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2 Cfic"dﬁu hiéu lwu y va khuyén cdo khi dung thude

Poc k¥ huéng dan st dung trude khi ding

Pé xa tam tay tré em.

Néu cin thém théng tin, xin hdi ¥ kién ca thiy thube.

Khéng dung khi thude di hét han sir dung, bién mau. ..

3. Thanh phin cong thirc thude

Thanh phén durgc chit: Paracetamol.........ooovovei oo 500 mg.

Thanh phé.n ta duge: Lycatab PGS, calci carbonat, plasdone S630, kollidon® CL-F, aspartam,
sucralose, talc, magnesi stearat, colloidal silicon dioxyd, crosscarmelose natri, bot mui dau
....................................................................................................... vira du 1 vién.

4. Dang bao ché: Vidn nén phin tan

M0 ta dang bao ché: Vién nén dai mau tring, hai mat hoi 161, mot mit ¢6 vach ngang khic
trén vién, canh va thanh vién lanh lan.

5. Chi dinh

Diéu tri sét va dau khi bi cim va cam lanh, st va dau sau khi tiém véc-xin, dau ddu, dau rang,
dau day théan kinh, dau lung. dau co, dau bung kinh.

6. Cach dung, litu ding

Cich dung

Nqét vién thudc véi nhidu nude hodc hoa tan trong nhiéu nudc, khudy déu va u(")ng.

Liéu dung

- Nguoi 16n va tré em trén 15 tudi: Udng 1-2 vién/lan, tdi da 6 vién/24 gid.

- Tré em tir 12-15 tubi: M3i lan 1 vién, 4-6 1an/24 gio.

- Tré em tit 9-12 tudi: Mdi 1an 1 vién, 3-4 1An/24 gio.

- Tré em tir 6-9 tudi: Mdi lan Y vién, 4-6 lan/24 gid.

Khoang céch gifta cdc 1in dung thude phai it nhét 1a 4 gi¢. Khi céc triéu chimg s&t va dau tai
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phét, chi dung lai sau 4 gid. Tan suét ding thudc thap hon danh cho tré em & gidi han dudi
clia nhém tudi twong Gng.

7. Chéng chi dinh

Qué mn véi paracetamol hodic véi bt ki thanh phan ndo ciia thudc.

8. Canh bso va thin trong khi dung thudc

Khéng nén ding céc thube khic ¢ chira Paracetamol. Ding qué nhiéu liéu trong 1 14n c6 thé
gdy ton thuong nghiém trong cho gan.

J tré dwoc didu tri bing paracetamol 60 mg/kg/ngdy, chi nén két hop véi mot loai thudc ha
sOL khéc trong truong hop duge chimg mirh 14 paracetamol khong cé hiéu qua.

Suy gan, suy thin

Cén than trong khi st dung Paracetamol cho bénh nhén suy than vira va néng, suy gannhe dén
trung binh (bao gdm hdi ching Gilbert), suy gan nang (child-pugh>9), viém gan cAp tinh,
diéu tri ddng thoi véi céc thude anh huong dén chic ning gan, thiéu hut glucose-6-
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phosphatedehydrogenase, thiéu mau tén huyét, mdt nuéc do lam dung rugu va suy dinh
du®ng mén tinh.

Str dung rugu

Nguy co qua liéu cao hon & nhitng ngudi méc bénh gan do ruou khong xo gan. Cén than
trong trong trudng hop nghién rwou mén tinh. Liéu hang ngay khang dwoc vuot qua 2000 mg
trong trudmg hop nay. Khong nén sir dung ruou trong thoi gian diéu tri bang Paracetamol.
Thudc ¢6 chira natri ¢6 thé bat loi dbi voi bénh nhan dang theo ché do an it mudi. Ngoai ra,
thude chira aspartam do d6 khong nén st dung d61 véi bénh nhan mic bénh phenylketonuria.
Thin trong va cinh bdo dic biét khi sir dung thude: Béc st can canh bao bénh nhan vé cic
dAu hiéu cua phan ng trén da nghiém trong nhu hoi chimg Steven-Jonhson (SJS), hgi ching
hoai tir da nhiém doc (TEN) hay hoi chimg Lyell, hdi chimg ngoai ban myun mu toan than ca"ip
tinh (AGEP).

Phan ¢mg phy nghiém trong trén da mic du ti 1¢ mac phai 1a khong cao nhung nghiém trong,
thdm chi de doa tinh mang bao gr:‘)m hoi chimg Steven-Jonhson (SJS), hoi chimg hoai tir da
nhiém doc: toxic epidermal necrolysis (TEN) hay hoi ching Lyell, hdi ching ngoai ban mun
mu toan than cép tinh: acute generalized exanthematous pustulosis (AGEP).

Triéu ching cua céac hoi ching néu trén duge md ta nhu sau:

- Héi chimg Steven-Jonhson (SJS): 1a di ing thude thé bong nude, bong nude khu trii & quanh
céc hdc ty nhién: mat, miii, miéng, tai, b phan sinh duc va hdu mén. Ngoai ra ¢6 thé kém sbt
cao, viém phéi, rbi loan chitc ndng gan thin. Chan doan hoi ching Steven-Jonhson (SJS) khi
¢6 it nhdt 2 héc ty nhién bj tén thuong.

- Hi chimg hoai tir da nhiém doc (TEN): la thé di timg thube ndng nhét, gém:

+ Céc tbn thuong da dang & da: ban dang sdi, ban dang tinh hong nhiét, hdng ban hodc céc
bong nude bing nhiing, céc tén thwong nhanh chéng lan toa khip ngudi;

+ Ton thirong niém mac mét: viém gidc mac, viém két mac ma, loét gidc mac.

+ Tén thuong niém mac duong tiéu hoa: viém miéng, trot niém mac miéng, loét hau, hong
thwre quan, da day, rudt;

+ Ton thuong niém mac dudng sinh dyc, tiét niéu.

+ Ngoai ra con cé cdc triéu chiig toan than trdm trong nhu sdt, xudt huyét dudmg tidu hoa,
viém phdi, viém ciu thn, viém gan... ty 1¢ t vong cao 15-30%.

- Hoi chirmg ngoai ban mun mu toan than clp tinh (AGEP): mun mi v tring nho phét sinh
trén nén hdng ban lan rong. Tén thuwong thudong xudt hién & cac nép gdp nhu nach, ben va
mit, sau do co thé lan rong toan than. Triéu ching toan than thudng c6 la sOt, xét nghiém mau
bach cdu mai trung tinh tang cao.

Khi phat hién nhimg ddu hiéu phat ban trén da dau tién hodc bét ky déu hidu phan vmg qua
mAn nao khac, bénh nhan can phai ngirmng st dung thube. Ngudi da timg bi cdc phan Gmg trén
da nghiém trong do paracetamol gdy ra thi khong duoc ding thude tro lai va khi dén kham
chita bénh ¢an phai thong béo cho nhan vién y té biét vé van dé nay.

9. Sir dung thudc cho phu ni¥ ¢6 thai va cho con b

Thoi k¥ mang thai: Cac nghién ctru duge thuc hién trén dong vat da khéng chimg minh duoc
bét ky tac dung gy quai thai hodc ddc tinh trén bao thai cia paracetamol.,

Mot lugng 16n dit liéu tir phu nit mang thai cho thiy khong c6 bat k¥ di tit hodc nhiém doc
thai nhi/so sinh nao. Cac nghién ctru dich t& hoc danh cho sy phat trién than kinh cta tr¢ em
tiép xtic v6i paracetamol trong tir cung cho két qua khdng thuyét phuc.
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Néu cin thiét v& mit 1am sang, ¢ thé ding paracetamol trong thai ky; voi lidu thap nhét c6
hiéu qua, trong thoi gian ngén nhét c6 thé va ¢ tan sudt thdp nhét co thé.
Thoi ky cho con bii: Paracetamol duoge bai tiét mot lwong nhd qua stra me sau khi uéng. G

lidu diéu tri, c6 thé st dung thude nay trong thoi ky cho con bu.

10. Anh hwong ciia thude 1én kha niing l4i xe va van hainh may méc

Paracetamol khong c6 hodc anh hudng khong ding ké dén kha nang 14i xe va van hanh may
moc.

11. Twong tdc, twong ky ciia thude

Twong tic thuic

- Paracetamol ¢6 thé 1am ting dang ké thoi gian ban hiy cua chloramphenicol.

- Khi sir dung ddng thai paracetamol va zidovudine trong théi gian dai, tinh trang giam bach
cau trung tinh thudng gip homn, ¢6 thé 1a de giam chuyén héa zidovudine.

- Lam dung rugu trong thoi gian dai va sir dung cac chét giy cam (mg enzym gan, chang han
nhu barbiturat, cé thé din dén tinh trang qué lidu paracetamol nghiém trong hon do sy hinh
thanh céc chit chuyén héa doc hai ting 1én va nhanh hon.

- Cén than trong khi diing paracetamol dong thoi v6i flucloxacillin vi viée ding ddng thoi 6
lién quan dén nhidm toan chuyén héa véi ting khoang céch anion, dic biét & nhiing bénh
nhan ¢6 yéu té nguy co

Twong ky :

Do khéng ¢6 cde nghién ciru vé tinh twong ky cua thude, khéng tron lan thube nay véi cée
thude khéc

12. Téc dyng khéng mong mudn ciia thude

C6 it thc dung phu xay ra & lidu diéu tri. Tuy nhién, phan ing di ung, chi yéu la phat ban, ndi
mé day va st di duge mé ta.

Hiém khi ciing duroc quan sat théy: mét bach cau hat (sau khi str dung kéo dai), ban xuat huyét
giam tiéu cdu va thiéu méu tan mau.

Rét hiém khi quan st thdy phan mg da nghiém trong.

Viém than k& déi khi duoc quan sat thiy sau khi sir dung lidu cao trong thoi gian rdt dai.
Luong 6 gam paracetamol da c6 thé gy tdn thuong gan, lugng 16n hon gay hoai tir gan khong
héi phuc. Tén thuong gan sau khi str dung lau dai 3-4 gam paracetamol mdi ngdy da duoe béo
cao.

Xt tri ADR: Néu xay ra ADR nghiém trong, phai nging sir dung paracetamol. V& diéu tri, xin
doc phan “Qua liéu va xir trf”.

Théng bao ngay cho bdc sy hodgc dwge si khi gip cdc tic dung khéng mong mubn nhw trén
khi siv dung thudce hodc bdo cdo cdc phin teng c6 hai ciia th uéce vé Trung tam Thong fin
thuée va Theo déi phin ting cé hai ciia thuée (ADR) Quéc Gia. Dia chi: 13 - 15 Lé Thinh
Téng - Hoan Kiém - Ha Npi. Dién thoai: 024.3.9335.618; Fax: 024.3.9335642;
Email: di.pvcenteri@wgmail.com

13. Qu4 lidu va cdch xi tri

Triéu chiing

Nhidm doc paracetamol c6 thé do ding mt lidu doc duy nhéit, hodc do ubng lap lai lidu 16n
paracetamol (vi du 7,5 - 10g mdi ngay, trong 1 - 2 ngdy) hodc do ubng thudc dai ngay. Hoai
tlr gan phu thudc liéu 1a tic dung doc cép tinh nghiém trong nhit do qua liéu, co thé gay tir
vong.
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Budn non, ndn va dau bung thudng xiy ra trong vong 2 - 3 gio sau khi ubng lidu déc cta
thudc. Methemoglobin méu din dén chimg xanh tim da, niém mac va méng tay 1a ddu hiéu
ddc trung cta nhiém doc c:ftp tinh din chat p-aminophenol; mdt luong nhé sulfhemoglobin
cling 6 thé duge san sinh. Tré em c6 khuynh huéng tao methemoglobin dén hon nguoi lon.
Khi bi ngd ddc¢ ning, ban diu c6 thé c6 kich thich hé than kinh trung wong, kich déng va mé
sang. Tiép theo c6 thé 13 wrc ché hé thn kinh trung wong: sting s, ha thin nhiét, mét la, th
nhanh, néng; mach nhanbh, yéu, khong déu, huyét ap thap va suy tudn hoan. Truy mach do
giam oxy huyét twong ddi va do tic dung tic ché trung tim, tdc dung ndy chi xdy ra voi liéu
rat 16n. Sbe c6 thé xay ra néu gidn mach nhidu. Con co giat nghet thé gy tir vong 6 thé xay
ra. Thuomg hén mé xay ra trude khi chét dot ngdt hodc sau vai ngay hon me.

D#4u hiéu 1am sang thuong tdn gan tré nén rd rét trong vong 2 dén 4 ngay sau khi udng lidu
doc. Aminotransferase huyét tuong ting (d6i khi ting rit cao) va nong dé bilirubin trong
huyét tuong cfing c6 thé tang. Khi thuong tén gan lan rong, thoi gian prothrombin s& kéo dai.
Khoang 10% ngudi bénh bi ngd ddc khong duge didu tri ddc hiéu di co thuong ton gan
nghiém trong; trong d6 10 - 20% cudi cting chét vi suy gan. Suy thén cdp cling xay ra & mot
s6 ngudri bénh. Sinh thiét gan phat hién hoeai tir trung tdm tidu thuy trir ving quanh tinh mach
clra. Trudmg hop khong tir vong, thuong tén gan phue hdi sau nhiéu tudn hodc nhiéu thang.
Xk tri

Chén do4n sém rit quan trong trong diéu tri qua lidu paracetamol. Cé nhitng phuong phap xéc
dinh nhanh ndng do thudc trong huyét twong. Tuy vay, khong duoc tri hodn diéu tri trong khi
che két qua xét nghiém néu bénh s goi 7 14 qua lidu nang. Khi nhiém doc nang, diéu quan
trong 1a phai diu tri hd trg tich cuc. Can rira da day trong moi truong hop, tot nht trong
vong 4 gi¢r sau khi udng. Phai dung thudc giai ddc ngay lap tic, cang sém cang tot néu chua
dén 36 gidy ké tir khi ubng paracetamol. Liéu phép giai doc chinh 1a ding nhimg hop chét
sulthydryl, do bd sung dur triv glutathion & gan. Piéu tri v&i N-acetyleystein ¢ hiéu qua hon
khi cho thudc trong thoi gian dudi 10 gitr sau khi qua lidu paracetamol. C6 thé dung N-
acetylcystein theo dudmg uéng hodic dudng tinh mach. Chdm dut didu tri néu xét nghiém
paracetamol trong huyét tuong cho thiy nguy co doc hai gan thip. ADR ctia N-acetylcystein
gbm ban da (may day, khéng yéu cAu phai ngimng thudc), budn nén, ndn, ia chay va phan tmg
kiéu phan vé.

Néu khong c6 N-acetylcystein, cé thé ding methionin. Néu da dimg than hoat trude khi ding
methionin thi phai hat than hoat ra khoi da day trude. Ngoai ra o thé ding than hoat v&/hogic
thude tdy mubi do ching c6 kha nang 1am gidm hép thu paracetamol.

14. Paic tinh dwee lwe hoe

Ma ATC: NO2BEOL.

Nhém duge 1y: Thude giam dau, ha sot.

Paracetamol (acetaminophen hay N-acetyl-p-aminophenol) 14 chét chuyén hoéa cé hoat tinh
clia phenacetin, 12 thube giam dau - ha s6t hitu higu c6 thé thay thé aspirin; tuy vy, khic véi
aspirin, paracetamol khong c6 hiéu qua didu tri viém. Véi lidu ngang nhau tinh theo gam,
paracetamol c6 tac dung gidm dau ha sot trong tu aspirin.

Paracetamol lam giam than nhiét & ngudi bénh sbt, nhung hiém khi lam giam than nhiét ¢
ngudi binh thudong. Thude tic dong 1én ving dudi d6i gay ha nhiét, toa nhiét ting do gidn
mach va tang luvu lwgng mdu ngoai bién.

e K
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Vi lidu didu i, paracetamol it tac dong ¢én hé tim mach va ho hép, khong lam thay doi can
bang acid - base, khong géy kich tmg, loét hodc chay méu da day nhu khi ding salicylat. Tac
dung ctia paracetamol trén hoat tinh cyclooxygenase chua duoce biét day du. Véi lidu 1g/ngay,
paracetamol 1a mét thude e ché cyclooxygenase yéu. Téc dung tic ché ciia paracetamol trén
cyclooxygenase-1 yéu. Paracetamol thudmg duoc chon lam thuée giam dau, ha sbt, dic biét &
ngudi cao tudi va & ngudi ¢6 chéng chi dinh ding salicylat hoac NSAIDs khéc, nhu nguoi bi
hen, ¢6 tién sir loét da day t4 trang va tré em.
Paracetamol khong c6 tac dung trén su két tip tiéu cdu hodc thoi gian chay mau.
Vi liéu diéu tri, paracetamol chuyén hoa chii yéu qua phan tmg lién hop sulfat va glucuronid.
Mot lugng nho chuyén thanh mot chit chuyén héa doc, N-acetyl-p-benzoquinonimin
(NAPQI). NAPQI duoc khir dée bang glutathion va dao thai vao nuée tiéu vashodc mat. Khi
chit chuyén héa khong duge lién hop véi glutathion s& gay déc cho céc t& bao gan va gay
hoai tir t& bao.
15. Dic tinh dwgee djng hoe
Hap thu
Sau khi udng, paracetamol duge hdp thu nhanh va gin nhu hoan toan. Nong do toi da dat
duoe sau 30 phut dén 2 gio.
Phén bd
Thé tich phin b cua paracetamol x4p xi 1 l/kg trong luong co thé. O lidu diéu tri, lién két v6i
protein huyét trong khong dang ké.
Chuyén héa
O ngudi 16n, paracetamol duoe lién hop trong gan vai acid glucuronic (khoang 60%), sulfat
(khoang 35%) va cysteine (khoang 3%). O tré so sinh va tré em dudi 12 tudi, lién hop sulfat
la con dudng dao thai cht yéu va glucuronid héa xay ra & mic do it hon & ngudi 16m. Tuy
nhién, tbng luong ddo thai & tré em vé co ban tuong duong véi & ngudi lon do kha ning sulfat
hoa tang lén.
Thai trir
Paracetamol dugce bai tiét qua nude tiéu, chi yéu dudi dang lign hop glucuronide va sulfat va
khoang 5% khong ddi. Thoi gian ban thai dao dong tix 1 dén 4 gio.
16. Quy cach dong goi
Hop 10 vi x 10 vién, c6 kém t& huéng dan sir dung.
17. Piéu kién bio quin, han ding, tiéu chuin chit hrong ciia thude
Diéu kién bao quan: Noi khd, nhiét d6 dudi 30°C.
Han dung: 24 thang ké tir ngay san xuét.
Tiéu chudn chit lugng: TCCS.
18. Tén, dia chi ciia co sé san xuét thude

Cong ty cb ph?m Dugc phdm Pharbaco Thai Binh

Try s&: L6 CNO1 — Cum cdng nghiép An Ninh, Xa An Ninh, Huyén Tién Hai, Tinh
Thai Binh, Viét Nam
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Tinh Thai Binh, Viét Nam



