hi dung theo don thube

Bilastin ODT SOHA

nay ¢

Thong bdo ngay cho bdc st hodc dwoe st nhitng phan irng co hai gap phai khi si dung

thube

1. THANH PHAN CONG THUC THUOC

M&i vién nén phén tan trong miéng chira:

Thanh phin hoat chdt: Bilastine 10,0 mg

Thanh ph(’f"ﬂ ta duwpc: Mannitol, Croscarmellose sodium,
flavor, Sodium stearyl fumarate.

2. DANG BAO CHE

Vién nén phén tan trong miéng

M ti dang bao ché: Vién nén hinh tron mau trﬁng dén ho
canh vién lanh lan

3.  CHIPINH

Sucralose, Strawberry powder

vang, 2 mat 161, nhan, thanh va

Dicu tri tri¢u ching viém mii-két mac di ing (theo mua hodc quanh nam) va may day.

Thuoe duge chi dinh o tré em tr 6 dén 11 tudi ¢é cin nang t
4.  CACH DUNG, LIEU DUNG
Cich dung: Dung duong udng. Vién thudc phai duogc dat

nhanh chong trong nude bot, tir do ¢6 thé dé dang nubt.

r 20 kg tro 1én.

trong mi¢ng dé thudc phin tan

Ngoai ra, vién nén c¢o thé dugc phéan tan trong nudc trude khi dung. Khong nén su dung

nude ép budi chum hodc bit ky loai nude ép trai cdy nao kh
Nén dung thude mot gior trude hodc hai gio sau khi dn hodc
Lidu ding:

- Tré em dudi 6 tudi va dudi 20 kg: Chua thé dua ra lidu ki
dung bilastine & nhom tudi nay.

-Treem tir 6 dén 11 tudi ¢d can nang tr 20 kg tro 1én: 10 m

ac dé phan tan.

nong nudc trai cay.
uyén cao. Vi vay. khong nén sur

o bilastine (tuong duong | vién)

mot lan moi ngay dé giam cac triéu chirng viém mui-két mac di img (viém mii di img theo

mua va viém mui di img quanh nam) va may day.

- Ngudi 16n va tré em trén 12 tuéi: Nén sir dung dang vién n
Thoi gian difu tri:

Trong diéu tri viém mui-két mac di ung, viéc diéu tri chi gi(

tiép xuc voi yéu to di nguyén. Cu thé la, trong diéu tri vié

¢n bilastine 20 mg.

51 han trong khoang thoi gian co

m mui di rng theo mua. co thé

ngung thudc khi hét triéu chirng va tai s dung khi triéu chiing xuat hién tro lai. Trong diéu

tr1 viém mui di ung quanh nam, nén su dung thudc lién tuc
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trong suot thoi gian tiép xuc voi
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Bénh nhz"m suy gan: Tinh an tofm va hiéu qua cua bllastme t

lap. Khong c6 dir liéu 1am sang ¢ ca bénh nhan nguoi 16n v

N Chc nghlen cuu duogc terc hlen o nguon I6n thud

Oc vao dang may day, thoi gian

3
suy than: Tinh an toan va hiéu qua cua bilastine ¢ tré em suy than chua duoc

c nhom ng,uy co dac biét (bénh

tré em suy gan chua dlrgc thiét
a tré em bi suy gan. Tuy nhién,

vi bilastine khong dwoc chuyén hoa va dugc thai trir dudi dang khong doi qua nudce tiéu va

phan, do d6 du doan suy gan sé khong lam ting néng do t
bénh nhan ngudi 16n. Do dé, khoéng can diéu chinh lidu ¢
gan.
5. CHONG CHI PINH

Chong chi dinh cho cac bénh nhin qua man véi bilastine
nao cua thude.

6. CANHBAO VA THAN TRONG KHI DUNG TH
Hi¢u qua va dd an toan cua bilastine ¢ tré em dudi 2 tuoi
liéu lam sang ¢ tré tir 2 dén 5 tudi, do do khong nén st du
nay.
Trén bénh nhan suy thdn ndng hoac trung binh, viéc sur dung
irc ché P-glycoprotein nhu ketoconazol, erythromycin, cyclg
6 thé 1am ting nong do bilastine trong huyét twong, do dq
g bat loi. Vi vay, cin tranh str dung dong thoi bilastine v:
trén bénh nhan suy thin nang hodc trung binh.

Ta dwoe

Thudc ¢6 chira mannitol ¢6 thé cho tac dung nhudn trang nh
Thude nay chira it hon 1 mmol natri (23 mg) mdi vién, ng
natri'.
7. SUDUNG THUOC CHO PHU NU CO THAI VA
Phu nir ¢6 thai

Khong ¢o6 hodc co rat it di liéu vé viéc su dung bilastine ¢
cuu trén dong vat khong chi ra tac hai truc tiép hodc gian
san, qua trinh sinh dé hodc phét trién sau sinh. Dé phong n
trong thoi ky mang thai.

Phu nir dang cho con bu

Su bai tiét bilastine vao sira chua duoc nghién ciru 0 nguoi

o déng vat cho thay bilastine bai tiét qua stra. Phai can nhac

2/12

oan than trén nguong an toan o

bénh nhan truong thanh bi suy

10dc bat cir thanh phﬁn ta duoc

UOC
chua duoc xdc dinh va co it dor

ng bilastine ¢ nhiing nhom tudi

dong thoi bilastine voi cac chat
bsporin, ritonavir hodc diltiazem
b lam tang nguy co xay ra phan

1 cac chat tre ché P-glycoprotein

Lo

hia 12 vé co ban la 'khong chira
CHO CON BU

y phu ntr mang thai. Cac nghién
tiép lién quan dén doc tinh sinh

gura, tot nhat nén tranh su dung

Duw licu duoe dong hoc hign co

gitra loi ich cua viée cho con bu

https://ftrungtamthuoc.com/




yanlot ich cua viée diéu tr1 bang bilastine do1 v
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.con bl hodc ngurng/tranh diéu tri bang bilastine
AN : 'I
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bi ngudi me dé quyét dinh ticp

cho me.

\_j lﬁhﬁmg t@):hpac éo rat it dir lidu 1dm sang. Mot nghién ctru trén chudt khong cho thay bat ky

ta Jéu uc nao dén kha nang sinh san.
8. ““‘——\NH HUONG CUA THUOC LEN KHA NANG
MOC

Mot nghién ciru duge thue hién ¢ ngudi 1ém dé danh gia tic

LAI XE, VAN HANH MAY

dong cua bilastine Ién khé nang

lai xe da chung minh viéc su dung liéu 20 mg khong anh huong dén kha nang lai xe. Tuy

nhién, phan tmg cua ting ca nhan do6i vé1 thuoe co thé khac nhau nén bénh nhan duoc

khuyén khong nén lii xe hodc van hanh may moc néu chua
thé vai bilastine.

9.  TUONG TAC, TUONG KY CUA THUOC

9.1. Twong tic ciia thude

Cac nghién cuu vé twong tac thudc chi duoc thuc hién trén
tom tat dudi day.

Twong tac voi thire an: Thuae an lam giam dang ké sinh khe

doi voi vién nén phan tan bilastine 10 mg.

Tuong tac voi nude budi chum: dung dong thoi bilastine

xac dinh dugc phan ing cua co

doi tugng la nguoi 1on va dugc
dung duong uong. 1én toi 20%

20 mg va nudc buoi chum lam

giam 30% sinh kha dung cua bilastine. Két qua nay cting c¢ thé ép dung cho cac loai nudc

¢p trai cay khac. Murc do giam sinh kha dung ¢6 thé khéc nl

1au gitra cadc nha san xudt va céac

loai trai cdy. Co che cua sy tuong téc nay la e ché OATPIA2, mgt chat van chuyén hép thu

ma bilastine la co chat. Céc hoat chit 1a co chat hodc chét ir¢

ritonavir hodc rifampicin, cling c6 thé c6 kha ning lam gia
frong.

Tuwong tac véi ketoconazol hodc erythromycin: Dung don

ngay va ketoconazol 400 mg/lan mdi ngay hodc erythrom
3 lan. Nhim

¢ v cae bom tong thuoe ra khoi rudt, vi

taing AUC cua bilastine 1én 2 1dn va Cpay 16n 2
thich bang trong t:
khong duoc \'hu}-én hoa. Tuy nhién, nhing thay déi nay du
tinh an toan cua bilastine cting nhu ketoconazol hodc erythi
co chat hodc chat tc ché P-gp. chang han nhu cyclosporin
ting ndng do bilastine trong huyét tuong.

Tuong tac voi diltiazem: Dung dong thoi bilastine 20 mg m

ngay lam tang Cpax cua bilastine 1én 50%. Téac dung nay
twong tac voi cac bom tong thuoc ra khoi rudt va khong

bilastine.

ché OATP1A2, chang han nhu

n nong do bilastine trong huyét

¢ thoi bilastine 20 mg/lan moi
ycin 500 mg x 3 lan/ngay lam
g thay d6i nay c6 thé duoc giai
bilastine 1a co chét cho P-gp va
rong nhu khong anh huong dén
romycin. Cac thude khac 1a chat

e, cting co thé cd kha nang lam

0i ngay va diltiazem 60 mg moi

co thé dugc giai thich bang sy

anh huong dén tinh an toan cua

https://ftrungtamthuoc.com/
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“—Khé’hg- o nghién ctiu twong tac nao dugc thue hién o tre en

Tuong tac voi rugu: Trang thai tam than van dong sau khi
;7-—-2\_—'—

e /éf@ ‘raGWESrl lorazepam: Dung dong thoi bilastine 20 mg
{ =

nfe,ffmr ngay trong tu nhu sau khi ubng rugu va gia du

%ﬁgf’lﬁli‘m0\ néay trong 8 ngay khong lam tang tac dung uc

i .F.u ;‘%

A
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trong miéng. Vi khong c6 dit liéu 1dm sang vé su tuong tac
an hodc nudc ép trai cay khac o tré em, do do, nén xem xét
ctru vé tuong tac ¢ nguoi 1on khi ké& don bilastine cho tré ¢
tré em dé khing dinh liéu nhimg thay déi vé AUC hoidc Ca
tinh an toan cua bilastine hay khong.

9.2. Twong ky ciia thube

Do khong cé cac nghién ctu vé tinh twong ky cua thube, k
thude khac.

10. TACDUNG KHONG MONG MUON CUA THU(

Tom tat ho so an toan ¢ tré em

Trong qua trinh nghién ciru lam sang, tan suat, loai va mur¢

(mg bat lgi 6 thanh thiéu nién (12 dén 17 tudi) giéng nhu q
tin dugc thu thap ¢ nhém déi twong nay (thanh thiéu nién)
dua thudce ra thi truong da xac nhan céc két qua thu nghiém
Ty 18 tre em (2-11 tudi) bao cao cac tac dung bat loi (AE)
trong diéu tri viém mii-két mac di ung hodc may day vo cin
lam sang c¢6 ddi chimg kéo dai 12 tuan tuong duong vai b
S0 voi 67.5% ).

Céc tac dung khong mong muén lién quan duge bao cdo p
tudi) dung bilastine (dang vién nén phan tan) trong cac thi
nhiém trong nghién ctru an toan 1am sang, 31 tré phoi nhid

hoc) la nhirc dau, viém két mac di ing, viém mui va dau

udng dong thoi ruou va 20 mg
oc.

o/lan mdi ngay va lorazepam 3
c ché than kinh trung uong cua

1 vai vién nén bilastine phéan tan
cua bilastine voi cac thuoc, thuc

két qua thu dugc tir cdc nghién

m. Khong co6 dir li¢u lam sang o

do tuong tac cd anh huong dén

10ng tron 1an thude nay véi cac
b

dd nghiém trong cua cac phan

nan sdt thay o nguoi lon. Thong

trong qua trinh giam sat sau khi

am sang.
sau khi sur dung bilastine 10 mg

man tinh trong mot thu nghi¢m

:nh nhan dung gia duoc (68.5%

10 bién nhat ¢ 291 tré em (2-11
nghiém lam sang (260 tre photi
m trong nghién ctru duge dong

bung. Nhimg tac dung phu lién

quan nay xay ra voi tan suat turong duong ¢ 249 bénh nhan dung gia duoc.

Bing tom tat cac tac dung khong mong muon ¢ doi twong tré em

Cac tac dung khong mong mudn it nhat co thé lién quan dén bilastine va duge bao cao o

hon 0.1% tré em (2-11 tudi) dung bilastine trong qué trinh

bay duon day.

phat trién 1am sang dugc trinh

Cac tac dung khong mong muon cua thuée (ADR) dugc p]hén loai theo tan sudt xay ra: rat

thuong gap (ADR = 1/10), thudong gap (1/100 = ADR <

4/12

1/10), it gap (1/1000 < ADR <

https://ftrungtamthuoc.com/
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8), hiém gap (1/10000 < ADR < 1/1000), rat hiém gap (< 1/10000), chua rd (khong thé

u e khﬁng mong muon co tan sudt hiém gdp. rat/hiém gap va chua ro sé khong

Hﬁ}iﬁi{ﬁ R .
. - Thcd s Bilastine 10 Placebo
My T ; dc dung khon .
7 Tin sut - mg(T=29l)“ (n=249)
mong muon

Nhiém trung va nhiém ky sinh tring

Thuong gap Viém mui 3(1.0%) 3(1,2%)
Réi loan hé thin kinh |
Thuong gip Dau dau 6 (2,1%) 3 (1,2%)
" | Chéngmat 1 (0,3%) 0(0,0%)
It gap ———
Mat y thirc 1 (0,3%) 0(0,0%)
Roi loan mat
Thuong gap Viém két mac di ing ll 4 (1.4%) 52,0%)
It_g p l Kich tmg mat | 1(0.3%) ____0_(0.0‘.’/;1) o
Réi loan tiéu hod a
Thuong gap DPau bung/Dau bung trén | 3 (1,000) 3(1,2%) |
Bénh tiéu chay 2 (0,7%) 0 (0,6-(-]-0] i
it gip Budn nén 1 (0,3%0) 0 (0,0%)
Sung moi 1 (0.30%) 0 {(_]_.0'_%}) ]
Réi loan da va mé duwdi da o
. Bénh cham 1 (0.3%) 0 (0,0%)
It gap -
May day 2 (0,7t%) 2 (0,8%)
Roi loan toan thin va cdc finh trang tai ché ding thuoc ™
It gap Mét moi [ 2(0.7p%) 0(0.0%)

#260 tre trong nghlcn curu an toan lam qang 31 tre trong nghién ctu duorc d(mg hoc.

M0 ta cdc cic tac dung khong mong mudn o tré em: Nhire |[diu, dau bung, viém két mac di
mg va viém miii da duge quan sat thiy & tré em diéu tri bérg bilastine 10 mg hodc dung gia
duoc. Tan suat duge bao cdo 1a 2,1% so voi 1,2% ddi voi dau dau: 1,0% so vai 1.2% dbi voi
dau bung; 1,4% so véi 2,0% ddi véi viem két mac di timg va 1,0% so voi 1,2% déi véi viem
mii.
Tém tit hd so an toan ¢ bénh nhin nguwdi 16m va thanh thiéu nién

Ty I¢ tac dung khong mong mudn ¢ bénh nhan nguoi 1on vd thanh thiéu nién bi viém mui di
tng hodic may day vé cin man tinh duoc didu tri bing 20 mlg bilastine trong céc tha nghiém

lam sing twong duong véi ty 1€ ¢ bénh nhan dung gia duoc (12,7% so véi 12.8%).

‘A
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ac,thir nghiém 1am sang giai doan 11 va Il dugc thue hi¢h trong qua trinh phat trién lam
/‘\"“ : : L— )= s i g .4 i 753 oL i T
/. % hz;nacb g0 2525 bénh nhan nguoi 1én va thanh thicu nién dugc dicu tri bang cac licu

‘{ "

f “*lr bitastiniey kh ¢ ‘hhau, trong d6 1697 bénh nhan dung bilastine 20 mg. Trong nimng: thu
ﬁ‘; gl | ngh:e‘nﬁ nai' |=l362 bénh nhan dugce ding gia duge. Cac tag dung khéng mong muén duge
\ \ \\QEO cao’ p' X .b}én nhat ¢ nhirg bénh nhan dung bilastine 20 mg d¢ chi dinh viém mii di img

A ..hoac*ma;gﬁay vO cdn man tinh la nhic dau, budn ngu, chong mat va mét moi. Nhimg tac

dung phu nay xay ra voi tan suat twong duong ¢ nhitng bénh nhian dung gia duoc.

Bing tom tit cac phan tng bat loi & bénh nhan nguoi l(rl va thanh thiéu nién

Céc tac dung khéng mong mudn ¢ thé lién quan dén bilastine va duoc bao cao & hon 0,1%
s6 bénh nhan dung bilastine 20 mg trong qua trinh phét trién 1am sang (N = 1697) duoc
trinh bay duoi day.
Céc tac dung khong mong mudn cua thuéc (ADR) duoc phan loai theo tn suat xay ra: rat
thuong gip (ADR > 1/10), thuong gdp (1/100 < ADR <|1/10), it gap (1/1000 < ADR <
1/100), hiém gip (1/10000 < ADR < 1/1000), rat hiém gip (< 1/10000), chua rd (khong thé
udce tinh tir dir liéu san co).
Cac tac dung khéng mong mubn c6 tan sut hiém gip. raf hiém gip va chua 1o s& khong

dugc liét ké vao bang

H¢ co quan Bilastine Tat ca cic ]|
3 ___ ”_______ S 20 mg liéu bilastine i ‘
Pan suit | Tic dung khong mong muon _ N=1362
— | | D | weams |
Nhiém mmg va nhiém k;! mn’: trung |
it gap l Herpes mlcnﬂr J 2(0,12%) 2(0,08%)  |0(0.0%) |
Réi loan ci’wyen hoa va dinh dirong R
it gap | Tc;n_g_chalhn g'lac them an 10 (0,59% 11(0,44%) l 7(0.51%
Réi logn tim than
It gip Lo ling 6 (0,35%) 8 (0.32%) 0 (0.0%)
Mit ngu 2 (0,12%) 4 (0,16%) 0 (0,0%)
Réi loan hé than kinh
Thuong gip | Buon ngu 52 (3,06%) 82 (3,25%) 139(2,86%)
Pau dau 68 (4,01%) 90 (3,56%) | 46 (3,38%) |
it gdp Chéng mat | 14 (0.83% 23 (091%) | 8(0,59%)
Réi logn éc tai, tién dinh T 0 ]
it eap Utai - 2(0,12%) 2(0.08%) | 0(00%)
Chomemit  [3008%)]  [30.02%)  |000%)
Réi loan tim
it gap Block nhanh phai  14(0,24%) [5(0.20%)  [3(022%)
R&i loan nhip xoang '"5(0.30'"}.)__"2'5 (0 20%) E 10(}7%) -




Kéo dai khoang QT trén di¢n

9(0.53%)

https://trungtamthuoc.com/

10 (0.40%)

5(037%)

tam do
{{' [P gocpg:;“'m _|Cae bt thwong khac trén dign | 7 (0,41%) 11(044%) | 2(0,15%)
W\ dny Aymcy / // tAm do
\\” ,\':.t.\@mi:hp/hap, ngue va trung thit
\xn ap— Khé tho 2(0,12%)|  [2(0,08%)  [0(0,0%) |
Kho chiu ¢ mai 2(0,12%) 2 (0,08%) 0(0,0%)
Kho mii 3(0,18%) 6 (0,24%) 4(029%)
Réi loan tiéu héa | _
it gdip Dau bung trén 11 (0,65%) 14 (0.55%) | 6(044%) |
Dau bung 5(0,30%) 5(0,20%) 4(029%) |
' Budn non 7(0,41%) 10 (0,40%) | 14.(1.03%)
| Kich @mg da day 3(0.08%)  14(0,16%) | 0(0,0%)
Tiéu chay 14024%)| | 60.24%)  [3(022%)
Khé miéng 2(0,12%) 6(0,24%)  |5(037%)
Kho tieu 2(0,12%) 4(0,16%) 4(029%) |
Viém da day 4(0.24%)|  |4(0,16%) | 0(00%)
Réi loan da va mé mém T
it gdp Man ngira 2 (0,12%) 4 (0,16%) 2 (0.15%)
Roi loan toan thén va cdc tinh trang tai chd dung thude
it gap Mét moi 14 (0,83% 19 (0.75%) | 18(1.32%)
Khat 3(0,18%) 4(0,16%) 1 (0,07%)
Téng tinh trang mét moi trude d6| 2 (0.12%)| | 2 (0.08%) 1 (0.07%)
Sét 2(0.12%) 3(0.12%) 1 (0.07%)

guy nhuorL

3(0,18%)

Cac chi so xét nghiém

4 (0,16%)

5(0,37%)
1

it ggp

Gamma-glutamyltransferase ting| 7 (0,41%) 8 (0,32%) 2 (0,15%)
Alanine aminotransferase ting 5(0,30%) ' 5(0,20%) 3(0.22%)
Aspartate aminotransferase tang | 3 (0,18%) [3(0,12%) 3 (0,22%)

Creatinin mau tang

2(0,12%)

12 (0.08%)

0 (0,0%)

Triglicerid mau tang 2(0,12%) 2 (0,08%) 3(0,22%)
Tang can 8 (0,47%) 12 (0,48%) 2 (0,15%)

Tan sudt chuwa ro (khong thé uge tinh tr dir liéu sin co): D

phan mg qué man (nhu soc phan vé, phu mach, kho tho, p

va ban do) va nén mua da dugc quan sat thay trong qua trinh thude luu hanh.

712

anh trong nguc, nhip tim nhanh,

hat ban, phu cuc bd/sung cuc bd
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ADR ¢ bénh nhin ngwoi Ion va thanh thidu nién

///ﬁnh tr“ngvbu{)n ngt, nhirc ddu, chong mit va mét moi da diroe quan sat thiy ¢ nhirng bénh
SERTE
|'. "‘( 06{/(1 SO

anqdlqu trrbfng bilastine 20 mg hodc dung gia duge. Tan
! g\ vaow 286% 0’ , dbi vai dau dau: 0.83% so VO
\ l‘0 '5'9 ’n dﬁl VO‘} chong mit va 0,83% so véi 1,32% dbi voi mé

Sudt duoc bao cao la 3

/Gi tinh trang budn ngu; 4,01% so véi 3,389

\Y

t mol.

._' BdO cao&:ac tac dung khéng mong mudn

Vu..c bdo cao cac tic dung khong mong mudn sau khi thy

trong. Diéu nay cho phép tiép tuc theo ddi danh gia loi ich/i
chim séc stre khoe duoc yéu ciu bdo cao bat ky tac dung kh
Trung tim DI & ADR Quéc gia, 13 - 15 Lé Thanh Téng - H
Website: http://canhgiacduoc.org.vn/

1. QUA LIEU VA XU TRi

Triéu ching

Khong c6 dit lidu vé qua liéu ¢ tré em.

16¢ duoc ph¢ duyét la rit quan
Ui ro cua thudc. Cac chuyén gia
dng mong mudn nao toi:

pan Kiém - Ha Noi.

Thong tin lién quan dén cac truong hop qua liéu cap cua bilastine mai chi gidi han trong cac

két qua thw nghiém lam sang trong giai doan phat trién thud
ra thi truong. Sau khi ding bilastine véi lidu cao gip |

(liéu don); hodic 200 mg/ngiy trong 7 ngiy), cho 26 ngudi
sudt xudt hién phan mg khéng mong muon trén nguoi tinh

duoce. Tae dung khong mong mudn duge ghi nhan nhicu 1

budn non. Khong ghi nhan phan tmg bat loi nghiém trong n

khoang QT trén dién tam do.
Mot nghién ctru chéo thong qua thong s6 QT/QT hiéu cl

¢ va theo doi sau khi dua thude
dén 11 lan liéu diéu tr1 (220 mg
lén tinh nguyén khoe manh. tan
nguyén cao gip 2 lan so voi gia
rhét i chong mat, nhire dau va

ao cung nhu sy kéo dai dang ké

inh da duoc tién hanh trén 30

ngudi tinh nguyén khoe manh nham dénh gia tic dong cua bilastine licu lap lai (100 mg x 4

ngay) Ién su tai phin cuc tim théat. Nghién ctru da chi ra ri
lam kéo dai dang ké gia tri QT hiéu chinh.

Khong c6 dir lidu vé qué lidu 6 tré em.

Xir tri

Trong trudmg hop qua lidu, nén diéu tri trié¢u chimg va hd trg
hi¢u cho bilastine. Tich cyc theo ddi dé ¢é bién phap diéu tr
12.  DAC TINH DUQC LUC HQC

Ma ATC: RO6AX29

Nhom duge ly: Thuoe khang histamin st dung dudng toan
khéac sur dung dudng toan than.

Co ché hoat dong: Bilastine 1a mot chat ddi khang histamir

buon ngu, doi khéang chon loc trén thy thé H; ngoai vi

ing ché do dung néu trén khong

y. Khong co thude doi khang dac

kip thoi.

than, cac thuoc khang histamin

1 ¢O tac dung keo dai, khong gay

a khong ¢6 ai luc voi thu thé
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CLHH:H‘ qudhtua b]]aqzme da dugc nghién ctru ¢ nguoi lon va tl
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‘dén hi&)/qua/ da dugc ching minh ¢ nguoi 1on va thanh tl
B e

nhrey

N ¢ho, fré: r_m “Nong d6 thude trong tuan hoan ¢ tré em 6-11 tu

20 kﬁ str dung bilastine liéu 10 mg twong duong voi ngudi

) trén da do histamin trong vong

1anh thiéu nién. Theo cac huong
1cu nién co thé duge ngoal suy
161 ¢6 trong lugng co thé it nhat

on su dung bilastine liéu 20 mg

(xem phan Bdc tinh duoc dong hoc). Phép ngoai suy dir li¢u cua bilastine trén nguoi [on va

thanh thiéu nién duogc coi 1a phu hop vo1 san pham nay vi s

mac di ung va ndi may day la giong nhau ¢ moi nhom tudi.

Trong cac thu nghiém lam sang duoc thuc hién ¢ bénh nha

bi viém mui — két mac di trng (theo mua hoac quanh nam),

moi ngay trong 14-28 ngay c¢6 hi¢u qua lam giam cac tri¢u

mi, ngtra mui, nghet mdi, chay nudc mat va do mat. Bilast

chung trong 24 gio.
Trong hai thu nghiém lam sang dugc thuc hién trén bénh 1
tinh, str dung bilastine 20 mg mot lin mdi ngay trong 28 ng:
ngira, s6 luwong va kich thude cua cac vét san cling nhu can
do6, bénh nhan duoc cai thién chit lugng gidc ngu va chat lu
Khéng quan sat thiy su kéo dai khoang QTc c6 ¥ nghia 13
trén tim mach nao trong cdc thu nghiém lam sang dugc th
licu 200 mg mdi ngay (gap 10 lan licu dicu tri) trong 7 ng
khi diing dong thoi vai chit tre ché P-gp. nhu ketoconazole
(24 bénh nhan). Ngoai ra, mot nghién cutru theo doi khoang
tinh nguyén vién.

Trong céc thir nghiém lam sang co d6i chimg o liéu khuy
lﬁnfngéy, dir liéu vé tinh an toan trén hé than kinh trung won
duge va ty 1é budn ngu khong khic biét c6 ¥ nghia thong K
lidu 1én t&i 40 mg mdi ngay khong anh huong dén cac bi
dong trong cdc thur nghiém lam sang ciing nhu kha nang ldi
bai kiém tra lai xe quy chudn.

Bénh nhan lon tudi (> 65 tudi) duoc dua vao nghién ctru ph
khéac biét vé hiéu qua hodc tinh an toan so va1 bénh nhan tre
Tinh an toan trong lim sang

Trong mot thu nghiém lam sang co d6i ching kéo dai 12
(trong tong s6 509 tre, ¢o 260 tre duge dicu tri bang bilastin

tuoi, 105 tré tr 6 dén dudi 9 tuodi va 97 tré tr 9 dén duoi

912

inh Iy bénh cua viém mui — két

n nguoi [6n va thanh thiéu nién
su dung bilastine 20 mg mot lan
1 chimg nhu hat hoi, chay nuoc

ine kiém soat hi¢u qua céc tricu

1han may day nguyén phat man
1y ¢6 hi¢u qua lam giam mirc do
1 gidce kho chiu do may day. Do
ng cuge song.

im sang hoic bat ky anh hudng
e hién véi bilastine, ngay ca o
1y 0 9 bénh nhén, hodc ngay ca
24 bénh nhan) va erythromycin

QT ctng duoc thuc hien trén 30

én cdo cua bilastin: 20 mg x |
g cua bilastine tuong tu nhu gia
¢ so voi gia dugc. Bilastine voi
Gu hién kha ning tdm than van

xe dugc danh gia thong qua mot

a Il va IlI cho thay khong co su
tuodi hon.

tuan o tre em o 2 dén 11 woi
¢ 10 mg: 58 tre tur 2 dén dudi 6

12 tudi, co 249 trée duge dicu tri

https://ftrungtamthuoc.com/
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+ 58 tré tir 2 tudi dén dudi 6 tudi, 95 tré tir 6 twdi dén dudi 9 tudi va 96 tre tir

G : tudi), str dung & liéu khuyén cdo cho tré em|la 10 mg mdi ngdy mot lan, dit

.\ _‘Tlell an'tohnscla tré dung bilastine (n=260) tuong tu vo1 nhom ding gia dugce (n=249), tac

‘-\' mary

\ 4 \: ‘mmg kh()r{g, I,J’long mudn gdp phai ¢ tré dung bilastine 10 mg va gia dugc lan luot 1 5.8% va
‘4 0%: G Afal nhom nghién ctru dung bilastine 10 mg va gia/dugc déu cho [hcl_\_( sur giam nhe

triéu chimg budn ngu va an than dwa theo Bang cdu hoi vé|gidce ngu cho tré em trong sudt

nghién ciru nay, khong c6 su khac biét ¢6 y nghia thong ké cua ca 2 nhom nghién ciu vé
triéu chirng nay. Tré tir 2 dén 11 tudi, khong quan sat thiy su khac biét dang ké vé QTc sau
khi dung bilastine 10 mg mdi ngay so voi gia duoc. Qua Brng cdu hoi vé chat lwong cude
song danh riéng cho tré em bj viem miii — két mac dj ing hode may day man tinh cho thiy
su gia ting diém s6 chung trong 12 tuin ma khong co su khac biét co y nghia thong ké gitra
nhom dung bilastine va nhom dung gia dugc. Trong tong sé 509 tré em, c6 479 tré bi viém
miii — két mac man tinh, 30 tré bi may day man tinh; trong 260 tré dung bilastine 10 mg co
252 tré (96,9%) bi viém miii- két mac di ung va 8 tre (3,1%) bi may day man tinh; trong 249
tré ding gia dugce c6 227 tré (91,2%) bi viem mii — két mac man tinh va 22 tré (8,8%) bi
may day man tinh.
Tré em duéi 2 tudi: Khong co div liéu nghién ctu lam sang (Xem phan Licu ding, cach
ding cho viéc su dung trén tré em)

13.  PAC TINH DUQC PONG HQOC
13.1. Hap thu

Bilastine dugc hap thu nhanh sau khi uéng va dat nong do t6i da trong huyét tuong sau
khoang 1,3 gio. Thudc khong bi tich lily. Gia trj sinh kha dung dudng udng trung binh cua
bilastine 1a 61%.
13.2. Phan b)
Nghién ctru in vitro va in vivo cho thiy bilastine 1a mot co lchdt cua P-gp (xem muc Tuong
tic thuoc va cac tuong tac ¢ lién quan, twong tac vdi ketoconazol, erythromycin va
diltiazem) va co chét cua OATP (xem muc Tuong tac thude va cac twrong tac cé lién quan,
lwong tac voi nudce buoi chum).
O liéu diéu tri, ti 18 lieén két vai protein huyét trong cua thudc 14 84-90%.
13.3. Chuyén hoa
Két qua cac nghién ciru in vitro cho thay bilastine khong cam tng hodc tre ché hoat tinh cuia
CYP450.

13.4. Thai trir
Trong mot nghién ctu can bang khéi duoc thuc hién trén ndudi tinh nguyén khoe manh, sau
khi uéng mét liéu don 20 mg “C-bilastine, gan nhu 95% liéu dung duoc tim thay trong nude
tiéu (28,3%) va phan (66,5%) dudi dang bilastine khong bién déi. Diéu nay cho théy
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ong dugc chuyén hoa nhiéu trong co thé nguoi. Thoi gian ban thai trung binh

3
1_' #\ Mfrcdﬁit yeén tinh

\'\\ PN BI\Iast-ma/blﬁu hién mo hinh dugc dong hoc tuyén tinh trong khoang liéu nghién ctu (5 dén

\22®’r’ng‘) ¢i mue do dao dong nho giira cac c the.

ljgu%m tinh nguyén khoe manh 1a 14,5 gio.

Bénh nhén suy thin

Anh hudng cua bilastine ddi vai bénh nhéan suy than duoc nghién ctru trén doi twong ngudi

lon.
Trong mot nghién ciru trén cac bénh nhan suy théan, gia tri trung binh (SD) cua AUCy. ting
tir 737.4 (£260,8) ng x gio/ml trén bénh nhan chire ndng thgn binh thudng (do loc cau than:
> 80 ml/phat/1,73 m?) 1én 967.4 (+£140,2) ng x gid/ml tén bénh nhan suy than nhe (Muc loc
cau than: 50-80 ml/phut/1,73 m2), 1384,2 (+263,23) ng x gio/ml trén bénh nhin suy than
trung binh (Mt loc cau than: 30 - <50 ml/phut/1,73 m2), va 1708,5 (£699,0) ng x gio/ml
trén bénh nhan suy than ning (Do loc cau than: < 30 ml/phut/1,73 m2). Gia trj trung binh
(SD) cua thoi gian ban thai cua bilastine 12 9,3 h (+ 2,8) trén cac bénh nhan binh thudng,
15,1 h (£ 7,7) trén bénh nhan suy than nhe, 10,5 h (£ 2,3) trén bénh nhan suy than trung
binh va 18,4 h (+ 11,4) trén bénh nhan suy than nang. Qua trinh bai Xudt qua nuoc ticu gfm
nhu duge hoan tat sau 48 -72 gio trén tat ca cac doi tuong. Nhing thay d6i vé duogc dong
hoc nay khong cho thay anh lurong o rét trén 1am sang trén dd an toan cua bilastine, do
nong do thude trong huyét twong trong truong hop bénhl nhan suy thin van nam trong
khoang diéu tri.

Bénh nhan suy gan

Khong co dir liéu vé duoc dong hoc trén bénh nhan suy gan. O ngudi. bilastine khong b
chuyén hoa. Do két qua trong nhitng nghién ctru trén bénh nhan suy thin cho thdy dudng
thai trir qua than la duong thai trir chinh, qua trinh bai xudt qua mat chi dong mét phin rat
nho vao sy thai trir cua bilastine. Sy thay doi chirc nang gan c6 thé khong lam thay doi dang
ké duoc dong hoc cua bilastine trén lam sang.
Tre em

Dt ligu duge dong hoc o tré em dugce thu thap trong mot nghién ciru duge dong hoc pha 11
bao gém 31 tré em tir 4 dén 11 tudi bi viém mui-két mac di tng hodc ndi may day man tinh,
diing mot 1dn mdi ngay cling voi vién bilastine 10 mg phén tan trong miéng. Phén tich dugc
dong hoc cua dir li¢u ndng do trong huyét twong cho thay rl"mg licu bilastine 10 mg mdi lan
moi ngay cho tré em c6 nong do toan thin twong dwong véi nong do sau khi ding lidu 20
mg ¢ nguoi lén va thanh thiéu nién, theo dé gia tri AUC trung binh la 1014 ng.gio/mL doi
voi tré em 6 dén 11 woi. Nhimg két qua nay phan lén nam dudi ngadng an toan dya trén di

ligu vé licu 80 mg mdt 1an mdi ngdy ¢ ngudi 16n theo ho so an toan thude. Nhing ket qua
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T 6 dén 11 tudi co can nang toi thidu 20 kg.

-H(_}p 3vix 10 vién, vi Alw/Alu
Hop 5 vix 10 vién, vi Alu/Alu
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cu dicu tri thich hop cho tré¢ em

15. DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA

THUOC

Diéu kién bao quan.: Noi kho rao, nhiét d§ dudi 30°C, tranh gnh sang.

Han diing: 24 thang ké tir ngay san xuat.

Tieu chuan chat hrong: TCCS

16. TEN, PIA CHI CUA CO SO SAN XUAT THUOC
CONG TY CO PHAN DUQC PHAM SOHA VIMEX
Dia chi: Duong N1 - Khu cong nghiép Yén My 11, Thi trin
Hung Yén, Viét Nam.

Yén My. Huyén Yén My. Tinh




