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METIPAS® 450

Dé xa tiam tay tré em

Doc kj huwéng din siv dung triwde khi ding
1. THANH PHAN CONG THU'C THUOC.

Moi vién nén chira:

Hoat chat:

Orphenadrin citrat................... 35 mg

Paracetamol.............ccoooone..... 450 mg

Td dugce: combilac*, magnesi stearate, talc.......... va

* Combilac c6 chira: 70% Lactose monohydrat, 20 % Microcrystallin cellulose va 10
% Maize starch.

2. DANG BAO CHE.

Vién nén.

M0 ta: Vién nén mau tréng, hinh tron, canh va thanh vién lanh 1in.
3. CHI PINH.

Pau dau do céng thang, dau ddu do viém day thin kinh chim lién quan dén co thét co
Xuong ¢ ving dau va cO. Tinh trang chan thwong va cap tinh: bong gén, cing co, chin
thuong cot séng ¢b, veo cbd cép tinh, truot dia lién cot song.

4. CACH DUNG, LIEU DUNG.
2 vién, ba lin mdi ngay.
5. CHONG CHi PINH.

e B¢nh ting nhan ap;

e Phi dai tuyén tién liét hoic tic nghén cb bang quang;

e Bénh nhuoc co;

e Co thit thuc quan va tic ngh&n mén vi hoic ta trang;

e Qué méan cam véi paracetamol hodc orphenadrine citrate.
6. CANH BAO VA THAN TRONG KHI DUNG THUOC.
Phong ngira xac dinh

Orphenadrine citrate nén dugc sir dung than trong & b¢nh nhan nhip tim nhanh, mét bi
tim, suy mach vanh hoic rdi loan nhip tim.
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Paracetamol nén dugc st dung than trong & nhiing bénh nhan bj ri loan chire ning gan
ho#ic than. Pidu trj dong thoi voi céc loai thube khic ¢6 chira orphenadrine hodc
paracetamol thi khéng duge khuyén céo.

An toan trong diéu trj lau dai lién tuc véi orphenadrine chua duge xdc dinh. Do do, néu
orphenadrine duge ké don dé sur dung kéo dai, nén theo ddi dinh ky méu, nude tiéu va
chure nang gan.

Dung cho ngudi 16n tudi

el

Ngudi cao tudi duge khuyén nén giam liéu vi ching c6 thé d& bi tac dung phu ctia thude

khéng cholinergic & lidu thuong xuyén. . \G
Str dung thuéc cho tré nhé Pt
U

Khong khuyén cdo sir dung cho tré dudi 12 tudi. 1
45

7. SUDUNG THUOC CHO PHU NU' CO THAT VA CHO CON BU.

Anh huong dén kha ndng sinh sdn -
Khong c6 dit liéu

St dung trong thai ky

Khéng dugce khuyén cdo st dung trong thoi ky mang thai.

S dung khi dang cho con bii

Khéng nén uong thudc trong giai doan dang cho con bu vi orphenadrine va paracetamol
dugc bai tiét vao sira me.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY
MOC.

Orphenadrme c¢6 thé 1am giam kha ndng cla bénh nhan tham gia vao cic hoat dong
nguy hiém tiém tang ching han nhu van hanh mdy moc hodc lai xe co gidi; bénh nhin
nén duge canh bao pht hop.

9. TUONG TAC, TUONG KY CUA THUOC.

Twong tac dd dugc bio cdo giita orphenadrine va phenothiazine va céc thudc khac cé
diic tinh chéng muscarinic. Nén tranh sir dung dong thoi véi rugu hoac thube e ché
than kinh trung uong khéc.

C6 thé cn giam lidu thube chéng déng méau néu dung thude paracetamol kéo dai.

Céc loai thudc lam ting tiét da day lam tdng hap thu paracetamol, vi duy: metoclopramlde
va giam hap thu do thudc 1am giam viéc 1am rdng da day, vi du: propantheline, thudc
chdng trdm cam c6 dic tinh khéng cholinergic va thubc giam dau gdy nghién.

Paracetamol c6 thé lam ting ndng do chloramphenicol. Kha ning nhiém ddc
paracetamol ¢6 thé tang 1én do sir dung ddng thdi cdc chit gy cam tng enzyme nhu
rugu hodc thude chéng co giat.

10. TAC DUNG KHONG MONG MUON CUA THUOC.

Tac dung khong mong mudn chi yéu 1a do tac dung khang cholinergic ciia orphenadrine
va thuong lién quan dén lidu cao hon.
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Orphenadrine citrate
Tdc dung phé bién.

Céc tac dung phu da biét bao gdm: kho miéng, nhip tim nhanh, ddnh tréng nguc, hdi
hop, bi tiéu, nhin mo, gidn dong t, tang nhén dp, budn nodn, nhire dau, chong mat, tao
bén va budn ngi. Nhiing tac dung thuong c6 thé dugce loai bo bang cach giam lidu.

Tdc dung it phé bién hon.
An than, phat ban da va cdc phdn mg di mg khdc 1a nhitng tic dung phu rédt hiém gip.

Bénh nhin cao tudi c6 thé gip mot 56 r6i loan tim thdn mic du khong thuong xuyén.
Rét hiém truong hop gip thiéu mau bat san lién quan dén viéc str dung orphenadrine da
dugc béo cdo.

Paracetamol

Rét hiém cac béo cdo vé cic phan ting bét lgi. Cac phéan g bit 101 c6 thé c6: ching
khé tiéu, budn nén, dj tng va phéan ttng huyét hoc.

11. QUA LIEU VA CACH XU TRi.

Qua lidu paracetamol c6 thé dan dén tdn thuwong gan nghiém trong va doi khi 1a hoai tir
6ng than cip.

Triéu chirng va dau hi¢u

Qua lzeu orphenadrine: Cac triu chimg dugc biét dén cta qua lidu véi orphenadrine
bao gom nhip tim nhanh, hung phén, nhim 13n va mé sang din dén hon mé. Co gift,
gidin ddng tir va bi tidu c6 thé xay ra.

Qud lieu paracetamol: Céc tridu chitng doc hai sau khi dung qua lidu paracetamol bao
gbém: nén, dau bung, ha huyét ap, db md hoi, kich thich trung tAm véi su phin khich va
co giat & tré em, budn ngi, suy hd hép, tim tai va hon mé.

0 nguoi lon, nhiém doc gan c6 thé xay ra sau khi ubng mot lidu paracetamol duy nhit
tir 10 dén 15 g; lidu tir 25g trd 1én c6 kha ning gy tir vong.

Céc tri¢u chiing trong hai ngay dau tién ctia ngd ddc cép tinh bdi paracetamol khong
phén anh mirc d§ nghiém trong tiém tang cua nhiém doc. Céc bleu hién-chinh cta suy
gan nhu vang da ha duong huyét va nhiém toan chuyén héa c6 thé mét it nhit ba ngay
dé phat trién.

Diéu tri

Piéu tri kip thoi 1a diéu cn thiét ngay ca khi khong c6 tri¢u chiing rd rang.

Trong trudng hop qua lidu, phuong phép giam hip thu thude da si dung 1a rat quan
trong.

Str dung kip thoi than hoat tinh 50 g trong 150 ml nuée va 150 ml dung dich sorbitol
50% bang duong uong ¢6 thé lam giam sy hép thu. Khuyén céo nén truyén tinh mach
dong thoi cac chét léng nhu nude mudi binh thuong. Rira da day duoc chi dinh néu
bénh nhén khéng muon hogic khong thé udng hdn hop than hoat tinh/ sorbitol.

Néu tlen str cho thdy bénh nhén da udng paracetamol 150 mg/ kg trong lugng co thé
hoic tong s 15 g trd 18n, hay sir dung thude giai doc sau:
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Tiém tinh mach acetylcystein 20%: Ding acetylcystein ngay 14p tirc khong can cho két
qua xét nghiém dwong tinh hodc xét nghi¢m huyét trong trong truong hop dudi 8 giv
ké tir khi udng qua lidu. Lidu khoi ddu 150 mg/kg trong 15 phit, sau dé truyén lién tuc
50 mg/kg glucose 5% 500ml trong 4 gio va 100mg/kg glucose 5% 1L trong 16 gio. Néu
hon 8 gitr ké tir khi ding qua liéu, thude giai doc c6 thé kém hiéu qua.

Co giat va mé sang dap ng t6t vai lidu diazepam tuong dbi 16n, t6t nhat 1a dung dudng
udng. Cung cap di nude cho bénh nhén 13 quan trong.

12. PAC TINH DUQC LUC HOC.

Nhom duge ly: Orphenadrine 1a thude gidn co xuong. Paracetamol nhém gidm dau-ha
sot.

Mi ATC: M03BC51.,
13. PAC TINH DUQC PONG HOC.

Khong c6 dit lidu.

14. QUY CACH PONG GOL.

Hop 1 vi/2 vi/3 vi/5 vi/10 vi x 10 vién + t& HDSD.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC.

Bio quin: Dé & nhiét 4 dudi 30 °C, trdnh am va anh sing.

Han diing: 36 thang ké tir ngdy san xuét.

Tiéu chuin chit lwong: Tiéu chun co sé.

16. TEN, PIA CHi CUA CO SO SAN XUAT.
CONG TY €O PHAN DUGC ENLIE

Duong NA6, khu cong nghiép M§ Phuéce 2, phuong My Phudée, thi xa Bén Cat, tinh
Binh Duong.
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