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chl djnh, céch ding, chéng chi djnh vi cic théng tin khic:
Ken trong 1r hirémg dédn str dyng thude kém Uisa

Bao quan: Noi khé, dwdi 30°C, tranh dnh sdng

Tiéu chudn: TCCS

Thanh phin: M&i vién nén bao phim chira
Faxafenadin hydrodotid...... 1.20 gy
Ta dirgro vira dl 1 vién nén baa phim.

Fexoboston

Fexofenadin hydroclorid 120 mg i

Hop 1 vi x 10 vién nén bao phim @

SBK/Reg.No.:

BE XA TAM TAY TRE EM.
DOC KY HUFONG DAN SUF DUNG TRUFG'C KHI DUNG.

Cao s& sin xut:

GONG TY O PHAN DUPQ'C PHAM BOSTON VIET NAM

§6 43, dudmg sb 8, khu cng nghigp Vist Nam - Singapore, phwémg Binh Haa,
thanh phé Thugn An, inh Binh Dwong, Vigt Nam (Toa nha sén xuét sé 1).

Indicatians, administration, contralndications and other Information:
See the package insert.

Storage: Stors in a dry place, below 30°C, protect from light
Specification: In-house.

Composition: Each film-coatad tablet contains:
Fexofenadine hydrochloride .............120 mg
Exciplants q.s. for 1 film-coatad tablat.

Fexoboston

Fexofenadine hydrochloride 120 mg @8

Box of 1blister x 10 film - coated tablets (D

READ CAREFULLY THE PACKAGE INSERT BEFORE USING

Manufacturer:

BOSTON VIETNAM PHARMACEUTICAL JSGC

Ne¢ 43, road N¢ 8, Vietnam - Singapore industrial zone,Binh Hoa ward,
Thuan An city, Binh Duong province, Vietnam (Manufacturing building No. 1).

Q KEEP OUT OF REACH OF CHILDREN

TONG GIAM BAC

Yuimg Bimg Hhoa
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Thanh phdn: M8l vién nén bao phim chira:
Faxofanadin hydroclorid... ... A 120 mg SDK/Reg.No.:
T4 durge vira a0 1 vin nén bao phim.
Chi dnh, céch diing, chéng chi djnh va céc théng tin khéc:
Xem trang tir hurdng din sir dung thudc kém theo.
Bdo quan: Nol khd, dedl 30°C, tranh anh séng
Tiéu chuln; TCCS
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Fexoboston

Fexofenadin hydroclorid 120 mg G

Hép 3 vix 10 vién nén bao phim 0

BE XA TAM TAY TRE EM.
49 BOC KY HIEENG DAN SUF DUNG TRUGC KHI DONG.
;

6 Ca si sén xudt

CONG TY C PHAN DU'Q'C PHAM BOSTON VIET NAM
86 43, duemg s 8, khu cng nghidp Vist Nam - Singapore, phudng Blnh Haa,
thanh phé Thudn An, inh Binh Dizang, VIst Nam (Téa nha sin xult s6 1),
Compasition: Each flim-coated tablst contalns:
Faxofenadine hydrochiarids ...... .. .120mg
Exclplents q.s. for 1 fiim-coatsd tablet

Indlcations, adminlstration, contraindications and other Information:
Ses the package Insert

Storags: Store In a dry place, below 30°C, protect from light
Spacification: In-house.

=l Fexoboston

Fexofenadine hydrochloride 120mg (8

Box of 3 blisters x 10 film - coated tablets @i

KEEP OUT OF REACH OF CHILDREN

READ CAREFULLY THE PACKAGE INBERT BEFORE USING
Manufacturer:

BOSTON VIETNAM PHARMACEUTICAL JBC

N® 43, road N* 8, Vietnam - Singapoers Industrial zone,Binh Hoa ward,
Thuan An city, Binh Duang pravince, Vistnam (Manufacturing buliding No. 1).

Fexoboston

Fexofenadin hydraclorld 120 mg

TONG GIAM POC

Siiong Biing Hhon
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Thanh philinc M8 vian nén bao phim chira:
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Td duge Wra @1 1vién nén bao phim.
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Téu chudn: TCCS
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Fexofenadine hydrachloride 120 mg (@8

Composition: Each fim-costed tablet containe:
Fexofenadine hydrochloride cenneen 120 MG

Exdplents q.. for 1 flim-coated tablet.

Indicatiotis, administration, contraindicatiotts and other irformation:
Ses the package nsert.

Starage: Storein a dry place, below 30°C, proted from Fght
Specification: In-house

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE PACKAGE INSERT BEFORE USING

Fexoboston

Fexofenadine hydrochloride 120 mg &

Box of 10 blisters x 10 film - coated tablets @l

B BROSTON PHARMACSUTICAL J&C

EETHAM
N 43, read N- 8, Vistham - Sirigapors Industrisl 2one Binh Hos ward,
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Fexofenadin hydrodorid 120 mg
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HUONG DAN SU DUNG THUOC
FEXOBOSTON 120

00843,
1 Ch

S/CONG TYNO

1S ot )

o CO PHAN -
DUOC PHAM  |:
BOSTON

Béxp ta

THANH PHAN
M&i vién nén bao phim FEXOBOSTON 120 c6 chira:
Thanh phin hoat chit:
Fesotengdin hyaroloritl e s mmas s s 120 mg

Thanh phin td dwoc: Lactose monohydrat, cellulose vi tinh thé (type 101), pregelatinized
starch, natri croscarmellose, polysorbat 80, magnesi stearat, golloidal silicon dioxyd, talc,
HPMC 606, PEG 6000, titan dioxyd, oxyd sat do, mau vang so 6 lake.

DANG BAO CHE
Vién nén bao phim.
M@ ti sin phim:

Vién nén dai, bao phim mau héng, mét mit khic chit “BOSTON”, mot mit khic sb <1207,

CHI PINH

FEXOBOSTON 120 duoc chi dinh dé lam glam cdc triéu ching lién quan dén viem mii dj
ung theo muia & ngudi 1én va tré em tir 12 tudi tro 1én.

LIEU DUNG, CACH DUNG
Liéu ding

Nowoi truong thanh

Liéu khuyén cdo: 120 mg/ngay, ubng mot 14n mdi ngay.
Fexofenadin 14 chat chuyén héa c6 hoat tinh duoc Iy cua terfenadin.
Tre em

* Tré em tlr 12 tudi tré 1én

Liéu khuyén céo cho tré em tir 12 tudi tré 1én 1a 120 mg/ngay.

* Tré em dudi 12 tudi

Hi¢u qua va do an toan cua fexofenadin hydroclorid 120 mg chwa dugc nghién ciru & tré
em dudi 12 tudi.

O tré em tir 6 dén 11 tudi: sir dung dang bao ché khiac phu hop (vién chia 30 mg
fexofenadin hydroclorid).

Déi tuong dic biét
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Céc nghién clru ¢ cac nhom nguy co dac biét (bénh nhan cao tubi, bénh nhén suy thin hoac
suy gan) cho thay khong can thiét phai di€u chinh liéu fexofenadin hydroclorid ¢ nhiing
bénh nhéan nay.

Cich dung

Dung dudng udng. Udng trude bira an.

CHONG CHI PINH
Chéng chi dinh voi bénh nhin qua man voi bat ky thanh phan nao cua thuée.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Cac dir liéu trén bénh nhan cao tudi va bénh nhan suy than hoic gan cOn han ché, nén the_“En
trong khi dung fexofenadin hydroclorid & nhitng nhém bénh nhén dic biét nay (xem Liéu
dung, cdch dung).

Bénh nhan c6 tién sir hodc dang méic bénh tim mach nén duoc canh bdo ring nhém céac

thuoc khang histamin cé lién quan dén nhiing phan Ung c6 hai, nhip tim nhanh va danh
tréng nguc (xem Tdc dung khong mong mudn cia thuéc).

Thdn trong voi ta diroc

Thude nay chtra it hon 1 mmol (23 mg) natri trong 1 vién nén bao phim, diu nay c6 nghia
la vé co ban thuoc khong cé chira natri.

Lactose monohydrat: San phdm c6 chira lactose monohydrat, do d6 bBénh nhén co vén dé
di truyén hiém gdp vé khong dung nap galactose, thiéu hut men lactase toan phan hodc
kém hap thu glucose-galactose khong nén dung thudc nay.

FEXOBOSTON 120 ¢6 chita mau vang sb 6 lake do d6 c6 thé gy ra phan tmg di tmg.

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

Phu nir cé thai

Chua c6 day du dir lidu vé viée sir dung fexofenadin hydroclorid & phu nit mang thai.

Cac nghién ciru han ché trén dong vét khong cho thdy cac anh hudng cé hai truc tié’p/ gian
ti€p doi vdi thai ky, su phat trién clda phoi/thai nhi, qua trinh sinh nd hodc phat trién sau
sinh. Khéng nén str dung fexofenadin hydroclorid trong thoi ky mang thai trir khi thuc su
can thiét.

Phu ni¥ cho con bu

Chua c6 dit liéu vé& ham luong fexofenadin hydroclorid trong sita me sau khi ding thude.
Tuy nhién, khi dung terfenadin cho phu nir dang cho con bu, fexofenadin dugc phat hién la
c¢6 kha ning di vao sita me. Vi véy, fexofenadin hydroclorid khong duoe khuyén céo cho
phu nit dang cho con bi.

Kha néng sinh san

Chua c6 dit liéu trén nguoi vé tic dong cia fexofenadin hydroclorid dbi véi kha ning sinh
san. O chudt, khong ¢6 anh hudng dén khé ning sinh san khi diéu tri bang fexofenadin
hydroclorid.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
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Duya trén dac tinh dugc luc hoc va cac tic dung khéng mong mubn dugc bdo cdo,
fexofenadin hydroclorid khé c6 thé anh huéng dén kha ning l4i xe hodc van hanh may
moéc. Trong céc thir nghiém khach quan, thubc da duoc chimg minh 13 khéng c6 tac dong
dang ké nao dbi véi chirc ning hé than kinh trung wong. Diéu nay c6 nghia la bénh nhan c6
thé 14i xe hosc thuc hién céc cong viée doi hoi su tép trung. Tuy nhién, dé xac dinh nhiing
ngudi nhay cam cd phan tng bat thuong voi thude, nén kiém tra phan mg cla tung cé
nhén trude khi 1ai xe hodc thuc hién cac cong viéc phiic tap.

TUONG TAC, TUONG KY CUA THUOC
Twong tdc ciia thuéc

Fexofenadin khong trai qua qua trinh chuyén héa sinh hoc & gan va do d6 s& khong tuong
tac v6i cac thude c6 co ché chuyén hoa tai gan.

Dung ddng thoi fexofenadin hydroclorid véi erythromycin hodc ketoconazol lam ting
ndng do fexofenadin trong huyét tuong 1én 2-3 1an. Thay d6i nay khong kéo theo bat ky
anh huong nao dén khoang Qr va khong c6 lién quan dén su gia ting phan ting bt loi so
v6i khi ding thude thube don 1é.

Céc nghién ciru trén dong vat cho thiy ndng d6 fexofenadin trong huyét twong gia ting sau
khi dung ddng thoi véi erythromycin hoidc ketoconazol. Nguyén nhan c6 thé do su gia ting
hép thu qua dudng tiéu héa va giam bai tiét qua mét hozic qua duong tiéu hoa.

Khéng quan sat thdy tuong tac giita fexofenadin va omeprazol. Tuy nhién, sir dung thude 700843
khang acid c6 chira nhom hydroxyd gel va magnesi trong khoang 15 phut truée khi ding 66;;
fexofenadin hydroclorid s& lam giam sinh kha dung, c6 thé 1a do lién két & duong tiéu hoa. COPHA
Nén st dyng fexofenadin hydroclorid va céc thudc khang acid c6 chira nhom va magnesi JOC PHj
hydroxyd cach nhau it nhat 2 gio. *OSTON
Tuong ky ciia thudc @
Do khéng c6 cac nghién ciru vé tinh tuwong ky cua thudce, khéng tron 14n thude nay véi cac Ll

thudc khac.

TAC DUNG KHONG MONG MUON CUA THUOC

Tén suit duoc phan loai nhu sau: R4t thuong gap (ADR 2> 1/10), thuong gip (1/10 > ADR
> 1/100), it gap (1/100 > ADR > 1/1000), hiém gép (1/1000 > ADR = 1/10000), rat hiém
gip (ADR < 1/10000), chua r& (khong thé uée tinh tir nhitng dit liéu ¢ sén).

Céc thong tin dudi day duoc thu thap dua trén cac nghién ciru 1dm sang va qua trinh thude
luu hanh trén thi trudng.

A A A r A A
He co quan Tan suat Tac dung khong mong muon

Réi loan hé thin kinh | Thuong gap Nhtrc ddu, budn ngu, chéng mit

) Thuong gap Budn nén
RO61 loan hé tiéu hoa
Chua rd Tiéu chay
Réi loan chung va
tinh trang tai noi ft gap Meét moi

dung thube
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HEé co quan Tén suit Téc dung khéng mong mudn

Phéan tng qua man véi cdc biéu hién nhu phu
Chua rd mach, tirc nguc, kho tho, dé bimg mat va sbc
phan v¢é toan than.

R&i loan hé théng
mién dich

Chua rd Mt ngt, cing thing, rbi loan gidc ngi hoic

Réi loan tAm than N
£dp ac mong

Réi loan tim mach Chua 6 Nhip tim nhanh, danh tréng nguc

RoOi loan da va moé | Chuard

“ Ph r 3 =
dudi da at ban, may day, ngira

Bdo cao ADR

Viéc bao cdo cic phan tmg c6 hai duoc nghi ngd cua thude sau khi luu hanh rét quan
trong, n6 cho phép theo ddi lién tuc ty 18 gifta loi ich/ rui ro ciia thube. Cac chuyén gia y té
nén duoc yéu cau tién hanh béo céo cic phan tmg c6 hai dugce nghi ngd thong qua hé théng
béo cao qudc gia vé thong tin thube va theo ddi phén g ¢ hai cia thubc (Trung tdm DI
& ADR Qubc gia).

Théng bdo ngay cho bic si hodc dwgc si nhitng phdin ieng cé hgi gdp phdi khi sir dung
thuoc.

QUA LIEU VA CACH XU TRi

Chong mat, budn ngi, mét méi va khé miéng dd duoc bdo cdo khi ding qua lidu
fexofenadin hydroclorid. Ding liéu don 800 mg va lidu 690 mg x 2 lan/ngay trong 1 thang
hozc 240 mg x 1 1an/ ngay trong 1 nam cho cac dbi tuong khoe manh va khong giy ra cac
phan tmg c6 hai c6 y nghia 14m sang so v6i gia duge. Liéu dung nap t6i da ctia fexofenadin
hydroclorid chua duoc thiét lap.

Céan xem xét cac bién phap dé loai bo bit ky luong fexofenadin hydroclorid nio khéng
duoc hép thu. Khuyén céo diéu trj triéu chimg va hd tro. Chay than nhin tao khéng loai bo
fexofenadin hydroclorid khoi mau mot cach hiéu qua.

PAC TINH DUQC LUC HQC
Nhém dwoe ly: Thudc khédng histamine ding toan thin
Ma ATC: RO6A X26

Fexofenadin hydroclorid 1a thude khang histamin H1 khong gdy budn ngi. Fexofenadin la
chat chuyén hda co6 hoat tinh dugc ly cua terfenadin.

PAC TINH DUQC PONG HQC
Hz"ip thu

Fexofenadin hydroclorid dugc hap thu nhanh chéng vao co thé sau khi uong, véi Tmax dat
duoc sau khoang 1-3 gid sau khi dung thude. Gid tri Cmax trung binh la khoang 427 ng/mL
sau khi dung liéu 120 mg x 1 lan/ngay.
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Phén bd
Ti 1& gan két cua fexofenadin gén két véi protein huyét twong 1a 60-70%
Chuyén héa

Fexofenadin duoc chuyén hoa khong dang ké (6 gan hoac ngoai gan), vi trong nudce tiéu,
phén cua dong vat va con ngudi tim thay cha yéu la fexofenadin chua chuyén héa. Nong
do trong huyét tuong cila fexofenadin giam theo cdp sé nhan véi thoi gian ban hay cudi
cing tir 11 dén 15 gio sau khi ding da liéu. Dugc dong hoc don liéu va da liéu cia
fexofenadin c6 tinh tuyén tinh khi udng liéu Ién t&i 120 mg x 2 1an/ngay. Liéu 240 mg x 2
lan/ngay 1am ting nhe dién tich dudi duong cong & trang thai 6n dinh (8,8%). Tir d6 cho
théy, duoc dong hoc cua fexofenadin thuc té la tuyén tinh & nhiing lidu tir 40 mg dén 240
mg dung hang ngay.

Thai trir
Con duong thai trir chinh duge cho 1a qua bai tiét ‘qua mat, trong khi 6 t61 10% lidu ubng
vao duoc bai tiét dudi dang khong ddi qua nude tiéu.

QUY CACH PONG GOI
Vi AI/AL Hop 1 vi x 10 vién nén bao phim kém theo t& huéng din st dung.
Vi AVAL Hop 3 vi x 10 vién nén bao phim kém theo & huéng dan st dung.
Vi AI/AL Hop 10 vi x 10 vién nén bao phim kém theo t& huéng dan sir dung.
PIEU KIEN BAO QUAN
Bao quan noi kho, dudi 30°C, tranh anh sang.
HAN DUNG
36 thang ké tir ngay san xuét. Khong ding thudc qué thoi han st dung.
TIEU CHUAN CHAT LUQNG
Tiéu chudn co so.
TEN, PIA CHI CUA CO SO SAN XUAT THUOC
Co sé san xudt: CONG TY CO PHAN DUQC PHAM BOSTON VIET NAM.

Dia chi: S6 43, dwong s6 8, khu cong nghiép Viét Nam - Singapore, phuong Binh Hoa,
thanh phé Thuin An, tinh Binh Duong (Toa nha san xuét s6 1).

NGAY XEM XET SUA DOIL, CAP NHAT NQI DUNG HUONG DAN SU DUNG
THUOC

Binh Duong, ngad8 thang AL ndm 2023
TONG GIAM POC
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