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TO HUONG DAN SU DUNG THUOC
Vién nén nhai

LORAX CHEW
Pé xa tam tay tré em;
Doc k) huéng dan sir dung trieée khi dimg;
Néu can thém théng tin xin hoi y kién béc sy hodc duoc sp.
THANH PHAN
Thanh phin hoat chit:
Loratadine 5 mg.
Thanh phan ti dwoc:

Mannitol, lactose monohyrate, povidone K30, colloidal anhydrous silica, aspartam, talc,
magnesium stearate, sodium starch glycolate, hwong cam, ethanol 96%, nudc tinh khiét
(dung mdi bay hoi).

DANG BAO CHE

Vién nén tron, mau tréng, mot mit cé gach ngang, mot mit ¢cé chit “SAOKIM”, canh va
thanh vién lanh Iin.

CHI PINH

Thubc khéng histamin, loai bd tam thdi céc triéu chung do cam hogc cac di ing dudng hod

hip trén nhur x4 mii, hit hoi, ngtra, chay nuéc mét, ngira miii hoiic hong..
LIEU DUNG, CACH DUNG
Liéu dung:

Nguoi lon va tré em trén 06 tuéi: nhai 2 vién x 1 lin/ngay. Khong duoc qua 2 vién trong 24
gio

Tré em 02- 06 tuéi: nhai 1 vién x 1 lan/ngay. Khong dugc qué 1 vién trong 24 gidy
Tré em dudi 2 tuéi hodic bj bénh vé gan hay than: hoi y kién bac si.

Cidach ding:

Ding dudng udng, béng cach nhai vién nén va nuét.

CHONG CHIi PINH

Qué man véi loratadine hodic bt ky thanh phin ndo cta thudc.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Nén théan trong khi sur dung LORAX CHEW cho bénh nhén bi suy gan hodc suy than.

Khong duge sir dung thuée qua lidu luong da ke, néu sir dung qué liéu lugng c6 thé gay ra
tinh trang lo mo, budn ng.

Dimng sir dung thude néu xay ra di ung.




https://trungtamthuoc.com/

Can nhic hoi y kién béc si, dugc si trude khi sir dung cho phu nit ¢6 thai hodc cho con bu.
Tranh xa tAm tay tré em. Trong trudng hgp qué lidu, dung thude giai doc hodc dén trung tim
y té.

LORAX CHEW c6 chira t4 duoc lactose monohyrate, vi vay nhitng bénh nhén c6 vén dé di
truyén hiém gip nhu khéng dung nap galactose, thiéu hut lactose hoan toan hodc kém hap
thu glucose - galactose khong nén dung thudc nay.

SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU
Phu ni¥ cé thai:

Chua c6 nhimg nghién ctru ddy di va kiém tra tdt vé sir dung loratadin trong thai ki. Do dé
chi dung loratadin trong thai ky khi cin thiét, dung liéu thép trong thoi gian ngén.

Phu nit cho con bu:

Loratadine va chit chuyén hoéa 1a descarboethoxyloratadin duoc bai tiét vao sira me. Do dé
chi dung loratadin trong thai ky khi cén thiét, dung liéu thip trong thoi gian ngéan.

ANH HUOGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Céc thir nghiém 1am sang cho thdy loratadine khong anh hudng t61 kha ndng 141 xe va vén
hanh mdy méc. Tuy nhién cling nén théng bio cho bénh nhan biét ring di cé trrong hop
(rit hiém) cam thdy budn ngu sau khi udng loratadin, nén c6 thé anh hudng téi viée 14i xe va
van hanh may maéc.

TUONG TAC, TUONG KY CUA THUOC
Twong tdc thudc véi cdc thudce khdc

Céc chét (rc ché CYP3A4 hodc CYP2D6 c¢6 thé lam ting néng d) cua loratadine khi dung
dong thoi, do d6 lam ting tac dung khéng mong mudn.

Cac nghién ctru ¢6 kiém soat da ghi nhan ndng do trong huyét twong cua loratadine ting khi
sir dung dong thdi véi cac thube ketoconazol, erythromyein, cimetidin. Tuy nhién khong cé
su thay doi ¢6 ¥ nghia trén lam sang (bao gém dién tdm dd).

Twong tic thube véi thive an, dé ué"ng

Céc nghién ctru vé tdm thin vén dong cho thiy loratadine khéng c6 tac dung tiém 4n khi
dung dong thoi voi ruou.

Twong ky ciia thudc:

Do khéng c6 dit ligu vé tinh twong ky cta thube, khong nén tron 14n thude nay vai thube
khéc.

TAC DUNG KHONG MONG MUON

Téc dung khong mong mudn duge xep theo cdc nhdm ciia tan sd xudt hién theo quy udc tan
sO MedDRA:
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Rét phd bién (ADR > 1/10); phd bién (1/10 >ADR=> 1/100); khéng phd bién (1/100> ADR >
1/1.000); ?iém gap (1/1.000 > iADR > 1/10.000); rit hiém gip (ADR< 1/10.000); chua rd
(khong the udec tinh tir dit liu sén co.

Khi sir dung loratadine véi liéu 16n hon 10mg hang ngay, nhimng tac dung sau déy c6 thé
Xay ra:

Thuong gdp, 1/10 >ADR> 1/100:

Thén kinh: dau déu.

Tiéu hoéa: khé miéng.

It gap, 1/100> ADR > 1/1.000:

Thén kinh: chéng mit.

H6 hép: khé mili, hét hoi.

Khéc: viém két mac.

Hiém gdp, 1/1.000 > ADR > 1/10.000:

Thén kinh: trdm cam.

Tim mach: tim dap nhanh, loan nhip nhanh trén tht, dénh trong nguc.

Tiéu héa: budn non.

Chuyén hoa: chirc ning gan bét binh thudng, kinh nguyét khdng déu.

Khéc: ngoai ban, ndi mé day, cho4ng phan vé.

Théng bdo ngay cho bdc sy hodc dwge sy nhitng phan ting c6 hai gdp phai khi sir dung
thuée.

QUA LIEU VA XU TRI
Qud liéu

Céc triéu ching khi str dung qua lidu loratadine bao gbm budn ngi, nhip tim nhanh va dau
dau.

Xur tri

Khi qua lidu, didu trj triéu chimg va cac bién phép hd trg cén thiét. C6 thé dung than hoat,
rira da day. Loratadine khong dugc loai bo bing thim tach mau va chua biét c6 duogc loai bo
béng thdm phan phtic mac hay khong.

Str dung loratadine véi lidu thp nhét ma c¢é hiéu qua.

DUQC LUC HQC

Nhém duge 1y: thube khang histamin thé hé 2 - ddi khang thu thé H1.
Mia ATC: RO6AX13

Co ché tac dung:
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Loratadine 1a mét thudc khéng histamin 3 vong c6 tédc dung kéo dai ddi khéang chon loc trén
thu thé H1 ngoai bién va khdng c6 téc dung lam diu trén thin kinh trung wong. Loratadine
thu6c nhom ddi khang thy thé H1 thé hé tha hai (khong an than).

Loratadine c6 tic dung lam gidm céc triéu ching ctia viém mili va viém két mach dj ung do
giai phong histamin. Loratadine con ¢6 tac dung chdng ngira va ndi mé day lién quan dén
histamin. Tuy nhién, loratadine khéng c6 tic dung bdo vé hoidc trg gitp ldm sang ddi véi
truong hop giai phong histamin ning nhu choang phan vé. Trong trudong hop do, diéu tri
chii yéu 1a dung adrenalin hodc corticosteroid.

Thudc d6i khang H1 thé hé thir hai (khong an thin) khong phan bd vao ndo khi ding thude
voi licu thong thudng, do d6 loratadine khong cé tac dung an thén.

DUQC PONG HQC

Hip thu

Loratadine hdp thu nhanh sau khi uéng. Thirc &n lam chim su hp thu cta loratadine nhung

khéng anh anh hudng téi hidu qua 1am sang. Thong sb sinh kha dung cta loratadine va chat
chuyén héa c6 hoat tinh phu thudc theo lidu.

Sau khi udng loratadin, tic dung khéng histamin cta thudc xuét hién trong vong 1-4 gio, dat
t6i da sau 8-12 gid va kéo dai hon 24 gid.

Phin bé:

97 - 99% loratadine lién két v&i protein huyét twong va chit chuyén hoa desloratadine lién
két vira phai v6i protein huyét tuong (73-76%). O ngudi khoe manh, nira thoi gian phan b
trong huyét trong cua loratadine va chét chuyén hoa chinh ciia né twong tng 1a 1 gid va 2
gio

Loratadine va chit chuyén hoa c6 hoat tinh ctia nd duge bai tiét vao sita me.

Chuyén héa:

Loratadine bi chuyén héa manh qua gan lan déu cha yéu boi CYP3A4 va CYP2D6. Chét
chuyén héa chinh 1a desloratadine c6 hoat tinh duoc ly va gép mét phan 1én vao tic dung
lam sang cta thudc. Nong d6 dinh trong huyét tuong cua loratadine va desloratadine dat
duoc trong khoang thoi gian tuwong (mg 1a 1-1,5 gidy va 1,5-3,7 gid sau khi ubng.

Thai trur

Khoang 40% lidu duoc thai trir qua nudc tiéu va khodng 42% qua phan trong khoang thoi
gian 10 ngdy, chi yéu dudi dang chét chuyén hoa lién hop. Khoang 27% duoc thai trir qua
duong nude tidu sau 24 gid ddu tién. Dudi 1% chét ¢6 hoat tinh duoc thai trir dudi dang
khéng déi, nhu loratadine hodc desloratadine.

Thoi gian ban thai cua loratadine & nguoi 1on khoe manh la 8,4 gio (dao dong tir 3-20 gid)
va cua desloratadine 1a 28 gio (dao dong tlr 8,8-92 gi0).

Bénh nhdn suy thdan:
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O nhitng bénh nhin suy than man tinh, gia tri AUC va Cmax téng I&n so vGi nguoi co chire
ning than binh thudng. Thoi gian bén thai trung binh cla loratadine va desloratadine khac
biét khong déng ké so véi ngudi binh thuong. Thim phan mau khong anh hudng t6i thong
s6 dugc dong hoc ctia loratadine va desloratadine ¢ nhitng bénh nhén suy thdn man tinh.

Bénh nhan suy gan:

Nhitng bénh nhin bi gan man tinh do rugu, gia tri AUC va Cmax cla loratadine ting gép
d6i, con thong sé duge dong hoc ctia desloratadine khéc biét khong déng ké so v&i ngudi ¢6
chirc ning gan binh thudng. Thoi gian bén thai cta loratadine va chat chuyén héa ctia n6 lan
luot 12 24 gio va 37 gid va ting 1én theo muc do ndng cua bénh.

Nguroi cao tuoi:
Thong s6 duge dong hoc clia loratadine va desloratadine 13 twong duong nhau ¢ ngudi binh
thuong khoe manh so vai ngudi cao tudi khoe manh.

QUY CACH PONG GOI

Hop 1 vi x 10 vién, kém theo t& hudng dén sir dung.

PIEU KIEN BAO QUAN

Bao quan: Noi khd mat, trdnh dnh séng, nhi¢t d¢ dudi 30°C.

HAN DUNG

Han dung: 36 thang ké tir ngay san xuat.

Khong str dung thuc qué han ghi trén bao bi.

TIEU CHUAN
Tiéu chuan: TCCS.
SAN XUAT BOI

Saokim Pharma
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