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ALLERPA

M&i 5 ml chira 5 mg
loratadin

30 mi

HOP ALLERPA
(Chai 30 ml)
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Composition:
Each 5 mi contains
Loratadine. .. RN .5mg
Excipients q.s S mi

Indications, administration,
contraindications and other
precautions: Read the package
insert inside

Storage:
In a dry place, protect from light
do not store above 30°C

Specification: USP

Keep out of reach of children.
Read the package insert carefully
before use.
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. Oral solution
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Hurone dan sw dung thudc

Dung dich uéng ALLERPA

“Boc kj huwdong din sii dung trude khi ditng”

“Pé xa tam tay tré em”

“Thong bdo ngay cho bdc st hodc dwoc si tdc dung khéng mong mubn gap phai khi ding thube”
THANH PHAN VA CONG THUC THUOC

Thanh phan trong 1 ml dung dich:

Thanh phan dugc chét :
TSOTAEAMII 1verssasrmsemm o sesnnenssmestesassssnsssans sersemssagmenmmsmssgsr mesnsmtnt 1 sead san CHEEVEVTabauns op A TFSERHE RO TR ST I mg.
- Thanh phin ta duoc:

Propylen glycol, glycerin, acid citric, natri benzoat, sucralose, huong trai cay, nudc tinh khiét.........
vira da 1 ml.

DANG BAOQ CHE
- Dung dich uéng.
Dung dich trong sudt, mui thom, vi ngot.
CHI BINH
Allerpa dugc chi dinh dé diéu tri triéu chirmg viém mii di img va ndi ban man tinh.
LIEU DUNG, CACH DUNG
Liéu dung:
Ngwoi lon va tré em trén 12 tuéi: 10 ml (tuong duong 10 mg loratadin)/ ngay udng mét lan duy nhit.
Tré em tiv 2 dén 12 tudi
C6 trong luong trén 30 kg: 10 ml (tuong duong 10 mg loratadin)/ ngay ubng mot lan duy nhét.
Cé trong luong nho hon 30 kg: 5 ml (twong duong 5 mg loratadin)/ ngay ubng mét lan duy nhét.
Khéng chi dinh cho tré em dudi 2 tuoi.
Bénh nhin suy gan

Bénh nhan suy gan nang nén dung lidu ban dau thip hon vi cd thé lam giam do thanh thai cula
loratadin. Liéu ban dau la 20 ml (tuong duong 10 mg loratadin) mdi ngay duge khuyén cao cho ngudi
16n va tré em nang trén 30 kg.

Bénh nhin suy thin

Khéng can diéu chinh liéu lugng & bénh'nhan suy thén.

Neguwoi gia

Khéng can diéu chinh liéu lugng & ngudi cao tudi.

Cach dung

Ubng truc tiép hodc co thé hoa vao nude. Co thé ding thudc ma khong can quan tdm gio an.

Khéng ¢é véu cau ddc biét vé xir Iy thudc sau khi s dung.

8.8\2\

/ >
! o

=,

= o

oy



https://trungtamthuoc.com/

Trang 3/6

HONG CHI T DINEL
Man cam véi loratadin hodc v6i bat ky thanh phin nao cia thude.
Tré em dudi 2 tudi.
CANH BAO VA THAN TRONG KHIDUNG T HUOC
- Loratadin nén dugc sir dung cin than o nhiing bénh nhan suy gan nang.
- Tréem co bénh ly & théan.
- Nén ngimg udng thude 48 gid trude khi xét nghiém test da vi thudc khang histamin ¢6 thé ngan
ngira hoac giam phan (g duong tinh vai chi sé hoat tinh da.
$17 DUNG THUOC CHO PHU NU CO THAI VA A CHO CON BU
Phu nir ¢6 thai:

Mot luong 16n dir liéu vé phy niF ¢6 thai (hon 1000 két qua phoi nhiém) cho thiy khong c6 su doe
tinh trén thai nhi / tré so sinh. C4c nghién ctu trén dong vat khéng chi ra tdc ddng truc tiép hodc
gian tiép vé doc tinh sinh san.

Pé phong ngura, tét hon |a tranh sir dung loratadin trong thoi gian mang thai.
Kha nang sinh san: Khéng cé dif liéu vé anh hudng kha nang sinh san ciia nam va ni.
Phu nii cho con bu:
Loratadin duoc bai tiét trong sifa me, loratadin khong nén dung cho phuy nit cho con bu.
ANH HUONG CUA THUGC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Loratadin khong anh hudng dén kha nang hoat dong.

Tuy nhién, bénh nhan can dugc thong bo rang ho hiem khi bi anh huong dén kha nang lai xe hodc
van hanh may moe.

TUONG TAC THUOC
— Khi ding ddng thdi véi ruou, loratatin khong cho phéan (ng tuong tac nao.
- Tuong tac tiém 4n co thé xay ra véi CYP3A4 hoic CYP2D6 dan dén ndng do loratadin ting cao,
¢6 thé gly ra su gia tang cac tac dung ngoai y.
- Tang ndng db trong huyét tuong cla loratadin’ dd duoc sau bao cdo dung dbng thoi véi
ketoconazol, erythrromyein, va cimetidin.
TAC DUNG KHONG MONG MUGN CUA THUO

Cac phan ng phu sau ddy duoc bao céo trong thoi gian sau khi tiép thi duoc liét ké trong bang sau boi
He théng Loai Co quan. Tén sb xac dinh la Rat thuong gap (= 1110), Thuong gap (= 1/100 dén <1/10),
it gap (=1/1.000 dén < 1/100), Hiém gap (= 1/ 10. 000 dén < 1/ 1.000), R4t hiém gap (< 1/ 10.000) va
khong biét.

Trong mdi nhém tan s6, phan Gng phu dugc trinh bay theo thir ty giam dan.

Hé thdng loai co quan Tén suit Cac loai phan @ng phu

Ra&i loan hé mien dich Rat hiém Phan (g qua man (bao gom phi mach va phan
rng quéa man)

Ro61 loan hé than kinh Rat hiém Chong mat, co giit

Ro61 loan hé tim mach Rat hiem Nhip tm nhanh, cam giac hoi hop
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RA41 loan hé tiéu hoa

RAt hiem

Budn ndn, khd miéng, viém da day

Roi loan hé gan mat

RAt hiém

Chure nang gan bat thuong

R6i loan hé mé co da va mo dudi
da

Rat hiém

Phat ban, rung téc

R&i loan tong quan va tai noi tiép
xuc véi thude

RAt hiém

Mét moi

Hudng dan xir tri:

thude,.

QUA LIEU VA CACH XU TRI

Triéu chirng qua liéu:

tim nhanh, nhic dau.

Cach xir tri:

BAC TINH DUGC LUC HOC
Nhom duge ly:

Ma ATC: RO5AXI3

Thuédce khdng histamin, déi khang thu thé H).

- Néu c6 bét ky tac dung khéng mong muédn khi sir dung thube, hdy hoi y kién bac s¥ , dugc sy, thay

- Khi str dung thuéc, néu ¢6 bt ky tac dung phu nghiém trong (nhu kho tho, sung mat, cb, ludi,.)
ngung diung thude va dua ngudi bénh dén co o'y té gan nhit.

O ngudi 16n, khi udng qua liéu vién nén loratadin (40 - 180 mg) c6 nhiing biéu hién: Budn ngt, nhip

Piéu tri triéu chimg va hé tro chic ning song. Co6 thé dung than hoat (dang hdn dich). Rira da day
ciing ¢6 thé xem Xet. Loratadin khéng bi loai trur bang thim phén phic mac hodc thim tach méu.
Nguoi bénh ¢én nghi ngoi va theo dai y té chat ché.

. Loratadin la chat dan piperidin lién quan dén azatadin, la thudc khang histamin tac dung kéo dai.

Loratadin thudc nhém thube déi khang chon loc thy thé H, ngoai vi thudc thé hé thir hai, khéng an
thén, khong c6 hoat tinh muscarinic dang ké

Loratadin ¢ tac dung giam nhe triéu ching cta viém miii va viém két mac di (ng do giai phong
histamin. Loratadin con co tac dung chbng ngta va nbi may day lién quan dén histamin. Tuy nhién,
loratadin khéng c6 tic dung bao vé hodc trg gilip 1am sang vai truong hop giai phong histamin
nang nhu choang phan vé, Trong trudng hop do, diéu tri chi yéu la dung adrenalin va
costicosteroid. Thudc khang histamin khdng c6 vai tro trong diéu tri hen.

Tac dung kéo dai cua loratadin la do thube phan ly chdm sau khi gin véi thy thé H, hic do tao
thanh chat chuyén hoa c6 hoat tinh desloratadin (descar boethoxyloratadin). '

Nhing thudc khang histamin khong c6 tac dung chita nguyén nhén ma chi trg gitp lam nhe bot
triéu chimg. Bénh viém mii di ung ¢ thé 1a bénh man tinh va tai dién; dé diéu tri thanh céng
thudong phai ding céc thudc khang histamin lau dai va ngit quing va st dung thém nhiing thudce
khac nhu glucocorticoid ding theo dudng hit va ding kéo dai.

Cé thé két hop loratadin véi pseudoephedrin dé lam nhe bot triéu chimg ngat mii trong diéu tri
viém mili di (g ¢ kém ngat mii.

0{6 /
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Hﬁp thu

Loratadin dugc hép thu nhanh va tét. Viéc dung thude d‘éng thoi voi thac an ¢6 thé lam cham lai su
hép thu cia loratadin nhung khéng anh hudng dén hiéu qua cia thude trén [dm sang. Cac théng sé kha
dung sinh hoc cua loratadin va chat chuyén hoa co6 hoat tinh la ty 1€ liéu.

Phan phdi

Loratadin c6 ty Ié két dinh voi protein huyet twong rit cao (97 % dén 99%) va chét c]auyen hoa cha
yeu ¢6 hoat tinh, desloratadin, két dinh véi protein huyet tuong & muc tuong ddi (73% dén 76%)

Péi véi nhitng ngudi khoe manh, thoi gian ban hiy trong huyét tuong cia loratadin va chat chuyén
hoa hoat tinh cia no twong ing khoang 1 va 2 gio.

Chuyén héa sinh hoc

Sau khi ubng, loratadin dugc hap thu nhanh va trai qua qua trinh chuyén héa nguyén phat, chu yéu la
do CYP3A4 va CYP2D6. Chat chuyén héa chinh — desloratadin (DL} — chat hoat tinh va sinh ra céc
tac dung trén |am sang. Loratadin va DL dat dugc nong d6 toi da trong huyét tuong (Tmax) gitta 1 —
1,5 gio va 1,5 — 3,7 gio sau khi ding. ’

Dao thai
Khoang 40% liéu dugc bai tiét qua nudc tiéu va 42% trong phan trong khoang thai gian 10 ngay va

chi yéu & dang céc chat chuyén ddi lién hop. Khoang 27% lidu dugc loai bo trong nudc tiéu 24 gidy
dau tién. Dudi 1% luong thude duoc bai tiét khdng d61 & dang hoat hoa, nhu loratadin hode DL.

Thoi gian ban thai trung binh trong cac déi tuong ngudi 16n khoe manh 14 8,4 gid (khoang tir 3 dén 20
gio) doi voi loratadin va 28 gid (khoang 8.8 dén 92 gi¢) doi voi desloratadin.

Suy thén

O nhifng bénh nhan suy than man tinh, ca AUC va 116ng dd dinh trong huyét tuong (Cmax) cla
loratadin va desloratadin tang lén va so v&i cia cac bénh'nhan cé chirc nang than binh thuong. Thoi
gian ban thai trung binh cuta loratadin va desloratadin khéng khac biét dang ké do6i vai nhiing ngudi
binh thuong. Tham phan mau khéng anh hudng dén dugce dong hoc cia loratadin hodc desloratadin ¢
nhimg bénh nhén suy than méan tinh.

Suy gan

O nhiing bénh nhan bi bénh gan do nghién rugu nang, néng dé AUC va néng dd dinh trong huyét
tuong cia loratadin ting gip déi, trong khi ciu hinh dugc déng hoc cua desloratadin khong thay ddi
dang ké so v6i nhiimg bénh nhan c¢6 chic nang binh thudng. Thoi gian ban thai cia thude dbi vai
loratadin va chét chuyén héa cia né 1a 24 gid va 37 gio, va tang lén khi murc d6 ndng cua bénh gan
ting lén.

Negudi cao tudi

Yeéu to duge dong hoc cta loratadin va desloratadin tuong duong nhau ¢ nhimg nguoi trudng thanh
khoe manh va & nhiing ngudi cao tudi khde manh.

CACH DONG GOl

- Hop 10 dng thay tinh x 5 ml, kém to hudng dan st dung.
Hop 20 éng thuy tinh x 5 ml, kém to hudng dan st dung.

- Hop 1 chai thuy tinh x 30 ml, kém t& huéng din st dung.

- Piéu kién bao quan:

Bao quan noi khé rdo, tranh anh sang, nhiét dd khong qua 30°C.
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Dé thudce ra khoi tim nhin va tim tay cua tré em.
- Han dung:
24 thang ké tir ngay san xuét.
Chai sau khi mé ndp chi sir dung trong vong 30 ngay.
- Tiéu chuin chit lwgng ciia thube: USP 40 + TCCS.
CU SO SAN XUAT
Céng ty C6 phian Dugc APIMED
- Diachitru sd: 263/9 Ly Thuong Kiét, Phuong 15, Quan 11, thanh phé H3 Chi Minh

- Dia chi nha may : Dué‘ng N1, cum c¢6ng nghiép Phu Thanh - Vinh Thanh, xd Vinh Thanh, huyén
Nhon Trach, tinh Pong Nai .

pTRUGNG PHONG
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