T0' HUGNG DAN SUDUNG

BV LORACAP 10

DEXATAM TAY TRE EM.

DOC KT HUGNG DAN SU DUNG TRUGC KHI DUNG.

THANH PHAN: Mdi vién nang chita:

Thanh phan dugc chét: Loratadin..........c.cuvecerns 10mg

Thanh phan ta dugc: Microcrystalline cellulose 102, colloidal silicon dioxyd, magnesi stearat.

DANG BAO CHE: Vién nang. Vién nang ciing s& 4, than mau hdng, ndp mau héng, bén trong chifa bt thudc mau
trang dén trang nga.

CHi DINH DIEU TRI: Diéu tri triéu chiing viém miii di tng va may day tu phat man tinh.

LIEU LUGNG VA CACH DUNG:

Ngudi 16n va tré em trén 12 tudi: 10 mg x 11an/ngay (1vién x 11an/ngay). Usng thudc cing vai nudc, thiic an khong
lam dnh hudng dén sy hdp thu thudc.

Tré em tir 2 dén 12 tudi: Liéu dung dya theo can nang ctia bénh nhan,

-Tré ¢6 can ndng > 30 kg: 10 mg x 11an/ngay (1 viénx 11an/ngay).

-Tré ¢6 cdn ndng < 30 kg: BV LORACAP 10 khong phu hgp st dung cho tré ¢6 cdn ndng < 30 kg.

Tré em dudi 2 tudi: An toan va hiéu qua ctia BV LORACAP 10 chua dugc thiét [ap & tré dudi 2 tudi, vi vay khong nén
duing thudc cho nhiing bénh nhan nay.

Bénh nhan suy gan ngng nén dung liéu khdi dau thap han do c6 thé bi suy gidm dé thanh thai cda loratadin.

Liéu khdi dau 10 mg/ngay dugc khuyén cdo cho ngudi Idn va tré em ¢d can ndng trén 30 kg. Dung liéu 5 mg loratadin
cho tré c6 can néng < 30 kg.

Khng can diéu chinh liéu & nguai gia hodc bénh nhan bi suy than.

CHONG CHi DINH:

- Bénh nhan qud man cdm vdi loratadin hodc véi bét ky thanh phén nao cta thudc.

CANH BAO VA THAN TRONG KHI SU DUNG:

- Than trong khi dung BV LORACAP 10 cho bénh nhén suy gan ngng.

- Nén ngmg BV LORACAP 10t nhdt 48 tiéng trudc khi lam cac xét nghiém vé da do cac thudc khang histamin c6 thé
che dau hodc lam gidm cac phan ting duong tinh cla cac chi s phan ting da.

TRUGNG HOP CO THAI VA CHO CON BU:

Phu nif ¢6 thai:

(6 nhiéu ditliéu (hon 1000 truang hop phai nhiém) cho thay loratadin khang co ddc tinh ddi vdi thai nhi/tré so'sinh.
(éc nghién cdu trén dong vat khong chi ra cac tac hai truc tiép hodc gidn tiép trén kha nang sinh sén. Nhu mot bién
phdp phong ngira, khong nén sit dung loratadin trong thdi gian mang thai.

Phu nii cho con bii:

Loratadin dugc bai tiét qua sita me, khdng dung thudc & phu ni cho con b,

ANH HUGNG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Trong cac thir nghiém lam sang cho thay loratadin khong lam anh hugng dén kha nang Idi xe. Tuy nhién, bénh nhan
nén luu y, loratadin ¢6 th gay budn ngd vdi tén sudt rét hiém, diéu nay ¢ thé anh hudng dén kha nang ldi xe, van
hanh mdy méc.

TUGNG TAC, TUONG KY V61 CAC THUGC KHAC VA CAC DANG TUONG TAC KHAC:

- Khdng ¢ tuong téc déng k€ giita loratadin va thiic an.

- Loratadin dugc chuyén hoa béi cytochrom P450 isoenzym CYP3A4 va CYP2D6, vi vy stt dung dong thoi vdi nhitng
thudc tic ché hodc bi chuyén héa bing nhitng enzym ndy c6 thé tao ra thay ddi vé ndng do thudc trong huyét tuong
va c6 thé c6 téc dung khong mong mudn. Cac thudc da biét c6 (ic ché enzym trén bao gom: Cimetidin, erythromycin,
ketoconazol, quinidin, fluconazol va fluoxetin.

- Diéu tr dong thai loratadin va cimetidin dan dén tang nong do loratadin trong huyét tuong 60%, do cimetidin tic
ché chuyén héa clia loratadin. Diéu nay khong c6 bi€u hién 1am sang.

- Diéu trj dong thoi loratadin va ketoconazol dan ti tang ndng dd loratadin trong huyét tuong gép 3 Ian, do tc ché
(YP3A4. Diéu d6 khong co biéu hién 1am sang vi loratadin ¢6 chi s diéu tri rong. Diéu tri déng thoi loratadin va
erythromycin dan dén tang ndng do loratadin trong huyét tuong. AUC (dién tich dudi duong cong ctia ndng do theo
thi gian) cda loratadin, tang trung binh 40% va AUC cta desloratadin téng trung binh 46% so véi diéu tri loratadin
don dc. Trén dién tam do khong co thay dgi vé khoang QTc. V& mét lam sang, khong ¢6 bi€u hign st thay ddi tinh an

toan cta loratadin va khong c6 thding béo vé tac dung an than hodc hién tugng ngdt khi diéu tri dong thoi 2 thudc nay.

- Chdng chi dinh dung dang két hop loratadin va pseudoephedrin khi dang va d diing cac thudc dc ché MAO trong
vong 10 ngay, vi cac thudc nay o anh hudng dén tac dung trén huyét dp cta pseudoephedrin.

TACDUNG KHONG MONG MUON:

Cac tac dung khong mong mudn dugc thdng ké, phan loai theo toan thén - co quan va ty 1& méc phéi nhu:
rat thuong gap (= 1/10), thudng gap (> 1/100, <1/10), it gap (=1/1000, <1/100), hiém gdp (>1/10000,
<1/1000), rét hi€m gap (<1/10000), khong rd tan suat (khong thé udc luong tir dit liéu sén c6).

Hé co quan. Tan sudt Tac dung khdng mong mudn.

Hé mién dich. Rat hiém Phén (ing qua man cdm (phu mach va s6c phan vé).
Rdi loan hé than kinh. Rét hiém Chéng mt, co giat.

Rai loan tim. Rat hiém Nhip tim nhanh, danh tréng nguc.

Rdi loan tiéu hoa. Rét hiém Budn nén, khd miéng, viém da day.

Rai loan gan mat. Rat hiém Bét thuong chiic nang gan.

R6i loan da va biéu mé. Rét hiém Phét ban, rung téc.

Roi loan toan than va Rét hiém Mét moi.

tai ché dung thudc.

Xét nghiém. Khong rd tansudt | Tang can.

Bénh nhi: Trong cac thi nghiém lam sang trén bénh nhi tir 2 dén 12 tui, cac tac dung phu thudng gap dugc
bdo cdo la dau dau (2,7%), bon chon (2,3%) va mét moi (1%).

Huéng dan cac xir tri ADR:

Dung thudc vdi liéu thap nhat c6 hiéu qua.

THONG BAO NGAY CHO BAC ST HOAC DUGC STNHUNG PHAN UNG CO HAI GAP PHAI KHI SU'DUNG THUOC.
QUA LIEU VA CACH XU TRI:

Triéu chimg: Qua liéu loratadin lam tang cdc triéu chiing khang cholinergic. Budn ngd, nhip tim nhanh va nhitc déu da dugc bio
cdo khi ding qud liéu.

Cach xi tri: Can thit 3p va duy tri cac bién phap hd trg chung. (6 thé st dung than hoat tinh dudi dang bun than va nudc. Ria
da day co thé dugc xem xét. Khong thé loai bé loratadin béng tham phan mau, khdng biét c6 thé loai bd thudc bang tham phan phic
mac hay khong. Tiép tuc theo ddi bénh nhén sau khi cép clu.

DACTINH DUGC LUCHOC:

Nhém duge If: ThuGc khang histamin, ddi khang thy thé H1.

Ma ATC: ROGA X13

Loratadin la dan cht piperidin lién quan dén azatadin, 1a thudc khang histamin téc dung kéo dai. Loratadin thudc nhom thudc doi
khang chon loc thy thé H1 ngoai vi thudc thé hé thit hai, khong an thn, khong c6 hoat tinh muscarinic dang k€.

Loratadin c6 tac dung gidm nhe triéu chiing ctia viém mii va viém két mac di ing do gidi phdng histamin. Loratadin con c6 tac dung
chdng ngtia va ndi may day lién quan dén histamin. Tuy nhién, loratadin khong c téc dung bdo vé hodc trg gitp 1m sang déi véi truding
hop gidi phong histamin néng nhu choang phén vé. Trong truding hop o, diéu tri chd yéu Ia diing adrenalin va corticosteroid. Thudc
khang histamin khong ¢ vai trd trong diéu trj hen.

Tac dung kéo dai cta loratadin a do thudc phan ly cham sau khi gan vdi thu thé H1 hodc do tao thanh chdt chuyén héa c6 hoat tinh la

hovath vyl

desl din (desc
Nhitng thudc khang histamin khong cd tac dung chita nguyén nhan ma chi trg gidp lam nhe bét triéu ching. Bénh viém mdi di ing c6
thé 13 bénh man tinh va téi dién; dé diéu tri thanh cong thuting phéi diing cac thudc khang histamin lau dai va ngdt quang va sit dung
thém nhiing thudc khac nhu glucocorticoid ding theo duing hit va ding kéo dai. C6 thé két hp loratadin véi pseudoephedrin hydroclorid
@& lam nhe bt triéu chiing nat miii trong diéu tri viém mii dj tng c6 kém ngat mii.

DACTINH DUGC DONG HOC:

Loratadin hdp thu nhanh sau khi udng, tac dung khang histamin cGa thudc xudt hién trong vong 1- 4 gid, dat t6i da sau 8- 12 gidrva kéo
dai hon 24 gio. Nong do cla loratadin va descarboethoxyloratadin (desloratadin) dat trang thai n dinh & phan Ion ngu@i bénh vao
khodng ngay thit nam dung thudc.

Nang d dinh trong huyét tuong trung binh ctia loratadin va chdt chuyén héa c6 hoat tinh ctia n (desloratadin) tuong ting 13 1,5 va 3,7 gid.
Sinh kha dung cta thudc tang va thdi gian dat ndng d dinh bi kéo dai bai thic an.

98% loratadin lién két vdi protein huyét tuong. Nita ddi thai trir cia loratadin a 8,4 i va cia desloratadin 1a 28 gio. Nifa doi ca thudc
bién ddi nhiéu giia cac ca thé, khong bi anh huéing bdi uré mau, ting Ién & ngudi cao tudi va ngudi xo gan.

g thanh thai cda thudc [ 57 - 142 mi/phit/kg va khong bi nh hudng bdi uré mau nhung gidm & nguai bénh xo gan. Thé tich phan
b cda thudc (2 80 - 120 lit/kg.

Loratadin chuyén héa nhiéu khi qua gan Ian ddu bdi hé enzym microsom cytochrom P450 chd yéu thanh desloratadin, Ia chét chuyén héa
6 téc dung dugcly.

Khoang 80% tdng liéu cta loratadin bai tiét ngang nhau ra nudc tiéu va phan dudi dang chét chuyén ha, trong vong 10 ngay.

Diing ddng thai loratadin véi cdc loai hoa qua ndu ¢ thé lam cham sy hdp thu cla loratadin mét chit nhung khong lam anh huéing
@€n téc dung lam sang.

(bénh nhan suy than man, ca AUC va nang do dinh trong huyét tuong (Cmax) ciia loratadin va cac chét chuyén héa déu cao han so véi
cdc chis§ nay bénh nhan c6 chitc nang than binh thuting. Thai gian ban thai trung binh cda loratadin va chét chuyén héa ctia n khong
€ sy khac biét dang ké so véi nguai binh thuting. Tham phan méu khong anh hung dén dugc dong hoc clia loratadin hodc cc chét
chuyén hda cdia né & bénh nhan suy than man tinh.

Bénh nhan suy gan man tinh do rugu, AUCva néng do dinh trong huyét tuong (Cmax) cia loratadin cao gap doi trong khi dac diém dugc
@ong hoc ctia chat chuyén hda cd hoat tinh khng thay d6i dang k€ so véi bénh nhan cd chiic nang gan binh thudng. Thai gian bén thai
claloratadin va chét chuyén héa ctia nd Ian It 1a 24 va 37 gids va tang én khi mdc dg néng cda bénh gan.

Loratadin va desloratadin vao siia me va dat ndng do dinh tuang duong vdi ndng do thudc trong huyét tuong. Khdng qua hang rao
mdu - ndo  liéu thong thudng.

QUI CACH DONG GOI: Hop 10 vi x 10 vién, hop 1 chai nhya x 200 vién.

BAO QUAN: Nhiét do khong qua 30°C.

HAN DUNG: 36 thang k€ tir ngay san xudt.

TIEU CHUAN: TCCS.

NHA SAN XUAT: CONG TY TNHH DUGC PHAM BV PHARMA
Dia chi: 56 18, Duting Lé Thi Soc, Ap 2A, Xa Tan Thanh Tay, Huyén i Chi, Thanh Phé H Chi Minh, Viét Nam.
Moi thdc mdc va théng tin chi tiét, xin lién hé s6 dién thogi: 02822538854
HDSD- LORAC-XXXX10-C-D220XR100-HPC-23-A




