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ADMINISTRATION, DOSAGE, INDICATION,
CONTRAINDICATIONS, PRECAUTIONS AND

TRONG VA CAC THONG dg‘N KHAC: FURTHER INFORMATIONS:
Xin doc trong t& huéng dan str dyng. ‘ Please see the leaflet insert.
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HD/ Exp. Date: BEFORE EACH USE
CONG TY CO PHAN MEDICAL BIOMATERIAL
DUQC PHAM VA SINH HOC Y TE AND PHARMACEUTICAL JSC.
L8 I1-18 dudng 13, KCN Tén Binh, Q. Tan Phd, - - Lot liI-18 Str. No 13, Tan Binh IP, Tan Phu Dist.,
TP. H Chi Minh City

Ho Chi Minh

MEBIPHAR

RUTANTOP

Fexofenadin hy

30 mg/Smi

THANH PHAN:
Fexofenadin hydroclorid.
T4 dugc vira dd.
UIEU LUDNG, CACH DUNG, CHI DINH, cnduc CHI DINH,
THAN TRONG VA CAC THONG TIN KHAC:

Xin doc trong t& huéng din sir dyng.

BAO QUAN: Nhiét 68 khdng qué 30°C, trénh &nh sdng va dm.
TIEU CHUAN: TCCS

SDK: VD-XXXXXXX

DE xa tim tay tré em

Doc ki hudng din sirdyng trude khi ding.

[ LAc k¥ THUGC TRUGC KHIDUNG |

30mg

S8 16 SX/ Batch No.:
Ngay SX/ Mfg.Date:
HD/ Exp. Date:

Chai 50 ml

RUTANTOP

Fexofenadin hydroclorid 30 mg/Sml

GMP - WHO COMPOSITION:

30mg

hydrochioride.
Excipients qs.f. Sml
ADMINISTRATION & DOSAGE, INDICATION,
CONTRAINDICATIONS,
PRECAUTIONS AND FURTHER INFORMATIONS:
Please see the leaflet insert.
STORAGE:
Temperature not exceeding 30°C, protect from light and humidity.
SPECIFICATION: In house's
REG. No: VDXXXXXXX
Keep out of reach of children
Please read the leaflet carefully before use

{ SHAKE THE BOTTLE WELL BEFORE EACH USE
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THANH PHAN:

Fexofenadin hydrochlorid........30mg
T4 AUOC VB G S
UEU LUONG, CACH DUNG, CHI
DINH, %NG CHI DINH, THAN

TRONG VA CAC THONG TIN KHAC:
Xin doc trong t& hudng din str dyng.

BAO QUAN: Nhiét a6 khdng qua
30°C, trénh dnh s&ng va dm.
TIBU CHUAN: TCCS

SDK: VD-XXXXXXX

D€ xa tim tay tré em

Doc k hutng din st dung trude khi
dung.

| LAC KY THUOC TRUOC KHI DUNG
S616 SX/ Batch No.:

Nogay SX/ Mfg.Date:

HD/ Exp. Date:

CONG TY 8 PHAN
DUQC PHAM VA SINH HOC Y TE
L6 H-18 Guing 13, KCN Tén Binh, Q. Tan Phd, TR H3 ChiMinh

Bottle of 60 mi GMP - WHO

RUTANTOP

Fexofenadine hydrochloride 30 mg/Smi

TY CO PHAN DUQC PHAM VA SINH HOC Y TE
jwong 13, KCN Tan Binh, Quan Tan Pha, TP. HCM

MAU NHAN PANG KY

Chai 60 ml

RUTANTOP

STORAGE: e Fexofenadin hydroclorid 30 mg/Smi

SPECIFICATION: In house's
REG. No: VDXXXXXXX

Keep out of reach of children
Please read the leaflet carefully before

MEDICAL BIOMATERIAL
AND PHARMACEUTICAL JSC.

Lot 18 Str. No 13, Tan Binh IP, Tan Phu Dist.
Ho Chi Minh City

THANH PHAN: Chai 60 ml GMP - WHO

Fexofenadin hydroclorid. 30mg

T4 duge viza 40 Smi

UIEU LUGNG, CACH DUNG, CHI DINH, CHONG CHI DINH, ADMINISTRATION AND DOSAGE, INDICATION

THAN TRONG VA CAC THONG TIN KHAC: RUTANTOP CONTRAINDICATIONS, e

Xin dgc trong t huéng din st dyng. ) . PRECAUTIONS AND FURTHER INFORMATIONS:

BAD ouA:.‘g Nhiét a5 khong qué 30°C, trénh anh sing va dm.  Fexofenadin hydroclorid 30 mg/5ml Please see the leaflet insert.

TIEU CHUAN: TCCS STORAGE:

SDK: VD-XXXXXXX Temperature not exceeding 30°C, protect from fight and |

D& xa tdm tay tré em humidity. 1

Poc kif husng din sir dyng trutc khi ding. SPECIFICATION: In house's |
REG. No: VDXOOOXXX

LAC KY THUGC TRUOC KHI DUNG Keep out of reach of children

Please read the leafiet carefully before use

S6 16 SX/ Batch No.:

Ngay SX/ Mfg.Date: SHAKE THE BOTTLE WELL BEFORE EACH USE

HD/ Exp. Date:
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TO HUONG DAN SU DUNG THUOC CHO NGUOT BENH
RUTANTOP

PE xa tdm tay tré em
DPoc ky huéng dén truéce khi ding.
Théng bdo ngay cho bdc sy hay digc sy nhitng
tdac dung khong mong mudn gdp phdi khi diing thuéc
1. THANH PHAN HAM LUQGNG THUOC:

M3i Sml chita:
Fexofenadin hydroclorid 30 mg
T4 dugc vita di 5 ml

(Aerosil, Glycerin, Sucrose, Methyl paraben, Propyl paraben, Xanthan gum, Magnesium stearat,
Tuttz fruiti flavour, Acid citric monohydrat, Mau Erythrosin, Nudc tinh khiét)
2.MO TA SAN PHAM: Siro thudc dang hén dich mau héng nhat, vi ngot hdi ding, c6 mii trdi cay.
3.QUY CACH PONG GOI: Hop 1 chai — Chai 60 ml.
Hop 1 chai — Chai 50 ml.
4. THUOC DUNG CHO BENH GI:
Thudc duge chi dinh diéu tri triéu ching trong viém miii di ¢ng theo mia, miy day man tinh v6 cin & tré em va
ngudi 1én.
5.NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUGNG:
Ldc déu trudce khi sir dung.
- Thudc diing dudng udng. Khdng udng véi nuéc hoa qui. Thdi diém ding thudc khong phu thudc vio bita in. -
Viém miii di iting: e
- Liéu thdng thudng cho ngudi 16n va tré em trén 12 tudi: 60 mg X 2 lin/ngiy hoic 180 mg X 11in/ngay.
- Liéu théng thudng cho tré em tir 2 — 11 tudi: 30 mg X 2 lin/ngdy.
May day man tinh vo can:
- Liéu thong thudng cho ngudi 16n va tré em trén 12 tudi: 60 mg X 2 lin/ngay hoic 180 mg X 1lin/ngay. 3
- Liéu cho tré em tif 2 — 11 tudi: 30 mg X 2 lin/ngay.
- Tré em tit 6 thing téi 2 tudi: 15 mg X 2 lan/ngay. /
Ngudi gia va suy thin:
- Tré em tit 12 tudi trd 1én va ngudi I6n bi suy thin, ngudi gid: bit ddu ding liéu 60 mg udng 1 ldn/ngay, diéu chinh
liéu theo chifc ning thin.
-Tré em tir 2 d€n 11 tudi bi suy thin ding 30 mg X 11in/ngay.
- Tré em ti¥ 6 thing t§i dudi 2 tudi ding 15 mg X 11in/ngay.
6. KHI NAO KHONG NEN DUNG THUOC NAY:
Qud min vdi fexofenadin, terfenadin hoic véi bt cif thinh phin nio cda thudc.
7. TAC DUNG KHONG MONG MUON:
Thuong gdp, ADR > 1/100.
- Thin kinh: budn ngi, dau diu, mit ngli, chéng mit.
- Tiéu héa: budn ndn, khé tiéu.
- Khéc: d& bi nhiém virus (cdm, cim), dau bung trong ky kinh nguyét, d& bi nhi€ém khudn ho hdp trén, ngita hong,
ho , s&t viém tai gita, viém xoang, dau lung.
It gap, 171000 < ADR < 1/100. §
A

- Than kinh: sg hii, rdi loan gidc ngd, 4c mdng.

- Tiéu héa: kho miéng, dau bung.

Hiém gdp, ADR < 1/1000

- Da: ban, may day ngia.

- Phdn tng qud min: phd mach, titc nguc, khé thd, d6 bing, sdc phan veé.

$. NEN TRANH DUNG NHUNG THUOC HOAC THUC PHAM GI KHI PANG SU DUNG THUOC NAY:

- Erythromycin, ketoconazol lam ting ndng do fexofenadin trong huyét tuong nhung khong lam thay d6i khodng QT.

- Ndng d6 fexofenadin c6 thé bi ting do erythromycin, ketoconazol, verapamil, cdc chd't e ché p-glycoprotein.

- Khong dung ddng thdi fexofenadin vdi cdc thudc khdng acid chia nhom, magnesi vi s€ lam gidm hép thu
fexofenadin. Nén ding cdc thudc ndy cdch nhau khodng 2 gid.

- Fexofenadin c6 thé 1am ting ndng dd cdn, cdc chit an thin hé thin kinh trung uong, cdc chdt khdng cholinergic.

- Fexofenadin ¢6 thé 1am gidm ndng dd cdc chd' e ché acetylcholinesterase (& thin kinh trung wdng), betahistin.

- Fexofenadin c¢6 thé bi gidm ndng dd bdi cdc chdt tc ché acetylcholinesterase (§ thin kinh trung wong),
amphetamin, cdc chit khdng acid, nudc ép qua budi, rifampin.



- Nudc hoa qud (cam, budi, tio) c¢6 thé 1am gidm sinh khd dung ciia fexofenadin t8i 36 %. Trénh ding fexofenadin

v6irugu vilam ting nguy cd an than (ngt).

9. CANLAM GI KHIMOT LAN QUEN KHONG DUNG THUOC:

Khi ngudi bénh quén dung thudc thi ti€p tuc udng liéu chi dinh cho 1in ti€p theo, khéng dugc udng lidu gap doi lidu

chi dinh. ’

10. CAN BAO QUAN THUOC NAY NHU THE NAO:

Bdo quan: Bdo quan & nhiét do khong quéd 30°C, trdnh 4nh sang, trdnh Am.

11. NHONG DAU HIEU VA TRIEU CHUNG KHI QUA LIEU:

Thong tin vé ddc tinh cdp cla fexofenadin con han ch&. N&u ¢ céc triéu chitng nhu budn ngd, chéng mit, kho

mleng thi thong bdo ngay cho bdc sy hoac dudc s¥ de c6 bién phap x4 tri kip thdi.

12. CAN LAM GI KHI DUNG THUOC QUA LIEU KHUYEN CAO:

Xit tri: sit dung bién phdp thong thudng d€ loai bé phin thudc con chua dugc hap thu & 6ng tiéu héa. Piéu tri h3 trg

va diéu tri triéu ching. Thim phin m4du lam gidm ndng d6 thuSc trong mau khong ddng k& (1,7 %).

Khéng c6 thude g1a1 doc dic hiéu.

13. NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC NAY:

-Luu y nhitng ddu hiéu bt thudng sau khi udng thudc.

- Khong nén ty ding thudc khdng histamin khdc khi dang stt dung fexofenadin.

- Tuy fexofenadin it gdy budn ngli, nhung vin cdn thin trong khi 14i xe hodc diéu khién mdy méc doi héi tinh tdo.

- D6 an todn va tinh hiéu qui cla thudc & tré em dudi 6 thang tudi chuta xdc dinh dugc.

- Cin ngirng fexofenadin it nha't 24- 48 gid trudc khi ti€n hinh cdc thit nghiém khéng nguyén tiém trong da.

- Ding fexofenadin lam bénh vdy nén ning 1én.

- Cin thin trong va diéu chinh liéu thich hgp khi diing thudc cho ngudi c6 chifc ning thin suy gidm vi ndng d6 thudc

trong huyé&t tuong ting do nita dJi théi trit kéo dai. Cin thin trong khi diing thuSc cho ngudi cao tudi (trén 65 tudi)

thudng cé suy gidm chitc ning thin.

- Phu nit mang thai va cho con bi can tham khdo y ki€n bdc s trudc khi ding thudc.

- B3i vdi bénh nhan c6 van dé vé di truyén khdng dung nap fructose, thi€u enzym glucose — galactose hoic sucrase
— isomaltase: khong nén sit dung thudc nay.

- D€ tranh tudng tic thudc, can h01 ¥y ki€n bdc sy khi dang dung b4t ky loai thudc nao trudc khi ding thude.

14. KHI NAO CAN THAM VAN BAC SY, DUQC SI:

N&u cin thém thong tin xin h01 ¥ ki€n béc s§ hodc dugce si.
15. HAN DUNG CUA THUOC:

: Han diing: 36 thing k€ tif ngay sdn xudt. &

16. TEN, PIA CHI CUA CO SO SAN XUAT:

. MEBIPHAR i
CONG TY CO PHAN DUGC PHAM VA SINH HOC Y TE
L6 I1I- 18 dudng 13, KCN Tén Binh, Q. Tan Phu, TP. H6 Chi Minh ’
17.NGAY XEM XET SUA POL, CAP NHAT LAINOI DUNG HUGNG DAN SU DUNG THUOC: XX- XX- XX

TP. H6 Chi Minh, ngay AS thdng £ ndm 2017
Pai dién 0 sG san xult (¢

HO TONG GIAM BOC




TO HUONG DAN SU DUNG THUOC CHO CAN BO Y TE
RUTANTOP

1. THANH PHAN CAU TAO:

M3i 5ml chida:
Fexofenadin hydroclorid 30 mg
T4 dugc vita da 5 ml

(Aerosil, Glycerin, Sucrose, Methylparaben, Propylparaben, Xanthan gum, Magnesium stearat,
?’utti fruiti flavour, Acid citric monohydrat, Mau Erythrosin, Nudc tinh khiét)

2. DANG BAO CHE: Siro thudc dang hdn dich mau hdng nhat, vi ngot hdi dng, c6 mui trdi cdy.
3.PAC TINH DUQC LUC HQC:
Ma ATC: R06AX26
Nhém duge 1y: Thudc khdng histamin thé hé 2
Fexofenadin c6 tic dung d6i khdng dic hiéu va chon loc trén thu thé H, ngoai vi. Thudc 1a mot chat chuyén héa cé
hoat tinh cta terfenadin, ciing canh tranh véi histamin tai cdc thu thé H; & dudng tiéu héa, mach mdu, va dudng ho
hdp, nhung khéng con doc tinh d6i véi tim do khéng ¢ tc ché kénh kali lién quan dén su tii cuc t&€ bio cd tim.
Fexofenadin khong c6 tic dung ddng k€ d8i khang acetylcholin, d6i khing dopamin va khéng c6 tic dung i ché thu
thé alpha, hoic beta-adrenegic. O lidu diéu tri, thuc khong gdy ngli hay 4nh hudng dén than kinh trung uong. Thudc
¢6 téc dung nhanh va kéo dai do thudc gdn chdm vao thu thé H,, tao thinh phifc hgp bén vitng va tich ra chim.
4.PAC TINH DUQC PONG HOC:
HAp thu: thudc hip thu tt khi ding dudng udng va bit ddu phit huy tdc dung sau khi uéng 60 phiit. Néng do dinh
trong m4u dat dugc sau 2-3 gid. Thitc in gidu chit béo 1am gidm ndng do dinh trong huyét tuong khodng 17% va kéo
dai thai gian dat ndng do dinh cdia thudc (d&€n khodng 4h). T4c dung khing histamin kéo dai hon 12 gid.
Phan bé: t 1€ lién két véi protein huyét twong cda thudc 14 60 — 70%, chi y&u véi albumin va alpha, -acid
glycoprotein. Fexofenadin khdng qua dudc hang rao mdu nao.

Chuyén héa: fexofenadin rat it bi chuyén héa (khodng 5%, chli y&€u & niém mac rudt, chi ¢6 khodng 0,5 -1,5% dude ‘\,
chuyén héa & gan nhd hé enzym cytochrom P,sy thinh chit khong cé hoat tinh). Khodng 3,5% liéu fexotenadin A}\\‘
chuyén héa qua pha II (khong lién quan d&n hé enzym cytochrom Pys) thanh din chit methyl este. Chdt chuyén héa i \',
ndy chi thdy & trong phin nén cé thé c6 st tham gia clia cdc vi khudn dudng rudt vao chuyén héa. i
Thai tri : thoi gian bdn thdi cia fexofenadin khodng 14,4 gid, kéo dai hon (31-72%) & ngudi suy than. Thudc thai 322/’:
trit chii y&u qua phan (xap xi 80%) va nudc tidu (11-12%) dudi dang khong déi. P A
Loai bd bing thim phin mdu khong hiéu qua. ,:/

5.QUY CACH PONG GOI: Hop 1 chai — Chai 60 ml. Hop 1 chai — Chai 50 ml.

6. CHI PINH:

Thudc dudc chi dinh diéu tri triéu ching trong viém mili di tng theo mla, may day man tigh vo cin & tré em,ngudi 16n.
7. LIEU LUGNG VA CACH DUNG:

Ldc déu trudc khi sit dung.

- Thudc ding dudng uéng. Khdng udng véi nuc hoa qua. Thai diém ding thuSc khong phu thuSe vao bita dn.

Viém miii di ting, may day man tinh vo cdn:

-Liéu thong thuding cho ngudi 16n va tré em trén 12 wdi: 60 mg (10 ml) X 2 lAn/ngdy hoic 180 mg (30 ml) X 1 lan/ngdy.

- Liéu thong thudng cho tré em tir 2 — 11 tudi: 30 mg (5 ml) X 2 lan/ngdy.

May day man tinh vo cdn:

- Tré em ti¥ 6 thing téi 2 tudi: 15 mg (2,5 ml) mot linX 2 lan/ngay.

Ngudi gia va suy thin:

- Tré em tir 12 tdi trd 1én va ngudi 16n bi suy thin, ngudi gia: bit ddu ding liéu 60 mg (10 ml) udng 1 lan/ngay, dicu
chinh liéu theo chifc ning thén.

- Tré em ti 2 d&n 11 tudi bi suy thin ding 30 mg (5 ml) X 1 1an/ngay.

- Tré em tiY 6 thing tdi dudi 2 tudi ding 15 mg (2,5 ml) X 1 lan/ngay.

8. CHONG CHI PINH: Qud min véi fexofenadin, terfenadin hodc véi bit ctt thanh phan nio cta thudc.

9. CAC TRUONG H(GP THAN TRONG KHI DUNG THUOC:

- Tuy fexofenadin it gdy budn ngd, nhung vin cin thin trong khi l4i xe hodc diéu khién mdy méc ddi héi tinh tdo.

- D6 an toan vi tinh hidu qué ctia thudc & tré em dudi 6 thang tudi chua xdc dinh dugc.

- Cin nging fexofenadin it nhdt 24- 48 gid trudc khi ti€n hanh cdc tht nghiém khdng nguyén tiém trong da.

- Dung fexofenadin lam bénh viy nén ning 1én.

- Cin thén trong va diéu chinh liéu thich hgp khi ding thudc cho ngudi cé chifc ning thén suy gidm vi néng do thudc
trong huyét tuong ting do nira ddi thdi trif kéo dai. Can than trong khi diing thudc cho ngudi cao tudi (trén 65 tudi)

thudng ¢d suy gidm chirc ning thin.




Thoi ky mang thai:
- Do chua c6 nghién cttu ddy dd trén ngudi mang thai, nén chi ding fexofenadin cho phu nit mang thai khi 19i ich
cho me vugt trdi nguy cd ddi véi thai nhi.

Thoi ky cho con bu:

- Khong 5 thudc bai ti€t qua sita hay khong du ring chua thiy tdc dung khong mong mudn & tré sd sinh khi ba me
cho con bi dung fexofenadin, vi vay cin thin trong khi ding fexofenadin cho phu nit dang cho con bd.

Bénh nhdn cé vdin dé vé di truyén khéong dung nap fructose, thiéu enzym glucose — galactose hodc sucrase —
isomaltase: vi trong thanh phin thudc c6 sucrose nén khuyé&n cdo bénh nhan khdng nén st dung thudc nay.

10. TUONG TAC CUA THUOC VI CAC THUGC KHAC:

- Erythromycin, ketoconazol lam ting ndng do fexofenadin trong huy€t ttong nhung khong 1am thay d8i khodng QT.

- Nong d6 fexofenadin c6 thé bi ting do erythromycin, ketoconazol, verapamil, cic cha't ic ché p-glycoprotein.

- Khong ding ddng thdi fexofenadin véi cdc thuSc khdng acid chita nhdm, magnesi vi sé 1am gidm hdp thu
fexofenadin. Nén diing cdc thudc ndy cdch nhau khodng 2 gid.

- Fexofenadin c6 thé 1am ting néng d6 cdn, cdc cha't an than hé than kinh trung udng, cdc chd't khing cholinergic.

- Fexofenadin c6 thé 1am gidm ndng d6 c4c chi't itc ch& acetylcholinesterase (3 thin kinh trung wong), betahistin.

- Fexofenadin c6 thé€ bi gidm ndng d6 bdi cdc chdt c ché acetylcholinesterase (3 thin kinh trung wong),
amphetamin, cdc chat khdng acid, nu6c ép qui budi, rifampin.

11. TUONG KY

- Nudc hoa qua (cam, budi, tio) c6 thé 1am gidm sinh khd dung clia fexofenadin tdi 36 %.

- Tranh ding fexofenadin véi rugu vi lAm ting nguy cd an than (ngd).

12. TAC DUNG KHONG MONG MUON (ADR):

Thuong gdp, ADR > 1/100.

- Than kinh: budn ngd, dau diu, m4t ngd, chéng mit.

- Tiéu héa: budn ndn, khé tidu.

- Khéc: d& bi nhim virus (cdm, cim), dau bung trong ky kinh nguyét, dé bi nhiém khu&n hd hdp trén, ngita hong,
ho , s8t viém tai giita, viém xoang, dau lung.

It gap, 1/1000 < ADR < 1/100.

- Than kinh: sg hdi, r8i loan gidc ngt, 4c mong
- Ti€u hda: kho mié€ng, dau bung.

Hiém gdp, ADR < 1/1000

- Da: ban, may day, ngita

- Phdn ¥ng qud min: phd mach, titc nguc, khé thd, dd birng, s6c phdn vé. M
Hu6ng din x{ tri cdc tdc dung khéng mong mudn: '
Téc dung khong mong mudn cda thudc thudng nhe, chi 2,2 % ngudi bénh phai ngitng thudc do ADR ciia thudc. 0
13. QUA LIEU VA CACH XU TRI: "
Thong tin vé ddc tinh cdp cda fexofenadin con han ché. N&u ¢6 cdc triéu chitng nhu budn ngt, chéng mg
m1eng th1 thong bao ngay cho bic sy hoac derc sy de co b1en phap XU tri kip thdl '

va dxeu tri tr1eu chu’ng Thim phin mdu lam glam ndng d6 thudc trong mdu khong déng k€ (1,7 %). NG TV/ Q»
Khong c6 thudc g1a1 d6c dic hiéu. e
14. PIEU KIEN BAO QUAN HAN DUNG CUA THUOC: o
Bio quin: Bio quin & nhiét d6 khong qud 30°C, trdnh 4nh sdng, trdinh Am.

Han ding: 36 thang k€ tif ngdy sén xudt.

15. TEN, PIA CHI CUA CO SG SAN XUAT:
MEBIPHAR

CONG TY CO PHAN DUGC PHAM VA SINH HQC Y TE
L6 III- 18 dudng 13, KCN Tan Binh, Q. Tan Phd, TP. H3 Chi Minh

16.NGAY XEM XET SUA DOI CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG THUOC: XX- XX- XX
TP. HS Chi Minh, ngay/5 thdng ¢ ndm 2017

Pai dién co s6 san xuat L&

TUQ.CUC TRUGNG
PTRUGNG PHONG




