
Fal) y 
: CONG TY CO PHAN DUOC PHAM AN THIEN 

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

Th -GO IY 
MAU NHAN, HOP XIN DANG KY 

1 - Mau nhan hép chira 1 chai x 30 vién nén 
2 - Mau nhan chai chia 30 vien nén 

CUC QUAN LY DUGC 

DA PHE "PH DUYE Y 

Lan dau:QA..u/.2. Killa jo 

| 

~ 

(. Thanh phan: ve areas (oa wri0] Tiéu chudn: TCCS 
Leelee ide .. 24mg SDK: 

4 duge vira dii 1 vién. 
DE XA TAM TAY CUA TRE EM. Chi dinh - Ching chi dinh - Lidu ding HUONG Bw yz a Cich ching - Than trong -Tac dng ( Betohistin’24AT rico Rink oe apuORpORMD . phu vacadc Shing tin chi TRUOCKHDUNG 

‘bent HDSD hates theo Ok tan mg séesx LY Po URSTUDIEg ) Bao quan: Noi kho rao, Ant ap Hen dong: 
khong qua 30°C, tranh anh sang. 

CHAI 30 VIEN NEN 

NOG 31 SONHL = San vast tol nha indy: 

var Pepe banter nararhioeemlicy Mince facie! pales cba kin tasormae a wa ue Bang Sex, Quis 8, TP. Huygn Nha B, TP H6 Chi Minh J 

Tiéu chudn: TCCS 
THUOC KE DON Thanh phan: : PRESCRIPTION DRUG SDK: 

Ta duoc vira dit 1 vidn Satie BE XA TAM TAY COA TRE EM. 
KY HUFONG DAN SIF DUNG C.. Ceeete Chr Papal a -~ qe a TRUOC KHI DUNG. 

vi ng in tron yng Betohistin'24 AT pelo tailgate Betahistin’24 AT 
ne dinydrochloride | Xin xem trén te HDSD kém theo. rhein s lt 24mg 24mg 

Bao quan: Noi khé rdo, nhiét 46 khéng 
qué 30°C, tranh anh sang. 

—_ == 

VIEN NEN TABLET 
H6p 1 chai x 30 vién Box of 1 bottle x 30 tablets 

San xudt tai nha may: 

S66 san xudt a cis nasaes 9, “eRe ieee = = iP ar? Ngay san xudt car? Huyén Nha B8, TP H& Chi Minh 
Han diing: 

AM THEM PHARMA AN THIEN PHARMA 

cies Pula THIEN PHARMACEUTICAL CORPORATION 314 mes deters ethternelnge yoga fueee Sao Street, Ward 5, District 8, Ho Chi Minh City 

[ BO Y TE 

CONG TY 
CO PHAN 

NHA MAY Bae 
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a ; 
e CONG TY CO PHAN DUO'C PHAM AN THIEN 

AN THIEN PHARMA 314 Béng Sao, Phuong 5, Quan 8, TP. HCM 

TNR THUS T4 
MAU NHAN, HOP XIN DANG KY 

1 - Mau nhan hép chia 1 chai x 60 vién nén 
2 - Mau nhan chai chira 60 vién nén 

G Ry GMP - WHO = 
Thanh phan: diate Tiéu chudn: TCCS 

ong pobre cat SDK: 
Ta duge vira dil 1 vian. 

. an reas UA TRE Chi dnd -€ Hanh liu ding AAT pte glare tn 

Hw 7z va Caich dling - Thin tong - Tac dung Betahistin paella Uses 
anuoneaphap phy vacac thong in chi Nes 

: : then ty HDSD katen theo ay) mg  Séwsx 
LY VO UESTUBICg Bao quan: Noi khé rao, nhiét do Han ding: 

LD) khéng qua 30°C, tranh anh sang. 
CHAI 60 VIEN NEN 

NOG 34 SONHL oie oe Open 
war CONG Ty Cd PHAN DUGT PHAR AN THEN spe Ns eles liperioeliss 
a ciara axe na ‘Huyén Nha Ba, TPH Chi Minh 

OH ~ a5) / 

GMP - WHO GMP - WHO 

Tiéu chudn: TCCS 
THUOC KE BON Thanh phan: PRESCRIPTION DRUG SDK: 

Betahistine ~-.. 24 mg 
Taé duge wira dit 1 vién. pep re vals aes ois 

CG. bei ‘aon: fair dela = via @ = TRUGC KHI DUNG. 
vi ing - rong - lung 

Betahistin’’ 24 AT phu va cac théng tin chi tiét khac: Betahistin 24 AT ine dinydrochloride | Yin orn trén te HDSD kém theo. histine dihydrochloride 
24mg 4mg 

Bao quan: Noi khé rao, nhiét d6 khéng 
qua 30°C, tranh anh sang. 

VIEN NEN TABLET 
Hép 1 chai x 60 vién Box of 1 bottle x 60 tablets 

Oo San xudt tai nha may: 
GAs san wide See ee eee 

Pt Lé C16, Dudng Sé 9, KCN Hiép Phuc, 
war Ngay san xudt war? Huyén Nha Ba, TP Ha Chi Minh 

Han diing: : 
Add THES PHAR JAN THIEN FHARMA 

cise Ty co Praiten rade as Tan 
314 Son ak Piso 8 chien 8, TP. HS Chi Minh Senet cee Con Weds: bevel a Ne CRN eee 
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Fall 
e CONG TY CO PHAN DUC’ PHAM AN THIEN 

AN THIEN PHARMA 314 Béng Sao, Phung 5, Quan 8, TP. HCM 

TN hah 
MAU NHAN, HOP XIN DANG KY 

1 - Mau nhan hép chia 1 chai x 100 vién nén 
2 - Mau nhan chai chira 100 vién nén 

~, 
, GNP - WHO: = 

Thanh phan: stabil pnd Tiéu chudn; TCCS 
Belahisine diycroctionde .. 24mg SDK: 
Ta dugc vira di 1 vien. : 

DE XA TAM TAY CUA TRE EM. 
2 CB SAAT POC KT HUONG OAN SY DURic 

Bw pz va Gch ding - = Then ong Tc ung Beichistin AT 2 eee 

trent HOSD hem theo 24mg ssusx 
LY VC UISTURICE Bao quan: Nei kho rao, nhiét do Han ding: 

a) kh6ng qué 30°C, tranh anh sang. 
CHAI 100 VEN NEN 

eri car? Fae ener By pes 
GT Co rie ae rene a ee LS C16, Birimg S4 9, KCN Higp Phuc, 

x : phat Huyén Nha 82, TPHECHIMnn |) 

Ry Tiéu chudn: TCCS 

biol iaaeat Thanh phan: PRESCRIPTION DRUG spk: 
Ta dirge vira dé 1 vin. Cars DE XA TAM TAY CUA TRE EM. 

BOC KY HUONG DAN SiF DUNG 

( Beta © iiybael ERonige bey tasl hear ie CB TRUGC KHI DUNG. 

Betahistin'24 AT phu va c4c théng tin chi tidt khae: Betahistin’24 AT 
histine O4 inn Xin xem trén ta HDSD kem theo. histine dihydrechioride 

m 
4mg Bao quan: Noi khé rao, nhiét d6 khéng ad 9 

qué 30°C, tranh anh sang. 
ee 

VIEN NEN TABLET 

H@p 1 chai x 100 vién Box of 1 bottle x 100 tablets 
e@ San xuat tai nha may: 

S CONG TY CO PHAN DIFC PHAM AN THIEN 
wee Sé 16 sn xuat: Pm L6 C16, Durémg Sé 9, KCN Hidp Phude, 

a Ngay san xuadt AL Huyén Nha Ba, TP Hd Chi Minh 
Han diing: 

(Adt THEN PHARMA AN THIEN PHARMA 

cies ty 0d pris oer eae a Thee 
14 Bony See, Phurémg 5, Quén 8, TP. H8Chi Minh ane ser cretion scones meron 

4 

i SIAM DOC NHA MAY <j 
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Fal) 

* (ee RET MAU NHAN HOP, Vi XIN DANG KY 
4 -Mdu nhan hép chia 10 vi (PVDC - Al) 409% 
2 - Mau nhan vi (PVDC - Al) 10 vién nén qi 
(S6 16 SX, Han ding duoc dap ndi trén vi) 

i 
=z 8 a 

g : 
Cetanitnrosat : 

istine dihydrochloride 2 

24m me CC) 

TABLET 
e Box of 10 blisters x 10 tablets 

va AN THIEN PHARMACEUTICAL CORPORATION 
ante rman 314 Bong Sao Sireet, Ward 5, District 8, Ho Chi Minh Cly 

Tiéu chudn: TOCS SDK: 

BE XA TAM TAY CUA TRE EM. 
BOC K? HUONG DAN SU’ DUNG TRUGT KHI DUNG. 

Sdn xudt tai nha may: 
CONG TY GO PHAN DUOC PHAM AN THIEN 
L6 C16, Bung sé 9, KCN Hiep Phuc, H. Nha Be, TRHCM 

$6 6 sin it 
Ngay san xuat: 

Han diing: 

ANA IUD 9H “LL “8 UBND “s Buanyy ‘oeg Gupg PLE wrernnanuny 

co pee ie UBIA OL XIAOL dOH e 
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wT CONG TYCO PHAN DUOC PHAMAN THIEN ~ ~ & . 

"vin 314 Béng Sao, Phung 5, QUGn 8, TP: HEM MAU NHAN HOP, VI XIN DANG KY 

1 - Mau nhan hop chira 5 vi (PVDC - Al) 
2 - Mau nhan vi (PVDC - Al) 10 vién nén qh 4oyqy 
(S6 16 SX, Han diing duge dap néi trén vi) | 

: 

: 

sa
im
g 

histine dihydrochloride > C 24m So le 
TABLET 

e Box of 5 blisters x 10 tablets 

ca AN THIEN PHARMACEUTICAL CORPORATION 
santana mamas 314 Bong Sao Siree!, Ward 5, District 8, Ho Chi Minh City 

Tiéu chudn: TCCS SDK: AM = 

BE XA TAM TAY CUA TRE EM. Ak =) <a 
OC KY HUONG DAN SU’ DUNG TRUGC KHI DUNG. AY 7c z (GY 
‘San xudt tai nha may: %, #> 
CONG TY GO PHAN DUOC PHAM AN THIEN ® 
L6 C16, Butmg sé 9, KCN Higp Phiroc, H. Nha Ba, TRHCM R % 

ey 
* Seo sane i. We 3 

Han dung: ‘9 AN 
% * % © 
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cme er a MAU NHAN HOP, Vi XIN DANG KY 
1 - Mau nhan hép chia 3 vi (PVDC - Al) 
2 - Mau nhan vi (PVDG - Al) 10 vién nén ah 4GBI4 
(S6 16 SX, Han dung duoc dap ndi trén vi) 
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TABLET 
® Box of 3 blisters x 10 tablets 

AY oan PHARMACEUTICAL CORPORATION 
an Tas mares 314 Bong Sao Street, Ward 5, District 8, Ho Chi Minh City 

Tiéu chudn: TGCS SDK: 

BE XA TAM TAY CUA TRE EM. 
BOC KY HU'ONG DAN SUP DUNG TRU'OC KHI DUNG. 

S4n xuat tai nha may: 
CONG TY CO PHAN DUOC PHAM AN THIEN 
L6 C16, Budng s4 9, KCN Hi¢p Phe, H. Nha Ba, TRHCM 

$6 16 san must 
Ngay san xuat: 

Han ding: 
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2s met 
Fay) 

IU Sige ean gman MAU NHAN HOP, Vi XIN BANG KY 
1 - Mau nhan hép chira 2 vi (PVDC - Al) 
2 - Mu nhan vi (PVDC - Al) 10 vién nén ANY OsTK 
(S6 16 SX, Han ding duyc dap néi trén vi) 

GMP - WHO 5 g a 

Begs. DRUG a is eh 

if 2 g3 (CBetahistint244T & 
istine dihydrochloride = 

24mg | wi CG 
TABLET 

& Box of 2 blisters x 10 tablets 

an name mame 314 Bong Sao Street, Ward 5, District 8, Ha Chi Minh City 

xudt tai r % oO Sa Sat cance nan seb , #2 

Fes 

Tiéu chudn: TCCS SBK: - 

BE XA TAM TaY CUA TRE EM. %S a, i 
DOC KY HUONG DAN SU? DUNG TRUOC KHI DUNG. A ANN (GY 

L6 C16, Dudng sé 9, KCN Hiép Phe, H. Nha Ba, TRHCM 

Sé 16 sn xudt 
Ngay san xuat 

Han dung: \ 
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a, A 
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oo, i, . gh Yay 
TO HUONG DAN SU DUNG THUOC 

Vién nén BETAHISTIN 24 A.T 
Thube ké Gon Vién nén BETAHISTIN 24 A.T 

DE XA TAM TAY CUA TRE EM 
DOC KY HUONG 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 DON THUOC 

THANH PHAN: (cho mdi vién) 
Hoat chat: Betahistine dihydrochloride .. 24 ng 

Ta dwoe: vira du . | vién 

(Colloidal silicon dioxide. Microcrystalline cellulose. Lactose monohydrate, Citric acid monohydrate, Crospovidone, | 

Povidone, Tale, Stearic acid. Ethanol 96%). 

DANG BAO CHE: 
Vien nén. 

M6 ta san pham: Vién nén dai mau tring, mot mat cd vach ngang, mot mat tron. 

CHI BINH: 
- Betahistine duoe chi dinh dé diéu tri héi chimg Méniére. Cac trigéu chirng bao gom chéng mat, ui tai. nghe khé hoac mat 

thinh gide va buén nén. | 

LIEU DUNG VA CACH DUNG: : 
Liéu dung: 

- Newer lon: 

+ Liéu khoi dau: Udng 8 - 16 mg x 3 lan/ngay a 
+ Liéu duy tri tir 24 - 48 me/ng 

di khi dat duoc higéu qua chi sa 

. khong ding qua 48 mg/ngay. Liéu can diéu echinh dura trén ting bénh nhan cu thé. | 

u vai tuan diéu tri, =~ 

- Suv than: Khong 6 thir nghigém lam sang cu thé trong nhém bénh nhan nay. nhung theo kinh nghiém sau khi dua thudc 

ra thi trong khéng can diéu chinh licu o ngudi suy than. 

- Suv gan: Khong c6 thi: nghiém lam sang cy thé trong nhom bénh nhan nay, nhung theo kinh nghiém sau khi dua ra thi 

irudng khéng can diéu chinh liéu @ ngudi suy gan. 
- Neve? cao tdi: Khong can diéu chinh liéu & ngudi cao tudi. 

- Tre em: Vién betahistine khong duge khuyén céo ding cho tré em va thanh thiéu nién dui 18 tudi do thiéu di ligu vé 

an toan va hicu qua. 

Cach dang: Higu qua tot hon khi udng thude trong hode sau béra Sn. 

CHONG CHI BINH: 
~ Qua man vdi betahistine hodc bat ki thanh phan nao ctia thude, 
- Con loét da day ta trang. 

- U tuy thugng than, vi betahistine 14 mét ddn ck A tong hop giéng histamine. cd thé gay giai phéng long lén 

catecholamine tte khdi u dan toi tang huyét ap ie 

CANH BAO VA THAN TRONG: 

Than trong khi su dung trong nhting truGng hop sau: 

- Bénh nhan cé tién str loét da day ta trang hode dang c6 vet loét duong tiéu hda do thude c6 tac dong giéng histamine c6 
thé [am ting tiét acid dich vi do ean thigp lén thy the H2. 

- Bénh nhan hen phé quan do thudéc cé tac dong gidng histamine c6 thé gay co that dudng hé hap do can thiép lén thu the | 

Hi. 

- Bénh nhan bi u tiy étnapa ran do thude ed tc déng gidng histamine cé thé lam gia ting huyét ap do tang tie 

adrenalin. 

- Neudi gid: O dé tudi nay. nhitng hoat déng chtte nang sinh ly thudng giam, nén dp dung nhimng bién phap nhu giam lieu | 
va ting cudng theo doi kiém tra. 

- Than trong voi trudng hop ha huyeét ap nang. 

- Than trong khi sty dung cho bénh nhan dang cé ban ngtra hode viém mii di ting vi trigu chimg c6 thé nding hon. 

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

SU DUNG THUOC CHO PHY NU CO THAI VA CHO CON BU: | 
Phu nir co thai: 

- Dir figu vé vige str dung betahistine & phu nt mang th rat han ché. Nghién ctru trén dong vat, mac du khong thay tae 

hai true tiép hode gidn tiép lién quan dén doc cage Nhimng nguy co tiém an déi voi con nguéi 1a khong rd. Nén 

tranh su dung betahistine trong khi mang thai. 

a 
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Phu nircho con ba: 

- Kabdng cé du théng tin vé su bai tiét cua betahistine vao sita me. Chua cé nghién ctu trén dong vat vé su bai tiét ctda 

betahistine trong sta. Betahistine khang nén duoc sir dung trong thoi ky cho con bu. 

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC: 
- © liéu didu tri, thuéc khéng anh huong dén kha nang lai xe va van hanh may moc. Tuy nhién nén tuu y rang chong mat 

cé thé xdy ra trong théi gian diéu tri, 

TUONG TAC, TUONG KY CUA THUOC: 
Tuong tac thude: 

-  Trén ly thuyét, c6 thé c6 su déi khang gitta betahistine va thuéc khang histamine, nhung chua thay co bao cdo vé su 

tuong tae nay. 

-  Thudc tte ché monoamino oxidase (MAOL) bao gém ca thude te ché chon loc MAOg (nhu selegiline) tre ché chuyén 
hoa betahistine. 

- Tuong tac vi rvgu va san pham chira pyrimethamine voi dapsone. 

- ‘Tuong tac tiém tang voi salbutamol. 

Tuong ky: Do khéng c6 cae nghién cttu vé tinh tong ky ea thudc, khong tron lan thude nay véi cde thude khac. 

TAC DUNG KHONG MONG MUON (ADR): 
- Thuong g gap (1/100 < ADR < 1/10): 

+ ROI loan ti€u héa: Budn nén va kho tiéu. 

+ Ri loan hé than kinh: Dau dau. 

- Tae dung phu co thé gap nhung chua ré tan suat: 

+ RGi loan hé thong mien dich: Phan img qua man, vi du séc phan ve. 

+ Rdi loan hé tigu hoa: Non. dau & dudng tiéu ha, day bung. 
+ Rdi loan da va mé dui da: Qua man trén da, phd né, may day, phat ban va ngtra. 

THONG BAO NGAY CHO BAC Si HOAC DUOC Si NHUNG PHAN UNG CO HAI GAP PHAI KHI SU DUNG 

THUOC. 
QUA LIEU VA CACH XU TRI: 

Triéu ching: 

-  Mét vai trudng hop qua liéu da duge bdo cdo. MAt s6 bénh nhan bj cdc trigu chirmg tir nhe dén vita khi diing lieu [én dén 
640 mg (nhur budn nén. budén neu, dau bung). Cac trigu chimg qua ligu khac ctia betahistine gdm non mura, Kho tiéu, mat 

diéu héa. déng kinh. Cac bién chime nghiém trong hon (nhu co giat. bién ching & phai hoac tim) due thay trong nhtng 

wrung. hop qua liéu betahistine do cd ¥. dae diét trong phi hop voi cac thuée qua liéu khac. Diéu tri qua ligu nén bao 

gdm ca cae bién phap hé tro co ban. 

Cach xih tri: 

- Khéng cé thude giai doc dac hiéu. Khuyén cao rua da day va diéu tri trigu chung trong vong | gig sau khi une. 

C DAC TINH DUQC LY: 
Duge lye hoe: 

Nhom dure ly: Thuée tac dong trén hé than kinh (chong chéng mat va chéng ndn). 
Ma ATC: NO7CAOI ; ra 

Co ché tic dong cua betahistine chua duge biét rd 

Betahistine la chat ch van mét phan (rén thy thé histamine HL, 1a chat doi khang thy thé histamin H3 yong mé than 
kinh. va e6 hoat tinh déi khang H2 - receptor kfféng dang ke. 

Betahistine lam tang hrong histamine bang cach ngan chan tién synap thy thé H3 va gay tre ché thu thé H3 dan dén giam 

dap trng trén thu thé H3. 

Betahistine lam gian co vong tién mao mach vi vay cé tac dung gia lang tuan hoan ctia tai trong. No kiém soat tinh t tham 

cla mao mach tai trong do dé lam giam tich ty ndi dich bach huyét tai trong. Dong thoi nd cing eai thién iuan. hoan nao. 

gia tang luru leng mau qua déng mach canh trong va déng mach dét séng. Vi vay, trén lam sang betahistine rat higu qua 

trong dicu tri chéng m&t va choang vang. 

Duoe dong hoe: 

Hap thi - chuyén héa: Betahistine dé dang hap thu gan nhir hoan toa yAua dudng udng. Sau khi hap thu, thude chuyén 

hoa nhanh va gan nhu hoan toan thanh acid 2 - pyridylacetic. Nong dd. betahistine trong huyét tuong rat thap. Do do 

phan tich duge dong hoc dirgc dua trén cac SRE yy dgtsectc trong huyét tyong va nuéc ticu. Sau khi udng 

betahistine, néng dé 2 - PAA trong huyét tvong va nude tiéu dat téi da 1 git sau khi uéng va suy giam theo thoi gian 

ban thai khoang 3.5 gid. Thire an lam cham sw hap thu cia betahistine nhung khéng lam giam néng do dinh trong huyét 

furong 

-  Phén bé- Ty 1é betahistine gan voi protein huyét tuang dudi 5 %. 

1. Thai tries 2 - PAA duge bai tiét dé dang trong nude tidu. Trong khoang liéu tir 8 - 48 mg. khodng_85 % 2a tigu ban A dau 

durgc thai trir trong nuée tigu. Su bai tit qua than hoae phan | cia betahistine k hong co y nghia. 

Su tuvén tinh: Duo dong hoc cia betahistine dung dudng udng tuyén tinh vGi liéu tir 8 - 48 mg. 

Quy CACH DONG GOI: 

Hop 02 vix 10 vién. 

[ Hp 03 vix 10 vién. 1 
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| 403 
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[ Hop 05 vix 10 vién. 

Hop 10 vix TO vién. 

H6p O1 chai x 30 vién. 

Hop O1 chai x 60 vién. 

Hdp OF chai x 100 vién. 

BAO QUAN: Noi khé rao. nhiét dé khong qua 30°C, tranh anh sang. 

HAN DUNG: 36 thang ké tir ngay san xuat. 

TIEU CHUAN: TCCS 

San xuat tai nha may: 

CONG TY CO PHAN DUOC PHAM AN THIEN 
C16, Dudng $6 9, KCN Hiép Phude, Huyén Nha Bé, TP H6 Chi Minh 

TP Ho Chi} Minh, ngay 21 thang 08 nam 2018 

CONG TY 
cd piidy 
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