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MAU GOI SUCRAPI

Kich thudc:
Dai: 90 mm
Rong: 60 mm

CRAP]

Hon dich uong

Goi 5ml

GMP-WHO

© Thanh phan:

<1V ] 1| O 149
- s 100000 "1 - Ko L3 (S 5ml

© Chi dinh, cach dung, chéng chi

. dinhva cac thong tin khac: ,
. Xin doc trong t& hwéng dan siv -
- dung. '
© Bao quan: Bé noi khé réo, tranh
- anh sang, nhiét d6 khéng qua
1 30C. ;
- Dé xa tim tay tré em. ;
- Poc ky hwéng dan siv dung -
* trwwére khidung.

- s616 8X:
HD

A pimed

TNluarma

- CONG TY CO PHAN DUQC APIMED
© Bwong N1, cum cdng nghiép Pha Thanh-Vinh Thanh,
© x& Vinh Thanh, huyén Nhon Trach, tinh Déng Nai.

60,00 mm

90,00 mm

N\ M B
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piing:  HO SO HANH CHINH &
' THONG TIN SAN PHAM .
APH'mEMdA G S Trang: 1/ 9 |
7 - 8. TO HUONG DAN SU DUNG
Ngay 2 thang (2. nam A01 ¥
Co s& ding Ky va san xuit thudc

foy/

Hdn dich uéng SUCRAPI \\\;; }
1. T& huéng din sir dung cho bénh nhan. \7@.

2. Td hudng dan sir dung cho cén b y té.




Huéng dén sir dung thude cho-
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Trang 2/8

Hon dich uéng SUCRAPI

“Doc ky huong din si dung trudc khi diing”
“Dé xa tam tay tré em”

“Thong bdo ngay cho bdc si hodc dugc si nhitng tic dung khong mong muén gdp phi khi sir dung
thuoc”

“Khéng sir dung thubc qud han ding ghi trén nhan”
THANH PHAN, HAM LUQNG
Thanh phan trong 5 ml hdn dich

*  RIIBEIIIIE o srasisiohmiseatbnsis st finposbtstusivissmrassvammrnssommms et Y S o A S T SRR S lg

Ta dugc: Sorbitol 70%, polyethylen glycol 6000, hydroxypropyl methyl cellulose 6cPs, aspartam,
methylparaben, propylparaben, propylen glycol, silic dioxyd dang keo khan, hwong dau, nudc tinh khiét .............
............................................................................ vira da 5 ml.

MO TA SAN PHAM
Dang hdn dich duc, mau tréng dén tra'ing nga, huong dau, vi ngot.
QUY CACH BONG GOI

- Hop 20 gobi x 5 ml.

- Hop 50 go6i x 5 ml.
THUOC DUNG CHO BENH GI:

Hon dich uéng SUCRAPI chira hoat chit 14 sucralfat, 1a mot chit thudc nhom thude bao vé niém mac
duong tiéu hda, tac dung bang cach tao mdt hang rao bao vé & 0 loét va ngan can céc kich ung gay ra
do acid, pepsin va mat.

Hbn dich uéng SUCRAPI dugc sir dung trong:
- Dibu tri loét ta trang, loét da day lanh tinh, viém da day man tinh.
- Phong tai phat loét ta trang va loét do stress.

Phong chdy méau da day rudt khi loét do stress.
NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG

Hoén dich uéng SUCRAPI nén udng vao lic doi, udng trudc bira in hodc trudce khi di ngu.
Liéu lugng:
* Ngudilém va thanh thiéu nién tir 15 tudi tré 1én:

Loét ta trang, viéem da day:

Uéng 2 g (10 mly/ lan, 2 1an/ ngay (vao budi sang va trudce khi di ngir) hodc ubng 1 g (5 ml)/ lan, 4
lan/ ngay (udng 1 gio trude bira an va trudce khi di ngu).

Thuong diéu tri trong 4 dén 6 tuan, néu can c6 thé dung téi 12 tuan.

Liéu t6i da 1a 8 g (40 ml)/ ngay.

v
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Trang 3/8

- Loét da day lanh tinh:
Udng 1 g (5 ml)/ lan, 4 140/ ngay.
Thudng diéu tri trong 6 — 8 tuan.

Néu ngudi bénh bi nhiém Helicobacter pylori, can dugc diéu trj dé loai trir vi khuin H. pylori t6i
thiéu bang metronidazol + amoxicillin va phdi hop véi sucralfat + mot thuc chéng tiét acid (nhu
thudc tre ché H, histamin hay trc ché bom proton).

Phong tdi phat loét td trang:

Udng 1 g (5 ml)/ lan, 2 14n/ ngay.

Diéu trj khong dwoc kéo dai qua 6 thang.

Dé loai trir tai phat do vi khuin Helicobacter pylori can phbi hop véi khang sinh.
Phong loét do stress:

Ubng 1 g (5 ml)/ 1an, 4 1an/ ngay.

Liéu t6i da 8 g (40 ml)/ ngay.

Phong chdy mau da day rugt khi loét do stress:

Ubng 1 g (5 ml)/ 1an, 6 1an/ ngay.

Liéu tdi da 8 g (40 ml)/ ngay.

Tré em dwéi 15 tudi:

Khong khuyén céo sir dung hén dich uéng SUCRAPI cho tré em du6i 15 tudi, trir khi c6 10
khuyén cua bac si.

Khéng udng thudc qua lidu quy dinh.
KHI NAO KHONG NEN DUNG THUOC NAY:

21

|

TC v

fi |

Khong ding thude nay cho ngudi bi di tmg véi sucralfat hodc véi bat ky thanh phén nao cua thudc.
TAC DUNG KHONG MONG MUON

Gidng nhu tat ca cac loai thudc, hdn dich ubng SUCRAPI c6 thé gay ra tac dung phu, mic di khong
phai xay ra trén tt ca ngudi sir dung.

Ngirng dung thudc va llen hé VO’l béc si, dugec si hodc den bénh vién ngay lap tirc néu ngudi dung
thudc bi phin ding qui min (hiém gap), cac déu hiéu gom ngtra; may day; kho thd; sung mat, moi,
ludi.

Hay bdo cho bac si, dugc si néu ngwoi ding thubc nhén thdy bit ky tic dung phu sau ddy hodc cé
bt ky tic dung nao khac chwa dwoc liét ke:

- Phan ung phu thuong gap:

Tao bon.
Phan ung phu it gap:
Ia chay, budn ndn, ndn, déy bung, kho tiéu, dﬁy hoi, kho miéng.
Ngura, ban do.
Hoa miét, chéng mat, mat ngu, budn ngu.
Pau lung, dau dau.

NEN TRANH DUNG THUOC HAY THU'C PHAM GI KHI SU DUNG THUOC NAY

Thubc nay chira sucralfat. Khong nén dung chung véi bt ky san phdm khac c6 chira sucralfat.

) BNVA AN
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Trang 4/8

Hiy bio cho bic si hoic dwoc si dé dwoc tu véin néu nguoi bénh dang ding hoic c6 thé dung bit
ky loai thuoc nao khac. Pac biét 1a cac thudc sau:

Thudc diéu tri loét da day nhu cimetidin hodc ranitidin.
- Céc thubc khang sinh nhu tetracyclin, ciprofloxacin hoac norfloxacin.
Sulpirid (thudc chdng loan than).
Digoxin (thudc diéu trj bénh tim).
Phenytoin (thudc chéng dong kinh).
Warfarin (thudc chéng déng mau).
Theophyllin (thudc gidn co tron phé quan).
- Levothyroxin (thudc diéu trj bénh tuyén giap).
- Quinidin (thudc chéng loan nhip tim).
- Ketoconazol (thudc chéng nim).
- Céc ché phim c6 chira citrat.
CAN LAM Gi KHI MQT LAN QUEN KHONG DUNG THUOC
Khi quén ubng 1 liéu thubc. Ngudi bénh ubng ngay khi nhé.
Tuy nhién, néu gin thoi gian ubng lidu tiép theo thi bo qua liéu da quén.
Khéng udng gip doi lidu dé bu liéu da quén.
CAN BAO QUAN THUOC NAY NHU THE NAO:
Béo quén noi kho rao, tranh 4nh sang, nhiét d6 dudi 30°C, khong dé dong lanh.
Dé thudc ra khoi tam nhin va tm tay cta tré em.
CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAO

Khi ding qué liéu khuyén céo phai bdo ngay cho bic si hodc dugc si hoic dwa ngudi bénh dén
bénh vién gan nhat cang sém cang tot.

NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC NAY
C‘z"in than trong va bao cho bic si hodic dugc si khi diung thubc nay cho nguoi bénh c6 nhirng vén
de sau:
Nguoi bi suy than.

Phu nit mang thai hoac dang du dinh mang thai.

- Phu nir cho con bu.
Lai xe va sit dung may méc:

Khi dung thudc c6 thé xay ra tac dung phu chong mit, budn ngi, do d6 ngudi bénh nén chu y khi
lai xe hodc van hanh may moc.

KHI NAO CAN THAM VAN BAC Si, DUQC SI

Ngwoi bénh cin héi y kién bac si, dwoc si khi:

Nguoi bénh dang dung cac thudce khac dé diéu tri hodc phong bénh.

¥
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Trang 5/8

Khi ding thudc cho nhitng ddi tugng dac biét nhu: ngudi gia, ngudi suy nhuoc, ngudi suy gan, suy
than, phu nit c6 thai va cho con bi.
Xay ra cc thc dung phu khi ding thuéc.
“Néu can thém théng tin xin héi ¥ kién bac si hodc dwgc si”
HAN DUNG CUA THUOC
24 thang ké tir ngay san xuét
CO SO SAN XUAT
Cong ty C6 phan Dugc APIMED

- Dia chi try s&: 263/9 Ly Thudng Kiét, Phudng 15, Quan 11, thanh phd HO Chi Minh.

- bia chi nha may: Pudng N1, cum cdng nghiép Phi Thanh - Vinh Thanh, x& Vinh Thanh, huyén
Nhon Trach, tinh Pong Nai.

NGAY XEM XET SUA POIL, CAP NHAT LAI NOI DUNG HDSD THUOC

=2 /S
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Trang 6/8

. Huéng din sir dung thudc cho CBYT:

CAC PAC TINH DUQC LUC HQC, DUGC BPONG HQC

DPac tinh dwgc luc hoc

Nhom dugc ly: 7 huée bdo vé niém mac da day; diéu tri loét da day, ta trang.

Ma ATC: 402BX02
Sucralfat 1a mot mudi nhom cia sulfat disacarid, ding diéu tri ngén ngay loét hanh ta trang, da day.
Thudc co tac dung tai chd (6 loét) hon la tac dung toan than. Khi c6 acid dich vi, thudc tao thanh
mot phirc hop gidng nhu bot hd dinh vao ving niém mac bj tén thuong. Sucralfat khong trung hoa
nhiéu do acid da day. Liéu diéu trj cua sucralfat khong c6 tac dung khang acid, tuy vay khi bam
dinh vao niém mac da day — té trang, téc dung trung hoa acid cua sucralfat c6 thé tr& thanh quan
trong dé bao vé tai chd loét. Thude c6 4i luc manh (gp 6 — 7 lan so v&i niém mac da day binh
thuong) dbi véi vung loét va ai lyc d6i vai loét ta trang 16m hon loét da day. Sucralfat da tao ra mét
hang rao bao vé 6 loét. Hang rao nay da trc ché tac dung ti€u protein cua pepsin biang cach ngin
chin pepsin gin vao albumin, fibrinogen... ¢4 trén bé mit loét. Hang rao nay ciing ngan can
khuéch tan tré lai cua cac ion H' bang cach tuong tac truc tiép voi acid & trén bé mat 6 loét.
Sucralfat cling hap thu cac acid mat, e ché khuéch tan tro lai acid glycocholic va bao vé niém mac
da day khéng bi t6n hai do acid taurocholic. Tuy nhién tic dung cua sucralfat 601 véi acid mat
trong diéu tri loét da day ta trang chua 5 rang. Sucralfat dugc coi 1a thuoc bao vé té bao niém mac
duong ti€u hoa voi y nghia la da tao mot hang rao & q loét dé bao vé & loét khong bi pepsin, acid va
mat gdy loét va do do 6 loét c6 thé lién dugce. Thude duge coi 1a thude bao vé t€ bao niém mac
duong tiéu hoa.

DPic tinh duwge dong hoc:
Hap thu: Thude hép thu rat it (< 5%) qua dudng tiéu héa. Hap thu kém c6 thé do tinh phéan cuc cao
va dg hoa tan thap cua thudc trong da day.

Phan bé: Chua xéc dinh dugc.
Chuyén héa: Thudc khong chuyén hoa.

Thai trir: 90% bai tiét vao phéan, mét luong rat nho dugc hép thu va bai tiét vao nudc tidu dudsi dang
hop chat khéng doi.

CHI PINH, LIEU DUNG, CACH DUNG, CHONG CHI PINH
Chi dinh:

Diéu trj loét ta trang, loét da day lanh tinh, viém da day man tinh.
Phong tai phat loét ta trang, loét do stress.

Phong chay mau da day rudt khi loét do stress.

Cich dung va lidu lrong:
Céch ding: SUCRAPI nén udng vao liic d6i, udng trudce bira an hogc trude khi di ngu.
Liéu dung:

* Ngudi 16n va thanh thiéu nién tir 15 tudi tré Ién:

Loét ta trang, viém da day:

SSH

L AN
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Trang 7/8

y - Uong 2 g (10 ml)/lan, 2 lan/ ngay (vao budi sang va trude khi di ngi) hodc udng 1 g (5 ml)/ 1an, 4
lan/ ngay (ubng 1 gio trude bira dn va trudce khi di ngu).

Thudng diéu tri trong 4 dén 6 tudn, néu cin c6 thé dung t6i 12 tudn.
Liéu tdi da 1a 8 g (40 ml)/ ngay.

Loét da day lanh tinh:

Ubng 1 g (5 ml)/ 14n, 4 1an/ ngay.

Piéu tri tiép tuc dén khi vét loét lanh hin (kiém tra bang noi soi). Thuong can phai didu trj trong 6
— 8 tuén.

Néu ngudi bénh bi nhiém Helicobacter pylori, can dwoc diéu tri d& loai trir vi khuan H. pylori tbi
thiéu bang metronidazol + amoxicillin va phdi hop véi sucralfat + mét thude chéng tiét acid (nhu
thudc trc ché H, histamin hay trc ché bom proton).

Phong tdi phat loét ta trang:
Ubng 1 g (5 ml)/ lan, 2 lan/ ngay.
Diéu trj khong dwoc kéo dai qua 6 thang.

Loét ta trang tai phat 1a do vi khuin Helicobacter pylori; dé loai trir Helicobacter pylori, can cho
mét dot didu trj méi bang sucralfat phdi hop véi khang sinh.

Phong loét do stress:
Udng 1 g (5 ml)/ 1an, 4 140/ ngay.
Liéu t6i da 8 g (40 ml)/ ngay.
Phong chdy mau da day ruét khi loét do stress:
Udng 5 ml x 6 1an/ ngay.
Liéu t6i da 40 ml (8 g)/ ngay.
* Tré em duéi 15 tudi:
Tinh an toan va hiéu qué khi dung hén dich uéng SUCRAPI cho tré em dudi 15 tudi chwa duoc xac
dinh.
* Ngudi cao tudi:
Khéng c6 liéu khuyén cao dic biét cho ngudi cao tudi, tuy nhién nén ding liéu thip nhét c6 hiéu
qua.
* Nguoi suy than:

Mudi nhém dugce hip thu rét it (< 5%), tuy nhién, thudc c6 thé tich lily & ngudi suy than. Phai than
trong khi dung.

Chéng chi dinh:

Qué min v6i sucralfat hodc bét ky thanh phén nao cia thudc.

CAC TRUONG HQP THAN TRONG KHI DUNG
Dung than trong & ngudi suy than do nguy co ting tich liiy nhém trong huyét thanh; nhét 1a khi
dung dai ngay. Trudng hop suy than ning, nén tranh dung.
th:)ng dugc dung hon di(;h uépg SUCRAPI @ tiém tinh mach, cac bién chung cé thé xay ra la
nhiém ddc nhdm, thuyén tac phoi va ndo, tir vong.
Hoén dich uéng SUCRAPI khéng khuyén céo str dung cho nguoi dang loc mau.
Tranh sir dung ddng thdi véi cac thude 6 chira nhém vi 1am ting kha ning hap thu nhém va doc
tinh.
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TFrang 8/8

y Sir dung thudc cho phu nir mang thai va cho con bu:

Phu ni¥ cé thai: Chua xac dinh dugc tac dung c6 hai dén thai. Thudc hap thu rat it qua duong tiéu
héa. Tuy nhién, khi mang thai chi nén ding thudc trong trudng hop that can thiét.

Phu nit cho con bii: Chua biét sucralfat co bai tiét vao sira hay khong. Néu co bai tiét vao sita me,
luong sucralfat ciing s€ rat it, vi thudc dugce hap thu vao co thé rat it. Tuy nhién, can than trong khi
diung SUCRAPI cho phu nit mang thai.

Téac dong ciia thudc khi l4i tau xe va vin hanh may méc:
Téac dung phu co thé xay ra: chong mat, budn ngu, nén cha y khi van hanh tau xe, may moc.
TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC KHAC
C6 thé ding céac antacid cung véi sucralfat trong diéu tri loét ta trang dé giam nhe chung dau.

Nhung khéng dwgc udng cung mdt lic vi antacid co thé anh hudng dén sy gin cua sucralfat trén
niém mac. Nén din nguoi bénh ubng antacid trude hodc sau khi udng sucralfat 30 phit.

Cac thudc cimetidin, ranitidin, ciprofloxacin, norfloxacin, ofloxacin, digoxin, warfarin, phenytoin,
theophyllin, tetracyclin, ketoconazol, sulpirid, levothyroxme quinidin khi udng cung v6i sucralfat
s& bi giam hap thu. Vi vy phai uéng nhitng thudc nay 2 gid trudc hodc sau khi ubng sucralfat.

Dung dong thoi cac ché phim c6 chira citrat v6i sucralfat o thé 1am ting néng do ctia nhém trong
mau. Co ché 1a do sy hinh thanh chelat nhém lam tang su hap thu.
TAC DUNG KHONG MONG MUON
Thuong gap, ADR > 1/100
Tiéu hoa: Tao bon.
It gap, 1/1 000 < ADR < 1/100
Tiéu hoa: Ia chay, budn nén, non, day bung, kho tiéu, day hoi, khé miéng.
Ngoai da: Ngira, ban do.
Thén kinh: Hoa mit, chéng mat, mat ngu, budn nédn.

Cac tac dung phu khac: Pau lung, dau dau.

Hiém gap, ADR < 1/1 000:
Phan {mg qua man: Ngl'ré, may day, phu Quincke, kho thd, viém mili, co thit thanh quan, mat phu
to.
Hwéng din cach xir tri ADR:
Céc tac dung khong mong mudn ciia sucralfat it gip va ciing hiém truong hop phai ngimg thudc. .
QUA LIEU VA CACH XU TRi
Hau hét cac truong hop qua liéu deu khong c6 triéu chimg, mot vai truong hop ¢6 biéu hién dau bung,.'

budn nén va non. Cac nghién ctru vé dgc tinh cap tinh trén dong vat, str dung liéu 1én dén 12 g/ kg,
trong chua tim thiy liéu giy chét. Do d6 nguy co xay ra qua lidu 12 rét thap.

TUQ CUC TRUONG \
P.TRUONG PHONG
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