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Ngudi I6n va 1ré em trén 8 tudi

4 ENLIE

Sén xudt toi CONG TY 6 PHAN DUQC ENLIE
Budng NAG - KCN My Phudc 2 - B&n Cat - Binh Duong
Manufacturer by: ENLIE PHARMACEUTICAL JSC.

NAS street, My Phuoc 2 indusirial park. Ben Cal fown, Binh Duong province

CONG TY O PHAN DUGC ENLIE.

Duding NA6 - KCN My Phudc 2 - Bén Cat - Binh Dudng

U NHAN GOC GOI MARPIVA®

SACHET (GMP-wHO )
MARPIVA
Macrogol 4000 ..................... 109

Adults and chlldren from 8 years old
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(O””\N Huéng dfn sit d
\ DUGe wong dan siv ®l,mg
DAJ | \m/ , MARPIVA
&

f uo HO o\*‘//l Dé xa tim tay tré em
Doc kj hwdng diin sit dung thubc triwée khi ding
1. THANH PHAN CONG THUC THUOC.

Hoat chdt: Macrogol 4000..............ccovvnrnn.. 10,00 g
Td dirge: Bt huong cam, Natri saccharin vira di 1 goi.

2. DANG BAO CHE.

G6i thude bot pha dung dich ubng.
M6 ta: Bot thube mau tréng, ddng nhét, kho toi.
ﬁ 3. CHI PINH.

~ Dibu tri tho bén triéu chimg & ngudi 16n va tré em trén 8 tudi.
Tru6ce khi didu tri, nén loai trir cac rdi loan thue té. O tré em, MARPIVA® chi 12 bién
phép didu tri tao bon tam thoi két hop véi ché d6 an thich hgp va 161 séng hop vé sinh,
didu tri ti da 3 thang. Nén tri¢u chiing van con mic du d4 thyc hién ché do an thich
hop v 16i séng hop vé sinh, nén tim va diu tri nguyén nhén.

4. CACHDUNG, LIEU DUNG.
Liéu ding
1 dén 2 gdi (10-20 g) mbi ngay, nén ubng 1 14n vao budi sang, Lidu hang ngiy nén

dwoc didu chinh theo dép tmg 14m sang c6 thé tir 1 gbi ubng cach ngay (dic biét & tré
em) dén 2 g6i mot ngay.

( MARPIVA® c6 hiéu qué trong vong 24 dén 48 gidy sau khi udng.
- Tréem:

1-2 g6i mdi ngay, tot nhét 1a diéu chinh theo d4p g ciia bénh nhan c6 thé tir mot gbi
ubng cdch ngay dén 2 go6i mot ngay.
Khong nén diéu tri qué 3 thang vi thiéu dir liéu 14m sang cho viéc st dung trén 3
thang. Su hdi phuc ctia nhu dong rudt do thube s& dugc duy tri bing ché d6 an ubng va
161 séng vé sinh.
Déi twong dic biét
Khéng c6 thong tin lwu ¥ v& lidu ding dbi véi cic dbi tugng ddc biét (ngudi suy thén,
suy gan, ngudi 16n tudi). Trong trudng hop bi tidu chay, than trong & bénh nhan c6 xu
huéng rbi loan can bing nude — dién gidi (nguoi gia, bénh nhan suy giam chic nang
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gan hoiic thin hodc bénh nhén dung thubc loi tiéu), va cén nhic vé diéu chinh dién

giai.

Cach dung

Pudng udng.

Lugng thubc trong mbi goi phai duge hoa tan trong 1 Iy nude (khoang 125 ml) trude

khi uéng.

5. CHONG CHI DINH.

- Bénh viém rudt ning (viém loét dai trang, bénh Crohn) hodc phinh dai trang nhiém
doc,

- Thing duong tiéu hoa hodc c6 nguy co thing duong ti€u hoa,

- Téc rudt hodc nghi ngd téc rudt, hep rudt tridu chimg,

- Hbi chimg dau bung khong r6 nguyén nhén,

- Nhay cam véi hoat chét hoic bit ky ta dugc ndo cia thube.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC.

Chuy
Pidu trj tho bon voi bit ky thube ndo déu nén két hop véi 161 séng va ché do an lanh
manh, vi du:

o Ché db #n nhidu chit 16ng va chét xo.

° Hoat dong thé luc thich hop va luyén tip phan xa cta rudt.
. Trudce khi didu tri nén loai trir c4c rbi loan thuc thé.
Thubc ndy chira macrogol (polyethylene glycon). Céc tredng hgp phan tng qua méin
(séc phan v&, phi mach, may day, phat ban, ngtra, ban do) vGi nhitng thude co chira
macrogol (polyethylene glycol) dd dugc bdo cdo, xem phén Tdc dung khong mong
muon.
Trong trudng hop bi tiéu chay, than trong & bénh nhan ¢6 xu hudng ri loan can bang
nude — dién gidi (ngudi gia, bénh nhén suy gidm chirc nang gan hoic thin hodc bénh
nhan ding thudc l¢i tiéu), va cAn nhic vé diéu chinh dién gii.
P4 ghi nhén duge céc truong hop hit vao phé quan khi dua lugng 16n polyethylene
glycol va chét dién gidi vao co thé qua ng théng miii da day. Nhiing tré em thiéu ning
hé thin kinh c6 rdi loan chirc ning ving miéng d4c biét hay gip nguy co nay.
~ Thén trong khi dung:
MARPIVA® khong chira nhidu dudmg va polyol va ¢6 thé k& don cho bénh nhén tiéu
duong hodc bénh nhén dang trong ché do #n kiéng khong galactose.
7. SUDUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU.

Phu ni¥ co thai
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Nhitng nghién ciru trén dong vét cho thdy khong c6 tac dong truc tiép hay gién tiép dbi
voi ddc tinh sinh san.

Dit lidu v& viée st dung MARPIVA® & phu nit mang thai con han ché (duéi 300
truong hop).

Khéng thy tac dong trong khi mang thai, vi sy phoi nhiém toan than véi MARPIVA®
1a khong déng k&. MARPIVA® c6 thé sir dung trong khi mang thai.

Cho con bu

Khéng cé dir liéu vé sur bai tiét cia MARPIVA® vio sita me. Khong thiy téc dong trén
tré dwoc nudi bing sita me vi phoi nhiém toan than cta phy nit cho con bd véi
macrogol 4000 1a khéng dang ké. MARPIVA® c6 thé ding trong giai doan cho con bu.

Kha nang sinh san )\/)

CC

( Khéng c6 nghién ctru ndo cia MARPIVA® duge thyc hién, tuy nhién macrogol 4000 cf
dugce hép thu khéng nhiéu do d6 duoc cho 1a khong c6 tic dong dén kha ning sinh san. [

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY DA

MOC. &

Khong anh hudng.
9. TUONG TAC, TUONG KY CUA THUOC.

Sir hip thu ciia céc san phdm thude khac c6 thé bj giam tam thoi trong qua trinh st
dung véi thudc MARPIVA.

Hiéu qua diéu trj cia cdc san phém thube c6 chi sb diéu tri hep co6 thé bj anh hudng
e bidt (vi du: thube chéng dong kinh, digoxin va cc chét Grc ché mién dich)

10. TAC DUNG KHONG MONG MUON CUA THUOC.

Nhitng phan tng bét loi ctia thude duge liét ké theo tAn suit gip, dua trén phén loai
sau:

o Ritthudng xuyén: (= 1/10);

o Thuong xuyén: (> 1/100 dén < 1/10);

e Khong thudmg xuyén: (> 1/1,000 dén < 1/100);

e Hiém: (> 1/10,000 dén < 1/1,000);

o Réthiém: (< 1/10,000);

e Khong biét: (khong thé uéc ugng tir cac s6 lidu sin c6).
Nguwoi lon

Nhitng tac dung khong mong muén duéi ddy d duge béo cdo trong cdc nghién clru
Jam sang (600 bénh nhan) va sau khi dua ra thj truong. N6i chung, nhitng phéan tng c6
hai 12 nhe va thoéng qua va chii yéu trén hé tiéu héa:
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Réi loan da day-ruot:

Thuong xuyén: Pau bung, chuéng bung, tiéu chay*, budn nén
Khong thudmg xuyén: Non, cim gidc cin di tiéu gép, di tiéu khong tu chu

Nhitng réi loan dinh duéng va chuyén héa

Khéng biét: Roi loan dién giai (gidm natri mau, gidm kali méu) va hogc mat nuéc, dic
biét & ngudi gia

Nhitng réi loan hé mién dich

Rét hidm: Phan ¥ng qua min (séc phan vé, phit mach, may day, phét ban, ngira, ban

do)
Tré em ?53}“‘;&
‘\
( - Nhitng tac dung khdng mong mudn dudi ddy dd duge bdo cdo trong cdc nghién ciru NG Ty
: lam sang gdm 147 tré em tir 6 thang dén 15 tudi va sau khi dua ra thi trudng. Ciing ij"'/\'\‘
nhu & ngudi 16n, phan ting ¢ hai thuong 1a nhe, thoang qua va chi yéu trén hé tidu 1[ Jff {;\}N
. ALY
héa: e

Nhitng réi loan da day — ruét &=

Thudng xuyén: Pau bung, tiéu chay*
Khdng thudng xuyén: Non, chuéng bung, budn ndn.

Nhitng réi loan hé mién dich

Khong biét: Phan tng qua mén (Séc phan vé, phit mach, may day, phat ban, ngia)
*Tiéu chdy c6 thé gdy nén dau quanh hdu mén

~ Thong bdo cho bdc si nhitng tic dung khong mong mubdn gdp phai khi siv dung
thudc.

11.QUA LIEU VA CACH XU TRI.

Tiéu chay, dau bung va non da duoc béo cdo. Tiéu chay do ding thube qua lidu s& hét
khi ngimg thube hoic giam lidu.

Mit dich qua nhiéu do tiéu chay hodic non c6 thé phai can bu dién giai.
12.PAC TINH DUQC LUC HQC.

Nhém duge Iy: Nhuén trang thdm thiu.

Mi ATC: A06AD15. (A: Dudng tiéu hoa va chuyén héa).

Macrogol cao phan tir (4000) 1a nhitng polymer dai thing lién két véi céc phén tir nude
bang nhimmg cu nbi hydrogen. Khi udng vio ching lam ting lugng dich trong long
- rudt. Luong dich nay khong bi hép thu do d6 dung dich c6 tdc dung nhuén trang.

13.PAC TINH DUQC PONG HOQC.
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Nhitng dir liéu duge dong hoc khing dinh ring macrogol 4000 khéng bi hép thu ciing
nhu chuyén héa trong dudong tiéu héa khi ding dwong udng.
14.QUY CACH PONG GOL
Hop 20 goi + 1 to huéng dan sir dung.
15.PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC.
Bao quan: P& & nhiét d6 dudi 30°C, tranh 4m va 4nh sing,
Han dimg: 36 thang ké tir ngay san xut,
Tiéu chuén chét lwong: Tidu chuin co s6.
16.TEN, PIA CHI CUA CO SO SAN XUAT.
CONG TY €O PHAN DUGC ENLIE.
( Pudng NA6, khu coéng nghiép M§ Phuée 2, phudng My Phuée, thi x& Bén Cét, tinh
Binh Duong.
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