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Indications, adminslration, dosage,
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| Keep out of reach of children
Read carefully the enclosed Insert
before use
Stora at temparalure below 30°C, in
a dry place, protect from light.
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Poc ki hudng dan sir ﬂuﬂg”tﬂfﬂ‘s-kh.l ding
Thong bdo ngay cho bac sy hodc dugc sy nhirng tdc dung khéng mong mudn gdp phai khi sit
dung thudc.

PHAN 1. HUGNG DAN SU DUNG THUGC CHO NGUBI BENH

1. THANH PHAN, HAM LUQGNG CUA THUGC: M&i vién nén bao phim chia:
— Hoat chét: Fexofenadin hydroclorid.......ccoco....... 120 mg

— T4 dugc: lactose dap thang, cellulose vi tinh thé PH 102, tinh bot tifn hd héa, natri
croscarmellose, magnesi stearat, ponceau 4R lake, opadry Il white.

ai-",r"

2. MO TA SAN PHAM:
Vién nén bao phim, hinh oval, mau hdng, hai mit tron va I6i.

3. QUY CACH BONG GOI:
- Hop 1 vi x 10 vién nén bao phim.
- Hop 10 vi x 10 vién nén bao phim.

4. THUOGC DUNG CHO BENH Gi:
FENIDOFEX 120 dugc dung trong:

- Diéu tri cdc triu chdng do viem mii di tng 6 nguti 16n va tré em trén 6 tudi, bao gdm: Hat hoi,
s mii, nglia miii hong, va db, ngla, chay nudc mat.
- My day vd cin man tinh 6 ngudi I6n va tré em trén 12 tudi.

5. NEN DUNG THUGC NAY NHU THE NAO VA LIEU LUGNG:
Cach ding: Thudc dung dubng udng, thoi di€ém udng thudc khong phu thube vao bifa dn.
Liéu ding:
Viém mui di ¢ng:
Liéu théng thudng cho ngudi Ién va tré tu 12 tudi trd Ién: 1 vien, udng 1 lan/ngdy.
May day man tinh vd can:
Liéu théng thudng cho nguoi I6n va tré em trén 12 tudi- 1 vién, udng 1 1An/ngay.
Ngudi suy gan, ngudi gia: Khong can diéu chinh liéu.
Ngudi suy than: Can giam liéu doi véi bénh nhan bi suy than.
6. KHI NAO KHONG NEN DUNG THUGC NAY:
Khong st dung FENIDOFEX 120 néu:
Ban cd tién s man cam véi bt ci thanh phan nao cla thudc.
Tré em dudi 12 tudi.
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7. TAC DUNG KHONG MONG MUBN:

- Thudng gap, hon 1 trén 100 ngudi ding:
Budn ngl, mét mai, dau ddu, mat ngd, chong mét, bubn nén, kho tidu, nhifm virus (cam, cam),
dau byung kinh, nhiém khu&n dudng ho hap trén, nglia hong, ho, sot, viém tai giia, viém xoang, dau
lung.

- It gdp, hon 1 trén 1000 ngudi ding:
So hai, rdi loan gidc ngt, 4 mdng, khdé miéng, dau bung.

- Hiém gap. it hon 1 trén 1000 ngudi ding:
Ban, may day, ngtia, phti mach, tiic nguc, khd thd, dd biing, sbc phan vé.
Céch xi tri khi gap tdc dung khdng mong mudn: Tac dung khéng mong mudn clia thusc thudng
nhe, chi 2,2% nguti hénh phdi ngiing thudc do tac dung khdng mong muén cla thudc.
Thong bdo ngay cho bdc sy hodc dugc sy nhiing tac dung khong mong mun gip phéi khi sif dung
thude.

8. NEN TRANH DUNG NHUNG THUOGC HOAC THUC PHAM GI KHI DANG SU’ DUNG THUGC NAY:

Tham v&n ¥ kién bac sy trude khi dung FENIDOFEX 120 néu ban dang st dung mdt trong cdc loai

thudc hodc thuc phdm sau;
Ketoconazol hodc erythromycin.
Cac thudc trung hoa acid (nhu Maalox...).
Nube trdi cdy nhu nuéc budi, nudc cam, tdo.

9. CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUGC: J
NE&u ban quén dung thudc, ding né ngay khi ban nhd. Néu thai gian gan t6i liéu k& tiép, thi hay bo “~
qua liéu bi quén va ding liéu ké tiép theo k& hoach binh thudng. Khéng nén gap déi liéu dung.

10. CAN BAD QUAN THUGC NAY NHU THE NAO:

O nhiét do dugi 30°C, nai kho rdo, tranh &nh séng. g
21
11. NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUGC QUA LIEU: 7
Qué liéu FENIDOFEX 120 ¢4 thé xdy ra: Budn ngl, chéng mat, kho miéng. C
2 2 % X « . 5 2 o . DL
12. CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAD: \

N&u ban diing FENIDOFEX 120 qud lieu khuyén cdo thi ban can phai: <
e Thong bdo ngay cho bac sy hodc d€n b&nh vién gn nhat.
e NhG mang theo nhadn thudc hodc lugng thudc con lai dé bdc sy bigt thuSc ma ban da
dung.
13. NHONG DIEU CAN THAN TRONG KHI DUNG THUGC NAY:
Tham khdo y ki€n bdc sy néu ban di cod nguy co tim mach hodc da co khoang QT kéo dai tii
trudc.
Ban khang nén ty diing thém thudc khang di Gng nao khac khi dang ding fexofenadin.
Tham kh&o ¥ ki€n bac sy n&u ban trén 65 tudi hay bi suy than. _
Mdc do an toan va hiéu qué khi sii dung cho tré em du6i 6 tudi chua dudc xdc dinh. 'tl'/
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14.

15.

Can ngting fexofenadin it nhat 24 - 48 gid trude khi tifn hanh cdc thli nghiém khdng nguyén tiém
trong da.
Thudc nay cd chia:
Lactose. NEu ban da biét rang ban khéng dung nap mét vai loai dutng thi hdy théng bdo cho
bdc sy trudc khi sti dung thudc nay.
Ponceau 4R lake, cd thé gay phdn (ng di dng.
Phu nii ¢d thai va cho con bi: Tham khao y kién bac sy trude khi diing thudc.
Anh huéng cla thudc dai véi cang viee: Thudc it gy budn ngd, nhung ban vAn nén than trong
khi 1ai xe, vdn hanh mdy mdc, |am viéc trén cao va cac trudng hgp khéc.,
KHI NAO CAN THAM VAN BAC SY, Dugc sY:
Trong tniting hop qué liéu hodc tac dung khong mong mudn.
Khi dang dung thudc khac hoic mot loai thuc pham.
N&u cén thém théng tin xin héi ¥ kién bac sy hodc duogc sy.

HAN DUNG CUA THUDC: 36 thang k& tir ngay san xut, Khong dung thudc khi qué han diing.
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PHAN II. HUGNG DAN SU DUNG THUBC CHO CAN BO Y TE

1. DUQC LUC HOC:

Nhom duge fy: Khang histamin thé hé 2, doi khang thu thé Hs.

Ma ATC: ROBAX26

Fexofenadin 13 thudc khang histamin thé hé thi hai, c6 tic dung doi khdng ddc hiéu va chon loc
trén thu thé Hy ngoai vi. Thudc 13 mot ch&t chuyén hda c6 hoat tinh cla terfenadin nhung khong
con déc tinh doi véi tim do khong Uc ché kénh kali lién quan dé&n sy téi cuc t& bao cg tim.
Fexofenadin khdng c6 tac dung déng ké véi doi khang acetylcholin, doi khang dopamin va khong ¢
tic dung Gc ché thu thé alphas. hodc beta-adrenergic. O lidu diéu trj, thusc khong gdy ngd hay anh
hudng dén hé than kinh trung uong. Thudc c6 tic dung nhanh va kéo dai do thudc gin két vao thy
thé Hy tao thanh phic hop bén viing va tach ra cham.

. DUQC BONG HOC:

Thuéc hédp thu t6t qua dudng ubng. Sau khi udng 1 vién nén 60 mg, ndng do dinh trong mAu
khodng 142 nanogam/ml, dat dugc khodng sau 2 dén 3 gid. Thic dn lam giam ndng do dinh trong
huy&t tuong khodng 17% nhung khong lam cham théi gian dat ndng do dinh trong huyét tucng cla
thudc. Thé tich phan b 13 5.4 dén 5,8 litkkg.

Khodng 60 — 70% lién k&t vdi protein huy8t tuong. X4p xi 5% liéu dung cla thubc dugc chuyén héa
trong niém mac rudt. Chi khodng 0,5 - 1,5% dugc chuyén ddi sinh hoc & gan nhd hé cytochrom
Psso. Nira ddi thai trir cla fexofenadin khodng 14,4 gio, kéo dai hon 6 ngudi suy than. Thuéc thai tru
chll yéu qua phan (khoang 80%) va 11 - 12% liéu dung dugc thai trif qua nudc tiéu. Thudc khong
qua hang rao mau ndo.

. CHI BINH:

FENIDOFEX 120 dugc chi dinh trong:

- Di8u trj céc triéu ching do viém mii dj Gtng 6 ngudi I6n va tré em trén 6 tudi, bao gdm: hit hdi,
s6 mii, nglia mi hong, va dd, ngda, chdy nuc mat.

- My day v8 cin man tinh & ngudi 16n va tré em trén 12 tudi.

. CACH DUNG, LIEU DUNG:

Céch ding: Thudc diing dudng ubng, thoi diém udng thudc khdng phu thubc vao biia &n.
Liéu ding:

Viém mai dj fng:

Liéu théng thudng cho ngudi I6n va tré tr 12 tudl trd én: 1 vién, ubng 1 1An/ngay.
May day man tinh vo can:

Lidu théng thudng cho ngudi Ién va tré em trén 12 tudi: 1 vién, udng 1 1dn/ngay.
Ngudi suy gan, ngudi gia; Khong can diéu chinh lidw.

Ngudi suy than: Can giam liéu dBi véi b&nh nhin bi suy than.

. CHONG CHi BINH:

B&nh nhan ¢ tién st man cdm vdi bat ot thanh phén nao cla thudc.

Tré em dusi 12 tudi. W

6. LUU Y VA THAN TRONG:

-
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Tuy thudc khong c6 dgc tinh trén tim nhu terfenadin, nhung van cin phai theo ddi khi diing thudc
cho ngudi da co nguy cd tim mach hodc da co khoang QT kéo dai tUi trudc.

Khéng nén tu ding thém thudc khdng histamin nao khéc khi dang dung fexofenadin.

Thén trong & nhiing bénh nhan cao tudi (trén 65 tui).

Mic dg an toan va higu qua khi sti dung cho tré em dudi 6 tudi chua dugc xac dinh.

Bénh nhén bi suy than.

Can ngting fexofenadin it nhat 24 - 48 gid trudc khi ti€n hanh cdc thii nghiém khéng nguyén tiém
trong da.

Thudc nay ¢ chira:

Lactose. Bénh nhdn c¢6 van dé vé di truyén hiém gdp khong dung nap galactose, thigu hut lactose
Lapp hodc kém hdp thu glucose-galactose khéng nén diing thudc nay.

Ponceau 4R lake, c6 thé gay phan tng di Ung.

Phu nif co thai va cho con bd: Dung FENIDOFEX 120 cho phy nit mang thai khi Igi ich cho me
vugt troi so voi nhiing nguy co ddi vai thai nhi. Khéng 16 thubc c6 bai tigt qua siia hay khéng, vi
vay can than trong khi ding FENIDOFEX 120 cho phu nil dang cho con bd. Tham khdo ¢ kién
bac sy trudc khi ding thudc.

Anh huéng ciia thubc ddi véi cong viec: Thudc it gay budn ngl, nhung vin nén than trong khi
lai xe, van hanh may mac, lam viéc trén cao va cdc trudng hap khéc.

7. TUGNG TAC THUGC:
Ding dong thoi fexofenadin véi ketoconazol hodc erythromyein, 1am ting néng do cla fexofenadin
trong huyét tuong.
Ding déng théi fexofenadin voi céc thufc trung hoa acid (nhu Maalox..) c6 thé 1am gidm ndng do
ctia fexofenadin trong huygt tuong, vi vy phdi diing cdc thudc nay cach nhau (khodng 2 gio).
Nu6c trai cdy nhu nudc budi, nuéc cam, téo c6 thé lam giam tinh khd dung sinh hoc cla
fexofenadin.

8. TAC DUNG KHONG MONG MUON:

- Thuéing gap, ADR > 1/100
Budn ngl, mé&t moi, dau ddu, mat ngt, chéng mat, budn nén, kho tiéu, nhiém virus (cdm, cim),
dau bung kinh, nhi€m khuén dudng ho hdp trén, ngda hong, ho, s6t, viém tai gilia, viém xoang, dau
[ung.

- [t gdp, 1/1000 < ADR < 1/100
Sg hai, roi loan gidc ngl, 4c mdng, khd miéng, dau bung.

- Hiém gdp, ADR < 1/1000
Ban, may day, ngifa, phlt mach, tiic nguc, khd thd, do biing, sdc phan vé.
Cach xir tri ADR: ADR cla thudc thuong nhe, chi 2,2% ngudi b&nh phai ngiing thuéc do ADR clia
thude,

9. QUA LIEU VA XU TRi:
Triéu ching: Buén ngu, chong mat, khd miéng.
XU tri: Sl dung cdc bién phap xi tri thong thudng d€ loai bd thudc con chua dudgc hap thu & dng
tiéu hoa. Di€u tri hd trg va diéu tri trigu ching. Loc mau lam gidm ndng do cla thudc trong méu

khong dang ké. Khéng co thudc gidi ddc hiéu. 5

> ~ . - . e 4
10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: "

£h. -
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Khdng diing qué liu chi dinh.

11. TEN, BIA CHi, BIEU TUGNG CUA CU SG SAN XUAT:
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bT: (061) 3992999 Fax: (061) 3835088

12. NGAY XEM XET SUA D01, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG THUGC:
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