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TO HUGNG DAN SU DUNG THUGC CHO CANBO Y TE |

DOPAGAN 250 mg

EFFERVESCENT

e Docky huéng dan sirdung trude khi dung. ;|

e Péxatamtaytréem,

eThong bao ngay cho bac si hoac dugc si nhifng tac dung khong rnong muén gap
phai khisirdung thudc. |

THANH PHAN: i

M&i 1 g chua: _ i

= Paracetamol ... imimmigifisssmsmimes el s isssissmmamtrnmsssontli T s s b e 250mg
-Ta dugc: Acid citric, Acesulfam K, Mannitol, Simethicon, Effer - soda, Povidon K30, Natri
benzoat, Colloidal silicon dioxid A200, B6t mui cam, Ethanol 96 %, Nudc tinh khiét.
DANG BAO CHE: Thuéc cém stii bot. |

QUY CACHPONG GOI:

Hoép 12g6ix1g,hdép60goix1g.

DUQC LUCHOC:

Nhém duogc ly: Giam dau; ha sét.

Ma ATC: NO2B EO1.

- Paracetamol (acetaminophen hay N-acetyl-p-aminophenol) 1a chat chuyén héa cé
hoat tinh ctia phenacetin, la thu6c gidm dau - ha sét hitu hiéu. Paracetamol khéng cé
hiéu qua diéu tri viém. Paracetamol lam gidm than nhiét & ngudi bénh sét, nhung hiém
khi lam giam than nhiét & ngudi binh thudng. Thudc tac dong 1én viung ¢ du’dl déi gay ha
nhiét, téa nhiét tang do gian mach va tang luu lugng méau ngoai bién.

- Paracetamol, vdi liéu diéu tri, it tdc ddng dén hé tim mach va hé hap, khéng lam thay
déi can bang acid - base, khéng gay kich (g, loét hodic chdy mau da day nhu khi dung
salicylat. Tac dung clia paracetamol trén hoat tinh cyclooxygenase chua dugc biét ddy
dir.V6iliéu 1 g/ngay, paracetamolla métthudeiic ché cyclooxygenase yéu.Tac dung tic
ché clia paracetamol trén cyclooxygenase-1yéu.

- Paracetamol thuding dugc chon lam thu6c gidam dau va ha s6t, dac biét  ngudi cao tudi
va & ngudi c6 chong chi dinh diing salicylat hodc NSAID khac, nhu ngui bi hen, c6 tién
stloétdadaytatrangvatréem.

-Paracetamol khdng cé tdc dung trén su két tdp tiéu cdu hoac thoi gian c;hay mau.

- V6i liéu diéu tri, paracetamol chuyén héa chii yéu qua phan (ing lién hop sulfat va
glucuronid. Mét lugng nhé thudng chuyén thanh mét chat chuyén héa doc, N-acetyl-p-
benzoqumonrmm (NAPQI). NAPQI dugc khir déc bang glutathion va ddo thai vao nudc
tiéu va/hodc mat. Khi chat chuyén héa khéng duoc lién hgp véi glutathlon sé gay doc
cho céc té bao gan va gay hoai tUi té bao. Paracetamol thudng an toan l$h| dung véi liéu
diéu tri, vilugng NAPQI dugc tao thanh tuong déi it va glutathion tao thénh trong tébao
gan du lién hgp véi NAPQL. Khi qua liéu hodc d6i khi véi liéu thudng dung & mét sé ngudi
nhay cam (nhu suy dinh duéng hodc tuong tac thudc, nghién rugu, d dia di truyén),
néng d¢ NAPQI céthétich Iy gdy ddcchogan. :

DUOCDONG HOC: it

- Hap thu: Paracetamol dugc hap thu nhanh va hdu nhu hoan toan qua dudng tiéu hda.
Thuic dn giau carbohydrat lam gidm ty 1é hap thu clia paracetamol. Nong do dmh trong

~huyéttuong dattrongvéng 30-60 phitsauKkhitudng véilicudidutri. |

-Phén bé: Paracetamol phan bé nhanh va déng déu trong phan I6n cdc mé chia co thé.
Khoang 25 % paracetamol trong mau két hop véi protein huyét tuong.
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- Chuyén héa: Paracetamol bi N-hydroxyl héa béi cytochrom P,,, dé tao nén N-acetyl-
benzoquinonimin (NAPQ), mét chat trung gian c6 tinh phan (ing cao. Chat chuyén héa
nay binh thudng phan ng vdi cac nhém sulfhydryl trong glutathion va bi khirhoat tinh.
Tuy nhién, néu uéng liéu cao paracetamol, chat chuyén héa nay dugc tao thanh véi
lugng d dé lam can kiét glutathion cta gan; trong tinh trang d6, chat NAPQ khong
duogc lién hgp vdi glutathion gy ddc cho té bao gan, dan dén viém va cé thé dan dén
hoaitigan.

- Thai tri: Thoi gian ban thai cha paracetamol 1a 1,25 - 3 gid, ¢é thé kéo dai vdi liéu gay
ddc hodc & ngudi bénh cé thuong tén gan. Sau liéu diéu tri, c6 thé tim thay 90 - 100 %
thudc trong nudc tiéu trong ngay thit nhat, chi yéu sau khi lién hgp trong gan véi acid
glucuronic (khodng 60 %), acid sulfuric (khodng 35 %) hodc cystein (khodng 3 %); ciing
phat hién thay mét lugng nho nhiing chat chuyén hda hydroxyl - hdava khiracetyl. Tré
nhoé it kha nang glucuro lién hgp véi thuéc hon so véi ngudi lan.

CHiDINH:

Paracetamol dugc dliing rdng raftrong diéu tri cdc ching dau va sét tif nhe dén vira.
*Piéu tri cac ching dau: Paracetamol dugc dung gidm dau tam thoi trong diéu tri chiing
dau nhe va vira. Thuéc cé hiéu qua nhat 1a lam gidm dau cudng do thép cé nguén géc
khéng phainditang.
Paracetamol khéng cé tac dung trj thap khdp. Paracetamol la thuoa thay thé salicylat
(dugc ua thich & ngum bénh chéng chi dinh hoac khéng dung nap ,alicylat) dé giam
daunhe hoachasét.
* Piéu tri sét: Paracetamol thudng duoc dung dé gidm than nhiét & ngual bénh sét do
moi nguyén nhan nhung khéng lam gidm than nhiét & ngudi binh thudng. Tuy vay, liéu
phép ha s6t ndi chung khéng déc hiéu, khdng anh hudng dén tién ftrinh cia bénh co
ban va cé thé chelap tinh trang bénh cia ngudi bénh.,

LIEU DUNG VA CACH DUNG:

Cach dung: Dung uéng, hoa tan géi thudc trong mét it nudc.
*Luuy:

-Khéng dugc dung dé tu diéu tri giam dau qua 10 ngay d nguailén hoLc qua5Sngaydtré
em, trif khi do thay thuéc hudng dan, vi dau nhiéu va kéo dai nhUvaf c6 thé la dau hiéu
cGiaméttinh trang bénh ly cdn dugc chdn doédn va diéu tri cd gidm sétbéﬂ thay thuéc.
-Khéng diing cho ngudilén va tré emdétu diéu tri st cao (trén 39,5 °C), s6t kéo dai trén
3 ngay, hodc s6t tai phat, trir khi do thay thuéc huéng dan, vi s6t nhur vay cé thé la ddu
hiéu ctiamot bénh nang can dugc thay thudc chdn dodn nhanh chéng.

-Dé gidm thiéu nguy co qué liéu, khéng nén cho tré em qua 5 liéu paracetamol dé giam
dau hodc ha sét trong vong 24 gid, trirkhi do thay thuéc huéng dan.

Liéu dung:

- Ngudi I6n: Liéu thutmg dungla 0,5 -1 g/lan, 4 - 6 gio mét lan; toi da 4 g/ngay

- Gidm dau hodc ha s6t doi vai tré em:

Tudi Liéu don Khodng cach Liéu t6i da/ngay
gilra cac liéu

4 - 6 tudi 1 g6i/lan 4 -6 gio/lan ' 3-4goi/ngay

6 - 8 tudi 1 g6i/lan 4-6 gio/lan ~ 4g6i/ngay
8- 10 tudi 1-2g6i/lan 4 -6 gid/lan 6 gdi/ngay
10-12tudi 2g6i/lan | 4-6gig/lan . 8gdi/ngay
12- 16 tudi 2 -3 géi/lan 4 -6 gid/lan 12 géi/ngay
16 - 18 tudi 2 -4 gdi/lan 4 -6 gio/lan | 16 go6i/ngay
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CHONG CHi PINH:
- Ngudi bénh qua man vai paracetamol hodc véi bat ky thanh phan nao clia thudc.

- Suy gan nang.

THANTRONG KHIDUNGTHUOC:

- Paracetamol tuong déi khéng doc véi liéu diéu tri va khi dung dudi sy huéng dan ctia
thay thuéc. Tuy nhién, dung qua liéu paracetamol la nguyén nhan chinh gay suy gan
cap. Dung nhiéu ché pham chia paracetamol (acetaminophen) dng thai c6 thé dan
dén hau qua c6 hai (nhuqua liéu paracetamol).

- Phan (ing da nghiém trong, c6 kha nang gay t vong bao gém hdi chiing Stevens-
Johnson, hoai t biéu bi nhiém doc (TEN), héi chiing ngoai ban mun mua toan than
(AGEP: Acute generalized exanthematous), hoi chiing Lyell tuy hiém nhung dé xay ra véi
paracetamol, thudng khéng phu thudc vao téc dung ctia thudc khac. Tuy cac thude
gidm dau va ha s6t khac (nhu NSAID) c6 thé gay cac phan ting tuong tu, man cam chéo
vGi paracetamol khong xay ra. )

- Ngudi bénh can phai ngling duing paracetamol va di kham thay thuéc ngay khi thay
phét ban hodc cac biéu hién khac & da hoac cac phan ing man cam trong khi diéu tri.
Ngudi bénh c6 tién stf ¢ cac phan tng nhu vay khéng nén dung cac ché pham chia
paracetamol.

-Déi khi c6 nhitng phan (ing da gém ban dat san nga va mé day; nhiing phan tingman
cam khac gém phu thanh quén, phii mach va nhitng phan ting kiéu phan vé cé thé it khi
xay ra. Gidm tiéu cdu, gidm bach cau va gidm toan thé huyét cau da xdy ra vai viéc s
dung nhitng dan chat p-aminophenol, ddc biét khi dung kéo dai cac liéu I6n. Gidm bach
cau trung tinh va ban xuat huyét giam tiéu cau da xay ra khi dung paracetamol. Hiém
gap matbach cau hat & ngudi bénh dung paracetamol.

- Phai than trong khi dung paracetamol cho ngudi bi suy gan, suy than, ngudai nghién
rugu, suy dinh dudng man tinh hodc bi mat nuéc.

- Phdi duing paracetamol than trong & ngudi bénh cé thiéu mau tir trudc, vi chiing xanh
tim cé thé khong biéu 16 r6, mac dii néng dd cao & muic nguy hiém clia methemoglobin
trong mau.
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- U6ng nhiéu rugu c6 thé gay ting ddc tinh véi gan clia paracetamol, nén tranh hoic
han ché uéng ruou.

Phuniico thaivachoconbu:

-Thai ky mang thai: Chua xac dinh dugc tinh an toan ctia paracetamol dung khi thai nghén
lién quan dén ADR c6 thé c6 d6i vdi phat trién thai. Do d6, chi nén dung paracetamol &
ngudi mang thai khithat can.

-Thdi ky cho con bu: Nghién ctru & ngudi me cho con b, diing paracetamol khong thay
c6ADRGtré nhd bame.

Anh hudng ciia thudc d6i véi cong viéc (ngudi van hanh may méc, dang lai tau xe,
ngudilam viéctrén caova cactruong hop khac):

Thudc khong anh hudng khi van hanh médy méc, 13i tau xe, lam viéc trén cao va cac trudng
hop khac.

TUONGTACCUATHUOCVGI CACTHUOCKHACVA CACLOAITUONGTACKHAC:

- Thudc uéng chéng déng mau: Udng dai ngay liéu cao paracetamol 1am tdng nhe téc
dung chéng déng clia coumarin va dan chat indandion. Dit liéu nghién cttu cén mau
thuan nhau va con nghi ngd vé tuong tac nay, nén paracetamol dugc ua ding hon
salicylat khi can gidm dau nhe hoac ha s6t cho ngudi bénh dang diing coumarin hoéc
dan chatindandion.

- Paracetamol ¢6 kha nang gay ha than nhiét nghiém trong & ngudi bénh dung dong
th&i phenothiazin va liéu phap ha nhiét.

- UBng rugu qua nhiéu va dai ngay c6 thé lam tang nguy co gdy déc cho gan cla
paracetamol. -

-Thudc chéng co giat (gdm phenytoin, barbiturat, carbamazepin) gay cdm tng men &
microsom gan, c6 thé lam tang tinh déc hai gan clia paracetamol do ting chuyén hoa
thudc thanh nhitng chat déc hai véi gan. Ngoai ra, dung déng thdi isoniazid vdi
paracetamol cling cé thé dan dén tang ngquy ca déc tinh véi gan, nhung chua xac dinh
duoc ca ché chinh xac cla tuong tac nay.

- Han ché tu dung paracetamol khi dang duing thuéc chéng co giat hodc isoniazid do
nguy colam tang tinh déc tinh gan cia paracetamol.

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

- Isoniazid va cac thudc chong lao lam téang doc tinh clia paracetamol ddi vdigan.
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TACDUNGKHONGMONGMUON(ADR): — ——
Phan Ung da nghiém trong nhu hdi ching Stevens-Johnson, hdi chung Lyell, hoai tu
biéu bi nhiém d6c, mun mu ban dé toan than cap tuy hiém xay ra, nhung c6 kha ning
gay ti vong. Néu thay xudt hién ban hodc cac biéu hién khac vé da, phai ngiing ding
thudc va tham kham thay thuéc.

Ban dava nhitng phan (ing di ing khac thinh thoang xay ra. Thuéng la ban dé hodac may
day, nhung déi khi nang hon va cé thé kém theo sét do thuéc va thuong ton niém mac.
Néu thdy sét, bong nudc quanh cic héc tu nhién, nén nghi dén hoi chiing Stevens-
Johnson, phai ngiing thuéc ngay. Qua liéu paracetamol c6 thé dan dén ton thuong gan
nang va doéi khi hoai tir 6ng than cap. Ngudi bénh man cam vai salicylat hiém khi man
cam vdi paracetamol va nhirng thudc cé lién quan. Trong mét s6 it trudng hgp riéng 18,
paracetamol da gay gidm bach cautrung tinh, gidm tiéu cdu va gidm toan thé huyét cau.
Bangtom tatcacphaningkhéng mong muén:

Caccoquan | Tan suat(¥) Cac phan iing khéng mong muén
Da ltgap Ban.
| Daday-rudt - ltgdp- BuOnmomnon,... =7 e e
Huyét hoc It gdp Loan tao mau (gidam bach cau trung tinh, gidm
toan thé huyét cau, giam bach cau), thiéu mau.
Than It gdp Bénh than, doc tinh than khilam dung dai ngay.
Khac Hiém gdp | Phaningquédman.

(*) Tan suat tdc dung khong mong muén dugc dinh nghia nhu sau: [t gap (1/1000 <ADR
<1/100), hiém gap (ADR < 1/1000).

Huéngdan cach xirtri ADR:

Néu xay ra ADR nghiém trong, phai ngiing dung paracetamol. Vé diéu tri, xin doc phan:
"Qua liéuvaxitri”
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QUALIEUVA CACH XU TRI:

Triéu chiing va biéu hién khi sitdung thudc qualiéu:

*Biéu hién: |

- Nhiém ddc paracetamol c6 thé do dung mét liéu déc duy nhat hodc do udng lap lailiéu
|6n paracetamol (vi du, 7.5 - 10 g mdi ngay, trong 1 - 2 ngay) hoac do udng thudc dai
ngay. Hoai tirgan phu thudc liéu la tac dung doc cap tinh nghiém trong nhat do qua liéu
vaco thé gay tirvong.

-Budn ndn, nén va dau bung thudng xay ratrong vong 2 - 3 gid sau khi udng liéu doc cla
thuéc. Methemoglobin-mau, dan dén chiing xanh tim da, niém mac va méng tay 1a mét
dau hiéu dac trung nhiém doc cap tinh dan chat p-aminophenol; mét lugng nhd
sulfhemoglobin cling ¢6 thé dugc san sinh. Tré em cé khuynh huéng tao methemoglobin
dé han nguai 1én sau khi uéng paracetamol.

- Khi bi ng6 déc nang, ban dau c6 thé kich thich hé than kinh trung uong, kich dong va
mé sang. Tiép theo c6 thé 1a tic ché hé than kinh trung uong; siing s&, ha than nhiét; mét
14; thé nhanh, néng; mach nhanh, yéu, khéng déu; huyét ap thap; suy tudn hoan. Truy
mach do giam oxy huyét tuong déi va do tac dung tic ché trung tam, tac dung nay chi
xay ravdilidu rat16n. S8 c6 thé xay ra néu gidn mach nhiéu. Con co gidt nghetth gay tir
vong c6 thé xdy ra. Thudng hon mé xay ra trudc khi chét dot ngot hodc sau vai ngay hon
me.

-Dau hiéu lam sang thuong ton gan tré nén rd rét trong vong 2 dén 4 ngay sau khi udng
liéu doc. Aminotransferase huyét tuong tang (d6i khi tang rat cao) va ndng dd bilirubin
trong huyét tuang ciing c6 thé tang. Khi tén thuong gan lan réng, thdi gian
prothrombin kéo dai. C6 thé 10 % ngudi bénh bi ngd déc khéng dugc diéu tri dac hiéu
da c6 thuong tén gan nghiém trong; trong s6 d6 10 % dén 20 % cudi cling chét vi suy
gan. Suy than cap ciing xay ra 8 mot s6 ngudi bénh. Sinh thiét gan phat hién hoai tu
trung tam ti€u thy tru virlng quanh tinh mach ctra. O nhiing trudng hgp khong tirvong,
thuong ton gan phuc héisau nhiéutudn hodc nhiéuthang.

Cachxttriqualiéu

*Diéu tri: I

- Chan doén sém rat quan trong trong diéu tri qua liéu paracetamol. Cé nhitng phuong
phdp xac dinh nhanh nSn% d6 thudc trong huyét tuong. Tuy vay, khéng dugc tri hoan
diéu tri trong khi ch& két qua xét nghiém néu bénh st gaoi y 1a qué liéu nang. Khi nhiém
d6c ndng, phai diéu tri hé tro tich cuc, can rita da day trong moi trudng hap, t6t nhat
trongvong 4 gid sau khi uc‘iﬁg.
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- Liéu phap gidi ddc chinh 1a dung nhing hgp chét sulfhydryl, c6 1é tdc ddong mot phan
do bé sung dutrirglutathion & gan. N-acetylcystein c6 tdc dung khi uéng hoéc tiém tinh
mach. Phai dung thudc gidi ddc ngay lap tic, cang s6m cang tét néu chua dén 36 gid ké
tur khi uéng paracetamol. Diéu tri véi N-acetylcystein c6 hiéu quéa hon khi cho thuéc
trong thoi gian duéi 10 gid'sau khi udng paracetamol. Khi cho udng, hda loang dung
dich N-acetylcystein v&i nudc hodc dé uéng khéng c6 rugu dé dat dung dich 5% va phai
udng trong vong mot gid sau khi pha. Cho uéng N-acetylcystein vdi liéu dau tién 1a 140
mg/kg, saudé chotiép 17 liéu nira, méiliéu 70 mg/kg cdch nhau4 gid mdt lan. Cham dut
diéu tri néu xét nghiém paracetamol trong huyét tuong cho thdy nguy co doc hai gan
thap. Clng c6 thé dung N-acetylcystein theo dudng tinh mach: Liéu ban dau 1a 150
mg/kg, pha trong 200 ml glucose 5 %, tiém tinh mach trong 15 phut; sau d6 truyén tinh
mach liéu 50 mg/kg trong 500 ml glucose 5 % trong 4 gid; ti€p theo 1a 100 mg/kg trong 1
lit dung dich trong vong 16 gig ti€p theo. Néu khong cé dung dich glucose 5 % thi c6 thé
dung dungdich natriclorid 0,9 %.

- ADR ctia N-acetylcystein gom ban da (gom ca may day, khong yéu cau phai ngling
thudc), buén nén, nén, tiéu chay va phan ingkiéu phan vé.

- Néu khéng cé N-acetylcystein, c6 thé dung methionin. Néu da dung than hoat trudc
khi dung methionin thi phél hit than hoat ra khdi da day trudc. Ngoai ra cé thé dung
than hoat va/hodc thudc tdy mudi do ching cé kha nang lam gidm hap thu paracetamol.

DIEU KIEN BAO QUAN: Noi khé, nhiét do dudi 30°C, tranh anh sang.

HAN DUNG CUA THUOC: 24 thang ké tif ngay san xuat.

CO SO SAN XUAT:

CONGTY CO PHAN XUAT NHAP KHAUYTEDOMESCO
&t Piachi:S6 66, Quoc 16 30, Phudng My Phi, Thanh phé Cao Lanh, Tinh Bong
Thap
DOMESCO  Diénthoai:0277. 3é51950

NGAY XEM XET SUA DOI, CAP NHAT LAINOI DUNG HUGNG DAN SU DUNG THUGC:
19/9/2017.



