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DUQC PHAM

~ *
VA THIET BIY TE R hudc nay chi dang theo don thuéc
Huéng din sir dung
Thude bt HIDRAEXT

1.Tén thuéc: HIDRAEXT
2. Céic d4u hiu luu y va khuyén cdo khi diing thube
“Dé xa tam tay tré em”
“Doc kjf hudng dan sic dung triece khi dimg”
“Thuéc nay chi dimg theo don thuéc”

3.Thanh phin céng thirc thube: M3i géi 3 gam thudc bot pha hdn dich udng chira:

Thanh phan dueoc chdt:

Racecadotril 30 mg
Thanh phd‘n td dugc: Lactose monohydrat, ducng kinh, aspartam, bt hwong cam, colloidal silicon
dioxide vira di 3 gam

4. Dang bao che. Thudc bdt pha hdn dich uéng

Thuéc bt mau tréng, vi ngot, hwong cam, khé toi, ddng déu v& mau sic.

S. Chi dinh:

Thube duge chi dinh bd sung, diéu tri tri¢u chung tiéu chay cép tinh & tré nhé (trén 3 thing
tudi) va tré em ciing véi vide. bl nuée bing dudng udng.

Trong trudng hop didu tri duoc nguyén nhéan gy tiéu chay, c6 thé sir dung racecadotril nhu
mét liéu phép diéu tri"bd sung.

6. Cich dung, lidu diing: -

Uéng thubc ciing voi viéc bl nuée va dién gidi (xem Canh bdo va thén trong dic biét khi
dimg thudc)

Liéu ding duqc xac dinh theo trong luong co thé cia tré: 1,5mg/ kg thé trong/ lidu (twong
dwong 1 dén 2 g6i), ngay udng 3 lan cich déu nhau.

Tré em tir 13 kg — 27 kg: 1 gbi 30mg x 3 l4n/ ngay

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

Nén tlép tuc diéu trj cho dén khi phan tré tr& vé binh thudng

~ Thoi gian diéu tri khong kéo dai qua 7 ngay

Khéng nén diéu trj dai ngay bang racecadotril

Khéng c6 cac nghién ctru 14m sang d6i véi tré nho dudi 3 thang tudi

Céc dbi tugng dac biét

Khéng c6é nghién ctru nao duge thyc hién ddi véi tré em b suy gan hodc suy than (xem Canh
bao va thin trong dic biét khi sir dung)

Co the cho thudc vao thirc in hodic tron vao 1 it nuée (khoang 1 thia ca phé). Trén déu va cho
tré uong ngay lap tirc.

7. Chong chi dinh:

Khéng ding thubc cho tré néu tré bi di tmg (mAn cam) véi racecadotril hoic véi bit ki thanh
phan nio ciia ta dugc.
Nhitng bénh nhan c6-biéu hién phit mach khi diing c4c thudc rc ché men chuyén angiotensin
(nhu captopril, enalapril, lisinopril, perindopril, ramipril) khong nén sir dung racecadotril
Do ¢0 chira lactose, thubc duge chdng chi dinh véi nhitng b¢nh nhén ¢6 van dé di truyen hiém
gdp vé viéc khong dung nap fructose, hi chimg kém hdp thu glucose-galactose hogc thiéu hyt
sucrase-isomaltase.

8. Cinh bdo va thin trong dic bit khi dung thnﬁc'

Viéc ding thuoc khéng thay thé drge nhu cAu udng nuée cua tré.

Bu nuéc la rét quan trong trong viéc kiém soét tidu chay cdp & tré so sinh va tré nho. Viéc bl
nude cin phi hgp véi d6 tudi, can ning clia tré va giai doan, mirc d nghiém trong cta tinh




https://trungtamthuoc.com/

trang nay, dic biét trong trudng hgp nghiém trong hodc tiéu chay kéo dai kém theo tré b1 ndén
hogc kém &n. Ngoai ra, lién tuc cho an thudng xuyén (bao gdm ca bii me) va giam sat viée
udng nudc dly di 13 rit quan trong.

Sy xuét hién mau hodc mil trong phan ciia tré va tré bi s6t ¢6 thé cho thiy sy nhiém khuén
ho#c c¢6 mot bénh nghiém trong khic, bao dam tri liéu nguyén nhén (vd: sir dung khéng sinh)
hogic x4c dinh thém nguyén nhén. Do d6, racecadoril khong dugc dung trong nhimg trudng
hop nay. Racecadoril ¢6 thé dugc ding dong thoi v6i thudc khéng sinh trong truomg hop tiéu
chay cap do vi khuén nhu mét bién phép diéu trj bé sung.

Khoéng nén sir dung racecadoril trong trudng hop tidu chay c6 lién quan dén ding khang sinh
va tiéu chdy man tinh do khong c6 du dif ligu.

Thude nay chira ta duge Lactose: Bénh nhan bj réi loan di truyén hiém giip nhu khong
dung nap galactose, thiéu hut lactase hoan toan hoc kém hép thu glucose-galactose
khong nén diing thudc nay.

Thudc nay c6 chira dudmg kinh: Néu bénh nhén duge bac sy chén doan c6 rdi loan
dung nap véi mot sé loai dudmg nhét dinh, hay héi ¥ kién bac s§ trude khi diing thube

nay. e
Thudc nay chira aspartame trong mbi vién. Aspartame 13 ngudn dinh dudng giau v
phenylalanine. Chit.nay c6 thé c¢6 hai néu bénh nhan méc chiing phenylceton niéu, réi jcF
loan di chuyén hiém gap gdy tich liiy phenylalanine do co thé khong thé dao thai né W
nhu binh thudng. :J_‘_{_G_
9, Sir dung thudc cho phu nit c6 thai va cho con bua: iq:

- Thoi kp ¢ thai: Khong cé dir lidu diy du v& viéc sir dung racecadotril & phu nir c6 thai.
Céc nghién ctru trén ddng vét khong chi ra cic tic dong c6 hai truc tiép hoic gidn tiép dbi véi
viéc mang thai, sinh dé, phat trién phdi thai, _sinh con / sinh d¢é hofic phat trién sau sinh. Tuy -
nhién, vi khéng c6 cac nghién ctru cu thé v& 14m sang, nén khong nén sir dung racecadotril
cho phu nit mang thai.

" - Thoi kp cho con bii: Do thiéu thong tin vé& sy bai tiét cua racecadotril trong sita me nén
khong nén ding thube nay cho phu nff cho con bi.
10. Anh huéng ciia thudc 1én kha ning Idi xe, viin hanh mdy mée:
Racecadotril khéng c6 hoiic khong dang ké anh huéng dén kha niing 14i xe va sir dung may
méc.
11. Tuo‘ng tic, twong kx cila thuoc
Khéng c6 twong tac vdi cac chét khac d& duoc ghi nhan & ngudi cho dén nay.
O ngudi, diéu tri chung véi racecadotril va loperamide hoc nifuroxazide khong 1am thay ddi
dong hoc cia racecadotril.
12. Téc dyng khong mong mubn ciia thube:
Dix liéu tir céc nghiém ctru tidu chay cAp tinh 14m sang c6 sin cho 860 bénh nhén nhi dugc
didu trj bing racecadotril, va 441 dugc diéu trj v&i gia dugec.
Céc phan tmg thudc khéng mong mudn sau liét k& dudi day di xay ra véi racecadotril thuong
xuyén hon so vé6i gia duoc hodc da dugc bio cdo trong qué trinh gidm sét sau khi tiép thi.
Tén suét phén iing phy dugc xéc dinh béng cach sir dung quy udc sau day: rit phd bién (>
1/10), phd bién (= 1/100 dén <1/10), hiém gip (= 1/1000 dén <1/100), hiém gip (> 1/10.000
dén <1 / 1.000), rat hiém (<1 / 10.000), chua biét (khdng thé uéc lugng duge tir dit lidu sin
co).
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Nhiém tring va nhiém khuan

- Khéng phd bién: Viém amidan.
Réi loan da va mé duéi da:

- Khéng phd bién: Phét ban, ban do.

- Khéng rd: Hng ban da dang, phii né lui, phit mét, phi mét, phit mét, phit mach,
nbi may day, ban do da, ban do, prurigo, ngira.
Thong bao cho bdc si nhamg tdc dung khéng mong muon gdp phai khi sir dung thudc.
13. Qui lidu va cach xir tri:
Khong ¢6 trudng hop qua lidu ndo dugc bao cao. O ngudi 16n, lidu duy nhat trén 2 g, twong
duong vdi 20 14n lidu diéu tri, da duoc sir dung, va khong c6 tac dyung gdy hai nao dwgc md ta.
14. Dic tinh du'Q'c Irre hoce:
Nhém duge diéu tri: cc thude diéu tri tidu chay khac
Mi ATC: A07XA04
Duwrge lyc hoc:
Racecadotril 1a nidt tién chét ma cin dwgc thiy phin thanh chit chuyen héa c6 hoat tinh
thiorphan. Thiorphan 12 chat trc ché enkephalinase, mt peptidase mang t& bao hién dién &
nhiéu md khéc nhau, chii yéu 1 biéu mé ciia rudt non. Enzyme ndy tham gia vao qué trinh
thiy phén peptide ngoai sinh va pha huy peptide ndi sinh nhu céc enkephaline. Do do,
racecadotril bao v¢ dugc enkepha]ms ndi sinh c6 hoat dong sinh 1y & Ong ti€u hoa, kéo dai
tac dung khéng tiét cia chung ¢ ong tiéu hoa.
Racecadotril 1a mét thudc khéng tiét dudng rudt, ma hoat dong cla né gi6i han & ruft non.
N6 1am giam sy tiét nude va dién gidi & rudt non, géy ra boi djc t6 vi khuén ta hodc viém,
va khong c6 anh hudng t6i hogt dong bai tiét co ban. Racecadotril tdc dung nhanh hoat tinh
chéng tiéu chay ma khéng 1am thay dbi thdi gian chuyén van & rudt non.
Trong 2 nghlen clru 1dm sang & tré em, racecadotril lam giam 40% va 46% khdi lwong phan
trong 48 gid diu. Ngudi ta cling nhén thiy ring thoi gian tidu chdy va viéc bi nuéc gidm
dang ké.
Racecadotril khong giy ddy bung. Trong thdi gian nghién ctru 1dm sang, Racecadotril gdy
t4o bon thir phét & ty 1¢ twong duong vdi gid duc;)'c
Khi ding dwong ubng, thude chi tic dong & ngoai bién, ma khong c6 anh hudng dén hé thin
kinh trung wong.

15. Dic tinh dwgc dong hoc:

* Hép thu:
Racecadotril dugc hip thu nhanh chéng sau khi uéng. Su trc ché enzyme enkephalinase huyét
twong bt ddu sau khoang 30. phut.
Sinh kha dung cia Racecadotril khong bj thay ddi boi thirc &n, nhung ndng d¢ dinh bj chdm
lai khoang 1h 30 phut.

Phéan bo: bo- :

Sau khi uéng 1 lidu racecadotril dugc danh ddu bang C-14, lu'o‘ng phoi nhiém cta carbon
phong xa do dugec trong huyet trong cao hon nhleu 14n so vi cac té bao mau va cao hon gap
3 14n so véi méu toan phan Vi vdy, thudc khong gén véi bét ky t& bao mau ndo. Sy phén bd
carbon phéng xa trong cac m6 khac cia co thé 13 vira phai, dugc thé hién bing thé tich phan
b6 bidu kién trung binh trong huyét twong cua 66,4 kg.

90% chét chuyén héa hoat tinh clia racecadotril, thiorphan (=(RS)-N-(1-oxo0-2-
(mercaptomethyl)-3-phenylpropyl) glycine), dugc lién két véi protein huyet tuong, chi yeu la
v&i albumin. Céc tinh chit dugc dong hoc ciia racecadotril khéng bj thay dbi do dung liéu lap
lai hodc ding cho ngudi gia.

Khoang théi gian va pham vi anh hudng cia racecadotril phu thude lleu ding
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O tré em, thoi gian dé tic ché enkephalinase dat dinh trong huyét twong xp xi 2h va twong
duong vé6i 75% s e ché véi lieu 100mg.
Thoi gian (rc ché enkephalinase 1a khoang 8 gi¢

Chuyén hoa: i )
Thoi gian bén thai sinh hoc cia tacecadotril dugce tinh theo sy rc ché enkephalinase huyét

twong, 12 x4p xi 3 gio

Racecadotril bj thity phan nhanh chong thanh thiorphan chit chuyén hoa co hoat tinh, dugc
bién ddi trd lai thanh cac chét chuyén héa khong con hoat tinh. Viée diing I3p lai racecadotril
khong géy tich Iy thudc trong co thé.

Dit liéu in vitro cho thdy racecadotril/thiorphan va 4 chit chuyén héa khdng hoat tinh chinh
khéng trc ché c4c enzyme CYP nhu 3A4, 2D6, 2C9, 1A2 va 2C19 dén mire @0 gdy ra céc thc
dung [4m sang lién quan.

Dit lidu in vitro cho thy racecadotril/thiorphan va 4 chét chinh chuyén héa khéng hoat tinh
khong hoat hoa enzyme CYP cac dang (ho 3A, 2A6, 2B6, 2C9/2C19, ho 1A, 2E1) va enzyme
két hop UGTs d c6 tac dyng 1am sang.

Racecadotril khong lam thay dbi kha néing gén két protein ciia c4c hoat chét gén két manh véi
protein cua cac hoat chat gan k&t manh véi protein nhu: tolbutamide, warfarin, niflumic acid,
digoxin hodc phenytoin.

16. Quy cdch déng gbi: Hop 30 gbi x 3 g, kém don hudng dan sir dyng.
17. Diéu kién bio quin, han ding, tiéu chuéin chit lwgng ciia thube:
- Piéu kién bdo quin:
Giir thuoc trong hdp kin, ngoai tim véi cia tré em.
Bao quan: Noi khd mat, trinh dnh sang, nhiét 46 dudi 30°C.
- Han ding: 36 thing, k& tir ngay san xuét.
- Tiéu chuén chét lwgng cia thude: Tiéu chuin co sd.
18. Tén dia chi ciia co sé san xuit thude:
Sén xudt trén ddy chuyén dat tiéu chuin GMP-WHO tai :

CONG TY CO PHAN HOA DUQC VIET NAM
Dija chi viin phong: 273 Tdy Son,Ddng Pa, Ha Noi.

Dia chi nha may sén xuét: 192 Pirc Giang, Long Bién, Ha N§i.
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