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L-CET
(Vién nén bao phim Levocetirizine )

Thénh phin

M3&i vién nén bao phim ¢é chira:

Hoat chdt: Levoeetirizine Dihydrochloride .............. 5 mg

Ta diege: Natri Crosscarmellose, Cellulose vi tinh thé, Colloidal Silicon Dioxide, Magie
Stearate, Opadry 1 85G51300 Green.

Dwreee Iuree hoe: W
Cor ché tée dung: Levocetirizine, 14 déng phan quang hoc ¢6 hoat tinh ctia Cetirizine, mot chit
khang histamine; téc dung chi yéu la gidn tiép théng qua sy G ché thy thé Hy. Hogt tinh
khang Histamine clia Levocetirizine trén rdt nhiéu mé hinh dgng vit va ngudi da duge ghi
trong cac tai li¢gu. Nghién ciru vé 1ién két trén in vitro cho thﬁy réng Levocetirizine cé ai lyc
gip 2 lan véi thy thé H, cia ngudi so vai cetirizine (wong img Ki = 3nmol/L so véi 6
nmol/L). Sy lién quan vé lim sang cia nhimg két qua nay van chua duge bidt

Duwrgre ding hoe:

Durgre dong hoe cia Levocetirizine 1a mgt dudmg théng khéng phu thude vio liéu va thod gian
véi sy bién thién lhf.l'p giira cde ca thé. Duge dong hoe cua 1 liéu d(‘mg phin quang hoc hodic |
liéu cetirizine 1a twong ty nhau, Khong hién tugng quay cye xay ra trong qua trinh hip thu va
chuyén hoa.

Hép thu: Levocelirizine hap thu nhanh va rong sau khi uong. O ngudi 16m, ndng do i da
trong huyét thanh dat duge 0,9 gi& sau khi uong thude. Trang thai én dinh dat duge sau 2
ngay. Nong d6 16i da thuémg 14 270 ng / ml va 308 ng / ml sau mdt | liéu duy nhét va sau khi
ding liéu lap di lip lai 5 mg, twong dng. Mire dj hip thu khong phy thude liéu vi khéng b
thay ddi béi thire an, nhung ndng d t6i da bi gidm vé bj chim.

Phdn b6: Khong cé siin dir liéu vé vige phan bd thube & md ciia ngudi va ciing chua xem xét
dén viée thude co di qua hang rio méu ndio khdng. O chudt cbng va ché, nbng dé & mb cao
nhit duge tim lhe’i}r & gan via thin, thép nhat & khoang hé thin kinh trung uong.

3 ngudi, levocetirizine lién két 90% vdi protein huyét thanh, Sw phin bi ciia Levocetirizine
han ché bai vi thé tich phan bd 12 0,4 Vkg.

Bién dbi sinh hoe: Mire dd chuyén héa ciia Levocetirizine & ngudi 14 dudi 14% liéu dimg va
vi viiy s khac bigt do tinh da hinh di truyén hodc ding ddng théi véi cae hude e ché enzyme
dwore cho 14 khéng déng ké. Con duimg chuyén hoéa bao gém sir oxy hoa vong thom, alkyl hoa
N- va O- va lién két véi taurine. Alkyl héa dau tién qua trung gian CYP 3A4 trong khi dé sy
6xy héa vong thom lién quan dén nhiéu va hodc CYP da hinh thai chua duge biét,
Levocetirizine khong anh huéng dén hoat tinh ciia CYP isoenzym 1A2, 2C9, 2C19, 2D6,
2E1 va 3A4 & nong dd cao hom ndng dd 16i da dat durge & trén sau khi udng liéu Smg.

Do chuyén hoa thap va do thiéu kha niing ire ché chuyén héa, sir tuong tac cia Levocetirizine
viri cae thude khae hofic nguge lai khéng chiic ¢ xay ra hay khang.
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Chuyén héa: Thiri gian bin thai huyét thanh & ngudi 16m 13 7.9 £1,9 giér. Thsi gian ban thai
ngfin & tré em. D thanh thai co thé toan phén biéu kién trung binh & ngudi l6n la
0,63ml/phi/kg. Pudmg chuyén héa chinh ciia Levocetirizine vi chit chuyén héa qua nudce
tiéu chiém trung binh 1a 85,4% liéu dung. Sy bai tiét qua phan chi chiém 12,9% lidu ding.
Levocetirizine duge bai tiét qua ca dich loc cau than va bai tiét dng thin chi: dong.

Suy thin: D3 thanh thai co thé kiéu bién cia Levocetirizine tuomg tmg vai d) thanh thai
creatinine. Vi viy, viée diéu chinh khoang céch giira cdc lidu levocetirizine diroc khuyén cdo
dya trén do thanh thai creatinine & bénh nhin suy than tir trung binh dén nang. O bénh nhén
suy than giai doan cudi b bi tiéu, dd thanh thii toan co thé b gidm khodng 80% khi so véi
ngudi binh thuémg. S6 lwong levocetirizine bi thai trir trong thoi gian thim phan 4 giér 1
<10%.

Chi djnh ,Mq/
Biéu trj viém mii di img (bao gdm ca viém mii di img kéo dai) va chimg may day.

Liéu ding & cich ding

Vién nén bao phim duge ufmg, nudt ca vién véi nude va co thé ding cing hode khong cing
véi thire @n. Thude duge dé nghj ding 1 liéu don hing ngay.

- Ngudi I6m va wé em =12 wbi: Liéu dé nghi 1a Smg (1 vién) m&i ngay.

- Ngudi gia: Viée diéu chinh lidu duge dé nghi cho bénh nhén 16m 1wdi cho bénh nhin suy
than tir trung binh dén nang (xem phin “bénh nhin suy thin” duai diy).

Diéu chinh liéu ¢ bénh nhin suy than va suy gan:

Nguwdi Iém va tré em 212 wbi co:

« Suy than nhe (43 thanh thai creatinine [CLeg= 50-80 mL/phit); 1 liéu 2,5mg 1 an mdi ngay
duge dé nghj.

« Suy thin trung binh (CLeg = 30-50 mL/phit): 1 lidu 2,5 mg 1 lan mdi 2 ngay duge dé nghi.

« Suy than nang (CLeg = 10-30 mL/phut): 1 liéu 2.5 mg 2 lin hang tudn (ding | 1in mdi 3-4
ngay) duge dé nghi;

= Suy than giai doan cudi (CLcg < 10 mL/phiit) va bénh nhan dang thim phan mau khéng
duge ding Levocetirizine dihydrochloride.

Khéng cin phai diéu chinh lidu cho bénh nhan chi ¢o suy gan, Bénh nhin ¢6 cd suy gan lin
suy than, cin phéi duoe didu chinh lidu.

Theri gian sie dpng:

Viém mii dj ing ngét quing (iriéu chimg 4 ngay/tudn hode it hon 4 twan) phai duge diéu 1
theo bénh v tién sir ctia bénh; c6 thé ngimg thude khi hét tri¢u chimg va c6 thé phai bat diu
lai khi triéu chimg tai xudt hién, Trong truomg hop viém miii di img dai ddng (riéu chimg> 4
ngiy/ wdn vi trong thii gian >4 wn), diéu 1ri lién we duoe dé nghi cho bénh nhan dang
trong giai dogn bj di (mg. Dir liéu sin c6 cho kinh nghiém lim sang str dung vién Smg
Levocetirizine vai thisi gian didu trj 6 thang. Poi véi dang mé day man tinh vi viém miii di
img miin tinh, da ¢6 kinh nghiém cho vige diéu trj lam sing véi thude trong théi gian 1 nim
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Chiing chi dinh
Qua mén vai Levocetirizine, va cic din chat piperizine khic hodc bat ky cdc 14 duge nio.
Bénh nhin suy than nang d§ thanh thai creatinine <10ml/phit.

Luu y — thin trong

Dang vién nén bao phim khéng duge khuyén cdo cho tré em < 6 tudi bai vi cong thire nay
khéng cho phép dua liéu thich hop. Khuyén cio ding edng thire Levocetirizine cho tré em.

Str dung Levocetirizine cho tré em va tré méi bict di < 2 wéi khong duoe dé nghj.

Khuyén edo phai thin trong khi ding thude ciing véi alcohol.

Twomg tic thude lﬂ'f/
Chura ¢6 nghién ciru vé tuong tac ndo duge thuc hién vai Levocetirizine (bao goém ¢4 nhimg
nghién ciru vdi thube cam img CYP3A4); nghién elru vai ché phim déng phin quang hgc
cetirizine cho thiy ring khéng c6 wong tac bat lgi nao lién quan vé lam sing (véi
pseudoephedrine, cimetidien, ketoconazole, erythromiycin, arithromycin, glipizide vi
diazepam). Sy giam nhe d§ thanh thai Cetirizine (16%) dwge quan sat thay tén nghién ciru da
liéu véi theopnylline (400mg 1 lin mdi ngay); trong khi do tinh chit cia theophylline khéng
bj thay ddi boi viée ding dong thési véi cetirizine.

Mie dd hap thu cia Levocetirizine khéng gidm cing véi thire in mic di tée df hap thu bi
gidm.

5 bénh nhin nhay cam, vi¢c sir dung dong thoi cetirizine hodc Levocetirizine va rugu hodc
céc chat tre ché than kinh trung wong khéc cé thé bj anh hudng 1én hé than kinh trung uong.
Mic dit nd duge biét ring dang dong phan guang hoe cetirizine khang anh hudmg bii rugu,
Nghién ctru trong tée thude da duge thye hién gitta dang ddng phan quang hoe Cetirizine vii
Antipyrine, Azithromyein, Cimetidine, Erythromycin, Ketoconazole, Theophylline, va
Pseudoephedrine

Nghién cini twomg téc dirge ddng hoe duge thue vai dong phan quang hoe cetirizine cho thiy
ring celirizine khéng twong tac wvai antipyring, pseudoephedrine, erythromycin,
azithromycin, ketoconazole, vé cimetidine: nghién ciru vé sy tuong tic duge ddng hoe duge
thye hién doi véi dang dong phan quang hoe Cetirizine cho thiy ring cetirizine khong twong
tic v&i  antipyrine, pseudoephedrine, erythromycin, azithromycin, ketoconazole, wva
cimetidine. Cé sy gidm dang ké (~16%) do thanh thai cla cetirizine do litu 400mg
theophylline. C6 thé liéu theophylline cao hon giy ra dnh hudng lém hon.

Tie dung lén kha nang ldi xe va viin hinh miy méc:

Bénh nhin c6 ¥ dinh 141 xe, tham gia vao cic hoat ddng mao hiém hofic vin hanh may mac
khéng nén vugt qua liéu dé nghi va nén can nhiic nhimg phan img cua né ddi vai thude. O
nhimg bénh nhan nhay cam, sir dung déng théd voi rugu holic ede thude e ché than kinh
trung wong khac cd thé lam giam thém sy tinh tdo va hiéu sudt hoat dong,

Téc dyng khing mong muin
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Nghién e didu tri & phy nit v nam gioi tudi tir 12 dén 71, 15,1% bénh nhan & nhom
Levacitirizine Smg cd tde dung khdng mong mudn it nhit so véi 11.3% & nhom chimg. 91,6%
the dung khong mong mudn 14 tir nhe dén trung binh.

Trén cée ca diéu 1ri, i 1€ bi loai do tdc dung khdng mong mudn d6i vai Levocitirizine 14 1,0%
(9/935) va vai thude chiing 1a 1,8% (14/771).

Céc ca diéu tri 1Am sang véi levocitirizine bao gom 935 bénh nhén sir dung thude & licu dé
nghi 1a Smg hang ngay. Tir tdng hep nay, ti 1¢ tac dung khéng mong mudn sau xay ra duge
bio cao o 1 1€ =1% (thdng thuimg: =1/100, <1/10) & nhém levocitirizing Smg hodc nhim dbi
ching.

Levocetirizine 3 mg

Tac dung khéng mong, Nhom déi chimg

mudn duece chu § {n =771) {(n = 935)

Pau diu ‘ 5(32%) | 2u426% l/

Bubnmgd —. 1 (14 %) 49 (5.2 %) |
“Khomigng | 12 (1.6%) 24 (2.6%) '

‘Métmdi 00 i 9 (1.2 %) 23 (2.5 %)

Ti 18 tac dyng khong mong muén hiém thiy (hiém ¢é >1/1000, <1/100) nhw suy nhuge hoje
dau bung da duroe quan sat,
Ti I8 tic dyng khéng mong mudn lién quan dén an thin nhw budn ngi, mét va suy nhuoe noi
chung thudmg xuyen xay ra & nhém levocetirizine (8,1%) hon so véi nhéom chiing (3,1%).
Bo sung cho nhimg tdc dung khéng mong mudn duoe bio cdo trong cic nghién ciru 14m sang
v trong danh myc dudi day, rathiém céc trudmg hop cée tie dung khdng mong mudn duoce bio
cho dua trén kinh nghiém héi ciru,
- Roi logn hé mién dich: qua nhay cam bao gom qua min,
- Réi loan tam than: hung hang, lo du.
- Ré&i loan hé thin kinh: co giat.
- R&i loan miit: rdi loan tim nhin,
Réi loan tim mach: tim ddp nhanh.
Réi logn hé hip, ngue va trung thit: kho the.
- Rdi logn da day rudt: nén.
- Réi loan Ean mit: viém gan,
Réi loan da va mé dudi dan: phit mach, héng ban ¢d dinh nhidm sic, bénh ngira, phit
ban, may day.
- Réi loan co xuong, md lién kel v xuemg: chimg dau co.
- Nghién ciru: Tang edn, xét nghiém chire ning gan bt thudme.
Théng bdo cho bac s¥ biét cdc t4c dung khdng mong mudn gip phai khi sit dung thude
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Sw dung & phu ni ¢ thai

Khéng 6 nghién ciru dy dii va c6 kiém sodt 161 trén phu nir ¢6 thai. Béi vi nghién ciru trén
dong vat sinh san khong thudmg xuyén dy doan duge dép tmg trén ngudi, levocetirizing
hydrochloride nén sir dung cho phy nir dang trong giai doan mang thai khi that cn thiét,

Sir dung thube & phy nir cho con bi

Chua cé nghién ciu nao trén dong vt trude va sau khi sinh duge thye hién véi
Levocetirizine. O chudt nhit, cetirizine lam chdm sy ting cdn cia chudt con dang trong
thori ky b me & liéu dimg cho chudt me 1én 1&i 40 1an lidu ding 18i da hang ngay duec dé
nghi cho ngudi 16n dya trén mg/m’. Nghién ciru & ché chi ra ring khoang 3% liéu
cetirizine duge béi tiét trong sita. Cetirizine dwge bao cdo béi tiét vao sita ngudi me. Do
Levocetirizine ciing duge cho 1a bai tiét vio sira me, nén khéng duoc khuyén cdo dimg
Levocetirizine cho ngudi me dang cho con b,

Qui lidu iwﬁ/

Trigu chimg:

Trigu chimg qua liéu ¢6 thé bao gdm chéng mat & ngudi 1ém va diu tién 1a Jo 4u va bon chén
sau d6 [a chong mt & tré em.

b) Kiém sodt sir qua lidu:

Khéng c6 thude giai ddc diic hiéu ddi véi Levocetirizine. Qua liéu xdy ra, didu tri wiéu chimg
v diéu trj hd trg duge dé nghi. Ria da day duge cin nhie khi ding thude trong thai gian
ngén. Levocetirizine khng thé logi bo qua qué trinh thim phin mau.

Bio quin: Bao quan & nhiét do dwai 30°C.
Han ding: 24 thang ké tir ngay san xudt.
Khéong ding thude qud han siv dung

Trinh bay: Hdp 3 vi x 10 vién nén bao phim

Poc ki hwéng din siv dung trwée khi ditng.
Néu ciin thém théng tin, xin héi § kién bdc si.
Dé xa tam tay fré em.

San xuit bai:

Kusum Healtheare Private Limited

SP 289 (A), RIICO Indl. Area Chop;mﬁf(ﬁh‘iwaﬂﬂi. Distt-Alwar, Rajasthan, A
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