Rx: Thuéc nay chi diing theo don thudc

BFS-PARACETAMOL

Paracetamol 1000 mg/10 ml
"Dé xa tdm tay tré em”
Doc ky hutng dan st dung trudc khi ding
Thanh phan: Mbi lo 10 ml chifa :
Thanh phdn hoat cht: Paracetamol .................ccceuevunennnn... 1000 mg
Thanh phdn td dugc: Add hydrochlorid, natri hydroxyd, propylen glycol, polyethylen glycol
400, di-natri hydrogen phosphat dihydrat, natri dihydrogen phosphat dihydrat, nuéc cat pha
tiém.
Dang bao ché: Dung dich d4m diic dé truyén tinh mach.
M@ ta: Dung dich trong suét
pH:3,0-8,0
Chi dinh:
Diéu trf ngdn han cac con dau vita phdi, dac biét I sau phiu thudt va diéu tri ngén han sét,
khi viéc dua thudc vao co thé bang dudng tinh mach I3 cdn thiét dé diéu tri dau hodc s6t cao
va / hodc khi cdc dutng dung khéc I khong thé.
Liéu lugng va cach diing:
Dutng ding: Truyén tinh mach.
(dch ding
Pha loang 1 6ng dung dich BFS-PARACETAMOL trong 100-500 mL dung dich tiém truyén
natri chlorid 0,9% hoéc dung dich glucose 5%. Can kiém tra dé chac chén khong c6 tiéu phan
nhin thdy dugc bing mét thudng trong dich dé truyén.

Liéuding
Can nang bénh nhén Liéulugng/Ian | Liéutsida/ 24 gio

<10kg | 75mg/kg | 30mg/kg
'>10kgva<3lkg 15mg/kg | 60mg/kg khongqua2g
(>33kgva<S0ky | 15mg/kg | 60mg/kg khongqui3g
'>50 ligiva 6 cdcyéu tonquy coddng thei | 1g 3q

gdy ddc cho gan - .

> 50kg va khdng c6 yéu t nquy co gay doc | 1q 4q

gan

Khodng cach gitia hai Idn dung thudc tdi thiéu 4 gio

Khong 6 dir liéu an toan va hiéu qud danh cho tré so sinh dé non.

Liéu néu trén Ia liéu t3i da cho bénh nhén khong si dung cac thudc chifa paracetamol khac.
Khi ding thuéc cho bénh nhan suy than néng (6 thanh thai creatinine < 30 mi/phiit), ting
khodng cach tdi thiéu giia mbi 14n dung dén 6 gic.

(' nqui 16 bi suy gan, nghién nou man tinh, suy dinh dugng man tinh, mat nudc: Liéu téi
da hang ngay khdng dugcvugt qua 3 g

Chéng chi dinh

Qud man vdi paracetamol hoac propacetamol hydrochlorid (tién chat ciia paracetamol) hoic
v6i bat ky thanh phén nao cda thudc.

Suy té bao gan nang.

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

Canh béo va than trong khi dung thuéc:

Paracetamol tuang ddi khang doc vdi liéu diéu tri. Doi khi ¢6 nhitng phan ttng da gom ban
dat san ngdia va may day; nhiing phén ting mén cdm khac gém phu thanh quan, phis mach,
va nhiing phan ting kiéu phén vé 6 thé it khi xay ra. Gidm tiéu cdu, gidm bach ciu, va gidm
toan thé huyét ciu da xdy ra v6i viéc sit dung nhiing dan chdt p-aminophenol, dac biét khi
diing kéo dai cac liéu I6n. Giam bach céu trung tinh va ban xuat huyét gidm tiéu ciu da xdy
ra khi diing paracetamol. Hiém gap mét bach céu hat & ngudi bénh diing paracetamol.

Pé tranh nquy co qua liéu, cén kiém tra cac loai thudc khac diing cung cé chiia paracetamol
hodc propacetamol hay khang.

Paracetamol nén duoc st dung thén trong trong cic truémg hop:

+ Suy té bao gan

+ Suy than nang (d0 thanh thdi creatinin < 30 mL/ phut)

+ Nghién rugu man tinh,

+ Suy dinh dung man tinh (trit Iugng thap cla gluthation & gan),

+ Mat nudc.

+ Bénh nhan dung céc thudc gay cdm tng enzym

Diing ddng thai isoniazid véi paracetamol ciing ¢6 thé dan dén tang nguy ca doc tinh vdi gan,
Nguy co paracetamol gay ddc trén gan gia tang déng ké & ngudi bénh dung liéu paracetamol
16n hon liéu khuyén dung trong khi dang duing thudc chdng co gidt hodc isoniazid.

Phén (ing phu nghiém trong trén da mac du ti Ié mac phdi 1 khong cao nhung nghiém trong,
tham chi de doa tinh mang bao gém hdi chimg Steven-Jonhson (SJS), héi chiing hoai ti da
nhiém doc: toxic epidermal necrolysis (TEN) hay hoi ching Lyell, héi ching ngoai ban mun
mi toan than cap tinh: acute generalized exanthematous pustulosis (AGEP).

Triéu chiing ctia cdc hdi chiing néu trén dugc mé ta nhu sau:

- Hoi chiing Steven-Jonhson (SJS): 1a di ting thudc thé bong nudc, bong nudc khu trd & quanh
cachdc tu nhién: mat, mai, miéng, tai, b phén sinh dyc va hau mén. Ngoai ra c6 thé kem sot
ca0, viém phdi, rdi loan chitc ndng gan théan. Chdn doan hai chiing Steven-Jonhson (SJS) khi
€6 ft nhat 2 hdc ty nhién bi ton thuong.

- Hoi chiing hoai tif da nhiém doc (TEN): Ia thé di tng thudc ndng nhdt, gom:

+ Céc ton thuong da dang & da: ban dang s6i, ban dang tinh hdng nhiét, hdng ban hoéc cic
bong nudc biing nhiing, céc ton thuong nhanh chéng lan téa khip ngui;

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

+Ton thuong niém mac dutng tiéu héa: viém miéng, trgt niém mac miéng, loét hiu, hong
thuc quan, da day, rugt;

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

+ Ngoai ra cdn ¢6 cdc triéu chiing toan than trdm trong nhu sét, xudt huyét duting tiéu héa,
viém phdi, viém cdu than, viém gan... ty Ié tir vong cao 15-30%.

- Hoi chiing ngoai ban mun mi toan than cap tinh (AGEP): mun md vé triing nhd phét sinh
trén nén hong ban lan rng. Ton thuong thudng xuat hién & cic nép gap nhu ndch, ben va
mat, sau d co thé lan rong toan than. Triéu chiing toan than thudng c6 la sét, xét nghiém
méu bach cdu da nhan trung tinh tang cao.

Khi phat hién nhing ddu hiéu phat ban trén da dau tién hoac bat ky dau hiéu phan (ing qud
man nao khac, bénh nhan cén phai ngimg sit dung thudc. Ngu@si da timg bi céc phan ting trén
da nghiém trong do paracetamol gy ra thi khong duoc diing thudc trd lai va khi dén kham
chita bénh can phéi thong bao cho nhan vién y té biét vé van dé nay.

Bdc si cén canh béo bénh nhan vé cdc déu higu cia phan ting trén da nghiém trong nhu hoi
chiing Steven-Jonhson (SJS), hdi chiing hoai ti da nhiém doc (TEN) hay hoi ching Lyell, hoi
ching ngoai ban mun m toan than cap tinh (AGEP).

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

Thoi ky mang thai

Chva xac dinh dugc tinh an toan clia paracetamol diing khi thai nghén lién quan dén tac
dung khong mong mudn c6 thé c6 ddi véi phét trién thai. Do 6, chi nén dling paracetamol
@ nouoi mang thai khi that can.

Tho! ky cho con b

Thudctiét vao sita me & mdt luong rét nho. Nghién ciu & nguési me dung paracetamol sau khi
dé cho con b, khong thdy ¢6 tac dung khdng mong mudn & tré nhd bi me.

Anh hudng cia thudc Ién kha nang 14i xe va van hanh méy méc:

St dung thudc khong gay anh huéng dén kha nang l4i xe hodc van hanh mdy moc

Tuong tac, tuong ky cia thuéc:

Probenecid gay ra giam t6c do thanh thai paracetamol bang cach tic ché sy tiép hop clia no
vl acid glucuronic. Gidm liéu paracetamol can dugc xem xét khi diéu tri dong thoi véi



probenecid.
Salicylamid c6 thé kéo dai thai gian ban théi clia paracetamol.
Strdung dong thai paracetamol (4 g mdi ngay trong it nhat 4 ngay) vdi cac thudc chang dong
dudng udng cd thé dan dén cac bién thé nhe cla gia tri INR (International Normalized Ratio:
chi s6 binh thuang héa quéc té). Trong trutng hop nay, tang gidm sét cac gid tri INR can duoc
tién hanh trong thdi gian st dung ddng théi cing nhy cho 1 tudn sau khi diéu tri
paracetamol da bi ngung.

Paracetamol ¢6 thé lam téng ndng dd trong huyét tuang cia cloramphenicol khi dung ddng
thai.

Tacdung khang mong muén:

Nhu tét cd céc san pham paracetamol, cic phén ing ¢6 hai ctia thudc hiém gap (> 1/10000,

<1/1000) hoac rat hiém (<1/10000), chiing ducc mo ta dudi day:

e Hiém Rat hiém
Hé th 0}
congeaquan | 1/10000, <1/1000 <1/10000
Chung Mét moi Phan ting qué man xr
Tim mach Huyét ap thap
Gan | Tang transaminase gan
Tiéu cdu / mau Gidm tiéu cau, giam bach cdu,
gidm bach cau trung tinh.
Cacphan ing cd hai hay gap & chd tiém da dugc bdo cdo trong cac thir nghiém Iam sang (dau
va cdm gidc ndng bong).
Trudng hop rét hiém: phét ban da don gidn hodc ndi mé day dén sdc phan vé da dugc béo cio
va yéu ciu ngimg diéu tri.

Céc trudng hgp ban d6, d6 bimg, ngia va nhip tim nhanh da dugc béo cdo.

Théng bdo ngay cho bdc si hodc dugc si khi gap phdi cdc tdc dung phu cia thudc.
Qua liéu va cach xi tri:
(6 nquy ca ton thuong gan (bao gém viém gan tdi cap, suy gan, viém gan i mat, viém gan
tiéu t& bao), dac biét 13 & ngudi gia, tré nhd, & nhitng bénh nhan ¢ bénh gan, trong truang
hop nghién rugu man tinh, & nhiing bénh nhan suy dinh du@ng man tinh va trong bénh nhan
diing céc thudc gay cdm ting enzym. Diing thudc qua liéu c6 thé gay tirvong trong céc trutng
hap nay.
Cac triéu chiig thudng xudt hién trong vong 24 gits dau va bao gdm: budn ndn, nén, chén
3n, xanh xao, dau bung. Qué liéu paracetamol c6 thé géy hoai tif gan hoan toan va khong thé
d3o nguoc, din dén suy t& bao gan, nhiém toan chuyén hoa va bénh nao, c6 thé dan dén hon
mé va tirvong. Dong thai, tang ndng d9 transaminase gan (AST, ALT), lactat dehydrogenase
va bilirubin dugc quan sat ciing véi gidm néng dd prothrombin c6 thé xuét hién 12 dén 48 git
sau khi udng.
Triéu chiing 1am sang ciia tén thuong gan thung xuét hién sau hai ngay, va dat tdi da sau
4-6 ngay.
Trong trung hop qu liéu, cac bién phdp khan cap sau cén duoc tién hanh:
- Ngay lap tic nhap vién.
~Tru6i khi bt d3u diéu tri, xac dinh néng do paracetamol trong huyét tuong, cang sém cing
t6t sau khi dung qua liéu.
-Viéc diéu tri bao gém diing cac thudc gidi doc, vi du N-acetylcysteine (NAC), tiém tinh mach
hoéc udng, néu cd thé trudc gitr thif 10. NAC ¢ thé gidi doc trong trudng hop sau gid thii 10
sau khi qud liéu, nhung trong nhitng trutng hop nay, diéu tri kéo dai duoc tién hanh.
- Diéu tri triéu chimg.
- Xét nghiém gan phéi duoc thuc hién khi bat ddu diéu tri va lap di l3p lai mi 24 gid. Trong
héu hét céc trudng hop men gan tré lai binh thutng trong 1-2 tudn. Trong trutng hop rdt
nghiém trong, cd thé cin phéi ghép gan.
Cacdactinh duoclychoc:
Nhom diéu tri: Thuc gidm dau va ha sot khdc

Ma ATC: NO2BEO1
Paracetamol (acetaminophen hay N-acetyl-p-aminophenol) la chat chuyén héa 6 hoat tinh
clia phenacetin, 3 thuéc giam dau - ha st hitu hiéu c6 thé thay thé aspirin; tuy vay, khac véi
aspirin, paracetamol khong ¢ hiéu qua diéu tri viém. Vdi liéu ngang nhau tinh theo gam,
paracetamol c6 tac dung giam dau va ha sot tuong tu nhu aspirin.
Paracetamol am giam than nhiét & ngui bénh sét, nhung hiém khi lam giam than nhiét (i
nqudi binh thuémg. Thudc téc dong 1én ving dudi ddi gay ha nhiét, téa nhiét tang do gian
mach va tang luu luong mau ngoai bién. Paracetamol, vdi liéu diéu tri, it tac dong dén hé tim
mach va ho hap, khang lam thay déi can béng acid - base, khdng géy kich ting, xudc hoac
chdy méu da day nhu khi dung salicylat, vi paracetamol khong téc dung trén cyclooxygenase
toan than, chi tac dong dén cyclooxygenase/prostaglandin cia hé thén kinh trung uong.
Paracetamol khéng cd téc dung trén tiéu cdu hodc thdi gian chdy mau. Khi dung qua liéu
paracetamol mot chét chuyén hoa Ia N - acetyl - benzoquinonimin gdy doc nang cho gan.
Liéu binh thutng, paracetamol dung nap t6t, khdng ¢6 nhiéu tac dung phu clia aspirin. Tuy
vay, qua liéu cap tinh (trén 10 g) lam thuong ton gan gay chét ngudi.
Céc dactinh dugc dong hoc:
Paracetamol phan b nhanh va dong déu trong phén 16n cic mé cta co thé. Khodng 25%
paracetamol trong méu két hgp véi protein huyét twong. Thé tich phan bé cia thudc la 1L/
kg. N6ng do dinh trong huyét tuong (Cmax) sau khi truyén mot liéu 1 g paracetamol la 30 p
g/mL.
Nira ddsi huyét tuong clia paracetamol 1a 1,25 - 3 gid, ¢6 thé kéo dai vdi liéu gy doc hoac &
nqudi bénh 6 thuong tén gan. Sau liéu diéu tri, c6 thé tim thay 90 dén 100% thudc trong
nudc tiéu trong ngay thir nhat, chi yéu sau khi lién hop trong gan véi acid glucuronic
(khodng 60%), acid sulfuric (khodng 35%) hoéc cystein (khodng 3%); ciing phat hién thdy
mét lugng nho nhiing chét chuyén héa hydroxyl - hod va khir acetyl. Tré nhd it kha nang
glucuro lién hop véi thudc hon so véi ngudi Idn. Paracetamol bi N - hydroxyl héa bdi
cytochrom P450 dé tao nén N - acetyl - benzoquinonimin, mat chat trung gian cd tinh phan
{ing cao. Cht chuyén héa nay binh thuang phan (g véi cdc nhom sulfhydryl trong glutathi-
on va nhu vy bi kht hoat tinh. Tuy nhién, néu uéng liéu cao paracetamol, chat chuyén hoa
nay dugc tao thanh véi lugng du dé 1am can kiét glutathion cta gan; trong tinh trang do,
phan ting ctia né véi nhom sulfhydryl cta protein gan tang lén, c6 thé dan dén hoai tif gan.
Bénh nhdn suy than
Trong trutng hop suy than nang (do thanh thai creatinine 10-30 ml / phit), thai gian ban
thai khoang tir 2 dén 5,3 gio. O bénh nhan suy than, cic dang lién hop véi glucuronid va
sulfat c6 toc do thai trr cham hon 3 1dn so véi & ngudi khde manh. Do dé, khi dung
paracetamol cho bénh nhan suy than nang (do thanh thai creatinine < 30 ml / phit), tang
khodng céch tdi thiéu gitta mdi lan dung dén 6 gid.
Naudi gia
Dugc ddng hoc va chuyén héa clia paracetamol khdng thay ddi & doi tugng nguai cao tudi.
Khdng can diéu chinh liéu.
Quy cach déng géi: Ong nhua 10 ml, 10 3ng nhya/ hp.
Bao quan:
Bdo quan trong bao bi kin, trénh dnh séng, & nhiét do dudi 30°C. Dung dich sau khi pha loang
bdo quan trong bao bi kin, tranh anh séng, & nhiét do dudi 30°C.
Han dung cta thudc:
30 thang ké tir ngay san xuat. 5 ngay sau khi m tdi nhom. 8 gior sau khi pha loang

Tén, dia chi, biéu tugng (néu c6) cia co s& san xuat:

cPC1HN
(Cong ty cd phan Dugc pham CPC1 Ha Noi
Cum cong nghiép Ha Binh Phuong, xa Van Binh, huyén Thung Tin, thanh phd Ha Noi

T12-17-270121-H01664-C00301




