CONG TY CP DUQC PHAM DUQC LIEU CONG HOA XA HQI CHU NGHIA VIET NAM
PHARMEDIC Pic lap — Tw do — Hanh phic

S6: 2440 /PMC - VG Thanh phé Hé Chi Minh, ngay 14 thang 12 nam 2018

V/v: Thay d6i mau bao bi va miu toa

Kinh gtri: Quy khach hang
Cong ty xin thong bdo mat hang:

BESTRIP ké tir 16 0011118 s& thay d6i mAu ma bao bi (bé mang co bloc, ¢6 mi vach hp
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Bestrip

D€ XA TAM TAY CUA TRE EM.
DOC K¥ HUONG DAN SU DYNG TRUGC KHI DUNG.
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI.
THONG BAO NGAY CHO BAC STHOAC DUJC SINHUNG TAC DYNG
KHONG MONG MUGN GAP PHAI KHI SU DYNG THUGC,

1. Thanh phén céng thic thudc

- Thanh phén hogt chét:

+  Di i 50 mg

- Thanhphént4 dugc: Avicel, Magnesi stearat, Natri starch glycolat, Aerosil, Methocel, Ethyl cellulose,
PEG 6000, Titan dioxyd, Xanh patent V vira dU 1 vidn bao phim. _

2. Dgng biao ch¥ 3

- Vién nén bao phim.

- Vién nén trdn, bao phim mau xanh ld, hai mét khum, mdt mét c6 vach chia doi.

3. Chi dinh

- Phong va diéu trj cc chung buén ndn, nbn va chéng mit do say tau xe.

- Phongva diéu trindn va chéng m4t do ching Ménidre va r&iloan tién dinh,

4.Céchdung va Lifuding

- Phongva diéutrcéc chiing buén ndn va ndn do say tau xe.

«  Liéu ubng théng thudng & ngudsi Idn va trd em trén 12 tui: 1 - 2 vién, ngay 3 - 414n, khong qua 400
mg/ ngay.

«  Phongsaytauxe: li§u d4utidn phaiubng 30 phut trudc khi khdi hanh.

«  Trdemtd6-121udi: % - 1vién, 18 da 150 mg/ngay.

- Didutrtrigu chungb@nh Méniére's: Usng % - 1 vién, ngay 3 14n,

5.Chdng chidjnh

- Dj Ung vdi dimenhydrinat hodic vdi cdc thudc khang histamin khdc.

- Trd em dudi 2 wél.

- Nguy cd glocém géc déng.

- Nguy cd bl tidu do rél loan nigu dgo - tuyén tién lit.

6. Canh béo va than trong khi diing thudc

- Trénhdungthic udng cé rugu hodc cac thubc Uc ché thén kinh trung udng khéc khi dang dung thudc.

- Téobénman,tdcbang quang, phl dailanh tinh tuy&n tiénligt.

- Ngudgildntudi.

7.SUdyng thusc chophy nif cé thal va choconbu

- Sl dyngthudc trong thdi ky mang thai chikhithat cén thiét.

-~ Thu8ckhéng nén dung & phy ni¥ cho con bu.

8. Anh hudng cia thudc 18n kh ning |4l xe va vén hanh méy méc
Khdng ding cho ngudi 14i xe va v4n hanh may méc.

9. Tudng téc cia thubc:

- Thudc cé thé 1am tang tdc dyng céc thuSc Uc ché thin kinh trung udng nhu rugu, va barbiturat.

- Thudccé thé lam téing tac dyng céc thudc khang cholinergic.

- Diung cung véi thudc khéng sinh nhém aminoglycosid ho§ic cac thuSc déc ¢8i voi tai khéc,
dimenhydrinat cé thé Iam che I4p c4c tridu chung sdm cla doc tinh & tai.

10. Tudng ky cia thuc: Do khong cé cac nghién ciu vé tinh tudng ky cda thudc, khdng tron Iin thudc
nay véi cdcthudc khéc.

11. Téc dyng khéng mong mudn cla thusc

- Thudng gip budn ngl, dau ddu, chéng mét, mat phdi hgp vén dng, nhin m@, khd migng va dudng hd
h&p, U tal.

- [tg¥ptrudng hgp chdn An, tdo bon hodclachdy, bl va khé tidu tign, danh tréng ngyc, ha huy8t &p.

- R&thiém gap kich thich nghich thuding & tré em, 831 khi & ngudi I6n nhu kich déng, run, m&tngl, co glat.

12. Qud liéu va cich xif trl

- Quélldu:

+  Quéliéud1trd em c6 th8 xay ra gian déng tir, dd mat, s6tcao, kich ddng, do gidc, li 1&n, m4t didu hoa,
cogi4t,hdn mé, suy hd hép, truy tim mach.

+  Qualiéu & ngudildn cé thé gay ra khd ndiva khé nudt, loan tam than.

- Cichxittri: Khéng cé thudc gidl ddc dic higu cic thudc histamin, Chuyén ngay dén bénh vign dé
didutritrigu ching va hd irg.

13.DFctinh dugce lyc hoe

- Nhém dugc ly: Thu§c khang histamin (H,)

- Ma ATC: RO6AAO2.

- Dimenhydrinat 1 thudc khéng histamin, an thén gay ng, thudc nhém déin xu&t ethanolamin, Thudc
Kkhéng histamin lam gim hay m&t nhiing tac dng chinh cla histamin bing cach canh tranh véi histamin
& thy thé H,. Dimenhydrinat cling ¢6 téc dyng khang cholinergic, chdng nén va tac dyng an thn,

14.D§c tinh duge ddng hoe
Dimenhydrinat dugc hép thu 16t qua dudng tidu héa. Téc dyng chéng thudng 15 - 30 phut sau khi
u8ng. Thai gian téc dyng cla thudc 3- 6 gid. Thudc c6 thé dugc phan bd rng rivao céc 18 chuc cla
¢d thé, qua dugc nhau thai, bj chuyén hod & gan va thdi tr qua nudc tiéu, M3t lugng nhd thudc duge
phanbd vaosame.

15. Quy céch déng géi: Hop 3 vi x 10 vién bao phim.

16. Diéu kign bao quan: O nhiét do khang qua 30°C.

17. Han diing: 36 thang ké tU ngay san xudt.

18. Tidu chuiin chét Iugng cla thudc: TCCS

19.Tén, dla chicia co sd sén xuitthudc

CONG TY C6 PHAN DUGC PHAM DUGC LIEU PHARMEDIC

367 Nguyén Trai, Q. 1, TP. HCM, Vigt Nam.

San xuit tal nha mdy GMP - WHO

PHARMEDIC  1/67 Nguy&n VAn Qud, Qun 12, TP. HCM, Vigt Nam.




Mét sau

Mt truGc

film coated tablets

Bestrip

PHARMEDIC

COMPOSITION
- Dimenhydri 50 mg
- Excipi Avicel, Magnesi Sodium starch glycolate, Aerosil, Methocel,

Ethyl cellulose, PEG 6000, Titanium dioxide, Blue patentV ............... ....sqf 1 film coated tablet.
INDICATIONS
- Preventionand of nausea, iting, vertigo d with motion sickness.
- P ion and of iting and vertigo iated with Méniére's disease and other

vestibular disturbances.
DOSAGE AND ADMINISTRATION

-~ Prevention and treatment of nausea, vomiting, vertigo associated with motion sickness.
+  Theusual dose of adults and children over 12 years old: 1 - 2 tablets, 3 - 4 times daily, not
exceeding 400 mg daily.
«  Prevention of motion sickness: the first dose should be given at least 30 minutes before
travelling.
«  Children 610 12 years old: % - 1 tablet every 6 to 8 hours to a maximum of 150 mg daily
-~ Treatment of Méniére's disease: % - 1 tablet, 3 times daily.
CONTRAINDICATIONS
- Hypersensitivity to di
- Children under 2 years old.
- Close-angle glaucoma.
—  Urinary retention involved to the urethro-prostatic problems.
PRECAUTIONS
- Avoiding the use of alcoholic drinks or other CNS depressants during treatment of
dimenhydrinate.
- Chronic constipation, urinary bladder obstruction, benign prostatic hyperplasia.
- Elderly.
DRUG INTERACTIONS
- Drugmay enhance the effects of CNS depressants, such as alcohol and barbiturates.
- Drug may enhance the effects of anticholinergic agents.
- C i use of di y with id
may mask the early symptoms of ototoxicity.
USE IN PREGNANCY AND LACTATION
- Drugshould not be used during pregnancy only when clearly needed.
-~ Drugshould notbe used in breast-feeding woman.
EFFECTS ON ABILITY TO DRIVE OR OPERATE MACHINERY
Do not use when driving or operating machinery.
ADVERSE REACTIONS
~  Drug may cause I dache, dizziness, i
and respiratory system, tinnitus.
~  Rare cases of anorexla, constipation or diarrhoea, urinary difficulty and retention, palpitation
and hypotension have besn report.
—  Paradoxical stimulation may occur very rarely in children or the elderly such as excitement,
tremors, insomnia, convulsions.
*  Contact your physician if you experience any adverse reactions while using this

or to other antit

or other ototoxic agents

blurred vision, dry mouth

medicine.
OVERDOSAGE
-  Symptoms:
« Clinial manifestation of overdosage of children may include dilated pupils, flushing,
hyperpyrexia, i A inati i ataxia, Isi coma,
pi y failure, It |
« Overdosage of adult may cause difficult speaking and difficult swallowing; psychoses.
- Treatment: There is no specific antidote for antihi: i H ization for sy ti
and supportive treatment.
PHARMACODYNAMICS
Di hydri , an ethanolamine-devivative, is a sedating . It diminishes or
abolishes the major actions of histamine in the body by competitively antagonizes the effects of
i ineon H, It also has anticholinergic, ic and sedative effects.
PHARMACOKINETICS
Dimenhydrinate is well absorbed from the g I tract. The anti ic effect ap

15 - 30 minutes after oral administration. The duration of actions ranges from 3 - 6 hours.

Dimenhydrinate is widely distributed throughout the body and crosses the placenta. Drug is

metabolized in the liver and excreted in urine. A small amount of drug is secreted in breast milk.

KEEP OUT OF REACH OF CHILDREN.
READ THE LEAFLET CAREFULLY BEFORE USE.
FOR MORE INFORMATION, CONSULT YOUR PHYSICIAN.
SHELF LIFE: 36 months from date of manufacturing.
SPECIFICATION: Manufacturer's.
PRESENTATION: Box of 3 blisters x 10 film coated tablets.
DO NOT STORE OVER 30°C.

PHARMEDIC JSC: 367 Nguyen Trai Street, District 1, Ho Chi Minh City, Vietnam.
Manufactured by PHARMEDIC in compliance with GMP - WHO norms
1/67 Nguyen Van Qua Street, District 12, Ho Chi Minh City, Vietnam.

Bestrip

vién bao phim

CONG THUC
- Dimenhydri 50mg
- Tédugc: Avicel, Magnesi stearat, Natri starch glycolat, Aerosil, Methocel,

Ethyl cellulose, PEG 6000, Titan dioxyd, Xanh patent VoeererressessennenennVU@ d0 1 vién bao phim,
CHIDINH

- Phongva diéu trjcdc chiing buén ndn, ndn va chéng mit do say tau xe.
~  Phéngva didu trindn va chéng mitdo ching Méniére va réilogn tién dinh.
CACHDUNG & LIEUDUNG
~  Phdngva didutr| cdc chiing budn non va ndn do say tau xe.
«  Liéuudngthéngthudng & ngudildn va trd em trén 121udi: 1 -2vién, ngay 3- 4 Idn, khong
quéa 400 mg/ngay.
«  Phongsay tauxe: li§u d4u tidn phai usng 30 phuttrude khikhdihanh.
e  Trédemty6-12tdl: %-1vién,t8lda 150 mg/ ngay.
- Didutritridu chingbdnh Méniére's: Ugng % - 1vién,ngay 3 1an.
CHONG CHIDINH
- Dj Ung véi dimenhydrinat holc vdi cac thuéc khang histamin khac.
- Tré em dudi 2 tudi.
- Nguy cd glécém goc déng.
- Nguy co bf tidu do réi logn ni¢u dao - tuyén tién liét.
LUU Y -THAN TRONG
- Trénh dung thifc u8ng c6 rugu hodc cic thudc Uc ché thén kinh trung vdng khéc khi dang
dung thude.
- Taobénman, thcbang quang, phl dal lanh tinh tuy&n tién lit.
- Ngusildntugi,
TUONG TAC THUGC
—  Thu6ccé thd lam ting tac dyng céc thudc Uc ché thén kinh trung udng nhu rugu, va barbiturat.
- Thu6ccé thé lam ting tac dyng céc thudc khang cholinergic.
- Ding cing véi thuSc khéng sinh nhém aminoglycosid hoic cdc thudc doc déi vdi tai khéc,
dimenhydrinat c6thé lam che I&p céc triu ching sdm clia ddctinh dtai,
PHY NI MANG THAI VA PHY N CHOCON BU
- Sirdyngthudc trong thdi ky mang thai chikhi that cn thist.
- Thu8ckhdng néndung & phy nd cho conby.
TACDONG CUA THUSC KHI LAIXE VA VAN HANH MAY MOC
Khdng dung cho ngudi 14i xe va van hanh mdy méc.
TAC DYNG KHONG MONG MUGN
- Thudng gip budn ngd, dau ddu, chéng mit, m&t phdi hgp vén ddng, nhin md, kho migng va
dudng hd hip, U tal.
- ltgaptrusng hgpchan &n, tdo bén hodc la chdy, bl va khd ti§u tign, dénh trdng ngyc, ha huyét
ap.
- R&thidm gip kich thich nghich thung & tré em, ddi khi 8 ngudi Idn nhu kich dong, run, mat
ngu, cogiat.
* Théng bo cho Béc sT nhing tic dyng khéng mong mudn gép phai khi s dyng thude.
QUALIEUVA XU TRI
- Triduching:
o Quélidu & trd em c6 thé xay ra gidn ddng t, dd mat, s6t cao, kich ddng, 4o gidc, I 1&n,
m&tdidu hoa, co gidt, hdn mé, suy hd hép, truytim mach
o Qualidudnguaildn cé thé gay rakho néiva khé nuét, loantamthén,
— XU trl: Khdng c6 thudc gidi ddc diic hidu céc thudc khang histamin. Chuyén ngay dén bénh
vign dé didu tritrigu ching va hd trg.
DUGC LYCHOC
Dimenhydrinat 1 thu8c khang histamin, an thin gdy ngl, thude nhém dan xudt ethanolamin.
Thuc khang histamin lam gidm hay mt nhing téc dong chinh cla histamin béing céch canh
tranh véi histamin & thy thé H,. Dimenhydrinat ciing ¢6 tic dyng khdng cholinergic, chdng nén
vatdcdyng anthén.
DUGC DONG HOC
Dimenhydrinat dugc h&p thu 16t qua dudng tiéu héa. Tac dyng chdng non thudng 15 - 30
phut sau khi ung. Thdi gian tdc dyng cia thudc 3 - 6 gid. Thuéc cd thé dugc phan bd réng
réi vao cdc t6 chic cla cd thé, qua dugc nhau thai, bj chuyén hod 8 gan va thai trif qua
nudcti§u. Mdtlugng nhd thu§c dugc phanbd vaosdame.
DE XA TAM TAY CUA TRE EM.
DOC KY HUGNG DAN SU DYNG TRUGC KHI DUNG.
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI.
HAN DUNG: 36thangkd tir ngay s&n xu&t.
TIEUCHUAN: TCCS
TRINH BAY: Hop 3 vix 10 vién bao phim.
BAO QUAN & NHIET DO KHONG QUA 30°C.

CTCP DPDL PHARMEDIC: 367 Nguyén Trai, Quan 1, Tp. H8 Chl Minh, Vigt Nam.
$an xudl tai nha may GMP - WHO: 1/67 Nguyén Vin Qud, Q.12, TP.HCM, Vigt Nam.
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Dimenhydrinat 50 mg

C: 367 NguyEn Trai,

a5, 1P, H& Chi Minh, Vict Nam
MP-WHO: 1/67 Nguy t

&n Van Qua, Q12 TP HCM, v

!

Bw 0S yeuppAyuewid

uctu

{1

p thudc

9

.

ong in mi vach lén h

A

kh




