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mii, |jgy dung cach dung, chong chi dinh va nhing thong tin
khac xem trong to huéng dan s dung thuéc kém theo

| e Bao quan noi kho mat, tranh anh sang, nhiét d¢ dugi 30°C
R R " D€ xa tam tay ciia tré em
San xuat tai CN CONG TY TNHH SX- UOC PHAM THANH NAM TAI BIN UONG Doc ky hudng dan sii dung trude khi ding !
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Tiéu chuan: TCCS

Binh Duong, ngay 15 thang 05 nam 2018
CONG TY TNHH SX-TM DP THANH NAM
KT/ Giam doc
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Gidm cac triéu ching: Hat hoi, so mii,
nglia mii, ngla va chay nuéc mat

San xuét tai CHI NHANH CTY TNHH SX-TM DUGC PHAM THANH NAM TAI BINH DUONG
60 DPai 16 Boc Lap, KCN Viét Nam-S apore, Thi xé huan An, Tinh Binh D g
3A bang Tat, Phuong Tan Binh, Quan.1, TP.HCM

Thanh phan: moi vién chira Bao quan noi khd mat, tranh anh sang, nhiét do
Loratadin.. ....10mg duoi 30°C

Ta dugc vd ...1vién

Chi dinh: : Dé xa tam tay ciia tré em

-Viem mui di ing, viém két mac di ung. Doc ky hudng dan s dung trudc khi dung

-Ngiia va may day lién quan dén histamin.

Liéu dung cach ding, chong chi dinh va cac SPK:

thong tin khac xem trong to hudng dan sk dung

thudc kem theo Tiéu chuan: TCCS

WHO-GMP ‘ Box of 10 blisters x 10 film coated caplets

""NON DROWSY

TanaClaratyne

Relief of: Sneezing, runny nose, itchy nose,

itchy eyes, watery eyes

Office: 3A Dang Tat, Tan Dinh Ward, Dist 1, HCMC

COMPOSITION: each film coated caplet contains KEEP OUT OF REACH OF CHILDREN
Loratadine R e it 10mg READ LEAFLET CAREFULLY BEFORE USE
Excipients e 1 film coated caplet Reg.No.:

Specification: Manufacturer’s

INDICATION, DOSAGE AND METHOD OF
ADMINISTRATION, CONTRAINDICATIONS,

AND OTHER PRECAUTIONS: Read the leaflet inside TGnCICIGrthne

STORAGE: Store in a cool and dry place, below NON DROWSY
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A. PHAN HUONG DAN SU DUNG THUOC CHO NGUOI BENH
TEN THUOC: TANACLARATYNE
KHUYEN CAO

Poc ky huo'ng din sir dung truéc khi dung

Dé xa thm tay ciia tré em

THANH PHAN, HAM LUQNG CUA THUOC
Mai vién nén bao phim chira:
Loratadin ............cooviiiiiininiiiiiciin 10 mg

(Avicel PH101, Lactose, PVP.K30, Natri starch glycolat Talc, HPMC 2910, PEG 6000, Mau xanh patente).

MO TA SAN PHAM
Vién nén hinh bau duc dai 8,3 mm, rong 5,9 mm, bao phim mau xanh, hai mit tron, canh va thanh vién lanh 1an.

QUI CACH PONG GOI
Hop 100 vién: 10 vi x 10 vién.

Lo 200 vién.

THUOC DUNG CHO BENH Gi

Viém mili di ing.
Viém két mac dj ung.
Ngira va may day lién quan dén histamin.

NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG
Cach dung:

Ubng thudc khong lién quan dén bira an.
Dwong ding:
Dl‘mg theo duong udng.
Liéu dung:
Ngueoi Ion va tré em tir 12 tuéi tré lén: Ubng 1 vién, 1 1dn trong ngay.
Tré em 2 — 12 tudi:
Trong lugng co thé > 30 kg: Ubng 1 vién, 1 14n trong ngay.
Trong lugng co thé < 30 kg : Khong ding dang vién nén nay.
Tré em duéi 2 tudi: An toan va hiéu qua khi dung thudc chua dugc xac dinh.
Suy gan négng: Liu khoi dau 1 vién, 2 ngay mjt lan cho ngudi 16n va tré em c6 trong lugng co thé > 30 kg.
Suy thdn nhe va nguoi cao tudi: Khéng can diéu chinh liéu.
Suy thén nang (Cler < 30 ml/phu): Ubdng 1 vién, 2 ngay mot 1dn cho ngudi 16m va tré em trén 6 tudi (Tré em 2 — 5
tudi kkong ding dang vién nén nay).

KHI NAO KHONG NEN DUNG THUOC NAY
Qué mén véi loratadin hogic v&i bat ky thanh phan nao cia thudc.

TAC DUNG KHONG MONG MUON (ADR)

Khi sir dung loratadin véi liéu 16n hon 10 mg hang ngay, nhimg tic dung phu sau ddy c6 thé xay ra:

Thuong gap: Dau dau, kho mleng

It gdp: Chong mét, khé mii, hét hoi, viém két mac.

Hiém gdp: TrAm cam, tim dap nhanh, loan nh1p nhanh trén that, danh trong nguc, budn ndn, chitc ning gan bt binh
thudng, kinh nguyét khong déu, ngoai ban, ndi may day va choang phan vé.

Huoéng din cach xir tri ADR

Sir dung loratadin véi liéu thap nhat ma c6 higu qua.

NEN TRANH DUNG NHUNG THUOC HOAC THUC PHAM Gi KHI PANG SU DUNG THUOC NAY
Loratadin khong nén ding chung véi cac thudc: Cimetidin, erythromycin, ketoconazol, quinidin, fluconazol va
fluoxetin.

Piéu tri dong thoi loratadin véi cimetidin hodc erythromycm dan dén tang ndng d6 loratadin trong huyet tuong.
Diéu tri dong thoi loratadin va ketoconazol dan dén tang nong do loratadin trong huyét twong gip 3 lan.

CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUOC
Néu quén mot lan kh6ng dung thudc, uong ngay khi nhé ra. Tuy nhién, néu thoi gian gan téi liéu ké tiép thi bd qua
liéu dd quén. Khong uong gap doi lidu @& bu vao lidu da quén.

CAN BAO QUAN THUOC NAY NHU THE NAO
Bao quan noi kho mat, tranh anh sang, nhiét d6 dudi 30°C

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU
O ngudi 16n, khi ung qua liéu loratadin (40 — 180 mg), c6 nhitng biéu hién: Budn nga, nhip tim nhanh, nhirc dau. O
tré em, ¢6 biéu hi¢n ngoai thap va danh trong nguc, khi ubng sird qua lidu (vugt 10 mg).

CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAO
Phai ngimg ding thudc va tham kham thay thudc.
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( CANGFHAN'TRONG KHI DUNG THUOC NAY
Suy gan.
Khi dung loratadin, c6 nguy co khé miéng, dic biét & ngudi cao tudi, va ting nguy co sau rang. Do d6, can phai vé
sinh rdng miéng sach s& khi dung loratadin.

Canh béo d6i voi ta dugc lactose: Bénh nhan méc céc rdi loan di truyén hiém gip vé dung nap galactose;chimg thiéu

hut lactase Lapp hoc rdi loan hap thu Glucose-Galactose khong nén sir dung thudc nay. // O\
TRUONG HQP CO THAI VA CHO CON BU [ CONG in \

Thoi ky mang thai va cho con bi: Chi dung loratadin khi cén thiét, dung liéu thap va trongﬁhbl glan ngan \

TAC DUNG })OIVO’IKHANANG LAI XE VA VAN HANH MAY MOC f G M D3 - 5)
Thude c6 thé gay chéng mét, nén thén trong khi dang 14i xe va dang van hanh may moc. \ ' :
KHI NAO CAN THAM VAN BAC SY, DU’()C st ‘\\{ SELY " 18
Phai ngu'ng dung thudc va tham kham thay thudc khi that tac dung khéng mong mudn ning h ;, s
Néu can thém thong tin xin héi y kién bac sy hodc dugc s¥.
HAN DUNG CUA THUOC
36 thang ké tir ngay san xuét.
TEN, PIA CHi CUA CO SO SAN XUAT
CHINHANH CONG TY TNHH SX-TM DUGC PHAM THANH NAM.
Dia chi: 60 Dai 1o Pgc 1ap, KCN Viét Nam Singapore, Thuan An, Binh Duong.
DT: (0274) — 3767850 Fax: (0274) — 3767852
Vin phong: 3A Ding Tt, P. Tan Dinh, Q.1, TP. HCM
NGAY XEM XET SUA POI, CAP NHAT LAI NQI DUNG HUGNG DAN SU DUNG THUOC:

B. PHAN HUO'NG DAN SU DUNG THUOC CHO CAN BQ Y TE W/
CAC PAC TINH DUQC LUC HQC, DUGC PONG HQC
Duwgc luc hoc
Loratadin 12 din cht piperidin lién quan dén azatadin, 1a thudc khang histamin téc dyung kéo dai. Loratadin thugc
nhém thube d6i khang chon loc thu thé H, ngoai vi thuoc thé hé thir hai, khong an than, khong c6 hoat tinh
muscarinic dang ké.
Loratadin ¢6 tac dung giam nhe tri¢u chimg cua viém mii va viém két mac dj img do giai phéng histamin. Loratadin
con c6 tac dung chong ngua va nbi may day lién quan dén histamin. Tuy nhién loratadin khong c6 tac dung bao ve
hodc trg glup lam sang doi véi truong hop gidi phong histamin ngng nhu choang phan ve. Trong trudong hop do, dleu
tri chi yéu la ding adrenalin va corticosteroid. Thudc khang histamin khéng c6 vai trd trong diéu tri hen.
Nhitng thu6c khang histamin khéng c6 tac dung chita nguyén nhin ma chi trg gitp 1am nhe bét triéu chimg.
Dugc d¢ng hoc
Hdp thu: Loratadin hap thu nhanh sau khi uong, tac dung khang histamin ciia thudc xuét hién trong vong 1 - 4 gio,
dat tdi da sau 8 — 12 git va kéo dai hon 24 gio. Nong d6 cua loratadin va descarboethoxyloratadm (desloratadin) dat
trang thai 0 6n dinh & phan 16n ngudi bénh vao khoang ngay thir ndm dung thudc.
Nong do dinh trong huyét twong trung binh cua loratadin va chat chuyén héa c6 hoat tinh (desloratadin) twong (g la
1,5 va 3,7 gio. Sinh kha dung cua thudc ting va thoi glan dat nong dd dinh bi kéo dai badi thire an. i
98% loratadin lién két véi proteln huyet tu'ong Thoi gian ban thai cua loratadin 1a 8,4 gio va cua desloratadin 1a 28 |-
gio. Thorl gian ban thai cta thudc bién dbi nhiéu giira cac ca thé, khong bj anh hudng bdi uré mau, ting lén & ngudi -
cao tudi va ngudi Xo gan.
Chuyén héa: Loratadin chuyen héa nhiéu khi qua gan lan dau bdi hé enzym microsom cytochrom P450 chu yéu
thanh desloratadin, la chat chuyen héa c6 tac dung du'qc ly.
Thai trir: Khoang 80% tdng liéu ciia loratadin bai tiét ngang nhau ra nuéc tiéu va phan dudi dang chat chuyén hoa,
trong vong 10 ngay.
Loratadin va desloratadin vao sifa me va dat ndng d¢ dinh twong dwong véi ndng o thude trong huyét twong. Khong
qua hang rao mau — ndo & liéu thong thuong.
CHI PINH, LIEU DUNG, CACH DUNG, CHONG CHI PINH
Chi dinh:
Viém miii di Ung.
Viém két mac di img.
Ngu'a va may day lién quan dén histamin.
Liéu dung:
Nguoi Ién va tré em tir 12 tuéi tré lén: Ubng 1 vién, 1 lan trong ngay.
Tré em 2 — 12 tuoi:
Trong lugng co thé > 30 kg: Ubng 1 vién, 1 lan trong ngay.
Trong lugng co thé < 30 kg : Khong dung dang vién nén nay.
Tré em duoci 2 tuoz An toan va hi¢u qua khi dung thudc chwa dugc x4c dinh.
Suy gan ngng: Liéu khoi dau 1 vién, 2 ngay mot 1an cho ngudi 16 va tré em c6 trong lugng co thé > 30 kg.
Suy thdn nhe va nguoi cao tudi: Khong can diéu chinh lidu.
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tudi kkong dung dang vién nén nay).
Cach dung:
Ubng thudc khéng phu thudc vao bira an.
Chong chi dinh: ;
Qué man v&i loratadin hodc véi bat ky thanh phéan nao cua thude. {
CAC TRUONG HQP THAN TRONG KHI DUNG THUOC q{
Suy gan.
Khi ding loratadin, cé nguy co kho miéng, dic biét & ngudi cao tudi, va ting nguy co sau ring. Do d6, cin phai vé
sinh rang mi¢ng sach s& khi dung loratadin.
Canh béo d6i véi ta duqc lactose: Bénh nhan méc céc rdi loan di truyén hiém gap vé dung nap galactose, chimg thiéu
hyt lactase Lapp hogc rdi loan hap thu Glucose-Galactose khong nén sir dung thudc nay.
TUGONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC KHAC
Loratadin dugc chuyén héa boi cytochrom P450 isoenzym CYP3A4 va CYP2D6, vi vay sir dung ddng thdi véi
nhitng thudc trc ché hodc bi chuyén héa bang nhimg enzym nay c6 thé tao ra thay déi vé ndng d¢ thubc trong huyét
tuong va c6 thé c6 tic dung khong mong mudn. Cac thubc da biét c6 wc ché enzym trén bao gdm: Cimetidin,
erythromycm ketoconazol, quinidin, fluconazol va ﬂuoxetm
Diéu tri dong thoi loratadin va cimetidin din dén ‘ting ndng d loratadin trong huyét twong 60%, do cimetidin trc ché
chuyen héa cia loratadin. Diéu nay khong c6 biéu hi¢n 1am sang.
Diéu trj dong thdi loratadin va ketoconazol dan dén ting ndng d¢ loratadin trong huyét twong gép 3 14n, do wrc ché
CYP3A4. Piéu nay khong cé biéu hién 1am sang, vi loratadin c6 chi s6 diéu tri rong.
Diéu trj ddng thoi loratadin va erythromycin dén dén ting ndng d¢ loratadin trong huyét twong.
TRUONG HQP CO THAI VA CHO CON BU
Thoi ky mang thai: Chua c6 nhiing nghlen clru day dii va kiém tra tdt vé sir dung loratadin trong thai ky. Do d6 chi
dung loratadin trong thai ky khi can thiét, dung liéu thip va trong thdi gian ngén.
Thoi ky cho con bi: Loratadin va chat chuyén héa descarboethoxyloratadin tiét vao sira me. Do d6 chi dung
loratadin khi can thiét, dung liéu thap va trong thoi gian ngén
TAC DUNG POI VOI KHA NANG LAI XE VA VAN HANH MAY MOC
Thudc c6 thé gdy chong mét, nén than trong khi dang i xe va dang van hanh may méc.
TAC DUNG KHONG MONG MUON (ADR)
Loan nhip that ning da xay ra khi diéu tri véi mot s6 thude khang thy thé histamin H; thé hé 2. Piéu d6 khong Xuét
hién khi diéu tri bang loratadin.
Khi sir dung loratadin véi lidu 16n hon 10mg hang ngay, nhimg tac dung phy sau day c6 thé xay ra:
Thuwong gap, ADR > 1/100
Thén kinh: Pau dau.
Tiéu hoa: Kho miéng.
It gap, 1/1000 < ADR < 1/100
Than kinh: Chéng mit.
Hb hép: Khé miii va hét hoi.
Khac: Viém két mac.
Hiém gdp, ADR < 1/1000
Thén kinh: TrAm cam. ) )
Tim mach: Tim dap nhanh, loan nhip nhanh trén that, danh trong ngyc.
Tiéu héa: Budn non.
Chuyén héa: Chirc ning gan bét binh thudng, kinh nguyét khong déu.
Hudng dén cach xir tri ADR
Sir dung loratadin v&i liéu thap nhit ma c6 hiéu qua.
QUA LIEU VA CACH XU TRIi:
& ngudi 16n, khi udng qua liéu loratadin (40 — 180 mg), c6 nhlmg biéu hién: Budn ngd, nhip tim nhanh, nhirc dau. O
tré em, c6 biéu hién ngoai thap va danh trong nguc, khi uong sird qué lidu (vuot 10 mg).
Xir tri- Diéu trj triéu chirg va hd trg chirc nﬁng song C6 thé dung than hoat (dang hdn dich). Rira da day ciing cé thé
xem Xxét. Loratadm khong bj loai trir bing thim phan phiic mac hogc thdm tach mau. Ngudi bénh can dugce nghi ngoi
va theo doi y té chat ché.
A LUU Y VA KHUYEN CAO: Khong cé.
Tp. HCM ngay 15 thang 05 nam 2017
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