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70 HUONG DAN SU DUNG THUOC CHO NGUOT BENH

' RUTANTOP
(, central oty
pharmacy Bige ki hidng dén irude khi diing.
Thing bdo nguy choe bdc sy hay dige 5§ nhitng
TrungTamThuoc.com wde dyng khing mong mudn gdp phdi kki ding thude
1. THANH PHAN, HAM LUGNG THUOC:
Midi Sml chita:
Fexofenadin hydroclorid 30 mg
Td duge vifta dil 5 ml
(Aerosil, Givcerin, Sucrose, Methyl paruben, Propyl paraben. Xanthan gum, Magnesium stearai,
'."um Sruiti flavour, Acid citric monohydrat, Mau Ervehirosin, Nude tink khidt)
2. M0 TA SAN PHAM: Siro thusic dang han dich mau béng nhat. vi ngot hoi ding, o6 mi trdi cdy.
3. QUY CACH PONG GOIL: Hap 1 chai — Chai 60 mil.
Hiip 1 chai - Chai 50 ml.
4. THUOC DUNG CHO BENH Gl:
Thude duge chi dinh diéu 1 wigu chimg ong viém mii Jj tog theo mba, miy day man tinh v cin J 1ré em ¥A

ngudi 10n.

5. NEN DUNG THUGC NAY NHU THE NAO VA LIEU LUGNG:

Lde diéu trude khi sit dung.

- Thudc ding duimg udng. Khing udng vdi nude hoa qud. Thivi diém ding thuSc khéng phu thudc vie bita in, -
Viém mii df ding: ]
- Lidu uidng thrdng cho ngudi [da vi ié em wén 12 wdl: 60 mg = 2 Wn/ngdy hole 180 mg * 1 Mn/mgly. ]
- Lidu thdng thudng cho ué em tir 2= 11 wdi: 30 mg x 2 ln/ngdy.

May day man tinh vi edin:

- Lidd thng thuding cho mguish 1dn vi tré em trén 12 wdi: 60 mg % 2 Wningdy hode 180 mg % | n/ngdy. 1
- Liéu cho tré em tir 2 1 tudi: 30 mg x 2 ldn/ogdy.
- Tré em it 6 thing 82 mdi: 15 mg > 2 linmgiy.
Negui gid vi suy thin:

ltéu thcue}n.?c nang thin.
- Tré emtr 2 d&n 11 1wéi bj suy thin diing 30 mg % | Wninghy
- Tré em iy 6 thing tdi dudi 2 i dong 15 mg % | Hnighy
6. KHI NAO KHONG NEN DUNG THUOC NAY:
Quéd miin viti fexofenadin, terfenadin bole vdi bt off thinh phin nlio cla thude.
7. TAC DUNG KHONG MONG MUON:
Thudrng g3p, ADR > 1/100,
- Thiln kink: budn ngd, dau div, mL) ngd, chéng mar.
- Tiéu hda: budn ndn, khd tidu.
- Khdc: d€ bi nhifm virus (cim. cdm), dau byng wong k¥ kinh nguvér, d2 bi nhidm khudn hd hip wén, ngda hong,
ho , st viém taf gilta, viém xoang, dau lemg.
ft pap, 11000 < ADR < 17160,
Thin kinh: s¢ hii, rfi logn gific ngd, fc ming
- Tl hida: khd midng, dau bung. \%
Hidm gdp ADR < 171000
= Da; ban, miy day, ngida.
- Phiin tng qud oilln; phit mach, tie ngure, khi thd; 36 bimg, soc phin v, . !
5. NEN TRANH DUNG NHUNG THUOC HOAC THUC PHAM GE KHI PANG SUDUNG THUOC NAY:
- Erythromycin, ketoconazol lim ting ndng 60 fexofenadin trong huy€ ning nhumg khong lam thay ddi khodng QT,
- Néng a5 fexofenadin <6 1h& bi ting do erythromycin, ketoconazol, verapamil, cdc chil ¢c ché p-glycoprotein.
. Khong ding ddng thdi fexofenadin voi cde thudc khing acid chia nhdm, magnesi vi s& lim gidm hdp thu
fexofenadin. Nén ditnyg cdc thufic ndy cich nhad khedng 2 gid.
- Fexofenadin c6 th 14m ting nfng 40 cdn, cd¢ chitan thin hé thin kinh trung wong, cdc cht khing cholinergic,
- Fexofenadin o6 thé 1Am gidm ndng 40 cdc chil o ch¥ acetyleholingsierase (& thin kinh trung womg), betahistin.
. Fexofenadin ¢6 thi bj gidm nfng d0 bdi cée chil do ché acetylcholinesterase (§ thin kinh wung wong).
amghetamin, cie chit khing acid, nude ép qua busdi, rifampin,
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- Nude hoa qud (cam, butdi, tio) c6 the lAm gidm sinh khi dung cia fexofenadin (di 36 %. Trinh diing fexofenadin
wdi nrgu vi lm ting nguy o an thin (ngd).
ot 9, CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUG C:
. ce n mglﬁénh quén ding thudc thi tiép tue vdng liéu chi dinh cho In tifp theo, khdng duyc uling lidu gip ddi lidy

pharmacyy cAN BA0 QUAN THUGC NAY NHU THE NAO:
Biio qudn & nhiét 4§ khong qud 30°C, winh dnh sing. trénh {m.
11. NHUNG DAU HIEU VA TRIEU CHUNG KHI QUA LIEU:

Théng tin v& ddc tinh cdp cda fexofenadin cdn han ché, N&u ¢d cdc tridu ching nhy budn ngd, chéng mit, khd
miéng thi théng bdo ngay cho béc s§ hodec duge s7 € ¢6 bidn phip xi trf kip thoi.

12. CAN LAM G1 KHI DUNG THUGC QUA LIEU KHUYEN CAO:

Xi trf: 51t dung bién phip thong thudng d€ loai bd phin thufe con chua duge hip thu & Ong tiéu héa. Pidu tmj hd g
vi diéu tr tridu chitng. Thim phin mdu Iam gidm néng 44 thufec trong miu khéng ding k€ (1,7 %).

Khing 6 thude gidi ddc dic hiéu.

13. NHUNG DIEU CAN THAN TRONG KHI DUNG THUGC NAY:

- Luu ¥ nhitng diu hidu bilt thuéing sau khi udng thude.

- Khéng nén t ditng thudc khdng histamin khic khi dang sit dung fexofenadin.

- Tuy fexofenadin it gdy budn ngd, nhumg vEn cin thin tong khi 14i xe hodc diéu khién mdy mée 4di hdi tinh tdo.

- BX) an todn v tinh hiéu qud eda thuc § tré em dudi 6 thdng wdi chua xdc dinh dugc,

- Cdn ngifg fexofenadin it nhit 24- 48 gi&f trude khi ti€n hinh cde thit nghié¢m khing nguyén tiém trong da.

- Ditng fexofenadin lim bénh vy nén ning lén.

- Cin thin trong va diéu chinh liéu thich hgp khi ding thudc cho ngudi e6 chic ning thin suy gidm vi ndng 4§ thude
trong huyél nrdng ting do nita ddi thii inr kéo dai. Cdn thiln trong khi diing thufe cho ngudi cao wdi (irén 63 tdi)
thuting c6 suy gidm chifc ning thin,

- Phy nif mang thai vd cho con bid cdn tham khdo § ki€n bde 59 wrwde khi diing thude.

- Bi vdi bénh nhin cé vin dé vé di ruyén khong dung nap fructese. thi€u enzym glucose - galactose hofic sucrase
- isomalwase: khdng nén sir dyng thude ndy,

- D€ trdnh ngng tdc thudc, ¢in bai ¥ ki€n bic s§ khi dang diing bt k§ loai thudc ndo tnude khi ding thude,

14. KH! NAO CAN THAM VAN BAC SY, DUGC Si:

Néu ciin thém théng tin xin héi ¥ ki€n bdc s§ hodc duge sT.

15. HAN DUNG CUA THUOC:

Hagn ditng: 36 thing k€ tif ngdy sdn xudt,

16. TEN, BJA CHi CUA CU SG SAN XUAT: n*

MEBIPHAR
CONG TY CO PHAN DUQIC PHAM VA SINH HOC Y TE
L5 M- 18 dudng 13, KCN Tin Binh, Q. Tén Pha, TP. Hi Chi Minh
17.NGAY XEM XET SUA 0L, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG THUOC: XX XX- XX

TP. HO Chi Minh, ngay AS théng & nam 2017
Dai dién co sé san xudt [~
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TO' HUONG DAN SU DUNG THUOC CHO CAN BO ¥ TE

o _ ) RUTANTOP
(] a“am: PHAN CAUTAO:
centr Mt S chto
pharmacy Fexofenadin hydroclorid 30 mg
Td duge vifa 40 5 ml
TrungTamThuoc.com {Aerosil, Glycerin, Sucrose, Methylparabén, Propviparaben, Xanthan gum. Magnesium stearaf,

Turti fruini flavour, Acid citric monohydrat, Mdu Ervehrosin, Nede tink khidt)
2. DANG BAO CHE: Siro thutic dang hin dich miu hiing nhat. vi ngot hoi ddng, 6 mii wdi cdy,
1 PAC TINH DUGC LUC HOC:
Mi ATC: ROSAX26
Nhdm duge 1¥: Thufie khing histamin the hi 2
Fexofenadin ¢6 e dyng 051 khing dic higu vA chon loc trén thy the H; ngoai vi. Thude 13 mdt chat chuyda héa ¢6
hoat tinh ¢a terfenadin, ciing canh tranh vdi histamin wal ede thy thé H; & dutng tiéu héa, mach mdu, v3 dubng ho
hip. nhung khéng ebn dje tinh @i vdi tim do khéng ¢6 ¢ ché kénh kali lién quan d&n af i cue & blo od tim
Fexofenadin khdng ¢d te dyng ding ké 061 khing scetyleholin, 861 khing dopamin va khing c6 tic dung e ché thy
thé alpha; hode beta-adrenegic. € lidu didu tri, thudc khing gy agil hay dnh huding dén thin kinh trung wong. Thude
of tie dyng nhanh v kéo dai do thue gdn chim viio thu thé H), tao thinh phie bep bén vimg vi tich ra chim.
4. DAC TINH DUGC DONG HOC:
Hilp thu: thudc hip thu 101 khi ding dudng udng va bt diu phdt huy tdc dung sau khi ung 60 phit. Ndag ¢) dinh
irong médu dat dudc sau 2-3 git). Thic An gidu chdt béo lim gidm ning 47 dinh trong huyét nrong khodng 17% vil kéo
dai that gian dat ndng d dinh cda thude (d&n khodng 4h). Tdc dung khing histamin kéo dii han 12 gid.
Phiin bot i 12 idn k&t vdi protein huyét nong eln thude 13 60 - 70%, ¢hil véu vai albumin vi alpha, -acid
plycoprotein. Fexolenadin khdng qua duge hiing rio mdu ndo.
Chuy&n héa: fexofenadin rilt it bj chuyén hida (khodng 5%, chil yfu & nidm mac rudt. chi ¢ kbodng 0.5 -1.5% duge
chuyén héa & gan nhis b enzym evtochrom P, thimh chit khdng eé hogt tinh). Kbodng 3.5% lidu fexofenudin
chuyén hoa qua pha I (khing lign quan 3&n b enzym cylochiom Pug) thanh dln chil methyl este. Chit chuydn hisa
udy chi thiy & trong phin ndn e6 thE o6 51 tham gia eda edc vi khudn dutng rudt vio chuyén hoa.
Thl teit 5 thisi gian bdn thii eia fexofenadin khodng 14,4 gidy, kéo dii hon (31-72%) & ngudti sity thin. Thude thii
it ehild y&u qua phin (x3p xi 80%) va mwde tifu (11-12%) dudi dang khing d8i.
Loai bé bing thim phin muiu khing hiu qui.
5. QUY CACH DONG GOL: Hép | chai - Chai 60'mL Hop | chai - Chai 50 mL
6. CHI DINH:
Thube dinge ¢hi dinh didu i tigu ching trong vidm mii dj dng theo mba, miy day man tinh w3 cln 3 wé em, ngudi 1n,
7. LIEU LUGNG VA CACH DUNG:
Lde déu trwde kii sir dung. |
- Thutie diting duting uling. Khing uling vdi nwde hoa qui. Thoi diém ding thule khdng phy thufle vio bt in
Vidm miii df ing, miy day man tinh vd edn:
-Lidti thong thifing cho ngifh 100 v teé em trén 12 mdi: 60 mg (10ml) * 2 lningdy bodc 180 mg (30 ml) X 1 lningdy,
- Liéu thing thuting chio tré em tir 2 - 11 wdi: 30mg (5 mi) = 2 1n/ngiy.
Miy day mgn tink vi cdn.
-Tré em tir & thing tdi 2 tudfi: 15 mg (2,5 ml) mbtlinx 2 ln/ngdy.
Ngui] gid va suy thin:
< Tré em i 12 i 1o 180 vA ngutid 10n b suy thin, npudi gid: bt diu dong ida 60 g (10 mD ubag 1 Wndeiy, did
chinh li¢u theo chife ning thin.
«Tré em tir 2 d&n 11 mdi bi suy thin ding 30 mg (5 ml) ¥ 1 linmgdy.
- Tré em tif 6 thng t3i duhi 2 i déng 15 mg (2.5 ml) > 1 ln/ngdy.
§ CHONG CHI PINH: Qud min voi fexofenadin, terfenadin hode véi bt cif thinh phin no cda thude
9. CAC TRUONG HOP THAN TRONG KHI DUNG THUGC:
- Tuy fexofenadin it gy budn ngi, nhumg vIn edn thin trong khi 14i xe hoje didu khifn mdy mdc ddi héi tinh tio,
- Db an todn vA tinh hidu qui ciia thude 3 tré em dudi 6 thing tudi chirs xde dinh die.,
- Cln ngirng fexofenadin it nhift 24- 48 gidy wwde khi tién hinh cde thif nghi¢m khing nguyén tiém trong da.
- Ding fexofenadin 1im bénh vily nén ning lén.
- Chn thin trong vA didu chinh liéu thich hep khi ding thude cho ngulti ¢6 chite ning thin suy gidm vl nbng d) thube
trang huy@t teomg ting do nifa 4 thii trif kéo dik Cln thin trong khi ding thude cho nguii cao tudi (trén 65 wdi)
thulng ¢ suy gidm chife ning thin,
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Thei ky mang thai:
a - Do chus ¢6 nghign citu ddy dd rén ngudi mang thai, nén chi ding fexofenadin cho phu nif mang thai khi lgi fch
o o cho magvigt rdi nguy eo d&i vdi thai nhi.
cent Acro con bi:
pharmacy ng rd thudec bai 1t qua sa hay khdng dit ring chua thiy tde dung khdng mong mudn & wé sa sinh khi bd me
cho con bd diing fexofenadin, vi vay cdn thin trong khi diing fexofenadin cho phy off dang cho con b,
TrungTamThuoc.com i of vdn 8 vé di truyén khong dung nap fructose, thidu enzym glucose - galactose hodc sucrase -
isomaltase: vi trong thinh phdn thudc c6 sucrose nén khuyén cio bénh nhin khdng nén s dung thudc niy.
10. TUONG TAC CUA THUOC V31 CAC THUGC KHAC:
- Erythromyein, ketoconazol lim ting ndng 40 fexofenadin trong huy@t nfong nhung khong 1am thay ddi khodng QT.
- Ndng 3 fexofenadin ¢6 thé bi ting do erythromycin, keloconazol, verapamil, cde chit e ch€ p-glycoprotein.
- Khing ding ddng thdi fexofenadin v8i cdc thufc khing acid chita nhdm, magnesi vl 58 m gidm hip thu
fexofenadin, Nén diing cde thufc niy cich nhau khodng 2 gidt,
- Fexofenadin o6 thé 1dm tang ndng 40 edn, cdc chit an thin he thin kinh trung wong, ede chit khing cholinergic,
- Fexofenadin o6 thé 1im gidm niing &) cic chil e che acetylcholinesterase (& thin kinh trung wong), betahistin,
- Fexofenadin o6 thé bj gidm néng 46 bdi cde chit fc ché€ acetylcholinesternse (8 thin kinh wung wong),
amphetamin, cdc chi® khdng acid, nude ép qud buedi, rifampin,
11 TUONG KY
- Nude hoa qud (cam, budi, 140) ¢6 thé lim gidm sinh khd dung cia fexofenadin 16i 36 %,
- Trinh diing fexofenadin vdi rugu VI [4m ting nguy od an thin (ngd).
12. TAC DUNG KHONG MONG MUON (ADR):
Thutrng gdp, ADR > /100
- Thin kinh: budn ngd, dau diu, mit ngd, chéng mit,
- Tiéu hia: budn ndn, khé téu.
- Khie: df bj nhifm virus (cdm, cdm), dau bung trong k¥ kinh nguyét, d& bj nhid¢m khudn hd hip wén, ngits hong,
ho , 581 viEm tai giffa, viém xoang, dau lung.
ke gap, 121000 < ADR < 1/100.
- Thiin kinh: ¢ hd1, 101 loan gifie ngd, dc mdng,
- Tiéu héa: khd migng, dau bung.
Hidm pdp, ADR < 121600
- Da: ban, mdy day, nga.
- Phin ing qui min: phiv mach, tfe ngie, khd thd, a8 bimg, sdc phin v§. w‘
Hudng din xi¥ el cdc tie dyng khdng mong mudn: - I
Téc dyng khdng mong mudn eda thufe thuing nhe, chi 2,2 % ngulti bénh phdl ngiing thudc do ADR cia thulle, A
13, QUA LIEU VA CACH XU/ TRI: ;
Théng tin vé dde tinh cdp cdn fexofenadin cdn han ch€, N&u ¢ cde triéu ching nhu budn ngd, chéng m
miéng thi thing bio ngay cho bdc s§ hodic dugc 5§ @€ ed bidn phdp xif tef kip thai, =
Xit iriz st dung bign phip théng thiifng € loai bd phin thusc cbn chifa duge hip thu & Sng tidu héal DIFEYy ]
vi diéu trf riéu ching. Thém phiin mdu lim gidm ndng 46 thudc trong méu khdng ding k& (1,7 Flng 1y o
Khing cd thude gidi doc dic hiu. . P
14. BIEU KIEN BAO QUAN, HAN DUNG CUA THUGC: miuvi
Bio quin: Bio quin & nhiét dd khdng qud 30°C. trdnh dnh sdng, trénh dm. -

Hayn diing: 36 thing k& tif ngdy sin xudt

15. TEN, PIA CHI CUA CO SO SAN XUAT:
MEBIPHAR
CONG TY €O PHAN DUGC PHAM VA SINH HQC Y TE
L6 [11- 18 duding 13, KON Tén Bink, Q. Tan Pho, TP. Hé Chi Minh
16.NGAY XEM XET STUA POL CAP NHAT LAINOI DUNG HUGNG DAN SU DUNG THUOC: XX- XX- XX
TP. H Chi Minh, ngay /% thdng & nam 2017




