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Vién nén sui bot
Paracstamol ... 500 mg
Codeln phosphat 10 mg

Hép 10 vi x 4 vién nén sii bot
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Paracetamol ........ 500 mg
Codein phosphat ... 10 mg

Vién nén sui bot

Hép 25 vi x 4 vién nén sui bot
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B Méu vi: Effer-Paralmax Codein 10 Ngay ... thang ... nam 201..
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EFFER-PARALMAX CODEIN 10

THANH PHAN

Hoat chat:
Paracetamol .. oiweiann 500 mg
Codein phosphat........... 10 mg

Tda dugc: Acid citric khan, natri hydrocarbonat , natri carbonat khan, natri saccharin, aspartam,
povidon K30, natri benzoat, natri stearyl fumarat, bot mui cam.
DANG BAO CHE
Vién nén sui bot.
DUQC LUC HQC
ATC: NO2BES1
Paracetamol:
Paracetamol 1a chit ha sOt giam dau ngoai bién tong hop, dan xuét coa p - aminophenol, co
ché tac dung ha s6t va giam dau gidng nhu acid sallcyllc va dan chit cia no nhung
paracetamol khong c6 tac dung chéng viém va chéng két tdp tiéu cAu nhu acid sallcyhc
Paracetamol c6 tac dung lam giam thén nhi¢t & ngudi bi sot, nhung khong lam giam than nhiét
& ngudi binh thuong. Thude tic dung 1én viing dudi dbi gy ha nhiét, toéa nhiét ting do gian
mach va lam tang luu lugng mau ngoai bién.
Khi ding qué liéu paracctamol thi mot chét chuyen hoa cia nd 1a N - Acetyl Benzoquinonimin
gy doc nang cho gan, lam tdn thurong gan gy chét ngudi.
Codein phosphat:
Codein 1a mét thudc giam dau trung wong c6 tac dung yéu. Codein c6 tac dung thong qua cac
thy thé p opioid, méc du vay codein 6 &i lyc thap déi voi cac thu thé nay va tac dung giam
dau ciia thude ¢6 duge 14 do codein dwrgc chuyén hoa thanh morphin. Codein, dic biét khi phdi
hop véi cac thude giam dau khac nhu paracetamol, da dugc ching minh la ¢6 hiéu qua trong
viéc giam dau do cam thu than kinh c4p tinh.
DUQC PONG HQC
Paracetamol.: /
Hap thu: Paracetamol dugc hép thu gin nhu hoan toan sau khi ubng, véi liéu diéu trj sau 3 5\
60 phut nong do trong huyet twong dat duge mire i da. \° \ vig
Phén bé: Sau khi ubng, thuoc dugc phan phéi nhanh va dong déu dén cac mé co. C6 khoan‘ NN
25% paracetamol duoc gan v6i huyét tuong.
Chuyén héa: Nira doi huyét twong cia paracetamol 1a 1,25 - 3 gid, ¢6 thé kéo dai véi liéu gy
doc hoac ¢ bénh nhéan co ton thucmg gan. £
Thdi trie: Thube duge chuyén hoa & gan va dao thai trong nudc tiéu dudi dang lién hop vai
acid glucuronic, lién hop voéi acid sulfuric va mét phan vGi cystein. MOt phan nho cia
paracetamol (khodng 4%) dugc thai trir dudi dang khong doi.
Codein:
Codein hép thu t6t & dang udng, nira doi thai trir 1a 2 - 4 gid, c6 tac dung trong vong 1 - 2 gid
v co thé kéo dai 4 - 6 gio.
Codein dugce chuyen hoa & gan va thai trir & than dudi dang két hop vai acid glucuronic hodc
¢ dang tu do, thude qua dugc nhau thai va mdt lugng nho qua duge hang rao mau néo.

QUY CACH PONG GOI
Ep vi xé AVAL Hop 05 vi x 04 vién nén sui bot.
Ep vi xé AVAL Hop 10 vi x 04 vién nén sti bot.
Ep vi xé AI/AL Hép 25 vi x 04 vién nén sui bot.
CHI PINH
EFFER-PARALMAX CODEIN 10 duoc chi dinh cho bénh nhén trén 12 tudi ¢é giam dau cip
tinh & méc do trung binh khi céc thudc giam dau khéc nhu paracetamol hay ibuprofen/(don
doc) khong cé hiéu qua. ‘%



https://tiumgianutONe CArWACH DUNG
Cdch dimg: Dung udng, hoa voi khoang 200 ml nuéc, udng ngay sau khi tan hét.
Nguoi I6n: Khoang thoi gian diéu tri giam dau nén gioi han dudi 3 ngay va trong truong hop
khong dat duge hi¢u qua giam dau, bénh nhan/ngudi cham séc¢ bénh nhén nén dén gap bac si
dé tr vén.
Luu y: Liéu ding_ t6i da clia codein trong didu tri giam dau khong qua 240 mg/ngay. Liéu
dung nén dugc diéu chinh phu hop dé dép tng yéu cau cu thé cua cac hoat chit khac phéi
hop vé6i codein trong san pham.
Liéu heong:

Nguoi l6n: 1 -2 vxen/lan mdi4-6 gid, t6i da khong qua 8 vién/ngay.

Tré em tir 12-18 tu01 1 - 2 vién/lan, mdi 6 gio, t6i da khong qua 8 Vlen/ngay

Tré em du6i 12 tudi: khong khuyen céo dung thude cho tré em dudi 12 tudi dé didu tri giam
dau do nguy co ngd doc opioid boi cac thay dbi khong thé du doan trude trong qua trinh
chuyén hoa codem thanh morphin.

Ngudi 16n tudi: Khéng c6 ghi nhan hién tai cho vi¢e thay déi liéu & nguoi 1ém. Can giam lidu
cho nguoi suy giam chirc nang gan khi cén thiét.

CHONG CHI DINH

Qué man v6i bat cir thanh phin nio cia thude.

Tré em duéi 12 tudi.

Bénh gan nang, suy ho hép.

Nguoi bénh thiéu hut glucose — 6 — phosphat dehydrogenase.

Phu nir cho con bu.

Bénh nhén mang gen chuyén héa thube qua CYP2D6 si€u nhanh.

Tré em tir 0-18 tudi vira thyc hién thu thuat cat amidan va/hodc nao V.A dé diéu tri hoi chimg

ngung tho khi ngu lién quan dén tic nghén duong thd do cdc bénh nhdn nay c6 nguy co cao

xdy ra cdc phan tng cé hai nghiém trong va de doa tinh mang.

Bénh nhan méi bi tiéu chay cip.

Bénh nhdn méi dung IMAO trong vong 14 ngay.

CAC TRUONG HQP THAN TRONG KHI DUNG THUOC

Cic tinh trang cin thin trong khi ding thudc

Déi véi nhitng ngudi suy gan, suy than.

Ubng nhiéu rugu co thé gy ting doc tinh véi gan cia paracetamol; nén tranh hodc han ché
dung ruou.

Phéi dung paracetamol than trong & ngudi bénh c6 thiéu méu tir trude, vi chimg xanh tim c6
thé khong biéu 10 o, mic du co nhimng nong dj cao nguy hiém cua methemoglobin trong méu.
Dung codein phosphat thén trong d6i v6i nhirng ngudi bi bénh dudng hd hip nhw hen, khi phé
thiing. C6 tién sir nghién thudc.

Khéng diing codein phosphat dé giam ho trong cac bénh nung mi phdi, phé quan khi can khac
dom mu.

Phu nir ¢6 thai.

Khi 1ai xe va van hanh may moc.

Bac si cin canh béo bénh nhan vé céc diu hiéu cta phan ung trén da nghiém trong nhu hoi
chimg Steven-Johnson (SJS), hdi chimg hoai tir da nhiém doc (TEN) hay hdi ching Lyell, hoi
chimg ngoai ban mun mu toan than cap tinh (AGEP).

Chuyén héa qua CYP2D6:

Codein duoc chuyen héa thanh morphin (chdt chuyén héa c6 hoat tinh) qua enzym gan
CYP2D6 tai gan. Néu thiéu hut mét phan hodc toan by enzym nay, bénh nhén s& khong dat
duoc hiéu qua diéu tri phit hgp. Uée tinh c6 dén 7% déan s da tring c6 thé thiéu hut enzym
ndy. Tuy nhién, néu bénh nhin mang gen chuyén hoa manh hoic siéu nhanh, sé ting nguy co
xay ra cac phan ung cé hai do ngd ddc opioid ngay ca ¢ liéu ké don thuong dung. Nhimg bénh

nhan nay c6 kha ning chuyén héa codein thinh morphin nhanh hon, dén dén ndng d6 morpt.ll/'

trong huyét thanh cao hon so vai du kién. A
Cac triéu chimg thuong gip cua ngd doc opioid bao gom roi loan y thirc, budn ngu, thé néng,

-~



https: //trur&gtaﬁngmo@mon non, tio bén va chén an. Trong cac truong horp nghiém trong, ¢6 the
xudt hién céc triéu ching cua suy giam tuan hoan va hd hép, c6 thé de doa tinh mang va rét
" hiém khi gdy tir vong.

Ty 1¢ udc tinh nguoi mang gen chuyén héa thube qua CYP2D6 siéu nhanh trong céac ching
toc khac nhau dugc tom tat trong bang dudi day:

Chiing toe Ty 1é %
Ngudi Chau Phi/Ethiopia 29%

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

Ngudi Hungary 1,9%

Nguoi Bic Au 1% dén 2%

Bénh nhdn suy giam chikc ning hé hdp

Codein khong dugc khuyén céo sir dung ur nhitng tré em c6 suy giam chic nang ho hzip, bao
gom r6i loan thin kinh co, bénh 1y ning vé tim hoic hé hap, n]'nem tring dudng hd hap trén va
phoi, da chin thuong hay vira trai qua phau thudt lén. Cac yéu t6 nay co6 thé lam trdm trong
hon céc triéu chirng cia ngd doc morphin.

Sir dung sau phau thudt cho tré em

Pa c6 bédo céo trong cac y van duge cong bo rang viéc str dung codein duoc ding sau phiu
thudt cho tr¢ em vira thyc hién thu thuét cit amidan va /hodc nao V.A dé diéu tri hoi ching
ngung thé khi ngii lién quan dén tic nghén dudmg tha co thé gay ra cac phén tmg c6 hai hiém
gdp nhung de doa tinh mang, thdm chi tir vong. Tat ca bénh nhan nhi nay déu sir dung codein
trong mirc liéu quy dinh, tuy nhién, di c6 bang ching cho thiy nhitng tré ndy mang gen
chuyen héa codein sang morphin manh hodc siéu nhanh.

M&i vién Effer — paralmax 500 cé chira aspartam, mdt ngudn phenylalanin, cé thé gy hai cho nhimg
ngudi bi phenylceton — niu.

Cic khuyén cio cho phu nir ¢é thai va cho con bii

Phu nir c6 thai:

Tinh an toan cua paracetamol-codein & phu nit mang thai chua dugc thiét 1ap vi lién quan dén
nhitng tac dung phu bat lgi dén sy phat trién cua thai nhi. Viéc sir dung paracetamol-codein
trong qué trinh chuyén da c6 thé gay suy ho hip & tré so sinh.

Do d6, khong nén sir dung Effer-paralmax codein 10 cho phu nir mang thai.

Phu nit cho con bu:

EFFER-PARALMAX CODEIN 10 khong dugc khuyén céo ding cho phu nit dang cho con
bu.

O lidu diéu tri thong thuong, codein va chit chuyén hoa c6 hoat tinh ¢6 thé co6 mit trdng sita
me & lidu rat thip va duong nhu khong gy anh huong bét loi dén tré b me. Tuy nh , néu
bénh nhin la ngudi mang gen chuyén héa thudc qua CYP2D6 siéu nhanh, morp (chat
chuyén héa co hoat tinh ctia codein) c6 thé c6 trong sira me voi nong do cao hon ¥a trong
nhimg truong hop rét hiém gip. c6 thé dan dén céc triéu chirng ngd doc opioid ¢ tré so sinh co
thé gay tir vong.

Anh hwéng cia thude d6i v6i cong viéc (ngudi vAn hanh may méc, dang li tau xe, nguoi
]am viéc trén cao va cac truong hop khéc)

Thude c6 thé gay budn ngii, chong mit hodc khi dung chung véi thuéc an than. Néu bi anh
huong bénh nhan khéng dugc 14i xe, van hanh may méc, lam vige trén cao hodc cac truong
hop khac.

TUGNG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TACKHAC o/

-~ —
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c (huoc véi cde thude khac

‘Kiéng rugu -
Khéng dung vai thude tic ché than kinh trung uong, cac thudc an than.
Codein lam giam chuyén héa cyclosporin do trc ché men cytochrom P4so.
Ding dong thoi isoniazid véi paracetamol ciing ¢6 thé din dén tang nguy co doc tinh & gan,
nhung chwra xac dinh dwoc co ché chinh xac cia twong tac nay.
Lién quan dén paracetamol.:
Toc d6 hap thu paracetamol ting 1én béi metoclopramid va domperidon.
Tée do hip thu paracetamol giam béi cholestyramin.

Tac dung chong dong méu cia wafarin va céc coumarins khic c6 thé ting 1én khi sur dung
paracetamol thuomg xuyén kéo dai vai nguy co chay mau cao.
Lién quan dén codein:

Codein c6 thé gy can trd tac dung cua metoclopramid va domperidon v6i nhu dong rudt.
Codein lam tang tac dung trdm cam cua céc thude tre ché than kinh trung wvong bao gbm rugu, thudc
gay mé, thu6c ngi, thudc an thin, thudc chng trdm cam ba vong va phenothiazin.

Céc thude giam dau opioid c6 thé tuong tac co thé twong tac véi cac chit e ché monoamine oxidase
va din dén héi chimg serotonin.

TAC DUNG KHONG MONG MUON
Téao bon, chong mat, budn nén, non, rc ché ho hap.

Paracetamol:
Ban da va nhitng phan tng di ung khac thinh thoémg xay ra. Thuong 1a ban do va may day,
nhung doi khi nang hon va c6 thé kém theo sét do thudc va thirong tén niém mac. Nguoi bénh
man cam vo0i salicylat hiém mén cam véi paracetamol va nhing thude c6 lién quan. Trong

mot sb it trudng hop riéng 1€, paracetamol gy giam bach ciu trung tinh, giam tiéu cau va
giam toan thé huyét cau.

It gap, 1/1000 < ADR < 1/100.
Da: Ban.
Da day — rudt: Budn nén, non.
Huyet hoc: Loan tao mau (giam bach ciu trung tinh, gidm toan thé huyet ciu, giam bach ciu),
thiéu mau.
Théan: bénh than, ddc tinh than khi lam dung dai ngay.
Hiém gap, ADR < 1/1000
Khéc: phan {tng qua min
Codein phosphat:
Thuong gap, ADR > 1/100
Than kinh: dau dau, chong mat, khat va c6 cam giac khéc la.
Tiéu hoa: budn ndn, ndn, téo bon.
Tiét niéu: bi dai. dai it.
Tim mach: mach nhanh, mach cham, hoi hop, yéu mét, ha huyét ap thé ding
It gap, 1/1000 < ADR <1/100
Phén (mg di (mg: ngira, may day.
Thén kinh: suy ho hép, an diu, , sang khoai, bon chon.
Tiéu hoa: dau da day. co thit dng mat.
Hiém gap, ADR < 1/1000
Di img: phan mg phan v¢.
Thén kinh: a0 gidc, mat phwong hudng, r6i loan thi giac, co giat.
Tim mach: suy tuén hoan.
Loai khac: do mit, toat md hdi, mét moi.
Nghién thude: dung codein trong thdi gian dai véi cac lidu tir 240 — 540 mg/ngdy c6 the gay
nghién thude. Cac biéu hién thuong gap khi thiéu thuoc 1a bdn chon, run, co giat co, toat md hoi,
chay nudc mui. Co thé gay 1é thudc thudc vé tam 1y, vé than thé va giy quen thube. \-‘/
\

Théng bio cho bic st nhirng tiac dung khong mong mu6n gip phai khi sit dung thube.
QUA LIEU
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Lién quan dén paracetamol:

Trong truong hop udng thubc qué liéu (16n hon 7,5 g paracetamol trong 24 gi®) hoiic udng
thudc dai ngay, bénh nhén s& c6 cac biéu hién ciia ngd ddc thube.

Triéu chitng dau tién cta qué liéu paracetamol 12 xanh xao, buon nén, non, chan dn, dau bung.
Tén thuong gan thé hi¢n r6 khoang 12 -48 gio sau khi uong Trong trurong hop nhiém dc
ning, suy gan co thé tién trlen thanh bénh néo, xuat huyét, ha dudng huyét, phil ndo va co thé
dan dén tir vong. Suy thén cép tinh v&i hoai tir dng than, dai ra mau, protein niéu c6 thé phat
trién khi khong c6 ton thiwong gan. Loan nhip tim va viém tuy da dugc ghi nhén.

Lién quan dén codein:

Suy hé hép, lo mo, dor ¢An hodc hén mé, mém co, da lanh - 4m, mach chdm va ha huyét ép,
néu ning gay ngirng thé, truy mach, ngimg tim va c6 thé tir vong.

X tri

Paracetamol:

Cén rira da day trong moi trwong hop, tét nhét 1a trong vong 4 gior sau khi uéng. Piéu tri VO‘l N
— acetylcystein ¢6 hiéu qua hon khi cho thudc trong thoi gian dudi 10 gior sau khi ubng
paracetamol. Néu c6 yéu cau, bénh nhén c6 thé ding N — acetylcystein theo dudng tiém tinh
mach véi liéu lwong phit hop. Néu khong ¢6 N — acetylcystein 6 thé ding methionin.

Codein:

Trong truomg hop qua lleu, nén xur ly bang diéu tri triéu ching va bién phap hd trg. Than hoat
tinh c6 thé lam giam sy hép thu thuoc qua dudng tiéu hoéa.

Phuc hoi hd hap bing cach cung cap dudng khi va ho hap hd trg c6 kiém soat, tiém tinh mach
naloxon khi qua liéu ning codein.

PIEU KIEN BAO QUAN

Noi kho, dudi 30°C, tranh anh sang.
HAN DUNG CUA THUOC

36 thang ké tir ngay sin xuit. Khong diung thudc qua thoi han sir dung.
TIEU CHUAN: Tiéu chuin nha san xuit. o
TEN, PIA CHI CUA CO SO SAN XUAT Z

Tén nha san xuit: CONG TY CO PHAN DUQC PHAM BOSTON VIET NAM.

Dia chi: Sb 43, Puong sé 8, KCN Viét Nam - Singapore, Thuan An, Binh Duong, Viét Nam.

DT: 02743 769 606 Fax: 02743 769 601

Email: boston@bostonpharma.com.vn.
NGAY XEM XET SUA POI, CAP NHAT NOI DUNG HUGNG DAN SU DUNG THUOC

Binh Duong, ngay A, thang AU ndm 2017
PHO TONG GIAM POC CONG TY PANG
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HUONG DAN SU DUNG CHO NGUGI BENH
EFFER - PARALMAX CODEIN 10

Poc kj hwéng din siv dung truwdc khi ding.
Dé xa tim tay tré em.
Théng bdo ngay cho bdc si hodc dwgc si nhitng tic dung khéong mong mubn gip phai khi sie

dung thuéc.

THANH PHAN, HAM LUQNG CUA THUOC

Hoat chdt: Paracetamol...............c.ovevueeeoereeeeeeeereeeeeseeseeeeeseeseseese. 500 mg
COdeIn PHOBPHAL :..sissinisivisssesisassissisnssssmsvasnsremmenemnssmammaresens 10 mg

Ta dwge: Acid citric khan, natri hydrocarbonat , natri carbonat khan, natri saccharin, aspartam,
povidon K30, , natri benzoat, natri stearyl fumarat, mui cam Q- 124927.

MO TA SAN PHAM: Vién nén tron, hai mit phing, mau trdng, thom mui trdi cdy. Vién khé,
canh va thanh vién lanh 1an. Vién khi tan trong nudc tao thanh dung dich trong.
QUY CACH DONG GOI
Ep vi xé AIVAL Hop 05 vi x 04 vién nén sui bot.
Ep vi xé AVAL Hop 10 vi x 04 vién nén sui bot.
Ep vi xé AVAL Hop 25 vi x 04 vién nén sui bot.
THUOC DUNG CHO BENH Gi

EFFER-PARALMAX CODEIN 10 duoc chi dinh cho bénh nhén trén 12 tudi dé giam dau cép
tinh & mirc d9 trung binh khi céc thuoc giam dau khac nhu paracetamol hay ibuprofen (don dgc)
khong co hi¢u qua. :
NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG /54 ::’f
Cédch ding: Ding udng, hoa véi khoang 200 ml nude, ubng ngay sau khi tan hét. Khoang ﬁfar "

glan didu tri giam dau nén gidi han dudi 3 ngiy va trong trudong hop khong dat duge hiu quﬁ e )k
giam dau, bénh nhan/ngudi cham séc bénh nhan nén dén gap bac si dé tu van

AVIE

Liéu leong:
Ngueoi Ién: 1 - 2 vién/lan, mdi 4 gidy, tdi da khong qua 8 vién/ngay.
Tré em tir 12-18 tuéi: 1 - 2 vién/lan, mbi 6 gio, téi da khong qua 8 vién/ngay.
Tré em dudi 12 tui: khong khuyén cdo dung thude cho tré em dudi 12 tudi dé dieu trj giam dau
do nguy co ngd doc opioid boi cac thay doi khong thé du doan trudce trong qua trinh chuyén hoa
codein thanh morphin.
Nguéi lom tuéi: Can giam liéu luong.
KHI NAO KHONG NEN DUNG THUOC NAY
Qué min véi bit cir thanh phan nao cta thude.
Tré em duéi 12 tudi.
Bénh gan ning, suy hd hép.
Ngudi bénh thiéu hut glucose — 6 — phosphat dehydrogenase.
Phu nft cho con bt.
Bénh nhan mang gen chuyén héa thudc qua CYP2D6 siéu nhanh.
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Tté em tir 0-18 tudi vira thuc hién thu thuat cit amidan va/hodic nao V.A dé didu tri hoi chimg

ngung thd' khi ngu lién quan dén tic nghén dudng thd do cic bénh nhén nay co nguy co cao
xay ra cac phan ung c6 hai nghiém trong va de doa tinh mang.

Bénh nhin méi bi tiéu chay cép.
Bénh nhan méi dung IMAO trong vong 14 ngay.
TAC DUNG KHONG MONG MUON
T4o bon, chong mit, budn ndn, ndn, trc ché ho hép.
- Paracetamol:

Ban da va nhitng phan ng di img khac thinh thoéng xay ra. Thuong 1a ban d6 va may day, _nhung
déi khi nang hon va c6 thé kém theo sdt do thubc va thuong t6n niém mac. Nguoi bénh man cam
voi salicylat hiém méin cam voi paracetamol va nhiing thube c6 lién quan. Trong mdt 56 it truong
hop riéng 1€, paracetamol gy gidm bach cau trung tinh, giam tiéu cau va giam toan thé huyét céu.

It gap, 1/1000 < ADR < 1/100.
Da: Ban.

Da day — ruét: Buoén nén, non.

Huyet hoc: Loan tao mau (giam bach cdu trung tinh, giam toan thé huyét ciu, giam bach cau),
thiéu mau.

Than: bénh thin, doc tinh than khi lam dung dai ngay.

Hiém gap, ADR < 1/1000

Khac: phan ting qua man

Codein phosphat:

Thuong gap, ADR > 1/100

Thén kinh: dau diu, chéng mat, khat va c6 cam giac khac la.

Tiéu héa: budn non, non, tao bon.

Tiét niéu: bi dai, dai it.

Tim mach: mach nhanh, mach chim, hdi hdp, véu mét, ha huyét &p thé dimg
It gap, 1/1000 < ADR <1/100

Phan Ung di img: ngra, may day.

Thén kinh: suy hé hﬁp, an diu, sang khoai, bon chon.

Tiéu hoa: dau da day, co thit 6ng mat.

Hiém gdp, ADR < 1/1000

Di tmg: phan trng phan vé.

Thén kinh: 4o giac, mét phuong hudng, r6i loan thi giac, co giat.
Tim mach: suy tuan hoan.

Loai khic: dd mat, toat mo hoi, mét moi.

Nghién thudc: dung codein trong thoi gian dai vdi cdc lidu tir 240 — 540 mg/ngay co thé gay nghié
thude. Cac biéu hién thudong gdp khi thiéu thudc 1a bon chén, run, co giat co, toat md hoi, chay nud
miii. Co thé gay 1& thude thude vé tim 1y, v& than thé va gay quen thude.

NEN TRANH DUNG THUOC GI HOAC THU'C PHAM Gi KHI PANG DUNG THUOC NAY
< Cic twong tic cia thude véi cac thude khac

Kiéng rugu

Khong dung véi thude irc ché thin kinh trung wong, céc thube an thén.

Codein 1am giam chuyén hoa cyclosporin do tc ché men cytochrom Pysg. h/
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Dung dong thoi isoniazid véi paracetamol ciing c6 thé din dén ting nguy co ddc tinh ¢ gan, nhung
chura xéc dinh duge co ché chinh xéc cla tuong tac nay.

Lién quan dén paracetamol:
Téc d6 hap thu paracetamol ting 1én boi metoclopramid va domperidon.
Tdc d hap thu paracetamol giam boi cholestyramin.

Téc dung chéng dong mau ctia wafarin va cac coumarins khic c6 thé ting 1én khi sir dung
paracetamol thuong xuyén kéo dai véi nguy co chay mdu cao.

Lién quan dén codein:
Codein c6 thé gay can tré tac dung ctia metoclopramid va domperidon véi nhu dong ruf)t

Codein lam tang tac dung trim cam cua cac thuoc tic ché thin kinh trung wong bao gdm ruou, thube
géy mé, thudc ngu, thudc an thén, thube chéng trdm cam ba vong va phenothiazin.

Céc thube giam dau opioid c6 thé twong tac c6 thé tuong tic véi cac chit e ché monoamine oxidase
va din dén hdi chimg serotonin..

CAN LAM Gi KHI MOT LAN QUEN DUNG THUOC

Uong ngay khi nhé ra. Néu dén thoi gian cho liéu tiép theo thi bo qua liéu di quén va ding liéu
tiép theo. Khong duge dung 1 14n 2 liéu.

CAN BAO QUAN THUOC NHU THE NAO
Noi khé, duéi 30°C, tranh anh sang.
NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU
Triéu chirng:
Lién quan dén paracetamol:
Trong truong hop udng thube qua lidu (16n hon 7,5 g paracetamol trong 24 gi¢) hodc ubng thude
dai ngay, bénh nhan s€ c6 cac bieu hién ctia ngd doc thudc.
Bi nhe thi théy budn nén, ndn, dau bung. Ning hon, ban diu c6 thé c6 kich thich hé thin kinh
trung uong biéu hién kich dong, mé sang. Tiép theo la trc che hé than kinh trung uong, bénh nhan

biéu hién mét 13, ha than nhiét, thd nhanh, mach nhanh, yéu, khong déu, tut huyét ap, suy tuin
hoan, cdc con co giat nghet thd dan dén tur vong dot ngot, hoac tir vong sau vai ngay hon mé.

Trén cén lam sang thiy ton thuong gan biéu hién men aminotransferase huyét twong ting cao
hodc rat cao.

Lién quan dén codein:

Suy hé hip, lo mo, do din hodc hon mé, mém co, da lanh - 4m, mach chim va ha huyét ap, néu
ning gy ngung thé, truy mach, nging tim va co6 thé tir vong..

CAN LAM GI KHI DUNG THUOC QUA LIEU KHUYEN CAO
Diéu tri:
Rira da day trong moi truong hop.

Chét giai doc duoc ding la nhimg hop chat sulfhydryl hoac N - acetylcystein udng hoic tiém tinh
mach. Dung N - acetylcystein uong vdi lidu khoi dau 1a 140 mg/kg thé trong, sau do dung liéu
duy tri 1a 70 mg/kg, udng lién tuc 17 lidu, cac lidu cach nhau 4 gid.

Néu khong c6 N - acetylcystein co thé dung methionin, than hoat hoac thude tiy mudi, nhimg
thudc nay c6 kha ning giam hép thu paracetamol.

Phuc hdi ho hap, tiém tinh mach naloxon khi qua liéu nang codein.
NHUNG PIEU THAN TRONG KHI DUNG THUOC NAY
% Cac tinh trang can than trong khi ding thube
Di vai nhirng ngudi suy gan, suy than. */
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Udng nhiéu rrou c6 thé gdy tang doc tinh v6i gan clia paracetamol; nén tranh hodic han ché ding
rurgu.
Phai ding paracetamol than trong & nguoi bénh c6 thiéu mau tir trude, vi chirng xanh tim c6 thé
khéng biéu 16 8, mic di ¢6 nhitng ndng dd cao nguy hiém ciia methemoglobin trong méu.

Dung codein phosphat thén trong d6i v6i nhimg nguoi bi bénh dudng ho héap nhur hen, khi phé
thiing. C6 tién sir nghién thudc.

Khéng ding codein phosphat dé giam ho trong cdc bénh nung mu phdi, phé quan khi cn khac
dom mu.

Phu nir ¢c6 thai.

Khi lai xe va van hanh may moc.

Béc si can canh bao bénh nhén vé& céc ddu hiéu cua phén mg trén da nghiém trong nhu hoi ching

Steven-Johnson (SJS), hoi chl.mg hoai tir da nhiém ddc (TEN) hay hoi chimg Lyell, hoi ching
ngoai ban mun mui toan than cép tinh (AGEP).

Maéi vién Effer — paralmax 500 c6 chua aspartam, mot ngudn phenylalanin, c6 thé gay hai cho
nhimg ngudi bi phenylceton — niéu.

Chuyén héoa qua CYP2D6:

Codein duoc chuyen héa thanh morphin (chét chuyén héa co hoat tinh) qua enzym gan CYP2D6
tai gan. Néu thiéu hyt mot pha.n hodc toan by enzym nay, bénh nhan s& khong dat dwgc hiéu qua
diéu tri phu hop. Udc tinh c6 dén 7% dan sb da tring 6 thé thiéu hut enzym nay. Tuy nhién, néu
bénh nhin mang gen chuyén hoa manh hodc siéu nhanh, s& ting nguy co xdy ra cdc phan ing co
hai do ngd doc opioid ngay ca & lidu ké don thuong dung. Nhitng bénh nhén nay c6 kha ning
chuyén héa codein thanh morphin nhanh hon, din dén nong dd morphin trong huyét thanh cao
hon so véi du kién.

Cac triéu chimg thudong gép cta ngd ddc opioid bao gbm rdi loan y thire, budn ngi, the nong, co
ddng tr, budn ndn, ndn, tio bon va chan an. Trong cdc truomg hop nghiém trong, c6 thé xuét hién
cac triéu chimg ciia suy giam tudn hoan va hé hip, c6 thé de doa tinh mang va rat hiém khi gy tir
vong.

Ty l¢ uoc tinh nguoi mang gen chuyén hoéa thube qua CYP2D6 siéu nhanh trong cac ching tdc
khac nhau dwgc tém tit trong bang duéi day:

Chiing téc TV 1& %
Ngudi Chau Phi/Ethiopia 29%

Neudi My gbe Phi 3,4% dén 6,5%
Nguoi Chau A 1,2% dén 2%
Ngubi da tring 3,6% dén 6,5%
Nguoi Hy Lap 6%

Nguoi Hungary 1,.9%

Ngudi Bic Au 1% dén 2%

Bénh nhén suy gigm chikc ning hé hdp
Codein khdng duge khuyén céo sir dung & nhiing tré em c6 suy giam chirc ning ho hép, bao gom

r6i loan than kinh co, bénh 1y ning vé tim hodc hé hap, nhlem tring dudng ho hap trén va phdi,
da chan thwong hay vira trai qua phau thuat lén. Céc véu td nay c6 thé lam trdm trong hon céc

triéu chirng clia ngd doc morphin. ‘/
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Str dung sau phau thudt cho tré em
Da ¢6 bao cdo trong cac y van duge cong bé ring viéc sir dung codein duoc ding sau phiu thujt
cho tré em vira thyc hién thu thugt cit amidan va /hodc nao V.A dé diéu tri hoi chimg ngung tho
khi ngt lién quan dén tic nghén dudng tho co thé gay ra cic phan img c6 hai hiém gip nhung de
doa tinh mang, thdm chi tir vong. Tat ca bénh nhén nhi ndy déu sir dung codein trong muc liéu
quy dinh, tuy nhién, di c6 bang chimg cho thiy nhing tré nay mang gen chuyén héa codein sang
morphin manh hodc siéu nhanh.

% Cic khuyén cio cho phu nir ¢6 thai va cho con bu

Phu nir co thai:
Tinh an toan cia paracetamol-codein & phu nir mang thai chwa duoc thiét 1ap vi lién quan dén

nhimg tac dung phu bt loi dén su phat trién cua thai nhi. Viéc sir dung paracetamol-codein trong
qué trinh chuyén da co thé gy suy hd hép & tré so sinh.

Do d6, khéng nén str dung Effer-paralmax codein 10 cho phu nir mang thai.
Phu nit cho con bu:
EFFER-PARALMAX CODEIN 10 khéng duoc khuyén cao diing cho phu nir dang cho con bu.

o) lléu diéu tri théng thirdng, codein va chit chuyen héa cé hoat tinh c¢é thé c6 mat trong sita me &
liéu rat thip va duong nhu khong gay anh hudng bt lgi dén tré bu me. Tuy nhién, néu bénh nhan
la ngudi mang gen chuyen hoa thude qua CYP2D6 siéu nhanh, morphin (chét chuyén hoéa c6 hoat
tinh cua codein) ¢6 thé c6 trong sira me v6i nong d cao hon va trong nhimg trudng hop rat hiém
gap, c¢6 thé din dén céc triéu chimg ngd doc opioid & tré so sinh co thé giy tir vong.

% Anh hwong cua thube d6i voi ngudi van hanh may méc, dang 14i tau xe, ngwdi lam
viéc trén cao va cic truong hop khic
Thubc c6 thé giy budn ngi, chong mat hodc khi ding chung véi thude an thian. Néu bi anh
huong bénh nhan khong duge l4i xe, van hanh méy méc, lam viéc trén cao hodc cic trudong hop
khéc.

KHI NAO CAN THAM VAN BAC SI, DUQC Si
Khi c6 bt ky dau hi¢u bt thudng nao trong qué trinh sir dung thude hogic khi phoi hop diéu tri
vai céac thudce khac.
Néu can thém thong tin xin hdi y kién bac si hodc dugc si.
HAN SU DUNG CUA THUOC
36 thang ké tir ngdy san xuét. Khong ding thudc qua thoi han st dung.
TEN, PIA CHI, BIEU TUQONG CUA NHA SAN XUAT

Cong ty C6 phan Dugc phim Boston Viét Nam.
S6 43 duomg sb 8, khu cdng nghiép Viét Nam— Singapore 1, Thuén An, Binh Duong, Viét Nam

BOSTON

NGAY XEM XET SUA POI, CAP NHAT LAI NOI DUNG HUOGNG DAN SU DUNG THUOC

Binh Dwo‘ng, ngaydQ..thang 4£C. nam 2017
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