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\
'Doc kj hudng diin st dyung trvdc khiding
Pé xatdm tay tré em
| Théng bdo ngay cho béc sThodc duge sinhidng phén ling
| ¢6 hal géip phal khi sifdung thubc
i Thanh phén, ham lugng ciathudc:
Loraladin 10mg
T4 duge: Lactose, Tinh bdt mi, polyvinyl pyrolidon K30,
' natri starch glycolal, talc, magnes| stearat vira dd 1 vién.
M6 14 séin phdm: Vién nénnhd, mau trdng, hinh bdu dyc, mot
| mattrgn, mdtmit cé khac vach ngang d gilia,

Quicédchddnggdi:
Hdp gldy chia 03 vib&m x 10 vién nén (v Alu/Alu).

HUGNG DAN SU DYNG THUGC CHO NGUJI BENH

Thuc dung cho bénh gi:
Piéu I tréu ching cba viem mii di Ung va may day man

tinh vo clin & ngudi Idn va tré em trén 2 wdi c6 trong lugng cd
hé ren 30%Q.

Néndung thudc nay nhurthé ndo va liéu lugng:

| * Liéuding:

|« Ngudi lgn va iré em trén 12 twi: ubng liéu duy nhit 1
vién/ngay.
- -Tidem 2-12 tudi dugo chialiéu theo can nang:
|+ Trong lugng co th€ > 30 kg: Uéng liéu duy nhét 1
vién/ngay.
‘ + Trong lugng cd thé < 30 kg: Vién nén loratadin 10 mg
khdng phit hop st dyng cho ré em 1l 2 dén 12 tudi co trong
lugng ca thé dudi 30 kg. Chua co dil ligu vé tinh an toan va
'hiéu qua loratadin trén tré em dugi 2 1ubi.

- B&nh nhan suy gan: Bénh nhan suy gan nang nén ding
iéu ban ddu thap hon vi ¢ g |am gidm ) thanh thai clia
Jloratadin. Liéu ban ddu 1 vign/ngay dugc khuyén céo cho
} ngudilén va tré em trong |U¢ngwthé »30kg.

- Bénh nhan suy thin: Khbng cdn diéu chinh liéu  bénh

nhansuy than.

- - Ngudi cao tdi: Khng cin gigu chinh liéu & ngudi cao
twéi.
* Cdch ddng: Ding duéng ygng, Thudc ¢6 thé ding cling
hoéc khang cing voiblaan,

Khinao khong nén ding thyg, ndy:

| —

——

| Quamancam voibat ky thanh phin ndo cliathudc.
| Técdyng khdng mong mudn:
* Rél hiém gap, ADR < 1/10000:

- R6iloan hé mién dich: Phin ing qua min (bao gém phi |
mach va qua mén)

- Rdi loan hé thénkinh: Chong mat, co giat.

[ -R8iloantim mach: Tim dap nhanh, hdi hép.
| -Réiloantiéuhoa: Budn ndn, kho miéng, viem da day. |
| -Réiloanganmat Chic nang gan batthuding.

- Ri6i loan vé da va céc mé dudida: Phdt ban, rungtéc. ‘
| -Réiloanchung: Métmdi.
| £7réd em: Trong cac thif nghiém 13m sang d Iré em 112 dén 12
tudi, cdc phan dng phy thudng xdy ra khi ding qua liéu gid
duge 1a nhic d4u (2,7%), lo ling (2,3%) va m&tmai (1%5).
Théng bde ngay cho bac si hodc dugc s nhing phin ung co

hal gdp phai khi s dyng thude

Nén (rdnh dung nhiing thuSe hodc thyc phim gi khi dang
strdyng thuéc néy: |

Bi8u tr| ddng Ihéi loratadin véi cimelidin, ketoconazol,
erythromyein din dén tang néng db loratadin trong huydt |
WWong nhung khong ¢ céc réi loan déng ké v 1am sang va
sinh héa.

Cén lam gl khi m¢t ldn quén ding thude:

Khimét 18n quén ding thude, hiy udng thudc ngay khi nhd
ra. Tuy nhién, néu nhu gén dén thal gian udng lidu k& tidp, thi
bd qua liéu d& quén. Khéng nén udng liu gdp dbi dé ba cho
mot liéu dé quén.

Can bao quan thude ndy nhuthé nao:

Bdo quan thudc noi khd, nhiét ) khdng qua 30°C, tranh
anhsang.

Nhing déu higu va trigu chimg khi ding thudc qué lidu:

Khi u6ng qua lidu loratadin, ca nhiing biéu hién: budn ngu, |
nhip tim nhanh, nhic dau.

Cén lam gi khidung thu6e qua liéu khuyén cao: |

Biéu tr] qué liéu loratadin thubng Ia diéu rj triéu chdng va |

| 16 trg. Tién hanh gy ndn bang sird ipeca dé thao sach da

day, diing than hoat sau khi gdy nén ¢ ngan ngifa hp thu |
loratadin. Néu gay ndn khang ket qua cd thé tién hanh ria da
day vdi dung dich Nalri clorid 0,9% va dat dng ndi khi quér! dé
phong ngUa hit phai dich da day. Loratadin khéng bi loai bang
tham léch mau.

Nhiing diéu cén than trong khi ding thuéc nay:

- Khi dOng loratadin, ¢6 Nguy cd khd migng, dac bigt ¢
nguéi cao tudi va tiing nguy €U sau rang. Do 66, o4n phii vé
sinh rang miéng sach s@ khi dung thudc nay.

- Nguéi suy gan hodc suy than,
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-Phéingiing thudc L nhat 48 gidtrudc khilam lestda, |
- Thanh phan thudc co chya lactose. Nhiingbénhnhanco |
bénh di truyén hiém gap: khdng dung nap galactose, thiéu |
hut Lapp lactase, rdi loan hdp thu glucose-galaclose khdng |
nén ding thudc nay.

- Thanh phén thudc co chifa tinh bdt m), dugc xem Ia an
{toan cho bénh nhan cé bgnh coeliac (khdng dung nap
gluten). Tuy nhién, bénh nhan dj dng véi [Ga mi khéng nén
ding thudc nay,

! * Truing hgp phy nit cd thal va cho con by

- Phynilcd thai: Mt Iugng 16n di lidu vé phy ni mang thai
{hon 1000 két qua phai nhidm) cho thdy khdng ¢é dj 1At d thai
{nhi/ dgc tinh & tré sd sinh khi dung loratadin. Céc nghién cuu
irén déng vat khéng chi ra dugc cdc tdc ddng tryc 16p hodc
gian tifp co lidn quan dén ddc linh sinh sdn, Nén trdnh st
dyng thudc trong thai ky mang thai,

-Phy ni cho con bu: C6 sy bai tidt loratadin ho#ic cdc chét
chuyén hoa trong sila me. Khdng loal It nguy co 46l vél 1rd
sd sinh hay tré nhd. VI vy, khéng nén ding thudc trang khi

|chaconbu, !

- Khd niing sinh sdn: Khong c6 dil ligu v8 kha néng sinh
sdincdanam vand.

* Truong hop Jdi xe va vén hdnh mdy mde.

Loratadin khdng cé hodc anh hudng khdng ding ké d8n
kha nang I4i xo va van hanh may méc, Tuy nhidn, bénh nhin
nén duge bidt riing co et it iruéng hgp cim thily budn ngl, co
thé Anh huding dén khé ndng 141 xe hofic vin hinh mdy méc.
Khindo cdn tham vén Béc si, Dugc si:

N&u ban cam thiy bat thudng trong khi dung thuic, nén

|liénlac vai bae sichaban.

1’N§u cdn thém théng tin xin hél y kién Bac sThodc Duge si.

| Han dung cua thudc: 36 thang ké t ngay s&n xuat. I
|

HUGNG DAN SU DYNG THUGC CHO CAN BO Y TE L

‘Duarch,rchoc:

Loraladin la dan chal piperidin ién quan dén azatadin, i
thuc khang histamin téc dyng kéo dai. Loratadin thuge |
\nhom thudc ¢6i khang chon loc thy thé H, ngoai vi thudc thé |
hé thir hai, khdng an thin, khong c6 hoat tinh muscarinic
dang ké.

Loratadin ¢ tac dyng gidm nhe triéu ching cbavidm mdi |
va viém két mac di ing do gi&i phéng histamin. Loratadin con |
co tac dyng chéng nga va ndi may day ién quan dén |
histamin.

Dugc dgng hoc:

e —

SRR

* Hip thu: Loratadin duqc héip thu nhanh sau kni ué: |
Vigc dung ddng thisi vdl thise an c6 thé 1am cham sy hifp thy
cua loratadin nhing khdng nh huaing dén hiéu qua 1am séng. 1
Céc thong 6 sinh kha dyng cla loratadin va chét chuyéin hoa ‘
c6 haattinh 11é vdi lidu ding,

Gla tang néng df loratadin trong huy#t \uong da duge bao
céo sau khi ding déng thai vi ketoconazol, erylhromycin, va |.
cimatidin trong cac thil nghigm d6i ching, nhung khdng cé sy |
thay ddi déng ké vé [4m sang (bao gdm cA didn tam dé)

* Phn bd: T} 1§ lién két voi protein huyél twong cia |
loratadin cao (97% dén 99%) va chiil chuyén héa hogl adng |
chl y&u desloratadin (73% din 76%). O nhiing ngudl khbe
manh, nlia d&il phan b8 trong huy8t udng cua loratadin va |
chilt chuy&n héa cé hoal tinh ciia nd tudng Ung khoang 1 va 2 |
gia. |

* Chuy&n héa: Sau khi udng, loratadin duge hép thu |
nharh va 1rii qua qué trinh chuy&n héa qua gan 1in ddu, chd |
y8u do CYP3A4 v& CYP2D6. Chét chuyén hoa chinh c6 téc |
dyng duge ly la desloratadin. Loraladin va desloratadin dal
duge néng d6 161 da trong huy8t Wdng (Tmax) khodng 1-1,5
gitiva 1,5-3,7 gidy sau khiding. f

* Thal trif: Knoding 40% lidu dung duge bai 1idl qua nudc
1u va 42% trong phan chil yéu dudi dang céc chdl chuyén
hoéa lién hgp. Khodng 27% Kidu duge loai bd qua nude tidu |
trong 24 git ddu. Dudi 1% chat duge bai 1t 3 dang hoal hba
khong thay déi, nhuloratadin hodc desloratadin,

& cdc ddl wong ngudi 1n khde manh, thai gian ban -.hin |
trung binh clia loraladin 1a B,4 git va 28 gid aAdi voi |
desloratadin,

* Suy than: o nhifng bénh nhdn suy than man, cd AUC va
ndng dd dinh trong huyél lWdng (C,,.) cla loratadin va chal
chuy&n héa cla nd déu gla tAng so véi bénh nhan cé chuc |
nang than binh thudng. Thai gian ban thai trung binh cla |
loratadin va chét chuyén héa khong khac biét dédng ké so vdi
thai gian bdn thai binh thudng. Th&m phan méu khéng c6 dnh
hudng dén duge dong hoc cla loraladin hodc chitchuyénhoda |
cd hoat tinh & nhitng bénh nhin bjsuy than man.

* Suy gan: § nhizng bénh nhan bj bénh gan man do rugu, |
ndngdd AUC va C,,, chaloratadin tang gdp ddi, trong khidugc | |
@dng hoc cla chét cnuyén héa ¢6 hoal linh thay d&i khdng |
dang ké so vdi & nhilng bénh nhdn ¢é chic nang gan binh |
thung. Thdi gian ban thi 631 véi loratadin cung chdl chuyén |
héa la 24 giétva 37 gid, gia ang khi mic do cliabénh gan nang |
Ién, ‘

. Nguﬂi ¢ao twél: Duge ddng hoc cla loratadin va chél |

chuyan hia hoat tinh cla nd ludng dudng & nhing ngudi tinh
nguyén khbe manh va nhung nguul tinh nguyan caol lu5| |
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Chidinh: .

Diéu 1ri triéu chifng cUa ViéM mui dj ing va may day man
| tinh vo can & ngudi ldn va tré M rén 2 tudi ¢6 trong lugng co
| thé trén 30kg.

Liéu lugng vé cach dung:
*Liéu ding:

- Nguoi 18n va tré em trén 12 tui: ubng liéu duy nhét 1
| vién/ngay.
| _Tr& em 2-121tuéi dugc chia liéu theo can niing:
|+ Trong lugng cd thé > 30 kg: Udng liéu duy nhat 1

vién/ngay.

+ Trong lugng co thé < 30 kg: Vién nén loratadin 10 mg
khding phi hop s dung cho Iré em tif 2 dén 12 tudl ¢é trgng

| lugng co thé dudi 30 kg. Chua cd d{ igu vé tinh an toan va
hiéu qu loratadin trén tré em dudi 2tud.

- Bénh nhan suy gan: B&nh nhan suy gan néng nén dung
liéu ban d4u thip hon vi c thé lam gidm d thanh théi clia
loratadin. Lidu ban ddu 1 vién/ngay dugc khuyén cdo cho
nguéildn va tré emtrong lugng ca thé > 30kg.

- Bénh nhan suy than: Khdng cdn diéu chinh liéu & bgnh
nhansuy than.

| - Ngudi cao tudi: Khdng céin diéu chinh liéu & ngudi cao
twai.

\* Cach diing: Dung dudng udng. Thuc cé thé ding cung
hodc khiing cung vdibita an.
Chéng chidjnh:

‘ Qué mén cam vdi batky thanh phan nao cla thudc.
Céc trudng hop thin trong khi dung thude:

- Khi diing loratadin, ¢ nguy cd kho miéng, dac bigt &

ngudi cao tudi v ting nguy cd sau rang. Do d6, cén phai vé
| sinh rang migng sach s& khiding thudc nay.

| -Ngudisuy gan hodc suythan,

‘ - Phéi ngifng thudc it nhdt 48 gid trudc khilam testda.

- Thanh phan thudc ¢6 chila lactose. Nhing bénh nhan c6
bénh di truyén hiém gap: khing dung nap galactese, thiéu

| hut Lapp lactase, rdi loan hip thu glucose-galactose khing
néndung thuc nay.

| - Thanh phan thusc c6 chia tinh bt mi, dude xem la an
toan cho bénh nhan c6 bénh coeliac (khdng dung nap

| gluten). Tuy nhién, bénh nhin dj Gng vdi 1ba mi khéng nén
i dung thuc nay.

| * Trudng hop phy nif cd thaiva cho con bu:

- Phy ni ¢6 thai: Mot lugng Ign dil liéu vé phy ni mang

thai (hon 1000 k&t qué phoi nhiém) cho thdy khdng cé di 13t s
| thai nhi/ dc tinh & ré 50 sinh khi dung loratadin. Cac nghién
clu trén dong vat khdng chl ra dudc céc tac déng truc tip
| hodc gian tiép c6 lién quan dgn dge tinh sinh sén. Nén tranh

sl dyng thudc trong thdi ky Mang thai.

- Phy nif cho con bi: Cé gy pai 1iét loratadin hode céc chét
chuy8n hoa trong slia me. Khgng loai tril nguy co ddi véitrd s
sinh hay tr& nhb. Vi vay, khang nén diing thudc trong khi cho
conbd,

- Kha nang sinh s&n: Khang co dif liéu vé kha ning sinh
san clanamvand.

* Truding hop I4] xe v vén hinh may moc:

Loratadin khong ¢6 hoac 4nh huding khéng déng ké dén
kha nang I4i xe va van hanh may mdc. Tuy nhién, bénh nhan
nén dugc biét riing c6 rt it tryng hop cAm thay budn ngl, cd
thé &nh huding dén kh& ndng 14 xe hodc van hanh may moc.
Tuoing téc thude:

bidu tri ddng thdi loratadin vdi cimetidin, ketoconazol,
erythromycin dn dén ting ndng dd loratadin trong huyét
tudng nhiing khéng cé cac réi loan dang ké vé am sang va
sinh hda.

Tée dyng khéng mong mudn:
*Réthiém gdp, ADR < 1/10000:

- Rdi loan hé mi&n dich: Phén Ung qua mén (bac gém phu
mach va qua mén)

- Réiloan hé than kinh: Chéng mat, co giat.

- Réi loan tim mach: Tim dép nhanh, hoi hap.

- Rdi loan tiéu héa: Budn nén, khd miéng, viém da day.

- Réiloan gan mt: Chiic nding gan bét thudng.

- Réiloan vé da va cac mé dudi da: Phal ban, ryng téc.

-Réiloan chung: M&t mdi,

* Trd em: Trong c4c thir nghiém I&m sang & tré em 1/ 2 dén 12

tudi, cdc phan dng phu thudng x&y ra khi ding qué liéu gid

dude 1 nhidc dau (2,7%), lo ling (2,3%) va métmdi (1%).

Théng bio ngay cho béc sThode dude sinhing phén tng cd
hai gap phdi khi s(r dyung thudc

Qué liéu va cach xr tri:

Khi uding qué liéu loratadin, ¢ nhiing biéu hién: budn ngd,
nhip tim nhanh, nhic dau.

Piéu trj qua lidu loratadin thudng I diéu trf triéu ching va
hé trg. Tién hanh gy ndn bang sird ipeca dé théo sach da
day, ding than hoat sau khi gdy ndn dé ngén nguia hép thu
loratadin. N&u gay nén khdng két qud co thé tién hanh riada |
day véi dung dich Natri ciorid 0,9% va d&t dng ndi khi quan dé
phong ngita hit phai dich da day. Loratadin khong bi loai bang
tham tach mau.

Ngay xem xét siza doi, cdp nhét Iai ngi dung hudng dén sit
dung thudc: 22-02-2018
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