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1. THANH PHAN CONG THU'C THUOC

M&i vién nén phén tén trong miéng chira:
Thanh phan hoat chat: Loratadine 10 mg
Thanh phan té duoc: Aspartame, Crospovidone, Mannitol, Microcrystalline Cellulose (MCC
102), Pregelatinized starch, Sodium stearyl fumarate, Colloidal Silicon Dioxide, Magnesium
stearate.

2. DANG BAO CHE

Vién nén phén tan trong miéng.
M0 ta: Vién nén hinh tru det, hai mit 16i va tron, mau tréng, thanh va canh vién lanh 1an
3. CHI PINH
Didu trj viém mii di tng, néi may day, ngwa lién quan dén|cac bénh vé da (cham, viém da,
ngua)

4. CACH DUNG, LIEU DUNG

Cich dung:

Thube duge ding theo dudng udng, udng sau an.
Dit vién thube 1én ludi. Thube tan rd sau khi dat 1én ludi va thdm nude bot nén c6 thé ubng
ma khong can nude (cé thé udng cing véi nude néu cin).
Thudc c6 tinh hat 4m, do dé, udng ngay sau khi 14y ra khoi yi.
Liéu ding:
Nguoi 16n: Liéu thong thudng 14 10 mg (1 vién)/lin/ngay. Co thé ting giam lidu lugng tuy
theo do tudi va tridu ching.
Tré em tir 7 tudi tré 1én: Liéu thong thuong 1a 10 mg (1 vién)/lan/ngay.
5. CHONG CHI PINH
Bénh nhin qué mAn véi Loratadine hodc bit cr thanh phén nao ciia thude.
6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Cén than trong khi st dung thuéc trong thoi gian dai néu thy khong co tac dung.
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a, nén bit dau dung thudc ngay

nycine va cimetidine do da quan

ne) tang lén.
¢ xét nghiém di nguyén.

Bénh nhén c6 tién sir dong kinh: P ¢6 bédo cdo vé cac con dong kinh xay ra khi st dung

thudc, do do6 can tién hanh phan tich k¥ ludng ddi vdi cac bénh nhan nay.

Bénh nhan ¢6 rbi loan chirc ning thin: Nong dé loratadine va chét chuyén ho4 c6 hoat tinh 1a

descarvoethoxyloratadine (DCL) trong huyét twong c6 thé ting lén.

Bénh nhin c6 rdi loan chirc ning gan: Néng d6 loratadine trong huyét twong c6 thé tang lén.

Tré em: Céc nghién ctru 1dm sang chua duoc thuc hién trén t
tré dudi 3 tubi. Tré em tir 3 dén 7 tudi nén diing dang siro kk

Nguoi cao tudi: Cac chirc ning ciia co quan (gan, thén,.

loratadine c6 thé ting.

Ta duoc

Thube nay cé chira 3,22 mg aspartame trong mdi vién nén p
12 ngudn dinh dudng giau phenylalanine. Chat nay c6 thé ¢
phenylceton ni¢u, mot rdi loan di truyén hiém gap gay tich I
thé dao thai né nhu binh thudng.

Thude c6 chira mannitol, ¢6 thé cho tac dung nhuan trudng

Thude nay cé chira duéi 1 mmol (23 mg) natri trong mdi|

’khong chira natri™’.

ré so sinh nhe can, tré so sinh va
0 loratadine 1% .

.) bi suy giam do do néng do

han tan trong miéng. Aspartame
6 hai néu bénh nhan méic chung

y phenylalanine do co thé khong

€

vién, vé co ban duoc xem nhu

7. SUDUNG THUOC CHO PHU NU CO THAI VA CH10 CON BU

Phu nit ¢g thai

Khong nén str dung thudc cho phu nit c6 thai hodc phu nit
khong ghi nhén kha ning gy quai thai trong cac nghién ct
nhién tuy nhién di cé bdo cdo vé viéc thude di qua hang rao

Phu nit cho con ba

Céan nhéc viée ti€p tuc hodc ngirng cho con b, c¢6 tinh dén |
cho con bu. Pa ¢6 bdo cdo vé sy van chuyén thude qua sira 1

8. ANH HUONG CUA THUOC LEN KHA NANG LAI
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c¢6 ké hoach mang thai. Mic du

u trén dong vt (chudt, tho), tuy

'nhau thai & chudt cong.

o1 ich di€u tri va loi ich cua viéc
ne.
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y/mdc. (Xem phin TAC DUNG KHONG MONG MUON CUA THUOC).

1. Twong tac thudce
Pa c¢6 nghién ctru xéc dinh CYP3A4 va CYP2D6 c6 lién quan dén qué trinh chuyén hod
loratadine thanh DCL.
Di quan sit thay ndng do loratadine va DCL ting 1én khi sir dung ddng thoi loratadine véi

erythromycine va cimetidine. Co ché tang ndng do loratadine 1a khi dung ddng thoi voi cac

thude erythromycine va cimetidine ttc ché men chuyén héa thuéc (CYP3A4, CYP2D6), tir d6
tc ché chuyén héa loratadine thanh DCL, lam tang ndng d¢ loratadine trong huyét twong (co
ché lam tang néng d6 DCL trong huyét twong van chwa duoc biét rd).

9.2. Twong Ky ciia thube
Do khéng ¢é cac nghién ctru vé tinh twong ky ciia thude, khong tron 13n thudce nay véi cac
thudc khac.
10. TAC DUNG KHONG MONG MUON CUA THUOC
Cac téc dung khong mong mudn sau c6 thé xay ra, vi vy hiy theo ddi bénh nhén cén than va
néu quan sat thay bat ky déu hi¢u bat thuong nao, hiy thuc hién cac bién phép thich hop nhu
ngung dung thude.
Tan suat clia cac phén tmg c6 hai dugc phan loai nhu sau: rat thuong gip (> 1/10), thuong
gip (> 1/100 dén < 1/10), it gap (> 1/1.000 dén < 1/100), hiém gip (> 1/10.000 dén < 1/1.000),
rat hiém gip (ADR < 1/10.000), chua biét (khong thé woc tinh tir di liéu sin c6).

3 Tac dung khong mong % .
Co quan hé thong i Tan suat
muon

Budn ngu, kho chiu >1/100

Thin kinh t4m thin Chéng miit, nhirc ddu > 1/1.000 dén < 1/100
Co giat’ Chua biét
Dong kinh Chua biét

Ho hip Khé mili, dau hong > 1/1.000 dén < 1/100
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Tac dung khong mong

muon

Tan suat

Pau bung, khé miéng, budn
nén/nodn, tiéu chay, tdo bon,

viém miéng

> 1/1.000 dén < 1/100

Mbi kho < 1/1000
Viém da day Chua biét
Phat ban < 1/1000
Mién dich Néi man d¢, ban do, ngra | | Chua biét
Séc, sb¢ phan vé* Chua biét
May day > 1/1.000 dén < 1/100
Da Rung 16ng Chua biét
Réi loan chirc ning gan va
vang da vdi su tang rd rét ,
Chua biét
AST, ALT, y-GTP, Al-P,
Gan LDH, bilirubin®
Tang ALT, tang AST, tang
bilirubin, ting y-GTP, tang | | > 1/1.000 dén < 1/100
Al-P
Ting BUN, protein niéu > 1/1.000 dén < 1/100
Than
Vo6 niéu Khong xéc dinh
‘ Pénh tréng nguc > 1/1.000 dén < 1/100
Tuan hoan
Nhip tim nhanh < 1/1.000

Xét nghiém mau

Ting bach cu 4i toan, giam
bach cau, giam bach cdu
trung tinh, ting bach ciu
don nhéan, giam bach cau

lympho, ting bach céu, ting

> 1/1.000 dén < 1/100
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[/=/ CONG TY \O : Tac dung khong mong . P
CO PHANC or ugn hé théng » Tan suat
|| DUGC PHAM ' muon
) YIMEY
\ ,?}’EUH g S, bach cau lympho, giam
BT G .. 5 g
\\Mﬂﬂ\&/ hematocrit, gidm huyét sdc

td, ting bach cau ua kiém,
giam ti€u cdu, tang bach cau

trung tinh

Dii thdo duong, kho mit, U .
> 1/1.000 dén < 1/100

tai, boc hoa

Réi loan vi giac, kinh

e < 1/1.000
nguyét khong déu, titc nguc
Cac hé co quan khac ki = .
Chay mau tir cung bt
thuong, dau nguc, giam
Khoéng xac dinh

thinh luc, pht né (mat/tay

chén)

L

o . . ~ A A A - A . A 9 ~ A . -
*La cac tac dung khong mong muon nghiém trong. Doi véi soc va soc phan vé, néu ¢ cac

triéu chimg xanh tim, kh6 th, giam huyét 4p, phtt mach,... xay ra, nén ngimg thudc va thuc
hién céac bién phap thich hop.
Théng bdo ngay cho bdc st hodic dwgc st nhitng tic dung khéng mong mudn gip phai khi
sir dung thubc.

B4o cdo cic tic dung khong mong mudn.
Can thong bdo cho bac s§, duoe sy ddi véi cac phan tmg c6 hai c6 thé gap phai khi st dung
thudc hodc béo céo céc phan ting c6 hai ciia thude vé Trung tdm Quéc gia vé thong tin thube
va theo ddi phan tmg c6 hai ctia thuée.
11. QUA LIEU VA CACH XU TRi

Triéu chirng

Qua lidu (40 mg dén 180 mg) da dugc béo cdo 1a gay budn ngy, nhip tim nhanh va dau dau.
Khong thé loai bo thubc bing phuong phap thim tach mau.

Tich cuc theo ddi dé c6 bién phéap xi tri kip thoi.
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pAN \U ,\
op ARvix 10 vién, vi nhdm - nhom

\N CHAT LUQNG THUOC
anh sdng.

Han diing: 24 thang ké tir ngdy san xudt

Tiéu chudn chdt lwong: TCCS.

14. TEN, PIA CHI CUA CO SO SAN XUAT THUOC
Tén co 56 san xudt: CONG TY CO PHAN DUGC PHAM SOHA VIMEX

Dia chi: Puéng N1 - Khu cong nghiép Yén My II, Thi tran Yén My, Huyén Yén My, Tinh
Hung Yén, Viét Nam.
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