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@ CONG TY LIEN DOANH DUQC PHAM MEBIPHAR-AUSTRAPHARM
L6 I11-18, Puong s6 13, Nhém CN IIL KCN Tén Binh, Q. Tan Phu, TP. HCM

MAU GOI

THANH PHAN: M3 g6i 5 ml chira:
Loratadin Smg

CHI PINH, CACH DUNG, CHONG CHI PINH, VA
CAC THONG TIN KHAC: ,
Xem trong t& hwéng dan sir dung thudc kém theo.

BAO QUAN:
P Gifr trong bao bi kin, noi khé mét, trénh énh sing,
nhiét ¢ dudi 30 °C.
TCCL: TCCS
SO0
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@ CONG TY LIEN DOANH DUQC PHAM MEBIPHAR-AUSTRAPHARM
L6 I11-18, Duong s6 13, Nhém CN IIL, KCN Tan Binh, Q. Tan Phd, TP. HCM

MAU HOP

THANH PHAN: M3i géi 5 ml chira:
#

|COMPOSITIONS: Each sachet 5 ml contains:
Loratadin:. ... s amsisuabieinss 5mg | :

NDICATIONS, ADMINISTRATIONS, CONTRA-
|{INDICATIONS AND OTHER INFORMATION:
See in the enclosed leaflet.

CHI PINH, CACH DUNG, CHONG CHi PINH VA
CAC THONG TIN KHAC: y 20 sachets x 5 ml
Xem trong t& hwéng dan sir dung thude kém theo.

BAO QUAN:
STORAGES:
Giit trong bao bi kin, noi khé mét, tranh énh séng, i 3 g
nhiét d¢ dwdi 30 °C. Keep in tight containers, in cool dry place, protect

from light, not exceed 30 °C.
TCCL: TCCS
SPK/ VISA NO.:
SO LO SX/LOT
m’ b

SPECIFICATIONS: Manufacturer’s

PROSCOM
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Hop 30 go1 x S ml

/[ Loratadin
- 5mg

CHI PINH, CACH DUNG, CHONG CHI PINH VA
CAC THONG TIN KHAC:
Xem trong t& hudng din sit dung thudc kém theo.

BAO QUAN:
Giit trong bao bi kin, noi kho mat, trénh 4nh sang,
nhiét 46 dudi 30 °C.

TCCL: TCCS

SDK/ VISA NO.:

SO LO SX/LOT NO.:
NSX/ MFG. DATE:
HI/ EXP. DATE:
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CONG TY LIEN DOANH DUQC PHAM MEBIPHAR-AUSTRAPHARM
L6 I11-18, Pudng s6 13, Nhém CN III, KCN Tan Binh, Q. Tan Pht, TP. HCM

MAU HOP

COMPOSITIONS: Each sachet 5 ml contains:
EXCIIENtS g8, ....ocvvuneennasmeinernnnens | SaCHEL

| INDICATIONS, ADMINISTRATIONS, CONTRA-
| INDICATIONS AND OTHER INFORMATION:

30 sachets x 5 ml See in the enclosed leatlet
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STORAGES:
Keep in tight containers, in cool dry place, protect
from light, not exceed 30 °C.

SPECIFICATIONS: Manufacturer’s

PROSCOM
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Hap 50 goi

[ Loratadin

@ CONG TY LIEN DOANH DUQC PHAM MEBIPHAR-AUSTRAPHARM
L6 I11-18, PBudmg s6 13, Nhém CN III, KCN Tan Binh, Q. Tan Phi, TP. HCM

"MAU HOQP

. CHI DINH, CACH DUNG, CHONG CHI PINH VA
- CAC THONG TINKHAC:

DUGJC PHAM

MEBIPHAR-

INDICATIONS, ADMINISTRATIONS, CONTRA-
INDICATIONS AND OTHER INFORMATION:

\ :
50 sachets x El

Xem trong Lo hurtmg dfin st dyng thudc kém theo. See in the enclosed leaflet.

BAOQUAN: STORAGES:
Gt trong bao bi kin, noi kho mé, trimh 4nh sing, Keep in tight containers, in cool dry place, protect
nhiét 6§ dudi 30 C. from light, not exceed 30 °C.

TCCL: TCCS SPECIFICATIONS: Manufacturer’s

SPK/ VISANO.:

SOLOSX/LOT NO:: i

NSX/ MFG. DATE:

HIY EXP. DATE:

 pburiwmmie
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HUONG DAN SU DUNG THUOC

Tén sin phim: DUNG DICH UONG PROSCOM

Cic dau hi¢u lwu y va khuyén cdo khi dung thude:

Dé xa tam tay tré em.

Doc ki hudng dan siv dung trwdc khi ding.

Thanh phan c¢éng thire thude: Mdi goi chira:

Thanh phan hoat chét: Loratadin............... 5 mg

Thanh phin ta dwoc: Glycerin, sucralose, duong trang (sucrose), acid citric, natri citrat,
huong cam, natri benzoat, natri edetat, nudc tinh khiét vira du 5 ml.
Dang bao ché: Dung dich udng.

Mo ta: Dung dich trong, mui thom, vi chua ngot.

Chi dinh:

Chi dinh diéu tri triéu chimg viém mii di ing, viém két mac mat di ing va ngira, ndi mé day
v0 can man tinh & ngudi 16m va tré em trén 2 tudi.

Cich dung, liéu dung:

Cach dung: Dung duong udng.

Liéu ding:

Nguoi 16m va tré em tir 12 tudi trd 1én: 2 goi/ 1an/ ngay.

Tré em 2 - 12 tudi, lidu dung dua vao trong luong co thé:

Trong lugng co thé > 30 kg: 2 go6i/ 1an/ ngay.

Trong lugng co thé < 30 kg: 1 goi/ lan/ ngay.

Suy gan nang:

Nguoi 16n va tré em trén 6 tudi: 2 gbi/ 1an/ 2 ngay.

Tré em 2 - 5 tudi: 1 goi/ 1an/ 2 ngay.

Suy than nhe va ngudi cao tudi: Khong can diéu chinh lidu.

Suy than néng (Cler < 30 ml/ phat):

Ngudi 16n va tré em trén 6 tudi: 2 goi/ 1an/ 2 ngay.

Tré em 2 - 5 tudi: 1 goi/ lan/ 2 ngay.

Chong chi dinh:

"Qua man voi bat cir thanh phan nao cua thudc.

Canh bdo va than trong:

Khi dung loratadin, c6 nguy co kho miéng, dac biét & ngudi cao tudi, va tang nguy co sdu
rang. Do d6, can phai vé sinh rang mleng sach s€ khi dung loratadin.

Nén ngung it nhat 48 gio trude khi tién hanh cac tha nghiém trén da vi thude c6 thé ngin ngira
hogc lam giam céc triéu ching anh huéng dén céc chi s6 phan trng duong tinh 0 da.

Can than trong v&i bénh nhan suy gan va xem xét giam li¢u theo khuyén céo vé lidu luong cho
dei tuong dac biét. (muc 6)

Canh bao ta duoc:

Sucralose, duong trang (sucrose): Néu bénh nhan duoc chan doan co rdi loan dung nap véi
mdt sb loai duong nhét dinh, hay hoi ¥ kién béc si trude khi dung thudc nay

Sir dung thudc cho phu nit c6 thai va cho con bi:

Thoi ky mang thai: Khong ¢6 dit ligu Ve sir dung thudc trén phu nit ¢6 thai, chi nén dung thudce
néu loi ich vuot troi so voi nguy co, dung liéu thap va trong thoi glan ngan.

Thot ky cho con bi: L oratadin va chét chuyén héa desloratadin tiét vao sira me. chi nén dung
thude néu loi ich vuot trdi so voi nguy co, ding liéu thap va trong thoi gian ngén.
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Anh hwéng cia thude 1én kha ning lii xe, van hanh may méc:

Trong cac nghién ctru 1am sang dénh gia vé kha nang lai xe, khong thay anh huong dén kha
nang lai xe ¢ nhirg bénh nhén str dung loratadin. R4t hiém bénh nhan gp tinh trang buon ngu
¢6 thé anh huong dén kha nang 1ai xe hodc vin hanh may moc. Tuy nhién bénh nhan can dugc
canh bao vé tinh trang budn ngti ¢6 thé anh huong dén kha nang lai xe va van hanh may moc.
Twong tac, twong ky ciia thude:

Loratadin str dung ddng thoi vaoi cac thude da biét co e ché enzym gan c¢o the tao ra thay doi
ve nong do thude trong huyét tuong va co thé c6 tac dung khong mong mudn. cac thude bao
gdm: Cimetidin, erythromycin, ketoconazol, quinidin, ﬂuconazol va fluoxetin.

Diéu tri ddng thoi loratadin va cimetidin dan dén tang noéng do loratadin trong huyét twong
60 %, do cimetidin trc ché chuyén hoa cta loratadin. Diéu nay khéng ¢ biéu hién lam sang.
Dleu tri ddng thoi loratadin va ketoconazol dan téi tang ndng do loratadin trong huyét tuong
glp 3 lan, do trc ché CYP3A4. Piéu d6 khong c6 biéu hién 1am sang vi loratadin ¢ chi s6 diéu
tri rong.

Diéu tri dong thoi loratadin va erythromycin dan dén tang nong do loratadin trong huyét twong.
AUC (dién tich dudi duong cong cua ndng do theo thoi gian) cua loratadin, tang trung binh
40 % va AUC cua desloratadin tang trung binh 46 % so vai dicu tri loratadin don doc. Trén
dién tam dd khong c6 thay doi vé khoang QTc. Vé mat 1am sang, khong co biéu hién su thay
d6i tinh an toan cua loratadin va khong c6 thong bao vé tac dung an than hodc hién tuong ngét
khi diéu tri ddng thoi 2 thude nay.

Chong chi dinh ding két hop loratadin va pseudoephedrin khi dang va da dung cac thude e
ché MAO trong vong 10 ngay, vi cac thudc nay c6 anh huong dén tac dung trén huyét ap cua
pseudoephedrin.

Tac dung khong mong mudn cia thube (ADR):

Loan nhip thét ndng da xay ra khi diét{ tri v&i mot s6 thude khang thu thé histamin Hy thé hé 2.
Dicu d6 khong xuat hién khi dicu tri bang loratadin.

Khi sir dung loratadin véi lidu 16n hon 10 mg hang ngay, nhimg tac dung phu sau day c6 thé
xay ra:

Thuong gdp, ADR > 1/ 100:

Than kinh: Pau dau, budn ngu, tang sy thém an.

Tiéu hoéa: Khé miéng.

It gap, 1/ 1000 < ADR < 1/ 100:

Than kinh: Chéng mat.

H6 hap: Khd miii va hat hoi.

Khéc: Viém két mac.

Hiém gdp, ADR < 1/ 1000:

Than kinh: Tram cam.

Tim mach: Tim dap nhanh, loan nhip tim, danh tréng nguc.

Tiéu hoa: Budn non, viém da day.

Chuyén hoa: Chirc nang gan bat thuong, kinh nguyét khong déu.

Khac: Mét moi, rung toc, phat ban, ndi may day, phit mach va choang phan v¢.

Théng bdo ngay cho bdc st hodc dwoc si nhitng phdn trng c6 hai gap phdi khi sic dung thuéc.
. Qud liéu va cach xik tri:

Triéu ching:

Ngudi 16n: budn ngu, nhip tim nhanh va nhuc dau (dung liéu 40 - 180 mg loratadin).
Tré em: bidu hién ngoai thap va danh trong nguc (dung qua 10 mg).

X tri:
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+  Xir tri qua liéu loratadin la diéu trj triéu chimg va diéu tri hd trg chuc nang. Co thé dung than
hoat (dang hdn dich). Rura da day ciing c6 thé xem xét. Loratadin khong bl Joai trr ban;: tham
phan phtic mac hozc thadm tach mau. Nguoi bénh can duoc nghi ngoi va theo doi y té chit ché.

14. Quy cich dong goi: Goi 5 ml. Hop 20 goi, 30 goi, 50 goi.

15. Pi¢u kién bao quin, han dung, tiéu chuin chit lwgng ciia thudc:

- Bdo quan: Giir trong bao bi kin, noi khd mat, tranh anh sang, nhié¢t do duai 30 °C.

- Han dung: 24 thang ké tir ngay san xuét.

- TCCL: TCCS

16. Tén, dia chi cia co s¢ san xuit thude.

l: CONG TY LIEN DOANH DUQC PHAM MEBIPHAR-AUSTRAPHARM

LN Dia chi: L6 I11-18, Duong s6 13, Nhom CN III, KCN Tan Binh, Q. Tan Phu, TP. HCM.
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