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Vién nén ANTIVDMI

1. Tén thube: ANTIVOMI.
2. Cac khuyén cdo dic biét:

Dé xa tm tay tré em.

Bioc ki hudng dn st dung trece khi ding.

Méu cén thém théng tim xin héi § kién bac .

Théng bao cho bac sTnhirng tac dung khdng mong mudn gip phai khi stk dung thubc,
3. Thanh phén, ham lweng cia thudc:

MBi vién nén chira:  DRMERhydringt. ............cooeece S0mg

LE: R P U | |- s | — "L Y
-:ELmEl;;ﬁi ngd; Avicel 101, FVP K30, Magnesi stearat; Aerosil 200, Idigo carmin lake, Mdigo carmin
[l .
4, Dang bao ché: Vién nén mau xanh, canh va thanh vién lanh 1an.
5. Chi dinh:
- Phang va didu trj trigu chizng budn ndn, nén, chang mat khi say tau xe.
- Bidu tri trigu chirng ndn va chéng mat frong bénh Meniere va cac rdi loan tidqn dinh khac
8. Cach dang, lidu ding:
h;'m.ﬁc diing béng dwérng uding, khi phong say tau xe, libu diu tién phai ubng 30 phit tneoc khi khii
nih.

* Phong va diéu tri budn nén, nén, chong mét do say tau xe:
- Nguriri I&m v tré em trén 12 tudi: Udng mdi 1En tlr 1 - 2 vién, cach 4 - 6 gicrlan khi ciin, khong qua 8
vign/ngé
E Ngugia:ao tubi: St dung nhur lidu ngun lm.
- Tré em durdi 12 tudi: Dang bao chié nay khitng thich hop 48 chia liéu cha iré em dudi 12 wéi.

* Didu trf tridu chimng bénh Meniere: 6 Lan e U2 vien - 1 vign, ngéy 3 lin
7. Chong chi dinh:

- Qua mén vii dimenhydrinat, cic thudc khéng histamin khie hodc bit o thanh phin nao cla thube.
- Bé&nh Gldctm gde déng.
- Bisnh phéi man tinh_
- Bénh tiéu tién lign quan dén bénh Iy & nigu dao - tuyén tién ligt,
- Tré em duwdi 2 fudi.
8. Canh bédo va thin trong khi ding thudc nay:
-hL'génh qu'.mg thube clng rrgu vl cée thude e ché than kinh trung womg khac vi [am 1ang tae dung
n ng.

- Do tde dung khang cholinergic cia thube, phai can nhéc k§ tredc khi ding & nguid tdo ban man
(nguy cor liét rudt), tae bang quang, phi dai tuyén tidn li&t vi lam ndng thém tinh trang bénh,
- Tée dung chéng nén clia dimenhydrinat co thé gay trér ngai cho chén dodn viém rudt thira va che lap
céc diau higu nhiém dac khi ding qua kéu cac thude khdc.
- Thubc cd thé che Egccéc trigu chieng ddc abi wir thinh gide, do 86 phai than trong & phing ngudi
bénh cé ding cac thudc d4c bigt o dde tinh abi v thinh gidc va phai thea déi chét ché khi ding cing
viyi dimenhydrinat.
- Cén than trong ding thubc cho nguéri cao twbi (08 bj ha huyét 4p thé dimg, ching mat wa bubn nén)
va tré em gjé bi cac phan img phy), ngudi suy gan, te nghén tidu trang, ung thir tuyén tién gt va
ngu bi tigu.
- Cén than trong ding thubc cho ngwii bénh bi dgng kinh vi cd thé gay co gidt Khang siv dung
dimenhydrinat vai thude chéng ho va cam lanh cho tré em & I0a twdi tir 2-6 tuéi
- Cén gidm liéu dimenhydrinat khi st dung cho bénh nhan suy than.
9. Sir dyng thube cho phy nir mang thai va che con ba:
- Chira cd nghién ciru day a0 vé vide sir dung dimenhydrinat & phy nir mang thai. Mot sé nghién ciru
lam sang cho biét khi ding dimenhydrinal & mdt sé nguedi mang thai khing théy co s 1@ng nguy oo
bit thueéng di wéi thai nhi trong bat ki giai doan ndo ciia thai ky. Cac nghign ol trén ddng vat khang
théy dimenhydrinal gay tac hai cho thai. Tuy nhign, chi nén ding dimenhydrinat trang thoi ky mang
thai khi that s can thidt,
- Dimenhydrinat ¢4 thé e ché tiél sira do tac dung khang cholinergic. Mt lwong nhé dimenhydrinat
ct bl Hét vao sia me, o8 nguy oo géy 14c dyng cb hai cho con. Vi vay phai quyét dinh nging cho con
bl hodic ngimg thudc.
10. Anh huwéng cila thude Ién kha nang 13i xe va van hanh may méc:

Cdn than trong st dung dimenhydrinatl cho ngudi 1&i xe va van hanh méy méc vi thube oo thé gay
budn ngd, dau dau, gidm sy tinh tao.
11. Twong tac, tromg ky cia thudc:
- Dimenhydrinat oo thé lam tang tac dyng céc thube dre chié thin kinh trung wang bao gim: negu, cac
thudic khang histamin khac, barbiturat, thudc opioid, thude an thiin va chéng Ioan thén,
- Dimentydrinat lam téng tac dyng cac thubc khdng cholinergic, thude ching trdm cam (tricydic,
MAQIE) v thuﬁ:: diéu trj bénh Parkinson( nhu tribexyphenidyl). Tang tac dung phu khang cholinergic,
khi migng, bi tieu...

GMP-WHQ

- Khi ding dbng théi vii khang sinh nhém aminoglycosid hodc cac thubc co ddc tinh déi wai thinh
gidc, dimenhydrinat cd thé lam che Ep cac triéu ching sém cda ddc tinh d4i vér thinh gide.
12. Tae dung khéng mong mudén cua thube:

Téc dyng khéng mudn hay gép nhét cia dimenhydrinat [ bubn ngl. MOt s6 tde dyng khang mong
mubn cia dimenhydrinat ién quan dén téc dung khang cholinergic cia thudc:

Thuemg gdp (ADR >1/100):

- Thén kinh trung wong: Budn ngl, dau dhu, hoa mat, chng mat, mat phéi hop van dang.
- Mét: Nhin mér _
- KN migng, khd mdi va cf hong. Day chat nhay trong mii va hong.
= Thinh gide: U tai.
ft géip (1/1000 <ADR <1/100):
- Tigu hod: Chén 8n, 140 bén hode tidu chdy, dau ving thuong vi, budn nan,
- Tit nigu: Bi tidu, kho tidu tign,
- Tim mach: Banh tréng ngwe (nhip tim nhanh), ha huyét 4p.
- Phat ban da.

Hiém gdp (ADR <1/1000):

- Thén kinh trung weng: Kich thich nghich thudmg & tré em (d6i khi & nguebl Iém), kich déng, run, mit
ngl, co gidt.

* Cdch xir tri ADR: Céc lac dyng khdng mong mubn thuémg nhe. Bubn ngl thutmg hét sau vai ngay
ding th Whc. Can than trong déi véi nawdl cas whi, nén ding by thip nhit co hidu qué g trénh bi tidgu
do co thé oo phi dai tuyén tidn lidl. Ca thé ubng thude clng wéi thise an, sira d& tranh kich (g da day
Wéu khé miéng, o thé ngdm kea hodc keo cao su khing dudmg, Céc ADR thudmg hét khi ngimg
thubc.

13. Qua lidu va cich xir tri:

* Qud lidu:

Quad libu dimenhydrinat thuedmg xéy ra & tné em. Cac tridu chirmg ngd dde cla dimenhydrinat & tré am
twong twr qud lidu atropin nhar gidn ddng by, 35 mat, sét cao, kich ddng. do gidc. It 1&n, mat dibu hod,
co gilt, hiin mé, suy hid hip, truy lim mach va cd thé i vong. Cac tridu chimg cd thé cham tré t&i 2
ity sau khi ding thube, tr veng cb thé xdy ra trong wong 18 gién.

@ nouri lém, b%u 500 mg hode Ién hon cilia dimenhydrinat co thé gay kho néi vé khé nudt, loan tam
than khana thé phan biét duge véi ngd dac atropin.

* Xur tni:

Hign nay chira c6 thubc gidi ddc déc higu khi qua lidu cac thudc khang histamin, chi dibu tr triéu
chung va hé tror
Gidm hap thu: Gay non thueng khong higu qua. Kni khéng oo con co gigt, co thé ria da day sém. Bé

wéri banh nam yén & gidm thidu kich thich thin kinh trung wong cho nguéd banh.
N ngLeon bénh bco gidl, digw tn bang diazepam & nguwdi 1Gn va phenobarbital & tré em. Co thé phai
ding may b trer ha hip.
14. Bac tinh dwrgre lwre hoc:
Dimenhydrinat k thudc khang histamin Hy thé hé thir nhat, thugic nhom dan xudt ethanclamin cb tac
dung géy nat va khang muscarin manh, Thudc tac dyng canh franh véi histamin & thy thé Hy. Ngodi
t4c dung khing histamin, dimenhydrinat cin cb te dung khéng cholinergic, chéing nén va tac dyng an
than manh.
Dsmenhydrinat ducs dong chad ',-éu 1am thude dur phang, :hﬁn? ndn khi say tau xe va chéng chang
mat. Cor ché cia 136 dung ndy chira bidl chinh kde, nhumg co the Bén quan i dimenhydrinat km gidm
kich thich tién dinh, kich thich dau tién dén & tai va khi ding lidu cao, 151 cac dng ban nguyét cla tai
trong. Tac dung chéng nin ciing co the do tac dng IBn ving nhin cdm hod hoc. MGt sb nghién el
cho rang dimenhydrinat (/e ché acetylcholin @ co ché tdc dung chinh, vi kich thich acetylchalin & hé
théng tien dinh va lwéi o thé 1 nguyén nhin gay budn ndn v nén do say 1au xe.
Tac dung (G ché hé thén kinh trung wong thuong gidm sau vai ngay dieu trj va higu gua ching ndn
o thé giam phén nao sau khi ding kéo dai, Dimenhydrinat fuy 18 mét khang histamin nhung chua
durge danh gia vé téc dyng choing di tng.
15. Bac tinh dwge ddng hoc:
Dimenhydrinat hip thu (6t qua dudng tigu hod. Tac dung ching ndn thudng bat diu trong wong 15 -
30 phit sau khi udng, Thii gian tac dung tir 3 - 6 gitr sau khi ding thude. Co It thong tin wh phan bd
va chuyén hod cia dimenhydninat. Thudc dwgc phan bd ring rai vao céc th chirc trong co thé, qua
durgpe nhau thai, b chuydn hod & gan va thai e qua nide lﬁlu. Mét lwgmg nhd dimenhydrinat duoc
phdn bé vao skra.
16. Quy cach ddng goi: Hop 25 vi x 06 vién nén; Hog 10 vi x 06 vién nan.
17. Diku kién bao quan, han ding vé tiéu chudn chit lwgng cla thubc:
* Bidu kign bao quan; D& noi khd rao, trdnh danh sang, nhigt 46 khing qué 30°C.
* Han ding: 36 thang ké tir ngay san xudt,
* Tidu chudn chit lwong cua thude: Tiéu chudn oo sd

18. Tén, dja chi ciia o sév sdn xudt:

CONG TY CO PHAN DUOC PHAM QUANG BINH
Si 46, cdudng Hilu Nghi, Phudng Bic Ly, TP. Dang Hai, Tinh Ouang Binh




