Befadol

DE XA TAM TAY TRE EM

SPK: VD /22446 LIi’5
Tiéu chuan: TCCS

POC KY HU'ONG DAN SU DUNG TRU'O'C KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI HOAC DUQC SI.

THONG TIN THUOC DANH CHO BENH NHAN:

Thanh phan, ham lrgng thube:

Mdi 5 ml hén dich thuoc chira:

Hoat chat: Paracetamol 150 mg

Ta dugc: Natri benzoat, xanthan gum, glycerin, d6 amaranth,
sorbitol long 70%, aspartame, acesulfame K, acid citric, huong dau,
dudmg RE, nuée RO viradu .

Dang béo ché Héndich uémg

Quy cich déng géi: Hop 01 chai, chai 60 ml
Hop 20 gobi, mﬁi g61 Sml

Thude nay ding cho bénh gi:

Ha sot, gidm dau nhirc thong thudng va khé chiu trong cac
trudng hop cdm lanh, clim, moc ring, dauring, dau dau, dau tai, dau
sau khi tiém vaccin, viém hong
Khinao kh(’mg nén dung thube m’ny
Thudc nay khong dugc dung trong céc trudmg hop sau:

- Ditmg voi Paracetamol. fean

- Cobénh gan ning hodc bénh gan dang tién trién.

- Ngudi bénh thiu hut glucose-6-phosphat dehydrogenase
(G6PD).

Nénding thude nay nhur thé nao va liéu legng:

Lac ky chai thuoc trude khi dung

Lteu ding: Ubng 3 -4 14n mbi ngay.

; Liéu ding Paracetamol hang ngay tinh theo can nang cua tré.
Tudi cua tré chi dé tham khao, hudng dan

Néu khong biét cin néing cia tré can phai can tré dé tinh liéu
thich hop nhat.

- Tré em tir 7 12 tudi(23kg-37kg): Mbi 1an uéng 10-15 ml cach
4dén6g1érm61 lan. ) ]

- Tré em tir 1-7 tudi(10kg-23kg): M&i lan udng 5-10 ml céch 4
dén 6 giomot lan.

- Tré tir 3-12 thang tudi(5,5kg-10kg): Mdi 1dn udng 2,5-5 ml
cach4 dén6 giormét lan.

- Tré nho dudi 3 thang tum Hoi ¥ kién Bac si.

-Ngum I6m: Mdi lan udng 15-20 ml cach 4 dén 6 gior mot lan.
Nhu’ng diéu cn thin trong khi | diing thudc niy

- Néu triéu chung dau dai ding qu4 5 ngdy, hodc con st qud 3
ngay, hoic thude chua du higu qua, hoiic thay xuat hién céc triéu
chimg khéc, hiy ngimg viéc didu trj va ¢in tham khao ¥ kién cta
Bacsi.

- Trudomg hgp cd bénh gan ning hoéc bénh thin phai hoi ¥ kién
Bac sitrude khi dung Paracetamol.

Trong thanh phan ¢6 chira natri benzoat néu dung thoi gian dai
c6 thé din den tich Gy natri.

Do thuoc ¢6 chira glycerin, thin trong v&i nguoi bénh & tinh
trang tinh thén 14 lan suy tim sung huyét, léo suy & ngudi cao tudi,
di thao duong va mit nudc trim trong.

*Canh bao: s

Theo FDA, cic dir liéu hién c6 khong chimg minh dugce rang
viée sir dung paracetamol > 325 mg trong mi don vi phén liéu dem
lai lgi ich gia tang la vugt trdi hon so vdi nguy co ting ton thuong
trén gan. Thém vao d6, viéc gidi han ham lugng paracetamol trén
mdi don vi phan lidu s& giam nguy co ton thuong gan ning dovoy
sir dung qué liéu paracetamol din dén suy giam chirc ning gan,
ghépgan,hodctirvong.

- Cac truomg hgp ton thuwong gan ning lién quan dén

Nén trénh«dung nhitng thubc hogic thye

paracetamol da xay ra & nhimg bénh nhin: udng nhiéu hon lleu ké
don/ngay; udng cung lic nhicu thuoc chira paracetamol; va udng
rugu khi ding thube. Hon mét nira s6 truémg h(;lp Suy giam chirc
nang gan do dung paracetamol tai My 1a do qua liéu khéng chi y
khi ké don cic thuoc nhiéu thanh phin cé chira paracetamol va c6
thé déin dén tir vong.

Thoi ky mang thai:

Chura x4c dinh dugc tinh an toin cua paracetamol ding khi thai
nghén lién quan dén tac dung khéng mong muén ¢6 thé ¢ ddi voi
phat tneq thai. Do d6, chi nén ding paracetamol & ngudi mang thai
khi that can.

Thaoi ky cho con bu:

Nghién clru & ngudi me dung paracetamo] sau khi sinh cho con
b, khong lhay co téc dung khéng mong muodn & tré nho bime.

Tdc dpng ciia thube lén kha ning ldi xe va vin hanh  mdy moc:

Khong anh hucmg hoéc anh huong khong dang ké dén kha niing
lai xe va vén hanh may moc.
Cén 1am gi khi mjt lgn quén khéng dung thudc:

Khi mét 1n quén ding thudc, ban nén ding lidu tiép theo nhu
binh thudng.

Técdung khong mongmunn (ADR)

mot s trromg hop o thé co phat ban hoiic phan @ umg ditmg
Neu ¢6 xay ra phai ngimg ngay viéc diéu tri va bao cho thay thuoc
biét va khong bao gi¢rdiing lai thude ¢6 chira Paracetamol nita.
phﬂm gi khi dang sir
dung thudc na

Béo cho thay thuée hode Duge si ciia ban biét céc thube ban
dang ding dé tranh twong tac.

- Ubng dai ngay liéu cao Paracetamol lam tang nhe; tac dung
chong dong cua coumarm va din chit indandion. Cén phai cha y
dén kha ning gy ha st nghiém trong & ngudi bénh ding dong thori
phenothiazin va li¢u phép ha nhigt.

- Thube ché‘mg co giat (gém phenytoin, barbiturat,
carbamazepin) gay cam III!E, enzym & microsom thé gan, cé thé lam
tang tinh doc hai gan cua Paracetamol do ting chuyén hoa thude
thanh nhimg chat dgc hai véi gan.

- Ngodi ra ding ddng thoi isoniazid véi Paracetamol ciing co
thé dan dén tan gnguy co djc tinh v&i gan, ngudi bénh phai han ché
ty ding Paracetamol khi dang ding thubc chéng co gidt hodc
isoniazid.

Nhirng déu hi¢u va triéu chimg khi diing thude qui lidu khuyén
cdo:

Bio ngay cho thiy thude khi ding qué liéu hogc nh& bi ngd déc
(dac bigt voi ngu'm bénh gan, suy dinh dudng kéo dai, nguoi dang
diing thudc cam (g men gan).

Triéu chirng thudmg xay ra trong 24 gio dau gdbm: Budn non,
non, chan an, da tai, kho chiu, chiay mo héi.

Cich xu tri: Pén co soyte gan nhit dé tién hanh dleu tri cang
sém cang tot, co thé 13 diéu tri triéu chimg hoic dung thude giai doc
N-acetylcystein (NAC) tiém finh mach hodc udng, c6 thé ding
NAC ngay trong 8 gio dau sau khi ngo doc paracetamol va NAC
con gop phan bao vé sau 16 gio ngd doc nhung cin phai ding lau
dai.

Han ding: 24 than ké tirngay san Xuit.

Cin bio quin thudc niay nhw thé nao:
Noikhé, nhiét d6 khong qua 30 C, tranh 4nh sdng.
Khéng diing qua mét théng ké tir ngay mé nip chai.




THONG TIN THUOC DANH CHO CANBO Y TE:

Thianh phan

Mdi 5 ml hdn dich thude chira:

Hoat chit: Paracetamol 150mg

T4 duge: Natri benzoat, xanthan gum, glycerin, do amaranth,
sorbitol long 70%, aspartame, acesulfame K, acid citric, huong dau,
dudmg RE, nude RO viradu .
Dang bao ché: Hon dich udng,
Quy cach dong géi: Hop 01 chai, chai 60 ml

Hop 20 goi, mbi g6i Sml

Dwge lye hoe: ) I

Paracetamol la chit chuyén héa cé hoat tinh cua phcnacetm 14 thube
giam dau ha s6t hiru h1¢u c6 thé thay thé aspirin nhung khéng ¢6 hi¢u qua
diéu trj viém nhu aspirin. Paracetamol lam glé.m than nhiét & n;u'm bi sot
nhung hiém khi lém giam than nhi¢t & ngudi binh lhu'dmg Thuoc téc ding
lén v&ng dudi dbi giy ha nhiét, toa nhidt ting do gidn mach va ting luu
lugng mau ngoai bién .

Dwgecdjng hoc:

Hip thu: Paracetamol dugc hap thu nhanh Lhong va hiu nhu hoan
toan qua dudng tiéu hoa. Thire &n co thé 1am vién nén glal phong kéo dai
paracctamol chiam dugce hip thu mét phan vi thire @&n gidu carbon hydrat
lim giam ty 16 hip thu cla paracetamol Nong d6 dinh trong huyét trong
dat trong vong 30 dén 60 phiit sau khi udng véi ll(‘:l.l dlcn tri.

Phin bo; Paracetamol phan b6 nhanh va dong déu trong phan I6m cac
mé cua co thé. Khodng 25% paracetamol trong mau két hgp véi protein
huyét trong.

Thii trie: Nira doi huyét twong cuaparacetamul 1a1,25-3 gio, cothé
kéo dai voi liéu gay ddc hodic ¢ ngudi bgnh c6 thuong tcm gan. Sau liéu
dleu tri, co the tim thity 90 dén 100% thude trong nudre tiéu trong ngay thir
nhat, chii yéu sau khi lién hop trong gan véi acid glucuronic (khodng
60%), acld sulfuric (khoang 35%) hodc cystein (khoing 3%); cung phat
hién thay mot lwgng nho nhimg chat chuyén héa hydroxyl - hoa va khur
acetyl. Tre nho it kha nang glucuro lién hgp véi thude hon so véi ngum
|6m. Paracetamol bj N — hydroxyl hoa bai cytochrom P,,, dé tao nén N =
acetyl— benzoquinonimin, mat chat trung gian co tinh phan img cao. Chat
chuyén hoa nay binh thuong phan img véi cic nhém sulhydryl trong
glutathion va nhu vy bi khir hoat tinh. Tuy nhién, néu ubng liéu cao
paracetamol, chét chuyén hoa nay duge tao thanh véi lwgng di dé lam can
kiét glutathion cua gan; trong tinh trang do, phan irng cua no véi nhom
sulhydryl ciia protein gan ting 1én, c6 the dan dén hoai tir gan.

Chidinh:

Hasot, glam dau nhirc thong thudng va kho chiu trong céc trurong hop
cam Ia.nh cum, mgc rang, dau ring, dau déu, dau tai, dau sau khi tiém
vaccin, viém hong. ..

Chong chidjnh:
Thudc nay khcmg duge ding trong cac trudmg hop sau:

- Di{mg vii Paracetamol.

- C6 bgnh gan ning hodic bénh gan dang tién trién.

- Ngudai benh thiéu hyt glucose-6-phosphat dehydrogenase (G6PD).
Céichding va liéu dung:

Lac ky chai ihuoc trude khi dung

Lreu ding: Ubng 3 - 41anmdi ngay

Liéu dung Paracetamol hang ngay tinh theo cin nidng cla tré. Tubi
cuatré chl dé tham khao, hudng d%.n

Néu khong biét cin nang clia tré cin phai cén tré dé tinh lléu thich hgp
nhit.

-Tré em tir 7-12 tudi(23kg-37kg): Mi lan uong 10-15 ml cach 4 dén
6 giomot lan.

- Tré em tir 1-7 tudi(10kg-23kg): M3i lin ubng 5-10 ml cach 4 dén 6
giomét lan.

- Tré tir 3-12 thing tubi(S,5kg-10kg): Mdi lin uéng 2,5-5 ml cach 4
dén 6 giormdt lan.

- Tré nho dudi 3 thang tucl Hoi y kién Bc si.

- Ngudi 16n: Mdi lan udng 15-20 ml céch 4 dén 6 gid mot lan.

Thén trong:
- Néu triéu chimg dau dai ding qud s ngay hoac con sot qua 3 ngay,
hodc thude chira di hidu qua, hodc thdy xuat hién céc triéu chimg khac,

hay ngimg viéc diéu tri va can tham khéo ¥ kién ¢ua'Bae'siy
- Trudmg hop c6 bg¢nh gan nang hoiic bénh thin phai hoi y kién Bac si
trurde khi dung Paracetamol.

Trong thanh phén cé chita natri benzoat néu diing thei gian dai co thé
din dén tich | |ty natri.

Do thude c6 chira glycerin, thn trong v&i ngudi benh ¢ tinh trang tinh
than li1an, suy tim sung huyét, lao suy & ngudi cao tudi, dai thao diong va
miét nude trdm trong.

*Canh bdo:

Theo FDA, céc dit liu hién c6 khong chtmg minh dugc ring viéc sir
dung paracetamol > 325 mg trong mdi don viphén lidu dem lai lgi ich gla
tang 1a vuot tri hon so vdi nguy co ting ton thucmg trén gan. Thém vao
do, viée giéi han ham lugng paracetamnl trén moi don vj phén lieu sé
glam nguy co ton thwong gan ning do vo ¥ sir dung qué lidu paracetamol
din dén suy giam chirc nang gan, ghép gan, hodic trvong.

- Céc trudmg hop ton thwong gan niing lién quan dén paracet mol d&
xay ra 0 nhimg b¢nh nhén: uéng nhiéu hon liéu ké don/ngay; udng cling
lic nhieu thudc chira paracetamol; va uéng rnrgu khi ding thude. Hon mét
nira so truong hop suy gidm chire nang gan do ding paracetamol tai My 1a
do qua liéu khong chi y khi ké don cic thudc nhiéu thanh phan ¢6 chira
paracetamol v c6 thé dan dén tir vong.

Thoi ky mang thai:

Chuwa xéc dinh duge tinh an toan cha paracetamol ding khi thdi nghén
lién quan dén tac dung khong mong mudn c6 thé co ddi véi phét trién thai.
Do d6, chi nén ding paracetamol & nguoi mang thai khi thit cén.
Théri ky cho con bii:

Nghién ciru & ngudi me ding paracetamel sau khi sinh cho con bi,
khong théy co tac dung khéng mong mudn ¢ tré nho bl me.

Tdc diing ciia thuéc 1én khd ning ldi xe va vin hinh mdy méc:

Khong anh huong hodc anh hudng khong dang ké dén khd nang 14i xe
va van hanh may méc.

Cinlam gi khi m{t 1in quén khongdnng thude:

Khi mt lan quén dung thude, ban nén ding liéu tiép theo nj‘m binh
thudmg. |
Técdung khung mong muén (ADR)

O mot s6 trrdmg hop, ¢6 thé ¢6 phét ban hodic phén (mg di img. Néucb
xdy ra phai ngimg ngay vige diéu tri va béo cho thiy thude biét va khéng
bao gidrding 1a1 thuoe co chira Paracetamol nira,

Tuong tic thude:

Béo cho thﬁy thudc hodc Duge si cia ban biét cac thube ban dang
ding dé tranh tuong tac.

- Udng dai ngay liéu cao Paracetamol lam ting nhe tic dung chong
dong cia coumarin va dan chat indandion. Can phai cht ¥ dén kha ning
gdy ha st nghiém trong & ngudi bénh ding ddng thévi phenothiazin va lidu
phap hanhiét.

- Thube chéng co g1at (gom thnytom, barbiturat, carbamazepin)
gdy cam {mg enzym & microsom the gan, c6 thé lam tang t1nh ddgc hai gan
ctia Paracetamol do téing chuyén héa thude thanh nhimg chét dgc hai vai
gan.

- Ngodi ra diing dong thi isoniazid véi Paracetamol cling c6 thé din
dén ting nguy co doc tinh véi gan, ngudi bénh phai han ché tyr dung
Paracctamo! khi dang diing thubc chéng co gidt hoic isoniazid.

Quiliéu va cichxirtri: ‘

Biio ngay cho thiy thude khi diing qué lidu hoic nhd bj ngé doe (ddc
bigt vai ngudi bénh gan, suy dinh dudng kéo dai, nguoi dang ding thude
camimg men gan)

Trigu chimg thudng xay ra trong 24 gi diu gom: Budn non. ndn, chin dn,
da tai, khé chiu, chay mo héi.

Cich xir tri; Bén co s¢'y 1é gin nhit dé tién hanh diéu tri c-ang som
cang tdt, co thé 1a didu tri triéu chimg hodc dung thuoc giai doc N-
acety]cystem (NAC) tiém tinh mach hodc uong, c6 thé dung NAC ngay
trong 8 glcr dau sau khi ngd d(;u. paracetamol va NAC con gop phén bao vé
sau 16 gio ngd doc nhumg cén phal dung lau dai.

Han dung: 24 thang ké tir ngay san xuat,

Diéu kién bio quén:
Noi kho, nhiét dg khong qua 30 C, tranh énh sang.
Khong ding qua mjt thang ké tir ngdy mo ndp chai.

BEPHARCO

CONG TY CO PHAN DU'QC PHAM BEN TRE
Sé 6A3 Québc 16 60, P. Phu Tan, TP. Bén Tre, Tinh Bén Tre




