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Mau nhan hép, vi: Hép 5 vi (nhém-nhém) x 10 vién

Mau nhan vi:
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Mau nhian hop:

Manufactured by: V

Thanh phén/ Composition:
Mdi vién nén phan tan chifa/ Each dispersible tablet contains:
Fexofenadin hydrochlorid ... .. 60mg

T4 dugc vd/ Excipient g.s.f ....... 1 vién/ 1 dispersible tablet

‘Dé xa tam tay tré em. Doc ki hudng dan sif dung trudc khi diing/
Keep out of reach of children. Carefully read the accompanying instructions before use,
SDK (Reg No.): 893100634124
5616 5X (Lot No.):

NSX (Mfg. Date):

HD (Exp. Date):

Fexofenadin hydrochlorid

AR EX N

00 %N 2, 5 e 10

Chi dinh, cich diing, chéng chi dinh va cac théng tin khae/
i and other
Xem trong t& hudng dan sir dung thudc kém theo/ See the package insert inside.

Diéu kién bdo quan/ Storage: Noi kho, nhiét dé dudi 30°C/
Store in a dry place, below 30°C,

Tiéu chuin chit lugng/ Specifications: TCCS (NSX)/ Manufacturer’s.

o' sé' san xuat/ Manufactured by:

CONGTY CO PHAN HOA DUGC VIET NAM/

VIETNAM CHEMICO PHARMACEUTICAL JOINT STOCK COMPANY [VCP ,J5C)

58 192 phé Biic Giang, Phudng Thugng Thanh, Quén Long Bién, Thanh phd Ha Néi, Viét Nam./
No. 192 Duc Giang street, Thuong Thanh ward, Long Bien district, Ha Noi city, Viet Nam.
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Mau nhan hop, vi: Hop 10 vi (nhém-PVC) x 10 vién

Méau nhan vi:

Mau nhan hop:

Thanh phén/ Composition:

M&i vién nén phan tan chisa/ Each dispersible tablet contains:
Fexofenadin hydrochlorid ....... .. 60mg

Ta dugc vd/ Excipient q.sf ... 1 vién/ 1 dispersible tablet

Dé xa tdm tay tré em. Doc ky hudng dan sit dung trudc khl dung/
Keep out of reach of children. Carefully read the g instructions
SPK (Reg No.): 893100634124

5616 5X (Lot No.):

NSX (Mfg. Date):

HD (Exp. Date):

Oceco

Fexofenadin hydrochlorid 6

. \ LY \\
. . ‘ “‘ lu):of blistersx

Chi d]rlh. céch diing, chéng chi dinh va cac théng tin khéc/

contr; and other
Xem trong t& hudng dan sir dung thudc kém theo/ See the package insert inside.
Piéu kién bdo quan/ Storage: Noi khé, nhiét do dudi 30°C/
Store in a dry place, below 30°C.
Tiéu chudn chit lugng/ Specifications: TCCS (NSX)/ Manufacturer's.
Co s& san xuat/ Manufactured by:
CONG TY €O PHAN HOA DUCIC VIET NAM/
VIETNAM CHEMICO PHARMACEUTICAL JOINT STOCK COMPANY (VCP . JSC) 5
56 192 phé Buic Giang, Phuéng Thugng Thanh, Quan Long Bién, Thanh phé Ha Néi, Viét Nam./
No. 192 Duc Giang street, Thuong Thanh ward, Long Bien district, Ha Noi city, Viet Nam.
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HUONG DAN SU DUNG THUOC

1. Tén thuée: OCECODE

2. Cac déu hiéu luu y va khuyén cdo khi diung thudc:
“Pé xa tam tay cua tr¢ em”
“Poc k¥ huéng dan sir dung trude khi dung” o\ VIET NAM /¢
“Thong bao cho bac sy hoac dugce sy nhitng tac dung khong mon&yy Sn gipfai

sir dung thude”

3. Thanh phan cong thire thude: Moi vién nén phén tan chira:

Thanh phan dwoc chat Ham lugng
Fexofenadin hydrochlorid 60 mg
Ta duoc vira du 1 vién

Thanh ph:‘?m ta dwoc: Lactose, copovidon, colloidal anhydrous silica, sucralose, vanilin,
crospovidone, glyceryl dibehenate.

4. Dang bao ché: Vién nén phan tan (Vién nén phan tan hinh try, mau tring, mat vién
nhan, thanh va canh vién lanh lin).

5. Chi dinh:

Diéu tri cac triéu chimg trong viém miii di ung theo mua (hit hoi, chay mii, nglra
miii/vom hau/hong, ngira do, chay nudc mat, nghet mili).

Diéu tri mé day vo cin man tinh.

6. Cach ding va liéu dung:

Hoa tan va phan tan vién thude vao 20-30ml nuéc dun soi dé nguoi rdi ubng. Khong udng
v6i nude hoa qua. Thoi diém udng thude khong phy thude vao bira an.

Nowgi lom va tré em trén 12 toéi: Liéu khuyén cao: udng 1 vién/lan, 2 1an mdi ngay.

Tré em 6-11 tudi: Liéu khuyén cdo: Udng 1 vién/ngay.

Suy giam chirc nang than hodc gan: Su an toan va hiéu qua chua dugc xac dinh.

Tré em duwdi 6 tuoi: Su an toan va hiéu qua chua duge xac dinh.

Newoi cao tuéi: Khong can diéu chinh liéu.

7. Chéng chi dinh:

Qua man véi fexofenadin, terfenadin hodc véi bat cir thanh phan nao cua thude.

8. Canh bao va than trong khi dung thubc:

Thube co chira lactose nén can than trong v4i bénh nhan ¢6 van dé dung nap galactose di
truyén (hiém gép). thiéu hut men Lapp-lactase hodc kém hap thu glucose-galactose
khong nén dung thude nay.

Cén théan trong va diéu chinh liéu thich hop khi dung thude cho ngudi ¢é chire ning than
suy giam vi nong do thude trong huyét trong ting do nira doi thai trir kéo dai. Can thén
trong khi dung thube cho ngudi cao tudi (trén 65 tudi) thuong co suy giam chire ning
than.

Pé an toan va tinh hiéu qua cua thude ¢ tré em dudi 6 tudi chua xac dinh dugc.

Can ngimg fexofenadin it nhit 24 — 48 gio trude khi tién hanh cac thir nghiém khang
nguyén tiém trong da.

Dung fexofenadin lam bénh vay nén ning lén.
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histamin nhu la mot loai thudc ¢6 lién quan dén cac phan tmg bat lgi, npAR 0p°8
hoi hop.

9. Str dung thudc cho phu nir ¢6 thai va cho con bu:
- Sir dung thudc cho phu nir ¢é thai:

nir mang thai khi i ich cho me vuot trgi nguy co ddi véi thai nhi.
- Str dung thude cho phu nir dang cho con bu:

Khong rd thube ¢o bai tiét qua sira hay khong, vi vay can than trong khi dung fexofenadin
cho phu nir dang cho con b.

10. Anh huwéng ciia thude 1én kha ning li xe, vin hanh may moéc:

Trong cac thir nghiém khach quan, fexofenadin da dugc chimg minh 1a kKhong c6 tac dung
dang ké vé chirc nang hé thong than kinh trung uong. Diéu nay c6 nghia la bénh nhan ¢6
thé 1ai xe hodc thuc hién cac nhiém vu doi hoi su tip trung. Tuy nhién, can danh gia va
kiém tra phan Gmg ca nhan trude khi lai xe hodc van hanh may moc.

11. Twong tac, twong Ky cua thube:

Erythromycin va ketoconazol lam tang nong do fexofenadin trong huyét twong nhung
khong lam thay doi khoang QT.

Nong do fexofenadin co thé bi tang do erythromycin, ketoconazol, verapamil, cac chiét trc
ché p-glycoprotein.

Khong dung dong thoi fexofenadin vai cac thudc khang acid chira nhom, magnesi vi s&
lam giam hap thu fexofenadin.

Fexofenadin co thé lam ting nong do con, cac chét an thin hé than kinh trung wong, cac
chat khang cholinergic. Tranh két hop fexofenadin vadi ethanol (rugu) vi lam tang nguy
co an than (ng).

Fexofenadin co thé lam giam nong dd cac chét (rc ché acetylcholin-esterase (& than kinh
trung uong), betahistin.

Fexofenadin co thé bi giam nong do boi cac chét trc ché acetylcholinesterase (& than kinh
trung uwong), amphetamin, cac chat khang acid, nude ép qua budi, ritampin.

Tuong ky: Nude hoa qua (cam, budi, tao) co thé lam giam sinh kha dung cua fexofenadin
t3i 36%. Tranh dung fexofenadin vai ethanol (rugu) vi lam tdng nguy co an than (ngn).
12. Tac dung khong mong muén cia thuéc (ADR):

Céc tac dung khong mong muén cua thude khong bi anh hudng boi lidu dung, tudi, gioi
va chung toc cua bénh nhan.

Thwrong gap, ADR > 1/100

Than kinh: Bu6n ngd, mét moi, dau dau, mat ngu, chong mat.

Tiéu hoa: Budn non, kho tiéu.

Khac: Nhiém virus (cam, cam), dau bung kinh, nhiém khuan ho hép trén, ngra hong,
ho, sOt. viém tai gitra, vi¢ém xoang, dau lung.

[t gap, 1/1000 < ADR < 1/100

Than kinh: So hai, roi loan giéc ngu, ac mong.

Tiéu hoa: Khé miéng, dau bung.
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Da: Ban, may day, ngura
Phan tmg qua man: Phu mach, tirc ngue, kho thd, do bung, chod
Cac tac dung khong mong mudn cua thude thuong nhe, chi 2,29
thude do cac tac dung khong mong mudn cua thude.

Céac truong hop ngirng stir dung thube: Phan ing qua man.
Thong bao ngay cho bac sy hodc dugc si khi gép cac tac dung khong mong muon nhu
trén khi str dung thude hodc bdo céo cac phan (mg c6 hai cia thudc vé Trung tim Thong
tin thube va Theo ddi phan ng c6 hai ctia thube (ADR) Quéc Gia. Dia chi: 13 - 15 Lé
Thanh Tong - Q. Hoan Kiém - TP. Ha Noi. DPién thoai: 024.3.9335.618; Fax:
024.3.9335642; Email: di.pvcenter@gmail.com.

13. Qua liéu va xir tri:

Thong tin vé doc tinh cap cia fexofenadin con han ché. Tuy nhién, budn ngu, chéng mat,
kho miéng da dugce bao cdo.

X tri: st dung cac bi¢n phdp thong thuong dé loai bo phan thude con chua dugce hép thu
] 6ng tiéu hoa. Diéu tri ho tro va diéu trj triéu ching. Tham phan mau lam giam nE’)ng do
thude trong mau khong dang ké. Khong c6 thude giai doc dac higu.

14. Pic tinh dwge lwe hoc:

Mi ATC: RO6A X26

Loai thude: Khang histamin, dbi khang thu thé Hi.

Fexofenadin 1a thudc khéng histamin thé hé hai, c6 tac dung dbi khang dic hiéu va chon
loc trén thu thé Hy ngoai vi. Thube 1a mot chat chuyén hoa cé hoat tinh cia terfenadin
nhung khong con dc tinh d6i véi tim do khong (re ché kénh kali lién quan dén sy tai cuc
té bao co tim. Fexofenadin khong co tac dung dang ké dbi khang acetylcholin, dbi khang
dopamin va khong co tac dyng uc ché thu thé alpha-1 hodc beta-adrenergic. O liéu diéu
tri, thudc khong gy budn ngu hay anh huong dén than kinh trung uong. Thude c6 tac
dung nhanh va kéo dai do thuc gian chdm vao thu thé H,, tao thanh phirc hop bén vitng
va tach ra cham.

15. Pac tinh duoec dong hoc:

Hdp thu: Thubc hép tot khi dung duong uéng. Thirc dn lam glam nong do dinh trong
huyét tu ong khoang 17 % nhung khong lam cham thoi gian dat nong do dinh cia thude.
Sau khi uéng 1 vién 60 mg, nong do dinh trong mau khoang 142 nanogam/ml (Cumax) dat
duoc sau 2 — 3 gid (Tmax), thoi gian tac dung 12 gio.

Phdn bé: Ti 1& két hop voi protein huyét tuong cia thudc 1a 60 — 70 %, chi yéu la véi
albumin va alpha 1 — acid glucoprotein. Thé tich phan bd 1a 5,4 — 5,8 lit’kg. Khong rd
thude ¢6 qua nhau thai hodc bai tiét vao sita me hay khong, nhung khi dung terdenadin
da phat hién dugc fexofenadin la chat chuyén hoa cua terfenadin trong sitra me.
Fexofenadin khong qua hang rdo mau — nao.

Chuyén héa: Xap xi 5 % liéu dung cta thudc dugce chuyén héa. Khoang 0.5 — 1,5 % duoc
chuyén hoa & gan nho hé thong enzym cytochrom P450 thanh chat khong c¢6 hoat tinh.
3.5 % duoc chuyén hoa thanh dan chét ester methyl, chii yéu nho hé vi khuén rudt.
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hai trie: Thot gian ban thai cua fexofenadin khoang 14,4 gid, kéo dai hon ¢ nguoi suy

than. Thudc thai trir chii yéu qua phéan (xdp xi 80 %), 11 — 12 % liéu dung dugc thai trir
qua nudc tiéu dudi dang khong doi.

Duweoe dong hoc o nguoi suy than:

Cler 41-80ml/phut: nong do dinh cao hon 87 %, thai gian ban thai dai hon 59 %.

Cle 11-40ml/phut: nong d6 dinh cao hon 111 %, thoi gian ban thai dai hon 72 %.

Cler < 10ml/phit (& nguoi dang thuc hién thAm phén): ndng do dinh cao hon 82 % va thdi
gian ban thai dai hon 31% so vdi nguoi khoe manh.

Loai bo bang thim phan mau khong hiéu qua.

16. Qui cach déng goi:

Hop 10 vi (nhom-PVC) x 10 vién. Hop 5 vi (nhém-nhom) x 10 vién.

17. Piéu kién bio quin, han dung, tiéu chuén chit lwgng ciia thudc:

- Piéu kién bao quéan: Noi khd, nhiét do duagi 30°C.

- Han dung: 24 thang tinh tir ngay san XUuAt.

- Tiéu chuén chat lwong: TCCS (NSX).

18. Tén va dia chi co s¢ san xuat:

CONG TY CO PHAN HOA DUQC VIET N

Viét Nam.
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