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FALGANKID 160

Dung dich ubng Paracetamol 160 mg/10 ml

DPoc kj hudng din sik dung trude khi ding
Néu cin thém théng tin xin héi y kién bdc sy, dwoc sy.
Tén thude FALGANKID 160
Thanh phain  MGi 6ng 10 ml chira:
Hoat chdt: Paracetamol 160 mg.
Ta dugc: Sucrose, glycerin, natri citrat, acid citric, sucralose, propylen glycol, huong tao, natri
benzoat, amaranth red, nuéc tmh khiét. :
Dang bao ché  Dung dich uong.
Puing dung Duong uéng.
Quy cich déng géi 10 ml/6ng nhya, 5 dng nhya/vi
Hop 2 vi, hop 4 vi, hop 6 vi, hop 8 vi.
Pac tinh dwge lre hoe '
Paracetamol lam giam than nhiét & ngudi bénh sot, nhung hiém kl:u lam@‘i&am than nhi¢t & nguoi
binh thuong. Thudc tic dong 1én ving dum dm gay ha nhiét, toa nlnét tang do gidn mach va tang

luru lvgng mau ngoai bién.

Paracetamol, v6i liéu diéu tri, it tic dodg ,' im mach va hnhap khong 1am thay dbi can bing
acid - base, khong gdy kich mg, mé&hb%h&y man daaday nhu khi dung salicylat, vi
paracetamol khéng tic dung trén cyqlooi’ygenase toan than, chi tic dong dén
cyclooxygenase/prostaglandm cua he thﬁn khﬂi%@gng uong. Paracetamol khong c¢ tac

tiéu cau hogc thoi glan chay mau.

Dwoc dong hoc i ; /‘
Hp thu { @ A

Paracetamol duoc hap thu nhanh chéng va hiu nhu hoan toan qua duong tidu hoa. Nong do
dinh trong huyet tuong dat trong véng 30 dén 60 phit sau khi udng véi lidu diéu tri.

Phén bé’

Paracetamol phan b6 nhanh va dong déu trong phin 16n cic md cia co thé. Khoang 25%
paracetamol Irong méu két hop vdi protein huyét twong.

Thai ric _

Nita doi huyét twgng cua paracetamol 1a 1,25 - 3 gid, c6 thé kéo dai véi lidu gay doc hodc &
ngudi bénh cd thuong t6n gan.

Sau liéu diéu tri, c6 thé tim thay 90 dén 100% thudc trong nuée tidu trong ngay thr nhit, cha
yéu sau khi lién hop trong gan vai acid glucuronic (khoang 60%), acid sulfuric (khoang 35%)
hodc cystein (khoang 3%); ciing phat hién thdy mot lugng nho nhimg chit chuyén hoéa
hydroxyl - hoa va khir acetyl. Tré nho it kha ning glucuro lién hop véi thude hon so véi nguoi
16m.

Paracetamol bi N - hydroxyl héa b&i cytochrom P450 dé tao nén N - acetyl -
benzoquinonimin, mdt chét trung gian c6 tinh phan tmg cao. Chét chuyén héa nay binh
thuong phan u'ng voi cac nhom sulfhydryl trong glutathion va nhur vy bi khir hoat tinh. Tuy
nhién, néu udng lidu cao paracetamol, chét chuyén héa nay dugc tao thanh véi lugng du dé
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]am can kiét glutathion cuia gan; trong tinh trang d6, phan tmg ctia n6 v6i nhom sulthydryl cua
protein gan ting 1én, c6 thé din dén hoai tir gan.
Chi dinh
Falgankid 160 dugc dung trong céc truong hop:

- Ha sbt cho tré em.

- Giam dau nhe va vira & tré em.
Liéu lwgng va cich diung
Cach dung
Bé éng nhya va udng truc tiép dung dich trong dng. C6 thé pha loang véi nudc, hoic udng
nude sau khi udng thude. o
Liéu leong

- Tréem duéi 3 thang tudi: Ubng 1/4 6ng/lan; 3 — 4 lan/ngs

- Tréem4-11 thang tudi: Udng 1/2 ong/lan 3 -4 lan/n 2y _ : /
- Tréem 1 -5 tudi: Uong 1 ong/lan, 3-41An/ngdy & Qs i Yt

- Tréem 6— 12 tudi: Udng 2 dng/lan; 3 — 4 lanfngay

Chong chi dinh 7 4
Ngudi bénh nhiéu 1in thiéu méau hodc ¢ bénh tim, phdi, than hoéc % ngudi bénh qué mén
vGi paracetamol; ngudi bénh thiéu hut glu@se 6 - phosphat dehydro-genase
Thén trong /D
Béc sf cin canh bao bénh nhan vé ¢ae'e 4u hi ucua pl}an\% trén da nghiém trong nhu hoi
chimg Steven-Johnson (SJS), hoi chlmg* ’ie@_f 2 nhiém 'doc (TEN) hay héi chimg Lyell, hoi
chimg ngoai ban myn mu toan thén cﬁp ti P).
Giam tiéu ciu, giam bach cau, va g;lé.m toén uyét cau da xay ra véi viée su dung nhitng
dan chat p - ammophf;nol dic biét Kkhi dung kéo dai céc lidu 16n. Giam bach cdu trung tinh va
ban xuét huyét glam héu ciu da xay" ra kh1 dung paracetamol. Hiém gap mat bach cau hat &
nguoi bénh di gparacetamol )

Phai ding paracetamol than ng 3} ngucn bénh c6 thiéu mau tir trude, vi chimg xanh tim ¢
thé khong ble?i“}%l? 10, méc du conhi

_____ n g ndng dd cao nguy hiém ctia methemoglobin trong mau.
Uong nh cu nroru co the ga)é tﬁng ddc tinh v6i gan cua paracetamol; nén tranh hodc han ché

Tﬁc di_mg khﬁng mong muén (ADR)

Ban da va nhﬁ'ng phan (g di img khdc thinh thoang xay ra. Thuong la ban do hoac may day,
nh dm khiundng hon va c6 thé kém theo s6t do thudc va thuong t6n niém mac. Ngudi bénh
: -Y%sallcyiat hiém min cam véi paracetamol va nhung thudc c6 lién quan. Trong
mot s6 it truong hop riéng 1é, paracetamol da gay giam bach cau trung tinh, giam tiéu cau va
giam toan thé huyét cau.

It gap, 1/1000 < ADR < 1/100

Da: Ban.

Da dz‘iy rudt: Budn nén, non.

Huyét hoc: Loan tao mau (giam bach ciu trung tinh, giam toan thé huyét ciu, giam bach cau),

thiéu mau.

Th'c?n. Bénh thén, dc tinh than khi lam dung dai ngay.

Hiém gap, ADR < 1/1000
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Khéc: Phan (mg qua man.

Théng bdo ngay cho bdc sy hodc dwgc sy khi gdp phai cdc tdic dung phu ciia th ubc.

Hwéng din cich xir tri ADR
Néu xdy ra nhitng tac dung khong mong mudn nghiém trong, ngimg dung paracetamol. Vé
diéu tri, xin doc phén: "Qua liéu va xir tri".
Twong tic thudce

Ubng dai ngay liéu cao paracetamol lam tang nhe tac dung chong dong ctia coumarin va dan
chét indandion. T4c dung nay co ve it hodc khong quan trong vé 1am sang, nén paracetamol
duge ua dung hon sallcylat khi cAn giam dau nhe hodc ha sot cho ngufn bénh dang dung
coumarin hozc dAn chit indandion.

Can phai cha y dén kha niang gy ha sot nghiém trong & IlglIUl benh dung ddng thoi
phenothlazm va liéu phép ha nhiét.

Uong rugu qua nhidu va dai ngay c6 thé lam ting nguy co R&racetamol gdy doc cho gan.
Thube chéng co gidt (gdm phenytoin, barbiturat, carbz ¥ Az ay cam mg enzym &
microsom thé gan, c6 thé lam tang tinh ddc hai gan cua pamcetamo 0 ting chuyén héa thude
thanh nhitg chit doc hai v6i gan. Ngoai ra, dung ddng thoi 1somamd Vi "'f.--pa.racetamol cling c6
thé dan dén ting nguy co doc tinh voi gan, nhung chua xéc dmh duge co ché chinh x4c cua
tuong tac nay. Nguy co paracetamol gdy dgc tinh gan gia ting dang ké & ngudi bénh ubng liéu
paracetamol 16n hon litu khuyén ding tmng khi dang_dung thubc chdng co giat hogc
isoniazid. Thucmg khong can giam lléu & ngum ‘bénh dung d%ng thi lidu diéu tri paracetamol
va thudc chdng co giat; tuy vy, nguén bénh phai. ha.n ch@‘tu dung paracetamol khi dang ding
thudc chdng co giat hodc 1som321d

Thoi ky mang thai va cho con. ba =
Thoi ky mang thai L *® /

Chua xac dinh duoc tmh an toan cua paracetamol dung khi thai nghén lién qu dén tac dung
khong mong muon cé thé co d6i voi pl%t trién thai. Do d6, chi nén dung paracetamol & ngudi
mang thai ldn that can.

Thoi ky cho con bu

Nghién ciru & ngum me dung paracetamol sau khi dé cho con bu, khong thay c6 tic dung
khong mong muon e nhé bl me.

Anh hwéng dén kha nang ldi xe va van hanh may méce

Khong anh huong dén kha niing 14i xe va van hanh may méc.

Quai lleu va xu’ tri

Biéu ﬁl{n

Nhiém doc paracetamol c6 thé do dung mot lidu doc duy nhét, hoac do ubng 1ap lai liéu I6n
paracetamol (vi dy, 7,5 - 10 g mdi ngay, trong 1 - 2 ngay), hogc do udng thudc dai ngay. Hoai
tir gan phu thudc liéu 1a tac dung dc cap tinh nghiém trong nhit do qua lidu va c6 thé gay tir
vong.

Buén non, non, va dau bung thudng xay ra trong vong 2 - 3 gidr sau khi udng liéu doc cua
thu6e. Methemoglobin - mau, d4n dén chimg xanh tim da, niém mac va méng tay 1a mot ddu
hi¢u dac trung nhiém ddc cap tinh dan chét p - aminophenol; mét lwgng nhé sulfhemoglobin
cling ¢6 thé duoc sin sinh. Tré em c6 khuynh huéng tao methemoglobin d& hon ngudi 16n sau
khi udng paracetamol.
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Khi bi ngd doc ning, ban du c6 thé c6 kich thich hé than kinh trung wong, kich dong, va mé
sang. Tiép theo c6 thé 1a trc che hé than kinh trung wong; sig so, ha than nhiét; mét 1a; tho
nhanh, néng; mach nhanh, yéu, khong déu; huyét 4p thip; va suy tudn hoan. Truy mach do
giam OXy huyét tuong d6i va do téc dung e ché trung tdm, tc dung nay chi xay ra véi liéu rat
16m. Sbc c6 thé xay ra néu gidn mach nhiéu. Con co giit nget thd gy tir vong ¢6 thé xay ra.
Thuorng hén mé xay ra trudce khi chét dot ngdt hogc sau vai ngay hon mé.

DAu hiéu 1am sang thuong ton gan trd nén 13 rét trong vong 2 dén 4 ngay sau khi ubng lidu
doc. Aminotransferase huyét tuong ting (d6i khi tﬁng rt cao) va ndng d¢ bilirubin trong
huyét tuong ciing ¢ thé tang; thém nita, khi thuong tén gan lan rQng, thoi gian prothrombm

nhleu thang
Dteu tri

chb két qua xét nghiém néu bénh st gqn & la qué liéu ning.
trong la phai dleu tri hd trg tich cyc. Can ruadq day trong mol trucmg hop, t6t nhat trong vong
4 gi® sau khi udng.

Liéu phép giai doc chinh 1a dung" nhung hop chaI sulfhydry} €6 1& tac dong mot phan do bd
sung du trir glutathion & gang, \

N-acetylcystem ¢6 tac dung l&uﬁuo _ tiéﬁl tinh mach. Phéi cho thudc ngay 1ap tirc néu ";\\
chua dén 36 gio ké tir khi udng pa;: cetamo% Piéu tri v6i N - acetylcystein co hiéu qua hon " 2)
khi cho thudc trong théi gian dudi 1(')i ¢ sau khi uong paracetamol. Khi cho uong, hoa lodng , /*)
dung d1ch N - acetylcystem vGi nuoc‘%:aac ) uong khong c6 rugu dé dat dung dich 5% va >/
phai udng trong vong 1 gid sau khi pha Cho uéng N - acetylcystein véi liéu dau tién 1a 140
mg/kg, sau do. cho tiép 17 heu nﬁa, mdi liéu 70 mg/kg cach nhau 4 gié mét lan. Cham dut

diéu tri néu xét nghﬁ;m paracetamol trong huyét tuorng cho thay nguy co ddc hai gan thép. |
Tae dung khong mong qmén ctia N - acetylcystein gdm ban da (gdbm ca may day, khong yéu

cﬁu phai ngimg thudc), budn nén, ndn, ia chay, va phan tng kiéu phan vé.

Neu khong c6'N - acetylcystein, c6 thé dung methionin (xem chuyén ludn methionin). Ngoai

ra €0 thé dung than hoat va/hojc thudc tdy mudi, ching c6 kha ning lam giam hip thu
paracetamol

Bio quan Trong bao bi kin, tranh 4m, tranh anh sang, nhiét d6 dudi 30°C.

Han dung 24 thang ké tir ngay san xuét. )

PE THUOC TRANH XA TAM TAY TRE EM. y
Nha san xuat /

O CUC TRUBNG
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