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HUONG DAN SU’ DUNG THUOC

YSPPORO SUPPOSITORY 125 mg

DE XA TAM TAY TRE EM
POC K¥ HUONG DAN SU DUNG TRUOC KHI DUNG

THANH PHAN CONG THUC THUOC:
M&i vién YSPPORO suppository 125 mg chia:
Hoat chit: Paracetamol ................ 125 mg
Ta duge: Witepsol W-35.

DANG BAO CHE: Vién dan hinh con sudt, mau tring dén tring nga déng trong vi nhua PVC.

CHI DINH:

Lam giam céc triéu chimg st, dau tir nhe dén trung binh

Vién dan paracetamol c¢o tln, dic biét hitu ich déi véi cdc bénh nhan khong thé sir dung
paracetamol theo dudng udng nhw: bénh nhan sau phau thudt hoac bénh nhén bi budn non va
non.

CACH DUNG, LIEU DUNG:

Li¢u dung:

Tré so sinh tir 3 - 12 thang: Liéu dung nén dugc chi dinh boi thay thudc.

Tréem1-5 tudi: 1-2 vién dat moi 4 dén 6 gio.

LlClI dung can dua trén tudi va cin ndng cua bénh nhén:

1 tum (10 kg): 125 mg (1 vién dan);’]an

5 tudi (20 kg): 250 mg (2 vién dan)/lan

Cich dung:

Chi dung dat hau mon.

Liéu dun;D ¢6 thé duoc nhau lai 1én dén tbi da 4 lan trong 24 gidr. Khoang cach gifra céac lan

dung thuoc khong dudi 4 tiéng ddng ho. Khong ding qua lidu khuyen céo. Lidu cao hon khong
-lam tang tac dung giam dau cua thude. Khong duoc sir dung thude qua 3 ngay, trir khi ¢6 loi

khuyén ctia thay thude. Chi sir dung vién thudc con nguyén - khong bé giy vién dan trudce khi

dung.

CHONG CHI PINH

Chéng chi dinh v6i bénh nhan co tién sir man cam voi paracetamol hodic bat ky thanh phan nao
ctia thudc.

Suy gan ning

CANH BAO VA THAN TRONG KHI DUNG THUOC:
Paracetamol twong doi khong dgc & lidu diéu trj va khi dung dudi su hudng dan cia thay thube.
Tuy nhién, dung qua lidu paracetamol la nguyén nhén chinh gay suy gan cap.
Néu sbt kéo dai trén 3 ngay hogc sot trd lai, hodc dau lién tuc qué 5 ngay can hoi y kién 1hay
thube ngay 1ap tirc. Can sit dung than trong cho cdc bénh nhan bi thiéu mau, bénh tim, phéi,
thén hodc gan.
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Phan tmg da nghiém trong, ¢6 kha nang gdy tr vong bao gdm hdi chimg Steven-Jonhson (SIS),
hoai tir biéu bi nhiém ddc (TEN), hdi chimg ngoai ban mun mu toan thén (AGEP: Acute
generalized exanthematous). héi chimg Lyell tuy hiém nhung da xéy ra voi paracetamol,
thuomg khéng phu thude vao tac dung cia cac thude khac. Tuy cac thube giam dau va ha sbt
khdc (nhu NSAID) ¢6 thé gay cac phan tng twong tu, man cam chéo véi paracetamol khong
x4y ra. Nguoi bénh can phai ngimg diing paracetamol va di kham thay thudc ngay khi thiy phat
ban hodc cac biéu hién khéc ¢ da hodc cic phan mg min cam trong khi didu tri. Ngudi bénh ¢6
tién sir ¢6 cac phan tmg nhu viy khong nén sir dung ché phdm c6 chira paracetamol.
DGi khi ¢6 nhiig phan tng da bao gébm ban dat san ngira va may day, nhitng phan tmg min
cam khac bao gom phu thanh quan, phu mach, va nhiing phén (g kiéu phan vé ¢6 thé it khi
xdy ra. Giam tidu cau, giam bach cdu va giam toan thé huyét cdu da xay ra voi viée sir dung
nhiing dan chat p-aminophenol, ddc biét khi dung kéo dai cac lidu 16n. Giam bach cau trung
tinh va ban xuft huyét giam tiéu cdu da xay ra khi dung paracetamol. Hiém gdp mét bach céu
hat & nguoi bénh ding paracetamol.
Thén trong khi sir dung thubc cho bénh nhan suy thin ning, thiéu hut G6PD, nghién ruou,
biéng an, suy mon, suy dinh dudng man,

Thube nay chita PARACETAMOL.
Khong dung dong thoi vai bat ky ché pham chira PARACETAMOL nao khac

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Phu nir ¢6 thai:

Chua xéc dinh duge tinh an toan cua paracetamol dung khi thai nghén lién quan dén céc tac
dung khéng mong mubn ¢6 thé co doi voi su phat trién cia bao thai. Do d6, chi nén ding
paracetamol cho phu nit mang thai khi that cin thiét.

Phu nir cho con bu:

Nghién ¢tru & phy nit cho con bu, sir dung paracetamol khong gay hai cho tré bi me

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
“Thuoc khéng anh hudng 1én kha nang lai xe va van hanh may moc

TUONG TAC, TUONG KY CUA THUOC:
Twong tic thude:

e Su dung dai ngay liéu cao paracetamol lam ting nhe tac dung LhOnU dong ciia coumarin va dan
chat indandion. Tac dung nay c6 ve it va khong quan trong Ve mat lam sang, nén paracetamol
duoc wa dung hon salicilat khi can giam dau nhe hay ha s6t cho nguol bénh dung coumarin
hoic dén chat indandion.

e Cin phai chiu y dén kha nang gdy ha st nghiém trong & ngudi bénh ding dong thoi
phenothmzm va liéu phap ha nhiét (nhu paracetamol).

o Thudc (.hong co gidt (gdm phenytoin, barbiturat, carbamazepin) gdy cam ing enzym &
microsom gan, ¢6 thé lam ting tinh doc hai gan cua paracetamol do ting chuyén héa thude
thanh nhing chét doc hai voi gan. Ngoai ra, dung ddng thdi isoniazid véi paracetamol cling ¢6
thé dan dén tang nguy co doc tinh véi gan nhung chua x4c dinh duoc co ché chinh Xac cua
twong tac nay. Nguy co paracetamol gdy doc tinh gan tang dang ké ¢ nguoi bénh ubng liéu
paracetamol 16n hon lidu ]dmven c4o trong khi dang dung thude chong co gidt hodc isoniazid.
Thuong khong can giam liéu & ngudi bénh ding dong thoi lidu diéu tri paracetamol va thubc
Lhong co giat; tuy vdy, ngudi bénh phai han ché ty ding paracetamol khi dang ding thude
chdng co giat hoic isoniazid
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Isoniazid va cac thude chéng lao lam tang doc tinh ctia paracetamol dbi véi gan.

Probenecid te ché qua trinh glucuronid hoa cua paracetamol, ¢6 thé anh huong dén su thanh
thai cua paracetamol. Diéu nay can duoc xem xét khi céc thude nay duoc sit dung ddng thdi.
Paracetamol ¢6 thé anh hudng dén duoc dong hoc ctia cloramphenicol. Tuong tdc nay can duoc
xem xét khi cdc thude nay duoc sir dung dong thoi, ddc biét & cac bénh nhan suy dinh dudng.
Su hip thu cta paracetamol ting 1én bdi metaclopramid hozic domperidon va bi giam di boi
colestyramin.

Céc thude kich thich enzym, nhu mot s6 thube chdng dong kinh (phenytoin, phenobarbital,
carbamazepine, primidone) lam giam AUC huyét twong ciia paracetamol xudng khoang 60%
trong cac nghién ctru duge dong hoce. Cac chét khac ¢6 tinh chét enzym, vi du: rifampicin ciing
duge cho 1a 1am giam ndng do paracetamol. Ngoai ra, nguy co ton thuong gan trong khi diéu tri
voi liéu khyén cdo téi da cua paracetamol s& cao hon & céc bénh nhan dugc diéu tri béng céc tac
nhan kich thich enzym.

Twong ky: khéng cé thong tin c6 gid tri

TAC DUNG KHONG MONG MUON CUA THUOC

Ban da va nhimg phan tmg di Gmg khac thinh thoang xay ra. Thuong la ban do hodc may day,
nhung doi khi nang hon va c6 thé kém theo s6t do thudc va thuong tén niém mac. Ngudi bénh
man cam voi salicylat hiém khi man cam véi paracetamol va nhimg thude co lién quan. Trong
mot s6 it truong hop riéng lé, paracetamol dé gay giam bach cau trung tinh, giam tiéu cau va giam
toan thé huyct cau.

It gdp, 1/1000 < ADR < 1/100

Da: Ban.

-Da day - rudt: Buén nén, ndn.

Huyét hoc: Loan tao méu (giam bach ciu trung tinh, giam toan thé huyét cdu, giam bach cdu),
thiéu mau. _

Than: Bénh than, déc tinh than khi lam dung dai ngay.

Hiém gap, ADR < 171000

Khéc: Phan (mg qua man.

Néu xay ra cac tac dung khong mong mudn nghiém trong, phai ngimg str dung paracetamol.

Thong bdo ngay cho bdc si hodc dwge sT khi gap cdc tic dung khong mong muon nhuw trén
khi sir dung thubc hodc bdo cdo cdc phan wng co hai ciia thubc vé Trung tam Théng tin
thube vi Theo déi phan teng c6 hai ciia thuoée (ADR) Quéc Gia.

QUA LIEU VA CACH XU TRi:

Biéu hién qua liéu:
Céc tridu chitng nhidm ddc bao gdm: ndn, dau bung, ha huyét 4p va toat mo hdi. Vang da, ha
dudmg huyét va toan chuyén héa 1a biéu hién chinh ctia suy gan, c6 thé mét it nhit 3 ngay dé
boe 19.
Cach xir tri:
Khi nghi ngo dung qua liéu, can cap ctru ngay ca khi khong c6 cac tri¢u chimg 13 rang. Cac
tri¢u ching qua liéu ¢6 thé cham xuét hién, nhung viée didu tri can tién hanh cang sém cang tét.
Bit ddu diéu tri 24 210 hodc som hon sau khi bi qua liéu c6 thé c6 tac dung ngan lam hai gan
hay tir vong. Théy thudc c¢é thé dung thude giai doc acetylcystein 20% truyén qua dudng tinh
mach.
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DUQC LUC HQC

Nhém tde dung dwoe [y: Thude giam dau, ha sét khong steroid

Mda ATC: N02BEO1

Paracetamol 1a chét chuyén hoé c6 hoat tinh clia phenacetin, 12 thube giam dau ha sét c6 thé
thay thé aspirin; tuy véy. khic v6i aspirin, paracetamol khong cé hiéu qua diéu tri viém. Vi
liéu ngang nhau tinh theo gam, paracetamol ¢¢ tic dung giam dau va ha sOt tuong tu nhu
aspirin.

Paracetamol lam giam than nhiét cia nguoi bénh s6t nhung hiém khi 1am giam than nhiét &
ngudi binh thuong. Thude tic dung 1én viing dudi dbi gdy ha nhiét, toa nhiét tang do gidn mach
va tang luu luong mau ngoai bién.

Paracetamol, v6i liéu diéu tri, it tac dong dén hé tim mach va h6 hip, khong lam thay ddi cén
bfmg acid-base, khong gdy kich tmg, xuéc hodc chay mau da day nhu khi dong salicylat, vi
paracetamol khéng tac dung trén cyclo-oxygenase toan than, chi tic dong dén cyclo-
oxygenase/prostaglandin ctia hé than kinh trung wong. Paracetamol khong c6 tac dung trén tiéu
cdu hodc thoi gian chay mau.

Khi dung quéa lidu paracetamol, mot chat chuyén hoa la N-acetyl-benzoquinonimin gy doc
nang cho gan. Liéu binh thuong paracetamol dung nap tot khong c6 nhiéu tac dung phu cia
aspirin. Tuy vdy, qué liéu cap tinh (trén 10 g) 1am thwong ton gan gdy chét nguoi.

DUQC PONG HQC

Hap thu:

Paracetamol duoc hép thu tot theo ca duong uéng va duong truc trang. Néng do dinh trong
huyét tuong xudt hién vao khoang 2-3 gio sau khu ding duong truc trang. Thoi gian ban thai
huyét tuong khoang 2 gid.

Phan bb:

Paracetamol duge phan b rong khiip co thé, thé tich phéan bé tir 1 dén 1.2L/kg. Paracetamol ¢
thé qua nhau thai va bai tiét qua sita. V6i liéu diéu tri nong @6 trong huyét twong khéng gin két
véi protein huyét tuong.

Chuyén héa:

Paracetamol dugc chuyen héa chu yéu & gan ban; céch lién hop véi glucuronid va sulphat. ¢}
nguoi én vai lidu diéu tri, paracetamol chu yéu gan két voi glucuronide (45-55%) hay sulphate
(20-30%). Mot ty 1€ T.hdp (dudi 20%) dugce (.huycn hoa thanh dan xudt catechol va hop chét acid
mercapturic qua su oxy hoa. Paracetamol dugc chuyen héa khac nhau giira tré so sinh va treé
nho khi so sanh v6i ngudi 1on, gbe sulphate chiém wu thé.

That trur:

Paracetamol duoc bai tiét qua éng than: 85 - 90% liéu ding duoc thai qua nuée tiéu trong vong
24 0id. Paracetamol ¢6 thai gian ban hiy tir 1 dén 3.5 gid.

QUY CACH DONG GOI:
Hop 1 vix 10 vién
Hop 10 vix 10 vién

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUONG CUA THUOC:
Bio quian: O nhiét do duoi 30°C, tranh 4nh sang va 4m
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Han dang: 36 thang ké tir ngay san xudt.
Tiéu chuin chit lwgng: USP

TEN, PIA CHI CO SO SAN XUAT THUOC

® ,
‘ Nha san xuat: Y.S.P. INDUSTRIES (M) SDN. BHD.
Dia chi: Lot3,5,7,12 & 14, Jalan P/7, Section 13, Kawasan
Perindustrian Bandar Baru Bangi, 43000 Kajang,

Selangor, Malaysia.
Y- s- P- Tel: 03-89251215 (4 Lines) Fax: 03-89251298.

Y.S.P. INDUSTRIES (M) SDN.BHD.
(Company No: 199001001034)

Lot 3,35, 7, 12 & 14, Jalan P/7, Section 13,
Kawasan Perindustrian Bandar Baru Bangi,
43000 Kajang, Selangor, Malaysia.

Tel; 03-89251215 (4 Lines) 03-89251287/8/9
Fax: 03-89251298



