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Composition: Storage: Store in a dry place, avoid sunlight,
Each film-coated tablet contains: at temperature not exceeding 30°C.
Ebastin.. .10mg  Specification: In-house.

Indications; Administration; Contraindications and other
information: Please read the leaflet inside.
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Keep out of reach of children
Read carefully the instructions before use
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MAU NHAN DU KIEN LUU HANH

1. MAU NHAN HOP HOP 10 Vi X 10 VIEN

B Thuéc ke don Hdp 10 vi x 10 vién nén bao phim

Enderen10

Ebastin

ao, tranh anh sang. nhiét do
khéng qua
Tiéu chua t lwong: TCCS
Dé xa tam tay tré em
Doc ky hwéng dan st dung trwée khi ding

Thanh phan:

Barcode

SBK:

S6 16 SX/ Batch No.:
NSX/ Mfg. Date:
HD/ Exp. Date:

Composition: Storage: Store in a dry place, avoid sunlight,
Each film-coated tablet contains: at temperature not exceeding 30°C.
Ebastin 10mg  Specification: In-house.

Indications; Administration; Contraindications and other
information: Please read the leaflet inside.

Keep out of reach of children
Read carefully the instructions before use
Reg. No.:

Box of 10 blisters x 10 film-coated tablets

Enderen10
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Manufactured by:

@ LA TERRE FRANCE PHARMACEUTICAL COMPANY LIMITED
Lot B3-1, Comer D4-N1, Huu Thanh Industrial Zone, Huu Thanh
Commune, Duc Hoa District, Long An Province
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To hwéng din st dung thude i

ude nay chi dung theo don thude
thuéc: Enderen 10
4c diu hiéu lwu y va khuyén cdo khi ding thude:
“Dé xa tam tay cia tré em

Doc k huedng dan si dung truée khi ding”
3. Thanh phin céng thirc thude:
M0i vién nén bao phim chira:
Thanh phan hoat chét: Ebastin..................... 10 mg
Thanh phin ta duge: Cellulose vi tinh thé type 102, Lactose monohydrat, Pregelatinized
starch, Natri croscarmellose, Magnesi stearat, Opadry QX White (Macrogol (PEG)
Polyvinyl Alcohol Graft Copolymer, Tale, Titanium Dioxide, Glycerin Mono And
Dicaprylocaprate, Polyvinyl Alcohol).
4. Dang bao ché
Vién nén bao phim.
MBb ta: Vién nén tron, bao phim mau tring, canh va thanh vién lanh lan.
5. Chi dinh:
Diéu trj triéu ching:
* Viém mili di ing theo mua va quanh nam,
« Ni mé day.
6. Cach dung, lidu ding:
Liéu diing:
Danh cho ngudi 16n va tré em trén 12 tudi:
* Viém mili dj tng theo miia va quanh nam: 10 dén 20 mg mdi ngay, ubngl 14n trong hoic
ngoai bira an.
« Mé day: 10 mg/ngay, udng 1 1an trong hodc ngoai bita an.
Qu&n thé dic biét
Khong cin diéu chinh lidu & bénh nhan suy thin nhe, trung binh hoic ning hodc suy gan
nhe dén trung binh. Chua c6 kinh nghiém st dung lidu trén 10 mg & bénh nhén suy gan
ndng. Vi vy, khong nén vuot qua lidu 10 mg & bénh nhin suy gan ning. Diéu tri nén duogc
tiép tuc cho dén khi céc tridu ching bién mét.
Cich ding: Dung dudng udng.
7. Chong chi dinh:
o Tré em dudi 12 tudi do thiéu dit liéu vé& hidu quéa va do an toan,
» Tién st qua mén v4i hoat chit hogic bt ky ta dwoc ndo cia thudc.
8. Canh bdo va thin trong khi dung thude:
Cinh bao dic biét:
Cén thén trong khi ké don ebastine & nhitng bénh nhan méc hoi ching QT kéo dai, ha kali
méu hodc dang ding thude c¢6 tic dung kéo dai khoang QT hodc trc ché CYP3A4, nhu
thube chéng ndm nhém azole nhu ketoconazol va itraconazol hoic cdc thude macrolide
nhur erythromycin (xem phan Tuong tde, tuong ky ciia thuéc).
Vi ¢6 tuong tac duge dong hoc gitta cac thude chdng lao nhur rifampicin (xem phin Twong
tde, twong ky cia thuoc), phai than trong khi ké don ebastine cliing v&i cdc phén tir thude
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To hwéng din sit dung thude 2

‘y.
'en dién cta lactose, nhitng bénh nhéan ¢ van dé di truyén hiém gip nhu khong
galactose, thiéu hut Lapp lactase hoic kém hip thu glucose-galactose khong nén

' .u ndy chita it hon 1 mmol (23 mg) natri mdi vién, nghia 1a v& co ban né 'khéng chia
natri'.

Thén trong khi si dung:

Nén than trong khi st dung Ebastine & bénh nhan suy gan ning (xem phin Cdch ding,
liéu dimg).

9. Sit dung thudc cho phu nir ¢6 thai va cho con bii:

Mang thai:

Hién c6 rit it dir liéu vé& viéc st dung ébastine & phu nft mang thai. Cic nghién ctru doc
tinh trén dong vat khong cho thiy tic dong tidu cuc truc tiép hodc gidn tiép. Tuy nhién, vi
Iy do phong ngira, tot nhat 14 khong sir dung ebastine trong suét thai k.

Cho con bu:

Chua c6 thong tin liéu ébastine c6 duge bai tiét qua stta me hay khong. Ty 18 gin két cao
v6i protein ciia ebastine (97%) va chit chuyén héa chinh ctia no, carebastine, goi v rang
khong c6 sy bai tiét qua sita me. Tuy nhién, vi Iy do phong ngira, tbt nhét 1a khong st
dung ebastine trong khi cho con bu.

Kha ning sinh san:

Khéng c6 dit lidu vé kha ning sinh san clia ebastine & nam gidi.

10. Anh huéng ciia thude 1én kha ning 14i xe, vin hanh miy méc:

O ngudi, chic ning tAm 1y - vén dong da dugce nghién ctu rong rdi va khong c6 tac dung
ndo duge phit hién. Ebastine & cac lidu diéu tri khuyén cdo khong anh huéng dén kha
ning l4i xe va stt dung may méc. Tuy nhién, dbi véi nhitng ngudi nhay cam, c6 phén Gng
bit thudng vdi ebastine, nén biét rd cac phan Gmg ¢4 nhan trude khi l4i xe hogc thuc hién
céc hoat dong phirc tap: budn ngli va chéng mit c6 thé xudt hién (xem phin Tdc dung
khong mong mudn cia thudc).

11. Twong tic, twong ky ciia thude:

Céc két hop khong duoc khuyén cédo

Twong tac duge ddng hoc dd duge quan sat théy khi dung ebastine vdi ketoconazol, hodc
itraconazol va erythromycin. Nhitng tuwong tic ndy din dén ting ndng do ebastine trong
huyét trong va lam ting ndng d6 carebastine & mtrc do thip hon, tuy nhién ndng do nay
khong lién quan dén hiu qua lam sang d4ng k&. Tuy nhién, nhu mot bién phéap phong
nglra, nén tranh két hop véi ketoconazol, itraconazol, erythromycin, clarithromycin,
josamycin: ting nguy co xuét hién rdi loan nhip thit & cic dbi trong d& méc (hoi chimg
QT kéo dai, bam sinh).

Tuwong tac duge ddng hoc d3 duge quan sat thf?iy khi dung ebastine cung v6i rifampicin.
Nhitng twong tac ndy c6 thé 1am giam ndng do ebastine trong huyét twong va lam gidm téc
dung khang histamine.

Khong cé tuong tic nao dugce bdo cdo giita ebastine va theophylline, warfarin, cimetidine,
diazepam va ruqu.

Dung ebastine cting véi thirc an khong lam thay ddi tdc dung 1am sang cua thude.

Twong ky: Do khéng c6 cac nghién ctru vé tinh twong ky cta thude, khong tron 13n thude
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To huéng din sir dung thubc 3

ic thube khac.

ung khong mong muén ciia thudc:

t phén tich tong hop céc thir nghiém 14m sang c6 déi chimg véi placebo trén
¢nh nhén str dung ébastine, céc tdc dung phu duge béo cdo thudng xuyén nhét 1a

iéng va budn ngu. Céc tac dung phu lién quan dén didu tri trong céc thi nghiém lam
sang ¢ tré em (n=460) twong tu nhu nhitng gi dugc quan sat & nguoi 1on.
Bang dudi day liét ké céc tdc dung phu dd dugc bdo céo trong céc thir nghiém 14m sang va
ké tir khi san phdm duoc luu hanh theo quy wdc sau: rit thuong gip (>1/10), thudng gap
(>1/100 va <1/10), it gdp (=1/1000 va <1/100), hiém gip (>1/10 000 va <1/1000), rét
hiém (<1/10 000) va tin sudt khong x4c dinh (tAn sudt khong thé wée tinh tir dit lidu c6
san).
SOC Rit thwong | Thuwong Hiém giip Rit hiém | Tén suit
medDRA gap =21/10 | gip=1/100 | >1/10000va | <1/10 000 | khong xic
va <1/10 <1/1000 dinh
R&i loan hé Phén tmg qua | Biéu hién di
thdng mién man (nhu sbc | Gmg nghiém
dich phan vé va trong
phu mach)
R6i loan tAm Lo 4u, mét ngu
thin
R6i loan hé Pau dau Budn ngli Choéng mat,
than kinh mét cam gidc,
rbi loan vi gidc
Réi loan Téng cam
chuyén hoa gidc thém
va dinh dn
dudng
R6i loan tim Tim dap
mach nhanh, Téang
nhip tim
Xét nghi¢m Tang cén
R4i loan da Khé miéng | Pau bung, nén
day — rudt mira, budn
ndn, rdi loan
tiéu hoa
Rdi loan gan Viém gan, tic
mat nghén maét,
Céc xét
nghiém churc
ning gan bét
thudng (ting
transaminases,
gamma GT,




https://trungtamthuoc.com/

To huwéng dén sir dung thube 4
N 4,\\ phosphatase
4 kidm va
B )) bilirubin)
da Mg day, phat
ban da, viém
da
Réi loan cac Réi loan kinh
co quan sinh nguyét
san
R&i loan Phil né, suy
chung nhugc

Bio cio cic phin ving bat lgi nghi ngo:

Béo céo céc phan g bét loi nghi ngd sau khi san phdm thubc dwoc cip phép 1a rit quan
trong. N6 cho phép theo déi lién tuc ty 1¢ lgi ich/nguy co ctia thude.

Thong bao ngay cho béc si hodc duge sinéu gip cac tic dung khéng mong mudn nhu trén
khi st dyng thudc hodc bo cdo cic phan tmg c6 hai cua thube vé Trung tdm Thong tin
thude va Theo ddi phan tmg c6 hai cta thube (ADR) Quéc Gia. Pia chi: 13 - 15 Lé Thanh
Toéng, phuong Cha Nam, Ha No&i. Dién thoai: 024.3.9335.618; Email:
di.pvcenter@gmail.com.

13. Qua liéu va cich xik tri:

Trong c4c nghién ciru véi lidu cao, khong ¢ dau hiéu 14m sang dang ké hoic triéu ching
nao dugc quan st cho d&én 100 mg mdi ngay.

Céch xit trf trong truedong hop qua lidu nghiém trong:

* Cho dén nay chua c6 thube giai ddc nao dugce biét dén,

* Rira da day,

* Didu tr tridu chimg

» Theo ddi céc chirc ning sdng, bao gdm theo ddi ECG.

14. Pic tinh dwge lwe hoc:

Nhém duoe li: Chdng histamine H1 qua dudng toan than

Ma ATC: RO6AX22

Ebastine va chit chuyén héa cé hoat tinh cta ebastine, carebastine, 12 cac thubc khang
histamine chon loc tdc dong Ién cac thu thé H1 ngoai vi, dudng nhu khong c6 tdc dung
phu an thin va khang cholinergic khi st dung & lidu khuyén c4o.

15. Pac tinh dwoc dong hoc:

Ebastine dugc hip thu nhanh chéng sau khi ubng va trai qua hiéu tng chuyén héa 1in du
rét quan trong & rudt va gan. N6 gin nhu hoan toan dugc chuyén hoa thanh chit chuyén
héa dang acid c6 hoat tinh dugc ly, carebastine.

Sau khi ubng mot liéu don 10 mg, ndng do dinh trong huyét trong dat dugc sau 2 dén 4
gity, véi ndng do dao dong tir 80 dén 100 ng/ml.

Céc nghién ctru in vitro trén cdc microsome gan ngudi cho thiy ebastine chii yéu duge
chuyén héa thanh carebastine qua cytochrome CYP3A4.

Thoi gian ban hily ciia chét chuyén héa dang acid dao dong tir 15 dén 19 gid, véi 66% duge bai tiét
qua nu6e tidu, chit yéu dudéi dang chét chuyén hoa két hop. Sau khi ding lién tuc ebastine vi liéu 10




T& huéng dan sir dung thube 5
128, ndng d¢ én dinh dat duge sau 3 dén 5 ngdy, v6i ndng d6 dinh huyét trong dao dong tir

[ qua hang rdo m4u - ndo clia ebastine va chét chuyén héa ¢6 hoat tinh ctia ebstin, carebastine,
rat thép.

Su thdm vao sita me chua dugce nghién ciru.

Nguoi cao tudi

Céc thong sb duge dong hoc khong khéc biét mdt cach co ¥ nghia théng ké so v6i céc gia
tri ghi nhin & ngudi trudng thanh tré tudi.

Suy thin va suy gan

O nhitng bénh nhan bj suy thén nhe, vira phai hoic ning didu tri bing lidu 20 mg ebastine mdi
ngay, ciing nhu & nhitng bénh nhan bi suy gan tir nhe dén vira didu trj bing lidu 20 mg ebastine mdi
ngdy, hodc ¢ nhiing bénh nhén b suy gan ning diéu trj bing liéu 10 mg ebastine mdi ngdy, ndng do
ebastine va carebastine dat dugc trong khoang thoi gian tir ngdy thir 1 dén ngdy thir 5 cia didu tri
tuong tu nhu nhiing gi dat dugc & nhiing tinh nguyén vién khée manh. Do d6, hd so duge dong hoc
clia ebastine va chit chuyén héa cia n6 khong thay dbi mot cach dang ké & nhitng bénh nhan c6
murc d§ suy than hodc suy gan khac nhau.

16. Quy cach déng goi:

Hop 3 vi x 10 vién, kém t& hudéng din st dung

Hop 10 vi x 10 vién, kém t& huéng dan sir dung

17. Piéu kién bio quén, han ding, tiéu chuin chit lwong ciia thude:

Piéu kién bdo quan: Noi kho rdo, tranh anh sang, nhiét do khong qué 30 °C.

Han ding: 24 thang ké tir ngdy san xuét.

Tiéu chuén chét Iwgng ciia thude: TCCS

18. Tén, dia chi ciia co' s& sdn xuit thude:

Céng Ty TNHH MTV Dwgce Phim La Terre France

L6 B3-1, géc dudng D4-N1, khu céng nghiép Hyuu Thanh, X4 Puc Hoa, Tinh Tdy Ninh, Viét
Nam




