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MIZASEC 10 MG
“Pé xa tam tay tré em”
“Doc kj hudng dan sir dung trucc khi ding”’
Thubc nay chi ding theo don thuéc

1.THANH PHAN CONG THU'C THUOC
Madi goi 1g chira:
Thanh phan hoat chit:
Racecadotril 10,0 mg
Thanh phan td dige: Pudng trang, colloidal silicon dioxide, pham mau sunset yellow, bot hwong
Tuti.
2. DANG BAO CHE
Thudc bot udng.
M5 ta: Bot thude mau vang cam, khé toi, df‘)ng nhat, mui thom.
3. CHi PINH
MIZASEC 10 MG dugec chi dinh b6 sung, diéu trj tridu chimg tiéu chay cip & tré nhé (trén 3 théng
tudi) va tré em ciing véi viéc bii nude bing dudng uéng.
Trong cac trrdong hop diéu tri dugc nguyén nhén giy tiéu chay, c6 thé sir dung racecadotril nhu

mdt liéu phap bd sung.

4. CACH DUNG, LIEU DUNG

Liéu dung:

Uéng MIZASEC 10 MG cung voi viéc bu nude va dién giai (xem Canh bdo va than trong khi
diing thuéc)

Liéu dung dugc xac dinh theo trong lugng co thé cua tré: 1,5 mg/kg thé trong / lidu (twong dwong
1 dén 2 g6i), ngay ubng 3 1an cach déu nhau.

Tré nho dudi 9 kg: 1 goi 10 mg x 3 ldn/ngay

Tré nho tir 9 kg dén dudi 13 kg: 2 gbi 10 mg x 3 lan/ngdy

Nén tiép tuc diéu tri dén khi phan tré tré vé binh thuong,

Thoi gian diéu tri khéng kéo dai qua 7 ngay.

Khéng nén diu tri dai ngay bang racecadotril.

Khong co cac nghién ciru 1am sang doi vdi tré dudi 3 thang tudi.

Céc dbi twong diic biét

Khéng c¢é cac nghién ciru ndo duge thuc hién d6i véi tré em bi suy gan hoic suy thin (xem Canh
bdo va thin trong khi dimg thudc)

C6 thé cho thubc vao thirc 3n hodc tron vao 1 it nudce (khoang 1 thia ca phé). Tron déu va cho tré
ubng ngay lap tuc.

5. CHONG CHIi PINH

- Khéng dung MIZASEC 10 MG cho tré néu tré bi dj ing (min cam) véi hoat chét hoic bat ky
thanh phan nao cia ta dugec.
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- Nhing bénh nhén c6 biéu hién phi mach khi ding thuéc trc ché men chuyén angiotensin (nhu
captopril, enalapril, lisinopril, perindopril, ramipril) khong nén str dung racecadotril.

Do ¢6 chira dudng tring, MIZASEC 10 MG chéng chi dinh véi nhimg bénh nhan c6 vén dé di
truyén hiém gap vé viéc khong dung nap fructose, hdi chimg kém hép thu glucose-galactose hoic
thiéu hut sucrase-isomaltase

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

- Viée ding MIZASEC 10 MG khéng thay thé dugc nhu ciu udng nudc ciia tré.

- Bl nude 14 rit quan trong trong viée kiém sodt tiéu chiy cdp & tré so sinh va tré nho. Viéc bu
nude can phil hop véi @6 tudi, cin nang cia tré va giai doan, mirc d6 nghiém trong cua tinh trang
nay, dac biét trong trudmg hop nghiém trong hodc ti€u chay kéo dai kém theo tré bi nén hodc kém
#n. Ngoai ra, lign tuc cho an thudng xuyén (bao gdm ca bt me) va gidm sit viéc ubng nuéc diy
dii 12 rét quan trong.

- Sy xuit hién ctia méu hodic mu trong phan cta tré va tré bi st c6 thé cho thiy sy nhiém khufn
hoic ¢6 mdt bénh nghiém trong khéc, bao dam diéu tri nguyén nhan (vi du: str dung khéng sinh)
hodc xdc dinh thém nguyén nhan. Do d6 racecadotril cé thé dugc ding ddng thoi voi thude khang
sinh trong trudng hop tiéu chay cip do vi khudn nhu mét bién phap didu tri b sung.

- Khéng nén sir dung racecadotril trong trudong hop tiéu chdy co lién quan dén dung khang sinh va
tiéu chady man tinh do khéng cé du dit ligu

- Khéng khuyén nghi san phim nay cho tré so sinh duéi 3 thang tudi vi khéng c6 thir nghiém 1am
sang ndo dwgc thyc hién trén ddi tugng nay.

-Khoéng khuyén nghi dung san ph?}m nay cho bit ky tré nhé nao bi bénh gan hoic bénh thin khéng
ké mirc d6 nghiém trong ctia bénh nhén thé ndo, vi khéng cé du théng tin trén cic dbi tuong bénh
nhan nady.

-MIZASEC 10 MG c6 thé giam sinh kha dung & nhing bénh nhan bi nén kéo dai hogc nén khong
kiém soat dugc.

- Phan {ing & da dugc bao cdo khi sir dung san pham nay. Chi yéu la céc trrdng hop nhe va khéng
cn diéu tri nhung trong mét sé trudmg hop, chiing ¢6 thé ning, thdm chi de doa tinh mang. Khéng
thé loai trir hoan toan kha nang c6 lién quan dén racecadotril. Khi gip phan ting da nghiém trong,
viéc diéu tri phai dirng lai ngay lap tirc.

Cinh bdo td durpc

- Néu tré bj tiéu dudng, cdn chii y mdi géi MIZASEC 10 MG chira 0,969 g dudng tring.

- Néu luong duong tring (ngudn glucose va fructose) cé trong lidu hang ngay ciia MIZASEC 10
MG vugt qua 5 g mdi ngay, thi sau do phai tinh todn ty 1é dudng dung cho tré.

- Thudc ndy cé chira ta dugc sunset yelow, co thé gdy phan ing di ing.

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

- Phu nir ¢6 thai:

Khéng c¢é dii dit liéu vé viéc sir dung racecadotril & phu nit mang thai. Nghién ciru trén dong vat
khéng thdy tic hai truc tiép hodc gidn tiép lién quan dén mang thai hodc sy phat trién bao thai,

sinh san hoac sau sinh.
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Tuy nhién, do khéng cé cac nghién ctru 1dm sang cu thé, khong nén ding MIZASEC 10 MG & phu
nir mang thai.

- Phu nir cho con bu:

Do thiéu théng tin lién quan dén MIZASEC 10 MG trong viéc tiét sita & ngudi, khong nén ding
MIZASEC 10 MG & phu nit cho con bu.

8. ANH HUONG PEN KHA NANG LAI XE, VAN HANH MAY MOC

Racecadotril khéng anh huéng hozc anh huéng khéng déng ké dén kha nang 14i xe va van hanh
may moc.

9. TUONG TAC, TUONG KY CUA THUOC

Tuwong tic ciia thube:

- Cac thubc e ché men chuyén angiotensin (nhu captopril, enalapril, lisinopril, fosinopril,
perindopril, ramipril) giy phit mach. Nguy co ndy cé thé ting 1én khi dung ciing racecadotril.

- Loperamide va nifuroxazide khong 1am thay d6i cich thirc hoat ddng ciia racecadotril trong co
thé khi cac thudc nay dwgc ding dong thoi.

- Hay thong bao cho béc s hoic dugce sy néu tré dang udng hodc gan day cé udng bét ky thudc
nao khéc ké ca cac thudc khong ké don.

Tuwong ky ciia thubc:

Do khéng ¢ cac nghién ciru vé tinh tuong ky cua thudc, khéng tron 14n thude nay véi cac thube
khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Ciing nhu cac thude khac, MIZASEC 10 MG c6 thé gdy ra cac tic dung phu, mic di khéng phai
bénh nhén ndo cling gip phai. Néu ban thdy bat ky tic dung phu nao khong dugc dé cp trong to
hudng din nay, hodc bat ky tac dung phu nao tré nén trdm trong, hdy thong bao cho bac s§ hodc
dugc s¥.

Céc phan img khong mong mudn sau day vai racecadotril thudng xay ra nhiéu hon so véi gia dugc
hodc duge bao cdo trong khi giam sat hau marketing,

Tén sudt cia cac phan tmg khéng mong muén duoc xdc dinh theo quy wde sau; rit thudng gip
(>1/10), thuémg gap (=1 / 100 dén <1/10) ), it gap (=1 / 1.000 dén <1/100), hiém gip (=1 / 10.000
dén <1 / 1.000), rit hiém gap (< 1/10.000), khéng biét (khong thé udc tinh dwa trén sb liéu hién
o)

Nhiém khuan va nhiém ky sinh tring

It gap: Viém amidan

Réi loan da va mé dudi da

It gdp: phat ban, ban do
Khéng biét: hdng ban da dang, pht ludi, phii mét, phi méi, phit mi mét, phit mach, mé day, ban
dé ¢ nhiéu u cuc, phat ban sén, ngira sdn, ngira

D c6 bdo cdo vé phan tng da nghiém trong (bao gdm cé phit mach) ¢ nhitng bénh nhan dang dicu
trj bing racecadotril.
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Chua 13 tin suft ctia cic phan img ndy nhung néu chiing xay ra phai dimg diéu tri bing racecadotril
va thay thé bing liéu phap thich hop. Bénh nhéan cin phai dugc biét dé khéng dung lai racecadotril
trong nhitng truong hop nay.

Théng bdo cho bdc sy nhieng tic dung khong mong muon gdp phai khi sir dung thuéc.

11. QUA LIEU VA CACH XU TRi

Cho dén nay mdt vai truong hop qua liéu ma khéng c6 téc dung phu di dugc bo cdo & tré so sinh
va tré em; liéu str dung gép 7 1an liéu lugng chinh x4c

12. PAC TINH DUQC LUC HQC

Nhém dugc 1y: Céc thude didu tri tidu chay khac

Ma ATC: A07XA04

Racecadotril 13 mét tién chat duoc thiy phan thanh chédt chuyén héa c6 hoat tinh thiorphan.
Thiorphan 14 chét irc ché enkephalinase, mét peptidase mang té bao hién dién & nhiéu mo khac
nhau,chii yéu 14 biéu mé ciia rudt non. Enzyme nay tham gia vao ca qué trinh thiy phin peptide
ngoai sinh va pha hiy peptide ndi sinh nhu cac enkephaline. Do d9d, racecadotril bao vé dugc
enkephaline ndi sinh c6 hoat dong sinh ly & éng ti€u hoa, kéo dai hoat dong khang tiét cua chung
& 6ng tiéu hoa.

Racecadotril 1 mét thudc khang tiét dudng rudt ma hoat déng cia nd dugc gidi han & rugt non.
N6 lam giam s tiét nuée va dién giai & rudt non, gy ra boi doc td vi khuén hodc viém, va khéng
¢6 anh hwéng téi hoat ddng bai tiét co ban. Racecadotril téc dung nhanh hoat tinh chdng tidu chay
ma khéng 1am thay d6i thoi gian van chuyén & rut non.

Trong 2 nghién ctru 1am sang & tré em, racecadotril 1am gidm 40% va 46% khéi lugng phén trong
48 git dau. Ngudi ta ciing nhan thiy ring thoi gian tidu chay va viée bl nude giam déng ké.

M6t nghién ciru phan tich tong hop dir liéu (9 thir nghiém l4m sang ngiu nhién ctia racecadotril so
v6i gia dugce, ciing v&i viée b nude duong udng) da thu thap dir liéu ca nhan tir 1384 bé trai va
bé gai bi tiéu chay cdp mirc d6 nghiém trong va diéu tri ndi hodc ngoai tria. P tudi trung binh 1a
12 thang tudi (khoang tir 6-39 thang tudi). Tong cong cé 714 bénh nhan dudi 1 tudi va 670 bénh
nhén trén 1 tudi. Trong lrgng trung binh trong khodng tir 7,4 kg t6i 12,2 kg. Téng thoi gian tidu
chay 12 2,81 ngay d6i véi nhém gia duge va 1,75 ngay ddi véi nhém ding racecadotril. Ty 1é bénh
nhén phyc héi & nhém racecadotril cao hon so véi gia dwoc (ty 16 rai ro (HR): 2,04; 95% CI: 1,85
—2,32; p<0,001; mé hinh hdi quy Cox). Két qua twong ty v6i nhém tré nhi nhi (dudi 1 tudi) (HR:
2,01; 95% CI: 1,71 = 2,36; p < 0,001) va nhém tré em (trén 1 tudi) (HR: 2,16; 95%CI: 1,83 - 2,57;
p <0,001). Péi vai nghién ciru trén bénh nhan didu tri ngoai trd (n = 695 bénh nhan), ty 1€ trung
binh hrgng phan ctia nhém ding racecadotril so véi gid duoc la 0,63 (95% CI: 0,47 — 0,85; p <
0,001).

Racecadotril khéng giy ddy bung. Trong thoi gian nghién ctru 14m sang, racecadotril gy téo bén
thir phét ¢ ty 1 twong dwong vdi gia duge.

Khi ding duong udng, thude chi tac dong & ngoai bién, ma khong c6 anh hudng trén hé than kinh
trung vong.

13. PAC TINH DUQC PONG HQC

Hdp thu

! . L dl

NP K b o
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Racecadotril dugc hdp thu nhanh chéng sau khi uéng. Sw wc ché enzyme enkephalinase huyét
twong bit dau sau khoang 30 phiit.

Sinh kha dung cia racecadotril khong bi thay dbi bai thirc an, nhung néng dd dinh bi chidm lai
khoang 1 gitr 30 phut.

Phén bé

Sau khi udng 1 liéu racecadotril dugc déanh ddu bang C-14, lvong phoi nhiém cta carbon phéng
xa do dugc trong huyét trong cao hon nhiéu lan so véi cc té bio méu va cao hon gép 3 14n so véi
méu toan phan. Vi vy thudc khong gin véi bat ky té bao mau nao. Sy phén bd Carbon phéng xa
trong céc md khéc ciia co thé la vira phai, duoc thé hién bang thé tich phan b biéu kién trung binh
trong huyét twong cta 66,4 kg.

90% chat chuyén hoéa cua racecadotril, thiorphan (=(RS)-N-(1-oxo-2-mercaptomethyl)-3-
phenylpropyl) glycine) dwoc kién két vdi protein huyét twong, chi yéu 14 albumin. Céc tinh chét
duge dong hoc ctia racecadotril khong bi thay d6i do dung liéu lap lai hoic ding cho ngudi cao
tudi.

Khoéng thai gian va pham vi anh hudng cia racecadotril phu thude lidu ding.

O tré em, thoi gian dé trc ché enkephalinase dat dinh trong huyét twong xap xi 2 gio va twong
dwong véi 90% su tre ché véi lidu 1,5 mg/kg.

O ngudi 16n, thoi gian dé tic ché enkephalinase dat dinh trong huyét twong xdp xi 2 gid va tuong
dwong véi 75% su trc ché véi liéu 100 mg.

Thoi gian trc ché enkephalinase 13 khoang 8 gid.

Chuyén héa

Thoi gian ban thai sinh hoc cua racecadotril duge tinh theo sy rc ché enkephalinase huyét tuong,
la xép xi 3 gio.

Racecadotril bi thuy phdn nhanh chéng thanh thiorphan chét chuyén héa cé hoat tinh, duoc bién
ddi tro lai thanh céc chét chuyén héa khéng con hoat tinh. Viéc dung lap lai racecadotril khong
gy tich lity thudc trong co thé.

Dir liéu invitro cho thdy racecadotril/thiorphan va 4 chdt chuyén héa khéng hoat tinh chinh khong
{rc ché emzyme CYP nhur 3A4, 2D6, 1A2 va 2C19 dén mirc dd gy ra tac dung lim sang lién quan.
Dir liéu invitro cho thay racecadotril/thiorphan va 4 chét chinh chuyén hoa khéng hoat tinh khong
hoat hdoa emzyme CYP céc dang (ho 3A, 2A6, 2B6, 2C9/2C19, ho 1A, 2E1) va enzyme két hop
UGTs dé c6 tac dung 1am sang

Racecadotril khong lam thay déi kha niing gén két protein ciia cac hoat chét gin két manh véi
protein nhu: tolbutamide, wafarin, niflumic acid, digoxin hodc phenytoin.

O bénh nhin suy gan (xo gan, d6 B cta thang phan loai Child-Pugh), tinh chat duge déng hoc ctia
chit chuyén héa c6 hoat tinh cua racecadotril d3 cho thiy sy twong ddng gitra Tmax va T1/2 vi
lwong thip hon Cmax (-65%) va AUC (-29%) khi dugc so sanh véi céc d6i twgng khoe manh.

O bénh nhan suy than ning (hé sé thanh thai 11-39 ml/phut) tinh chat dwge dong hoc cua chat
chuyén hoa ciia racecadotril da cho thiy thdp hon Cmax (-49%) va cao hon AUC (+16%) va T1/2
khi so sanh véi ngudi tinh nguyén khde manh (hé s6 thanh thai > 70 ml/phtt)
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O tré em, két qua duge ddng hoc twong tu nhu ciia ngudi trudng thanh, dat néng do6 dinh sau khi
ubng 2 gid 30 phiit. Khéng tich liiy thude khi diing liéu lap lai mdi 8 gidr trong 7 ngay.
Thdi trir
Racecadotril duogc thai trir & dang chuyén héa c6 hoat tinh va khéng c6 hoat tinh chi yéu qua
durdng mrée tiéu va c6 mire do it hon nhidu qua dudng phan. Thai trir qua dudng phdi 1a khéng c6
y nghia.
14. QUY CACH PONG GOI
Hop 10 goéi x 1 g, kém t& huéng dan sir dung thude.
Hop 20 géi x 1 g, kém to huéng din sir dung thudc
Hop 30 géi x 1 g, kém td huéng din sir dung thude.
15. PIEU KIEN BAO QUAN
Bdo quan trong bao bi kin, noi khé rdo, tranh anh séng, nhiét d§ khéng qua 30°C.
16. HAN DUNG CUA THUOC
36 thang ké tir ngay san xudt
17. TIEU CHUAN CHAT LUQNG CUA THUOC
TCCS
18. TEN, PIA CHI CUA CO SO SAN XUAT THUOC
CONG TY CO PHAN DUQC - VAT TU' Y TE THANH HOA :
S6 04 duomg Quang Trung, Phudng Ngoc Trao, Thanh phd Thanh Héa, Tinh Thanh Héa.
SBT: 0237 3737888 Hotline: 1800 8140




