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RXTHU()'C KE PON

TO HUONG DAN SU DUNG THUOC
Com pha hén dich uéng

CHICHAR

Racecadotril 30 mg

i Thudc nay chi dung theo don ctia bac sy ]
Doc k§ hwéng dan sir dung truéc khi dung. Neu can thém thong tin xin héi y kien bac sy
bé thuoc xa tam tay va tam nhin caa tré em

1. THANH PHAN CONG THUC THUOC:

Mdi goi (3 g) chua:

Thanh phan hoat chit:

Racecadotril ............ccooenee. 30 mg

Thanh phdan td dwec: Mannitol, HPMC ES, silicon dioxyd, bét hwong dau.

2. DANGBAOCHE: ,
Ché pham chira com mau trang, toi xop, thom mui dau.

3. CHI PINH:

- CHICHAR duoc chi dinh b sung, diéu tri triéu ching tiéu chay cap & tré nho (trén 3 thang
tudi) va tré em cling véi viée bu nuéc bang duong udng.

- Trong trudng hop diéu tri dugc nguyén nhan gay tiéu chay, co thé sir dung racecadotril nhu
mot liéu phap dicu tri bo sung.

4. LIEU LUQNG VA CACH DUNG:

Udng CHICHAR cling véi viéc bu nudc va dién giai (xem Canh béo va thgn trong dac biét khi
dung thudc).

Liéu dung dugc xac dinh theo trong luong co thé cua tré: 1,5 mg/ kg thé trong/ liéu (twong
duong 1 dén 2 goi), ngay UOng 3 lan cach déu nhau.

Tré em tir 13 kg - 27 kg: 1 g6i 30 mg x 3 lan/ ngay.

Tré em trén 27 kg: 2 goi 30 mg x 3 lan/ ngay.

Nén tiép tuc diéu tri cho dén khi phan tré trg vé binh thuong.

Thoi gian diéu tri khdng kéo dai qué 7 ngay.

Khoéng nén diéu tri dai ngay bang racecadotril.

Khong cé cac nghién ciru 1am sang ddi véi tré nho dudi 3 thang tudi.

Ciic doi twong dac biét:

Khéng ¢ nghién ciru nao duoc thyc hién ddi véi tré em bi suy gan hoic suy than (xem Cdnh
bo va thgn treng déc biét khi ding thuéc).

C6 thé cho thudc vao thire an hodc tron vao mot it nudc (khoang 1 thia ca phé). Tron déu cho tré
uéng ngay lap tuc.

5. CHONG CHI PINH:

Khong dung CHICHAR cho tré néu tré bi di mg (man cam) véi hoat chét hodc bat ki thanh
phan nao cua ta dugc.

Nhitng bénh nhan c6 hién twong phu mach khi ding cac thude e ché men chuyén angiotensin
(nhu captopril, enalapril, lisinopril, perindopril, ramipril) khong nén str dung racecadotril.

6. CANH BAO VA THAN TRONG PAC BIET KHI DUNG THUOC:

Viéc ding CHICHAR khong thay thé dugc nhu cau udng nudc cua tré.

Bu nudéc la rat quan trong trong vigc kiém soét tidu chay Cap & tré so sinh va tré nho. Viéc bu
nudc can phi hop véi do tudi, can niang cua tré va giai doan, muc do nghiém trong cua tinh
trang nay, dac biét trong treong hop nghiém trong hoac tiéu chay kéo dai kem theo tré bi nén
hoac kém an. Ngoai ra, lién tuc cho an thudng xuyén (bao gom ca b me) va giam sét viéc uéng

1/5 0464.T2



https://trungtamthuoc.com/

nuée day du |2 rat quan trong.

Su xuat hién mau hoic mu trong phan cua tré va tré bj sbt cd thé cho thdy su nhiém khuan hoic
c6 mot bénh nghiém trong khéc, bao dam tri liéu nguyén nhén (vi du: Str dung khang sinh) hoac
xac dinh thém nguyén nhan. Do d6, racecadotril khong dugc dung trong truong hop nay.
Racecadotril cé thé dugc dung dong thoi voi thude khang sinh trong truong hop ti€u chay cap
do vi khuan nhu mét bién phap diéu tri bé sung.

Khoéng nén st dung racecadotril trong truong hop tiéu chay c6 lién quan dén dung khéang sinh va
tiéu chay man tinh do khong c6 du dir liéu.

Khéng khuyén nghi ding san pham nay cho tré so sinh dudi 3 thang tudi vi khdng co thir
nghiém 1am sang nao duoc thuc hién trén d6i twong nay.

Khong khuyén nghi ding san pham nay cho bat ky tré nho nao bi bénh gan hoic than khdng ké
murc d6 nghiém trong ctia bénh nhu thé nao, vi khong cé du thong tin trén céc dbi twong bénh
nhan nay.

CHICHAR c6 thé giam sinh kha dung & nhitng bénh nhan bi ndn kéo dai hodc nén khong kiém
soat duogc.

Phan ing ¢ da dugc bao cao khi su dung san pham nay. Chu yeu la cac truong hop nhe va
khong can diéu tri nhung trong mot 6 truong hop, ching c6 thé niang, tham chi de doa tinh
mang. Khong thé loai trir hoan toan kha niang c6 lién quan dén racecadotril. Khi gap pahrn ng
da nghiém trong, viéc diéu trj phai dugc dung lai ngay 1ap tac.

7. SUDUNG CHO PHU NU CcO THAI VA CHO CON BU:

Phu nir c0 thai:

Khong c¢6 du dir liéu vé viée str dung racecadotril & phu nit mang thai. Nghién ctru trén dong vat
khong thdy tac hai truc tiép hodc gian tiép lién quan dén mang thai hodc sy phat trién bao thai,
sinh san hoac sau khi sinh.

Tuy nhién, do khong c6 cac nghién ctru 1am sang cu thé, khong nén ding CHICHAR néu dang
mang thai.

Phu nir cho con bu:

Do thiéu thong tin lién quan racecadotril dén viéc tiét sita & ngudi, khong nén dung CHICHAR
néu dang cho con bu.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Racecadotril khéng anh hudong hoac anh huong khong dang ké dén kha nang lai xe va van hanh
may mac.

9. TUONG TAC - TUONG KY THUOC:

Twong tic: i

Céc thudc rc ché men chuyén angiotensin (nhu captopril, enalapril, lisinopril, fosinopril,
perindopril, ramipril) gay pht mach. Nguy co nay cso thé tang 1én khi ding ctng racecadotril.
Loperamld va nifuroxazid khong lam thay ddi cach thuc hoat dong cua racecadotril trong co thé
khi céc thude nay duoc ding dong thoi.

Hay thdng béo cho béc sy hoic dugc sy néu tré dang udng hoic gan day co udng bét ky thude
nao khac ké ca cac thudc khong ké don.

Twong ky: Khong cé.

10. TAC DUNG KHONG MONG MUON CUA THUOC:

Ciing nhu céac thudc khac, CHICHAR co thé day ra cac tac dung phy, mic du khong phai bénh
nhan nao cung gap phai. Néu ban thay bat ki tac dung phu nao khong duge dé cap trong to
hudng dan nay, hodc bat ki tic dung phu nao trd nén tram trong, hiy théng bao cho bac sy hodc
dugc sy.

Cac phan tmg khong mong mudn sau day véi racecadotril thudng xay ra nhiéu hon so véi gia
duoc hodc dugc bao cdo trong khi giam sat hau marketlng

Tan suét clia cac phan tng khoéng mong mubn duoc xac dinh theo quy wdc sau: Rét thuong gip
(> 1/10), thuong gip (> 1/100 dén <1/10), it gip (> 1/1.000 dén <1/100), hiém gip (> 1/10.000
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dén < 1/1.000), rat hiém gip (< 1/10.000), khéng biét (khong thé ude tinh dya trén dir liéu hién
co).

Nhiém khuén va nhiém ky sinh tring:

[t gap: Viem amidan.

R06i loan da va mé dudi da:

It gép: Phat ban, ban do.

Khong biét: Hong ban da dang, phu ludi, phu mat, pha méi, phu mi mat, phit mach, mé day, ban
d6 c6 nhidu u cuc, phat ban san, ngtra san, ngira.

D3 ¢ bao céo vé phan tmg da nghiém trong (bao gém ca phu mach) ¢ nhirng bénh nhan dang
diéu tri bang racecadotril.

Chua rd tdn sudt cta cd phan Ung nay nhung néu ching xay ra, phai dung diéu trj bang
racecadotril va thay thé bang liéu phap thich hop. Bénh nhén can phai dugc biét dé khong ding
lai racecadotril trong nhiing trrong hop nay.

Théng bdo cho bdc sy nhitng tic dung khong mong muén gdp phdi khi sir dung thuéc.

11. QUA LIEU VA CACH XU TRI:
Cho dén nay mot vai truong hop qua lidu ma khong c6 tac dung phu da dugc béo cio ¢ tré so
sinh va tré em; Liéu st dung gip 7 1an liéu lwong chinh x4c.

12. PAC TINH DUQC LUC HOQC:

Nhém duge ly: Cac thude diéu tri tiéu chay khac.

Ma ATC: A07XA04.

Racecadotril 1a mot tién chat ma can duoc thily phan thanh chat chuyén hoa hoat tinh thiorphan.
Thiorphan 1a chat e ché enkephalinase, mot peptidase mang té bao hién dién ¢ nhiéu mé khac
nhau, chu yéu l1a biéu md cua rudt non. Enzyme nay tham gia vao cac qua trinh thiy phan
peptide ngoai sinh va pha huy peptide ndi sinh nhu céc enkephaline. Do do, racecadotril bao v¢
enkephalins ndi sinh c6 hoat dong sinh ly ¢ dng tiéu hoa, kéo dai tac dung khang tiét cia ching
O Ong ti€u hoa.

Racecadotril la mot thudc khang tiét duong ru¢t, ma hoat dong cta n6 duge gidi han ¢ rudt non.
N6 lam glam su tiét nudc va dién giai 0 rudt non, gay ra boi doc t6 vi khuan ta hodc viém, va
khong c6 anh hudng t61 hoat dong bai tiét co ban. Racecadotril tic dung nhanh hoat tinh chong
tiéu chay ma khong 1am thay doi thoi gian chuyén van & rudt non.

Trong 2 nghlen ctru 1am sang & tré em, racecadotril lam giam 40% va 46% khoi hrong phan
trong 48 gio dau. Ngudi ta cling nhan thdy rang thoi gian tiéu chay va viéc bu nudc giam dang
ké.

Mot ngh1en cliiu phan tich téng hop dir liéu (9 thir nghiém 1am sang ngiu nhién cua racecadotril
so voi gla duogc, cung voi viée bu nude duong udng) da thu thap dir liéu ca nhan tir 1. 384 bé trai
va bé gai bi ti€u chay cAp ¢ mirc d6 nghiém trong va diéu tri ndi hodc ngoai tra. Do tudi trung
binh 1a 12 thang tudi (khoang tir 6 - 39 thang tudi). Tong cong c6 714 bénh nhan dudi 1 tudi va
670 bénh nhén trén 1 tudi. Trong lugng trung binh trong khoang tir 7,4 kg t6i 12,2 kg. Tong thoi
gian ti€u chay la 2,81 ngéy dbi voi nhom gia duge va 1,75 nge‘ly dbi v6i nhom dl‘mg racecadotril.
Ty 1€ bénh nhén phuc hoéi ¢ nhom racecadotril cao hon so voi gia duge [Ty 1€ rii ro (HR): 2,04;
95% Cl: 1,85 - 2,32; p < 0,001; Mb hinh hdi quy Cox]. Két qua twong tur vai nhom tré nhi nh1
(duéi 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). Bdi v6i nghién ctru trén bénh nhan ndi tra (n = 637 bénh nhan),
ty 1€ trung binh luong phan cuia nhom dung racecadotril so véi gia duge 1a 0,59 (95% CI: 0,51 -
0,74); p < 0,001). Poi v6i nghién ctru trén bénh nhan diéu tri ngoal trd (n = 695 bénh nhan), ty
1¢ trung binh lugng phéan ctia nhdm dung racecadotril so véi gia duge 1a 0,63 (95% CI: 0,47 -
0,85; p < 0,001).

Racecadotril khong giy day bung Trong thoi gian phat trién 14m sang, racecadotril gay tio bon
thtr phat ¢ ty 1¢ tuong duong vdi gia dugc.

Khi dung duong udng, thudc chi tic dong & ngoai bién, ma khong c6 anh huéng trén hé than
kinh trung wong.

13. PAC TINH DUQC PONG HOQC:
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Hap thu:

Racecadotril duwoc hip thu nhanh chong sau khi udng. Su trc ché enzyme enkephalinase huyét
twong bat dau sau khoang 30 phut.

Sinh kha dung ctia racecadotril khong bi thay ddi boi thirc an, nhung noéng do dinh bi cham lai
khoang 1 gio 30 phut.

Phan bé:

Sau khi ung 1 lidu racecadotril dugc danh déu bang C-14, do luong phoi nhlem cta carbon
phong Xxa trong huyet tuong cao hon nhleu 1an so v6i cac té bao mau va cao hon gép 3 lan so véi
mau toan phan Vi vy, thubc khong gan véi bat ky t& bao mau nao. Sy phan bo Carbon phéong
xa trong cac mo khéc cua co thé 1a vira phai, duoc thé hién bang thé tich phan bd biéu kién trung
binh trong huyét twong cta 66,4 kg.

90% chat chuyén héa hoat tinh cua racecadotril, thiorphan (=(RS)-N-(1- 0X0-2-
(mercaptomethyl) -3-phenylpropyl) glycine), duoc lién két v6i protein huyet tuong, cha yéu 1a
v6i albumin. Cac tinh chat dugc dong hoc ciia racecadotril khong bi thay d6i do dung licu lap lai
hodc dung cho nguoi gia.

Khoéng thoi glan va pham vi anh hudng cua racecadotril phy thugce lidu dung

O tré em, thoi glan dé trc ché enkephalinase dat dinh trong huyét twong xap xi 2 gio' va twong
duong véi 90% sy e ché véi lidu 1,5 mg/ kg.

O nguoi 16n, thoi gian dé e ché enkephalinase dat dinh trong huyét trong xap xi 2 gid va tuong
duong v6i 75% sur tre ché vai lidu 100 mg.

Thoi gian e ché enkephalinase 1a khoang 8 gio.

Chuyén héa:

Thoi gian ban thai sinh hoc cta racecadotril dugc tinh theo sy trc ché enkephalinase huyét tuong,
1a xap xi 3 gio.

Racecadotril bi thuy phén nhanh chong thanh thlorphan chit chuyén héa co hoat tinh, dugc bién
d6i tro lai thanh céc chét chuyen hoa khong con hoat tinh. Viéc dung 1ap lai racecadotril khong
gay tich luy thudc trong co thé.

Dir liéu in vitro cho thdy racecadotril/ thiorphan va 4 chit chuyén hoa khong hoat tinh chinh
khong trc ché cac enzyme CYP nhu 3A4, 2D6, 2C9, 1A2 va 2C19 dén mirc do gy ra cac tac
dung lam sang lién quan.

Dit liéu in vitro cho thay racecadotril/ thiorphan va 4 chat chinh chuyén héa khong hoat tinh
khong hoat hoa enzyme CYP cac 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 dbi kha ning gin két protein ctia cac hoat chat gan két manh véi
protein nhu: Tolbutamide, warfarin, niflumic acid, digoxin hodc phenytoin.

O bénh nhan suy gan [xo gan, d0 B cuia thang phan loai Child- -Pugh], tiét dién dong hoc ctia chat
chuyen hoa c6 hoat tinh cua racecadotril da cho thdy su twong dong gitra Tmax Va Ty, va luong
thap hon Crax (-65%) va AUC (-29%) khi dugc so sdnh véi cac d6i twong khoe manh.

O bénh nhan suy than niang (hé sé thanh thai 11 - 39 ml/ phat) tinh chit dong hoc cia chat
chuyén hoa cta racecadotril da cho thiy lugng thip hon Cmax (- -49%) va luong cao hon AUC
(+16%) va Ty, khi so sanh v6i ngudi tinh nguyén khoe manh (hé s6 thanh thai > 70 ml/ phut).

O tré em, két qua dugc dong hoc tuong tu nhu cua nguoi truong thanh, dat ndng do dinh sau khi
ubng 2 gio 30 phut. Khong tich lity thude khi dung liéu 1ap lai mdi 8 gio trong 7 ngay.

Thai trie:

Racecadotril dugc thai trir ¢ dang chuyén hoa c6 hoat tinh va khong ¢ hoat tinh, chu yéu qua
duong nudc tiéu, va c6 mirc do it hon nhiéu qua duong phan. Thai trir qua duong phdi 1 khong
cd y nghia.

14. QUY CACH PONG GOI: Hop 30 gdi x 3 g.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
_ THUOC:
bPieu Kién bao quan: Noi kho rao, tranh anh sang, nhiét d6 khéng qua 30°C.

Han dung caa thudc: 36 thang ké tir ngay san xuat.
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Tiéu chuan chat lweng ciia thuéc: Tiéu chuan nha san xuat.

16. TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT:
San xuat tai:

DAVIPHARM

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu cong nghiép My Phudc 1, Phuong Thoi Hoa, Thi x& Bén Cét, Tinh
Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688

17. NGAY XEM XET SUA DPOI, CAP NHAT LAI NQI DUNG HUONG DAN SU DUNG
THUOC: 02/10/2019

Tén san pham: CHICHAR

M4 sb toa: 0464.T2

- Cap nhat to HDSD theo cong vén s6 21201/QLD-PK ngay 07.11.2018
“Cong bo to HDSD thuoc biét dugc goc (dot 1)”

- To HDSD thudc biét duoc gbc kém theo HIDRASEC 30 mg Children
(VN-21165-18)

Kiém soét sira ddi:

Nhan vién thiét ké:
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