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Fexofenadin hydroclorid 60 mg

Thanh phan: Mai vién chiva:

Fexofenadin hydroClorid ..o 60 mg.
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Chi dinh, cach diing va liéu diing, chéng chi dinh va cac théng tin khac:

Xem trong t& Hwéng dan s dung thubc kém theo.

Bao quan: Noi kho, nhiét dd dudi 30°C, tranh anh sang.

Tiéu chuén chét lwgng: TCCS.

DE XA TAM TAY TRE EM.

POC KY HUONG DAN TRUGC KHI DUNG.

San xuét tai: Céng ty C& phan Dwgc phdm Cong nghé cao Abipha.

Dia chi: Ld dat CN-2, Khu cong nghiép Pht Nghia, Xa Phi Nghia, Huyén
Chwong My, Thanh phd Ha Noi
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fighé cao Abipha

CYCLOSILA
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CYCLOSILA

Dé xa tam tay tré em

Poc kj huedng dan sir dung trieée khi dimg

1. THANH PHAN CONG THUC THUOC

MJi vién nén phén tan trong miéng chira:

Thamh phan dirge chat: Fexofenadin hydroclorid 60 mg

Thanh phcfn 1 duwoe: Cellulose vi tinh thé 101, croscarmellose sodium, sucralose, povidon
K30, poloxamer 188, mannitol, huong trai cdy dang bjt, magnesi stearat, colloidal silicon
dioxide.

2. DANG BAO CHE

Vién nén phéan tan trong miéng.

MO ta: Vién nén hinh tron, mau tréng dén tre‘ing nga, hai mit tron, canh va thanh vién lanh lan,
¢O vi ngot, mui thom.

3. CHi PINH

Piéu tri triéu ching trong viém miii di Gmg theo mua, may day man tinh v6 cin & ngudi 16n va
tré em trén 6 tudi.

4. CACH DUNG, LIEU DUNG

Ciach dung:

Thube diung dudng udng. Dat vién nén trén ludi, lam am bang nudc bot, nghién nhe bang ludi
va nudt sau khi vién ra hét. Khong nhai hay nudt vién thudc chua tan. Ngoai ra, ¢6 thé phan
tan vién nén trong nuodc trude khi dung.

Thoi diém ubng thudc khong phu thude vao bita an. Nén udng fexofenadin hydroclorid va
thubc khang acid c6 chira nhém va magnesi hydroxyd céch nhau it nhat 2 gid. Khong udng
v6i nude hoa qua vi ¢ thé lam giam sinh kha dung cta thude.

Liéu dung:

Khuyén cdo str dung thudce c6 ham lugng phii hop véi liéu ding.

Hiéu qua cua fexofenadin hydroclorid chua duge xac dinh & tré em dudi 6 tudi. Khong ding
cho tré dudi 6 tudi.

Tinh an toan va hiéu qua cua fexofenadin hydroclorid ¢ tré em bi suy than hodc suy gan chua
duoc xéc dinh.

Diéu tri triéu chitng trong viém miii di iing theo mia:

Ngudi 16n va tré em > 12 tudi: 60 mg x 2 lan/ngay, hodc 120 mg x 1 lan/ngay, hodc 180 mg x
I lan/ngay.

May day man tinh vo cdan:
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Nguoi 16n va tré em > 12 tudi: 60 mg x 2 lan/ngay hogc 180 mg x 1 lan/ngay.

Nguroi suy than va nguroi gia:

Tré em > 12 tudi va ngudi 16n bi suy than, ngudi gia: Bat diu dung tir lidu 60 mg ubng 1
lan/ngay, diéu chinh liéu theo chirc ning than.

5. CHONG CHI PINH

Quéa man vai bét ky thanh phan nao cua thudc.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Can than trong va diéu chinh liéu thich hop khi dung thudc cho ngudi cao tudi (trén 65 tudi),
nguoi suy than.

D6 an toan va tinh hiéu qua cua thudc & tré em dudi 6 tudi chua duoc xac dinh.

Can ngimg fexofenadin it nhit 24 - 48 gid trude khi tién hanh céc thir nghiém da.

Dung fexofenadin 1am bénh vdy nén nang lén.

Mic du fexofenadin khong gay ddc cho tim nhu terfenadin, nhung fexofenadin da gay kéo dai
khoang QT,, ngét va roi loan nhip that & it nhat mot bénh nhan mic bénh tim mach.

Tinh an toan va hiéu qua cua fexotenadin hydroclorid ¢ tré em bi suy than hodc suy gan chua
duoc xac dinh. Fexofenadin hydroclorid nén dugc dung than trong & nhitng bénh nhén nay.
Bénh nhan ¢6 tién sir hodc dang mic bénh tim mach nén dugc canh bio rang thudc khang
histamin 1a mot loai thude ¢6 lién quan dén cac tac dung phu nhu nhip tim nhanh va hdi hép.
7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Thoi ky mang thai

Khéng c6 bang chang thude gdy quéi thai & ngudi. Tuy nhién, khong nén ding thudc khang
histamin & phu nir mang thai, thude chi duoc dung khi loi ich cho me vuot trdi nguy co cho
con.

Cac nghién clru han ché trén dong vat khong chi ra tdc dung co6 hai truc tiép hodc gian tiép
lién quan dén tac dong dén thai ky, su phét trién cia phoi thai/thai nhi, qua trinh sinh né hoic
su phat trién sau sinh.

Thoi ky cho con bu

Phan 16n thude khang histamin thay trong sita me véi lugng khac nhau, mic du chua ¢6 bf?mg
chimg thudc gay hai cho tré bu me, nhung nén tranh dung thube trong thoi ky cho con bu.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Tuy fexofenadin it gdy budn ngi, nhung van can than trong khi l4i xe hodc diéu khién may
mac.

9. TUONG TAC, TUONG KY CUA THUOC

Twong tac ciia thude:
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Céc thudc nén tranh phéi hop voi fexofenadin: aclidinium, azelastin (miii), cimetropium,

eluxadolin, glucagon, glycopyrolat, ipratropium (hit qua miéng), levosulpirid, orphenadrin,

paraldehyd, kali clorid, thalidomid, tiotropium, umeclidinium, thube khang acid chira nh6m

va magnesi.

Erythromycin va ketoconazol: Lam ting ndng do fexofenadin trong huyét twong nhung khong

lam thay dbi khoang QT.

Verapamil, cac chit tc ché p-glycoprotein: Nong do fexofenadin c6 thé bi ting.

Cbn, thudc an than, chit khang cholinergic: Fexofenadin c6 thé lam ting ndng dd cac chét

nay. :

Chét Gic ché acetylcholinesterase, betahistin: Fexofenadin c¢6 thé 1am giam ndng do cac chét

nay (6 TKTW).

Chét Gc ché acetylcholinesterase, amphetamin, cac chit khang acid, nudc ép budi, rifampin:
Fexofenadin c6 thé bi giam nong do boi cac chét nay (&6 TKTW).

M6t nghién clu tuong tac thude-thude 1am sang cho thdy viéc ding dong thoi apalutamid

(chit gay cam (g yéu P-gp) va mot liéu udng duy nhat 30 mg fexofenadin din dén giam

30% AUC cua fexofenadin.

Khong thdy tuong tac giita fexofenadin hydroclorid va omeprazol. Tuy nhién, viéc ding

thube khang acid c6 chira gel nhdm va magnesi hydroxyd 15 phut truée khi ding fexofenadin

hydroclorid da lam giam sinh kha dung, rat ¢6 thé la do lién két trong dudng tiéu hoa. Nén

udng fexofenadin hydroclorid va thudc khang acid ¢6 chira nhém va magnesi hydroxyd céch

nhau it nhat 2 gio.

Twong ky ciia thude:

Do khéng ¢6 cac nghién ciru vé tinh tuong ky cia thude, khong tron 13n thude nay véi céc

thuée khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Céc tac dung khong mong mubn (ADR) ciia thudc khong bi anh hudng bai lidu dung, tudi,

gidi va chung tdc cua bénh nhan.

Rt thirong gép, ADR > 1/10

Than kinh: Pau dau (5-11%).

Ti€u hoa: Non.

Thirong gap, ADR > 1/100

Than kinh: Budn ngu, mét moéi, dau du, mat ngt, chong mat.

Tiéu hoa: Budn nén, kho tiéu, tiéu chay.

Khac: D& bi nhiém virus, nhiém khuan duong hé hép trén, dau bung trong ky kinh nguyét,

ngtra hong, ho, sot, viém tai gitra, viém xoang, dau lung.
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It gdip, 1/1000 < ADR < 1/100

Than kinh: So hi, r6i loan giéc ngu, 4&c mong.

Tiéu hoa: Khé miéng, dau bung.

Hiém gp, ADR < 1/1000

Da: Ban, may day, ngua.

Phan (g qua man: Pht mach, tirc nguc, kho thd, dé bung, phan vé.

Huéng din cich xie tri ADR:

ADR cuia thube thuong nhe, chi 2,2% ngudi bénh phai ngimg thuéc do ADR cua thudc.
Thong bdo ngay cho bdc sy hodic dwoc st khi gip cdc tic dung khong mong muon khi siv
dung thuéc hodc bio cdo cdc phan irng c6 hai ciia thude vé Trung tim Thong tin thudc va
Theo doi phén teng c6 hai ciia thuéc (ADR) Quic Gia.

Dia chi: 13 - 15 Lé Thanh Téng - Hoan Kiém - Ha Noi.

Dién thoai: 024.3.9335.618; Fax: 024.3.9335642; Email: di.pvcenter@gmail.com

11. QUA LIEU VA CACH XU TRi

Triéu chirng: Thong tin vé doc tinh cip cia fexofenadin con han ché. Tuy nhién, budn ngu,
chong mét, khoé miéng da duoc béo cdo.

Xir tri: Khong c6 thude giai doc dac hiéu. Sir dung céc bién phép thong thuong (nhu gdy non,
rita da day) dé loai bo phan thudc con chua duoc hip thu & dng tiéu hod. Didu tri hd tro va
diéu tri triéu chung. Tham phan mau khong loai bo dugc fexofenadin.

12. PAC TINH DUQC LUC HQC

Nhom dwoc ly: Thube khang histamin H, thé hé th{r hai

Mda ATC: RO6AX26

Fexofenadin 1a thudc khang histamin thé hé hai, c6 tac dung dbi khang dédc hiéu va chon loc
trén thu thé H, ngoai vi. Thudc 1a mot chét chuyén héa ¢6 hoat tinh cta terfenadin, cling canh
tranh voi histamin tai cac thu thé H, & duong tiéu héa, mach mau va duong ho hép, nhung
khong con doc tinh ddi véi tim do khong (e ché kénh kali lién quan dén su tai cuc té bao co
tim. Fexofenadin khong c6 tic dung dang ké dbi khang acetylcholin, déi khang dopamin va
khong c6 tac dung tic ché thu thé alpha; hodc beta-adrenergic. O liéu diéu tri, thudc khong
gdy ngu hay anh hudng dén than kinh trung uong. Thude ¢6 tic dung nhanh va kéo dai do
thude gan cham vao thu thé Hy, tao thanh phirc hop bén viing va tach ra cham.

13. PAC TINH DUQC PONG HQC

Hip thu

Thube hép thu tot sau khi udng va bat dau tac dung sau 60 phiit. Nong do dinh trong mau dat

dugc sau 2-3 gid. Thirc dn giau chat béo lam giam ndng do dinh trong huyét tuong khoang
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17% va kéo dai thoi gian dat ndng do dinh cua thude (dén khoang 4 gio). Tac dung khang
histamin kéo dai hon 12 gio.

Phin b

Ti 1é lién két véi protein huyét tuong cta thude 1a 60-70%, chu yéu v6i albumin va alpha,-
acid glycoprotein. Khong r6 thude c¢6 qua nhau thai hodc bai tiét vao sita me hay khoéng,
nhung khi dung terfenadin da phat hién duoc fexofenadin 1a chit chuyén hoéa cua terfenadin
¢o trong sita me. Fexofenadin khéng qua hang rao mau - néo.

Chuyén héa

Fexofenadin rat it bi chuyén hoa (khoang 5%, chii yéu & niém mac rudt; chi ¢6 khoang 0,5-
1,5% dugc chuyén héa & gan nhod hé enzym cytochrom P450 thanh chit khong c6 hoat tinh).
Khoang 3,5% liéu fexofenadin chuyén hoa qua pha 1l (khong lién quan dén hé enzym
cytochrom P450) thanh dan chat methyl ester. Chat chuyén héa nay chi thdy & trong phén nén
c6 thé ¢é su tham gia cia cdc vi khuin dudng rudt vao chuyén héa nay.

Thai trir

Thoi gian bén thai cia fexofenadin khoang 14,4 gio, kéo dai hon (31-72%) & nguoi su)g\ an.

Thude thai trir cha yéu qua phan (xap xi 80%) va nudc tiu (11-12%) dudi dang khon\g@ '.

Loai b6 bang thim phan mau khong hiéu qua.

Dugc dpng hoc & nguweoi suy thin so véi nguwoi khée manh
Cler 41 - 80 ml/phut: Cpax cao hon 87%, t;» kéo dai hon 59%.
Cler 11 - 40 ml/phat: Chyx cao hon 111%, t,» kéo dai hon 72%.
Cler < 10 ml/phut (6 nguoi dang thuc hién thadm phan): Cyx cao hon 82% va t;» kéo dai hon
31%.

14. QUY CACH PONG GOI

Hop 3 vi x 10 vién.

15. PIEU KIEN BAO QUAN

Noi kho, nhiét do dudi 30°C, tranh anh sang.

16. HAN DUNG

36 thang ké tir ngdy san xuét.

17. TIEU CHUAN CHAT LUQONG

TCES.

18. TEN, PIA CHI CUA CO SO SAN XUAT

CONG TY CO PHAN DUQC PHAM CONG NGHE CAO ABIPHA

Dia chi: L6 dit CN-2, Khu cong nghiép Phu Nghia, Xa Phii Nghia, Huyén Chuong My,
Thanh phd Ha Nbi, Viét Nam
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