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o HUGNG DAN SU DUNG THUOC
:/WW ide N Vifin nén
ﬁ GONG Y \ :
‘;’*r’ choee” - SEATINE 20

| \ %\ MF““‘““" Doc kjf hutng ddn sir dung tricée khi ding |
DE xa tdm tay tré em

Mbi vién nén chira:

Thanh phin hoat chit: Cetirizin dihydroclorid ............. 20 mg.

Thanh phin té dwge: Lactose, Maize starch, Polyvinyl Pyrrolidone K30, Sodium starch glycolate,
Tale, Magnesium stearate, mau Erythrosine lake,

2, DANG BAO CHE:
Vién nén,

| M@ ta: Vién nén hinh tron, mau hong, hai mét khum, miit vién bong, thanh va canh vién lanh Lin.
3. CHI PINH

Nguei lém va tré em tir 12 tudi tré lén: Cetirizin duoc chi dinh 1am gidm nhanh céc triéu chimg sé mii,
nghet mili lién quan dén viém miii di vmg dai ding va theo mua (trc 12 hit hoi, chay nudc mii, chay

nude mfii, nghet mii, chiy mrée mét va dé mét, ngira miii/hong) va may day tu phat mén tinh (vi du f
nhu ngira va ndi mé day). (t
Tré em dudi 12 tuéi: Khong khuyén cdo diing Seatine 20 cho tré em duéi 12 tudi vi su an toan hidu \

qua ctia thude chwa duge chimg minh. Nén tim dang bao ché khéc ¢6 ham Iwong pht hgp véi tré em
dudi 12 tudi.

4. CACH DUNG, LIEU DUNG

Cich ding: Thube duge dung dudmg ubng, c6 thé udng cing holic n goai bita dn.

Litu dang:

Nguoi lén va tré em trén 12 tudi: Lidu khuyén cdo 1a 1 vién x 1 1in/ ngay. Khoéng dung qua 1 vién (20
mg) 1 ngay.

Nguoi cao tudi > 65 tudi: Khong khuyén céo dung SEATINE 20 cho bénh nhén tir 65 tudi trd [én. Lidu
khoi déu khuyén cdo 1a 5 mg x 1 1in/ngay.

Bénh nhdn suy gan: Khong khuyén cdo ding SEATINE 20 cho bénh nhén suy gan tir vira dén nang.
Liéu khoi dau khuyén c4o 12 5 mg x 1 lAn/ngay.

Bénh nhén suy thin: Khéng khuyén cao ding SEATINE 20 cho bénh nhén suy thdn mirc d trung
binh. Liéu khoi dau khuyén céo 1a 5 mg x 1 ldn/ngdy. Chdng chi dinh ding Seatine 20 cho bénh nhan
suy thén niing.

Tré em dudi 12 tudi: Khong khuyén céo ding SEATINE 20 cho tré em du6i 12 tudi. Nén tim dang bao
ché khéc ¢6 ham lugng phit hop hon.
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5. CHONG CHI PINH
Nhiing bénh nhén ¢6 tién sir qua mén véi bit eir thanh phéin nao cta thube, vai hydroxyzin hodc bt cir
dén xudt nao coa piperazin.

Bénh nhén suy thin nang ¢d d thanh thai creatinin dudi 10 ml/phit.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Céc phan ting da nghiém trong nhu myn mi ngoai ban cfip tinh toan thin (AGEP) di dugc béo céo rit
hiém khi xay ra v&i cde san phdm cé chita cetirizin, Dot bing phat myun mu ¢ép tinh ndy c6 thé khoi
phat sém hode mudn véi biéu hién 1a nhiéu mun mu nhé, chil yéu 1a khong nang phét sinh trén mét ban
@6 phi né lan réng chi yéu khu trii trén cdc nép gip da, than va chi trén, ¢6 thé kém theo sot. Bénh
nhin cén duoce theo doi cdn than.

Néu céc triéu chimg van tdn tai hodic trAm trong hon hodic xuit hién céc tridu chiing mdi, bénh nhan
nén nging dung thude va tim dén sy tu vén clia béc si.

Ciic hoat déng yéu chn sy tinh tdo vé tinh thin

Céc nghién ciu s dung céc phép do khdch quan da cho thiy khéng c¢6 tdc dung cla celirizin
dihydroclorid khi ding lidu 10 mg ddi v&i chire ndng nhan thire, hiéu sudt van dong holic do tré gifc
ngu & nhitng ngudi tinh nguyén khoe manh.

Tuy nhién, trong céc thi nghiém lam sang, sy Xuat hi¢n cua mot s6 hiéu ung thén kinh trung wong, dac
biét 13 budn ngu, da duge bdo cdo. Nén khuyén cao bénh nhan khong nén lay xe¢ hoic van hanh may
mée néu budn ngl xay ra. Bénh nhan nén tranh str dung dong thoi cetirizin hydrochlorid véi céc chit
an thin, bao g%)m cd ruou, vi lam gidm thém sy tinh tdo va lam tang sy suy giam than kinh frung vong.

Bénh nhin cao tudi

Cetirizin dihydroclorid dung nap t6t & bénh nhén tir 65 tudi trar 1én. Thai tir cetirizin dihydroclorid
giam tuong tmg véi dé thanh thai creatinin. O nhitng bénh nhén ¢6 su gidm d6 thanh thai creatinin (vi
du & nhitng bénh nhan suy than vira), khuyén céo khoi dau didu tri v6i lidu 5 mg x 1 lan/ngay.

Bénh nhin suy gan

Cée trudng hop xét nghiém chirc ning gan (transaminase) doi khi phai thyc hién trong subt qua trinh
diéu tri véi cetirizin dihydroclorid. T¥ 1& nay 14 1,6% trong céc thir nghiém ngén han va 4,4% trong thir
nghiém 6 thang. Téang men gan, chi yéu 12 ALT, thudng c6 thé hdi phuc duge. Khong co bing ching
vé vang da hodic viém gan, va ¥ nghia [am sang hién chua dwoc biét rd.

Do dé, nén thin trong khi st dung Seatine 20 cho nhiing bénh nhén cé bénh gan tir trude. O bénh nhan
suy gan trung binh, lidu khéi diu duoc khuyén cdo 12 5 mg x 1 1An/ngay.

Ciinh bio lién quan dén t4 dwoe

Thube ndy cd chia lactose, bénh nhén bi 101 loan di truyén hiém gidp nhu khdng dung nap galactose,
thiéu hut lactase hodn toan hodic kém hip thu glucose-galactose khong nén ding thudc nay.

7. SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu niv co mang thai:

Chua c6 nghién ctru diy do va c6 kiém sodt & phu nif mang thai. Cho dén khi ¢6 day du dit licu nghién
et vé tinh an toan, khong nén st dung Seatine 20 trong thoi ky mang thai, trir khi duge chi dinh khac

cua bac sT.
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Phu nit cho con bu:
Khéng khuyén céo sir dung cetirizin dihydroclorid & phu nit cho con bu, trir khi duoce chi dinh béi béc
si. Mite dé bai tiét cia cetirizin dihydroclorid vao sita me chira duoc biét 1d.

8. ANH HUONG CUA THUOC LEN KIIA NANG LAI XE VA VAN HANH MAY MOC
Cetirizin géy ra céc tde dung khéng mong mudn nhu budn ngi, mé mit, a0 gide, Néu bénh nhén ¢o cée
triéu chimg ndi trén thi khéng nén lai xe va viin hanh may méc.

9, TUONG TAC, TUONG KY CUA THUOC

Tﬁng quan

Céic nghién clru tuong tée gitta cetirizin dihydroclorid va ruou hode diazepam chi ra ring & liéu didu
iri, cetirizin dihydroclorid khong 1am tang su suy giam kha nidng van ddéng va tri ¢ do ruou hode do
diazepam giy ra.

Thube khéng nén sir dung véi cac chit an thian nhu ruou va mét s6 loai thude khic, bao gém thude
chﬁng lo &u, thube hd tro giéc ngu, thudc khang histamin, thudc chdng tram cam, thude gidn co hodc
thube giam dau do cdc twong tac co thé xay ra.

Twong tic

Khéng ¢6 twong tac thude cd ¥ nghia 14m sang ndo duge tim thiy véi theophyllin, speudoepherin,
cimetidin, erythromyein va ketoconazol, Dt liéu dich t& hoc cho thiy ring ciing s& khong tuong tac
v6i cdic khang sinh macrolid khéc hofic thude khang nédm imidazol. Trong céc thir nghiém 1am sang,
cetirizin dihydroclorid d& duoe st dung an todn véi thube chi van beta, thude chéng viém khong
steroid, thudc tranh thai, thubc giam dau cé chdt pdy mé, corticosteroid, thude khang Ha,
cephalosporin, penicillin, hormone tuyén gidp va thube loi ti¢u thiazid. Néu budn ngi xay ra, nén tranh
sit dung ddng thoi cetirizin hydrochlorid v6i cde chét an than vi gidm thém su tinh tdo va suy giam
thém hoat dong ctia thin kinh trung wong c6 thé xay ra.

Cetirizin khong chic chin c6 twong tic déng ké trén 1am sang véi cac macrolid khdc nhur
clarithromycin hodc cdc thube chéng ndm imidazol khéc nhu itraconazol & bénh nhén ¢6 chic ning
gan va than binh thudng. Dir lidu dich t& hoc khéng cho thiy su gia ting céc tac dung khéng mong
muon, trén tim hodic khéng phai tim, & nhitng bénh nhén duge difu tri bing cetirizin dong thdi véi
macrolid va thude chéng nim imidazol.

Tuwong Ky

Do khong ¢6 cde nghién ciru vé tinh tuwong ky ca thude, khong tron 14n thude ndy véi cac thude khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Céc tac dyng khong mong mudn dudi ddy dugc quan sat khéng thudmg xuyén (bing hodc ft hon 2%),
& 3.982 bénh nhén dung cetirizin hydroclorid trong cac thir nghiém trén toan thé gidi, bao gbm mot
nghién clru mé kéo dai 6 thang; méi quan hé nhdn qua véi viée sir dung cetirizin hydroclorid chura
dwoc thiét 14p.

Diéu tri tai ché: phan tmg tai noi didu tri, viém tai chd tdém.

HE than kinh thuc vdf: chan n, bi tifu, do birg mit, ting tiét nude bot.

Tim mach: danh tréng ngye, nhip tim nhanh, ting huyét 4p, 18i loan nhip tim, suy tim.
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Hé than kinh trung wong va ngogi bién: mét moi, chong mat, mit ngu, céng thang di cam, 14 14n, ting
ddng, ting truong luc, dau nira dhu, run, chong mit, chudt rit & chén, mét diéu hda, kho phat am, phévi
hop hoat dong bét thudng, ting cam gidc, giam cam giac, viém tiy, té ligt, sup mi, 61 loan ngén ngi, |
co gidt, khiém khuyét thi trudmg. |
Noi 1ié1: rbi loan tuyén giap. ‘
Tiéu hoa: budbn ndn, viém hong, thém #n, kho tiéu, dau bung, tiéu chay, CIiiy hoi, tdo bon, nén mira,
viém miéng loét, rdi loan lui, siu ring trdm trong hon, viém miéng, ddi mau ludi, pht lu@i, viém da
day, xuét huyét truc trang, i, phin den, chire nang gan bt thuemg.
Tiét niéu sink duc: da niéu, nhiém tring dudong tiét ni¢u, viém bang quang, tidu khd, tiéu ra mau, nude
tiéu bat thudng |
Thinh gide vé tién dinh: dau tai, U tai, diéc, nhiém dée tai.
Chuyén héa/dinh dwdng: khat nude, phi né, mét nudc, déi théo dudmg, |
Co xwong khép: dau co, dau khép, roi loan xwong, thodi héa khap, r6i loan gin, viém khép, yéu co.
Tdm than: trdm cam, mét 6n dinh cam xtc, suy giam kha ning tép trung, lo ling, mat nhin cich,
hoang tudng, suy nghi bét thuodng, kich dong, mét tri nhd, giam ham muén tinh dye, hung phéin.

Cor ché dé lhdng: suy piam kha ning lanh vét thuong, herpes simplex, nhidm tring, nhiém ndm, nhiém

VIrus,

H¢ hé hdp: chiay méu cam, viém mii, ho, 101 loan Lo hép, co thit phé quan, khé thd, nhiém tring 136
dwomg hd hép trén, tang théng khi, viém xoang, tang dorm, viém phé quan, viém phéi c_;
Sinh san: dau bung kinh, rdi loan kinh nguyét, dau vi & phu nit, chdy méu giita ky kinh, khi hu, rong g(fg
kinh, c6 thai ngoai y mudn, viém 4m dao, rdi loan tinh hoan. ;i;::
Luréi noi mé: bénh hach bach huyét. S
Da: ngha, phét ban, roi loan da, kho da, may day, mun trimg cd, viém da, ban do, ting tiét md hoi, fﬁ:é;

rung téc, phit mach, nhot, phat ban béng nuée, cham, ting sing, rdm [6ng, phdn ing nhay cam anh
sang, phan {mg djc hai do nhay cdm vé&i dnh sang, phdt ban dat sin, tiét ba nhon, ban xuit huyét

Cdc gidc quan déc biéi: loan vi gidc, mét vi giac, roi loan khiru gide.

Thi Iuc: bat thudng vé mat, thi lyc bat thuomg, dau mat, viém két mac, kho mit, ting nhin ép, xuét
huyét mat.

Todn than: ting can, dau lung, khé chiu, dau, dau ngue, sot, suy nhuge, phit toan than, phii quanh b
miit, phit ngoai bién, ctng khdp, phi chin, phit mt, béc hoa, bung to, phin tmg di Gng, polyp mili.
Phén dng c6 hai ciia thudc trong thir nghiém lim sang it gip hon (< 1%)

Tang cin duge bao cdo 1a tac dung phu & 0.4% bénh nhan ding cetirizin trong céc thir nghi¢m doi
chimg voi gia duge. Trong mdt nghién ctu mé kéo dai 6 thang, mirc ting cin trung binh la 2,8% sau
20 tuan va khong tang thém sau 26 tufin.

Két qui héa hoc 1am sang va huyét hoc bit thwong

Pai khi xdy ra truong hop ting transaminase gan thodng qua, co hdi phuc trong khi diéu tri béng
cetirizin.

Tiac dung khing mong mudn ciia thudc sau khi dwa thude ra thi truing

Céc tac dung khong mong mudn cia thude duge xdc dinh trong qua trinh thude huu hanh bao gdm: moy
mat, sung mit, dau byng bat thuong, dai dam, chie ning gan bat thuong (ting transaminase,
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phosphatase kiém, alanin aminotransferase, aspartat aminotransferase va y-glutamyl transferase), 16i
loan cuong dwong, &0 pgidc, rdi loan tiéu héa, rbi loan véin déng, loan truong luc co, suy gidm tri nhd,

run, dau khop, bi tiéu, ngira khi cai thude va tang cdn.

Theo kinh nghiém sau khi thude luu hanh, cac téc dyng phy hiém giip, nhung tiém &n nghiém trong sau
diy da duoe bdo cdo: thiéu méu tan méu, gidm tiéu cdu, ri loan vén dong mudn, ha huyét dp ning,
phén vé, viém gan, viém cdu than, thai chét luu, ¢ mét va bénh mun mu ngoai ban toan thin ¢ip tinh.
Ngoai ra, mot sb truomg hop cé biét vé cac phan (ing ¢d hai ctia thude sau ddy da duge bio cdo: co gidt,

ngét, hung hing va qua man.

Théng bdo choe bde si nhitng tdc dung khiong mong mudn gap phai khi st dung thusc.

11. QUA LIEU VA CACH XU TRi

Triéu chung

Qud lidu véi cetirizin dihydroclorid di duge bdo cdo. Triéu ching duge bao cédo sau khi qud liéu
cetirizin chii yéu lién quan dén cac téc dyng trén hé thin kinh trung wong hodc céc tac dong khang
cholinergic. .

Tac dyng khong mong mudn duge ghi nhén sau khi diing mét liéu it nhét gdp 3 lan licu khuyén cdo
hang ngay: 1a lan, tidu chay, mét, nhirc dAu, khé chiu, gifin déng tir, ngtra, bdn chdn, an thin, budn nga,
sting s0, tim dap nhanh, run va bi tiéu. O tré em, ghi nhén sy tang dong va hon mé nghiém trong. Néu
qué liéu cdp tinh xay ra, xem xét 1am rlra da ddy trong mot vai gior ddu tién sau khi diing qu4 lidu,

Cdcl xi tri

Piu tri triéu ching va hd tro va nén tinh dén cac loai thube dugce sir dung ddng thoi. Khong ¢b thude
gidi doc ddc higu cho cetirizin dihydroclorid. Thém phan méu khang hiéu qua trong vide diéu tri qua

liéu cetirizin.

12. DAC TINH DUQC LU'C HQC

Nhém duwge Iy: Khang histamin, dbi khang thy thé H1

Mia ATC: ROG6AEQ7

Co ché hoat déng:

Cetirizin hydroclorid 12 mét chét chuyén héa hoat dong cia hydroxyzin & ngudi. Cetirizin 1a mét hop
chit chéng di tmg cé tac dung ddi khang va Gc ché chon lpc cac thy thé H1 ngoai vi. Cetirizin
hydroclorid duge phan biét vdi cée chit ddi khang thy thé histamin H1 khac do ¢6 chic ning ctia acid
cachoxylic. Su khéc biét ndy cé thé chiu mot phin trach nhiém cho tinh chon loc cla cetirizin
hydroclorid dugc thﬁy trong cac mo hinh duge ly va cée dic tinh duge dong hoc dic biét cna né &
nguoi.

Tic dong duge ly:

Hoat tinh khang histamin cua cetirizin d& dugc ghi nhén trén nhiéu mé hinh & dong vat va trén nguoi.
Trén md hinh dong vit cho thiy cetirizin khong ¢6 tic dung dang ké d6i voi tac dung khing
cholinergic hodc serotonergic. /2 vifro, cdc nghién ciru v& gin két véi thu thé cho thiy thube khong b
4i Tue déng ké v6i thu thé nao khéc ngoai thu thé Hi. Céc nghién ciru phéng xa cho thiy cetirizin tham
nhap khéng dang ké & nfio. Celirizin ding toan thin chiém s6 lwong khong dang ké cac thy thé 11, &
ndo. Nhiéu nghién ctu thir nghiém khéch quan va chii quan trén nguoi tinh nguyén khoe manh di
chimg minh cetirizin & liéu 1én dén 10 mg khéng co su khéc biét déng ké véi gia duge 18n hé than kinh
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trung wong, budn ngl ban ngdy, thdi gian phan xa, sy tinh tdo cta tinh thén, kha ning thue hién cong
viée, suy nhuge thén kinh trung wong khéch quan va nhidu chite ning nhan thire khac.

Cetirizin khing 1am trdm trong thém bénh hen suyén va cd hiéu qua d6i v6i nhidu loai roi loan qua
trung gian histamin. O nguoi truong thanh, lidu ubng tir 5-20 mg & ngudi gidm déng ké phén dng san,
phi va hdng ban do ndng d¢ rét cao clia histamin trong da gy nén. Sau khi ubng lidu duy nhét 10mg,
thude bt diu ¢6 tac dung trong vong 20 phit trén 50% dbi tugng thir nghiém va trong vong 1 gio ¢
95% @61 tugng. Tée dung nay coa thube duy tri it nhét 24 gity sau khi ubng mt lidu duy nhat.

13. PAC TINH DUQC DONG HQC

Hép thu

O ngudi 16n, cetirizin dihydroclorid hép thu nhanh chong sau khi ubng. Nong do dinh & trang thai cén
bing sau khi udng lidu 10 mg khoang 300 ng/ml, dat duge sau khoang 1 gio. Thire dn khong lam thay
ddi sinh kha dyng qua do lwémg mre d§ hip thu cla cetirizin méc di téc dd bép thu giam cham hon
khoang 1 gi¢r v&i Cmax thip hon 23%.

Phiin bé

Trong cac th nghiém ldm sang, ty 1€ lién két cia cetirizin v6i protein huyét tuong 1a 93%. Thé tich
phan bb bidu kién 1a 0,45 lit/kg.

Chuyén héa

(3 ngudi 1ém, cetirizin it chuyén hoa hon cée thube khang histamin khdc va khoang 60% liéu dimg
dudng ubng dwoe chuyén hoa dudi dang khéng d6i trong 24 gidr. Sinh kha dung cao chu yéu l1a do
cetirizin chuyén héa 1in déu thip. Chi cé mdt chét chuyén hoa duge xdc dinh ¢ ngudi cua cefirizin la
sdn phim cta qué trinh khir alkyl oxy héa nhdm carboxylmethyl cudi mach. Hoat ddng khdng histamin
cua chét chuyén héa nay khong déng ké.

Thai trie

Thovi gian béan thai trong huyét twong khoang 8-9 gir va khong thdy c6 su thay dbi déi vai cetirizin sau
khi dung lidu I3p lai hing ngay. Dugce dong hoc khéng phy thude vao lidu va nbng do trong huyét
twong ty I€ véi liéu diing & khoang lidu tix 5 dén 20 meg.

Cic dbi tweong dic biét:

Ngrwoi cao tudi:

DO thanh thai clia cetirizin ¢ dihydroclorid gidm & bénh nhéan cao tudi, nhung chi tuyén tinh véi su
giam do thanh thai cta creatinin. Do do6, & 16 bénh nhén co6 dé tudi trung binh 1a 77 tudi, thoi gian bén
thai tang lén 12 gid. Trong thir nghiém lam sang & 59 bénh nhan ¢6 d tdi tir 60 dén 82 tudi, udng 10
mg cetirizin dihydroclorid mdi ngay, khéng tim thiy ndng d cua cetirizin dihydroclorid tich lily dang
ké trong mau.

Bénh nhin suy gan/suy thin:

¢ nhitng bénh nhan suy gan va than tir nhe dén trung binh, dd thanh thai cta cetirizin dihydroclorid
gidm va AUC, thoi gian bédn thai ting {r 2 dén 3 14n. PO thanh thai toan co thé ty 18 vé&i su gidm do
thanh thai creatinin. Nong dé dé trong huyét twong khong bi anh huéng boi thim phan mau. Thai gian
bén thai & nhitng bénh nhén thim phan méu la khoang 20 git va AUC huyét tuong tang gép 3 lin.

14. QUY CACH PONG GOI
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Hop 3 vi x 10 vién (vi AI/PVC) + 01 t& hudng din st dung,
Hop 10 vi x 10 vién (vi AVPVC) + 01 t hudng dan sit dung.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC

- Biéu ki¢n bio qudn: Noi khé thodng, tranh dnh sang, nhiét do duéi 30°C. |
- Han dimg: 36 thang ké tir ngay san xudt.

- Tiéu chuiin chit lwpng: TCCS. .

16. TEN, BIA CHI CUA CO SO SAN XUAT

Ca 50 san xudt: CONG TY CO PHAN DUQC ENLIE.

Dia chi: Puomg NA6, khu cong nghiép My Phude 2, phuong M§ Phude, thi x& Bén Cét, tinh Binh
Dueng, Viét Nam,

Dién thogi: 0274.3553326 Fax: 0274.3559899
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