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MAU NHAN

THANH PHAN: Méi vién nén bao phim chuia:
Fexofenadin hydroclorid 180 mg
Té dugc vira dd 1 vién.

CHI DINH, CHONG CHi BINH, CACH DUNG - LIEU DUNG VA CAC THONG |
TIN KHAC:

- Xem t& huéng dan st dung thudc.
BAO QUAN:

- Noi khd mét, nhiét do khéng qua 30°C.
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Dé xa tam tay tré em
Bocky hudng din sif dung trude khi ditng

‘ Tiéu chuidn: TCCS
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Nha san xuat:
@ CONG TY CO PHAN DUQC PHAM TRUNG UONG 3

Try sé&: S516 L& Dai Hanh, Minh Khai, Hong Bang, Hai Phang
FORIPHARM Nhaméy: $528 Dutng 351, Quynh Hoang, Nam Son, An Durong, Hai Phong
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MAU NHAN

THANH PHAN: M&i vién nén bao phim chifa: [
Fexofenadin hydroclorid 180 mg '
T4 dugc viia dti 1 vién,
CHI BINH, CHONG CHi BINH, CACH DUNG - LIEU DUNG VA CAC THONG |

TIN KHAC:
- Xem t& hudng dan sit dung thudc. \

BAO QUAN: J
|
|

- Nai khé mit, nhiét dé khang qua 30°C.
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} Fexofenadin hydroclorid 180 mg

FORIPHARM

Déxa tim tay tré em
Boc ky hudng dan s dung trudc khi diing

Tiéu chudn: TCCS
SBK:
LSX:
NSX:
HSD:

1 Nha san xuat:
@ CONG TY O PHAN DUQC PHAM TRUNG UONG 3
Try s6: 85 16 L& Dai Hanh, Minh Khai, Hong Bang, Héi Phang
FORIPHARM Nha méy: 5528 Dudng 351, Qujnh Hoang, Nam Son, An Duong, Hai Phdng
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MAU NHAN

THANH PHAN: Méi vién nén bao phim chita: BAO QUAN:
: ~~Ny, Fexofenadin hydroclorid ... ..180mg - Noi khé mat, nhiét do khéng qua 30°C.
y CONG TY 2\ Té dugc vilia dd 1 vién.

Tiéu chudn: TCCS
SBK:

MEAXOFEN:20

Fexofenadin hydroclorid 180 mg
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, CONG TY €0 PHAN DU'QC PHAM TRUNG UONG 3

Try sé: 8516 L& Dai Hanh, Minh Khai, Hong Bang, Hai Phing
| FORIPHARM Nhaméy 5528 Buing351, Qujnh Holing, Nam Son, An Duong, Hai Phong
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MAU NHAN

THANH PHAN: Méi vién nén bao phim chiia: BAO QUAN: E
Fexofenadin hydroclorid ............o...... 180mg - Noi khé mét, nhiét §6 khong qua 30°C. |
Ta dugc vira da 1 vién.
5 QHi PINH, CHONG CHi BINH, CACH DUNG -
IEu DUNG VA CAC THONG TIN KHAC:

Cem t& hudng dan st dung thudc.

Tiéu chudn: TCCS
SBK:

O\ TRUNG UONG 3/
SN\ (FORIPHARM) ng
N\ 75/
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Fexofenadin hydroclorid 180 mg
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MAU NHAN

THANH PHM& Méi vién nén bao phim chita: BAO QUAN:
180mg - Noi khé mat, nhiét do khong qué 30°C.
vifa da 1 vién.
CHi DINH, CHONG CHI BINH, CACH DUNG - DI
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Fexofenadin hydroclorid 180 mg
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Poc ki hudng dan sit dung truéckhidiing  NSX: 1
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CONG TY CG PHAN DUYC PHAM TRUNG UONG 3 |
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HUONG DAN SU DUNG THUOC GMP - WHO

1. Tén thube: MEXOFEN 180

2. Cac (‘lé"m hiéu hru ¥ va khuyén cdo khi ding thudc
Bé xa tam tay tré em
Doc kj hudng dan sir dung truce khi ding

3. Thanh phin céng thirc thude (Tinh cho 1 vién)
Thanh phan dwoc chit:
Fexofenadin hydroclorid..........cooeieiiiiiiiniiniiiiiiiiiie e 180 mg.
Thanh phin ta dwgc:
Microcrystalline Cellulose 101, Lactose monohydrat, Sodium starch glycolat, Tinh bt
bién tinh, Magnesi stearat, Hydroxypropyl methylcellulose E6, Hydroxypropyl
methylcellulose E15, Titan dioxyd, Talc, Polyethylen Glycol 6000......... Vira du 1 vién.

4. Dang bao ché
- Vién nén bao phim dai, mau tring, & giita c6 vach ngang, canh va thanh vién lanh lin

5. Chi dinh
- Diéu tri tridu chimg may day man tinh v can & ngudi 16n va tré em tir 12 tudi tro

1én.

6. Cach dung, liéu diing
Cach dung: Dung theo dudng udng, trudc bira in.

Liéu dung

- Nguol 16n va tré em tir 12 tudi trd 1én: Liéu khuyén ding ctia Mexofen 180 1a 1 vién
moi ngay.

- Ngudi cao tudi, bénh nhén suy than hodc suy gan: Khong cin hiéu chinh liéu.

- D6 an toan va hiéu qua cua thudc dung cho tré em dudi 12 tudi chua dugc chimng

minh.

7. Chong chi dinh
- Mexofen 180 bi chéng chi dinh trén bénh nhin c6 man cam véi bét ctr thanh phan

nao cua thude.

8. Cinh béo va thin trong khi diing thudc

- Ngudi cao tudi va suy than hogc suy gan nén than trong khi st dung thude.

- Bénh nhan co6 tién st hoic dang mic cdc bénh tim mach nén dugc canh bao rang
thude khang histamin c6 lién quan dén céc phéan mg bét lgi nhu nhip tim nhanh va
danh tréng nguc.

- Cénh bdo thanh phén:
Thubc ndy chira Lactose. Bénh nhin khong dung nap Galactose, thiu hut Lactase

hodc su hap thu kém Glucose - Galactose khong nén dung thudc nay.
Thudc nay c¢6 chira duéi 1 mmol (23 mg) natri trong moi vién nén bao phim, vé co ban
dugc xem nhu ‘khong chira natri’.

9. Sir dung thudc cho phu nir c6 thai va cho con b

- Thoi ky mang thai: Khong c6 dit li€u ddy du vé viéc st dung fexofenadin
hydroclorid & phu nit mang thai. Cac nghién ciru han ché trén dong vét Khong chi ra
tac hai truc tiép hodc gién tiép anh huéng dén thai ky, su phat trién ciia phoi thai, thai
nhi, qua trinh sinh n& hodc hau sinh sin. Vi v@y khong nén su dung fexofenadin
hydroclorid trong thoi ky mang thai trir khi thuc su can thiét.
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- Thoi ky cho con bi: Khéng c6 dit liéu vé ham lugng fexofenadin hydroclorid cé
trong sita me sau khi ding thudc. Tuy nhién, khi dung terfenadin cho ba me dang cho
con bi, fexofenadin dugc phat hién cé thé di vao sita me. Do d9, khong khuyén cdo
dung fexofenadin hydroclorid cho ba me dang cho con bu.

- Nguy co trén sinh sdn: Khong c6 dit liéu vé tac dung cia fexofenadin hydroclorid
dbi véi kha nang sinh san & ngudi. O chudt, kha nang sinh san khong anh hudng khi
diéu tri bing fexofenadin hydroclorid.

10. Anh hwéng ciia thude lén kh4 ning l4i xe, vin hanh may méc

- Chua c6 bdo cdo rd rang vé viéc fexofenadin hydroclorid ¢6 anh hudng dén kha nang
lai xe hodc van hanh may mdc. Trong cac thir nghiém khach quan, san phidm cho thdy
khong c6 anh huéng dang ké dén chirc ning hé thong than kinh trung wong. Piéu nay
6 nghia 1a bénh nhén c¢6 thé 14i xe hodc thuc hién nhirng cong viéc doi hdi sy tap
trung.

- Tuy nhién, dé xac dinh nhimng ngudi nhay cam c6 phan ting bit thudng véi san phdm
thube, nén kiém tra phan ng c4 nhéan trude khi lai xe hodc thuc hién cic nhiém vu
phitrc tap.

11. Twong tic, twong ky ciia thudc

- Fexofenadin khong bi bién ddi sinh hoc & gan va do d6 s& khong tuong tic véi cac
thudc khac chuyén héa tai gan.

- Fexofenadine 1a mt P-glycoprotein (P-gp) va polypeptide vén chuyen anion hiru co
(OATP). Sir dung dong thoi fexofenadin véi chit trc ché hodc chét giy cam tng P-gp
c6 thé anh hudéng dén nong do fexofenadin. Viéc ding dbng thoi fexofenadin
hydroclorid v6i chat trc ché P-gp, erythromycin hodic ketoconazol dugce phat hién lam
tang gip 2- 3 lan nong do fexofenadin trong huyet trong nhung khong lam thay dbi
khoang QT hay gia ting phan tmg bat lgi so véi thube khi dung don I€.

- Mot nghién cuu tuong tac thuoc- thubc 1am sang cho thdy viéc dung dong thoi
apalutamide (chét gdy cam (mg yéu P-gp) va liéu don 30 mg fexofenadin dan dén giam
30% AUC cua fexofenadin.

- Khong ghi nhén twong tac gitta fexofenadin va omeprazol. Tuy nhién st dung thude
khang acid chta nhém va magie hydroxid 15 phut truée khi dung fexofenadin
hydroclorid gdy giam sinh kha dung ctia thubc, c6 thé 1a do lién két trong dudng tidu
héa. Vi thé nén sir dung fexofenadin hydroclorid véi thubc khéng acid chira nhém va
magie hydroxid cach nhau 2 gio.

12. T4c dung khéng mong muén cia thudc )
Phan loai mirc do thuong gép cac tac dung khong mong mudn sir dung quy udc sau
day: rat thuong gip (>1/10), thuong gip (>1/100 dén <1/10), it gip (>1/1000 dén
<1/100), hiém gip (>1/10.000 dén <1/1000) va rat hiém gap (<1/10.000), khong rd
(khéng thé udc tinh tir dit liéu ¢6 sin).
O nguoi 16n, cac tic dung khong mong mudn sau ddy dd dugc béo cdo trong cic thir
nghi¢ém lam sang, vai ty 1¢ tuong ty nhu da quan sat dugc:
Roi logn hé than kinh

Thudng gip: nhitc dau, budn ngii, chong mit.
Réi loan tiéu héa

Thuong gip: bubn nén
Réi loan todn thén va tai vi tri ding thudc

It gdp: mét moi
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O ngudi lém, cic tac dung khong mong mubn sau day da dugc bao cdo trong qua trinh
luu hanh thude. Tan suat x4y ra khong rd (khong thé udc tinh tir dit liéu c6 sén):
Réi loan hé théng mién dich

Pi}én ng qua mén véi cac biéu hién nhu phu mach, tirc ngue, kho thé, d6 bing mit
va sOc¢ phén vé€ toan thin
Réi loan tém than

M4t ngt, cang thing, rdi loan gidc ngii hodc gip 4c mong/mo qua nhiéu (paroniria)
Réi loan tim

Nhip tim nhanh, danh tréng nguc
Réi loan tiéu héa

Tiéu chay
Réi loan da va mé dwdi da

Phat ban, may day, ngira
Huwéng din cich xir tri ADR:
- Thong bio cho béc s§ hodc duge s§ nhitng tac dyng khong mong mudn gip phai khi
sir dung thudc.

13. Qué liéu va cach xir tri

Qua liéu

- Chong mit, budn ngi, mét méi va kho mi¢ng dd duoc bdo cdo khi dung qua lidu
fexofenadin hydroclorid. St dung lidu don 1én dén 800 mg va da liéu Ién dén 690 mg
hai 1in mdi ngay trong 1 thang hodc 240 mg mot 14n mdi ngay trong 1 ndm da duogc
diung cho céac dbi trong khoe manh ma khong gdy ra cac phan Ung bét loi ¢6 ¥ nghia
1Am sang so v6i gia dugc. Liéu dung nap tdi da cua fexofenadin hydroclorid chua dugc
thiét 1ap.

Cach xir tri

- Cac bién phép tiéu chuén nén dugc xem xét dé loai bo bat ky san phim thubc nao
khong dugc hap thy.

- Diéu tri tridu chiing va hd trg dugc khuyén cao.

- Chay than nhén tao khong loai bé hiéu qua fexofenadin hydroclorid khoéi mau.

14. Théng tin vé duge ly
Nhém duge 1y: Thude khang histamin diing toan than.
Mi ATC: RO6A X26

Pic tinh dugc lwe hoc
- Fexofenadin hydroclorid 12 thubc khang histamin H1 khong an than. Fexofenadin 1a

mot chét chuyén héa c6 hoat tinh dugc ly cua terfenadin. Nghién ciru chi ra ring sir
dung fexofenadin hydroclorld khong l1am thay d6i khoang QT hay trc ché kénh K+ lién
quan dén sy tdi cuc té bao co tim.

bic tmh dwoc dong hoc

- Hap thu: Fexofenadin hydroclorid dugc hép thu nhanh chéng vao co thé sau khi
ubng, véi Tmax xay ra & khoang 1-3 gid sau khi uong Gia tri Cmax trung binh la
khoéang 494 ng/ml sau khi sir dung lidu 180 mg x 1 lan/ngay

- Phdn bo Fexofenadin lién két véi 60-70% protein huyét tuong.

- Chuyén héa va thdi trir: Fexofenadin trdi qua qua trinh chuyen hoa khong déng ké
(qua gan hodc khong qua gan), vi n6 la hop chét chinh duy nhat dugc xac dinh trong
nuée tiéu va phén cua dong vat va nguol. Nong do trong huyét twong ctia fexofenadin
gidm theo cép s6 nhan vi thoi gian bén théi cudi cing nam trong khoang tir 11 dén 15
gi& sau khi sir dung da liéu. Dugc dong hoc don lidu va da lidu cua fexofenadin tuyén
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tinh @i v6i lidu dung duong ubng 1én dén 120 mg x 2 lan/ngay. Liéu ding 240 mg x 2
lan/ngay khién dién tich duéi dudng cong 16n hon 8,8% so v6i trang thai 6n dinh, cho
thay dwgc dong hoc cia fexofenadin tuyén tinh khi ding trong khoang lidu tir 40 mg
dén 240 mg hang ngay. Puong thai trir chinh duge cho 14 qua bai ti€t mat trong khi c6
t61 10% li€u udng duogc bai tiét dudi dang khong do1 qua nude tieu.
15. Quy cach dong goi
Hop 1 vi, 2 vi, 3 vi, 5 vi,10 vi x 10 vién (vi nhém- nhom).
16. Pidu kién bio quin, han ding, tiéu chuin chit lwgng ciia thudce
Diéu kién bio quan: Noi khé mat, nhi¢t 46 khong qua 30°C.
Han ding ciia thude: 36 thang ké tir ngdy san xuat.
Tiéu chuan thanh pham: TCCS.
17. Tén, dia chi ciia co s& san xuat
CONG TY CO PHAN DUQC PHAM TRUNG UONG 3
Tru s6: 16 Lé Dai Hanh, Minh Khai, Hong Bang, Hai Phong
Nha may: S6 28 dudng 351, Quynh Hoang, Nam Son, An Duong, Hai Phong »
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