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LORATADIN 10 MG KINGPHAR
Dé xa tam tay tre em

Doc ky huedmg dén sir dung trude khi ding

THANH PHAN CONG THUC THUOC

Ma4i vién nén chira:

Thanh phan dugc chit:

Loratadin 10,0 mg

Thanh phan té dwgc: Lactose monohydrat, Tinh bt ngd, PVP K30, Magnesi stearate.

DANG BAO CHE: Vién nén.

M6 td: Vién nén hinh oval, mau tring, bé mit nhin.

CHI PINH

Chi dinh dé diéu trj triéu chimg viém miii dj img va n6i may day v6 cin man tinh.

CACH DUNG, LIEU DUNG

Lieu dung:

Nguoi Ién: 10mg/ 1 1an/ ngdy

Tre em: . .

Tré em tir 6 tudi tr& 1én c6 trong lugng co thé > 30kg: 10 mg/ 1 1an/ ngay.

Tré em dudi 6 tudi hoic trong lugng co.thé < 30kg: Vién nén loratadin 10mg Kingphar khéng phu
hop, nén sir dung cac ché pham khac phu hgp hon.

Tré em dudi 2 tudi: An toan va hiéu qua cia vién loratadin chura dugrc thiét 1ap.

Suy gan: Bénh nhan suy gan ning nén dugc dung lidu khdi dau thap hon vi c6 thé giam d¢ thanh thai
loratadin. Liéu kh&i ddu dugc khuyén cdo cho ngudi 16n va tré em can ning > 30kg la 10mg moi
ngay. *IT 8 TR

Suy thén: Khong cén diéu chinh liéu & bénh nhan suy thin.

Nguaoi cao tuéi: Khong can diéu chinh liéu & ngudi cao tudi.

Céch diing: Ding dudng udng, c6 thé udng cing hoc cich xa bira an.

CHONG CHIPINH |

Qu4 mén cam véi hoat chét hoic véi bét ky ta dugc nio cia thube.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Cén thén trong & nhimg bénh nhan suy gan ning. .

Nén dimg sir dung thudc it nhét 48 gid tnréc khi xét nghiém dj img trén da vi thudc khang histamin
c6 thé ngin ngira hojic lam gidm cac phan tmg duong tinh khéc d6i véi céc chi s6 phan img cla da
Thubc c6 chira 66,7mg lactose (33,35 mg glucose va 33,35 mg galactose) mdi liéu. Diéu nay can
dugc tinh dén bgnh nhan d4i thio dudng. Khéng nén ding thuéc nay cho céc bénh nhén c6 cic van
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dé vé di truyén hiém gip khong dung nap galactose, thiéu hyt enzyme lactase toan phan hay kém hap
thu glucose-galactose.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Thoi ky mang thai '

Mot luong 16m dir Ligu vé phu nir mang thai (hon 1000 két qua) cho thiy khong c6 doc tinh giy dj
dang trén thai nhi/ tré so sinh. Cac nghién ctru trén dgng vit cho thay thudc khong gy ra cac tac dong
tryc tiép hodc gidn tiép lién quan dén ddc tinh sinh san.

Dé phong ngira, t6t nhat 13 tranh sir dung loratadin trong théi ky mang thai.

Phu nir cho con bu

Loratadin dugc bai tiét qua sira me¢, do d6 viéc sir dung loratadin khéng dugc khuyén cao ¢ phu nir
dang cho con bu.

Kha ning sinh san

Khéng c6 sin dir liéu vé anh hudng cua thude dén kha ning sinh san cta ca dan 6ng va phu nir.
ANH HUOGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Trong cac nghién ciru 1am sang danh giad kha ning lai xe, khong quan sat thdy su suy giam vé kha
ning l4i xe & nhirng bénh nhan dung loratadin. Loratadin khong anh hudng hodc anh hudng khéng
dang k& dén kha ning l4i xe va sir dung may méc. Tuy nhién, bénh nhan nén dugc théng béo ring
mot sb rét it ngudi dung loratadin cam thay budn ng, diéu nay c6 thé anh hudng dén kha ning l4i xe
va van hanh may moc.

TUONG TAC, TU'O“NG KY CUA THU(')C

Khi sir dung d6ng thdi véi ruQu, loratadin khong bj ting tic dung, theo két qua cia cac nghién ciru
hiéu ning tim than van dong. | _

C6 thé xay ra tuong tic véi tit ca cac chét \c ché CYP3A4 hoac CYP2D6 din dén ting nong do
loratadin, c6 thé giy gia ting céc tic dung khong mong mudn.

Su gia ting nong 40 loratadin trong huyét tuvong da dugc bio cdo sau khi sir dung d6ng thai véi
ketoconazole, erythromycin va cimetidin trong cac thir nghigm c6 d6i chimg, nhung khong cé thay
d6i ding ké vé mit 1am sang (bao gbm ca dién tim d4).

Tré em: Cac nghién ciru tuong tac chi dugce thyc hi¢n ¢ ngutn lom.

Twong ky thuoc: Khong cé cic nghién ciru vé tinh tuong Ky cua thudc, khong tron 13n thude nay véi
thudc khac. , i |

TAC DUNG KHONG MONG MUON CUA THUOC

T6m tit hd so an toan

Trong cac thir nghiém 14m sing lién quan dén ngudi 16m va thanh thiéu nién, trong mt loat cic chi
dinh bao gom viém mili dj img (AR) va n6i may day v6 cin man tinh (CIU), véi liéu khuyén cao
10mg mébi ngay, tic dung khong mong mudn d3 dugc bio cdo & nhém bénh nhén sir dung loratadin
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cao hon 2% so véi bénh nhin bénh nhan dugc diéu trj bang gia dugc. Céc tic dung khong mong
muodn thudng gip nhat dugce bdo cio 13 cao hon so vdi gia duge bao gdm: budn ngu (1,2%), dau dau
(0,6%), thém #n (0,5%) va mat ngu (0,1%).

Danh sich céc phin img bat lgi

Céc tac dung khong mong mudn sau ddy dugc bao cio trong giai doan hju tiép thj dugc liét ké trong
bing sau theo hé thong co quan. Tan suat dugc xac dinh la Rét thudong gip (>1/10); Thudng gip
(>1/100 dén <1/10); it gip (>1/1.000 dén <1/100); Hiém gip (>1/10.000 dén <1/1000); Rat hiém gip
(<1/10.000) va Khéng biét dén (khong thé udc tinh dugce tir di lidu 6 sin);

Téc dyng Khong mong mudn_
man va soc > phén vé
R61 loan hé than kinh Chong mit, co gidt
Roi loan tim Rat hiém gif Nhip tim nhanh, dénh trong ngyc
R4i loan tiéu héa Budn nén, khé miéng, viémdaday
R6i loan gan mit Chirc ning gan bat thudng

Ro61 loan da va m6 dué da Rat iém gdp Phat ban, rung toc
Ro1 loan chung va ta vl tri | R4t hiém gap Mét moi

dung thubc _ o
Xét nghiém, chuan doan Khon biét dén | Tang can
Tré em

Trong cac thir nghi¢ém lam sa‘mg & tré em, tré em tir 2-12 tudi, cac tac dung khéng mong muén phd
bién dugc bio c4o cao horn 50 VGi gi1a dugc bao gém dau dau (2,7%), cing thing (2,3%) va mét moi
(1%). | '

Béo cho chc phin ing ¢6 hei nghi ngd

Bénh nhan cin thong bao cho bac si, dugc si cac phan ung co hai gap phai khi sir dung thudc.

Dugc si, bac si can phai bao cao cac phan ung co hau ve Trung tam Quéc gia vé Thong tin thude va
Theo dbi phan tmg c6 hai cia thude (DI &,ADR).

QUA LIEU VA CACH XU TRI

Qua liéu véi loratadin 1am ting s\r Xuat hién cua cac tri¢u chimg khang cholinergic. Budn ngu, nhijp
tim nhanh va dau dau 3 dugc bao cao khi ding qua liéu.

Trong trudng hop qua liéu, can dleu trj ngay 1ap tirc, chi yéu 1a diéu trj tridu chimg va diéu trj hé trg.
Cé thé dung than hoat tinh trdn véi nuéc Can nhic viéc rira da day. Loratadin khong dugc loai bo
bing chay than nhan tao va khong biét liéu loratadin c¢6 dugc loa1 b6 bing thim phan phuc mac hay
khong. Sau khi duqc cap ctru thi bénh nhan vén phai tiép tuc dugc theo dai.

PAC TINH DUQC LUC HQC

Mia ATC: RO6AX13

Nhém duge 1y: Thudc khang Histamin-H,

Co ché téc dyng
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Loratadin 12 mét thudc khang histamin ba vong cé tac dung kéo dai d6i khang chon loc trén thy thé
Hi ngoai bién.

Tac dung dwgc Iyc hoe

O phan 16n dan s, loratadin khéng c6 dic tinh an thin hodic khéng cholinergic ddng ké vé mat 1am
sang khi sir dung & liéu lugng khuyén céo.

Trong qua trinh didu trj 1du dai, khong c6 thay ddi ding ké vé mjt 1am sang, cac dau hiéu sinh tdn,
cac két qua xét nghiém cén 1am sang, kham 14m sang ho#c dién tim do.

Loratadin khéng hoat d6ng d4ng ké trén thu thé Ha. N6 khéng trc ché syr hap thu norepinephrine va
thye té khong anh hudmg dén chirc ning tim mach hofc hoat djng ciia may tao nhip tim.

Cac nghién ciru vé khang histamin & ngudi bj ndi may day sau mét liu 10mg duy nhat cho thay tic
dung khang histamin dugc quan sat thiy trong vong 1-3 gid, dat dinh diém sau 8-12 gid va kéo dai
hon 24 gi¢. Khong c6 bang chimg vé kha ning dung nap tic dung nay sau 28 ngay dung thudce véi
loratadin.

Hi¢u qua va an toan lam sang

Hon 10.000 d5i tugng (12 tudi trd 1én) da dugc diéu trj bing vién loratadin 10 mg trong cic thir
nghiém lim sing. Loratadin 10mg mét 1an mdi ngay vugt trdi hon so véi gia dugce va thubc trong tu
nhu clemastine trong viéc cai thién tac dung ddi véi triéu chimg vé miii va khéng mili ciia bénh viém
mii dj img. Trong nhimg nghién ciru nay, budn ng x4y ra it hon so véi clemastin va c6 cing tin suat
v terfenadin va gia duge.

Trong sb cic dbi tugng nay (12 tudi tré 1én) 1000 d6i tugng mic CIU da dugc ghi danh vao céc
nghién ciru cé kiém soat gia dugc. Mot liéu loratadin 10 mg mdi ngay vugt tri hon so véi gia duge
trong diéu trj CIU dugc chimg minh bing viéc gidm ngira, ban d6 va may day lién quan. Trong nhimg
nghién ciru ndy, ty 1¢ gdy budn ngu ctia loratadin va gia dugc la twong duong nhau.

Tré em

Khoang 200 d6i tugng tré em (6-12 tuf)i) bj viém mii dj img theo mua dd dugc dung siro loratadin
1én dén 10 mg/ 1an/ngay trong cac thir nghiém lam sang co kiém soat gia dugc. Trong mdt nghién ciru
khéc, 60 d6i tugng tré em (2-5 tudi) 4 dugc ding siro loratadin Smg/lan/ngdy. Khong quan sét thay
co tac dung khéng mong muf)n'. bat ngd xay ra.

Hiéu qua & tré em tuong ty nhu higu qua quan sat dugc ¢ ngudn 16m.

PAC TINH DUQC PONG HQC

Hip thu . S o 1

Loratadin dugc hép thu nhanh chéng va hoan toan. Uéng thudc ddng thai thirc &n ¢6 thé tri hodin mt
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chat qua trinh hap thu cia loratadin nhung khéng anh huéng dén hiéu qua 1am sang. Cic thong sb
Sinh Kha dyng cua loratadin.va chat chuyén hoa c6 hoat tinh ty 1¢ thuéin véi liéu lugng.
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Loratadin lién két cao (97-99%) va chit chuyén héa cé hoat tinh desloratadin (DL) lién ket vira phai
(73 -76%) véi protein huyét trong

O nhimg ngudi khde manh, thdi gian ban thai phén bd trong huyét twong cua loratadin va chat chuyén
héa c6 hoat tinh ciia né 1an lugt 13 khodng 1 gid va 2 gid.

Chuyén héa

Sau khi udng, loratadin dugc hip thu nhanh chéng va trdi qua qua trinh chuyén héa buéc 1 qua gan
rong rdi, chi yéu bdi CYP3A4 va CYP2D6. Chét chuyén héa chinh — desloratadin (DL) - ¢6 hoat
tinh dugce 1y va phan 16n mang lai tic dung 14m sang. Loratadin va DL tuong {mg dat dugc nong do
toi da trong huyét tuong (Tmax) trong khoang 1-1,5 gidr va 1,5-3,7 gid sau khi dung.

Thai trir

Khoang 40% lidu dugc dao thai qua nudc tiéu va 42% qua phan trong khodng thdi gian 10 ngay va
chi yéu & dang céc chét chuyén héa lién hgp. Khodng 27% liéu dugc loai bd trong nuéc tiéu trong
24 gidy dau tién. it hon 1% hoat chat dugc dao thai nguyén ven & dang hoat dong, dudi dang loratadin
ho3c DL.

Thoi gian bén thai trung binh & céc d6i tugng ngudi trrdng thanh khde manh la 8,4 gid (tir 3-20 giod)
461 véi loratadin va 28 gid (khoang 8,8 — 92 gidy) d6i véi cha chuyén héa 6 hoat tinh chinh.

Suy thén

O nhimg bénh nhan suy thin man. tinh, c& AUC va néng d¢ dinh trong huyét twong (Cmax) cua
loratadin va chit chuyén héa clia né déu ting so véi bénh nhin cé chirc ning thin binh thudng. Thoi
gian ban thai trung binh cua loratadin va chat chuyén héa cé hoat tinh cia né khong khac biét ding
ké so véi dbi tugng binh thudng. Chay thin nhan tao khéng ¢ anh huéng dén duge dong hoc cua
loratadin ho#ic chit chuyén héa cé hoat tinh ciia né & nhimg bénh nhén bj suy thin man tinh.

Suy gan |

O nhimg bénh nhan méc bén gan do rugu min tinh, AUC va nong 5 dinh trong huyeét tuong (Cmax)
cla loratadin tang gip d6i trong khi dugc dong hoc cia chit chuyén héa cé hoat tinh khong thay d6i
déng ké so véi bénh nhian cé chirc niing gan binh thudmg. Thoi gian ban huy cua loratadin va chat
chuyén héa cé hoat tinh 14n lugt 1a 24 gid va 37 gid, va ting 1én theo mirc 4§ nghiém trong ciia b¢nh
gan.

Ngudi cao tudi

Dugc dong hoc cua loratadin va chit chuyén héa cé hoat tinh ciia né trén ngudi tinh nguyén cao tudi
khde manh 13 twong ty véi nhimg ngudi tinh nguy¢n khoe manh.

QUY CACH PONG GOI

Hop 10 vix 10 vién; o

PIEU KIEN BAO QUAN ' {

Bio quan trong bao bi kin, noi khé rdo, tranh dnh sang, nhi§t 46 du 30°C
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HAN DUNG
24 thang ké tir ngay san xuit
TIEU CHUAN CHAT LUQNG CUA THUOC: TCCS

TEN, PIA CHI CUA CO SO SAN XUAT THUOC:
CONG TY TNHH KINGPHAR GROUP

Dja chi: Thén Binh Pha, xa Yén Phu, huyén Yén M¥, tinh Hung Yén

TONG GIAM BAC
TRAN NGHIA VINH




