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HUONG DAN SU DUNG THUOC

Rx-Thube nay chi ding theo don thude
ROBAZEF"®

Doc ky hwéng din sir dung trwée khi ding
Dé xa tam tay tré em
Thanh phin céng thire cho 1 vién: |
Thanh phan hoat chat:
M3di vién ROBAZEF chira 380 mg Methocarbamol, 300 mg Paracetamol.
Thanh phzfn ta dwoc: Povidon K30, Croscarmellose natri, Crospovidon, Tinh bt bflp, Acid
stearic, Talc, Pham mau Patent blue V dye, Pham mau Quinolin Yellow dye.
. Dang bao ché: Vién nén 2 lép trang - xanh 14, mot mat tron, mot mat cé vach, khdng dugce bé doi. |
Chi dinh: |
Dicu tri ngédn han tri¢u chimg dau do co that co trong céc roi loan co xuong khép cép tinh. '
Cich dung, liéu dung: ‘
Cich ding: Thude ding dudng udng. Vién thude nén doc nudt véi mét it nude. i
|
|

Licu dung:

Thoi gian diéu tri voi methocarbamol nén cang ngin cang tot. Khi cac tridu chimg dau bién méat
thi nén ngung thuoc.

Ngueai lom:

Liéu khuyén co 1a 2 vién mdi 4-6gi0(4-6 lin/ngay). thy vao mirc d nghiém trong cla cac
tricu chimg. Khong vuot qua liéu t6i da hang ngay 12 vién trong 24 gio.

Thaoi gian sir dung phu thudc vao cac tri¢u chimg do tang truong luc co gay ra, nhung khéng qua
30 ngay.

Bénh nhan cao tuéi:

. O bénh nhan cao tudi, thoi gian ban thai coa paracelamol tang lén va nguoita thay ring mot nira
liéu cua methocarbamol ¢6 thé du dé dat dugc dap tng diéu tri, vi vay nén giam liéu xudng con
I vién mdi 4 git hodc 2 vién moi 8 gid.

Bénh nhan suy than:
Truong hop suy than cin phai giam liéu, ty theo gi tr do loc cdu than trong bang sau:

Pd loc ciu than ! Liéu dung }
~ 10~ 50 ml/phat I vién mdi 6 gior |
| < 10 ml/pht I vién mdi 8 gid

Bénh nhan suy gan:

Trong trudmg hop suy gan, khong ding qué lidu 2 g paracetamol trong vong 24 gir (t6i da 6
vién/ngay, chia thanh 3 - 6 li¢u/ngay).

Vi thoi gian bén thai cia methocarbamol ¢6 thé dai hon & nhiing bénh nhin nay, nén ¢ thé cén
ting khoang cach gilra cac lan udng thude.
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Tre em va thanh thiéu nién:

Tinh an toan va hi¢u qua cua thude & tré em va thanh thiéu nién dudi 18 tudi chua duge Ihlet iap.
Viée sir dung san pham thude & tré em va thanh thiéu nién dudi 18 tudi khéng dirgc khuyén cdo.

Mt s6 lwu ¥ dic biét vé xir Iy thude trude va sau khi sir dung thude:
Khong c6 véu cau dic biét vé xir Iy thude sau khi sir dung.

Chdng chi dinh:
Qua man vGi hoat chat hodc vai bat ky thanh phén nao ciia thude.

Tinh trang hon mé hodc tién hon mé.
Bénh 1y vé nio da biét.
Tién sir co gidt hodc dong kinh.
Bénh nhuorc co.
Cinh bao va than trong khi ding thude:
Vige sir dung ddng thoi nhicu hon mot san pham thude ¢6 chira parac»lamol ¢6 thé b ngd doc.
Bénh nhén can duge canh béo vé nguy co ngd doc ¢o thé xay ra do vé tinh sir dung nhiéu hon

mot loai thude co chira paracetamol. Céc tricu chimg ngo doc do paracetamol gay ra cé thé do
dung qua 1idu mot lan hodc do tich tu sau khi udng nhiéu lan mot lwgng Iém paracetamol.

Nén sir dung thubée mot cach than trong & nhitng bénh nhan bi thiéu enzym glucose-6-phosphat
dehvdrogenase, thieéu mau, bénh tim va phoi. tranh dicu tri kéo dai.

Sur dung thube nay 6 thé giy 1on thuong gan & nhirg bénh nhin udng rugu thuong xuyén (ba
lv mGi ngay tro 1én). Nguai nghién rugu man tinh khong ding qua 2 g paracetamol moi ngdy
(161 da 6 vién mdi ngay). Khong nén udng rugu khi diéu tri véi paracetamol.

Thén trong & nhlmg bénh nhan hen nhay cam vdi acid acetylsalicylic, vi cac phan (mg co that
phé quan nhe voi paracclamol da duge bdo céo & nhirng benh nhan nay (phan u‘ng chéo); mac
di diéu nay chi xay ra @ mot so it bénh nhan. nhung trong s6 d6 ¢o thé gay ra cac phan (mg
nghiém trong, ddc biét 1a khi dung paracetamol li¢u cao.

Phan teng nghiém trong trén da

Bic sicdn canh bao bénh nhan vé cac déu higu cua phan tng trén da nghiém trong nhur hoi chimg
Stevens-Johnson (SJS), hdi ching hoai tir da nhiém doc (TEN) hay hoi ching Lyell, héi chimg
ngoai ban mun mu toan than cap tinh (AGEP).

Phan (mg khong mong muén nghiém trong trén da mac di ti 1é méc phai 12 khong cao nhung |
nghiém trong, tham chi de doa tinh mang bao o6m hoi chirng Stevens-Johnson (SJS), hgi chimg
hoai tir da nhidm ddc: Toxic epidermal necrolysis (TEN) hay hoi ching Lyell, hdi chimg ngoai
ban mun mu toan than cap tinh: Acute generalized exanthematous pustulosis (AGEP). Tri¢u
chimg duge mo ta nhu sau:

« Hoi chimg Steven-Johnson (SJS): La di img thude thé bong nudc, bong nude khu tri & quanh |
cac hoc tr nhién: \1a1 mi, miéng. tai, bo phan sinh duc va hdu mén. Ngoai ra co thé kém sot
cao, viém phm roi loan chuc nang gan, than. Chan doan hoi chirng Stevens-Johnson (SJS) khi |
¢ it nhat 2 héc tu nhién bi ton lhuo*ns -
. Hoi chimg hoai tir da nhiém déc (TEN): La thé dj ang thude ning nhét, gom: ‘
Cac ton thuong da dang & da: Ban dang sai, ban dang tinh hong nhiét, hone ban hodc cac bong |
nude bung nhiing, céc 16n thuong nhanh chéng lan toa khip ngudi; i

T6n thuong niém mac mat: Viém gidc mac, viém két mac mi, loét gide mac.
Ton thuong niém mac dudng tiéu hoa: Viém miéng, trot niém mac migng. loét hau. hong thuc |
quan, da day. rudt. |
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Ton thuong niém mac duong sinh duc, tiét ni¢u.
Ngoai ra ¢on ¢6 cac tri¢u chimg toan thén trdm trong nhu sOt, xudt huyét dudng tiéu héa, viém
phoi, viém cau than, viém gan... ti 1¢ tir vong cao 15 - 30%.

« Hoi chimg ngoai ban mun mu toan thin cip tmh (AGEP): Mun mu v6 trung nho phit sinh trén
nén hong ban lan rong. Tén thuong thuomg xuét hién & cie nép gap nhu nich, ben va mit, sau
d6 ¢6 thé lan rong toan than. Triéu chimg toan than thuong ¢ 1a sot, xét nghiém mau bach ciu
mui trung tinh ting cao.

Khi phat hién nhimg dau hiéu phat ban trén da dau tién hodc bat kv déu hiéu phan ing qua man
ndo khac, bénh nhan cin phai ngung str dung thude. Ngudi da timg bi cée phan tmg trén da
nghiém trong do paracetamol gy ra thi khong duorc ding thude trd lai va khi dén kham chira
bénh cin phai thong bdo cho nhin vién y té biét vé vin dé nay.

Suy than va suy gan

Thube nay nén duge sir dyng than trong & b¢nh nhan suy thén hodc suy gan. Tréanh diéu tri kéo dai.

C6 thé can diéu chinh liéu & bénh nhan suy 1han Trong trudémg hop suy than ndng. vice sur dung
paracetamol khong thuong xuyén co thé chép nhén dugc, nhung ding lidu cao kéo dai ¢ thé
lam tdng nguy co gdy ra cac tac dung khong mong mudn trén gan va lhan

Than trong khi ding paracetamol cho bénh nhéan suy gan nhe dén trung binh (bao gom hdi chimg
Gilbert), suy gan nang (Child-Pugh > 9), viém gan cap. thiéu hut glmdlhmn mat nude, suy dinh
dudng man tinh va tién sir lam dung rugu, cling nhu khi diéu tri dong thoi véi cde san pham
thube gay ting men gan.

Anh hwing dén cic xét nghiém chan dodn

Paracetamol 6 thé lam thay déi céc gia tri phén tich xdc dinh acid uric va glucose.
Methocarbamol ¢6 thé gy nhiéu mau trong mdt sO xét nghiém sang loc nhu xéc dinh acid 5-
hydroxyindoleacetic (5-HIAA) bang céch st dung nitrosonaphthol lam thude thir \ea xét nghiém
sang loc theo phuong phap Glllow do6i voi acid vanilylmandelic (VMA). O mét sb bénh nhan, |
ciing da co béo cio ve cac mau nudc tiéu chuyen sang mau ndu, den, xanh lam hoac xanh luc | |
trong qua trinh bao quan. Paracetamol ¢6 thé anh huong dén két qua nghién ciu phan tich acid
uric va glucose.

Thube nay c¢é chira duéi 1 mmol (23 mg) natri trong mdi vién, vé co ban duge xem nhu “khang
chira natri”.

Sir dung thudc cho phu nir ¢6 thai va cho con bu:

Thoi kv mang thai:

Paracetamol di qua nhau thai. Mgt lugng 16n dit li¢u & phu nir ¢ thai cho thay khong gay di tat
cling nhu dgc tinh cho thai nhi/tré so sinh. Céc nghién ciru dich 1€ hoc vé sur phat trién than kinh
cba tré em phoi nhiém vdi paracetamol trong tir cung cho lhay két qua khong thuyét phuc. Néu

dung paracetamol trong thoi ky mang thai, nén ding liéu thap nhét ¢6 hiéu qua trong thoi gian
ngan nhat va vai tan suét thap nhat 6 thé.

Sy an toan cua methocarbamol trong thi k¥ mang thai chua dugc thiét 1dp. Da ¢ nhimg bao |
cao riéng I¢ vé di tét thai nhi va bim sinh sau khi tir cung phoi nhiLm vii methocarbamol. Khong
¢6 nghién ciru trén dong vt vé tic dung cua methocarbamol doi vi thai kv, sur phét trién cua
phoi “thai/thai nhi, qud trinh sinh né va sy phat trién sau khi sinh.

Do dé, thude chi dung cho phu nir trong th&i ky mang thai khi loi ich diéu tri vuot trdi hon cic
nguy co ¢o thé gay ra cho thai nhi.
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" Anh hwong ciia thude 1én kha ning ldi xe, vAn hanh may méc:

Thaoi kv cho con bi:
Methocarbamol vi'hodc cdc chét chuyén héa cua n6 dugc bai tiét qua sira & dong vt (chd). Tuy

|
nhién, khéng biét liéu methocarbamol hodc cic chét chuyén hoa cua né ¢ duge bai tiét qua sira

me hay khong.

Paracetamol duoc bai tiét qua sira me nhung véi lugng khong déng ké vé mat 1am sang.

Chua c6 kinh nghi¢m vé viéc sir dung két hop paracetamol va methocarbamol trong thoi kv cho
con ba. Do do. dé than trong. thudc chi ding cho phu nir cho con ba khi loi ich vurgt urdi nguy co.

Thude nay c6 thé gdy budn nga, vi viy bénh nhan khong nén lai xe hodc van hanh may méc néu

thay budn ngii. dic biét néu sir dung dong thoi véi cac loai thude khic cling cé thé gay budn ngu.
Twong tac, twong ky cua thude:

Twong tac ciia thude véi eac thude khac va cice loai twong tae khace:

Methocarbamol: |

Methocarbamol c6 thé lam téng tdc dung cua céc thudc kich thich hodc céc chét G ché hé than |

Kinh trung vong bao QOI‘I‘I ruou, barbiturat. thudc gday mé va thude (re ché su thém an.

Methocarbamol ciing ¢6 thé 1am tang tac dung ciia thude khang cholinergic nhu atropin va mot
s0 loai thuoc hudéng than.

Methocarbamol ¢6 thé ire ché tac dung cua pyridostigmin bromid. Vi vay, can than trong & nhitng
bénh nhan nhugc co dang ding thudc tre ché enzym acety Icholinesterase.

Paracetamol:

Paracetamol chuyén hoa ¢ gan, lam phat sinh céc chat chuvén hoa gay doc cho gan, do do ¢6 thé
. - v [ s . “ a # i

Xdy ra tuong tac vai cac thuoe ¢o chung con duong chuyén hoa, bao gom:

Thuée c‘hong dong dwong uong (acenocoumarol, warfarin): Str dung dai ngay paracetamo] lidu |

> 2 o/ngay vdi céc loai thube nay co thé lam tang téc dung chéng dong, nguyén nhin cé thé la
do giam tac dung cua cac enzym tham gia tong hop vitamin K phu thudc ¢ gan. Tuong téc gilra
paracetamol va thudc chong dong dua‘ng udng co thé 1am tang tac dung chong dong, din dén

lam tdng nguy co chay mau. Do it lién quan dén ldm sang vai liéu < 2 g/ngay, paracetamol c6 |
thé duoc coi 1a thude thay thé cho salicylat & nhimg bénh nhan dang diéu tri bing thude chong |

dong. Tuy nhién, INR phai duge theo déi thudmg xuyén & nhimg bénh nhan nay.

Rueou etylic: Tang doc tinh cua paracetamol, do ¢ thé cam (mg gan san sinh cac din chat |

paracetamol gay doc cho gan.

Thuoc khang cholinergic (glvcopyr ronium, propanthelin): Lam giam hap thu va c6 thé (¢ ché

tac dung ctia paracetamol do lam cham tdc do lam rong da day.

Thuoc chong co gidt (phenytoin, phenobarbital, methviphenobarbital, primidon): Lam giam sinh |
kha dung cua paracetamol va tang doc tinh trén gan trong truong hop qua licu do cam ang chuyén |

hoa & gan.

Tifmoc loi tiéu quai: Tac dung cia thude lgi tiéu ¢6 thé giam, do paracetamol ¢é thé lam giam |

bai tiét prostaglandin & than va hoat tinh cta renin huyét twong.

Isoniazid: Giam d thanh thai cua paracetamol ¢6 kha nang tang 1ac dung va’hoac doc tinh do
rc ché chuyén hoa ¢ gan.

Lamotrigin: Giam sinh kha dung cua lamotrigin v6i kha néng lam giam téc dung cua né do c6
thé kich thich chuyén hoa & gan.

Metoclopramid va domperidon: 1.am tang hap thu paracetamol & rudt non do céc thude nay co
tac dung lam r(’ing da day nén thoi gian khaoi phat tae dung bi cham lai.
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Probenecid: Lam tang thoi g:an ban thai trong huwcl tuong cua paracetamol nén lam giam
chuyén héa va bai tiét cac chit chuyén héa qua niréc tidu.

Propranolol: Ting ndng dd paracetamol trong huyét tuong, do ¢6 thé trc ché chuyén hoa & gan.
Rifampicin: Tang d thanh thai cla paracetamol va tao thanh céc chét chuyén héa doc vai gan,
do c0 thé gay cam tmg chuyén hoa & gan.

Nhuea trao doi ion fcholestyramin): Giam hip thu paracetamol, do ¢6 dinh paracetamol va ¢6 lhe
ire ché téc dung ciia thude do lién két trong rudt.

Cloramphenicol: Lam tang doc tinh cla cloramphenicol, do ¢6 thé te ché chuyén héa & gan.
Zidovudin (AZT): St dung ddng thoi véi paracetamol lam tang nguy co giam s6 lwgng bach cau |
(giam bach cau trung tinh). Do dd, chi nén dung paracetamol dong thdi vai AZT khi ¢6 167 |
khuyén cta bac si.

Twong ky ciia thude:

Do khéng ¢6 cace nghién elru v & tinh twon g kycua thude, khong trén 1an thude nay vai cac thude khic.

Khong cd bao cao ve tac dung khong mong mudn nghiém trong trong cic nghién ciru lam sang
duoc cong bd voi su két hop clia paracetamol va methocarbamol. Tac dung khong mong mudn
thuong gap nhét dugc bao cdo véi methocarbamol 1a nhire dau, paracelamol la nhiém doc gan,
doc than, rdi loan mau, ha duong huyét va viém da dj ing.

|
Tac dung khiong mung mudn cia thude: ]
|
|
|

' R6i logn hé mién dich |

Réi loan chuyén hoa |
va dinh dudng

Céc phan (mg c6 hai duge phin nhém theo tin sudt: Rat thuong gap (ADR > 1/10), thudng gip
(17100 < ADR < 1/10), it gép (1/1.000 < ADR < 1/100), hlem gép (1/10.000 < ADR < V/1 000}
rét hiém gap (ADR < 1/10.000); khong thé udc lmmg tan sudt dlrorc liét ke "Chua rd tin suat”.

Tan suit

Nhom co quan Chua ré
' . Hiém gap Rit hiém gip A :0 |
tan suat

Giam tiéu ciu®, mat bach
' cdu hat®, giam bach cau®,
| giam bach cdu trung tinh®, | Giam bach cau®
| giam toan thé huyét cau®,
' thiéu mau tan mau®

R&i loan mau va hé
bach huyét

' Phan img phan vé*,
' Phan img qua man tir mirc
' do nhe nhu phat ban da
' (ngoai ban) hodc may day

dén mirc dd ndng nhu phi
' mach va séc phan vé® |

Ha dudmg huyét® | |
- !
Cang thing®, lo au’, la

R logn tam than

la“a |
) ‘ Nhic ddu®, chéng | Ngét®, rung giat nhan  Rdiloan co?,
Roi loan hé than kinh | mat (hodc cam gidec  cdu®, run®, co gidt (bao | mdt tri nhG®, mat
- cua chong mat)* gom con dong kinh co | ngu®, chong mar*
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| clmg - co gidt toan than)®, ;
' budn nga®
' Réi loan thi gidc Viém két mac* M& mét? Nhin déi®
' Réi loan tim | Nhip tim cham® |
Ro1 Jlogn mach Ha huyét ap° Do bimg mat* |
| Rm loan ho hap long PR | |
gy v trunig thit ' Nghet mai® | Co thit phe quan . :
¢ I Chimg loan vi gidc | Khé tiéw’, kho ;
Ro1 loan hé tiéu hda 2 = Buon non?, non® miéng®. tiéu

- (vi kim loai) chay®

| Vang da (ké ca

| Tang :
! vang da &r mét)®* |

. Nhiém doc gan (vang da)®
transaminase gan” : b gan (ving da)

Rai loan gan mat

' Viém da dj (mg®, phan !
o | (mg da nghiém trong (bao |

|
|
| ' gbm Hoi chimg Stevens-

ROi loan da va mo |

Phu  mach?® ngu

dudi da ' phat ban®, may day* ,
: P an’, Ay 4o, | Johnson va hoai tr biéu bi
- ' nhiém dac)® .|
. | Tiéu ma vé khuan (nude |
| R&i loan than va tiét tiéu duc)®, réi loan than®, |
ni¢u déc biét trong trudmg hop | |
qua liéu |
Cac rdi loan chung S6t%, kho chiu® - Mét moi®

# Thudng 1a do methocarbamol
® Thuéng la do paracetamol
* Thudng la do methocarbamol va paracetamol

Théong bdo ngay cho bdc si hodc diwoe si nhitng phan ieng co hai gdap phai khi sir dung thube.
Qui liéu va cich xir tri:
Methocarbamol:

Thong tin vé doc tinh cap cua methocarbamol con rat han ché. Qua liéu methocarbamol d dugc

bao cdo khi udng dong thoi véi rugu hodc cac thuoc {rc ché than kinh trung uong khac, bao gom |
cac tneu chitng sau: Budn nén, chéng mat, m& mét, ha huyét ap, co gidt va hon mé. Da cd bao |
céo vé trudmg hop sur dung liéu 22 - 30 ‘¢ methocarbamol ma khong c6 doc tinh nghiém trong va |
6 mét truomg hop khéc séng sot sau lidu 30 - 50 g. Tri¢u chimg chinh & ca 2 trudng hop la buén |
ngi. Tuy nhién, ciing da c6 truong hop tir vong do sir dung qua lidu. i

Diéu tri qua liéu methocarbamol: i

Dleu tri tri¢u chimg va hé trg. Céc bién phdp ho g bao gdm duy tri duong tho, theo doi sy bai |
net nuoc tiéu va cac ddu hiéu lam :,ang va truyén dich tinh mach néu can thié. Kiém sodt qua
licu bang li¢u phép tham tach mau van chua duoc biét rd rang.

Paracetamol:

Céc tri¢u chimg cua qua ilcu paracetamol bao g6m chong mat, non, chan an, vang da, dau bgmg
suy thdn va suy gan. Néu uung qua licu, bénh nhan can duoc diéu tri nhanh chéng ngay ca khi
khong co triéu chimg hodc dau hiéu dang ké nao vi ching thuing khong biéu hién ngay sau khi
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udng ma phai sau ngay thir ba. C6 thé géy tr vong do hoai tir gan. Tuong tu nhu vay, ¢6 thé xay
ra suy than cap.

Bét dau tir thiri diém udng qua lidu, qué liéu paracetamol duge dénh gid theo bdn giai doan:
Giai doan 1 (12 - 24 gi¢r): Xay ra tinh trang budn nén, nén, toat mé hoi va chéan én.

Giai doan II (24 - 48 gi0d): Giai doan cai thién lam sang: néng do AST, ALT, bilirubin va
prothrombin bat dau tang.

Giai doan 111 (72 - 96 gi®): Giai doan cao diém thai doc cha gan; gid tri AST c6 thé 1én cao miic
> 20.000.

Giai doan IV (7 - 8 ngay): La giai doan phuc hoi.

C6 thé xay ra nhiém déc gan. Liéu gay doc t6i thidu 1a 6 g & ngudi 16n va hon 100 mg/kg thé
trong & e em. Liéu 16n hon 20 - 25 g c6 thé géy tr vong. Cic tri¢u chimg cua nhieém ddc gan
bao gdm budn nén, ndn, chan an, kho chju, d6 mo hoi qua nhiéu, dau bung v tiéu chav. Doc
tinh trén gan khong biéu hién cho dén 48 - 72 gio sau khi udng. Néu liéu udng 16n hon 150 ma*‘kg
hodc khong thé xac dinh duge. thi nén ldy mau paracetamol huyét thanh 4 gio sau khi uong. |
Trong truémg hop nhiém ddc gan, theo ddi chire nang gan va thyc hién |p lai cach nhau 24 gio.
Suy gan ¢o thé dan dén bénh nao, hdn mé va tir vong.

Nong do paracetamol trong huyét trong 1én hon 300 mg/ml, duge tim thiy 4 gior sau khi udng,
¢6 lién quan dén ton thuong gan & 90% bénh nhan. |
Udng lau dai vai liéu 16n hon 4 g/ngay ¢6 thé din dén nhiém doc gan thodng qua. Thén ¢é thé |
bi hoai tir dng than, va co tim ¢6 thé bi ton thuwong.

Diéu tri qua liéu paracetamol

Céan rira da day trong moi trudng hop., 16t nhat la trong vong 4 gid sau khi ubng qué Itcu .
paracctamol Diéu tri bang than hoat tinh nén dugc xem xét néu trong vong 1 gio' sau khi udng
qua li¢u. |

Thube giai doc dac hidu do qua liéu paracetamol: N-acetyleystein.
'l'!luéq giai doc ¢o hi¢u qua nhat khi duge dung trong vong 8 gio sau khi bi ngo doc. Hiéu qua
dan dan mat di sau gidr thir tam va co thé mat hi¢u lyc trong 24 gio sau khi bj ng¢ doc.
N-acetylcystein phai duge sir dung theo cac hudng dan diéu trj da duoc thiét lap.
Dic tinh dwoc Iue hoe:
Nhém duge 1¥: Thude gidn co, thude tac dung trung wong, este cua acid carbamic.
Ma ATC: MO3BAS3
Methocarbamol:

Methocarbamol la thuoc gidn co tac dung trung vong. Methocarbamol téc dung gidn co bing
cach tre ché din truyén phan xa polysynap & cip do cua tay song va cac trung tam dudi vo ndo.
O liéu di¢u tri, methocarbamol khong anh huwang dén nhip sinh Iy hodc sy co bép clia co xuong
hodc nhu dong cua co tron.

Paracetamol:

Paracetamol 1a mot loai thudc giam dau - ha sot. Co ché hoat dong chinh xic clia paracetamol van |
chua duoc biét rd, tac dung giam dau cia paracetamol duge cho 1a thong qua sy Gc ché tong hop
prostaglandin, bing cach ngin chin cic cyclooxy ‘genase trong he thn kinh trung uong (cu thé la
COX-3). Tuy nhién, paracetamol khong uc ché dang ké cyclooxygenase & cic md ngoai vi. |
Paracetamol ngéin chin tir tir vi¢e truyen céce tin hi¢u cam gidce dau tr cic mo ngm: vi dén tiy song.
Dir licu thue nghiém cho lhay vige sur dung cdc chét dbi khang cua cac thude tac dong Ién thu thé
serotonergic khac khi tac dgnL Ién tuy bong ¢6 thé !dm dao nguget tdc dl,ln ¢ giam dau cua paracetamol.
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Tdc dung ha s6t ¢ lién quan dén su e ché tong hgp PGE; & viing dudi doi. co quan di¢u phoi
sinh ly cua qua trinh diéu nhiét.

Pac tinh dege djng hoe:
Methocarbamol:
Hap thu:
Sau khi uéng. methocarbamol héap thu nhanh chéng va hoan toan, nong do dinh trong huyét trong
dat duge trong vong 1 - 3 gio. Tac dung gian co quan sat duoce sau khi uong khoang 30 phat.
Phdn bo:
Khi da vao he tudn hoan. methocarbamol phén bo rong rai khip co thé, ¢ 46 - 50% lién két VOi
protein huyét tuong & ngudi tinh nguyén khoe manh. Thi nghi¢m trén dong vat cho thay nong

dd cao nhal duge phat hign & gan va thin. Methocarbamol ¢6 the di qua hang rao nhau thai, tuy
nhién, van chira biét ¢6 bai tiét qua sira me hay khong.

Chuyén hoa:
Methocarbamol chuyén héa nhi¢u & gan bang céch ly giai va hydroxyl hoa.
Thai trie: |

O nhiing ngudi tinh nguvén khoe manh, d§ thanh thai tronsz huyét tuong cia methocarbamol |
nim trong khoang 0.2 - 0.8 I./h/kg, thisi gian ban thai tir | - 2 gi. Methocarbamol thai trir chi |
véu qua nudc tiéu. dudi dang lién hop nhém hydroxyl véi acid glucuronic va nhoém sulfat. Mot
ti 1€ nhoé dugce thai trir qua phan.

Bénh nhan cao tuoi:

O bénh nhén cao tudi, thoi gian bin thai ciia methocarbamol tang nhe so v6i ngudi tré woi. Mat
khdc, lién két vai protein huyet twong giam nhg (41 - 43% so vai 46 - 50%).

Bénh nhan suy gan:

O bénh nhdn suy gan do xo gan do ruou, téng d6 thanh thai ctia methocarbamol giam khoang
70% so véi ngudi binh thuong (11.9 L/h) va thoi gian ban thai tang Ién 3.38 gio so voi 111 gio
o ngudi binh thuong. Methocarbamol lién két vdi protein huyét twong giam xuong con khoang
40 - 50% so vdi 46 - 50% & ngudi binh thudng cung dé tudi va can ndng.

Bénh nhan suy than:
O bénh nhan suy than. d thanh thai ctia methocarbamol ciing bi giam. O bénh nhéan suy than |
dang chay than nhén tao duy tri, d§ thanh thai methocarbamol giam 40% so v&i ngudi binh |
thudng, mac di thoi gian ban thai ¢ ca hai nhom la trong twr nhau (1.2 so vai 1,1 gio). |
Paracetamol:
Hap thu:

Sinh kha dung dudng ubng cta paracetamol 1a 75 - 85%. Paracetamol hap thu rong rii va nhanh
chong, nong dé dinh trong huyeét twrong dat dugc trong \nng 0.5 - 2 gior, tiy thudc vao cac dang
bao ché khac nhau. Paracetamol lam cham qua trinh 1am rong da day, ciing 1am cham su hap thu
cua paracetamol.

Phin bo:

Paracetamol phan b déu khap tat ca cac mo cua co thé, nong dé lhdp hon & trong mo md va |
dich ndo tiy. Mic do lién két vai protein huyét twong la 10%. Thai gian dé phat huy tac dung
toidala 1 -3 gid, va thoi gian tac dung la 3 - 4 gi0.

. Chuyén hoa:

~ Paracetamol chu\cn hoa lan dau qua gan. theo duge dong hoe luun tinh. Tuy nhién, tinh tuyén |
tinh nay bién mat khi dung li¢u I6n hon 2 g. Paracctamol chuyén hda chu yéu & gan (90 - 95%) |
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‘ va hon 90% duoc chuyen hoa bang cach lién hgp nhom hydroxyl véi acid glucuronic va nhom |

sulfat. Tuy nhién, 5% paracetamol udng vao s& bj oxy hoa bai cytochrom P450, lam phat sinh |

N-acetyl-para-benzoquinonimin (NAPQI), gay doc cho gan. Chat chuyén héa nay binh thudng

phan tng véi cie nhém sulfhydryl trong glutathion va bj khur hoat tinh. Khi lugng du trir

glutathion giam tir 70% tro 1én, NAPQI khong lhe dugc dao thai, tao ra hoai tr trung tam. Liéu

cao paracclamul ¢6 thé lam bio hoa cac co ché thong thudng cta chuyén héa ¢ gan, lam cho

| v iéc str dung cac con dudmg chuyén héa thay thé nay lam phat sinh cac chit chuyén hoa gdy doc
' cho gan va ¢ thé giy ddc cho thén.

Thai trie:

Paracetamol thai trir chu véu qua nude tiéu dudi dang lién hop véi acid glucuronic va nhom
sulfat & mac do thip hon: dudi 5% dwoc bai tiét dudi dang khong doi. Thoi gian ban thai cua
thude la 1,5 - 3 gi0 (tang lén trong trudng hop: Sir dung thudc qué lidu, & bénh nhén suy gan,
bénh nhén cao tudi va tr¢ em).

Quy cach dong goi:
. Vi 10 vién. Hop 01 vi. 02 vi, 03 vi, 03 vi. 06 vi, 08 vi, 10 vi, 12 vi, 15 vi, 18 vi hogc 20 vi.
Chai 30 vién, 50 vién, 60 vién hodc 100 vién. Hop 1 chai.

Chai 200 vién, 300 vién hodc 500 vién.

Diéu kién bao quén, han ding, tiéu chufn chit lwgng cia thube:
Dicu kién bao quin: Nhi¢t d¢ duadi 30°C, tranh 4m va anh sing.
Han diing cita thude: 36 thang ké tir ngay san xudt.
Tiéu chudn chit lwong: TCCS. |

Co s ddng kv: Cong ty CP Duge pham Agimexpharm
'\ 27 Nguyén Thfu Hoc. P. My Binh, TP. Long Xuy¢ én, Tinh An Giang, Viét Nam |
Cor sor san xuar- Chi nhianh Cong tv CP Duge pham Agimexpharm - Binh Hoa
Aswfgigw L& C4 KON Binh Hoa, X2 Binh Hoa, Huyén Chau Thanh, Tinh An Giang, Viét Nam
DT: 0296 3667 786 Fax: 0296 3934 226 ‘

An Giang, ngay 4.&. thang Q4. nam 2025
; Tfmg Gifun déc
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