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Fexofenadin hydroclorid 180 mg 

= 
Mf

g.
Da
te
: 

= 
E
x
p
.
D
a
t
 

GS Hép 06 vix 10 vian nén bao phim 

Thanh phén DE XA TAM TAY, TRE EM 
Fexofenadin hycroclorich ...eeencceeneeeenenenentents 180 mg BOC K¥ HUGNG DAN SU DUNG 
Té duge: via du 1 vién TRUGC KHI DUNG! 
Chi . cdch ding, chéng chi dinh va cde théng 
tin khde: Xem trong td hudng ddan suv dung thudéc 
kém theo. _ _Cosdsdn xudt: 
Bdo quan noi kh6, khéng qua 30°C, tranh anh sdng. CONG TY CG PHAN MEDCEN 
Tiéu chudin nha sén xuét. L6 FIO, Duéng Sé 6, KCN Hoa Binh, Nhi 
SDK - Reg. No.: Thanh, Thu Thira, Long An, Viét Nam _— Z { — 

PHO 6IAM BOC 

Fexofenadine hydrochloride 180 mg 

= 
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\ fay) 06 blisters x 10 film-coated tablets 

WANEN 180 
Composition KEEP OUT OF REACH OF CHILDREN 
Fexofenadine hydrochloride........ ....180 mg READ CAREFULLY THE DIRECTIONS 
Excipients: q.s. 1 tablet BEFORE USE! 

Indications, administration, contraindications and Manufacturer: 
other information: Read carefully the enclosed MEDCEN JOINT STOCK COMPANY 

poote ts Lot F10, Road No. 6, Hoa Binh 
Store in a dry place, below 30°C, protect from light. Industrial Park, Nhi Thanh, Thu Thua, 

Manufacturer's specification. Long An, Vietnam 
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fay) Hép 10 vi x 10 vién nén bao phim 

WANEN 180 
Thanh phdn DE XA TAM TAY TRE EM 
Fexofenadin hydroclorid . 180 mg DOC KY HUGNG DAN SU DUNG 
Ta duoc: vu di] vién TRUGC KHI DUNG! 

Chi dinh, cdch dung, chéng chi dinh va 
ede théngtin khde: Xem trong to hudng 
ddn str dung thudéc kém theo. Co sé san xudt: 
Bdo quan noi khé, khéng quad 30°C, CONG TY C6 PHAN MEDCEN 
tranh Gnh sang. L6 F10, Dudng Sé6 6, KCN Hoa Binh, 
Tiéu chudn nha san xudt. Nhi Thanh, Tha Thisa, 

SBK - Reg. No.: Long An, Viét Nam 
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fay) 10 blisters x 10 film-coated tablets 

WANEN 1380 
Composition KEEP OUT OF REACH OF CHILDREN 
Fexofenadine hydrochloride....... 180 mg READ CAREFULLY THE DIRECTIONS 
Excipients: q.s. 1 tablet BEFORE USE! 

Indications, administration, contrain- 

dications and other information: Read Manufacturer: 
carefully the enclosed leaflet. MEDCEN JOINT STOCK COMPANY 

Store in a dry place, below 30°C, Lot F10, Road No. 6, Hoa Binh 
protect from light. Industrial Park, Nhi Thanh, Thu 

Manufacturer's specification. Thua, Long An, Vietnam 
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To huéng dan sir dung thude 

WANEN 180 
Vién nén bao phim 

Dé xa tim tay tré em. 

Doc k¥ huw6ng dan sir dung truéc khi ding. 

THANH PHAN 

MGi vién nén bao phim WANEN 180 chira: 

- Thanh phan dwoe chat: Fexofenadin hydroclorid 180 mg. 

- Thanh phan ta dwoe: Lactose monohydrat, cellulose vi tinh thé 101, tinh bét tién gelatin 

héa, natri croscarmellose, magnesi stearat, HPMC 615, HPMC 606, PEG 6000, talc, titan dioxyd, 

oxyd sat vang, oxyd sat dd. 

DANG BAO CHE, MO TA SAN PHAM 

Vién nén bao phim 

Vién nén hinh caplet, bao phim mau héng nhat, hai mat 16i, mt mat cd khae vach ngang, canh va 

thanh vién lanh lan. 

Vach ngang khong nham mue dich chia liéu. 

CHI DINH 

Wanen 180 duoc chi dinh dé lam giam cac triéu chitng lién quan dén bénh may day v6 can man tinh 

& ngudi lén va tré em tu 12 tudi tro 1én. 

LIEU DUNG, CACH DUNG 

Liéu ding 

Newoi lon va tre em tur 12 tudi tro lén: Liéu khuyén cao 1a 180 mg (1 vién) moi ngay. 

Fexofenadin 1a chat chuyén héa cé hoat tinh duge ly cla terfenadin. 

Tré em duéi 12 tudi: Hiéu qua va tinh an toan cla fexofenadin hydroclorid 180 mg chua dyrge nghién 

ciru 6 tré em dui 12 tudi. 

Cac doi twong dac biét (nguoi cao tuoi, bénh nhdn suy than hodc suy gan): Khong can diéu chinh 

liéu 6 cdc bénh nhan nay. 

Cach ding 

Dung dudng uéng, udng trade bfita an. 

CHONG CHI BINH 

Wanen 180 chéng chi dinh trén bénh nhan co tidn sir di tmg voi bat evr thanh phan nao ctia thudc. 

) 
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To hwong dan sir dung thuéc 

CANH BAO VA THAN TRONG KHI DUNG THUOC 

Fexofenadin hydroclorid nén duge str dung than trong trén nhom déi tuong dic biét (ngudi cao tudi, 

bénh nhan suy than hoae suy gan) vi dt ligu con han ché. 

Bénh nhan 6 tién str hoac dang mac bénh tim mach nén duge canh bao rang thudc khang histamin 

c6 lién quan dén cdc phan tng cé hai nhu nhip tim nhanh, danh trong ngue. 

Ta dwoe: 

San pham cé chita lactose do dé khéng nén str dung cho ngudi khong dung nap galactose, thiéu hut 

Lapp-lactase, réi loan hap thu glucose-galactose. 

San pham chiva ft hon 1 mmol natri (23 mg) nén cd thé xem nhu “khéng chira natri”. 

sU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU 

Phu ni mang thai 

Khong cé day du dit liéu vé viée str dung 6 phu nif cé thai. Cac nghién ctru han ché trén dong vat 

kh6ng chi ra nhfing tac dung cé hai tryc tiép hodc gian tiép lién quan, anh hudng dén qua trinh mang 

thai, su phat trién cha phdi thai/bao thai, sinh con hodc su phat trién sau sinh. Fexofenadin khéng 

nén duoc str dung trong thoi ky mang thai trtr khi that cn thiét. i 

Phu nir cho con bu 

Khong co dit liéu vé ham luong fexofenadin hydroclorid trong sita khi ding thuéc. Tuy nhién, khi 

ding terfenadin cho ba me dang cho con bu, fexofenadin duge phat hién di vao stra me. Vi vay, 

fexofenadin hydroclorid khéng duge khuyén cdo cho cdc ba me dang cho con bu. 

Kha nang sinh san 

Khong cé dir liéu trén ngudi vé tac dung ctia fexofenadin hydroclorid d6éi voi kha nang sinh san, 6 

chuét, khéng cé tac dung nao déi vdi kha nang sinh san khi diéu tri bang fexofenadin hydroclorid. 

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

Trén co sé duoc luc hoc va cac phan tng c6 hai duge bao cao, fexofenadin hydroclorid khéng co 

kha nang gay anh huong dén kha nang lai xe hodc str dung may méc. Trong cae thir nghiém khach 

quan, fexofenadin hydroclorid da duge chimg minh la khéng co anh huong dang ké dén chire nang 

hé than kinh trung uong. Diéu nay cé nghia 1a bénh nhan dung thudc c6 thé lai xe hodec thu hién 

cdc cong viéc doi hoi sy tap trung. Tuy nhién, dé xdc dinh nhitng bénh nhan nhay cam cé phan tng 

bat thudng vi san pham thuéc, nén kiém tra phan img cia ting bénh nhan truéc khi lai xe hoac 

thuc hién cac cong viée phic tap. 

TUONG TAC, TUONG KY CUA THUOC 

Twong tac thudc 

Fexofenadin kh6ng trai qua qua trinh chuyén héa 6 gan, do dé sé khéng tuong tac vdi cae san pham 

khac thong qua co ché gan. ) 

Fexofenadin 1a chat nén ctia P-glycoprotein (P-gp) va polypeptid van chuyén anion httu co (OATP). 

Dung d6ng thoi fexofenadin hydroclorid voi chat tre ché hoc chat gay cam tng P-gp co the anh 

huéng dén sw tiép xuic voi fexofenadin. Ding déng thoi fexofenadin hydroclorid voi chat tre ché P- 
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To hwéng dan str dung thuéc 

gp, erythromycin hoac ketoconazol da lam tang nong dé fexofenadin trong huyét tyong 2 — 3 lan. 

Nhting thay déi nay khéng kém theo bat ky tac dong nao trén khong QT va kh6ng lién quan dén 

bat ky su gia tang vé cae phan tng c6é hai nao so véi khi str dung riéng le. 

M6t nghién ctu tuong tac thudc-thuéc trén lam sang cho thay ding déng thoi apalutamid (chat gay 

cam tng P-gp yéu) va mot liéu uéng duy nhat 30 mg fexofenadin dan dén giam 30% AUC ctia 

fexofenadin. 

Khéng thay co tuong tac gitta fexofenadin va omeprazol. Tuy nhién, viéc ding thuéc khang acid cé 

chita gel nhém va magnesi hydroxyd 15 phut trudc khi ding fexofenadin hydroclorid da lam giam 

kha dung sinh hoc, rat cd thé la do lién két trong duong tiéu héa. Nén dung fexofenadin va thudc 

khang acid c6 chita nhém va magnesi hydroxyd it nhat 2 gid. 

Twong ky 

Do khéng c6é cac nghién ctu vé tinh tuong ky cla thuéc, khéng tron lan thuédc nay vi cdc thuéc 

khac. 

TAC DUNG KHONG MONG MUON CUA THUOC 

Cac phan tng cé hai duoc phan nhém theo tan suat: rat thuong gap (ADR > 1/10), thudng gap 

(1/100 < ADR < 1/10), ft gap (1/1000 < ADR < 1/100), hiém gap (1/10000 < ADR < 1/1000) va rat 

hiém gap (ADR < 1/10000) va khéng 16 tan suat (khéng thé uéc tinh tir det ligu san cd). 

GO ngudi Ién, cdc tac dung khéng mong mu6n sau day da duoc bao céo trong cdc thtr nghiém lam 

sang, voi ty 16 mac bénh tuong tu nhu khi dung gid duge: 

- Réi loan hé than kinh: Thuong gap: dau dau, buén ngu, chong mat. 

- Réi loan mat: Khong 16 tan suat: nhin mo. 

- Réi loan tiéu hoa: Thudng gap: buén nén. 

- Réiloan toan than va noi ding: It gp: mét mdi. 

O ngudi lén, cdc tac dung khéng mong mu6n sau day da duoc bao cdo trong qué trinh giam sat sau 

khi dua thudc ra thi truéng. Tan suat xay ra khong r6 tan suat (khong thé uéc tinh tir dé liu cé san): 

- R6i loan hé thong mién dich: Phan tmg qua man: pht' mach, tttc neue, khé tho, do bimg mat, 

séc phan vé. 

- Réi loan tém than: Mat ngu, cing thang, rdi loan giac ngu (ac mong). 

- Réiloan tim mach: Nhip tim nhanh, danh trong nguc. 

- Réi loan tiéu hoa: Tiéu chay. 

- Réiloan da va mé duéi da: Phat ban, ndi may day, ngwa. 

Thong bao cho bac si trong trwong hop cé bat ky tac dung khéng mong muén nao lién quan 

toi viéc ding thudc. 

Bdo cdo cdc phan ung bat loi nghi ngo 

Viéc bdo cdo cdc phan tng bat loi nghi ngd sau khi san pham duoc cap phép Ia rat quan trong. No 

cho phép theo déi lién tuc ty 1é loi ich/nguy co cua san pham. Cac chuyén gia y té bao cdo moi tac 

dung phu bi nghi ngo vé Trung tam Thong tin thuéc va Theo déi phan ung cé hai cua thudc. 
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To huéng din sir dung thu6éc 

QUA LIEU VA CACH XU TRI 

Triéu ching 

Chong mat, buén neu, mét mdi va kh6 miéng d& duoc bdo cao khi dung qua liéu fexofenadin 

hydroclorid. Liéu don 1én dén 800 mg hodc liéu lén dén 690 mg x 2 lan/ngay trong 1 thang hoac 240 

mg x 1 ldn/ngay trong | nam da duge sty dung cho ngudi khdoe manh va khéng xuat hién cdc phan 

(mg cé hai dang ké vé mat lam sang so voi gia duge. Liéu toi da duoc dung nap cua fexofenadin 

hydroclorid chua duge thiét lap. 

Cach xt tri 

Str dung cac bién phap thong thudng dé loai bé phan thuéc con chua duge hap thu 6 dng tiéu héa. 

Diéu tri triéu ching va diéu tri hé tro. Tham phan mau loai bé fexofenadin hydroclorid tit mau khéng 

dang ké. 

DAC TINH DUQC LUC HOC 

Nhom duoc ly: Thudéc khang histamin dudng toan than. 

Ma ATC: RO6AX26. 

Fexofenadin hydroclorid 1a thuéc khang histamin H; khéng gay budn ngu. Fexofenadin 1a chat 

chuyén héa cé hoat tinh duge ly cua terfenadin. 

Nghién cwru lam sang 

Cac nghién ctru vé may day va ban dé do histamin 6 nguoi sau khi ding fexofenadin hydroclorid 

don liéu va hai liéu méi ngay cho thay thuéc cé tac dung khang histamin bat dau trong vong mot 

gid, dat mitc téi da sau 6 gid va kéo dai 24 gid. Khong c6 bang chimg vé kha nang dung nap nhiing 

tac dung nay sau 28 ngay dung thuéc. Nguoi ta nhén thay cé méi tuong quan liéu diing — hiéu qua 

trong khoang liéu 10 — 130 mg duong uéng. Trong mé hinh hoat dong khang histamin nay, nguoi ta 

thay rang can ft nhat 130 mg dé dat duoc hiéu qua nhat quan duy tri trong khoang 24 gid. Su tre ché 

t6i da 6 ving may day va ban dé trén da én hon 80%. 

Khéng cé su khac biét dang ké nao vé khoang QT¢ duoc quan sat thay 6 nhtmg bénh nhan viém mii 

di tmg theo mua duoc dung fexofenadin hydroclorid lén dén 240 mg x 2 lan/ngay trong 2 tuan so 

voi khi dung gia duoc. Ngoai ra, khéng cé su thay déi dang ké nao vé khoang QT. due quan sat 

thay 6 nhiting déi tuong khée manh duoc ding fexofenadin hydroclorid lén dé 60 mg x 2 lan/ngay 

trong 6 thang, 400 mg x 2 lan/ngay trong 6,5 ngay va 240 mg x | lan/ngay trong 1 nim so véi khi 

ding gia duoc. Fexofenadin 6 ndng dd cao gap 32 lan so véi nong d6 diéu tri 6 ngudi khéng lam 

cham hoat déng déng mo kénh K+ trén tim. 

Fexofenadin hydroclorid (5 — 10 mg/kg dudng udng) tre ché su co that phé quan gay ra béi khang 

nguyén 6 chudt lang nhay cam va te ché gidi phong histamin & néng d6 cao hon liéu diéu tri (10 — 

100 44M) tir té bao mast phtic mac. 

DAC TINH DUQC DONG HOC 

Hap thu 
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To hwéng din sir dung thudc 

Fexofenadin hydroclorid duge hap thu nhanh khi ding dudng udng. Néng d6 dinh trong huyét tuong 

dat duoc sau | - 3 gid. Gia tri Cmax trung binh xdp xi 494 ng/ml sau khi ding ligu 180 mg x 1 

lan/ngay. 

Phan bé 

Khoang 60 - 70% fexofenadin gn két voi protein huyét tuong. 

Chuyén hoa va thai tri: 

Fexofenadin chuyén hoa khéng dang ké (@ gan hodc khéng qua gan), vi né 1a hop chat chinh duy 

nhat duoc xéc dinh trong nuéc tiéu va phan cia dong vat va ngudi. Nong dé fexofenadin trong huyét 

tuong giam theo cap sé nhan v6i thoi gian ban thai thay déi tir 11 gid dén 15 gid sau khi ding da 

ligu. Duoc déng hoc fexofenadin véi don liéu va da liéu tuyén tinh voi liéu 120 mg x 2 lan/ngay. 

Liéu 240 mg x 2 lan/ngay lam tang ty 1é (8,8%) dién tich dudi dung cong 6 trang thai 6n dinh, cho 

thay due déng hoc ctia fexofenadin thurc té la tuyén tinh trong khoang liéu 40 mg dén 240 mg dung 

hang ngay. Thai triv ch yéu la bai tiét qua mat, trong khi cé t6i 10% liéu ung duge thai tri dudi 

dang khéng di qua nude tiéu. 

QUY CACH DONG GOI 

H6p 06 vi x 10 vién nén bao phim. 

Hé6p 10 vi x 10 vién nén bao phim. 

BAO QUAN 

Noi khé, khong qua 30°C, tranh anh sang. 

HAN DUNG 

30 thang (ké tir ngay san xuat). 

TIEU CHUAN CHAT LUGQNG 

Tiéu chuan nha san xuat. 

MEDCEN 

Co sé san xuat: 

CONG TY CO PHAN MEDCEN 

L6 F10, Duong sé 6, KCN Hoa Binh, Nhi Thanh, Thu Thira, Long An, Viét Nam. 

EDCENGZ & 
Oe laa ath Neuyén 
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