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A
RHUMENOL FLU 500
Vién nén dai bao phim
CONG THUC: MBi vién nén dai bao phim chia
Acetaminophen 500 mg
Loratadin Smg

Dextromethorphan HBr 15mg

Ta duge: Lactose, Microcrystaline celluiose, Tinh bdt my, Sodium starch glycolate,
Pregelatinised starch, Povidon, Magnesium stearat , Hypromellose, Talc, Titan dioxyd,
Macrogol, Brilliant biue , Green, Tartrazine, Ethanol 96%, Nugc tinh khist.___ vira di
1 vién nén dai bao phim,

CHIDINH:

Rhumenol fiu 500 dugc ding trong diu trj cic chimg dau (dau ddu, dau nhac bip
thit, dau nhic xwong khop......) va sft tif nhe dén wia, ho do hong va phé€ quén bi
kich thich khi cdm Ianh thing thudng hodc khi hit phdi chat kich thich.

CACH DUNG - Lifu DONG:

- Nguai 16n va tré em trén 12 i Ung 1viénAdn, ngay 2 14n.

- Tré em 6-12 w8i: Ubng % vignidn, ngay 2 I4n

- Hodc ung theo huting din cia thdly thubc.

CHENG CHI DINH:

Qué mdn cidm véi cc thanh phén cla thubc. Ngudi bénh nhiéy i4n thigu méu holc c6
bénh tim, phéi, than hodc gan Ngudi bénh thiéu hyt glucose - 6 - phosphat dehydro-
genass. Ngudi bénh dang diu trj cdc thuc de ché moncamin oxydase (MAD). Tré em
dudi 6 tudl,

THAN TRONG VA CANH BAO DAC BIET KHI Sif DNG:

Phdi ding Rhumenol flu 500 than trong & ngui bénh suy gan, holic co thi€u mdu to
truic USng nhiéu rugu co thé gay tang d0c tinh voi gan cla Acetaminophen; nén
trénh hodic han cMuﬁnemeﬁbﬁﬂhbg’hooﬂmﬂnhiﬁud&nvahonﬁn tinh &
OB it thudc, hen hodc trdn khi. Nguts benh o6 nguy ca hotic dang bj suy gidm ho
hép.

Ding Rhumenol fiu 500 c6 fign quan d@&n gidi phéng histamin va nén than trong véi
tré em bj dj dng. Khi ding loratadin, c6 nguy co khd migng, dic bigt & ngudi cao tué,
vé tdng nguy cosdu ring.

* Phén tng phy nghiém trong trén da méc dd 1 1§ méc phdi 1A khong cao nhung
nghiém trong, tham chi de doa tinh mang bao gbm: hoi ching Steven-Johnson (SJs),
hoi ching hoai tf da nhiém dbc: toxic epidermal necrolysis (TEN) hay hdi ching Lyell,
hdi chimg ngoai ban myn mi todn than cdp tinh: acute generalized exanthematous
pustulosis (AGEP)

* Triéu chiing cila cdc hoi ching néu trén duge mé 13 nhy sau:

- Hoi chiing Steven-Johnson (SJS): 14 di g thubc thé bong nube, bong nutic khu tra &
quanh cac hdc ty nhién: mét, mii, migng, tai, b phan sinh dyc va hau mdn. Ngodi ra
<0 thé kém sbt cao, viem phéi, (i loan chic n3ng gan than. Chin dodn hdi ching
Steven-Johnson (SJS) cd Rt nhat 2 hie 1y nhién bi t6n thuong.

- Hidi chiing hoai t da nhidm doc (TEN): 1 thé di iing thubc niing nhdt, gém:

+ Céc thn thuong da dang & da: ban dang s&i. ban dang tinh héng nhigt, héng ban
hodlc edc bong nute biing nhing, cic 18n thuong nhanh chéng lan tda khip ngudi;

+ Tén thuong nigm mac mit: viém gidc mac, vigm k&t mac mi, loét gige mac;

+Tén theong nigm mac dung tiéu héa: viém migng, trot nigm mac miéng, loét hiu,
hong thyc quén, da day, ruot;

+ Tdn thuong nigm mac dubing sinh duc, tiét nigy.

+Ngodi ra con c6 cac trigy chiing toan than trdm trong nhu s6t, xudt huyét dubng tigy
hoa, viem phdi, viem cduthan, viem gan... ty 18 tir vong cao 15-30%

= Hoi ching ngoai ban mun mil tean than ¢dp tinh(AGEP): myn md vd tring nhd phat
sinh trén nén héng ban fan rong. Tdn thuang thudng xust hién & céc nép gdp nhu

14 s, xét nghiém m4u bach cu mugi trung tinh ting cao.

* Khi phdt hién nhitng d4u hiu phét ban trén da ddutién holc bt ky dfu higu phin
ing qud min ndo khdc, bénh nhan cin phdi ngdng sif dyng thudc. Ngubi d3 timg bj
mmmmﬂdamhi!mmnapmmm ra thi khéng duge ding thuse
trd l3i va khi dén khdm chiza bénh c4n phdi thdng bdo cho nhan vien y 16 bidt vé vin
dé nay.

MK?MGTHNV&BHDMW:

"https://nhathuocngocanh.coy hudng dan sii dung thuée (Mat trudc)
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Chi nén diing Rhumenol flu 500 § ngubi mang thai khi that cdn_ Tranh ding cic ché
pham phéi hop Rhumenol flu 500 vesi ethanol cho ngudi cho con b, Loratadin va chat
chuyén héa descarboethoxyloratadin 1i8t vio sia me. N&u cdn st dyng Rhumenol flu

500 & ngudi cho con b, chi diing Rhumenal fiu 500 véi lify thép va trong thi gian
ngdn.

ANH HUBNG LEN KA NANG LAI XE VA VAN HANH MAY mdc:

Dung than trong khi dang i xe hay van hanh may méc do thubc c6 téc dung e ché
thin kinh trung wong cila Dextromethorphan.

TUONG TAC THUGC:

Ulng dai ngay fidu cao Rhumenol fiy 500 lam ting nhe tde dyng chéng dong ciia
coumarin va din eht indandion.UWng ruou qud nhifu va dai ngay ¢6 the tam ting
nguy cd Acetaminophen gay ddc cho gan.

Diéu trj ddng théi Rhumenol flu 500 va cimetidin ddn dén tang néng a4 loratadin trong
huyét tuong 60%.

Diéu trj dbng thai Rhumenol flu 500 va ketoconazol dfin t6i ting nding dd loratadin
trong huyét tuong g&p 3 i4n, do iic ché CYP3A4.

Diéu tri d6ng thoi Rhumenol fiy 500 va erythromycin din d&n ting ndng do loratadin
trong huyt tuong. Tranh ding dbng théi véi cdc thubic de ché MAG. Dang dbng thoi voi

cdc thuic ic ché thin kinh trung wong c6 th tang cudng tAc dyng dc ché than kinh
trung uong ciia nhilng thuc ny hoic clia dextromethorphan.

TAC DUNG KHONG MONG MUGN:

Thudng gap: Thudng Ia ban 43 hodc may day, nhung déi khi nang hon va c6 thé kem

theo s8t do thubc va thuong t6n nigm mac. Bau déu, khd migng, mét mai, chéng mit,

nhip tim nhanh, bubn ndn.

# g&o: Loan ta0 may (gidm bach cdu trung tinh, gidm toan thé huyét cdu, gidm bach i
clu), thidu may, Bé&nh than, ddc tinh thdn khilam dyng daj ngdy. Khd miii va hit hai, R
Hiém gap: Phin ing qua min, trdm cdm. Tim d4p nhanh, loan nhip nhanh trén thit, ——
danh tréng ngyc. Chic ndng gan bat binh thubng, kinh nguyét khdng déu, v chodng :
phdn vé. Hanh vi ki quic do ngd ddc, dc ché hg thdn kinh trung vong va sty hd hip ¢ ——
thé xdy ra khi dang lifu qua cao,

Hdi ching Steven-Johnson (846), hoi chimg da nhim adc (TEN) hay hai ching Lyell,
hdi ching ngoai ban myn mi todn than cdp tinh (AGEP) c6 thé xdy ra khi dang
paracetamol, mc dil ty 18 mic phdi la khdng cao
TMwmmm#mﬁcmﬂm&ummﬁmnﬂkHﬁﬁm
thude.

CAC DA TiNH DUGC LiC HoC - Dugic iNG Hoc:
Duge lye hoe:

Dextromethorphan:

ndo. Mac di c4u tric hoa hoe ¢o fign quan dén morphin, nhung dextrometh
khdng co tac dyng gidm dau va noi chung rdt it tic dyng an thdn.
Dextromethorphan dugc ddng gidm ho nhAt thai do kich thich nhe & phé quin va Yo
AhY cam lanh thong thudng hodic hit phai cdc chit kich thich. Dextromethorpha
hiéu qud nhdt trong diéu trj ho man tinh, khong c6 dom. Thudic thudng duge ding ph \ >
hap véi nhiéu chit khc trong didu ri triu ching duting ho hip trén. Thutic khdng co
téc dyng long dom

Hiéu hyc cla dextromethorphan gén tuong duong véi hiéu lyc cila codein. So véi codein,
dextromethorphan it gay téc dung phy & dutng tigu hoa hon. Ve fidu digu tr, tac dyng
chéing ho clia thulic kéo dai duge 5 - 6 git. 0c tinh thap, nhung v fiéu r4t cao c6 thé
03y dc ché hé thdn kinh tung uong.

Loratadin:

Loratadin 14 thudc khang histamin 3 vong c6 tic dyng keo dai doi khdng chon lpc trén
thy thé H1 ngoai bign va khong c6 tac dung lam dju trén thin kinh trung wong.
Loratadin thude nhém thudic asi khang thy thé H1 the hé thir hai (khdng an théin).
Loratadin ¢6 tic dyng 1am nhe bét trigu ching clia vigm mii va viém k8t mac dj ung
do gidi phong histamin. Loratadin oon c6 tac dyng chéng ngita va ndi may day iign L
quan dén histanin. Tuy nhién, loratadin khong c6 tée dung bao ve hodc trg giip 1Am /
sang dbi véi trudng hop gidi phong histamin ning nhy chodng phin vé. Trong truéing

hop do. diéu tri chis y&u 12 ding adrenalin va corticosteroid.
}Lb;

Thudic khéng histamin khbng c6 vai trd trong difu trj hen,

—umee Ay
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Nhilng thubc ddi kllaqn H1 thé hé thi hai (khdng an thdn) nhw Terfenadin,
asternizol, loratadin, kbfng phin b8 vao ndo, khi ding thubc voi liu thong thubng.
Do db, loratadin khong co ¢ dung an thdn, nguoe véi tac dung phy an thin cla cic
thulc khdng histamin thé hé thd nhat.

Bé difu tri viém mii di dng va may day, loratadin ¢6 tdc dyng nhanh hon astemizol va
cb tic dyng nhu azatadin, cetirizin, chiopheniramin, clemastin, terfenadin va
mequitazin. Loratadin 6 tin sudt tac dung phy, d%c bigt aGi véi hé thén kinh trung
vong, thip hon nhiing thubc khiang histamin thudc thé hé thif hai khac.

Vi vly, foratadin ding ngdy mdt in, tic dung nhanh, dXc biét khdng c6 tic dyng an
thén, 14 thubc lya chon d4u tién A€ didu tri viém mi di dng holic may day djing.
Nhimg thudc khiang histamin khdng c6 tac dung chila nguyén nhan ma chi trg gidp
1am nhe bt triéu chimg. BEnh viém mli di img c6 th# 13 b&ah man tinh va t4i didn; a6
didu tri thanh cong thubng phai diing cdc thubc khang histamin 1au dai va ngat quang,
va sif dung thém nhiing thubc khic nhy glucocorficoid ding theo dudng hit, va ding
kéodai.

C6 thé ket hop loratadin voi pseudoephedrin hydrociorid dé Iam nhe bt trigu ching
ngat mili trong diéu trj viém mi dj dng cd kém ngat mii.

Paracetamol:

Paracetamol (acetaminophen hay N - acetyl - p - aminophenol) 1 chét chuy&n hoa
6 hoat tinh clla phenacetin, 12 thulic giim dau - ha s6t hitu hiu co the thay thé
aspirin; tuy vdy, khac v6i aspirin, paracetamol khdng c6 hidu qua difu tri viém, Vi
lifu ngang nhau tinh theo gam, paracetamal ¢ tic dung giam dau v ha stit tuong ty
nh aspirin.

Paracetamol lam gidm than nhiét & ngudi bénh sbt, ahung hi#m khi lam gidm than
nhiét & ngudi binh thubng. Thudic tic dOng I&n ving dudi d6i gdy ha nhigt, tha nhidt
ting do gidn mach vd tang hau lugng mau ngoai bién.

Paracetamol, voi liéu difu tri, it tic déng d&n hé tim mach va hd hip, khong lam
thay a8i c4n bling acid - base, khdng gay kich tng, xudc hodic chiy mdu da day nhu
khi dung salicylat, vi paracetamal khOng tic dung trén cyclooxygenase toan than,
chi tic dong dén cyclooxygenase/prostaglandin cia hé thin kinh trung uong.
Paracetamol khong c6 tac dyng trén tifu cdu hodic thoi gian chiy mau.

Khi dilng qud fidu paracetamol mft ch&t chuyn hoa 13 N - acetyl - benzoguinonimin
gy ddc ndng cho gan. Liéu binh thubng, paracetamol dung nap t6t, khdng cé nhifu
tac dung phu clia aspirin, Tuy vdy, qud lidu cp tinh (trén 10 g) lam thuong t6n gan
gay chét ngudi, va nhilng vu ngd dbc va tu vin bing paracetamol da ting 16n mot
cich ddng lo ngai trong nhiing ndm gdn day. Ngodi ra, nhifu ngudi trong 46 cb cd
thiy thulc, dubng nhu khdng bift tic dung chBng viem kém clia paracetamol

Difge &Gng hoe:

Dextromethorphan:

Dextromethorphan dugc hip thu nhanh qua duding tiéu héa va co tac dyng trong
vong 15 - 30 phiit sau khi udng, kéo dai khodng 6 - 8 gi¢ (12 gib voi dang gidi phong
chdm). Thusc duge chuyén hba & gan va bai 1€t qua nude tifu dubi dang khdng ddi
va cdc cht chuyén héa demethyl, trong <6 d6 c6 dextrorphan ciing c6 tac dung
gidm ho nhe.

Loratadin:

Loratadin hdp thu nhanh sau khi udng. N8ng dd dinh trong huy#t tuong trung binh
clia loratadin va chit chuyén héa c6 heat tinh clia né (descarboethoxyloratadin)
tvong dng 12 1,5va 3,7 gid.

97% loratadin li&n k&t voi protein huy€t twong. Nira doi cla loratadin 14 17 gio va cla
descarboetho- xyloratadin 1 19 gio. Nia doi cda thuc bign dbi nhibu gila cdc c4
thé, khdng bi 2nh hubng bdi uré méau, ting 1&n & ngudi cao i va ngudi xo gan.

DO thanh thai clia thufic 12 57 - 142 miphit/kg va khdng bj dnh hudng bdi uré mdu
nhung gidm &ngudi bénh xo gan. ThE tich phin bS ciia thubic 1 80 - 120 litkg.
Loratadin chuyén hoa nhiéu khi qua gan 14n ddu boi hé enzym microsom cytochrom
P450; loratadin chil y&u chuyén héa thanh descarbeethoxyloratadin, Ja chdt chuyén
hoa cé tac dyng dugc Iy.

Khodng 80% t8ng Iiéu cila loratadin bai ti€t ra nutc tifu va phan ngang nhau, duti
dang cht chuyén héa, trong vong 10 ngay.

Sau khi ubng loratadin, tic dyng khang histamin cia thubc xuft hién trong vong 1 -

4 gib, dat 15i da sau 8 - 12 gid, va kéo dai han 24 git. Néng d6 cla loratadin va
descarbaeﬂmylormdm dat 1rang mm Gn dinh & phdn 16n ngudi bénh vAo khodng

Paracetamal:
Hip thu
Paracetamol duge hdp thu nhanh chéng v hu nhy hodn todn qua dudng tigu hoa.

Thiic dn co thé lam vién nén gidi phong kéo dai paracetamol cham dugc hdp thu

mdt phén v thic dn gidu carbon hydrat {am gidm 1V 18 hdp thu clia paracetamol.

Ndng d6 dinh trong huy&t tuong dat trong vong 30 d&n B0 phat sau khi uSng voi lifu

didu tri.

Phan b6: Paracetamol ph4n b8 nhanh v& déng déu trong phén I6n cdc md cla co

thé. Khodng 25% paracetamol trong mau k&t hap voi protein huyt tuong.

Thai tnt

Nira d6i huy&t tuong cla paracetamol 1a 1,25 - 3 git, c6 thé kéo dai voi lifu gay doc
hodic & ngudi h&nh co thuong tdn gan.

Sau li€u didu tri, c6 thé tim thdy 90 d&n 100% thuc trong nutic tifu trong ngdy thi

nhit, chd y&u sau khi lign hop trong gan véi acid glucuronic (khodng 60%), acid

sulfuric (khodng 35%) holic cystein (khodng 3%); cling phat hién thdy mot luong

nhd nhiing chét chuyén hoéa hydroxyl - hod va khd acetyl. Tré nhd it khd niing

glucuro ién hop véi thude hon so véi ngudi Ion.

Paracetamol bi N - hydroxyl héa béi cytochrom P450 dé tao nén N - acetyl -
benzoguinonimin, mét chit trung gian c6 tinh phan ing cao. Chat chuyén hoa nay

binh thuing phdn dng v6i cdc nhom sulfhydryl trong glutathion va nhy vay bj kbt

hoat tinh. Tuy nhién, néu ubng li€u cao paracetamol, cht chuyén hoa ndy duge tao

thanh véi lugng di 48 1am can kiét glutathion clia gan; trong finh trang do, phin dng

ciia né voi nhom sulfhydryl clia protein gan tAng 12n, o6 thé din d&n hoai tlr gan.

sl DYNG QuA LIEU VA CACH XU Tr:

Triéu ching o
- Lién quan dén acetaminophen: Bubn ndn, ndn, va dau bung thubng xdy ra trong ——
vong 2 - 3 git sau khi uing liéu ddc clla thube. Methemaglobin - mau, ddn dén chimg
xanh tim da, niém mac va mdng tay 12 mét du higu diic trung nhilim ddc cfp tinh din e
cht p - aminophenol. Khi bi ngd d6c ning, ban d4u c6 thé co kich thich hé thAn Kinh s
trung wong, kich ddng, va mé sing. Ti€p theo c6 thé 12 Uc ché hé thin kinh trung uong; T
siing sb, ha thn nhiét; mét 1A; thd ahanh, ndng: mach nhanh, y&u, khdng déu; huyst ™=
ap thip; va suy tuin hodn.

- Lién quan dén Loratadin: Bufin ngd, nhip tim nhanh, nhic ddu.

- Lién quan dén Dextromethorphan: Bubn ndn, ndbn, bubn ngd, nhin md, rung gidt
nhin cu, bitiéu tién, trang thai 8 me, do gidc, mAt diéu hoa, suy ho hip, cogiat.

Xoti:

- Lién quan dén acetaminophen: C4n nia da day trong moi truing hop.Liéu phap gidi

@fc chinh Ja ding nhiing hop chit sulfhydryl, c6 18 tac dbng mdt phdn do bb sung dy

1ri? glutathion & gan.

- Lign quan dén Loratadin: Trudng hop qua fidu loratadin cdp, gdy ndn bdng siro ipeca

aé thdo sach da day ngay. Ding than hoat sau khj gay ndn co thé gitp ich a8 ngan

ngifa hip thu loratadin.

- Lién quan dén Dextromethorphan: Ding naloxon 2 my tiém finh mach, cho ding

nhéc lai néu cdn ti thng 1ifu 10 mg.

L0t KHUYEN CAO:

Thuie ndy chi ding theo don cda hdc si.

D& xa tdm tay tré em.

Bos ki hudng ddn sit dyng trde khi ding.
NEu cdn thém thong tin xin kdi § kidn bdc s§.
DIEU KIEN BAO QUAN: Noi kho thoang, nhiét d6 duti 30°C, tranh anh sang’W
Quy cACH DONG GOI:

Hop 10vix 10 vién nén dai bao phim.
Hop 25 vix 4 vien nén dai bao phim.
HAN DUNG: 36 thang ké ti ngay san xudt.

Nha sén xuft:

CTCP LIEN DOANH DUGC PHAM MEDIPHARCO TENAMYD BR s.1.1
8 NguyEn Truing T6 - P.Phutic Vinh - Tp.Hu€ - Tinh TT Hué
Tel: 054. 3611870 - 3822704 * Fax: 054.3826077
Nha phin phdi:

CTCP DUJC TW MEDIPHARCO - TENAMYD
8 NguyEn Trudng TO - P.Phuic Vinh - Tp.Hud - Tinh TT Hué
Tel: 054. 3823099 - 3827215 * Fax: 054.3826077
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HEDPRARCO TERAMYD




