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UONG DAN SU DUNG THUOC

Vién nén bao phim
VEZYX

Pé xa tim tay tré em
Doc k§ hwong din sir dung trwée khi ding
Thong bao ngay cho bac sy hodc duge sy nhitng tic dung khong mong mudn khi sir dung thude

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1. Thanh phin
M®i vién nén bao phim chua:
Levocetirizin dihydroclorid .........ccccccciveennn S mg
Té dugc: Lactose monohydrat, cellulose vi tinh thé MI101, natri starch glycolat, magnesi
stearat, povidon (kollidon 30), HPMC EG, talc, titan dioxyd, PEG 4000, polysorbat 80, dau
thau dau.

2. M6 ta sin pham. Vién nén dai, bao phim mau tring, mot mat c6 dap logo é/ﬁ mét kia c6
dap gach ngang.

3. Quy cach dong géi: Hop 2 vi (Nhom - Nhom) x 14 vién.

4. Thubc ding cho b¢nh gi?
Levocetirizin 1a mot thude chdng di tng, nhém khéng histamin, duoc dung dé diéu tri triéu
chirng cua céc tinh trang lién quan dén di tng nhu:
- Viém miii di ung theo mua va viém mfii di img kinh nién.
- May day man tinh v6 cén.

5. Nén dung thuoc nay nhw thé nao va liéu lu’o’ng"
Luén dung thube chinh xac nhu huéng dan ctia bac s§ hodc duge s¥. Néu ban chua 13, hay
hoi lai cho chic chan.
Liéu dung:
Nguoi lon va tré em (i 12 tuéi tré lén)
Liéu khuyen cdo la 1 vién/ ngay dung vao budi tdi. Nhung ban ciing c¢6 thé kiém sodt bénh
dly du voi lidu ¥ vién/ ngay vao budi thi.
Tré em
Tréemtir6-11 tu01 Dung lidu % vién/ ngay vao bubi t01 Ban khong nén dung qué 'z vién.
Tré em dudi 6 tudi: Dang bao ché khong phit hop véi lidu dung.
Bénh nhdn suy thdn
Béc s§ s€ cho ban dung lidu thap hon duya trén mutc do suy than cua ban.
Céch dung:
Ban nén uéng thube voi nudce, ciing hodic khdng cling véi thirc an.

6. Khi nao khong nén dung thuoc nay?
Khong nén dung thu6c nay néu ban:
- Man cam véi levocetirizin, cetirizin, bit ky dan xudt hydroxyzin hogic piperazin nao hodc
bét ky thanh phan nao clia thudc. ;
- Bi suy th4n giai doan cudi. V

7. Tac dung khong mong mudn
Nhu céc thude khac, levocetirizin c6 thé gay tac dung khong mong mudn, nhung khong phai
ai cling gdp phai.
Neung ding thudc va lién hé trung tém y té gan nhat néu ban gdp cde phan ing sau:
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Céc triéu chimg di img ndng nhu kho thé, kho khe, ngira, ndi may day, va sung.

Cdc tdc dung khong mong muon khdc:

Thuong gap

Buon ngu, chéng mat, nhic dau, viém hong, sung va khé chiu & mii (& tré em), dau bung,
khd miéng, cam thay bénh, mét moi.

It gap

Cam gic ngira ran hodc té trén da, tiéu chay, phat ban, ngira, cam thdy yéu, cam thdy khong
khoe, kich dong.

Hiém gdp

Nhip tim nhanh hon, rbi loan cir dong, ndi may day, sung trén da, qua man (phan ung di ung),
bt thuong chire nang gan, co giét, tang can, hung hang, 1a Ian, trAm cam, 4o giac, kho ngu.
Rdt hiém gap
Giam tiéu cAu trong mé4u, lam ban d& chay mau hon hogc bam tim, thay dbi hogc giam cam
nhan vi giac, ngé‘it xiu, nhin ma, tiéu budt, dai dam, phan (mg di Gmg nghiém trong gdy sung O
mat hoéc cd hong, kho thé hodc chong mit, phan tng da tai chd, run, ri loan co, rdi loan van
dong, xoay n;z‘it, bénh giat gan.

Thude c6 thé cé téc dung khong mong mudn khdc, thong bdo cho bdc sy nhiing tdc dung
khéng mong mudn gap phai khi sir dung thudc.
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8. Nén tranh dung nhirng thudc hoic thye phfim gi khi dang sir dung thude nay?
Théng bao cho béc sy hodc duge s§ clia ban vé tét ca cic loai thuéc ma ban dang st dung,
bao gom cé céc thudec ké don hoic khong ké don, cac vitamin hodc thude tir duoe lidu.
Théng bdo cho bdc sy hodc duoc sy néu ban dang sir dung cdc thudc sau:
Theophyllin.
Ritonavir.
St dung VEZYX v&i thiec dn va dob udng
Ban co thé dung VEZYX cung hozc khdng clng voi thire &n. Thén trong khi dung VEZYX
vGi ruou, tac dung cua rugu ¢o thé tang 1én hogc khac di.

B S

9. Cin 1am gi khi mjt lAn quén khéng ding thudc? o 1
Neéu ban quén khong dung 1 lidu, khong udng gap doi licu dé bu lai cho licu dé quén, bo qua
lidu da quén va udng liéu tiép theo nhu binh thuong.

10. Néu ban muén ngirng thude
Néu ban ngimg thubc sém hon du kién, viéc nay thuong khdng gdy tac dung phu nao. Tuy
nhién, céc tridu ching cia ban c6 thé tai xuat hién.
Néu ban ¢6 cau hdi nao thém hay hoi y kién bac s§ ho#ic duoc s§.

11. Cin bio quéin thudc nay nhw thé nao?
Gift thudc trong bao bi gbc ctia nha san xudt, day kin.
P& thube noi kho rdo, tranh dnh sang, nhiét do khong qua 30°C, va ngodi tm véi ciia tré em.
Khéng str dung thudc sau ngdy hét han ghi trén bao bi (hop va vi thudc).

7
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12. Nhirng déu hi¢u va tri¢u chirng khi dimg thudc qui lieu ‘ , b
Ding thubc chinh xéc nhur huéng din ciia bac sy. Neéu ban dung qué licu hodc tré em nudt

r

phai thudc, lién hé ngay véi bac s§ va trung tim y t& gin nhat. Khi ding qua liéu ban c6 thé

¢6 cac tridu chimg nhu 14 14n, tiéu chdy, chong méat, mét moi, nhire dAu, cam thiy khong khoe,

&

gifin ddng ttr, nglra, khong thé nghi ngoi, budn ngu, nhip tim nhanh, run, tiéu bubt.

13. Cén phai lam gi khi diung thudc qua lidu khuyén cdo? (’QJ/
Ngung dung thubc va lién lac ngay vdi bac sy hodc trung tdm y té gin nhat.
Mang theo vién thubc cung voi bao bi dé bac sy biét ban dd udng thude gi va c6 bién phap xur
Iy kip thoi. Bac s§ c6 thé thuc hi¢n 1am rong da day cho ban hoac ¢6 thé c6 nhitng bién phap
giam nhe triéu ching khac.
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14. Nhitng diéu cin thin trong khi dung thudc nay
Trudc khi diing thuéc nay, théng bdo cho bdc sy néu ban dang cé cdc van dé vé sic khoe sau
day:
Ban bi dong kinh hodc c6 cac nguy co bi co giat.
Ban bi suy than. C6 thé béc sy s& cho ban ding liéu thip hon.
Ban ¢6 cac yéu t nguy co gdy bi tiéu nhu tdn thuong tiy sbng, ting san tuyén tién liét.
Dang bao ché nay khong phut hop dé sir dung cho tré em dudi 6 tudi.
Thubc c6 chira lactose, thong béo cho béac s§ néu ban da timg dugc cho biét khong dung nap
v6i bét ctr loai duong nao.
Thuéc ¢6 chira polysorbat 80 c6 thé gdy di tmg va du thau dau c6 thé gdy budn ndn, non,
dau bung, tiéu chay.
Ding thuéc cho tré em
Khong dung thudc cho tré em dudi 6 tudi.
Phu nir mang thai hodc cho con b
Chua c6 thong tin vé an toan khi st dung levocetirizin & phy nir mang thai hoac cho con bu.
Khi ban dang mang thai hodc cho con bi, ban chi nén st dung levocetirizin néu loi ich o =
rang vuot trdi so véi nguy co c6 thé xay ra. Ban nén hoi y kién cta bac s, dé bac s§ quyét —
dinh vén dé nay.
Hoi y kién béc s§ trude khi dung bét cir thude nao.
Ldi xe va vdn hanh mdy mdc
O mot sb bénh nhan, levocetirizin gay budn ngl, mét moéi va suy nhugc. Néu ban bi nhitng
triéu chimg trén, khong dugc lai xe hogc vén hanh may moc. I

“d

15. Khi nao cin tham vin béc sy, duwgc sy? ' ‘
CAn lién lac ngay voi bac sy hodc trung tAm y té gAn nhit khi dung thuoc qua lieu chi dinh.
Thong thudng, bao gio cling phai hoi y kién bac sy hodc duge s§ trude lic dung bét ky thudc
ndo khi mang thai hoéic cho con bu. ,
Théng bdo ngay cho bac sy hodc dugce s§ nhimg tic dung khong mong muén gap phai khi su
dung thude.
Néu cin thém thong tin xin hoi ¥ kién bac s§ hodc dugc s§.

16. Han diing ciia thude: 36 thang ké tir ngdy san xuat,
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17. PHAN 2. HUONG DAN SU DUNG THUOC CHO CANBQ Y TE
1.DUQC LUC HQC

Ma ATC: RO6AE09.

Nhém dwge Iy: Thude khang histamin tac dong toan than, dan xuat piperazin.

Levocetirizin, dong phan hiru tuyén c¢6 hoat tinh cta cetirizin, 14 mot chat khang histamin, tdc

dung tc che manh va chon loc thu thé H; ngoai bién.

Sau khi uong mdt lidu duy nhat, levocetirizin gin voi 90% thu thé sau 4 gio, va 57% thu thé

sau 24 gio.

Co ché tac dung ciia levocetirizin tuong tu nhu cetirizin.

Trong cac nghién cttu in vitro, levocetirizin uc ché eotaxin - chit cam ung bach cau 4i toan di

chuyén qua té bao da va ph61

Levocetirizin trc ché giai doan som cua phan g di ing qua trung gian histamin va ciling

giam su di cu cia mot sd té bao viem nhit dinh va sw giai phong cic chét trung gian lién
quan dén dép tng di tmg mudn.

Lién quan duoc dong hoc/ dwoc luc hoc

Levocetirizin 5 mg cho tdc dung trc ché may day va ban d6 do histamin gibng nhu cetirizin

10 mg.

Dién tdm d6 cho thdy levocetirizin khéng anh huéng dén khoang QT.

. DUQC PONG HOC

Levocetirizin thé hién duoc dong hoc tuyén tinh khong phu thude liéu va thoi gian VOl su
khac biét gitra cdc dbi tuong nho. Duge ddng hoc khi ding levocetirizin hodc cetirizin gidng
nhau. Khong c6 su ddo nguoc bat dbi xay ra trong qua trinh hép thu va thai trir.

Hdp thu:

Levocetirizin dugc hap thu nhanh va manh sau khi udng. Nbng do dinh trong huyét tuong dat
duoc 0,9 gio sau khi udng. Trang thai 6 6n dinh dat duoc sau 2 ngay. Nong do dinh thuong 1a

270 ng/ mL va 308 ng/ mL tuong Umg sau khi dung lidu don va lidu lap lai 5 mg x 1 [anf ngay.

Mtc do hap thu khong phu thude liéu va khéng bi anh huéng boi thirc an, nhung noéng do
dinh bi giam va cham di.

Phan bo:

Chua ¢6 thdng tin phan bd & mod nguoi, cling nhu viée levocetirizin qua hang rao mau nao. O
chudt va cho, ndng d6 & mé cao nhét tim thay & than va gan, thip nhét & cac thanh phan cua
hé than kinh trung uong.

Levocetirizin gén két 90% véi protein huyét twong, phan bd han ché vi thé tich phan bd 12 0,4
I/ kg.

Chuyén héa

Luong levocetirizin chuyén héa ¢ ngudi la thip hon 14% liéu str dung va vi véy su khéc biét
do da hinh kiéu gen hodc dung chung véi cac thudc trc ché enzym la khong dang ké. Cac con
duong chuyén héa bao gf)m oxy héa vong thom, N- va O-dealkyl hoa va lién hop taurin. Con
dudng dealkyl hoa chu yéu qua trung gian CYP3A4 trong khi oxy hoa vong thom cé su tham
gia cta nhiéu loai CYP va/ hodc CYP chua xéc dinh. Levocetirizin khong anh huong den
hoat tinh cuia CYP 1A2, 2C9, 2C19, 2D6, 2E1 va 3A4 ¢ ndng d6 cao hon nhiéu so véi nong
d¢ dinh dat dugc sau khi ubng liéu S mg.

Do chuyén hoa kém va khong trc ché chuyén hoa, levocetirizin it twong téc véi cac chit khac,
hodc nguoc lai.

Thai trie:

Thoi gian ban thai ¢ ngudi I6n 14 7,9 £ 1,9 gi¢. D6 thanh thai toan than bidu klen la 0,63 mL/
phut/ kg. Levocetirizin va chat chuyén hoéa duge thai trir chu yéu qua nudc tiéu, chiém trung
binh 85,4% lleu Su thai trr qua phan ch1em trung binh 12,9% liéu. Levocetirizin dugg/thai
trir boi loc cdu than va bai tiét chi dong & éng than. \1/
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Poi tuwong dic biét

Tré em

Nghién ciru duge dong hoc khi dung liéu don levocetirizin 5 mg dudng udng & tré em tir 6 -
11 tudi v6i can ning trong khoang 20 - 40 kg cho thiy gid tri Crmax va AUC cao hon khoang 2
lan so voi nguoi 1on khoe manh khi so sanh gitta 2 nghién ciu. Cmax trung binh chuén hoa
theo cin nang la 450 ng/ mL, dat dugc trong 1,2 gid, d6 thanh thai toan than cao hon 30%, va
thoi gian ban thai thdp hon 24% & tré em so véi nguoi lon.

Thong tin thu duge tir mot phén tich khac cho thay sir dung levocetirizin 1,25 mg x 1 lan/
ngay cho tré em tir 6 thiang dén 5 tudi cho két qua ndng do huyét tuong twrong tu nhu ngudi
l6n dung liéu 5 mg x 1 1an/ ngay.

Nguoi cao tuéi

Thong tin duge dong hoc con han ché & d6i tugng cao tudi. O 9 ddi tugng cao tudi (65 - 74
tudi), sau khi udng liéu lap lai 1 lan/ ngay levocetirizin 30 mg trong 6 ngay, d6 thanh thai
toan than levocetirizin thap hon khoang 33% so véi nguoi 1on tré hon. Duge dong hoc
cetirizin racemic cho thay su phu thudc vao chic nang than hon 1a vao tu01 Diéu nay cling
ap dung cho levocetirizin, vi cetirizin va levocetirizin déu thai trir cht yéu qua nuac tiéu. Vi
vdy, nén hiéu chinh liéu levocetirizin dua trén chtic nang than & ngudi cao tudi.

Gioi tinh

Khi danh gia két qua duoc dong hoc dé biét anh hudng clia gidi tinh, thoi gian béan thai thdp
hon mdt chat & phu nit (7,08 + 1,72 gid) so véi nam gidi (8,62 + 1,84 gio); tuy nhién do
thanh thai chudn hoa cén ngng ¢ phu nit (0,67 + 0,16 mL/ phut/ kg) twong tu v6i nam gidi
(0,59 + 0,12 mL/ phut/ kg). Liéu hang ngay va khoang cach lidu gidng nhau duoc dung cho
nam gi6i va phu nit ¢ chirc ndng than binh thuong.
Chung toc

Chua ¢6 nghién ctru anh hudng cta ching tdc 1én levocetirizin. Vi levocetirizin thai trir chu
yéu qua than, va khong cé su khéc biét quan trong nao trong do thanh thai giita cac ching toc,
dugc dong hoc cua levocetirizin duge du doan khong khac nhau gitra cac chung toc. Khong
¢6 khac biét lién quan ching tdc nao dugc thy & cetirizin racemic.
Bénh nhdn suy thdn

AUC levocetirizin tang 1,8; 3,2; 4,3; va 5,7 lan tuong Gmg & bénh nhan suy than nhe, vira,
niing va giai doan cubi so véi doi tugng khoe manh. Thoi gian ban thai ting tuong tng 1.4;
2,0:29va4d lan.

D6 thanh thai toan than biéu kién ctia levocetirizin twong quan voi do thanh thai creatinin. Vi
véy khuyén cdo hiéu chinh khoang cach lidu levocetirizin, dua trén do thanh thai creatinin 0
bénh nhén suy than nhe, vira va nang. O bénh nhin bénh thén giai doan cudi vb niéu, do
thanh thai toan than giam khoang 80% khi so sanh véi ddi twong binh thudng, chng chi dinh
levocetirizin v6i nhitng bénh nhén nay. Luong levocetirizin dugc loai trir khi thuc hién thdm
phan mau 4 gio chuan < 10%.

Liéu levocetirizin nén dugc giam & bénh nhan suy than nhe. Nén giam lidu va tin sudt diing
thudc levocetirizin & bénh nhén suy than vira va ning.
Bénh nhan suy gan

Chua ¢6 nghién ciru st dung levocetirizin trén bénh nhédn suy gan. D¢ thanh thai khéng qua
than (thé hién déng gop cuia gan) déng gop khoang 28% d thanh thai toan than & dbi tuong
nguoi 16n khoe manh sau khi dung duong udng.

Vi levocetirizin thai trir chu yéu dudi dang khong d6i qua than, do thanh thai levocetirizin
thuong khong giam dang ké & bénh nhan chi bj suy gan.

. CHI PINH

Levocetirizin duge chi dinh dé:

- Giam triéu chung ¢ miii va mat trong bénh viém mii di ing theo mua va viém miii di ing
kinh nién.

- Giam triéu chung may day man tinh vd can. :\/
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4. LIEU DUNG - CACH DUNG

Liéu diing

Nguoi lon va tré em (tir 12 tuéi tré lén)

Liéu khuyén cdo 1a 5 mg (1 vién) x 1 lan/ ngay vao budi toi.

Tré em

Tré em tr 6 - 11 tudi: Dung 2.5 mg (2 vi€n) x 1 1an/ ngay vao budi téi. Khong nén dung qua

liéu 2,5 mg vi phoi nhidm toan than khi dung liéu 5 mg & tré em cao hon khoang gép ddi so

vO1 nguoi lon.

Tré em dudi 6 tudi: Dang bao ché khong pht hop véi liéu ding.

Bénh nhan suy gan hodc suy than

O nguoi 16n va tré em tir 12 tudi tros 1én:

~ Suy than nhe (d6 thanh thai creatinin [Clcr] = 50 - 80 mL/ phat): Khuyén cdo ding liéu 2,5
mg (% vién) x 1 1an/ ngay.

_ Suy than vira (Cleg = 30 - 50 mL/ phut): Khuyén céo ding liéu 2,5 mg (% vién) mdi 2 ngay.

- Suy than ndng (Clcr = 10 - 30 mL/ phut): Khuyén céo dung liéu 2,5 mg (% vién) x 2 1an/
tudn (ubng 1 1an mdi 3 - 4 ngay).

- Suy thén giai doan cubi (Clecr < 10 mL/ phut) va bénh nhan dang chay than nhan tao:
Chong chi dinh dung levocetirizin.

Khong can hiéu chinh lidu cho bénh nhan chi bi suy gan. Khuyén céo hi¢u chinh lidu & bénh

nhén bi ca suy gan va suy than.

Nguoi cao tubi

Khong can hiéu chinh liéu cho bénh nhan cao tudi ¢6 chirc nang than binh thuong.

Noi chung nén thén trong khi lua chon liéu cho ngudi cao tudi, thuong nén bit dau voi gidi

han duéi cua liéu vi nguoi cao tudi thuong bi suy giam chirc ning gan, than, hoic tim va ¢é

nhimg bénh kem theo hodc dung chung véi céc thude khéc.

Céch dung:

Thude duge dung dudong udng, nudt vién véi nude cing hoic khong cling véi thire an.

. CHONG CHI PINH

Min cam véi levocetirizin, cetirizin, bat ky dan xuat hydroxyzin hoac piperazin nao hodc véi
bat ky thanh phan nao cta thudc.

Bénh nhan suy than giai doan cudi (Cler < 10 ml/ pht).

. CAC TRUONG HQP THAN TRONG KHI DUNG THUOC

Trong thir nghiém ldm sang, c6 bdo céo budn ngl, mét moéi va suy nhuoc khi dung
levocetirizin. Nhic bénh nhan nén than trong khi tham gia cac cong viéc nguy hiém can sy
tap trung tinh than va phdi hop van dong nhu van hanh méy méc hodc 1ai xe sau khi uong
levocetirizin. Nén tranh st dung chung levocetirizin véi rugu hodc cac thudc e ché hé than
kinh trung wong khac vi ¢6 thé gdy giam tip trung va tc ché hé than kinh trung wong qué
muc.

ba co bao cao bi tiéu khi sur dung levocetirizin, nén than trong khi st dung ¢ bénh nhan c6
yéu t6 nguy co gay bi tleu (nhu ton thuong tiy song, tang san tuyén tnen liét) vi levocetirizin
c6 thé ting nguy co bi tiéu. Ngimg levocetirizin néu bénh nhan bi bi tiéu.

Khong ding qué liéu chi dinh.

Khong khuyén cdo str dung levocetirizin & tré em dudi 6 tudi vi dang bao ché khong phu hop
voi lidu.

Khuyen céo than trong & bénh nhén dong kinh va bénh nhén c6 nguy co co giat.

Thubc ¢6 chira lactose, bénh nhan méc bénh di truyén hiém gap khong dung nap galactose,
thiéu hut Lapp lactase hoac réi loan hap thu glucose-galactose khong nén dung thudc nay.
Thude ¢6 chira polysorbat 80 ¢ thé gay di ung va dau thau dau c6 thé gay budn non, non,

dau bung, ti€u chay. ﬂk/
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Sir dung cho phu nir ¢6 thai va cho con bu:
Phuy nit ¢o thai
Tinh an toan cua levocetirizin cho phu nit ¢6 thai chua duoc thiét lap. Rét it dit lidu lam sang
vé viée ding thude trén phu nit mang thai. Nghién ctru trén dong vat khong thdy thuoc anh
huong dén viéc mang thai, sy phat trién cua phdi/ bao thai, lic sinh hogc sy phat trién cta tré
sau sinh.
Phu nit cho con bl
Cetirizin d& duoc bdo céo tiét qua sita me. Vi levocetirizin cting duge du dodn s& tiét qua sita
me, khong khuyén cdo dung levocetirizin khi dang cho con bu.

Anh hwéng cia thudc dbi voi cong viée (ngudi van hanh may moc, ngudi dang lai tau xe,
ngudi lam viée. trén cao va céc truong hop khac): Trong thir nghiém lam sang da c6 bao cao
xay ra budn ngu, mét moéi va suy nhuge & bénh nhan ding levocetirizin. Bénh nhén nén than
trong khi lam nhitng cong viéc nguy hiém can tap trung cao va phéi hop van dong nhu lai xe
hodc van hanh may khi dung levocetirizin.

7. TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC
KHAC
Thong tin in vitro cho thay levocetirizin khong gy tuong tac dugce dong thong qua trc ché
hoéc cam rng enzym chuyén hoa thube & gan. Chua c6 nghién ctru tuong tac thudc - thube in
vivo nao duoc thuc hién voi levocetirizin. Nghién curu tuong tac thube duge thuc hién véi
cetirizin racemic.
Thuéc ha sot, azithromycin, cimetidin, erythromycin, ketoconazol, theophyllin va
pseudoephedrin
Nghién ctru tuong tac duge dong véi cetirizin racemic cho thiy cetirizin khong twong tac voi
thudc ha sot, azithromycin, cimetidin, erythromycin, ketoconazol, va pseudoephedrin. Co sy
giam nhe d6 thanh thai cetirizin (16%) khi dung chung voi theophyllin 400 mg. Liéu
theophyllin cao hon c6 thé ¢ anh hudng nhiéu hon.
Ritonavir
Ritonavir lam ting AUC huyét twong cua cetirizin khodng 42% di kem véi tang thoi gian béan
thai (53%) va giam do thanh thai (29%). Su thai trlr cta ritonavir khong bi thay ddi khi ding
chung vai cetirizin.
Thitc dn
Mire do hip thu levocetirizin khong giam khi ding chung véi thire &n, méc du téc do hap thu
giam.

8. TAC DUNG KHONG MONG MUON
Thuong gap, ADR > 1/100
Té4m thén: Budn ngu.
Thén kinh: Chéng mit, nhirc dau. <
Ho6 hép, 16ng nguc va trung that: Viém hong, viém miii (& tré em).
Tiéu hoa: Dau bung, kho miéng, budn non.
Toan than: Mé&t moi.
It gap, 1/1.000 < ADR <1/100
Tam than: Kich dong.
Than kinh: Di cam.
Tiéu hoa: Tiéu chay.
Da va cac mo dudi da: Ngua, phat ban.
Toan than: Suy nhuoc, khé chiu.
Hiém gap, 1/10.000 < ADR <1/1.000
Mién dich: Qua man. '
Tam than: Hung hang, 1u 1dn, trAm cam, 4o gi4c, mét ngu. ‘h/
Théan kinh: Co giat, roi loan van dong. -
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Tim: Nhip tim nhanh.

Gan mat: Bét thudng chirc ning gan (ting transaminase, phosphatase kiém, y-GT va
bilirubin).

Da vi cac md dudi da: Nbi may day.

Toan than: Phu.

X¢ét nghiém: Tang can.

Rdt hiém gép, ADR <1/10.000

Mau va hé bach huyét: Giam tidu cau.

Mién dich: Soc phan vé.

Tam than: Bénh glat gén.

Than kinh: Loan vi giéc, ngét, run, rdi loan truong luc co, rdi loan van dong.

Thi gi4c: Loan didu tiét, nhin mo, xoay mit.

Da va cac md dudi da: Phu than kinh mach, ban ¢ dinh do thubc.

Than va tiét niu: Kho tiéu, dai dam.

Thuée ¢é thé gdy ra cdc tdc dung khong mong muén khdc, khuyén bénh nhdn thong bdo cdc
tdc dung khong mong muén gdp phai khi ding thudc.

9. QUA LIEU VA CACH XU TRi
Triéu chitng
Triéu chimg quan sat duge khi qua lidu levocetirizin chi yéu lién quan dén téc dung 1én hé
than kinh trung wong hodc tac dung khang cholinergic.
Téc dung khong mong mubn duoc bao cdo sau khi dung lidu it nhat gép 5 1an liéu khuyén céo
hang ngay la: Lu 14n, tiéu chay, chong mét, mét moi, nhirc dau, kho chiu, gidn dong tir, ngtra,
bdn chon, an thin, budn ngd, sitng so, nhip tim nhanh, run, va bi tiéu.
X tri
Khong co thude giai doc ddc hiéu cho levocetirizin.
Khi xay ra qua lidu, diéu trj triéu chimg va didu tri hd tro. C6 thé can nhéc rira da day néu chi
ma&i udng.
Thém phan khong loai trir levocetirizin hi¢u qua.

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: Khong dung qua liéu chi dinh.

11. TEN, BIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT
San xudt tai: [ b

DAVIPHARM

CONG TY CO PHAN DUQC PHAM DAT VI PH
(DAVIPHARM)

L6 M7A, Puong D17, Khu Céng nghiép My Phuéce 1, Phuong Thai Hoa Thi L X3 Bel}\Cat
Tinh Binh Duong, Viét Nam a

TR ,\ ] ING
Tel: 0274.3567.687 Fax: 0274.3567.688 o |
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12. NGAY XEM XET SUA DPOI, CAP NHAT LAI N
THUOC

Téng Giam Doc

Pham G Cutmg
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