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Ry BE HO MEKOPHAR

Pé xa tam tay tré em.
Poc ky hirémg dan sir dyng trirde khi diing.
Thube nay chi diing theo don thudc.

Thanh phan céng thire thude: cho 1 gai
* Thanh phén hoat chat:

Dextromethorphan hydrobromide...............5mg
Chilorpheniramine maleate., ... 1mg
Guaifenesin 50mg

* Thanh phén ta dupe: lactose, acid citrie, mau sunset yellow, aspartiame, bat huang dau,
crospovidone, colloidal silicon dioxide, xanthan gum, dudng tréng.
Dang bao ché cia thude:

Thubc bét udng.
Mb ta san pham: _

Thubc bl mau vang cam, thom mai dau, v ngot. hau vi dang.
Chi dinh:

Giam cac trigu ching ho do/cam lanh, ciim, ha g4, soi, kich thich nhe & phé quan va heng,
hay hit phal chat kich thich,
Céch ding, liéu ding:

-Thubcdang chotréem. —

- Lidu diing: the ehi din cla bac 9.
- Lidu d& nghi: méi ngay udng 4 1an, mdi 1an ubng:
+ Tré tir 4 - dudi 6 iz 1 gél.
+ Tré tir 6 - 12 wdic 2 gél.
+ Tré trén 12 twdi: 4 géi.
Chéng chi dinh;
- Man cam vi¥i mét frong céc thanh phén cla thude,
- Bénh nhan d4 hay dang ding cac thude te ché monoaminoxydase (IMAQ) lrang vong
2 uén trude a0,
- Nguti bénh dang con hen cap.
- Nguroi bénh c6 triéu chimg phi dai luyén tign lit, glaucem géc hep, bi fiéu fign, hep man vi.
- Phy nit dang che con ba,
- Tré em dudi 4 tudl.
Canh béo va thin trong khi ding thuée:
- Do tac dyng khang muscaring, cin than trong khi ding cho ngu b phi dai tuyéan tién ligt,
the durdng nidu, the mon vi - & rang, va lam tram trong them & nguai bénh nhiroc co.
- T4c dyng an than cia ehlorphaniramine tang |&n khi ufing rrou hode kni ding dong thar vai
cac thube an than khac.
- G4 nguy cor bién chimg duéng ho hép, suy giam hd hap va hging thé & ngual bénh
phii e nghén hay & tré nhd. Phai than trong khi stk dung cho ngudi co bénh phai man tinh,
thér ngan hoae kho th, hen phé quan, ho cb qué nhidu dam, ho man tinh & ngudi hat thude.
- Cé nguy £or bj 540 rang & nhimg ngudri bénh didu tri thii gian dai, do tac dung khang
muscanne g8y khé migng.

- Valdecoxib |am tang ndng d clia dextromethorphan trong huyét thanh khi ding cing nhau.
Dextromethorphan diing cing linezolid gay hoi ching gibng héi chimg serotonin, Memantine
c6 thé lam tang c4 tan sudt va téc dung khong mang cla memanting va
dextromethorptian, bél vay tranh ding két hop. Khéng ding k&t hap vs maclobemide.

- Khéng st dung ché hé&m phél hop gualfenesin véi dextromethorphan cho bénh nhan
dang ding thude te ché MAQ.

- Str dung guaifenesin co thé cho ket qua dueng tinh gia & xét nghiém do acid
vanillylmandslic trong nudre tidu. Can naling dung guaifenesin 48 gitr trutre khi 3y mau nudc
ti8u dé lam xét nghigm nay.

* Tuong ky cua thube.

Do khéng ¢ cac nghién ciru v& tinh tuong ky clia thube, khong trdn 1an thubc nay vii cac
thude khac,

Tac dung khéng mong mubn (ADR):

- Thudng gép (ADR > 1/100):

+ Thén kinh: (rc ché hé than kinh trung ueng gy ngl nhe dén ngu séu, mét méi, chéng
mat, mAt phéi hop déng tac (451 khi kich thich nghich ly, dac bigt & tré nhd hodc ding i
can & nguél cao twél va ré em). Nhirc dau, rdi loan tam than - van dong.

+ Tac dung khang muscarine: khd migng, dem déc, nhin mé, b tiéu tién, 1o bén, 1ang tréo
ngugc da day.

4 Tuan hoan; nhig tim nhanh,

+ Toan than: mét moi

+ Tiéu hoa: bubn nén,

+ Da: g birng. —

- It gép (1/1000 < ADR < 1/100):

+ Tigu hba: non, tiéu chay, dau ving thuong vi,
+ Tim: danh tréng ngwre, loan nhijp tim.
+ Da: phét ban, phdn trng min cam (ca that phé quan, phi mach, phan vé&), nbl may day.

- Hiém gép (ADR < 1/1000}:

+ Huygt hoc: mAt bach cau hat, gidm bach cu, thidu mau huyét tan, gidm tidu clu.
+ ADR khéc: co gial, va md hol, dau co, dj cdm, tae dyng ngasi thap, réi loan giéc ngll,
tr&m cam, I 12n, O tai, ha huyét ap, rung the.

- Théng bao ngay cho bac s§ hodc dirce sy nhimg phan ing co hal gép phai khi sie dung
thude,

Qua lidu va cach x tri:

* Qua ligu:

- Trigu chirng qua lidu cla chiorpheniramine bao gbm ngt nhigu, kich thich nghich thueng
ti& than kinh trung wong, loan tam ihan, con déng kinh, ngung the, co giat, tac dung khang
muscarin, phan (ng logn truromg lue va truy tim mach, loan nhip.

- Trigu chirng qua liBu cla dextromethorphan bao gom budn nén, nén, nhin mé, rung giat
nh3n cau, bi tid ian, trang théi 18 mé, o giac. méat ditu hoa, suy hd hap, co giat (thugng xay
ra vin tré em).

_ Trigu chimag cAp tinh khi qué Ku guaffenesin: diing guaifenesin véi lidu cao hon liu théng
thuting co thé gay budn nén, ndn. Man tinh: lam dung ché pham ob chira guaifenesin co the
gay s6i than

* Cach xir tri:

- Pidu trj friéu ching vA hb tror chire ndng sdng. cén chil ¥ dac bigt @&n chirc nang gan, than.
phii, tim va can bang nuér, dién gidl, Rira da day hosc gy nGn bang siro ipecacuanha.

Ml - Tranh ding cho nguei bénhbi ting nhan &p nhu bi glaucom. ~ Saudo.choding than hoat va thubc ty dé hanché hap thu, Khi ha huyét ap.vé loan nbip. |

- Than trong khi str dung thudt cho tré c& tién st dong kinh.

- Ding dextromethorphan ¢6 lign quan dén giai phing histamine v& n&n than trong vai tré
em bj dj ing. ;

- Lam dyng va phu thude dextromathorphan oo thé xay ra (tuy hiém), déc biet do ding licu
cac kéo dai.

- Bénh nhan can durge bl nuic G3y i trong khi st dupg thuée,

- Khuyén cao bénh nhéan khang dugc tw § s dung thuoc qua 7 ngay ma khdng tham khao
¥ Kién bac s7.

= Guaifenesin duroe ool la khdng an toan khi sir dung cho bénh nhan bj 1di lean chuyén héa
porphynin do thubc gay rél loan chuyén héa porphyrin trén dgng val thi nghiém.

- Ché phm co chira lactose, durémng tréng. Than trong khi diing cho nguai bgnh méc cac 1ol
joan di truyén hiém gap vé dung nap galactose, chirng thiu hut Lapp lactase, 61 loan hap thu
glucose-galactose, thizu hul men sucrase-isomaliase.

- Ché pham chia sunset yellow 1& chét tao mau co thé gay ra phan ¢ng di (g & mot sd bénh
nhan cb co dia nhay cam nhu dé birng, may day, kho thd, ué ol hode giam huyet ap.

- Sar pham cd chiva aspariame. Bénh nhan bi phenylketon nigu va bgnh nhan chn kiém soat
lrgng phenylalanine can than trong khi diing thude, do aspartame chuyén hoa trong dudma
tidu hida thanh phenylalanine.

Sir dung thuéc cho phu niv cé thai va cho con bi:

- Phu nir ¢ thai: chua cb nghién cou cé kiém sodt 40 lon trén phu ni mang thai. Do chua
thé loal trir hoan loan nguy cor cda thude dol v thai nhi, can than trong va chi nén so dung
thudc cho phu nir c6 thal khi xét thay loi ich cho me vuet ir§i nguy co d6i vol thai nhi. Ding
thudc trong 3 thang cudi clia thai ky ¢ thé din dén nhirng phan Gng nghiém trong (nhu con
ding kinh} & tré so sinh.

~ Phy ni cho con bii: than trong:khi ste dung thufic cho phu nirdang cho con bu. Vi cac
thuéc khang histamine ¢4 thé gay phan (g nghiém trong cho iré bil me, can can nhéc hodc
khong cha con bu hoae khdng ding thude, ty thude mire 46 cAn thiét ciia thube i vei ngudi-

me.
Anh hwong 18n kha nang lai xe va van harh may moc:

Thuéc co thé gay ngu ga, chéng mat, hoa mat, nhin mé, suy gidm tam than van dong & mot
s ngudri bénh, vacd the anh huéng nghiém trong dén khé nang |a xe hodc van hanh may.
Cr?:m than trong khi st dung thube cho nauel &l 1au xe, van hanh may moc va cac truong hop
K

Twong tac, twong ky cua thubc:

* Tueng tac cua thudc:

- Ethanol hodc cag thude an thn gay ngu cd thé tang tac dung frc ché hé thén kinh trung
wrang cba chlorpheniramine,

- Chiorpheniramine &rc ché chuyén héa phenytain va cé thé dan dén ngd dc phenytoin.

- Céc thudc ro ché CYP3A4 nh dasatinib, pramiintide [&m tang ndng A3 hodic tac dyng cia
chlorpheniramine.

- Dextromethorphan duge chuyén héa chinh nhé cylochrome P450 iscenzyme CYP2D6, bol
vy tong tac v cac thude Gc ché enzyme nay nhu amiodarone, haioperidol, propafenone,
thioridazine, guinidine, lam gidm chuyén hoa cia dexiromethorphan & gan, lam tang néng a6
chét nay trong huyét thanh va (3ng cée tac dung khoing mong muén cda dextromethorphan.

- Diing déng thoi vaT cac thube (e ché than kinh trung wona c6 thé tang cutng tac dung (e
ché than kinh trung wong cla nhing thude ndy hodc eta dextromethorphan.

cAn durore didu tr tich cye. Co thé digu i co giat bang tiém finh mach diazepam hodc
phenytoin, C& ihé phal truyén méu trong nhirng ca nana.

- Qua lidu dextromethorphan: diéu tri hd troy, diing naloxona 2mg tiém inh mach, che dung
nhéc lai néu can 1 tdng libu 10mg

- Tich cuc theo d&l d& co bién phap xi tri kip tharl,

Bic tinh dugre lue hoc!

- Nh6m dugre b thude (re ché ho, long dom.

- M& ATC: ROSFBOZ.

- Chiorpheniramine maleate dén xult iir alkylamine, I& khang histamine an thén thugc thé
hé thir nhat, eé tc dung an thin trung binh nhung eiing €o the kich thich nghieh thudmg (dac
bist & tré nhd) va khang muscarine. Chlorpheniramine lam giam hoac lam méat cac tac dung
chinh ciia histamine trang co thé bang cach canh tranh phong bé o6 déo ngupre histamine o
46 thy thé H, & cac mé trén duimg tigu hoa, thanh mach va duéng ho hip. Thubc khong lam
mét hoat tinh clia histamine hodc ngan can tong hop hofic gidl phdng histamine.

_ Dextrometharphan hydrobromide |4 thube giam ho €6 tac dyng lén trung tam ho & hanh
néo. Dextromathorphan dugc dung gidm ho da kich thich nhe & phé quan v& hong nhu cdm
lanh thoing thiémng hoac hit phai cac shat kich thich.

- Guaifenesin oo 1t dung long dém nher kich (ng niémmac da day, sau d6 kich thich tang
tiét dich & dwérng ho hap, 1Am tang thé tich va gidm df nhot cla dich tié1 & khi quan va phé
quan. Nher vay, thude [3m tang hidu qua cia phan xa ho va lam dé& téng dom ra ngoai hon.
Dae tinh dwerc ddng hoc:

~ Chiorpheniramine maleata h&p thu 6t khi ufing va xuét hign trang huyét irong trong vang
30 - 60 phit. Néng a6 dinh huyét twong dat duoc trong khodng 2,5 dén 6 gitr sau khi ubng.
Khoang 70% thudc trong twén hoan 1én er V6| protein huyét trong, Thé tich phan bd khoang
3.8 IiUkg (Iré em), Chicrpheniramine maleate chuyén hoa nhanh va nhidu. Cac chat chuyén
hoa gbm co desmethyl- va didesmethyl-chiorpheniramine va mpt sd chét chua duore xac dinh,;
mb! Hode nhisy chat trong s6 46 o hoat tinh, Thubc duge bai ist chil yéu qua nusc tigu dud
dang khong déi hoac chuyén hoa, sy bai tit phy thube vao pH va luu lrgng nirde tidu, chi
mat legng nhd thay trong phén.

- Dextromethorphan diroe hap thu nhanh qua duéng fiéu hoa va co tac dyng trong véng
15 - 30 phiit sau khi ubng, keo dal khodng 6 - B gitr. Thubc dugc chuyén hoa & gan va bal tiét
qua nueve tigy duei dang khong déi v cac chidt chuyén hoa demethyl, trong s6 do co
dextrorphan cing co tac dung giam ho nhe.

- Gualfenesin hap thu 16t tr dugng tiéu héa sau khi ubng, Trong mau, 60% Iugng thubc bi
thily phan treng vong 7 gier. Chat chuyén hoa khong eén hoat tinh duge thal trir qua than.
Nira dii thai trir cla guaifenesin khoang 1 gio.

Quy cach dong gdi:
G6i 3g. Hop 24 goi.
Biéu kign bao quan:

Bao quan nol khd rao, tranh 4nh sang. nhigt o khong qua 30°C.
Han dung:

36 thang ké tir ngéy san xuAt. Khing st dung thude hét han dung.
Tiéu chuan chét lweng: TCCS.

Tén, dja chi cliz co s& san xudt:
CONG TY CO PHAN HOA-DUQC PHAM MEKOPHAR
297/5 Ly Thwing Kigt - P. 15-Q. 11 - TP. H& Chi Minh - Vigt Nam.




