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MAU NHAN HOP: (3 vi x 10 vién)

GMP - WHO _ (2 IMEXPHARM

TOPNOL

VIEN NEN BAO PHIM

Dimenhydrinat 50 mg i é

: : B T . 2%
Hop 3 vi x 10 vién nén bao phim 2
Box of 3 blisters x 10 film-coated tablets = é

BAO QUAN KHONG QUA 30°C, TRANH DO NOT STORE ABOVE 30°C, PROTECT
AM VA ANH SANG. FROM MOISTURE AND LIGHT.

DE XA TAM TAY TRE EM. KEEP OUT OF REACH OF CHILDREN.

POC K¥Y HUONG DAN sl DUNG TRUGC CAREFULLY READ THE INSTRUCTIONS
KHI DUNG. BEFORE USE.
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HAN HOP: (10 vi x 10 vién)

GMP - WHO

Dimenhydrinat 50 mg

THANH PHAN:
Méi vién nén bao phim chua:
Dimenhydringt...oooeeeiiiiieiiiies 50mg
Té duge vira dd 1 vién nén bao phim.

CHI BINH, CHONG CHI B|NH, CACH DUNG
VA CAC THONG TIN KHAC:

Xin doc trong td huéng dan s dung.
TIEU CHUAN CHAT LUONG:
USP (Dugc dién My).
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5 ) IMEXPHARM

STOPNOL

VIEN NEN BAO PHIM

Hop 10 vi x 10 vién nén bao phim

BAO QUAN KHONG QUA 30°C,
TRANH AM VA ANH SANG.

B XA TAM TAY TRE EM.

DOC KY HUONG DAN S(f DUNG
TRUGC KHI DUNG.

Col 56 5an Xudt:

Cong Ty CPDP IMEXPHARM
56 4, duang 30/4, phuong 1,

TP. Cao Lanh, Béng Thap, Viét Nam.
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DO HIENG DAN SU DUNG: (Noi dung gom 04 trang)

v N

SioRNOL®
TENNENBAO PHIM

= Dgg: ky' wéng din sir dung truéce khi dung.
Q 'Bf&a tim tay tré em.

THANH PHAN CONG THU'C THUOC
MB&i vién nén bao phim chita:
Thanh phan dugc chit:
Dimenhydrinat................... 50 mg
Théanh phan ti dwge: Cellulose vi tinh thé, Lactose monohydrat, Natri croscarmellose, Magnesi

stearat, Colloidal anhydrous silica, Hydroxypropyl methylcellulose, Macrogol, Tale, Titan dioxyd,
Indigo carmin lake.

DANG BAO CHE

Vién nén bao phim.

Vién nén tron, hai mit tron, bao phim mau xanh.
CHI PINH

- Phong ngtra va diéu trj cdc tridu chirng budn nén, nén, chéng mat do say tau xe.

~ Diéu trj triéu chu'ng ndn va chéng mat trong bénh Méniére va céc r01 loan tién dinh khéc.
LIEU DUNG - CACH DUNG

Licu ding:

Phong ngira va diéu tri cic triéu chirng budn non, non, chong mét do say tau xe:

- Nguwoi l6n va tré em trén 12 tuéi: 1 - 2 vienmdi 4 - 6 gidr néu cén, khéng qua 8 vién/ngay.

- Tréemtir 6 - 12 tubi: 1 vién mdi 6 - 8 gitr néu cén, khong qua 3 vién/ngay.

~ Tréemtir 2 - 6 tubi: Ham lugng va dang bao ché clia thude khéng thich hop @ sir dung.

Diéu tri tri¢u chimg non va chéng mit trong bénh Méniére va cdc réi loan tién dinh khéc:

I vién/lan x 3 lan/ngay dé didu tri duy tri.

Cach dung:

~ Ubng v6i mét it nuéc. Dé trénh kich g da day nén udng thudc sau khi in.

— Néu dimg thudc dé chéng say tau xe, nén ubng trudc khi khéi hanh it nhat 30 phiit.

— Trudng hop quén udng mét lidu thude: Hay ubng ngay khi nhé ra. Néu thoi gian gin véi 1an
ding thuéc tiép theo, bo qua lidu da quén va uéng lidu tip theo vio thdi gian thuong 16,
Khong tu ¥ ding liéu gip ddi dé bu vao lidu di quén.

Mot 56 I ¥ diic biét vé xir Iy thude trwée va sau khi sir dung thube:

Khéng c6 yéu cdu dic biét v& xir Iy thudc sau khi sir dung.

CHONG CHI PINH

- Dij tmg véi dimenhydrinat, cac thudc khang histamin khéc hodc bat k¥ thanh phén nao ctia thubc
(xem muyc Thanh phdn cong thitc thubc).

- Glaucom géc hep.

~ Bi tiéu lién quan dén bénh 1y & niéu dao - tuyén tién ligt.

~ Tré em dudi 2 tudi.

CANH BAO VA THAN TRONG KHI DUNG THUOC
~ Tréanh ding thudc véi rugu, thue phém ¢6 chita ruou hodc cac thude (e ché thin kinh trung
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7 eONaong khde do 1am tang tac dung budn ngu.
CP DUODEHES hjtu.‘t__ig khang cholinergic cia thudc, phéi can nhic ky truée khi ding & ngwoi bi téo bén
M EX}%kpgu);[w liét rugt), thc bang quang, phi dai tuyén tién liét vi lam ning thém tinh trang bénh.
5= Tac.dithd chéng nén ciia dimenhydrinat c6 thé gy tr& ngai cho chén doan viém ruét thira va

N GHEARY cac déu hiéu nhifm doc khi ding qua lidu céc thubc khdc.

- Dimenhydrinat ¢6 thé che I4p céc triéu chimg doc d6i véi thinh gidc, do d6, can than trong khi
dung ddng thoi véi cac thube c6 ddc tinh cho thinh gidc va theo d&i chit ché trong sudt qua trinh
str dung.

— Thén trong khi dung thuée cho ngudi cao tudi vi cac dbi tuong ndy dé bi ha huyét 4p thé dirng,
chéng mit va budn nén.

~ Phai thén trong khi ding dimenhydrinat cho nguoi bj dong kinh vi c6 thé gy co giét.

— Cic thong tin lién quan dén té dwgc cé trong céng thirc thuébc:

+ Thubc c6 chia th dugc lactose monohydrat. Do dé, néu bénh nhin ¢6 cic van dé di truyén
hiém gap nhu khéng dung nap galactose, thiéu hut lactase hoic kém hip thu glucose -
galactose khong nén ding thudc nay.

+ Thanh phén t4 duge indigo carmin lake trong thudc c6 thé géy dj umg.

SUDUNG THUOC CHO PHU NU’ CO THAI VA CHO CON BU

St dung thuéce cho Pphu nir c6 thai:

Chua c6 nghién ciru ddy du vé sir dung dimenhydrinat & phy nit mang thai. Céc nghién ciru l4m
sang cho thiy dung dimenhydrinat & mét s6 nguoi mang thai khong lam ting nguy co bét thuong
ddi voi thai trong bét ky giai doan nao cuia thai ky. Dimenhydrinat khéng gy téac hai cho thai khi
nghién ciru trén dong vat. Tuy nhién, chi nén dung dimenhydrinat trong th&i ky mang thai khi thuc
s cAn thiét,

Stz dung thuic cho phu nit cho con bi:

Dimenhydrinat ¢6 thé trc ché tiét sita do tac dung khéng cholinergic cia thubc. Mot lugng nho
dimenhydrinat phan b6 vao sita me va cé nguy co gdy hai cho tré bii me. Vi vdy phai quyét dinh
ngimg cho con b hodc ngimg thubc. '

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Thube c6 thé giy budn ngi nén lam giam sy tinh tdo. Khong sir dung khi 14i xe va vén hanh may
mac.

TUONG TAC, TUONG KY CUA THUOC

Twong tic ciia thude: ]

- Céc thudc e ché thin kinh trung wong (nhu rru, barbiturat): Dimenhydrinat c6 thé lam tang
tédc dung cua cac thude tre ché than kinh trun g wong. Do d6, thén trong khi ding ddng thdi véi
dimenhydrinat dé trinh nguy co qu4 liéu.

— Céc thubc khang cholinergic: Vi dimenhydrinat ciing c6 tdc dung khéng cholinergic nén 1am
tang téc dung cua céc thude nay khi diing ddng thai. |

~ Khéng sinh nhém aminoglycosid hogc cac thude doc d6i véi thinh gide khae: Khi dung dong
thei v6i dimenhydrinat ¢6 thé 1am che 18p cdc triéu chirng doc tinh déi véi thinh gide & giai
doan dau.

Twong ky ciia thude:

Do chwa c6 céc nghién ciru vé tinh tuong ky ciia thuc, khng trdn 13n thude nay véi cac thude khac.
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NPUNG KHONG MONG MUON CUA THUOC
ep Bﬁén»ugﬁl‘g}ﬁ[c dung khéng mong muén (ADR) hay giip nhét cia dimenhydrinat. M6t sb tac dung
4\ i&}%}%m??gk E'nuén cua dimenhydrinat c6 lién quan dé‘n tac flung }(héng cholinergic cua thube. Céc
o ADR q_géy dy duoc bao cdo theo hé co quan va tn sudt xuit hién nhur sau: Rat thuong gap
e’f%@f 0), thuong gap (1/100 < ADR < 1/10), it gap (1/1.000 < ADR <1/100), hiém gap
{000 < ADR < 1/1.000), rét hiém g&p (ADR < 1/10.000), chura biét (khong thé wée tinh tir dit
lidu c6 san).

o,
f
;’

J6

HEé co quan Tan suat Téc dyng khéng mong muén
Than kinh trung vong Thuong gap Buon ngt, dau dau, hoa mat, chéng mat, mat
phéi hop vén déng
Hiém gip Kich thich nghich thuémg & tré em, doi khi &
ngudi 16n nhur kich dong, run, mét ngu, co giat
Mat Thuong gap Nhin mo
Tiéu hoa Thuong gap Khd miéng
It gap Chan #n, tdo bén, tiéu chay
Hé hé hip Thudng gip Khd duong ho hip
Tai Thuong gép U tai
Tiét niéu It gap Bi tiéu, kho tidu
Tim mach It gap Danh trong ngyc (nhip tim nhanh), ha huyét |
ap

Huwéng din cich xir tri ADR

Céc téc dung khéng mong mudn thudng nhe. Budn ngu thudng hét sau vai ngay ding thube. Can

thn trong khi diing thude cho ngudi cao tudi va nén dung lidu thp nhét c6 hidu qua dé tranh nguy

co bi tidu do phi dai tuyén tién liét. Néu khd miéng, c6 thé ngadm keo hogc keo cao su khong duong.

Céc ADR thudng hét khi ngirng thuée.

Théng bdo ngay cho bdc sp hodc dwoc sy nhitng phén ieng cé hgi gdp phdi khi sit dung thudc.

QUA LIEU VA CACH XU TRI

~ Qud liéu dimenhydrinat thudmg xay ra & tré em. Cc tridu chimg déc ciia dimenhydrinat & tré
em tuong tu nhu qua liéu atropin: Giin d("‘)tlg tr, 46 mit, sét cao, kich dong, 40 gi4c, 14 14n, mat
diéu hoa, co git, hon mé, suy hé hép, truy tim mach va c6 thé tir vong. Céc triéu chim g c6 thé
xdy ra sau 2 git ding thudc va dan dén tir vong trong vong 18 gio.

- O ngudi 16m, lidu dimenhydrinat tir 500 mg trér 1én c6 thé gay khé néi, khé nubt, réi loan tim
than tuong tu nhur ngd doc atropin.

Cach xi¥ tri:

~ Khéng c6 thube giai doe diic higu, chi didu tri triéu chimg va cac bién phap h tr.

- Giam hép thu: Gay ndn thudng khong c6 hiéu qua. Khi khéng c6 con co git, c6 thé rira da day
sém (sir dung 6ng diit ni khi quan cd nit bit d& dé phong hit phai cdc chét chira trong da day).
Cho ngudi bénh nim yén dé giam thidu kich thich thin kinh trung wong.

- Néu ngudi bénh co gidt, didu trj bing diazepam & ngudi 1on va phenobarbital & tré em. Cé thé
phai ding may hd tro ho hép.

QUY CACH PONG GOI
Hép 3 vi x 10 vién nén bao phim.
Hop 10 vi x 10 vién nén bao phim.
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/KIEN BAO QUAN
DUCKhong qua 30°C, trénh 4m va anh séng.

HANDUNG

Tiéu chuan chit lugng: USP (Dugc dién M¥).

S caem Wl ey S S

Hotline: 1800 555 535

Co s6 san xudt:
| «c:;C_);.::» CONG TY CO PHAN DUQC PHAM IMEXPHARM
86 04, dudng 30/4, phudmg 1, thanh phé Cao Lanh, tinh Ddng Thép, Viét Nam

Email: imp@imexpharm.com
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