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Tai liéu théng tin thudc

DI-ANSEL'S
by e

500 mg
8 mg

Paracetamol
Codein phosphat

DI-ANSEL8

500 mg
amg

paracetamol
Codein phosphat

én nang cung

;
4
i
i
Hop 2 vix 10 v

s cdc con dau muc

D-\-Aﬁ_‘-"»_E_EB DI-ANSEL® ™ * Dau lung, dau khép, dau cof song
* Dau dau, dau réing, dau nhic c¢d bap, dau xvdng

* Dau do chén thudng, bong gén, dau sau phau thuat
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Paracetamol = 500 mg
Codein phosphat 8 mg.
THONG TIN TOM TAT SAN PHAM :
THANH PHAN
Paracetamol 500 mg
Codein phosphat 8 mg

T& duge vira dii 1 vién :

DANG TRINH BAY: VIbam, vi 10 vién, hop 2viva 10vi.

DUGQC LYC HOC

- Paracetamol ¢cé tic dung gidm dau ngoai bién va ha s8t, ma ATC: NO2BEO1.

- Codein la mot thudc gidm dau trung uong cé tic dung yéu, ma ATC:
NO2AAS59.

- Codein c6 tac dung théng qua céc thu thé p opioid, mac du vay codein c6 &i
lic th&p déi vdi cac thu thé nay va tac dung gidm dau cla thude cé duge 1a do
codein dugc chuyén hoa thanh morphin. Codein, dac biét khi phdi hop véi cac
thudc gidm dau khac nhu paracetamol, d& dugdc chiing minh c6 hiéu qua trong
gidm dau do cdm thy thdn kinh cép tinh.

DUQC BONG HQC

- Paracetamol dugc hép thu nhanh qua dudng tiéu héa, cé tac dyng trong vong
1 gio sau khi uéng, phan bé vao mé va dich cd thé. Thudc chuyén héa & gan
thanh dang lién hgp glucuronic va sulfonic. Thdi gian ban thai khodng 2 gid.
Paracetamol dudc dao thai chli yéu qua than dudi dang chuyén héa va dang
khong déi (<5%).

- Thai gian ban thai clia codein & 2-4 gié. Codein dugc chuyén héa & gan va
thai tr & than dudi dang tu do hodc két hop véi acid glucuronic, bai tiét qua
phan rat it. Codein qua nhau thai va mét lugng nhé qua hang rao mau-nio.

- Su phéi hgp nay khdng thdy cé su &nh hudng I&n nhau trong qua trinh hép thu,
phan bé, thai tris gitia paracetamol va codein trong cd thé sau khi udng.

CHI DINH

. Di-ansel 8 dugc chi dinh cho bénh nhan trén 12 tudi dé giam dau cdp tinh & miic
dé trung binh khi cac thudc gidm dau khac nhu paracetamol hay ibuprofen (don
ddc) khong cé hiéu qué, cé hodc kndng kém ndng sét: dau dau, dau nhic co
bap, dau xugng, dau khdp, dau lung, dau cot song, dau rang, dau bung kinh,
dau than kinh, dau do c&m ctim, viém hong hay mii xoang, dau do chén thuong,
bong gan, dau sau phau thuat (trir phiu thuat & ddu, bung),..

CHONG CHI BINH

- Quéa man vdi mot trong cdc thanh phan cla thudc.

- Bénh nhan suy gan va bénh nhan thiéu hut glucose-6-phosphat dehydroge-
nase (do cé paracetamol).

- Suy ho hép, hen phé qudn (do c6 codein).

- Phu ni cho con bu.

- Bénh nhan mang gen chuyén hoa thudc qua CYP2D6 siéu nhanh.

- Tré em ti 0 dén 18 tudi vira thuc hién cat amidan hodc thl thuat nao V.A,

LIEU LUGNG VA CACH DUNG

- ThuSc udng, danh cho ngudi Ién va tré em trén 12 tudi.
+ Ngudi Ién: mdi Idn tir 1-2 vién, mbi ngay 2-4 1an.

- Khodng cach giita 2 1dn uéng thudc 12 4-6 gid, khong udng qua 8 vién/ ngay.
+Tré em tu 12-18 tudi: mdi l4n 1 vién, khodng cach gidia 2 Ian ding thudc 1a 6

gid. Trudng hop cén thiét cé thé tang I&n t8i da 8 vién/ ngay.
+ Tré em dudi 12 tudi: khong khuyén cdo dé diéu tri giam dau.

- Trudng hop suy than nang, kho&ng cach gilia 2 1an uéng thudc phai dai hon 8 gid.

- Luu y: Khodng thdi gian diéu trj gidm dau nén gidi han dudi 3 ngay

THAN TRONG

- Khong nén dung rugu trong khi diéu tri vdi thude nay.

- Cén chu y vdi bénh nhan thude céc trudng hop sau:

+ Céc bénh gan, than,

+ Céac bénh dudng hdé hdp (bao gém bénh hen),
+ C6 sung huyét phé quén (ho cé dém),

+ Phau thuat tdi mat.

- Khéng khuyén céo sif dung cho tré em dudi 12 tudi dé diéu tri gidam dau do
nguy cg ngé déc opioid bdi cac thay ddi khang thé du doan trudc trong qué
trinh chuy&n hoé codein thanh morphin.

- Codein chi nén sii dung & lidu thip nhit ma cé hiéu qua va trong thdi gian ngén nhit.

- Codein khéng dugc khuy&n céo st dung cho tré em c6 suy glarn chuc nang hd
h&p (r6i loan than kinh cg, bénh Iy ning vé tim hoéc hé hap, nhiém tring dudng
hd hép trén va phdi, da chan thuong hay vira trai qua phau thuat I6n). Céc yéu
t8 nay co thé lam trdm trong hon céc triéu chiing clia ngd déc morphin.

- Chéng chi dinh véi bénh nhan mang gen chuyén hoa thuéc qua CYP2D6
manh hodc siéu nhanh do sé& tdng nguy cd xay ra cac phan Ung c¢é hai do ngé
déc opiod ngay ca lidu ké don thudng ding. Nhiing bénh nhan nay cé kha
nang chuyén héa codein thanh morphin nhanh hon, dan dé&n néng dd morphin
trong huyét thanh cao han so vdi duy kién.

- Codein s dung sau phau thuat cho tré em tir 0-18 tudi vira thuc hién thii thuat cat
amidan v&/ hoac nao V.A c6 thé gay ra cac phan Ung cb hai hi€m gap nhung de
doa tinh mang tham chi t& vong, do dé chdng chi dinh thudc cho nhbiing bénh
nhan nay.
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GIAM DAU HIEU QUA

- Béc si cdn canh bdo bénh nhan vé cac diu hiéu cla phan Ung trén da nghiém
trong nhu hdi chiing Steven-Johnson (SJS), hoi chiing hoai té da nhiém ddc (TEN)
hay hdi ching Lyell, hdi ching ngoai ban myun mu toan than cép tinh (AGEP).

PHU N CO THAI VA CHO CON BU

- Phy nif c6 thai: Di-ansel 8 co thé diéu tri ngén ngay 4 liéu khuyén céo, néu
nhiing Igi ich clia thudc vugt tréi han cac nguy ca do thudc trén bao thai.

- Phu nit cho con bii: & lidu diéu tri théng thudng, codein va chit chuyén hoa
¢6 hoat tinh c6 thé cé mat trong sita me & liéu rat thdp va dudng nhu khéng
gay anh hudng bt Igi dén tré bi me. Tuy nhién, néu bénh nhan Ia ngudi
mang gen chuyén hod thudc qua CYP2D6 siéu nhanh, codein chuyén hoa
thanh morphin cé thé cé trong siia me véi néng do cao hon va trong nhiing
trudng hop rat hiém gap cé thé din dén céc triéu chiing ngd doc opioid & tré
sd sinh, c6 thé gay td vong. Do dé khéng dugc khuyén céo dling cho phu nil
dang cho con bu.

ANH HUGNG CUA THUGC 01 vGI CONG VIEC

Cén than trong st dyng thudc khi I&i xe hay van hanh may méc vi thudc lam

gidm sy tinh tao.

TUONG TAC THUOC

- Lién quan dén codein: do tc ché men cytochrom P450 nén lam gidm chuyén
héa cyclosporin. Khi ding kém véi thudc gidm dau, thudc ngli, thudc chéng
loan than, thudc gidi lo 4u hodc dugc chat gay trdm cam (ké ca rugu) déu cé
thé lam tang thém trdm cdm, nén phai gidm lidu clia cac chét nay. Dung chét
chéng tiét cholin véi codein c6 thé gay liét rudt.

- Lién quan dén paracetamol: diing chung véi thudc khang ddng (warfarin) lam
t&ng tac dung cla thudc khang déng.

TAC DUNG KHONG MONG MUGN

- Lién quan dén codein: budn ngl, chéng mat; khé thd; phan Ung qué man cdm
(ngira, mé day, phat ban); tdo bén, tiéu chay, ndn; dau byng cép tinh, dac biét
& ngudi da qua phau thuat tdi mat.

- Lién quan dén paracetamol:

+ Hiém gap: phat ban hoac dé da, ho#c phan Ung di Uing dudi dang dot ngot
sung mat hodc c8 hoac dbt ngdt khé & kém ha huyét 4p.

+ Rt hiém: thay di cac k&t qua xét nghiém & ngudi thudng xuyén kiém tra mau.

QUA LIEU VA CACH XU TRI

- Lién quan dén paracetamol:

+ Vi liéu ti 10 g trd 1&n co thé gay ra tén thudng gan & ngudi I6n. Trong trudng
hdp bénh nhan cé yéu t6 nguy co nhu diéu tri 1au dai véi carbamazepin,
phenobarbiton, phenytoin hay thudng xuyén udng nhiéu rugu; hodc lugng
glutathion trong cd thé bj can kiét thi vdi lugng 5 g paracetamol tré nén da cé
thé dan tdi tn thuong gan.

+ Triéu ching qud liéu & 24 gid dau tién: xanh xao, bubn nén, ndn, chan an va
dau byng. T8n thudng gan xu&t hién rd 12 - 48 gid sau khi uéng. Khi nhiém
doc nang, suy gan co thé tién trién thanh bénh ndo, xudt huyét, ha dudng
huyé&t va tif vong. Suy than cap tinh, hoai t 8ng than cép, loan nhip tim, viém
tuy hay bat thudng vé chuyén hoa glucose c6 thé xay ra.

- Lién quan dén codein: Uc ché cdp tinh trung tdm hd hdp (tim xanh, gidm tdn
s8 ho hdp), budn ngt, phat ban.

- XU tri:

+ Riia da day, t6t nhat trong vong 4 gid sau khi uéng.

+ N-acetylcystein dlng theo dudng finh mach hoac udng, t8t nhit |a trong vong
10 gid sau khi ngd déc.

+ Dung methionin, than hoat va/ ho#c thudc tdy mudi.

+ Héi phuc hd hadp bing cach cung cip dudng khi va hd hap hé trg c6 kiém soat.
Chi dinh naloxon ngay bang dudng tiém finh mach trong trudng hop nang.

BAO QUAN: Noi khd thoang, nhiét dd dudi 30°C, tranh anh sang.

HAN DUNG: 48 thang k& tii ngay san xuat.

SBK: VD-21747-14. San xuét theo TCCS.

San xuét tai Céng ty ROUSSEL VIET NAM

S6 1, dudng s6 3, KCN Viét Nam Singapore, Thuan An, Binh Duong - Viét Nam
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