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. Tén thude: SK-CETRI
2. Thanh phin cong thirc thude

HUONG DAN SU DUNG THUOC
SK-CETRI
Doc kj hueéng dan s dung trude khi diing.
Dé thudc xa tam tay tré em.

M&di ml dung dich udng c6 chia:

Thanh phan hoat chdt: Cetirizine dihydrochloride 1 mg.

Thanh phan td dwge: Sorbitol, Glycerin, Propylene Glycol, Sodium Saccharin, Methyl
Hydroxy benzoate, Propyl Hydroxy benzoate, Sodium Acetate Trihydrate, Glacial Acetic
acid, Banana Flavour 505449B, nuéc tinh khiét.

Dang bao ché: Dung dich ubng

Mo ta dang béo ché: dung dich trong sudt, khong mau.

Chi dinh

Chi dinh cho ngudi 16n va tré em tir 2 tudi trér 1én:

- Giam triéu chimg & miii va mét cua viém mii di img theo mua va lau nam.

- Giam triéu chimg mé day ty phat mén tinh.

Cich dung, liéu diung

Liéu ding:

Tré em tir 2 dén 6 tuoi: 2,5 mgx 2 lan/ngay (2,5 ml x 2 lan/ngay).

Tré em tir 6 dén 12 tuéi: 5 mg x 2 1an/ngay (5 ml x 2 lan/ngay).

Nguoi 16m va thanh thiéu nién trén 12 wéi: 10 mg x 1 lan/ngay (10 ml dung dich uéng).
Ngudi cao tuéi: Dit liéu khong cho thdy cin phai giam liéu & ngudi cao tudi mién 1a chic
nang thén binh thuong.

Bénh nhdan suy than tir trung binh dén nang:

Khéng ¢6 dit liéu nao ghi lai ty 1¢ hi¢u qua/an toan ¢ b¢nh nhan suy thén. Vi cetirizine chu
véu duoc bai tiét qua dudng than, trong truong hop khong thé sir dung phwong phap diéu tri
thay thé, khoang cach liu dung phai dugc ci thé hoa theo chire nang thén. Tham khéao bang
sau va diéu chinh liéu ding theo chi dinh. D& sir dung bang liéu dung nay, can uéc tinh do
thanh thai creatinin (CLcr) ctia bénh nhédn theo ml/phit. CLer (ml/phut) ¢6 thé duoc udce tinh
tir viée xac dinh creatinin huyét thanh (mg/dl) bing cong thirc sau:

[140 — tudi (ndm)] X khéi lwong (kg)
Cler =

. - mg (x 0,85 d6i vé&i phu nit)
72 X creatinin huyeét thanh (W)

Chinh liéu cho ngudi 1ém véi chire ning than suy giam:

Nhém D§ thanh thai creatinin (mI/phit) |  Liéu dung va tin suit
Binh thuong >80 10 mg (10 ml) 1 lan/ngay
Nhe 50-79 10 mg (10 ml) 1 lan/ngay
Trung binh 30-49 S5mg(Sml)l lan/ngay
Ning <30 5 mg (5 ml) 1 1an/2 ngay
Gi;ai doatn cudi — dang <18 Chéng chi dinh
thdm phéan

G bénh nhi bj suy than, lieu dung s& phai duoc diéu chinh tiy theo timg cé nhén, 6 tinh dén
d¢ thanh thai than, do tudi va cén ning cua bénh nhén.
Bénh nhdn suy gan: Khong can chinh liéu & bénh nhan chi méc bénh suy gan.
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Bénh nhdn suy gan va suy thdn: Khuyén cdo chinh lidu (Xem Bénh nhén suy than tir trung
binh dén ndng & trén).

Dung dudng udng, str dung cbe dong ¢6 vach (2,5ml; Sml; 7,5ml; 10ml) dé liy luong thube
can thiét.

Chéng chi dinh

Bénh nhdn qua man voi cetirizine, vi bt ky thanh phin t4 duoc cua thube, voi
hydroxyzine hoidic vdi cac dan chét piperazine.

Bénh nhan suy than ning vadi do thanh thai creatinin dudi 10 ml/phut.

Cinh bido va thin trong khi dung thude

O lidu didu tri, tuong tac voi rugu (voi ndng do cdn trong mau 1a 0,5g/L) khong duge ching
minh 12 ¢6 y nghia vé mat lam sang. Tuy nhién, cin than trong khi dung chung véi ruou.

Cén than trong & nhimg bénh nhan ¢é yéu té nguy co bi tiéu (vi du nhu ton thuong tiy séng,
phi dai tuyén tién 1iét) vi cetirizine c6 thé lam tdng nguy co bi tiéu.

Cén than trong & nhig bénh nhan dong kinh va nhimg bénh nhan c6 nguy co co git.

Thude khang histamin trc ché phan ing vdi cac xét nghiém di img trén da va can c6 thoi gian
rura troi (3 ngay) trudce khi thye hién cac xét nghiém nay.

C6 thé xay ra ngira vivhoiic ndi mé day khi ngimg cetirizine, ngay ca khi cac triéu chimg d6
khong xuét hién trude khi bat dau diéu tri. Trong mot s6 truong hop, cac tri¢u ching cé thé
dir di va ¢6 thé can phai bat du lai qud trinh diéu trj. Céc triéu chimg s& hét khi bat dau lai
qué trinh diéu tri.

Viée sir dung thude khong duge khuyén cdo & tré em dudi 2 tudi.

Td dwoc

Thubc c¢6 chita Methyl Hydroxy benzoate, Propyl Hydroxy benzoate, c6 thé gy ra cac phan
tmg di img (c6 thé xay ra cham).

Bénh nhén bi ri loan khong dung nap fructose do di truyén khong nén dung thudc nay.
Thude chira it hon 1 mmol (23 mg) natri mdi lidu u6ng, dugc xem 1a khong chira natri.

Sir dung thude cho phu nir ¢é thai va cho con bi

Phu nir mang thai

D& véi cetirizine, dit 1iéu thu thap theo du dodn vé két qua thai ky khong cho thiy kha ning
gay doc cho me hodc thai nhi/phdi thai cao hon ty I¢ nén. Céc nghién ctru trén dong vat khong
chi ra téc dong c6 hai truc tiép hodc gian tiép lién quan dén thai ky, su phat trién cta phdi
thai/thai nhi, qué trinh sinh n& hodc su phét trién sau sinh. Tuy nhién, vin can than trong khi
ké don cho phu nit mang thai.

Phuy nit che con bu

Cetirizine duge bai tiét vao sira me & ndng dd tuong tng véi 25% dén 90% ndng do do dugc
trong huyét twrong tiry thudce vao thai gian 1dy mau sau khi ding. Do d6, cin than trong khi ké
don cetirizine cho phu nir dang cho con bu.

Kha nang sinh san

C6 it di lidu vé& kha nang sinh san cua con ngudi nhung khong c6 mdi lo ngai nao vé an toan
duoc xée dinh. Dit lidu trén dong vét cho thay khéng c6 mbi lo ngai nao vé an toan dbi véi
kha nang sinh san cua con ngudi..

Anh hwong cua thudc 1én kha nang lai xe, van hanh may moée

Cac phép do khach quan vé kha ning lai xe, thoi gian ngt va hiéu suat day chuyén lap rap
chwa chimg minh duge bat ky tic dung ¢6 lién quan vé mit 14m sang nao & lidu khuyén céo la
10 mg. Tuy nhién, nhimg bénh nhén bj budn ng nén han ché lai xe, tham gia vao cic hoat
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11.

dong c6 kha nang gay nguy hiém hogic van hanh may moc. Khoéng nén vuet qua lidu khuyén
c4o va nén can nhic dén phan tmg ctia bénh nhan voi thude.

Twong tac, twong ky thube

Twong tac

Do dic diém dugc dong hoc, dugc luc hoc va kha nang dung nap cua cetirizin, khong cé
tuong tac thude dy kién nao déi véi thude khang histamine nay. Thyc té, khong ¢ twong tac
thude-thude nao co y nghia vé mit duge dong hoc cling nhu dugc luc hoc duge bao céo, trir
tuong tac cua cetirizin voi pseudoephedrine hodc theophylline (400 mg/ngay).

Kha ning hap thu cetirizin khong bi anh hudng boi thire an, mac di toe d hap thu giam.

O nhimg bénh nhan nhay cam, viéc sir dung déng thoi ruou hodc céc thude e ché than kinh
trung wong khac c6 thé gy ra tinh trang giam sy tinh tio va suy giam hiéu sudt mic da
cetirizine khong 1am ting téc dung cua rugu (ndng dj trong mau 12 0,5 g/l).

Tuong ky

Do khong ¢6 céc nghién ciru vé tinh twong ky cua thube, khong tron 13n thudc ndy voi céc
thude khéc.

Téc dung khong mong mudn ciia thube

Thir nghiém 14m sang

* Tong quan

Céc thir nghiém 14m sang cho thdy & liéu khuyén cdo, cetirizin cé tac dung khong mong
mudn nho trén hé than kinh trung uvong, bao gdm bubn ngl, mét méi, chéng mit, nhire dau.
Trong médt sé trudmg hop, kich thich than kinh trung uwong nghich 1y da dugc béo cdo.

Mic du cetirizin 12 chit d6i khang chon loc & thu thé H, ngoai vi va khéng c6 tac dung
khéng cholinergic nhung van ¢ nhing bdo cdo vé tic dung khong mong mudn nhu bi tiéu,
roi loan diéu tiét mat va khé miéng khi ding cetirizin.

Cac truong hop chiic nang gan bit thuong véi men gan ting cao kém bilirubin tang cao khi
duing cetirizin da duoc bdo cdo, va hiu hét cac triéu chimg bién mét khi ngimg dung thude.

% Liét ké cdc phan tg bdt loi ciia thude

Céc thir nghiém 1am sang cé d6i chimg, mu d6i hodic cdc thir nghiém duoc 1y so sénh cetirizin
voi gia duge hodc cdc thude khang histamine khac & lidu khuyén céo (10 mg cetirizin mdi
ngdy). trong d6 c6 sin lugng dir liéu v& tinh an toan khi ding thudc, bao gdm hon 3200 dbi
tuong st dung cetirizin.

Tir sb lidu tdng hop nay, cdc tac dung khéng mong mudn dudi ddy duge béo cdo khi dung
cetirizin 10 mg trong céc thir nghiém 1am sang c6 déi ching & ty 18 1% hodc 16n hon.

T4c dung khéng mong mudn Cetirizin 10 mg (n=3260) | Gia dwge (n =3061)
Réi loan chung va tinh trang tai noi

diing thuoc

Mét moi 1,63 % 0,95 %
Roi logn than kinh trung wong

Chéng mat 1,10 % 0,98 %
Dau diu 7,42 % 8,07 %
Roi loan hé tiéu héa

Dau bung 0,98 % 1,08 %
Khé miéng 2,09 % 0,82 %
Budn nén 1,07 % 1,14 %
Réi loan tém than -

Budn ngi 9,63 % 5,00 %
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Téc dung khong mong muén Cetirizin 10 mg (n=3260) | Gia dwgc (n=3061)
Roi loan hé hi hcfp
Viém hong 1,29 % 1,34 %

Tridu chimg budn ngl xuat hién tir nhe dén vira trong phan 16n trudng hop mic di vé mat
thong k&, triéu chimg nay phd bién hon khi ding thudc so véi gia duge. Céc thir nghiém
khéch quan cho thiy & ddi tuong ngudi tinh nguyén tré, khoe manh cic hoat d6ng hang ngay

théng thuong khong bi anh huong khi ding thude & lidu khuyén céo.
Tré em
Nhimg tac dung khéng mong muén & ty 18 1% hodc 16m hon & tré em tir 6 thang dén 12 tudi,

bao gdm ca trong cac thir nghiém 1am sang ¢ ddi ching gia duge va céc thir nghiém dugc

ly dugc ligt ké dudi day.

Téac dung khong mong muén Cetirizin (n=1656) Gia dugc (n =1294)
Réi loan da day-rudt

Tiéu chay 1,0 % 0,6 %

Réi loan tém than

Budn ngu 1,8 % 1,4 %

Roi logn hé hé hap

Viém mii 1,4 % 1,1 %

Toan than

Mét moi 1,0 % 0.3 %

Kinh nghiém hau mai

Ngoai cac tac dung phu duge bdo cao trong qua trinh nghién ctru lam sang va dugec liét ké ¢
trén, cac tac dung khong mong mudn sau day duge bao céo sau khi lvu hanh thude.

Cac tac dung khong mong mudn duge bao cao dua theo phan loai hé théung CU quan
MedDRA va tan sudt xudt hién ude tinh tir thye té sau khi thude duge dua ra thi truong.

Tan suét duge dinh nghia nhu sau: Rat thuong gip (ADR>1/10); thuong gap (1/100< ADR
<1/10); it gap (1/1,000 < ADR <1/100); hiém gap (1/10,000 < ADR <1/1,000); rat hiém gip
(ADR<1/10,000), khong rd tan sudt (khong thé tinh toan tir cac dir liéu sin co)

Réi logn mdu va hé bach huyé}

Rét hiém gap: giam tiéu ciu

Réi loan hé mién dich

Hiém gap: quéa min

Rét hiém gap: sbc phan vé

R6i logn chuyén héa va dinh duong

Khong rd tin sudt: thém an

ROi loan tam than

it gap: kich dong

Hiém gap: hung hang, 1a 13n, trim cam, o gidc, mat ng

Rét hiém gap: chimg may co

Khong rd: ¥ dinh ty tir, &c mng

Roi logn than kinh trung wong

It gap: dj cam

Hiém gap: co giat

Rét hiém gdp: loan vi giac, ngﬁt, run, loan truong luc co, rdi loan van dong

Khéng rd tin suat: mat tri nhd, suy giam trf nhé

EX - ie0

‘Hi

M

(A



https://trungtamthuoc.com/

Réi loan thi gide

Rat hiém gip: réi loan diéu tiét, nhin m, con xoay mét

Réi loan tai va mé dao

Khong rd tan sudt: chong mat

Réi loan tim

Hiém gap: nhip tim nhanh

Réi logn da day-rugt

it gap: tiéu chay

Réi logn gan mdt

Hiém géip: chirc ning gan bt thudmg (ting enzym transaminase, alkalin phosphatase, y-GT

va bilirubin)

Khong rd: viém gan

Réi logn da va mé duéi da

[t gap: ngira, phat ban

Hiém gap: ndi may day

Rat hiém gap: phit mach

Khong rd tan suét: Hoi chimg mun mu ngoai ban toan thin cép tinh (AGEP)

Réi loan co xwong va mé lién két

Khong rd tan sudt: dau khép

Réi loan thdn va tiét niéu

Rt hiém gap: tiéu git, dai dim

Khong rd tin suét: bi tidu

Réi loan chung va tinh trang noi ding thuée

It gap: suy nhuge, khé chiu

Hiém gip: phu né

Cdc xét nghiém

Hiém gap: tiang can

MO té céc tic dung khéng mong mudn chon loc

Sau khi nglmg dung cetirizine, ngira (ngtra dir di) va/hodc ndi mé day da duoc béo cdo.

Béo céo tac dung khong mong muén

Thong bao ngay cho bac sy hodc duge si khi gdp céc tic dung khong mong mudn nhur trén khi

str dung thudc hodc bao cdo cac phan img ¢6 hai cua thude vé Trung tdm Théng tin thube va

Theo ddi phan (g c6 hai cua thude (ADR) Quéc Gia.
12. Qua liéu va cach xir tri
Triéu chirng: Tri¢u chimg quan sat duoc khi ding qué liéu cetirizin cha yéu lién quan dén tac
dung trén than kinh trung wong hodc tac dung khéang cholinergic. Céc tdc dung khong mong
muén sau khi dung it nhat 5 lin thudc & liéu khuyén cdo gdm: 1a 1dn, tiéu chay, chéng mat,
mét moéi, dau ddu, kho chiu, gian dfing tir, ngtra, bon chdn, an thin, budn ngu, sirng so, tim
dép nhanh, run, bi tiéu.
Xu tri: Khong c6 thube giai doc diic hidu cho cetirizin. Néu xay ra qua liéu, khuyén céo didu
tri triéu chimg hogic diéu tri hd trg. Can nhic rira da day ngay sau khi ubng thuée. Cetirizin
khong duoc loai bo mét cach hi¢u qua bfmg tham tach mau.
Quy cach dong goi
Hop 1 chai 60 ml.
14. Diéu kién bio quin, han ding, tiéu chuin chit lwgng cia thude

Piéu kién bio quin: Bao quan noi khé mat, & nhiét d6 khong qua 30°C, tranh dnh sang.
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Han ding: 24 thang ké tir ngay san xuit.

Han dung sau mé nip: 90 ngay.

Tiéu chudn chit lwong ciia thube: BP hién hanh
15. Tén, dia chi co sé sdn xuit thude

S Kant Healthcare Ltd.

bia chi: Plot No. 1802 - 1805, G.LD.C., Phase III, Vap
Valsad, Gujarat state, An bo.

i City - Vapi - 396 195, District -
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