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TG HUGNG DAN SU DUNG THUGC CHO BENH NHAN

R X THUGCBANTHEO DON

DOPAGAN-CODEIN ;
EFFERVESCENT i

¢ Docky huéng dan sirdung truéckhidung. -

e Péxatamtaytréem.

e Thudcnay chidungtheo don ctia bacsi.

e Théngbao ngay cho bacsihodc dugcssinhiing tac dung khéng mong muén gép phai
khi sitdung thuéc.

¢ Hay giirlai td hudng dan sitdung; ban cé thé can phé| doc lai.

¢ Thudc nay chi dugcké don cho ban. Khong dua thudc cho ngudi khac vithudcnay ¢é
thékhéng tét cho ho ngay ca khi hg c6 triéu chiing gidng nhu ciia ban.

THANH PHAN, HAM LUQONG CUATHUOC:

M@i vién nén stibot chira:

EPATACBERINION icovsnssccsircii ol e e ucschinsvssscnssvississsssinisississsomiiinissaiisessiss T B 500 mg
FCOdeIn PhOSPRAT NCIMINWOIAR ... ccismssssmmsmmsmiessmsmermsonsesssbbresenessssomesssosmosensisaioili i 30mg
- Ta duogc: Acid citric khan, Povidon K30, Aspartam, Simethicon, Effer-soda, Lactose khan,
Natri bicarbonat, L-Leucin, Natri benzoat, Polyethylen glycols?ooo, Ethanol tuyét déi.
MOTA SAN PHAM: i

Dangbao ché: Vién nén sti bot.

Hinh thic: Vién nén hinh tron, mau trang, canh va thanh viénlanhlan.

QUY CACHPONG GOI:

-HOp 1 tuypx 10vién.

-HOp 4 vix4vién, hop 15 vix4vién.

THUOCDUNG CHO BENH GI?

Dopagan-Codein effervescent dugc chi dinh cho bénh nhan trén 12 tudi dé giam dau cap
tinh & muc do trung binh khi cac thuéc gidm dau khac nhu paracetamol hay ibuprofen
(dan ddc) khéng cé hiéu qua.

NEN DUNGTHUGC NAY NHUTHENAO VA LIEU LUONG?

Puong dung.DUdng uéng. |

Cach dung: Dung udng, hoa tan vién thuéc trong khodng 250 mlnudc dén khi sti hét bot
vaudngngay.
Lieudung:
Ludn luén phadi dung thudc ding nhu béc si da chi dinh. Néu ban khong chacdading, hay
héi lai bac si.Ti€p tuc strdung thudc theo ding chi dinh cia bac singay ca khi ban cdm thay
t6t hon. Néu ban diing thubc quéa sém, ban c6 thé tai phat bénh. Hay bao céo vdi bac sinéu
bancdm thay thudc cé tac dung qua manh hoackhéng dt manh.
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Liéuthuongding:
- Ngudi I6n: 1 vién/lan. Khoang cach gilta 2 1an uéng khéng |t hon 4 gig, khéng qua 8 vién
trong 24 gid.
Khoéang thai gian diéu tri giam dau nén gidi han dudi 3 ngay va trong trudng hap khéng
dat dugc hiéu qua giam dau, bénh nhan/ngudi cham séc bér\"n nhan nén dén gapbacsidé
dugc tuvan.
Luu y: Liéu diing t6i da ctia codein trong diéu tri gidm dau khong qua 240 mg/ngay. Liéu
ding nén dugc diéu chinh phi hgp dé dap (ing yéu cau cu thé ctia hoat chat paracetamol
phéihgp véicodein trong san pham.
- Ngudi cao tudi: Nhu liéu ngudi 16n, tuy nhién c6 thé gidm liéu néu can (xem théng tin &
phanThéan trong khi diing thuéc). |
-Tréem: |
+ Iré em tu 12-18 tudi: Liéu dung cla D0pagan -Codein effervescent (tinh theo codein)
trong diéu tri giam dau |a 30 - 60 mg méi 6 gids. Trong trudng hcfp canthiét, cé thé tang lén
dén t6i da 240 mg/ngay. Liéu diing tuy thudc vao khéiluong cathé (0,5 - 1 mg/kg).
+ Tré em du6i 12 tudi: Dopagan-Codein effervescent khéng duqc khuyén cao dé diéu tri
giam dau do nguy cd ngé doc opioid bdi cac thay d6i khéng thé du doan trudc trong qua
trinh chuyén hoa codein thanh morphin (xem phanThan trong khidung thuédc).
KHINAO KHONG NEN DUNG THUOC NAY?
-Man cam véi paracetamol, codein hodc batky thanh phan né¢ chathudc.
- Dung déng thdi morphin va céc opioid dé diéu tri con hen cap, suy hé hap, nghién rugu
cép-tinh, chan thuong so nao, tang ap luc ndi so va sau phau thuat dudng mat; diéu tri
dong thai vdi thude tc ché monoamin oxidase hodc trong vong 14 ngay.
-Tré em tir 0 - 18 tudi vifa thuc hién thi thuat cat amidan vaaoac nao V.A dé diéu tri hoi
chiing ngung thd khi ngu lién quan dén tdc nghén dudng thé do cac bénh nhan nay c6
nguy co cao xay ra cac phan Ung cé hai nghiém trong va de doa tinh mang (xem phan Than
trongkhidung thudc). _

—Phuniichoconbu. I
-Nhimng bénh nhanmang gen chuyén héa thu6c quaCYP2D6 ¢ speu nhanh.
TACDUNG KHONG MONG MUON:
Cang nhu cac thuée khac, Dopagan-Codein effervescent c6 the gay ra cac tac dung phuy,
mac du khoéng phdibénhnhan nao cling gap phai.
Théng bao ngay cho béc si hodc dugc si nhiing tac dung khéng mong muén gép phai khi
strdung thuéc.
Néu tac dung khng mong mudn nao trd nén nghiém trong hodc néu ban phét hién tac
dung khéng mong muén chua dugc dé cap trong té huéng dan nay, hday bao cdao cho bacsi
clGa ban biét.
- Sttdung thudng xuyén kéo dai codein c6 thé dan dén gay nghlen vanhon thudc. Cac triéu
chiing bén chén va cau gat c6 thé xay ra khi nging diéu tri.
- Strdung kéo dai cac thudc giam dau dé diéu tri nhic ddu cé thé lam bénh trdm trong hon.
- Tan suat tac dung khéng mong mudc dugc phén loai nhu sau Rat thudng gap (ADR 2
1/10); thudng gap (1/100 < ADR < 1/10); khong thudng gap (1/1 000 < ADR < 1/100); hiém
gap (1/10.000 < ADR < 1/1000); rat hiém gap (ADR < 1/10.000), khong dugcbiétdén (khéng
thé udctinh tirdirliéu c6 sén). |
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-Codein c6 thé géy ratac dung clia opioid dién hinh bao gém tdo bén, buén nén, nén mira,
chong mat, choang véng, It 1an, lo ma va bi tiéu. Tan sudt va muc d¢ nghiém trong dugc
xac dinh bdi liéu lugng, thai gian diéu tri va dd nhay cam clia tu‘ng ca nhan. Nhan thuéc va
phu thudc thudc co thé xay ra, dac biét 1a sirdung codein liéu cao kéo dai.

+Rat hiém xdy raviém tuy "

-Réi loan hé thng mién dich: Qua man bao gém phat ban da cd thé xay ra.

+ Khdng r6 tan sudt cac réi loan mau va hé bach huyét: RSi loan tao méu bao gém ca gidm
tiéu cau va giam bach cau hat. |

- R&i loan da va m6 dudi da: Rat hiém gap cac phan (ing trén da nghiém trong nhu hoai tir
biéu bi nhiém ddc (TEN), hdi chiing Stevens-Johnson (SJS), hoi chiing ngoai ban mun mu
toan than cap tinh, ban dé nhiém sic cd dinh tai phat. |

NENTRANHDUNG NHUNG THUGC HOAC THUC PHAM Gl KHIDANG SU DUNG THUOC
NAY?

Thuc pham: USng rugu qua nhiéu va dai ngay cé thé Iam tang nquy co gay déc cho gan
cua paracetamol.

Dung cacthudckhac:

Théngtin véibacsidanhsach tatca cacthuécmaban dang sirdung.

*Lién quan codein: |

-Tacdung gidm dau ctia codein téng Ién khi phéi hgp véi aspirin va paracetamol, nhung lai
giam hodc mat tadc dung bdi quinidin. |

-Codein lam gidm chuyén héa cyclosporin do (ic ché enzym cytochrom P

- Codein thudng lam tang tac dung clia cac thudc chii van thube phién khéc, thuéc mé,
thudc trdn tinh, thudc an than va thuéc nga, thuée chdng trdm cdm ba vong, thudc Uc ché
monoamin oxidase, rugu va cac thudc tc ché than kinh khac.

*Liénquan paracetamol:

-Paracetamol cé thé lam téng thai gian ban théi ctia cloramphenicol.

-Téc d hdp thu clia paracetamol ¢6 thé duoc ting Ién bdi metoclopramid hodc domperidon
va giam hap thu bdi cholestyramin. |

-Thudctranh thai cé thé lam ting téc dd thanh thai thudc. |

-Thudcudng chéng d6ng mau: Uéng dai ngay liéu cao paracetamol lam tang nhe tacdung
ch8ng déng clia coumarin va din chatindandion. Dir liéu nghién cltu con mau thuan nhau
va con nghi ngd vé tuong tac nay, nén paracetamol dugc ua diing hon salicylat khi can
gidm dau nhe hodc ha sét cho ngudi bénh dang diing coumarin hodc dan chatindandion.

- Can phai chua y dén kha nang gay ha than nhiét nghiém trong & ngudi bénh dung déng
thoi phenothiazin va liéu phdp hanhiét (nhu paracetamol).

- Thuéc chéng co giat (gém phenytoin, barbiturat, carbamazepin) gay cdm (ing enzym &
microsom gan, cé thé lam téng tinh doc hai gan cia paracetamol do ting chuyén héa thudc
thanh nhing chat doc hai véi gan. Ngoai ra, ding déng théi isoniazid véi paracetamol cling
c6 thé dan dén tang nguy ca déc tinh véi gan, nhung chua xac dinh duac ca ché chinh vAr
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Dung cacthuéckhac:

Théngtin véibacsidanh sach tat ca cdcthuécmaban dang sirdung.

*Liénquan codein:

-Tacdung giam dau ctia codein tang lén khi phéi hgp vdi aspirin va paracetamol, nhung lai
giam hoac mattacdung bdi quinidin.

-Codein lam gidm chuyén héa cyclosporin do tc ché enzym cytochromP,,.

- Codein thudng lam tédng téc dung cuta cac thudc chi van thudc phién khac, thuéc mé,
thudc tran tinh, thuéc an than va thudc ngu, thuéc chéng tram cadm ba vong, thudc tric ché
monoamin oxidase, rugu va cac thudc tc ché than kinh khac.

*[iénquan paracetamol:

- Paracetamol c6 thé lam tang thdi gian béan thai cGia cloramphenicol.

-Téc d6 hap thu ctia paracetamol ¢6 thé dugc ting 1én béi metoclopramid hodc domperidon
va giam hap thu béi cholestyramin.

-Thudc tradnh thai c6 thé lam tang téc d6 thanh thai thudc.

-Thubc udng chéng dong mau: Udng dai ngay liéu cao paracetamol lam téng nhe tacdung
chéng d6ng clia coumarin vadan chat indandion. DU liéu nghién ctiu con mau thuan nhau
va con nghi ngd vé tuong tac nay, nén paracetamol dugc wa dung hon salicylat khi can
giamdau nhe hodc ha sét cho ngudi bénh dang dung coumarin hodc dan chat indandion.

- Can phai chu y dén khéa nang gay ha than nhiét nghiém trong & ngudi bénh dung déng
thoi phenothiazin valiéu phap ha nhiét (nhuparacetamol).

- Thudc chéng co giat (gém phenytoin, barbiturat, carbamazepin) gdy cam Ung enzym &
microsom gan, c6 thé lam tang tinh ddc hai gan ca paracetamol do tang chuyén héa thuéc
thanh nhiing chat doc hai véi gan. Ngoai ra, diing dong thdi isoniazid véi paracetamol ciing
c6 thé dan dén tang nguy co doc tinh vdi gan, nhung chua xac dinh dugc co ché chinh xac
clia tuong tac nay. Nguy co paracetamol gay déc tinh gan gia ting dang ké & ngudi bénh
udng liéu paracetamol I6n hon liéu khuyén duing trong khi dang dung thuéc chéng co giat
hoac isoniazid. Thudng khéng can giam liéu & ngusi bénh dung dong thai liéu diéu tri
paracetamol va thuéc chéng co giat; tuy vay, ngudi bénh phai han ché tudung paracetamol
khi dang dung thudc chéng co giat hodc isoniazid.

- Probenecid ¢ thé lam giam dao thai paracetamol va lam tang thoi gian ban thai trong
huyét tuong ctia paracetamol.

-Isoniazid va cac thudc chéng lao lam tang doc tinh clia paracetamol d6i vdi gan.
CANLAM GI KHIMOT LAN QUEN KHONG DUNG THUOC?

Diéu quantrongla ban phaiuéngthudc dung liéu dung nhubacsida chidinh.

Néu ban quén uéng maét liéu diing, hay uéng ngay khi nhd ra. Néu thai gian gan véi lan
dung thudc tiép theo, bd qua liéu da quén va hay dung liéu tiép theo vao thai gian thudng
|é.Khéng dung liéu gap déi dé bl vao liéu daquén.



https://trungtamthuoc.com/

CANBAO QUANTHUOC NAY NHU THENAO?

Bao quan thudc noikhd, nhiét d6 dudi 30 °C, trdnh anh sang.

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU?

Budn nén va nén mua la triéu chiing dién hinh ctia nhiém doc codein va néu c6 dau hiéu
ctia suy ho hdp va tuan hoan, liéu phap diéu tri la rira da day. Néu anh hudng dén than kinh
trung uong nang, can hé trghd hap, thd oxy va c6 thé tiém naloxon.

Nhitng bénh nhan ¢6 cam (ng enzym gan xuc tac qua trinh oxy héa, bao gbm nhitng
ngudi nghién rugu, nhitng ngudi dung thudc an than va nhitng ngudi suy dinh duéng
man tinh, c6 thé dac biét nhay cdm véinhiing nhiém ddc ctia qua liéu paracetamol.
Cactriéu chiing qua liéu ctia paracetamol trong 24 gid dau tién la xanh xao, buén nén, nén,
chan an va dau bung. T6n thuong gan c6 thé trd nén ré rang tir 12 - 48 gidf sau khi uéng. Cé
thé xay ra bat thudng vé chuyén hoa glucose va nhiém toan chuyén héa. Trong nhiém ddc
nang, suy gan c6 thé tién trién thanh bénh nao, xuat huyét duéng tiéu hda, hén mé va tir
vong. Suy than cdp véi hoai tirng than cdp cé thé phat trién trong ca truding hgp khong cé
tén thuong gan nang. Loan nhip tim va viém tuy da dugc bao cao.

Tén thuong gan & ngudi Ién khi duing paracetamol 10 g hoédc nhiéu hon. O liéu diéu tri
théng thudng, glutathion dt dé khir doc sé lugng chéat chuyén héa. S6 lugng qua muc cac
chat chuyén héa ddchaisé gén két khong héi phuc vao mé gan.

CANPHAILAM Gl KHIDUNGTHUOC QUA LIEU KHUYEN CAO?

Cachxirtriqualiéu

Néu ban hay bat ky ai khdc (nhu tré em) uéng qua nhiéu vién thuéc, hdy gap ngay bac si
hoactdikhoa Héi stic- Cap cttu cia bénh vién gan nhat.

Diéu tri ngay lap tuc khi dung qua liéu paracetamol. Mac di1 khéng thay cac triéu chiing ctia
dau hiéu sém, bénh nhan nén dugc chuyén dén bénh vién khan cdp dé cham sécy té ngay
lap tirc & bat ky bénh nhan nao uéng khodng 7,5 g paracetamol hodc nhiéu hon. Canriada
day trong moi trudng hop, tot nhat trong vong 4 gid sau khi uéng qua liéu paracetamol.
" U8ng methionin hodc tiém tinh mach N-acetylcystein khi uéng qua liéu paracetamol sau
48 gi®i. Bién phap hd tro chung cd thé sirdung.

NHOUNG DIEUCANTHAN TRONG KHIDUNG THUOC NAY:

- Than trong khi dung thudc cho bénh nhan an kiéng mudi do thudc ¢é chia khoang
270 mg natri.

- Thén trong khi diing thuéc cho bénh nhan ma tinh trang c6 thé bj tram trong thém bai
opioid, dac biét la ngudi gia, nhilng ngudi nhay cam véi tac dung trung uang va trén
dudng tiéu héa, nhiing ngudi dang dung céc loai thudc gidm dau than kinh trung uong,
nhitng ngudi phi dai tuyén tién liét va viém hodc tdc nghén rudt. Can can than néu diéu tri
kéo dai.

-Than trong khi dung paracetamol cho bénh nhan bj suy than nang hoac suy gannang.

- Bénh nhan khéng nén ding qué liéu khuyén cdo va khéng dung dng thai cic san phdm
khdc cé chia paracetamol.

- Dung codein thudng xuyén trong thdi gian dai c6 thé dan dén gay nghién, trong d6 c6
thé khién bénh nhan cdm thay bén chén va cau kinh khi ngling thuéc.

- U8ng thuéc gidm dau do nhic ddu qua thudng xuyén hodc qua lau cé thé 1am cho triéu
chingxdu hon.
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-Chuyén hda qua CYP2Deé:

+ Codein dugc chuyén héa thanh morphin (chat chuyén héa c6 hoat tinh) qua enzym gan
CYP2D6 tai gan. Néu thi€u hut mot phan hodc toan bo enzym nay, bénh nhan sé khong dat
dugc hiéu qua diéu tri phi hgp. Udc tinh c6 dén 7% dén s6 da trdng cd thé thidu hutenzym
nay.Tuy nhién, néu bénh nhan mang gen chuyé&n héa manh hoic siéu nhanh, sé ting nguy
caxay ra cac phan (ing cé hai do ngd ddc opioid ngay ca & liéu ké don thudng dung. Nhiing
bénh nhan nay cé kha nang chuyén héa codein thanh morphin nhanh hdn, dan dénnéng
démorphin trong huyét thanh cao hon so vai dykién.

+ Cac triéu ching thudng gap ctia ngd doc opioid bao gém cac rdi Ioan y thifc, buén ngu,
thd néng, co déng tir, buén nén, ndn, tao bén va chan an. Trong cac trudng hgp nghiém
trong, c6 thé xudt hién cac triéu chiing clia suy giam tuan hoan va ho hap, c6 thé de doa
tinh mang va rat hiém khi gay tirvong.

+ Ty |& uéc tinh ngudi mang gen chuyén héa thudc qua CYP2D6 siéu nhanh trong cac
chiing tdc khac nhau dugc tém tét trong bang dudi day:

Chiing toc Tylé%
Ngudi Chau Phi/Ethiopia 29%
Ngudi My géc Phi 3,4% dén 6,5%
Ngudi Chau A ' 1,2%dén 2%
Nguoidatring 3,6%dén6,5%
NgudiHy Lap ~ 6,0%
NgudiHungary 1,9%
NgudiBacAu 1% dén 2%

-Bé&nh nhan suy gidm chlc nang hé hap:
Codein khéng dugc khuyén céo st dung & nhiing tré em c6 suy giam chuc nang hé hap,
bao gém réi loan than kinh cg, bénh ly ndng vé tim hodc hé hap, nhiém tring dudng hd
haptrén va phéi, da chan thuong hay vira trdi qua phiu thuét Ién. Cic yéu té nay cd thé lam
tram trong hon cac triéu chiing ctia ngé doc morphin.

-Stirdung sau phau thudtchotréem:

Da c6 bdo cdo trong cacy van dugc cdng bd rang viéc sttdung codein dugc diing sau phau
thuat cho tré em vifa thuc hién tha thuat cit amidan va/hodc nao V. A dé diéu tri hdi chiing
ngung thd khi ng lién quan dén tic nghén dudng thd cé thé gay ra céc phan tng c6 hai
hiém gap nhung de doa tinh mang, tham chi tif vong. Tat ca bénh nhi nay déu sir dung
codein trong muc liéu quy dinh, tuy nhién, da c6 bang chiing cho thdy nhiing tré nay mang
gen chuyén héa codein thanh morphin manh hoacsiéu nhanh.

- Thudc cé chira aspartam, sé chuyén héa trong da day - ruét thanh phenylalanin sau khi
udng. Vivay, cd thé gay hai ddi véi ngudi bi phenylceton - niéu.

- Bénh nhan cé van dé vé dung nap galactose, bénh nhan thiéu hut enzym Lapp lactose
hodc kém hdp thu glucose - galactose khong nén diing thudc nay.
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Phunircé thaivachoconbu:

Thong béo véibac sinéuban dang mang thai hay cho con bu.

Théiky mang thai:

Chua c6 bang ching day du vé su an toan clia codein trong thdi ky mang thai, nhung c6

bang ching dich té& hoc vé suran toan cla paracetamol. Ca hai chdt da dugc s dung trong

nhiéu ndm ma khéng c6 tac dung gy bénh ré rang, nghién ciu trén dong vat chua cho

thay bat ky su nguy hiém nao. Tuy nhién cdn xem xét can than trudc khi dung thudc nay

cho bénh nhan mang thai. Thuéc gidm dau opioid cé thé 1am suy gidm hd hdp &tré so sinh

va gay ra héi chiing cai thuéc g tré so sinh c6 me nghién thuéc.

Thoiky cho con bii:

Paracetamol dugc bai tiét qua stta me nhung khong dang ké. Codein khéng nén dugc st
- dungtrong thai gian cho con bu. Vivay, Dopagan-Codein effervescent khdng dugc khuyén

cao dung cho phunirdang cho con bu.

U liéu diéu tri théng thuding, codein va chit chuyén héa cé hoat tinh cé thé cé mét trong

sifa me & liéu rat thap va dudng nhukhong gy anh hudng bat Igi dén tré bu me. Tuy nhién,

néu bénh nhén 13 ngudi mang gen chuyén héa thuéc qua CYP2D6 siéu nhanh, morphin

(chdt chuyén héa cé hoat tinh clia codein) c6 thé c6 trong sifa me v&i ndng d6 cao hon va

trong nhiing trudng hop rat hiém gap, cé thé dan dén cac triéu chiing ngd doc opioid dtré

sasinh, c6 thé gay tirvong.

Anh hudng ciia thudc d8i véi cdng viéc (ngudi van hanh may méc, dang lai tau xe,

ngudilam viéctrén caova cactrudng hop khac):

Thudc cé thé gay chong mat, chodng véang, 1a 1an, lo ma; cé thé lam suy gidm chic néng

nhan thirc ctia bénh nhan. Khéng dung thudc khi van hanh mdy méc, i tau xe, lam viéc

trén caova cactrudng hop khac.

KHINAO CAN THAM VAN BAC STHOAC DUOCSi?

To huéng dan sl dung néu tém tat cac théng tin quan trong clia thudc. Néu can thém

thdng tin, xin héiy kién bac sihoac dugcsi.

HAN DUNG CUA THUOC: 24 thang k& tirngay san xuat.

CO SO SAN XUAT:

& CONGTY €6 PHAN XUAT NHAP KHAU Y TE DOMESCO
t Dia chi: S6 66, Qudc 16 30, Phudng My Phi, Thanh phé Cao Lanh, Tinh Dong Thap
pomsco  Diénthoai: 1800.969.660

NGAY XEM XET SUA BOI, CAP NHAT LAINOI DUNG HUGNG DAN SU DUNG THUGC:
27/03/2018.



