CONG TY CP DUQC PHAM DUQC LIEU CONG HOA XA HQI CHU NGHIA VIET NAM
PHARMEDIC Djc lap — Ty do — Hanh phiic

sé: 06 /PMC - VG Thanh phé Ho Chi Minh, ngay (/. thang 01 ndm 2019
V/v: Thay d6i toa theo TT01/2018

Kinh gtri: Quy khach hang
Cong ty xin thong bao mat hang:

LORAFAR ké tir 16 0021218 s& thay d6i mAu toa theo TT01/2018 (miu toa dinh kém)

Pon gid ban budn khéng thay dbi:
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Pon gia ban budn mit hang trén khong bao gdbm thué GTGT 5%; da ding ky tai
Cuc Quén ly Dugc- Bd Y Té.
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Lorafar

D€ XA TAM TAY CUA TRE EM.
BOC KY HUONG DAN sU DYNG TRUGC KHI DUNG.
NEU CAN THEM THONG TIN, XIN HOI ¥ KIEN BAC sL.
THONG BAO NGAY CHO BAC STHOAC DUQC STNHUNG TACDYNG
KHGNG MONG MUGN GAP PHAI KHI SU DUNG THUGSC.

Thanh phén céng thic thude

Thanh ph&n hoat chét:

+ L di 10 mg

- Thanh phdn ta dugc: Tinh bt ngd, lactose, povidon, talc, magnesi stearat, natri starch

glycolatvira dii 1 vién nén dai.

Dang bao ché

Vién nén dai. 2
Vign nén dai mau tréng, hai mat khum, mdt mét c6 vach chia ddi, mot mat ¢6 dap chir "L 10
. Chi d|nh
Viém mii dj Ung.
Viém két mac di Ung.
Ngua va ndi may day lién quan dén histamin.
. Céch dung va Lidudung
Ngudilén, ngudi cao tudi va tré 16n han 12tudi: 1 vién/I14n/ ngay.
Tré em ti 2-12 tudi:
Trong lugng cd thé > 30 kg: 1 vién/ I&n/ ngay.
Trong lugng cd thé < 30 kg: 1/2 vién/ 1dn/ ngay.
Nguai suy gan ho#ic suy than néing: 1 vién/ Ian, 2 ngay 1 I&n.
. Chéng chldinh
Dj Ung vdi bat ky thanh phén nao cla thudc.

. Canh béo v thén trong khi dung thudc

- Ngudibénhsuy gan.

- Cénguy cd khd migng, dic bigt & ngudi cao tudi, va tang nguy cd sau rang. Do dd, cdn phai
vé sinh ring mi@ng sach s& khi dung loratadin.

7.Sudyng thudc cho phy nli cé thal va chocon bi
Chl dung thudc trong thdi ky cho con bu va thdi ky mang thai khi cAn thidt, vdi liéu thap va
trong thdi gian ng&n.

8.Anh hudng clia thudc 18n kha niing la] xe va van hanh mdy méc: Chua cébdo céo.

9. Tudng tac cia thudc
Diing déng thai cimetidin, ketoconazol, erythromycin iam ting néng do loratadin trong
huyét tuang.

10. Tudng ky clia thuc: do khdng cé cac nghién clu vé tinh tuong ky cia thudc, khong tron 1n
thuéc nay véi cacthudc khac.

11. Tic dyng khéng mong mudn cla thudc

~ Thudc c6 thé gay nhic du, chéng mit, khd midng, khé mii va hét hai, viém két mac.

- Hiém g&p trudng hgp trdm cam, tim dép nhanh, danh tréng ngyc, budn nén, chic néng gan

bAtthudng, kinh nguyét khdng déu.

12. Qua l18u va cich x trf

- Quédlidu

+  Nguailgn: budn ngl, nhip tim nhanh, nhic déu.

+  Trd em: cé bidu hign ngoaithap va danhtréng ngyc.

- Céch xUtri: Didu trf trigu ching va hd trg.

13.Djctinhdugciychoc

- Nhém dugc ly: Thudc khéng histamin, d6i khang thy thé H,

- M2 ATC: RO6AX13.

- Loratadin 1a thuSc khéng histamin thudc logi 3 vong cé tac dyng kéo dai d8i khang chon loc
trén thy thé H, ngogl bién va khdng cé téc dyng lam dju trén thén kinh trung uong, thuc thé
hé thd 2 (khdng an th&n). Thudc cé tac dyng 1am nhe bt tri¢u ching cla viem mi va viém
kétmac dj iing do gidi phéng histamin va c6 tdc dyng chéng ngua, ndi may day lién quan dén
histamin.

14.Djctinh dugc ddng hpc
Thudc hép thu nhanh sau khi uSng va dugc chuydn héa & gan thanh chét cé hoat tinh
descarboethoxyloratadin, néng d dinh cia din va d rb yl din tudng Ung l&n
lugt Ia 1,5 va 3,7 gid. Thi gian bén théi cla loratadin 1a 17 gi¥ va clia descarboethoxyloratadin
1a 19 gids. Thudc iién két chl y8u véi protein huyét tuang (97%), dao thai chi yéu qua nuée tidu
va phan § dang chuyén hod.

15. Quy cdch déng goél: Hop 3 vix 10 vién nén dai.

16. Bléu Kign bao quan: & nhigt do khdng qua 30°C.

17. Hgn diing: 36 thang ké tU ngay san xudt.

18. Tiéu chuén chét lugng cla thudc: TCCS

18.Tén, djachl cla cd sd san xudtthudc

CONG TY c6 PHAN DUGC PHAM DUJC LIEU PHARMEDIC

367 Nguyén Trai, Q. 1, TP. HCM, Vigt Nam.

San xudt tgl nha may GMP - WHO

1/67 Nguy8n V&n Qué, Quén 12, TP, HCM, Vit Nam.
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Lorafar —

COMPOSITION

- Loratadine 10 mg
- Excipients: Maize starch, Lactose, Povidone, Talc, Magnesium stearate,

Sodium starch glycolate sqf 1 caplet.
INDICATIONS

- Allergic rhinitis.

- Allergic conjunctivitis.

- Pruritus and urticaria associated with histamine.

DOSAGE AND ADMINISTRATION

- Aldults, elderly and children over 12 years: 1 tablet once daily.

- Children 2-12 years:
« Body weight > 30 kg: 1 tablet once daily.
« Body weight < 30 kg: % tablet once daily.

- Patients with hepatic impairment or severe renal impairment: 1 tablet every other day.

CONTRAINDICATIONS
Hypersensibility to one of the components of the drug.

PRECAUTIONS

- Patients with hepaticimpairment.

- There is risk of dry mouth, especially in elderly, with increased risk of dental caries.
Careful mouth and dental hygiene is therefore needed.

INTERACTIONS
When inistered cor itantly with cimetidine, ketoconazole, erythromycine,
increased plasma concentrations of loratadine has been reported.

USE IN PREGNANCY AND LACTATION
It clearly needed, use loratadine in pregnancy and lactation only with low dosage and
in short duration.

EFFECTS ON ABILITY TODRIVE OR OPERATE MACHINERY
There have been no reported.

ADVERSE REACTIONS

- Drug may cause of headache, vertigo, dry mouth, nasal dryness and sneezing,
conjunctivitis.

~ Rare cases of depression, tachycardia, palpitations, nausea, abnormal hepatic
function, irregular menstruation have been reported.
*  Contact your physician if you experience any adverse reactions while using

this medicine.

OVERDOSAGE

- Symptoms:
« - Aldults: somnolence, tachycardia, headache.
« Children: extrapyramidal symptoms and palpitations.

- Treatment: symptomatic and supportive therapy.

PHARMACODYNAMICS
Loratadine is a potent, long-acting tricyclic antihistamine with selective peripheral H,-
receptor antagonistic activity. It is termed the second generation antihistamine (non-
sedating). Loratadine can relieve symptoms of allergic rhinitis, allergic conjunctivitis,
pruritus and urticaria associated with histamine.

PHARMACOKINETICS
After oral administration, Loratadine rapidly absorbed from the gastrointestinal tract. It
undergoes metabolism in the liver yielding descarboethoxyloratadine which has
potent antihistamine activity. Peak plasma concentrations of loratadine and
descarboethoxyloratadine are achieved about 1.5 hours and 3.7 hours, respectively.
The half-lives of loratadine and descarboethoxyloratadine are 17 hours and 19 hours,
respectively. Loratadine is bound to plasma proteins about 97%. Itis excreted in the
urine and in the faeces, mainly in the form of metabolites.

KEEP OUT OF REACH OF CHILDREN.
READ THE LEAFLET CAREFULLY BEFORE USE.
FOR MORE INFORMATION, CONSULT YOUR PHYSICIAN.

SHELF LIFE: 36 months from date of manufacturing.

SPECIFICATION: Manufacturer's

PRESENTATION: Box of 3 blisters x 10 caplets.

DO NOT STORE OVER 30°C.

PHARMEDIC JSC: 367 Nguyen Trai Street, District 1, Ho Chi Minh City, Vietnam.
Manufactured by PHARMEDIC in compliance with GMP - WHO norms
1/67 Nguyen Van Qua Street, District 12, Ho Chi Minh City, Vietnam.

Lorafar

vién nén dai

CONG THUC

- Loratadin 10mg

- Tadugc: Tinhbdtngd, Lactose, Povidon, Talc, Magnesi stearat,
Natri starch glycolat vitadi 1viénnén dai.

CHI DINH

- Viém mai dj Ung.

- Viém két mgc d] Ung.

- Ngua va ndi may day lién quan dén histamin.

CACH DUNG VA LIEU DUNG

— Ngudiign, ngudi cao tudi va tré 16n hon 12 tudi: 1 vién/ 1an/ ngay.

- Tré em'tu 2-12 tudi:
» Trong lugng cd thé > 30 kg: 1 vién/ I4n/ ngay.
» Trong lugng cd thé < 30 kg: 1/2 vién/ I&n/ ngay.

- Ngudi suy gan hodic suy than ngng: 1 vién/ 1&n, 2 ngay 1 l4n.

CHONG CHi BINH
Dj itng véi b&tky thanh ph&n nao clia thudc.

LUUY -THANTRONG

- Ngudi bénh suy gan.

— €6 nguy cd khd miéng, dic bigt & ngudi cao tudi, va ting nguy cd sau rang. Do 6,
c4n phaivé sinh ring miéng sach sé khi dung loratadin.

TUONG TAC THUGC
Ding déng thai cimetidin, ketoconazol, erythromycin lam tang néng d loratadin
trong huyét tuong.

PHY NUMANG THAI VA PHY N CHO CON BU
Chl diing thudc trong thdi ky cho con bu va thdi ky mang thal khi can thiét, vl lidu
th&p va trong thdigian ngén.

TAC BONG CUA THUGC KHI LAI XE VA VAN HANH MAY MOC
Chua c6 bdo céo.

TAC DYNG KHONG MONG MUGN

~ Thuc c6 thé gay nhic d4u, chéng mit, khd migng, khd mii va hat hdi, viém k&t
mac.

~ Hi&m g#p trugng hgp trdm cam, tim d4p nhanh, danh trdng ngyc, budn nén, chic
n&ng gan b&tthudng, kinh nguyétkhang déu.
* Théng bdo cho Bic sTnhlng téc dyng khdng mong mudn gap phai khl sU

dyngthudc.

QUA LIEU VA XU TRI

- Trigu ching:
o Ngudi I6n: budn ngl, nhip tim nhanh, nhic ddu.
o Tré em: c6 bidu hign ngoai thap va dénh tréng ngyc.

- XUly: Diéu tritrigu chung va hd trg.

DUGC LYC HQC
Loratadin 12 thudc kh&ng histamin thudc logi 3 vong cé tédc dyng kéo dai d8i khang
chonloctrénthythd H, ngoai bién va khéng cé tac dyng lam dju trén thén kinh trung
udng, thugc thé hé thi 2 (khdng an thdn). Thudc cé tac dyng lam nhe bét trigu
ching clUa viém mi va vidm két mac dj Ung do gidi phéng histamin va cé tac dyng
chdng ngua, ndimay day lién quan dén histamin.

DUGC BONG HQC
Thudc h&p thu nhanh sau khi uéng va dugc chuyén héa & gan thanh chét cé hoat
tinh descarboethoxyloratadin, ndng d¢ dinh cda loratadin va
descarbosthoxyloratadin tudng Ung I4n Iugt 1a 1,5 va 3,7 gid. Thai gian banthaicla
loratadin la 17 gi¢ va clia descarboethoxyloratadin la 19 gid. Thuc lién kétchi y&u
vdi protein huyét tuong (97%), dao thai chil y&u qua nudc tidu va phan & dang
chuyén hod.

PE XA TAM TAY CUA TRE EM.
DQC KY HUGNG DAN SU DYNG TRUGC KHI DUNG.
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC Si.
HAN DUNG: 36 thang k& tif ngay san xu&t
TIEU CHUAN: TCCS
TRINH BAY: Hop 3vix 10 vién nén dai.
BAO QUAN & NHIET DO KHONG QUA 30°C.

CTCP DPDL PHARMEDIC: 367 Nguyén Trai, Quin 1, Tp. H8 Chi Minh, Vigt Nam.
San xudt tai nha miy GMP - WHO: 1/67 Nguyén Vin Qu4, Q.12, TP.HCM, Vigt Nam.




