10 HUONG DAN SU DUNG THUGC GMP-WHO
®
PANALGAN Effer 500
Dé xa tdm tay cida tré em.
Docky hirdng ddn sir dyung trude khi ding.
1. THANH PHAN CONG THUC THUOC:
Trong gl vién nén sl bot cd chilg:
Thanh phdn hoot chdt: Paracetamol ..................... 500 mg

Thanh phdn td dupe: Acid citric khan, natri hydrocarbanat, natrl carbonat khan, natri benzoat, povidon K30, polyethylen
Qlycol 6000, sucralose, bt huong cam.

2. DANG BAO CHE: vién nén sii bot.
3. CHI DINH: PANALGAN® Effer 500 duoc ding 0€ h it gidm dau tirnhe dén via,

4, LIEU DUNG ~ CACH DUNG
LEu DONG:
Ngudi 16n vd tré em tir 16 tubi trérién: Liéu ubng thong thubng 1§ 500mg-19/1n (1 - 2 vién/1én), 4-6 gl mot In; 16l
da |3 49/ngay (8 vién/ngdy), Liéu t8l da cho 11dn udng 1d 1g (2 vien/1in)
Tréem:

= Tré em dudt 12 tudi: Khdng st dyng vién ndy.

« Tré em tir 12 dén 15 tudi: USng 500mg/1din (1 vién/In), 4-6 gid mot 18n, 161 da 4 1iéu/24 glo.

« Tré em tir 16 tudl dén 18 tudi: Liéu uéng nhi ngudi Ldn.

» Liéu 161 da cho 11dn udng 1a 1 vien/dn.
Ngudi suy than: Trong truimg hop suy than nén gidm liéu nhu sau:

Miclccluthdn | Uk
10- 50 mi/phit ~ S00mgmdiGglo
_<lomiphit | Soomgmbisgly

Ngudi suy gan: 0 nhimg bénh nhan suy gidm chiic ndng gan holc hdi chimg Gilbert, phdi gldm liéu hodc khodng cich
iéu kéo di. Lidu higu dung hang ngay khdng duac vugt qud 60 mg/kg/ngay (181 da 2g/ngdy) trong cic tinh hubng
sau: Ngudi 16n ndng dudi 50 kg. Suy gan nhe dén trung binh, hoi ching Gilbert (vang da khong tan mau di truyén). Mt
nudc. Suy dinh duling man tinh, Nghién rigu man tinh, C6 thé udng paracetamol ddng tho vl thic phdm v d6 ubng
ma khdng dnh hudng dén higu qud cda thube.

Tdn sudt diing thudc: Khodng lidu cu thé phu thudc vao cdc tridu chimg va liéu t8l da hang ngdy. Ty thuc vao sy tdi
phat clia cac tribu ching (s61 va/hodic dau), cho phép ding liéu 13p 1al. Tuy nhién, t8t nhdt khong nén 13p lal liéu dudi
6 glir va trong moi truding hap khong dugc dudi 4 gid. G tré vi thanh nién nén thubng xuyén dang iéu cich nhau, bao
g6m c ban dém, 16t nhat 1a trong khodng 6 it néu cn ¢6 thé I3p 1ai liéu trong khodng thii glan 8l thidu 1a 4 gio.
Néu dau kéo dal han 5 ngdy hodc sot kéo dai han 3 ngay, hodc xudt hién cdc triéu ching té hon, nén ngung diéu trf va
tham khao y kién cda b si.

CACH DONG: Hba tan vién sili véi nuidc cho tan hodn tohn trudc khi ubng.

5. CHONG CHI DINH: Qus mén véi paracetamal hodc véi bit ky thanh phdn ndo cla thuc.

6. CANH BAO VA THAN TRONG KHI DUNGTHUGC:

Strdyng lu dal hodc thutmg xuyén khong duac khuyén khich. Banh nhdn khdng nén ding déng thi voi cic thube khic
¢ chifa paracetamol. Dung nhidu liéu hing ngdy cd thé gdy t6n thuong gan nghiém trong; trong truong hap A4 sumét
¥ thirckhong xdy ra. Tuy nhién, cdn dén casdry té ngay. Sit dung kéo dai cd thé gdy hai trirkhi duge glam sdty 1é. (thanh
thiéu nién dugc diéu tri val 60mg/kg paracetamol hang ngay, sur ket hp vl thutic ha s6t khdc khong dugc chimg minh
ngodi trir trutmg hop st dung paracetamol khong hiu qud. Thin trong khi diing paracetamol cho bénh nhan suy thin
vifa va ndng, suy gan tif nhe dén trung binh (bao gém hdj chitng Gilbert), suy gan nang (child-pugh > 9), viém gan cdp,
diéu tr] dBng thif véi cac thubc khdc dnh huting dén chic niing gan, thiéu glucose-6-phosphat dehydrogenase, thitu
mau tan huyét, mdt nude do ubng rugu va suy dinh dung man tinh. Cac nguy ca qud liéu 1dn hon & nhimg ngutt ¢
bénh gan do nigu khong xa gan. Can thin trong trong trung hap nghién rigu man tinh. Liéu ding hang ngay khéng
dugc vuot qud 29 trong trudng hap ndy. Trong khi diéu trj vai paracetamol khang nén udng rugu. Cin thn trong [
nhiing bénh nhdn hen suyén nhay cm véi aspirin, vi co thit phé quin bdi phan ung dnh sdng vai paracetamol (phan
g chéo) 83 duigc bio cdo dudi 5% s8 bénh nhan dufgc xét nghiém. San phém chida 17,5 mmol (401,9mg) natri méi
vién, cn can nhic khi dung & bénh nhan 6 ché 4 an kitng mul, Trong trung hgp s6t cao, hodc 6 dfu hidu nhitm
triing thir phat hodc kéo dai cac tridu ching, nén gdp bac sT € dugc tu vin, Nén dén co sy 1€ ngay trong truding hop
qué liéu ngay cd khi bénh nhan cm thdy khde vi nguy co t6n thuong gan khang hél phuc.

7.50 DUNG THUGC CHO PHY N COTHAI VA CHO CON BU:

Phy nit mang thai: Cic nghién ciu dich t& hoc chua phit hi¢n dugc doc tinh cila thudc trén phy ndl 8 thal.
Paracetamol dugc col 13 an todn trong liéu diéu trj binh thutmg d€ sir dung ngdn han nhy mit thudc gldm dau/ha sét
nhe trong thal ky.

Phy nir cho con bui: Thudc  tiét trong sa me nhung voi lugng nhd, khong gdy tac dung dugc ly. Cho dén nay, khang
¢ phan img phy hodc tdc dung khong mong muGh dugc biét dén lién quan dén cho con bu. Lidu diéu trf paracetamol
<6 thé duge diing trong thoi gian cho con bu.

8. ANH HUGNG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Thubic khong dnh hung trén khd ndng vin hanh miy méc hay 14 tou xe.

9. TUONG TAC, TUONG KY CUA THUGC:

Cic chit gdy doc cho gan cd thé 1am ting khd nang tich Iy paracetamol v gdy qud liéu. Nguy nhiém doc gan cia
paracetamol ¢ thé tang lén do cdc thudc gdy ra cac enzym microsom gan nhu barbiturat, thubc chng trdm cdm ba
vbng vA rvgu. Probenecid: Lim gidm gn 2 1in d6 thanh thal cla paracetamol bang cach e ché sigfién hop clia nd véi
acid glucuronid. Cén glam liéu paracetamol khi diéutrf d6ng thot vl probenecid. Satfcylamld: Co Ihi kéo dai thi glan
ban thal cla paracetamol. Metoclopramid va Domperidon: Lim ting hip thu paracetamol, Cholestyramin: Lim
gidm hap thu paracetamol. Sit dyng ddng thoi paracetamol (4 g mdi ngay trong it nhst 4 nghy) v6i thudcchdng déng
dung udng c6 thé din dén nhiimg thay A6] nhod vé gid tri INR. Trong trudng hap nay, viéc tang glam sa cic glatrj INR
nén duge thyc hién trong sudt that gian két hgp va sau khi nging hoat dong. Tac dung chbng dong cha warfarin vd cdc
coumarin khac c6 thé 1ang Ién vi strdung paracetamol thutmg xuyén kéo dai hdng ngay va lm ting nguy o chdy mau;
liéu lugng khéng thang xuyén khdng c6 tc dyng dang k6. Isoniazid: Lam gldm a0 thanh thdl paracetamol, vol khi
nang ting cudng hoat dbng va/hodc doc tinh cda n, bing cach Uc ché chuyén hoa 6 gan. Lamotrigin: Paracetamol
1am gidm sinh kha dung ciia lamotrigin, cd thé gidm téc dung cla né, do o thé 1am tang sy trao A6l chat cba nd trong
gan. Lién quan dén cdcxét nghiém trong phong thi nghiém: Paracetamol ¢ thé anh hutng dén xét nghiém acld
uric bing acid wolframatop phosphoric, va xét nghiém dugng huyét bAng glucose-oxydase-peroxydase.

10.TAC DUNG KHONG MONG MUON CUA THUOC:
Tén sudt st dung quy udc sau Ady: Rdt phd bidn (> 1/10); phé bién (> 17100 dén <1/10); khdng phd bidn (> 1/1000
dén <17100); hiém (> 1/10000 dén <1/1000); rdt hiém (<1/10000), bao gbm cdc bdo cdo phan 1dp; khdng biét: 1n

13XT00362

sulit khong thé udc tinh duoc 1 di lidu co sin. Trong mbi nhom tén 56, tac dyng khdng mong mudn duge trinh bay
theo thi ty gldm dén

Thn sult Wb co quan Tribu chiimg |
Mau va hvé bach huyét 6 loan théu chu, ] loan tf bao géc
| Hé midn dich Dj iing (bao gém phi mach)
[ Tam thin Tedm cAm (NOS: khdng wac dinh cy thé), nhim n, do glic
14 thin kinh Run ry NOS, dau ddu NOS
Mt Tdm nhin bit thutmg
& oo | "™ .
<1/1000) Tiéu hoa Xudt huyét NOS, dau bung NOS, tidu chiy NOS, budn ndn, ndn mia
Gan-mit Chaic nang gan bat thdng, suy gan, hogi 1 gan, ving da
Da vi md dudl da Noua, phat ban, ra md hol, ban xult huyét, pho mach, néi miy day
Cdcrdi loan khac Chong mat, kho chiu, s6t cao, an thin, twang tac thude NOS
Chdn thuong, ngd doc va bién | Qud ligu vi ngd dbc
dumg o ) p
Gan-mt Ngd doc gan
Cac rii loan khdc Phdn (mg qud min (yéu chu ngung diéu tr)
Mau va hé bach huyét G tiéu chu ;
Gldm bach chu |
Gidm bach cu trung tinh |
u tan huyét |
e gl b |
Chuyén héa va dinh dubng | 1o dutng huyét |
Thin-Tiét nibu Nutc théu mi vé triig (nuoc tiéu dyc), cac phin dng phu vé thin i
i
[ Da vb mb dudh da ) Phin (mg da nghiém trong 44 dugc bio cho 1

Khong rb: P thanh quan, 56 phan vé, 1hiéu mau, co that ph quin, sy bidn ddi gan va viém gan, sy bién d6i thin
(suy thdn ndng, k& niu, i mau, vd nidu), dnh huding trén tiku hda va chong mat dd duge bio cdo.

11.QUA LIEU VA CACH XUTTRI.

€6 nguy co ngd doc, dic biét a8l véi ngudi cao tudl, & thanh thidu nién, binh hin mdc bénh gan, trong tritng hop
nghitn rgu man tinh, & bénh nhan suy dinh dudng man tinh, Qud liéu cd thé gdy tirvang.

160 thuang gan ¢6 thé xdy ra & nguit Idn di udng 10g paracetamol hodc nhidu han. Vic udng i 5g paracetamol trd
In ¢6 thé din dén tén thuong gan néu bénh nhan 6 cdc ybu t6 nguy co dudi ddy:

» Nfu binh nhan didu tr 1l dai val carbamazepin, phenobarbiton, phenytoin, primidon, rifampicin, St John's Wort

hodc cdc thubic khdc gly chm ing enzym gan.

« Hodc 13 thurdng xuyén ubng nigu vugt qud lugng duoc khuyén cdo,

» Hodc 13 bénh nhdn 6 khd ndng bi mét glutathion vi dy do 11 logn An ubng, x¢ nang, nhiém HIV, suy dinh dudng.
Trigu chimg: Cac triéu ching qud liéu cda paracetamol trong 24 gl ddu tién 1A xanh xao, budn nbn, non, chdn an va
dau byng. T6n thuomg gan ¢ thé ted nén rd rdng sau khi ubng 12-48 gid, BEL thuong vé chuyén hoa glucose vi toan
chuytn hoa co thé xdy ra. Trong nhiém Adc ndng, suy gan cd thé tién trién thanh bénh ndo, xudt huydt, hy dubmg huyét,
phi ndo v t vong. Suy thn cAp Linh val hogl 1 6ng thin cdp, 41 ra mdu vi protein niéu < thé phit trién ngay c
trong trutng hgp khang cd tén thitang gan nghiém trong,

Loan nhip tim va viém tuy dd dugc bio cdo.

Diéu trf: 016u tr) ngay 13 ¢dn thiét trong viéc quan ly qua liéu paracetamol. Mac di thiéu cdc tridu ching som ddng ké,
bénh nhdn nén duge chuyén dén binh vien khdn cdp d€ duge cham socy t ngay 1ap tiie. Cac triu chig co thi b gidi
han bai budn non hodc ndn va cd thé khdng phan anh muc o nghlém trong cia qud liéu hodc nguy o tén thuong co
quan. Sy diu tr) phai phis hop vai cdc hudng din diu tr) duge thict gp.

Dibu tr bing than hoat tinh nén disge xem xét néu qud liéu trong vbng 1 gid. Nén do ndng do paracetamol trong huyét
tuong sau 4 giishodc sau khi udng (nbng A0 ban dau khong dang tin cdy). Vide diéu trf bing N-acetylcysteln b thé duge
sii dung trong 24 gl sau khi uéng paracetamol, tuy nhin, hidu qud bio v 101 da dat duoc sau khiudng 8 git. Hitu qué
cla thudc gidl ddc gidm manh sau thal glan ndy. NEu cdn this, binh nhan nén duge Uém tinh mach N-acetylcystein,
phishgp vat lfch trinh liéu lugng dugc thanh 3p. Néu non mua khong phal 13 vin d, udng methionin c6 the 13 mot gidi
phdp thay thé thich hgp cho cc viing shu ving xa, bén ngoal bénh vién.

Lidu cao natrl bicarbonat 6 thé s gdy ra cdc tribu ching tiéu hoa bao gém o hoi va budn ndn. Ngodl ra, Iiéu cao natrl
bicarbonat ¢ thé gdy ting natel mau; chit dién gidl nén dugc theo dol va bénh nhan nén duac cham séc phis hop.

12. DACTINH DUQC LYC HOC:
Nhdm durge ly: Thube gldm dau v ha s6t; anilid
Md ATC: NO2BEOT

13. DACTINH DUQC DONG HOC:

Hép thu: Paracetamol hp thu nhanh v hodn todn qua dubng tiéu hod. Nong 4 dinh trong huyét tuang dat trong
vbng 30 - 60 phait sau khi ubng val liéu dicu tr).

Phdn bé: Paracetamol phan be nhanh va ddng déu trong phin ln cdc md cla ca thé. Nong d c6 thé so sinh dugc
trong mdu, nudc bot v huyét wang, két hop voi protein huyét tuang thip.

Chuyén hda: Paracetamol dugc chuyén hoa chi yéu 6 gan sau hal qud trinh trao d6i chit chinh: acid glucuronic va
axit sulfuric ibn hop. Qua trinh sau nhanh chdng bdo hoa véi liéu cao hon liu didu tr|. MOt dudng nhd, dugc xic tdc
bl cytochrome PAS0, din dén si hinh thanh mot chat trung glan (N-acetyl-p-benzoguinoneimine) trong diéu kit
sir dyng binh thutmg nhanh chéng ditge khir ddc bang glutathion vi duoc loal bd trang nude tiéu sau khi ket hop vl
cysteln va mercaptopuric acid. Ngwoc |gl, khi nhiém ddc ngng xdy 1a, lugng chit chuyén hoa ddc hal ndy sé tang 1én.
Thai trer: Thal tris chi yéu 1y qua nuide tidu, 90% lidu ubng duge logi bo qua thin trong vong 24 gib, chi yéu 1
glucuronid (60 dén 80%) va lién hop sulphat (20 dén 30%). Duei 5% dugc loal b 0 dang khong thay d6i.

Thist glan bdn thai 13 khodng 2 gio.

14.QUY CACH BONG GOl
» Hop 2 vi (nhom xé), 4 vi (nham xé) x 4 vién
« Hop 2 tuyp x 10 vién.

15. DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUGNG CUA THUOC:
« Bdo qudn: Noi kho mat, nhitt do dudi 30°C, tranh dnh sdng.
« Han ding: 36 thing ké tngdy sbn xudt.
« Tibu chufin cht Iugng: Tiéu chudn co'sd.

16. TEN, DIA CHI CUA €O SO SAN XUAT THUOC
CONG TY CO PHAN DUQC PHAM CUU LONG
Dia chl: 56 150, Dudng 14/9, Phutmg 5, Thanh phé Vinh Long, Tinh Vinh Long
Dién thoal: 0270 3822533 Fax: 0270 3822129



