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' ara-Codein 1!

- Paracetamol 500mg o
L Codein phosphat 10mg__

Box of 10 blisters x 10 film coated tablets H

Chi djnh-Ch&ng chi djnh; Céch dung-Liéu diung; Thin
trong; téc dyng khdng mong muén va céc thdng tin
khéc: Xem td hudng ddn kém theo.

Baoquén:
Nhiét do dudi 30°C, noi khd mat, tranh 4nh séng.

[ Para-Codein 103

6 xatém tay cliatré em
Boc k§ hudng diin sif dyng trudc khi dung.




y MAU TOA HUONG DAN
To hwéng dén sir dung thudc
. : PARA-CODEIN 10
THANH PHAN: Cho m{t vién nén bao phim.

Paracetamol 500 mg
Codein phosphat 10 mg
Tinh bot mi 10 mg
Lactose 10 mg
Povidon K30 13 mg
Talc 16 mg
Magnesi stearat 4 mg
Colloidal anhydrous silica 3 mg
Hydroxypropyl methyl cellulose 9,4 mg
Polyethylen glycol 6000 1,8 mg
Titan dioxyd 1,8 mg
Mau Tartrazin 0,8 mg
Mau Erythrosin 0,2 mg
DUQC LUC HQC: \'(

* Lién quan dén Paracetamol.

- Paracetamol 1a cht chuyén hoa c6 hoat tinh ctia phenacetin, 1a thudc giam dau ha sot
hitu hiéu. Paracetamol tac dong 1én ving dudi ddi gay ha nhiét, téa nhiét ting do gidn mach va
tang luu lugng méau ngoai bién.

- Paracetamol 1am giam than nhiét & ngudi bénh sbt, nhung hiém khi 1am giam than nhiét
& ngudi binh thuong. Thuéc téc dong 1én ving dudi doi gdy ha nhiét, tda nhiét ting do gidn mach
va tang luu lugng mau ngoai bién.

- Véi lidu didu tri, Paracetamol chi tac dong dén cyclooxygenase/prostaglandin ciia hé
than kinh trung wong, it tic dong dén hé tim mach va hd hép, khong lam thay ddi can béng acid —
base, khong gdy kich g, xudc hodc chdy mau da day.

* Lién quan dén Codein.

Codein 1a mdt thudc giam dau trung uvong c6 tac dung yéu. Codein c6 tac dung thdng qua
céc thu thé p opioid, mic du vay codein c6 &i luc thdp ddi v6i cac thy thé nay va tac dung giam
dau cua thudc c6 duoc 1a do codein dugc chuyén héa thanh morphin. Codein, déc biét khi phdi
hop vdi céc thudc giam dau khac nhu paracetamol, dd dugc ching minh la ¢ hiéu qua trong
giam dau do cam thu than kinh c4p tinh.

DUQC PONG HQC:

* Lién quan dén Paracetamol.

- Paracetamol dugc hip thu nhanh chéng va hau nhu hoan toan qua dudng ti€u hod. Nong
d6 dinh trong huyét twong dat trong vong 30 — 60 phut sau khi ubng véi liu diéu tri. Paracetamol
phan bd nhanh va ddng déu trong phén 16n cic md cua co thé. Khoang 25% paracetamol trong
mau két hop véi protein huyét twong. Nira doi huyét twong cua Paracetamol 1a 1,25 — 3 gig, c6
thé kéo dai vdi lidu gy doc hodc & ngudi bénh co tdn thuong gan.

* Lién quan dén Codein.

- Sau khi ubng, nira di thai trir 1a 2 — 4 gid, tac dung gidm ho xuét hién trong vong 1 -2
gidr va c6 thé kéo dai 4 — 6 gid. Codein dugc chuyén héa & gan va thii trir & than dudi dang tw do
hoic két hop vdi acid glucuronic. Codein qua dugc nhau thai va mot luong nhé qua dugc hang
rao mau - ndo.
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CHI PINH:
Para-codein 10 du:c_fc chi dinh cho bénh nhén trén 12 tudi dé giam dau cép tinh & mirc do
trung binh khi cdc thudc giam dau khac nhu paracetamol hay ibuprofen (don doc) khong co
hiéu qua.

CHONG CHI PINH:

- Phu nif cho con ba (xem phan Si dung thuée cho phu nit c6 thai va phu nit cho con bil).

- Nhitng bénh nhén mang gen chuyén hoa thudc qua CYP2D6 siéu nhanh.

- Tré em tir O dén 18 tudi vira thyc hién th thuat cét amidan vivhoc nao V.A dé dieu tri
hdi chimg ngung thé khi ngu lién quan dén tic nghén dudng thd do cdc bénh nhan nay c6 nguy
co cao xay ra cac phan tmg 6 hai nghiém trong va de doa tinh mang (xem phan Thdn trong va
canh bdo ddc biét khi sir dung thuoc)

CACH DUNG - LIEU DUNG:

* Ngwoi Ion: Khoang thoi gian didu tri giam dau nén gi6i han dudi 3 ngay va trong
truomg hop khong dat dugc hidu qua giam dau, bénh nhén/ ngudi chdm séc bénh nhén nén dén
gip béc si dé dugc tu van.

Luu y: Li("éu ding ti da clia codein trong diéu tri giam dau khong qua 240 mg/ngay. Lidu
diing nén dugc diéu chinh phit hop dé dap (mg yéu cu cu thé cuia cac hoat chat khac phdi hop véi
codein trong san pham.

* Tré em tir 12 — 18 tudi: Lidu dung cia Para-coein 10 trong diéu tri giam dau 30 - 60 mg
mdi 6 gid. Trong trudng hop cin thiét, c6 thé ting 1én dén tbi da 240 mg/ngay. Liéu dung tuy
thudc vao khdi lugng co thé (0,5 — 1 mg/kg).

* Tré em dudi 12 tudi: Para-coein 10 khong dugc khuyén céo dé diéu tri giam dau do
nguy co ngd doc opioid boi céc thay ddi khong thé dy doan truéc trong qué trinh chuyén héa
codein thanh morphin (xem phan Thdn trong va canh bdo ddc biét khi sir dung thuéc)

THAN TRONG VA CANH BAO PAC BIET KHI SUDUNG THUOC:

Chuyén héa qua CYP2D6:

- Codein dugc chuyén hoéa thanh morphin (chat chuyén héa c6 hoat tinh) qua enzyme gan
CYP2D6 tai gan. Néu thiéu hut mot phén hodc toan bd enzyme nay, bénh nhén s& khong dat duogc
hiéu qua diéu trj pht hop. Udc tinh c6 dén 7% dén so da tring c6 thé thiéu hyt enzyme nay. Tuy
nhién, néu bénh nhin mang gen chuyén héa manh hodc siéu nhanh, s& ting nguy co Xay ra cac
phan tmg c6 hai do ngd doc opioid ngay ca & liéu ké don thuong dung. Nhitng bénh nhan nay c6
kha niing chuyén héa codein thanh morphin nhanh hon, din dén ndng do6 morphin trong huyét
thanh cao hon so véi du kién. ‘

- Céc triéu chimg thudng gdp cua ngd ddc opioid bao gdm r6i loan y thirc, budn ngu, thd
ndng, co dong ti, budn ndn, ndn, tao bon va chan an. Trong cac trudng hop nghiém trong, c6 the
xudt hién céc triéu chirg cilia suy giam tudn hoan va hd hip, c6 thé de doa tinh mang va rat hiem
khi gdy tir vong. ) )

- Ty 1& u6c tinh nguoi mang gen chuyén hoéa thudc qua CYP2D6 siéu nhanh trong cac
ching toc khac nhau dugc tém tit trong bang dudi déy:

Chiing tdc Ty 18 %

 Nguoi Chau Phi/Ethiopia 29%
Ngudi My goc Phi 3,4 % dén 6,5 %
Ngudi Chau A 1,2 % dén 2 %
Ngudi da tring 3,6 % dén 6,5 %
Nguoi Hy Lap 6,0 %




Ngudi Hungary 1,9 %
Ngudi Bic Au 1% dén2 %

Bénh nhdn suy giam chikc ning hé hdp:

. Codien khong dugc khuyén cdo sir dung & nhitng tré em c6 suy giam chirc ning hd hép,
bao gom roi loan than kinh co, bénh ly néng vé tim hozc hd hép, nhidm tring dudng hd hép, bao
gom 18i loan than kinh co, bénh 1y ning vé tim hoic ho hap, nhlem tring dudng ho hép trén va
phdi, da chin thuong hay vira trai qua phau thuat 16n. Cac yéu t6 nay c6 thé 1am trAm trong hon
cac triéu chung cia ngd doc morphin.

Sir dung sau phdu thudt cho tré em:

- B3 ¢6 bao céo trong céc y van dugce cong bo rang viéc str dung codein dugc dung sau
phau thuét cho tré em vira dugc thyc hién tha thuét c4t amidan va/hodc nao V.A d diéu tri hoi
chimg ngung thd khi ngu lién quan dén tic nghén dudng thd c6 thé gay ra cac phan {ung c6 hai
hiém gip nhung de doa tinh mang, thdm chi tir vong. T4t ca bénh nhan nhi nay déu sir dung
codein trong muc liéu quy dinh, tuy nhién, da c6 bing chimg cho thdy nhing tré ndy mang gen
chuyén héa codein sang morphm manh hodc si€u nhanh.

- Khong dung phdi hop véi cac thudc c6 thanh phan paracetamol khac.

- Thudc ¢6 chira t& dugc lactose khong nén ding cho bénh nhan ¢é van dé di truyén hiém
gip khong dung nap galactose, thiéu hut lactase nang hogc kém hép thu glucose- galactose

- Thuéc ¢6 chira ta dugc vang tartrazin c6 thé anh hudng x4u dén hoat dong va su chd y

cua em. “
SU'DUNG CHO PHU NU CO THAI VA CHO CON BU:

- Para-codein 10 khong dugc khuyén cdo ding cho phu nit dang cho con bi (xem phin
Chong chi dinh).

- 0 liéu dleu tri thong thuong, codein va chét chuyén hoa c6 hoat tinh c6 thé c6 mit trong
sita me & lidu rét thip va duong nhu khong gdy anh hudng bt loi dén tré bt me. Tuy nhién, néu
bénh nhéan la ngudi mang gen chuyen hoa thude qua CYP2D6 siéu nhanh, morphin (chét chuyén
héa c6 hoat tinh cta codein) c6 thé c6 trong sira me véi ndng do cao hon va trong nhiing truong
hop rat hiém giip, c6 thé dan dén cac triéu chimg ngd ddc opioid & tré so sinh, c6 thé gay tir vong.

TUONG TAC THUOC:

* Lién quan dén Paracetamol.

- Dung dong thoi v6i céc thudc chéng co glat (phenytoin, barbiturat, carbamazepin),
isoniazid hodc uéng nhiéu ruou 1am tang doc tinh ddi véi gan.

- Ubng dai ngay lidu cao Paracetamol lam ting nhe tac dung chéng dong ctia Coumarin va
dan chét Indandlon Tac dung nay it hodc khong quan trong vé 1am sang nén Paracetamol dugc
dung khi can giam dau nhe hodc ha st cho ngudi bénh dang dung Coumarin va dan chét
Indandion.

- Téc do hap thu cuia paracetamol c6 thé giam béi cholestyramin.

* Lién quan dén Codein.

- Tac dung giam dau cua Codein ting khi phdi hop véi Paracetamol, nhung giam hogc
mét tac dung boi Qumldln

- Codein lam gidm chuyen hoa cyclosporin do e ché men cytochrom Pjso.

- Codein 1am cham su hip thu cia mexiletine do d6 1am giam tac dung chéng loan nhip
cua thudc.

- Codein c6 thé dbi khang tac dung tiéu hoa cia metoclopramide va domperldone

- Céc tac dyng uc ché cua codein (dugc tang cudng bdi cac chat trc ché cia hé than kinh
trung vong nhu thudc ng, thudc chéng trdm cam 3 vong va thudc an than phenothiazin.
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TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC:

- Thuoc nay lam suy giam chirc nang nhén thirc va c6 thé anh huong dén kha nang l4i xe
an toan cua bénh nhan.

- Codein c6 thé gay rdi loan thi giac.

TAC DUNG KHONG MONG MUON:

* Lién quan dén Paracetamol.

= Thuong gép: Ban d6 hodc may day, nhung ddi khi ning hon va c6 thé kém theo sét do

thudc va ton thuong niém mac.

- It g@p: Giam bach cau trung tinh, giam tiéu cAu, thiéu mau, doc tinh than khi lam dung
dai ngay.

* Lién quan dén Codein.

-‘Thuc‘mg’gffip: Dau dau, chéng mat, khat nude, budn ndn, ndn, tdo bén, mach nhanh, mach
cham, hdi hop, yéu mét, ha huyét ap thé dimg, bi tiu, tiéu it,

- it géip: Ngira, may day, dau da day, co thit dng mat.

- Hiém gip: Réi loan thi gidc, co git, suy tudn hoan.
A

“ Théng bdo cho bdc si nhitng tdc dung khong mong muon gdp phdi khi sir dung thuoc”

ST’ DUNG QUA LIEU: \(

* Lién quan dén Paracetamol. .

- Khi ding qua liéu Paracetamol mot chit chuyén héa 1a N-acetyl-benzoquinonimin gay
ddc ndng cho gan.

- Tri¢u chumg quad liéu: Budn ndn, nén va dau bung thudng xuyén xay ra trong vong 2-3
gi¢ sau khi udng liéu doc cua thu6c. Methemoglobin méu, din dén chimg xanh tim da, niém mac
va méng tay. Khi bi ngd doc nang, ban d4u c6 thé kich thich hé than kinh trung uong, kich dong
va mé sang. Tiép theo la c6 thé trc ché hé than kinh trung wong: sitng so, ha than nhiét, mach
nhanh, yéu, huyét ap thdp va suy tuan hoan

- Dung lidu qué cao c6 thé gdy phén huy té bao gan, nhidm toan chuyén héa, bénh ly ndo
din dén hon mé, tir vong.

- Cdch xir tri.

+ Rira da day (tt nhat trong vong 4 gidr sau khi uong).

+ Liéu phap giai doc chinh la dung nhimg hop chét sulfhydryl, c6 1€ tac dong mot phan do
b sung dur trit glutathion & gan, N-acetylcystein c6 téc dung khi udng hoc tiém tinh mach. Phai
cho thubc ngay lap tirc néu chua dén 36 gio ké tir khi ubng Paracetamol. Diéu tri véi N-
acetylcystein c¢6 hiéu qua hon khi cho thubc trong thoi gian dugi 10 gid sau khi ubng
Paracetamol. Khi cho udng, hoa loang dung dich N-acetylcystein v6i nudc hodc a6 uong khong
¢6 ruou dé dat dung dich 5% va phai udng trong vong 1 gid sau khi pha. Cho uong N-
acetylcystein voi lidu ddu tién 12 140mg/kg, sau d6 cho tiép 17 liu nita, mdi lieu 70mg/kg céch
nhau 4 gio mot lin. Chdm dat didu tri néu xét nghiém Paracetamol trong huyét tuong cho thay
nguy co doc hai gan thép. o ’

+ C6 thé dung methionin, than hoat va/hodc céc thude tdy mudi vi ching c6 kha nang lam
giam hip phu Paracetamol.

* Lién quan dén Codein. ’

- C6 nguy co géy 1¢ thude thube va xuét hién hoi ching cai nghién khi ngimg thuoc dot
ngot.
= Triéu chimg qud liéu: Suy ho hip. Lo mo dan dén trang thdi d& dan hodc hon mé, mém
co, da lanh va 4m, déi khi mach cham va ha huyét ap. Trong truong hop nang : nging thd, truy
mach, ngimg tim va c6 thé tir vong.
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- Xir tri: Phai hoi phuc ho hép béng céch cung cdp dudng khi va hé hép hd trg ¢6 kiém
soat. Chi dinh naloxon ngay bang dudng tiém tinh mach trong trudng hgp nidng.

BAO QUAN: '
Bao quén thude ¢ nhiét d dudi 30°C, noi khd mat va tranh 4nh séng.
PE XA TAM TAY TRE EM.

HAN DUNG:
36 thang ké tir n%éy san xuat
Khong dung thudc qua han.

HINH THU'C - CACH TRINH BAY:
Ep trong vi, hop 10 vi x 10 vién nén bao phim. C6 toa huéng dan kém theo. Péng trong
thung carton.

Poc ky hwéng din sir dung trwée khi dung.
Néu cin thém thong tin xin héi ¥ kién béc si NJ
Thubc SX theo: TCCS.
CTY CO PHAN DUQC MINH HAI
322 - Ly Van Lam - P1 — TP. Ca Mau — Tinh Ca Mau
DT: 0780 3831133 * FAX: 0780 3832676
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