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MAU NHAN DANG KY THUOC 
MAU HOP UPTIFAST 60 

Hép 1 vi x 10 vién nén bao phim 

THUOC CHONG D! UNG 

(Ca sé san xudt: 

CONG TY CO PHAN DUOC PHAM TW 25 
4486 Nguydn Tt Thanh, P18, 0.4, TRHCM, VIET NAM 

GMP-WHO BT: (84,78) 39.4 14.968. FAX: (84,28) 39,415,550 

ptifast 60 
Fexofenadin hydroclorid 60 mg } 

Thanh phan: 
Fexofenacin hydroclorid. 
Tadugevira du... 

Chi dinh, cach ding, inh, 
Xem trong te huang dan sé dung thuéckem theo. 

ic théng tin khac: 

BE XATAM TAY TREEM 
BOC KY HUONG DAN SU DUNG TRUOC 
KHI DUNG 

Tiéu chuan: TCCS 

Bao quan: Noi khé, tranh anh sang, nhiét d6 khong qua 30°C. SBK (Reg.No.): 

Fexofenadin hydroclorid 60 mg ) 

ANTI-ALLERGY 

Manufacturer 
(0B) N°26 CENTRAL PHARMACEUTICAL JOINT-STOCK COMPANY 

4488 Nguyen Tat Thanh St. Ward 18, DisL4, HCMC, VIETNAM 
FAX: (G4 28) 38.415.550 GMP-WHO TEL: (84.28) 38.41 4.968, 86
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‘Composition: 
Fexofenadine hydrochloride.. 
Excipients.... 

ration, contral and 

KEEP OUT OF REACH OF CHILDREN 
SEE CAREFULLY THE PRESCRIPTION BEF ORE USE 

other information: See the enclosedleaflet. 
‘Storage: In a dry place, protect from fight, at a temperature 
not exceeding 30°C. 
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MAU NHAN DANG KY THUOC 
MAU HOP UPTIFAST 60 

Hép 3 vi x 10 vién nén bao phim 

Hop 3 vix 10 vién nén bao phim 

ptifast 60 
Fexofenadin hydroclorid 60 mg ) 

THUOC CHONG DJ (PNG 

Cr sé sin dt 

CONG TY CO PHAN DUG PHAM TW 25 
4486 Nguyén Tat Thanh, B18, 0.4, TRHCM, MET NAM ( 
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GMP-WHO = OT, (84.28) 39.44.9658 FAX: (84.28) 39.415.550 

=O eee 

Thanh phan: BEXATAMTAYTREEM _ . 
Fexotenadin hydroclarid. 60mg BOC KY HLPONG DAN SL? DUNG TRUOC 
Ta durg'e viva dt... A vien én ‘bao phim KHI DUNG 

Chi djnh, cach aang, ‘chéng chi djnh, va cdc théng tin khéc: 8 

Xem trong te hong dan sir dung thuéc kem theo, Tidu ehuan: TCCS 
| Bao quan: Noikho, tranh anh sang, nhigi dé khang qua 30°C. SDK (Reg.No.): 

_ A -s, ———— 

ptifast 60 
Fexofenadin hydroclorid 60 mg ) 

ANTI-ALLERGY eon 
3 244 
deg 

Msnufacturer x 2 raf 
N°25 CENTRAL PHARMACEUTICAL JOINT-STOCK COMPANY . 27 
4438 Nguyen Tat Thanh St, Ward 15, Dist, HOMC, VIETNAM 3 8 2 

GMP-WHO TEL: (64.28) 39.414.968 FAX: (84.28) 9.415.550 2 f 
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ath mec  hyrochlr KEEP OUT OF REACH OF CHILDREN 

Exp, Se Thin Deere ty SEE CAREFULLY THE PRESCRIPTION BEFORE USE 
and Specification: MS ee TUN ‘Storage: In a dry place, protect from light, at a temperature: 

nol exceeding 30°C. ae 
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MAU NHAN DANG KY THUOC 
MAU HOP UPTIFAST 60 

H6p 10 vi x 10 vién nén bao phim 

Hop 10 vix 10 vién nan bao phim 

ptifast 60 
Fexofenadin hydroclorid 60 mg } 

THUOC CHONG DI UNG 

Cost ebro 

CONG TY CO PHAN DUC PHAM TW 25 
(4488 Nouyén 1ét Thanh, 182.4, TPM, WET NAM 

GMPWHO DT: (84.20) 54 414.868 PAX: (84.28) 30.445.550 

Thanh phan: Tiéu chudn: TCCS 
Fexofenadin fyydielora,. sereeerernsener ec OOIMIQ . 
TA duoc vira di... wién nén bao phim SDK (Reg. No.) 

Chi djnh, cach ding, cl djnh, va cae théng tin khac: 
Kem trong to hyrong di an sir dee thudckém theo. 

Bao quan: Noi khé, tranh anh sang, nhiét d6 khang qua 30°C. 

_ __, DE XA TAM TAY TRE EM, . 
BOC KY HUONG DAN SIP DUNG TRU‘O'C KHI DUNG 

Box of 10 blister x 10 fm coated tablets 

ptifast 60 
Fexofenadin hydroclorid 60 mg ) 

ANTI-ALLERGY 

Manutecturer 
N°25 CENTRAL PHARMACEUTICAL JOIT-STOCK COMPANY 
4405 Nowryen Tot Thanh SL, rd 18, Bistd. HOMG, VIETNAM 

‘GMPANHO- TEL: (04.28) 39.44.9583, FAX (0 2) 30.415.580 88
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Pha abeeyls hydrochlors ie... 
Exc 
Indi ae, “administe ation, contraindications, and other 
information: See the enclosed leaflet. 
Storage: In adry place, protect from light, at a temperature not 
exceeding 30°C. 

083081 58 dN 

KEEP OUT OF REACH OF CHILDREN 

SEE CAREFULLY THE PRESCRIPTION BEFORE USE 
Specification: MS 
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MAU Vi: UPTIFAST 60 
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MAU NHAN DANG KY THUOC 
TO HUONG DAN SU’ DUNG (1/2) 

t3) 

UPTIFAST’ 60 
Vién nén bao phim 

E XATAM TAY TRE EM. 

DOC KY HUONG DAN SU DUNG TRUOC KHI DUNG. 
1. Thanh phan céng thirc thuéc 

- Thanh phan duge chat: 
Fexofenadin hydroclorid............--..:--nsseeese inet wee BO MQ. 

+ Thanh phan ta dugc: 
Lactose momohydrat, microcrystallin cellulose 102, pregelantinized starch, natri 
croscarmellose, magnesi stearat, hypromellose 6 cps, PEG 6000, talc, titan dioxyd, mau d 
oxyd st, mau vang oxyd sat....... vira dis 1 vién. 
Dang bao cha 

- Dang bao ché: Vien nén bao phim. 
- Métasan pham: Vién nén bao phim hinh oval, mau hdng, hai mat tron. 

Chi dinh 
- Viém mii dj tng: Uptifast 60 duge chi dinh dé didu tr trigu ching trong viém mdi dj eng thea 

mia &ngwdi lon va tré em tir 12 tudi tre lan. 
- May dayv6 cn man tinh: Uptifast 60 dude chi dinh dé didu tr trigu cheng ngoai da khng bién 

ching clla may day vé c3n man tinh & ngudi |én va tré em tl 12 tudi tro lén. Thude am glam 
ngtra va sé lugng dai may day mot cach dang ké. 
Liéu ding, cach ding 
Liéu dong 

- Ngwél lon va tré em 42 tudi trévlén: 1 vien * 2 lan mdingay. 
~ Ngwél suy than: Liéu khoi ddu khuyén ding la 1 vién x 1 lAn mdi ngay. 
- Ngwéi suy gan: Khéng can diéu chinh lidu. 
- Ngwrél cao tudi: Khéng can didu chinh lidu, ngoal tri o6 suy giam chic nang than, 

C4ch dung 
Thudcding dudng véng voi nude va trvdc be An. Khong udng thude voi nude hoa qua (nhy 
cam, burdi, tao). 

Chéng chi djnh 

Ngudéi man cam vdi fexofenadin, terfernadin hodc bat kl thanh phan nao ctia thude, 

Canh bdo va than trong khi ding thuédc 

Cn than trong va didu chinh lidu thich hgp khi ding thudéc cho ngudi cé chic nding than suy 
gidm vi néng 46 thudc trong huyét tuong tang do tha gian ban thai kéo dai, 
Cn than trong khi ding thudc cho nguréi cao tudi (trén 65 tudi) thugng cé suy gidm sinh ly 
chirc nang than. 

an toan va tinh higu qua cda Uptifast 60 chura duge danh gid trén tré em dui 12 tudi. 

Khéng ty dling thém thuéc khang histamin H, khac khi dang sir dyng fexofenadin. 

Can ngung fexofenadin it nhdt 24 — 48 gié trvéc khi tién hanh cdc thir nghiém khang nguyén 
tiém treng da. 

Dung fexofenadin lam bénh vay nén tang lén, 
Si dyng thudc cho phy n@ cé thal va cho con bt 
Phy né& cd thai 

‘Chia co nghién curu day di trén nguréri mang thai, chi ding fexofenadin cho phy n& mang thai 
khilgi ich cho me vugttréi nguy co déi vei thai nhi. 
Thoiky cho con bu 
KKhéng r6 thude cd bal tiét qua sa hay khng, vi vay cn than trong khi dling fexofenadin cho 
phy né dang nudi con bang stra me. 
Anh hung ctla thudc lén kha nang Iai xe, van hanh may mée 
Tuy fexofenadin it gay budn ngu, nhung van cAn than trong khi lai xe hoac didu khién may méc 
di hdi phai tinh tao. 

Twong tac, tveng ky cla thudc 
Erythromycin nae ketoconazol lam tang ndng 46 fexofenadin trong huyét tang nhung 
khéng lam thay doi khoang QT. Khéng cé sy khac biét v8 tac dng khéng mong muon dugec 
bao céokhi cdc thuédcnay dugc ding riéng Ié hay phdi hyp. 
Thudc khang acid chia nhém va magnesi néu diing ddng théi véi fexofenadin sé lam giam 
hap thu thuee, vi vay phai ding cae thudc nay céch nhau khodng 2 gic. 
Khong ghinhan cé tong tac gira fexofenadin va omeprazol, 

Néng dé fexofenadin cé thé bj ting do verapamil, cdc chat @c ché p-glycoprotein. 
Fexofenadin cé thé lam tang ning 46 cbn, cde chét an than hé than kinh trung vong, cdc chat 
khang cholinergic, Tranh dung fexofenadin voi rgu vi lam téng nguy ce an than (ngul). 

Fexofenadin cd thé lam gidm néng 46 cac chat irc ché acetylcholoinesterase (& than kinh 
trung vong), betahistin, 
Fexofenadin o6 thé bj giam ndng d6 béi cdc chat Wc ché acetyicholoinesterase (& thin kinh 
trung wong), amphetamin, cécchat khang acid, nvéec ép qua busi, rifampin, 
Nuc hoa qué (cam, budi, t4o) 6 thé lam gidm sinh kha dyng cia fexofenadin dén 36%. 



MAU NHAN DANG KY THUOC 
TO' HUONG DAN SU DUNG (2/2) 

10. Tac dung khéng mong muén cla thudc 

1 

12, 

14, 

Cécnghién cou lam sang o6 di chteng voi gid dug cho thay thé tac dyng khéng mong muén & nhém ngudi bénh ding fexofenadin twong tir nhu & nhém ding gid duge, Cac tac dyng khéng mong mudn ciia thudc khéng bj Anh hudng bai ligu ding, tudi, gidi tinh va ching toc cua bénh nhan. 

Thuéng gap (> 1/100): 
Than kinh: Budn ngu (1,3-2,2%), mat méi, dau dau, mat ngb, chong mat. 
Tiéu hoa: Buén nén, khé tiéu. 
Khéc: Dé bj nhiém siéu vi (cam, ctim), dau byng kinh, d& bj nhiém khuan hé hdp trén, ngvra hgng, ho, s t, vim tai gidra, viém xoang, dau lung. 
Itgap (> 11.000, < 4/100): 
Than kinh: S¢ hai, réiloan gidcngu, ac mong, 
Tiéu hod: Khé miéng, dau bung. 
Hiém gap (< 1/1.000): 
Da: Ban da, may day, ngira. 
Phan ing qua man; Phi mach, trcngye, khé they, do birng, chodng phan vé. Khéng r6 tn suat (khéng thé wérc tinh tir dor fi@u hién cé): 
Tim mach: Tang nhip tim, hai hép, 
Tiéu hoa: Tiéu chay, 

Qué lidu va cach xirtri 
Quétiéu 

Céc béo cdo vé qué lidu ctia fexofenadin It gap va théng tin va dc tinh cdp cén han ché, Tuy nhién, budn ngu, chéng mat, khé migng 44 dugc bao cao. 
Cach xi tri 

St dung cac bién phap théng thuéng dé leai bo phan thudccan chua dugc hp thu & éng tiéu hod. Biéu tr trigu chiyng va nang d@ tdng trang, Loc mau lam giam ndng 46 thudc trong mau khéng dang ké (1,7%). Khdng c6 thude giai déc dachiéu. 
Déctinh duyc lc hoc, duge déng hoc 
Duge ive hee 

Nhom duecly: Khang histamin H, thé hé thi hal 
M& ATC: ROBAX26 
Co ché tac dung: Fexofenadin la thuéc khang histamin thé hé thi hai, cd tac dung déi khang d&c hiéu va chon loc trén thy thé histamin H, ngo@i bién, Fexofenadin la chat chuyaén hod co hoat tinh cia terfenadin nhung khdng cén déc tinh déi vdi tim do khéng rc ché kénh kali lién quan dén sy tai cc té bao co tim. Fexofenadin khong ¢6 tac dung dang ké khang cholinergic. hogc dopaminergic va khng cé tac dung tc ché thy thé alpha-1 ho&c beta adrenergic. O'ligu didu tr), fexofenadin khong gay budn ngii hay anh huréng dén hé than kinh trung vong. Thudc 6 tac dung nhanh va kéo dai do thud gan cham vao thu thé H,, tao thanh phirc hop bén ving va tach ra cham. 

Owgc déng hoc 

Hp thu 

Fexofenadin dug hp thu tdt khi ding durdng udng va bat dau phat huy tac dyng sau khi udng 60 phut. Nang 4 dinh trong huyét twang dat duge sau 2-3 gid. Viéc str dung déng thoi fexofenadin voi che d9 4n nhiéu chat béo Jam gidm AUC va C.,, cla fexofenadin lin lugt la 21% va 20%. 

Phan bé. 
Khodng 60% - 70% fexofenadin gan két véi protein huyét tuong, ch yéu voi albumin va alpha-1 acid glycoprotein. Khéng ré thudc cé qua nhau thai hodc bai tiét vao stra me hay khéng. Fexofenadin khong qua hang rao mau nado 
Chuyénhéa 
Fexofenadin rt it bj chuy&n hoa (khodng 5%, chil ydu & niém macrudt. Chi Khodng 0,5-1,5% ligu ding chuyén hod & gan nhé hé enzym cytochrom P450 thanh ch itkhdng cé hoat tinh). 
Thai trie 
Théi gian ban thai trung binh cla fexofenadin khodng 14,4 gid, kéo dai hon (31-72%) & Nguoi suy than. Thudc dug thal trir dudi dang khéng ddi chi yéu qua phan khodng 80% va 11% quanuéctiéu. 
Quy cach déng gél 

H6p 1 vialu—alu x 10 vién nén bao phim 

H6p 3 vialu—alu * 10 vién nén bao phim 
H6p 10 vialu —aly x 10 vién nén bao phim 
Diéu kign bao quan, han ding, tldu chuan chat lweng cia thuée 
Bidu kién bao quan: Noi khé, tranh 4nh sang, nhiét d6khéng qua 30°C. 
Han dung: 36 thang (ké tir ngay san xuét). 
Tiéu chudn chatlugng cia thuée: TCCS 
Cosésan xuat 

CONG TY CO PHAN DUG't PHAM TW 25 
(ope) 448B Nguyén T4t Thanh, P.18, Q.4, TRHCM, VIET NAM 
GMP-WHo DT. (84.28) 39.414.968 FAX; (84.28) 39.415.550. 


