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FDA: Nguy co mac bénh xam lan &
tré sinh non khi str
dung men vi sinh chira vi khuan
séng hodc nAm men

Co quan Quan ly Thuc phdm va Dugc pham Hoa Ky (FDA) cung cdp thdng tin an
toan quan trong cho nhén vién y té& vé viéc sir dung cac san pham chla vi khuén
song hay nd@m men (thudng goi la men vi sinh) & tré sinh non trong bénh vién.
Tré sinh non s dung men vi sinh c6 nguy cd mac bénh xam Ian va co kha nang
tlr vong bdi vi khudn va ndm cd trong men vi sinh. FDA da gui thu dén cac nhén
vién y t& dé cung cdp théng tin an toan quan trong vé viéc st dung cac san
phdm chfa vi khudn sdng hay ndm men (thudng goi 1a men vi sinh) & tré sinh
non trong bénh vién. FDA canh bao rang tré sinh non s dung men vi sinh co
nguy ¢ mac cac bénh xam 1&n va cé kha nang tir vong bdi vi khuin va ndm co
trong men vi sinh. Dong thdi, thu cling dé cap dén trudng hgp mét tré sinh non
sir dung san pham Evivo with MCT Oil (mét san phdm men vi sinh tai My hién da
dugc thu hdi) da bi nhiém khuan huyét do Bifidobacterium longum va sau dé tur
vong.

Khuyén nghi nhan vién y té:

+ FDA ktluyé'n cdo réng y van da ghi nhan cac trudng hgp nhiém khudn huyét
hodc nhiém nam huyét, doi khi cé tri€u chirng Iam sang nghiém trong, do vi sinh
vat co trong men vi sinh, & tré sinh rat non hodc khi sinh rat thi€u can.

+ Hon nita, Vién Nhi khoa Hoa Ky cho biét : “Do khéng cé san phdm dugc phdm
men vi sinh nao dugc FDA phé duyét tai Hoa Ky, cung véi su khéng thong nhat
trong d{ liéu vé do an toan va hiéu qua cling nhu kha nang gay hai cho nhdm
bénh nhan dé t6n thudng Ia tré sinh non, béng chirng hién tai khong Gng hd thoi
quen s dung men vi sinh cho tré sinh non, dac biét la tré cd can nang khi sinh
dudi 1000g.”

+ FDA ciing nhc nhé nhan vién y té rdng FDA chua phé duyét bat clr san pham
men vi sinh nao dudi dang thuSc hodc ché pham sinh hoc danh cho tré sa sinh.
FDA nhan thdy cé mdt s6 men vi sinh chua dugc phé duyét va cp phép van
dudc ban dé diéu tri hodc phong bénh & tré so sinh, bao gdbm ca muc dich giam
nguy G viém rudt hoai tir & tré sinh non. Cac san pham nay chua dugc FDA trai
qua qua trinh danh gia vé an toan va do hiéu qua trudc khi dugc luu hanh trén
thi truGng.

Tai liéu tham khao: Risk of Invasive Disease in

Preterm Infants Given Probiotics Formulated to

Contain Live Bacteria or Yeast | FDA



BMJ: Huyét khdi tinh mach khi st
dung bién phap tranh
thai c6 ban chat hormon va thubc
chéng viém khéng steroid

M6t nghién clru thuén tép tai Dan Mach trén hon 2 triéu phu nif trong dd tudi
sinh san da cho thay viéc st dung thudc chong viém khéng steroid (NSAID) cé
lién quan tGi su’ xuat hién huyét khéi tinh mach trén phu nir trong dd tudi nay.

Muc tiéu: Nghién ciru vé anh hudng nguy cd huyét khai tinh mach cla viéc sur
dung dong thai thubc tranh thai cé ban chat hormon vdi thudc chong viém
khong steroid (NSAID).

Thiét ké thir nghiém: Nghién c(fu thuan tap tai Pan Mach qua hé thong dang
ky ca bénh quéc gia

Pai tugng: Tat ca phu nit tir 15-49 tudi séng & Dan Mach tir ndm 1996 dén
nam 2017 khong cd tién s bénh ly vé huyét khoi tinh mach hodac déng mach,
khong cd bat thudng vé dong mau, ung thu, cat tlr cung, cat budng triing hai
bén, triét san hoac diéu tri v sinh (n=2 029 065).

Chi tiéu 1am sang chinh: Lin diu dudc chan doan 1a huyét khéi tinh mach séu
chi dudi hodc thuyén tac phdi khi xuét vién.

Két qua: Trong sd 2,0 triéu phu nit dudc theo ddi, véi tong s6 21,0 triéu ngudi-
nam, 8710 trudng hgp thuyén tac huyét khdi tinh mach dugc ghi nhan. So vdi
viéc khong s dung NSAID, viéc st dung NSAID cd lién quan dén ty sb vé tan
suat xuat hién bi€n c6 ¢ nhom khong s dung bién phap tranh thai ban chat
hormon la 7,2 (95% CI: 6,0 - 8,5) Ty s6 nay 8 nhom s dung thudc tranh thai
ban chat hormon cé nguy cd cao huyét khai la 11,0 (95% CI: 9,6 - 12,6) va 7,9
(95% CI: 5,9 - 10,6) & nhdm phu n{r st dung thudc tranh thai ban chat hormon
cé nguy cd huyét khdi trung binh va 4,5 (95% CI: 2,6 - 8,1) & nhom phu nif st
dung thudc tranh thai ban chat hormon ¢ nguy cd thap/khéng cé nguy ca
huyét khdi. SO lugng bién c6 huyét khdi tinh mach chénh |éch gilra viéc st dung
NSAID trong tudn dau tién so véi khdng str dung NSAID trén mdi 100.000 ngudi
tugng Ung la 4 (95% CI: 3 - 5) & phu nit khong s dung bién phap tranh thai
ban chat hormon, 23 (95% CI:19 - 27) & phu nif s& dung thudc tranh thai ban
chat hormon cé nguy cad cao huyét khdi, 11 (95% CI: 7 - 15) & phu nir sir dung
thudc tranh thai ban chat hormon cé nguy co huyét khdi trung binh va 3 (95%
CI: 0 - 5) & nhitng ngudi st dung thudc tranh thai ban chat hormon nguy cd
thap/khong c6 nguy ca huyét khoi.



Két luan: Sur dung NSAID cé lién quan tdi su’ xuat hién huyét khoi tinh mach &
phu nif trong do tudi sinh san. Khi si dung thudc tranh thai ban chat hormon ¢
nguy cd huyét khoi cao/ trung binh, sd bi€n c6 huyét khoi tinh mach chénh Iéch
gitra st dung cting NSAID vdi khi khdng s dung NSAID 16n hon dang k& so vdi
khi sir dung thudc tranh thai ban chat hormon nguy cg thap hodc khéng cé nguy
cd huyét khdi. Phu nir str dung dong thdgi thudc tranh thai ban chat hormon va
NSAID nén tham khao IGi khuyén cuia bac si.

Phan loai cac thubc tranh thai ban chat hormon theo nguy co huyét khéi

Thuéc tranh thai Ma& ATC
Thudc c6 nguy co huyét khdi tinh mach cao
Thudc cé nhiéu hoat chat

Dudng uéng
50 mcg ethinyl oestradiol
Norethisterone GO3AA01, GO3AA03, GO3AA0S
Levonorgestrel GO3AA07
20-40 mcg ethinyl oestradiol
Desogestrel GO3AA09, GO3ABOS
Gestodene GO3AA10, GO3AB06
Drospirenone GO3AA12
Cyproterone GO3HBO1
Miéng dén ngoai da
33.9 meg ethinyl oestradiol/24 h
Norelgestromine GO3AA13

Vong trénh thai dat am dao
15 meg ethinyl oestradiol/24 h

Etonogestrel G028BB0O1
Thudc c6 nguy co huyét khéi tinh mach trung binh
Thuéc ¢6 nhiéu hoat chat

HDudng ubng
20-40 mcg ethinyl oestradiol
Norethisterone GO3AA01, GO3AAOS, GO3AB04
Levonorgestrel GO3AA07, GO3ABO3
Norgestimate GO3AA11
Oestrogen tw nhién
Dienogest GO03AB08
Nomegestrol acetate GO3AA14
1 Progestin duy nhat
Duong tiém
Medroxyprogesterone GO3AC06
Thuédc cé nguy co huyét khéi tinh mach thap/
khong c6 nguy co
1 Progestin duy nhat
Duong ubng
Norethisterone GO3ACO01, GO3ACO02
Levonorgestrel GO3AC03
Desogestrel GO3AC09
Céy dudi da
Etonogestrel GO3AC08
Vong trénh thai (Dung cu tir cung)
Levonorgestrel G02BA03

Tai liéu tham khao: Venous thromboembolism with
use of hormonal contraception and non-steroidal
anti-inflammatory drugs: nationwide cohort study |
The BMJ



Pharmacy Times: Nguy co tré
di 'ng hé hap khi me dung khang
sinh trong thai ky

MOt nghién cltu da chi ra mai lién quan giifa viéc st dung khang sinh clia ngudi
me trong thai ky va nguy cd mac bénh di i'ng & tré em dudi 3 tudi. Cac bénh ly
bao gdbm hen phé quan & tré em trudce tudi di hoc, kho khé, di i'ng thuc pham
(FA), viém da cd dia (AD), cham, viém mii-két mac di i’'ng va cac bénh di i'ng
khac.

Di ('ng & tré em ngay cang phd bién. Méc du day |a céc tinh trang viém man tinh
thudng gdp, di Ung thudng di kem cac bénh khac nhu béo phi va rdi loan giac
ngu, lam giam chat lugng cudc sdng cua tré. Mot nghién cltu gan day dugc cong
bo trén The Journal of Allergy and Clinical Immunology: Global da chi ra c6 moi
lién quan gitra viéc ngudi me st dung khang sinh trong thai ky vdi bénh di iing &
tré em 1én 3 tudi.

DOi tugng va phucng phap nghién ciru

Téng cdng 78.678 phu nit dang mang thai va con cta ho (dd tudi tor 0 dén 3)
dugc thu thap vao nghién clru. Tiéu chi loai trir bao gom sinh bang phucng phap
sinh m&, cdn néng cla tré sa sinh > 4000 g hodc <1000 g va khdng c6 thdng tin
lién quan dén viéc st dung khang sinh. Cac bién s6 két qua cua nghién cltu bao
gom hen phé quan & tré trude tudi di hoc, khd khé, di (’ng thuc phdm, viém da
cd dia, cham, viém miii-két mac di ’ng va bat ky bénh di (ihg nao. Ty 1€ mac
bénh di i'ng dudc danh gid dua trén chan doan cua bac si tir bang cu hoi &
ting Ia tudi dugc ngudi chdm sdc tré tu’ bao cdo.

Phai nhiém khéng sinh trudc khi sinh dugc dinh nghia 13 viéc sit dung cac loai
thudc khang khuan trong thai ky. Théng tin vé viéc phai nhiém khang sinh trudc
khi sinh dugc thu thap thdng qua bang cau hoi phdng van dudc cac ba me tra IGi
khi dang ky tham gia (vi du: “Ban cd dung bat ky loai khang sinh nao trong
khoang thdi gian tir khi xac nhan mang thai dén khi thai dugc 12 tuan khong?”
va “Ban c6 dung bat ky loai khang sinh nao tir thdi diém thai dudc 12 tudn dén
hién tai khdng?”) va ké ca trong giai doan tir gilra dén cudi thai ky, va hd sc
bénh &n sau khi sinh. Hon nifa, thdi diém phdi nhiém véi khang sinh dugc chia
thanh: 3 thang dau thai ki (T1) va 3 thang gilra/3 thang cudi (T2/T3).



Két qua cua nghién ciru

Két qua chi ra rang viéc st dung khang sinh clia ngudi me cd lién quan dén viéc
gia tang nguy cd di 'ng dudng h6 hap & tré, dac biét la bénh hen phé quan & tré
trudc tudi di hoc, viém miii-k&t mac di &’ng, kho khé va cac bénh di (ng & tré
dudi 3 tudi. Bé&n canh do, cac két qua cho thay viéc sir dung khang sinh & ngudi
me lai khéng gdp phan lam téng nguy co di &’ng thuc pham, viém da co dia va
cham. Trong téng s& 78.678 ngudi me tham gia nghién cliu, c6 22.433 (28,5%)
ngudi d& dung khéang sinh trong thai ky. V3i cac tré bi hen phé& quan & dd tudi
trudc di hoc, s6 ngudi me phai nhiém va khdng phai nhiém véi khdng sinh [an
lut 13 10,8% va 12,5%. Ty 1& ndy véi thd kho khe 13 khdng phai nhiém: 38,2%
va phdi nhiém: 41,6%; vdi di ing thuc pham 1a khdng phdi nhiém: 12,8% va
phoi nhiém: 13,2%; véi viém da ca dia la khong phai nhiém: 11,3% va phoi
nhiém: 11,7%; véi viém da cd dia la khdng phai nhiém: 28,6% va phai nhiém:
28,9%, vai viém mii di ¢ng 1a khoéng phai nhiém: 8,0% va phai nhiém: 9,1% véi
va cac bénh di ing & tré dudi 3 tudi 1a khdng phai nhiém: 59,6% va phdi nhiém:
62,5%. Theo cac nha nghién cru, cac két qua nay khong bi anh hudng bdi thdi
gian phdi nhiém khang sinh, gidi tinh cta tré so sinh hay tién st di (ing cla
ngudi me, ngoai trr nguy cd bi viem két-mac mdi di ing & tré cd6 me khong co
tién sur di ’ng.

Két qua clia nghién clru nay tucng déng vdi nghién ciu trude do. Mot téng quan
hé thong gom 12 nghién cru vé viéc st dung khang sinh trong thadi ky mang thai
da cho thay hen phé quan va kho khe & tré em ¢4 lién quan dén viéc s dung
khang sinh trong thai ky (OR hiéu chinh [aOR] = 1,29 [95% CI = 1,16-1,43]).

Han ché& cua viéc nghién cltu bao gdm viéc thiéu dit liéu d€ danh gid su anh
hudng cua loai khang sinh, liéu lugng va viéc st dung khang sinh. Viéc danh gia
tinh trang di ('ng phu thudc vao bao cdo cta ngudi cham sdc, co thé cd sai léch
héi tudng va khdng thé chan doan chinh xac bénh hen phé& quan & tré dudi 3
tudi. Hon nita, nhdm nghién cliu luu y réng, viéc st dung khang sinh &
18.270/22.433 ngudi (81.4%) dudc xac nhan sau khi xem xét ho sa bénh an,
4163 ngudi con lai (chiém 18,6%) dudc xac nhan dua trén bd cau hoi, do dd, cd
thé thém nguy co sai s6t cla sai léch hdi tudng. Nhdm nghién clru dé xuét cac
nghién clru trong tuong lai can can nhac vé loai, liéu luvgng va viéc sir dung
khang sinh.

Két luan

1. Phai nhiém khang sinh trong thai ky va bénh di (ing & tré em: M6t nghién clu
da chi ra mdi lién quan gilra viéc st dung khang sinh clia ngudi me trong thai ky
va nguy cd mac bénh di ing & tré em dudi 3 tudi. Cac bénh ly bao gdbm hen phé
quan & tré em trudce tudi di hoc, kho khé, di i'ng thuc pham, viém da cq dia,
cham, viém mii-két mac di ing va bat ky bénh di &'ng nao.



2. Yéu t6 anh hudng dén di ing dudng ho hap: Két qua cua nghién cltu cho thay
viéc sir dung khang sinh trong thai ky co lién quan dén viéc tdng nguy cé mac
cac bénh di i'ng dudng ho hap & tré em, bao gom hen phé quan & tré em trudc
tudi di hoc, viém mii-két mac di ing, kho khé va bét ky bénh di ('hg nao dudi 3
tudi; tuy nhién, viéc sir dung khéng sinh ctia ngudi me khéng lam téng nguy co
di (’ng thuc pham, viém da cd dia va cham.

3. Thdi gian phdi nhiém, gidi tinh va tién str ctia ngudi me:Nghién cru phét hién
ra rang thdi gian phai nhiém khang sinh (3 thang dau hodc 3 thang gitra/ 3
thang cudi), gidi tinh cua tré sg sinh va tién st di ('ng cia ngudi me khong anh
hudng dang k& d&n méi quan hé gilta viéc phai nhiém khang sinh trong thai ky
va bénh di i’'ng & tré em; tuy nhién, cac nghién clru trudc day da bao cao cac két
qua khac nhau lién quan dén cac yéu to nay.

Tai liéu tham khao: Nguon: Study: Antibiotic
Exposure During Pregnancy Associated With
Increased Risk of Childhood Respiratory Allergies



Théng Tin Thubc Dinh Chi Lwu Hanh

A Tén hoat chat, . SO SO Ngay dinh
Ten . Ca sG san o ~ , .
STT A~ ham lugng, dang A~ dang cong chi luu Ly do
thuoc \ o~ xuat , o R
bao che ki van hanh
Natri clorid Congty 8 | Vs Co sG dang :"' :\E‘.JGC.NCT@ noh
1 |DR. Mugi |459/500ml phan dugc ago1- | S89/QP | 55,14 /20p3 | T NGuyen thu hoi gidy dang
L ° -QLD Ky luu hanh thuoc tai Viet
Dung dich stic miéng | Pham 2/9 15 Nam
Dong sulfat \ . Cd s ding ky thudc dé nghi
Gynonady | 0,259/100ml Co“n gty Co VS 889/Qb tu nguyén thu hoi gidy déng
2 phan dugc 4872- 30/11/2023 , . A
phar Dung dich duing pham 2/9 14 -QLD ky luu hanh thuoc tai Viet
ngoai Nam
Povidon iod . . Cd s déng ky thudc dé nghi
: 10g/100ml Cong ty Co VD- A o a au
3 | Povidon ‘ phan dugc 22431~ | 89/QP | 3141 7023 | ¥ NQuyen thu hoi giay dang
iod Dung dich diing pham 2/9 i5 -QLD Ky luu hanh thuoc tai Viet
ngoai Nam
Clorphenir | Clorpheniramin Céng ty c8 VD- Ca 56 dz“ing ky tﬁll.lé'c.”d‘é 'jghi
4  |amin maleat 4mg phan dugc 25108 | 889/QP | 35/11/20p3 | W nguyen thu hoi gidy dang
o o -QLD ky Iuu hanh thuoc tai Viét
4 mg Vién nén pham 3/2 16 Nam




meo) 46,6mg

Vién nén bao phim

" Tén hoat chat, . SO SO Ngay dinh
Ten . Cao so san o A , ,
STT ~ ham lugng, dang A~ dang cong chi luu Ly do
thuoc \ o~ xuat , o R
bao che ki van hanh
Lenqgigrlgglésn?prOXIl Céng ty cd Cd s3 déng ky thubc dé nghi
5 Batiaan g phan Dugc QLDB- |889/Qb 30/11/2023 tu’ nguyén thu hoi gidy dang
g Vién nén bao phdm Phuong | 729-18 |-QLD ky Iuu hanh thudc tai Viét
. Pong Nam
phim
o Cong ty TNHH ] Ca s@ dang ky thudc dé nghi
Lamone || amivudin 150mg Lién doanh VD 889/Qb tu nguyén thu hoi gidy dang
6 150 o 32402- 30/11/2023 § . A
Tablets Vién nén bao phim Stellapharm — 19 -QLD ky Iuu hanh thuoc tai Viéet
Chi nhanh 1 Nam
Cao dac Kim tién
thao (tucong ducong
1,5g Kim tién thao) | cang ty c8 VD Cd s6 dé&ng ky thudc d& nghi
. 142,8mg; Cao dac | phan dugc ) 889/Qb tu nguyén thu hoi gidy dang
/ Kimraso | Rau meo (tuong pham Trung 35217- -QLD 30/11/2023 ky luu hanh thudc tai Viét
duong 0,289 Rau | rong 3 21 Nam
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ca ADR Quy IV tai don vi

Théng tin thubc: Bao cao cac

Tén thuoc,

nong
o do/ham o Két qua Mirc d6
STT Khoa Ngay Xay Iu’c_ing‘, Tén thuong | ..~ "’!9, ta.ih ' | cach xir tri phan sau kl}' nghiém
phong ra ,phan dang an mai So 1o t!gt bieu itng xur ,tl'l trong cuia
urng ché cua : hién ADR phan han n
thudc nghi rng P g
nggo gay
ADR
Ciprofloxacin Bé n6i man e Ngung
. 200mg/100 . , dé & vung Ciprofloxacin HGi phuc | Khong
01 %’ﬁZ Ilillglp 18/09/2023 | ml, dung (kI;%rioﬂoxacm gg(())LG mat, quanh e Clorpheniramin khong cd | nghiém
i dich tiém miéng, nglra | 4mg 1/3 vién di chi’ng | trong
truyén it e Theo doi thém
Bé ndi man | e Atisolu 40 mg
Khoa Nhi Cefotaxim 18706 rairacvung | (11,5 mg x 2 TMC) | H6i phuc | Khong
02 T8 27/09/2023 | 1g, b6t pha | Cefovidi mat dudi e Diphehyramin 10 | khdng c6 | nghiém
ong Hgp A 23 \ . .
tiem ham, tai 2 mg di chung | trong
bén, nglra » Ngung Cefotaxim
Khoa Misoprostol 43072 San phu ndi ;héli:r;yl(queg)nlsolon H6i phuc | Khong
03 Sanh 17/10/2023 | 200mg, vién | Misoprotol 7 man toan . Dyphehyfamin khong cé | nghiém
nén than, ngra di ch’ng | trong

10mg (5 6ng)
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Tén thuoc,

nong
do/ham Két qua f an
s ; A ez s . Mu'c do
Khoa Ngay Xay Iu‘c_ing‘, Tén thuong | .~ 4 M? ta_gh ' | cach xir tri phan sau kl)' nghiém
STT \ ra phan dang bao - So lo tiet bieu , xur tri .
phong , ~ > mai < A ung > trong cua
ung che cua hien ADR phan han &n
thudc nghi irng P 9
ngo gay
ADR
. Prednisolon 5mg “. n
Misoprostol . . ~ Hoi phuc | Khong
04 tha 19/10/2023 | 200mg, vién | Misoprotol 43072 Saﬁn ph}_J pl'lu (2v uong_) . khong cé | nghiém
Kham . 2 mat, do mat | Clorpheniramin o
nén " di chung | trong
4mg (1v uong)
Sau khi .
. . truyén thudc, | Methylprednisolon
Ciprofloxacin Y
be phu moi, |40 mg (16mg x 3 “. A
Khoa Nhi 200mg/100 | o ofovacin | 86GBG | may day mét | TMC) Hoi phuc | Khong
05 0 28/10/2023 | ml, dung . RV . . khong c6 | nghiem
Tong Hop T kabi 004 phu moi, may | e Clorpheniramin o7
dich tiém d o s A. di chi’ng | trong
truy@n ay mat va 4mg (1/4v uong)

chan, sung
mat

e Adreneline
1mg/ml (1/5 6ng)
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Tén thuoc,

nong
do/ham Két qua f an
s ; A ez s . Muc do
Khoa Ngay Xay Iu‘c_ing‘, Tén thuong | .~ 4 M? ta_gh ' | cach xir tri phan sau kl)' nghiém
STT \ ra phan dang bao - So lo tiet bieu , xur tri .
phong , ~ > mai <A ung > trong cua
ung che cua hien ADR phan han &n
thudc nghi irng P 9
ngo gay
ADR
Sau khi tiém
Cefotaxime
khoang 10 o NErm d311 b
phut bé nglra Nam dau bang,
\ R thd oxy qua canula
toan than, e Adreneline
. Cefotaxim nhgn khong o HGi phuc | Kéo dai
06 | KnoaNhi 1515003 | 1g, bot pha | Cefovidi 18806 | i \hothg, | 1ma/ml(1/50n9) | hang co | thai gian
Tong Haop 2 23 A . o3 Y
tiem mOi nhot . di ching | nam vién
. Methylprednisolon
HA: 90/70
40 mg (18mg x 3
mmHg TMC)
Sp02: 90 %
Mach nhe
140 I/phat
o » Hydrocortison
Khoa Gay Cefotaxim 18906 | VO man 0190210 TMC |\ i op e | Kéo dai
AL pas n - ngua toan e Diphenhydramine n p N
07 | Me Hoi 20/12/2023 | 1g, bot pha | Cefovidi 23/190 A o ~ khong co | thai gian
. 2 than, khé thé | 10mg 2 ong TMC oo Y
Suc tiém 0623 . di chi’ng | nam vién
nhe e Adrenaline
1mg/ml TMC
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