Huong dén st dung thubc

Rx PARACETAMOL KABI 1000

Thubc nay chi ding theo don thubc

Dé xa tm tay tré em

Boc ky huong dén sir dung truée khi ding

Thanh phén céng thirc:

M3i chai 100mlI dung dich chtra:

Thanh phan hoat chét: paracetamol 1000 mg.

Thanh phan t4 dugc: mannitol, dinatri hydrophosphat.12H:0 (~ 64 mg natri), acid
citric.H20, natri bisulfit (~ 10 mg natri), natri hydroxyd (~ 46 mg natri), nwéc cét pha tiém
vira da.

Dang bao ché:

Dung dich tiém truyén

Dung dich trong, khéng mau hodc gn nhu khéng mau, hoi nhét, dyng trong chai thiy
tinh khéng mau 100 mi, kin.

pH:4,5-6.,5.

Chi djnh:

- Didu tri trong théi gian ngén cac con dau trung binh, dic biét la dau sau phiu thuat.

- Didu trj trong thoi gian ngén cac con sét.

St dung paracetamol dwdng tinh mach trén 1am sang khi cin gidm dau ngay hoic ha
sét khdn cAp va/hosc khi khéng thé diing cac dwéng ding khac.

Lidu duing, cach dung: -

Dung dwong tinh mach.

Chai 100 mi danh riéng cho ngwdi Ién, tré vi thanh nién hodc tré c6 can néng trén 33 kg.
Lidu dung:

Lidu dwa trén can nang clia banh nhan (xem bang lidu dudi day)

Can ning Liéuding | Thé tich | Thé tich téi da|Lidu téi da
strdung |dich truyén dwa |trong
trén can nang téi [ ngay**
da cia nhém (mi)™
$10 kg* 7.5mg/kg |0,75mlkg | 7,5 mi 30 mg/kg
>10kgdén<33kg |15mgkg |1.5mikg |49.5mi ﬁgéng (;:‘lgé’;g'
>33kgdénss0kg |[15mg/kg |1,5mikg |75ml ﬁg ong t;:g":;%
>50 kg, c6 thém cac
yéu té nguycongd [1g 100 mi 100 mi 3g
dgc gan
>50 kg, khéng cé
thém yéu t6 nguy 19 100 mi 100 mi 49
co gdy ngd doc gan

*Tré sinh non: chwa cé di¥ ligu vé tinh an toan va hiéu qua trén tré sinh non.

*Bgnh nhan nhe can hon sé cin thé tich it hon.

- Khoang th&i gian téi thidu gitra cac 1an st dyung it nhét la 4 gi& & bénh nhan c6
chirc néng th§n binh thwérng (49 thanh thai creatinin 2 50 mi/phat).

- Khodng thi gian téi thidu giira céc 14n sir dung & bgnh nhan suy than ning (46
thanh thai creatinin tir 10 - 50 mi/phat) it nhit 12 6 gié.

- Khoang théi gian téi thidu gitra cac 1an sir dung & bénh nhan phai loc mau (4%
thanh thai creatinin < 10 ml/phat) it nhit phai la 8 gio.

- & ngwéi Ion méc bénh gan thé hoat ddng man tinh hoic con bu, suy té bao gan,
nghién nrru man tinh, suy dinh dwéng man tinh (lwgng dyr trir glutathion & gan
thap), mat nwére, hi chirng Meulengracht Gilbert, niing dwéi 50kg lidu téi da trong
ngay khong dwoc virgt qua 3 g.

- Khéng sir dung nhidu hon 4 lidu trong th&i gian 24 gié.

*+Lidu t6i da trong ngay.

Liéu tdi da trong ngay dira ra trong bang trén la cho bénh nhan khdng sir dung cac san
phém c6 chira paracetamol khac va cin phai dwgc diéu chinh tinh theo lrgng cac san
pham c6 chira paracetamol da st dung.

Cach dung:

Chi diing 1 14n. Dung dich cdn thira phai bd di.
Trudce khi st dyng, san pham can phai dwec kiém tra tidu phan la va mau séc bing mét.
Dung dich paracetamol durgc truyén tinh mach trong th&i gian 15 pht.

Bénh nhan c6 can néng < 10 ka:

- Khéng nén treo chai Paracetamol Kabi 1000 d& truyn dich cho bénh nhan do dbi véi
nhing bénh nhan thudc nhém nay, chi st dung mét thé tich nhé cua thube.

- Thé tich dich cAn truyén nén dwoc rit ra tir chai va co thé sir dung luén hoic pha lodng
(1 thé tich dich truyén Paracetamol Kabi 1000 v&i 9 thé tich dung dich pha loang) bing
dung dich NaCl 0,9% hoac glucose 5% va truyén trong thei gian 15 pht.

Chi nén str dung dung dich pha loang trong thei gian 1 gi& sau khi pha (bao gém ca thoi
gian truyén).

- Nén dung bom tiém 5 hodc 10 mi dé tinh lidu twong (rng v&i can ndng cla tré va lay
dwoc Ivgng dich mong muén. Tuy nhién, mdi lidu khéng dwgc qué 7,5 mi.

- Duing thudc phai tuan thi theo théng tin hwdng dan vé lidu dung san pham.

P& pha loang dich truy&n Paracetamol Kabi AD 10mg/ml xem phén Tuong ky clia thuée.
D& 14y dich truyén, sir dung kim tiém 0,8 mm, dam kim thang dirng vao ndp chai tai vj tri
duoc danh dau.

Déi voi tht ca cac loai dich truydn dugc dong chai thiy tinh, khi truyén theo bat ky dwéng
diing nao ciing cin theo déi chit ché qua trinh truyén, d3c biét 1a & giai doan cubi. Viec
nay can dic biét 4p dung khi truyén theo dwéng mach trung tam dé tranh bj téc khi.
Chéng chi djnh:

- M3n cam voi paracetamol hodc propacetamol hydroclorid (tién chét cla paracetamol)
hodc véi bét cir thanh phan nao clia thuéc.

- Suy té bao gan néng (Child-Pugh > 9).

-
Canh bao va than trong khi diing thubc:
Chuy

Nén st dyng thubc gidm dau dwéng ubng thich hop néu bénh nhan van c6 thé sir dyng
dwdng ubng.

D& tranh nguy co qua lidu, cAn kiém tra & dam bao bénh nhan khong ding ddng thei cac
thuéc co chira p )l hodic prop 51 hydroclorid.

Sir dyng liéu cao hon lidu khuyén cao c6 thé gay tdn thwong gan nang. Cac déu hiéu lam
sang va trigu chirng ton thwong gan (bao gdm viém gan buing phat, suy gan, viém gan ¢
mét, viém gan hoai tir) thirdmg dwec phat hién sau 2 ngay ding thudc va biéu hién ré
nhét sau 4-6 ngay. Can dung thubc gidi doc cang s&m cang tét.

Paracetamol c6 thé gay cac phan (ng trén da nghiém trong. CAn canh bao cho bénh
nhan vé cac ddu higu sébm clia phan (rng trén da nghiém trong va ngirng dung thubc ngay
14n dAu tién xuét hién ban da hodc bAt ky d4u hidu nao clia phan (rng qua man. B4c sT
can canh béo cho bénh nhan vé cac d4u hiéu clia phan (rng trén da nghiém trong nhw hoi
chirng Steven-Johnson (SJS), hdi chirng hoai tir da nhim déc: toxic epidermal necrolysis
(TEN) hay héi chirng Lyell, héi chirng ngoai ban myn mi toan than cép tinh: acute
generalized exanthematous pustulosis (AGEP).

Cén than trong khi ding ddng theri paracetamol véi flucloxacillin do ting nguy co nhidm
toan chuyén héa v6i 18 héng anion ting (HAGMA). Bénh nhan c6 nguy co cao méc
HAGMA [a bénh nhan bj suy than naing, nhim khun ho3c suy dinh dwang, dic bist néu
s& dung lidu t6i da paracetamol hang ngay.

Sau khi str dung paracetamol ct‘mg véi flucloxacillin, nén theo ddi bénh nhan chit ché dé
phéat hién cac dau higu cla sy mat can bang acid-base, cy thé 1a HAGMA, bao gdm ca
viéc tim kiém 5-oxoprolin trong nwérc tidu.

Néu tiép tuc st dung flucloxacillin sau khi ngirng paracetamol, nén dam bao khong co dau
hidu cia HAGMA, do van co kha nang flucloxacillin duy tri bidu hién 1am sang cia
HAGMA.

Gibng nhu véi tht ca cac dung dich tiém truydn dwec dong chai, cin dic biét chu y theo
dai can than vao cubi giai doan truyén dé tranh thuyén tic khi.

Bac s cin canh bao bénh nhan v& cac d4u higu clia phan (rng trén da nghiém trong nhur
hi chirng Steven-Johnson (SJS), hdi chirng hoai tir da nhi@m déc (TEN) hay héi chirng
Lyell, héi chirng ngoai ban mun ma toan than cép tinh (AGEP).

Cén chu y dic biét khi diing paracetamol trong cac didu kién sau:
- Ri loan té bao va chirc nding gan bét thwing (Child-Pugh < 9)
- Réi loan gan mat
- Hgi chirng Maulengracht Gilbert (vang da khdng tan huyét cé tinh gia dinh)
Suy thén ndng (d$ thanh thai creatinin < 50 mi/phat)
Nghién negu man tinh
Suy dinh duéng man tinh (dy tri glutathion trong gan thap)
Nudi dudng hoan toan qua dwdng tiém (TPN)
Dung chét gay cam tng enzym
Duing chét gay doc véi gan
& bénh nhan thiéu GEPD do gen (favism), sau khi diing paracetamol co thé xuét hién
tan mau do gidm phan b glutathion.
- Mét nuwéc
nh hudng dén két qud xét nghiém:
Paracetamol co thé anh hwdng dén xét nghiém acid uric béng phuong phap sir dung acid
phosphotungstic va xét nghiém dwdng huyét bing phuirong phap st dyng enzym glucose-
oxidase-peroxidase.
Thuéc chira 120 mg natri (thanh phan chinh cia muéi &n) trong chai 100 mi. Khéi iegng
nay twong dwong véi 6% legng natri &n vao hang ngay Ién nhat dwgc khuyén céo cho
mét ngudi lon (2 g theo WHO).
Thudc chira ta dugc chira bisulfit (natri bisulfit), c6 thé hiém khi gay ra phan irng dj (ng
nghiém trong va co that phé quan.

Str dyng thuéc cho phu nir cé thai va cho con bu:

Ste dung thube cho phu ni co thai

Kinh nghiém 1am sang v& viéc sir dung paracetamol theo dwéng tinh mach con han ché.
Tuy nhién, nhidu dir ligu vé viéc s dung paracetamol dwérng ubng & phy nir co thai
khdng gay di dang hoac ddc tinh cho bao thai. Cac nghién ctru dich t& hoc cho thay két
qua khéng thuyét phuc v& sy phat trién thin kinh & tré em tiép xtc véi paracetamol trong
tr cung. Néu co chi dinh lam sang, co thé sir dung paracetamol trong thdi ky mang thai,
tuy nhién nén st dung & mirc lidu thap nhét co hiéu qua va trong thdi gian ngén nhét véi
tAn suét thap nhét co thé.

Str dung thube cho phu ni¥ cho con bu

Sau khi udng, mét lwgng nhd paracetamol dwgc bai tiét qua stra. Chwra c6 bao céo nao
v& tac dyng khéng mong muén trén tré so sinh. Vi vay, co thé dung paracetamol cho phy
n(? dang cho con bu.

Anh hwég ciia thube 18n kha ning 14i xe, van hanh may méc:

Paracetamol Kabi 1000 khdng gay anh hudng dén kha nang lai xe va van hanh may.
Twong tac, twong ky, cua thubc:

Twong tac ciia thube:

- Probenecid gay gidm khoang 2 Ian d§ thanh thai clia paracetamol do trc ché lién két
clia paracetamol v&i acid glucuronic. Can giam lidu paracetamol néu phai dung déng
thoi véi probenecid.

Salicylamid c6 thé kéo dai th&i gian ban thai cGia paracetamol.

Chuyén héa paracetamol bi suy gidm & bénh nhan ding céc thuéc gay cam (ng
enzym nhu rifampicin, barbiturat, thuéc chéng trdm cam 3 véng, va mét sé thubc
chéng déng kinh (carbamazepin, phenytoin, phenobarbital, primidon).

Da co cac bao cao don & mo ta dge tinh bat thwéng trén gan & bénh nhan ubng reeu
hoéc dang dung cac thubc gay cam (ng enzym.

Diing ddng théri paracetamol va chloramphenicol c6 thé kéo dai thi gian tac dung clia
chloramphenicol.

Dung dbng thdi paracetamol va AZT (zidovudin) lam téing xu hwéng gidm bach cAu.
Duing déng thoi paracetamol véi cac thubc tranh thai dweng ubng cb thé lam giam
thoi gian ban thai cua paracetamol.

- Dung ddng thoi paracetamol (4 g/ngdy trong it nhat 4 ngay) véi cac thube chbng déng
mau dwéng udng co thé dan toi thay dbi nhe gia tri INR. Trong trrérng hop nay can
tang cuwdng kiém soat gia tri INR trong théri gian ding ddng thi 2 thube cing nhwe
trong vong 1 tudn sau khi ngirng didu tr biing paracetamol.

Chn than trong khi st dyung dong thoi paracetamol véi flucloxacillin do cé méi lién
quan dén nhidm toan chuyén héa véi 16 hdng anion tang (HAGMA), déc biét & bénh
nhan co yéu t6 nguy co.

Twong ky cua thubc:

Dung dich tiém truy&n Paracetamol Kabi 1000mg c6 thé dwoc pha lofing trong dung dich
natri clorid 9 mg/ml (0,9%) hoac dung dich glucose 50 mg/mi (5%) t6i 10 14n (1 thé tich

'



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

Dung dich phai dwgc kiém tra bing mét va phai dwgc loai bd ngay néu bj duc hoic c6 tidu
phan la hodc két tua.

Téac dung khéng mong muén cua thudc:

Panh gi tac dung khéng mong mudn dya trén cac dinh nghia vé tAn suét nhw sau:

Ré&t thwong gap: 21/10

Thuwong gap 2 1/100 dén < 1/10

it gap 2 1/1000 dén < 1/100
Hiém gap 2 1/10000 dén < 1/1000
RA&t hiém gap <1/10000

Khaéng ré: khong thé lugng gia tAn suét tr cac di ligu da co
Ciing nhw véi tht ca cac thubc co chira paracetamol, cac tac dung khéng mong mubn
quan sat dwoc 1a hiém va rét hiém gép va dwgc mé ta nhu trong bang sau:

Hé théng co | Thwomg gép | Hiém gip R4t hiém gap Khéng ré
quan
Réi loan hé Giam tiéu clu, giam bach
théng mau va cAu, giam bach clu trung
bach huyét tinh, mét bach cAu hat
R6i loan hé Sbc phan vé*, phan ing
mién dich qua man*, co that phe
quan*
Réi loan Nhim toan chuydn hoa
chuydn héa voi 18 hdng anion ting
va dinh (HAGMA)**
dwdng
Réi loan tim Nhip  tim
nhanh
‘| Réi loan van Ha huyét ap

mach
Réi loan da Phan ng da nghiém |Ban do, d6
va mé dudi trong ***, phat ban*, nédi | birng,
da mé day* ngtra
R4 loan toan | Phan &ng tai | Mét méi
than va tai vj | chd tiém
tri tiém truyén  (cdm

giac dau va

noéng rat)
Xét nghiém Tang

transaminase

* R4t hiém trwéng hop phan (rng qua man duwéi dang séc phan vé, néi mé day, phat ban
duoc bao cao va yéu clu dirng didu tri.

** D@ ligu sau khi dwa thuéc ra thj trnedng, khi si? dung paracetamol cting véi flucloxacillin,
thong thudng khi cé cac yéu té nguy co.

*** R4t hiém cac trwong hop phan (ng trén da nghiém trong dwgc bao céo va yéu ciu
dirng didu tri.

Qua lidu va cach xir tri:

Nguy co tén thurong gan (bao gdém viém gan blng phat, suy gan, viém gan & mat, viém
gan hoai ti) & ngwdi cao tudi, tré nhd, bénh nhan cé cac bénh ly v& gan, nghién ruou
man tinh, suy dinh dwdng man tinh va bénh nhan dung ddng théri cac thubc gay cam tng
enzym. Trong nhing trréng hop nay, qué lidu co thé din aé% tlr vong.

Triéu chimgq qué lidu:

Nhin chung, céc triéu chirng clia qua lidu xuét hién trong vong 24 gie ddu bao gdm: budn
nén, ndn mira, chan an, xanh xao va dau byng.

Qua lidu khi dung 7,5 g paracetamol/lan hoic hon cho nguwéi I6n hodc diung 140
mg/kg/ldn cho tré em dan téi sy hiy té bao gan, cé thé din dén xo gan hoan toan khéng
hdi phyuc gay suy té bao gan, toan chuyén héa va bénh ndo ma hau qua cubi cung 1a dan
t¢i hdn mé va tir vong.

Ngoai ra, con quan sat thdy sy ting cac transaminase gan (AST, ALT), lactat
defgldrogenase va bilirubin di kém vé&i gidam prothrombin xuét hién sau 12-48 gi¢r diing
thuoc.

Triéu chirng 1am sang cla thuong tén gan thudng dwoc ghi nhan dau tién & thoi diém 2
ngay sau khi diing thuéc, va bidu hién rd rét sau 4-6 ngay.

Didu tri qué liéu:

- Nhap vién ngay

- Trwdrc khi bat du diéu tri, cAn ldy mau dé dinh lwgng paracetamol co trong huyét tong,
viéc nay can tién hanh sém nhét c6 thé.

- Tri ligu bao gdm sir dung chét giai doc, N-acetylcystein (NAC) bing dwdng tinh mach
hay dwéng ubng, trong 10 gier dAu néu co thé. Tuy nhién, N-acetylcystein ciing c6 tac
dung bdo vé & mirc dd nhét dinh sau 10 gid, nhung trong trurdng hop nay sé cin didu tri
kéo dai.

- Pidu trj triéu chirng.

- Xét nghiém chirc nang gan phai dugc tién hanh khi bat diu didu trj va I3p lai sau méi 24
gi®. Thong thurdng thi transaminase gan sé tré vé binh thudng trong 1 dén 2 tudn ddng
thei chirc naing gan ciing sé dwoc phyc hdi binh thwong. Tuy nhién treéng hop rat nang
c6 thé cAn ghép gan.

Loz mau c6 thé 1am gidm legng paracetamol trong huyét twong, nhwng higu qua con han
che.

Dic tinh dwge lyc hoc:

Nhém duge ly: thube gidm dau ha sét. Ma ATC: NO2BEO1

Paracetamol (acetaminophen hay N-acetyl-p-aminophenol) 12 chét chuyén héa c6 hoat
tinh ctia phenacetin, 1a thuéc gidm dau — ha sét hiru hiéu co thé thay thé aspirin; tuy vay
khac voi aspirin, paracetamol khéng c6 hiéu qua didu tri viém. Véi liéu ngang nhau tinh
theo gam, paracetamol cé tac dung giam dau va ha sét twong ty nhu aspirin.

Paracetamol 1am gidm than nhiét & ngudi bénh sét, nhung hiém khi lam giam than nhiét &
ngudi binh thwéng. Thube tac dong I18n viing dwéi ddi gay ha nhiét, toa nhiét ting do gisn
mach va tang lwu lwgng mau ngoai bién.

Vi lidu diéu tri, paracetamol it tac dong dén hé tim mach va ho hép, khong lam thay déi
can bing acid-base, khéng gay kich (rng, loét hogc chdy méau da day nhw khi dung
salicylat. Tac dung ciia paracetamol trén hoat tinh cyclooxygenase chua dugc biét day
d0. Véi lidu 1g/ngdy paracetamol la mét thubc trc ché cyclooxygenase yéu. Tac dung trc
ché cla paracetamol trén cyclooxygenase-1 yéu. Paracetamol thuwéng dugc chon lam
thubc gidam dau va ha sét, déc biét & ngudi cao tudi va & nguoi cé chdng chi dinh dung
salicylat hodic NSAID khac, nhw ngudi bj hen, c6 tién st loét da day ta trang va tré em.
Paracetamol khdng c6 tac dung trén sy két tap tidu cAu hodic thori gian chay mau.

Véi lidu didu tri, paracetamol chuyén héa chi yéu qua phan (rng lién hgp sulfat va
glucuronid. Mdt lwgng nhé thuwdrng chuyén thanh mét chét chuyén hoa dgc, N-acetyl-p-
benzoquinonimin (NAPQI). NAPQI dwgc khir ddc bdng glutathion va dao thai vao nwéc

tidu va/hoac mat. Khi chat chuyén héa khéng duwgc lién hop véi glutathion sé gay doc cho
cac té bao gan va gay hoai tir té bao. Paracetamol thuéng an toan khi ding véi lidu didu
tri, vi lvong NAPQI dugc tao thanh twong déi it va glutathion tao thanh trong té bao gan
dd lién hop véi NAPQI. Tuy nhién, khi qua lidu hodc d6i khi véi lidu thwéng dung & mét s6
ngwdi nhay cam (nhw suy dinh dwéng, hodc twong tac thubc, nghién reeu, co dia di
truyén), ndng do NAPQI c6 thé tich Iy gay doc cho gan.

Paracetamol cho tac dung giam dau sau 5-10 phut si dyng. Hi¢u qua giam dau téi da dat
dwoc trong khoang 1 gi&r va thudng kéo dai tir 4 dén 6 gid.

Paracetamol cho tac dung ha sét sau 30 phut s& dung. T4c dung ha sbt kéo dai trong it
nhét 6 gior.

Pic tinh dwge dong hoc:

Ngudi lon

Hiép thu

Dwoc dong hoc clia paracetamol sau khi dung 1 lidu don va nhéc lai trong vong 24 gi¢ 1a
tuyén tinh véi lidu lén t6i 2 g.

Sinh kha dung clia paracetamol sau khi truyén 500 mg va 1 g cling giéng nhw khi truyén 1
g va 2 g propacetamol (twong (rng véi 500 mg va 1 g paracetamol).

Ndng dd dinh trong huyét trong (C max) dat dugc & theri diém cubi dot truyén tinh mach
500 mg va 1 g paracetamol trong thoi gian 15 phut twong (ng 1a khodng 15 pg/ml va 30
pg/ml.

Phén b6

Thé tich phan bé clia paracetamol vao khoang 1 I/kg. Paracetamol khéng gén nhidu véi
protein huyét twong (khoang 10%). 20 phut sau khi truydn 1 g paracetamol, quan sat thdy
mot ndng do dang ké paracetamol (khoang 1,5 pg/ml) trong dich néo tay.

Chuyén héa

Paracetamol dugc chuyén héa chi yéu & gan theo 2 con dwdng chinh: lién hep véi acid
glucuronic va lién hgp véi acid sulfuric. @ lidu cao hon lidu diéu tri, con dwong chuyén
hoa lién hgp véi acid sulfuric nhanh chong bj bao hoa. Mt Ivgng nhé (duwdi 4%) dwgc
chuyén héa bdi cytocrom P450 thanh chét trung gian (N-acetyl benzoquinon imin). & lidu
binh thrérng, N-acetyl benzoquinon imin sé& nhanh chéng dugc gidi doc béng glutathion
dang khtr va thai tnr qua dwong nigu sau khi lién hgp vai cystein va acid mercapturic. Tuy
nhién, trong treérng hop qua lidu, lwgng chét chuydn héa dc hai nay sé ting lén.

Thai trir

Céc chét chuyén hoéa clia paracetamol chli yéu dwgc thai trir qua nudc tidu. 90% lidu st
dung dugc bai tiét ra trong vong 24 gidr, chii yéu dwéi dang lién hep glucuronid (60-80%)
va sulfat (20-30%). Dudi 5% dwgc thai triz & dang khong déi. Thoi gian ban thai & huyét
twong 1a 2,7 gior va @6 thanh thai toan than 1a 18 l/gié:.

Tré so sinh, tré nhé va tré em

Céc théng sb dwgc dong hoc clia paracetamol & tré nhé va tré em ciing gibng nhw &

ngudi Ién, ngoai trir theri gian ban thai trong huyét twong nhanh hon (1,5 dén 2 gid) so
Vi & ngudi 16n. O tré so sinh, thoi gian ban thai huyét twong 1au hon & tré nho, tirc 12

khodng 3,5 gi&. Tré so sinh, tré nhd va tré dwoi 10 tudi bai tiét paracetamol & dang lién
hop glucuronid it hon va dang lién hep sulfat nhidu hon so véi & ngudi lon.

Bang: cac gid tri dwgc dong hoc lién quan dén tudi (40 thanh thai tiéu chudn,
*CLsta/Fora(1/gicr/70kg)

Tudi Can ning (kg) Clsta/Forai(I/h/70kg)
40 tudn (tudi thai ky) 3,3 59

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

*Clst la thong s6é tap hgp wéc tinh cho do thanh thai

Bénh nhan déc biét

Suy than

Trwong hop suy than né@ng (46 thanh thai creatinin 10-50 ml/phat), viéc thai trir
paracetamol gidm nhe, th&i gian ban thai trong khodng tir 2 dén 5,3 gi¢r. O’ dang lién hop
glucuronid va sulfat, tbc d6 thai trir & ngudi suy than niing cham hon 3 13n so voi & ngudi
khde manh. Vi vay, khi dung paracetamol cho nguéi suy than n3ng (40 thanh thai
creatinin tir 10-50 ml/phut), khoang céch téi thidu gitra cac Ian dung cin tang 1én 6 gid.
Ngui cao tubi

Céc thong sé duge ddng hoc va chuyén hoa cla paracetamol khdng thay di & ngudi cao
tudi. Khdng cn didu chinh lidu véi cac bénh nhan nay.

Dir ligu an toan tién lam sang

D li¢u tign 1am sang cho thdy khdng c6 méi nguy hai nghiém trong nao dbi véi ngudi,
ngoai cac thdng tin c6 trong t& hwdng dén sir dung ndy. Céac nghién ciru vé kha ning
dung nap tai chd clia paracetamol dugc truyén trén chudt va thé cho thAy kha nang dung
nap tét. Thir nghiém trén chudt lang khong thay xuét hién phan (rng qua man mudn.

Céac nghién ctru quy wéc stir dyng cac tiéu chudn dugc chdp nhan hién nay dé danh gia
doc tinh ctia thudc dbi véi kha naing sinh san va sy phat trién Ia khdng c6 san.
Paracetamol dwqc phat hién khéng gay ung thu trén chudt cdng dwc ciing nhw trén chudt
nhét dyrc va chudt nhét cai. Béing chirng twong dwong vé tac dong gay ung thu da dwoc
ghi nhan & chudt cdng cai dya trén ty 1¢ gia ting bénh bach cAu t& bao don nhan.

Mot danh gia so sanh céc tai ligu v& doc tinh trén gen va kha nang gay ung thw cia
paracetamol cho th&y ddc tinh trén gen clia paracetamol chi xuét hién & lidu cao hon lidu
khuyén cao d&n dén nhirng tac dong nghiém trong bao gdm doc tinh rd rét trén gan va tiy
xwong. Ngwdng ddc tinh trén gen khong dat dwgc & lidu didu tri paracetamol.

Quy cach déng gé6i:

Chai 100 ml. Hjp 48 chai x 100 mi.

Bao quan:

Nhiét d6 khéng qua 30°C. Tranh anh sang.

Han str dyng:

36 thang ké tir ngay san xuét

Trir khi vigc m& nép khong gay nguy co nhidm vi sinh vat, nén sir dyng san phdm ngay
sau khi m& ndp. Néu khong dung ngay, thi gian va didu kién cla bdo quan cia dung
dich sau khi mé& nép thudc v% trach nhiém cia nguwdi str dung.

Tiéu chudn chét lwgng: CP

Tén, dja chi co s& san xuit:
Céng ty cb phin Fresenius Kabi Viét Nam
Khu virc 8, phuwérng Nhon Phi, Thanh phé Quy Nhon, Binh Binh, Viét Nam.
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