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Tai liéu danh cho céng ching

Paracetamol 500 mg
- Codein phosphat 8 mg
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500 mg
smg

paracetamol
Codein phosphat

x 10 vian nang 60ng
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cdc-con daviflic do trung binh

* Dau lung, dau khép, dau cdt seng
* Dau dau, dau réing, dau nhic cd bap, dau xudng

: Raaa * Dau do chéin thudng, bong gan, dau sau phau thuat
THONG TIN TOM TAT SAN PHAM =

THANH PHAN: Paracetamol 500 mg, Codein phosphat 8 mg. T4 dugc vira dG 1 vién. DANG TRINH BAY: Vibam, vi 10 vién, hép 2 viva 10
dudc chi dinh cho bénh nhan trén 12 tudi d& gidm dau cép tinh & mdc @6 trung binh khi cac thudc gidm dau khac nhu paracetamol hay ibupfoigdy
higu qua, ¢ hodic khéng kém néng sét: dau ddu, dau nhic cd bap, dau xuong, dau khdp, dau lung, dau cot séng, dau rang, dau bung kinh, dav-thas
ctim, viém hong hay mii xoang, dau do chan thuong, bong gan, dau sau phau thudt (tri phau thuat & déu, bung),.. CHONG CHi BINH: Q '“,’ /8
thanh phén clia thudc. Bénh nhan suy gan va bénh nhan thiéu hut glucose-6-phosphat dehydrogenase (do c6 paracetamol). Suy hé hép, henphé quén (to ¢6 cedein).
Phu nii cho con bli. Bénh nhan mang gen chuyén hoa thudc qua CYP2D6 siéu nhanh. Tré em tif 0 d&n 18 tudi vira thuc hién cat amidan hoag thi thuat n@h V.ANLIEU
LUGNG VA CACH DUNG: Thuéc uéng, danh cho ngudi I6n va tré em trén 12 tudi. Ngudi I6n: méi 14n tir 1-2 vién, mi ngay 2-4 I&n. Khoang céch giiia 2 1an uéngihudc
& 4-6 gia, khong udng qua 8 vién/ ngay. Tré em ti 12-18 tudi: mdi ldn 1 vién, khodng céch gilta 2 I&n dung thudc 1 6 gid. Trudng hop cén thigt cé 1!1:§15f1’g'lé §i da
8 vién/ ngay. Tré em duéi 12 tudi: khdng khuyén céo dé diéu tri gidm dau. Trudng hop suy than néng, khoang cch gilia 2 1an udng thudc phai daibon 8.gig Luu y»Khoang

thai gian diéu tri gidm dau nén gidi han dudi 3 ngay. THAN TRONG: Khang nén diing rugu trong khi diéu tri véi thudc nay. Can chi ¥ véi bénh nhdn thuq'a(aéc‘trutsng
hgp sau: C4c bénh gan, than, Cac bénh dudng hd hdp (bao gém bénh hen), C6 sung huyét phé quan (ho c6 ddm), Phau thuat tdi mat. Khong kOLyen st dung
cho tré em dudi 12 tudi dé didu tri gidm dau do nguy co ngd dac opioid béi cac thay déi khang thé dy dodn trudc trong qua trinh chuyén Fod code nh morphin.
Codein chi nén sii dung & liéu th&p nht ma cé hiéu qué va trong thai gian ngén nhét. Codein khéng dugc khuyén cdo st dung cho tré em co suy gidm chuc nang hé hap (réi
loan than kinh cd, b&nh Iy nang vé& tim hoac hé hap, nhidm tring dudng ho hdp trén va phdi, éa chdn thuang hay vira trai qua phau thuat I6n). Cac y&u t& nay cé thé lam
trdm trong hon cac triéu ching clia ngd déc morphin. Chdng chi dinh véi bénh nhan mang gen chuyén hoé thuéc qua CYP2D6 manh hoéc siéu nhanh do sé tang nguy
co xay ra cac phan (ing c6 hai do ngd déc opiod ngay ca liéu k& don thuéng dung. Nhiing bénh nhan nay cé kha nzng chuyén héa codein thanh morphin nhanh hon,
din dén ndng dd morphin trong huyét thanh cao hon so véi dy kién. Codein sii dung sau phau thuat cho tré em tir 0-18 tudi visa thuc hién thi thuat cat amidan va/ hoac nao
V.A c6 thé gay ra cac phan (ng c6 hai hi§m gap nhung de doa tinh mang tham chi tif vong, do dé chéng chi dinh thugc cho nhbiing bénh nhan nay. Bac si cén canh bao bénh
nhan v& cac dau hiéu clia phan tng trén da nghiém trong nhu hdi chiing Steven-Johnson (SJS), hdi ching hoai tii da nhiém dac (TEN) hay hdi chiing Lyell, héi chiing ngoai ban
mun m{ toan than cap tinh (AGEP). PHY NU ¢O THAI VA CHO CON BU: Phu nif c6 thai: Di-ansel 8 cé thé diéu tri ngan ngay & liéu khuyén cédo, néu nhiing Igi ich cla
thudc vugt trdi hin cac nguy ca do thudc trén bao thai. Phu nif cho con bi: G liéu diéu tri théng thudng, codein va chét chuyén hoa co hoat tinh c6 thé c6 mat trong
sila me & liéu rdt thadp va dudng nhu khéng gay anh hudng bat Igi d&n tré bu me. Tuy nhién, néu bénh nhan la ngudi mang gen chuyén hod thuéc qua CYP2D6 siéu
nhanh, codein chuy&n hod thanh morphin cé thé co trong siia me v6i néng dé cao han va trong nhiing trudng hap rét hi€ém gap co thé dan dén cac triéu ching ngd
a6 opioid @ tré sd sinh, c¢é thé gay ti vong. Do dé khéng dugc khuyén céo dung cho phu nif dang cho con bi. ANH HUGNG CUA THUOC DOl VGOI CONG VIEC: Can
than trong s dung thudc khi 14i xe hay van hanh may méc vi thuée lam gidm su tinh tdo. TUONG TAC THUOC: Lién quan dé&n codein: do Uic ché men cytochrom P450
nén lam gidm chuyén héa cyclosporin, Khi diing kém véi thuéc gidm dau, thudc ngd, thude chdng loan than, thuéc giai lo au hoac dudc chat gay trdm cam (ké cé rugu)
déu co thé 1am tang thém trdm cam, nén phai giam liéu clia cac chit nay. Dung chét chéng tiét cholin véi codein co thé gay liét rugt. Lién quan dén paracetamol: ding
chung véi thudc khang déng (warfarin) lam téng tac dung clia thudc khang déng. TAC DUNG KHONG MONG MUON: Lién quan dén codein: budn ngl, chéng mat;
khé thd: phan dng qua min cam (ngua, mé day, phét ban); to bon, tiéu chay, nén; dau bung cép tinh, dic biét & ngudi da qua phau thuat tdi mat. Lién quan dén
paracetamol: Hiém gap: phat ban hodc dé da, hodc phan Ung di Ung dudi dang dot ngét sung mat hodc cd hoac dbt ngdt khé & kém ha huyét ap. Rat hiém: thay déi
céc k&t qua xét nghidm & ngudi thuding xuyén kidm tra mau. QUA LIEU VA CACH XU TRi: Lién quan dén paracetamol: Véi liéu ti 10 g trd lén c6 thé gay ra t8n thuang
gan & ngudi Idn. Trong truéng hap bénh nhan ¢6 yéu t6 nguy co nhu diéu tri lau dai véi carbamazepin, phenobarbiton, phenytoin hay thudng xuyén uéng nhiéu rugu;
hoac lugng glutathion trong cd thé bi can kiét thi vdi lugng 5 g paracetamol trd nén da c6 thé dan tdi t8n thuong gan. Triéu ching qua liéu & 24 gid ddu tién: xanh xao,
budn ndn, nén, chan &n va dau bung. Tén thuong gan xudt hién rd 12 - 48 gid sau khi udng. Khi nhiém déc nang, suy gan cé thé tién trién thanh bénh nao, xuét huyét,
ha duding huyét va t vong. Suy than cép tinh, hoai t& 8ng than cép, loan nhip tim, viém tuy hay bét thudng vé chuyén hoa glucose c6 thé xay ra. Lién quan dén codein:
{c ché cap tinh trung tam hd hép (tim xanh, gidm tin s& hd hap), budn ngl, phat ban. X{ tri: Ria da day, t6t nhét trong vong 4 gid sau khi udng. N-acetylcystein ding
theo dudng tinh mach ho#c udng, tét nhét la trong vong 10 gid sau khi ngd doc. Dung methionin, than hoat va/ hoac thudc tdy mudi. Héi phuc hd h&p bang cach cung
c4p dudng khiva ho hap hd trg ¢é kim soat. Chi dinh naloxon ngay bang dudng tiém finh mach trong truéng hgp nang. BAO QUAN: Nai khé thoang, nhigt do dudi
30°C, tranh anh sang. HAN DUNG: 48 thang ké ti ngay sén xudt. SDK: VD-21747-14. San xuét theo TCCS. DE XA TAM TAY TRE EM. BQC KY HUGNG DAN SU DUNG
TRUGC KHI DUNG. San xuit tai Céng ty ROUSSEL VIET NAM - S6 1, duong s6 3, KCN Viét Nam Singapore, Thuan An, Binh Duong - Viét Nam.
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tai cac nha thudc trén toan quéc

ROUSSEL VlETNAM S6 gidy xac nhan ndi dung théng tin thudc clia BYT: .../XNQC........, ngay... thang... nam... Ngay in 1ai liéu:
www.rousselvietham.com.vn
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