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\\ o\ PHUG LONG “Doc ky huéng dan sir dung truéce khi ding”
75~ 1 THANH PHAN, CONG THUC THUOC

cin hoat chat: Bilastin 20 mg

Thanh pha‘in ta dugc: Lactose monohydrat, tinh bot mi, cellulose vi tinh thé PH 101, PVP K30,
magnesi stearat.

2. DANG BAO CHE

Vién nén.

M54 ta: Vién nén dai, mau tréng, 10i, bé mit vién nhdn, mot mit c6 rinh chia vién, thanh va canh
vién lanh lan.

3. CHI PINH:

Piéu tri tri¢u chimg cta bénh viém mili dj g (theo mia va man tinh) va nbi may day.

Thudc sit dung cho ngudi 16m va thanh thiéu nién (ti 12 tudi tre 1€n).

4. CACH DUNG, LIEU DUNG:

Liéu lwgng

Nguoi I6n va thanh thiéu nién (tie 12 tuéi tro lén)

20 mg bilastin (1 vién) mdi ngay mét lan dé giam cac tridu chimg viém mii dj Gng va ndi may
day.

Thoi gian didu tri

Péi voi viém mili dj tng, st dung thube khi c6 tiép xiic véi cac téc nhan giy di tmg. Ddi véi
viée didu tri viém mii di ttng theo mua c6 thé ngung sau khi céc triéu ching da hét, s dung lai
thudc khi ¢o cae ddu hidu tai phat.

Trong viém miii di ing kéo dai lién tuc, bénh nhan sir dung thude khi con tiép xUc v&i cac tac
nhan di img, sir dung dén khi giam céc triéu ching.

D&i v&i ndi may day, thoi gian diéu tri tiy thude vao dic diém cua bénh.

Cdc doi twong dic biét:

Ngudi cao tudi
Khong cén diéu chinh liéu lugng & bénh nhén cao tudi (> 65 tudi).
Suy thin

Cac nghién ctru duge thue hign & ngudi 16n trong cac nhém cé nguy co dic biét (bénh nhan suy
thén) chi ra ring khong can phai didu chinh lidu bilastin & ngudi 1on.

Suy gan

Khong c6 kinh nghiém lam sang ¢ bénh nhan truong thanh bi suy gan. Tuy nhién, vi bilastin
khong duge chuyén hoéa va thai trir dudi dang khong thay déi trong nudce tiéu va phan, suy gan
dy kién s& khong lam ting phoi nhiém toan thén trén mic an toan & bénh nhén trudng thanh. Do
6, khong cin diéu chinh liéu & bénh nhan truéng thanh bi suy gan.

Tré em

Tré em tir 6 dén 11 tudi co can ning it nhit 20 kg: Nén sir dung vién nén phan tan trong miéng
10 mg va dung dich uéng 2,5 mg/ml.

Tré em dudi 6 tudi va can nang dudi 20 kg: Khong nén sir dung bilastin cho déi tugng nay.

Tinh an toan va hiéu qua cta bilastin trén tré em bi suy gan va suy than chua dugec thiét lap.
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Ciach ding

Duing theo duong udng. Udng cung véi mdt ly nuoc.

Nén ubng trudc dn mot gid hofic hai giv sau khi dn hojc ubng nudc trai cdy. Nén dung thuéc mot
liéu duy nhét trong ngay.

5. CHONG CHI DINH:

Qué mén voi hoat chét hodc bt ky thanh phéan nao cua thude.

6. CANH BAO VA THAN TRQONG KHI DUNG THUOC

Tr¢ em

Hiéu qua va tinh an toan khi sir dung cho tré em duoi 2 tudi chua duge thiét 1ap va rdt it nhing
kinh nghiém lam sang vé viéc sir dung thudc cho tré 2 — 5 tudi, do do bilastin khong dugc s
dung trén nhimg d6i twgng nay.

Thén trong khi sit dung bilastin & bénh nhan suy thgn vira va ngng sir dung ddng thoi vai cac
chét e ché P- glycoprotem vi du nhu ketoconazol, erythromycm cyclosporin, ritonavir hodc
diltiazem, do co thé lam ting nong do bilastin trong huyet tuong va do d6 lam ting tac dung
khong mong mudn ctia bilastin. Vi vy, nén tranh ding phéi hop bilastin va céc thude {rc ché P-
glycoprotein ¢ bénh nhén suy thin vira va nang.

Mot vién nén khong chira nhiéu hon 8,6 mcg gluten. Tinh bdt lia mi ¢o trong thube nay chi chira
ham lugng gluten rat thap (xem nhu khong co gluten) va it ¢6 kha néng co hai v&i bénh nhan
méc bénh Celiac.

Bénh nhén bi di ing véi laa mi (khong phai do bénh 1y Cellac) khéng nén dung thudc nay.

Thudc nay cé chia lactose monohydrat. Bénh nhan bi r6i loan di truyén hiém gip nhu khong
dung nap galactose, thiéu hut lactase hoan toan hodc kém hép thu glucose- galactose khong nén
dung thudc nay.

7.SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Sur dung thuébc cho phu nit co thai

Céc dir liéu nghién ciru trén phy nir c6 thai con rat han ché. Cac nghién ciru trén dong vat khong
chi ra cac tac dong tryc tiép hodc gian tiép ddi voi dde tinh sinh san, qua trinh sinh sén hodc phat
trién sau sinh. Nhu mdt bién phap phong ngira, khong nén st dung thudc nay khi mang thai.

Sir dung thubc cho phu ni¥ cho con bii

Su bai tiét bilastin trong sita chua durge nghién clru ¢ nguol Céac nghién ciru trén dong vat da
cho thiy su bai tiét bilastin trong sira me. Quyét dinh vé viée tiép tuc/ngimg cho con bl hodc
ngung/kiéng diéu trj bilastin phai duge dua ra sau khi can nhéc lgi ich cua vige cho con bu ddi
v&i tré va lgi ich cua lidu phép bilastin cho ngudi me.

Kha nang sinh sdn

Dir liéu 14m sang con han ché. Mot nghién ciru trén chudt khong cho thay bt ky tac dong tiéu
cuc nao dén kha nang sinh san.

8. ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC

Thubc c6 thé gay budn ngt, nén cAn than trong khi l4i xe va van hanh may moc.

9. TUONG TAC, TUONG KI CUA THUOC

Twong tac cia thuéc

- Thirc in lam giam sinh kha dung dudng ubng bilastin dén 30%.

- Sir dung thude cung vdi nudce ép budi lam giam sinh kha dung dén 30%. Diéu nay ciing co thé
xay ra voi cac loai nudc ép trdi cdy khac. Co ché tuong tac nay la do sy {rc ché OATP1A2, mot
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chit vin chuyén cia bilastin. Céc thudc e ché OATPIA2, ching han nhu ritonavir hoiic
rifampicin, cling ¢6 thé lam giam ndng d¢ bilastin trong huyét twong,

- Tuong tac véi ketoconazol hodc erythromycin: Dung ddng thai bilastin 20 mg mot lan mdi
ngay véi ketoconazol 400 mg mét lan mdi ngiy hodc erythromycin 500 mg 3 1dn mdi ngay lam
ting AUC cua bilastin 2 1an va Cmax 2-3 lan. Nhimg thay déi nay c6 thé duge giai thich bai sy
tuong téc vdi cac van chuyén ra ngodi dudmg rudt, vi bilastin 1a mdt chit ndn cho P-glycoprotein
va khong bi chuyén hoa. Nhiing thay dbi nay khong anh hudng dén sy an toan cua bilastin va
ketoconazol, erythromycin. Céc thude khac 1a chit nén hodc chit e ché cuia P-glycoprotein, vi
du nhv cyclosporin, c6 thé lam ting néng do bilastin trong huyét tuong.

- Tuong tdc voi diltiazem: Ding ddng thoi bilastin 20 mg mot 1in mdi ngay va diltiazem 60 mg
mot 1an mdi ngay 1am ting Cpay bilastin 50%. Hiéu img ndy co thé duge giai thich bai sy twong
thc véi cdc van chuyén ra ngodi dudng rudt va khong anh huong dén do an toan cua bilastin.

- Tuong tac véi ruou: Trang thai tim than vin ddng sau khi ubng ddng thdi rugu va bilastin 20
mg tuong ty nhu két qua ghi nhan sau khi uéng déng thoi rugu va gia duge.

- Tuong tac véi lorazepam: Khi dung déng th¥i bilastin 20 mg m¢t 1an mdi ngdy véi lorazepam
3 mg trong 8 ngdy khong lam ting tic dung trc ché than kinh trung wong cua lorazepam.

- Tré em: Céc nghién clru tuong tac chi dugc thye hign & nguoi 16n. Vi khong cé kinh nghiém
lam sang vé tuong tac cua bilastin véi thude, thue phdm ho#c nudc ép trdi ciy khac & tré em, nén
tham khao cac két qua thu duge tir cdc nghién ctru vé tuong tac & ngudi l6n khi ké don bilastin
cho tré em. Khong c6 dir li¢u 1dm sang & tré em dé xac dinh liéu nhing thay déi déi vai AUC
hodc Cinax do trong tac c6 anh hudng dén ho so an toan cua bilastin hay khong,

Twong ky ciia thude

Do khdng c6 cac nghién ctru vé tinh twong ky clia thudc, khong trén 1in thude ndy véi céc thude
khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Tan sudt xudt hién céc tac dung khéng mong mudn nhu sau:

Rét thudong gip (=1/10);

Thudng gip (>1/100 dén <1/10);

it gap (=1/1.000 dén <1/100);

Hiém gap (>1/10.000 dén <1/1.000);

Rét hiém gip (<1/10.000)

Chura 18 (Chua thé ude tinh tir dit ligu co sin).

Céc tac dung khong mong muén ciia thube duge thé hién dudi bang sau:

Nhiém trung va nhiém khuan

It gap Mun r6p & miéng

Réi loan chuyén héa va dinh dwdng

It gap Tang cam giac them an

A - A
R6i loan tim than

Lo ling

it gap

Mit ngu

Réi loan hé than kinh
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it gap

Thuong gip e ngu
Pau dau
it gap Hoa mét
R6i loan éc tai va tién dinh
ft gap U tai
Choéng mit
RG&i loan nhip tim
Block nhanh phai

Loan nhip xoang

Khoang QT keéo dai

Cac biéu hién khic trén dién tam d6

R6i loan hé hip, long ngwece va trung that

it gép

Kho the

Cam giac kho chju ¢ miii

Khé miii

Réi logn tiéu hoa

ft gip

Pau bung dudi

Pau bung

Buo6n noén

Khoé chiu & da day

Bénh tiéu chay

Kho miéng

Ching kho tiéu

Viém da day

Roi loan da va mé duoi da

It gap

Ngtra

Réi loan todn thin

it gap

Mét mai

Khat

Tang tinh trang mét moi sdn ¢6

Suy nhugc

Sét

Céc biéu hién khac

It gap

Tang gamma-glutamyltransferase

Tang ASAT, ALAT
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Téng creatinin méu

Tang triglycerid mau

Tang céan

Tan suat chua rd (khong thé udc tinh tir dir liéu c6 sin): Danh trong ngyuc, nhip tim nhanh, phan
{mg qua min (nhu séc phan vé, phi mach, khé thd, phat ban, phi né khu tri/ sung cyuc b va ban
dd), nén mira d3 duge quan sat thay sau khi dwa thude ra thi truomg.

Tré em

Cac tac dung khong mong mudn lién quan dén bilastin va duge bao cdo & hon 0,1% tré em (2-11
tudi) dung bilastin trong qua trinh nghién ctru lam sang dwgc liét ké dudi day.

Nhiém trung va nhiém khuan

Thuong gap Viém mii

R6i loan hé than kinh

Thuong gip Pau diu

it gap Chéng mit, mat y thie

Ri loan mét

Thuong gap Viém két mac dj tng

it gap Kich img miit

R6i loan tiéu héa

Thuong gap Pau bung/ dau byng trén

it gap Tiéu chay, buén nén, sung méi (Lip swelling)

Réi logn da va mé dwai da

it gap Eczema

Mé day

Rbi loan toan than

It gap Mét moi

Théng bdo ngay cho bdc sy hodc dwpc sy nhitng tac dung khong mong muon gap phai khi si
dung thudc.

12. QUA LIEU VA CACH XU TRIi

Qua liéu

Théng tin vé qué liéu bilastin duge ldy tir cac thit nghiém 1dm sang. Trong cac thir nghiém lim
sang, sau khi dung bilastin liéu cao gip 10-11 lan lidu didu trj (220 mg 1 liéu duy nhit hoic 200
mg/ngdy trong 7 ngay) cho ngudi tinh nguyén khoe manh thi tAn suat diéu tri cac tac dung khong
mong mudn xay ra cao gap hai lan so voi gia duge. Céc cac tic dung khdng mong muén thuong
gip nhét 1a chong mit, nhirc dlu va budn ndn. Khong co cic tac dung phy nghiém trong va
khdng co sy kéo dai dang ké trong khoang QT dugc bao cdo.

Mot nghién ciru chéo thdng qua théng s6 QT/QT hiéu chinh di duoc tién hanh trén 30 ngudi tinh
nguyén khoe manh nhim danh gi4 tdc dong cua bilastin lidu l3p lai (100 mg x 4 ngay) lén sy tai
phin cyc tam that. Nghién ciru dé chi ra ring ché do ding néu trén khong lim kéo dai dang ké
gia trj QT hiéu chinh.

T > &y

o

W\
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Chua ¢6 dir liéu qua liéu & tré em.

Ciich xir tri khi diing thuéc qud liéu

Trong trudng hop qua liéu, diéu tri triéu chimg va diéu tri hd try dugc khuyén cdo.

Khong cé thudc giai doc dic hidu cho truéong hop qua lidu bilastin.

12. PAC TINH DUQC LUC HQC

Mi ATC: RO6AX29

Nhém duge 19: Thude khéng histamin sir dung dudng toan than, céc thudc khang histamin khac
su dyng duong toan than.

Co ché tac dung:

Bilastin la chat d6i khéng histamin khong gay ngu, tac dung lu dai, c6 ai lyc dbi khang chon loc
vai thy thé H1 ngoai vi va khong c¢o i luc voi cac thy thé muscarinic.

Bilastin trc ché phan tmg di timg do histamin trong 24 gi& sau khi diing lidu duy nhét.

13. PAC TINH DUQC PONG HQC:

Hip thu

Bilastin hap thu nhanh sau khi ung véi thoi gian dat ndng d tbi da trong huyét twong khoang
1,3 gio. Khong quan sat thay 6 su tich lily thude. Sinh kha dung duong uéng trung binh khoang
61%.

Phin bé

Trong céc nghién clru in vitro va in vivo di cho thiy ring bilastin 1a mot chét nén cua P-
glycoprotein va OATP. Bilastin khong phai chit nén ciia protein van chuyén BCRP hoic protein
van chuyén trong thin OCT2, OATI1 va OAT3.

Dua trén cac nghién ctru in vitro, bilastin dwoc du doan khong trc ché cac protein van chuyén
duong toan than sau: P-gp, MRP2, BCRP, BSEP, OATP1B1, OATP1B3, OATP2B1, OATI,
OAT3, OCT1, OCT2 va NTCP, {rc ché nhe P-gp, OATP2B1 va OCT1 va uéc tinh 1C50 >
300pM, cao hon nhidu so véi Cmax huyét trong trén 1am sang va do vy nhirng sy twong tac nay
s& pht hop vé mit 1dm sang. Tuy nhién, dya trén nhimg két qua nay, su trc ché bai bilastin ciia
protein van chuyén co trong niém mac rut, vi dy nhu P-gp, khong thé bj loai trur.

O liéu diéu trj bilastin gin 84-90% véi protein huyét tuong.

Chuyén héa

Bilastin khong tre ché hoat dong clia cic isoenzym CYP450 trong céc nghién ciru in vitro.

Thai triv

Trong mt nghién ctru & nhitng ngudi tinh nguyén khoe manh, sau khi diing mot lidu duy nhit 20
mg "C-bilastin, gn nhu 95% liéu duoc thai trir qua phan (66,5%) va nuédc tiéu (28,3%) dudi
dang khéng déi, bilastin khéng duogce chuyén hoa dang ké & nguéi. Thoi gian ban thai trung binh
& ngudi tinh nguyén khoe manh la 14,5 gid.

Duwge dong hoc tuyén tinh

Dugc dong hoc cua bilastin tuyén tinh trong pham vi lidu 5 mg dén 220 mg.

Bénh nhan suy than

Trong mét nghién ciru ¢ nhitng dbi twong suy thdn AUCy.» trung binh (SD) ting tir 737.4 (+
260,8) ng.gio/ml & nhimg ngudi khong suy than (GFR: > 80ml/phit/1,73m?) dén: 967.4 (+
140,2) ng.gio/ml ¢ nhirng nguoi suy thin mirc do nhe (GFR: 50-80ml/phut/1,73m?); 1.384,2 (+
263,23) ng.gi¢/ml & nhitng ngudi suy than mic d trung binh (GFR: 30-< 50ml/phut/1,73m?);
1.708,5 (+ 699,0) ng.gio/ml & nhitng ngudi suy thian mirc d6 ning (GFR: < 30ml/phat/1,73m?).
Thoi gian ban thai trung binh (SD) cta bilastin 1a 9,3 gio (+ 2,8) & nhirng nguoi khong suy than,

NZ\@ & /Sy
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15,1 gi¢ (= 7,7) & nhitng ngudi suy thin mic do nhe, 10,5 gio (x 2,3) ¢ nhitng ngudi suy than
miurc do trung binh va 18,4 gio (£ 11,4) & nhimg nguoi suy than mirc d§ ndng. Bilastin thai trr
hiu hét qua nudc tiéu sau 48-72 gidr & tit ca cac ddi tugng. Nhimg thay ddi duge dong hoc khong
anh huong dén dd an toan cua bilastin vi cac ndng d0 blastin trong huyét tuong & nhimg ngui
suy thdn van trong pham vi an toan.
Bénh nhin suy gan
Khoéng c6 dir liéu duge dong hoc & nhimmg bénh nhan suy gan. Bilastin hiu nhu khong duoc
chuyén héa & nguoi. Thudc dwge thai trir qua than 1a chu yéu, thai trir mot phén nho qua gan.
Nhirng thay ddi vé chirc niing gan khong anh hudng vé mit lam sang lién quan duge dong hoc
cua bilastin.
Nguwdi cao tudi
Chi ¢6 dit liéu vé dugc dong hoc cé & nhitng nguoi trén 65 tudi. Khong cé sy khac bigt co y
nghia thong ké vé duge dong hoc cia bilastin & ngudi cao tudi trén 65 tudi so véi ngudi lon & 46
tudi tir 18 dén 35.
Tré em
Khéng cé dir liéu nghién ctru duge dong hoc & thanh thiéu nién (12 tudi dén 17 tudi). Tuy nhién
di liéu ngoai suy c6 thé duge chdp nhan véi thube nay.
Dit li¢u duge dong hoc ¢ tré¢ em thu duge trong nghién ciru duge dong hoc giai doan Il bao gém
31 tré em tir 4 dén 11 tudi bj viém miii két mac di ing hodc néi mé day mén tinh, ding mdi ngay
mot 1an véi vién nén phén tan bilastin 10 mg. Phan tich dugc dong hoc cua dir li¢u néng do trong
huyét twong cho thdy lidu bilastin 10 mg & tré em mdi ngay mét lin dan dén phoi nhiém toan
than tuong duong véi lidu 20 mg & ngudi 16m va thanh thiéu nién, 13 gia tri AUC trung binh 1014
ng * x gid / mL d6i voi tré em tir 6 dén 11 tudi. Nhimg két qua nay phan 16n dudi ngudng an
toan dwa trén dir liéu tir 80 mg liéu mdi ngady mot lan & nguoi 16m theo hd so an toan thudc.
Nhitng két qua nay di xac nhin viéc lya chon bilastin 10 mg mdi ngay mét 1an 1a liéu diéu tri
thich hop cho tré em trong d6 tudi tir 6 dén 11 tudi véi trong lugng co thé it nhat 20 kg,
14.QUY CACH PONG GOI:
Hop 3 vi x 10 vién.
15.PIEU KIEN BAO QUAN: Bao quan & nhiét d¢ dudi 30°C, tranh 4m va anh sang,
16. HAN DUNG CUA THUOC: 36 thang ké tir ngdy san xuat.
17.TIEU CHUAN CHAT LUQNG: Tiéu chuin co sd.
18. TEN, PIA CHI, BIEU TUQNG (NEU CO) CUA CO SO SAN XUAT
Co s& san xuét:
CONG TY CO PHAN DUQC PHAM ME DI SUN
S 521, khu phé An Lei, phudng Hoa Lei, thi xd Bén Cét, tinh Binh Duong.



