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RXPARACETAMOL KABI AD

—

Thudc nay chi dung theo don thuéc
Pé xa tam tay tré em

Poc ky huéng dan sir dung truéc khi dung

THANH PHAN CONG THUC THUOC

Mai lo 100ml ¢ chira:
Thanh phan hoat chat: paracetamol 1000mg
Thanh phan ta dugc: cystein, mannitol (E421), nudc pha tiém.

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

CHi PINH
Paracetamol Kabi AD dugc chi dinh dé:

¢ Diéutri ngan han dau vira, dac biét [a dau sau phau thuét.
 Diéu tri ngan han tinh trang sét.

Duongnnh mach dugcstrdung khitrénlam sangcan giam dau ngay hodc
ha st khdn c3p vavhodc khong thé dlng dugic cac duding duing khac.

LIEU DUNG, CACH DUNG

Dung tiém truyén tinh mach.

Lo 100 ml danh riéng cho ngudi I6n, vi thanh nién hodc tré cé
can nang > 33 kg.
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Liéu dung

Thé tich t6i da
dich truyén

ngo doc gan

Paracetamol
Kabi AD 10 | | jay t6i
Canndng |Ligu dung| Thé tich rc'jn‘g/m(Ier?OLI?n da trong
bénh nhan 2013 dun ung dua tren 3
Ppoiian 5 gidi han trén ngay**
clla can nang
cta nhém
(mL)***
<10 kg* 7,5 mg/kg | 0,75 mi/kg 2,5 rml 30 mg/kg
60
>10 kg dén mg/kg,
<33 kg 15 mg/kg | 1,5 mi/kg 49,5 ml khong
qua 2g
60
>33 kg dén mg/kg,
Zsokg | 15Me/ke | 1.5mikg 75 ml o ngg
qua 3g
>50 kg, c6
thém cac yéu
td nguy co 18 100 ml 100 ml 3g
ngd doc gan
>50 kg, khéng
c6 thém yéu
té nguy co gay 18 100 ml 100 ml 4g
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*Tré sinh non: khdng c6 dit liéu ve hiéu qua va do an toan trén
tré sinh non.

% jeu toi da trong ngay: lidu t6i da trong ngay dua ra trong
pang trén la cho bénh nhan khong dung c4c san pham c6 chua
paracetamol khac va can phai dugc dieu chinh tinh theo lugng da
s dung cac san pham nay.

#**B@nh nhan nhe can hon can thé tich nhé hon.

. Khoang cach tdi thiéu gitra cac lan sir dung it nhat
phai la 4 gio.

. Khoang cach t&i thiéu gilra cac lan st dung & bénh nhan
suy than nang (d6 thanh thai creatinin <30 ml/phut) it
nhat phai la 6 gio.

. Lidu t3i da trong ngay khdng dugc qué 3 g vdi ngudi oy
c6 suy té& bao gan, nghién ru'gu man tinh, suy dinh dudng
man tinh (du trir glutathion & gan thap), mat nudc.

. Khéng dung qué 4 liéu trong vong 24 gio.

Cach dung:

Than trong khi ké don va str dung dich truyén Paracetamol Kabi
10 mg/ml g€ trénh sai liu do nham lan gitta miligam (mg) va
mililit (ml), Nham 13n ndy c6 thé dan dén tai nan qua ligu va t
vong. Can than trong dé dam bdo truyen dat va phan phéi ding
lidu, Khi ké don, ghi t8ng liéu ca bang mg va thé tich. Than trong
dé dam bao lidu duoc dong va str dung chinh xac.

Chidung 1 1an. Dung dich con thira phai bo di.

T(ucﬁg khi scr dung, san pham can phai duoc kiém tra tiéu phan la
va mau sac bang mat.

Dﬁﬁg dich paracetamol dugc truyén tinh mach trong vong 15
phit,




Bénh nhan can nang < 10 kg:

Khdng nén treo lo dich truyén Paracetamol Kabi AD 10
mg/ml lam dung cu truyén dich do chi can dung thé tich
nho cla thudc trén nhirng bénh nhan nhém nay.

Thé tich dich can truyén nén duoc rit ra tir lo va pha loéng
10 1an véi dung dich NaCl 0,9% hodc glucose 5% (1 thé tich
dich truyén Paracetamol Kabi AD 10 mg/ml pha véi 9 thé
tich dung maéi dé pha lodng) va truyén trong vong 15 phut.
Nén dung 1 bom tiém 5 hoac 10 ml dé dong liéu tuong Ung
V3i can nang cua tré. Tuy nhién, moi liéu khong dugcqua 7,5 mi
Dung thudc phai tuan thu theo thong tin hudng dan vé lidu
dung san pham.

Dé pha loang dich truyén Paracetamol Kabi AD 10 mg/ml
xem phan Tuong ky clia thudc.

CHONG CHi PINH

Man cam vdi paracetamol, propacetamol hydroclorid (tién
chat cﬁa’paracetamol) hoac vai bat cr thanh phan nao
cla thudc.

Suy té bao gan nang (Child-Pugh >9)

CANH BAO VA THAN TRONG KHI DUNG THUOC
Chay

NGUY CO NHAM LAN

Can than trong trdnh sai lieu dung do nham lan gitta miligam (
va mililit (ml). Nham lan nay c6 thé dan dén tai nan qué liey v

Mg
atlr

vong,




N&u cé thé dung dudng udng thi nén dung mét thudc giam dau
dudng ubng.

Dé tranh nguy cd qua lieu, can kiém tra dé dam bao bénh nhan
chua diing mot thudc nao khéc cd chlra paracetamol hodc pro-
pacetamol hydroclorid.

Lidu cao hon lidu khuyén cdo chita nguy co gy ton thuong gan
rit ndng. Cac dau hiéu lam sang va cac triéu ching ton thuong
gan (bao gbm viém gan buing phét, suy gan, viém gan U mat, xd
gan) thuding khong duoc nhan ra cho téi 2 ngay, va toi da toi 4-6
ngay sau khi dung thudc. Can cho dung thudc giai ddc cang sém
cang tot.

Can chiy dac biét khi duing paracetamol trong cac diéu kién sau:

« RGiloan té bao va chirc ndng gan bat thudng (Child-Pugh < 9)

 ROi loan gan mat

« Hoi chiing Maulengracht Gilbert (vang da khdng tan huyét co
tinh gia dinh)

Suy than nang (46 thanh thai creatinin < 30 ml/phdt)

Nghién rugu man tinh

Suy dinh duBng man tinh (du trlt glutathion trong gan thap)

Nudi duBng hoan toan qua dudng tiém (TPN)

Dung chat gay cam Ung enzym

Dung chat gay doc vdi gan

& bénh nhan thiéu GEPD do gen (favism), sau khi dung para

cetamol ¢4 thé xudt hién tan mau do gidm phan bé glutathion.
* Mat nudc

Anh hudng dén két qua xét nghiém;

Paracetamol c6 t7hé’ anh hudng dén xét nghiém acid uric bang
phuong phap st dung acid phosphotungstic va xét nghiém

dudng huyét bang phuong phap str fes i)
se-peroxidase. &P g phap su dung enzym glucose-oxi




B4c si can canh bdo cho bénh nhan vé cac dau hiéu cla phan
(ing trén da nghiém trong nhu hdi chimng Steven-Johnson (S)S),
hoi chiing hoai ti da nhiem ddc: toxic epidermal necrolysis (TEN)
hay hdi ching Lyell, hoi chiing ngoai ban mun md toan than cap
tinh: acute generalized exanthematous pustulosis (AGEP).

sU’ DUNG THUOC CHO PHU N €O THAI VA CHO CON BU
S dung thudc cho phu nif ¢6 thai

Nhiéu nghién clru trén phu nit c6 thai cho thay paracetamol
khong gay di dang hodc doc tinh trén bao thai. Cac nghién cau
dich t& hoc cho thay két qua khong thuyét phuc vé sur phét trién
than kinh & tré em tiép xUc véi paracetamol trong tlr cung. Néu
cé chi dinh lam sang, c6 thé s&r dung paracetamol trong thoi ky
mang thai, tuy nhién nén str dung & muec liéu thap nhat c6 hiéu
qua va trong thai gian ngdn nhét vdi tan sudt thap nhat cé thé,

Sir dung thudc cho phu nir cho con b

Sau khi Liéﬂg, mot lugng nhd paracetamol dugc bai tiét qua sta.
Chua thay c¢ tac dung khong mong mudn nao trén tré sa sinh,

Vivay, co thé dung Paracetamol Kabi AD cho phu nif dang trong
thai ky cho con bu.

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

Paracetamol Kabi AD khong anh hudng dén kha nang 1ai xe va
van hanh may méc,

TUONG TAC, TUONG KY CUA THUOC
Tu'ong tac cua thudc

* Probenecid gdy gidm khodng 2 lan do thanh thai cla
paracetamol do Uc ché lién két clia paracetamol véi acid
glucuronic. Can gidm lieu paracetamol néu phai dung dong
thdi véi probenecid.
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+ Salicylamid c6 thé kéo dai thoi gian ban thai clia paracetamol.

» Chuyén héa paracetamol bi suy giam & bénh nhan dung cac
thudc gay cam (ng enzym nhu rifampicin, barbiturat, thuc
chdng tram cam 3 vong, va mét s6 thudc chdng dong kinh
(carbamazepin, phenytoin, phenobarbital, primidon)

D3 cb cac bdo cdo dan 1é mo ta doc tinh bat thuong trén gan
& bénh nhan uéng rugu hodc dang dung cac thudc gay cam
ng enzym.

« Dung ddng thai paracetamol va chloramphenicol c6 thé kéo
dai thoi gian tac dung clia chloramphenicol.

» Dung dbng thai paracetamol va AZT (zidovudin) lam tang xu
hudng giam bach cau.

« Dung dong thai paracetamol véi cac thudc tranh thai duong
uéng cé thé lam gidm thoi gian ban thai cla paracetamol.

» Dung ddng thdi paracetamol (4g/ngay trong it nhat 4 ngay) voi
cac thudc chéng dong mau dudng udng c6 thé dan tdi thay
d6i nhe gia tri INR. Trong truong hop nay can tang cuong kiém
soat gia tri INR trong thai gian dung dong thai 2 thudc cling
nhu 13 1 tuan sau khi nglmg diéu tri bang paracetamol.

Tuong ky ctia thudc

Dung dich tiém truyen Paracetamol Kabi AD 10 mg/ml cé thé
dugc pha lodng trong dung dich natri clorid 9 mg/ml (0,9%) hodc
dung dich glucose 50 mg/ml (5%) t6i 10 lan (1 thé tich Paraceta-
mol Kabi AD 10 mg/ml hoa vao 9 thé tich dung mdi pha lodng).

Dung dich phai dugc lgié’m tra bang mat va phai dugc loai b ngay
néu bi duc hodc cé tiéu phan la hodc két tua.




Banh gia tac dung khong mong muén dua trén cac dinh
nghia vé tan suat nhu sau:

Rat thudng gap:
Thuong gap

It gap

Hiém gap

R3t hiém gap
Khong ro

>1/10

>1/100 dén < 1/10

> 1/1000 dén < 1/100

> 1/10000 dén < 1/1000
<1/10000

Khong thé luong gid tan sudt tir cac dif liéu da co
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Cling nhu véi tat ca céc thudc c6 chifa paracetamol, tac dung
khdng mong mudn I hiém va rét hiém gp va dugc mo ta nhu
trong bang sau:

Hé thong co | Hiém gap Rat hiém gap Khong rd

quan
Gidm tiéu cau,
RGi loan hé giam bach cau,
théng mau va gidam bach cau
bach huyét trung tinh, mat
bach cau hat
Qua man (tU ban
da hoac may day
R&i loan hé dén séc phan vé
mién dich can ngimg thudc
ngay va diéu tri),
co that phé quan
= ‘ Nhip tim
R6i loan tim nhanh

RGiloanvan | Ha huyét &p
mach

Phan g da Ban do, do

RGi loan da va nghiém trong | bing, nglta

mo dudi da
RGi loan toan
thanvataivitrii  Mét mdi
tiém
; i Tang transami-
Xét nghiem nase




QUA LIEU VA CACH XU TRi

Nguy co ddc biét ton thuong gan (bao gdm viém gan bung phat,
suy gan, viém gan & mat, viém gan tiéu té bao) & bénh nhan cao
tudi, tré nho, bénh nhan réi loan chirc nang gan, nghién ruou
man tinh, dinh dudng kém kéo daiva bénh nhan dung ddng thai
cac thudc gy cdm Ung enzym. Trong nhitng trudmg hop nay, qué
liu & thé dan dén trvong.

. A

[riéu chung qud lieu

Trieu chimg chung xuat hién trong vong 24 gi dau bao gom:
budn ndn, NéN, chan &n, xanh xao va dau bung,

Qua liéu khi dung 1 1an 7,5 g paracetamol hodc hon cho ngud
I6n hodc dung 1 lan 140 mg/kg cho tré em dan téi hoai tl té bao
gan, c6 thé dan dén xa gan hoan toan khong hdi phuc va hau
qua la suy té bao gan, toan chuyén hda va bénh ndo. Nhu vay,
theo hudng nay c6 thé dan téi hon mé, doi khi dan téi tir vong,
Bong thdi da thay surtang lugng transaminase gan (AST, ALT), lac-
tat dehydrogenase va bilirubin di kem véi giam prothrombin xay
ra ¢ 12-48 gio sau khi dung thudc.

Triéu chimg lam sang clia thuong ton gan thudng xudt hién sau
2 ngay, va dat toi da sau 4-6 ngay.

Cdch xu tri khi dung thuéc qud ligy

 Chuyén ngay vao bénh vién

* Trudc khi bat dau dieu tri, cang sém cang tét sau khi bj qua
lieu, can lay mau dé xac dinh lugng paracetamol cé trong maul.

» Trj iéu bao gdm dung cht giai doc, N-acetylcystein (NAC) ca
bang duong tinh mach hay duong ung, trong 10 gidy dau néu
c6 thé. N-acetylcystein cling ¢ thé bao vé & murc dd nhat dinh
tham chi sau 10 gid, nhung trong truding hop nay sé can didu
tri kéo dai.

« Piéu tri triéu chung
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« Phéi xét nghiém chirc nang gan khi bat dau diéu tri va ldp lai
sau moi 24 gio. Thdng thung thi transaminase gan trd vé binh
thudng trong 1 dén 2 tuan ddng thai chie nang gan phuc hoi
binh thudng. Tuy nhién trudng hop rat ndng cé thé can ghép
gan. ’

« Loc mau c6 thé lam gidm ndng d6 paracetamol trong huyét
tuong, nhung hiéu qua rét han ché.

THONG TIN VE DU'QC LY, LAM SANG
Pac tinh dugc luc hoc
Nhém dugc ly: thudc gidm dau va ha nhiét. Ma ATC: NO2BEO1

Paracetamol (acetaminophen hay N-acetyl-p-aminophenol) la
chat chuyén hda cé hoat tinh clia phenacetin, la thudc giam dau
- ha sét hitu hiéu cé thé thay thé aspirin; tuy vay khac vai aspirin,
paracetamol khong cé hiéu qua diéu trj viém. Vi liéu ngang nhau
tinh theo gam, paracetamol cé tac dung giam dau va ha sOt
tuong tu nhu aspirin.

Paracetamol lam gidm than nhiét & ngudi bénh sét, nhung hiém
khi 13m gidm than nhiét & ngudi binh thudng. Thudc tac dong len
ving dudi ddi gdy ha nhiét, téa nhiét tang do gian mach va tang
luu lugng méau ngoai bién.

VGi lieu digu tri, paracetamol it tac dong dén hé tim mach va ho
h&p, khdng lam thay d6i can bang acid-base, kndng gay kich ung,
l0ét hodc chay mau da day nhu khi dung salicylat. Tac dung clia
paracetamol trén hoat tinh cyclooxygenase chua dugc biét day
dd. Vi lidu 1g/ngay paracetamol la mot thudc Uc ché
cyclooxygenase yéu. Tac dung Uc ché cla paracetamol trén
cyclooxygenase-1 yéu. Paracetamol thudng dugc chon lam
thuéic gidm dau va ha st, dic biét & ngudi cao tudiva & ngudi cd
chdng chi dinh dung salicylat hodc NSAID khac, nhu ngudi bi hen,
Co tién st loét da day té trang va tre em.




Paracetamol khong c6 tac dung trén su két tap tiéu cau hodc thdi
gian chay mau.

VGi liéu diéu tri, paracetamol chuy&n héa chti yéu qua phan ung
lien hop sulfat va glucuronid. Mot lugng nhd thudng chuyén
thanh mot chat chuyén hda ddc, N-acetyl-p-benzoguinonimin
(NAPQI). NAPQI dugc khir ddc bang glutathion va dao thai vao
NUGC tiéu va/hodc mat. Khi chat chuyén héa khong dugc lién hop
Vai glutathion s& gay ddc cho cac té bao gan va gay hoai tirté bao.
Paracetamol thutng an toan khi dung vdi liéu diéu tri, vi lugng
NAPQI dugc tao thanh tuong déi it va glutathion tao thanh trong
té bao gan du lién hop véi NAPQI. Tuy nhién, khi qué liéu hodc doi
khi vdi lieu thudng dung & mét s6 ngudi nhay cam (nhu suy dinh
duBng, hodc tuong tac thudc, nghién ruou, co dia di truyén),
nong dd NAPQI cé thé tich Ity gay ddc cho gan.

Paracetamol Kabi AD cho téc dung giam dau bat dau 5-10 phit
sau khi st dung. Hiéu qua giam dau téi da dat dugc trong khoang
1 gio va thudng gilt hiéu qua giam dau tir 4 dén 6 gio.
Paracetamol Kabi AD lam ha sét trong vong 30 phit sau khi st
dung. Tac dung ha sot dugc gitr trong ft nhat 6 gio.

Pac tinh dugc déng hoc

Ngudi I1én

Hap thu

Dugc dong hoc clia paracetamol sau khi dung 1 liéu don va nhic
lai trong vong 24 gid la tuyén tinh cho téi 2 g.

Sinh kha dung ctia paracetamol sau khi truyén 500 mg va 1
cling giéng nhu khi truyén 1 g va 2 g propacetamol (tuong (g
véi 500 mgva 1 g paracetamol).
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Néﬂg ao di”t] trong huyét tuong (Cmax) dat duoc & thoi diém
CuOi dgt truyén 15

Ltruyen 15 phut khi truyén 500 mg va 1 g paracetamol
tang tng la khoang 15 pg/miva 30 pg/ml.

Phan b6

Th§ tich phan bé clia paracetamol vao khoang 1 I/kg. Paracetamol
kndng gan nhigu véi protein huyét tuong (khoang 10%). 20 pht
sau E(hi truyen 1 g paracetamol, nong do dang ké paracetamol
(khoang 1,5 pg/ml) dugic phét hién trong dich nao tly.

Sinh chuyén héa

Paracetamol chdi yéu dugc chuyén héa & gan theo 2 duong
chinh: lién hop véi acid glucuronic va acid sulfuric. & lidu cao hon
li€u digu trj, con duding thr 2 nhanh chéng bi bao hoa. Mot luong
nho (dudi 4%) dugc chuyén hda bdi cytocrom P450 thanh 1 chat
trung gian (N-acetyl benzoquinon imin). Chét trung gian nay, &
lieu binh thudng, sé nhanh chéng bi khir doc béng glutathion va
thai trlr qua dudng niéu sau khi lién hop véi cystein va acid mer-
capturic. Tuy nhién, trong trudng hop qua liéu qua nhiéu, luong
chat chuyén héa doc hai nay tng lén.

Thai trir

Céc chét chuyén héa clia paracetamol chli yéu dugc thai trir qua
nudc tiéu. 90% liéu st dung dugc bai tiét ra trong vong 24 gid,
chd yéu dudi dang lién hop glucuronid (60-80%) va sulfat (20-
30%). Dudi 5% dugc thai trlr & dang khdng ddi. Thai gian ban thai
& huyét tuong la 2,7 gid va hé s6 thanh thai toan than 1a 18 I/gid,

Tré sg sinh, tré nhd va tré em

Cac thong sb dugc dong hoc cla paracetamol 3 tré em va tré
nho clng giong nhu & ngudi I6n, ngoai trir thdi gian ban thai
trong huyét tuong ngan han mot chut (1,5 dén 2 gid) so véi &
ngudi lén. O'tré sgsinh, thaf gian ban thai huyét tuong dai hon &
tré nho, tdc la khoang 3,5 gid. Tré sa sinh, tré nho va tré dudi 10
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tudi bai tiét dudi dang lién hop glucuronid it hon va dang sulfat

nhieu hon so véi & ngudi n.

Eaﬂg Cacgiatri dugcdong hoclién quan déntudi(dé thanh thaitiéu chuan,
CLstd/Fudng(|/gicy/70kg)

Tudi Can nang (kg) | Clstd/Fudng(l/gic/70kg)
40 tuan (tudi thai ky) 3.3 59
3 thang (tudi sau
khi sinh) 6 8,8
6 thang (tudi sau
khi sinh) 7,5 1,1
1 nam (tudi sau khi
S|nh) 10 13,6
2 nam (tudi sau khi
Sk 12 15,6
5 nam (tudi sau khi
sinh) 20 16,3
8 nam (tudi sau khi
sinh) 25 16,3

*Clstd 13 d6 thanh thai udc tinh cho quan thé

Bénh nhan ddc biét

Suy than

Trudng hop suy than nang (36 thanh théi creatinin 10-30
mi/phut) thai trr paracetamol giam nhe, thoi gian ban thai trong

«hoang tir2 dén 53 g0, Vi cac chat lién hop glucuronid va sulfat,
e5c do thai trir @ nguoi suy than nang thap hon 3 lan so véi

—_—
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g ngud khoe manh. Vivay, khi dling paracetamol cho ngudi suy
han NaNg (d0 Ehan\h thai creatinin < 30 mi/phdit), khodng cach it
nhat gifa cac lan dung can tang I1én tdi 6 gi.

Nt cao ol

c4c thong Séffluyén \héa Va (:JAch dong hoc clia paracetamol
chong thay doi G NgUO €ao tUo. Khong can dieu chinh lieu v
c4c bénh nhan nay.

Dir liéu an toan tién lam sang

DIt liéu tién 1am sang cho thdy khong c6 mdi nguy hal nghiém
trong Nao d6i v6i ngudi, ngoai cac thong tin cé trong to hudng
d&n str dung nay. Cac nghién clu vé kha nang dung nap tai cho
clia paracetamol duocC truyén trén chudt va tho cho thdy kha
ning dung nap tot. Thur nghiém trén chudt lang khong thdy xuat
hién phan Uing qua man muon.

C4c nghién ctiu quy udc strdung cac tidu chudn dugc chap nhan
hién nay dé danh gié doc tinh cla thuéc d6i véi kha ndng sinh
sanva sy phét trién 1a khong c6 san.

QUY CACH PONG GOI
- Lo 100ml
- Hop 10 lo 100m

DIEU KIEN BAO QUAN

Ba0 quan & nhiét d6 khong qué 30°C. Knong b0 quan trong tu
lanh hodc déng dé

R
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HAN DUNG
24 thang ké tlr ngay san xudt,
ot B md 0 18

Dung dich dang dung &n dinh vé& mat vat ly va hda hoc trong 24
gio & nhiét do phbng. Ve mat vi sinh, san pham phal dugc dung
ngay sau khi md. Néu khong dung ngay, thoi glan va dieéu kien
bao quan dung dich dung dd trudc khi st dung la trach nhi¢m
clia ngudi str dung va thuding khong qua 24 gio, trir khi viec mds
va bdo quan dung dich dugc thyc hién trong diéu kién co KIEm
S04t va dam bao vo trung.

Néu pha lodng trong dung dich natri clorid 9mg/ml (0,9%) hoc

glucose 50 mg/ml (5%) thi phai dugc str dung ngay.

Tuy nhién, néu dung dich phalodn khong dugc strdung ngay thi
khong dugc luu trr qua 6 gios (k€ ca thoi glan truyen),

TIEU CHUAN CHAT LUQNG
Tiéu chudn co sd

TEN VA DIA CHI O S& SAN XUAT
Fresenius Kabi Deutschland GmbH
Freseniusstrale 1, 61169 Friedberg / Durc
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