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. ANTHIEN PHARMA 314 Bong Sao, Phuromg 5, Quan 8, TP. HCM

TR =4 0% 1
MAU NHAN, HOP XIN DANG KY

1 - Mau nhén hdp chira 1 chai x 30 vién nén
2 - Mau nhan chai chira 30 vién nén

Y
Thanh phin: v o = Tiéu chudn: TCCS
e soc
Wg-uﬁumﬁ Lidu ding Baxnﬁ.mmmmsm
6w pz A Cicts g - Thén trong - Tic dung ( Betahistin®24 AT BOGK?lumﬁm SroNa
FWUTEPORHD 0T Phus v cic thiing i chi fahistine dihtydsochlord
5 8y HDSD biem theo 24 mg siBsx
.I.'V'Vzgm Bdo quan: Noi khé rao, nhist d Han ding:
\.) khéng qué 30°C, tranh anh séing.
CHAI 30 VIEN NEN
Hee iove Q’\T] mwggnmmmum
SO 1v O Pioken DL PR AN Tiatn L5 C16, Buimg 55 9, KON Hiép Phusc,
g i A TN AL 314 Bdng Seo. Phasimg S, Quis 3, TR HAChi Minh Huygn Nha Ba, TP Hb Chi Minh y
(6P - wig] AT
%& Tiéu chudn: TCCS
R Thanh phin: PRESCRIPTION DRUG $DK:

Betahistine dihydrochioride ___ 24 mg

Ta diroe vira &G 1 vién. DE XA TAM TAY CUA TRE EM.
(-\ s:r cQTnhuu?én'?h t;:f:![nha L;guc :nnng ('\ mxm ouug“ e
Betahistin’24 AT 21 78 548 i 16 o L s Betahistin"24 AT

histine dnhydmchlonda Xin xem trén t& HDSD kém theo. nmmwodﬁoﬂda

mg Bao quan: Noi kho réo, nhiét d5 khong
qua 30°C, trénh énh séng.

VIEN NEN TABLET
Hdp 1 chai x 30 vién Box of 1 bottle x 30 tablets
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MAU NHAN, HOP XIN DANG KY

1 - Mau nhén hdp chira 1 chai x 60 vién nén
2 - Mau nhan chai chdra 60 vién nén

b =\
GMP - WHO =
Thanh phan: W Tiéu chuén: TCCS
Betahistine dihydrochloride .. 24 mg SDK:
T durge vira di 1 vien.
. = ory DE XA TAM TAY CUA TRE EM.
Chi Ginh - Chiing chi Ginh - Liu dimg { Betahishin'24 AT 5.7 HUONG Din s oG
bw pz ¥ Cich ding - Thiin byng - Tic dung 4 1RUoc oG,
SpunNEERgE phu v cic thing Bn chi Xem jafine diwdrochloride
,v', Ve : s ity HDSD kisn theo 24 mg ssesx
-l- mm ’ Bao quan: Noi khd rao, nhigt do Han ding:
kheng qua 30°C, tranh anh sang.
CHAI 60 VIEN NEN
NOG I¥ OONHL San xudt tal nha may:
K.T} CONG TY CO PHAN DUGT PHAN AN THIEN Qli?&?ﬂ:ggAWc::;m
54 DN s 314 Bang Seo. Phudng 5. Quin 8, TP HS Chi Mich Huyén Nha B, TP Hb Chi Minh
OHM ~ alD "
GMP - WHO GMP - WHO
& Tiéu chudn: TCCS
THUGC KE BON Thanh phén: PRESCRIPTION DRUG SPK:
Betahistine de ... 24
Té duoc vira di1 1 vién. g DE XA TAM TAY COA TRE EM.
BOC KV HIRONG DAN SIF DUNG
('\ c:i c:l:hhd :hbn{_a h;hnf:ltnh erz :ﬂnu C\ > TRUOC KHI DUNG.
v ng - rong ung
m?g;hﬂno 24"1. phu va cac théng tin chi tiét khac: B.tahl‘ﬂn 24‘:r
ne ditydrochloride | S ¥ o8N to HDSD kém theo. histine dihydrochioride
4 mg 24 mg
Bdo quan: Noi khé rdo, nhiét 45 khéng
qué 30°C, trénh 4nh séng.
VIEN NEN TABLET
Hop 1 chai x 60 vién Box of 1 bottle x 60 tablets
San xudt tai nha may:
S6 16 sdn xudt 05:81?33;;‘;‘5 KON I-He;m
-, rr 8,
Wj Ngay san xudt Q\T] Huyén Nha Bé, TP Hb Chi Minh
Han diing:
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AN THIEN PHARMA 314 Bong Sao, Phurdng 5, Quan 8, TP. HCM

CONG TY CO PHAN DUIFQ'C PHAM AN THIEN
T LR
MAU NHAN, HOP XIN PANG KY

1 - Mau nhén hdp chira 1 chai x 100 vién nén
2 - Mau nhan chai chira 100 vién nén

. N
GMP - WHO =
Thénh phan: v S Tiéu chudn: TCCS
Betahistine dijéydmdioﬁde ..24mg SBK:
T4 dugc vira 8 1 vien. =
. = T DE XA TAM TAY CUA TRE EM.
Chi dinh - Chéng chi dinh - Lidu ding (-\ 24 AT BOC KY HUONG DAN SIF DUNG
Bw pZ i Cich dinyg - Thin wrong - Tic dung “d, s’ 24 AT 2370 ine
b s v i Eromyg Bn chi Xem shistine diwdrochlonid
i by HDSD ke theo 24 mg ssusx
lvnu‘m Bdo quan: Noi khé rdo, nhiét do Han ding:
\.) khéng qué 30°C, tranh 4nh séng.
CHAI 100 VIEN NEN
DOC DI IO L Q"‘T) maw;énmmgw'mmm
mmw;ﬁmﬁgm%ﬁwﬂwﬁn Ld C16, Burimg SA 8, KCN Hiép Phur,
e { Bang Sao, Plurdng 3 Huryén Nha Bé, TP Hb Ghi Minh )
&5 Tiéu chudn: TCCS
THUGC KE BON Thanh phén: PRESCRIPTION DRUG SDK:
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Betahistin'24 AT | L theng tin onr it knde: Betahistin’"24 AT
! ine dihydrochloride Xin xem trén t& HDSD kém theo histine dihydrochioride
24 mg - 4 mg
Bao quan: Noi khd réo, nhiét d6 khéng
qué 309C, trénh anh séng.
VIEN NEN TABLET
Hop 1 chai x 100 vién Box of 1 bottle x 100 tablets
@ San xudt tai nha may:
& CONG TY CO PHAN DUFGIC PHAM AN THIEN
it 84 18 sdn xuét " L6 G16, Burdmg S4 9, KCN Hidp Phudr,
Q\l Ngay san xudt CAT Huyén Nha Ba, TP HB Chi Minh
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P MAU NHAN HOP, Vi XIN BPANG KY
1 - Mau nhan hdp chira 10 vi (PVDC - Al) -’ O’S%
2 - M3u nhan vi (PVDC - Al) 10 vién nén ’“j ‘

(S6 16 SX, Han dung duoc dép ndi trén vi)
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@Tj AN THIEN PHARMACEUTICAL CORPORATION
s snmesms 314 Bong Sao Street, Wand S, District 8, Ho Chi Minh Clly

Tiéu chudn: TCCS SBK:

DE XA TAM TAY CUA TRE EM,
POC KY HPONG DAN SU DYNG TRUGC KHI DUNG.

Sén xudt tai nha may:
CONG TY CO PHAN DUCT PHAM AN THIEN
L5 C16, Budmg sé 9, KCN Higp Phurdre, H. Nha B2, TPHCM
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s 1 S e PR S e MAU NHAN HOP, Vi XIN PANG KY

1 - Mau nhan hdp chira 5 vi (PVDC - Al)
2 - Mau nhan vi (PVDC - Al) 10 vién nén T4 ™

(S6 16 SX, Han diing duoc dép néi trén vi)
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24 mg
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@ Box of 5 blisters x 10 tablets

Wj AN THIEN PHARMACEUTICAL CORPORATION
anmas asses. 314 Bong Sao Sireet, Ward 5, District 8, Ho Chi Minh Clty

Tiéu chudn: TCCS SPK:

DE XA TAM TAY CUA TRE EM.
POC KY HUWONG DAN SUF DUNG TRUGC KHI DUNG.

San xudt tai nha may:
CONG TY GO PHAN DLPOC PHAM AN THIEN
L& C16, Budmg sb 8, KCN Higp Phurre, H. Nha B2, TRHCM

S5 16 sBn it
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| bl MAU NHAN HOP, Vi XIN DANG KY

1 - Méu nhan hdp chira 3 vi (PVDC - Al)

2 - Mu nhan vi (PVDC - Al) 10 vién nén T 4hIY
(S6 16 SX, Han dung duoc dép nbi trén vi)
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Box of 3 blisters x 10 tablets

e eaenaa. 314 Bong Sao Sireel, Ward 5, District B, Ho Chi Minh City

Tiéu chudn: TCCS SBK:

BE XA TAM TAY CUA TRE EM.
BOC KY HUPONG DAN SU¥ DUNG TRUIGC KHI DUNG.

San xudt tai nha may:
CONG TY CO PHAN DUQT PHAM AN THIEN
L& C18, Budmg sé 9, KCN Higp Phuwrdre, H. Nha B2, TPHCM

S5 16 sin xubt
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1 - Mdu nhan hdp chira 2 vi (PVDC - Al)
2 - Mau nhan vi (PVDC - Al) 10 vién nén N "4y

(Sé 16 SX, Han ding duge dap nbi trén vi)
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@ Box of 2 blisters x 10 tablets
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e s peasmas, 314 Bong Sao Sireet, Werd 5, Distict 8, Ho Chi Minh City

Tiéu chuin: TCCS SBK:
DE XA TAM TAY CUA TRE EM.
POC KY HLPONG DAN SUP DUNG TRUFOC KHI DUNG, L
S4an xuét tai nha may:
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e I (e TUY
TO HUONG DAN SU DUNG THUOC
Vién nén BETAHISTIN 24 A.T

Thubo ké don Vién nén BETAHISTIN 24 A.T
PE XA TAM TAY CUA TRE EM
DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA BAC SI
KHONG SU DUNG THUOC QUA HAN DUNG GHI TREN NHAN
THUOC NAY CHI SU DUNG THEO BON THUOC

THANH PHAN: (cho méi vién)

Hoat chiit: Betahistine dihydrochloride ..o ovoooveeoeecoeeeeeeoeeeeeee e 24 mg
TAAWEe: VIR AU o I vién

(Colloidal silicon dioxide. Microcrystalline cellulose, Lactose monehydrate, Citric acid monohydrate, Crospovidone,
Povidone, Talc, Stearic acid. Ethanol 96%).
DANG BAO CHE:
Vién nén.
M@ ta san phiam: Vién nén dai mau tring. mgt mit c6 vach ngang, mot mat tron.
CHI DINH:
Betahistine dugce chi dinh dé diéu tri hoi chimg Méniére. Cac triéu chirng bao gbm chong mat, o tai. nghe khé hoje mfitl
thinh gidc va budn nén. |
LIEU DUNG VA CACH DUNG:
Liéu dang:

Ngtravi lon:
+ Licu khoi ddu: Udng 8 - 16 mg x 3 lin/ngay. /
+ Lidu duy tri tir 24 - 48 mg/ngay. khong ding qué 48 mg/ngay. Liéu cin didu chinh dya trén timg bénh nhan cy the. |
Doi khi dat duoe hidu qua chi sau vai tuan didu trj. -~

- Suy than: Khong e6 thi nghigém Jam sang cy thé trong nhém bénh nhan nay. nhung theo kinh nghiém sau khi dira thude
ra thi trerong khong can dicu chinh licu & nguoi suy than.

- Suv gan: Khéng ¢6 thir nghiém lim sang cu thé trong nhém bénh nhan nay, nhung theo kinh nghiém sau khi dua ra thi
trromg khong edn didu chinh liéu & ngudi suy gan.
Negwdi cao ri6i: Khong cin didu chinh lidu & ngudi cao tudi.
Tre em: Vién betahistine khong duoc khuyén cao dung cho tr¢ em va thanh thiéu nién dudi 18 twdi do thiéu di ligu vé
an loan va hidu qua.
Cach dung: Hiéu qua tot hon khi udng thude trong hoac sau bira an.

CHONG CHI DINH:
Qua min véi betahistine hoac kT ki thanh phin nao cua thube.
Con loét da day td trang.

- U iy thuong thin, vi betahistine 12 mot din chit tng hop giéng histamine. cd thé giy giai phong lwong lon
catecholamine tir khdi u din toi tang huyét ap car/‘zk

CANH BAO VA THAN TRONG:
Thin trong khi su dung trong nhimg trudmg hop sau:

- Bénh nhan cd @ién sir lodt da day ta trang hodc dang co vét loét duromg tiéu hoa do thude cé tac dong gidng histamine co
the [am tang tict acid dich vi do can thiép 1én thu thé H2. ‘

- Bénh nhin hen phé quan do thude ¢é tac dong gidng histamine ¢6 thé gay co thit dudme hd hip do can thiép 1én thy LhC‘:
HI. :

- Bénh nhan bj u ty llm‘(_w:/thdn do thude ¢6 tac déng gidng histamine co thé lam gia tang huvét ap do ting tiét|
adrenalin,

- Newdi gia: O do tudi nay. nhimg hoat déng chirc nang sinh ly thuong giam, nén dp dung nhitng bién phéap nhu giam liéu
va tang cudmg theo doi Kiém tra.

- Than trong véi trudmg hap ha huyét ap ning.

- Thén trong khi str dung cho bénh nhin dang c6 ban ngira hodc viégm mii di ang vi triéu chirng ¢é (hé nang hon,

- Tre em: Chua xdc dinh duge tinh an toan khi st dung thude cho tré em.

SU DUNG THUOC CHO PHU N7 CO THAI VA CHO CON BU: i
Phu nii c6 thai:

- D ligu vé vige st dung betahistine o phu nir maji;h#ﬁ rat han ché. Nghién ctru trén dong vit, mac di khong thiy tac

hai trye ti¢p hodie gidn ticp lién quan dén déc tinh sifh san. Nhimg nguy co tiém an ddi voi con ngudi 13 khong rd. Nén
tranh sir dung betahistine trong khi mang thai.
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Phu nit ¢ho con ba:

- Khong c¢6 du théng tin vé su bai tiét cua betahistine vao sira me. Chuwa ¢ nghién ciru trén dong vt vé sy bai tiét coa
betahistine trong stra. Betahistine khéng nén dugc sir dung trong thdi ky cho con bu.

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

- O lidu didu tri, thude khong anh hueng dén kha nang 1ai xe va van hanh may mac. Tuy nhién nén luu v ring chong mit
¢ the xay ra trong thoi gian didu tr,

TUONG TAC, TUONG KY CUA THUOC:
Tuong tic thube:

- Trén Iy thuyét, co thé 6 su ddi khang gita betahistine va thude khang histamine, nhung chua thay cé bao cao vé sur
trong tac nay.

- Thube e ché monoamino oxidase (MAOI) bao gf%m ci thube e ché chon loc MAOs (nhu selegiling) tre ché chuyén
hoa betahistine.

- Tuong tac véi rugu va san pham chira pyrimethamine voi dapsonce.

- Tuong tic tiém tang voi salbutamol.
Tuwong ky: Do khong co cac nghién ciru vé tinh trong Ky ctia thude, khong trén 1n thude nay voi cic thude khic.

TAC DUNG KHONG MONG MUON (ADR):

- Thuong gap (1100 < ADR < 1/10):
¢ Ro1 loan ticu hoa: Budn ndn va khé tiéu,
+ Réi loan hé thin kinh: Pau diu.

- Tac dung phuy ¢ thé gap nhung chra rd tin suat:
+ R&i logn hé théng mién dich: Phan (ing qua man. vi du séc phan vé.
i+ R&i loan hé tiéu hoa: Non. dau ¢ dudng tiéu hoa, ddy bung.
+ R&i loan da va md dudi da: Qua man trén da, phi né, may day. phat ban va ngira,

QUA LIEU VA CACH XU TRI:
Tri¢u ching:

- Mot vai truding hop qud iiéy da duge bao cdo. Mot sb bénh nhan bi cdc triéu chimg tir nhe déq vira khi ding lidu Ién dén
640 mg (nhu budn nén. budn ngu. dau bung). Céc tri¢u chimg qua licu khac cua betahistine gdbm ndn mura, kho tiéu, mit
didu hoa. déng kinh. Céc bién chimg nghiém trong hon (nhu co gidt, bién chimg ¢ phou hodc tim) dugc thiy tr ong nhimg
[urmu, horp qué liéu betahistine do ¢d y. dac biét trong phéi hop véi cac thube qua liéu khac. Didu tri qua lidu nén bao
obm ca cae bién phap hd tre co ban.

C:ich i frie
Khang ¢o thude giai doc dac hiéu. Khuyén cio rira da day va diéu t triéu chimg trong vong 1 giér sau khi Llc"mg.
| CAC DAC TINH DUQC LY:
Duge lye hoc:
Nhom durge 1¥: Thude tie déng trén hé than kinh (chdng chéng mit va chong ndn).
Ma ATC: NOTCAOI Fa
Co ché tic dong cua betahistine chua dugce biét 1o
Betahistine fa chdt chi vin mt phan trén thy thé histamine H1. la chét dWmé mé thin
Kink. va ¢o hoat tinh doi khiang H2 - receptor !\ﬁ?)W
Betahistine lam tang luong histamine bing ciach ngan chin tién synap thy thé H3 va gdy e ché thy thé H3 din dén giam |
dap (mg trén thu thé H3.

- Bershistine lam gidn co vong tién mao mach vi vy 6 tic dung gia tang tuan hoan cta tai trong. N6 kiém soat tinh thim
cta mao mach tai trong do do lam giam tich t ndi dich bach huyéiltai trong. Pdng thivi nd cling cai thign luﬁn_hoﬁn nao.
gia tang lru lrong mau qua déng mach canh trong va ddéng mach dot song. Vi viy. trén Fim sang betahistine rat hi¢u qua
trong diéu tri chong mit vi choéng ving.

Duge dong huc

- Hap thu - LH!.'\GI’? héa: Betahistine dé dang mp thu gan nhu hoan to&nﬁua dudmg ubng. Sau khi hdp thu. thudc chuyén
lioa nhanh va Ldn nhu hoan toan thanh acid 2 - pyridylacetic. Nong d¢ betahistine trong huyét trong rit thap. Do dé
phén tich duge dong hoe duge dia trén cac E?I_ijm?'m Fidylacetic trong huyét trong va nuce ticu. Sau khi ubng
betahistine. ndng do 2 - PAA trong huyét trong va nude tiéu dat 16i da | gity sau khi udng va suy giam thee thai gian
bin thai khoang 3.5 gidn. Thire an lam cham sy hdp thu cua betahistine nhung khong lam giam néng d¢ dinh trong huyét
lurong.

- Phdn bé: Ty 1@ betahistine gan voi protein huyét tuong dudi 5 %.

- Thai i 2 - PAA duge bai tiét d& dang trong nude tidu, Trong khoang lidu tir 8 - 48 mg, khoang 85 % 1iéu/b‘al1 dau
duee thai tric trong nude tiéu, Sy bai tiét qua than hoge phén ula betahistine kh(‘)ng ¢o v nghia.

St tuvén tinh: Duge dong hoc cia betahistine ding dudng udng tuyén tinh vai lidu tir 8 - 48 mg.

QU\’ CACH PONG GOI:
Hop 02 vix 10 vién.
Hop 03 vix 10 vién. L/
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[ Hop 03 vix 10 vién,
Hop 10 vix 10 vién.
Hop 01 chai x 30 vién.
Hop 01 chai x 60 vién.

TIEU CHUAN: TCCS

Hop 01 chai x 100 vién.
BAO QUAN: Noi khé rao. nhiét dé khong qua 30°C, tranh anh sang.
HAN DUNG: 36 thang ké tr ngay san xudt,

San xudt tai nha may:
CONG TY CO PHAN DUQC PHAM AN THIEN
C16. Budng $6 9. KCN Hiép Phude, Huyén Nha Be, TP Hé Chi Minh

TP Ho Chz Mmh ngay 21 thang 08 nam 20]8
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