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Indications, Contraincations, Dosage-Administration:

See in package insert inside

Storage:In dry place, protected from light store below 30C

Specifications: Manufacturer's.
Keep out of reach of children

Carefully read the accompanying instructions before use.
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Ta dworc vira du 1 vién
Chi dinh, chéng chi dinh, lidu diing - cach ding:
Xem don huéng dan sir dyng bén trong hép.

Bao quén: Noi kho, nhiét 6 dudi 30C, trénh anh séng
Tiéu chuan ap dyng: TCCS

CONG TY CP DUQC HA TINH

167 H& Huy Tap, Tp. Ha Tinh

Tel: 039 3855906'Fax: 039 3856821
Email: hip@hatipharco.com.vn

SBK(Visa No):
Ngay SX{Mfg Date):
L& SX{Lot No):
HD{Exp Date):

'RaceSec
Racecadotril 30mg

Pl S816SX. —— HD: 4

-

—
HADIPFHAR

RaceSec RaceSec

Racecadotril 30mg Racecadotril 30mg

GMP-WHO Mir by HADIPHAR
CONG TY CP DUQC HA TINH

-

—
HAOGIPHAR

RaceSec RaceSec

Racecadotril 30mg Racecadotril 30mg

RaceSec RaceSec

Racecadotril 30mg Racecadotril 30mg

GMP-WHO Mir by HADIPHAR ) |
CONG TY CP DUQC HA TINH

RaceSec RaceSec -

Racecadotril 30mg Racecadotril 30mg
—— v

= .y
HADIPHAR

RaceSec RaceSec

Racecadotril 30mg Racecadotril 30mg

GMP-WHO Mfr by HADIPHAR e
CONG TY CP DUQC HA TINH

4

o f/.l

Ha Tinh, ngay 31 thang 08 nam 2015

_ln-TONG GIAM BOC

/\v

<wr”  PHOTONG GIAM BOC

Vo Pitc Nhan



UBND TiNH HA TINH
CONG TY CP DU'OC HA TINH
167 Ha Huy Tap, Tp. Ha Tinh
Tel: 1900636058*Fax: 0393.856821
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Compositions
Racecadotril .........30mg
Excipents g.s.1

Indications, Contraincations, Dosage-Administration:
See in package insert inside
Storage:In dry place, protected from light,store below 30C
Specifications: Manufacturer's.

Keep out of reach of children
Carefully read the accompanying instructions before use.

5 Blisters x10 Tabalet

RaceSec

Racecadotril 30mg

Bwpg [jopeosdey
J9gaoey

HADIPHAR CONGTY CP DUQC HA TINH CMP-WHO
167Ha Huy Tép TP Ha Tinh
Thanh phan DE XA TAM TAY TRE EM, DOC KY HUONG
Racecadotril .........30mg DAN SU DUNG TRU'OC KHI DUNG.
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TO HUONG DAN SU DUNG THUOC:

RACESEC

Cong thirc bao ché: Cho 1 vién nén

Racecadotril 30mg

Ta dugc: Cellactose 80, Primojel, Talc, Hwong dau vira da 1 vién
Duoc luc hoc:
Racecadotril 14 mét tién chit ma can dugc thiy phén thanh chit chuyén héa hoat tinh
thiorphan, 1a chit (rc ché enkephalinase, mét peptidase mang té bao & trong cic mé khac
nhau, chi yéu 1a biu mé cta rudt non. Enzyme nay tham gia vao cac qua trinh thity phan
peptide ngoai sinh va phd hiy peptide nhu céc enkephalinase d6 1a hoat dong sinh ly & 6ng
tiéu hoa, kéo dai tac dung kich thich bai tiét cia ching.
Racecadotril 1a mot chét chéng tiét, ma hoat ddng cia n6 dugce gidi han & rudt non. N6 1lam
gidm ting tiét nudc va dién gidi & rudt non, gly ra béi doc tinh ta hoic viem, va khong co
anh huéng t6i hoat dong bai tiét co ban racecadotril tic dung nhanh hoat tinh chéng tiéu
chéy ma khong 1am thay ddi thoi gian chuyén van & rudt non.
Racecadotril khong giy day bung.
Khi ding duomg ubng, thuée chi tic dong & ngoai bién, ma khong anh hudng trén hé thin
kinh trung wong.
Duwgc dopng hoc:
- Hap thu: Racecadotril dugc hdp thu nhanh chéng bing duong udng. Sy trc ché men
enkephalinase huyét trong bt diu sau khoang 30 phut.
Sinh kha dyng ctia Racecadotril khong bj thay d6i bai thirc &n, nhung ndng do dinh bi chim
lai khoang 1 gi¢r 30 phut.
- Phén bé: Chi khoang 1% liéu dung dugc phan bb vao cac mé 90% chit chuyén héa hoat
tinh cia Racecadotril (RS)-N-[1-0x0-2-(mercaptomethyl)-3-phenylpropyl] glycine, dugc
lien két voi protein huyét twong, chii yéu véi albumin. Céc tinh chét duge dong hoc cua
Racecadotril khong bi thay dbi do dung liéu 13p lai hoic ding cho ngudi gia.
Khoang thoi gian va pham vi anh huéng cia Racecadotril phu thudc vao liéu dung. Thoi
gian trc ché enkephalinase dat dinh trong huyét tuong xAp xi 2 gi® va tuong duong 75% tc
ché véi lidu 100mg. Véi liéu 100mg thoi gian trc ché enkephalinase khoang 8 gid.
- Chuyén hoéa: Thoi gian ban thai sinh hoc ctia Racecadotril duge tinh theo sur trc ché cia
enkephalinase huyét trong, xép xi 3 gio.
Racecadotril bi thity phan nhanh chéng thanh chét chuyén héa c6a hoat tinh (RS)-N-[1-oxo-
2-(mercaptomethyl)-3-phenylpropyl] glycine, chit ma duoc bién dbi trd lai thanh cac chét
chuyén héa khong con hoat tinh. Viéc dung lp lai Racecadotril khong gay tich liiy thude
trong co thé. Racecadotril khong dong vai trd nhur 12 tic nhan gdy cam (g hay (rc ché men
cytochrome P —450.
Racecadotril khong 1am thay ddi kha ning gin két protein ciia céc hoat chét gin két manh
voi protein nhu tolbutamide, warfarin, niflumic acid, digoxin or phenytoin.
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0 bénh nhén suy gan [xo gan d) B cua thang phéan loai Child — Pugh], tiét dién déng hoc cua
chét chuyén hoéa ¢6 hoat tinh cia Racecadotril da cho thiy sy twong ddng giita Ty va T, n
va luong thép hon Cey (-65%) va AUC (-29%) khi duoc so sanh véi céc déi tuong khoe
manh.
O bénh nhén suy thin ning ( hé s6 thanh thai 11-39ml/phat) tiét dién dong hoc cia chét
chuyén héa ciia Racecadotril da cho thdy thip hon Cpe, (- 49%) va lugng cao hon AUC (+
16%) va Ty, khi so sanh v&i nguoi tinh nguyén khée manh,( hé sb thanh thai > 70ml/phut)
- Thai trir: Racecadotril dugc thai trir & dang chuyén héa khéng c6 hoat tinh, chu yéu qua
dudng nuéce tidu, va c6 mirc df it nhidu hon qua dudng phan. Thai trir qua duong phdi 1a
khong c6 y nghia.
Chi dinh: RACESEC dugc chi dinh bd sung diéu trj triéu chimg tiéu chay cip & ngudi lon
va tré nho (trén 3 théng tudi) khi cac bién phéap théng thuong (bao gdm bu nuéc bing
dudng udng) 1a khong di dé kiém soét cac triéu chimg.
Liéu lugng va cdch ding:.
Liéu dung duoc xéc dinh theo trong lugng co thé 1,5mg/kg thé trong.
Liéu d4u tién c6 thé dugc dung bét ké thoi diém nao trong ngay, udng 3 liéu mét ngay, dung
hang ngay cho dén khi két thuc dot diéu tri. Thoi gian diéu trj khéng kéo dai qua 7 ngay.
Doi véi tré ¢ thé cho vién thube vao nude hodc vao binh sita. Tron déu va cho tré ubng
ngay.
Néu cin thém théng tin hay hay hoi 1oi khuyén cia bac s§ hogic dugc sy.
Chong chi dinh:
Bénh nhan nhay cam vdi racecadotril hoédc bt cir thanh phé“m nao cta thude.
Nhitng liu y dic biét va canh bdo khi dimg thubc:

Viéc dung RACESEC khéng thay thé nhu cau ubng nudc cia tré, cin cho tré udng di nudce
trong ngay.
Néu bi tiéu chay ning va/hoic kéo dai kém theo nén va/hodc kém an, hdy hoi y kién bac s¥,
liéu phép truyén dich c6 thé can thiét trong truong hop nay.
Hay hoi y kién bac sy néu thiy c6 méu va mu trong phan ctia ngudi bénh va/hodc bi sét vi
ddu hiéu nay c6 thé cho thiy c6 sy nhiém khudn (hoic mot bénh nghiém trong khéc) la
nguyén nhan gy tiéu chdy. Vi nhing truong hop ndy RACESEC c6 thé khong phai 1a
thudc dé diéu tri triéu ching
Khéng dung RACESEC cho tré dudi 3 thang tudi. Khéng ding RACESEC cho bat ky bénh
nhan nao bi bénh gan hodc thén.
Tuong tdic véi cdc thuéc khdc, cdc dang twong tdc khdc: Chua cé tuong tac nao duge md
ta & ngudi cho dén nay. Ca Loperamide va nifuroxade khong lam thay dbi cach thirc hoat
dong cua racecadotril trong co thé khi cac thudc nay dugc ding déng thoi.

Téc dung khéng mong muébn cia thubc:

- Nhiém tring va ky sinh tring:
It gap: Viém Amidan
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- Réi loan da va mé duéi da:
It gdip: Ban phit, ban do.

Khéng biét: C6 nhiéu tuyp ban do bao gfirn: ban do nhiéu dang, ban do nhiéu u cyc, ban
phét sdn, ngtra sin, may day: sung tiy (phi nd) ludi, mat, méi va mi mét, cling nhu sung
madt va miii, ngura.

Théng bdo cho Bdc sy nhitng tic dung khéng mong muén gdp phdi khi sie dung thuéc
Str dung cho phu nit cé thai va cho con bu:
Khong nén dung RACESEC cho phu nit mang thai.
Phu nir cho con bu: Do thiéu théng tin lién quan RACESEC dén viéc tiét sita & nguoi khong
nén ding RACESEC néu dang cho con b.

Tdc dpng ciia thubc khi ldi xe va vin hanh mdy méc: RACESEC cho thdy khéng anh
huémg dén sy mét tinh téo.
Qud liéu va cdch xi tri: Khong co6 truong hop qua liéu nao duge béo cédo. O ngudi 16n cac
lifu don trén 2g tuong dwong véi 20 1an diéu tri da dugce ding ma khong gy ra cic tac dung
¢o hai.

Qui cdch dong goi: Vi PVC/AL, vi 10 vién, hop 1 vi, hop 2 vi, hop 3 vi, hdp 5 vi
Biio qudn: Noi khd mat, nhiét d duéi 30°C, tranh 4nh séng.

Han diing: 36 thang ké tir ngay san xuat.

Tiéu chudn dp dung: TCCS

PE THUOC XA TAM TAY CUA TRE EM
PQC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
Néu cin thém théng tin xin héi y kién ciia thiy thude
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HADIPHAR CONG TY CP DUQC HA TINH
167 Ha Huy Tép, Thanh phé Ha Tinh
DT: 1900636058 Fax: 039.856821. E-mail: hip@ hadiphar.vn
Ngay 15 thdang 09 nam 2015
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