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PIEM TIN SO 1

DAV: THONG BAO THU HOI TREN TOAN QUOC LO THUOC COM PHA
HON DICH UONG PYFACLOR KID

Ngay 29/09/2025, Cuc Quan ly Dug'c co quyet dinh s 475/Qb-QLD vé thong bao
thu héi do vi pham mirc do 2 ddi voi thude com pha hdn dich uong Pyfaclor Kid
(cefaclor 125mg).

Cuc Quan ly Dugc vira c6 quyét dinh s6 475/QD-QLD vé viéc thu hoi do vi pham
muc do 2 cua thude Pyfaclor Kid (cefaclor 125mg).

Can ctr theo cong van 118/BC-TTKN ngay 23/5/2025 cta Trung tam Kiém nghiém
thudc, my pham, thuc pham Quang Tri va cong van 1086/VKNT-KHTH ngay
17/9/2025 cua Vién klem nghiém thuéc TP. H5 Chi Minh, Cyc Quan 1y Duoc thong
béo thu hdi trén toan qudc véi 16 thude 1 16 thude Pyfaclor Kid. Thong tin cu thé vé
16 thubc nhu sau:

Thudc thu hdi: Pyfaclor Kid (cefaclor 25mg), dang cdm pha h5n dich udng, so gidy
dang ky luu hanh: VD-26427-17, S6 16: 410923, Ngay san xut: 13/09/2023, Han
dung: 13/09/2026 do Cong ty c6 phan dugc pham Pymepharco san xut.

Ly do thu hoi: Mau thuéc khong dat tiéu chuan chét luong vé chi tiéu Tinh chat va
Dinh luong.

Chi tiét cong van vui 1ong xem tai day:
https://canhgiacduoc.org.vn/SiteData/3/UserFiles/TTT 475 OD_QLD%202025 si
gned.pdf
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PIEM TIN SO 2

HSA: NGUY CO ROI LOAN NGOAI THAP KHI SU DUNG
METOCLOPRAMID O TRE EM

Tai Singapore, metoclopramid dugc cap phép luu hanh ké tir nam 1989, dugc

chi dinh dé du phong va diéu tri cac triéu ching budn non, nén do nhidu nguyén nhén.
Metoclopramid c6 tac dung trc ché thu thé dopamin & ca trung tAm kich thich cam thu
hoa hoc (CTZ) va ca ngoai vi tai dudng tiéu hoa trén, dong thoi, e ché tac dung cia
serotonin trén thy thé 5-hydroxytryptamine (5-HT3) tai CTZ va ting nhu dong rudt.
Metoclopramid dang dugc luu hanh tai Viét Nam duoi nhiéu dang bao ché khéc nhau
nhu vién nén, dung dich uéng, dang dung dich tiém bép, tiém tinh mach.
Ké tir nam 2023, Co quan Khoa hoc Y té Singapore (HSA) d3 ghi nhan duoc nhiéu
béo cdo mo ta bién cb rdi loan ngoai thap gy ra do metoclopramid trén bénh nhan
nhi (< 18 tudi). Tai co s& chdm soc y té ban dau, phan 16n bénh nhan (chiém khoang
82,6%) duoc ké don metoclopramid dudng udng cho cac chi dinh off-label nhu non
do viém duong tiéu hoa, viém da day, rudt va mot s6 bénh 1y do vi-rat khac. Ngoai
ra, liéu metoclopramid 10mg x 3 lan/ngdy thuong duoc chi dinh bat ké can ning cia
bénh nhan.

St dung cua metoclopramid ¢ tré em

HSA d3 dua ra mot s6 khuyén cdo cho nhan vién y té nham giam thiéu nguy

co trén hé than kinh va cac bién cb bat loi khac lién quan dén liéu dung khi sir dung
cac ché pham chita metoclopramid. Metoclopramid chéng chi dinh cho tré dudi 1
nam tudi. Tré tir 1 dén 18 tudi, metoclopramid duoc phé duyét nhu Iya chon hang hai
(sencond-line) trong diéu tri triéu chtrng budn nén, ndn sau phau thuat. Mic liéu dung
metoclopramid dugc phé duyét cho tré em 1a tir 0,10 - 0,15 mg/kg can ndng, str dung
khong qué 3 1an/ngay. Muc lidu tdi da dugc khuyén cdo 1a 0.5 mg/kg/ngdy va khong
dugc vuot qua 30mg/ngay.
Do tac dung khong mong mudn trén than kinh cua thude phu thudc vao liéu, bac si
nén ké don metoclopramid véi mirc liéu thap nhét c6 hiéu qua va sir dung trong thoi
gian ngan nhat c¢6 thé va han ché sir dung metoclopramid kéo dai qué 12 tuan trir khi
loi ich diéu tri vuot qua nguy co.

Dir li€u tai Singapore

Ngay 01/08/2025, HSA di ghi nhan duoc tong s6 84 bao cdo ca vé cac rdi loan
ngoai thap do metoclopramid (nhu’: rung giat nhan cau, liét van nhén, loan truong luc
co, chung “ding ngodi khong yén” va chimg loan van dong mudn) ¢ bénh nhan nhi
trong vong 5 nam tr¢ lai. Trong tong s6 84 truong hop, tré em nix chlem ty 1¢ cao hon
(chlem 61.9%), va v&i do tudi tir 8- 18 tudi voi trung vi 14 16 tudi. Trong dé, tré em
c6 qudc tich Trung Qudc chiém da s6 (67.8%), theo sau 1a An Do (16.7%), Malaysia
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(9.5%) va tir cac qudc gia khac (6.0%). Khong ghi nhan dugc truong nao gip chimg
loan van dong mudn khong hoi phuc.

Trong 69 béo cdo ca c6 ddy du thong tin vé thudc sir dung trén bénh nhén,
82,6% bénh nhan duoc chi dinh metoclopramid dudng uéng. Hau hét bénh nhan
(chiém 90.6%) str dung metoclopramid diéu tri triéu ching nén mira do viém da day
- rudt va nhiing tinh trang bénh pho bién khac. Liéu dung pho bién duoc ghi nhan 1a
10mg, 3 lan/ngay, voi can nang ciia bénh nhan duoc ghi nhén trong khoang tir 34 -
82kg. Bac biét hon, 7 truong hop bénh nhan 6 str dung dong thoi nhitng thube hudng
than khac nhu nhém thudc an than, chéng trAm cam, chong nén khac (fluoxetin,
olanzapin, domperidon va prochlorperazin) c6 thé 1am ting nguy co mac rdi loan
ngoai thap.

Luwa chgn chéng non cho tré em

Bac sico thé can nhac liéu phap chong non thay thé metoclopramid cho tré¢ em
c6 do tudi tir 18 tré xudng do nhiing tic dung khong mong mudn nghiém trong trén
than kinh va tim mach cua metoclopramid. Mot phan tich gép (meta-analysis) cho
thay ti 1¢ mac phai roi loan ngoai thap do metoclopramid & tré em 1a khoang 9% (CI
95: 5% - 17%). Céac yéu to nguy co lam mic rdi loan ngoai thap do metoclopramid
bao gom:

- Bénh nhan 1a tré em

- Bénh nhén nir giéi

- Str dung qua liéu thude

- biéu tri kéo dai (>12 tuan)

- Bénh nhan c6 ton thuong hodc bénh 1y ¢ than

- Dang sir dung dong thoi nhirng nhém thudc ciing c6 thé gay hoi ching ngoai
thap (vi dy nhu: thudc an than, thudc chong loan than...)

- Pang sir dung d6ng thoi nhom thude e ché enzym chuyén hoa CYP2D6 (vi
du: flouxetin, paroxetin, bupropion...)

Mot dy an thi diém ctia Bénh vién danh cho phu nit va tré em va Bénh vién Dai
hoc Qubc gia, phdi hop voi cac bac si da khoa trén toan Sigapore (Vlet tat
PaedsENGAGE) di dugc trién khai nhiam ciing xac dinh liéu phéap diéu tri t6i wu cho
bénh nhan nhi. Theo PaedsENGAGE, domperidon, promethazin va ondansetron 1a
nhimg thudc chéng non duoc khuyén cdo cho phu nit va tré em. Khoang liéu cho tré
em chi tiét dugc trinh bay trong bang 1.

Thubc Liéu cho Liéu caia Luuy
tré em nguoi lon
Domperidon 0.25mg/kg, 3 10mg x 3 Diéu trj ti da trong 1 tuan
(udng) lan/ngay lan/ngay
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Promethazin 0.25-0.5mg/kg 12.5-25mg Chéng chi dinh 0 tré¢ em dudi 2
(udng) moi 6-8 gio moi 4-6 gio tuoi
Ondansetron 0.1-0.2mg/kg | 4-8mg mdi 8- | Dung cho tré nho tir 6 thang tudi
(udng) moi 8 gid 12 g1o tro 1én, chi duoc dung khi co6 chi
(dat dudi luon) dinh cua bac s1

Luu y khi thudc chong nén cho tré em

Domperidon ¢6 co ché tac dung tuong tu metoclopramid, nhung ¢ nguy co
gdy hoi chimg ngoai thap thap hon do c6 kha nang thAm qua hang rio méau ndo kém
dan dén it phan bb dugc vao trung tam than kinh hon. Promethazin 13 mot thudc doi
khang histamin va dopamin, phai chéng chi dinh cho tré em duéi 2 tudi do nguy co
an than qua muc va 1am cham nhip tho sinh 1y caa tré. Cac nghién ciu cung chi ra
rang dung ondansetron sé& hiéu qua lam chbng non, giam nguy co phai truyen dich va
dién giai, nguy co nhp vién ké ca khi chi str dung 1 liéu diéu tri duy nhét. Theo mot
phan tich tong hop, ondansetron c¢6 tic dung chéng non do viém da day- rudt ¢ tre em
hi¢u qua hon so v6i domperidon. Ondansetron nhin chung dung nap tot, tuy nhién
mot s6 bang chimg chi ra rang ondansetron gay tang tan suat tiéu chay ¢ tré¢ mac viém
da day-rudt. Do d6, ondansetron can ¢6 su theo ddi ctia nhan vién y té nham theo dai
luong nude va dién giai trong co thé va tranh che lp triéu chimg non dai dang cia
mét sb tinh trang bénh 1y can can thi¢p ngoai khoa. Ngoai ra, viéc st dung da liéu
ondansetron ciing lién quan dén nguy co kéo dai khoang QT trén dién tdm do, co thé
dan dén loan nhip tim tham chi tr vong, mic du bién c¢b nay chu yéu dugc ghi nhan
trén bénh nhan truong thanh. Nguy co nay s€ tang 1én khi bénh nhan st dung
ondansetron liéu cao hodc ¢ tién st bénh 1y tim mach hodc r6i loan lién quan dén bat
thuong trén dién tam do.

Khuyén céo ciia HSA

Mic du rbi loan ngoai thap gay ra do thuoc c6 thé hoi phuc sau khi ngtmg thudc
va diéu tri pht hop. Tuy nhién, do thudng xuat hién bét ngd, bién ¢6 ndy van can duoc
luu v d6i véi ca ngudi bénh va nhan vién y té. HSA khuyén cdo cac nhan vién y té
can nhac liéu phap chong non thay thé metoclopramid khi sir dung cho tré em. Can
diéu chinh liéu metoclopramid phu hop theo can nang bénh nhan va diéu trj véi mire
lidu thap nhat trong khoang thoi gian ngén nhat c6 hiéu qua.

Ngudn: https://www.hsa.gov.sg/announcements/safety-alert/reminder-on-risk-
of-extrapyramidal-side-effects-with-metoclopramide-in-paediatric-patients-aged- 18-
years-and-below
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