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Dé xa tim tay tré em. Doc k3 hudng
100 ml ddn sit dyng truéc khi ding.

o Sin xudt bgi: Marck Biosclences
For Intravenous Infusion Only g#hl]c;a - An D?.

Baich No.:14800138
Mfg.: 11/04/2010
Exp.: 11/04/2012
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Doc ki huwong din siv dung trieée khi dimg.
Neéu cian thém thong tin xin hoi y kién thay thuoc.

Chi diing thubc nay theo sw ké don ciia thay thuéc.

FEBRAMOL

Paracetamol Dung dich tiém truyén 10mg/ml

THANH PHAN: %/
Mdi chai 100ml chira: :

Paracetamol q.nnnanmnunssissasssaasan G0

T diege: Mannitol, Dinatri Hydro Phosphate, Acid Hydroclorid, Nude cét pha tiém.
CAC PAC TINH DUQC LUC HQC:
i) Co ché tac dong:
Giam dau: Co ché giam dau cua paracetamol chua dugc biét ddy du. Cé thé la do paracetamol tic
ché tdng hop prostaglandin trong hé théng than kinh trung wong va o ngoai vi. ngan chan sur dan
truyén cac xung dong dau.
Tac dong o ngoai vi ciing o thé 1a do e ché su tdng hop prostaglandin hodc (ic ché sur tong hop
va tac dong cua cac chat nhay cam lam giam tinh cam thu voi cac thy thé gay dau co hoc hoic
héa hoc.
Ha sét: paracetamol co thé ha nhiét bﬁng cach tac dong trén trung tam diéu nhiét ¢ ving dudi doi
lam gian mach ngoai vi din dén tang luu lugng mau qua da, d6 md hai va mét nhiét.
ii) Nhom tic dong duoc ly:
Giam dau, ha sHt.
CAC PAC TiNH DUQC DPONG HQC:
Ngudi lon:
Hip thu:
Dugc dong hoc cua Paracetamol tuyén tinh dén 2 g sau khi ding don liéu hay ding thude lién
tuc trong 24 gio.
Sinh kha dung cua paracetamol sau khi truyén 500 mg va 1g paracetamol tuong tu nhu sau khi
truyén 1 g va 2g propacetamol. Nong dd thude t6i da trong huyét tuong sau khi két thic 15 phut
truyén 500 mg va lg Paracetamol tuong (mg la 15 pg/mL va 30 pug/mL.
Phin bo:
Thé tich phan b cua paracetamo! xép xi | [/kg.
Paracetamol khong gan két véi protein huyét tuong.
Khi truyén 1 g paracetamol, ndng do thude c6 tac dong (khoang 1.5 pg/mL) duge quan sat thay

trong dich nio tuy tir phiit thir 20 sau khi truyén thude.
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Chuyén hoa:

Paracetamol duoc chuyén héa chu yéu & gan theo 2 con dudng chinh: lién hop véi acid
glucuronic va lién hop vai acid sulfuric. Lién hop véi acid sulfuric nhanh chéng dugce bio hoa
khi ding qua lidu diéu tri. Mot phan nho (it hon 4%) duge chuyén hoa boi CYP P450 thanh chat
trung gian (N-acetyl benzoquinone imine), trong diéu kién sir dung thudc binh thuong, cac chat
nay sé nhanh chong dugc khir doc boi glutathion va bai tiét trong nude tiéu sau khi lién hop véi

cystein va acid mercapturic. Tuy nhién, khi diing qué liéu paracetamol, lugng chit chuyén héa c6

doc tinh nay sé tang lén. _
Thdi trie: }7/

Cac chat chuyén héa cua paracetamol dugc bai tiét chii yéu trong nudc tiéu. 90% liéu diing duoc
bai tiét trong 24 gio, chu yéu & dang lién hop glucuronic (60-80%) va sulphate (20-30%). it hon
5% duoc bai tiét & dang khong ddi. Thoi gian ban thai [a 2,7 gi¢r va d6 thanh thai toan phan la 18
L/h.
Tré so sinh va tré nho:
Cac théng s6 duge dong hoc ciia paracetamol ¢ tré nho gidng nhu & nguoi I6n, ngoai trir thai
gian ban thai ngin hon (1,5 gio dén 2 gio). O tré so sinh, thoi gian ban thai dai hon & tré nho
(khoang 3,5 gio). O tré so sinh va tré nho dudi 10 tudi, dao thai it chét lién hop glucuronid va
nhiéu chét lién hop sulphate hon nguoi lon.
Cic d6i twong dic biét:
Suy thin:
O bénh nhan suy than nang (CL 10-30 mL/phat), Paracetamol dao thai cham, thoigian ban thai
giao dong tir 2 dén 5,3 gio. Thoi gian dao thai chat lién hop glucuronid va sulphate ¢ ngudi suy
than nang gap 3 lan so véi ngudi khong suy than.
Nguroi gia:
Duge dong hoc cua paracetamol khong thay déi o nguoi gia. Khéng can diéu chinh lidu cho céc
dbi tong nay.
CHI PINH :
Dung diéu tri ngin ngay cac con dau trung binh, dac biét sau khi md va diéu tri ngan ngay cac
con sdt, ding thude bing duomg truyén tinh mach khi ¢6 bang chiimg l1am sang can phai giam
dau ha sot nhanh chéng va/hoac khi khong thé diing thude bang cac dudong khac.
LIEU DUNG VA CACH DUNG :
= Vj thanh nién va nguoi 1on nang trén 50 kg :
Mai lan I g Paracetamol (tire la 1 chai 100 ml dung dich), t6i da 4 léna’ngé\y.
Khoang cach tdi thiéu giita 2 Jan dung thudc 1a 4 gio.

Téng liéu thude t6i da mdi ngay la 4g.
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*  Tré em can nang trén 33 kg (khoang |1 tudi), vi thanh nién va nguai 16m can nang dudi
50kg:15 mg/kg tuc la 1,5 ml dung dich/kg, 16i da 4 lan/ngay.
Khoang cach téi thiéu gitia 2 1an dung thude la 4 gio.
Téng liéu thube tdi da mdi ngay khong vugt qua 60 mg/kg (khong qua 3 g)
*  Tréem can nang trén 10 kg (khoang 1 tudi) va it hon 33 kg:
15 mg/kg tuc la 1,5 ml dung dich/kg, t6i da 4 1an/ngay.
Khoang cach téi thiéu giira 2 lan dung thudc 14 4 gio.
Tong liéu thude toi da moi ngay khong vugt qua 60 mg/kg (khong qua 2 g)
*  Tré so sinh, tré nho, tré mdi biét di va tré em can nang dudi 10 kg (dén ! tudi):
7,5mg/kg tice 1a 0,75ml dung dich/kg, t6i da 4 lan/ngay.
Khoang cach téi thiéu giira 2 lan dung thube 1a 4 gio. W
Tong liéu thude t6i da mdi ngay khong vuot qua 30mg/kg.
»  Khong ¢o dir liéu vé dé an toan va hiéu qua cho tré sinh non.
» ( bénh nhén suy than ning: do thanh thai nhd hon 30ml/phit, can chi y tang khoang
cach giira cac lan dung thudc 1én dén 6 gio.
=  Bénh nhan suy gan, nghién rugu, suy dinh dudng (trit lugng glutathion thap), mat nudc:
Téng liéu tbi da trong ngay khong qua 3g.
CHONG CHI PINH :
= O bénh nhin min cam véi paracetamol hodc propacetamol hydrochloride (tién chét cua
paracetamol) hodc bat ctr thanh phan nao cua thude.
=  Suy gan nang.
CANH BAO:
* Nén dung thude giam dau bing duong udng khi c6 thé.
*  Dé tranh nguy co bi qua liéu nén kiém tra céc thude diing kém c6 chiia paracetamol hay
propacetamol khong.
= Liéu dang cao hon liéu khuyén céo c6 thé gay hai gan. Triéu chimg lam sang va dau hiéu
ctia hai gan (bao gom viém gan kich phat, suy gan, viém gan & mét, viém gan huy té bao)
thuong xudt hién sau 2 ngay dung thude va thiy rd sau 4 dén 6 ngay. Cén diéu tri bang
thude giai doc cang som cang tot.
= Bdc sy can canh bao bénh nhan vé cac dau hiéu cta phan Ung trén da nghiém trong nhu
héi chimg Steven- Johnson (SJS), hdi ching hoai tir da nhiém doc (TEN) hay héi chimg
Lyell, hdi chiing ngoai ban myun mu toan than cap tinh (AGEP).
THAN TRONG:
Paracetamol cin phai ding than trong trong cac trudng hop sau :
= Suy chirc nang gan

= Suy than nang (do thanh thai <30 ml/phut)
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= Nghién ruou
= Suy dinh dudng (trir lugng glutathion trong gan thap)
*  Mit nudc
Phan img phu nghiém trong trén da mac du ty 1é mdc phai la khéng cao nhung nghiém trong,
tham chi de doa tinh mang bao gérm hdi chimg Steven- Johnson (SJS), héi chirg hoai tur da
nhiém ddc: toxic epidermal necrolysis (TEN) hay héi ching Lyell, hoi chimg ngoai ban mu toan
than cap tinh: acute generalized exanthematous pustulosis (AGEP).
Triéu ching ctia cac hdi chimg néu trén duge mo ta nhu sau: %
* 14i ching Steven- Johnson (SJS): ia di img thude thé bong nudce, bong nude khu tri o
quanh cac hoc tu nhién: mat, mii, miéng, tai, bd phan sinh duc va hau mén. Ngoai ra ¢ thé
kém sét cao, viém phéi, roi loan chirc ning gan than. Chan doan hdi chimg Steven- Johnson
(SJS) khi c6 it nhat 2 héc tu nhién bi ton thuong,
= Hoi chimg hoai tir da nhiém doc (TEN): la thé dj img thudce nang nhat, gom:
+ Céc ton thuong da dang ¢ da: ban dang s&i, ban dang tinh hong nhiét, hong ban hodc cac
bong nude buing nhiing, cac tén thuong nhanh chong lan toa khip ngudi.
+ Tén thuong niém mac mat: viém gidc mac, viém két mac mu, loét giac mac.
+ Tdn thuong niém mac duong tiéu hoa: viém miéng, trot niém mac miéng, loét hau, hong
thuc quan, da day, rudt.
+ Tén thuong niém mac duong sinh duc, tiét niéu.
+ Ngoai ra con c6 cac triéu chimg toan than tram trong nhu sét, xuat huyét duong tiéu hoa,
viém phéi, viém cau than, viém gan... ty & tir vong cao 15- 30%.
+ Hoi chimg ngoai ban mun mu toan thin cap tinh (AGEP): mun mu vé triung nho phat sinh
trén nén hf“mg ban lan rdng. Tén thuong thudmg xuyén xuat hién & cac nép gap nhu nach,
ben va mat, sau d6 ¢6 thé lan rong toan than. Triéu chimg toan than thudng cé la sOt, xét
nghiém mau bach cau mi trung tinh ting cao.
Khi phat hién nhimg dau hiéu phat ban trén da dau tién hoac bat ky dau hiéu phan (mg qua man
nao khac, bénh nhan can phai ngimg sir dung thudc. Ngudi da timg bi cic phan tmg trén da
nghiém trong do paracetamol gay ra thi khdng dugc ding thude tror lai va khi dén kham chira
bénh cin phai théng bao cho nhan vién y té biét vé van dé nay.
SU DUNG CHO PHU NU CO THAI VA CHO CON BU:
Phuy nit co thai:
Kinh nghiém 1am sang vé diéu trj paracetamol truyén tinh mach cho phu nit ¢6 thai bi han che.
Tuy nhién cac s6 liéu dich t& hoc vé diéu tri paracetamol theo dudng uémg di cho thay khong co

tac dung khong mong mudn cho phu nir ¢6 thai hay cho siic khoe thai nhi.
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Tuy nhién paracetamol truyén tinh mach chi duoc ding cho phu nir ¢6 thai sau khi da can nhic
gitia lgi ich va nguy co gay hai cua thude. Trong truong hop nay can tuan thu nghiém ngat liéu
diing va thoi gian diéu tri.

Pl nit cho con bu:

Paracetamol bai tiét qua sita me tuy nhién véi mét luong khong dang ké trén 1am sang. Khdng co

dir liéu vé chong chi dinh cho phu nit cho con bil.

Khong tac dong.
TAC DUNG KHONG MONG MUON:

Nhu tét ca cac san pham chira paracetamol khac, tac dung phu cua thudce hiém hodc rat hiém

TAC PONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC: %V

duge mo ta theo bang sau:

Hé co quan Hiém (>1/10000, <1/1000) Rit hiem (<1/10000)
Toan co thé Kho chiu Phan ting di g
Tim mach Ha huyét ap
Gan Tang men gan
Tiéu cau/Mau Giam tiéu cau, Giam bach cau, Giam
i bach cau trung tinh. B

Rét it truong hop cac phan (mg qua man tir phat ban da hay ndi mé day dén séc phan vé dén mirc
can phai ngung thude duge bao cio.
Thong bdo cho bic si nhitng tic dung khéng mong muéon gap phii khi siv dung thuéc.
TUONG TAC THUOC:
=  Probenecid c6 thé gay giam gan 2 lan do thanh thai cua paracetamol baoi Probenecid ngin
can su lién hop cua paracetamol véi acid glucuronic. Can phai xem xét giam liéu
paracetamol khi ding chung véi probenecid.
= Salicylamide c6 thé kéo dai thoi gian ban thai paracetamol.
= (Can than trong khi ding dong thoi véi cac chat tic ché enzym.
= Ding dong thoi paracetamol (4 g mdi ngay trong hon 4 ngay) véi thude chéng dong
duong udng c6 thé dan dén thay ddi nhe gia tri INR (ty 1€ chuan theo qudc té). Trong
truong hop nay, can phai theo dai gia tri INR trong sudt thoi gian ding chung 2 thude
va can tiép tuc dén | tudn sau khi ngung diéu tri bang paracetamol.
QUA LIEU:
Cé nguy co 16n thuong gan (bao gdm viém gan kich phat, suy gan, viém gan r mat, viém gan
huy té bao), dac biét la & cac dbi tuong ngudi cao tudi, tré nho, bénh nhan suy gan, nghién rugu,
suy dinh dudng va bénh nhan dung cac chat (rc ché enzym. Ding qua liéu c6 thé dén dén tir vong
& nhitng doi tugng nay.
Cac triéu chimg thudng xuat hién trong vong 24 gid bao gom budn non, nén chan an, xanh xao,

dau bung.
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Khi dung don liéu 7.5 g paracetamol hodc hon ¢ ngudi 16n va 140 mg/kg thé trong o tre em ¢o
thé gay viém gan huy té biao c6 kha ning gdy hoai tir hoan toan, khong hdi phuc, dan dén suy té
bao gan, nhiém toan chuyén héa va bénh ndo c6 thé dan dén hon mé va chét. Dong thoi, tang
men gan (AST, ALT), lactate dehydrogenase va bilirubin ciing duge quan sat thiy cing véi sy
giam prothrombin xuat hién 12 dén 48 gio sau khi dung thude.

Cac triéu chimg 1am sang thudng xuat hién sau 2 ngay dang thude va thay rd sau 4 dén 6 ngay.

Cic bién phap khan cip: -
* Nhip vién ngay lap tic. 'j>/

= Truoe khi bat dau diéu tri, ldy | éng mau dé kiém tra ndng do paracetamol trong

huyét tuong cang sém cang tot sau khi ding qua liéu.

= Diéu tri bang thudc giai doc N-acetylcysteine (NAC) tiém tinh mach hodc ubng trudce
gicr thir 10. Tuy nhién, NAC ciing ¢6 thé ¢6 tac dung bao vé sau 10 gio, tuy nhién
trong trudng hop nay can diéu tri kéo dai.

Didu tri triéu chirng.

= Xét nghiém gan can dugc thuc hién khi bat dau diéu tri va lap lai mdi 24 gid. Trong
phan lon céc truong hop, chuyén héa ¢ gan tro lai binh thuong sau 1 dén 2 tudn.
Trong mdt s6 truomg hop rit nang, co thé cin phai cay ghép gan.
BAO QUAN: Bao quan & noi kho mat, tranh anh sang nhiét do dudi 30 °C. Khong déng lanh.
Trinh xa thm tay tré em.
TRINH BAY: Chai 100 ml
HAN DUNG: 24 thang ké tir ngay san xut.

Khéng ding thuéc quad han siv dung.
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