Huwéng dan st dung thudc

RXPARACETAMOL KABI AD

Thudc nay ch| dung theo don thudc
Pé xa tam tay tré em
Poc ky huéng dan sir dung truéc khi dung

THANH PHAN CONG THU'C THUOC

M®&i lo 100ml ¢ chita:
Thanh phan hoat chat: paracetamol 1000mg
Thanh phan ta duoc; cystein, mannitol (E421), nuéc pha tiém.

DANG BAO CHE
Dung dich tiém truyen, cé mau vang nhat, trong sudt, pH: 50 -7,0.

CHi PINH
Paracetamol Kabi AD duac chi dinh dé:

Diéu tri ngan han dau vira, dac biét 13 dau sau phau thuat.
piéu tri ng&n han tinh trang sét.

Pudng tinh mach dugc st dung khi trén 1dm sang can glam dau
ngay hodc ha sét khan cap va/hoac khong thé dung du’o’c cac
duding dung khéac. , )

LIEU DUNG, CACH DUNG |

Dung tiém truyen tinh mach; -~ 4

Lo 100 ml danh riéng cho ngum Ion Vi thanh nién hoac tre cd
can nang > 33 kg. o |
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Liéu dung

Liéu dua trén can nang clia bénh nhan (xem bang liéu dudi day)

Thé tich ti da
dich truyén
Pafacetamol ‘
Can ndng bénh| Liéu dung | Thé tich n',(“az: all)a:?drgﬁl ;';etl:::'
nhan moilan |  dung . 8
_ - | duatréngidi | ngay**
han trén cta can
nang ctia nhém
(ml)***
<10kg* | 7,5mg/kg |0,75 mikg 7.5 ml 30 mg/kg
£ 60 mg/kg,
10BN | 1smgkg [15mikg |  495ml  khongqus
<33kg %%
< 60 mg/kg,
’325'33'(‘?“ 15 mg/kg | 1,5 mirkg 75ml khong
qua 3g
>50 kg, c6
thém cac yéu |
t5 nguy co 18 100 m 100 ml 3g
ngo doc gan
>50 kg, khong
c6 thém yéu
S neuycaaty|: 18 100 ml 100 m 4g
ngo doc gan '

*Tré sinh non: khdng c6 dr liéu vé hiéu qua va dd an toan trén

tré sinh non.

**Liéu tdi da trong ngay: liéu tGi da trong ngay dua ra trong
bang trén la cho bénh nhan khong dung cac san phdm cé chita
paracetamol khac va can phai dugc diéu chinh tinh theo lugng
da sir dung cac san pham nay.




***B&nh nhan nhe can hon can thé tich nhé hon.

« Khoang céch tdi thiéu gilra cac lan sir dung it nhéat phai
12 4 gi&y & bénh nhan c6 chirc nang than binh thuong
(dd thanh thai creatinin 2 50 ml/pht)

Khoang cach tdi thiéu gitra cac lan str dung & bénh nhan
suy than nang (46 thanh thai creatinin tir 10 - 50 ml/phut)
it nhat phai la 6 gio.

Khodng céch t8i thiéu gitra céc lan str dung & bénh nhan
phai loc mau (d6 thanh thai creatinin <10 ml/phat) it
nhat phai la 8 gio. o
Liéu t6i da trong ngay khdng dugc qua 3 g & ngudi Ién
mac bénh gan thé hoat ddng man tinh hogc con bu,
suy té bao gan, nghién rugu man tinh, suy dinh dudn
man tinh (du trir glutathion & gan thap), mat nudc, hoi
chirng Meulengracht Gilbert, nang dudi50kg . . - o1

g oo

+ Khéng dung qua 4 liéu trong vong 24 gi0.

Cach dung:
Than trong khi k& don va strdung dich fruye n Paracetamol Kabl

'AD 10 mg/ml dé trénh sai.liéu do nham lan gitta miligam (Mg)

| mililit (mi). Nham 13n ndy c6 thé dan dén tai nan qua liu va turvong

' Can than trong dé dam bao truy@n dat va phan phéi ding liéu. Knif
ké don, ghi tong lieu ca bang m&vé thé tich. Than trong dé dam
b2 liew dugc dong V@St dung chinhxde, o o

Chi diing 1 an. Dung dich con thira phai bd di. B
Trudc khi st dung, san phadm can phai dugc kiém tra tiéu phan
la va mau sac bang mat.

Dung dich paracetamol dugc truyén tinh mach trong vong 15 phut

Bénh nhan can nang < 10 kg: | . g ﬁ
Khong nén treo o dich truyén Paracetamol Kabi AD 10 mg/m

lam dung cu truyén dich do chi can dung thé tich nhd ca
thudc trén nhimg bénh nhan nhém nay.
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+  Thé tich dich can truyén nén duogc rit ra tir lo va pha loang

10 1an véi dung dich NaCl 0,9% hodc glucose 5% (1 thé tich
- dich truyén Paracetamol Kabi AD 10 mg/ml pha v&i 9 thé tich

dung maGi dé pha lodng) va truyén trong vong 15 phut.
Nén dung 1 bom tiém 5 hoac 10 ml @& dong lieu tuong Ung vai
can nang cta tré. Tuy nhién, mai liéu khong duoc qua 7,5 ml

» Dung thuéc phai tuan thi theo théng tin hudng dan vé ligu
dung san pham.

Dé pha lodng dich truyén Paracetamol Kabi AD 10 mg/ml xem

phan Tuong ky cla thudc.

CHONG CHIDINH

Man cdm véi paracetamol, propacetamol hydroclorid (tién
ché’é clia paracetamol) hodc vdi bat cr thanh phan nao cla
UBE, & »  raw o ¥ '

* Suy t€ bao gan ndng (Child-Pugh >9)

CANH BAO VA THAN TRONG KHI DUNG THUBC
chay
NGUY CO NHAM LAN

Can than trong tranh sai liéu dung do nham 1an giﬂamiligam
(Mg) va mililit (ml). Nham lan nay cé thé dan dén tai nan qua
liéu va tu vong.

Néu c6 thé dung duding ung thi nén duing mdt thudc gidm dau
dudng udng. ARt e i g |

Dé trénh nguy co qua ligu, can kiém tra & dam bao bénh nhan
chua dung mét thudc néo khac ¢ ch(a paracetamol hoac
propacetamol hydroclorid.

Liéu cao hon lieu khuyén co c6 nguy co gdy ton thuong gan
rét ngng. Cac ddu hiéu lam sang va cac triéu ching tdn thuong
gan (bao gobm viém gan bung phat, SUK gan, viém gan & mat,
Xd gan) thuding khéng dugc nhan ra cho téi 2 ngay, va tdi da

e —————————— e ——————————————————————————————————————————
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téi 4-6 ngay sau khi dung thubc. Can cho dung thudc giai doc
cang sém cang tot.

Paracetamol cé thé gy cac phan Ung trén da nghiém trong.
Can cdnh béo cho bénh nhan vé cac dau hiéu som cia phan
(g trén da nghiém trong va ngung dung thudc ngay lan dau
tién xuat hién ban da hodc bat ky dau hiéu nao cua phan ing
qué man. B4c s can canh bdo cho bénh nhan vé cac déu hiéu
clia phan_Ung trén da nghiém trong nhu hdi chimg Steven-
Johnson (SJS), hoi chimg hoai td da nhiem doc: toxic epidermal
necrolysis (TEN) hay hdi ching Lyell, hgi ching ngoai ban mun
mU toan than cdp tinh: acute generalized exanthematous
pustulosis (AGEP).

Can than trong khi dung dong thdi paracetamol vdi flucloxacillin
do tang nguy co nhiem toan chuyén hoa vadi |6 hdng anion tang
(HAGMA). Bénh nhan cé pgu% co cao mdc HAGMA la bénh
nhan bj suy than ndng, nhiem khuan hodc suy dinh dudng, dac
biét néu s dung lieu téi da paracetamol hang ngay.

Sau khi s dung paracetamol cung vdi flucloxacillin, nén theo
d6i bénh nhan chat ché Gé phat hién cac dau hiéu cda sy mat
can bang acid-base, cy thé 1a HAGMA, bao gém ca viéc tim kiém
5-oxoprolin trong nuac tiéu.

Néu tiép tuc sur dung flucloxacillin sau khi ngiing paracetamol,
nén dam bao khong c6 dau hiéu cla HAGMA, do van c6 kha
nang flucloxacillin duy tri biéu hién ldam sang cia HAGMA.

Giéng nhu vai tat ca céc dung dich tiém truyén duoc déng lo;
can ddc biét chu y theo dai can than vao cudi giai doan truyén
dé tranh thuyén tac khi. o

Can chdy ddc biét khi dung paracetamol trong cac diéu kién sau:

+ RGiloan té bao va chiic ndng gan bét thuding (Child-Pugh < 9)
ROi loan gan mat. . y
HOI ching Maulengracht Gilbert (vang da khong tan huyét
c6 tinh gia dinh) i | e
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Suy than nang (46 thanh thai creatinin < 50 ml/phut)
Nghién rugu man tinh

Suy dinh duBng man tinh (di trir glutathion trong gan thap)
Nudi dudng hoan toan qua duong tiém (TPN)

Dung chat gay cam Ung enzym

Dung chat gay ddc vdi gan

O bénh nhan thiéu G6GPD do gen (faVIsm) sau khi dung
paracetamol cé thé xuét hlen tan mau do giam phan bo
glutathion.

Mat nudc

Anh huéng dén két qua xét nghiém: | ‘
Paracetamol c6 the anh hudng den xet nghiem ac1d uric bang
phuong phap st dung acid phosphotungstic va- Xxét nghiém
dudng huyét bdng phuong phap su dung enzym glucose~
oxidase- perOX|dase A

SU' DUNG THUOC CHO PHl) N cé THAI vA cno CON BU
SUr dung thudc cho phu nir cé thai |

Kinh nghiém lam sang vé viéc strdung paracetamol duorng tinh
mach con han ché: Tu nhlen nhieu di ligu vé viéc st dung
ﬁaracetamol dudng udng o phu n{ cé thai khdng gay di dang

odc doc tinh cho bao thai. Cac nghién cau dich té hoc cho thay
két.qua khong thuyét phuc vé su phat trién than kinh & tré em
tiép xdc véi paracetamol trong tur cung. Néu c¢é chi dinh lam
sang, cé thé su dung paracetamol trong thoi ky man tha| tuy
nhién nén st dung & muc liéu thap nhdt cd hieu qud va trong
thm glan ngan nhat vdl tan suat thap nhat o the

Su’ dung thuoc cho phu ndr cho con bu

Sau khi uong, mot luong nhd paracetamol du'qc bal tiét qua
sta. Chua thay co tac dung khong rnong mudn nao trén tre SO

'\‘l.\.) v. ' H
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sinh. Vi vay, c6 thé dung Paracetamol Kabi AD cho phu nir dang
trong thai ky cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN
HANH MAY MOC

Paracetamol Kabi AD khéng anh hudng dén kha nang lai xe va
van hanh may moc.

TU'ONG TAC, TUONG KY CUA THUGC
Tuong tac cua thudc

Probenecid gay giam khoang 2 {an d0 thanh thai cla
paracetamol do uc ché lién két cla paracetamol vdi acid
glucuronic. Can giam liéu paracetamol néu phai dung dong
thai vGi probenecid.
Salicylamid c6 thé kéo dai tho gmnban thai clia paracetamol.
Chuyén hoa paracetamol bi suy giam & bénh nhan dun cac
thudc gdy cam ung enzym nhu nfamplcun barbiturat, thudc
chéng tram cam 3 vong, isoniazid va mat s6 thudc chéng dong
kinh (carbamazepin, phenytoin, phenobarbltal primidon)
Da ¢6 cac bao cao don Ié mO ta Géc tinh bat thudng trén gan
& bénh nhan uéng rugu hodc dang duing cic thudc gay cam
ung enzym
DunE| dong thoi paracetamol va chloramphenicol 6, the keo
dai thai gian tac dung cua chloramphenicol.
Dung dong thoi paracetamol va AZT (zidovudin) lam tang xu
hudng giam bach cau.
Dung dong thoi paracetamol véi cac thuoc tranh thai guong
uong c6 thé lam giam thoi gian ban thai cia paracetamol.
gdong thdi paracetamol (4g/ngay trong it nhéat 4ngay)voi
udc chong ddng mau duong udng co thé dan tdi thay
don nhe gia tri INR Trong trudng hop nay can tang cuong kiém
soat gia tri INR trong thofi gian  dung dong thdi 2 thudc cling
nhula 1 tuan sau khi ngung diéu tri bang paracetamol




+ Can than trong khi st dung dong thdi paracetamol voi
flucloxacillin do cé méi lién quan dén nhiém toan chuyén

héa vdi 16 hong anion tang (HAGMA), dac biét & bénh nhan
c6 yéu td nguy co.

Tuong ky cta thudc

Dung dich tiém truyén Paracetamol Kabi AD 10 mg/ml c6 thé
dugc pha loang trong dung dich natri clorid 9 mg/ml (0,9%)
hodc dung dich glucose 50 mg/ml (5%) t&i 10 1an (1 thé tich

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

Dung dich phai dugc kiém tra bdng mat va phai dugc loai bé
ngay néu bi duc hodc c6 tiéu phan la hodc két tua.

UG IV T DNORT
TAC DUNG KHONG MONG MUON CUA THU6C“ i1 563
Banh gia tac dung khdng mong mudn dua trén cac dtnh nghla

Ve tan suat nhu sau:
Ratthucnggap 2110 . i e med
Thuong gap >1/100 den<1/‘|0 3x L ,
fegdp. . o 271000880 R 1100 7 o rpcteran o ooy ook
Hiém gap 21410000 G802 1100004 srlr =.o,mat 40 2r
Rathiemgap  <1/10000

Khongrd ~  Khdng thé lugng gué tan suat tu cac du' ||eu da c6
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COng nhu véi tat ca cac thudc cé chia aracetmol té d
khéng mong mudn 1a hiém va rat hiém g%p va dugc r’nécté gRE

trong bang sau:
' Héthdng | Thuemg | Hiém gdp | R4t hiém gap | Khong rd
coquan _gap
Réiloan hé Giam tiéu cau,
théng mau giam bach cau,
va bach giam bach cau
huyét trung tinh, mat
bach cdu hat
R&i loan hé S8c phan vé*,
mién dich phan (mg qué
F man*, co that
; ohé quan*
. RBiloan | Nhiém toan
chuyén | chuyén héa
héa va véi 6 hdng
dinh dudng | anion tang
% g 32 F : . HAGMA)*>
' RGiloan } - - | ; ? Nhip tim
_ootim, o oL | nhanh
_ Réiloan | Ha huyét 3p |
. van mach T - :
Réiloandat - . .-+« } | Phan(ngda | Ban do,
vamadugi .. - f } nghiém | dobung
coo L TN U T rong™*, phat |  ngua
e i E e B ¢ ban*, nGi mé L
e N aFa Sl : B - @* ,
R&i loan 3 Phan(mg Mét méi T
| toanthan |taichdtém f -
J vataivitri | truyén (cam Bt S -
tiém giac dau va o
ndng rat) L “
| Xé | Tang
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* Rat hiém trudng hop phan tng qua man dudi dang séc phan
vé, ndi mé day, phat ban dugc bao cdo va yéu cau dung dieu tri.
** D liéu sau khi dua thudc ra thi trudng, khi si dung
paracetamol cung vdi flucloxacillin, thdng thudng khi cé cac yéu
t6 nguy co.

*** Rat hiém cac truong hop phan Ung trén da nghiém trong
duoc bao cao va yéu cau dung diéu tri.

QUA LIEU VA CACH XU TRI

Nguy co ddc biét ton thuong gan (bao gdm viém gan bung phat,
Suy gan, viém gan U mat, viém gan tiéu té bao) & bénh nhan cao
tudi, tré nho, bénh nhan réi loan chic nang gan, nghién rugu
man tinh, dinh duBng kém kéo dai va bénh nhan dung dong
thdi cac thudc gay cam (ng enzym. Trong nhimg trudng hop
nay, qua lieu cé thé dan aén tirvong.

Triéu chung qud liéu
Triéu ching chung xuat hién trong vong 24 gid dau bao gom:
budn ndn, ndn, chan an, xanh xao va dau bung.

Qua lieu khi dung 1 lan 7,5 g paracetamol hodc han-cho ngudi
I6n hodc dung 1 lan 140 mg/kg cho tré em dan téi hoai tu té
bao gan, cé thé dan dén xao gan hoan toan khéng hdi phuc va
hau qua la suy t& bao gan, toan chuyén hda va bénh ndo. Nhu
vay, theo hudng nay cé thé dan téi hon mé, doi khi dan tdi t
vong. Dong thoi da thay sy tang lugng transaminase gan (AST,
ALT), lactat dehydrogenase va bilirubin & kém vé&i giam
prothrombin xay ra & 12-48 gid sau khi dung thudc. -

Triéu chiing 1am sang clia thuong t8n gan thudng xudt hién sau
2 ngay, va dat t6i da sau 4-6 ngay. THE. W

N |
Cdch xir tri khi dung thubc gqud ligu -
. Chuyen ngay vao bénh vién ,
» Trudc khi bat dau diéu tri, cang sém cang t6t sau khi bi qua liéu,
can ldy mau dé xac dinh lugng paracetamol c6 trong mau, |
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Trj liéu bao gom dung chét giai déc, N-acetylcystein (NAC) c3
bang dudng tinh mach hay duting uéng, trong 10 gi¢y dau
néu cé thé. N-acetylcystein cling cé thé bao v& & mic dd
nhdt dinh tham chi'sau 10 gi¢, nhung trong trudng hop nay
sé can diéu tri kéo dai.

Diéu trj triéu chimg ,

Phai xét nghiém chirc nang gan khi bat dau diéu tri va I3p lai
sau mdi 24 gid. Théng thudng thi transaminase gan tré vé
binh thudng tron%1 dén 2 tuan dong thdi chlc nang gan
phuc hdi binh thudng. Tuy nhién trudng hop rat nang c6 thé
can ghép gan.

Loc méu 6 thé lam gidm ndng d6 paracetamol trong huyét
tuong, nhung hiéu qua rat han ché.

THONG TIN VE DU'QC LY, LAM SANG
Pactinhdugeclychge, ~ a2z c L »Tera S,

Nhém dugc ly: thudc giam dau va ha nhiét. Ma@ ATC: NO2BEQ1
Paracetamol (acetaminophen hay N-acetyl-p-aminophenal) Ia
chat chuyén héa cé hoat tinh cla phenacetin, Ia thube giam
dau - ha sét hitu hiéu cé thé thay thé aspirin; tuy vay khac vdi
aspirin, paracetamol khéng cé hiéu qua diéu tri viém. Véi liéu
ngang nhau tinh theo gam, paracetamol cé tac dung giam dau
va ha sét tuang tu nhu aspirin.

Paracetamol lam giam than nhiét & ngudi bénh sdt, nhung
hiém khi lam giam than nhiét & ngudi binh thuding. Thudc tac
d’c‘pn%1 lén vung dudi doéi gay ha nhiét, tda nhiét tang do gian
mach va tang luu lugng mau ngoai bién.

Vai liéu diéu tri, paracetamol it tdc dong dén hé tim mach va hg
hap, khdng lam thay ddi can bang acid-base, khdng gy kich
Ung, loét hodc chdy mau da day nhu khi dung salicylat. Tac
dung cla paracetamol trén hoat tinh cyclooxygenase chua
dugc biét day da. Vdi ligu 1g/ngay paracetamol la mt thudc uc
ché cyclooxygenase yéu. Tac dung Uic ché cla paracetamol trén
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cyclooxygenase-1 yéu. Paracetamol thuong dugc chon lam
thudc giam dau va ha sét, dac biét & ngudi cao tudiva & ngudi
c6 chong chi dinh dung sahcylat hoac NSAID khac, nhu ngudi bi
hen, c6 tién su loét da day ta trang va tré em.

Paracetamol khong cé tac dung trén su két tap tiéu cau hoac
thoi gian chay mau.

Véi liéu diéu tri, paracetamol chuyen hoéa chi yeu qua phan Ung
lien hop sulfat va glucuronid. Mét lugng nhd thudng chuyén
thanh mot chat chuyén héa déc, N-acetyl-p- benzoguinonimin
(NAPQI) NAPQI dugc khir db6c bang qutathlon va dao thai vao
nuac tiéu va/hodc mat. Khi chat chuyen hoa khong dugc |ién hop
véi glutathion s& gay doc cho cac té bao ganva gay hoai tlrté bao.
Paracetamol thuong an toan khi dung Voi lieu diéu tri, vi lugng
NAPQI dugc tao thanh tuong ddi it va glutathion tao thanh trong
té bao gan du lién hop vai NAPQI. Tuy nhién, khi qua liéu hodc doi
khi vdi lieu thudng dung & mot s6 ngudi nhay cam (nhu suy dinh
dudng, hodc tuong tac thudc, nghlen ruou, cg dia di truyén),
ndng A6 NAPQI ¢cé thé tich Ity gay doc cho gan.

Paracetamol Kabi AD cho tac dung giam dau bat dau 5-10 phdt
sau khi st dung, Hiéu qua giam dau tGi da dat dugc trong
khodng 1 gi¢y va thudng gitt hiéu qua giam dau tur 4 dén 6 gio.
Paracetamol Kabi AD lam ha sét trong vong 30 phdt sau khi sur
dung. Tac dung ha sét duoc glutrong tt nhat 6 gid.

Pac tinh dugc dong hoc b
Nguoildn ' RIEE )
Hdp thu, a1 sy

Dugc dong hoc cta paracetamol sau khi dung 1 Ileu ddn va
nhac lai trong vong 24 gid la tuyén tinh cho téi 2 g+

Sinh kha dung Cla paracetamol sau khi truyn 500 mg valg
cCing giéng nhu khi truyén1gva2g propacetamol (tuong ang
vdi 500 mgva 1 g paracetamol).

. R— " ,
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N‘épg do dinh trong huyét tuong (C ) dat dugc & thdi diém
cudi dot truyén 15 phat khi truyen 500 m% va 1 g paracetamol
tuong Ung la khoang 15 pg/ml va 30 pg/mi.

Phan bo

Thé tich phan bé clia paracetamol vao khodng 1 I/kg. Paracetamol
khéng gan nhiéu véi protein huyét tuong (khoang 10%). 20 phit
sau khi truyén 1 g paracetamol, ndng do dang ké paracetamol
(khoang 1,5 pg/ml) dugc phat hién trong dich nao tdy.

Sinh chuyén héa

Paracetamol chii y&u dugc chuyén héa & gan theo, 2 dudng
chinh; lién hop véi acid glucuronic va acid sulfuric. J lidu cao
hon liéu diéu trj, con dudng th 2 nhanh chéng bj bdo hoa. Mot
lugng nhd (dudi 4%) dugc chuyén héa bdi cytocrom P450
thanh 1 chat trung gian (N-acetyl benzoquinon imin). Chat
trung gian nay, & liéu binh thudng, sé nhanh chéng bj khir doc
bang glutathion va thai trlr qua dudng niéu sau khi lién hgp vdi
stein va acid mercapturic. Tuy nhién, trong truong hop qua
lieu qua nhiéu, lugng chat chuyén héa doc hai nay tang len. . .
Thdi trtr | | e .‘ e
Céc chét chuyén héa clia paracetamol chd yéu dugc thai trir qua
nudc tiéu. 90% lieu sir dung dugc bai tiét ra trong vong 24 gid, chis
yéu dudi dang lién hgp glucuronid (60-80%) va sulfat (20-30%).
Dudi 5% dugc thai trir & dang khdng ddi. Thai gian ban thai & huyét
tuong la 2,7 gid va hé sd thanh thai toan than la 18 I/gio.

Trésosinh, tré nhdvatréem -

Céc thong s6 dugc ddng hoc clia paracetamol & tré em va tré
nho cling giéng nhu d nguai I6n, ngoai trlr thdi gian ban thai
trong huyét tuong ngan hon mét chdt (1,5 dén 2 gid) so véi &
ngui I6n. O tré sd sinh, thdi gian ban thai huyét tuong dai hon
& tré nhd, tirc la khoang 3,5 gid. Tré so sinh, tré nho va tré dudi
10 tudi bai tiét dudi dang lién hgp glucuronid ft hon va dang
sulfat nhiéu hon so véi & ngudi 16n.




Bang: cac gid trj dugc ddng hoc lién quan dén tudi (@6 thanh
thai tiéu chuan, *CL_/F , (//gi0/70kg)

udng
Tubi Cannang (kg) | CL,/F,,(1/gi®/70kg)

40 tuan (tudi thai ky) 33 59

3 thang (tudi sau khi sinh) 6 8.8

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

1 ndm (tudi sau khi sinh) 10 136

2 nadm (tudi sau khi sinh) 12 15,6

5 nam (tudi sau khi sinh) 20 163

8 nam (tudi sau khi sinh) 25 16,3

*CL,, la d6 thanh thai u6c tinh cho quan thé
Bénh nhan dac biét

Suy thgn

Trudng hop suy than nang (@6 thanh thai creatinin 10-50 mi/pht),
thai trur paracetamol giam nhe, thdi gian ban thai trong khoang tUr
2 dén 5,3 gid. Vi cac chat lién hop glucuronid va suffat, téc 30 thai
trlr & nguoi suy than nang thap hon 3 lan so véi & ngudi khde

Y

manh. Vi vay, khi dung paracetamol cho ngudi suy than nang (A6
thanh thai creatinin tr 10 - 50 ml/pht), khoang cach it nhét gira
cac lan dung can tang Ién téi 6 gio.

Ngudi cao tudi

Cac thdng s6 chuyén héa va duoc dong hoc clia paracetamol
khdng thay ddi & ngudi cao tudi. Khong can diéu chinh ligu voi
cac bénh nhan nay.

D@ li€u an toan tién lam sang

D{r lidu tién 1am sang cho thdy khong c6 méi nguy hai nghiém
trong nao ddi vai ngudi, ngoai cac thdng tin ¢6 trong t& hudng




dan str dyng nay. Cac nghién ciru vé kha ndng dung nap tai cho
clia paracetamol dugc truyén trén chubt va thd cho thdy kha
nang dung nap tét. Thar nghiém trén chudt lang khong thay
xuat hién phan Ung qua man muon.

Cac nghién cltu quy udc st dung cac tiéu chudn dugc chap
nhan hién nay dé danh gid doc tinh ctia thudc déi véi kha nang
sinh san va su phat trién la khong cé san.

Paracetamol dugc phat hién khong gay ung thu trén chudt
cong duc cling nhu trén chudt nhat duc va chudt nhat cai. Bang
ching tuong duong vé tac dong gay ung thu da dugc ghi nhan
& chudt cong céi dua trén ty |é gia tdng bénh bach cau té bao
don nhan. |
Mot danh gid so sanh cac tai liéu vé doc tinh trén gen va kha
nang gay ung thu cla paracetamol cho thdy doc tinh trén gen
cUa paracetamol chi xuat hién & liéu cao hon liéu khuyén cao
dan dén nhitng tac déng nghiém trong bao gobm ddc tinh ré rét
trén gan va tly xuong. Nguﬁn% doc tinh-trén.gen khdng dat
duoc & liéu diéu trj paracetamol. "

QUY CACH PONG GOI |
- H6p 1010 100ml

PIEU KIEN BAO QUAN

Bao quan & nhiét d6 khong qué 30°C. Khéng bdo quén trong tu
lanh hodc déngda |

HAN DUNG
24 thang ké tir ngay san xudt,

=



Sau lIan m¢& déu tién

Dung dich dang ding 6n dinh v& mat vat Iy va héa hoc trong 24
gid & nhiét dé phong. Vé mat vi sinh, san phdm phai dugc dung
ngay sau khi md. Néu khéng dung ngay, thai gian va diéu kién
bao quan dung dich dung dé trudc khi sir dung la trach nhiém
clia ngudi str dung va thuong khéng qua 24 gid, trir khi viec md
va bao quan dung dich dugc thuc hién trong diéu kién co kiém
soat va dam bao vé trung.

Néu pha lodng trong dung dich natri clorid 9mg/ml (0,9%) hoac
glucose 50 mg/mi (5%) thi phai dugc sir dung ngay.

Tuy nhiérs, néu-dung dich pha lodng khéng dugc st dung ngay
thi khdng duogc luu trr qua 6 gid (ke ca thdi gian truyén).

: i A"
Vg Pt Rem >

TIEU CHUAN CHAT LUONG
Tieuchudncasd

TEN VA DIA CHi CO SO SAN XUAT

Fresenius Kabi Deutschiand GmbH
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