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Ta dwoc c6 tac dung dang lwu y va thoéng tin bd sung cho t& Hwéng dan str dung thuébc

(Dich ter tai liéu sé EMA/CHMP/302620/2017 ngay 09/10/2017 cda EMA)

Ngay cap Ng,u’c?ng .z
Ta dwocc nhat Pwéng dung the hién Théng tin bo sung cho t& HDSD Nhan xét
; tac dung
Aprotinin Dung ngoai 0 C6 thé gay qua man hodc cac phan | Bwdng dung ngoai & day chi vi tri
¢ng di ’ng nghiém trong. dung thubéc dé gay hap thu toan
than (nhw vét thwong hé, cac 16 tw
nhién cta co thé, .v.v.).
Arachis oil Tat ca 0 <Tén thubc> cé chka arachis oil | Dau lac tinh ché cé thé cé chia
(dau lac) (dau lac). Néu bénh nhan bj di 'ng | protein dau phéng. Dwoc dién
v&i dau phdng hay dau nanh, khong | chau Au khéng quy dinh phwong
duwoc dung thube nay. phéap kiém tra protein ton duw.
Tém tét dac tinh san pham (va to
HDSD): Chdng chi dinh.
Aspartame (E 951) 09/10/2017 uéng 0 Thudc nay co chira x mg aspartame | Aspartame bi thiy phan tai 6ng tiéu
trong méi <don vi phan liéu><don vi | héa khi dung dwong udng. Mot
thé tich phan liéu><twong dwong | trong nhitng san pham thay phan
v&i x mg/<khdi lwgng><thé tich>>. | chinh la phenylalanine.
Aspartame 1a ngudn dinh dwéng | Théng tin can lwu y cho Tém tat
giau phenylalanine. Chat nay c6 thé | d&c tinh san phadm (va t& HDSD) :
c6 hai néu bénh nhan mac chirng | Chwa cé bang chirng phi lam sang
phenylceton niéu, moét réi loan di | hay lam sang dé danh gia viéc st
truyén hiém gap gay tich Iy | dung aspartame cho tré duGi 12
phenylalanine do co thé khéng thé | tuan tui.
dao thai n6 nhw binh thwong.
Pham mau azo uéng 0 C6 thé gay cac phan tng di rng.
nhw :
Tartrazine (E 102)
Sunset yellow FCF
(E 110)
Azorubine, carmoisine
(E 122)
Amaranth (E 123)
Ponceau 4R, cochineal
Red A (E 124)
Brilliant black BN,
black BN (E 151)
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Balsam of Peru

Dung ngoai

C6 thé gay cac phan (rng trén da.

Benzalkonium
chloride

09/10/2017

Tat ca

oo

Thuéc nay c6 chia x mg
benzalkonium chloride trong méi
<don vi phan liéu><don vij thé tich
phan liéu><twong dwong v&i X
mg/<khdi lwgng><thé tich>>.

Benzalkonium
chloride

09/10/2017

Nho mat

Benzalkonium chloride c6 thé bi
kinh ap trong hap thu va lam thay
ddi mau kinh &p trong. Bénh nhan
nén thao kinh ap trong trwdc khi st
dung thuéc nay va mang kinh tré lai
15 pht sau khi nhé thubc.
Benzalkonium chloride ciing c6 thé
gay kich wng mét, dac biét khi bénh
nhan bj khd mét hay c6 bat thwong
vé giac mac. Khi mat ctia bénh nhan
c6 cadm giac bat thwong, kim chich
hoac dau sau khi nhé thubc, hay hdi
y kién bac si.

Duwa trén cac dir liéu hién co, bao
céo phan trng c6 hai dbi voi tré em
khoéng khac so v&i nguoi 1én.

Tuy nhién, mét cia tré thuwong
nhay cam v&i cac kich thich hon
mat cGa ngudi Ion. Phan tng kich
&ng c6 thé anh hwéng dén viéc
tuan thu diéu tri & tré em.

Dad cé bao cao benzalkonium
chloride lién quan dén cac trwong
hop kich rng mat, hdi chirng kho
mat va cé thé anh hwéng céu tric
phim nwéc mat va bé mat giac
mac. Can than trong st dung cho
bénh nhan bi khé mat va bénh
nhan c6 giac mac dé bj tén thwong.
Can theo d&i bénh nhan khi diéu tri
kéo dai.

Benzalkonium
chloride

09/10/2017

Nhoé mii

Benzalkonium chloride c6 thé gay
kich &ng hoac phu bén trong miii,
dac biét khi dung thubc trong thoi
gian dai.

Viéc dung thuéc lau dai cé thé gay
phu niém mac mdi.

Benzalkonium
chloride

09/10/2017

Hit

Benzalkonium chloride c6 thé gay
kho khé va kho thé (do co that phé
guan), dac biét khi bénh nhan bi hen
suyén.

Benzalkonium
chloride

09/10/2017

Dung trén da

Benzalkonium chloride c6 thé gay
kich (rng da.

Bénh nhan khdng nén béi thubc Ién
vu khi dang cho con bu b vi tré co
thé nudt phai thubc cung véi siva
me.

Viéc st dung thuéc trong thai ky va
trong th&i gian cho con ba it khi gay
anh hwéng cé hai cho nguwdi me
b&i vi sw hap thu benzalkonium
chloride 1 rét nhd.

Khéng bdi trén niém mac.
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alcohol trong mdi <don vi phan
liu><don vi thé tich phan
liéu><twong dwong véi x mg/<khdi
lwgng><thé tich>>.

Benzyl alcohol c6 thé gay cac phan
trng di wng.

Benzalkonium 09/10/2017 | Dung cho niém Benzalkonium chloride c6 thé gay
chloride mac miéng, tryc kich (rng tai ché.

trang va &m dao
Benzoic acid (E 210) | 09/10/2017 Tat ca Thudc nay c6 chira x mg <benzoic
va cac hop chat acid/mudi benzoat> trong méi <don
benzoat nhu : vi phan lidu><don vi thé tich phan
Sodium benzoate liéu><twong dwong v&i x mg/<khéi
(E 211) lwgng><thé tich>>.
Potassium benzoate
(E 212)
Benzoic acid (E 210) | 09/10/2017 Udng, tiém <Benzoic acid/mudi benzoat> c¢6 | Tang bilirubin mau do bilirubin bi
va cac hop chét thé lam tang nguy co vang da, vang | day ra khoi gan két véi albumin co
benzoat nhu : mat & tré so sinh (4 tudn tudi tré | thé 1dam tdng nguy co vang da,
Sodium benzoate xudng). vang mat & tré so sinh, tr d6 c6 thé
(E 211) dan dén vang da nhan ndo
Potassium benzoate (bilirubin khéng lién hep tich tu tai
(E 212) md nao).
Benzoic acid (E 210) | 09/10/2017 Dung ngoai <Benzoic acid/mudi benzoat> c6 C6 thé gay phan tng khi tiép xtc
va cac hop chét thé gay kich (rng tai ché. khéng théng qua trung gian mién
benzoat nhu : dich ma c6 thé bing co ché
Sodium benzoate cholinergic.
(E 211)
Potassium benzoate
(E 212)
Benzoic acid (E 210) | 09/10/2017 Dung ngoai <Benzoic acid/mubi benzoat> c6 | Do da cla tré chwa co cau tao
va cac hop chét thé lam tang nguy co vang da, vang | hoan chinh, sy hap thu qua tré so
benzoat nhw : mat & tré so sinh (4 tuan tudi tré | sinh 1a dang ké.
Sodium benzoate xudng).
(E 211)
Potassium benzoate
(E 212)
Benzyl acohol 09/10/2017 Tat ca Thubc nay cé chira x mg benzyl
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Benzyl acohol

09/10/2017

uéng, tiém

Benzyl alcohol cé nguy co gay ra
cac tac dung khéng mong muén
nghiém trong, bao gdm céc rdi loan
hé hap (goi la "héi chirng thé gap"),
o tré em.

Khong dung cho tré so sinh (4 tuan
tudi tré xubng), trir khi dwoc khuyén
cao cua bac si.

Tiém tinh mach benzyl alcohol cé
thé gay ra cac bién cb cé hai
nghiém trong va ttr vong cho tré so
sinh ("héi chirng thé gap"). Chuwa
xac dinh dwoc nguéng tdi thiéu
benzyl alcohol gay déc tinh.

Can canh béao trong Tom tét dac
tinh san phdm (va t& HDSD) khi
thubc dwoc dung cho tré so sinh.

Benzyl acohol

09/10/2017

Uéng, tiém

Khong dung thubc hon mét tuan
cho tré em (duwdi 3 tudi), trv khi
dwoc khuyén céo cla bac si hodc
duwoc si.

Tang nguy co do tich Iy & tré nho.

Benzyl acohol

09/10/2017

Ubng, tiém

Hai y kién bac si hodc dwoc si khi
bénh nhan dang mang thai hoac
cho con bd, b&i vi dung lvgng lén
benzyl alcohol c6 thé gay tich Ity
trong co thé va gay ra cac tac dung
khéng mong muén (goi la toan
chuyén héa).

Benzyl acohol

09/10/2017

Uéng, tiém

Hai y kién bac si hodc dwoc si khi
bénh nhan c6 bénh gan hoac than,
b&i vi dung Iwgng I&n benzyl
alcohol c6 thé gay tich Idy trong co
thé va gay ra cac tac dung khong
mong mudn (goi la toan chuyén
héa).

Can than trong khi st dung liéu
lwong I&n va chi khi can thiét, dac
biét dbi v&i bénh nhan suy gan
hoac suy than béi vi tang nguy co
tich Iy va doc tinh (toan chuyén
héa).

Benzyl acohol

09/10/2017

Dung ngoai

Benzyl alcohol co thé gay kich trng
tai cho nhe.

chora
bergapten)

Bergamot oil (cé

Dung ngoai

Co thé lam tang d6 nhay cam cua
da ddi vé&i tia UV (trong anh sang tw
nhién va nhan tao).

Khong st dung thudc khi c6 thong
tin thé hién bergapten khong co
trong thanh phan cua tinh dau.

borat)

Boric acid (va mubi

09/10/2017

Tatca

1mg
B/ngay*

Khong dung cho tré em duéi 2 tubi
b&i vi thudc nay cé chra bor va co
thé gay hai dén kha nang sinh san
cla tré sau nay.

*1 mg B (Bor) = 5,7 mg boric acid
Xem tai liéu Q&A
EMA/CHMP/619104/2013 dé biét
céch tinh chi tiét.
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Ham lwong bor theo nhém tudi co
thé gay hai dén kha nang sinh san
néu vuot qua giodi han an toan:

Tui Gi&i han an toan
< 2 tudi 1 mg B/ngay
<12 tubi 3 mg B/ngay
<18 tudir* 7 mg B/ngay
> 18 tudir* 10 mg B/ngay

** V&i ham Iwgng nay ciing co thé
gay hai dén thai nhi.

Boric acid (va muoi
borate)

09/10/2017

Tat ca

3 mg
B/ngay*

Khong dung cho tré em duéi 12 tudi
b&i vi thubc nay cé chra bor va c6
thé gay hai dén kha nang sinh san
cla tré sau nay.

*1 mg B (Bor) = 5,7 mg boric acid
Xem tai liéu Q&A
EMA/CHMP/619104/2013 dé biét
céach tinh chi tiét.

Ham lwong bor theo nhém tudi c6
thé gay hai dén kha nang sinh san
néu vuot qua gi¢i han an toan:
Tui Gi&i han an toan
< 2 tudi 1 mg B/ngay
<12 tudi 3 mg B/ngay
<18 tudir* 7 mg B/ngay
> 18 tudir* 10 mg B/ngay
* \/&i ham lwong nay ciing co thé
gay hai dén thai nhi.

Boric acid (va mudi
borate)

09/10/2017

Tatca

7 mg
B/ngay*

Khong dung cho tré em duéi 18 tubi
b&i vi thubc nay c6 chira bor va co
thé gay hai dén kha nang sinh san
cla tré sau nay.

Néu bénh nhan dang c6 thai, hdi y
kién bac sT trwde khi dung thudc béi
vi thudc nay c6 chira bor. Bor c6 thé
gay hai cho thai nhi.

*1 mg B (Bor) = 5,7 mg boric acid
Xem tai liéu Q&A
EMA/CHMP/619104/2013 dé biét
céch tinh chi tiét.

Ham lwong bor theo nhém tudi c6
thé gay hai dén kha nang sinh san
néu vuot qua gi¢i han an toan:

Tui Gi&i han an toan
< 2 tudi 1 mg B/ngay
<12 tudi 3 mg B/ngay
<18 tudir* 7 mg B/ngay

> 18 tudi* 10 mg B/ngay
** V&I ham lwong nay cling c6 thé
gay hai dén thai nhi.
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- Alfadex

- Betadex (E 459)

- y-cyclodextrin

- Sulfobutyl-ether- -
cyclodextrin

Bronopol Dung ngoai 0 C6 thé gay cac phan tng tai cho
trén da (nhw viém da tiép xuc).
Butylated Dung ngoai 0 C6 thé gay cac phan &ng tai chd
hydroxyanisole trén da (nhw viém da tiép xac), hoac
(E 320) kich (rng mat va niém mac.
Butylated Dung ngoai 0 C6 thé gay cac phan &ng tai chd
hydroxytoluene trén da (nhw viém da tiép xac), hoac
(E 321) kich (rng mat va niém mac.
Cetostearyl alcohol Dung ngoai 0 C6 thé gay cac phan tng tai cho
(bao gébm Cetyl trén da (nhw viém da tiép xuc).
alcohol)
Chlorocresol Dung ngoai, tiém 0 C6 thé gay cac phan ng di rng.
Céc loai cyclodextrin | 09/10/2017 Tat ca 20 Thudc c6 chira x mg cyclodextrin | Cyclodextrin 1a ta dwgc anh huéng
nhu: mg/kg/ngay | trong méi <don vi phan liéu><don vi | dén cac dac tinh (nhw doc tinh hay
- Alfadex thé tich phan lidu><twong dwong | tinh thAm qua da) cla hoat chat va
- Betadex (E 459) v&i x mg/<khdi lwgng><thé tich>>. | cac thudc khac. Tinh an toan cla
- y-cyclodextrin Khong dung cho tré em dwéi 2 tudi | cyclodextrin d@ dwoc can nhéc
- Sulfobutyl-ether- 8- trie khi c6 khuyén céo clia bac si. trong phaét trién va danh gia an toan
cyclodextrin cta dwoc phdm, va néu ré trong
(SBE-B-CD) Toém tét sdn phdm (va to HDSD).
- Hydroxypropyl Chuwa c6 day du théng tin vé anh
betadex hwéng cta cyclodextrin dbi v&i tré
- Randomly methylated em dwéi 2 tudi. Vi vay, can danh
B cyclodextrin gi4 theo tirng trwéng hop cu thé
(RM-B-CD) lién quan dén loi ich/nguy co clia
thuéc cho bénh nhi.
Dwa trén cac nghién clru & dong
vat va kinh nghiém st dung thubc
& nguoi, cac tac dong bat loi cla
cyclodextrin it khi xay ra & mic liéu
dwdi 20 mg/kg/ngay.
Céc loai cyclodextrin | 09/10/2017 Uébng 200 Cyclodextrin c6 thé gay réi loan tiéu | O liéu cao, cyclodextrin c6 thé gay
nhu: mg/kg/ngay | héa (nhw tiéu chay). tiéu chdy (cé héi phuc) va phinh

manh trang & dong vat.
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(SBE-B-CD)

- Hydroxypropyl
betadex

- Randomly methylated
B cyclodextrin
(RM-B-CD)

Céac loai cyclodextrin | 09/10/2017 Tiém 200 Néu bénh nhan bi suy than, héi y | Déi v&i tré em duwédi 2 tudi, chirc
nhu: mg/kg/ngay | kién bac si trwdc khi dung thubc | nang tiéu cau than chwa hoan
- Alfadex va str dung | nay. chinh c6 tac dung bao vé khdi doc
- Betadex (E 459) trong hon 2 tinh trén than, nhwng cé thé lam
- y-cyclodextrin tuan tang néng dd cyclodextrin trong
- Sulfobutyl-ether- 8- mau.
cyclodextrin Débi v&i bénh nhan bj réi loan chirc
(SBE-B-CD) nang than vira dén nang co thé xay
- Hydroxypropyl ra tinh trang tich |Gy cyclodextrin.
betadex
- Randomly methylated
B cyclodextrin
(RM-B-CD)
Dimethyl sulphoxide Dung ngoai 0 C6 thé gay kich (rng da.
Ethanol Uéng, tiém Dwéi 100 | Thubc nay c6 chira mot lwong nhd | Ndi dung ghi nhan nay dé giap
mg trong | ethanol (alcol), dw&i 100 mg trong | ngudi I&n va tré em yén tam la
mdi lieu | méi <lidu>. thuébc c6 chira mét lwong nhé
ethanol.
Ethanol uéng, tiém 100 mg | Thuéc nay cé chra ...%tt ethanol | T& HDSD nén ghi rd thé tich twong
trong méi | (alcol), tlrc la dat dén ... mg trong | dwong cla bia va rwou (vang), gia
lidu mdi <liéu>, twong dwong ... mlbia, | dinh 14n lwot 1a 5% va 12% tt
... ml rwou (vang) trong méi <ligu>. | ethanol.
C6 hai cho bénh nhan bj nghién | Nhiéu cau canh béao riéng biét cé
rwou. thé can phai xuét hién trong cac dé
Can lwu y dbéi v&i phu ni¥ co thai | muc khac nhau cia té HDSD.
hoac dang cho con bu, tré em va
cac dbi twong cé nguy co cao nhw
bénh nhan bi suy gan, hodc déng
kinh.
Ethanol uéng, tiém 3gtrong | Thubc nay céd chra ...%tt ethanol
méi liéu | (alcol), tirc la dat dén ... mg trong
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méi <liéu>, twong dwong ... ml bia,
... ml rwou (vang) trong méi <liéu>.
C6 hai cho bénh nhan bi nghién
reou.

Can lwu y db6i v&i phu niv ¢co thai
hoac dang cho con bu, tré em va
cac dbi twong cé nguy co cao nhw
bénh nhan bi suy gan, hoac déng
kinh.

Ethanol c6 trong thudc nay da dé cé
thé anh hwéng tac dung cua céac
thudc khac.

Ethanol c6 trong thudc nay da dé cé
thé anh hwdng dén kha nang lai xe
hay van hanh méy mac.

trong mdi <don vi phan liéu><don vi
thé tich phan liéu><twong dwong
v&i x mg/<khdi lwgng><thé tich>>.

Formaldehyde Dung ngoai C6 thé gay cac phan &ng tai chd
trén da (nhw viém da tiép xuc).
Formaldehyde uéng C6 thé gay rbi loan tiéu hoa nhe va
tidu chay.
Chat tao hwong c6 09/10/2017 Dung ngoai Thudc c6 chira chat tao hwong cé | *< > : di nguyén co trong chat tao
chira di nguyén* thanh phan <dj nguyén>*. huwong dwoc liét ké trong phu luc.
(xem phu luc) <Dj nguyén>* c6 thé gay ra céac | Kém v&i phan (rng di (ng dbi voi
phan trng di (rng. bénh nhan man cam, bénh nhan
dwoc diéu tri gidi man cdm ciing ¢6
thé bi man cam.
Benzyl alcohol c6 mat trong 26 di
nguyén co6 trong chéat tao hwong
nhwng cling dwoc st dung lam ta
dwoc. Khi benzyl alcohol c6 vai tro
la t&4 dwoc (du la thanh phan trong
chat tao hwong hay khéng), can
thé hién ndi dung nay trén nhan.
Fructose 09/10/2017 uéng, tiém Thudc nay cé chra x mg fructose | Can xem xét tac dung hiép déng

clia cac thubc cé chra fructose
(hay sorbitol) va khau phan
fructose (hay sorbitol) dung theo
ché d6 an kiéng.
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Fructose

09/10/2017

[Néu thudc tiép xdc véi rdng (nhw
cac ché phdm dang I6ng, vién ngdm
hodc vién nhai) va trong thoi gian
dai:] Fructose c6 thé 1am hw rang.

Cac dang bao ché dé uodng khi
dung thuwdong xuyén hoac trong
thoi gian dai (VD: trong 2 tuan
hoac hon).

Fructose

09/10/2017

Tiém tinh mach

Néu bénh nhan (hoac bénh nhi) bj
réi loan khéng dung nap fructose do
di truyén, mét réi loan di truyén hiém
gap, bénh nhan (hoac bénh nhi)
khoéng dwoc dung thubc nay. Bénh
nhan bi réi loan khéng dung nap
fructose do di truyén khong thé tiéu
héa fructose cé trong thubc nay, co
thé dan dén tac dung khéng mong
mubn nghiém trong.

Bénh nhan phai hoi y kién bac si
trwdc khi dung thude nay néu bénh
nhan (ho&c bénh nhi) bi réi loan
khdng dung nap fructose do di
truyén khoéng con cé thé dung cac
thirc &n hoac thire ubng ngot, béi vi
ban than cdm thay budn nén, nén
hoac nhirng cdm giac khé chiu nhw
day hoi, dau quan bung hay tiéu
chay.

Bénh nhan bi rdi loan khéng dung
nap fructose do di truyén khéng
nén dwoc chi dinh thuéc nay, trir
khi that sy can thiét.

Tré so sinh va tré nhd (dwéi 2 tudi)
c6 thé chwa dwoc phéat hién rdi
loan khdéng dung nap fructose do di
truyén. Céac thudc c6 chia fructose
khi dworc tiém tinh mach cé thé de
doa tinh mang va phai bi chéng chi
dinh déi voi dbi twong nay, triv khi
loi ich 1am sang vuwot tréi va khéng
c6 cac liéu phap thay thé.

Phai ghi nhan tién s& bénh cla
bénh nhan mot cach chi tiét dé tim
céc triéu chirng cuda rdi loan khéng
dung nap fructose do di truyén,
trwée khi chi dinh thubc nay.

Fructose

09/10/2017

Uéng, tiém (khac
dwdng tiém tinh
mach)

5
mg/kg/ngay

Néu bénh nhan (hodc bénh nhi)
dwoc chan doan co rdi loan dung
nap v&i mot sé loai dwérng nhét dinh
hodc c6 rdi loan khéng dung nap
fructose do di truyén, mét réi loan di
truyén hiém g&p ma bénh nhan
khéng thé tiéu hoa fructose, hay hdi
y kién bac si trwdc khi dung thube
nay.

Bénh nhan bj ri loan khong dung
nap fructose do di truyén khong
nén dwoc chi dinh thudc nay.

Galactose

uéng, tiém

Néu bénh nhan dwgc bac si chan
doan c6 rdi loan dung nap véi mét
sb loai dwdng nhét dinh, hay héi y
kién bac si trwdc khi dung thubc
nay.

Noi dung dé nghi trong Tom tat dac
tinh san pham (va t& HDSD):
Bénh nhan bi réi loan do di truyén
khéng dung nap galactose nhw
galactose mau, kém héap thu
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glucose-galactose khong nén dung
thudc nay.

Galactose

Uéng, tiém

59

C6 chira x g galactose trong moi
liéu. Ham lwong nhw vay can dwoc
can nhac déi voi bénh nhan bi dai
thao dudng.

Glucose

Néu bénh nhan dwoc bac si chan
doan c6 rdi loan dung nap véi mét
sb loai dwdng nhét dinh, hay héi y
kién bac si trwéc khi dung thubc
nay.

Noi dung dé nghij trong Tém tat dac
tinh san phdm (va t& HDSD):
Bénh nhan bj réi loan di truyén
hiém gap lam kém hép thu
glucose-galactose khdng nén dung
thudc nay.

Glucose

Uéng, tiém

59

C6 chra x g galactose trong moi
liéu. Ham lwong nhw vay can duwoc
can nhac dbi véi bénh nhan bi dai
thao dudng.

Glucose

Uébng (cac ché
ph&m dang Idng,
vién ngam, vién

nhai)

C6 thé lam hw rang.

Chi b6 sung thong tin nay khi thudc
dwoc chi dinh dung trong thoi gian
dai (trong 2 tuan hoac hon).

Glycerol (E 422)

Uéng

10 g trong
mai lieu

C6 thé gay dau dau, rdi loan tiéu
héa nhe va tiéu chay.

Glycerol (E 422)

Dat trwc trang

19

C6 thé cho tac dung nhuan truwdng
nhe.

Heparin (v&i vai tro ta
duoc)

Tiém

0

C6 thé gay cac phan tng di &rng va
gidm té bao méau, do dé anh hwéng
dén hé théng ddong mau cla co thé.
Bénh nhan cé tién s di ng do
heparin can tranh dung thubc co
chira heparin.

Invert sugar (dwong
nghich chuyén)

uéng

Néu bénh nhan dwgc bac si chan
doan co rbi loan dung nap v&i moét
sb loai dwdng nhét dinh, hay héi y
kién bac si trwdc khi dung thubc
nay.

N&i dung dé nghi trong Tém tat dac
tinh san phdm (va t& HDSD):
Bénh nhan bj réi loan di truyén
hiém g&p nhw khéong dung nap
fructose hoac kém hép thu
glucose-galactose khéng nén dung
thudc nay.
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Invert sugar (dwong
nghich chuyén)

uéng

59

C6 chra x g hén hop fructose va
glucose trong méi liéu. Ham Iwong
nhw vay can dwoc can nhac dbi véi
bénh nhan bj dai thao dudng.

Invert sugar (dwong
nghich chuyén)

uong (cac ché
pham dang Idng,
vién ngam, vién
nhai)

C6 thé lam hu rang.

Chi b6 sung théng tin nay khi thubc
dwoc chi dinh dung trong thoi gian
dai (trong 2 tuan hoac hon).

Lactitol (E 966)

uéng

Néu bénh nhan dwoc bac si chan
doan cd rdi loan dung nap véi mot
sb loai dwdng nhét dinh, hay héi y
kién bac si trwdc khi dung thubc
nay.

N&i dung dé nghi trong Tom tat dac
tinh sdn phdm (va td HDSD):
Bénh nhan bj réi loan di truyén
hiém g&p nhw khéng dung nap
fructose, khdong dung nap
galactose, galactose mau hoac
kém hép thu glucose-galactose
khéng nén dung thubc nay.

Lactitol (E 966)

Uéng

10g

C6 thé cho tac dung nhuan trwdng
nhe.
Murc calo tiéu thy 2,1 kcal/g lactitol.

Lactose

Uéng

Néu bénh nhan dwoc bac si chan
doan c6 réi loan dung nap véi mét
sb loai dwdng nhét dinh, hay héi y
kién bac si trwdc khi dung thubc
nay.

Noi dung dé nghi trong Tém tat dac
tihh san phdm (va td HDSD):
Bénh nhan bj réi loan di truyén
hiém g&p nhw khéng dung nap
galactose, thiéu hut lactase hoan
toan hoac kém hap thu glucose-
galactose khéng nén dung thudc
nay.

Lactose

59

C6 chtra x g lactose (x/2 g glucose
va x/2 g galactose) trong mdi liéu.
Ham lwong nhw vay can dwoc can
nhac dbi véi bénh nhan bi dai thao
duwong.

Latex
Cao su tw nhién

Tatca

Bao bi ctia thuoc nay c6 thanh phan
latex. C6 thé gay ra cac phan &ng di
trng nghiém trong.

Khong phai la mét ta dwoc déc thu,
nhwng can phai canh bao.

Macrogolglycerol
ricinoleate (castor oil

polyoxyl)

Tiém

C6 thé gay ra cac phan tng dj rng
nghiém trong.
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Macrogolglycerol

hiru co’ nhw :
Thiomersal

hydroxystearate
(castor
oil polyoxyl
hydrogenated)
Macrogolglycerol Uéng 0 Co6 thé gay rdi loan tiéu héa nhe va
ricinoleate (castor oil tiéu chay.
polyoxyl)
Macrogolglycerol
hydroxystearate
(castor
oil polyoxyl
hydrogenated)
Macrogolglycerol Dung ngoai 0 C6 thé gay cac phan tng trén da.
ricinoleate (castor oil
polyoxyl)
Macrogolglycerol
hydroxystearate
(castor
oil polyoxyl
hydrogenated)
Maltitol (E 965) uéng 0 Néu bénh nhan dwgc bac si chan | Noi dung dé nghi trong Tom tat dac
Isomalt (E 953) doan c¢6 réi loan dung nap v&i mét | tinh sdn phadm (va t& HDSD):
(isomaltitol) sb loai dwérng nhat dinh, hay hdi y | Bénh nhan bi réi loan di truyén
Maltitol liquid kién bac si trwdc khi dung thubc | hiém gap nhw khéng dung nap
(hydrogenated glucose nay. fructose khéng nén dung thubc
syrup) nay.
Maltitol (E 965) Uébng 10 g C6 thé cho tac dung nhuan trwdng
Isomalt (E 953) nhe.
(isomaltitol) M&c calo tiéu thu 2,3 kcallg
Maltitol liquid <maltitol><isomalt>.
(hydrogenated glucose
syrup)
Mannitol (E 421) uéng 10g C6 thé cho tac dung nhuan trwdng
nhe.
Hop chat thay ngan Nhé mat 0 C6 thé gay cac phan tng di ng. Xem tai liéu EMEA Public

Statement, 08/7/1999, TLTK
EMEA/20962/99
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Phenylmercuric
nitrate/acetate/borate

Ethyl
p-hydroxybenzoate
(E 214)

Sodium ethyl
p-hydroxybenzoate
(E 215)

Propyl p-
hydroxybenzoate
Sodium propyl
phydroxybenzoate
Methyl
p-hydroxybenzoate
(E 218)

Sodium methyl
phydroxybenzoate
(E 219)

Hop chat thay ngan Dung ngoai C6 thé gay cac phan &ng tai chd
hiPu co’ nhu : trén da (nhw viém da tiép xic) va
Thiomersal bién dbi séc t6 da.
Phenylmercuric
nitrate/acetate/borate
Hop chat thay ngan Tiém Thudc nay c6 chira thiomersal véi | Xem tai liéu EMEA Public
hiru co nhu : vai trd 1a chét bdo quan va bénh | Statement, 08/7/1999, TLTK
Thiomersal nhan/bénh nhi c6 thé gap phai phan | EMEA/20962/99
Phenylmercuric &ng di ng. Ha&i y kién bac si néu
nitrate/acetate/borate bénh nhan/bénh nhi c6 tién s di
&ng bét ky.
Hop chat thay ngan Tiém Héi y kién bac si néu bénh | Can bd sung thong tin trén nhan
hiru co nhuw : nhan/bénh nhi tirng cé bt cr van | cta véc xin.
Thiomersal dé vé stre khde sau khi lan tiém véc
Phenylmercuric xin gan day.
nitrate/acetate/borate
Parahydroxybenzoate uéng C6 thé gay cac phan trng di rng (c6
va cac dan xuét ester Nhé mét thé xay ra cham).
nhu: Dung ngoai
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trong méi <don vi phan liéu><don vj
thé tich phan liéu><twong duwong
v&i x mg/<khdi lwong><thé tich>>.

Néu bénh nhan co6 tén thwong giac
mac nghiém trong, trong mot sbé
trwdng hop rat hiém, phosphat cé

thé lam xuét hién cac vét mo trén

Parahydroxybenzoate Tiém C6 thé gay cac phan tng di rng (c6
va cac dan xuéat este Hit thé xdy ra cham) va trong truwong
nhu: hop hiém, gay co that phé quan.
Ethyl

p-hydroxybenzoate

(E 214)

Sodium ethyl

p-hydroxybenzoate

(E 215)

Propyl

p-hydroxybenzoate

Sodium propyl

phydroxybenzoate

Methyl

p-hydroxybenzoate

(E 218)

Sodium methyl

phydroxybenzoate

(E 219)

Phenylalanine 09/10/2017 Uéng Thuoc nay c6 chra x mg

phenylalanine trong méi <don vi
phan liéu><don vi thé tich phan
liéu><twong dwong v&i x mg/<khéi
lwong><thé tich>>.
Phenylalanine c6 thé c6 hai néu
bé&nh nhan mac chirng phenylceton
niéu, mot réi loan di truyén hiém gap
gay tich Ity phenylalanine do co thé
khéng thé dao thai né nhuw binh
thudng.

Hé dém phosphat 09/10/2017 Nhé mat Thudc nay cé chira x mg phosphat | Néi dung tong (ng trong Tém tat

dac tinh san pham muc Téc dung
khéng mong muén cda thudc:

"Cac trwong hop voi hoa giac mac
da dwoc bao cdo v&i tan suét rat
hiém, cé lién quan dén viéc dung
thuéc nhé mat cé chira phosphat
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giac mac do tao thanh ket tda calci
khi str dung thudc.

cho mét s6 bénh nhan c6 tén
thwong giac mac nang."

Xuat este cda
propylene glycol

trr khi c6 khuyén céo cta bac si.
Béc si diéu tri ¢ thé phai thwc hién
mot sd xét nghiém phu tro’ trong thoi
gian bénh nhan dung thuéc nay.

Potassium (Kali) Tiém Duwéil | Thuéc nay c6 chtva kali, dwdi 1 | Théng tin cé lién quan dén nguwdng
mmol trong | mmol (39 mg) trong méi <liéu>, vé | tac dung dwa trén tbng ham lwong
méi liéu | co ban dwoc xem nhw ‘khéng chira | K* ¢6 trong thubc.
kali’. D4c biét lién quan dén céac thubc
dwoc phan liéu dung cho tré em,
dé cung cép théng tin cho bac siva
gitp phu huynh cda tré yén tam vé
ham lwong K* thap c6 trong thudc.
Potassium (Kali) uéng, tiém 1 mmol | Thuéc nay cé chira x mmol (hay y
trong méi | mg) kali. CAn xem xét ddi v&i bénh
liéu nhan cé chirc nang than suy giam
hodc bénh nhan dang theo ché do
bd sung kali c6 kiém soat.
Potassium (Kali) Tiém tinh mach | 30 mmol/ml | C6 thé gay dau tai vj tri tiém.
Propylene glycol 09/10/2017 Tat ca 1 Thudc nay c6 chira x mg propylene
(E 1520) va cac dan mg/kg/ngay | glycol trong mdi <don vi phan
Xuat este cta liu><don vi thé tich phan
propylene glycol liéu><twong dwong véi x mg/<khdi
lwong><thé tich>>.
Propylene glycol 09/10/2017 uéng, tiém 1 Néu tré dwdi 4 tuan tudi, héi y kién | Viéc dung chung vé&i cac chat 1a co
(E 1520) va cac dan mg/kg/ngay | bac si hodc dwoc si trwde khi cho | chét cla alcol dehydrogenase nhw
Xuat este cta tré dung thuéc, nhat 1a khi tré dwoc | ethanol c6 thé gay ra cac phan tng
propylene glycol cho dung céac thudc khac cé chra | c6 hai nghiém trong cho tré so
propylene glycol hay alcol. sinh.
Propylene glycol 09/10/2017 uéng, tiém 50 Néu tré dudi 5 tudi, hoi y kién bac sT | Viéc dung chung véi cac chat 1a co
(E 1520) va cac dan mg/kg/ngay | hodc dwoc si trwdc khi cho tré dung | chét cla alcol dehydrogenase nhw
Xuat este cda thuéc, nhat 1a khi tré dwoc cho dung | ethanol cé thé gay ra cac phan &ng
propylene glycol cac thudc khac c6 chira propylene | c6 hai cho tré dwdi 5 tubi.
glycol hay alcol.
Propylene glycol 09/10/2017 Udng, tiém 50 Néu bénh nhan dang co thai hay | M3c du propylene glycol dwoc
(E 1520) va cac dan mg/kg/ngay | cho con ba, khéng dung thubc nay | chirng minh 1a khéng gay déc tinh

ddi v&i khd nang sinh san hay sy
tang trwdng & dong vat hay ngudi,
né co6 thé di qua nhau thai va bai
tiét dwoc vao siva me. Vi vay, can
can nhéc viéc dung thubc cho phu
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ni¢ cé thai hay dang cho con bu
theo tirng trwedrng hop cu thé.

Propylene glycol 09/10/2017 Uéng, tiém 50 Néu bénh nhan cé bénh gan hodc | Yéu cau theo d&i trong thdi gian
(E 1520) va cac dan mg/kg/ngay | than, khéng dung thudc nay triv khi | dung thubc nay dbi véi bénh nhan
Xuét este cta c6 khuyén céo cla bac si. Bac si | cd chirc nang gan hoac than suy
propylene glycol diéu tri c6 thé phai thwe hién mot sé | giam bdi vi da cé bao cao vé cac
xét nghiém phu trg trong théi gian | phan ng cé hai do propylene
bénh nhan dung thubc nay. glycol, nhw réi loan chirc nang than
(hoai t&r 6ng than cép), suy than
cAp va rdi loan chirc néng gan.
Propylene glycol 09/10/2017 uéng, tiém 500 Propylene glycol cé trong thuéc nay | Nhiéu bién c6 c6 hai nhw tang ap
(E 1520) va cac dan mg/kg/ngay | c6 tac dung twong dwong viéc ubng | lwc thAm thAu méu, toan chuyén
Xuat este cta rwou va lam tang tan suét xay ra | héa do tich Iy acid lactic ; réi loan
propylene glycol céac tac dung khéng mong muén. chirc ndng than (hoai tlr éng than
Khong dung thubc nay cho tré dwéi | cap), suy than cap ; doc tinh trén
5 tudi. tim (loan nhip, ha huyét ap); réi
Chi dung thudc nay khi cé khuyén | loan than kinh trung wong (tram
c&o clia bac si. Bac si diéu tri c6 thé | cdm, hén mé, déng kinh) ; suy ho
phai thwc hién mot sbé xét nghiém | hap, kho thé ; rdi loan chirc ndng
phu tro trong thoi gian bénh nhan | gan ; phan &ng tan mau (tan mau
dung thuéc nay. ndi mach) va hemoglobin niéu ;
hay rdi loan chirc nang da co quan,
da dwoc bao cao do s&r dung
propylene glycol & liéu cao hoac
trong thoi gian dai.
Vi vay liéu cao hon 500
mg/kg/ngay c6 thé dung cho tré
trén 5 tubi nhwng phai can nhac
theo tirng trwdng hop cu thé.
Céc bién cb bét loi thwong phuc
héi sau khi ngung dung thudc co
chlra propylene glycol cho tré va,
trong nhirng trwong hop nghiém
trong hon, sau khi thAm phan méau.
Yéu ciu theo ddi trong thoi gian
bénh nhan dung thubc nay.
Propylene glycol 09/10/2017 Dung trén da 50 Propylene glycol c6 thé gay kich
(E 1520) va cac dan mg/kg/ngay | ng da.
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Xuat este ctia
propylene glycol

Khong dung thudc nay & tré so sinh
dwéi 4 tuan tudi cé vét thwong hd
hay trén dién réng cua da khdéng
lanh 13n hoac bj ton thwong (nhw
bdng) ma khong hoi y kién bac si
hoac dwoc si.

liéu><don vj thé tich phan liéu>,
twong dwong y% khau phan natri téi
da méi ngay dwoc khuyén céo cho
nguoi lon.

Propylene glycol 09/10/2017 Dung trén da 500 Propylene glycol c6 thé gay kich
(E 1520) va cac dan mg/kg/ngay | (rng da.
Xuat este cda B&i vi thubc nay cé chira propylene
propylene glycol glycol, khéng bbi trén vét thwong hé
hay trén dién rong cua da khong
lanh 13n hoac bj tén thwong (nhw
bdng) ma khéng dwoc bac si hay
dwoc si giam sat.
Sesame oil (dau hat Tat ca 0 Trong trwdng hop hiém, co thé gay
virng) cac phan (rng di (rng nghiém trong.
Sodium (natri) 09/10/2017 Uéng, tiém Duwéil | Thudc nay cé chiva dwdi 1 mmol (23 | 1 mmol natri (Na) = 23 mg Na =
mmol (23 | mg) natri trong méi <don vi phan | 58,4 mg mudi &n (NaCl).
mg) trong | liéu><don vi thé tich phan liéu>, v& | Thong tin cé lién quan dén nguwéng
moi liéu co ban dwoc xem nhw ‘khéng chiva | tac dung dwa trén tdng ham lwong
natri’. Na c6 trong thudc.
Dac biét lien quan dén céac thubc
dwoc phan liéu dung cho tré em
hoac bénh nhan dang thwc hién
ché do an kiéng natri, d& cung cap
théng tin cho bac si va giup phu
huynh cta tré hoac bénh nhan yén
tam v& ham lwong Na thap co
trong thudc.
Sodium (natri) 09/10/2017 Uéng, tiém 1 mmol (23 | Thuéc nay cé chira x mg natri (1 | Di véi thudce tiém coé cach tinh liéu
mg) trong | thanh phan chinh trong mudi &n) | khdc nhau (nhw dwa trén can
méi liéu | natri trong mdéi <don vi phan | ndng) ham lwong natri duwoc thé

hién dwéi dang mg méi éng.

Noi dung dé nghi trong Toém tat dac
tinh san pham (va t& HDSD):
"Thuéc nay cé chra x mg natri
trong mbéi <don vi phan liéu>,
twong dwong y% trong khdu phan
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natri toi da méi ngay dwoc khuyén
cao cho nguoilon la 2 g.

Sodium (natri)

09/10/2017

Uéng, tiém

17 mmol
(391 mg)
trong liéu
t6i da moi
ngay

Hoi y kién bac si hodc dwoc si néu
bénh nhan can dung <Z> hodc hon
s6 <don vi phan liéu> trong mét
ngay trong th&i gian dai, dac biét khi
bénh nhan dang theo mot ché dd an
kiéng natri.

Quy dinh nay chi ap dung cho céac
thuéc véi hwéng dan liéu cho phép
dung méi ngay trong hon 1 thang
hoac dung lap lai trong hon 2 ngay
méi tuan.

17 mmol (391 mg) xap xi 20%
trong khiu phan natri t6i da mbi
ngay dwoc WHO khuyén céo cho
ngudi lén la 2 g va ham lwgng natri
dwoc xem la & mirc cao.

Quy dinh nay ciing lién quan dbi
Vi tré em, khi khdu phan tdi da méi
ngay duwgc xem xét la ty & voi
nguoi I6n va dya trén yéu cau vé
nang lvong.

<Z liéu> phan anh s don vi phan
liéu nhé nhat dé dat dén/vuwot qua
ngwdng 17 mmol (391 mg) natri.
Lam tron xuéng thanh sb nguyén
gan nhéat.

Déi vé&i Tém tat d&c tinh san pham
(va t&@ HDSD) xem khuyén céo
trong tai liéu cia PRAC “1.3.
Sodium-containing

effervescent, dispersible and
soluble medicines -
Cardiovascular events”
(EMA/PRAC/234960/2015).

Sodium laurilsulfate
(E 487)

09/10/2017

Dung trén da

Thubc nay cé chra x mg sodium
laurilsulfate trong méi <don vi phan
liu><don vi thé tich phan
liéu><twong dwong véi x mg/<khdi
lwong><thé tich>>.

Sodium laurilsulfate c6 théy gay
phan &ng tai ché trén da (nhw cadm
giac kim chich hay néng rat) hay

D6 day cua da thay dbi rat nhiéu
tuy thudc vao vi tri ctia co thé va do
tudi. Day la yéu té quan trong quyét
dinh sw nhay cam cta da déi voi
sodium laurilsulfate.

Sw nhay cdm dbi v&i sodium
laurilsulfate cling cé thé thay déi
tuy thudéc vao dang bao ché (va
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lam tang nguy co gap phai cac phan
trng trén da do cac thudc khac gay
ra khi str dung trén cung vi tri.

anh hwéng cua cac ta dwoc khac),
n6ng dbé sodium laurilsulfate, thoi
gian tiép xtc va dbi twong st dung
(tré em, mirc dd méat nwde, mau da
va bénh ly).

Bénh nhan véi bénh ly lam giam
chlrc nang bao vé clia da, nhw
viém da khéng dién hinh, dé nhay
cam v&i tac dung gay kich rng cta
sodium laurilsulfate.

fructose. Néu bénh nhan (hoac
bé&nh nhi) bj réi loan khéng dung nap
fructose do di truyén, mét réi loan di
truyén hiém gap, bénh nhan (hoac
bénh nhi) khéng dwoc dung thubc
nay. Bénh nhan bj réi loan khong
dung nap fructose do di truyén
khéng thé tiéu hoa fructose cé trong
thubc nay, co thé dan dén tac dung
khéng mong muén nghiém trong.

Bénh nhan phai hoi y kién bac si

truwac khi dung thuée nay néu bénh
nhan (hodc bénh nhi) bi réi loan
khong dung nap fructose do di
truyén khéng con co thé dung cac
thirc 8n hoac thirc udng ngot, bi vi

Sorbic acid (E 200) va Dung ngoai C6 thé gay cac phan tng tai cho

cac mubi ctano trén da (nhw viém da tiép xuc).

Sorbitol (E 420) 09/10/2017 Uéng, tiém Thudc nay cé chira x mg sorbitol | Can xem xét tac dung hiép dong
trong mdi <don vi phan lidu><don vi | ctia cac thubéc co chira sorbitol
thé tich phan liéu><twong dwong | (hay fructose) va khadu phan
v&i x mg/<khdi lwong><thé tich>>. | sorbitol (hay fructose) dung theo

ché d6 &n kiéng.

Ham lwong sorbitol cé trong thube
ubng cé thé anh hwéng sinh kha
dung cta céc thubc khac khi dung
chung.

Sorbitol (E 420) 09/10/2017 | Tiém tinh mach Sorbitol 1& ngudn dinh dwéng giau | B&nh nhan bj réi loan khéng dung

nap fructose do di truyén khéng
nén dwoc chi dinh thubc nay, triv
khi that sw can thiét.

Tré so sinh va tré nhé (dwéi 2 tu0|)
c6 thé chwa dwoc phéat hién rbi
loan khéng dung nap fructose do di
truyén. Cac thudc c6 chira fructose
khi dwoc tiém tinh mach cé thé de
doa tinh mang va phai bi chéng chi
dinh déi v&i dbi twong nay, triv khi
loi ich 1am sang vwot tri va khéng
c6 cac liéu phap thay thé.

Phai ghi nhan tién s bénh cla
bénh nhan mét cach chi tiét dé tim
céc triéu chirng cua rdi loan khéng
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ban than cdm thay budn nén, nén
hoac nhirng cam giac kho chiu nhw
day hoi, dau quan bung hay tiéu
chay.

dung nap fructose do di truyen,
trwwére khi chi dinh thudc nay.

pham dang 1dng,

Sorbitol (E 420) 09/10/2017 | Udng, tiém (khac 5 Sorbitol 1& ngudn dinh dwéng giau | B&nh nhan bj réi loan khéng dung
dwong tiém tinh | mg/kg/ngay | fructose. Néu bénh nhan (hodc | nap fructose do di truyén khong
mach) bénh nhi) dwgc chan doan cé réi | nén dwoc chi dinh thubc nay.
loan dung nap véi mot sb loai
dwéng nhét dinh, hodc néu bénh
nhan bi réi loan khéng dung nap
fructose do di truyén, mét réi loan di
truyén hiém g&p, ma bénh khéng
thé tiéu hoa fructose, hay hai y kién
béac sT trwde khi dung thube nay.
Sorbitol (E 420) 09/10/2017 uéng 140 Sorbitol c6 thé gay nhirng triéu
mg/kg/ngay | chirng tiéu héa khé chiu va cho tac
dung nhuén trvd'ng nhe.

Soya oil (dau nanh) Tat ca 0 <Tén thubc> c6 chva dau nanh. | Twong tw véi dau lac.

Hydrogenated soya Néu bénh nhan bi di (rng v&i dau | Tom tat dac tinh sdn pham (va to

oil (dau nanh hydro phéng hay dau nanh thi khéng dung | HDSD) : Chéng chi dinh.

hoa) thubc nay.

Stearyl alcohol Dung ngoai 0 C6 thé gay cac phan tng tai chd
trén da (nhw viém da tiép xuc).

Sucrose Uéng 0 Néu bénh nhan duoc bac si chan | Noi dung dé nghi trong Tom tat dac
doan c¢6 réi loan dung nap v&i mét | tinh sdn phadm (va t&¢ HDSD):
sb loai dworng nhét dinh, hay héi y | Bénh nhan bi réi loan di truyén
kién bac si trwdc khi dung thubc | hiém gap nhw khéng dung nap
nay. fructose, kém hép thu glucose-

galactose hoac thiéu hut enzym
sucrase-isomaltase khong nén
dung thudc nay.

Sucrose Uébng 59 C6 chira x g sucrose trong méi liéu.

Ham lwong nhw vay can dwoc can
nhac db6i véi bénh nhan bi dai thao
dwong.
Sucrose Ubng (cac ché 0 C6 thé lam hw rang. Chi b6 sung thong tin nay khi thudc

dwgrc chi dinh dung trong thoi gian
dai (trong 2 tuan hoac hon).
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vién ngam, vién

nhe.

Mtrc calo tiéu thu 2,4 kcal/g xylitol.

nhai)

Muéi sulphit bao gém uUéng 0 Trong trwéng hop hiém, co thé gay

muéi metabisulphit Tiém cac phan (ng qua man nghiém

nhw : Hit trong va co that phé quan.

Sulphur dioxide

(E 220)

Sodium sulphite

(E 221)

Sodium bisulphite

(E 222)

Sodium metabisulphite

(E 223)

Potassium

metabisulphite

(E 224)

Potassium bisulphite

(E 228)

Wheat starch (Tinh 09/10/2017 Uéng 0 Tinh mach lda mi ¢6 trong thubc nay | Theo quy dinh cta chuyén luan

bot laa mi) chi chtra ham lwong gluten rat thap | Dwoc dién Chau Au, gi¢i han

(bao gébm gluten) <xem nhw khéng chira gluten*> va | protein 0,3% trong tinh bot lta mi
it c6 kha ndng c6 hai néu bénh nhan | (phwong phap th&r protein toan
c6 bénh Celiac. phan), c6 nghia la khéng nhiéu
M6t <don vi phan liéu> khéng chira | hon 100 ppm (mcg/g) gluten c6
nhiéu hon x mcg gluten. trong tinh bét lta mi. Ham lwong
Néu bi di &ng vé&i lda mi (tranh | gluten tdi da trong ta dwoc co thé
nham véi bénh Celiac), bénh nhan | tinh toan dwa trén théng tin nay
khong nén dung thubc nay. (ham lwong protein).
[* Khdng dinh "xem nhw khéng chira | Tén cta ta dwoc trén nhan phai ghi
gluten" chi ap dung khi ham lwong | l1a: <Wheat starch><Tinh bét lGa
gluten c6 trong tinh bét lta mach | mi>.
nho hon 20 ppm.]

Wool fat (lanolin) Dung ngoai 0 C6 thé gay cac phan (ng tai chd
trén da (nhw viém da tiép xuc).

Xylitol (E 967) uéng 10g C6 thé cho tac dung nhuan trwdng
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Phu luc: Danh muc cta Lién minh Chau Au vé cac di nguyén c6 trong chat tao hwong c6

yéu cau ghi nhan my pham va ché pham tay rira

Tén chat CAS No
3-Methyl-4-(2,6,6-trimethyl-2-cyclohexen-1-yl)-3-buten-2-one 127-51-5
Amyl cinnamal 122-40-7
Amylcinnamyl alcohol 101-85-9
Anisyl alcohol 105-13-5
Benzyl alcohol 100-51-6
Benzyl benzoate 120-51-6
Benzyl cinnamate 103-41-3
Benzyl salicylate 118-58-1
Cinnamal 104-55-2
Cinnamyl alcohol 104-54-1
Citral 5392-40-5
Citronellol 106-22-9
Coumarin 91-64-5
d-Limonene 5989-27-5
Eugenol 97-53-0
Farnesol 4602-84-0
Geraniol 106-24-1
Hexyl cinnamaldehyde 101-86-0
Hydroxycitronellal 107-75-5
Hydroxymethylpentyl-cyclohexenecarboxaldehyde 31906-04-4
Isoeugenol 97-54-1
Lilial 80-54-6
Linalool 78-70-6
Methyl heptine carbonate 111-12-6
Oak moss 90028-68-5
Tree moss 90028-67-4
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