https://trungtamthuoc.com/

1- Mau hop:

Liéu dung-Céach dung & Céc
théng tin khac: Xem ky 13 hudng
dan st dung bén trong hdp

Béo quan: Noi kho r&o, nhiét do
khéng qua 30°C, tranh anh sang
tryc tiép.

Tiéu chudn: TCCS

DE XA TAM TAY TRE EM.
DOC KY HUGNG DAN SU DUNG
TRUGC KHI DUNG.

$6 16 sx/Lot.No:
NSX/Mfg.Date:
HD/Exp.Date:

2- Nhan chai:

Thanh phén:

Méi chai hén dich uéng c6 chua:
Fexofenadin hydrochlorid 0,6% ( kl/tt)
Ta dugc: .....................vlia di 30 mi
Chi dinh:

Diéu tri triéu ching trong viém mi di
ung theo mua (s8 mai, hat hoi, ngat
mii-), may day man tinh v can.

DE XA TAM TAY TRE EM.
DOC KY HUGNG DAN SU DUNG TRUUT KHI DUNG

MAU NHAN SAN PHAM

Fexofenadin hydrochiorid 0,6% ( ki/tt) .

HON DICH UONG

Thanh phén:
M&i chai hén dich udng c6 chia:
Fexofenadin hydrochlorid 0,6% ( kl/t)

TADUGC: ..oivoiiciivinnsd via di 30 mi

Chi djnh:

Diéu tri trig¢u ching trong viém
mii di dng theo mia (sd mi, hat
hdi, ngat mii-), may day man tinh
vo can.
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Fexofenadin hydrochlorid 0,6% ( ki/tt)

ORAL SUSPENSION

Chéng chi dinh:

Quéa mén vdi fexofenadin,
terfenadin hoac vai bat cif thanh
phén nao cla thudc.

Fexofenadin hydrochlorid 0,6% ( ki/tf)

HON DICH UONG
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Cd sd san xudt:

CONG TY CP DUQC VTYT HAI DUONG
S6 102 phé Chi Lang, P. Nguyén Trai,
TP Hai Duong, Tinh Hai Duong

Hop 1 chai 30ml

Box of 1 bottle 30mi

Chéng chi dinh, Liéu ding-Cach ding
& Cac théng tin khac: Xem ky 18 hudng
dan sif dung bén trong hdp

@ £  Bioquan: Noikho rao, nhiét do khong
"g qué 30°C, tranh anh séng tryc tiép
T  Tiéuchudn: TCCS
S soKmegNo
5 S818sWLlotNo:
L HD/Exp.Date:
! 3 o320 sk
z F Cd sd san xuét:
3 Lol Chai 30ml  cang 1Y cP DUGC VTYT HAI DUONG
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1- Mau hop:

MAU NHAN SAN PHAM

Fexofenadin hydrochlorid 0,6% ( ki/t)

HON DICH UONG

Liéu ding - C4ch ding & Céc théng Thanh phén:

tin khéc: Xem ky 1 hudng dan sif M&i chai hén dich udng c6 chia:

dung bén trong hop Fexofenadin hydrochlorid 0,6% ( ki/tt)

Bio quin: Noi khd réo, nhist o TR s viia di 60 mi

qua 30°C, tranh énh séng truc tiép. Chi dinh:

Tiéu chudn: TCCS Biéu tri triéu ching trong viém mi di
dng theo mia (sé mai, hat hoi, ngat

SBK/Reg.No:

DE XA TAM TAY TRE EM.
POC KY HUONG DAN SU DUNG
TRUGC KHI DUNG.

Fexofenadin hydrochlorid 0,6% ( kit

mii-), may day man tinh vé can.

Chéng chi dinh:

Qua man vdi fexofenadin, terfenadin
hodc vdi bat ci thanh phdn nao cla
thude.

HON DICH UONG

Fexofenadin hydrochlorid 0.6% ( ki'tt)

ORAL SUSPENSION

$6 16 s}/Lot.No:
NSX/Mig.Date:
HD/Exp.Date:
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Cd sd sén xuét:

CONG TY CP DUGC VTYT HAI DUONG
56 102 phé Chi Lang, Phudng Nguyén Trai,
TP Hai Duang, Tinh Hai Dudng

Hop 1 chai 60ml

2- Nhan chai:

Thanh phén:

M4éi chai hén dich uéng c6 chua:
Fexofenadin hydrochlorid 0,6% ( kltt)
Ta duge: oo vifa di 60 mi
Chi dinh:

Bidu tri tridu chiing trong viém mii di
ing theo mua (s8 mdi, hat hoi, ngat
mai.), may day man tinh vé can.

oy
{2

BE XA TAM TAY TRE EM. d i
DOC KY HUONG DAN SUDUNG TRUGCKHI DUNG %, "5

Fexslenadin ydrochiorid 0.6% | KA

Chai 60ml

Chéng chi dinh, Liéu ding -Céch ding
& Cac thong tin khdc: Xem ky 10 hudng
dan sl dyng bén trong hdp

Bao quan: Nai khd rdo, nhiét dd khong
qua 30°C, tranh &nh sang tryc liép
Tiéu chuéin: TCCS

SBK/Rag.No:

56 16 swLot.No:
HD/Exp.Date:

HON DICH UGNG

Cd s3 san xudt:
CONG TY CP DUGC VTYT HAI DUONG

Box of 1 bottle 60ml
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HUONG DAN SU DUNG
Tén thudc: HISGUMA

Doc kf huéng dan sir dung tricéc khi dimg. Dé xa tam tay tré em.

1. Thanh phén cong thirc thude: Mdi chai hdn dich udng c6 chia:

Ham lwgng | Ham lwong
chai 30 ml chai 60 ml
Thanh phan hoat chit: Fexofenadin hydroclorid 0,6% (kl/tt) 0,6% (kl/tt)

Thanh phén

Thanh plzt’}n ta dwoe: Natri benzoat, Dinatri edetat, | Vira du 30 ml | Vura da 60 ml

Sorbitol 70%, dudng tring, gébm xanthan, dinatri

hydrophosphat, natri dihydrophosphat, tween 80,

nuge tinh khiét.

2. Dang bao ché: Hon dich uéng. Chat long duc, mau tréng, vi ngot, ¢6é mot 16p cén &
day chai, khi lic nhe 1 dén 2 phut, cin nay phai phén tdn déu trd lai trong chit din va giir
nguyén ¢ trang thai d6 trong vai phut.

3. Chi dinh:

Diéu tri triéu chimg trong viém mii di ing theo mua (sé miii, hit hoi, ngat mii...), may
day man tinh vo cén.

4. Cach dung, lidu dung:

4.1. Liéu ding:

- Ngudi 16n va tré em tir 12 tudi trd 1én: Udng 10 ml/lan x 2 1an/ ngdy; hodc udng 30
ml/lan/ngay.

- Tré em tir 2 — 11 tudi: Ubng 5 ml/lan x 2 1an/ ngay.

- Tré em tir 6 thang dén 2 tudi: Udng 2,5 ml x 2 1an/ ngay.

- Nguoi gia va suy thuén:

+ Tré em tir 12 tudi tr& 1én va ngudi 16n bi suy thudn, ngudi gia: Bit déu dung tir lidu:
Ubng 10 ml/ 1an x 1 140/ ngdy, diéu chinh lidu theo chic ning than.

+ Tré em tir 2 tubi dén 11 tudi bi suy thuan: Udng 5 ml/ 1an x 1 1an/ ngay.

+ Tré em tir 6 thang téi dudi 2 tudi: Udng 2,5 ml/ 1an x 1 14n/ ngay.

4. 2. Cach ding:

- Léc k¥ truéce khi dung. Dung thudc theo duong udng.
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- Khong ubng véi nuée hoa qua.

5. Chéng chi dinh:

Qud mén véi fexofenadin, terfenadin hodic bét ctr thanh phan nao cia thude.

6. Canh bdo va thin trong khi diing thudc:

- Cén than trong va diéu chinh liéu thich hop khi dung thuéc cho ngudi c6 chirc ning
than suy giam vi néng do thube trong huyét twong ting do nira doi thai trir kéo dai. Can
than trong khi dung thudc cho ngudi cao tudi (trén 65 tudi) thudng cé suy giam sinh 1y
chire ning thén.

- D9 an toan va tinh hidu qua cta thudc & tré em dudi 6 thang tudi chua duge xéc dinh.

- Fexofenadin it gay budn nga, nhung van can thin trong khi 14i xe hodc diéu khién may
moc doi hdi phai tinh téo.

- Than trong va diéu chinh liéu thich hop khi ding thudc cho nguoi cé chirc ning than
suy giam vi ndng dd thudc trong huyét twong tang do ntra doi thai trir kéo dai.

- D an toan va tinh hiéu qua cia thudc & tré em dudi 6 thang tudi chua xéc dinh dugc.

- Cén ngimg fexofenadin it nht 24 - 48 gid truc khi tién hanh céc thir nghiém khang
nguyén tiém trong da.

- Ding fexofenadin lam bénh vay nén nang lén.

- Ham lugng sorbitol trong thude 1a 0,175 mg/5 ml. Ham lugng caa Sorbitol ¢6 thé anh
hwong dén sinh kha dung cia cac thude duong uéng sur dung clng.

7. Sir dung thude cho phu nir c6 thai va cho con bi:

- Phu nit ¢6 thai: Khong c6 dit liéu vé sir dung thudc trén phu nir ¢6 thai, chi nén dung
thude néu loi ich vuot trudi so véi nguy co.

- Phy nit cho con bt: Khong rd thude ¢ bai tiét qua sita me hay khong dit ring chua thdy
tac dung khong mong mudn & tré so sinh khi ba me cho con b ding fexofenadin, vi vay
can than trong khi dung fexofenadin cho phu nit dang cho con bu.

8. Anh hwéng cia thude 1én kha ning lai xe, vin hanh may moéc:

- Fexofenadin it gdy budn ngu, nhung van cén thén trong khi 14i xe hodc didu khién méy
moc doi hoi phai tinh tao.

9. Twong tac thube, twong ky cia thude

- Khéng ubng v6i nuée hoa quéa (Cam, budi, tdo) vi nude hoa quéa c6 thé lam giam sinh
kha dung cua fexofenadin t4i 36%.

Tranh dung fexofenadin véi cdn ethylic (rugu) vi 1am tang nguy co an than (ngt).
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Tranh ding cing v&i erythromycin va ketoconazol vi chung lam ting néng do
fexofenadin trong huyét twong nhung khong 1am thay déi khoang QT.

Tranh ding ciing véi verapamil, cc chét tic ché p — glycoprotein vi s& lam ting ndng do
cua fexofenadin.

Khong ding dong thoi fexofenadin véi céc thube khang acid chira nhém, magnesi vi s&
lam giam hip thu fexofenadin.

Fexofenadin c6 thé lam ting ndng dd cdn, cc chit an than hé TKTW, cic chit khang
cholinergic. Vi vdy, khong dung cung céc chit nay.

Khéng dung cling v6i cac chit trc ché acetylcholin esterase (& TKTW) , betahistin vi
fexofenadin 1am giam ndng do céc chit nay.

Khéng ding ciing v6i amphetamin, rifampin, céc chét khang acid vi s& 1am giam nong do
cua fexofenadin.

- Do khéng c6 céc nghién ciru vé tinh twong ky cia thude, khong trén 1dn thube nay véi
céc thude khac.

10. Tac dung khong mong muén ciia thude:

Céc tac dung khéng mong mudn cua thube khong bi anh hudng boi lidu dung, tudi, gidi
tinh va chung tdc ctia bénh nhan.

Thuong gap, ADR > 1/100

Thén kinh: budn ngd, mét méi, dau diu, mat nga, chong mit.

Tiéu héa: Budn non, khé tiéu

Khé4c: D& bi nhiém virus (cam, cim), dau bung trong ky kinh nguyét, dé bi nhiém khuédn
ho hép trén, ngtra hong, ho. sbt, viém tai gilta, viém xoang, dau bung.

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

Than kinh: So hai, rdi loan giéc ngu, 4c mong.

Tiéu hda: Khd miéng, dau bung.

Hiém gdp: ADR < 1/1000

Da: Ban, may day, ngura.

Phan Gng quéd man: Phi mach, tirc nguc, khé thé, do bimg, chodng phan vé.

Huéng din xt tri ADR: ADR ctia thude thuong nhe, chi 2,2% ngudi bénh phai ngimg
thube do ADR ciia chiing.

11. Qua liéu va cach xir tri:

11.1. Qud liéu:
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Théng tin vé ddc tinh cép ctia fexofenadin con han ché. Tuy nhién budn ngi, chong miit,
kho miéng da dugc bao céo.

11.2. Xur tri:

Sir dung céc bién phap thong thudng dé loai bé phan thude con chua duge hip thu & ong
tiéu héa. Piéu tri hd trg va diéu tri triéu ching.

Tham phén mau lam giam ndng d¢ thude trong mau khong dang ké (1,7%). Khong c6
thubc giai doc dic hiéu

12. Dic tinh dwoe lwe hoc:

Nhém dwge ly: Khang histamin thé hé 2, di khang thu thé H;

Mad ATC: RO6AX26

Duepc Iy va Co ché tic dung:

Fexofenadin 1a thuéc khéng histamin thé hé hai, ¢6 tdc dung ddi khang déc hiéu va chon
loc trén thu thé H; ngoai vi. Thube 12 mot chét chuyén hoa cd hoat tinh cia terfenadin,
cling canh tranh véi histamin tai cc thu thé Hy ¢ duong tiéu hoa, mach méu va duong hd
hip, nhung khong con doc tinh ddi véi tim do khong e ché kénh Kali lién quan dén sy
tai cuc té bao co tim. Fexofenadin khong c6 tac dung dang ké d6i khang acetycholin, dbi
khang dopamin va khong c6 tac dung Gc ché thu thé alphal hoic beta — adrenergic. 0
lidu diéu tri, thubc khong gy ngi hay anh huéng dén than kinh trung uong. Thubc ¢6 tac
dung nhanh va kéo dai do thudc gin chim vio thy thé Hi, tao thanh phirc hop bén virng
va tach ra cham.

13. Diic tinh dwgc dong hoc

Hdp thu: Thube hip thu tét khi dung duong udng va bit dau phat huy tic dung khi ubng
60 phut. Nf“)ng do dinh trong mau dat dugc sau 2 — 3 gid. Thire dn giau chét béo lam giam
ndng do dinh trong huyét tuong khoang 17% va kéo dai thoi gian dat nong do dinh cia
thube (dén khoang 4 gio). Tac dung khang histamin kéo dai hon 12 gio.

Phdn bé: ty 1& lién két v6i protein huyét twong cia thube 12 60 — 70%, chu yéu véi
albumin va alpha; — acid glycoprotein. Fexofenadin khéng qua hang rao mau — néo.
Chuyén héa: Fexofenadin rét it bi chuyén héa (khoang 5%, chu yéu & niém mac rudt. Chi
¢6 khoang 0,5 — 1,5% dugc chuyén héa & gan nhd hé enzym cytochrom Paso thanh chat
khdng hoat tinh). Khoang 3,5% lidu fexofenadin chuyén héa qua pha II (khéng lién quan
dén hén enzym chytochrom Paso) thanh dan chat nethyl este. Chét chuyén héa nay chi c6

trong phan nén c6 thé c6 sy tham gia ctia cdc vi khuan dudng ruét vao chuyén héa nay.
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Thai trir: Nua doi thai trir cia fexofenadin khoang 14,4 gid, kéo dai hon (31 — 72%) &
ngudi suy than. Thubc thai trir chi yéu qua phéan (xép xi 80%) va nudc tidu (11 — 12%)
dudi dang khong ddi. Khong rd thude c6 qua nhau thai hodc bai tiét vao sira me hay
khéng, nhung khi ding terfenadin d& phat hién dugc fexofenadin 1a chét chuyén hoa cia
terfenadin trong sira me.

Dugc dong hoc & ngudi suy thén:

Cle 41 — 80 ml/phiit: ndng dd dinh cao hon 87%, nira doi thai trir dai hon 59%.

Clerl 1 — 40 ml/phut: ndng do dinh cao hon 111%, nira doi thai trir dai hon 72%.

Cler < 10 ml/phat (& ngudi dang thuc hién thim phén): ndng do dinh cao hon 82% va nira
doi thai trlr hon 31% so véi nguoi khde manh.

Loai b6 bang thAm phén mau khong hiéu qua.

14. Quy cach dong goi:

Chai 30 ml, chai 60 ml. Hop 1 chai kém cbc dong va hudng dén sir dung.

15. Diéu kién bio quan, han ding, tiéu chuén chit lrong ciia thudc:

- Piéu kién bao quan: Noi khd rao, nhiét do khong qud 30°C, trdnh &nh séng truc tiép.

- Han dimg: 36 thang ké tir ngay san xuét.
- Tiéu chudn chat lwong: TCCS

SAh e RS 011
16.Tén, dia chi ciia co s& sian xuat AL,
- Q/CONG TY '/‘o
Z) e ~
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CONGTY COPHAND AT TU Y TE HAI DUONG

B/e: S6 102, phé Chi Ling - Phuwong Nguyén Trdi - TP Hai Dwong - Tinh Hai Duwong
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