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Fexofenadine Hydrochloride Tablets USP

Composition:

Each film coated tablet contains:
Fexofenadine Hydrochloride USP 180 mg
Excipients q.s
Colour: Titanium Dioxide BP

Dosage: As directed by the Physician

Storage: Store in a cool, dry place, below 30°C.

Protect from light.
Keep out of reach of children

Please read carefully the enclosed
insert before use.

Indication, contraindications, side-effects:
Please refer package insert.

Manufactured by:

(9 BAROQUE

BAROQUE PHARMACEUTICALS PVT. LTD

192/283, Sokhada-388 620, Ta. Khambhat, District: Anand, Gujarat State, India

Mfg.Lic.No.: G/1217
Batch No. :
Mfg. Date :
Exp. Date :

Y

Vién nén bao phim FEXFED

Hop 1 vi x 10 vién nén bao phim

Thanh phén: Méi vién nén bao phim chira
fexofenadin hdroclorid 180 mg

Chi djnh, cach dung, chéng chi djnh va cac
théng tin khac: D& nghj xem trong t&

hwéng dén st dyung thudc kém theo.

S6 ding ky: VN-XXXXX-YY

S6 16 SX, Ngay SX, HD: xem myc Batch No.,
Mfg. Date, Exp. Date trén hop thubc

Bao quan: bao quan noi kho thoéng, nhiét do
khéng qua 30°C. Tranh anh séng.

Dé xa tam tay tré em. Doc ki huong dan

st dung trude khi dang.

Thudc duwoc san xuét tai An Do bdi:
BAROQUE PHARMACEUTICALS PVT. LTD
192/28&3, Sokhada-388 620, Ta. Khambhat,
District: Anand,Gujarat State, India

DNNK:

FEXFED

Size: 135x85x15mm
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Fexofenadine Hydrochloride Tablets USP
Composition

Each film coated tablet contains:
Fexofenadine

Hydrochloride USP 180mg
Excipients q.s.

Colour : Titanium Dioxide BP

Dosage : As directed by the Physician
Storage: Store in a cool, dry place
Protect from light

FEXFED

Fexofenadine Hydrochloride Tablets USP

Keep out of reach of children
Mig.Lic.No.: G/1217

Manutactured by :

(D BAROQUE
PHARMACEUTICALS PVT.LTD.
Sokhada-388 620, Ta.-Khambhat

Dist.-Anand (Gujarat) INDIA.
E-mail : mail @ baroquepharma.com

Keep out of reach of children

Batch No.:
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HUONG DAN SU DUNG THUOC CHO CAN BQ Y TE

FEXFED
(Vién nén Fexofenadin hydroclorid USP)
THANH PHAN
Mdi vién nén bao phim chira:
Fexofenadin hydroclorid USP 180 mg
Td dwge: croscarmellose natri, magnesi stearat, cellulose vi tinh thé, tinh bot tién gelatin hoa, colloidal silica
khan, t4 dugce bao phim dugc tron sin chira titan dioxyd

DANG BAO CHE ®7
Vién nén bao phim. :

DUQC LUC HQC

Fexofenadin hydroclorid 1a thudc khang histamin thé hé hai, c6 tac dung ddi khang dac hi¢u va chon loc trén
thu thé H, ngoai vi. Fexofenadin 1a mdt chét chuyén héa cé hoat tinh cua terfenadin.

DUQC DONG HQC

Hap thu

Fexofenadin hydroclorid hdp thu tét khi dung dudng uéng, ndng do dinh trong mau dat duogc sau 2-3 gidy
udng thude. Nong do dinh trung binh cua thude trong huyét twong khoang 427 ng/ml, khi ding lidu 120 mg
hodc 180 mg 1 lan/ngay.

Phan bé

Ti 1& gén két v6i protein huyét twong cua thube khoang 60- 70%.

Chuyén héa va thai trir

Fexofenadin chuyén héa khong dang ké (qua gan hay khong qua gan), né 1a hop chét chu yéu duge tim thiy
trong phén va nudc tiéu cia dong vét va ngudi. Nong do cua fexofenadin trong huyét twong giam dén theo
ham s mii v4i thoi gian béan thai cudi cung tir 11 dén 15 gid sau khi ding nhiéu liéu 13p lai. Dugc dong hoc
ctia fexofenadin 1a tuyén tinh khi uéng mot liéu va nhiéu lidu 120 mg x 2 1an/ ngay. Dung liéu 240 mg x 2
lan/ ngay lam tang nhe (khoang 8,8%) dién tich dudi dudng cong ndng do theo thoi gian & trang thai on dinh,
cho thdy trén thuc té duoc dong hoc ciia fexofenadin 1a tuyén tinh & khoang liéu dung tir 40 - 240 mg/ ngay.
Puang thai trir chinh 13 qua sy bai tiét mat, khoang 10% liéu dung duoc bai tiét qua nudc tiéu & dang khong
bién doi.

QUY CACH PONG GOI
Hép 1 vix 10 vién

CHI PINH
Thudc duge chi dinh dé 1am giam céc triéu ching lién quan dén viém miii di img theo mua & ngudi 16n va tré
em tir 12 tudi tros [én.

CHONG CHi PINH : :
Quéa méan vdéi fexofenadin hydrochlorid hogc bat cir thanh phéan nao cua thude.

LIEU LUQNG VA CACH DUNG
Liéu lrgng
Tré em tir 12 tudi tro lén va nguoi lon:
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Liu khuyén céo cua fexofenadin hydrochlorid cho ngudi Ién 1a 120 mg hodc 180mg x 1 lan/ngay vao trudce
bira an. Fexofenadine la chét chuyén hoa c6 hoat tinh ciia terfenadin.

Tré em dudi 12 tudi

Hiéu qua va an toan cta fexofenadin hydroclorid chua dugc nghién ctru & tré dudi 12 tudi.

Doi tirong dac biét

Céc nghién ctru trén nhom bénh nhén ¢6 nguy co cao (nguoi I6n tudi, bénh nhén suy gan hay suy than) cho
thiy khong can thiét phai diéu chinh liéu & nhirng bénh nhén nay.

Cach dung

Thubc dung duong udng, udng trude bira an. @,‘

CANH BAO VA THAN TRONG .

Nhu hau hét cac thube méi khac, 6 rat it dir liéu nghién ctu trén nguoi 16n tudi. bénh nhan suy gan hoic
suy than. Nén than trong khi stir dung fexofenadin hydroclorid dbi voi nhom bénh nhan dac biét nay.

Nhu hau hét cac thude khang histamin khac, thudc c6 thé gay ra cac phan tng khéng mong mudn nhu: nhip
tim nhanh va hdi hdp. Vi vay, can than trong khi sir dung thudc cho bénh nhén co tién sir hodc dang bi bénh
tim mach.

PHU NU CO THAI VA CHO CON BU

Phu nir c6 thai

Chua c6 nghién ctru ddy du viée st dung fexofenadin hydroclorid & phu nit ¢6 thai. Cac nghién ctru rat han
ché trén dong vét khong cho thy tac hai truc tiép hodc gian tiép anh hudng khi mang thai, su phat trién ciia
phoi thai/ thai nhi, qua trinh sinh dé va sau khi sinh. Fexofenadin hydrocloride chi nén dung cho phu nir ¢
thai khi lgi ich cho me vugt trgi nguy co dbi vai thai nhi.

Phu nir cho con bu

Khong rd thude co bai tiét qua sita me hay khong. Tuy nhién, khi diing terfenadine & céc ba me dang cho con
b, fexofenadin dugc tim thiy trong sita me. Do vay, khong khuyén cdo st dung fexofenadin hydroclorid
cho céc ba me dang cho con bu.

LAI XE VA VAN HANH MAY MOC

Trén co so duge luc hoc va cdc béo cdo phan tng khong mong mudn, chua xac dinh rd fexofenadin
hydroclorid ¢6 anh hudng dén kha nang 14i xe hodc van hanh may méc hay khong.

Trong mdt sb thir nghiém, fexofenadin hydroclorid da dugc ching minh 13 khong c6 tac dung déng ké trén
chtic nang cua hé than kinh trung uong. Vi vdy, bénh nhan c6 thé 14i xe hodc lam céc cong viéc doi hoi su
tap trung. Tuy nhién, dé nhan biét bénh nhan nhay cam c6 phan tng bat thuong vé6i thude, nén kiém tra tinh
dap ung ctia mdi bénh nhan trudce khi 14i xe hay thuc hién céc thao tac phire tap.

TUONG TAC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC KHAC

Fexofenadine khong trai qua bién ddi sinh hoc & gan va do d6 s& khong tuong tac vdi cac thudc khac thong
qua co ché gan. Ding dong thoi fexofenadin hydrochlond v@i erythromycin hodc ketoconazol 1am tang ndng
d6 fexofenadin trong huyét tuong tir 2 dén 3 1an. Céc thay dm nay khong kém theo bat ctr tdc dung nao trén
khoang QT va khong lam tang céac tac dung khong mong mudn so v&i khi dung thudc riéng I&.

Cac nghién ctru trén dong vat chi ra rang ndng do fexofenadine trong huyét tuong tang Ién sau khi dung dong
thoi véi erythromycm ho#c ketoconazol ¢6 thé 1a do lam ting hép thu trong dudng tiéu hoa va giam thai trir
qua mét hoac bai tiét qua duong tiéu hda, tuong rng.

Khong tim thiy su tuong tdc ndo gifta fexofenadin va omeprazol. Tuy nhién, khi dung v&i thudc khang acid
chtra nhom va gel magnesi hydroxyd truéc khi fexofenadin hydroclorld 15 phat lam giam sinh kha
dung cua thudc, chu yéu 1a do thudc dinh R tiéu hoa. Khuyén cdao nén udng fexofenadin
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hydroclorid va céc thube khang acid chira nhém va magnesi hydroxyd cach xa nhau 2 gid.

TAC DUNG KHONG MONG MUON

Réi loan hé than kinh

Thuong gip: dau ddu, budn ngi, chong miit.

R6i loan tiéu hoa

Thudng gap: budn non. @1
Cic rdi loan khac
it gap: mét moi.

O ngudi 16n, nhitng tac dung khong mong mudn sau dy da dugc bdo céo sau khi dua ra thi truong. Tén suét
xay ra 1a khong biét dén (khong thé udc tinh duge tir dir lidu sin co):

Réi loan hé théng mién dich

Phan (g qué man véi cac biéu hiéu nhu pht mach, dau that nguc, kho thd, do bing mit va choang phan vé.
Réi loan tidm thin

Mét ngu, bdn chdn, rdi loan gidc ngii va 4c mong / mo qua mirc

R6i loan tim mach

nhip tim nhanh, dénh tréng nguc.

Roi loan tiéu hoa

Tiéu chay

Cic rbi loan & da va m6 dwéi da

Phét ban, n6i mé d_ay, ngua

~-

QUA LIEU VA CACH XU TRi

Pa c6 bdo cdo vé tinh trang chong mit, ng('l ga, mét moi va kho miéng khi sir dung qua liéu fexofenadin
hydroclorid. Cho nhitng nguoi khoe manh ding ¢ lidu 1én dén 800 mg/ 1an va 690 mg/ 1an x 2 lan/ ngay x |
thang hodc 240 mg/ 1an/ ngay x 1 nam: khéng c6 tac dung khong mong mudn dang ké trén 1am sang so vdi
gia duge. Chua xac dinh dugc liéu dung nap t6i da cua fexofenadin hydroclorid. C6 thé can nhic cac bién
phap chuén dé loai trir thude chwra dugce hip thu khoi co thé. Khuyén nghi diéu tri triéu ching va diéu tri hd
trg. ThAm phan mau khong c6 hi¢u qua trong viéc thai trir fexofenadin hydroclorid ra khoi mau.

BAO QUAN
Bao quan & noi kho thoang, nhiét d§ dudi 30°C, tranh anh sang. Dé xa tim tay tré em.

TEN VA PIA CHI CO SO SAN XUAT

lop} BI\R(OQUE

BAROQUE PHARMACEUTICALS PVT.LTD.

192/2&3, Sokhada-388 620, Ta. Khambhat, District: Anand, Gujarat State, An D0

Ngay xem xét, sir dbi, cap nhat lai ndi dung huéng din si dung thude:

Pai dién co s ding ky thude
(Ky tén & dong dau)
Ho tén: Lalit TR

e
Chirc danh: L
BAROQUE P

Trang 3/3



HUONG DAN SU DUNG THUOC CHO NGUOI BENH

FEXFED
(Vién nén fexofenadin hydroclorid USP)
Doc kj hudng dén sir dung trude khi dimg
Dé xa tam tay tré em
Théng bado ngay cho bac sy hodic dwoc sy nhitng tac dung
khong mong muon gdp phai khi sir dung thudc.

Thanh phz“m CDT

MJi vién nén bao phim chira:

Fexofenadin hydroclorid USP 180 mg

Ta dugc: croscarmellose natri, magnesi stearat, cellulose vi tinh thé, tinh bot tién gelatin hoa, colloidal s
silica khan, t4 duoc bao phim dugc trén san chira titan dioxyd

-

Mo ta san phim
Vién nén bao phim mau trang, hinh caplet, mot mit c6 vach ngang, mit kia nhn.

Quy cach dong géi
Hop 1 vix 10 vién.

Thubc ding cho bénh gi?

Fexofenadin hydroclorid dugc xép vao nhom thudc khang histamin.

Thudc duge ding dé 1am giam céc triéu chimg nhu dé bing, phii né va ngira, xay ra lién quan véi cac tinh
trang da bi di tmg goi 1a mé day v6 cin man tinh.

Nén sir dung thudc nay nhir thé nao va lidu lrgng

Nguoi I6n va tré em trén 12 tudi

Liéu khuyén céo cia fexofenadin hydroclorid 1a 180 mg x 1 1an/ ngay trudc bita an. Fexofenadin 1a mot
chét chuyén héa c6 hoat tinh clia terfenadin.

Tré em dudi 12 tudi

Hiéu qua va an toan cua fexofenadin hydroclorid 180 mg chua dugc nghién ciru & tré dudi 12 tudi

Déi twong dic biét

Céc nghién ciru trén nhom c¢d nguy co cao (ngudi I6n tudi, bénh nhan suy gan hay suy than) cho thdy ring
khong can thiét phai diéu chinh liéu & nhitng bénh nhéan nay.

Cich dung: thudc ding dudng ubng, ubng véi nude loc.

Khi nao khong nén ding thudc nay
Néu ban di g (qua man) véi fexofenadin hydroclorid hoac bat cir thanh phan nao cia thude.
Khéng khuyén céo sir dung thudc cho tré em dudi 12 tudi.

T4c dung khong mong mudn
Réi loan hé than kinh

Thuong gép: dau dAu, budn ngi1, chong mit.
Réi loan tiéu héa
Thudng gip: budn non.
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Cdc réi loan khdc

it gap: mét moi.

O nguoi 16n, nhitng tac dung khong mong mudn sau ddy da dugce bao céo sau khi dua ra thi truong. Tan
sudt xay ra 1a khong biét dén (khong thé ude tinh duge tir dir liéu sin co):

Réi loan hé th(i'ng mién dich

Phan tng qua min vai cac biéu hiéu nhu phit mach, dau thit nguc, kho thé, do bimg mit va choang phan
vé.

Réi loan tdm than

Mét ngu, bon chdn, rdi loan gidc ngii va 4c mong / mo qua mirc

Réi loan tim mach

nhip tim nhanh, dénh tréng nguc.
Réi loan tiéu héa %
Tiéu chay A

Cdc roi loan o da va mé dudi da
Phat ban, n6i mé day, ngira

Nén tranh dung nhirng thudc hodc thwe phim gi khi dang sir dung thude nay

Néu ban dang ding thude tri dau da day c6 chira nhom hoac magnesi khuyén céo nén ding cac thudc nay
cach nhau khoang 2 gio. Str dung dong thoi ¢ thé lam giam hip thu fexofenadin hydroclorid, tir d6 anh
huong dén tac dung cia thudc..

Néu ban dang dung ddng thoi fexofenadin vai erythromycin hodc ketoconazol, hodc vdi mot lidu duy nhét
ctia phdi hop lopinavir va ritonavir, ndng do fexofenadin trong huyét trong cia ban c6 thé ting. Piéu nay
¢6 thé 1am tang céc tac dung khong mong mudn ctia thudc.

Céc xét nghiém dj tmg: Néu ban dang thuc hién xét nghiém di tng, phdi ngung st dung thudc ba ngay
trude khi thuc hién xét nghiém.

Thong bao cho bac s§ hodc dugc s§ bét ky loai thuoc ndo ban dang hodc da sir dung gén day, bao gdbm ca
nhiing thudc khong ké don.

Cén 1am gi khi ban quén sir dung thube?

Néu ban quén uéng mét liéu, hay udng ngay khi nhé ra trir khi qué gan véi lidu tiép theo ctia ban.Khong
nén ding liéu gép d6i dé bu cho liéu da quén.

Néu ban co bat ky thic mic nao vé& viéc sir dung thudc nay, hay hoi bac sT hodc duge si cta ban.

Cén bio quan thudc nay nhw thé nao?

Bao quéan & noi kho thoang, nhiét d§ dudi 30°C, tranh 4nh sang. D& xa tam tay tré em.

Khong str dung fexofenadin hydroclorid sau ngay hét han duoc ghi trén bao bi. Han sir dung 1a ngay cudi
cung cua thang do. Thudc nay khong doi hoi diéu kién bao quan nao dic biét. Thubc khong nén dugc loai
bo qua nu’oc thai hodc chit thai ho gia dinh. Hoi dugc si cua ban lam thé nao dé xu 1y cac loai thude
khong con can thiét. Nhitng bién phap nay s& c6 ich cho bao v¢ moi trudng.

Nhirng dAu hiéu va triéu chirng khi dung thude qua lidu?

Pi ¢6 bdo cdo vé tinh trang chéng mat, budn ngu mét moi va kho miéng khi su dung qua liéu
fexofenadin hydroclorid. O ngudi khée manh, ding lidu 1&n dén 800 mg/lin va 690 mg/lanx 2 lan/ngay
trong | thang hodic 240 mg/lan/ngay trong | ndm cho thay khong c6 tac dung khéng mong muén dang ké
vé mat 1am sang so voi gia duge. Chua xac dinh dugc lidu dung nap tdi da cia fexofenadin hydroclorld
C6 thé can nhéc céac bién phap chuén dé loai trir thube chua dugce hip thu khoi co thé. Khuyén cdo diéu tri
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triéu chung va diéu tri hd trg. ThAm phan mau khong hi¢u qua trong viéc loai bo fexofenadin hydroclorid
ra khoi mau.

CAn phai 1am gi khi ding thude qua lidu khuyén cio?
Lién hé ngay lap tirc vdi bac s§ hodc dugc s§ néu ban dung lidu fexofenadin hydroclorid nhiéu hon so vi
liéu ghi trong huéng dan sir dung hodc liéu do bac s§ ké don.

Nhitng diéu cin thén trong khi ding thudc nay? %

Nhu hdu hét nhiing thudc mai khac, co rat it dir liéu nghién ciru trén ngudi 16n tudi, bénh nhén suy thén
ho#c suy gan. Nén than trong khi stir dung fexofenadin hydroclorid dbi vai nhom bénh nhan dic biét nay.
Nhu hiu hét cac thude khang histamin khac, thudc c6 thé gy ra cac phan tng khong mong mudn nhu:
nhip tim nhanh va hdi hdp. Vi vay, can than trong khi str dung thudc cho bénh nhén c6 tién sir hodc dang
bi bénh tim mach.

Phu nit ¢6 thai va cho con bu: hay hdi bac sT hodc dugc si ctia ban dé dugce tu vAn trude khi dung bat cir
loai thudc nao.

Phu nir c6 thai: fexofenadin hydroclorid chi nén dung cho phu nit ¢6 thai khi lgi ich cho me vuot trgi
nguy co dbi véi thai nhi.

Cho con bi: fexofenadin hydroclorid khong dugc khuyén céo sir dung cho céc ba me dang cho con bu.
Lai xe va vdn hanh may moc

Trén co s& duge luc hoc va céc béo céo phan ing khong mong mudn xay ra, chwa xac dinh ro fexofenadin
hydroclorid c¢6 gy anh hudng dén kha nang 14i xe hogc van hanh may méc hay khong. Tuy nhién, c6 thé
¢6 nhitng ngoai 18 hiém hoi, vi vay haly dam bao ring ban tinh téo trude khi l4i xe hogc thuc hién céc thao
tac doi hoi su tép trung cao.

Khi nao cin tham van bic sy, duge s§?

Néu gip bét ky tic dung khong mong mudn nghiém trong hogc khong dugc ligt ké & déy, xin vui long
thong bao cho bac s§ hodc dugc s¥.

Théng béo cho béc s§ hodc dugc s§ céc loai thude ban dang dung hogc da sir dung gin day.

Han dung cia thude?
24 thang ké tir ngay san xuét

TEN VA PIA CHi CO SO SAN XUAT

(P} BI\R(OQUE

BAROQUE PHARMACEUTICALS PVT.LTD.

192/2&3, Sokhada-388 620, Ta. Khambhat, District: Anand, Gujarat State, An Do

Ngay xem xét, sir dbi, ciap nhat lai ngi dung huéng din sir dung thube:

Pai dién co sé ding ky thube
(Ky tén & dong ddu)

Ho tén: Lalit R. Ssfased)
&@“ :

Chirc danh: Gid)
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