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TRIEU CHUNG KHO TIEU
TAO BON

SANOFI 2

Sorbitol

115 x 55 x 97

Sorbitol

Sanofi 5g

POWDER FOR ORAL SOLUTION

Method and route of administration:

Oral routc

Dissolve the content In halt a glass ot water

In the casc
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- Adults 1 sachet in the morning

on an empty stomach.

In the case of digestive difi in acults

1 to 3 sachets daily t

before meals or at time of the symptoms

Contraindications and other information:

see package insert.

Store in dry place, avoid sunlight,

at temperature below 30°C.
Keep out of reach of children

Read carefully the package insert before use

Shake well before use

Manufactured by:

SANOFI VIETNAM SHAREHOLDING COMPANY

Lot I-8-2, D8 Road, Saigon Hi-Tech Park,
Long Thanh My ward, District 9,

Ho Chi Minh city, Vietnam.
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Sorbitol

Sanofi'5g

BE 20 UNIT DOSE SACHETS

Therapeutic Indications

DIGESTIVE DIFFICULTIES

CONSTIPATION

Sorb

Sanofi'5g

S6 16 SX / Batch No. :
NSX / Mfg. Date
HD / Exp. Date

HOP 20 GOI

SANOFI g

itol

Sorbitol
Sanofi 5g

THUOC BOT

Triéu chL’Ing'khé tiéu, tdo bon.
Cach diung va duong dung:
ong

uong

dinh va cac thdng tin khac:
D2 nghi xem trong t& huéng din
st dung thuéc kem theo.
Bao qudn noi kho, tranh 4nh sang,

& nhiét d¢ khong qua 30°C.

D& xa tim tay clia tré em
Doc ky huéng din sir dung trudc khi dang
Lic ky trudc khi dung

% _ San xuat tai:
CONG TY CO PHAN SANOFI VIET NAM
L6 1-8-2, Buong D8, Khu Cong nghé cao,

Phuang Long Thanh My, Quén 9, Tp.HCM, Viét Nam

data matrix code

Vung khéng in mau va khong phd mang
16 x 30mm
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SORBITOL 5g for one unit dose sachet
INDICATIONS, ADMINISTRATION, CONTRAINDICATIONS AND OTHER INFORMATION:
see package insert.

THUOC BOT UONG

THANH PHAN:

SORBITOL 5g cho mi géi

CHi DINH, CACH DUNG, CHONG CHI DINH VA CAC THONG TIN KHAC:
D& nghi xem trong t& huéng dan st dung thudc kém theo.

CONG TY CG PHAN SANOFI VIET NAM
v S 16 SX/BATCH :
L6 I-8-2, Buding D8, Khu Céng nghé cao, Phudng Long Thanh My, !
I Quan 9, Tp.HCM, Viét Nam.

NSX/MFD :
SANOF| VIETNAM SHAREHOLDING COMPANY ‘

Lot -8-2, D8 Road, Saigon Hi-Tech Park, Long Thanh My ward, HD/EXP :
District 9, Ho Chi Minh city, Vietnam.
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POWDER FOR ORAL SOLUTION Y 7mm
COMPOSITION: |

So bto I

Sanofi 5g |

UNIT DOSE SACHETS5g/ GO 5g ’

Therapeutic Indications/Chi dinh diéu tri:
DIGESTIVE DIFFICULTIES, CONSTIPATION
KHO TIEU, TAO BON ]

-_

POWDER FOR ORAL SOLUTION

COMPOSITION:
SORBITOL 5g for one unit dose sachet

\ INDICATIONS, ADMINISTRATION, CONTRAINDICATIONS AND OTHER INFORMATION:
see package insert.

THUGC BOT UGNG

THANH PHAN:

SORBITOL 5g cho mdi goi

CHi DINH, CACH DUNG, CHONG CHi DINH VA CAC THONG TIN KHAC:

Dé nghi xem trong t& huéng ddn st dung thudc kém theo

l San xuit tai/Manufactured by: I
CONGTY CO PHAN SANOFI VIET NAM S5 1 SBATOI:

L6 I-8-2, udng D8, Khu Cng nghé cao, Phudng Long Thanh My,
Quan 9, Tp.HCM, Viét Nam.

| SANOF! VIETNAM SHAREHOLDING COMPANY
Lot 1-8-2, D8 Road, Saigon Hi-Tech Park, Long Thanh My ward,
District 9, Ho Chi Minh city, Vietnam.
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SORBITOL SANOFI® >/ ¢d PHAN
Sorbitol 5 g SANOFI

Thuéc bot uéng

Doc ky hwo'ng dan st dung trwée khi dung.
Dé xa tam tay tré em.

Théng bao ngay cho béac si hodc dwoc si nhirng tic dung khéng mong muén gip phai khi st
dung thuéc.

THANH PHAN:

Cho 1 gaéi:

Hoat chét: Sorbitol 5 g
Ta duogc: Khong co

MO TA SAN PHAM:
Thudc bét udng, mau trang, khé réi, khéng mui, vi ngot va mat.

QUY CACH DONG GOI:
G6i 5 g. Hop 20 goi.

PHAN 1: HU’O’NG DAN SU’ DUNG THUOC CHO BENH NHAN
THUOC DUNG CHO BENH Gi
- Diéu trj tho bén khéng thwdng xuyén & nguoi lén.
- Diéu tri phu tro' chirng kho tiéu (tiéu hda cham, day hoi) & nguoi lon.

NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUONG
- Diéu tri tdo bén khong thudng xuyén & nguwoi lén:

1 géi budi sang luc 4oi

Khéng duoc tiép tuc diéu tri qua 1 tudn ma khéng tham vén y kién y khoa
- Diéu tri phu tro chuing khé tiéu & nguwoi Ion:

1-3 goi/ngay, udng trudc bira &n hodc vao luc khé tiéu.

Khéng duoc tiép tuc diéu tri qua 1 tuan ma khéng tham van y kién y khoa
Hoa tan chét bét trong géi vao nira ly nwéc. Dung duéng ubng.
Léc ky trwée khi ding.

KHI NAO KHONG NEN DUNG THUOC NAY

- Bénh thyc thé viém ruét non, viém dai trang man tinh (viém loét dai trang, bénh Crohn...)
- Hoi chirng tac hodc ban tac ruét.

- Pau bung chwa ré nguyén nhan.

- V6 niéu (chirng khéng cé nwérc tiéu)

- Tic dwong dan mat

- Tao bén do dung mét sé thube

- Khéng dung nap fructose di truyén (bénh chuyén héa hiém gap).

- Thubc nay néi chung KHONG NEN két hop véi Kayexalate

TAC DUNG KHONG MONG MUON

Tan suét clia cac tac dung khéng mong muén néu duéi day dwoc quy dinh la: rat hay gap (210%), hay

gap (21%:; <10%); it gap (20,1%; <1%); hiém gap (20,01%; <0,1%); rat hiém (<0,01%); khéng ré tan suét

(khéng thé wéc lwong tir dir liéu hién co).

- Tiéu héa: Khéng ré tan suét: Tiéu chay, dau bung, nén va buén nén, dac biét & ngudi bi hdi chirng rudt
kich thich hoac chwéng bung. ) B

- Noi tiét va chuyén héa: Khong ré tan suét: Méat can bang nwéc va dién gidi, nhiém acid lactic.

Hwéng dan cach xir tri tac dung khéng mong muén: )
- Ngung dung thuéc va lién hé ngay véi bac si khi xay ra tac dung khédng mong muén nang.
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- Hay den ngay co s& y té néu xay ra bét ky dau hiéu nao cla phan rng di t’ng nhw phat ban, kho thé,
phu né & mat, méi, Iuvdi hoac hong.

Théng bao ngay cho béc si hodc dwoc si nhirng tic dung khéng mong muén gap phai khi str
dung thuéc.

NEN TRANH DUNG NHNG THUOC HOAC THY'C PHAM Gi KHI DANG SU’ DUNG THUOC NAY

Do lam tang nhu dong ruét, moi thuéc nhuan trang cé thé lam rut ngan th&i gian di chuyén cla cac thube
uéng cling, do d6 lam giam s hép thu clia nhirng thuéc nay.

Kayexalate (ubng, d&t hau mon) gay nguy co hoai tir triec trang, cé thé gay tir vong.

CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUOC

Néu ban quén uong thuéc, hay uong ngay khi ban nhé. Néu thei diém quén dung thubc gan véi thoi diém
dung thuébc 1an ké tlep hay bd qua liéu quén dung va dung lai liéu ké tiép theo lich trinh binh thudng.
Khéng dwoc dung gép déi liéu khuyén dung.

CAN BAO QUAN THUOC NAY NHU THE NAO
Bao quan & noi kho, tranh anh sang, & nhiét d khéng qua 30°C.

NHUNG DAU HIEU VA TRIEU CHIPNG KHI DUNG THUOC QUA LIEU
- Triéu chirng qua liéu c6 thé bao gém: dau quan bung, tiéu chay.
- Réi loan nwéc va dién giai do dung nhiéu liéu I&p lai.

CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAO

Nwéc va dién giai phai dwoc bu néu can.

Néu nghi ng& qué liéu, hay lién hé ngay véi bac si hodc dwoc si; hodc dén ngay co s& y té gan nhét
ngay ca khi ban cdm thay van khde.

NH(’NG PIEU CAN THAN TRONG KHI DUNG THUOC NAY

Canh bao dac biét

Khéng st dung kéo dai ma khéng tham vén bac si hodc duoc si

Thubc nay cé chira sorbitol. S dung thubc khéng dwoc khuyén cao & bénh nhan khéng dung nap
fructose (Bénh di truyén hiém gép).

Tao bén khong thwong xuyén

Tao bén khdng thwong xuyén cé thé lien quan dén mot sy thay ddi gan day trong 16i séng (du lich).
Thubc nay cé thé sir dung diéu tri ngan han.

Bénh nhan nén tham van y khoa trwéc khi bt dau hoac tiép tuc diéu tri trong treéng hop:

- T4o bén gan day khong do thay déi 16i séng,

- Tao bén kém theo ndn va khdng co sy phat thai khi (t&c rudt), dau bung, sét, day bung (sinh bung),
mau trong phan, sut can. Nhirng dau hiéu nay cé thé 1a triéu chirng clia mét can bénh nghiém trong hon,
- Triéu chirng dai déng hoac khi tao bon kém theo cac réi loan khac nhw dau bung kéo dai, tdo bon xen
ké tiéu chay, nhay trong phan, dai tién khéng tw chi (mét phan khéng tw cha).

Dung thudc dé diéu tri tao bon chi hé tro cho sw thay déi thoi quen sinh hoat va ché @ an uéng:
- Tang cwdng chét xo tw nhién trong rau va ubng nhiéu nuwéc,
- Thye hién hoat dong thé lwc va tap luyén lai théi quen di tiéu.

Kho tiéu

Bé&nh nhan nén tham van y khoa trwéc khi bat dau hoac tiép tuc diéu tri trong treéng hop:

- Tiéu chay,

- Pau bung,

- Nén

Théan trong khi str dung

Dung thudc than trong trong treéng hop phinh dai trang vi nhu ddng dai trang bi suy giam va & nhitng
bénh nhan nam liét giwéng (nguy co u phan).

Khéng st dung trong trwvong hop tdc mat hoac suy gan nang.

Trong trrd'ng hop viém dai trang kich thich, tranh dung thudc luc déi va gidm liéu.
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O nhirng ngudi Ién tudi, dm bao rang lvong nwéc uéng vao hang ngay la du.

Phu nir c6 thai va nudi con béng sira me

- Thubc nay chi dwoc st dung trong th&i gian mang thai theo 161 khuyén cia bac si

- Néu ban phat hién mang thai trong khi diéu tri, tham van bac sT vi chi bac s méi cé thé danh gia c6 can
thiét dé tiép tuc dung thudc.

- Khéng c6 di¥ liéu ve sy bai tiét clia sorbitol trong sira me.

- Néu ban ¢4 thai hoic dang nudi con bang sira me, hay xin y kién clia bac si hodc duwoc si tride khi st
dung bét ky thuéc nao.

Anh hwéng cua thube déi véi cong viéc:
Khéng cé Iwu y dac biét khi dung.

KHI NAO CAN THAM VAN BAC SI, DUQC Si

Dung thubc nay nhiéu hon 1 tuan cho trvdng hop tdo bén khéng thwong xuyén & ngudi I6n hodc kho
tiéu (cham tiéu héa, day hoi) & nguoi lon

Trwong hop khé tiéu, nén tham van y khoa trwdc khi bat dau hoac tiép tuc diéu tri trong trwdng hop

- Tiéu chay,

- Pau bung,

- Nén

Ngung st dung thuéc nhuan trang vaxiny kién bac sT hodc dwoc si néu ban di tiéu ra mau, hoac khéng
cai thlen triéu chirng sau khi st dung thuéc nhuan trang.

Néu can thém théng tin xin héi y kién béac si hodc dwor si.

HAN DUNG CUA THUOC
24 thang ké tlr ngay san xuat.

TEN, DIA CHi CO SO SAN XUAT
CONG TY CO PHAN SANOFI VIET NAM
L6 I-8-2, Bwdng D8, Khu Céng nghé cao, Phwong Long Thanh My, Quan 9, Tp.HCM, Viét Nam

NGAY XEM XET SUPA BOI CAP NHAT LAI NOI DUNG TO' HWONG DAN S’ DUNG THUOC:
PHAN 2: HYONG DAN SU’ DUNG THUOC CHO CANBO Y TE

CAC DAC TiNH DU'QIC LIPC HOC, DU'QC BPONG HOC:

Tinh chét dwoc Iwe hoc:

Nhuan trang tham th4u: sorbitol kich thich sw bai tiét cholecystokinin-pancreozymin lam co tui mat va bai
tiét dich tuy. N6 lam tang Iwong nwédc vao trong Idng ruédt va lam ting nhu déng do tac dung tham thau.

Tinh chét dwoc déng hoc:

- Sorbitol dwoc chuyén héa thanh fructose va sau d6 la glucose dwéi tac dung cla enzym sorbitol-
dehydrogenase . ) )

- M6t lwong rét nhd sorbitol khéng chuyén héa dwoc bai tiét qua than. Phan con lai dwoc thai qua duwéng
thé dwei dang CO, khi thé ra.

CHi BINH:
- Diéu tri tdo bon khdng thudng xuyén & ngudi I&n.
- Diéu tri phu tro chirng khé tiéu (tiéu hoa cham, day hoi) & ngudi lon.

LIEU DUNG VA CACH DUNG:
- Diéu trj tao bén khéng thuéng xuyén & ngudi Ion:

1 géi budi sang luc doi
Thoi gian tbi da bénh nhan ty uong thuéc ma khong can tw van y khoa dwoc giéi han trong 1 tun.

- Diéu tri phu troy chirng kho tiéu & nguoi lon:
1-3 gdi/ngay, udng trwdc bira an hoac vao luc khé tiéu.
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Théi gian téi da bénh nhan tw uong thuéc ma khong can tw van y khoa dwoc gi¢i han trong 1 tuan.
Hoa tan chét bét trong géi vao nira ly nwéc. Dung dudng uébng.
Lac ky trwéc khi dung.

CHONG CHi BINH:

- Bénh thyc thé viém rudt non, viém dai trang man tinh (viém loét dai trang, bénh Crohn...)
- Hdi chirng téc hodc ban tac ruét.

- Dau bung chwa ré nguyén nhan.

- V6 niéu (chirng khéng cé nwéc tiéu)

Téc duwdng dan mat

Tao bén do dung mét sé thube

Khéng dung nap fructose di truyen (bénh chuyén héa hiém gap).

Thubc nay néi chung KHONG NEN két hop voi Kayexalate

THAN TRONG KHI DUNG THUOC:

Canh bao dac biét

Khéng khuyén cao st dung kéo dai.

Thuéc nay cé chira sorbitol. Str dung thuéc khéng dwoc khuyén cao & bénh nhan khéng dung nap
fructose (Bénh di truyén hiém gap).

Tao bén khong thwong xuyén

Téao bon khong thuo'ng Xuyén co the lién quan dén moét sy thay ddi gan day trong 16i séng (du lich).
Thubc nay cé thé st dung diéu tri ngan han.

Bénh nhan nén tham van y khoa truwéc khi bat dau hoac tiép tuc diéu tri trong trwdng hop:

- Téo bén gan day khéng do thay déi 16i séng,

- Tao bdn kem theo ndn va khdng co s phat thai khi (téc ruét), dau bung, sét, ddy bung (sinh bung),
mau trong phan, sut can. That sy nhitng dau hiéu nay cé thé Ia triéu chirng clia mot can bénh nghiém
trong hon,

- Triéu chirng dai dang hoac khi tao bén kém theo cac réi loan khac nhw dau bung kéo dai, tdo bon xen
ké tiéu chay, nhay trong phan, dai tién khéng tw chl (mét phan khéng tw cha).

Dung thubc @& diéu tri tao bon chi hé tro' cho sw thay ddi théi quen sinh hoat va ché d6 &n uéng:
- Tang cwong chat xo tw nhién trong rau va uong nhiéu nuéc,
- Thwe hién hoat ddng thé Iwc va tap luyén lai théi quen di tiéu.

Khé tiéu

Bénh nhan nén tham van y khoa trwdc khi bt dau hoac tiép tuc diéu tri trong trwdrng hop
- Tiéu chay,

- Pau bung,

- Nén

Than trong khi str dung

Dung thudc than trong trong trwéng hop phinh dai trang vi nhu dong dai trang bi suy gidm va & nhirng
bénh nhan nam liét giwéng (nguy co u phén).

Khong s dung trong trwdng hop téc méat hodc suy gan nang.

Trong trwong hop viém dai trang kich thich, tranh dung thudc Iuc déi va giam liéu.

O nhirng nguwei Ién tudi, d@m bao rang Irong nwédc udng vao hang ngay la dd.

Phu nir c6 thai va nudi con bing sira me:

- Cac nghnen ctru trén déng vat khdng cho thay bang ching gay quai thai. Trong trong hop khong gay
quai thai & déng vat, khéng cho rang cé kha nang gay di tat & nguwoi. Trén thuc té, cho dén nay, cac chét
gay di tat & ngum da dwoc chirng minh 1a gay quai thai & dong vat trong cac nghién ctru c6 chét lwvong
thuc hién & ca hai loai.

- V& mét 1am sang, cho dén nay khéng quan sat théy di tat hodc gay doc cho thai nhi. Tuy nhién, viéc
theo déi thai tiép xtc v&i sorbitol 1a khéng dl dé loai trir bét ky rdi ro nao.

Vi vay, s dung sorbitol chi nén duoc can nhéc trong khi mang thai néu can thiét.

v
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- Khéng co di¥ liéu vé s bai tiét clia sorbitol trong sra me.

Anh hwéng cua thudc dbi véi cong viéc:
Khéng co lwu y dac biét khi dung.

TUWONG TAC CUA THUOC VO1 CAC THUOC KHAC VA CAC LOAI TWONG TAC KHAC:

Do lam tang nhu déng ruét, moi thuéc nhuan trang c6 thé lam rt ngén thai gian di chuyén clia cac thube
ubng cuing, do d6 lam gidm sw hap thu clia nhirng thubc nay.

Kayexalate (ubng, d&t hau mén) gay nguy co hoai tlr trc trang, cé thé gay tir vong.

TAC DUNG KHONG MONG MUON:

Tan suét clia cac tac dung khong mong mubn néu duwoi day dwoc quy dinh la: rat hay gap (210%), hay
gap (21%; <10%); it gap (20,1%; <1%); hiém gap (20,01%; <0,1%); rat hiém (<0,01%); khéng rd tan suét
(khéng thé wéc lwgng tir di¥ liéu hién co).

- Tiéu hoéa: Khong ré tan suét: Tiéu chay, dau bung, nén va budn nén, dic biét & ngudi bi hdi chirng ruét
kich thich hoac chuwéng bung.

- Nai tiét va chuyén hoéa: Khéng ré tan suét: Mat can béng nwéc va dién giai, nhiém acid lactic.

Hwéng dan cach xir tri tac dung khéng mong muén:

- Ngung dung thubc va lién hé ngay V@i bac sT khi xay ra tac dung khéng mong muébn nang.

- Hay den ngay co s& y t& néu xay ra bat ky dau hiéu nao clia phan tng di (Png nhw phéat ban, kho thd,
phi né & mat, méi, lwdi hodc hong.

QUA LIEU VA CACH XU TRI:
- Triéu chirng qua liéu co thé bao gébm: dau quan bung, tiéu chay.
- Réi loan nuwéc va dién giai do dung nhleu Ileu 13p lai. Nwdc va dién gidi phai dwoc bu néu can.

-
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