héa khodng
1‘1‘611g anion cao (HAGMA) do nhiém toan pyroglutamic, dac biét & nhiing bénh nhan ¢6 cac yéu to
nguy co.

Twong ky

Do khéng ¢6 nghién ctru vé tinh twong ky, cua thudce, khong trgn lan thude nay voi cac thuoe khac.

TAC DUNG KHONG MONG MUON CUA THUOC

Chua c¢6 ghi nhén trong y van vé cdc tac dung khong mong mudn nghiém trong khi sir dung phéi
hop paracetamol va methocarbamol trong cdc nghién ctu lam sang.

Tac dung khéng mong muén duge bdo cdo thuong gap nhat sau khi sir dung methocarbamol 1a dau
dau.

Pbi véi paracetamol, cée tac dung khéng mong mudn thuong gap nhét duoc ghi nhan bao gﬁ"&m doc
tinh trén gan, ddc tinh trén théan, cac bénh ly vé mau, ha dudng huyét va viém da di irng.

Khi str dung san pham nay ¢6 thé gap triéu chimg budn ngii, chéng mit, budn nén hode choang vang.
Nhitng téc dung khong mong mudn duoc phan nhém theo tAn suét: rat thuong gap (ADR > 1/10),
thuomg gap (1/100 < ADR < 1/10), it gip (1/1.000 < ADR < 1/100), hiém gap (1/10.000 < ADR <
1/1.000), rit hiém gap (ADR < 1/10.000), khéng ro tan suat (tan suat khong wde tinh duge tir nhirmg

div liéu co san)
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Hiém gip

Thén kinh: dau du ®, chéng mat (hodc chodng vang) *.

Méit: viém két mac .

Tim mach: ha huyét ap ©.

Ho hdp. nghet mii *.

Tiéu héa: roi loan vi gide (vi kim loai) ®.

Gan —mdt: Transaminase gan tang cao .

Da vés mé dhedi da: phiy mach ?, nglra *, phat ban *. may day “.

Toan than: sot, kho chiu®.

Riit hiém gdp

Mau va hé bach !n.zyéf.' giam tiéu cAu . mét bach cau hat °, giam bach cau ®, giam bach cau trung
tinh ®, giam toan thé huyét cu ®, thiéu mau tan mau .

Mién dich: phan Gmg phan vé *, phan (mg qué man (tir phat ban don gian (phat ban) hodc n6i may
day dén pht mach va séc phan vé ).

Chuyén héa vir dinh dudng: ha dudng huyét .

Tam than: lo lang *, bon chon @, i 14n @

Than kinh: ngt xiu % rung giat nhin cu . tun ®, co git (bao gom ca co gidt toan thé) 2, budn
ngu .

Meit: md mét *,

Tim: nhip tim cham *.

Mcdu: d6 mat (d6 bumg) *.

o hép: co thit phé quén °.
Tiéu héa: budn nodn ®, ndn mua *.

Gan — mdt: doc tinh voi gan (vang da) °.

Da va mé dwsi da: viem da di Gmg ®, phan (mg nghiém trong (bao gdm hoi chimg SIS, TEN) *.

Thén: nuée tiéu duc , bénh than ®, déc biét trong trudng hop ding qua lidu.

Khong ré tan suit

Méut vér hé bach huyét: Giam bach cdu .

Chuyén héa va dinh dudng: Tang chuyén héa khoang tréng anion cao .
Thén kinh: Rbi loan phbi hop co ?, mét tri nha ®, mat ngu . chéng mat .
Mat: Song thi ®

Tiéu héa: Kho tiéu ?, kho miéng ?, tiéu chay °

Gan mdt: Vang da (bao gdm vang da & mat) *

Toan thdan: Mét moi ‘.

@ Chit yéu do methocarbamol

b Chui yeu do paracetamol

¢ Chut yéu do ca methocarbamol va paracetamol.

M6 ta tac dung khéng mong muon:
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Toan chuyén héa khodang trong anion cao: DA ghi nhan cac truong hop nhiém toan chuyén héa voi
khoang tréng anion cao do nhiém toan pyroglutamic ¢ nhimg bénh nhan ¢6 céc yéu to nguy co su
dung paracetamol. Nhiém toan pyroglutamic ¢ thé xay ra do nong do glutathion thép & nhiing bénh
nhén nay.

Thong bdo cho béc si trong truong hop co bét ky tac dung khéng mong mudn nio lién quan

toi viée dung thuoce.

Bao cdo cac phan img bat loi nghi ngd
Viée béo cdo cac phan tng bat lgi nghi ngo sau khi san pham duge cap phép la rat quan trong. NO
cho phép theo dai lién tuc ty 1€ loi ich/nguy co cia san pham. Cac chuyén gia y té bdo cdo moi tac

dung phu bi nghi ngdy vé Trung tdm Thong tin thude va Theo doi phan tng ¢6 hai cua thude.

QUA LIEU VA CACH XU TRi

Methocarbamol

Triéu chirng

Thong tin vé doc tinh cap tinh clia methocarbamol con han ché. Céc truomg hop qua liéu dugce bao
céo cht yéu xay ra khi ding dong thai véi rugu va cac thude tre ché than kinh trung vong khac. Cac
triéu chimg bao gdbm: budn nén, chéng mat, nhinma, ha huyét ap, co gidt va hon mé. Da c¢6 bao cdo
vé cac truong hop dic biét dung tir 22 — 30 g methocarbamol ma khong xudt hién doc tinh nghiém
trong, cting nhu truomg hop song s6t/khoi bénh sau khi ding 30 — 50 g. Tac dung khong mong muon
phd bién nhat trong ca hai truong hop 1a budn ngu nghiém trong. Viéc diéu tri mang tinh cht triéu
chimg va qud trinh hdi phuc dién ra sun sé. Tuy nhién, cing c6 bao cao vé cac ca tu vong do qua
liu methocarbamol.

Cich xir tri

Viéc diéu tri qua liéu methocarbamol bao gom diéu tri triéu chimg va céc bién phap hd trg. Cac bién
phap hd trg bao gdm: duy tri duong the day du, theo ddi lugng nuée tiéu, cac dau hiéu sinh ton va
truyén dich tinh mach néu cin. Chua xdc dinh dugce chay than nhén tao c6 hi¢u qua trong diéu tri
ngd doc methocarbamol khong.

Paracetamol

Triéu chirng

Céc triéu chimg co thé gap khi qué liéu bao gom: chong mat, ndn, chéan an, vang da, dau byung, roi
loan chite ndng than va gan. Sau khi qua lidu, banh nhan can duge diéu trj tai bénh vién cang sém
cang tot, ngay ca khi chua xuét hién dau hiéu hoic tri¢u chimg [im sang rd rang, vi cac biéu hién co
thé gay tw vong nhung thudng khong xay ra ngay 1ap tire ma chi bat dau tir ngay tha ba sau khi ding
thude. T vong ¢6 thé do hoai tir gan. Suy than ¢dp cling c6 thé xay ra.

Qué liéu paracetamol duge chia thanh bon giai doan, bat dau tir thoi diém ubng thude:

- Giai doan [ (12— 24 gi): budn non, non, dd mo hoi va chan an.

- Giai doan I1 (24 — 48 gio): cai thién lam sang; men AST, ALT, bilirubin va chi s6 prothrombin bt

dau tang.
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- Giai doan III (72 — 96 gio): doc tinh gan dat dinh; ¢ thé xuat hién AST Ién dén 20.000.
- Giai doan IV (7 — 8 ngay): hoi phuc.

Doc tinh trén gan cé thé xay ra. Liéu toi thiéu gay doc 14 6 g & ngudi 1ém va hon 100 mg/kg thé trong
& tré em. Lidu dung trén 20 — 25 g ¢6 kha nang gy tir vong. Céc trigu ching co thé gap khi nhiém
doc gan gf‘)ﬂ'l: budn ndn, non, chén dn, mét moi, d6 md hoi, dau bung va tiéu chay. Ton thuong gan
thuomg chi biéu hién sau 48 — 72 gio ké tir khi udng thudc. Néu lidu dung vuot qua 150 mg/kg hodc
khong xac dinh duoce lugng thude da udng, can do nong do paracetamol trong huyét thanh sau 4 gioy
ké tir thoi diém uéng thude. Khi c6 dau hiéu nhiém doc gan, phai thye hién xét nghiém chirc néng
gan va lap lai mdi 24 gio. Suy gan c6 thé din dén bénh ndio gan, hon mé va tir vong.

Nong do paracetamol trong huyét tuong > 300 pg/ml (do sau 4 gio ké tr khi ding thude) ¢6 lién
quan dén ton thuong gan & 90% bénh nhén. Cac t6n thuong gan ¢6 thé bat dau xuat hién khi ndng
dé paracetamol sau 4 gidy < 120 pg/ml hodc sau 12 gio <30 pg/ml.

Viée st dung lieu > 4 g/ngdy trong thoi gian dai c¢6 thé lam tdng nguy co tén thuong gan tam thoi.
Than c6 thé bi hoai tir dng than va co tim ¢6 thé bi ton thuong.

Cich xir tri

Chan doén sém rit quan trong trong didu tri qua lidu paracetamol. C6 nhitng phirong phéap xéac dinh
nhanh ndng do thude trong huyét twong. Tuy vy, khong duge tri hodn diéu tri trong khi cho két qua
xét nghiém néu bénh sir goi ¥ 1a qué liéu nang. Khi nhiém doc ning, didu quan trong 1a phai diéu tri
hd tro tich cuc. Can rira da day trong moi trudng hop, (ot nhat trong vong 4 gior sau khi udng.

Liéu phap giai doc chinh la dung nhimg hop chat sulfhydryl, c6 18 tac dong mot phan do bé sung duy
trit glutathion & gan. N-acetylcystein c6 tdc dung khi udng hodc tiém tinh mach. Phai ding thude
giai doc ngay lap tie, cang sém cang tht néu chira dén 36 gior ké tir khi ubng paracetamol. Diéu trj
v&i N-acetyleystein ¢6 hiéu qua hon khi cho thudc trong thoi gian dudi 10 gior sau khi udng
paracetamol. Khi cho u6ng, hoa lodng dung dich N-acetylcystein v6i nuée hodc d6 ubng khéng co
ruou dé dat dung dich 5% va phai ubng trong vong 1 gio sau khi pha. Cho uong N-acetylcystein voi
lidu déu tién 14 140 mg/kg, sau d6 cho tiép 17 liéu nita, mdi liéu 70 mg/kg cach nhau 4 gior mot lan,
Chém dut diéu tri néu xét nghiém paracetamol trong huyét trong cho lhéy nguy co doc hai gan thap.
Ciling c6 thé dung N-acetylcystein theo dudng tinh mach: [idu ban dau la 150 mg/kg, pha trong 200
ml glucose 5%, tiém tinh mach trong 15 phut; sau do truyén tinh mach liu 50 mg/kg trong 500 ml
glucose 5% trong 4 gio; tiép theo la 100 mg/kg trong 1 lit dung dich trong vong 16 gios tiép theo.
Néu khong ¢6 dung dich glucose 5% thi co thé dung dung dich natri clorid 0,9%.

Tac dung phu cua N-acetylcystein g&n ban da (gdm ca may day, khong yéu cau phai ngimg thude),
budn non, non, ia chay va phan tng kiéu phan ve.

Néu khong c¢o N-acetyleystein, ¢6 thé dung methionin, Néu da dung than hoat trude khi dung
methionin thi phai hut than hoat ra khoi da day trudc.

Ngoai ra ¢6 thé dung than hoat va/hogc thude 1y mudi do ching ¢6 kha nang lam giam hap thu

paracetamol.

Trang 9/13



https://trungtamthuoc.com/

Té hwdng dan si dung thuoe

PAC TINH DUQC LUC HQOC

Nhéom dwge ly: Thube gian co; ester ctia acid carbamic; phoi hop cua methocarbamol, ngoai trir
thude an thén.

Ma ATC: MO3BAS3.

Methocarbamol

Methocarbamol 13 thube gifin co tac dyng trung uong, tc ché phan xa da synap & tuy séng va céc
trung tam dudi vo gdy tac dung gian co. O liéu diéu tri, methocarbamol khong anh hudng dén truong
luc sinh 1y va sy co co cling nhu kha nang van dong ctia céc co khoéng phai ca véan, khéng co tac
dung lén tiép hop co - than kinh.

Paracetamol

Paracetamol (acetaminophen hay N-acetyl-p-aminophenol) la chét chuyén héa cé hoat tinh cta
phenacetin, 1a thude giam dau, ha s6t hitu hiéu ¢6 thé thay thé aspirin; tuy vy, khac véi Aspirin,
paracetamol khéng c6 hiéu qua didu trj viém. Vdi liéu ngang nhau tinh theo gam, thude cé tac dung
giam dau va ha sot tuong tu nhu aspirin. Paracetamol 1am gidm than nhiét & nguoi bénh s6t, nhung
hiém khi lam giam than nhiét & nguoi binh thuong. Thuoc tac dong Ién vimg dudi doi gay ha nhiét,
toa nhiét tang do gidn mach va tdng luu lugng mau ngoai bién.

Vi lidu diéu tri, paracetamol it tac dong dén hé tim mach va ho hap, khong lam thay dbi can bang
acid-base, khong gay kich img, loét hodic chay mau da day nhu khi dung salicylat. Tuy nhién, o licu
gdy ddc, paracetamol ¢ thé gay suy tuan hoan.

Co ché tac dung chinh xac cta paracetamol chwra duge biét 13, mac di nguoi ta biét réngné tic dung
& cp d6 hé than kinh trung uong va & mic do thap hon thong qua tac dung ngoai bién bang cach
ngan chan su hinh thanh cac xung dau. Nguoi ta cho rang paracetamol lam tdng ngudng dau bang
cach trc ché tong hop prostaglandin thong qua viée phong toa cyclooxygenase (dac biét la COX-3)
trong hé than kinh trung wong. Tuy nhién, paracetamol khong tre ché dang ké céc cyclooxygenase &
cac md ngoai bién. Paracetamol kich thich hoat dng ctia cdc duong dan truyén tin hiéu serotonergic
di xubng, cic dudng nay ngin chan su truyén tin hiéu cam thy dau tir cac mo ngoai bién dén tiy
song. Vé vin dé nay, mat s6 dir liéu thyc nghiém cho thay viée st dung ddi khéang cdc phan nhom
thu thé serotonergic khdc nhau trong tiy song c6 thé 1am mat tac dung chong dau ctia paracetamol.
Tac dung ha sbt ¢6 lign quan dén viée e ché tong hop PGE1 & ving dudi doi, co quan dieu hoa sinh
Iy qua trinh diéu nhiét. Vi lidu 1 g/ngay, parace;amol 1a mot thude tre ché cyclooxygenase yéu. Tac
dung trc ché cua paracetamol trén cyclooxygenase-1 yéu. Thube khong co tac dung trén sy két tap
tiéu cau hodc thoi gian chay méu.

Paracetamol thuong duge chon lam thudc giam dau va ha sot, dac biét & nguoi cao tudi va & nguoi
6 chong chi dinh dung salicylat hodc NSAID khac, nhu nguoi bi hen, ¢o tién str loét da day té trang

va tre em.

PAC TINH DUQC PONG HQC
Methocarbamol

I .'(’fp thu
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Sau khi ding duong uéng, ethocarbamol duoc hap thu nhanh chéng va hoan toan. Nong do thude
t6i da trong huyét tuong dat duge sau khoang 1 -3 gio. Tac dyung gian co ¢o thé duge quan sat thay
sau 30 phat ding duong uong.

Phin bé

Sau khi vao méu, methocarbamol phan bo rong khip co thé. Ty 1¢ gin két v&i protein huyét tuong
& ngudi tinh nguyén khoe manh la 46 — 50%. O dong vat thi nghiém, n("‘)ﬂg do cao nhat duge do théy
& gan va than. Thube di qua hang rao nhau thai. Chua biét liéu thude co di vao sita me hay khong.
Ch u_]rén héa

Methocarbamol chii yéu duoc chuyén hoa & gan thong qua qua trinh khir alkyl va hydroxyl hoa.
Thai triv

D6 thanh thai huyét twong cia methocarbamol ¢ nguoi tinh nguyén khoe manh nam trong khoang
tr 0.2 - 0,8 I/h/kg. Thoi gian ban thai la 1 - 2 gio. Methocarbamol chu yéu duge bai tigt qua nude
tieu dudi dang lién hop glucuronid va sulfat cua cac chét chuyén hoa Mot phﬁn nho duogc bai tiét
qua phan.

Nguoi cao tudi

Thoi gian ban thai ciia methocarbamol tang nhe ¢ bénh nhén cao tubi so véi bénh nhan tré tubi.
Ngoai ra, ty 1€ gfin két véi protein huyét tuong cing gidm nhe (41 —43% so véi 46 — 50%).

Bénh nhiin suy gan

() 8 bénh nhan bi ton thuong gan, xo gan do rugu, do thanh thai toan phin ciia methocarbamol gidam
khoang 70% (11,9 I/h) so v&i nguai tinh nguyén khoe manh va thoi gian ban thai tang lén 3,38 gio
(+ 1,62 gioy), so vai 1,11 gioy (+ 0,27 gitr) & nguoi tinh nguyén khoe manh. Ty 1é methocarbamol gan
két v&i protein huyét trong 1a 40 - 50% va do do thap hon ty 1¢ quan sét duge & ngudi tinh nguyén
khoe manh cung do {udi va can nang (46 — 50%).

Bénh nhin suy thin

D6 thanh thai methocarbamol cling giam & bénh nhén suy than. O 8 bénh nhan suy than dang dugce
chay than nhan tao, do thanh thai methocarbamol giam khoang 40% so vai nguoi tinh nguyén khoe
manh, mac du thoi gian ban thai & ca hai nhom la tuong tu (1an luot 1a 1,2 va 1.1 gio).
Paracetamol

Hffp thu

Sinh kha dung ctia paracetamol sau khi dung dvong ubng 1a 75 — 85%. Thude dugc hép thu nhanh
chéng va hau nhu hoan toan. Nong do dinh trong huyét twong dat duge trong vong 0,5 — 2 gio tly
thudc vao dang bao ché. Cac loai thudc lam cham qua trinh lam rong da day ciing lam cham qua
trinh hap thu paracetamol.

Phin bd

Paracetamol phan bd déu khap co thé, voi ndng do thip nhat trong mé md va dich ndo tay. Mic do
lién két voi protein huyét twong 1a 10%. Téc dung toi da dat duge sau 1 — 3 gio va thoi gian tac dung
kéo dai 3 - 4 gio,

Chuyén hoa
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Paracetamol trai qua qua trinh chuyén hoa lan dau tai gan, tudn theo dong hoc tuyén tinh. Tuy nhién,
tinh tuyén tinh nay bién mét khi dung liéu trén 2 g. Paracetamol chu yéu dugc chuyén héa & gan (90
—95%), va hon 90% duoe chuyén hoa thong que lién hop nhém hydroxyl voi glucuronic va sulfat.
Tuy nhién, 5% liéu paracetamol duge oxy héa bai cytochrom P450 va dan dén su hinh thanh chat
chuyén hoa N-Acetyl-para-Benzoquinonimin (NAPQI), chdt nay gay dge tinh trén gan. O lidu diéu
tri, luong nhd NAPQI duge tao ra s& dé dang dupe giai doc thong qua lien hop voi glutathion dang
khir (chat cho nhom sulfhydryl). Khi dur triv glutathion giam 70% hoac hon, NAPQI khong thé duge
piai doc, dan dén hoai tir trung tam tiéu thiy. O liéu cao, paracetamol c6 thé bio hoa cac co ché
chuyén hoa thong thuong ¢ gan, do do, do can kiét glutathion, cac con duong chuyén hoa thay thé
niy duge stir dung, tao ra cac chét chuyén hoa gay doc gan va co thé gay doc thén.

Thai triv

Paracetamol duoe bai tiét chu yéu qua nude ticu dudi dang lién hop glucuronic va & mic do thip
hon 1a véi cac nhom sulfat; dudi 5% duoc bai tiét duci dang khong ddi. Thoi gian ban thai 1a 1,5 -
3 gidy; thoi gian nay kéo dai hon khi qua liéu, & bénh nhan rdi loan chirc nang gan, cling nhu & bénh

nhan cao tudi va reé em.

QUY CACH DONG GOI
Hop 03 vi x 10 vién nén.
Hop 05 vi x 10 vién nén.

Hop 10 vi x 10 vién nén.

BAO QUAN
Noi kho, khong quéa 30°C, tranh anh séng.

HAN DUNG
24 thang (ké tir ngay san xuét).

TIEU CHUAN CHAT LUQNG

Tiéu chuin nha san xuat.

Vg
MEDCEN
Co so san xuat:
CONG TY CO PHAN MEDCEN
1.6 F10, Dudng s 6, KCN Hoa Binh, Nhi Thanh, Thi Thira, Long An, Viét Nam.
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Nguyén Thanh Nguyén
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