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FASTRICHS 180 

FILM COATED TABLETS een 
Box of 3 blisters x 10 film coated tablets CERTIFICATE 

astrichis’ 180 
Fexofenadine hydrochloride 

180mg 

30 film coated tablets 

sev oveonee 180MQ, 

film coated tablet 

INDICATIONS, ADMINISTRATION. CONTRAINDICATIONS AND OTHER: 

INFORMATION: READ THE PACKAGE INSERT, 

STORAGE: Store in a cool and dry place. protect trom light, below 30°C. 

SPECIFICATIONS: DOVN V 

FILM COATED TABLETS 
H6p 3 vi x 10 vién nén bao phim 
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Fexofenadine hydrochloride 
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30 vign nén bao phim - USARICHPHARM 

30 phim chia 
180mg 

Tad 1vién 

CHI BINH, CACH DUNG. CHONG CHi BINH VA CAC THONG TIN KHAC: 
XEM TRON UNG THUS KEM THEO. 
BA QUAN: ang. trnh nh sdng, nhigt 46 dud: 30°C 

TIEU CHUAN: DBVNV SDK: 
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MAU HOPS Vi x 10 VIEN NEN BAO PHIM 
FASTRICHS 180 

FILM COATED TABLET “PHAR 
BASE TELO 

Box of 5 blisters x 10 film coated tablets 

astuichis®’ 150 
Fexofenadine hydrochloride 

180mg 

GMP 
SW x) 

50 film coated tablets 

COMPOSITION: Each f 

hydrochloride .... 180mg 

= film coated tablet 

ADMINISTRATION, CONTRAINDICATIONS AND OTHER, 
INFORMATION: READ THE GE INSERT. 

STORAGE: Store in a cool and dry place. protect from light. below 30°C 
SPECIFICATIONS: DBVN V 

FILM COATED TABLETS PHAR J ‘S ON 
Hp 5 vi x 10 vién nén bao phim 

astrictis’ 180 
Fexofenadine hydrochloride 

180mg 

i CERTIFICATE 
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50 vien nén bao phim 

Se eues 180mg 
Tad i pase 1 vién 

CHi BINH, CACH DUNG. CHONG CHi BINH VA CAC THONG TIN KHAC: 
XEM TRONG TO HUONG DAN SU DUNG THUSC KEM THEO. 

hong. trdnh dnh sing, nhigt dO duti 30°C. 
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FASTRICHS 180 

FILM COATED TABLETS 
Box of 10 blisters x 10 film coated tablets 

astrictis’ 150 
Fexofenadine hydrochloride 

180mg 

cee 180mg 

ii s. H . film coated tablet 

INDICATIONS, ADMINISTRATION, CONTRAINDICATIONS AND OTHER 

INFORMATION: READ THE PACKAGE INSERT. 

STORAGE Na Cool and dry piace. protect from light, below 20°C. 
SPECIFICATIONS: DOVN V 

FILM COATED TABLE 
H6p 10 vi x 10 vién nén bao phim 

istics’ 180 
Fexofenadine hydrochloride 

180mg 
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CHi BINH, CACH DUNG. CHONG CHi BINH VA CAC THONG TIN KHAC: 
XEM TRONG TO HUONG DAN SU DUNG THUOC KEM THEO. 
BAO QUAN: Noi khd thoing trinh anh sing, nhiét 48 duéi 30°C. 

TIEU CHUAN: DOVN V SOK: 
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HUONG DAN SU DUNG THUOC 

FASTRICHS 180 

DOC KY HUONG DAN SU DUNG TRUOC KHI DUNG 

DE XA TAM TAY TRE EM 

THONG BAO NGAY CHO BAC Si HOAC DUOC ST 
NHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI SU DUNG THUOC 

1. Thanh phan céng thire thudc: 

Thanh phan duge chat: Fexofenadine hydrochloride........ 180 mg 

Thanh phan ta duoc: Tinh b6t ngé, Microcrystalline cellulose 101, Croscarmellose sodium, 
Povidone K30, Magnesium stearate, Talc, Hydroxypropyl methylcellulose E6, Polyethylene 
glycol 6000, Titanium dioxide. 

2. Dang bao ché: Vién nén bao phim 

M6 ta: Vién nén dai, bao phim mau trang, hai mat khum, mot mat c6 gach ngang, canh va thanh 
vién lanh lan. 

3. Chi dinh: 

Viém mii di img: Fastrichs 180 mg dugc chi dinh dé diéu tri viém mii di ung theo mua 6 ngudi 
16n va tré em tir 12 tudi tro 1én. 

May day v6 c&n man tinh: Fastrichs 180 mg duge chi dinh dé diéu tri cdc bidu hién ngoai da khéng 
bién chimg cua may day v6 can man tinh 6 ngu6i 1én va tré em tir 12 tudi tro 1én. Thudc lam giam 
ngtta va sé lugng dat may day mét cach dang ké. 

4. C4ch ding, liéu ding: 

Cach ding: thuéc ding duong udng véi nuéc va truéc btra an. Khong uéng thudéc véi nuéc hoa 
qua (nhu cam, budi, tao). 

Liéu ding: 
Nguoi lén va tré em tir 12 tudi tro lén: Liéu khuyén ding cia Fastrichs 180 mg 1a 1 vién mdi ngay. 
Nguoi suy than: Liéu khoi dau duoc khuyén dung 14 60 mg/ngay 

Nguéi suy gan: Khong can diéu chinh liéu. 

Nguoi cao tudi: Khong can diéu chinh liéu, ngoai trircé suy giam chtre nang than. 

Khuyén cdo néu quén udng mét liéu thudc: Uong ngay 1 liéu khi ban nho ra minh da quén uéng 
thud. Nhung néu thoi gian nho ra gan liéu ké tiép thi bo liu da quén va udng nhw theo thi gian 
quy dinh. Khéng duoc uéng gap déi liéu trong trudng hop quén ding thudc. 

5. Chong chi dinh: 

M&n cam v6i fexofenadine hydrochloride hoc bat ky thanh phan t4 duge nao cia thuéc. 
6. Canh bao va than trong khi ding thudéc: 

Nhu hau hét cdc thuéc mdi khéc, c6 rat it dit ligu nghién ciru trén nguéi 1én tudi, bénh nhan suy 
gan hoac suy than. Nén than trong khi sir dung fexofenadine hydrochloride d6i vGi nhém bénh 

nhan dac biét nay. 

Bénh nhAn cé tién sir ho{ic dang bj bénh tim mach cn than trong khi str dung vi thudc c6 thé gay 
ra cdc phan tmg khéng mong muén nhw: nhip tim nhanh va héi hop nhu cdc thuéc khang histamin 
khac.



https://trungtamthuoc.com/ 

7. Sir dung thuéc cho phu nif c6 thai va cho con bu: 

Str dung thudc cho phu nit cé thai: Chua c6é dit liéu nghién ctru day du viée sir dung fexofenadine 
hydrochloride & phu nif cé thai. Cac nghién ctu rat han ché trén d6ng vat khéng cho thay tac hai 
truc tiép hodc gidn tiép anh hung khi mang thai, su phat trién cua phi thai/ thai nhi, qua trinh 
sinh dé va sau khi sinh. Fexofenadine hydrochloride chi nén ding cho phu nt cé thai khi loi fch 
cho me vuot trdi so véi nguy co déi véi thai nhi. 

Sic dung thuoc cho phy nit cho con bi: Khong ré fexofenadine hydrochloride cé bai tiét qua stra 
mg hay khong. Tuy nhién, khi dung terfenadine 6 phy nt dang cho con bu, fexofenadine dugc tim 
thay trong stta me. Vi vay, khéng khuyén cdo sit dung fexofenadine hydrochloride cho phu nit 
dang cho con bi. 

8. Anh hwéng cia thudc lén kha nang Iai xe, van hanh may moc: 

Buén ngi, chong mat co thé xay ra trong qua trinh diéu tri, cn than trong khi l4i xe, van hanh may 
méc. 

9. Twong tac, twong ky cia thuée: 

Fexofenadine khong trai qua bién déi sinh hoc 6 gan va do dé sé kh6ng tuong tac véi cdc thudc 
khac théng qua co ché gan. Dung déng thoi fexofenadine hydrochloride véi erythromycin hodc 
ketoconazol lam tang néng d6 fexofenadine trong huyét tuong tir 2 —3 lan. Cac thay déi nay khong 
kém theo bat ctr tac dung nao trén khoang QT va khéng lam tang cdc tac dung khéng mong muén 
so v6i khi ding thuéc don 1é. 

Cac nghién cttu trén dong vat chi ra rang néng d6 fexofenadine trong huyét tuong tang lén sau khi 
ding déng thoi véi erythromycin hoc ketoconazol cé thé la do lam tang su hap thu trong duong w1427 
tiéu héa va gidm thai trir qua mat hodc bai tiét qua dwong tiéu héa. 

ONG 
Khong tim thay sy tuong tac nao gitta fexofenadine va omeprazol. Tuy nhién, khi ding véi thuéc 3 PH 
khang acid chtra nhém va gel magnesium hydroxide truéc khi uéng fexofenadine hydrochloride aur 
15 phat lam gidm sinh kha dung cua thudc, chi yéu 1a do thudc dinh trong dudng tiéu héa. Khuyén ING 
cdo nén udng fexofenadine hydrochloride va cdc thudéc khang acid chtra nhém va magnesium wae 
hydroxide cach xa nhau 2 gid. 

10. Tac dung khéng mong muén cia thuée: 

Thuong gdp 1/100 < ADR < 1/10 

R6i loan hé than kinh: Nhtre dau, budn ngu, chong mat. 

Réi loan hé tiéu héa: Buén nén. 

It gap 1/1000 < ADR < 1/100 

Ri loan chung: Mét mdi. 

G ngudi lon, nhiing tac dung khéng mong muén sau day da dugc bdo cdo sau khi dura thuéc ra thi 
trudng. Tan sé xay ra la khéng biét dén (khong thé wéc tinh ti dé liéu cd san): 

Réi loan hé mién dich: 

Phan tmg qué man véi cdc biéu hién nhu phi mach, dau that ngue, kho thé, dé bimg mat va chong 
phan vé. 

Réi loan tam than: 

Mat ngu, bén chén, réi loan gidc ngu va dc mdng/ mo qua mirc. 

Réi loan tim mach: 

Nhip tim nhanh, danh trong ngue. 

R6i loan tiéu héa: 
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Tiéu chay. 

Cac réi loan & da va m6 du6i da: 

Phat ban, néi mé day, ngtra. 

Théng bdo ngay cho bdc st hode duge si nhitng phan eng c6 hai gdp phai khi sve dung thudc. 

11. Qua liéu va cach xi tri: 

Chong mat, buén ngu, mét mdi va khé miéng da dugc bao cdo khi str dung qua liéu fexofenadine 
hydrochloride. Cho nhimg ngudi khée manh ding 6 liéu 1én dén 800 mg/ ln va 690 mg/ lan x 2 
1dn/ ngay x 1 thang hodc 240 mg/ lan/ ngay x 1 nim, khéng cé tac dung khong mong muén dang 
ké trén 1am sang so voi gia duoc. Chua xdc dinh dugc liéu dung nap téi da cla fexofenadine 
hydrochloride. Cé thé cAn nhac cdc bién phap tiéu chudn dé loai trix thudc chua duoc hap thu khdi 
co thé. Khuyén nghi diéu tri trigu chitng va diéu tri hd tro. Tham phan mau khéng co hiéu qua 
trong viéc thai trir fexofenadine hydrochloride ra khéi mau. 

12. Dac tinh duoc lwe hoe: 

Nh6m duge ly: Khang histamin thé hé 2, déi khang thu thé Hi. 
Ma ATC: RO6AX26 

Co ché tac dung: 

Fexofenadine hydrochlorid 1a thuéc khang histamin thé hé hai, cé tac dung déi khang diac hiéu va 
chon loc thy thé Hy. Fexofenadine 1a mét chat chuyén héa cé hoat tinh cua terfenadin. 

13. Dic tinh duoc dong hoe: 

Hap thu: Fexofenadine hydrochlorid hap thu tét sau khi uéng, néng d6 dinh trong mau dat duoc 
sau 1 —3 gid uéng thudc. Nong d6 dinh trung binh ctia thuéc trong huyét tuong khoang 494 ng/ml, 
khi ding liéu 180 mg/ lan/ ngay. 

PhAn bé: Ti 1é gan két voi protein huyét twong cia thudc khoang 60 — 70%. 
Chuyén héa: Fexofenadine chuyén héa khong dang ké (qua gan hay khéng qua gan), no la hop 
chat chu yéu duoc tim thay trong phan va nuse tiéu cia doéng vat va ngudi. Nong dé cta 
fexofenadine trong huyét tuong giam dan theo cap sé nhan voi thoi gian ban thai cudi cung tir 11 
— 15 gid sau khi ding nhiéu liéu lap lai. Duoce déng hoc cita fexofenadine 1a tuyén tinh khi uéng 
mot liéu va nhiéu liéu 120 mg x 2 lan/ ngay. Dung liéu 240 mg x 2 lan/ ngay lam tang nhe (khoang 
8,8%) dién tich dudi dudng cong ndng dé theo thoi gian 6 trang thai én dinh cho thay trén thu té 
duge déng hoc cia fexofenadine 1a tuyén tinh 6 khoang liéu ding tir 40 — 240 mg/ ngay. 

Thai trir: Duong thai triy chinh 1a bai tiét qua mat, khoang 10% liéu ding duoc bai tiét qua nuéc 
tiéu & dang khong bién déi. 

14. Quy cach dong géi: 

- H6p 03 vi (Al-Al) x 10 vién nén bao phim kém to huéng dan sir dung. 

- Hp 05 vi (AI-Al) x 10 vién nén bao phim kém to huéng dan sir dung. 

- Hp 10 vi (Al-Al) x 10 vién nén bao phim kém té huéng dan sir dung. 

15. Diéu kién bao quan, han ding, tiéu chudn chat luwgng cua thuée: 

Diéu kién bao quan: Noi khé thoang, tranh anh sang, nhiét d6 dudi 30°C. 

Han ding: 36 thang ké tir ngay san xuAt. 

Tiéu chuan chat lugng: Theo DDVN V 
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16. Tén, dia chi cia co sé san xuat thudc: 

Tén co sésén xudt: CONG TY CO PHAN DUGC PHAM PHONG PHU — CHI NHANH NHA 
MAY USARICHPHARM 

Dia chi: Lo 36 12, Dudng sé 8, Khu céng nghiép Tan Tao, Phuong Tan Tao A, Quan Binh Tan, 

Thanh phé H6 Chi Minh. 
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