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Rx
Thubc ban theo don

Vién nén dai bao phim RUMENADOL
Cong thdc: cho 1 vién

Hoat chét:
Loraladne . 5mg /
Dextromethorphan hydrobromid................coooeoeeeeeeeneeienee. 15 mg

T4 duge: Avicel PH-101, Kollidon K30, Tinh bt ngd, Sodium starch glycolate, Aerosin, Magnesium
stearate, HPMC 606, HPMC 615, PEG 6000, Talc, Mau Green S, Ethanol 96%, Nwéc RO vira da 1 vién.
Duge luc hoc :

RUMENADOL 14 thudc phéi hop tic dung ciia 3 loai hoat chat: Paracetamol c6 tac dung ha sét giam dau.
Loratadin c6 tac dung khéng histamine chon loc trén thy thé H1 va dextromethorphan HBr c6 tic dung am
giam ho.

- - 1a chét ha sét giam dau tdng hop, dén xuét clia P-aminophenol, co ché tac dung ha sét va
giam dau giong nhur acid salicyfic va dén chat ctia n6, paracetamol c6 kha ning wirgt qua hang rao mau
nao.

Tac dung giam dau ca paracetamol lién quan dén viéc thudc ngédn chéin sy tdng hop ciia prostaglandin.
Téac dyng ha sét ciia paracetamol I do thudc tac dung Ién viing ddi drdi clia vé ndio, sy tin nhiét ting ién
1a két qia cia sy ddn mach mau va ting lru lrgng mau ngoai bién. Paracetamol lam ha than nhiét &
nhirng ngurdi bj sot, nhung khong iam ha thén nhiét & nhirng nguwrdi binh thurdmg, paracetamol khdng o
tac dung chdng viém va chdng két tap tiéu cau nhu acid salicylic.

- Loratadin: 1 chét khang histamine 3 vong (tricyclic) manh, cé tac dung kéo dai véi hoat tinh ddi khang
chon loc rén thy thé histamine H1 & ngoai bién. Thudc co hoat tinh cholinergic khdng dang ké.
—M%M@Mﬁﬁndﬁtuhmpﬁn.mﬁcmmmm@mwmw
thét do ho bang céach (rc ché trung tam ho & hanh tily, nhung khong (rc ché hd hép.

Dugc dong hoc :

- Paracetamol: dirgc hép thu gin nhur hoan toan sau khi udng 10 — 60 phat, ndng do trong huyét tirong
dat dugc mirc t5i da. Sau khi udng, thudc dwrgc phan phdi nhanh dén cac mé co. Co khoang 25%
paracetamol durgrc gan vai huyét tirong. Théi gian ban hily khoang 2 gior.

Paracetamol dugc chuyén héa & gan, va dao thai frong mréc tiéu dudi dang ién hop glucuronic va ién
hop sulfonic, duwdi 5% dirdi dang khong doi. Mot phén nho (khodng 4%) durgc chuyén hoa dudi tic dung
ctia cytochrom P thanh chét chuyén héa.

- Loratadin: sau khi ubng duwrgc hép thu nhanh qua dirdmg tiéu héa, ndng do dinh huyét tirong dat
duwgc sau 1 gio. Loratadin dwgc chuyén héa rong trong toan co thé, chat héa chinh Ia
descarboethoxyloratadin, chét nay c6 tac dung (rc ché rit manh thu thé histamine H1.

Thari gian ban hiy cda loratadin Ia 12 gi va clia descarboethoxyloratadin ka 18 givr. Khodng 98% loratadin
gan két voi protein huyét tirong, mirc gén két ciia descarboethoxyloratadin thap hon.

Loratadin va chét chuyén héa ciia né di qua nhau thai va sira me, nhung khéng xuyén qua hang rao mau
n@o (CSF). Loratadin va chét chuyén héa ciia né duroc thai trir chi yéu qua nirdc tiéu va mot phan nhé thai
rir qua phan.

Mmm% Buoc hdp thu nhanh chong qua hé théng tiéu hod, sau khi ubng
khoang 15 -30 phdt, dat duoc d6 dinh trong huyét tuong. Chu ky bén huy cda né khodng 3 -6 gi,
thuéc duoc chuyén héa qua gan, thai trir qua nubrc tiéu.

Chi dinh :

Pidu fri friéu chimg cam cim nhur ho, sét, nhirc ddu, dau nhire bp thit, nhirc xarong khop, nghet mii, chay
nuée mili, nuéc mat.

Céch ding — Liéu ding :

- Ngurdri I6n va tré em trén 12 tudi: Mi 1an udng 1 vién. Ngay udng hai lan.

- Tré em 6 — 12 tudi: M3i 13n udng % vién. Ngay udng hai ian.

- Hodc theo chi dén clia thay thudc. _
Cac bénh nhan suy gan ndng hodc thidu nang than vi c6 hé s thanh thai than cia loratadine c6 thé
giam nén chi dang 1 liéu thdp ban ddu (vi dy 1 vién mdi ngay) hodc 1 ngay nghi, mdt ngay udng (voi
liéu sang 1 vién, chiéu 1 vién) hodc theo chi dan cla thay thudc.




Chéng chi dinh :

- Qué mdén véi bét cir thanh phén nao cia thudc
- Paracetamol: khéng diing cho nguréi bénh thiéu méau, bénh tim phéi, hodic gan than, bénh thiéu hyut GEDP.
- Dextromethorphan: Khéng diing cho ngudi bénh dang diéu tri bang céc thudc trc ché MAO, vi c6 thé gay
phén (rng nding nhur sét cao, d méit, tiing huyét ap, chay méau ndo.

- Khéng dng cho tré em duri 6 tudi, bénh nhan mén cam hodc dj img voi loratadine hodic cac thanh phén
khéc ciia thuc. Ho & ngurdi bénh hen, suy chirc néing hé hép, bénh glécdm (ting nhan ap), phi dai tuyén tién
ligt, ngh&n cd bang quang (do c6 nguy co bi tiéu), bénh nhan méc bénh tim mach néing, thiéu nang gan hodic
thiéu néing than.

Thén va biét khi :

- Khéng diing thudc khéc c6 chira paracetamol hodc loratadine khi udng Rumenadol b&i vi é
ﬂé_ﬁyngﬁdécdoquéiéu udng vi s ting §éu c6
- Doi v Loratadin : suy gan, c6 nguy co khd miéng, déc biét & ngurdi cao tudi, va tiing nguy co sau ring.
-mdnmmuécrﬂwa@yhoacmmwangmpmu:

Bi sit qua 3 ngay hodc ho kéo dai trén 1 tudn hodc khi ubng thubc ma dy giam cac tri v
b b udng khong thay giam triéu chimmg trén
Béc sT cén canh bao bénh nhan vé cac du higu ca phén (mg trén da nghiém trong nhur hoi chimg Steven —
jonhson ( SJS ), héi chirng hoai tir da nhi@m doc ( TEN ) hay hdi chirng Lyell, hdi chirng ngoai ban mun ma
toan than cép tinh ( AGEP ).

Técd kh m mudn :

- Tac dung khdng mong mudn clia paracetamol va dextromethorphan: Thirdmg nhe, bao gém: mét nhirc
déu, chéng mat, mét ngu, bi tidu, khd miéng, réi loan tiéu héa (budn nén, ndn, chan in, day hoi, dau
bung), viém da day, tao bon, viém tuy. . .
—Cécpfﬁn&ngmuochuyethocnhu"gémﬁéucau, giam bach céu, chirng mét bach ciu hat da dwgc
béo cao. Cac phan rng dj irng nhir man dé, ban da, phan (rng ting cam nher mé day, chirng khé thé co
hoanh, ha huyét ap, cac phan rng chdng tiét cholin, co thét phé quan co thé xay ra tuy rat hiém nhwng
phai ngung thudc.

- Tac dung khéng mong mudn clia Loratadin : Loan nhip thdt niing da xdy ra khi diéu tri v6i mdt s6
thudc khang thuy thé histamin H, thé hé 2. Diéu dé khong xuét hién khi diéu tri bing loratadin.
- Khi sif dung loratadin vdi liéu I6n hon 10 mg hang ngay, nhiing tdc dung phu sau diy c6 thé xay ra .~
Thudng gdp, ADR > 1/100 A
Thén kinh : Pau ddu
Tiéu héa : Khoé miéng

t gap, 111000 < ADR < 1/100 ( / (o unoucc
Thén kinh : Chéng mét \ V _L_?UA-M G MINE
Ho h&p : Khd mii va hét hoi s B
Khéc : Viém két mac JPHO =

Hiém gdp, ADR < 1/1000

Thén kinh : TrAim cam

Tim mach : Tim dip nhanh, loan nhip nhanh trén that, danh tréng ngyc.

Tiéu héa : Budn ndn

Chuyén héa : Chiic ndng gan bt binh thudng, kinh nguyét khéng déu.

Khéc : Ngoai ban, ndi may day va chodng phan vé.

Théng bao cho thdy nhing tic dung khéng mong muébn gap phai khi sir dung thuéc.

Qué liéu va cich xi tri :

Triéu chimg: Trrdmg hop qua iéu c6 thé biéu hién & bénh nhan véi budn ndn, ndn, dau byng, dau da day,

chéng miit, khé thd, nhirc ddu, mach nhanh. Cac dau higu ngoai thap va héi hp, danh trong nguc xay ra &

tré em.

Pidu tri- Chi dinh cac bién phap yém tro tdng quét va diéu tri thich hop, sau d6 kiém tra theo ddi lam sang.

Gay ndn bing Ipeca syrup va thém 240-360ml nuréc sach.

Chi dinh than hoat trong nréc dé hép thu chét thudc con trong da day. Néu gay nén khdng két qua hodc bi

chéng chi dinh (& bénh nhan bj ri loan y thirc) thi phai rira da day vi dung dich mréc mudi sinh Iy Normal

Saline (& tré em) hodic v&i mréc sach (& ngudi Iom). Chi dinh kip thri chét giai doc n-acetyicystein dé ngan
ira déc tinh ctia paracetamol rén gan, va theo dbi dinh ky ham krong paracetamol frong huyeét tirong ding

cach.

Co thé ding thubc tiy mudi dé lam loing va bai tiét nhanh chét thudc con trong rudt.

Tham tich méau va thim phan phic mac déu khdng c6 két qua dang ké.




Tuong tic véi céic thudc khéc:

- Cholestyramin trc ché syt hip thu paracetamol.

- Duing paracetamol thurdmg xuyén lam ting prothrombin & ngudi udng thudc chdng dong mau. Cén didu
chinh liéu krgng ctia thudc chéng dong mau (Warfarin) néu diing dong thoi va déu dén voi paracetamol iéu
cao.

- Khi diing chung vdi ketoconazol, erythromycin, clarithromycin, hodc cimetidin thi cho thdy cé sy ting
ndng dd loratadin va chét chuyén héa cé hoat tinh desloratadin trong huyét tuong nhung khéng cé sy
thay d8i dang ké trén lam sang (k€ ca thay ddi trén dién tim d6).

- Khi ding d8ng thdi vdi nigu, loratadin khéng c6 tdc dung manh nhu do dugc & cac nghién ciu tam
thin van dong.

Lomladineﬁngt&cdmghmdunénhethénhnhﬁ'unguongmﬂmocanﬂﬂn,ﬂuﬂcngu thudc chéng
trdm cam va thudc chdng réi loan tam than.

Cécﬂumcoéﬁcmmﬂd\oin ké ca thubc chong rdi loan tam than va thudc chdng trdm cam 3
vong déu lam tiing tac dung chong tiét cholin clia loratadine khi ding dong thii véi Rumenadol.

- Cac thudc trc ché monoaminooxidase c6 thé tirong tac nguy hiém véi dextromethorphan gay hung phén va
st cao.

- Cac chét c6 tac dyng lam diu trén hé thén kinh trung wong nhw nrou, cac thube khang histamin, thuéc an
thén, thudc ngi, thudc chéng trdm cam, thuéc giam dau gay ngd va thudc chdng réi loan tam than déu lam
téing tinh chét 1am dju cGa dextromethorphan.

- Phéi ngung ding Rumenadol (vi ¢6 loratadine) 48 givr trrére khi thyre hanh céc thil tuc xét nghiém da béi vi
céc khéng histamin cé thé ngén iré hodc lam gidm cac phan (rng dwong tinh di véi céac chi thi dinh tinh phan
g ciia da trong nhirmg xét nghiém phdng thi nghiém.

Phu nil mang thai va cho con bd

- Phy ni c6 thai : Tinh an toan clia paracetamol, loratadine, dextromethorphan chira dugc xac lap. Liéu
cao trong thoi gian dai c6 thé din dén sy I¢ thudc dextromethorphan va nhirng rdi loan lién quan dén

hoi thé cia tré. Do d6 phu nir c6 thai khéng nén ding thuéc nay néu khéng c6 su chi dinh cia thdy
thudc va néu khong that can thiét.

- Phy nif cho con bd : Tinh an toan cia loratadine chwra dwgc xéac 1ap. Rumenadol phan tan vao sira me
nhr moi thudc khac. Lam ting nguy co cia chét khang histamin doi véi tré so sinh va tré sinh non, vi
thé ba me nén cé quyét dinh 12 ngirng cho con bi hodc khéng ding thudc, sau khi can nhic ky
tham vén thay thudc. 4
Téc dung ciia thudc khi lii xe va van hanh may méc :. Khong ding thudc khi dang lai xe va van fan
may méc. ¥
Tiéu chuéin: TCCS

Piéu kién bdo quan : Bao quan noi khé mat (dudi 30°C), trdnh 4nh sdng. |
Han ding : 36 thang ké tif ngay san xudt.

Quy céch dong géi : Vi4 vién x Hop 25 vi va vi 10 vién x hop 10 vi.

Ghi chi :(Théng béo cho Béc si nhiing tic dung khéng mong mudn gdp phai khi sif dung thuéc )
D€ xa tdm tay cia tré em. Doc kyj hudng dén sir dyng trudc khi dang. Néu can thém théng tin chi
tiét xin hoi y kién ctia Bac si
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