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X 180

Tablets USP 180 mg

1 x 10 Tablets

BIGFEX 180

Fexofenadine Hydrochloride

Tablets USP 180 mg

_/

Artwork No.: 51399B02-00

Each film coated tablet cantains: BIGFEX 180  Hop 1vi x 10 vién nén bao phim

" : . M&i vién nén bao phim chira: Fexofenadine hydrachloride USP 180 mg SBK:
Fexpfg.nadune Hydrochloride USP : 180MY KOO “Tiéu chuin chét lugng: USP
Exciplents Q8. Chl dinh, cach ding, chéng chi dinh va cac théng tin khac: B& nghi xem t&r
Colour : Red Oxide of Iron, Yellow Oxide of Iron huwong dAn sir dung kém theo.
& Titanium Dioxide S 16 SX, NSX, HD: Xem "Batch No.", "Mfg. Date”, "Exp. Date™ in trén bao bi.

Dosage: As directed by the physician. a0 Am.

Storage: Store below 30°C in a cool and dry place. D4 xa tdm tay tré em. Dgc ky huréng dén str dung trwée khi ding
) . DNNK:

Protect from light, heat & moisture.

Keep out of reach of children.

Béc;quén & nhigt d4 dudi 30°C, noi kho thodng. Tranh dnh sang, nhigt 4§ va
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BIGFEX 180

Fexofenadine Hydrochloride
Tablets USP 180 mg

1 x 10 Tablets

Manufactured in India by / San xuit tai An D9, béi :

asacA I -

Mfg. Date:
wmmm L/FESCIENCES LIMITED 8lR.02 2970013997

Exp. Date:
Survey No. 198/2 & 19813, Chachrawadi Vasna,
Ta.: Sanand, Dist: Ahmedabad - 382210, INDIA.
Y

Mfg. Lic. No.: G/25/1877
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BIGFEX 180

Fexofenadine Hydrochloride
Tablets USP 180 mg

Each film coated tablet contains:

Fexofenadine Hydrochloride USP : 180 mg Artwork No.: 51399F 02-00
Excipients :Q.S. _
Colour : Red Oxide of Iron, Yellow Oxide of Iron Mfg. Lic. No.: G/25/1877

& Titanium Dioxide Manufactured in India by :

Dosage: As directed by the physician. B S Ar—\ Q

Storage: Store below 30°C in a cool and dry place. m —

Protect from light, heat & moisture. w -FESCIENCES LIMITED
Survey No. 198/2 & 198/3, Chachrawadi Vasna,

Keep out of reach of children. Ta.: Sanand, Dist.: Ahmedabad - 382210, INDIA.

Exp. Date:

Batch No.:
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BIGFEX 120 (Vién nén bao phim Fexofenadine hydrochloride USP 120 mg)
BIGFEX 180 (Vién nén bao phim Fexofenadine hydrochloride USP 180 mg)

Pé xa tam tay tré em
Doc ky hudng dan su dung trudc khi dung

THANH PHAN CONG THUC

BIGFEX 120

Thanh phan hoat chdt: Mi vién nén bao phim chira: Fexofenadine hydrochloride USP 120
mg

Thanh phdn ta duoc: B-Cyclodextrin, crospovidone, povidone, magnesium stearate, purified
talc, microcrystalline cellulose powder, colloidal anhydrous silica, polacriline potassium
(Kyron T 314), FC red oxide of iron, FC yellow oxide of iron, FC titanium dioxide.
BIGFEX 180

Thanh phan hoat chdt: Mi vién nén bao phim chira: Fexofenadine hydrochloride USP 180
mg

Thanh phdn ta duoc: B-Cyclodextrin, crospovidone, povidone, magnesium stearate, purified
talc, microcrystalline cellulose powder, colloidal anhydrous silica, polacriline potassium
(Kyron T 314), FC red oxide of iron, FC yellow oxide of iron, FC titanium dioxide.

DANG BAO CHE: Vién nén bao phim.
BIGFEX 120 : Vién nén bao phim hinh tron hai mat lcj)i, mau h{)ng dao.
BIGFEX 180 : Vién nén bao phim hinh tron hai mat 161, mau hong dao.

CHI PINH
Fexofenadine dugc chi dinh ¢ ngudi 16n va tré em tir 12 tudi trd 1€n d€ gidm cac triéu chung
lién quan dén viém miii di ing theo mua.

CACH DUNG, LIEU DUNG

Dung cho nguwoi lon

Liéu khuyén cdo cia fexofenadine hydrochloride cho nguoi 16n 1a 180 mg, uéng mot 1an mdi
ngdy trudc bira dn. Fexofenadine 13 chat chuyén héa co hoat tinh sinh hoc cta terfenadine.
Dung cho tré em

« Tré em tir 12 tudi tro 1én

Liéu khuyén céo ciia fexofenadine hydrochloride cho tré em tir 12 tudi tré 1én 1a 180 mg mot
1an mdi ngay trude bira in.

« Tré em dudi 12 tudi

Hiéu qua va dg an toan cua fexofenadine hydrochloride 180 mg chua dugc nghién ctru & tré
em dudi 12 tudi. O tré em tir 6 dén 11 tudi: vién nén 30 mg 1a cong thirc c6 lidu lwong thich
hop dé sir dung cho di tugng nay.

Poi tuwgng dac biét

Cac nghién ciru trén cac nhom bénh nhén c6 nguy co déc biét (nguoi 1on tudi, bénh nhan suy
than hodc suy gan) chi ra riang khong can thiét phai diéu chinh liéu fexofenadine
hydrochloride ¢ nhiing bénh nhéan nay.

Puong dung: Dung dudng udng.

CHONG CHI PINH: Bénh nhan qua man cam véi hoat chit hodc bat ctr thanh phan nao
ctia thudc.
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CANH BAO VA THAN TRONG KHI DUNG THUOC

Gidng nhur hau hét cac san pham thude mai, dit liéu sir dung & nguoi 16n tudi va bénh nhéan
suy than ho#c suy gan con han ché. Nén st dung than trong fexofenadine hydrochloride &
nhitng nhém bénh nhén ddc biét nay.

Nén canh b4o véi cdc bénh nhén c6 tién st hogic dang méc bénh tim mach réng thubc khéng
histamine nhu mot loai thudc ¢6 lién quan dén cac phan tng c6 hai, géy ra nhip tim nhanh va
danh tréng nguc.

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

Phu nir ¢6 thai

Khong c6 dit ligu day du vé viéc st dung fexofenadine hydrochloride & phu nt co thai.

Cac nghién ctru han ché trén dong vat chua chi ra nhung tac dong c6 hai tryc tiép hodc gian
t1ep anh hudng dén qué trinh mang thai, sy phat trién ctia phoi / thai nhi, sinh con hodc sy phat

trién sau khl sinh. Khong nén str dung fexofenadine hydrochloride trong khi mang thai trir khi
that sy can thiét.

Phu nit dang cho con bi
Khéng c6 dit liéu vé thanh phin clia sita me sau khi dung fexofenadine hydrochloride. Tuy
nhién, khi dung terfenadine cho céc ba me dang cho con bi, dd duge phat hién thdy

fexofenadine di vao sita me. Do d6 khong nén str dung fexofenadine hydrochloride cho céc ba
me dang cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Dua trén dir liéu duge luc hoc va cac phan tmg bét loi duoe béo céo, vién nén fexofenadine
hydrochloride khé co thé anh huéng dén kha nang l4i xe hodc van hanh may moc.

Trong céc thir nghiém khach quan, fexofenadine hydrochloride d& dwgc chitng minh la khong ==
c6 tac dung dang ké dbi v6i chirc niang hé than kinh trung wong. Diéu nay c6 nghia la bénh A
nhén c6 thé 14i xe ho#ic thuc hién cac cong viée doi hoi sy tap trung. Tuy nhién, dé xac dinh col
nhitng nguoi nhay cam co phan g bat thuomg voi thude, nén kiém tra phan mg clia ting céa = ;{
nhén trudce khi 1ai xe hodc thue hién cac cong viée phire tap. o

Vi f
TUONG TAC, TUONG KY CUA THUOC b

Fexofenadine khong trai qua qua trinh chuyén hoa & gan va do d6 s& khdng tuong tac voi cc =
thude khac thong qua co ché chuyén hoa qua gan. Dung ddng thoi fexofenadine hydrochlorlde
v6i erythromycin hodc ketoconazole dé 1am téang nong do fexofenadine trong huyét tuong 2-3
lan. Nhung nhitng tac dong nay khong lam thay dbi khoang QT va khong gia ting bét ky phan
{tng phu nao so v6i cac thude duge st dung don I¢.

Céc nghién ctru trén dong vat dd cho thdy c6 ndng do fexofenadine trong huyét twong ting 1én
khi dung dong thoi véi erythromycin hodc ketoconazole, do tang hip thu qua dudng tiéu hoa
va giam bai tiét qua mat hoic bai tiét qua duong tiéu hoa.

Khong quan sat thdy co tuong tac giita fexofenadine va omeprazole. Tuy nhién, vigc sir dung
thubc khang axid c6 chta nhom va magié hydrox1d dang gel 15 phut trude khi uong
fexofenadine hydrochlorlde lam giam sinh kha dung, rAt c6 thé do thude bi gin két trong duong
tidu hoa. Nén udng cach nhau 2 gi¢y khi dung fexofenadine hydrochloride véi thudc khang
acid c6 chira nhom va magnesium hydroxide.

TAC DUNG KHONG MONG MUON

Danh gia tan s6 sau day dd duge st dung, khi co thé ap dung:
Rét phd bién: >1/10;
Thuong gap: >1/100 va <1/10;
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ft gap: >1/1.000 va <1/100;
Hiém gap: >1/10.000 va <1/1.000;
Rét hiém gap: <1/10.000
Khéng biét: khong thé uge tinh tAn sudt tir dit lidu c6 sin.
Trong mdi nhom tan sb xuét hién, c4c tac dung khong mong mudn duge trinh bay theo thu
tu mirc dd nghiém trong giam dan.
O ngudi 16n, cac tac dung khong mong mudn sau day da duoc bdo cdo trong cac thir nghiém
lam sang, véi ty 18 twong tu nhu duge quan sat thdy so véi gia duoc:
- RSi loan hé than kinh
Thudng gap: nhuc déu, budn ngu, chong miit,
- Réi logn hé tiéu héa
Thudng gip: budn non
- Réi logn chung
ft gap: mét moi
O ngudi 16m, cic tac dung khong mong mudn sau day di dugce bdo cdo trong qua trmh luu
hanh vién nén bao phim fexofenadine hydrochloride 180 mg trén thi trudng. Tén suét xay ra
cua cac tac dung khong mong mubn nay 1a khong biét (do chua di dit liéu dé tinh to4n).
(khong thé wdc tinh tir dit liu c6 san):
- Réi logn hé thong mién dich
Phéan Gng qud man véi cée triéu chimg nhu phi mach, tirc nguc, khé tho, dé bung va sbc
phan vé.
- Réi loan tém than: Mét nga, lo léng, r01 loan gi4c ngl hodc gip 4c mong / mo qua nhiéu.
- Réi logn tim: nhip tim nhanh, danh tréng ngue.
- Réi logn mdt: tAm nhin bi m&
- Réi logn tim: nhip tim nhanh, danh trbng nguec.
- Roi logn hé tiéu héa: tiéu chay =

- Réi loan da va mé dwdi da: phét ban, mé day, ngita. ‘_133\5

) GTY

Théng bdo cho bdc si hodic dwgc si nhitng tic dung khong mong muon gap phai khi sir ‘\HH J
p NH VI

dung thuoc. ol o
I'TIN,

QUA LIEU VA CACH XU TRi ,/\,\
Khi dung qué liéu fexofenadine hydrochloride da ¢o bdo céo vé cac triéu chimg chong mait, _f? o<

budn ngu, mét méi va khod mi¢ng. Lidu duy nhét 1én dén 800 mg va lidu 1én dén 690 mg x 2
lan / ngay trong 1 thang hodc liéu 240 mg x 1 lan / ngay trong 1 ndm dé duge st dung cho
nhirng nguoi khoe manh ma khong gy phan tmg ¢6 hai dang ké nao vé mat 1am sang so véi
gia duge. Chua xac dinh dugc lidu tdi da co thé dung nap dugc cla fexofenadine
hydrochloride.

Nén can nhic téi cac bién phép tiéu chuin dé loai bo bt ky thube nao khong cho thude duge
hép thu. Nén diéu trj triéu chimg va duing cac bién phap hd trg. Tham tich méau khong loai bo
duoc fexofenadine hydrochloride ra khoi mau.

PAC TINH DUQC LUC HQC
Nhém dwore Iy: Khang histamine dung dudng toan than; Ma ATC: RO6AX?26.
Co ché tac dung

Fexofenadine hydrochloride la thubc khang histamine H1 khong gay budn ngt. Fexofenadine
1a chit chuyén hoa ctia terfenadine c6 hoat tinh sinh hoc.

Céc nghién ctru thir nghiém v& ving da c6 vét sung tdy ngla va bung phat histamine & nguoi
sau khi dung fexofenadine hydrochloride lidu don va hai 1an mdi ngay cho thiy ring thude bt
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dau co tac dung khéang histamine trong vong mdt gio, tac dung dat duoc t6i da sau 6 gio va
kéo dai 24 giv. Khong cod bang chimg vé kha néng dung nap nhimg tac dung nay sau 28 ngay
ding thude. Ngudi ta da thdy duoc c6 mdi quan hé giita lidu diing dudng udng cua thuoc trong
khoang 10 mg dén 130 mg va phén tng tich cyc cua thuoc Trong thir nghiém vé tac dung
khang histaminic ndy, ngudi ta thiy rang lidu it nhit can thiét dé dat duge higu qua nhét nhat
dinh, duy tri trong khoang thoi gian 24 gio la 130 mg. Su tc ché tdi da & céc ving da c6 vét
sung tiy ngtra va bung phat histamine 1a hon 80%. Cac nghlen ctru 14am sang duge thue hién

trong bénh viém miii di ing theo mua da cho théy ring lidu 120 mg 14 du c6 téc dyung trong 24
gio.

PAC TINH DUQC DPONG HQC

Hip thu

Fexofenadine hydrochloride dwgc hép thu nhanh sau khi ubng, voi Tmax xuét hién sau khi
dung khoang 1 -3 gid. Gia tri Cmax trung binh 1a khoang 427 ng/ml sau khi dung lidu 120 mg
mdt 1An mdi ngay.

Phén bb

Fexofenadine lién két véi protein huyét trong khoang 60%-70%.

Chuyen hoa

Fexofenadme duoc chuyén hoa khong dang ke (& gan ho#c khong qua gan), vi né la hop chét
chu yeu duy nhét dugc tim thiy trong nudc t1eu va phén cua dong vét va ngudi. Nong do trong
huyét tuong ctia fexofenadine giam theo cap sb nhan véi thoi gian ban thai tir 11 gity den 15
git sau khi dung nhidu lidu. Duoc dong hoc lidu don va da lidu ciia fexofenadine 14 tuyén tinh
dbi véi 1idu udng 1én dén 120 mg Fexofenadine. Liéu 240 mg Fexofenadine c6 dugc dong hoc
Ién hon mot chut so véi ty 1& mic tang (8,8%) & vung dién tich dudi dudng cong, didu nay
cho thiy dwgc dong hoc cua fexofenadine thuc té 1a tuyén tinh trong khoang lidu ding hang
ngay 40 mg dén 240 mg.

Thai trir

Con dudng thai trir chi yéu duge cho 12 qua ba1 tiét qua mat trong khi c6 t&i 10% liéu ubng
duoc thai trir dudi dang khong d6i qua nude tidu.

QUY CACH PONG GOI

BIGFEX 120 : Hop 1 vi x 10 vién.

BIGFEX 180 : Hop 1 vix 10 vién.

PIEU KIEN BZ\O QUAN: Bao quéan & nhiét do dudi 30°C, noi khd thoang. Tranh énh sang,
nhiét do va do am.

HAN DUNG 24 thang ké tir ngay san xut.

TIEU CHUAN CHAT LUQNG: USP.

TEN, bIA CHi CUA CO SO SAN XUAT

San xuét tai An P9, bdi: SAGA LIFESCIENCES LIMITED

Dia chi: Survey No. 198/2 & 198/3, Chachrawadi Vasna, Ta.: Sanand, Dist.: Ahmedabad -
382210, India
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