Pharmacode

Pollezin®

Vién nén bao phim 5 mg

HUGNG DAN SU DUNG THUGC CHO NGUG1 BENH

Bnc ky hn'u‘ng dan sir dung tre khi ding.

DE xa tam tay tré em.

Thing bao ngay cho béac sy hodc dugc sy cac tac dung khdng mong
mudn gap phai khi sit dung thudc.

Thanh phan, ham luyng ciia thudc:
Hoat chat: MG vién nén bao phim chita 5 mg levocetirizine dihydrochloride.
14 dirge:
7d duge 167 vién: Microcrystalline cellulose, colloidal anhydrous silica, lactose
monohydrate, low substituted hydroxy-propyl-cellulose, magnesium stearate.
1d durge bao phim (Qpadry 11-33628523): macrogol 3350, titanium dioxide,
hypromellose, lactose monohydrate, triacetine
Ma ta sén pham:
Vién nén bao phim hinh tron, 2 mat hai 161, mau tréng hoac gan nhut trdng. Mot mét
khac chit E, mat con lai khac ma 281.
Quy cach ddng goi:
Vi OPA/AI/PVC/Al chita 7 vién nén bao phim. Hap chita 2 vi hodc 3 vi cling t hudng
dén stt dung thuc.
Thudc diing cho bénh gi?
Vign nén bao phim Pollezin 5 mg dugc dung dé diéu tri céc réi loan di tng, hoat chét
levocetirizine cua thudc la mot thudc trong nhom céc thudc ttc ché thy th H1.
Béi vi nguti Ién va tré em trén 6 tudi, thudc nay dugc ding diéu trj cac trigu chiing
(hat hai, chdy nudc mii, nghet miii, cac trigu chig mét va da) cla cac tinh trang di
lting sau:
* di ting theo mua
* viém mii di tng guanh nam
* may day.
Nén diing thudc nay nhv thé nao va lidu lrong?
Ludn ludn dung thudc nay ding theo md 14 trong & hudng dén stt dung hodc theo béc
sy da hudng dan ban. Tham khdo y kién cla béc sj hoac dugc sy néu ban khang chéc
chén vé céch dung thudc.
Thufic cn dugc nudt nguyén ca vién véi nudc udng, ¢ thé ding clng hoéc khong
cung thirc an.
Thai gian diéu tri tly thugc vao loai, thdi gian kéo dai ca cac trigu ching. i vai di
(g theo mua, thoi gian diéu tri thudng 13 36 tudn.
Ligu khuyén céo nhu sau:
Nguai ldn vé tré em trén 12 tudi: 1 vién nén bao phim 5 mg, ngay 1 14n.
Tré em 6-12 twdi: 1 vién nén bao phim 5 mg, ngay 1 14n.
a7 vdi tré em 2-6 1wy, khong khuyén cao ding thusc nay do khong dam bao Iy
duge ligu thich hgp. Ban nén duing mét ché pham levocetirzine duc béo ché cho tré em.
Khdng ding levocetirizing cho tré so sinh va 1ré dudi 2 twai.
Bénh nhén bi suy than cu’jhé duoc cho dung liéu thip hon tly thudc vao mic dj
nang nhe cta bénh than. 0 é em, lidu dung ciing durge chon lya dya theo cén néng
clia tré. Ché d lidu sé duge quyét dinh bdi béc sj cla ban.
Khdng dugc dung vién nén bao phim Pollezin cho bénh nhan bi suy than néng.
Nhitng bénh nhén chi bi suy gan nén ding liéu thing Ihlmng
Nhing bénh nhén bi suy giam cé chic nang gan va thn co thé dugc cho ding lidu
thap hon ty thudc vao mic do nang nhe cua bénh than. Qe em, lidu dung ciing
dugc chon lya dya theo can nang cua tré. Ché dd libu s& dugc quyét dinh boi béc
sy cla ban.
Khdng can diéu chinh liéu cho ngudi gia néu chiic nang than cua hg binh thudng.
Ngiing sit dung vién nén bao phim Pollezin nhi thé nao?
Ngitng diéu tri bang vién nén bao phim Pollezin sém hon dy kién khong gay nhiing
tac dung cd hai, c6 nghia I céc igu ching cta bénh chi dan dan xuét hién tré lai vdi
mite do khang néng hon trudc khi didu tri bang Pollezin.
N&u ban cd bat ky thic mac nao vé viéc st dung thudc nay, hay hdi bc sy hoac
duge s§.
Khi nao khéng nén ding thudc nay?
Khdng dung vién nén bao phim Pollezin & mg
* nu ban bj di ing vdi levocetirizing, cetirizine, hydroxyzine hoéc véi cac chét khac
dugc goi I3 “dAn xuét piperazine” hodc vdi bét ky thanh phén nao khéc cla thufic
nay (dugc ligt ké trong muc “Thanh phn, ham lvageecua, thudc/ 1d duge”);
* nu ban bi suy than néng (suy thin néing vdi thanh 'I{&Qm@{%
10 ml/ phut). E,
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Khi nao can tham van bac s§, dugc sj?

Tham khao ¥ kién cla béc sy hodc dugc sy truge khi ding vién nén bao phim Pollezin
5 mg.

Ban cén thng béo cho béc sj:

« vé céc bénh ban da timg mac va dang mac phai,

* vé bt ky tinh trang di ing nao vdi céc thudc khéc,

* néu ban cé thai hoac cho con bi, hoc néu ban dy dinh cd thai.

Néu cén thém théng tin xin hoi y kién béc sy hodc dige sj.

Han diing: 36 théng ke tit ngay san xuat

Tén, dia chi va bigu twong (néu c6) ciia co s¢ san xuat:

EGIS PHARMACEUTICALS Private Limited Company

Tru 0 1106 Budapest, Keresztiri dt 30-38., Hungary

Nhéa may: 1165 Budapest, Bakényfoldi tt 118-120., Hungary

Ngay xem xét sita ddi, cap nhat lai ndi dung huing dan si dung
thudc:

HUGNG DAN SU DUNG THUGC CHO CAN BO Y TE

Bic tinh dugc lvc hoc

Nhém dutoc tri ligu: khang histamin ding toan than, dan xuat piperazine.

Ma ATC: ROBAEQ9

Co ché'téc dung:

Levocetirizing, ddng phén (R) cla cetirizine, I3 thudc ddi khang manh va chon loc clia

thy thé H1 ngoai vi.

Cac nghién cttu két hop cho théy levacetirizine ¢d 4i luc cao vdi thu thé H1 cla ngudi

[Ki = 3,2 nmol/I). Levocetirizine cd i lyc cao gdp 2 IAn so vdi cetirizine

[Ki = 6,3 nmol/I}. Levacetirizine phan i tit thy thé H1vdi thi gian ban ra la

115 + 38 phit. Sau khi dung liéu don, levocetirizine chigm giit 90% thy thé sau 4 gic

va 57% sau 24 gio.

Céc nghién citu duoc dong hoc & ngudi tinh nguyén khoe manh ching minh rang chi

vdi ntta liéu, levocetirizine cd hoat tinh tuong duung vdi cetirizine, ¢a ¢ da v & mii.

Téc dung dugc lyc:

Duge lye hoc cla levocetirizine da dugc nghién citu @ céc thit nghiém ngau nhién

c6 kigm soat.

Mat nghién ctru so sanh higu qua cla levocetirizine 5 mg, desloratadine 5 mg vdi gia

duge trén cac vét do di ng géy nén bdi histamin cho thay diéu trj bang levocetirizine

|am gidm dang ké cac vét dé di tng, cd higu qua 16t nhat trong 12 gid d4u tién va kéo

dai trong 24 gio (p < 0,001), so véi gid dugc va desloratadine.

Mét gitr sau khi uding thudc, levocetirizine 5 mg béit du thé hién téc dung kiém soét

céc triéu chig di tng gay nén bdi phan hoa trong céc nghign ct co kiém sodt gia

duge véi md hinh budng thit di nguyén

Trong céc nghién cu /7 vizro (ky thudt Idp 18 bao va budng Boyden) cho thay

levocetirizine ttc ché hach cAu ta eosin do eotaxin géy ra di chuyén qua ngi mo thing

qua ca 1& bao da va phdi. Mat thit nghigm dugc Iyc hoc /7 viva cho théy ba tac dung

{tc ché chinh cla levocetirizine 5 mg trong B i d4u tién dé kigm sodt phan ting

gay ra bdi phan hoa, so vdi gia dugc ¢ 14 bénh nhan ngudi Ién bao gdm: tic ché gidi

phdng VCAM-1 (vascular cell adhesion malecule-1), diéu hoa tinh thim thanh mach va

giam hinh thanh bach cau ua eosin.

An toan va higu qua 1dm séang:

Higu qua va an toan cua levocetirizing da dugc chiing minh trong mt sd thit nghigm

1am sang mi doi co ddi chig gia dugc duoc thyc hign rén céc bénh nhan ngudi lén

bj viém mii dj tng theo mua hodc viém mdi dj tng quanh nam. Levocetirizine dugc

chitng minh cai thign déng k& céc triéu ching cla viém mii di tng bao gém ca nghet

mii trong mot s nghién ciu.

Mt nghién citu Iam sang kéo dai 6 thang & 551 bénh nhan ngui Ién (bao gom

276 bénh nhan duoc digu tri bang levocetirizine) bi viem mii di ting dai dang (triéu

chitng xuat hign it nh&t 4 ngay mt tuan trong it nhét 4 twan lién tiép) va nhay cam

vdi bui nha va phan hoa da ching minh réing levocetirizine 5 mg cd tac dyng manh

hon déng k& so vei gia duge trong loai trit cac triéu chimg tdng thé cla viem mii di

{tng trong sudit thoi gian nghién ctu, khong cd bét ky phan ting mién dich nhanh.

Trong toan bd thdi gian nghién cttu, levocetirizine cai thign déng k& chat luong cude

stng cda bénh nhan lign quan dén vén dé suc khae.

Trong mét thit nghiém 1am sang cd déi chitng gia duitoc bao gém 166 bénh nhén bj ndi

may day ty phat man tinh, 85 bénh nhan duge cho dung gia dugc va 81 bénh nhéan

dugc diéu trj bang levocetirizing 5 mg mdt Ian méi ngay trong séu tuan. Biéu tri bang

levocetirizine lam giam dang k& mic dd ngita trong tudn dau tién va trong ca qué

trinh digu i so vdi gia duge. So véi gid duge, levocetirizine cing lam cai thién déng

ké vé chét lugng cudc sng lién quan dén stic khde theo danh gid vé chi s6 chat lugng

cudc sdng lign quan dén da liéu.

Mayfiay phaI man tinh da dugc ngh|en cttu nhu 13 mgt mo hinh cho cdc tinh trang

day. Do giai phdng histamin la mdt y&u 1 nguyén nhén trang cac hénh may day,

iaeotinizine dite cha 13 e hidte nud trann didin i tridn chitne eda car finh trann
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® Neu ban by suy than nang (suy than nang voi thanh
10 ml/ phit).

Tac dung khung mong mudn:

Cung gidng nhy cac thudc khéc, thudc ndy co the gay cac tac dung khang mong

mudn, mac du khang phai &t c& moi bénh nhan déu gap pha|

Téc dyng khdng mong mudn thrdng gap (c6 the xdy ra & 1-10 bénh nhan trong

100 hénh nhén):

Kha miéng, dau ddu, mét, budn ngl/ ngti ga.

Téc dyng khdng mong mudn it ggp (o8 thé xéy ra 1-10 bénh nhan trong 1000 bénh

nhén):

Kigt stic, dau hung

Khéng bigt tan sugt (khnng udc Iu‘nng duoc Ian suat 1l céc dit liéu hién co):

Tang sy them &n, gy g6, bén chdn, 4o giac, tram cam, mét ngd, cd y dinh ty 1, 0

gidt, cam giéc da hanhmmg (di cam), chang mét, ngat xiu, run, Ihay ddi vi gidc, réi

Ioan thi giac, nhin ma, cd cam gidc fuay hodc chuyén dang , danh téng ngye, nhip

tim nhanh kha the, budn ndn, ndn, viém gan, phat ban da nang (phat ban), ngua ban

da, nm mé day (sung, d8 va nyita da), dau co, dau khdp, dau hodc khd di tiéu, khnng

di ti8u dugc hét nud tidu trong bang quang, phu, tang can, bét thutng két qua xét

nghiém chic nang gan.

Nogay khi xudt hign céc ddu higu ddu tién cta mat phan tng qua mén [su‘ng mleng

ludi, mat va/ hodc hong, kh th hoac kho nudt véi may day (phu mach), glam huyét

ap dot ngat dan dén ruy mach hodc séc, 6 thé gay 1t vong) ngung dung vién nén

bao phim Pollezin 5 mg ngay Iap tifc va déng thei I|en hé vm bac sy cta ban.

Théng bao ngay L'Im bac 7 y hodc duroc sy cua ban néu cd bat ky tic n’ung

khéng mong mudn nao xayra trong qua trinh sd dung thuée, bao gnm cd céc

téc dung khang mong mudn chura duye liét ké trong 1 hutgng dén stk dung nay.

Nén trénh ding nhiing thudc hoic thuc pham gi khi dang sit dung thudc

nay?

Diing céc thude khdc:

Hay (hnng béo cho béc s§ hodc duge sy cta ban néu ban dang dung hoac mdi ding

hodc cd thé dung bat ky mdt loai thudc nao khic.

Can lam gl khi mdt ldn quén khong ding thudc?

Néu ban quén dung Pollezin, hodc néu ban da dung lidu Ihap hon lidu khuyén céo,
khang diing liéu gap ddi d8 bu cho idu da quén. Diing liéu iép theo vao thai gian
thng thutng.

Cén bao quan thudc nay nhr thé nao?

Béo quan ¢ nhiét dg khang qua 30°C.

DE xa tam tay cua tré em.

Khdng diing thudc nay sau ngay hét han dugc ghi trén hdp va vi thudc.

Khung hiy b6 thudc vao nudc thai hoac rac théi ho gla dinh. Hoi dugc sy cach hiy bo
cac thudc khang con st dung dén. Nhiing bién phap nay sé gitp bao vé mdi trung.

Nhiing dau higu va trigu chlmg khi diing thudc qua lidu:

Khi diing qué lidu 6 thé gdy budn ngt & ngudi lén. 0 16 em, ban déu cé thd théy bon
chdn sau dé 1 budn ngu.

Cén phai lam gi khi ding thudc qua liéu khuyén cao?

Néu ban da ding vién nén Pollezin vdi lidu cao hon ligu khuyén cao, hay thang bao
cho béc sy cia ban. Béc sy s quyét dinh can phéi lam gi tiép theo.

Nhiing diéu can than trong khi ding thudc nay:

Néu ban khnng Ihe di tiéu hét nudc tigu trong bang quang (trong céc tinh uang nhu
chan thuong tly sdng hodc phi dai tuyén tién liét), can tham khao ¥ kign cla bic sy.
Tré em:

Viéc dung Pollezin cho tré dudi 6 tudi khnng dugc khuyén céo do khéng thé dam bao
Iy dugc liéu thich hop vdi dang bao ché vién nén bao phim. Nén diing mét ché pham
levocetirzine dugc bao ché cho tré em.

Ding vién nén bao phim Pollezin 5 mg cung vo'i rrgw;

Can than trong khi st dung ddng thoi ruou va cac thudc anh hugng dén hé thén kinh
trung vong. ( cic bénh nhan nhay cam, st dung dnng thai Pollezin vdi rugu hoac céc
thudc khac anh hudng dén hé than kinh trung wong cé thé 1am suy giam st tinh 10
va gidm hoat ﬂong

Mang thai va cho con bu:

N&u ban dang mang thai hodc cho con bd, hodc ban co kha néng dang mang thai
hodc dang cd dy dinh mang thai, hay tham khao y kién cla béc sy hodc duge s§ tuse
khi ding thudc nay.

Anh huwdng dén kha nang I3i xe v vén hanh mdy méc:

Mat s6 bénh nhan dugc diéu tri bang Pollezin cé thé bj budn ngl/ ngt g3, mét mdi
va kigt stic. Than trong khi 14i xe hodc van hanh may mc dén khi ban biét thudc anh
hmmg nhu the nao dén ban. Tuy nhién, cac thir nghiém dac biét cho Ihay khdng cd sy
giam tinh tdo, khé néng phan tng hogc kha nang li xe & ngu‘m tham gia thr nghiém
khoe manh sau khi st dung levocetirizine d liéu khuyén cao.

Vién nén bao phim Pollezin 5 mg chifa lactose mannllydrate

Bénh nhan khang dung nap lactose can phai lvu y dén diu nay.

Néu béc sy timg thong bao rang ban bi di u'ng vdi mot vai loai dutmg, tham khao y
kién cua béc sy trudc khi st dung thudc nay.
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ay. Do gidi phang histamin 3 mdt yéu 18 nguyén nhén trong céc bénh may day,

vocetirizine ditgecho.la cd hifu qua.trong didu tn tridu chitg cda cac tinh trang
may day khdc, ngoai mé day ty phét man tinh.
Bién tam dd khong cho thdy céc téc dung lién quan clia levocetirizine trén khodng QT.
Tré em:
Ba an toan va higu qua cla vién nén levocetirizine cho tré em da dugc nghién ciu
trong hai Ihu‘ ngh\em 14m sang co ddi chu‘ng g|a dugc bao gém cac bénh nhan tir
6 dén 12 wdi bi viém miii di (ing theo mila va quanh nam. Trong ca hai thit nghigm,
levocetirizine cai thién déng k& tribu ching va tng chit ugng cude sding cia nhiing
bénh nhén nay.
0/tré em duti 6 1di, do an toan 14m sang dugc thiét 13p i mgt s§ nghién citu didu tri
ngan han hoac dai han:
magt thit nghiém [am sang ¢ do 29 ré em 2 dén 6 tudi bi vmm mii di (tng dwge
digu urj bing levacetirizine 1,25 mg ngay 2 Ian trong 4 wan.
mgt thir nghiém |am sang ¢ d6 114 wé em 1 dén 5 wdi bj viem mii di tng hoac
may day ty phat man tinh duge diéu 1] bang levocetirizine 1,25 mg ngay 2 lan
trong 2 twén.
mdt thir nghiém lam sang ¢ d6 45 tré em 6 dén 11 wai bj viem mii dj tng hodc
may day tr phat man tinh dugc didu i bang levocetirizine 1,25 mg ngay 1 lan
trong 2 tén.
mat thit nghiém lam sang dai han (18 thang) ¢ 255 té em 1t 12 dén 24 thang wo
duoc diu i dj ing béng levocetirizine.
Céc dit libu an toan twong ty nhu ket qua thu duge 1 cc nghién ctru ngén han duge
tign hanh trén té tr 1 dén 5 tudi.

Dic tinh droc ddng hoc

Duge ddng hoc clia levocetirizine 1a tuyén tinh, it bign ddi theo cé thé. Pac tinh dugc
ddng hoc gidng nhau khi ding dng phan levacetirizine va diing hdn hop racemic
cetirizine. Khang ¢d sif ddo nguge gitta céc chét déi quang trong qué trinh hap thu

va thai .

Hap thu:

Levocetirizine dugc hép thu nhanh va nhiéu sau khi unng Ndng dd dinh trong huyel
thanh dat duoc sau khi udng thudc 0,9 gio. Trang théi 6n dinh dat dugc sau 2 ngay
Nnng dg dinh trong huy&t thanh twong tng I3 270 ng/ml v 308 ng/ml sau khi uding
ligu dan va liéu nhéc lai 5 mg. Mch d6 hdp thu khang phu thudc vao lidu va khung bi
anh hlmng bai thitc @n nhung ndng dd dinh trong huyét thanh bi giam di va thi gian
dat ndng do dinh kéo dai hon.

Phén bé:

Chua cd dit liéu vé phan bd thudc ¢ md nguti ciing nhut khé ning qua dugc hang réo
mau nao cua levocetirizine. Uchuor va chd, nong d thudc trong md cao nhét & gan
va than, thap nhét & khnang than tinh trung uong.

C6 90% levocetirizine gan vao protein huyét tweng. Sy phén bd cda levocetirizine 13
han ché vi thé tich phén bé 12 0.4 lit/kg.

Chuyén hoa:

Mttc dé chuyén hoa cﬂa levocetirizine & ngudi 13 < 14% liéu dung va vi vy, nhlmg
khéc biét do da hinh vé di Iruyen hodc diing phm hgp cdc chét tc ché enzym coi nhut
khong déng k. Con dutig chuyén hoa bao gdm oxy hua @ nhan thom, kht alkyl N-va
0-va lién hop vdi taurine. Con duting khit alkyl ch yéu nhi xic tac ctia CYP3A4,
trong khi sif oxy hod & nhan thom lién quan d&n nhiéu loai CYP va/hodc cac CYP chua
dugc xdc dinh. Levocetirizine khang cd tac dung tdi hoat tinh cua cac isoenzym CYP
1A2, 2C9, 2C19, 206, 2E1 va 3A4 & céc ndng dd vugt xa ndng do dinh dat sau khi
udng liéu 5 mg.

Do thudc it dugc chuyén hod va khang cd tac dung de ché chuyén hod, nén dicing nhu
khong cé tuong tac cua levocetirizing dén céc thudc khéc hodc nguoc lai.

Thai tri:

Thoi gian ban thai trong huyét twong ngudi lén 1a 7.9+ 1.9 gm Ba thanh thai trung
binh trong co thé [ 0,63 mL/phm/kq Buting thai trit chinh cla levocetirizine va céc
chét chuyén hod 3 qua nutc tigu, chism khoang 85,4% lidu dung. Thai i thudc qua
phan chi chiém khoang 12,9% liéu ding. Levocetirizine dugc thai trir ¢a qua loc ciu
than va dao thai tich cyc qua dng than.

Bdi twgng bénh nhan déc biét:

Bénh nhan suy than:

B4 thanh thai ca levocetirizine trong co thé twong quan vdi thanh thai creatinin.

Vi véy, nén diéu chinh khodng céch gitta cac liéu levocetirizine theo d9 thanh théi
creatinin & bénh nhan suy thén vira va néng. Vi nguti bénh vo nigu va & giai doan
cudi cia bénh than, dd thanh théi toan b co thé sé gidm khodng 80% so vdi & ngusi
binh thung. Lugng levocetirizine dugc loai bd trong qua trinh loc méu chuan kéo dai
4 gi chi <10%.

176 em:

Dit ligu tir mdt nghién ciru dugc dong hoc ¢ tré em vdi mot libu udng duy nhat 5 mg
levocetirizine ¢ 14 1ré em tir 6 d&n 11 wdi o trong luong co thé dao dang 1ir 20 dén
40 kg cho thay gid tri Cmax va AUC cao gép khoang 2 Ian so vdi ngudi Ion khoe manh
trong mdt nghién citu so sdnh chéo. Cmax trung binh 13 450 ng/mi dat dugc sau tha
gian trung binh 13 1,2 git.. 0 nhitng tré em nay, thanh théi toan bd co thé Ién hon 30%,
va thdi gian ban thai ngan hon 24% so vdi & ngudi Ién. Céc nghién cttu dugc dong hoc

¥ V&y 1 phat man tinh da dugc nghién ciu nh la mat md hinh cho céc tinh trang
K d
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chuyén bigt chua dugc thuc hién & tré em dudi 6 tudi. Mot phan tich duge dang hoc
dan s6 héi cttu duge tién hanh wén 324 ngudi (181 wé em tir 1 dén 5 tdi, 18 tré em
1t 6 dén 1 twdi, va 124 nguti In tir 18 dén 55 tudi), duge dung ligu don hodc liéu da
cia levocatirizine trong khoang tir 1,25 mg dén 30 mg. Dit ligu thu duc tir phan tich
nay cho thiy ding liéu 1,25 mg ngay mdt I4n cho 1r8 tir 6 théng dén 5 i dugc cho
I4 s tao ra nng do thudc trong huyét thanh tweng 1 nhy ngudi Idn ding lidu 5 mg
figdy mét lan.

Ngurdi cao tdi:

Dit ligu dige ddng hoe & nguti cao i can han ché. Sau khi udng ligu I3p lai ngay
mat 14n 30 mg levocetirizine trong 6 ngay ¢ 9 bénh nhan cao wi (65- 74 wdi),
thanh thai toan b co thé thap hon khoang 33% so vdi nuti 1ré twai. Sy thay ddi
clia cetirizine racemic da dugc ching minh 1 phy thuc vao chitc nang than hon

I3 vao tudi téc. Biéu nay ciing cd thé ap dung cho levacetirizine, do levocetirizine

va cetirizine déu duge bai tiét chu yéu trong nudc tigu. Do dé, nén diéu chinh liéu
levocetitizing phit hap v chitc nang than ¢ bénh nhén cao wdi.

Gidi tinh:

K&t qua dugc dong hoe cho 77 bénh nhén {40 nam, 37 ni) dugc danh gia vé téc dong
c6 the cé clia gidi tinh. Thai gian ban théi 3 hai ngan han & phu ni (7,08 +1,72 gid)
50 vdi & nam gidi (8,62 + 1,84 gia). Tuy nhién, thanh thai duang udng tinh theo trang
Iugng co thé & phy nit (0,67 + 0,16 ml/phut/kg) twang tw & nam gidi (0,59 + 0,12 ml/
phiit/kg). Céc lidu hang ngay va khoang thai gian ding thudc twong 1y duec 4p dung
cho nam gidi va phy nit cd chitc nang than binh thugng.

Ching tgc:

Anh hugng cla ching tdc ddi vdi levocetirizine chua dugc nghién ciu.

Do levocetirizine dugc dao thai chl yéu qua than, va khang cd su khéc bigt quan trong
vé chiing toc trong thanh thai creatinin, dac tinh dutge dding hoc cla levocetirizine
duge cho |3 khang khac nhau giita céc ching tdc. Khang quan sat théy sy khéc bigt
lién quan dén ching tde trong duge dang hoc cla dong phan racemic cetirizine.
Bénh nhan suy gan:

Duge dang hoc cua levocetirizine ¢ nhitng bénh nhén suy gan chua dugc nghién ciu.
Bénh nhan bi bénh gan man tinh (té bao gan, & mt, va xo gan mat) dung liéu don
10 hoac 20 mg ddng phan racemic cetirizine oo thi gian han thai tang 50% va gidm
thanh thai 40% so vdi nguoi khde manh.

Mdi quan hé duge ding hoc / dugc lyc hoc:

Tac dyng ddi vdi cac phan ting trén da do histamin gy ra khang tuong tng véi cac
giai doan ndng do cla thudc trong huyét tweng.

Cic dii ligu an toan tién Idm sang:

Dit ligu tién 1am sang cho thay thudc khang gy tac hai dac bigt ddi vdi con nquiri
trong cac nghién citu vé duge I an toan, dic tinh truding dién, kha nang gay ddc cho
gen hodc gay ung thu, doc tinh ddi vdi sinh sén va phét trign.

Chi dinh diéu tri:

Bidu tr trigu chitng cua viem mili di tng (bao gom ca viém mii i img dai dang)

va may day t phat man tinh.

Liéu ding va cach diing:

Liéu ding:

Nauoi ldn vé tré em trén 12 tudi:

Ligu khuyén cao moi ngay I 5 mg (1 vién nén bao phim).

Nauor gia:

Nén didu chinh liéu cho nquti gia bi suy gidm chic nang than & mitc d trung binh
hoéc nang (xem myc "Bénh nhan suy than" & dudi.

Tré em t 6 dén 12 tudl:

Liéu khuyén co mdi ngay 1a 5 mg (1 vién nén bao phim).

Tré em 1 2 dén 6 tdi:

Duing dang bao chéd vién nén bao phim khang dam bao dugc an toan diéu tri cho tré
em 1t 2 dén 6 tudi. Nén ding levocetirizine vdi dang bao ché cho tré em.

Tré em dudi 2 tudl:

didu tri bang levocetirizine. Do d6, bénh nhéan dy dinh I4i xe, tham gia vao céc hoat
ddng cd thé gay nguy hiém hodc van hanh may méc can thn trong.

Tuung tac véi cac thudc khac va cac dang tueng tac khac:

Chura ¢ nghién cibu turong tac thudc duge tién hanh véi levocetirizine (bao gom

¢4 chua c6 cac nghién citu vdi thude gay cam (g CYP3A4); cac nghién citu vdi

ddng phén racemic cetirizine cho thdy khang cd tuong téc bét lgi trén 14m sang (vdi
antipyrine, azithromycin, cimetidine, diazepam, erythromycin, glipizide, ketoconazole
vé pseudoephedrine]. Nguti ta quan sat thdy sy giam nhe thanh thai cetirizine {16%)
trong mot nghién ciu dung da liéu véi theophylline (400 mg ngay 1 Ién) va cetirizine
dugc dung vdi céc lidu khac nhau, trong khi dd theophylline cd khuynh hugng khang
bi anh hugng khi ding ddng thei vdi cetirizine.

Trong mt nghién cttu dung da liéu ritonavir (600 mg ngay 2 In) va cetirizine (10 mg
méi ngay), mitc d tigp xic véi cetirizine téng khoang 40% trong khi da ritonavir ¢6
khuynh huting thay dai mot chit (-11%) khi ding ddng thii véi cetirizine.

Mitc dé hép thu cua levocetirizine khong bi dnh hirdng bdi thire an nhung téc do hap
thu giam.

(' nhitng bénh nhén nhay cam, stt dung ddng thoi cetirizine hodc levocetirizine va rugu
hodc cac thudc tre ché than kinh trung uong khac cd thé lam giam thém sy tinh téo va
giam hiéu suét cong vigc.

Tinh twong ky:

Khéng ap dung

Téc dung khdng mong mudn:

Cac nghién cttu lam sang:

Ngudi Idn v thanh thiéu nign trén 12 tudl:

Trong céc nghién cibu diu trj & phu nit va nam gidi tit 12 dén 71 tudi, 15,1% s6 bénh
nhan trong nhém st dung levocetirizine 5 mg ¢d it nhét mdt phén ting cd hai so vdi
11,3% s bénh nhan & nhém diing gid dugc. 91,6% céc phan (ing cd hai nay & mic do
nhe hodc trung binh.

Trong céc thit nghiém diéu tr, 1y 16 ngung diéu tri do tac dung khaing mong mudn

13 1,0% (9/935 bénh nhan) vi levocetirizine 5 mg va 1,8% (14/771 bénh nhan) vdi
gia dugc.

Céc thir nghiém diu tri 1am sang vdi levocetirizine tién hanh trén 935 bénh nhén
ding thudc vai liéu khuyén cao 5 mg méi ngay. Tit bdo cao tdng hop nay, cac phan
ling c6 hai sau day da duoc bao cdo vdi 1dn sudt 1% hodc cao hon (thutg gap:
>1/100 dén <1/10) khi dung levocetirizine 5 mg hodc gia dugc:

Tac dung khdng Gia dugc Levocetirizine
mong muén (n=171) (n=935)

Bau ddu 25 (3,2%)- 24.(2.6%)

Budn ngu 11(1.4%) 49 (5,2%)

Khd miéng 12 (1,6%) 24 (2,8%)

Mét moi 9(1.2%) 23 (2.5%)

Céc tac dyng khdng mong mudn khac vai tn suat it gap (it gap =1/1000 dén
<1/100) nhu suy nhuge hodc dau bung da dugc béo céo.

Céc phan (ing cd hai cd tac dung an than nhu budn ngtl, mét moi va suy nhuge xay
ra phd hién hon (8,1%) & nhém dung levocetirizine 5 mg so vdi nhém gia dugc (3,1%).
Tré em:

Trong 2 nghién citu cé kigm soét gid dugc & té em 6-11 thang tudi va 1-6 i,

159 bénh nhan dugc ding levocetirizine v liu twong tng la 1,25 mg méi ngay trong
2 wén va 1,25 mg ngay 2 14n. Cac tic dung khdng mong mudn sau dugc béo cdo vdi
1y 18 1% hoéic In hon & nham ding levocetirizine hodc gia duge.

Do khdng cd dit libu vé viée ding thudc cho nham bénh nhan nay, viéc ding Hé co quan va tac dung Gia dugc Levocetirizine
levocetirizine cho tré em dudi 2 tudi khang dugc khuyén cdo. khang mong mudn (n=183) (n=159)
Bénh nhéan suy thén: % a1
Khodng céch giita cac 14n dung thudic cAn phéi duge xac dinh cho titmg c4 nhan tdy Roi loan hd tidu héa
theo chitc nang than. Tham khao bang sau d@ diu chinh libu nhy hudng dén. BE T
st dung bang nay can utc tinh da thanh thai creatinin cda bénh nhan (Cler) tinh Tibweitny 0 3(1.9%)
theo mi/ phat, Cler {mi/phut) cé thé dugc xac dinh tir ndng dg creatinin huyét thanh Nén 1(1.2%) 10,6%)
{mgy/ dl) theo cdng thic sau: i '
[140- wdi nam] x thé trang (ko) Téo bon 0 2{13%)
Cly= XU P T
iy 72 x creatinin huyét thanh (mg/dl) Rdi logn hg than kinh
Bigu chinh fiéu cho bénh nhin suy giam chi ndng tha: Budn ngs ] 2(2.4%) | 3(1,9%)
Nhém Thanh thai creatinin Liéu diing va Réi loan tam than
(ml/phiit) khoang cach : Tn T
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716 em bf suy thén: Liéu ding phéi dugc didu chinh cho ting bénh nhan dua trén
thanh thai than va trong lvong co the. Khang cd di ligu liéu ding cu thé cho tré em
bi suy thén.

Bénh nhén suy gan:

Khng can diéu chinh liéu cho bénh nhan chi bi suy gan. C4n diéu chinh ligu ding cho
bénh nhan suy gan kém suy than (xem muc “Bénh nhan suy than” & trén).

Thai gian diéu trj:

Viém mii dj ting khong dai-dang (trigu chiing < 4 ngay/ tudn hodc kéo dai trong tho
gian dudi 4 wan) phéi dugc diéu tri theo bénh va tién st bénh: co the ngumg digu i
khi céc trigu ching mét di va tiép tue didu 1 khi céc trigu ching xuat hién 1rg lai.
Trong truding hop viém mii di ting dai déng (tribu chiing > 4 ngay/ tuén hoac kéo

dai rong han 4 tuén), bénh nhan nén tiép tuc didu tri trong thei gian 1iép xtc v di
nguyén.

Levocetirizine da duc st dung trong Iam sang trong thi gian 6 théng. B4i vdi may
day man tinh va viém miii di tng man tinh, dang ddng phén racemic cetirizine 4
duge si dung trong lim sang trong thif gian kéo dai dén mat nam.

Cach ding:

Thudc duge dung theo dung udng, bénh nhan can nut ca vién thudc vai mot lugng
nhd mude udng, ¢ the ding cing hodc khang cing thite an. Nén dng thude mot 1an
moi ngay.

Chéng chi dinh:

Bénh nhan man cam vdi levocetirizine, cetirizine, hydroxyzine, vdi bit ky dén chét
piperazine khac hodc vdi bat ky thanh phan nao cla thudc duge liét ké trong myc
“Thanh phan, ham lugng cia thudc/ T4 duge”.

Bénh nhan suy than nang vei thanh théi creatinin dugi 10 ml/phit.

Canh béo va than trong khi s dung thudc

Tré em:

Khang khuyén cdo si dung vién nén bao phim Pollezin cho tré em dugi 6 wdi do dang
bao ché vién nén bao phim nay khang dam bao I3y due lidu thich hop. Nén ding
levacetirizine & dang bao ché cho tré em.

Khdng dung levocetirizine cho 1ré em dudi 2 tudi.

Than trong khi ding thudc nay ddng the v oy (xem muc “Tuong tac véi céc thudc
khéc va cac dang twong tac khac").

Than trong khi ding cho bénh nhan san ¢6 cac yéu 8 gay bi tigu (nhu 16n thurong tiy
sang, phi dai tién ligt tyén) do levocetirizine ¢ th lam tang nguy co' bi tigy.

Vién nén bao phim Pollezin cha lactose monohydrate. Bénh nhan cd vén dé khang
dung nap galactose di truyén hiém gap, thiu hut Lapp lactase hodc kém hap thu
glucose-galactose khing nén ding thudc nay.

Anh hurdng dén kha ning sinh sén, mang thai va cho con bi:

Phu ni? cd thai:

Dit ligu vé viée st dyng levocetirizine ¢ phy nit mang thai la chra cd hodc cd rat han
ché (chua dén 300 trimg hop mang thail. Tuy nhign, ddii véi cetirizing, ddng phan
racemic cua levocetirizine, da co mt lugng Ién dit liéu (hon 1000 tring hop) & phu
nit mang thai cho théy khang c dj tat hoac dac tinh d6i vdi thai nhi / tré o sinh. Céc
nhién cifu trén dang vt khong cho théy téc hai tryc tiép hoae gidn tiép dén qud trinh
mang thai, sy phat trién phdi / bao thai, qua trinh sinh dé hodc phat trién sau sinh
(xem myc "Dt ligu an toan tién lAm sang"). Viéc st dung levocetirizine cd thé dugc
xem xét trong qud trinh mang thai, néu can thit,

Phu ni? cho con bu:

Cetirizine, ddng phén racemic cta levocetirizine, d3 dugc ching minh duoe tiét vao
sifa me. Vi vdy, levocetirizine cd khé nang ciing durac tift vao stra ngudi me. Cac phan
ting bat lyi lién quan dén levocetirizine cd thé quan sit dugc & tré ba me. Vi vay, can
than trong khi ding levocetirizine cho phy nit dang cho con bu.

Anh hirgng dén khd néng sinh san:

Chua c6 dit liéu lam sang vé nh huong dén kha naing sinh san cia levocetirizine.
Anh hudng dén kha nang I3i xe va vén hinh may méc:

Cac thif nghiém Iam sang so sénh cho thay khang cd bing ching viéc stt dung
levocetirizine & liéu khuyén cdo lam giam sy tinh tdo, phén (g hay kha nang l4i xe.
Tuy nhign, mat s6 bénh nhan cd thé cam thay budn ngd, mét moi va suy nhugc khi

P seni e dhpcis Al nuivan wam uian
(ml/phiit) khoang cach = . ;
giifa cac ligu Réi loan gide-ngt—— «—*’-8 ' 2{1,3%)
Chite: nang thén hinh >80 1 vién mdi ngay Céc nghign citu mi doi 4 kiém soat gia duge duge thye hign trén té em 1w 612 wéi
thutng & d6 243 tré em dugc cho ding 5 mg levocetirizine méi ngay trang nhing khoang thii
T — 50-79 | ien i oz gian khac phau ti dui 1 tuén dén 13 tuan. Cac tc dung khang mang mun sau duge
Uy than nhg i VIEN moi ngay bao cdo xdy ra vdi ty I¢ 1% hogc hon & nhém levocetirizine hodc gid duot.
Suy thén trung bin 30-49 Zngay 1 vién Tac dung khéng Gia duvc Levocetirizine 5 mg
Suy than nang <30 3 ngay 1 vien mong mudn (n=240) (n =243)
Bau dau 5(21% 2(0.8%
* Bénh than giai doan cudi - <10 Chéing chi dinh B sy
Bénh nhan chay than Budn ngd 1(0.4%) 712.9%)
nhén tao
Kinh nghiém hgu mai:

Céc tdc dyng khong mong mudn xéy ra trong qué trinh didu ti bang levocetirizine
duyc phén logi theo hé co quan v tdn sudt xay ra. Tan suat dugc dinh nghia nhu sau:
rél thtding yap (=1/10); thuéng gap (217100 dén <1/10); it gap (=1/1.000 dén
<1/100); hiém gap (=1/10.000 dén <1/1.000}; rét hiém gap (<1/10.000); khdng
biét tan sudt (khang thé uoe tinh 1 cac dif ligu hien co):

Rdi loan hé mién dich:

Khang bit tén su: phan ting mén cam bao gdm ca phan ing phan vé

Adi loan hé dinh dudng va chuyén hda:

Khang bigt tdn sudt: tany cdm gidc them an

Rdi Ioan tém thén:

Khéng bit 1dn sut: gay g6, kich dgng, 4o gidc, 1rdm cam, mét ngu, cd y dinh ty 1t
Rdi loan hé than kinh:

Khong bt tén suét: co giat, dj cAm, chéng mat, ngét, run, loan i gidc.

Rdi loan mét:

Khdng biét tdn suét: réi loan thi lyc, nhin mer

Rdi loan tar v mé dzo:

Khang biét tan suat: chong mat
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Rdi loan tim:

Khang biét tén sudt: danh tréing ngyc, nhip tim nhanh EGIS PHARMACEUTICALS
Private Limited Company
Budapest - Hungary

Adi loan hd hép, ngure vé trung that:
Khang biét tan suét: kha the

P N
EGIS
<

R loan tiéu hda:

Khdng biét tén suéit: budn ndn, ndn, tiéu chéy.

Réi loan gan mét:

Khang biét tan suat: viem gan

Rdi loan da va mo dudi da:

Khng bift tan suét: phir than kinh mach, ngua, phat ban, ndi may day

Adi logn ca xutang vé md lién két:

Khang biét tan sudt: dau co, dau khap.

Rdi loan thén vé tiét niéu:

Khadng biét tn suét: kho tiéu, bi tidu.

Rdi loan twén thén vé tai vj tri ding thude:

Khang biét tan suét: phu.

Cdc xét nghigm cén lim séng:

Khdng biét 1dn sust: tang can, bt thuding xét nghiém chitc nang gan.

Qua lidu:

Triéu chitng:

Triéu ching clia qué liéu c6 thé gém budn ngd & ngudi Ign, ban dau 13 kich dang va
badn chdn sau dé 14 budn ngd ¢ tré em.

Xé i

Chua cd thudc giai doc déc higu ddi véi levocetirizine.

NEu xy ra qud liéu thi can tién hanh digu tri trigu chiing va diéu 1rj h6 trg. Rita da day
o6 thé duge can nhic néu vira mdi ding thudc qua lidu. Phuang phap tham phan méu
khéing gitip logi bd duve levocetirizine.

Céc dau higu va canh bao khac:

Khang &p dung

Nha san xuat:

EGIS PHARMACEUTICALS Private Limited Company

Tru sg: 1106 Budapest, Keresztdri it 30-38., Hungary

Nha may: 1165 Budapest, Bakenyfaldi it 118-120., Hungary

EGIS Doc.: No.:
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