Huwémg ddn str dung thude

Rx PARACETAMOL KABI 1000 \

Thuéc nay chi dang theo don thubc
Dé xa tdm tay tré em
Doc ky hudng dén sir dung trwde khi dang

Thanh phin cong thirc:

Mai chai 100ml dung djch chira:

Thanh phan hoat chat: paracetamol 1000 mg.

Thanh phdn ta dugc: mannitol, dinatri hydrophosphat.12H20 (~ 64 mg natri), acid
aitric.H0, natri bisulfit (~ 6,6 mg natri), natri hydroxyd (~ 46 mg natri), nwdc cAt pha tiém
vira du.

Dang bao ché:

Dung dich tiém truyén

Dung dich trong, khéng mau hodc g&n nhw khéng mau, hoi nhét, dwng trong chai thiy
tinh khong mau 100 ml, Kin.

pH:4,5-65.

Chi djnh:

- Didu tri trong thoi gian ngén c4c con dau trung binh, dac biét 1a dau sau phau thuat.

- Didu tri trong thdi gian ngén céc con sét.

St dung paracetamol dwdng tinh mach trén 1dm sang khi can gidm dau ngay ho&c ha
sbt khan cAp vashodc khi khdng thé dung cac dwdng dung khac.

Lidu dung, cach dung:

Dung dwong tinh mach.

Chai 100 ml danh riéng cho ngudi 1o, tré vj thanh nién hodc tré c6 can néng trén 33 kg.
Lidu ding:

Lidu dua trén can nang cla bénh nhan (xem bang lidu dudi day)

Can nang Lidudung [Thé tich |Thé tich t6i da|Lidu téi da
sirdyng |dich truyén dya |trong
trén can nang toéi | ngay™*
da ctia nhém (ml)”
<10 kg* 7,5mg/kg |0,75mlkg | 7,5 ml 30 mg/kg
>10kgdén<33kg |15mgkg |1.5mikg |49,5mi Egéng (;‘l‘]g";g
>33kgdénss0kg |15mgkg |1,5mikg |75mi ﬁgéng Jﬂi’ﬁ%
>50 kg, c6 thém cac
yéutonguycongd [1g 100 ml 100 ml 3g
doc gan
>50 kg, khéng cé
themyéutonguy |[1g 100 ml 100 ml 4g
co gay ngd déc gan

*Tré sinh non: chua c6 dir liéu vé tinh an toan va hiéu qua trén tré sinh non.

**Bénh nhan nhe can hon sé can thé tich it hon.

- Khoang thei gian t6i thiéu gitra cac lan sir dyng it nhét 12 4 gio & bénh nhan cé
chirc nang than binh thweong (6 thanh thai creatinin 2 50 mi/phat).

- Khoang th&i gian tdi thiéu gitra cac Ian sir dung & bénh nhan suy than ning (6
thanh thai creatinin tir 10 - 50 ml/phat) it nhét |2 6 gio.

- Khoang théi gian téi thiéu gitra cac 1an sir dung & bénh nhan phai loc mau (dé
thanh thai creatinin < 10 mUpht) it nhét phai Ia 8 gio.

- & ngwei I6n méc bénh gan thé hoat dong man tinh hodc con bu, suy té bao gan,
nghién negru man tinh, suy dinh dw&ng man tinh (Iwgng dir trir glutathion & gan
thap), mat nwérc, hoi chirng Meulengracht Gilbert, nang dwéi 50kg liéu téi da trong
ngay khong dwegc virgt qua 3 g.

- Khéng str dung nhiéu hon 4 liéu trong thei gian 24 gio.

==L idu t6i da trong ngay.

Liéu téi da trong ngay dua ra trong bang trén Ia cho bénh nhan khéng si¢ dung cac san
pham cb ch(ra paracetamol khac va can phai dwgc didu chinh tinh theo lvong cac san
phé&m cb ch(ra paracetamol da sir dyng.

Cach dung:

Than trong khi ké don va sl dyng djch truydn Paracetamol Kabl 1000 dé tranh sai
litu do nham [&n gitra miligam (mg) va mililit (ml). Sy nhdm I&n nay co6 thé dan dén
viéc qua lidu va tir vong. Cén than trong d& dam bao truyén dat va phan phéi dan
lidu. Khi ké don, cAn ghi téng lidu béing ca khéi lrgng mg va thé tich. Than trong d
dam béo lidu dugc dong va sir dyng chinh xac.

Chi ding 1 1an, Dung djch con thira phai bd di.

Trude khi sir dyng, san phdm cin phai dugc kiém tra tidu phan la va mau s&c bang mét.
Dung dich paracetamol dwgc truyén tinh mach trong thoi gian 15 phat.

Bénh nhén c6 can nang < 10 kg;

- Khéng nén treo chai Paracetamol Kabi 1000 dé truyén dich cho bénh nhan do déi véi
nhng bénh nhan thubc nhém nay, chi st dung mot thé tich nhé clia thubc.

- Thé tich djch c&n truyén nén dugc rat ra 1l chai va co thd sir dyng lubn hoéc pha loang
(1 thé tich dich truydn Paracetamol Kabi 1000 v&i 9 thé tich dung djch pha lo&ng) béng
dung dich NaCl 0,9% hoéc glucose 5% va truydn trong thei gian 15 pht.

Chi nén s dyng dung dich pha loéing trong thi glan 1 gi¢r sau khi pha (bao gbm ca thol
gian truyén),

~ Nén ding bom tiém & hogc 10 mi dé tinh lidu twong (ng v6i cAn néing cla trd va lay
dugc lugng dich mong mubn, Tuy nhién, méi libu khéng dugc qua 7,5 ml.

- Dung thuée phai tuan thi theo théng tin hiréng d&n vé lidu dung san phdm.

Dé pha loging dich truybn Paracetamol Kabi AD 10mg/ml xem ph&n Tuong ky ca thubc.
D& Ihy dich truyén, st dyng kim 1i8m 0,8 mm, dam Kim thlng dirng véo nép chal tal vi trf
dugc danh déu.

Dbi vi tht ca c4c loal dich truydn dugc dbng chal thay tinh, khl truydn theo bét ky dudng
dung néo cling cin theo dbl chdt ché qua trinh truydn, dsc biét 14 & glal dogn cubl. Vidc
nay chn da4c biét 4p dyng khi truydn theo dwéng mach trung tam d8 tréanh b) thc khl.
Chéng chi djnh:

- Mén cam v6i paracetamol hosic propacelamol hydrackord (tidn chét otia paracetamol)
hoc véi bt o thanh phan nao coa thube.

- Suy 14 bao gan ngng (Child-Pugh > 9),

Canh bao va than trong khi ding thuéc:
Chuy
NGUY CO NHAM LAN

CAn than trong tranh sal liu dung do nh&m I&n gita miligam (mg) va mililit (ml). Nh&m
18n nay co thd dén dén viéc qua lldu va tir vong.

Nén sir dung thudc gldm dau dweng ubng thich hop ndu bénh nhan van c6 thé st dung
dwdng ubng.

D& tranh nguy co qua lidu, cAn kidm tra @ dam béo bénh nhan khong diing ddng thi cac
thubc cé chira paracetamol ho&c propacetamol hydroclorid.

Sir dyng lidu cao hon lidu khuyén céo c6 thé gay tdn thwong gan nang. Cac dAu hiu (am
sang va tridu chirng tdn thwong gan (bao gdm viém gan biing phét, su gan, viém gan ¢
mat, viém gan hoai tlr) thwong dwoc phét hién sau 2 ngdy dung thubc va bidu hién rd
nhét sau 4-6 ngay. Can dung thubc giai doc cang sém cang tht.

Paracetamol c6 thé gy cac phan &ng trén da nghiém trong. CAn canh bao cho bénh
nhan v& cac d4u hiéu sé'm clia phan (rng trén da nghiém trong va ngirng diing thubc ngay
1&n dAu tién xuét hién ban da hodc bAt ky dAu hiéu nao clia phan (eng qua mén. Béc s
cAn canh béo cho b&nh nhan vé cac dAu hiéu clia phan (rng trén da nghiém trong nhw hoi
chirng Steven-Johnson (SJS), hdi chirng hoai t&r da nhiém déc: toxic epidermal necrolysis
(TEN) hay héi chirng Lyell, hdi chirng ngoai ban mun mu toan than cép tinh: acute
generalized exanthematous pustulosis (AGEP).

CAn than trong khi dung ddng thoi paracetamol véi flucloxacillin do tang nguy co nhidm
toan chuydn hoa véi 16 héng anion ting (HAGMA). Bénh nhan c6 nguy co cao méc
HAGMA 13 b&nh nhan bj suy than néng, nhiém khuan hoc suy dinh dwdng, dic biét néu
str dung lidu tdi da paracetamol hang ngay.

Sau khi sir dyng paracetamol cfmg véi flucloxacillin, nén theo déi bénh nhan chét ché dé
phét hién cac dAu hiéu clia sy mat can béng acid-base, cy thé [a HAGMA, bao gdm ca
viéc tim kiém 5-oxoprolin trong nwéc tidu.

Néu tiép tuc sir dung flucloxacillin sau khi ngirng paracetamol, nén dam bao khong co déu
hiéu clia HAGMA, do v&n c6 khd nang flucloxacillin duy tri biéu hign Iam sang cla
HAGMA.

Gibng nhw véi tat ca cac dung dich tiém truyén dwoc dong chai, cin déc biét cha y theo
doi cgn than vao cubi giai doan truyén dé tranh thuyén tac khi.

Béc si can canh bao bénh nhan vé cac dau hiéu cla phan (g trén da nghiém trong nhie
hdi chirng Steven-Johnson (SJS), hdi chirng hoai t da nhiém doc (TEN) hay hdi chieng
Lyell, hdi chirng ngoai ban mun mui toan than cép tinh (AGEP).

Cén chu y dac biét khi dung paracetamol trong cac diéu kién sau:

- ROi loan té& bao va chirc nang gan bét thwérng (Child-Pugh < 9)

- Réi loan gan mat

- Hoi chirng Maulengracht Gilbert (vang da khéng tan huyét c6 tinh gia dinh)

- Suy than nang (d¢ thanh thai creatinin s 50 ml/phut)

- Nghién reou man tinh

Suy dinh dwdng man tinh (dy trir glutathion trong gan thép)

Nudi dwdng hoan toan qua dwdng tiém (TPN)

Dung chét gay cam (rng enzym

Dung chét gay doc véi gan

O bénh nhan thiéu G6PD do gen (favism), sau khi diing paracetamol c6 thé xuét hign
tan mau do giam phan b glutathion.

- Mét nuéc

Anh huéng dén két qua xét nghiém:

Paracetamol c6 thé &nh huéng dén xét nghiém acid uric bang phwrong phap sir dyng acid
phosphotungstic va xét nghiém dwéng huyét béng phwong phéap st dung enzym glucose-
oxidase-peroxidase.

Thubdc chira 116,6 mg natri (thanh phan chinh cia mubi &n) trong chai 100 ml. Khéi lvgng
nay tvong duong voi 5,8% lwgng natri an vao hang ngay Iém nhét dwgc khuyén céo cho
mét nguai lén (2 g theo WHO).

Thuée chira ta dwgc chira bisulfit (natri bisulfit), co thé hiém khi gay ra phan ng dj (rng
nghiém trong va co thét phé quan.

Str dyng thudc cho phu ni¥ cé thai va cho con bu:

Si dung thude cho phu n ¢ thai

Kinh nghiém |am sang vé viéc st dung paracetamol theo dwérng tinh mach con han ché.
Tuy nhién, nhidu d& lidu v& viéc str dung paracetamol dwdng uéng & phy ni cé thai
khéng gay dj dang hoac ddc tinh cho bao thai. Cac nghién ciru dich t& hoc cho thay két
qua khéng thuyét phuc vé sip phat trién than kinh & tré em tidp xdc véi paracetamol trong
tr cung. Néu c6 chi dinh 1am sang, co thé sir dung paracetamol trong thei ky mang thai,
tuy nhién nén st dung & mdec lidu thAp nhat co hidu qua va trong th&i gian ngén nhét voi
tan suét thap nhéat co thé.

St dung thuéc cho phu ni cho con bu

Sau khi ubng, mét Iwgng nhd paracetamol duwoc bai tiét qua stra. Chwra c6 bdo cao nao
v& tac dung khéng mong mudn trén tré so sinh. Vi vay, co thé dung paracetamol cho phy
n@ dang cho con ba.

Anh hwéng cua thube 16n kha nang 1ai xe, van hanh may méc:
Paracetamol Kabi 1000 khéng gay anh hudng dén kha nang l4i xe va van hanh may.
Twong tac, twong ky, cua thube:

Twong tac cua thudc:

- Probenecid gay giam khoang 2 |&n d9 thanh thai clia paracetamol do tc ché lién két
clia paracetamol v&i acid glucuronic. CAn gidm lidu paracetamol ndu phai dung ddng
thol véi probenecid.

- Salicylamid c6 thé kéo dai thoi glan ban thai clia paracetamol.

- Chuyén hoa paracetamol bj suy gidm & bénh nhéan dung cac thuéc gay cam (g
enzym nhw rifampicin, barbiturat, thuéc chéng trAm cadm 3 vong, va mot sb thubc
chéng déng kinh (carbamazepin, phenytoin, phenobarbital, primidon).

- Da c6 cac bao céo don 16 mb ta ddc tinh bét thirdrng trén gan & bénh nhan ubng nreu
hofic dang dung cé4c thubc gy cdm (rng enzym.

- Dung ddng thl paracetamol va chloramphenicol cé thd kéo dal thi gian tac dung cla
chloramphenicol.

- Dung dbng the/ paracetamol va AZT (zidovudin) lam téng xu huréng gidm bach cAu.

- Dung @dng tht paracetamol vé&i cac thubc tranh thal dudng udng o6 thd 1am giam
thel glan ban thai cta paracetamol.

- Dung dbng thol paracetamol (4 g/ngay trong it nhat 4 ngay) véi cac thubo ohéng ddng
méu durong ubng o6 thd diin 16i thay ddi nhe gié tr| INR, Trong trromg hop nay cdn
tang cudng kidm soét gid tr| INR trong thd glan dung ddng thei 2 thubo clng nhur
trong vong 1 tudin sau khi ngirmg didu tr| bAng paracetamol.

- Cln than trong khi sir dyng ddng thdl paracetamol véi flucloxalliin do o6 méi lien
quan dén nhidm toan chuyén hoa véi 1 hdng anion tang (HAGMA), ddo biét & b@nh
nhn c6 yéu 18 nguy oo,

Dung dich tidm truyn Paracetamo! Kabl 1000mg o thé dugo pha lodng trong dung dich
natri clorid 8 mg/ml (0,9%) hofio dung dich glucose 60 mg/mi (6%) to1 10 in (1 thd tich



Paracetamol Kabl AD 10 mg/mi hoa vao 9 thé tich dung dich pha loang).

Dung dich phai dwoc kidm tra bing mét va phal dugc loal bé ngay nbu bj duc hogc c6 tidu
phan la hoac két tua,

Tac dung khéng mong muén cua thubc:

Danh gia tac dung khdng mong mudn dya trén cac djnh nghia vé tan suét nhu sau:

RA&t thwong gap: 21/10

Thudng gap 21/100 dén < 1/10

It gap 2 1/1000 dén < 1/100
Hiém gap 2 1/10000 dén < 1/1000
RAt hiém gap <1/10000

Khdng rd: khdng thé luong gia tAn suét tir cac da lidu da co
Cang nhw v&i tht ca céac thubc cé chira paracetamol, cac tac dung khdng mong muén
quan sat dwgc [a hiém va rét hiém gap va dugc mb ta nhu trong bang sau:

Hé théng co | Thwong gdp | Hiém gap RAt hiém géap Khéng ré
quan
Réi loan hé Giam tidu cAu, gidm bach
théng mau va cAu, giam bach cdu trung
bach huyét tinh, mAt bach cu hat
Réi loan hé Séc phan vé*, phan (n
mién dich qua man, co thét ph
quan*
Réi loan Nhidm toan chuydn hoa
chuyén héa v&i 18 héng anion tang
va dinh (HAGMA)**
duwdng
Réi loan tim Nhjp  tim
nhanh

Réi loan van Ha huyét ap
mach
Réi loan da Phan (ng da nghiém | Ban do, 4
va md duwdi trong ***, phat ban*, ndi | birng,
da mé day* ngtra
R6i loan toan | Phan tng tai | Mét moi
than va tai vj | chd tiém
tri tiém truyén  (cam

giac dau va

néng rat)
Xét nghiém Tang

transaminase

* Rét hiém treong hop phan (ng qua man duwdi dang séc phan vé, ndi mé day, phat ban
duwgc béo cao va yéu ciu dirng didu trj.

** DG liéu sau khi dwa thudc ra thj tneérng, khi stir dung paracetamol ciing véi flucloxacillin,
thong thuedrng khi co cac yéu té nguy co.

*** R4t hiém cac treéng hgp phan (rng trén da nghiém trong dwoc bao céo va yéu cu
dirng diéu tr.

Qui liéu va cach x tri:

Nguy co tn thirong gan (bao gdm viém gan bung phat, suy gan, viém gan & mat, viem
gan hoai tlr) & ngudi cao tudi, tré nhd, bénh nhan coé cac bénh Iy vé& gan, nghién requ
man tinh, suy dinh dwdng man tinh va bénh nhan dung déng théi cac thubc gay cam (ng
enzym. Trong nh(rng treérng hop ndy, qué lidu co thé dan dén tir vong.

Triéu chimg qua liéu:

Nhin chung, céc triéu chirng clia qua liéu xuét hién trong vong 24 gio dAu bao gdm: budn
ndn, ndn mira, chan an, xanh xao va dau byng.

Qué lidu khi ding 7,5 g paracetamolldn hodc hon cho ngudi I6n hodc dung 140
mg/kg/lan cho tré em dan t&i sy hly té bao gan, c6 thé din dén xo gan hoan toan khéng
héi phyc gay suy té bao gan, toan chuyén héa va bénh ndo ma hau qua cuédi ciing Ia dén
t&i hon mé va tir vong.

Ngoai ra, con quan s&t thdy sy tang cac transaminase gan (AST, ALT), lactat
dehgdrogenase va bilirubin @i kém véi gidm prothrombin xuét hién sau 12-48 gi¢ dung
thudc.

Triéu ch(ng Iam sang cla thwong tdn gan thudng dwoc ghi nhan dau tién & thoi diém 2
ngay sau khi diing thudc, va biéu hién rd rét sau 4-6 ngay.

Biéu tri qué lidu:

- Nhap vién ngay

- Trube khi bét dAu didu trj, cin I&y mau dé dinh lvgng paracetamol c6 trong huyét twong,
viéc nay can tién hanh sém nhét c6 thé,

- Trj liéu bao gdm sl dyng chét giai doc, N-acetylcystein (NAC) bang duong tinh mach
hay duong ubng, trong 10 gie Gau néu cé thé. Tuy nhién, N-acetylcystein clng c6 tac
dyng béo vé & mrc d§ nhét djnh sau 10 giér, nhung trong tredng hop nay sé cin didu tri
kéo dai.

- Piéu trj triéu chng.

- Xét nghiém chirc nang gan phai dugc tién hanh khi bat dAu didu trj va I3p lai sau méi 24
gitr, Thong thuéng thi transaminase gan sé tré vé binh thudng trong 1 dén 2 tudn ddng
théi chlre néng gan clng sé dugc phyc hdi binh thwéng. Tuy nhién treong hop rét néng
cb thé cén ghép gan.

Log maéu cb the lam gidm legng paracetamol trong huyét twong, nhwng hidu qua con han
che.

Bic tinh dwgec lyc hoc:

Nhém dugec I§: thube gidm dau ha sbt. M& ATC: NO2BEO1

Paracetamol (acetaminophen hay N-acetyl-p-aminophenol) 14 chét chuydn héa cb hoat
tinh clia phenacetin, fa thubc gidm dau ~ ha sét hiru higu c6 thé thay thé aspirin; tuy vay
khac véi aspirin, paracetamol khong c6 higu qué didu tr| viem. Voi lidu ngang nhau tinh
theo gam, paracetamol c6 tac dyng giam dau va ha st twong ty nhu aspirin,

Paracetamol [am gi4m than nhiét & nguéi bénh sbt, nhung hibm khi lam glém than nhiét &
ngudi binh thutmy. Thube tac ddng 16n ving dudi dbi gay ha nhiét, tba nhiét tang do gién
rmach va tang luu legng méu ngoal bién.

V6i libu dibu trf, paracetamol it tac dong dén hé tim mach va ho hhp, khong lam thay dél
can béng acid-base, khbng gay kich ng, loét hogc chdy mau da day nhw khi ding
salicylat, Tac dyng cta paracetamol rén hoat tinh czclooxygenase ohua dugc blét ddy
au, Vi libu 1gingéy paracetamol la mit thubc (e ché cyclooxygenase ybu, Tac dyng irc
ché cla paracetamol trén cyclooxygenase-1 ybu. Paracetamal thuémg dugo chon lam
thubc giém dau va ha sbl, dic bkt & ngudil cao bl va & ngudl co chgng chi dinh ding
salicylat hosic NSAID khac, nhur ngudi bl hen, ¢6 1ién siz lo6t de day t4 trang va 1ré em,
Paracetamol khong c6 t4c dyng trén sy két thp tbu odu hodc thei gian chay mau,

Vi libu dibu tri, paracetamol chuybn hoa chii ybu qua phén Gng e hop sulfat va
glucuronid. MYt egng nhé thutmg chuyén thanh mot chét chuyén héa doc, N-acetyl-p-
benzoquinonimin (NAPQI). NAPQI dugc khir dbc béng glutathion va déo thal vao nuwée

t1idu va/hosc mét. Khi chét chuyén hboa khong dugc lién hop véi glutathion sé gay doc cho
céc té bao gan va gy hoal tir t4 bao, Paracetamol thudmg an toan khi ding véi lidu didu
tri, vi lvgng NAPQI dugc tao thanh tueong déi it va glutathion tao thanh trong té bao gan
du lién hgp vél NAPQI. Tuy nhién, khi qué lidu hogc d6i khi vél libu thuomg ding & mot 86
nguol nhgy cam (nhu suy dinh dudng, hodc twong tac thubc, nghién regu, co dia di
truydn), nbng d6 NAPQI c6 thé tich Iay gay dbc cho gan.

Paracetamol cho tac dyng gidm dau sau 5-10 phdt siz dyng. HiBu quéa giam dau t6i da dat
dugc trong khoang 1 gi¢r va thuang kéo dai tir 4 dén 6 gior,

Paracetamol cho tac dung ha sét sau 30 phdt stz dyng. Tac dyng ha sét kéo dai trong it
nhét 6 gio,

Béc tinh dwge ddng hoc:

Naudilén

Hép thu

Dugc dong hoc clia paracetamol sau khi diing 1 lidu don va nhéc lai trong vong 24 gid la
tuyén tinh véi lidu 18n t¢i 2 g.

Sinh kha dyng ctia paracetamol sau khi truyén 500 mg va 1 g cling giéng nhu khi truy@n 1
g va 2 g propacetamol (twong (rng véi 500 mg va 1 g paracetamol).

Néng d dinh trong huyét trong (Cmax) dat dugc & thei didm cubi dot truydn tinh mach
500 mg va 1 g paracetamol trong théi gian 15 phat twong (ng Ia khoang 15 pg/ml va 30
pg/ml.

Phén b6

Thé tich phan b cla paracetamol vao khodng 1 I/kg. Paracetamol khong gén nhidu vé&i
protein huyét twong (khodng 10%). 20 pht sau khi truyén 1 g paracetamol, quan sét thdy
mot ndng d6 dang ké paracetamol (khoang 1,5 pg/mi) trong dich nao tiy.

Chuyén héa

Paracetamol duwgc chuyén héa chii yéu & gan theo 2 con dudng chinh: lién hgp véi acid
glucuronic va lién hgp véi acid sulfuric. O lidu cao hon lidu didu trj, con dwéng chuyédn
héa lién hgp véi acid sulfuric nhanh chéng bj bao hoa. Mot Ivgng nho (dwdi 4%) dugc
chuyén héa bdi cytocrom P450 thanh chét trung gian (N-acetyl benzoquinon imin). O liéu
binh thwéng, N-acetyl benzoquinon imin s& nhanh chéng dugc gidi doc béng glutathion
dang khtr va thai trer qua dwdng niéu sau khi lién hop véi cystein va acid mercapturic. Tuy
nhién, trong treérng hgp qué lidu, lwgng chét chuyén héa dgc hai nay sé tang lén.

Thaéi trir

Céc chét chuyén hoa clia paracetamol chi yéu dugc thai trir qua nudrc tidu. 90% lidu st
dung dugc bai tiét ra trong vong 24 gid, chii yéu dudi dang lién hop glucuronid (60-80%)
va sulfat (20-30%). Duwéi 5% dugc thai trir & dang khong ddi. Théri gian ban thai & huyét
twong la 2,7 gid va d$ thanh thai toan than la 18 l/gio.

Tré so sinh, tré nho va tré em

Céc thong sb dugce dong hoc clia paracetamol & tré nhé va tré em cling gibng nhw &
ngudi Ién, ngoai trir thoi gian ban thai trong huyét twong nhanh hon (1,5 dén 2 gié) so
véi & ngudi Ion. O tré so sinh, thoi gian béan thai huyét twong 1au hon & tré nhé, tirc la
khoang 3,5 gio. Tré so sinh, tré nhd va tré dwéi 10 tudi bai tigt paracetamol & dang lién
hop glucuronid it hon va dang lién hop sulfat nhidu hon so véi & ngudi Ion.

Bang: cac gid trj dwoc dong hoc lién quan dén tudi (0 thanh thai tiéu chudn,
*CLaw/Forai(l/git/70kg)

Tudi Can nang (kg) Claa/Forai(l/h/70kg)
40 tuan (tudi thai ky) 33 5.9

3 thang (tudi sau khi sinh) 6 8,8

6 thang (tudi sau khi sinh) 7,5 11,1

1 tudi 10 13,6

2 tudi 12 15,6

5 tudi 20 16,3

8 tudi 25 16,3

*Clgis 12 thong sb tap hop wérc tinh cho do thanh thai

Bénh nhan dac biét

Suy théan

Tredng hop suy than néng (@6 thanh thai creatinin 10-50 mi/phat), viéc thai trie
paracetamol giam nhe, th&i gian ban thai trong khoang tir 2 dén 5,3 gio. O dang lién hgp
glucuronid va sulfat, téc d thai trir & ngudi suy than nding cham hon 3 Ian so véi & ngudi
khde manh. Vi vay, khi ding paracetamol cho ngwdi suy than nang (49 thanh thai
creatinin tir 10-50 ml/phit), khodng céch téi thidu gitra cac Ian ding cin tang Ién 6 gid.
Nguoi cao tubi

Céc théng s6 dwgc dong hoc va chuydn héa clia paracetamol khéng thay ddi & ngudi cao
tudi. Khong cAn didu chinh lidu v&i cac bénh nhan nay.

Dir liéu an toan tién lam sang

DG liéu tién 1am sang cho thay khéng cé méi nguy hai nghiém trong nao déi v&i ngudi,
ngoai cac théng tin co trong t& hwdng dén sir dung nay. Cac nghién ciru v& kha nang
dung nap tai chd clia paracetamol dwgc truydn trén chugt va thé cho thdy kha nang dung
nap tét. Thir nghiém trén chudt lang khong thAy xuét hién phan trng qua ma&n mudn.

Céc nghién ciru quy wéc sir dung cac tiéu chudn duge chép nhan hign nay d& danh gia
déc tinh ctia thudc déi véi kha nang sinh san va sy phat trién 1a khng co s&n.
Paracetamol dugc phat hién khéng gay ung thir trén chudt céng dyc clng nhu trén chudt
nhét dyc va chudt nhét cai. Bang chirng trong duong vé tac dong gdy ung thw da dugc
ghi nhan & chudt cbng céi dia trén ty 18 gia tang bénh bach cAu té bao don nhan.

M@t danh gla so sanh céc tal ligu vd doc tinh trén gen va kha nang gdy ung thw cia
paracetamol cho thdy ddc tinh trén gen cua paracetamol chi xuét hign & lidu cao hon lidu
khuyén céo ddn dén nhrng tac ddng nghiém trong bao gdm ddc tinh rd rét trén gan va ty
xwong. Ngwdng doc tinh trén gen khong dat dugc & lidu didu trj paracetamol.

Quy céach déng goi:
Chai 100 ml. Hp 48 chai x 100 ml.

Bao quan:

Nhiét do khong qué 30°C. Tranh anh sang.

Han sir dyng:

36 thang ké t&r ngay san xuét

Trir khi vidc m& nép khong gy nguy co' nhidm vi sinh vat, nén si¥ dyung san phAm ngay
sau khl m& nép. Néu khdng dung ngay, thol gian va didu kidn cda bao quan cia dung
dich sau khi m& nép thude vé trach nhiém cla ngudi sir dung.

Tibu chuln chét lwgng: CP

Tén, dja chi cor s san xult:
Cong ty cb phdn Fresenius Kabi Vi§t Nam
Khu vire 8, phierng Nhon Pha, Thanh phé Quy Nhon, Binh Binh, Viét Nam.
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