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Rx: Thubc nay chi dung theo don thube

KETRAZIN Tablet

Poc ki hwéng din sir dung trude khi ding. DE xa tim tay tré em.
1. TEN THUOC: KETRAZIN Tablet

2. THANH PHAN CONG THU'C THUOC

MJi vién nén bao phim chira:

Thanh phén hoat chét:

Levocetirizine dihydrochloride ...............oooveiinnn. 5 mg

Thanh phé”m ta duoc: Microcrystalline cellulose, Lactose hydrate, Carboxymethylcellulose
calcium, Magnesium stearate, Hypromellose 2910, Polyethylene glycol 400, Titanium oxide.

3. DANG BAO CHE

Vién nén bao phim.
Hinh thire: Vién nén bao phim hinh oval, mau trdng hodc vang nhat, mét mit c6 khic chir “ZK”,

mdt mat khéc sb <57,

* S5

4. CHI PINH

T ——

Levocetirizine duoc chi dinh trong diéu tri céc truong hop:
- Lam giam céc trid¢u ching viém mi va viém mat di ing theo mua va quanh nam.

- Lam giam céc triu chimg cua chiing mé day vo ciin man tinh.

5. CACH DUNG, LIEU DUNG

Cich diing: Thubc dung dudng ubng, nuét nguyén vién ciing voi chét long va c6 thé udng clng
hoac khong cung voi thire an.

Liéu diing:

Neudi 1on va tré em tir 12 tudi tré 1én:

Liéu hang ngay khuyén céo 1a 5 mg (mdt vién) moi ngay mot lan.

Tré em tir 6 dén 12 tudi:

Liéu hang ngay khuyén céo 1a 5 mg (mdt vién) hang ngay.
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Levocetirizine khong dugc khuyén cdo sir dung & tré em dudi 6 tudi do khong du dir liéu vé tinh
an toan va hiéu qua.

Ngudi gia:

Khong ¢6 dir liéu cho thdy can giam lidu & ngudi gia c6 chire ning thén binh thuong.

Bénh nhéan suy thin vira va nang: khong co dir liéu ghi nhan ty 1¢ hi¢u qua/an toan trén bénh
nhan suy than. Vi levocetirizine chu yéu dugc bai tiét qua duong niéu, trong truong hop khong
thé diéu tri thay thé, khoang cach lidu phai dugc didu chinh theo chirc ning than. Tham khao
bang sau va didu chinh lidu theo chi dinh. D& sir dung bang lidu nay, can wdc tinh do thanh thai
creatinine cua bénh nhan (CLcr) trong ml/phut. Cac CLer (ml/phut) c6 thé duoc ude tinh tur
creatinine huyét thanh (mg/dl) xac dinh bang cach sir dung cong thirc sau:

Diéu chinh lidu cho ngudi 16n bi suy giam chire ndng than:

Nhom Do thanh thai creatinine (ml/phut) | Liéu ding va tan suat
Binh thuong >80 1 vién moi ngdy
Nhe 50-79 1 vién moi ngay
Trung binh 30 - 49 1 vién moi 2 ngay
Ning 30 1 vién moi 3 ngay
Bénh than giai doan cudi va 10 Chdng chi dinh
bénh nhan dang thdm tach mau

O bénh nhin nhi suy thén, lidu s& phai dugce diéu chinh trén co s ¢ tinh dén su thanh thai théan,

tudi tac va trong luong co thé cua bénh nhan.

Bénh nhén suy gan:

Khong can diéu chinh liéu & nhitng bénh nhan bi suy gan.

Bénh nhan suy than:

Can didu chinh liéu (xem Bénh nhan suy thdn mirc d6 trung binh va nang & trén).

6. CHONG CHI DINH

Bénh nhén man cam levocetirizine hodc voi bt ctr thanh ph::?m ndo cua thude, voi hydroxyzine
hoiic cac din chat piperazine.

Bénh nhan suy than nang voi ndng do thanh thai creatinin duéi 10mL/phut hodc bénh nhan
dang tham tach mau.

Bénh nhan bi di truyén cac chimg khong dung nap galactose, suy giam Lapp lactase hodc giam
hip thu glucose-galactose.

Luc ¢6 thai va luc nudi con bu.
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7. CANH BAO VA THAN TRONG KHI DUNG THUOC

Khéong ding qué lidu quy dinh.

Viéc sir dung levocetirizine dihydrochloride khong dugc khuyén cdo & tré¢ em dudi 6 tudi.

O lidu didu tri, khong c6 tuong tac 1am sang dang ké da duoc chirng minh véi ruou (6 nbng do
cdn trong méau 0,5 g/L). Tuy nhién, thén trong dugc khuyén céo néu st dung ruou cung luc.

Khuyén cdo can than trong d6i véi bénh nhan dong kinh va c6 nguy co co giat.

8. SUDUNG CHO PHU NU CO THAI VA CHO CON BU

Chua c6 dir liéu lam sang vé& viéc dung levocetirizine cho phu nit ¢o thai. Cac nghién ciru trén
dong vat khong cho thay anh hudng c6 hai truc tiép hoiic gian tiép 1én thai ky, su phat trién clia
phoi thai/thai nhi, qua trinh sinh dé, hodc su phat trién sau sinh. Tuy nhién, cAn than trong khi

dung thudc nay cho phu nir ¢6 thai va cho con bu.

9. ANH HUONG CUA THUOC LEN KHA NANG LAIXE, VAN HANH MAY MOC
Bénh nhén sau khi uéng levocetirizine nén than trong khi lam cac cong viéc doi hoi sy tinh tdo

hodn toan nhu van hanh may moc hay lai xe.

10. TUONG TAC, TUGNG KY CUA THUOC

Do dugc dong hoc, duge dong luc va sy dung nap cua levocetirizine, khong co tuong tac voi
cac thude khang histamine. Thyc té, ca duge dong hoc va duoc luc hoc déu khong co tuong tac
dang ké da dugc béo cédo trong céc nghién ciru tuong tac thude, dac biét véi pseudoephedrine
hoic theophylline (400 mg/ngay).

Sy héip thu cua levocetirizine khong bi anh hudng bai thire &n nhung toc d hap thu giam.

11. TAC DUNG KHONG MONG MUON

Tén suét tac dung khong mong mubn: rét phd bién (> 1/10); phé bién (= 1/100 dén < 1/10);
khong phd bién (> 1/1.000 dén < 1/100); hiém (= 1/10.000 dén < 1/1.000); rat hiém (<
1/10.000); khong biét (khong thé woe tinh tir it liu c6 sin).

Phd bién Khong phd bién | Hiém Rét hiém

R61 loan mau va \ \ Giam tiéu cau

bach huyét
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R6i loan hé mién Qué man cam Sdc phan vé
dich
R&i loan tam | Budn ngu Lo ling Cang thiang Hoi chung Tic
than Nham 1an
Suy nhuoc
Ao giac
Mét ngti
R&i loan hé than | Chong mit Di cam Co giat Loan vi giac
kinh Pau déu R6i loan vén | Ngit
dong Run
R6i loan truong
luc
R&i loan van
dong
R&i loan mat R&i loan diéu tiét
mit
Mo mit
Van mat
Rbi loan nhip Nhip tim nhanh
tim
R&i loan hd hép, | Viém hong
nguc va trung | Viém mii*
that
Réi loan tiéu hoa | Dau bung Tiéu chay
Kho miéng
Bubn noén

Roi loan gan

Chirc ndng gan
bét thudng (tang
transaminase,

phosphat ~ hod
alklaline, v-GT

va bilirubin)
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Réi loan md da Ngtra Nbi mé day Phu than kinh
va md dudi da Phat ban mach

Ban thubc cb

dinh
Roi loan thén va Khé tiéu
tiét niéu Pai dam
R6i loan chung Mét moi Suy nhuoce Phu
Kho ¢
Nghién ctru Tang trong
luong

* O tré em.

12. QUA LIEU VA CACH XU TRi

Triéu ching

Céc triéu chimg quan sat dugc sau khi dung qua lidu levocetirizine chu yéu tac dong dén than
kinh trung wong hodc tac dong khang acetylcholin.

Cac phan Ung bét loi dugc ghi nhan sau mot lugng it nhit 5 l4n so voi lidu khuyén cdo hang
ngay la: nham 1an, tiéu chay, chong mat, mét moi, nhic dau, kho chiu, gidn dong tir, ngira, bon
chdn. budn ngy, sitng so, nhip tim nhanh, run va tiét niéu.

Xir tri

Khong co chét giai doc dac hiéu, néu qua lidu xay ra, nén diéu tri triéu chimg va hé tro. Néu
méi ubng thude trong thoi gian ngén thi nén rira da day. Thim tach mau khong thai trir duoc

levocetirizine ra khoi co thé.

13. CAC PAC TINH DUQC LUC HOC

Nhom duoc ly: Thubc khang histamine duong toan than, dAn chét piperazine.

Ma ATC: RO6A E09

Levocetirizine, chit ddng phan déi hinh (R) clia cetirizine, la thubc dbi khang manh va chon loc
voi thu thé H1 ngoai vi.

Cac nghién ciru gin két cho thdy levocetirizine 6 ai luc cao véi cac receptor Hy ¢ ngudi (Ki =
3,2 nmol/l). Levocetirizine co ai luc cao glp 2 l4n cetirizine (Ki = 6,3 nmol/l). Levocetirizine
tach khoi receptor Hy voi thoi gian ban hay khoang 115 + 38 phut. Sau khi dung liéu don,

levocetirizine cho thay kha nang chiém giir 90% cac receptor sau 4 gio va 57% sau 24 gio.
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Céc nghién ctru duge luc hoe ¢ ngudi tinh nguyén khée manh dé ching minh rang, & mot nira
lidu, levocetirizine c6 hoat tinh twong duong cetirizine ca trén da va trén mii.

Tac dung duoc luc hoc cia levocetirizine duoc nghién ciru trong céc thir nghiém ngau nhién, c6
i chung:

Trong mdt nghién ciru so sanh hiéu qua cta levocetirizine Smg, desloratadine Smg va gia dugc
trén bénh nhan bi sin phil va hdng ban do histamine, két qua cho thdy levocetirizine lam giam
dang ké su hinh thanh sin phu va hong ban cao nhét trong 12 gio ddu va kéo dai 24 gio
(p<0,001) so v¢&i gia duge va desloratadine.

Trong thir nghiém c¢o d6i chimg gia duoc theo mé hinh dung budng thir thach véi di nguyén,
levocetirizine 5mg khoi phat tac dung kiém so4t triéu chimg gay ra do phéan hoa sau 1 gio ding
thude.

Trong cac nghién ctru in vitro (budng Boyden va k¥ thuat cét 16p té bao) cho thiy levocetirizine
{tc ché su di chuyén qua ndi mé cua bach cdu 4i toan gy ra do eotaxin ca ¢ da va té bao phdi.
Levocetirizine (rc ché giai doan dau phan tng di (mg histamine trung gian va lam giam sy di
chuyén ctia mdt sb té bao viém va giai phong mot s6 chat trung gian lién quan dén phan tng di
ung.

Hiéu qua va do an toan cua levocetirizine da duogc chung minh trong mot s6 thtr nghiém 1am
sang mu doi, dbi ching véi gia duge ¢ bénh nhin ngudi 16n viém miii di mg theo mua, viém
miii di tmg quanh nam hogc viém mii di tmg dai déng.

Hai nghién ctru 1am sang déi chimg voi gia duge vé hiéu qua va tinh an toan ctia levocetirizine
vién nén dbi voi tré em da duoc thuc hién trén cac bénh nhi tir 6 dén 12 tudi mac viém mii di
{mg theo mua va viém mii di tmg quanh nam. Trong ca 2 thir nghiém, levocetirizine cai thién
dang ké tridu chung bénh va tang chit luong song lién quan dén stic khoe.

Trong mdt thir nghiém 1am sang d6i chimg gia duge bao gdm 166 bénh nhén mic bénh may day
man tinh, c6 85 bénh nhan dugc diéu tri v6i gia duge va 81 bénh nhan dung levocetirizine Smg
mdt 1an mdi ngay trong vong 6 tudn. Piéu tri bang levocetirizine lam giam dang ké muc d
ngua sau | tun dau diéu trj va trong sudt qua trinh diéu tri so v6i gia dugc.

Méi quan hé giita dwoc dong hoc/ dwoc lie hoc (PK/PD):

Levocetirizine 5 mg e vung sin phii va quang do gay ra do histamine v4i cach thire tuong tu
cetirizine10 mg. Ciing nhu véi cetirizine, tac dong trén phan mg da do histamine la khong lién
quan dén ndng do thude trong huyét twong.

Pién tam d6 (ECGs) khdng cho thdy tac dong lién quan ctia levocetirizine trén khoang QT.
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14. CAC PAC TINH DUQC PONG HQC

Hp thu:

Levocetirizine hép thu nhanh va nhidu sau khi ubng. Nong do dinh trong huyét twong dat duge
0.9 gi¢ sau khi ubng. Trang thai 6n dinh dat dugc sau 2 ngay. Néng dd dinh dién hinh lan lugt
1a 270 ng/ml va 308 ng/ml sau khi uéng lidu don va lidu lap lai S mg x 1 lan/ngay tuong ung.
Murc @ hip thu cta thudc khong phu thudc lidu va khong bi anh hudng boi thirc dn, nhung
néng d6 dinh dat duoc bi giam va cham hon.

Phdn bé

Khéng c6 san dit liéu vé phéan bd tai md & nguoi, cling khong cé dir ligu vé su di qua hang rao
méu ndo cua levocetirizine. O chudt céng va cho, nf‘)ng do trong mo cao nhét dugc tim théy o
gan va than, thdp nhét & khoang hé than kinh trung wong.

O ngudi, 90% levocetirizine gén véi protein huyét tuong. Phan bd cua levocetirizine kha han
hep v6i thé tich phan b 1a 0,4L/kg.

Chuyén hoa:

Mirc d chuyén hoa cia levocetirizine & ngudi it hon 14% lidu vi vay su khac biét do da hinh
th4i di truyén hay khi ding déng thei véi céc thube ue ché men duoe cho la khong dang ké. Con
duong chuyén hoa bao gdm oxy héa nhan thom, dealkyl hoa gbc N- va gbc O- va lién hop
taurine. Con duong dealkyl héa chu yéu qua trung gian CYP 3A4 trong khi con duong oxy hao
nhan thom thuong lién quan dén nhiéu dong men CYP va/hodc cac dong men CYP chua xédc
dinh. Levocetirizine khong tac dong lén hoat dong cia cac isoenzyme CYP 1A2, 2C9, 2C19,
2D6, 2E1 va 3A4 ¢ ndng dd cao hon nong do dinh dat dugc sau khi uéng lidu Smg.

Do it chuyén hoéa va khong ¢6 tiém nang ic ché chuyén hoa, tuong tac cta levocetirizine Vol
cac chét khac hay nguoc lai khong xay ra.

Thai trir:

Thoi gian ban thai trong huyét tuong & nguoi lon 14 7,9 = 1,9 git. Tong thanh thai toan than
biéu kién trung binh & ngudi 1ém 1a 0,63 mL/phiat/kg. Puong thai trir chinh cua levocetirizine va
chét chuyén hoa 1 qua nude tiéu, chiem trung binh 85.4% lidu st dung. Pao thai qua phan chi
khoang 12,9% lidu sir dung. Levocetirizine duge bai tiét boi qua trinh loc cua cdu than va sy bai
tiét chu dong tai Ong than.

Bénh nhdn suy than:

Téng do thanh thai bidu kién cua levocetirizine twong quan voi do thanh thai cua creatinine. Vi
thé phai didu chinh khoang cach cla céac lidu levocetirizine, dwa trén thanh thai creatinine &

bénh nhén suy than trung binh va ning. O ngudi bénh than giai doan cubi vo niéu, tong thanh
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thai co thé bi giam khoang 80% so voi nguoi binh thudong. Luong levocetirizine dugc loai ra

trong sudt qua trinh tham tach tiéu chuan 4 gior1a < 10%

15. QUY CACH PONG GOI

Hop 100 vién nén bao phim (10 vi x 10 vién nén bao phim).

16. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG
Bido quan

Bo quan noi thodng mat, & nhiét do dudi 30°C, tranh dnh sing va do am.

Han dung

36 thang ké tir ngay san xudt.

TCCS

17. TEN, PIA CHI CUA CO SO SAN XUAT THUOC

r Q) KMS PHARM. CO., LTD.

236, Sinwon-ro, Yeongtong-gu, Suwon- -si, Gyeonggi-do, Han Québc.




