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HUGNG DAN SUDUNG DANH CHO NGUGT BENH

1. Tén thubc: RACESEC
2, "Bpe ki hedng ddn sir dung trarge khi dimg ™
“Bé xa tdm tay iré em”
“Thdng bdo ngay che bdc sT hode dige sTnhfmg tde dung khéng mong mudn gdp phéi khi
sir dung thude ™
Thuoe bdn theo dom.
3. Théamh pl.fﬁn. hiim hrgng cia thude:
Cong thirc cho 1 vién nén phin tin

Racecadotril 100mg
Ta dwge T dugee: Cellactose 80, Primojel, Tale, Huong diu vira di 1 vién
4. Mé ti sin phiim: Vién nén hinh tron méu tring, canh va thanh vién lanh lin
5. Qui cich dong goi: Vi PVC/AL vi 10 vién, hip 1 vi, hop 2 vi, hip 3 vi, hip 5 vi
6. Thute nay ding cho bénh gi:
RACESEC duge chi dinh bé sung diéu trj tridu chimg tiéu chiy edp & ngudi 1dn va tré em
trén 15 tudi khi cde bién phap thong thuimg (bao gdm bil nude bing dutmg udng) 14 khf:«n,g
di dé kiém sodt cdc tricu chimg.

7. Nén dimng thude ndy nhr thé nao va liéu lwgng? I ey

Phisi hop voi liéu phip bl nude Newdi lom va tré em trén 15 tdi: khai dio 1 vién WE}n]gr 1.__--
vao bét i 10c ndo, sau d6 1 vién Il:.'H]rng mdi giir cho dén khi ngimg tiéu chay. Tﬁng HEa TINH ¥
khing qua 400mg. Néu triéu chimg viin kéo dii hon 7 ngiy, nén tham khéo v kién bac E§ A T A

8. Khi niio khing nén ding thuic niy?

Bénh nhin nhay cdm véi racecadotril hodic bét cir thinh phin nio cia thubc.

9, Tac dyng khing mong mudn:

- Nhiém triing va kv sinh triing

It gdp: Viém Amidan

- Rb6i loan da va mb dudi da.

It gip: Ban phit, ban do.

Khdng biét: Cé nhiéu tuyp ban d6 bao gdm: ban db nhiéu dang, ban d6 nhiéu u cue, ban
phit siin, nglra sdn, miy day: sumg tdy (phii né) ludi, mdt, méi va mi mit, cling nhw sung
mdit va mili, ngira.

Téac dyng cia racecadotril irén tiéu chdy man tinh chura dirge nghién ciu dhy di.

10, Nén tranh dimg nhimg thude hodc thue phiim gi khi dang sir dung thude nay:
Chua cb trong t4e ndo dirge md ti & ngudi cho dén nay. Cé Loperamide v nifuroxazide
khong lim thay ddi cich thire hogt ddng cia racecadotril trong co thé khi cie thude nay
dirge ::Iu:ng df:rng thin.

ll Ciin lam gi khi mit lin quén khing diing thufe: Khéng thay dbi lifu ding che lin
1-IE[‘| theo, 'lu:p tuc ding thudic cho hét dot diéu tri.

12. Ciin biio quiin thude nay nhw thé nio: Bio quan & khd mat, nhiét dd dudi 30°C, trdnh
anh sdng

13. Nhitng déiu hi¢u va triéu ehirng khi diing thube qui lidu:
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Khong ¢ tnrimg hop qud ligu ndo duge bio cdo. O ngudi ém cdc lidu dom trén 2g turomg
dwrong véi 20 ln diéu i da duge ding ma khing gy ra cée tic dung o6 hai,
15, Nhirng diéu ciin thin trong khi ding thube nay:

_ Vige ding RACESEC khéng thay thé nhu cdu udng nude ciia tré, clin cho tré ubng dd nurde
trong ngay.
Néu bj titu chiy ndng vivhodc kéo dii kém theo nén vivholic kém an, hiy héi ¥ kién béc
57, liéu phip truyén dich cd thé cin thiét trong trirdmg hop nay.
Hay héi ¥ kién béc s§ néu thiy c6 méu vi mil trong phén clia nguwdi bénh vavhoiic bj sbt vi
diu hiéu nay co thé cho thiy ¢6 sy nhifm khudn (hofic mét bénh nghiém trong khac) la
nguyén nhin gy tiéu chdy. V&l nhimg truémg hop ndy RACESEC ¢6 thé khéng phai 1a
thudic dé didu tri triéu chimg
Khing diing RACESEC cho tré dudi 3 thing tudi. Khing ding RACESEC cho bit ky bénh
nhin niao bi bénh gan hofc thin.
Phuy nir ¢o thai;
Khong co dir liéu dy di cho viée sir dung cde racecadotril & phy nit mang thai. Nghién
ciru trén dong viil khéng cho thiy tée hai trye tiép hofe gidn tiép lign quan dén viéc mang
thai, sinh sén, phét trién cta phéi thai, sinh d& hodc phat trién sau sinh. Tuy nhién, vi khong
¢ chic nghién clru 1im sang cu thé, RACESEC khéng nén ding cho phy nit mang thai,
Phu niv cho con bu ;
Do thiéu théng tin lién quan dén bai tiét racecadotril trong stra me, RACESEC khong nm'___
ding cho phy nir cho con bi.
Tic djng cia th ube khi 1di xe vi vin hainh may méc: Chua c6 théng tin
16. Khi nao cin tham viin bic 57, dwge s§: Tham vén bdc 57, dwge sT néu gip phai tie
dung khéng mong mudn khi sir dung thude. :
17. Han diing ciia thude: 36 thing ké tir ngiy sén xut
18. Tén/bidu twomg ciia nha sin xudt/nhd nhip khiv/chi s& hiru gidy phép ding ky

san phim:
HADIPHAR  Sin xudit bdi ,
CONG TY CP DUOC HA TINH
167 Ha Huy Tép, TP Ha Tinh
19. Negiy xem xét sira doi lai tir thong tin cho bénh nhéin.: Ngay 06 /02 /2017

g., TL‘:HG GIAM POC
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TO HUONG DAN SU DUNG DANH CHO CAN BQ Y TE
1. Tén thube: RACESEC
2. Thimh phiin, ham legng cia thude;

Cdng thirc cho 1 vién nén phin tin
Racecadotril 100mg

Tia dwrge T4 du:;:':u: Cellactose 80, Primojel, Tale, Huong déu vira di 1 vién

3. Dgng biao ché: Vién nén phiin tin

4. Cac e tinh dwge lye hge, dorge djng hope

Diege liee hoe:

Racecadotril 12 mét tién chit mi cin duge thiy phin thinh chit chuyén héa hoat tinh
thiorphan, |4 chét ire ché enkephalinase, mit peptidase mang 1€ bio & trong cdc md khic
nhau, chi yéu la bidu mé cda rudt non. Enzyme ndy tham gia vao cde qud trinh thiy phén
peptide ngoai sinh vi phd hity peptide nhir céic enkephalinase db 14 hoat déng sinh 1y & dng
tiéu hda, kéo dai tic dyng kich thich bai tiét cia ching,

Racecadotril 13 mét chit ching tiét, ma hoat ddng cia né duge gidi han & rudt non. Né lam
giim ting et mrde va dién giai & rudt non, giiy ra bai dic tinh td hofic viém, va khong co
anh hudng 161 hogt ding bai tiét eo bin racecadotril tic dung nhanh host tinh chéng tiéu
chiy ma khdng lam thay doi thasi gian chuyén viin & rubt non.

Racecadotril khong giv ddy bung.

Khi dimg duemg ufng, thube chi tic dong & ngoai bién, ma khong anh hwdng trén hé thin
kinh trung wong.

Duge dipng hpe:

- Hip thu: Racecadotril duge hip thu nhanh chéng bing duémg udng, Sy e ché men
enkephalinase huyét twong bit ddu sau khoang 30 phat.

Sinh khd dyng cia Racecadotril khong bj thay ddi b thire dn, nhung nénng d6 dinh bj
chiim lai khodng | giér 30 phit.

- Phin bd: Chi khodng 1% liéu ding duge phin bé vio che md 90% chiit chuyén hoa hoat
tinh cia Racecadotril (RS)-N-[1-ox0-2-(mercaptomethyl}-3-phenylpropyl] glycine, dugc
lién két voi protein huvét wong, chil véu voi albumin, Céic tinh chit duge ding hoc cia
Racecadotril khing bj thay ddi do ding ligu ip lai hofic ding cho ngrdi gia.

Khodang thisi gian va pham vi anh hidmg cda Racecadotril phu thude vio lidu dimg. Thid
gian irc ché enkephalinase dat dinh trong huyét twong xip xi 2 gidr va twrong duong 75% tre
ché v lidu 100mg. Vi lidu 100mg thiri gian (rc ché enkephalinase khodng & gidr.

- Chuyén héa: Thévi gian ban thai sinh hgc ctia Racecadotril dirge tinh theo sy {re ché cia
enkephalinase huyét tuong, xép xi 3 gid,

Racecadotri] bj thiy phén nhanh chong thinh chit chuyén héa coa hogt tinh (RS)-N-[1-
oxo-2-{mercaptomethyl)-3-phenylpropyl] glycine, chit ma dwoe bién ddi trd lgi thinh céc

&

https://trungtamthuoc.com/



chit chuyén hoa khong con hogt tinh. Viée ding lip lai Racecadotril khong giy tich ly
thude trong cor thé. Racecadotril khéng déng vai trd nhir 14 téc nhiin gdy cam tmg hay irc
ché men cytochrome P - 4350,
Racecadotril khong lim thay déi kha ning gin két protein ctia cic hogt chit gin két manh
viri protein nhur tolbutamide, warfarin, niflumic acid, digoxin or phenytoin.
(J bénh nhdn suy gan [xo gan 9 B cta thang phén loai Child - Pugh), tiét dién ding hoc
clia chit chuyén héa co hoat tinh ciia Racecadotril 4 cho thiy sy tuong ddng gifra T, Vi
Tia va legng thip hon Co, (-65%) v AUC (-29%) khi dwge so sinh vai cde dbi turgmg
khoe manh.
O bénh nhin suy thiin ning (hé s6 thanh thai 11-39mb/phit) tiét dién dong hoc cia chit
chuyén hoa cia Racecadotril dii cho thily thip hon Coy, (- 49%) vi lugng cao hon AUC (+
16%) v Ty khi so sanh v ngudi tinh nguyén khde manh,( hé sé thanh thai > T0mliphit)
- Thai trir: Racecadotril duge thii trir & dang chuyén hda khong b hoat tinh, chi véu qua
durdmg nurde tiéu, va c6 mire 4§ it nhidu hon qua dudmg phin. Thai trir qua diimg phéi 1
khong co y nghia.

5. Qui cach dong goi: Vi PVC/AL vi 10 vién, hip | vi, hdp 2 vi, hip 3 vi, hp 5 vi

6, Chi djnh, liéu dimg, cach diing, chﬁpg chi t!i:nh ‘
Chi dinh: RACESEC duge chi dinh bb sung digu tr] trigu chimg tiéu chay cap & ngudi lom
vil tré em trén 15 tudi khi cde bién phép théng thudng (bao gém b mrde bing didmg udng)
la khang di dé kiém sodt cac triéu chimg.
7. Liéu ding - cich ding
Phéi hop vai ligu phap bil nude Ngudi 16n v tré em trén 15 wdi: khai ddu 1vién 100mg
vio bt cif lic ndo, sau d6 1 vién 100mg mdi gitr cho dén khi ngimg tiéu chay. Téng liéu
khong qua 400me. Néu triéu chimg viin kéo dai hon 7 ngdy, nén tham khdo ¥ kién béc s§.
Ching chi dinh: , : ;
Bénh nhén nhay cdm vdi racecadotril hodic bit cir thanh phin nio cia thude,
7. Ciic thiin trong khi diimg thube:
Viée dimg RACESEC khong thay thé nhu cdu ubng nwic ciia tré, cén cho tré ubng di nude
trong ngay,
Néu bi tiéu chiy niing vivholc kéo dii kém theo nén va'hodic kém dn, hily hoi ¥ kién bic
57, ligu phap truyén dich co thé ciin thiét trong truémg hop niy.
Hay hoi ¥ kién bac 57 néu thiy ¢6 méu va mi trong phén cia ngwai bénh vishode bj sbt vi
déu hidu niy c6 thé che thiy cé su nhidm khuin (hoje mdt bénh nghiém trong khic) la
nguvén nhin giy tiéu chay. V& nhitng triromg hop nay RACESEC co thé khéng phai la
thude dé didu trj tridu chimg
Khong ding RACESEC cho tré dudi 3 thing tudi, Khong ding RACESEC cho bt kv bénh
nhan ndo bj bénh gan hofc thin,
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Twerng tic voi cde thude khde, cde dang tiwong tde khde: Chira ¢6 tuong tde nao duoe md
td & ngudsi cho ¢én nay. Ca Loperamide va nifuroxazide khéng lam thay déi cach thire hoat
dng cia racecadotril trong co thé khi ede thude nay duge ding déng thai.

" Tiic dung khing mong muin ciia thuie:

- Mhiém tring va ky sinh trimg;

[t gaip: Viém Amidan i,

- Réi loan da vi mé dudi da: 5 TN
it edip: Ban phét, ban do. eHAN \OH

oo .I'_'l

Khéng biét: C6 nhiéu tuyp ban db bao gbm: ban dé nhidu dang, ban do nhiéu u cyc, ban,,;, /- /
phit giin, ngira sin, may day: sung l:iy (phi né} I, mat, mbi vA mi mit, ciling nhu sm;g;_ ,;;
matl va mii, ngira. —
The dung cla racecadotril trén tiéu chiy man tinh chua duge nghién etru ddy di.

Sur dung cho phy ni co thai va cho con bi:

Phu niF o thai:

Khing ¢ dir lidu diy di cho viée sir dung céc racecadotril & phy nit mang thai. Nghién
ciru trén ding vit khéng cho thiy tac hai tnre tiép hodic gidn tiép lién quan dén viéc mang
thai, sinh sdn, phat trién clla phoi thai, sinh A& hogic phét trifn sau sinh. Tuy nhién, vi khing

co cic nghién cin lim sang cu thé, RACESEC khéng nén ding cho phy nir mang thai.

Phu nit cho con bit ;

Do thiéu théng tin lién quan dén bai tiét racecadotril trong sita me, RACESEC khong nén
ding cho phy nir cho con b,

Tide ding cua thude khi lii xe v wiin hanh mdy moc: BACESEC cho Ihﬁ}' khéng dnh
hirdmg dén su mit tinh tdo.

Tuong tic vivi cie thube khic, ede dang trong tie khie:

Chura ¢6 Wwong tae nao duge md 13 & ngudi cho dén nay. Ca Loperamide va nifuroxazide
khing lam thay déi cich thirc hoat dong ciia racecadotril trong co thé khi cée thube nay
ducre diing ddng thix,

9. Tic dyng khong mong mudn:

- Nhiém tring vi ky sinh tring:

It giip: Viém Amidan

- Réi loan da v md duai da:

it gap: Ban phit, ban do.

Khéng biét: Cé nhidu tuyp ban 46 bao gbm: ban dd nhidu dang, ban dd nhiéu u cyc, ban
phit sén, ngira sén, may day: sung tdy (phi né) ludi, mit, moi va mi mit, ciing nhir sung
mdt va mili, ngira.

Téc dung ciia racecadotril trén tiéu chay man tinh chira duge nghién ciu diy di.

L0. Quid liéu vit cdeh xi triz

ﬁ/
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Khong ¢o truimg hop qua liéu nio duge bao cio. O ngirdi 1én cde liéu don trén 2g twong
duong vii 20 Hin diéu trj d3 duoe ding ma khing gly ra cac tae dung 6 hai.

11, Diéu Kign bio quin va han dimg ciia thude: Noi khé mat, nhiét @3 dudi 30°C, trdnh
anh sang

Han dimg: 36 thang ké tir ngay sin xufit.

q 12. Tén va va dia chi ciia nhi san xuit

E San xudt béi
HADIPHAR E—ﬁﬂg 1.'} CFP DIJ"GG Ha Tinh
167 - Ha Huy Tip - Thanh phé Ha Tinh
PT: 0393 854617 - 0393 855906 Fax : 0393 3856821
13. Ngiy xem xét sira ddi Igi tir théng tin cho bénh nhiin Ngay 06 /02 /2017
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