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I. THONG TIN THUOC NUOC NGOAI

1/ Céc ché pham b sung c6 chira Vitamin B6 ¢6 thé giy bénh than
kinh ngoai bién

Vitamin B6 (Pyrldoxme) co trong nhidu ché phim bd sung vitamin
tong hop va khodng chit, cac che phim co chira vitamin B6 ¢6 thé dé dang
tiép cdn va st dung ma khong can ké don. Nhan thie vé& Vitamin B6 c6 thé
gdy ra bénh than kinh ngoai bién ctia nhiéu nguoi dén nay con han ché, bénh
c6 céc triéu chimg dic trung nhu nglra, bong rat hodc cam gidc té thuong gap
¢ ban tay, ban chén. Su dung Vitamin B6 ngay & liéu thap cling c6 the gdy ra
bénh than kinh ngoai bién nhung nhiing nguoi ¢6 kha nang cao méc bénh
thuong do ho st dung nhiéu hon mot ché pham bd sung,.

TGA di nhan duoc hon 30 bao cdo vé bénh than kinh ngoai bién nghi
ngo li€én quan den céc ché pham co chira Vitamin B6. Pay la mdt tac dung
khong mong mudn da dugc biét dén cia Vitamin B6 nhung nhiing bao cdo
nhén dugc cho thdy mot s6 nguoi chua nhan thic dugce dicéu nay va khong
nhan thiy rang Vitamin B6 co trong nhiéu ché pham bo sung.

Khuyen cdo ngudi bénh néu dang st dung mét hodc nhiéu ché pham bb
sung/thuc pham bao vé stic khoe nén:

- Kiém tra thanh phan cé chira Vitamin B6 khong. Nén tim tit ca céc
tén goi khdc cua Vitamin B6 trén nhén.

- Klem tra tong liéu Vitamin B6 dang sir dung moi ngdy. Méac du lidu
lwong t6i da cho phép hang ngay ¢ mdi san pham da giam xuong 100 mg d01
vl ngudi lon (va thép hon doi véi tré em tiy theo do tuoz) kha ning méc
bénh théan kinh ngoai bién van co thé xay ra ngay & lidu rat thap (duwdi 50 mg).
Nguyén nhén mot so nguol bénh ¢6 kha nang cao géap tac dung khong mong
muon nay hon nhiing nguoi khac dén nay van chua rd rang.

- Can chi y véi nhimg triéu ching cia bénh than kinh ngoai bién nhu
nglra, bong rat hodc cam gidc té ¢ ban tay va ban chan, ngung sir dung (cac)
san phdm néu gdp phai cdc tri€u ching trén,

- Trao dbi véi nhén vién y t& néu c6 bat ky lo ling hodc thic mic ve
bénh than kinh ngoa1 bién hodic céc san pham chira Vitamin nhom B, bao gom
ca loi ich cta viée bd sung Vitamin B6 c6 Ién hon nguy co méc bénh than
kinh ngoai bién hay khong.

Théng tin chi tiét

Pay co phai la phat hién mai khong?
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Bénh than kinh ngoai bién do Vitamin B6 la mot tac dung khong mong
mubn da duoc biét dén tir trude, tuy nhién, TGA van tiép tuc nhan dugc cac
bdo céo vé bién cb bét loi ndy. Piéu dé cho thay van c6 rat nhiéu nguoi khong
nhén thie duge Vitamin B6 c6 thé gay ra bénh thin kinh ngoai bién va khong
nhén théy réng Vitamin c6 trong nhiéu loai thuc phém bd sung, bao gém cac
ché phim vitamin téng hop va khoang chat. Nhidu bdo céo cho thay nhiéu
ngudi dung nhiéu hon mét loai thue pham bd sung nhung khong duogc canh
bao vé nguy co gip bién cb nay. Nguyén nhén la do trude day cic san pham
chita Vitamin B6 véi liéu hing ngay dudi 50mg khong yéu cau phai c6 canh
bao trén nhan.

Bénh than kinh ngoai bién Ia gi?

Bénh than kinh ngoai bién 1a mét loai tdn thuong than kinh gay nglra,
bong rat hodc cam gidc té & cac chi, thuong la ban tay hodic ban chan. Cé
nhiéu nguyén nhan khac nhau gdy ra bénh than kinh ngoai bién - mot trong
nhimg nguyén nhan phd bién nhat la dai thao dudng. Bénh than kinh ngoai
bién cling la tdc dung khong mong mudn da duge biét dén khi su dung
vitamin B6 liéu cao hodc kéo dai. Nhitng nguoi mic bénh thdn kinh ngoai
bién do vitamin B6, khi tiép tuc st dung vitamin cé thé lam nang thém céc
triéu chirng ctia bénh.

Vitamin B6

Vitamin B6 la mét, loai vitamin tan trong nuécva c6 trong thirc an. O
dang nay, vitamin B6 khong gdy bénh than kinh ngoai bién. Tuy nhién,
vitamin B6 thudng cé phd bién trong cdc san pham nhu ché phim vitamin
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tong hop va khoang chét, vitamin nhém B téng hop, thuong két hop véi
magie va kém. O Australia, hién nay c6 khoang hon 1500 ché phim c6 chia
vitamin B6. Pa sb la céc thuc pham bd sung c6 thé d& dang tiép can tai céc
ctra hang va nha thuéc ma khong cin ké don.

Tén khac cia vitamin B6

C6 3 dang vitamin B6 c6 san trong céc san pham, va thuodng dugc ghi
tén trén nhén:

- Pyridoxin hydroclorid

- Pyridaxal 5-phosphat

- Pyridoxal 5-phosphat monohydrat

Céc cong ty duge pham phai ghi cac tén nay trén nhan nhung khéng bit
budc sir dung tén chung “vitamin B6”. Do vay céan kiém tra tt ca céc tén nay
dé biét lugng vitamin B6 dang sit dung.

Quy dinh méi v& dan nhén va sir dung
Nhén canh béo
CANH BAO - Ngtng sir dung céc ché phdm cé chita vitamin B6 néu camthay
ngira, bong rat hoic té bi va dén glip bac si tu vén cang sém cang tt.
Hién nay, chi ¢6 céc san pham chia vitamin B6 véi liéu hang ngay trén 50 mg
méi ¢6 canh béo vé cac triéu chimg cta bénh than kinh ngoai bién va ¢ cum
tur “chita vitamin B6” & trén nhin.
TGA da cap nhét quy dinh cho cdc ché pham chira vitamin B6 nhur sau:
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- Cac ché phém chtta vitamin B6 véi lidu hang ngay trén 10mg phai ¢6
canh bao ve bénh than kinh ngoai bién.

- Liéu vitamin B6 hang ngay toi da cho phép trong c4c san pham duogc
giam tr 200 mg xudng 100 mg dbi voi nguoi lon, dbi voi tré em gidi han lidu
hang ngay thap hon tay thudc vao do tuoi

- Ké tir ngay 01/03/2023, cac san phdm chura vitamin B6 phai tuan theo
cac quy dinh mai nay. TGA s& tlep tuc tim kiém céc bang chung va bao cao
méi vé bién cd bat loi lién quan dén vitamin B6 va bénh than kinh ngoai bién
va danh gid hiéu qua cta quy dinh mai vé cac cap nhét trén nhan trong qua
trinh st dung.

Tai sao TGA thuc hién cic thay dbi vé cach ghi nhin va siv dung
nay

Sau khi nhan dugc hon 30 bao cao vé bénh than kinh ngoai bién véi
diy du théng tin cho thdy m01 lién quan ¢ mirc do co thé vdi céc san pham
chira vitamin B6, TGA d tién hanh danh gia va thay rang:

- Bénh than kinh ngoai bién c6 thé xay ra véi lidu hang ngay dudi
50mg vitamin B6

- Bénh than kinh ngoai bién co thé xay ra & nhitng bénh nhan dung
nhiu san phim chira vitamin B6

- Nguy co xay ra blen cb gilra cdc ca thc la khac nhau - khong cé liéu
t6i thiéu, thoi gian st dung t6i thiéu hodc yéu t6 nguy co duge xéac dinh

Nhiéu truomg hop, nguoi su dung khong biét san pham dang dung c6 chtra
vitamin B6 vi cac san pham nay ghi nhan la thuc pham bd sung magie. Nhitng
truong hop khac, mot s6 nguoi da dung nhleu san pham khong c6 nhan canh
bdo vé& bénh than kinh ngoai bién vi mdi san pham déu chira mot lugng
vitamin B6 thap.

Nguon: https://www.tga.gov.au/news/safety-alerts/health-supplements-
containing-vitamin-b6-can-cause-peripheral-neuropathy

Diém tin: CTV. Nguyén Lé Phuong Nga, CTV. Nguyén Thi Thu Héng
Phu trach: DS. Nguyén Thi Ciic

Nguén: https://www.medsafe.govt.nz/profs/PUArticles/PDF/Prescriber
-Update-Vol-43-No.4-December-2022.pdf

Piém tin: CTV. Nguyén Lé Phwong Nga; CTV. Nguyén Thi Thu Hiing
Phu tréch: ThS.DS. Nguyén Thi Tuyén
IL. THONG TIN THUOC XUAT TOAN QUI 1/2023

TT | Tén hoat chat nong do, Pon | Noi dung chuwa ding khi | Ghi
ham lwong (¢én thuoc) vi thanh toan BHYT chu
tinh

?g;’erm 60mg (SPARENIL | ian | CCP tré em < 12 tudic

2 Paracetamol 500 mg, | vién CCD tré em < 14 tudi




Codein 10mg (Di-Angesic
Codein 10)

Eucalyptol 100mg, tinh dau
tram S‘Omg, Menthol 0,5mg,
tinh dau tan 0,36mg, tinh

CCD (Bénh nhan co Suy
ho hap, hen...), thuoc

3 &y Vién | dong dugc ké trén 10 ngay
Al gy khéng thusc bénh dai
0,75mg (MECAFLU Hody
FORTE) 84y

4 Acetylcystein 200mg Vién, | CCP (Bénh nhdn cé tién
(ACECYST) gol s hen...)

s | Clopidogel 75mg _— Thiéu chi dinh, chua ding
(DASARAB) chi dinh

6 Alphachymotrypsin 42001U Vien Thiéu chi dinh, chua ding
(Alphachymotrypsin) chi dinh
Nhom hydroxyd 200mg,

g |CAgnesl BRSNS, e | g il T @iol
Simethicone 20 mg
(MYLENFA II)

8 ?5())rvastatm 10mg (Lipvar Vién Chua dang chi dinh
Nhom hydroxyd 300mg,

9 | Magnesi hydroxyd 400mg Vién Chua dung chi dinh
(Gelactive)

Diosmin 450mg,

10 | Hesperidin 50mg Vién Chua dung chi dinh
(SAVIDIMIN)

Nhom hydroxyd 400mg,

p | Magnssihyarekyd 400mE, | e | e diing ehi dink
Simethicone 40 mg
(SIMELOX)

Nhom hydroxyd 460mg,

12 | Magees hydroxyd 400mg, | ; Thiéu chi dinh
Simethicone 50 mg
(AQUIMA)

Omeprazol 20mg - 4 ¥

13 (Mec}z)pmzole 90 mg) Vién Thiéu chi dinh

14 Paracetamol 650mg Vien Thudc trung 3 ngay lién
(Hapacol 650) tiep

5 Eprazinon 50mg Vién Thudc trung 3 ngay lién
(MOLITOUX 50MG) tiép

*Cac y kién dong gop givi vé:

- Khoa Dugc - TTB - VTYT, T6 duge 14m sang - Théng tin thubc
- Zalo nhém: T6 DLS-TTT TTYT VL 2022-2023
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- Gmail: khoaduoc.benhvien.vinhloi@gmail.com.

_—=BAN GIAM,POC NGUOTVIET. THONG TIN
(L GIAW DOC >
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- Ban Giam dbc;

- Béc si, cac khoa, phong
lam sang, TYT x4, thi tran;
- Céc dugc si lam sang,

- Luu: T6 DLS-TTT.




