TO HWONG DAN SU’ DUNG

DUNG DICH UONG

PALLAS 120 mg
PALLAS 250 mg

DE XA TAM TAY TRE EM )
POC KY HUPONG DAN SIF DUNG TRU'O'C KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC S| HOAC DUQC si
KHONG SU DUNG THUOC QUA HAN DUNG GHI TREN NHAN

THANH PHAN: M&i 5 ml dung dich ubng chiva:
PALLAS 120 mg

PALLAS 250 mg

Hoat chat |Paracetamol ............ 120 mg| Paracetamal ............ 250 mg

Ta dwoe |PEG 6000, propylene glycol, glycerin, sodium saccharin,

Vira dc sodium benzoate, citric acid monohydrate, sodium citrate
Lra G,

dihydrate, erythrosine, huong dau, nuwée tinh khiét.

DANG BAO CHE: Dung dich udng.

M5 ta san phdm: Dung dich thubc mau héng, huong dau.

CHI BPINH

- Ha sét.

- Didu trj cac chirng dau: Dau dau, dau rang, moc rang, cam lanh va cam,
dau va sot sau khi tiém ching.

LIEU DUNG VA CACH DUNG

Dung dich uéng PALLAS cé 2 ham luvgng PALLAS 120 mg (paracetamol
120 mg/5 ml) va PALLAS 250 mg (paracetamol 250 mg/5 ml).

Liéu ding

Khéng ding thubc cho tré em dudi 2 thang tubi. .
Ha sét sau tiém chung cho tré em 2 - 4 thing tudi: 60 mg paracetamolflan
(2,5 miNi4n dung dich uéng PALLAS 120 mg). C6 thé ding t5i da 4 1an/24 gid,
mii lidu cach nhau it nhat 4 gidr. N&u 2 ngay sau tiém ching van can ding
paracetamol dé ha sot cho tré thi phai théng bao cho bac si.

Dau va sot do cdc nguyén nhan khac -

Tré 2 - 3 thang tudi (can nang trén 4 kg va duge sinh sau 37 tuan mang thai):
60 mg paracetamolfidn (2,5 milan dung dich uong PALLAS 120 mg).
Khéng dung qua 2 lan/ngay, mdi liéu céch nhau it nhat 4 gi¢. Néu sau khi
diing 2 lidu thubc ma tré van khéng ha sot thi phai thong bao cho bac s,

. . | Dung dich udng |Dung dich uéng
Tuéi Liéu dung/lan| o) \'AS 120 mg [PALLAS 250 mg
3 - 6 thang tudi 60 mg 2,5 mi
6 thang - 2 tudi 120 mg 5 mi 2,5mi
2 - 4 tudi 180 mg 7.5 mi 3,6 ml
4 - 8 tuodi 240 - 250 mg 10 mi 5 mi
8 - 10 tudi 360 - 375 mg 15 mi 7.5mi
10 - 12 tudi | 480 - 500 mg 20 mi 10 mi
12-16tudi | 480 - 750 mg 10-15 ml
Nguwri lém va
thanh thiéu nién | 500 - 1000 mg 10 - 20 ml
trén 16 tubi

Libu ding 18i da 4 13n/24 gio. Gira 2 liéu cach nhau it nhat 1a 4 gie.
Khéng cho tré ufing thubc nay qua 3 ngay ma khong théng bao che bac si.
Céach dung

Thubc ding duéng ubng. C6 thé udng cung hogc khong cing véi thire an,
CHONG CHIi B|NH

Qué mén vl paracetamol hodc bat ky thanh phan nao cua thuée.

Bénh nhan bj suy gan nang. _

CANH BAO VA THAN TRONG KHI DUNG THUOC

Hhﬁn&dung qua lidu khuyén cao. Khi ding qua l_iéu hhuyén cao co lhé
gay lon thuong gan. Khi xdy ra treéng hop qua lidu, can dugc cip clu
ngay 1§p lWrc

g
=
-

— T R i i 1@

Khéng diing chung thudc nay véi cac thube co chira paracetamol khac vi
cd thé dan t&i qua lidu.

Thén trong khi dung paracetamol cho bénh nhan suy than ndng hodc suy
gan nang. O’ nhirng ngudi mac bénh gan do rugu khéing do so gan nguy
co xay ra qua liéu cao hon, vi vy véi nhimg bénh nhan nghién regu nén
héi y kién béc sT tredre khi ding thubce.

Néu xdy ra cac phan &rng da nhu: Phat ban, mun nwéc, 46 da, cdn ngimg
thubc va héi y kién bac si.

Théng bao ngay cho béc si trong truéng hep qua lidu, ngay ca khi tré co
vé khée manh vi nguy co tén thwong gan nghiém trong c6 thé xay ra cham.
Phan trng phy nghiém trong trén da mac du ti 1@ mac phai 14 khéng cao
nhwng nghiém trong, tham chi de doa tinh mang bao gém hdi chirng
Stevens-Jonhson (SJS), h§i chiPng hoai tr da nhiém doc: Toxic
epidermal necrolysis (TEN) hay hoi chirng Lyell, hgi chirng ngoai ban
myn m toan than cép tinh: Acute generalized exanthematous pustulosis
(AGEP). Triéu chirng duge md ta nhur sau:

- H&i chirng Stevens-Jonhson (SJS): La di ng thudc thé bong nuére,
bong nwére khu trd & quanh cac héc tiy nhign: Mat, mai, migng, tai, bd
phan sinh dyc va hau mén. Ngoai ra cé thé kém sét cao, viém phdi, rdi
loan chirc ndng gan, than. Chan doan héi chirng Stevens-Jonhson (SJS)
khi ¢ it nhat 2 hdc ty nhién bj ton thuong.

- Héi chirng hoai tir da nhiém déc (TEN): La thé dj img thude nang nhat, gom:
+ Cac tbn thuong da dang & da: Ban dang sé&i, ban dang tinh héng nhiét,
héng ban hoic céc bong nwéc bung nhing, cac tén throng nhanh chéng
lan tdéa khap nguéri.

+ Thn throng niém mac mat: Viém giac mac, viém k&t mac maq,
loet giac mac.,

+ Tén throng niém mac dwéng tigéu héa: Viém miéng, trot niém mac
miéng, loét hau, hong thire quan, da day, rudt.

+ Tén thuong niém mac dwéng sinh duc, tiét niéu. |
+ Ngoai ra con cb cac triéu chirng toan than tram trong nhwr sot, xust
huyét duéng tiéu héa, viém phdi, viém cau than, viém gan... ti & tir vong
cao 15 - 30%.

- Hai chirng ngoai ban myn md toan than cap tinh (AGEP): Myn md vé
tring nhé phat sinh trén nén héng ban lan rong. Tén thuong thudng xuét
hién & cac nép gap nhwr nach, ben va mat, sau dé co thé lan rdng toan
than. Tridu chirng toan than thudng cé |a sot, xét nghiém mau bach cau
mui trung tinh tdng cao.

Khi phat hién nhirng dau hiéu phat ban trén da dau tién hoac bat ky dau
hiéu phan (rng qua man nao khac, bénh nhan can phai nglirng sur dung
thudc. Nguwdi da tong bi cac phan ong trén da nghiém trong do
paracetamol gay ra thi khéng dugc ding thubc tré lai va khi dén kham
chira bénh can phai théng bao cho nhan vién y té biét vé van dé nay.
Canh bado ta duoc

Thanh phan thubc c6 chira propylene glycol, bénh nhan dang cé thai
hodc cho con bd, b&nh nhan ¢é bénh gan hodc than khdng dung thude
nay trir khi ¢6 khuyén cdo ciia bac si, bac si diéu tri ¢é thé phai thwre hién
miét 56 xét nghiém phy trg trong théi gian bénh nhan dung thudc nay. Néu
tré durdri 5 tudi, hoi y kién bac si hodc dugc sT trude khi cho tré ding
thude, nhat 1a khi tré duoe cho ding cac thude khac cb chira propylene
glycol hay alcol.

Trong mdi 5 ml dung dich uéng PALLAS 120 mg va PALLAS 250 mg co
chura 10 mg sodium benzoate.

Trong mai 5 ml dung dich uéng PALLAS 120 mg c6 chira 3,25 mg natri va
PALLAS 250 mg c6 chira 3,59 mg natri (dwdi 1 mmol natri), vé co ban
dugic xem nhu ‘khéng chira natni'.

SU DUNG THUOC CHO PHU NI¥ €O THAI VA CHO CON BU

Phy niF cé thai

Cac nghién ciru dich t& hoc trong thai ky cla nguéi cho thay khéng c6 tac
dung cO hai khi s dyng paracetamol & lidu khuyén cao, nhung bénh
nhan nén hoi y kién bac si trudc khi ding thudc.

Phuy niF cho con bu A

Paracetamol dugc bai tiét qua sira me nhung véi lugng khéng dang ké
tr&n 1am sang. DT ligu dugc cong b6 khong chéng chi dinh thubc nay cho
phy nir dang cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MGG
Chuwa co béng ching ve anh hudng cia thude I8n kha nang 14 xe, van
hanh may moc. L

TUWONG TAC, TUONG KY CUA THUOC

Twong tac thubc . :

Cac thubc nhu carbamazepine, fosphenytoin, phen \oin. ph :
primidone c6 thé 1am tang toc 44 chuyén hoa cua pay:aca:;nwﬁn?gb;;ilml.
Metoclopramide hodc domperidone co thé 1am lang toc d9 hap thu
paracetamol, cholestyramine Iam giam sw hip thy paracelamol

Khi dung paracelamol thuONg xuyén trong thei gian dai, co thé lam tang
tac dyng chdng ddng mau cla warlarin va cac cuumannl_




Rurgu c6 thé 1am tang doc tinh cla paracetamol trén gan.

Thudc chéng siéu vi: St dung thuérng xuyén paracetamol co thé |am
giam qua trinh chuyén héa ctia zidovudine (tang nguy co gidm bach cau
trung tinh).

Céc thube cdm &ng enzyme microsome gan nhu thubc ching co giat va
thude tranh thai dudng uéng cé thé lam tang muc do chuyén hoa cla
paracetamol 1am gidm ndéng da thude trong huyét tuong va tang toc 4o
dao thai thudc,

Twong ky

Do chua c6 cac nghién ciru vé tinh trong ky cia thude, khong tron 1an
thude nay véi cac thube khac,

TAC DYUNG KHONG MONG MUON CUA THUOC (ADR)

Cac tac dung khéng mong mudn dugc liét ké trong bang sau theo hé
théng co quan va tn sudt duge xac dinh nhu sau; Rat thudng gap (ADR
z 1/10), thuwdng gép (1/100 < ADR < 1/10), it gdp (1/1000 < ADR < 1/100),
hiém gap (1/10.000 s ADR < 1/1000), rat hiém gép (ADR < 1/10.000),
va khéng biét (khéng thé woe tinh duge tén sut tir div ligu co sén):

Tan suat

Hé thong co quan Tac dung khéng mong muén

R6i loan hé théng mau| s .« | ROIloan mau (bao gbm gidm tieu
va mach bach hu:o.rét g cAu va méat bach cau hat)

:I?é:.n;z: ol EEL’: gép Phan (rng phan vé, qua man
Réi loan gan mat Khéng biét | Ton thuong gan

Ral T o
Réi loan da hiém gép Phan wng da nghiém trong
vamd duoi da Khéng biét | Phat ban, may day, nglra
Réi loan than It gép Boc than

va tiét nigu Khéng biét | Hoai tir nhu ma than

Tham kham Khéng biét | Tang transaminase

Théng bdo ngay cho bdc si hoac dwert si nhibng phan (Png co hai
gap phai khi str dung thudc

QUA LIEU VA CACH XUr TRi

Qua lieu

Tén thurong gan c6 thé xay ra & nguoi tredng thanh va thanh thieu
nién (12 tudi) khi dang 7,5 g paracetamol hodc nhiéu hon mdi ngay,
trong 1 - 2 ngay. Néu udng tir 5 g paracetamol tré 1&n cé thé dan dén ton
thuong gan néu co cac yéu t nguy co sau:

- Bénh nhan dang diéu tri lau dai voi carbamazepine, phenobarbital,
phenytoin, primidone, rifampicin hodc cac ché pham thao duoc chira
hypericum perforatum (st John's Wort) hay cac loai thube cam (ng
enzyme gan khac.

- Ubng rwgu thuéng xuyén.

- Cé kha nang bj thiéu glutathione.

Cac triéu chirng qua liéu paracetamol trong 24 gi¢r dau 1a xanh xao, budn
nén, tang huyét ap, khé chiu, nén mira, chan an, dau bung. Tén thuong
gan co thé tré nén rd rang sau 12 dén 48 gi¢ sau khi ubng. Didu nay bao
gbm gan to, dau gan, vang da, suy gan cap va hoai tir gan.

Co thé xay ra bat thuéng trong chuyén héa glucose va nhiém toan
chuyén héa. Bilirubin trong mau, enzyme gan, INR, théi gian prothrombin,
phosphate mau va lactace mau c6 thé tang.

Trong ngd déc ndng, suy gan co thé tién trién thanh bénh nao, xuit huyét,
ha duérng huyét, phi ndo va tlr vong. Suy than cap védi hoai t ong than
cap biéu hién béi dau that leng, tiéu ra mau va protein niéu, ¢ thé xay ra
ngay ca khi khdng cé cac tdn thuong gan nghiém trong. DA cé bao cao
vé rdi loan nhjp tim va viém tyy.
Thiéu mau tan mau da dugc bao cao & bénh nhan thiéu glucose-6-phosphate
dehydrogenase (GGPD).

Cach x(r tri

Can diéu tri ngay 1ap tirc khi co trigu chirng qua lidu.

Cé thé sir dung than hoat tinh khi qua liéu xay ra trong vong 1 gier. Nén
do nong d¢ paracetamol trong huyét twong sau 4 gior xdy ra qua lidu, vi
trude d6 nong d¢ paracetamol trong mau khéng dang tin cy. Trong vong
24 gi&r ké tir khi xay ra qua libu paracetamol, bénh nhén cé thé duoc giai
ddc bang N-acetylcysteine, tuy nhién hiéu qua bao vé téi da dat duoc 13
trong vong 8 gitr sau khi ubng paracetamol, hiéu qua thude gidi doc giam
manh sau thei gian nay. Bénh nhan nén dugc tiém tinh mach N-acetyl-
cysteine ligu thich hop véi tinh trang nhiém doc. Néu bénh nhan co thé
udng duoc thi cé thé thay thé N-acetyleysteine bang methionine dudng
udng. Néu xay ra cac réi loan chirc néng gan nghiém trong sau 24 gid xay
ra quéa liéu paracetamol, thi vidc gidi dbc can thdo ludn v&i cac bac si
chuyén khoa.

CAC DAC TINH DUQC LY

Dwec Iwc hoc

Nhém duge ly: Thube gidm dau, ha sot

Ma ATC: NO2BEO1

Co ché lac dyng gidm dau cla paracetamol van chwa rd rang.
Paracetamol ha s6t bang céach tac djng truc tiép 1&n cac trung tam didu
haa nhiét ving dudi doi, 1am tang thai nhiét cla co thé théng qua gian
mach va tang luu lwgng mau ngoai bién.

Paracetarmol manh gan nhw aspirin trong viéc (c ché tdng hop
prostaglandin trong hé than kinh trung wong nhung sy trc ché tong hop
prostaglandin ngoai bién |14 rat it, didu nay c6 thé gidi thich cho viéc khéng
cé tac dung chong thap khép hodc chdng viém dang ké trén 1am sang.
Liéu paracetamol thong thwéng khéing (rc ché két tap tidu cau, khong anh
huéng dén dap (rng prothrombin hodc gay loét dwdng tiéu hoa.

Dwore ddng hoc

Hap thu

Paracetamol duoc hap thu nhanh chdng va gan nhw hoan toan tir dudng
titu hoa. Ndng do dinh trong huyét twong dat duorc trong véng 0,5 - 2 gior,
cac ché pham dang léng duoc hap thu nhanh hon.

Phan bd

Liéu gidm dau thiéing thuéng tao ra tdng ndng dd trong huyeét teong tir
5 dén 20 mcg/ml. Théi gian dat higu qua cao nhat 1a 1 - 3 giér, théi gian
hoat dong la 3 - 4 gidr.

Chuyén hoa

Khodng 90 - 95% liéu paracetamol dugc chuyén hoa & gan bang cach
lién hgp véi glucuronic acid, sulfuric acid va cysteine. Mot chat chuyén
héa trung gian cé thé tich Iiy khi qua liéu sau khi qua trinh trao doi chat
chinh bj bao hoa, gay déc cho gan va cé thé gay doc cho than.

Thai trir '
Paracetamol duge bai tiét qua nuéc tidu, chi yéu dudi dang cac chat
chuyén hoa lien hop, 3% dugc bai tiét dudi dang khéng ddi. Théi gian
ban thai trung binh |a 1 dén 4 giér, khing thay dbi & ngudi suy than, thoi
gian ban thai hoi kéo dai & nguwdni gia, tré so sinh va & bénh nhan xo gan.
QUY CACH BDONG GOI

Dung dich uong PALLAS 120 mg | Dung dich uong PALLAS 250 mg

Hop 20 ong, 30 6ng, 50 ong x 5 ml  |Hdp 20 ong, 30 ong, 50 dng x 5 m
Hop 20 géi, 30 g6i, 50 gdix Sml  |Hep 20 géi, 30 géi, 50 gdi x 5 m
Hép 20 6ng, 30 6ng, S0 6ng x 10 ml [HSp 20 éng, 30 dng, 50 éng x 10 ml
Hop 20 goi, 30 géi, 50 géix 10 ml | Hop 20 g6i, 30 goi, 50 goi x 10 ml
Hop 1 chai 30 mil (kém 1 céc dong) |Hép 1 chai 30 mi (kém 1 chc dong)
Hap 1 chai 60 mi (kém 1 cde dong) |Hdp 1 chai 60 mi (kém 1 cbe dong)
Hap 1 chai 100 ml (kém 1 coc dong)|Hdp 1 chai 100 ml (kém 1 cdc dong)

BAO QUAN: Noi khd rdo, nhiét do khéng qua 30°C, tranh anh sang.
HAN DUNG: 36 thang ké tir ngay san xuit.
TIEU CHUAN: TCCS.
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