NOI DUNG PHAN 1

1. Bénh ly vé chong mat
2. Diéu trji chong mat tién dinh
* Muc tiéu diéu trj
e Hai nhém thudc diéu tri: khac nhau, vu nhugc diém
3. Vai tro ciia BETASERC trong diéu tri chdng mat tién dinh
* Cochétac dongkép
* Hiéu qua thong qua cac nghién clru lam sang

* Thongtin ké toa
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MAT KHA NANG
LAM VIEC

LO AU
TRAM CAM




CAC PAC DIEM
LIEN QUAN DEN
CHONG MAT
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20-30%

chéngmatdo tién dinh?
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Co xu hudng phd bién & phu N hon @
nam gidi, thu’c‘jngténg theo dﬁ tu6i
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A0% vt oo e
O dansé corbiloan chéng mat

hoac choangvang trong cudc doit

1. National Institute on Deafness and Other Communication Disorders [NIDCD], 2014
2. Acta Oto-Laryngologica. 2015; Early Online, 1-7



CAC CO QUAN THAM GIU’ THANG BANG CHO CO THE




HE THONG TIEN DINH KIEM SOAT SU’ THANG BANG

Xung déng nhan tién dinh hai bén Tin hiéu tir co’ quan tién dinh mot
can xirng bén bij sai léch

Nhan tién dinh
binh thwéng

Giir can bang

Chéngmat Mat thangbang

R.A. Bradoo etal. IndianJournal of Otolaryngology andHead and Neck Surgery. Vol.52 No. 2, April —June 2000.



MUC TIEU BIEU TRI

Kiém soat tot chéng mat

Phuc héi chirc nang tién dinh
& thang bang

Phong ngwra chong mat tai phat



HAI NHOM THUOC PIEU TRI CHONG MAT

Chong mat KiCH THICH TIEN PINH
QS i
< DDetahistine

THUOC U'C CHE TIEN PINH

Nhan
Tién dinh

Tién dinh

Uc ché tin hiéu tién dinh Phuc héi chifc nang tién dinh
bén lanh bén bi ton thucng

Lacour M. Curr Med Res Opion 2006;22:1651-9
https://www.dizziness-and-balance.com/treatment/drug/cinnarizine.html accessed on 30/12/2020
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HAI NHOM THUOC PIEU TRI CHONG MAT

Khang Cholinergics?
- Scopolamine
Khang Histamin?

- Diphenihydramine
- Dimenhydrinate

- Promethazine

- Meclizine

Tac dong GABA!?

- Diazepam

Khang dopamine!

Histaminergic

- Betahistine

- Sulpiride
Uc ché kénh canxi?

- Cinnarizine
- Flunarizine
Uc ché bu trir tién dinh HG tro bu trir tien dinh

Nhiéu tac dung phu: buén ngt, hay quén, ngoaithap, Dung nap t6t khi s&r dung 13u dai

réiloan tiéu tiéu,...

Lacour M. Curr Med Res Opion 2006;22:1651-9
https://www.dizziness-and-balance.com/treatment/drug/cinnarizine.html accessed on 30/12/2020
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THUOC U'C CHE TIEN PINH

Chéng mat Thuéc rc ché tién dinh
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Nhan
Tién dinh

>

| LANH

ex-é“&

BENH

Tién dinh bj tén thuong mét bén U'c ché tin hiéu than kinh bén lanh
hodc ca hai bén =» Can bang tin hiéu tién dinh 2 bén
v v

CHONG MAT HET CHONG MAT

J. Chem.Pharm.Res.,2010,2(3):381-386



Hét chong mat khi nghi

Mat thang bang khi van dong




KHANG CHOLINERGIC

0 Scopolamine ( thudéc dan)

Uc ché thu thé Muscarinic @ nhan tién dinh

Diéu tri /phong ngtra say tau xe

Buon ngu, gian dong ti, khd miéng




KHANG HISTAMINERGIC

<) Meclizine/ promethazine/diphenhydramine

Uc ché thu thé H1--> Budn ngl

Hiéu qua giam chdong mat la do anticholinergic

Diéu tri chong mat hodc say tau xe

Bubn ngu, ngoai thap, khé miéng




GABAnergic

e Lorazepam/Clonazepam/Clonazepam

Pong van thu thé GABA & nhan tién dinh

Piéu tri chdng mat kém giam lo lang, hoang s¢

Buon ngl nhiéu, mat tri nh&, gay nghién




U’'C CHE CANXI

a Cinarizine / flunarizine

Uc ché dan truyén TK t&* mé dao — nhan tién
dinh va co tac dung dan mach

Cling la Antihistamine, co tac dung anticholinergic

Buodn ngu , ngoai thap, tram cam
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Theo thong tin ké toa, Tanganil chua ré co ché hoat déng

/

Pl Tanganil

Tanganil 500 mg

Acetylleucine

Poc ki hudng dén sir dung trude khi ding,
D€ xa tam tay tré em.

1. TEN THUGC: TANGANIL 500 mg

2. THANH PHAN

* Hoat chat: Acetylleucine 500 mg.

+ Ta dugc: tinh bot mi, tinh bét ngd tién gelatin héa,
calci carbonat, magnesi stearat, khdi lugng vira
dd 1 vién.

3. DANG BAO CHE Vién nén.

4. QUY CACH DONG GS1: Hap 3 vi, mdi vi chira 10
vién nén.

5. CHI DINH
Thude duge ding dé diéu tri con chéng mat.

6. LIEU DUNG VA CACH DUNG

Ligu ding:

Ngudi lan:

1.5 - 2 g/ngay. 3 - 4 vién mdt ngay, chia lam 2 @n
sang va tai.

Vao giai doan d3u cla diéu tri, hodc khi khéng c6
cai thién, co thé tang liéu lén 3 — 4 g (6 — 8 vién)
mat ngay.

Budng ding: duting udng. Uong thudc vai nudc.
Théi gian diéu tri: thini gian diéu tri thay di tuy theo
dién bién lam sang (tir 10 ngdy dén 5 hodc 6 tusin).
Khong ding qua liéu duyc chi dinh.

7. CHONG CHi DINH
Khéng ding TANGANIL khi:
Bénh nhan bj dj img vdi duge chat (Acetylleucine)

hodic mét trong s6 cac ta duoc c6 trong thudce,
Bénh nhan bi di img véi lda mi (trir bénh celiac)

8. CAC CANH BAO VA THAN TRONG

Théan trong khi sirdung TANGANIL.

Thudc nay cé chira tinh bt mi nhung c6 thé s
dung cho bénh nhan bj celiac. Vi lugng gluten trong
ta duge tinh bt mi cia thude rat nho khong déang
ké.

SU DUNG TRONG TRUDNG HQP CO THAI VA CHO
CON BU:

Khong nén st dung thudc nay khi dang cd thai
hoac cho con bd.

Néu ban phat hién minh cé thai khi dang ding
thude, hdy tham khéo y kién cla béc si hay dugc
si ciia ban va ho sé quyét dinh ban cé nén tiép tuc
diBu trj hay khéng. . )
THEO THONG THUUNG,BENH NHAN CAN PHAI
HOI Y KIEN CDA BAC S ***“ DUGIG Si TRUTIC KHI
DUNG BAT KY LOAI T NAO KHI DANG CO
THAI HOAC CHO CON E

TAC DONG DEN KHA NANG LAI XE VA VAN HANH
MAY MOC:

Chua co dir liéu nghién cuu.

9. TUONG TAC V01 CAC THUGC KHAC VA CAC
LOAI TUONG TAC KHAC

D€ tranh céac tuong tac thudc cb thé xdy ra vai

nhiéy loai thudc, can phai thong bdo cho bac si

hoac dugce si bat ky thudc nao khac hién dang sir

dung.

10. TAC DUNG KHONG MONG MUON

Nhur 13t ca cdc loai thudc khac, thudc ndy ¢6 thé
géy ra tac dung khéng mong mudn nhiéu hon hoac
it hon & mét 6 ngudi.

Rat hiém khi xay ra phat ban da (phat ban, d6, néi
may day, ngra).

Théng béo ngay cho bac si hoic dugc si nhimg
tac dung khdng mong mudn gap phéi khi sirdung
thudc.

11. QUA LIEU VA CACH XU TRI
Sau khi sirdung qué iéu, bénh nhan can thong bao
ngay cho bac sThodc duwe si.

12. DUYC LYC HOC
Nhém trj ligu: THUGC TR| CHONG MAT (ma ATC :
NO7CAQ4)

Thudc tri chong mét chua rd ¢o ché hoat ddng.

13. DUDC BONG HOC
Sau khi udng, acetylleucine dat néng do toi da
trong huyét tuong sau khodng 2 gidr.

14. DIEU KIEN BAO QUAN VA HAN DUNG

Diéu kién bdc quan: Bao quan thuGc & nhiét 46
duti 30°C.

Han diing: 36 thang k& tirngdy san xuat

:long‘ nén diing thude qua thothan duoc ghi trén bao

15. TIEU CHUAN CHAT LUDONG: Tigu chudin co s&

16. CHU SG'HOU GIAY PHEP DANG KY LUU HANH
PIERRE FABRE MEDICAMENT

45, Place Abel-Gance k.

92100 Boulogne - Phap

17. TEN VA DJA CHI NHA SAN XUAT

PIERRE FABRE MEDICAMENT PRODUCTION
Site Progipharm

Rue du Lycée

45500 Gien - Phap

]
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THUOC
KICH THICH
TIEN DINH

Kiém soat tdét chéng mat

Phuc héi tién dinh bén bj ton thuong

Phuc héi chirc ndng thang bang
L

Thac day bu trir tién dinh trung wong



THUOC KiCH THiCH TIEN DINH

WS o
%‘%?em histine

50 nam kinh nghiém

st dung trénlamsang

(L

St dung tai

........................... | 1 2 O quoc gia




THUOC KiCH THiCH TIEN DINH

Bo  @uen

Chong mat tai phat lién quan

hodc khong lién quan dén bc tai

Théng tin ké toa
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%}}%?emhtstme CO' CHE TAC DONG KEP

pOI VAN THU THE H3 PONG VAN THU THE H1
THAN KINH MACH MAU
N . .
£ Welahistine
| Piéu hoa hoat dong | Gian co’
, nhén tién dinh | tron mach mau
| |
B \4 B \4
Lam giam triéu chirng Tang lwu lwong mau lén than
chong mat kinh trung wong & tai
v

e

PHONG NGUA CHONG MAT

PIEU TRI CHONG MAT

HIEU QUA | TAI PHAT

Timmermann H. Acta Otolaryngol (Stockh) 1991; (Suppl 479): 5-11
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TACDONG CUABETAHISTINE TREN THU THE HISTAMINE
TN

Tang phong thich Histamine‘“;\ a

H3 (autoreceptor)

Dan mach, tang tinh
thAm thanh mach

> Tang lwu lwong Poi van
mau tai trong * Nao manh H3
Tinh tao
Than trong trén BN
hen PQ - —
N\ ‘ - / Thén trong
| | trén BN dau
da day
. ch tron MM, PQ e N/m da day K!'nongz
e N3o Tim. te dang ke
e Tim, tuw cung,
co’ tron MM H2

Jong van yéu H1
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m%@emmstme THUC DAY QUA TRINH BU TRU TIEN DINH

A TRUNG UONG

Bu trir tién dinh la chia khéa trong diéu tri roi loan tién dinh

® — Chic nang tién dinh 2 bén binh thuong

Mat can bang phéng xung nhan tién dinh
~ ->chdéng mat

Bu trir cdp: tiéu nao tic ché nhan tién dinh
® " . giam chéng mat nhung mat thang bang

Bu trir man: tiéu nao giai fc ché
o -> phuc héi phat xung nhan tién dinh bén bénh

® Phuc héi chifc nang tién dinh binh thudng

Qua trinh bu tri tién dinh thudng kéo dai tur 3 dén 12 thang

\4

\_ BETAHISTINE GIUP PAY NHANH QUA TRINH BU TRU TIEN DINH

Lacour M.Journal of Vestibular Research 23(2013) 139-151
Redon.C.PhDet al.Journal of Clinical Pharmacology (2011) 51:538-548




= Delahistine

Nghién cru lam sang
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N ’ rd - = A > b Y MANAGEM, NT ACUTE VERT r ~
Nghién ciu chitng minh hiéu qua va TENT OF ACUTE VERTIGO WITH BETAHISTINE
'4 K = = KA. Bradoo’, N.K. Neryr e 1
tinh dung nap cua betahistine —————— K. Nerurkar’, 1.B. Mhapaukar’, $.F. Potitt, .G Kute®

st ip—
———

48mg/ngay trong diéu tri chong mat

R.A. Bradoo, Indtan Journal of Otolaryngology and Head and Neck Surgery Vol 52 No 2, April - June 2000

- Thi&t k& nghién ctiru: Nghién cu md, tién ctru, khdng d6i ching (Tai An Do)

- D6i twong nghién ctru: Trén 29 bénh nhan ngoaitri dudi 65 tudi bi it nhat 01 dot chdng mat
trong thang trudc dé

- Thudc sr dung: Betahistine 16mg x 3 [an/ngay (sau an)
- Thei gian diéu tri: 6 tuan

- Muctiéu: Danh gid hiéu qud va dé dung nap cla betahistine trén cac tiéu chi: tan suat, thei gian
va cwong do con chong mat,



'-;5? Ee[ahtshne HIEU QUA CAO TREN GIAM CUONG DO, THOIT

GIAN & TAN SUAT XUAT HIEN CON CHONG MAT

Nghién ciru cha tiac gid Bradoo: m@, tién ciru trén 29 bénh nhin chéng mat ngoai tra
dwoc diéu tri v&i betahistine 48mg/ngay, trong khodng thei gian 6 tuan

VOl LIEU DUNG

CUONG DO
CON CHONG MAT

THC‘II,GIAN . TAN SUAT XUAT HIEN
CON CHONG MAT CON CHONG MAT

Giam 37% sau 1 tuan, Giam 53% sau 1tuan, Giam 62% sau 1 tuan,

Giam 95% sau 3 tuan Giam 94% sau 3tuan Giam 95% sau 3 tuan

. Giam 100% sau 5 tuan 5 Giam 100% sau 5 tuan kGiém 100% sau 5 tuan

R.A. Bradoo et al. Indian Journal of Otolaryngology and Head and Neck Surgery. Vol. 52 No. 2, April —June 2000.




S s K o A 3 A
= DT CUONG DO CON CHONG MAT

+p<0,001

Diém s6 vé do nang

Giam 37% sau 1 tuan,
Gidm 95% sau 3 tuan
Gidm 100% sau 5 tuan

R.A. Bradoo et al. Indian Journal of Otolaryngology and Head and Neck Surgery. Vol. 52 No. 2, April-June 2000.
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Giam 53% sau 1 tuan,
Gidm 94% sau 3 tuan
Giam 100% sau 5 tuan

R.A. Bradoo et al. Indian Journal of Otolaryngology and Head and Neck Surgery. Vol. 52 No. 2, April —June 2000.



TAN SUAT XUAT HIEN CON

= Delahistine CHONG MAT
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Giam 62% sau 1 tuan,
Gidm 95% sau 3 tuan
Gidm 100% sau 5 tuan

R.A. Bradoo et al. Indian Journal of Otolaryngology and Head and Neck Surgery. Vol. 52 No. 2, April — June 2000.
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Nghién cifu chirng minh hiéu qua va

tinh dung nap cua betahistine

48mg/ngay trong diéu tri chong mat

Do dung nap:

- Khbngcd cac triéu chirng
hodc diu hiéu bat lgi duoc
ghi nhan & bat ky bénh nhan
nao

- Cac triéu ching tiéu héa: réi
loan da day-rudt, tang tiét
acid khong duwoc ghinhan &
murc liéu nay

- Khongbénh nhan nao phan
héi vé tinh trang budn ngd

- Khongcdé bénh nhan nao

phan nan vé chat lugng séng

bi anh hudng bdi diéu tri

MANAGEMENT OF ACL 'TE VERTIGO WITH BE

KA. Bradoo’, N.K. Neryr
A ——

Bttty -
e ————————

TAHISTINE

kars, LB. Mhapaukar’, $.F. Por. p.c;. Kute*

N p——————

Table 5

Global Evaluation - Patents” Evaluation

No. of patients (%) Rating as

excellent good fair poor
Parameters
Efficacy 20 9 1] 0
(n=29) (68 97%) (3103%) 0%) (0%)
Tolerance 21 8 0 0
(n=29) (7241%) (27 59%) (0%)  (0%)
Effect on 17 3 1 0
associated (80 95%) (14 29%) (4 76%) (0%)
symptoms
(n=21)

Table 6

Global Evaluanon - Chnicians' Evaluation

No. of patients (%) Rating as

excellent good famr poor
Parameters
Efficacy 21 8 0 0
(n=29) (7241%) (27 59%) (0%) (0%%)
Tolerance 22 7 0 0
(n=29) (75 86%) (24 24%) (0%) (0%)
Effect on 19 1 1 0
associated (90 48%) (4 76%) (4 76%) (0%)
symptoms
{n=21)

100% bénh nhan danh gia hiéu qua
va dung nap tir tuyét véri dén tot

Cac nha lam sang danh gia hiéu
qua va dung nap tlr tuyét vori dén
tét & 100% bénh nhan

R.A. Bradoo, Indtan Journal of Otolaryngology and Headand Neck Surgery Vol 52 No 2, April -June 2000
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CFPLOS e

Nghién cdu VIRTUOSO

(A& mgsday) in
IBC Aduring routine

- Thiét ké nghién ciru: Nghién clru tién clru, da trung tdm (Nga va Ukraine), khéng déi chirng
- P6i twong nghién cliru: 309 bénh nhan chéng méat tién dinh

- Thuéc str dung: Betahistine 48mg/ngay (16mg x 3 [an/ngay hodc 24mgx 2 lan/ngay)

- Thoi gian diéu tri: 2 thang diéu trj va 2 thang theo doi

- Muctiéu:

> Tiéu chi chinh: Hiéu qua cla betahistine 48mg/ngay trong diéu tri chdng mat tién dinh theo
thang diém SVVSLCRE (Vestibular Vertigo Severity Level and Clinical Response Evaluation)

> Tiéu chi phu: Danh gid su cai thién chong mat, cac triéu chirng lién quan & giai doan diéu trj
va toan bd qua trinh chdng mat cta bénh nhan & giai doan theo doi

Vladimir A.Parfenov, et al, PLOS ONE | https://doi.org/10.1371/journal.pone.0174114 March 30,2017



Patient recruitment and screening

Adult patients who could be treated with betahistine as per the locally approved label were
recruited from routine outpatient clinical settings in Russia and Ukraine. Inclusion criteria for
VIRTUOSO: patients >18 years of age with vestibular vertigo who had been prescribed 48
mg/day of betahistine in accordance with the locally approved label and started therapy <5
days prior to giving written consent. Main exclusion criteria: contraindications of betahistine
treatment, middle- or inner-ear infection, psychiatric or significant neurological disorders,
spinal-cord damage, use of any other agents for peripheral vestibular vertigo, ear surgery for
vestibular disorders, pregnancy or breastfeeding, and previous betahistine therapy <4 weeks
before start of treatment course.

Table 1. Patient demographics.

Characteristic Mean or percentage for the full analysis set
Age + SD (mean), years 53.5+15.1
Height £ SD (mean), cm 168.1 +94
Weight £ SD (mean), kg 745+13.7
Sex (female:male), % 71.2:28.8
Race (White:Asian) % 99.7:0.3

SD, standard deviation

hitps./doi.org/10.1371/journal.pone.0174114.1001




%)Eetﬂhlﬁ[tne HIEU QUA CAO TRONG DIEU TRI CHONG MAT
& PHONG NGUA TAI PHAT

Hiéu qua cao trong diéu tri con chéng mat va phong ngtra tai phat
v@i lieu 48mg/ngay trong thgi gian 2 thang

Nghién ciru VIRTUOSO trén 305 bénh nhan, dung betahistine liéu 48mg/ngay trong thdigian 2 thang.
Va ti€p tuc theo doi hiéu qua trong 2 thang sau khi két thac diéu tri.

-d'y TRONG 2 THANG

NGAY

Theo doi hiéu qua
trong 2 thang sau
khi ngung diéu tri

R con chong IS chiing licn

Pap ung
quan dén chéng mat

bénh nhan

mat trong thai gian
2 thang diéu tri

X

95% bénh nhan dap Giamtr 8 con2 Kh6ng xuat hién t Elamhcj;ng =

(ng t6t & rat tot can chéng mit can chéng mit reu chung nhu
: ’ buén nén, ndn, ngat xiu

Két qua:
- Cactriéuching lién quan dén chdong mat duoc cdi thién dén 90,5% sau 2 thang diéu tri

Parfenov, Vladimir A., et al. "Effectiveness of betahistine (48 mg/day) in patients with vestibular vertigo during routine practice: The VIRTUOSO study." PloS one 12.3 (2017):e0174114.
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Betahistine giam tan suat xuat hién con chong mat cé y nghia
thong ké'

S6 trung vi cadn chéng mat hang thang gidam tur 8 con 2 can chdng mat khi két thuc liéu trinh
(p < 0.0013)!

10 Median

1]

, o
; : ol
" . 0 0 UUU l\__ | |8

I

Trung vi tan suat
con chéng mat hang thang

Ban dau et thib: figu trinh Sau 1 thang Saw 2 thang
theo déi theo di 50% below 50% above

aPhép kiém paired t-tests hodc Wilcoxon signed-rank tests

Cac tac dung quan sat dugcvan ton tai sau 2 thang két thic liéu trinh, diéu nay cho thay
betahistine cé thé tao diéu kién bu tri tién dinh lau dai.

Parfenov, Vladimir A., et al. "Effectiveness of betahistine (48 mg/day) in patients with vestibular vertigo during routine practice: The VIRTUOSO study." PloS one 12.3 (2017):e0174114.
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Nghién cdu VIRTUOSO

1 Do dung nap:

Sau 2 thang diéu tri bang thudc:

- Chi 01 bénh nhan rat
khéi diéu tri do kém dap (ng
v&ithudc dan dén ting tan
suat con chdng mat

- Khong co bién 6 bat loi
nghiém trong nao dugc bdo
cdo

P — Privadi: L LA AL Ao

TFPLOS -

I'Tevet ) -" c >
.li 12 cthveness of betshistine (A& migsday) in
AUEDTS With vostibuiar » ring rout
oSl X Ve ey - e
Practice: The VIRTLic 250 \:LT.';»‘;r. during routine
. :
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Elwbom vt | Setubng
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l Patients screened (N=309) ‘

l Patients enrolled (N=309) ‘

Patients who were
administered betahistine
(full analysis set; N=309)

Lost to follow-up after
Visit 1 (n=3)
Discontinued treatment
due to AE (n=1)

Patients who completed
the study (N=305)

Patients who completed
the follow-up period
(N=305)

Fig 1. Flowchart of patient disposition.

Vladimir A. Parfenov, et al, PLOS ONE | https://doi.org/10.1371/journal.pone.0174114 March 30, 2017
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- Thiét k& nghién ctru: Nghién ctru quan sat, nhdn ma, da trung tdm (tai 13 nudc)

- P6i twong nghién cliru: 2032 bénh nhan chong mat tién dinh ngoai bién khéng qua 5 ndm
- Thudc str dung: Betahistine 48mg/ngay (24mg b.i.d hodc 16mgt.i.d)
- Thoi gian diéu tri: 3 thang diéu tri

- Muctiéu: Danh gid gdnh ndng bénh tat lién quan dén chdng mat qua cac thang diém DHI (pizziness
Handicap /nventory), SF-36v2 (bé cdu héiShort Form-36), thang HADS (HospitalAnxiety and Depression 5cale) tai thoi dlém

ban dau, sau 01 thang va sau 03 thang diéu tri

» Tiéu chichinh: Suw thay déi vé tong diém DHI tai thoi diém 3 thang so véi ban dau

1. H. Pérez-Garrigues, et al, Current Medical Research and Opinion® Vol. 23, No. 11, 2007, 2753-2761 2. Heike Benecke M.D, et al, International Tinnitus Journal. 2010;16(1):14-24



DIZZINESS HANDICAP INVENTORY (DHI)

Thang diém tu danh gia cu thé mirc d6 bénh, dé dinh lugng/danh gia viéc tu nhan thirc cac tré ngai - lién quan
dén bénh ly thuéc hé théng tién dinh

Bao gom 25 cau héi, chia thanh 3 nhém dai dién cho cac khia canh ciia chéng mét va loang choang : thé chat (7
cau hoi), cam xtic (9 cau hoi), chirc nang (9 cau hoi)

Véi moi cau hoi, bénh nhan sé dugc danh gia:

© 0 diém (Néu nhu chéng mat khang gay trd ngai)

o 2 diém (Néu nhu chéng mat thinh thoang gay trd ngai)
o 4 diem (Néu nhu chéng mat co gay trd ngai)

Diém sé dugc tinh cho tirng nhém riéng (Té6i da 36 diém cho chirc nang va cam xiic, t6i da 28 diém cho thé chat)
Téng diém (tdi thiéu 0 — t6i da 100 diém) dua trén téng cia 3 nhém

Diém > 10, bénh nhan nén dudc chuyén dén cac chuyén gia dé danh gia thém:

@ 16-34 diem: Trd ngai mu'c do nhe

© 36-52 diém: Trd ngai muc do trung binh
o > 54 diém: Trd ngai muc do nang

DPiém cang cao, cang cho thay mirc dé tinh trang bénh ning hon, DHI la bang danh gia/tai danh gia c6 dé tin cay
tot, tinh hop lé va nhat quan

H. Pérez-Garrigues, et al, Curr Med Res Opin 2007; 23(11)
Benecke, Heike, et al. "Effects of betahistine on patient-reported outcomes in routine practice in patients with vestibular vertigo and appraisal of tolerability: experience in the OSValLD
study." International Tinnitus Journal 16.1(2010).



= O RRIIEIER) NANG CAO CHAT LUGNG CUOC SONG
CUA BENH NHAN

B6 cau hoi Short Form-36 (SF-36)

HRQol (health-related quality of life - an individual’s or a group’s perceived physical and mental health over
time)n)

Chat lvgng cudc sdng (lién quan dén chdm séc SK): La stirc khoe vé thé chat-tinh than dwoc nhan thirc bdi mot ca
nhan hoac mét nhém nguoi theo thoi gian

HRQoL hién dwoc khdo sat qua bd cadu hdi SF36.ver2 —céng cu duoc st dung réng rai, dai dién cho chat lugng cudc
séng vé sirc khoe trén 8 linh vurc: hoat ddng thé chat-10 cau (PF), gidi han do thé chat-4 ciu (RP), dau co’ thé-2 cau
(BP), strc sdng-4 cau (VT), sirc khée chung- 5 cdu (GH), hoat déng xa hdi-2 ciu (SF), gidi han do cdm xuc-4 ciu
(RE), strc khée tam than-5 cau (MH). Va trén 2 cong cu do lwdng tédm tat: Stre khode thé chat (PCS gom PF, RP, BP,
VT) va strc khée tdm than (MCS gébm SF, GH, RE, MH)

Thang diém danh gia tir 0 dén 100 diém cho mdi linh vuc- lién quan dén cac tiéu chuan chung cho dan s& Hoa Ky
D{t liéu thu thap s& dugc chuyén déi thanh céc gia tri thdng qua phép bién d6i diém Z tuyén tinh, phdn mém phan
tich dit liéu...

Téng diém < 50 dugc hiéu la thap hon tiéu chuan dan s6 chung cdia Hoa Ky.
DPiém > 50 dwoc coi la cao hon mirc tiéu chudn dan sé chung cla Hoa Ky

Diém cang cao, cang cho thay chat lwong cudc séng ctia bénh nhan dwoc cai thién
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BO 25 CAU HOI TEST PANH GIA ,
KHA NANG NHAN THUC CAC TRO NGAI CUA BN

(P) Thé chat (E) Cdm xuc

1. Does looking up increase your problem?

2. Does walking down the aisle of a
supermarket increase your problems?

3. Does performing more ambitious activities
such as sports, dancing, household chores
(sweeping or putting dishes away) increase
your problems?

4. Do quick movements of your head
increase your problem?

5. Does turning over in bed increase
your problem?

6. Does walking down a sidewalk increase
your problem?

7. Does bending over increase your
problem?

1. Because of your problem, do you feel frustrated?

2. Because of your problem, are you afraid to leave
your home without having without having someone
accompany you?

3. Because of your problem have you been
embarrassed in front of others?

4. Because of your problem, are you afraid
people may think you are intoxicated?

5. Because of your problem, is it difficult for you
to concentrate

6. Because of your problem, are you afraid to stay
home alone?

7. Because of your problem, do you feel
handicapped?

8. Has the problem placed stress on your
relationships with members of your family or friends?

9. Because of your problem, are you depressed?

1. Because of your problem, do you restrict
your travel for business or recreation?

2. Because of your problem, do you have
difficulty getting into or out of bed?

3. Does your problem significantly restrict
your participation in social activities, such
as going out to dinner, going to the movies,
dancing, or going to parties

4. Because of your problem, do you have
difficulty reading?

5. Because of your problem, do you
avoid heights?

6. Because of your problem, is it difficult for
you to do strenuous homework or yard work? |

7. Because of your problem, is it difficult for
you to go for a walk by yourself?

8. Because of your problem, is it difficult for
you to walk around your house in the dark?

9. Does your problem interfere with your
job or household responsibilities?

Benecke, Heike, et al. "Effects of betahistine on patient-reported outcomes in routine practice in patients with vestibular vertigo and appraisal of tolerability: experience in the OSValLD

study." International Tinnitus Journal 16.1 (2010).



= D RVIIIT) NANG CAO CHAT LUGNG CUOC SONG
CUA BENH NHAN

Cai thién triéu chirng chéng mat lién quan dén thé chat, tinh than,
chirc nang hoat dong cua bénh nhan sau 3 thang diéu tri NEW

Nghién cfu OSValLD: m&, da trung tam ti€én hanh trén 2032 bénh nhan chéng mat ngoai bién tai phat,
su dung betahistine liéeu 48 mg/ngaytrong 3 thang

Téng diém DHI Cai thién chi sé PCS va MCS

il Nam (n=605) B NI (n=1286)
***0<0.001 vs baseline

70 64

(®)] Fkk
o) = Fkk
Y60 <
e ™ *kk
S a 1.2
£ 5 ” o0 12 10.0
2 2& 10
S 40 o
E sc 8
St 30 26.8 gﬁ_‘é’
5 S5 6
£ 20 25 4
= “0O wn
© Lo}
"<C '5“
A9 0 = 0
Ban dau Lan thdm kham cudi PCS MCS

(Sau 3 thang)

DHI (Dizziness Handicap Inventory) :thang diém danh gia hiéu qua caithién triéu chiing chéng matlién quan dén chat lugng cudc séng vé thé chat, tinh thanva chic nang hoat déng ctia
bénh nhan;
MCS (Mental health component summary): di€ém s& danh gia tinh than; PCS (Physical health component summary): diém s6 danh gia thé chat

Benecke, Heike, et al. "Effects of betahistine on patient-reported outcomes in routine practice in patients with vestibular vertigo and appraisal of tolerability: experience in the OSValLD
study." International Tinnitus Journal 16.1 (2010).
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_F’a?ient baseaeline omn

~ ; _ Pa aracteristic
- r‘n S Open-labhal IT)L_JIUI78‘I'I'O;'?}]’FS
I C a st ticly of betahistine -

ir Vo
Peripheral vestibglar B '—eCL"'I ent

O Két qua:

SF-36v2 scale (PCS and MCS) Male Female
(mean + SD) (n = 605) (n = 1286)
At baseline visit:
30 3 ® Follow-up visit PCS 413+85 39176
25 O Final wisit - MCS 368 + 11.8 35 + 11.3
20 At final visit:
| 1 PCS change from baseline
15 (plintra-group] < 0.001) rix02 82+85
10 1 :
MCS change from baseline
5 (plibira_groun] < 0.001) 10.0 £+ 12.7 11.2+ 1286
04 T 1
Figure 3. Mean changes from baseline in the Physical Health Com-
-3 ponent summary (PCS) and the Mental Health Component summary
10 PCS MCS (MCS) of the SF-36v2 in the efficacy population

Betahistine lam tang cé y nghia thong ké diém s& PCS va MCS tai thdi diém 3 thang so v&i ban dau (p< 0,001)

B6 cdu héi SF-36v2 d& ddnh gid chdt lwong cubc séng duwa theo tiéu chudn chung cia dén sé Hoa Ky: PCS (sirc khde thé chét) & MCS (strc khde tém thén)

1. H. Pérez-Garrigues, et al, Current Medical Research and Opinion® Vol. 23, No. 11, 2007, 2753-2761 2. Heike Benecke M.D, et al, International Tinnitus Journal. 2010;16(1):14-24
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Tinh an toan trén dan sé nghién ciru (n=2032)

- Téng 76 ADR duoc bdo cdo trén 49 bénh nhan

S8 lwong bénh nhan (%) S8 lwong bién cd

(2,4%), trong d6 54 trwdng hop ¢ thé lién quan

dén betahistine e
Itnhat01 bién co bat 49(2.4) 76
- Cactac dungngoaiy duoc bao cdo thuwong gap la |9
. e e . itnhat01biéncobst  1(0.05) 1
roi loan tiéu héa varoi loan hé than kinh lgi nghiémtrong
- Phan|én la cac tac dung ngoai y nhe (trén 33 itnhat01biéncsbat  17(0.8) 24
l@i dan dén ngirng
bénh nhan) va trung binh (trén 19 bénh nhan) thudc
Tl vong 0(0) 0

1. H. Pérez-Garrigues, et al, Current Medical Research and Opinion® Vol. 23, No. 11, 2007, 2753-2761 2. Heike Benecke M.D, et al, International Tinnitus Journal. 2010;16(1):14-24
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Betahistine in the Treatment of Peripheral

-
Vestibular Verti o: R / ]
Itea I u u O I I d e u I d e n Ce Study in Prirnarng g mNei-Li

are

Gu”’?"ll’fﬂ 5MCh¢X an.

-Vane PHD! Ll Moreno, M
" ¢ .' ‘ P‘Jl, D ' CI 0s Cd"m‘ L o, s( ’,
L o ________‘_

S —————

o ———

e

Sanchez-Vanegas, et al, Ear, Nose & Throat Journal 99.6 (2020): 356-360.

Thiét ké nghién ctru: Nghién clru quan sat, tién clru, khéng déi chirng
(tai 12 thanh phé & Colombia)

- Doi twong nghién ctru: 150 bénh nhan (trén 18 tuéi) dugc chan dodn chdong mat tién
dinh ngoaibién

- Thudc str dung: Betahistine 48mg/ngay
- Théi gian diéu tri: 3 thang diéu tri (12 tuan)

- Muc tiéu: Danh gid hiéu qualam sangvatinh an toan cla betahistine (48mg/ngay)
trong kiém soat chong mat tién dinh ngoai bién



= DTSR HIEU QUA CAO VA DUNG NAP TGT TRON

PIEU TRI CHONG MAT

Betahistine 48 mg/ngay hiéu qua cao trong diéu tri chong mat
va dung nap tot véi thgi gian diéu tri 3 thang NEW- 2020

Nghién ctu doan hé tién c(fu ctia Sanchez-Vanegas tién hanh trén 150 bénh nhan sir dung  NC doi thye

betahistine liéu 48 mg trong 3 thang

Level of Clinical Improvement (Weekly Average)
2 3
S
-
s =
(=%
=
8 8-
=
S
8 = Li L3 Rl L] T Rl L]
0 2 4 6 8 10 12
Week (1-12)
[ —e— Mean [ 1 clo5% |
Cl1 95%: Confidence Interval - 95 percent

Trong suét 3 thang theo déi: * Khong cd tac dung phu nghiém trong nao dugc ghi nhan
* Khong cé trudng hgp dirng diéu tri do bién ¢6 bat Igi

Sanchez-Vanegas, Guillermo, Carlos Castro-Moreno, and Diana Buitrago. "Betahistine in the Treatment of Peripheral Vestibular Vertigo: Results of a Real-Life Study in Primary Care." Ear, Nose & Throat Journal 99.6
(2020): 356-360.
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Betahistine in the

= . Treatment of Peripheral
Real world evidence oo vero reier lnetie™
Study in Primary C

are

Guilermo Sanchey. Vmefm. PHD!

.:d Dians Buitrago, MSc » Cartos Canm-nore,,,,_ MSe!,

Sanchez-Vanegas, et al, Ear, Nose & Throat Journal 99.6 (2020): 356-360.

Betahistine 48mg/ngay: Level of Clinical Improvement (Weekly Average)
- 61% BN cai thién sau 2 tuan, 72% BN =g
re L . s a0 e S

cai thién sau 6 tuan, va 73% BN kiém :

soat hoan toan chdng mat ngoaibién sau é =

3 thang diéu tri 2 o
- Trongsuét 3 thang theo doi: khong =

cé bién cd bat lgi nghiém trong nao duoc 8 31

ghi nhan, khéng cé trwong hop dirng O e |

diéu tri do bién c6 bat loi z z : 7 : S 0

Week (1-12)

=> Betahistine c6 dnh hudng tich cuc va kiém sodt —e— Mean | ] C195%

tét chéng mdt kich phdt lanh tinh vdi day du div
liéu an toan

Cl1 95%: Confidence Interval - 95 percent
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BETAHISTINE 48MG/NGAY LA
LIEU BIEU TRI TOI UU

urr -
2 Wetahistine

Betahistine co hiéu qua phu thudc liéu vai lieu toi uvu la

= LIRS

=

2 Ton%

A

5

2 S Ligu diing

= F00%

5 135.0% ﬁ!

= — m

= 9/NGAY

; 46'6% co tac dung tot-hon liéu

- 24mg/ngay trong kiém
' soat chang mat

2001
10a%
4 b 35— - -

Rartihistine 24 rmay rugehy Batahisting 4Hrmag ngay

B panpAL B =AU 45 NGAY

@ Khao sat cda Petrova: trén 50 bénh nhan - 30 bénh nhan ding 48mg/ngay va 20 bénh nhan
- 24ma/ngay, ghi nhan két gua sau 45 ngay diéu tn.

Ca a1l 8 o dundg s FEt 181 o Ehdng o Lac duisg an 1hin




S Wetahistine RNV CINGETTAT

NGHIEM PHAP EPLEY

Giup cai thién triéu chirng tot hon khi két hgp véi nghiém phap Epley
trén bénh nhan BPPV

Nghién c(u Japneet tién hanh trén 90 bénh nhan cé tién sit chdng mat va dugc chan doan BPPV v4i
test Dix Hallpike duong tinh
Murc d6 nang con chéng mat
o . P=0.001

7.8 7.77 (*) VAS (Visual analogue scale) :

8 7.47 Thang diém cudng d6 dau dang
nhin dé danh gia mirc d6 nang cla
con chéng mat

4 3.37 3.47

Thang diém VAS
(05}

3
2‘4 2.17 2.33
) 1.5

Epley dan thuan Betahistine don thuan Epley két hgp betahistine

B VAS trudcdiéu tri B VAS saudiéu tri = VAS sau 4 tuan theo doi

Kaur, J., & Shamanna, K. (2017). Management of benign paroxysmal positional vertigo: a comparative study between Epleys manouvre and Betahistine. The international tinnitus journal, 21(1), 30-34.



= DT HIEU QUA KHI KET HOP VGI NGHIEM PHAP
BRANDT-DAROFF & SEMONT

Giup tang thém 60% bénh nhan BPPV cai thién triéu chirng khi két
hgp véi cac nghiém phap Brandt-Daroff va Semont
Nghién c(ru Cavaliere dugctién hanh trén 103 bénh nhan BPPV diéu tri ngoai trd

Ti Ié bénh nhan cai thién triéu chirng

92.86
100 P<0.05 P<0.05

90 77.78
80 / \
70 63% 0

60

50 65%
40 29.17
30

20
10

sau 2 tuan diéu tri

12.5

Semont Semont + Betahistine Brandt & Daroff Brandt & Daroff
+ Betahistine

% BN cai thién triéu chirng

Cavaliere, M., Mottola, G., & lemma, M. (2005). Benign paroxysmal positional vertigo: a study of two manoeuvres with and without betahistine. Acta otorhinolaryngologica italica, 25(2), 107.
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s

S .
(%@emhtstme CHONG MAT TIEN DINH VA MENIERE

Hiéu qua cao gap 2 lan gia dugc trong diéu tri bénh Méniere
va chéng mat tién dinh

Nghién clu betahistine trén bénh Méniére's va chéng mat tién dinh
(N = 921; FAS)' OR: 2.58;95% Cl: 1.67-3.99'

Mira 2003 | .
KirkPatrick 1997 ———

Salden 1990 ~

Maisonneuve 1989
Oosterveld 1989
Conraux 1988
Legent 1988

Ricci 1987

Fischer 1985

Nury 1984

Kastein 1983

Canty 1981 ' o

Random effect
Fixed effect

—e——1

|
|
|
|
|
|
|
|
|
|
|
T
|

-1
|
|
|
|
|
|
|
|
|
|
|
|
l —e—
T

0.1 1.0 10.0 100.0 1000.C

Cumulative odds ratios with two-sided 95% confidence interval

Nauta, J. J. (2014). Meta-analysis of clinical studies with betahistine in Méniére’s disease and vestibular vertigo. European Archives of Oto-rhino-laryngology, 271(5), 887-897.
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) St - i
%@e[ahtstme BENH MENIERE

Hiéu qua cao gap 3 lan gia dugc trong diéu tri Ménieére

Nghién ctu betahistine trén bénh Méniére’s (n = 344; FAS)'
OR: 3.37;95% Cl: 2.14-5.29'
| .
|
|
- @
Mira 2003 |
|
KirkPatrick 1997 : *
U ®
Conraux 1988 :
|
Legent 1988 | ¢
F T L
Ricci 1987 | i
Kastein 1983 i
|
! |
: |
l . e
|
: ——
Random effect i
T f T T ]
Fixed effect 0.1 1.0 10.0 100.0 1000.C

Cumulative odds ratios with two-sided 95% confidence interval

Cl: khoang tin cay; FAS: t6ng hgp cac nghién ctu; OR: ty |é odds

Nauta, J. J. (2014). Meta-analysis of clinical studies with betahistine in Méniére’s disease and vestibular vertigo. European Archives of Oto-rhino-laryngology, 271(5), 887-897.
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KHUYEN CAO PIEU TRI KEO DAI TREN

Thgi gian diéu tri bénh Méniére dugc khuyén cao kéo dai
tur 3 thang dén 1 nam

SO CON MENIERE'S TRONG THOI GIAN DIEU TRI
6 THANG BETAHISTINE

1 -3 CON 3 THANG
4 - 10 CON 6 THANG
> 10 CON 6 THANG HOAC 1 NAM

Casani, Augusto Pietro, et al. "Report from a Consensus Conference on the treatment of Méniére’s disease with betahistine: rationale, methodology and results." Acta Otorhinolaryngologica lItalica 38.5 (2018): 460.
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PHARMACODYNAMICS

Betahistine Treatment Improves the Recovery
of Static Symptoms in Patients With
Unilateral Vestibular Loss

Muc tiéu nghién ctru : danh gia hiéu qua cua Betahistine trén qua

trinh bu triy tién dinh

Vestibular loss induces a combination of postural, oculomo-
tor, and perceptive symptoms that are compensated over
time. The aim of this study was to analyze the influence of

months after UVN. Patients were examined before (day —1)
and after UVN (days 7, 30, and 90). Results indicate that
betahistine reduces the time to recovery by 1 month or more

betahistine dihydrochloride on vestibular compensation. A
randomized, double-blind, placebo-controlled study was
performed in Meniére'’s disease patients who underwent a
curative unilateral vestibular neurotomy (UVN). The effects
of betahistine treatment were investigated on a broad spec-
trum of vestibular-induced changes resulting from vestibu-
lar loss: body sway, head orientation, ocular cyclotorsion,
spontaneous nystagmus, verticality perception, and self-
evaluation of the postural stability. The time course of the
recovery was compared in 16 patients who received either a
placebo or betahistine (24 mg b.i.d.) from 3 days up to 3

depending on the tested functions. Betahistine was effective
as soon as 4 days after treatment administration, and the
effect remained during the whole compensation period (up
to 3 months). The observed clinical effects may be attributed
to an action of betahistine in rebalancing the neuronal activ-
ity between contralateral vestibular nuclei.

Keywords: vestibular pathology; vestibular compensa-
tion; recovery time course; drug therapy

Journal of Clinical Pharmacology, 2011;51:538-548

© 2011 The Author(s)
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Betaserc- thuc day bu trw tien dinh

é 30 N
2.5
2 Thang diém 6n dinh:
0=0n dinh;
15 1=khéng &n dinh nhung

khéng bité nga va khéng
cé svw can thiép

2=khéng 6n dinh ma
khdéng bjté ngéd, nhung
can can thiép

Stabilityscore*

Diém s6 6n dinh
tu thé

0.5 3=khéng 6n dinh thinh
thoang bité nga
0 4=kh6ng 6n dinh bj té nga
_05 I 1 I I I I I I I ! I 1
1 2 3 4 5 6 7 8 9 10 11 12
Post-operative time, weeks
\_ /

@ Betahistine @ Placebo
Thiét ké nghién ciru: vai trd clia betahistine (24mg* 2an/ngay) trén bu trir tién dinh dugc nghién clru qua thir nghiém cé kiém
soat véi placebo trén 16 bé&nh nhan bénh Méniére tir 3 ngay dén 3 thang sau phau thudt cit bd than kinh tién dinh 1 bén (UVN)




BETAHISTINE DUNG NP TOY RRTSUDUNG ERUDAL 9 0rahistine

@ Betahistine c6 d6 dung nap rat tot, khong gay buon ngu va thich

hgp dé diéu tri lau dai!

&1 H® sdan toan manh mé cta betahistine thé hién qua cac nghién clru lam sang va nghién clru
>4, hau mai (tr 1968 — 2005) vGihan 130 triéu bénh nhan da sir dung?

Bao cao vé ty lé
tac dung phu rat thap
udc tinh khoang
 opmmpm

Theo thong tin ké toa BUON NGU ‘
betahistine khong co
cac tac dung ngoaiy NGOAI THAP +++ +
trén than kinh nhu cac i
thudc Uc ché tién dinh TRAM CAM + +++
KHO MIENG + +
o

VTM2267426 (v1.0)
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= Welahistine

HIEU QUA PIEU TR| CHONG MAT VA
PHONG NGUA CHONG MAT TAI PHAT

Q—Iiéu qua cao trong diéutri chong mat

4 _ M Ghuc h6i thing bang cho bénh nhan

L K Ghbng ngtra chong mat tai phat

NGAY <Dung nap tot khi sir dung 1au dai




HET CHONG MAT
PHUC HOI THANG BANG

NGAY

Betaserc thicdaysu phuchditién dinh — lam gidm triéu
chirng chéng mit & phuc héi thang bang cho bénh nhan
chédng mat vadi liéu tdi wu 48mg/ngay.

i

Betaserc



THONG TIN KE TOA
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Dwoc ddng hoc

Mo t& chi tiét dwéi day cho thay qua trinh chuyé&n hoa ctia thanh phan hoat chét

clia Betaserc trong co thé nhu thé nao. Hay héi bac s§ néu can them Ioi giai thich.
Hap thu:

Khi ubng, Betahistine hap thu manh va hiu nhw hoan toan qua tat ca cac doan cla
dng tieu hoa. Sau khi hap thu, thudc nay sé chuyén hoa nhanh va hu nhuw hoan

toan dé cho 2-pyridylaceticacid mat hoat tinh dwoc ly. Nong do betahistine trong
huyéttwong rat thap.

Vi vay, moi phan tich dwoc dong hoc déu dwa vao do lworng 2-PAA trong huyét

twong va nudc tiéu.

Khi &n no, thdy Cmax clia thudc sé thap hon so véi khi nhin doi. Tuy nhien, hap thu
hoan toan cla betahistine la twong dwong dwdi ca hai trang thai no doi, cho thay
thirc an chi lam cham sw hap thu cia betahistine.

Phan bb:

Phan tram betahistine dworc lien két véi protein huyét twong mau dwdi5 %.

Chuyén hoa:

Sau khi h4p thu, betahistine dwo'c chuyén hoa nhanh chong va hau nhw hoan toan
thanh 2-PAA (khong co hoat tinh dwgcly).

Sau khi ubng betahistine, néng dé 2-PAA trong huyét twong (va nuéc tiéu) dat toi

da sau khi udng 1 gi® va gidm mét nira sau khoang 3,5 gio.

Thai trir:

Chét 2-PAA dao thai nhanh qua nuéctiéu. Vi cac liéu trong khodng gitra 8 va 48 mg,
co khodng 85% liéu dau tien dworc tai thu lai nwéc tiéu. Sy dao thai ciia chat me
betahistine qua than hoac qua phan it co y nghia.

Tinh tuyén tinh:

Cac tdc dd thu héi la hang dinh khi cho udng trong vung 8-48 mg, chirng té dwo'c ddng
hoc cuia betahistine la tuyén tinh va cho thay con duéng chuyén hoa la khong bao hoa
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1. Chién lvoc 2023

2. Cau chuyén Betaserc

” & k 3. Handling Objection
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RIDE
“WIND

CHIEN LUQC 2023

Cung cd vi tri dAn dau cua Betaserc nho vao sy téi wu héa
liéu va thoi gian diéu tri

Pay manh phat trién kénh non-tender & duy tri
kénh tender

/\

Market Leader Mo¢ rong phat trién tinh bang cach thiétlap Betasercla
lwa chon dau tay thay thé acetyl-leucin
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RIDE
B — “WIND

binh vi sdn pham

Yy -—
%ﬁﬁ)erasem LUA CHON DAU TAY
trong diéu tri chong mat

Thudcnhom kich thich tién dinh véi co ché tic dong
kép, Betaserc khong chi gitp diéu tri chong mat
hiéu quama con giip bénh nhan phuchoithang
bangva phongngira tai phat quaco chébu trir tién
dinh

HET CHONGMAT . GIU THANG BANG. NGUA TAI PHAT
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No6i than kinh

Non-prescriber
Tim mach

Noi tong quat

m )

Adoption level
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Phéan loai khach hang & Muc tiéu CLM call RIDE

“WIND

Non-Prescriber ‘ Trial ‘ User | Advocate
« BSkhongké toa « BS chi thinh « BSwu tién ké toa « BSwu tién ké toa
Betaserc cho cac thoangké toa Betaserc cho BN Betaserc cho hau
BN ch6ng mat, chi Betaserccho BN chong mat nhung hét BN ch6ong mat
st dung thuoc chong mat, chi yéu thwong ké toa vai véi liéu khuyén
UCTD hoiac acetyl- ké toa thuéc liéu thap hon cao 48mg/ngay
Mo ta leucin UCTD/acetyl- Kkhuyén cao trong thoi gian 2
leucin, HOAC (<48mg/ngay) thang
trong thoi gian
« BSchtyéu lam dlﬁo’\l = thal}g
nghiém phap tai (itl \Uong 2 tuan — 1
dinh vi soi tai cho thang)
bn BPPV, chi
thinh thoang
BS bat dau ké toa e BS chuyénsangkétoa * BS strdung Betaserc e Duy trisw ingho cta BS
Betaserccho BN chong Betasercdontrihodc theo liéu khuyén cao
mit tién dinh phéihop véicac thuée 48mg/ngay & Tang thoi T6i wu hoathoi gian st
UCTD/acetylleucine gian diéu triitnhat 6 dung dén 3 thang
tuin
» BS phéihgp Betaserc Chia sé kinh nghiém
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For internal use only

vinghiép phap tai dinh
viséditaicho bénhnhan
BPPV

diéu tricho cacBSkhac
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CLM CALL FLOW

Mo ta BS khong ké toa Betaserc cho cacbénh nhan chong mit, chi str dung thudc tre chétién dinh hoic acetyl-leucin

Muc tiéu [BS bit dau ké toaBetaserccho bénh nhinchong mit tién dinh

o Bénh nhannir, trung nién bichéng mdt xoay tronkémtheo buénnén,nén
Chdn doan: Chéng mdttiéndinhngoai bién

1. Betahistine —thudcchong mit dwoclwachonnhiéu nhit, véi>50 ndmkinh nghiém str dung tai 120 quéc gia
2. Cochétac dongkép: ditutrichongmait hiéu qua & phongngirachongmat tai phat
3. NCcua Bradoo: Betahisine hiéu qua cao trong giam tin suat, cwong do, thoigian con chong mat
. 4. Dungnap tét khistrdunglaudai
Patient |5, Betahistine-Thudckichthichtién dinh: hét chongmit, giir thangbing, ngiratai phat
Profile &
call flow

9 Bénh nhannam,léntuéi bichéng mdtxoay tronkémtheo buén nén,non.
Chdn dodn: Chéng mdttiéndinhngogi bién

[

Hainh6mthuéc diéutrichong mit: loi ich ctathude kich thich so véi tre chétién dinh — phuc h6i thingbang, thic d4y bu trirtién
dinh, dungnap tot

Cac thudc thudc hainhém_betahistine: thude diéu tri chéng méat dwoc lwachonnhiéu nhit

NCVIRTUOSO: Betahistine hiéu qua cao trong diéu tri chdng mat & phongngirachéng mittaiphat

Dir liéu an toan ctia betahistine so véi thudce tre ché tién dinh: khong gay buénngi, ngoaithéap, traimcam, ...

Thudckich thichtiéndinh: hétchong mit, gittthangbang, nglrataiphat

AR wDn
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MATERIAL FORNON-

’llnh huong benh nhan 1

(R Spp -

— -
£ Delahistine - . | 8.
E =2

w
4

S

1. Thongtin 2. Lo1 ¢ .h lau 3. betahistine dlr e 4.Co ché 5.Hiéu quadiéu tri
Bénh nha dai lya chon nhitu Betahistine Betahistine
¢nhnhan Betahistine nhit
O il ik & g £ iy et hirt graen cie s chimg mat [shit] € ching sl bk ”;::;m =
1 " l I ' I . EEE 100000
5.1. Pop-upslide 5 Eniebd 4 9, 5.3.Pop-upslide 5 6.Db6 an toan 7. Téng két
T hm gian Con chong Con chong mit/tuin Betahistine thongdiépvaliéudung

Po6 nang con chéng mit

Tinh huongbenh nhan 2
— 2.SS i 2.1. P lid - 2.2.Pop-up
AL I 9N . o .1. Pop-up slide . -2.Pop-
Ili.érflhl? ﬁ%ltglll (4 ¢ | Betahistinevs - 2 " & slide 2
- == thudc UCTD - thudc UCTD Thuéc KTTD
: = = e
T B ]
3-1. Pop-up . . . Téngkét
EEEB| 3Huqui | slide 3 4.D6 an toan B O g6
el o} st r —— dieu tri " Giam tan suit Betahistine Jon8 Ciep
. leuiri - valiéu dung
& Betahistine oo | com chOng mat

Proprietaryandconfidential — do not distribute

For internal use only



https://trungtamthuoc.com/

CLM CALL FLOW

Mo ta BS chithinh thodng kétoa Betaserc chobénhnhéan chéng mit, chtiyéu kétoa thusc tre chétién dinh/acetyl-leucin, HOAC
BS chiyéulam nghiém phéap taidinh visoi tai chobénh nhan BPPV, chithinh thoang phéihgp thém Betaserc

Muc tiéu BS chuyén sang ké toa Betaserc don tri hodc phdi hop véicacthude tre chétién dinh/acetylleucine
: BS ph i h op Betaserc véinghiép phéap tai dinh viséi taichobénh nhan BPPV

Bénh nhan nir, lén tuéi, bj chéng m t xoay tronkeém theo buén nén, nén.
Chdn dodn: Chéng mdt tién dinh ngoaibién

Hainho6m thuée diéu tri chong mit:1¢giich ctia thudckich thichsovéitre chétién dinh — phuch 6ithing bang, thtic d4y bu trir tién dinh, dung nap t6{
Betahistine — thudc chéng mat dwoclua chon nhiéu nhat, véi>50 ndm kinh nghiém st dung tai 120 qu dc gia
Cochétiacdongkép: diéu trichéong mathiéu qua & phong ngira chong mét tdiphat

NC cuia Bradoo: Betahisine hiéu quacao tronggidm tan suit, cwongdd, thoi gian con chong miat

Betahistine -Thudckich thichtién dinh: h &t chong mit, gitr thing bing, ngtra tai phét

RIS

O Bénh nhan nir, lén tuéi, bi chéng m t xoay tronkeém theo buén nén, néon.

[Patient Profile Chdn dodn: Chéng mdt tién dinh ngoaibién
& call flow
1. Céacthudc thugochainhdém_betahistine: thuéc diéu tri chongmat dwoclwa chon nhiéu nhéat
2. NCVIRTUOSO: Betahistine hiéu quacao trong diéu tri chongm it & phong ngira chong mit tai phat
3. Ditliéu an toan cta betahistine so v&ithudc tre chétién dinh: khéng gay buén ngi, ngoai théap, tram cam, ...
4. Betahistine-Thudckich thichtién dinh:hét chéng mit, giit thing bang, ngira tai phét

6 Bénh nhan nam, lén tudibi chong mdt xoay tronkém theo budnnoén, nén, chéng mdtdi déikhithay doitw thé dau.
Chdn dodn: Chéng mdt tw thékichphdat lanh tinh (BPPV)

1. Géanhningchéngmiatton dwtrén bénhnhan BPPV sau nghiém phép, betahistine giap céi thién chéng mitton dw

2. NCJapneet: Betahistinegitipting hiéu qua khithwchién nghiém phap EPLEY

3. NC Cavaliere: Betahistine ting hiéu quakhi két hop véin ghiém phéap Brandt-daroff & Semont

4. Betahistine-Thugckich thichtién dinh:hét chong mt, gitr thing bang, ngiva tiphéat
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MATERIAL FORTRIAL

1. Thong tin Bénh
nhan
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AR TING THUOEC KICH THICH TIEN DiNNY

“3:; Wetahistine

L] THUGC DIEU TR) CHONG MAT
; A CHON NHIEU NHAT *

I

=2 50 NAM senrpiéns @ V0w
(—lg_ ki b g §Y120 qu

2. Leiichlau dai
Betahistine

3. Betahistine dwoc

lwa chon nhiéunhat

INTIME €O Cll TAC OONG Kiw

W @‘
- I Detahistine -

—— o,
= A— SRS S—
D\» = ‘ > - ' : - - b . - . =
. 2 3o . 5.1.Pop-upslide 5 . )
5-Hitu q}:I.a diéu trj Do ningcon chong _5.2.Pop-upslide5 5.3.Pop-upslides
Betahistine m it Theigianconchéongmat Con chéng miat/tuin
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GLAI PHAP KIEM SOAT CHONG MAT

MifU QUA & LAD DA

6.Tong két
thongdiépvaliéudung
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Tinh huongbénh nhan 2

1. Thongtin Bénh nhan

DR Qi CAD TRGHS Wit 30y (Y.
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3. Hiéu quadiéu tri
Betahistine

1. Thongtin Bénh nhan
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2.So sanh Betahistine
vsthuée UCTD

2.2 Pop-upslide2
thudéc KTTD

2.1. Pop-upslide 2
thudéc UCTD

WETAMIE TINE GARM TN SUKT XUAT bl
COW CHONE MAT OO 7 Kol TwG 6

T A g e i g
o

[

3.1. Pop-upshde3

DUNG WAP TOT 0 Detshiies
S0 U LAY OAY

Giam tan sudt conchong

¥ CAL THIEN THIEY CHUNG EHONG MAT Notime

A e i

L 21

2.Cai thién triéu ching

chongmat ton dw
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4.Do antoan
Betahistine

NaNIN PHAP BRAY

i e s BN

e et

I| il h
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TANG MY QUA K KET MO YOI [V,

Gau ca e ---n-—-ua-¢~-

TANG MIE GUA K4 LT WP VO Paorsine
NGHIM PHAP BRANGT GARGHF & SAONT
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3.Kéthop EPLEY

5.Tongkét
thongdiépvaliéudung

4.Kéthop BRANDT -DAROFF
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CLM CALL FLOW

~ .. [BSuutiénkeé toa Betaserc chobénhnhanchong matnhungthwongke toavédiliéuthap honkhuyén céo (<48mg/ngay) trong thigian
Mo ta L . X " .
duwdi 2 thang (thwong 2 tudn—1 thang)

Muc tiéu |Béc sistrdung Betaserc theoliéukhuyén céo 48mg/ngay & Tang thoi giandiéutriit nh4t6 tuin

Bénh nhannir, lém tudibi chéng mdt xoay tron kemtheobudénnén, non.
0 Chdn doan: chéng mdt tiéndinh
Bénh nhandwoc ké toa betahistine 2g4mg/ngay trong 10 ngay va hen tai kham.
1. Cochétac dongkép: diéutrichongmit hiéu qua & phongngirachong mit tai phat
NCcua Petrova: 48mg/ngaylaliéu diéu tri tdivu, hiéu qua honso v 6i 24mg/ngay trongkiém so at chong mat.
3. NCVIRTUOSO: Betahistine v#ilitu 48mg/ngaytrong 2 thang - hiéu qua cao trong diéu tri chong mit & phongngtrachong mat tai
phat

»

Patient |, Bt histine-Thugckich thich tién dinh: hét chngmit, git thing bing, ngira tai phét
Profile &
call flow

Bénh nhannir, Iém tudibi chéng mdt xoay tron kemtheobudénnén, non.
Bénh nhandadén kham bac si, duoc chdndoanbi chéng mdttién dinhva duoc ké toa betahistine 48mg /ngay trong thoi gian
14ngayvahentaikham

Bu trirtién dinh — chiakhéatrong diéutrichéng mat

NCcua Redon: Betahistine gitp thic d4y quatrinhbutrirtiéndinh

NCOSVaLD: betahistine v6i lieu 48mg/ngaytrong 3 thang gitip caithiéntriéu chirngchéng mit
Dung nap t6t khi st dung lau dai

Betahistine -Thudckich thich tién dinh: hét chong mit, gitr thingbang, nglratai phat

apwn
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MATERIAL FORUSER

Tinh huong bénh nhan 1
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7 etahisting = i
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1 Thongtin 2 Coché 3.Libu diéu tri 4. Jhfu aua 4-1. Pop-upslide 4 5. Tong két
énhnhan Betahistine t6i wu Betahistine ren Gldm tansuat  thsngdi¢p valieu dung
Betahistine conchéng mat
Tinh huongbénh nhan 2
O s e ko ke i e o o 14 e 0 — g b M = 4 = e by St e
e N B o — — m——
i : P —— Fhme il as.. [ .

. isti g . 2.2. Pop-up slide 2 - . e .
2. Betahistine thic 2.1. Pop-upslide2 ob7up S 1S 3. Betahistine thticdidy 4. Hiéu quacao

1. Thongtin © TR et
. " p _— Co chéBu trirtién e s C em 1A A
Bénh nhan N day Co chéBetahistine < Bu trir tién dinh khi diéu trilau dai
Bu tru trung wong dinh

I L

5.-Déantoan 6. Téng két
Betahistine thongdiépvaliéudung
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CLM CALL FLOW

Betaserc Advocate

Mo ta BS wu tién ké toa Betaserc cho hau hét bénh nhan chong mat véiliéu khuyén cao 4 8mg/ngay trong thoi gian 2 thang

Duy tri sw ing ho ctiabac si
Muc tiéu T 6iwu hdathoi gian st dung dén 3 thing
Chia sé kinh nghiém diéu tri cho cac bac sikhac

Bénh nhan ni, lém tuéi bi chdng mdt xoay tron kéem theo buén non, non, thinh thodng xudt hién lai conchoéng
madt.

Chdn doan: Chong mdt tién dinh ngoai bién

Bénh nhan dworc ké toa betahistine 48mg/ngay vai liéu trinh diéu tri kéo dai 2 thang

Patient Profile

& call flow Betahistine — thuéc chong mat dwoc lwa chon nhiéu nhit, véi >50 nam kinh nghiém sir dung tai 120 quéc gia

Betahistine gitp thiic ddy qué trinh bu trir tién dinh

3. NC ctaSanchez-Vanegas: betahistine hiéu qua cao trong diéu tri chdng mat va dung nap t6t véithoi gian diéu tri g
thang

NC OSVaLD: betahistine giap cai thién triéu chirng chong mat va chitlwong cudc séng sau 3 thang diéu tri
Tuanthu diéu tri gitp caithién hiéu qua diéu tri, giai phap gitp tang tuan thu diéu tri

Betahistine -Thuéc kich thich tién dinh: hét chong mat, gitr thing bang, ngira tai phat

N =

SO
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BENH NHAN

;

wit hin ld o chong mile

Chang mat thie dich pooyl bin

By ritit duscic bt tos betutivstine
A0mg/agay voi U bl diby 1 e
Al 2 thang.

1. Thongtin Bénh nhan

BETAHISTINE HIEU QUA CAO VA DUNG NAP TOT Deiahist
TRONG DIEU TR] CHONG MAT W Delahistine

Betahistine ,_/5‘ iy hifu qua cao trong digy tri chong mat

va dung nap tot vai thoi gian diku trj : THANG

MUC DO CA THEEN LAM BANG (TRUNG BINM HANG TUAN)

4.Hiéu quacaovadungnap tot
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BETAHISTINE THUOC KICH THICH TIEN DINH EPetahistine

£ Welahistine

*!y THUGC DIEU TR] CHONG MAT
wbs  DUOC LUA CHON NHIEU NHAT *

=@ 50 NAM iinh nghiém @ Sif dung tai

sUf dung trén lm séng 1 20 quoc gia

2 Betahistine duwoclwa chon nhiéu nhat

BETAHISTINE BU TRU TIEN DINH LA CHIA KHOA & Detahistine
TRONG DIEU TR| CHONG MAT

(@ B v tien dinh I chia khoa trang digw trj chong mat

G CPuigming fiitn e I b binh tnidey
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BETAHISTINE NANG CAD CHAT LUONG CUGC SONG

B & Petahistine
CUA BENH NHAN

Cai thign trigu ching chéng mit liln qm:n__ﬂn thé chit, tinh thin,
chite nbng hoat déng cia béah nhin seu = THANG ditu i
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5.Nang cao
chatlwongcudc songbénhnhan

GIAI PHAP KIEM SOAT CHONG MAT (é‘b‘-mmmm
HIEU QUA & LAU DAI

Wit Gk cao TRons [TUESR FHONG NGUA
DIEU TRI CHONG MAT < CHONG MAT TAI PHAT

PHUC HO) THANG BANS 71 1L TAC DUNG PHU
\ RAT THA®

CHO BENH NHAN

6.Tong két
thongdiépvaliéudung
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'INE GIAI PHAP KIEM SOAT CHONG MAT Welahisline
Key message HIEU QUA & LAU DAI
Thong diép
san pham V.

HIEU QUA CAO TRONG PHONG NGUA
PIEU TRl CHONG MAT CHONG MAT TAI PHAT
\

PHUC HOI THANG BANG X DUNG NAP TOT
CHO BENH NHAN : / KHI SU DUNG LAU DAI

Thgai gian diéu tri

R
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pOI THU CANH TRANH

Particulars Abbott

Pierre Fabre (France)

7 1 Bt Yoo Y‘-‘
TETHT RO

Jansen Cilag

Jansen Cilag

Tanganil
Brand Sibelium (Flunarizine) Stugeron (Cinarizine)
(Acetyl-D Leucine)
. . TAB 500: 10x3 Flu 5mg:10x10 . .
bong goi INJ 500/5ML Capsule Cin 25mg: 25x10
Gia 5700 d6ng/ vién 4500 dong/ vién 600 ddng/ vién
Say Tau xe
Chi dinh Chéng mat Migraine-Pau nita ddu | Chéng méit
Phong va diéu tri Méniere
Uu Ccz ca ding tu?mva i:lang Pidu tri Paunia dau D!?u :cr; say tauxe
udng diéu chong mat Giaré
Uc ché bu trir Uc ché bu trir
Nhuoc Khong cé nghién ctru TDP: Bubn ngli, ngoai | TDP: Budn ngli, ngoaithap,
i chirng minh thap, tramcam tram cadm




TANGANIL SO VO1 BETASERC

Tanganil Betaserc

Co ché khéng rd rang (Phan I&ncho rang | Co ché rd rang

Tanganil cé co’ ché (rc ché tién dinh) Hiéu qua d3 dwo'c chirng minh qua
Khdng c6 nhiéu cong trinh nghién ctru nhiéu céng trinh nghién ctru
Khong dwoc dung nhiéu & cac nwéc Cé mat trén 120 qudc gia

C6 2 dang: uéng va dang tiém Chi cé dang vién
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Het chéng mdt, gl&' thdng badng, ng(‘l' d téi phat

THANK YOU




