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ACNEKYN 500 mg

Vién nén dai

Céng thife : Mai vién chia Q-_Q
Ac:etarnino?hen s . 5(}0 mg . %ﬁ,»e TY
T4 duge : Tinh bt bapingd, Lactose, Avicel, PVP, Mau Tartrazin, DST, Aerosil, Magnesi stearat.
Trinh bay : / CO PHAN :
SAN XUAT - THLJL;NG MAI

Vi 10 vién, hop 3 vl, hdp 6 vi, va hép 10 Vi

Chai 100 vién, Chai 200 vién, Chai 250 vién va Chai 500 vién DUOC PHMA

Dugc Iye hge:
Acetaminophen (Paracetamol hay N - acetyl - p - aminophenol) la chat chuyén hda cd hoat tinh cla phenacetin, 13 thuo, & u - ha sai-hgu piéu cé
thé thay thé aspirin; tuy vdy, khac vdi aspirin, acetaminophen khéng c6 hiéu qué diéu trj vim. Vdi liéu ngang nhau tinh thee acElanimophen cé tac

dyng gidm dau va ha sdt tuong Wy nhu aspirin.
kcetaminophen lam gidm than nhigt @ ngudi bénh s61, nhung hiém khi lam gidm than nhiét 6 nguai binh thudng. Thudc téc dgng Ién ving dudi déi gdy
ha nhiét, tda nhiét tang do gian mach va tang luu lugng mau ngoai bién.
Acetaminophen, vol liéu di€u tri, it tdc ddng dén hé tim mach va ho hap, khéng lam thay ddi can béng acid - base, khong gay kich ing, xudc hodc chay
mau da day nhu khi ding salicylat, vi acetaminophen khéng tac dung trén cyclooxygenase toan than, chl tdc ddng dén cyclooxygenase/prostaglandin cla
hé thdn kinh trung vong. Acetaminophen khdng cd tdc dung trén tiéu cdu hodc thdi gian chay mau.
Khi ding qué liéu acetaminophen mgt chal chuyén haa la N - acetyl - benzoguinonimin gay d6c nang cho gan. Liéu ktinh thudng, acetaminophen dung
nap 161, khéng ¢ nhiéu téc dung phy cla aspirin. Tuy vay, qua liéu cap tinh (trén 10 g) lam thuong 1dn gan gay chét ngudl, va nhing vu ngd dc va W
vin béng acetaminophen da tang lén mdt céch déng le ngai trong nhiing ndm gédn day. Ngoal ra, nhiéu ngudi trong d6 €6 ca thdy thudc, dudng nhu

khéng biét tic dung chdng viém kém clia acetaminophen.

Dudc dong hoc :
Hép thu :
Acetaminophen duge h&p thu nhanh chéng va hau nhy hoan todn qua dudnc fiéu hda. Thdc an cé thé 1am vién nén gidi phdng kéo dai acetaminocphen
cham dugc hip thu mét phén va thic 4n gidu carbon hydrat lam gldm ty 1€ 1/4p thu cla acetaminophen. Néng d¢ dinh trong huyél tuong dat trong vong
30 dén 60 phit sau khi uéng véi li€u diéu tri.
Phén bé :
Acelaminaphen phin bd nhanh va déng déu trong phén I6n cac mé ciia cd thé. Khoang 25% acetaminophen trong méu k€t hgp voi protein huyét ugng.
Théi trif :
Nia doi huyét tuong clia acetaminophen 1a 1,25 - 3 gid, ¢6 thé kéo dai vdi liéu gay doc hodc d ngudl bénh co thuong tén gan.
Sau lidu digu tri, cd thé tim thay 90 dén 100% thubc trong nude ti€u trong nody thd nhat, chi yéu sau khilién hgp lrung gan vdi acid glucuronic (khodng
60%), acid sulfuric (khoang 35%) hodc cystein (khodng 3%); cling phat [ién thdy mgt lugng nhé nhiing chat chuyén hda hydroxyl - hod va khi acetyl.
Tré nhé it khd nang glucuro lién hgp vdi thudc hdn so vdi ngum Ién.
Acetaminophen bj N - hydroxyl hoa bdi cytochrom P450 @€ tac nén N - acetyl - benzoguinonimin, mdt chét trung gian cé tinh phan Ung cao. Chat chuyén
hda nay binh thudng phan ung véi cac nhom sulfhydryl trong glutathion va nhu vay bi khi hoat tinh. Tuy nhién, néu udng liéu cao acetaminophen, chat
chuyén hoa ndy duge tao thanh vdi lugng dud d€ lam can kiét glutathion clia gan; trong tinh trang dé, phan dng ctia né vdi nném sulihydryl cia protein
gan tang Ién, ¢6 hé din dén hoal t gan. '

Chl dinh :
Acetaminophen dugc ddng rgng rai trong diéu trf c&c ching dau va sot t nhe dén via.
Pau : Dude ding 6€ gidm dau tam thai trong didu trj chiing dau nhe vé via, Thude cé hiéu qua nhét 12 1am gidm dau cudng df thép c6 ngudn goc khdng
phai la ndi tang. Acetaminophen khong cé téc dung irf thép khdp, I& thude thay thé salicilal 4é giam dau hodc ha sét.
S6t: Thung duge ding d& giam than nhié: ¢ ngudi bénh sot.

Chéng chi dinh :
Ngu6i bénh nhiéu 1in thi€u méu hoac ¢6 bénh tim, phdi, than hoZc gan.
Ngudi bénh qua mén vdi acetaminophen.
Ngudi bénh thidu hut glucose - 6 - phosphat dehydro-genase.

Ligu lugng vi cach dung :
Dung dudng uéng.
Ngui I6n : Ligu udng thuéns ding mét 14n ciia Acetaminophen ia 0,2 — 1,0 g, udng 3 - 4 ldn/ngay, khdng duge vugt qué 4,0 g/ngay. Khodng céch gida
cdc lan ddng It nhat td 4 dén 6 gid
Liéu lugng cé thé khac nhau tdy theo tudi tac va trigu chung cla bénh nhéan.

Tdc dung phy :
Ban da va nhﬂng phén dng di ing khac thinh thodng xay ra. Thudng I ban dé hodc may day, nhung ddi khi nang hon va cé thé kém theo sét do thudc
va thuong 16n niém mac. Ngudi bénh man c&m vdi salicylat hi€ém man cam vdi acetaminophen va nhing thudc cé lién quan. Trong mét sé it trudng hap
riéng I8, acetaminophen da gay gidm bach cdu trung tinh, gidm tiéu cu va giam toan thé huyét cdu.
it gdp, 1/1000 < ADR < 1/100
Da: Ban.
Da day - ruét: Budn nén, nén.
Huyét hoc: Loan tao mau (giam bach cdu trung tinh, gidm toan thé huyét ciu, gidm bach cdu), thiéu mau.
Thén: Bénh thén, ddc tinh than khi lam dyng dai ngay.
Higm gap, ADR < 1/1000
Khac: Phan ding qua mén
Théng béo cho béc si nhiing tac dung khdng mong mudn gap phai khi st dung thuéc.

Thén trong khi ding :
Acetaminophen tuong déi khdng dgc vai liéu diéu tri. B6i khi cé nhiing phan ung da gém ban dat sdn ngua va may day; nhiing phéan Ung man cam khéc

gém phd thanh quan, phi mach, va nhiing phan dng kiu phan vé co thé it khi xdy ra. Giam ti€u céu, glarrl bach cdu, va giam toan thé huyét cdu da xay

ra véi viéc si dung nhiing dén chat p - aminophenol, déc biét khi ding kéo dai cdc liéu I6n. Gidm bach cdu trung tinh va ban xudt huyét giam tidu cdu da
xay ra khi ding acetaminophen. Hiém gdp mat bach cau hat ¢ ngudi bénh ding acetaminophen.
Ngudi bi phenylceton - nig¢u (nghia Ia, thi€u hyt gen xéac dinh tinh trang cla phenylalamn hydroxylase) va ngudi phai han ché lugng phanylalamn dua vao
cd thé phai dugc canh bao la mot s6 ché phdm acetaminophen chia aspartam, sé chuyén hoa trong da day - rudt thanh phenylalanin sau khi udng.
Mat s6 dang thudc acetaminophen c¢6 trén thi trudng chia suliit cé thé gay phan ting ki€u di Ung, gém ca phan vé va nhiing con hen de doa tinh mang
hodc it nghiém trong hon & mot s6 ngudi qua méan. Khong bigt rd 1y 1& chung vé gua man vdi sulfit trong d&n ching néi chung, nhung chéc la thdp; sy
qué man nhy vay cd vé thuéng gép & ngudi bénh hen nhiéu hon & ngudi khong hen.
Phai ding acetaminophen than trong & ngudi bénh ¢ thi€u mau i trude, vi ching xanh tim cé thé khéng bi€u 16 16, mic di cé nhing néng dg cao nguy
hiém cia methemoglobin trong mau.
Udng nhiéu rugu c6 thé gay tang dgc tinh vdi gan cla acetaminophen; nén tranh hodc han ché udng rugu.
Ding théan trong vl ngudi bi suy giam chuc nang gan hodc than.




https:/irungtamthuec.com/—— . SR

Tulrg tinthude;
Udng dai ngay ligu cao aceiaminophen lan, tang iihe tac cung chdng déug clia coumarii v 4Zn chit indandion. Tae dyng nay c¢6 vé it hoic khéng quan

" trong vé 1am sang, nén acetaminophen duge ua ding hon salicylat khi can gidm dau nhe hodc ha s61 cho ngudi bénh dang diing coumarin hodc dén chi
indandion. /
Cén phéi chd ¥ dén khd nang gay ha s6t nghiém trong & ngudi bénh diing déng théi phenothiazin va liéu phap ha nhist.
Udng rugu qud nhidu va dai ngay cé thé 1am tang nguy cd acetaminophen gay déc cho gan.
Thuéc chéng co giat (gém phenyloin, barbiturat, carbamazepin) gy cam ung enzym & microsom thé gan, ¢d thé Iam tang tinh déc hai gan cla
acetaminophen do tng chuyén héa thudc thanh nhiing chat dgc hai vdi gan. Ngoai ra, diing déng thdi isoniazid vai acetaminophen ciing cd thé dn dén
tang nguy co ddc tinh vdi gan, nhung chua xé4c dinh dudc cd ché chinh xdc cla tuong téc nay. Nguy cd acetaminophen géy déc tinh gan gia ting dang ké &
ngudi bénh udng liéu acetaminophen In hon liéu khuyén ding trong khi dang diing thugc chéng co giat hoac isoniazid. Thugng khong cin gidm lidu &
ngusi bénh ding ddng thdi liéu diéu tri acetaminophen va thugc chéng co giat; tuy vay, ngudi bénh phai han ché ty ding acetaminophen khi dang ding
thudc chéng co giat hodc isoniazid.

Téc dong cla thudc khi léi xe va vin hanh mdy mée : Khéng cé Znh hudng déng ké

Phuy nif c6 thai va cho con b ;
Thai ky mang thai : Chua xéc dinh dugc tinh an toan cia acetaminophen dung khi thai nghén lién quan dén tac dyng khéng mong muén cé thé cé dgi voi
phat trién thai. Do dd, chinén ding acetaminophen & ngudi mang thai khi that cdn.
Thdi ky cho con bi : Nghién ctu & ngudi me ding acetaminophen sau khi dé cho con bd, khang thay c6 tac dung khéng mong muén & tré nhé bi me.

Si dung qué liéu :
Bigu hién
Nhiém dg§c acetaminophen co thé do dung mét liéu doc duy nhat, hodc do udng 14p 1al lidu lon acetaminophen (vi dy, 7,5 - 10 g m&i ngay, trong 1 - 2
ngay), hodic do udng thudc dai ngay. Hoai 1 gan phy thude lidu 12 tae dung ddc cdp tinh nghiém trong nhdt do qua lidu va co thé gay 1 vong.
Budn nén, nén, va dau byng thudng xay ra trong vong 2 - 3 gid sau khi uéng figu doc cla thude. Methemoglobin - mau, din dén ching xanh fim da, niém
mac va mong tay 1a mét d&u higu dic trung nhiém doc cdp tinh din chat p - aminophenol; mdt lugng nhd sulfhemoglobin cing cé thé dugc sin sinh. Tré
em cd khuynh hudng tao methemoglobin dé hon ngudi I6n sau khi uéng acetaminophen.
Khi bj ngé doc néing, ban ddu ¢ thé cé kich thich hé than kinh irung uang, kich dgng, va mé sang. Tiép theo c6 thé 14 dc ché hé thén kinh trung uong;
sling sd, ha than nhiét; mét I14; thd nhanh, néng; mach nhanh, y€u, khong déu; huyét &p thap; va suy win hoan. Tryy mach do giam oxy huyé* wWong déi
va do téc dung iic ché trung tam, tac dung nay chl xay ra vdi lidu rat I6n. Soc co the xdy ra néu gian mach nhiéu. Con co giat nget thd gay ti vong o6 thé
xay ra. Thuéng hon mé xay ra trude khi chét dot ngdtihode sau vai ngdy hon mé.
Dau hiéu 1dm séng thueng t6n gan 6 nén 16 rét trong vong 2 dén 4 ngay sau khi udng li€u doc. Aminotransferase huyét tudng tang (d6i khi tang rét cao)
va néng d6 biflrubin trong huyét tuong cling c6 thé tang; thém nia, khi thuong tén gan lan réng, thdi gian prothrembin kéo dai. C6 thé 10% ngudi bénh bi
ngd déc khdng dugde diéu trj déc higu da co thudng tén gan nghiém trong; trong s6 d6 10% dén 20% cudi cing chét vi suy gan. Suy than cép cing xay ra
& mot s8 ngudi bénh. Sinh thiét gan phat hién hoai td trung 1am tidu thiy trd vang quanh finh mach cia. 6 nhing iridng hop khéng td vong, thudng tén
gan phyc hdi sau nhiéu wén hoéc nhiéu thang.
Didu tri
Chén dodn sém rdt quan trong trong diéu tri qud liéu acetaminophen. Cé nhilng phuong phap xdc dinh nhanh ndng dé thudc trong huyét tuong. Tuy vay,
khéng dugc tii hodn diéu trj trong khi chd két qua xét nghiém ndu bénh sl agi ¥ 12 qué lidu nang. Kni nhiém dge nang, diéu quan trong 1& phai didu tri hé
trg tich ciyc. Cén rda da day trong moi frudng hgp, 161 nhat trong vong 4 gid sau khi udna.
Liéu phép giai déc chinh |4 diing nhdng hop chat sulthydryl, ¢é 18 téc déng mot phan do bé sung dy trd glutathion & gan.
N-acetyicystein cd téc dyng khi udng hodc tiém finh mach. Phai cho thusc ngay lap tic néu chua dén 35 gid k€ W khi uéng acetaminophen. Didu tri v8i N -
acetyleystein cd hiéu qué hon khi cho thudc trong théi gian dudi 10 gid sau khi udng acetaminophen, Khi cho udng, hoa lodng dung dich N - acelyluystein
voi nude hodc d5 udng khong co rugu dé dat dung dich 5% va phai ubng trong véng 1 gid sau khi pha. Cho udng N - acelylcystein véi li€u ddu tién 1a 140
mg/kg, sau d6 cho tiép 17 liéu nita, mdi liéu 70 mo/kg cdch nhau 4 gié mét 1&n, Cham dit didu tri néu xét nghiém acetaminophen trong huyét tudng cho
thdy nguy co déc hal gan thap.
Tdc dung khong mong muén cla N - acetylcystein gém ban da (gém c& méay day, khéng yéu céu phéi ngung thugc), budn ndn, nén, la chay, vé phan tng
ki€u phan vé. =
Néu khong cd N - acetylcystein, ¢6 thé ding methionin (xem chiuyén iugn Methionin). Ngeai ra c6 thé ding than hoat va/io
kha nang lam giam h&p thy acetaminophen.

Bao quan : Noi khé, nhiét d6 dudi 30°C, tranh dnh sing.

Thudc sén xust theo DDVN IV
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DQC KY HUGNG DAN SU SUNG TRUGC KHI DUNG 197 c6 P)&N >N
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC S (15 {540 XUAT - TG g )
o DAUQC ,_._. Kl
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