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3. Toa hwéng din sit dung thude:

| Toa hudng dén sie dung

DOPAGAN® 250 EFFERVESCENT

* Thanh phin: Mdi goi Ig chira

- Paracetamol... - ...250 mg
- Ta duge: Ac:d c1tr|c, Acesulfam K Manmtol Natn bicarbonat Polycthyltn glycol 6000 Natn benzoat Bot mii
I mrr ln  A  B R  A A F A T 8 S vira da 01 goi.

* Dang bao ché: Thubc bt sui "

* Qui cich déng goi: W

Hop 12 gbix 1g. }« /

* Duge lue hoce:

- Paracetamol (acetaminophen hay N-acetyl-p-aminophenol) 1a chat chuyén héa c6 hoat tinh ciia phenacetin, 14 thuée giam dau —
ha sdt hitu higu. Paracetamol 1am giam than nhiét & ngudi bénh sét, nhung hiém khi lam giam than nhiét & ngudi binh thudng.
Thube tac dong 1én ving duéi dbi gay ha nhiét, toa nhiét ting do gidn mach va ting luru lugng mau ngoai bién.

- Paracetamol, véi lidu didu tr, it tic dong dén hé tim mach va ho hip, khong lam thay ddi can bing acid — base, khong gy kich
(g, xudc hodc chay méu da day nhu khi ding salicylat, vi paracetamol khong téc dung trén cyclooxygenase toan thin, chi tic
dong dén cyclooxygenase/prostaglandin ctia hé than kinh trung vong. Paracetamol khong c6 tac dung trén tiéu cdu hodc thoi gian
chay méu.

- Khi ding qu4 liéu paracetamol mot chét chuyen hoa la N-acetyl-benzoquinonimin géy dgc nang cho gan. Liéu binh thudmg,
paracetamol dung nap tét. Tuy vay, qué lidu cép tinh (trén 10g) lam thuong tén gan gay chét ngudi.

* Duge dong hoc:

- Hdp thu: Paracetamol dwoc hip thu nhanh chéng va hiu nhur hoan toan qua dudng tiéu héa. Nong do dinh trong huyét twong dat
trong vong 30 dén 60 phat sau khi ubng véi lidu diéu trj.

- Phdn bé: Paracetamol phan bd nhanh va déng déu trong phin l6m cdc mé cia co thé. Khodng 25% paracetamol trong méu két
hop véi protein huyét trong.

- Thai trir: Thoi gian bén thai huyét twong cua paracetamol 13 1,25 — 3 gidy, ¢6 thé kéo dai vai lidu giy doc hodc & ngudi bénh co
thuong tén gan. )

Sau liéu diéu tri, c6 thé tim thdy 90 dén 100% thudc trong nudc tiéu trong ngdy thir nhit, chu yéu sau khi lién hgp trong gan véi
acid glucuronic (khoang 60%), acid sulfuric (khodng 35%) hodc cystein (khoéng 3%); cling phét hién thdy mot lrgng nho nhimg
chét chuyén héa hydroxyl — héa va khir acetyl. Tré nho it kha néng glucuro lién hop véi thude hon so véi ngudi 16n.

Paracetamol bi N-hydroxyl héa bdi cytochrom P,s, dé tao nén N-acetyl-benzoquinonimin, mot chét trung gian c6 tinh phan tmg
cao. Chét chuyen héa nay binh thudng phan img voi céc nhom sulfhydryl trong glutathion va nhu vay bi khir hoat tinh. Tuy nhién,
néu ufmg lidu cao paracetamol, chét chuyen hoa nay duge tao thanh vai lugng du dé 1am can kiét glutathion cua gan; trong tinh
trang do, phén img cta nd véi nhom sulfhydryl cia protein gan ting 1én, c6 thé din dén hoai tir gan.

* Chi dinh:

Didu tri trigu chimng céc con dau vira va nhe, céc trang thai sot.

X Chong chi dinh:

- Mén cam véi thude va suy té bio gan.

- Ngudi thiéu mau nhiéu ldn, ¢6 bénh tim, phdi, thin hodc gan. Ngudi thiéu hut men G¢PD.

* Thiin trong:

- Déi vi ngudi dang theo ché d an kiéng mudi cin cha ¥ vién c6 chira Natri, ,
- Than trong khi ding paracetamol & ngudi bénh ¢ thiéu mAu tir trude, vi chimg xanh tim ¢ thé khong biéu 16 rd, mic dit ¢6 / </ -C
nhimg nong dj cao nguy hiém cta methemoglobin trong mau, _k
- Han ché udng nhiéu rugu do c6 thé gdy tang doc tinh véi gan cia paracetamol. ~
- Than trong khi dung cho ngudi bj suy gidm chirc niing gan hoc than.

- Dé tranh tinh trang qua liéu paracetamol, cin chi1 y cac thanh phin cta thube sir dung kém theo khdng chira paracetamol.

* Tuong tic thude:

- Ubng dai ngay liéu cao paracetamol lam téng nhe tic dung chéng dong cua coumarin va dén chét indandion.

- Paracetamol ¢6 kha ning géy ha sbt nghiém trong & ngudi bénh ding dong thai phenothiazin va liéu phép ha nhiét.

- Uong ruou qua nhiéu va dai ngdy c6 thé 1am tang nguy co paracetamol géy ddc cho gan,

- Thudc chdng co giat (gdm phenytoin, barbiturat, carbamazepin) gdy cam (ng enzym & microsom thé gan, c6 thé lam tang tinh
ddc hai gan cua paracetamol do tang chuyén hoa thuée thanh nhitng chét doc hai voi gan.

- Han ché tu ding paracetamol khi dang dung thudc chdng co gidt hojc isoniazid do c6 thé lam tang tinh doc hai gan cia
paracetamol.

* Tac dung phu:

- Thinh thoang xay ra ban da va cic phan l.mg di irng khac, thudmg 14 ban do, may day.

- ft gdp: Ban, budn nén, nén; _giam bach cdu, thiéu mau; bénh thén, djc tinh than khi ding dai ngay.

- Hiém gfip: Phan (rng qua min.

Théng béo cho Bic si nhimg tac dung khéng mong mudn gap phai khi sir dung thudc.

* Phu nif ¢6 thai va cho con bi:

J liéu chi dinh duge st dung cho phy nir ¢6 thai va cho con bi.
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* Thuoce khéng dnh hwéng khi lai xe v viin hinh miy méc.

* Céch ding va liéu ding: Ding ubng

* Hoa tan g6i thude trong mét ly nude.

Nén sir dung cho tré tir 13 — 50 kg.

+ Tir 13-16 kg: Mdi lin dung 1 géi, lap lai lidu néu cén mdi 6 gl(’jr khéng diung qua 4 géi/ngay.

+ Tir 17-20 kg: Mdi Ian dung 1 géi, 1ap lai lidu néu can méi 4 goi, khong diing qué 6 gbi/ngay.

+ Tir 21-24 kg: Mdi lan dung 1 géi, lap lai liéu néu cé.n m51 4 git, khdng ding qua 6 gdi/ngay. Ry

+ Tir 26-40 kg: Mdi l4n ding 2 géi, 1ap lai lidu ncu can mm 6 gity, khong dung qué 8 goi/ngay. }J‘ /

+Tir 41 50 kg: M&i 14n dung 2 goi, 1ap lai lidu néu cdn mdi 4 gio, khong ding qué 12 gbi/ngay.

Liéu téi da hang ngay 12 60 mg/kg/ngay chia lam 4 — 6 1an.

* Chu y: Khong ding paracetamol cho ngudi 1on va tré em dé tyr diéu tri s6t cao (trén 39 SOC} sot kéo dai trén 3 ngay, hodc sot tai
phét, trir khi do thdy thubc huéng din, vi sbt nhu vy c6 thé 1a ddu higu cia mét bénh niing cén duge thiy thube chan doan nhanh
chong.

* Qua liéu va xir tri:

- Nhiém dc paracetamol ¢6 thé do ding mot li¢u doe duy nhét hogc do ubng lap lai lidu I6n paracetamol (7,5 — 10g mdi ngay,
trong 1 -2 ngay) hoic do ubng thudc dai ngay. Hoai tir gan phy thuge lidu 12 tac dung déc cép tinh nghiém trong nhit do qua liéu
v c6 thé gy tir vong.

- Budn nén, nén va dau bung thudng xay ra trong vong 2 — 3 gi& sau khi ubng liéu doc cia thude. Methemoglobin-méu, dan dén
ching xanh tim da, niém mac va mong tay la mét déu hiéu dac trung nhiém doc cflp tinh din chét p-aminophenol; mot lugng nho
sulfhemoglobin cling ¢6 thé dugc san sinh. Tré em c¢6 khuynh huéng tao methemoglobin d& hon ngudi 16n sau khi ubng
paracetamol.

- Khi bi ngé doc nang, ban ddu c6 thé kich thich h¢ thin kinh trung vong, kich dong va mé sang. Flép theo ¢6 thé 1a e ché hé thin
kinh trung wong; sting S0, ha thén nhiét; mét 1a; thé nhanh, ndng; mach nhanh, yéu, khong déu; hu}el ap lhap, suy tuéin hoan. Truy
mach do giam oxy huyét twong dbi va do tac dung @re ché trung tim, tac dung niy chi xdy ra véi licu rat 16n. Sbe c6 thé xay ra néu
gidn mach nhiéu. Con co gidt nget tho gy tir vong c6 thé xay ra. Thuong hdn mé xay ra trude khi chét dot ngot hodc sau vai ngay
hon mé.

- Déu hiéu 1am sang thuong tén gan tré nén 1o rét trong vong 2 dén 4 ngay sau khi uéng lidu dje. Aminotransferase huyét tu‘cmg
tang (d6i khi tang rit cao) va nong do bilirubin trong huyét tuong cling co thé tang. Khi tén thuong gan lan rong, thoi gian
prothrombin kéo dai. Cé thé 10% ngudi bénh bj ngd doc khong duge diéu trj dac hi¢u da c6 thuong tn gan nghiém trong; trong
s6 do 10% dén 20% cubi cung chét vi suy gan. Suy thin cp ciing xay ra & mét s6 ngudi bénh. Sinh thiét gan phat hi¢n hoai tir
trung tam tiéu thiy trir viing quanh tinh mach cira. O nhimg trudng hgp khéng tir vong, thuong ton gan phuc hoi sau nhiéu tudn
hoac nhiéu théng.

* Didu tri:

- Khi nhiém doc nang, phai diéu trj hd tro tich cuc, cin rira da day trong moi trudng hop. tot nhét trong vong 4 gitr sau khi ubng.

- Liéu phép giai djc chinh 1a dung nhimg hop chit sulfhydryl, co 18 tac ddng mot phin do bé sung du trir glutathion & gan. N-
acetylcystein ¢6 tac dung khi udng hodc tiém tinh mach. Phai cho thude ngay lap tre néu chua dén 36 giv ké tir khi ubng
Paracetamol. Diéu trj vdi N- acetylcystein c6 hidu qua hon khi cho thube trong thoi gian dudi 10 gitr sau khi ubng paracetamol.
Khi cho ubng, hoa loang dung dich N- acetylcystein véi nude hode dd udng khéng c6 rrou dé dat dung dung dich 5% va phai
uong trong vong mdt gitr sau khi pha. Cho uéng N- acetyleystein vdi lidu dau tién 1a 140mg/kg, sau d6 cho tiép 17 lidu nira, mdi
lidu 70 mg/kg céch nhau 4 gi& mot lin. Cham dirt diéu trj néu xét nghiém paracetamol trong huyét twong cho thdy nguy co doc
hai gan thap.

- Tac dung khong mong mudn cua N- acetyleystein gdm ban da (gdm ca may day, khéng yéu cau phai ngimg thudc), budn non,
non, tiéu chdy, va phan mg kiéu phan v§.

- Néu kht)ng ¢6 N-acetylcystein, co thé diing methionin. Ngodi ra c¢6 thé dung than hoat vi/hodc thudc tdy mudi, ching cé kha
niing lam giam hép thu paracetamol.

* Khuyén cdo:

- Néu thdy thubc bién mau thi khong nén sir dung.

- Doc ky huing din sir dung truée khi dung, néu cin thém thong tin xin hoi ¥ kién Béc si. SN
- Dé xa tim tay tré em. \\“\
* Bio quin: N '-_“:‘\\
- Noi khd, dudi 30°C, tranh 4nh sing trye tiép. N N\
- Han diing; 24 thing ké tir ngay san xuét, W 5
* Tiéu chudin 4p dung: Tiéu chufn co sd. L :*.'/
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