ACETALVIC CODEIN 8

D& xa tim tay tré em
Poc ky huéng dan s dung trudc khi ding

THANH PHAN CONG THUC THUGC: Mdi vién nang ciing chiia:

¢ Thanh phan hoat chdt: Paracetamol 500mg
Codein phosphat hemihydrat 8mg
P.V.P K30, magnesi stearat, D.S.T.

¢ Thanh phan ta dugc:

DANG BAO CHE:
Vién nang cting, than mau vang ndp mau xanh, bén trong dung hdn hgp thuc mau tréng hoic tring nga.

CHi DINH:

¢ Ding dé giam dau trong céc trudng hop dau va s6t nhu nhic dau bao gdm chiing dau ndia dau, dau day
than kinh, dau rang, dau hong, cdm lanh, cam, ching dau bung kinh va dau thadp khép.

+ Acetalvic Codein 8 dugc chf dinh cho bénh nhan trén 12 wéi dé gidm dau c&p tinh & mdc do trung binh
khi céc thudc gidm dau khac nhu paracetamol hay ibuprofen (don déc) khong cé hiéu qua.

CACH DUNG, LIEU DUNG:

Céch dung:

Dung theo dudng udng.

Khodng thdi gian diéu tri gidm dau nén giéi han duéi 3 ngay trong trudng hop khong dat duoc hiéu qua

gidm dau, bénh nhan/ngudi chdm soc bénh nhan nén dén gip béc sy dé duoc i van.

Liéu diing:

Nguoi Idn: Usng 2 vien, mdi 4 gid. T&i da 8 vién trong 24 gid.

Tré em i 16 - 18 tudi: Udng 1 - 2 vien mdi 6 gio, khi can c6 thé ting (Gi da 4 vién trong mdi 24 gio.

Tré em tir 12 - 15 tudi: Khong nén dung codein cho tré dudi 12 wéi do nguy co ngd doc opioid do chuyén

héa codein thanh morphin rét khac nhau va khong thé dy doan (xem phén Chéng chi dinh va Than trong).

+ Bénh nhi:

—  Tré em dudi 12 tudi: Khong nén ding codein cho tré dusi 12 twéi do nguy co ngd doc opioid do chuyén
héa codein thanh morphin rét khac nhau va khong thé dy doan (xem phén Chéng chi dinh va Than trong).

— Chéng chi dinh diing Acetalvic Codein 8 dé diéu trj triéu ching cdm lanh cho tré em dui 12 tudi (xem
phan Chang chi dinh).

— Khéng nén diing Acetalvic Codein 8 dé diéu tri triéu chiing cdm lanh cho tré em (& 12 - 18 wai bi suy gidm
chiic nang ho hap (xem phan Than trong).

CHONG CHI PINH:

¢ Qua man cadm véi paracetamol hodc codein, hodc cac thudc gidm dau opioid khac, hodc véi bat ky t&

dugc nao.

Suy ho hdp cép tinh.

Bénh nghén tdc dudng ho hap tinh.

Nghién rugu c&p tinh.

R&i loan chic nang gan nang.

Chan thuong & dau hodc tang ap luc noi so (ngoai nguy co bi suy ho hap va ting &p Iuc ndi so, c6 thé dnh

hudng dén cac phén Ging nhi that va cac phén tng khac quan trong déi vai viéc danh gia than kinh).

Bénh nhan hon mé.

Trudng hgp c6 nguy co bi tic rudt.

Trudng hgp tiéu chdy cap tinh nhu viém loét dai trang cdp tinh hodc viém dai trang lién quan dén khang

sinh (vi du viém dai trang gid mac) hodc tiéu chdy do ngo doc.

Phu nif cho con bi (xem phan Si dung thudc cho phu nii cé thai va phu nit cho con ba).

Nhiing bénh nhan mang gen chuyén héa thusc qua CYP2D6 siéu nhanh.

Tré em W 0 dén 18 wéi vira thyc hién thi thuat cdt amidan hay nao V.A dé diéu tri hoi ching ngung

thd khi ngd lien quan dén tdc nghén dudng thé do céc bénh nhan nay cé nguy co cao xdy ra cac phan

(ing 6 hai nghiém trong va de doa tinh mang (xem phan Than trong).
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CANH BAO VA THAN TRONG KHI DUNG THUOC:
¢ Ngudi bi di ng véi céc hoat chat hodc bat ky thanh phan nao ctia thudc. Dau hiéu ctia phan Gng di tGng
bao gdm phét ban va van dé lién quan dén ho hap. Cing c6 thé sung chan, tay, mat, cd hong hodc Iudi.

¢ Khong nén dung véi bat ky ché phdm chiia paracetamol khéc.

¢ Than trong khi sti dung cho tré em dudi 12 wdi (do thong tin nghién cdu vé dnh hudng ciia thudc cho
dai wigng nay con han ché).

¢ Tré em dudi 18 tudi viia thuc hién cit amidan hay nao amidan vom hong dé diéu tri hoi chiing ngung
thd khi ngli lién quan dén tdc nghén dudng tha.

¢ Udng nhiéu ruou c6 thé gay tang doc tinh vi gan clia paracetamol; nén tranh hodc han ché uéng rugu.

¢ Suy gidm chdic nang gan, than.

¢ Acetalvic Codein 8 khong duoc khuyén céo & tré em c6 van dé vé ho hap, yéu 18 nay cé thé lam trdm

trong hon cac triéu chiing ctia ngd doc morphin.

¢ Can than trong d6i véi cac trudng hop hen, suy chiic nang hé hap, nhudc co, phi dai tuyén tién liét,
bénh dudng rudt va dudng mat, dong kinh. Can gidm liéu thusc & ngudi bénh cao wdi, suy gidp va
suy thugng than.

¢ Bac sy can canh bao bénh nhan vé cic dau hiéu clia phdn Ging trén da nghiém trong nhu héi chiing
Steven - Jonhson (SJS), hoi chiing hoai t&f da nhiém doc (TEN) hay héi ching Lyell, hoi ching ngoai
ban mun md toan than cap tinh (AGEP).

¢ Codein dugc chuyén héa thanh morphin (chat chuyén héa cé hoat tinh) qua enzyme gan CYP2D6 tai
gan. Néu thi€u hut mot phan hoic toan by enzyme nay, bénh nhan sé khong dat dugc hiéu qua diéu
tri pht hgp. Udc tinh ¢6 dén 7% dan s8 da tréng c6 thé thiéu hut enzyme nay. Tuy nhién, néu bénh nhan
mang gen chuyén héa manh hoac siéu nhanh, sé tang nguy co xdy ra cac phan tng c6 hai do ngd doc
opioid ngay ca & liéu ke don thuong diing. Nhiing bénh nhan ndy c6 khd nang chuyén héa codein thanh
morphin nhanh hon, dan dén néng dé morphin trong huyét thanh cao hon so véi dy kién.

¢ Céc triéu chiing thudng gap clia ngd doc opioid bao gom rdi loan y thic, budn ngd, thd nong, co dong i,

budn nén, nén, téo bén va chan an. Trong cac trudng hop nghiém trong, c6 thé xuat hién cac triéu chiing

clia suy gidm tudn hoan va ho hap, c6 thé de doa tinh mang va rét hiém khi gay & vong.

Ty lé ugc tinh ngudi mang gen chuyén héa thudc qua CYP2D6 siéu nhanh trong céc chiing toc khac nhau

dugc tom L trong bang dudi day:

-

Chiing toc Ty 1& %
Ngudi Chau phi/Ethiopia 29%
Ngudi My géc Phi 3,4% dén 6,5%
Ngudi Chau A 1,2% dén 2%
Ngudi da tring

3,6% dén 6,5%

Ngudi Hy Lap 6,0%

Nguoi Hungary 1,9%

Ngudi Bic Au 1 dén 2%

¢ Bénh nhan suy gidm chdc ndng ho hap: Codein khong dugc khuyén céo sti dung & nhiing tré em c6 suy
gidm chuic ning ho hap, bao gdm réi loan than kinh co, bénh Iy nang vé tim hodc hd hap, nhiém tring
dudng ho hap trén va phdi, da chan thuong hay viia trdi qua phau thuat [6n. Cac yéu (6 nay cé thé lam
trAm trong hon cac triéu ching ctia ngd doc morphin.

¢ S dung sau phau thuat cho tré em: Da c6 bao céo trong cac y van dudc cong bé réing viéc st dung codein
dugc duing sau phau thuat cho tré em viia thuc hién thi thuat cdt amidan va/hoic nao V.A dé diéu tri hoi
chiing ngung thd khi ngli lién quan dén tic nghén duding thd c6 thé gay ra cac phan Ging c6 hai hiém gap
nhung de doa tinh mang, tham chi & vong. T4t c& cdc bénh nhan nhi nay déu st dung codein trong mdc
lieu quy dinh, tuy nhién, da c6 biing chiing cho thay nhiing tré ndy mang gen chuyén héa codein sang
morphin manh hodc siéu nhanh.




SU DUNG THUGC CHO PHU NU CO THAI VA CHO CON BU:

Sir dung thudc cho phu nif ¢6 thai: Khong ding cho ngudi mang thai.
Si dung thudc cho phuy nif cho con bii:

¢ Acetalvic Codein 8 khong dugc khuyén cao dung cho phu nit dang cho con ba.

+ @ lidu didu tri thong thudng, codein va chat chuyén hoa c6 hoat tinh c6 thé c6 mit trong stia me & lidu
rat thdp va dudng nhu khong gay dnh hudng bét lgi dén tré ba me. Tuy nhién, néu bénh nhan 1a ngudi
mang gen chuyén héa thusc qua enzym CYP2D6 siéu nhanh, morphin (chat chuyén héa cé hoat tinh
clia codein) c6 thé cé trong stia me v&i ndng do cao han va trong nhiing trudng hgp rat hiém gap, c6 thé
dan dén cac triéu ching ngd doc opioid & tré so sinh, c6 thé gay L& vong.

ANH HUGNG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Can than trong khi 1ai xe hodc van hanh méy méc do thudc cé thé gay tac dung khong mong muén dau
dau, chong mat, budn ngd.

TUOGNG TAC, TUONG KY CUA THUOC:

Tuong tac clia thudc:

¢ Téc do hap thu clia paracetamol c6 thé dugc tang 1én khi diing déng thdi metoclopramid hodc domperidon

va gidm h&p thu bdi cholestyramin.

Ubng dai ngay liéu cao paracetamol lam tang nhe tic dong chéng dong ctia coumarin va dan chat indandion.

Dung dong thdi phenothiazin va liéu phap ha sét cé thé gay ha sét nghiém trong.

Rugu lam tang nguy co paracetamol gay doc cho gan.

* o o o

Thudc chdng co giat (gdm phenytoin, barbiturat, carbamazepin) gay cdm tng enzym & microsom thé gan

lam tang tinh dac hai gan cta paracetamol, nht 1a khi diing liéu thudc 16n hon liéu khuyén dung.

¢ Dung chung véi isoniazid c6 thé dan dén tang nguy co doc tinh véi gan. Do dé ngudi bénh phai han ché
W dung thudc nay khi dang dung thudc chéng co giat hodc isoniazid.
Tuang ky, cia thudc: (Khong ap dung).

TAC DUNG KHONG MONG MUON CUA THUBC:

+ Dung codein trong thai gian dai cé thé gay 1é thudc thudc.

¢ Codein cd thé gay tac dung opioid dién hinh bao gdm tao bén, budn nén, nén muia, chéng mat, choang
véang, budn ngt, 1a 1an va bf tiéu. Tan suét va mdc do nghiém trong duoc xac dinh béi lidu lugng, thoi
gian diéu tri va méc do nhay cdm clia tiing ca nhan. Sy dung nap va & thudc codein co thé xdy ra, dac
biét 1a vai liéu cao kéo dai.

¢ R&i loan hé thang mién dich: Phan ting qué man bao gém phat ban da, séc phan vé, phi mach.

¢ Mau va rdi loan hé bach huyét: Mat bach cau hat, gidm tiéu cau.

¢ R loan da va mo dudi da: Trudng hop rdt hiém gdp phan (ng da nghiém trong nhu hoi ching hoai i da
nhiém doc (TEN), hoi chiing Stevens - Johnson (S)S), hoi chiing ngoai ban mun md toan than cdp tinh.

¢ (o thé gay hly hoai t& bao gan khi dung liéu cao, kéo dai.

¢ Trudng hop hiém gap c6 thé gay viem ty.

QUA LIEU VA CACH XU TRi:
Qua i

¢ Do qui liéu paracetamol:

—  Nhiém doc paracetamol c6 thé do diing mdt liéu doc duy nhat, hodc do udng Iap lai liéu 16n paracetamol
(7,5 - 10g/ngay trong 1 - 2 ngdy), hodc do udng thudc dai ngay. Hoai tif gan phu thudc lidu 14 tac dung
doc tinh nghiém trong nhat do qué liéu va c6 thé gay (i vong.

— Budn nén, non va dau bung thudng xdy ra trong vong 2 - 3 gid sau khi udng liéu doc clia thudc.
Methemoglobin - mau, din dén ching xanh tim da, niém mac va méng tay 1a mot dau hiéu dic
trung nhiém doc cip tinh dan chat p - aminophenol; mét lugng nhd sulfhemoglobin ciing c6 thé
dugc san sinh. Tré em c6 khuynh hudng tao methemoglobin dé hon ngudi I16n sau khi udng
paracetamol.

— Khi ngd doc nang ban dau c6 thé c6 kich thich hé thin kinh trung uong, kich dong va mé sing, tiép
theo c6 thé 1a tc ché& hé than kinh trung uong: Sting sd, ha than nhiét; mét 13; thé nhanh, nong; mach
nhanh, yéu, khong déu; huyét ap thap; suy tuan hoan. Truy mach do gidm oxy huyét tuong déi va do
téc dung Gic ché trung tam, tac dung nay chi xdy ra véi liéu rat 16n. S6c c6 thé xdy ra néu gidm mach
nhiéu. Con co giat nghet thd gay i vong c6 thé xdy ra. Thudng hon mé xdy ra trudc khi chét dot ngot
hodc sau vai ngay hon mé.

— Dau hiéu lam sang thuong 8n gan (rd nén 1o rét trong vong 2 dén 4 ngay sau khi udng liéu doc.
Aminotranferase huyél tuong tang (doi khi tang rat cao) va ndng do bilirubin trong huyét twong ciing
c6 thé tang thém niia khi thuong t3n gan lan rong, thdi gian prothrombin kéo dai. C6 thé 10% ngudi
bénh bi ngo doc khong dugc diéu tri dic hiéu da cé thuong tdn gan nghiém trong, trong dé 10% dén
20% cudi cung chét vi suy gan. Suy than cdp cing xdy ra & mot sd ngudi bénh. Sinh thiét gan phat
hién hoai (& trung tam tiéu thity trif viing quanh tinh mach ctia. & nhang trudng hop khong t vong,
thuang 18n gan phuc héi sau nhiéu wan hodc nhiéu thang.

¢ Do quié liéu codein phosphat: Suy ho hap (gidm nhip thg, ho hidp Cheyne - Stokes, xanh tim). Lo mo
dan dén trang thai do dan hodc hon mé, mém co, da lanh va dm, doi khi mach cham va ha huyét ap.
Trong trudng hop ndng: ngiing thd, truy mach, ngling tim va cé thé td vong.

Céch xii tri khi dung thudc qua liéu:

¢ Qud liéu paracetamol:

— Chén dodn sém rat quan trong trong diéu tri qua liéu paracetamol. C6 nhiing phuong phap xéc dinh
nhanh ndng do thudc trong huyét tuong. Tuy vay, khong dugc tri hoan diéu tri trong khi chd két qud
xét nghiém néu bénh st goi y 1a qué liéu nang. Khi nhiém doc nang, diéu quan trong 12 phdi diéu tri
hé trg tich cyc. Can rifa da day trong moi trudng hgp, 16t nhét trong vong 4 gio sau khi udng.

— Liéu phép gidi doc chinh la dung nhiing hgp chét sulfhydryl, cé 1& téc dong mot phan do b sung
du trdi glutathion & gan. N - acetylcystein c6 tac dung khi uéng hodc tiém tinh mach. Phai cho thudc
ngay 1ap tic néu chua dén 36 gid ké wr khi udng paracetamol. Diéu tri véi N - acetylcystein ¢ higu
qua hon khi cho thudc trong thoi gian dudi 10 gio sau khi udng paracetamol. Khi cho udng hoa loang
dung dich N - acetylcystein vdi nudc hodc dé udng khong cé rigu dé dat dung dich 5% va phéi udng
trong vong 1 gid sau khi pha. Cho uéng N - acetylcystein véi lieu dau tién 1a 140mg/kg, sau dé cho
i€p 17 liéu nida, mdi liéu 70mg/kg cach nhau 4 gid mot lan. Cham ddt diéu tri néu xét nghiém
paracetamol trong huyét tuong cho thay nguy co doc hai gan thap.

Tac dung khong mong mudn clia N - acetylcystein gdm ban da (gdm ca may day, khong yéu cau phai

ngiing thudc), budn ndn, non, tiéu chdy va phén Gng kiéu phan vé. Néu khong c6 N - acetylcystein ¢

thé diing methionin. Ngoai ra c6 thé dung than hoat va/hodc thudc tdy mudi, ching c6 khd nang lam
gidm hap thu paracetamol.

¢ Qui liéu codein phosphat: Phai hoi phuc ho hap bing cach cung cap dudng khi va ho hap hé tro co kiém
soat. Chi dinh naloxon ngay bing dudng tiém tinh mach trong trudng hgp ning.

QUI CACH BPONG GOl:

¢ Hop 10 vi x 10 vién nang cting.

¢ Chai 100 vién nang cling.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUGNG CUA THUGC:

¢ Bao quén: Nai kho, nhiét do khong qua 30°C, tranh anh sang.

¢ Han diing: 36 théng ké ti ngay san xuat.

¢ Tiéu chudn: TCCS

TEN, DIA CHI CUA CO $G SAN XUAT THUOC:

CONG TY CO PHAN DUQC PHAM T.U VIDIPHA
184/2, Lé Van Sy, Phudng 10, Quan Phu Nhuan, TP.HCM
DT: (84-28)-38440106 Fax: (84-28)-38440446
Co s6 san xuat:

CHI NHANH CONG TY CPDP T.U VIDIPHA BINH DUONG
Khu ph& Tan Binh, Phudng Tan Hiép, Thi x& Tan Uyén, Tinh Binh Dudng

-

VIDIPHA






