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MEDISUN

TO THONG TIN CHO CAN BO Y TE Rx THUOC BAN THEO DON

RIPRATINE

Dé xa tim tay tré em
Doc kj huwdng déin sir dung trude khi ding
Néu cin thém théng tin, xin tham khdo Y kién bdc sy

Tén thuéc: RIPRATINE

Thanh phén: MJi vién nén bao phim c6 chta:

Levocetirizin dihydrochlorid ............oovuiiiiiiiiiii e 10 mg

Ta dugc: Tinh bt mi, Lactose, PVP K30, Natri starch glycolat, Talc, Magnesi stearat, HPMC 606
HPMC 615, Titan dioxyd, Talc, PEG 6000, vira da 1 vién nén bao phim.

Dang bao ché: Vién nén bao phim.

Quy cach dong géi: Hop 03 vi x 10 vién nén bao phim.

Dwge lye hoc:

- Levocetirizine 1a chét ¢6 tic dung khang histamin. Tac dung chinh cua thudc 1a chét trung
gian {rc ché chon loc receptor H1 ngoai vi. Téc dung khéng histamin cua levocetirizine da duoc
chimg minh rd rang trén ca ngudi va dong vat. In vivo va ex vivo cho thdy levocetirizine c6 tic dung
khéng cholinergic va serotonergic khong déng ké. Cac nghién ctru vé receptor lién két in vitro khong

thdy c6 tac dung véi céc receptor khac ngoai H1 va thudc khong lién két véi receptor H1 & néo. o
- Céc nghién ciru cho thdy, levocetirizine véi lidu 5 mg ngin céc vét phong va mo & da do ,,r
tiém histamin du6i da & 14 bénh nhén (tudi tir 6 — 11 tudi) va c6 tac dung it nhét subt 24 gio. ’/
Duge dong hoc:
- Hip thu: levocetirizine dugc hap thu nhanh chéng va rong khip theo duong udng. Nong do f’r

huyét trong dinh dat dugc 0,9 gio sau khi udng. Nong do dinh 1a 270ng/ml va 308ng/ml theo liéu .\Q
don va liéu lap lai Smg. Pham vi hép thu phu thudc vao liéu va khdng bi thay dbi boi thirc an.
- Phan bd: Khong cé céc dir liéu cho thiy thudc phan bd vao mé trong co thé ciing nhu thude
di qua hang rao mau ndo. O chudt va cho, néng d6 cao nhit tai mé dugc thdy trong gan va than,
ndng d6 thép nhat & hé than kinh trung wong. 90% levocetirizine gin két véi protein huyét twong.
Phén b levocetirizine bi han ché, thé tich phén bd 1a 0,4 litkg.
- Thai trir: Ntra doi huyét tuong & nguoi 16n 1a 7,9 + 1,9 gid. Thanh thai toan phén 12 0,63
ml/phit/kg. Levocetirizine va chat chuyén héa chii yéu dugc thai qua nudc tiéu, chiém t6i-85,4%
lidu dung. Dao thai qua phan chi chiém 12,9% lidu. Levocetirizine dugc dao thai boi| ¢alleC ca
va Ong than.
Chi dinh
Viém miii di ing theo mua.
Viém miii di img man tinh.
Hét hoi, chay nudc miii, ngtra miii, chay nudc mat, mét do.

CONG TY CPDP ME DI SUN RIPRATINE



May day mantinh.
Chong chi dinh
Qué man v6i bat ky thanh phén nao ciia thude hodc dan chat Piperazine.
Bénh than ndng véi CICr < 10 ml/phit.
Liéu dung va cich ding:
Céch dung: Ubng vao budi tdi
Liéu ding:
Tir 12 tudi tré 1én: 1 vién/lan/ngay.
Bénh nhén suy than vira: CICr 30-49 mL/phut: 2 ngay 1 vién.
Bénh nhén suy than nang: CICr < 30 mL/phat: 3 ngay 1 vién.
Hoic theo sy chi dan cua thay thudc.
Twong tic thude
Thén trong khi diing v6i rugu, thudce trc ché than kinh trung wong.
Thén trong:
Bénh nhan khong dung nap galactose.
Suy giam Lapp lactase hodc giam hép thu glucose-galactose
Tranh dung thudc cho phu nit ¢6 thai va cho con bu
Tré em dudi 12 tudi
Bénh nhéan suy thdn nhe dén vira
Phu nif ¢6 thai va cho con bi:
- Chi sir dung khi c6 chi dinh va huéng dan cia béc sy
Tac dong 1én kha ning ldi xe va van hanh may moéc:
Thudc c6 thé gay budn ngi nén khong dung duoc cho nguoi dang 1ai xe va van hanh may méc.
Qua liéu va xir tri :
Tri¢u chirng:
Budn ngu & nguoi 16n, va ban dau kich dong va bon chdn, tiép theo 1a cam thdy budn ngi & tré em.
Diéu tri:
Khong c6 thudc giai doc dic hiéu dbi véi Levocetirizine.
Néu Xay ra qud lidu, khuyén céo diéu tri triéu ching hodc hd trg nang dd.
Nén xem xét viéc rira da day néu uéng sau thoi gian ngén. Levocetirizine g duoc loai bé mot
céch c6 hidu qua boi thim tach méu.
Téc dung khéng mong mudn
Thuong gép, >1/100
Toan than: Ngu ga, mét moi.
Tiéu héa: Kho miéng.
it gap, > 1/1000 dén <1/100:
Toan than: Suy nhuoc.
Tiéu hoa: Pau bung.
Hiém gap, <1/1000:
Phan g di tmg: Qua man cam, choang phan v¢.
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MEDISUN

Tam than: Géy gd, kich dong.

Hé than kinh: Co giat.

Mit: Réi loan thi giac.

Tim mach: Danh tréng nguc.

Ho6 hép: Khé tho.

Tiéu héa: Buon nén.

Gan mat: Viém gan

Da va mé duéi da: Phu than kinh-mach, ngira, ban, may day.
Hé co xuong: Pau co.

Toan than: Tang cén.

Théng bio véi bac s§ cic tac dung khéng mong mudn gip phai khi ding thube.
Bio quin: Noi kho thoang, nhiét ¢ duéi 30°C, tranh 4nh séng.
Han dung: 36 thang ké tir ngay san xuét.

Khong dl‘mg qua thé‘i han ghi trén bao bi.

Tleu chufin: TCCS so 0650 007 2013

Logo cong ty: MEDIUI

Nha sén xuét: Cong ty Cé Phin Dugc Phim DI
Dia chi nha san xuat: S6 521, Khu phé An Lo, g Hoa Loi, Thi xa Bén Cat, tinh Binh Duong.
Dién thoai: 0650 3589036 — Fax: 0650 358929

Binh Dwo’ng, ngay 02 thang 07 nim 2016

CONG TY CPDP ME DI SUN RIPRATINE



MEDISUN

TO THONG TIN CHO BENH NHAN Rx THUOC BAN THEO PON

RIPRATINE

Doc kj hwong dén sir dung truée khi diing

Dé xa tam tay tré em

“Théng bdo ngay cho bdc sy hodc dwoc sj nhitng tic dung khéng mong muén gdp phii khi sir

dung thuébc”

Tén thudc: RIPRATINE
Thanh phan, ham lrong ciia thubc:

Mai vién nén bao phim chira:

Levatetinam dibVarDeBIoNl .o e T e aaes
Té duge: Tinh bdt mi, Lactose, PVP K30, Natri starch glycolat, Talc, Magnesi stearat, HPMC 606,

HPMC 615, Titan dioxyd, Talc, PEG 6000, vira du 1 vién.

M@ ta sin pham: Vién nén tron bao phim, mau tring, bé mit vién nhin bong, ¢6 rinh chia vién.

Quy ciach déng géi: Hop 03 vi x 10 vién nén bao phim.
Thube diing cho bénh gi

Viém mili di ing theo mua.

Viém miii di ng man tinh.

Hét hoi, chay nudc miii, ngira miii, chay nuéc mét, mét do.
May day man tinh.

Nén ding thudc nay nhw thé nao va liéu lwgng

Céch dung: Udng vao budi tbi

Liéu ding:

Tir 12 tudi trey 1én: ¥4 vién/lan/ngay.

Bénh nhén suy than vira: CICr 30-49 mL/phut: 2 ngay 1 vién.
Bénh nhan suy than nang: CICr < 30 mL/phit: 3 ngay 1 vién.
Hodc theo sur chi dan ctia thay thude.

Khi nao khong nén ding thudc nay

Qué mén véi bt ky thanh phan nao ciia thud dan chét Piperazine.
Bénh than nang véi CICr < 10 ml/phut.

L AT e
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T4c dung khéng mong mudn

Thuong gap, >1/100

Toan than: Ngu ga, mét moi.

Tiéu héa: Khé miéng.

it gap, > 1/1000 dén <1/100:

Toan than: Suy nhugc.

Tiéu héa: Pau bung.

Hiém gap, <1/1000:

Phan g di tmg: Qua mén cam, choang phan vé.

Tam than: Gay g, kich déng.

Hé than kinh: Co giat.

Mit: Réi loan thi gidc.

Tim mach: Panh tréng nguc.

Ho hap: Kho tha.

Tiéu hoa: Budn non.

Gan mat: Viém gan

Da va m6 duéi da: Phu than kinh-mach, ngira, ban, may day.

Hé co xuong: Pau co.

Todn than: Tang can.

Théong bdo ngay cho bdc sy nhitng tic dung khong mong muon gdp phdi khi sir dung thudc.
Nén tranh ding nhirng thude hodc thye phim gi khi dang sir dung thudc nay?

Thén trong khi ding véi ruou, thude e ché than kinh trung uong.

Cin lam gi khi mt lin quén khéong ding thudc

Dung liéu d6 ngay khi nhé ra. Tuy nhién néu da gan t6i gio udng liéu tiép theo thi hdy bd qua lidu
d6 va tiép tuc lich trinh diing thuée theo huéng dan. Khong dung liéu gdp doi dé bu cho lidu da bd
15.

Cian bio quén thude nay nhw thé nao

Thudc nén duge bao quan & noi kho thoang, nhiét d6 dudi 30°C, tranh anh sang.

Nhirng ddu hidu va triéu ching khi dung thudc qua lidu

Triéu chirng:

Buon ngi & ngudi 16n, va ban dau kich dong va bon chon, tiép theo la cam thdy budn ngu & tré em.
Diéu tri:

Khoéng c6 thude giai doc dic hiéu doi véi Levocetirizine.

Néu Xay ra qua lidu, khuyén cao diéu trj triéu chimg hoic hd tro ning d&.

Nén xem xét viéc rira da day néu udng sau thoi gian ngén. Levocetirizine khong dyoc loai bo mot
céch c6 hiéu qua boi tham tach mau.

CONG TY CPDP ME DI SUN \ RIPRATINE
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Nhirng diéu thin trong khi ding thude nay

Than trong

Thdn trong

Bénh nhéan khong dung nap galactose.

Suy giam Lapp lactase hoc giam hip thu glucose-galactose.
Tranh dung thudc cho phu nif ¢6 thai va cho con bu.

Tré em duéi 12 tudi.

Bénh nhan suy than nhe dén vira.

Phu nit coé thai va cho con bu

Chi sir dung khi c6 chi dinh va huéng dan ctia bac s§.
Tdc dung lén khd ndng ldi xe va vin hanh mdy méc
Thudc ¢ thé gay budn ngli nén khéng ding duge cho ngudi dang 14i xe va van hanh may méc.
Khi nao cin tham vén béc sy, dwoc sy

Tham véan béc s¥, dugc s§ trong truong hgp méc cac bénh nhu suy thén, suy gan & ngudi suy tim
man, co thit phé quan trude khi str dung thudc. Thong bao ngay cho béc sy hodc duge sy nhirng téc
dung khong mong mubn gip phai khi sir dung thudc.

Han ding

36 théng ké tir ngdy san xut.

Ngay xem xét sira ddi, cip nhat lai ni dung hwong din sir dung thude: 02/07
Nha san xuit: Céng ty Cé Phin Dugc Phdm ME DI SUN ;
Dia chi nha san xuét: S6 521, Khu phé An Loi, Phuong Hoa Loi, Thi xa at,iinh/Bihh Duong.
Dién thoai: 0650 3589036 — Fax: 0650 3589297 '

TUQ.CUC TRUCNG
P.TRUONG PHONG
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