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2. Nhan trung gian.
a. Nhdn hop 1 vi x 10 vién nén

R THUGG BAN THED BON
PRESCRIPTION QLY

Dodizy‘ 8 mg

Betahistin dihydrochlorid 8 mg

Dodizy 8 mg

Hbp 1 vix 10 vidn nén

GMP-WHO Box of 1 blister x 10 tablets
THANH PHAN: MBi vien nén chisa: CHI BINH, LIEU LUJNG & CACH DUNG,
-B y i . Bmg  CHONG CHI BINH, TUONG TAC THUGC, TAC
-Ta dugc ... R e Vil 00 DYNG KHONG MONG MUGN VA CAC THONG
BAD QUAN: Noi khd, nhidt do dusi 30 °C, trdnh  TIN KHAC: Xam trong 14 hudng diin sit dyng
dnh sdng kam theo.
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COMPOSITION: Each tablet contains: INDICATIONS, DODSAGE AND
- Betahistine dinydrochloride ........ Bmg ADMINISTRATION, CONTRAINDICATIONS,
EXCIpIENS ..o 5.0.5. INTERACTIONS, SIDE EFFECTS AND
STORAGE: Store in a dry place, below 30 'C,  OTHER INFORMATIONS: Read the package
protect from fight Insert,
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b. Nhan hop 3 vi x 10 vién nén

THUOL BAN THED BON
PRESCRIPTION ONLY

Dodizy*° 8 mg
Betahistin dihydrochlorid 8 mg

Hop 3 vix 10 vién nén

Dodizy 8 mg

GMP-WHO Box of 3 blisters x 10 tablets
THANH PHAN: MBi vien nén chia: CHi DINH, LIEU LUONG & CACH DUNG,
- Betahistin dihydrochlorid ., amg CHONG CHI BINH, TUONG TAC THUlic, TAC
G LE. 1T 1 C————— viia gl DYNG KHONG MONG MUGN VA CAC THONG
BAO QUAN: Noi kho, nhigt di duti 30 °C, trdnh  TIN KHAC: Xem trong 18 huting dn skt dyng
anh séng kém theo,
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COMPOSITION: Each tablet contains: INDICATIONS, DOSAGE AND
Betahistine dinydrochloride ... 8mg ADMINISTRATION, CONTRAINDICATIONS,
- Excipients i sl INTERACTIONS, SIDE EFFECTS AND
STORAGE: Store in a dry place, below 30 'C. OTHER INFORMATIONS: Aead the package
protect from lght Insert
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¢. Nhdan hop 6 vi x 10 vién nén

RX THUOC BAN THED BON

Dodizy® 8 mg

Betahistin dihydrochlorid 8 mg

GMP-WHO
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Hop 6 vi x 10 vién nén

THANH PHAN: M8 vign nén chia:

- Betahistin ditydrochlorid Bmg
Té dugic i dl

CHi BINH, CACH DUNG & LIEU DUNE,

CHONG CHI BINH, TUONG TAC THUAC,

TAC DUNG KHONG MONG MUBN VA

CAC THONG TIN KHAC: Xem trong ta

hudng ddn sit dyng kém theo:

BAD QUAN: Noi knd, nhit 89 dusi 30 °C

trinh 4nh séng

SO
TIEU CHUAN AP DUNG: TCCS
OE XA TAM TAY TRE EM
BOC KY HUONG DAN SU DUNG TRUAC KHI DONG

conG Tv ¢ PHAN xukT NHAP k1AL ¥ TE DOMESCO
56, Dufic 16,30, P Mj Pni, TP Cao Linh, Bng Thip
(Bt ching ndn 1S0.9001: 2015 & ISO/IEC 17025 2005
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COMPOSITION: Each tabiet contains

- Betanizting dinydrechioride Bmg
- Excipients 501
INDICATIONS, DOSAGE AND

ADMINISTRATION. CONTRAINDICATIONS,
INTERACTIONS, SIDE EFFECTS AND
OTHER INFORMATIONS: Read the package
insart

STORAGE: Store In 2 dry place below
30°C, protect from light

REGISTRATION NUMBER
MANUFACTURER'S SPECIFICATION
KEEP OUT OF REACH DF CHILDREN
READ CAREFULLY THE PACKAGE INSERT BEFORE USE

DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP.
b6, Natoaal mad 30, My Pau Ward Cao Linh City, Doag Thap Province
(Cartitied 180 9001: 2015 & ISOAEC 17025: 2005)
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. Nhan hop 10 vi x 10 vién nén

RX THUGC BAN THEQ BN

Dodizy° 8 mg

Betahistin dihydrochlorid 8 mg

Dodizy 8 mg

GMP-WHO Hop 10 vix 10 vién nén

THANH PHAN: M3 vign nén chira

- Betahistin dihydrochlorid : ; i 8mg
- Té duge i ; i ; JERSRRNRL /1 -V, ]
CHi BINH, CACH DUNG & LIEU DUNG, CHONG CHI BINH, TUONG TAC THUGC, TAC DUNG
KHONG MONG MUGN VA CAC THONG TIN KHAC: Xem trong ti huing ddn sit dung kit theo

BAO QUAN: Nai kho, nhigt dd dusi 30 °C, tranh 4nh sdng
1] a—— DE XA TAM TAY TRE EM

TIEU CHUAN AP DUNG: TCCS BOC KY HUGNG DAN SU DYNG TRUGC KHI DUNG

CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
66, Qufic 16 30, P. M Phi, TP. Cac Linh, Béng Thip
{Bat chiing nhin IS0 9001: 2015 & ISOAEC 17025: 2005)
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SIDE EFFECTS AND OTHER INFORMATIONS: Read the package insart
STORAGE: Store in a dry place, below 30 °C, protect from light.

REGISTRATION NUMBER: ... ... KEEP QUT OF REACH OF CHILDREN
MANUFACTURER'S SPECIFICATION ~ READ CAREFULLY THE PACKAGE INSERT BEFDRE USE

DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP,
£6, National road 30, My Phu Ward, Cao Lanh City, Dong Thap Province
{Certified 180 9001 : 2015 & ISDAEC 17025 : 2005)

TP. Cao Lanh, ngf"a?y thang

Tran Thanh Phong

TONG GIAM POC...
. T -

nam
W.{%'




e. Nhan hop 4 vi x 25 vién nén

THUGC BAN THEQ BON
Ry

PRESCRIPTION ONLY

Dodizy‘ 8 mg

Betahistin dihydrochlorid 8 mg

Dodizy‘ 8 mg

Hop 4 vix 25 vién nén
GMP-WHO Box of 4 blisters x 25 tablets
THANH PHAN: MBi vién nén chila:
- Betahistin dinydrochIonid ... ssearereeees 8 MQ
-Td dugc ... P17 1

CHI BINH, LIEU LUGNG & CACH DUNG, CHONG CHI BINH, TUONG TAC THUGC,
TAC DUNG KHONG MONG MUON VA CAC THONG TIN KHAC: Xem trong té huiing din
su dyng kém theo.

BAO QUAN: Nai khd, nhidt do dui 30 °C, tréinh dnh sdng
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COMPOSITION: Each tablet contains

- Betahistine dihydrochloride . .......ooooooneee W iy .Bmg
- Excipients ..... SR e TR 1 1 |
INDICATIONS, DOSAGE AND ADMINISTRATION, CONTRAINDICATIONS, INTERACTIONS,
SIDE EFFECTS AND OTHER INFORMATIONS: Read the package insert.

STORAGE: Store in a dry place, below 30°C, protact from light
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MAU NHAN

1. Nhian truc ti€p trén don vi déong géi nho nhat.
a. Nhan vi 10 vién nén
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TO HUONG DAN SU DUNG THUOC

Rx
Thube ban theo don

THANH PHAN
Madi vién nén chua: .
- Betahistin dihydrochlorid .. ..8mg |
| - Ta duoc: Avicel PHI101, Manmtol Powdon KJO A01d CltI‘lC Natrl LI‘OSCEIImGHOSL Talc.
| Colloidal silicon dioxid A200.
| DANG BAO CHE

Vién nén, dung udng.
QUY CACH PONG GOI
-Hop 1 vi x 10 vién.
- Hop 3 vix 10 vién.
- Hop 6 vix 10 vién.
. - Hop 10 vi x 10 vién.
| - Hop 4 vi x 25 vién.
CH] DINH l“'

- Piéu trj hdi ching Meniere nhu dd dugce xac dinh boi ba triéu chimg co ban sau: /,t /
. Chong mat (hoa mat chong méat kém buén nén hodc non).

- Nghe kho hoac mat thinh gidc.

. U tai (cam nhén am thanh bén trong tai khong du tuong tmg so voi am thanh bén ngoai).
- Piéu trj triéu ching chong mat tién dinh (cam thay chéng mat. thuong kém theo budn nén
va/hodc non, tham chi ngay khi dirmg yén).
LIEU LUQONG VA CACH DUNG
* Lidu lwgng
- Liéu cho nguoi 16n: 1 — 2 vién/lan x 3 1an/ngay.
Liéu lugng nén dugce diéu chinh tuy theo dap tng cua mdi ngudi. Su cai thién doi khi chi nhan |
tha} sau vai tuan diéu tri. Hiéu qua t6t nhat dat duoc sau vai thang. Viéc chi dinh diéu tri ngay khi
vira phat bénh ngin chan dugc su phat trién ctia bénh va/hodc ngan chan su mat thinh luc & giai
doan sau cua bénh.
- Voi trée em: Khong dung cho tré em dudi 18 tudi vi chua co du dir liéu vé do an toan va hiéu luc. |
- Khéng can diéu chinh lidu ¢ ddi tuong bénh nhan ngudi gia, suy than va/hodc suy gan.
* Cach dung
- Dung udng, tot nhét 12 udng cung véi bira an.
- Néu quen dung thudc, khong dung gap doi liéu dé bu vao lidu da quén. hoi vy kién bac s
duoc s néu can biét thém thong tin.
CHONG CHI PINH
-Qua man voi betahistin hodc bat ky thanh phén ta duge nio cta thude.
- U tuyén thuong than nhu u té bao ua crom
THAN TRONG KHI SU DUNG
- Theo ddi can than khi dung thude nay cho bénh nhéan bj hen phé quan hoac co tién sur loét da day
(dlroné tieu hoa).
- Can than trong khi ké don betahlbtm cho nhitng bénh nhan bi néi mé day. man ngira hodc viém
mui di ing. vi c6 kha nang lam tram trong cac triéu chung nay.
- Can thén trong ¢ nhiing bénh nhan ha huyét ap nang.
PHU NU CO THAI VA CHO CON BU
* Phu nit ¢6 thai: Chua c¢6 dir liéu day du vé viée dung betahistin cho phu nit ¢6 thai. Nhitng
nghién ctru trén dong vat cting chwa dugce day du dé cho biét tac dung cua thube khi mang thai, }
hodc voi su phat trién phoi/bao thai, voi su sinh dé va su phat trién cuia tré so sinh. Chua biét nguy
co ¢6 the xdy ra cho phdi thai va tré méi sinh. Vi vy, khong nén dung betahistin trong thai ky trur

|
DODIZY" 8 mg |
|
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khi that can thiét.

* Phu nur cho con bu: Chua r6 su bai tiét cua betahistin qua sita me. Chua ¢ nhing nghién ciru
trén dong vat vé su bai tiét cua betahistin qua stra. Khong nén dung thude nay trong sudt thoi ky
cho con bi. Nén cdn nhéc tdm quan trong cua thude dbi voi ngudi me so vai loi ich cta viée cho
con bt va nguy co ¢o thé xay ra cho tré b me.

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

Thudc c6 thé gay nhirc ddu. hoa mit, chong mat, thudong xuyén budn ngu: nén than trong ding cho
ngudi dang lai xe va van hanh may moc. Néu cam thay chong mat va buon ngu thi nén tranh l4i
xe va van hanh may moc.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC

- Chua c6 nghién ctru tuong tac trén co thé song (in vivo) dugce tién hanh. Cac dir liéu duoe dua
trén co so phong thi nghiém (in virro) khong nhan thay c6 trc ché cac men cytochrom Pysg trén co
the song

- Néu dang dung thude e ché monoamin-oxidase (MAOIs, ké ca MAO kiéu phu B (vi du
selegilin)), thude diéu tri tram cam hoac bénh Parkinson. nén thong bao cho bac si vi céac thube
nay ¢o thé lam tang tac dung cua betahistin.

- Betahistin ¢6 cau truc tuong ty histamin, tuong tac thudc giira betahistin va khang histamin ¢6 |

thé anh huong dén hiéu qua ciia mot trong sb cac thue nay. Hay thong bao cho bac si néu dang
dung khang histamin trudce khi dung betahistin. _
Thong bao cho béc si hodc duge si néu dang dung hodc mai dung cac thude khac, ké ca cac thude
khong ké don.

TAC DUNG KHONG MONG MUON
- Ri loan hé lhong mién dich: Di ung (man cam) bao bom cac phan (mg di ung nghiém trong
(qua man) co thé gay kho tho, sung tdy ving mat va co. hoa mat, chong mat.
- Réi loan tiéu héa: Thuong gap non va kho tiéu (chtmg kho tiéu hoa). Co thé dugce xur ly bang
cach dung thude trong bira an hodc bang cach giam liéu.
- R6i loan hé than kinh: T huong gap nhuc dau, thuong xuyén budn ngu. ﬂt"’
- Réi loan tim mach: Panh trong nguc.
- Réi loan da. md dudi da: Phan mg qua man & da va dudi da, phi né, ddc biét phu mach, may
day. phat ban va ngua.
- Ri loan ho héap: Co that khi quan ¢6 thé xay ra ¢ bénh nhén hen phé quan.
Thong béo cho béc si nhing tac dung khéng mong mudn gap phai khi su dung thudc.
QUA LIEU VA CACH XU TRi
Mot vai truong hop qua liéu da duoc bao cdo. Mot sé bénh nhan gap cac triéu chimg tir nhe t&i
trung binh khi dung liéu 1én dén 728 mg (nhu budn nén, budn ngt. dau bung). Cac bién chimng
nghiém trong hon (nhu co giat. bién chimg & phdi hodc tim) duoc thiy trong nhimg truong hop
qué lidu betahistin do ¢6 ¥ dic biét trong phéi hop voi cac thude duoe cho qué lidu khdc. Diéu tri
qué liéu nén bao gdm ca cac bién phéap hd tro co ban.
DUQC LUC HQC
Betahistin dihydrochlorid la thude nhom histamin voi tac dung duge ly déc bigt va/hodc anh
huong truc tiép trén su phuc hoi chuyée én hoa trong nhan tién dinh. Téc dong chu véan yéu trén thu
thé histamin H, va hoat dong doi khéang diéu hoa tai thu thé Hs. Céc hoat dong doi khang cua
betahistin dihydrochlorid tai thy thé Hs: C6 thé lam tang phong thich histamin tién synap in vivo
banL cach te ché ¢6 phan hdi & nat tan cing hé histaminergic, tac dong ctia n6 trén té bao nhan
tién dinh lam giam dang ké su dap tng voi histamin. Téc dong nay cua betahistin dihydrochlorid
xay ra tai thu thé H, hau synap, vi betahistin dihydrochlorid thiéu kha nang tac dong tai thu thé H,.
Nhirng tac dung cua betahistin dihydrochlorid la tac dong chu van tung phan tai cac thu thé nay,
voi betahistin dihydrochlorid it tic dong kich thich, nhung lam giam cac phan tmg kich thich
histamin bang cach chiém vi trf thu thé H,. ' ‘ .
Betahistin dihydrochlorid lam giam dap Gmg histamin trén cédc t€ bao nhéan tién dinh co the¢ gy
kich thich duong dan truyén thu thé H, hon la su kich hoat duong dan truyén cua ca hai thu thé H,

| va Hy. Nhu vay, su kich thich dong thoi cua thu 1he H; va H, gdy ra mot su khuéch dai 16n cua




dap tmg t& bao cAMP, bai kich thich dudng dan truyen cua thu thé Hs. Betahistin dihydrochlorid
lam giam bién do va tong thoi gian kich thich histamin trong té bao nhén tién dinh. Téc dong chu
vdn ting phan clia betahistin dihydrochlorid tai thu thé H, ¢6 thé 1a mét phan quan trong trong co
ché chuyén hoa.

DUQC PONG HQC

Hip thu: Khi udng, betahistin hip thu manh va hau nhu hoan toan qua tat ca cac doan cua ong |

tiéu hoa. Sau khi hap thu, thuéc, nay s& chuyén hoa nhanh va hau nhu hoan toan dé cho 2-
pyridylacetic acid (2-PAA) mét hoat tinh duoc ly. Nong dd betahistin trong huyet tuong rét théap.
Vi vy, moi phén tich duge dong hoc déu dua vao do luong 2-PAA trong huyét tuong va nudce
tiéu.

Khi an no, th?ly Crnax Cla thudc sé thép hon so véi khi nhin déi. Tuy nhién. hép thu hoan toan cua
betahistin la tuong dwong dudi ca hai trang thai no déi, cho thdy thirc an chi lam cham su hdp thu
cua betahistin.

Phén bo Phan tram betahistin duoc lién két vai protein huyét twong mau dudi 5%.

Chuyén hoéa: Sau khi hip thu, betahistin dugce chuyén hoa nhanh chong va hau nhu hoan toan
thanh 2-PAA (khong co6 hoat tinh dugc 1y).

Sau khi udng betahistin, nong do 2-PAA trong huyét twong (va nude tiéu) dat toi da sau khi ubng
1 gior va giam mot nua sau khoang 3.5 gio.

Thai trir: Chét 2-PAA dao thai nhanh qua nudc tiéu. Véi cac licu trong khoang gitra 8 va 48 mg.
¢6 khoang 85% liéu dau tién duoc tai thu lai nude tiéu. Su dao thai cua chat me betahistin qua
than hodc qua phan it co y nghia.

Tinh tuyén tinh: Cac toc do thu hdi la hang dinh khi cho udng trong vung 8 — 48 mg. chimg 10 |

duogc dong hoc cta betahistin 1a tuyén tinh va cho thdy con dudmg chuyén hoa la khong bdo hoa.
BAO QUAN: Noi kh, nhiét do dugi 30 °C, tranh énh séng.

HAN DUNG: 36 thang ké tir ngay san xudt,

- THUOC NAY CHI DUNG THEO PON CUA BAC Si L\“” /

-POC KY HUONG DAN SU DUNG TRUGC KHI DUNG

-NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI

- DE XA TAM TAY TRE EM

|
|
L

NHA SAN XUAT VA PHAN PHOI | \|
CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO 'j
Dia chi: S6 66. Qude 1§ 30, Phuong My Phi, Thanh phd Cao Lanh. Tinh Dong Fh
DOMESCO P)jén thoai: (067) - 3851950

TUQ.CYC TRUONG
P.TRUGNG PHONG

Gé Mink He ung



