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121 x 40 x 80mm
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- Box of 5 blisters x 10 capsules
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Compaosition:

Each capsule contains.
2HCI 8mg
q.s 1 capsule

desage,

Please refer to enclosed package insert.
Storage:
In a dry and cool place. below 30°C. protect from direct

US PHARMA USA
Spscifcativn; Manufacturer:
In house.

US PHARMA USA CO., LTD

Keep out of reach of children.
Read the package insert carefully before use Lot B1-10, D2 Street, Tay Bac Cu Chi Industrial Zone, HCMC

Rx WHO-GMP
Thuéc ban theo don

Hop 5 vi x 10 vién nang cing
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Thanh phén:
M&i vién nang cung chira

2HCI 8mg
Ta dugce v.d. 1 vién
Chi dinh, chéng chi dinh, liéu dang, cach dung:
Xem t& hudng dén bén trong hop.
Béo quan:
Noi khé thoang, nhigt ¢ duéi 30°C. tranh énh sang.
Tiéu chudn:
Tiéu chudn co s¢.

DE xa thm tay tré em
Doc ki huéng din sir dyng trudc khi diing
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121 x 70 x 80mm

RX’ Prescription drug WHO-GMP)

Box of 10 blisters x 10 capsules

Cehitas

Betahistin 2HCI 8mg

Cehitas 8

Box of 5 blisters x 10 capsules

Composition:
Each capsule contains:
Betahistin 2HCl
Excipients q.s .

Please refer to enclosed package insert.

Storage:

In a dry and cool place, below 30°C, protect from direct
sunlight.

Specification:

In house.

Keep out of reach of children.
Read the package insert carefully before use

Manufacturer: US PHARMA USA CO., LTD
Lot B1-10, D2 Street, Tay Bac Cu Chi Industrial Zone, HCMC

US PHARMA USA

WHO-GMP,
21 JEO— (WHO-GMP)
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Betahistin 2ZHCI 8mg

s*

Thanh phén: {}l_
M3&i vién nang cirng chira Posoh
Betahistin 2HCI
Ta duoc v.d.....
Chi dinh, chéng chi dinh, liéu dung, cach dung: o
Xem t& huwéng din bén trong hop. Q7
Bao quan:

Noi khé thoang, nhiét dd du¢i 30°C, tranh anh sang.
Tiéu chuén:

Tiéu chuén co sé. ~—

D€ xa tam tay tré em
©oc ky huéing din si dyng trubc khi di

Nha san xuét: €0,

vspanvavsa L0 B1-10, Dudin

111 x 70 mm
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TN*MX?O by

CEHITAS 8

Vién nang cimg Betahistin dihydroclorid 8 mg

yTe 8 mg
g0, Avicel pH 101, Polyvinyl pyrrolidon (PVP) K30, Natri starch glycolat, Natri
croscarmellose Magnes1 Stearat, Aerosil.

Duwoc Iy va co ché tic dung

Betahistin 12 mét thudc cha vén histamin iét hdu nhu khéng c6 hoat tinh H,.

Betahistin lam gian co vong tién mao mach vi vay c6 tac dung gia tang luu lu:orng mau ¢ tai trong.
Thudc kiém soét tinh thAm ciia mao mach tai trong, do d6 1am gidm su tich tu ndi dich bach huyét tai
trong. Pdng thoi thube cling cai thién tudn hoan ndo, 1am gia tang luu lugng mau & dong mach canh

trong va dong mach 6t séng. Vi vay, trén 14m sang betahistin c6 hiéu qua trong viéc giam chong
mit va hoa mit.

Duogc dong hoc

Betahistin dihydroclorid dugc hip thu hoan toan sau khi uéng, nong do dlnh trong huyét twong cua
Betahistin dihydroclorid dwogc dénh déu vi tri '*C dat duge mot gio sau khi uong

Betahistin dihydroclorid dwgc thai trir qua than véi 85-90% lugng hoat chit danh déu phéng xa cua
mot lidu 8 mg xuét hién trong nudce tidu trong vong 56 gior. Ty 18 bai tiét tbi da dat duge trong vong 2
gi®r sau khi udng. Thude dugce thai trir dudi dang acid 2-pyridylacetic.

Chi dinh

Chéng mit, 1 tai va mét thinh lyc do bénh Méniére.

Doc kj huong din siv dung truéc khi ding. Néu cin biét thém théng tin, xin héi y kién bdc sp.
Thudc nay chi ding theo sw ké don ciia thdy thubc.

Chong chi dinh

Qua man véi betahistin hogc bat ky glgn}( /tgun%grg,gl %%CCOIII/

U té bao ua crom.

Liéu lrong va cich ding

Ngueoi lom:

Liéu khoi dau ding duong udng 12 8-16 mg x 3 lén mdi ngay, nén dung chung bira an.

Lleu duy tri thuong trong khoang 24 - 48 mg mdi ngay Liéu [hang ngay khong nén vuot qua 48 mg.
Liéu diing c6 thé dugc diéu chinh sao cho phi hop véi nhu cau cua timg bénh nhén. Dai khi d4u hidu 5'
céi thién bénh c6 thé duoc quan sat thay chi sau mot vai tuln diéu tri. R
Bénh nhdn suy gan: khong c6 dit liéu c6 sin cho bénh nhan suy gan.

Bénh nhdn suy thdn: khong cé dit liéu c6 sin cho bénh nhén suy than.

Ngueoi cao tuéi: dit liéu dung thudc & ngudi cao tudi con han ché, do d6 betahistin nén dugc st dung
than trong trén ddi tuong nay.

Tré em va thanh thiéu nién:

Betahistin khéng dwoc khuyén céo dung cho tré em va thanh thiéu nién dudi 18 tudi do thiéu dit liéu
vé an toan va hiéu qua trén dbi tugng nay.

Cdch dimg: Ubng nguyén vién thubc, nén ding cliing vdi bita an.

Thén trong

Thdn trong khi sir dung trong nhitng truong hop sau:

- Bénh nhan rdi loan chuyén héa porphyria.

- Bénh nhan c6 tién sir loét da day t4 trang.

N\ A
o

- Bénh nhén hen phé quan.

- Bénh nhén bi u tuy thugng than.

- Thén trong v&i bénh nhan huyét 4p thap ning.
Thoi ky mang thai

Tinh an toan ctia betahistin chua dwgc kiém chimg. Vi vdy khong nén dung betahistin trong thai ky trir
khi that can thiét.
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Thoi ky gho con bu

C’h.ua Piét betahistin ¢ duoc bai tiét vao sira me hay khong. Nén can nhic tim quan trong ctia thudc
doi v&i ngudi me so véi loi ich ciia viée cho con bi va nguy co c6 thé xay ra cho tré. '

Ldi xe va vgn hanh mdy méc:

Chéng mit, U tai va nghe kém két hop véi hoi chimg Meniere c6 thé anh huéng dén kha nang lai xe
va van hanh may méc. ~

Trong céc nghién ctru 14m sang betahistin dwoc coi nhu khéggé hodc c6 anh hudng khong déng ké
1én kha ning 14i xe va van hanh méay méc.

Tac dung khéng mong mudn (ADR)

Ca}c tac dung phu duge phan loai theo tin sb xuét hién:

Rat thuong gép (ARD >1/10); thudng gdp (1/100 <ADR < 1/10); it gap (1/1000 < ADR < 1/100);
hiém gap (1/10.000 < ADR < 1/1.000); rat hiém gip (ADR <1 / 10.000); khong c6 dit liéu (khong thé
dugc ude tinh tir dit liéu c6 san).

Réi loan hé th(fng mién dich:

Khong c6 dit li¢u: phan img qué mn, vi du séc phan v¢.

Roi logn hé than kinh:

Thuong gip: dau dau, thinh thoang budn ngu.

Réi loan tim mach:

Khoéng c6 dit liéu: danh tréng nguc.

Réi loan hé hdp:

Khong c6 dit liéu: co thit phé quan c6 thé xay ra & bénh nhan hen phé quan.

Réi loagn tiéu héa:

Thuong giip: khoé tiéu, budn non.

Réi logn da va cdc mé duéi da

Khéng c6 dit liéu: phan ing qui man & da va duéi da, dic biét phit mao mach, may day, phat ban va

ngira. i . 29765553
** Kho chiu da day nhe (vi du noq, dau da day, da ?Eﬁm va day hoi) da dugc quan sat. Nhitng phan ‘
{mg nay c6 thé duoc xir Iy bing cachﬁj ug/gﬁ?gttgl?%r%{é rlolécg b%%l%ar}llhoac bang cach giam liéu. ‘ONG TY

Théng bdo cho Bdc sy nhitng tic dung khong mong muon gdp phdi khi siv dung thuéc. {NHIEM HUU K
Twong tic thudc HARMA US

Chua c6 nghién ctru twong tac trén co thé séng (in vivo) dugc tién hanh. Cac dit lidu duge dua trén ,
co s& phong thi nghi€ém (in vitro) khong nhén thay cé rc ché cac enzym cytochrom P450 trén co thé. w
Néu ban dang dung thuoc trc ché monoamineoxidase (MAOIs, ké ca MAO kiéu phu B (vi du:

selegiline), thudc ma dugc ding dé didu tri trAm cam hodc bénh Parkinson, ban nén thong bao cho
béc s§ vi cac thudc nay c6 the lam ting tac dung ctia Cehitas 8. sbA
Betahistin c6 cau truc twong tu nhu histamin, tuong tac thudc gitta betahistin va khang histamin c6 1\

thé anh huong dén hiéu qua ciia mét trong sb cac thudc nay. Hay thong bao cho bac si néu ban dang
dung khang histamin trudc khi dung Cehitas 8.

Qui lidu va cach xir tri
Triéu chirg: mot vai trudng hop qué lidu d3 duoc béo céo. Mot sb bénh nhén ¢ triéu chimg nhe dén -
trung binh khi ding liéu 1én dén 640 mg (nhu budn ndn, budn nga, dau bung). Cac bién chimg

nghiém trong hon (vi du nhu co giét, phdi hoic cac bién chimg tim mach) dugc quan sat trong cac

trudmg hop qua lidu cua betahistin dic biét khi két hop betahistin véi cac thude qua lidu khac.

Cdch xir tri: khong c6 thudc giai doc dic hiéu. Rira da day va diéu tri tridu chimg dugce khuyén céo

khi qua lidu betahistin.

Dang trinh bay:

Hop 05 vi x 10 vién nang cimg.

Hop 10 vi x 10 vién nang cing.

Tiéu chuin

Tiéu chuan co sé.

Bio quan

Béo quan thudc & noi khé thoang, nhiét d6 duéi 30°C, tranh 4nh séng.
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Han dung

36 thang ké tir ngay san xuét.

Dé thubc xa tim tay tré em.

Nha sin xuat

Cong Ty TNHH US PHARMA USA

L6 B1 — 10, Puong D2, Khu cong nghiép Tay Bic Cu Chi#¥TP. H5 Chi Minh — Viét Nam.
Moi thic mdc va thong tin chi tiét, xin lién hé vé sé dién thoai 08 37908860 — 08 37908861

https://trungtamthuoc.com/
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