Rx: Thuéc nay chi dung theo don thuéc

BFS-PARACETAMOL

Paracetamol 1000 mg/10 ml
“Déxa tam tay tré em”
Doc ki huéng ddn st dung trudc khi diing
Thanh phan: Méi lo 10 ml chia :
Thanh phdn hoat chdt: Paracetamol ...................cocoeivinnns. 1000 mg
Thanh phdn td dugc: Acid hydrochlorid, natri hydroxyd, natri disulfit, mudi dinatri acid
ethylenediaminetetraacetic (EDTA), propylen glycol, polyethylen glycol 400, di-natri
hydrogen phosphat dihydrat, nu6c cdt pha tiém.
Dang bao ché: Dung dich ddm ddc dé truyén tinh mach.
Ma ta: Dung dich trong suét
pH:3,0-8,0
Chi dinh:
Diéu tri ngan han cdc con dau vira phai, dac biét la sau phau thudt va diéu tri ngan han sot,
khi viéc dua thudc vao ca thé béng duting tinh mach [a can thiét dé diéu tri dau hoac st cao
va / hodc khi céc dudng dung khéc la khdng thé.
Liéu luwgng va cach ding:
Dudng diing: Truyén tinh mach.
(dch ding
Pha lodng 1 6ng dung dich BFS-PARACETAMOL trong 100-500 mL dung dich tiém truyén
natri chlorid 0,9% hodc dung dich glucose 5%. Can kiém tra d€ chac chdn khéng ¢6 tiéu phan
nhin thdy dugc bang mat thutng trong dich dé truyén.

Liéu diing
Can nang bénh nhan Liéulugng/lan | Liéu téi da /24 gid
<10kg 75mg/kg | 30mg/kg
> 10 kg va < 33kg 15mg/kg | 60mg/kg, khongqué2g
>33 kg va < 50kg 15mg/kg | 60mg/kg, khongqué3g
> 50 kg va ¢6 cdc yéu t6 nguy co dong thoi | 19 3q
gdy doc cho gan
> 50kg va khong cd yéu to nguy cogay doc | 1g 4q
gan

Khoang céch gitia hai lan dung thudc t6i thiéu 4 gio

Khong c6 dif liéu an toan va hiéu qua danh cho tré so sinh dé non.

Liéu néu trén 1a liéu t6i da cho bénh nhan khdng st dung cac thudc chiia paracetamol khac.
Khi duing thudc cho bénh nhan suy than nang (d9 thanh thai creatinine < 30 ml/phit), ting
khoang céch t6i thiéu giira mdi lan dung dén 6 gid.

(' ngudi I6n bi suy gan, nghién rugu man tinh, suy dinh duGng mén tinh, mét nuéc: Liu toi
da hang ngay khong dugc vugt qua 3 g

Chéng chi dinh

Quéd man vdi paracetamol hodc propacetamol hydrochlorid (tién chat ctia paracetamol) hodc
véi bat ky thanh phan nao ctia thudc.

Suy té bao gan nang.

Nguoi bénh thiéu hut glucose - 6 - phosphat dehydro-genase.

Canh bao va than trong khi diing thuéc:

Paracetamol tuong doi khdng ddc vdi liéu diéu tri. Doi khi ¢d nhiing phan ting da gom ban
dét san ngtta va may day; nhiing phan ting man cdm khac gém phu thanh quan, phi mach,
va nhitng phén ting ki€u phan vé ¢ thé it khi xy ra. Giam ti€u cau, gidm bach cau, va gidm
toan thé huyét cau da xay ra vdi viéc st dung nhiing dan chdt p-aminophenol, dc biét khi
dung kéo dai cac liéu 6n. Giam bach cdu trung tinh va ban xudt huyét giam tiéu cau da xdy
ra khi dung paracetamol. Hiém gap mat bach cau hat & ngudi bénh dung paracetamol.

Dé trénh nguy co qud liéu, can kiém tra cac loai thudc khéc dung ciing ¢6 chia paracetamol
hodc propacetamol hay khdng.

Paracetamol nén dugc st dung thén trong trong cac trudng hgp:

+ Suy té bao gan

+ Suy than ndng (d0 thanh thai creatinin < 30 mL/ pht)

+ Nghién rugu man tinh,

+ Suy dinh duGng man tinh (trit lugng thap cdia gluthation 6 gan),

+ Mdt nudc.

+ Bénh nhan duing cac thudc gay cdm ting enzym

Dung ddng thai isoniazid véi paracetamol ciing ¢ thé dan dén ting nguy co doc tinh véi gan,
Nguy co paracetamol gay dc trén gan gia tang dang ké & ngudi bénh dung liéu paracetamol
[6n hon liéu khuyén dung trong khi dang duing thudc chdng co gidt hodc isoniazid.

Phén ting phu nghiém trong trén da mac du ti 18 mac phai la khong cao nhung nghiém trong,
tham chi de doa tinh mang bao gom hdi ching Steven-Jonhson (SJS), hdi chiing hoai ti da
nhiém doc: toxic epidermal necrolysis (TEN) hay hdi chiing Lyell, hdi chiing ngoai ban mun
m toan than cap tinh: acute generalized exanthematous pustulosis (AGEP).

Triéu chiing clia cdc hdi chiing néu trén dugc mé té nhu sau:

- Hoi chiing Steven-Jonhson (SJS): 1a di ing thudc thé bong nudc, bong nudc khu trd & quanh
cdchéc tu nhién: mét, mdi, miéng, tai, bd phan sinh duc va hau mén. Ngoai ra c6 thé kem sot
cao, viém phai, ri loan chiic ndng gan than. Chan dodn hdi chiing Steven-Jonhson (SJS) khi
¢6 it nhét 2 hdc tu nhién bi ton thuong.

- Hoi chiing hoai tit da nhiém ddc (TEN): la thé di ting thudc nang nhét, gom:

+ (acton thuong da dang & da: ban dang séi, ban dang tinh hong nhiét, hong ban hodc cac
bong nudc bung nhiing, cac tdn thuang nhanh chéng lan tda khdp ngudi;

+ T6n thuong niém mac mat: viém giac mac, viém két mac ma, loét gidc mac.

+T6n thuang niém mac dudng tiéu hoa: viém miéng, trgt niém mac miéng, loét hau, hong
thuc quan, da day, rudt;

+ Ton thuang niém mac dudng sinh duc, tiét niéu.

+ Ngoai ra con ¢6 cac triéu chiing toan than trdm trong nhu s6t, xudt huyét dutng tiéu hda,
viém phdi, viém cau than, viém gan... ty I& tirvong cao 15-30%.

- Hoi chiing ngoai ban mun ma toan than cdp tinh (AGEP): mun ma v6 triing nhd phat sinh
trén nén hong ban lan rgng. T6n thuong thutng xudt hién & cac nép gap nhu ndch, ben va
mat, sau do cd thé lan rong toan than. Triéu chiing toan than thudng cd Ia st, xét nghiém
mau bach cau da nhan trung tinh téng cao.

Khi phét hién nhitng dau hiéu phat ban trén da dau tién hodc bat ky dau hiéu phan ting qua
man nao khac, bénh nhan can phai ngting st dung thudc. Nguoi da ting bi cdc phan ting trén
da nghiém trong do paracetamol gdy ra thi khong dugc dung thudc tré lai va khi dén kham
chita bénh can phai thong béo cho nhan vién y té biét vé van dé nay.

Béc si can canh béo bénh nhén vé cac dau hiéu cta phan tng trén da nghiém trong nhu hoi
chiing Steven-Jonhson (SJS), hoi chiing hoai ti da nhiém doc (TEN) hay hoi ching Lyell, hoi
chting ngoai ban mun mu toan than cap tinh (AGEP).

St dung thudc cho phu nit ¢6 thai va cho con bi

Thoi ky mang thai

Chua xdc dinh duoc tinh an toan cla paracetamol dung khi thai nghén lién quan dén tac
dung khdng mong mudn cd thé c6 ddi vdi phét trién thai. Do do, chi nén dung paracetamol
@ ngudi mang thai khi that can.

Thai ky cho con bu

Thudc tiét vao sita me 6 mot Iugng rdt nhd. Nghién cu 6 nguoi me dung paracetamol sau khi
dé cho con bu, khdng thy cé téc dung khong mong mudn 6 tré nhd b me.

finh huéng clia thudc 1én kha nang ldi xe va van hanh may moc:

St dung thudc khdng gy anh hudng dén kha néng Iai xe hodc van hanh mdy méc

Tuong tac, tueng ky cia thuéc:

Probenecid gay ra giam toc d9 thanh thi paracetamol bang cach tic ché su tiép hgp clia nd
véi acid glucuronic. Gidm liéu paracetamol can dugc xem xét khi diéu tri dong thai véi

probenecid.

Salicylamid cd thé kéo dai thai gian bén thai ca paracetamol.

St dung dong thai paracetamol (4 g mi ngay trong it nhat 4 ngay) véi cc thudc chng dong
duting udng c6 thé dan dén cac bién thé& nhe cla gid tri INR (International Normalized Ratio:
chisd binh thutng héa qudc té). Trong trudng hgp nay, tang giam sat cac gia tri INR can dugc
tién hanh trong thoi gian st dung dong thdi ciing nhu cho 1 tuan sau khi diéu tri
paracetamol da bj ngung.

Paracetamol ¢6 thé lam tang ndng d trong huyét tuang cda cloramphenicol khi dung déng
thoi.

Tac dung khéng mong muén:

Nhu tat cd cdc san pham paracetamol, cac phan ting ¢6 hai cta thudc hiém gap (> 1/10000,
<1/1000) hodc rét hiém (<1/10000), chiing dugc md ta dudi day:

Hé thdng co quan Higm Rét hiém
- nongeoq >1/10000, <1/1000 <1/10000
Chung Mét moi Phan (ng qud man
Tim mach Huyét ap thap
Gan Tang transaminase gan
Ti€u cdu/ méu Giam tiéu cau, gidm bach cau,
gidm bach cau trung tinh.

Cac phan (ing ¢ hai hay gap & chd tiém da dugc bdo cdo trong cac thirnghiém lam sang (dau
va cdm gidc néng bong).
Trudng hop rét hiém: phét ban da don gian hodc ndi mé day dén s6c phan vé da dugc bao cdo
va yéu cau ngling diéu tri.
(C4c truong hgp ban d6, dd biing, ngtta va nhip tim nhanh da dugc bdo cdo.

Théng bdo ngay cho bdc si hodic dugc si khi gdp phdi cdc tdc dung phu cia thuéc.
Qua liéu va cach xu tri:
(6 nguy co tn thuong gan (bao gom viém gan téi cap, suy gan, viém gan & mat, viém gan
tiéu té bao), ddc biét la 6 ngudi gia, tré nho, & nhiing bénh nhan cd bénh gan, trong trudng
hgp nghién rugu man tinh, 6 nhiing bénh nhén suy dinh duGng man tinh va trong bénh nhan
dung céc thudc gay cdm ting enzym. Diing thudc qud liéu cd thé gay tirvong trong céc truting
hgp nay.
Cac triéu ching thuong xudt hién trong vong 24 gio' dau va bao gom: budn non, ndn, chan
an, xanh xao, dau bung. Qué liéu paracetamol ¢6 thé gay hoai tt gan hoan toan va khong thé
ddo ngugc, dan dén suy té bao gan, nhiém toan chuyén héa va bénh ndo, ¢d thé dan dén hon
mé va t& vong. Dong thai, ting ndng do transaminase gan (AST, ALT), lactat dehydrogenase
va bilirubin dugc quan st cling véi gidm nong do prothrombin cd thé xudt hién 12 dén 48 gic
sau khi udng.
Triéu chiing lam sang cda ton thuong gan thudng xudt hién sau hai ngay, va dat téi da sau
4-6 ngay.
Trong truong hop qua liéu, céc bién phap khan cap sau can duoc tién hanh:
- Ngay lap ttic nhap vién.
- Trudc khi bat dau diéu tri, xac dinh ndng d paracetamol trong huyét tueng, cang sém cang
t6t sau khi dung qua liéu.
- Viéc diéu tri bao gdm duing cac thudc gidi doc, vi du N-acetylcysteine (NAC), tiém tinh mach
hodc udng, néu c6 thé trudc gior thi 10. NAC c6 thé gidi dc trong trudng hap sau gid thit 10
sau khi qua liéu, nhung trong nhitng trudng hop nay, diéu tri kéo dai dugc tién hanh.
- Diéu tri triéu chting.
- Xét nghiém gan phai dugc thuc hién khi bat dau diéu tri va lap di lap lai mi 24 gid. Trong
hau hét céc truong hgp men gan trd lai binh thuong trong 1-2 tuan. Trong trudng hgp rat
nghiém trong, c6 thé can phai ghép gan.
Cac dac tinh dugcluc hoc:
Nhém diéu tri: Thudc giam dau va ha st khac

Ma ATC: N02BEO1
Paracetamol (acetaminophen hay N-acetyl-p-aminophenol) la chat chuyén héa c6 hoat tinh
clia phenacetin, Ia thudc gidm dau - ha sét hitu hiéu c6 thé thay thé aspirin; tuy vay, khac véi
aspirin, paracetamol khong cd hiéu qua diéu trj viém. VGi liéu ngang nhau tinh theo gam,
paracetamol ¢4 tac dung giam dau va ha s6t tuang tu nhu aspirin.
Paracetamol lam gidm than nhiét & nguoi bénh sét, nhung hiém khi lam gidm than nhiét 6
nguoi binh thudng. Thudc téc dong Ién viing dudi doi gay ha nhiét, téa nhiét tang do gian
mach va tang luu lugng mau ngoai bién. Paracetamol, vdi liéu diéu tri, it tac dong dén hé tim
mach va hd hap, khong lam thay di can bang acid - base, khdng gay kich ting, xudc hodc
chdy méu da day nhu khi dung salicylat, vi paracetamol khdng tac dung trén cyclooxygenase
toan than, chi tdc dong dén cyclooxygenase/prostaglandin ctia hé than kinh trung uong.
Paracetamol khdng ¢6 tac dung trén tiéu cu hodc thoi gian chdy méu. Khi ding qua liéu
paracetamol mot chat chuyén hda la N - acetyl - benzoquinonimin gdy déc nang cho gan.
Liéu binh thutng, paracetamol dung nap tt, khdng c6 nhiéu tac dung phu cla aspirin. Tuy
vay, qua liéu cdp tinh (trén 10 g) lam thuong ton gan gy chét ngudi.
Cac dac tinh dugc dong hoc:
Paracetamol phan bd nhanh va ddng déu trong phan I6n cdc mé clia co thé. Khoang 25%
paracetamol trong méu két hop vdi protein huyét tuang. Thé tich phan bé cGa thudc1a 11/
kg. Nong do dinh trong huyét tuong (Cmax) sau khi truyén mot liéu 1 g paracetamol la 30 y
g/mL.
Nita ddi huyét tuong cla paracetamol 1a 1,25 - 3 gid, 6 thé kéo dai vdi liéu gay doc hodc &
ngudi bénh ¢d thuong ton gan. Sau liéu diéu tri, co thé tim thay 90 dén 100% thudc trong
nudc tiéu trong ngay thi nhat, chd yéu sau khi lién hgp trong gan véi acid glucuronic
(khodng 60%), acid sulfuric (khodng 35%) hodc cystein (khoang 3%); ciing phét hién thay
mot lugng nhd nhitng chét chuyén hoa hydroxyl - hod va khir acetyl. Tré nhé it kha néng
glucuro lién hgp véi thudc hon so véi nguoi I6n. Paracetamol bi N - hydroxyl hoa béi
cytochrom P450 dé tao nén N - acetyl - benzoquinonimin, mt chat trung gian ¢6 tinh phan
(ing cao. Chat chuyén héa nay binh thuging phan ting véi cdc nhom sulfhydryl trong glutathi-
on va nhu vay bi khi hoat tinh. Tuy nhién, néu uéng liéu cao paracetamol, chét chuyén héa
nay dugc tao thanh vdi lugng di dé lam can kiét glutathion ctia gan; trong tinh trang d6,
phén ting cla n6 véi nhém sulfhydryl cGa protein gan tang Ién, ¢6 thé dan dén hoai tk gan.
Bénh nhdn suy than
Trong trudng hop suy than ndng (40 thanh théi creatinine 10-30 ml / pht), thdi gian ban
thai khoang tir 2 dén 5,3 giv. § bénh nhan suy than, cic dang lién hap véi glucuronid va
sulfat cd toc do thai trir chdm hon 3 1an so véi & nguai khde manh. Do d6, khi dung
paracetamol cho bénh nhén suy thén nang (49 thanh thai creatinine < 30 ml / pht), téng
khoang cach ti thi€u giira mi lan dung dén 6 gid.
Nguoi gia
Dugc ddng hoc va chuyén hoa clia paracetamol khéng thay déi & déi tugng nguti cao tudi.
Khong can diéu chinh liéu.
Quy cach déng géi: Ong nhua 10 ml, 10 6ng nhua/ hop.
Bao quan:
Bao qudn trong bao bi kin, tranh dnh sdng, & nhiét do duéi 30°C. Dung dich sau khi pha lodng
bdo quan trong bao bi kin, trdnh dnh sang, ¢ nhiét d6 dudi 30°C.
Han dung ctia thuéc:
48 thang ké tirngay san xudt. 5 ngay sau khi m tdi nhom. 8 gi¢r sau khi pha loang

Tén, dia chi, biéu tugng (néu ¢6) ctia ¢o s san xuat:
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