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TUYEN BO MIEN TRACH NHIEM

Tai liéu dugc ban chuyén gia bién soan dé gidi dap cau hoi tir ngudi tham du hoi thao

chuyén gia thang 3/2026 do Hoi Nhi khoa Viét Nam t6 chire. Dir liéu khoa hoc st dung

trong tai liéu nay dugc cap nhat dén thang 5/2026. Do nirsevimab & sdn phadm mdi,
bang chiing khoa hoc cé thé ti&p tuc thay déi sau thai diém nay.

Tai li&u nhdm muc dich cung cap kién thic y khoa cho Nhan vién y té. Viéc str dung
thudc trong thuc hanh lAm sang can tuan theo khuyé&n céo va huéng dan ctia Bo Y té.



MUC LUC

Cau hai 1.

Quy trinh tiém chuing nirsevimab c6 gi khac so véi cac vac-xin
thong thuong hay khéng?

Cau hoi 2.

Tién sirtiém ching [RSV/Tdap] clia me c6 thé hién trong lich sur
tiém chdng cia tré chua?

Cau haéi 3.

Khoang cach t8i thiéu gitra Nirsevimab va IVIG, corticoids,
céac thuéc e ché mién dich va cac ché pham mau?
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Cau héi 4.

Nirsevimab c6 thé tiém duwgc cho tré sinh non nhé nhat la
bao nhiéu tuan tudi thai va c6 can nang t6i thiéu la bao nhiéu?
Cé nghi ngai gi vé an toan va hiéu qua cla nirsevimab & tré
non thang [<29w] va nhe can [<1-1.6kg] khong?

o
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Cau hai 5.

C6 thé chuyén daéi tir palivizumab sang nirsevimab dugc khong?

Cau hai 6.

& cac quéc gia c6 RSV lwu hanh quanh nam, tiém ngira RSV cho
tré nhoé co6 nén chi tap trung vao cac tré < 6 thang hay khéng?
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Cau hoi 7.

Cé dir liéu ndo cho thay 1 lidu nirsevimab c6 thé bao vé tré
khéi RSV mot nam hay khong?

Cau hai 8.

Do RSV & VN lru hanh quanh nam, va theo théng tin ké toa
thi th&i gian bao vé cla nirsevimab la 6 thang. Vay cé thé
tiém nirsevimab 2 lan, cach nhau 6 thang cho cac tré nhii nhi
khée manh khéng? Va cé thé tiém nirsevimab cho cac tré
nguy co cao mai 6 thang, dé tré dugc bao vé tron ven 24 thang
hay khong?

Cau héi 9.

Nhirng trrong hgp nao du me da tiém ngira RSV dugc hon 2 tuan
trudc khi chuyén da thi tré van can dugc tiém nirsevimab
ngay sau sinh/ngay khi vao mua?

Cauhoi10.

& cac quéc gia ¢ RSV lwu hanh quanh ndm nhu Viét Nam, cac
tré sinh ra tir me da dugc tiém ngtra RSV trong thai ky >2 tuan trudc
chuyén da cé can tiém Nirsevimab trong ndm dau d&i khéng?

Cauhdi11.

Khoang cach t8i thiéu giira thdi diém ngudi me dugc tiém
vac-xin RSV va thoi diém tré dugc tiém ngira khang thé don dong
nirsevimab?
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Cauhdi12.

Tai sao cac huéng dan tiém nirsevimab rat khac nhau & cac
bénh vién? Lam thé nao cac phong tiém chon lua duoc
huéng dan tiém nirsevimab phi hgp cho don vi ctia ho?
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Cauhéi13. Hudéngdanclabénhvién NhiTrung uong dangla tiém theo mua
[mua tir T10 dén T5]. VAy céc tré nhii nhi sinh ngoai mua cé can
va nén dugc chi dinh tiém Nirsevimab tir thang 9 hay khong?

Cauhéi14. Mién dich tu nhién cé duoc sau nhiém RSV kéo dai bao lau?
C6 thé tiém nirsevimab cho tré nhii nhi da tirng nhiém RSV
truéc do khong?

Cauhoéi15. Trudc khi tiém nirsevimab c6 can thuc hién xét nghiém RSV
hay khéng?

Cauhéi16. C6 thé tiem nirsevimab cho tré dang bi nhiém RSV dugc hay
khéng? Nirsevimab cé hiéu qua trong viéc rut ngan thai gian
diéu tri hay gidm céc bién chitng do nhiém RSV hay khéng?

Cauhodi17. Cac tré so sinh dang nhap vién diéu tri [khoa thudng hoac
cham séc dic biét] c6 thé dugce tiém nirservimab khdng?

Cauhéi18. Tré cé thé dugc chi dinh tiém nirsevimab vao ngay bé xuat vién
dugc khéng? Hay nén chd cho dén khi bé khéi bénh hoan toan?

Cauhéi19. Trong trudng hop bé bi nhiém virus hé hap nhe (ho, s6 miii,
khéng sét cao), c6 nén tri hoan tiém nirsevimab khdng?

Cau héi 20. Tiém nirsevimab cho tré nhii nhi cé gitip giam nguy co suyén
va kho khe kéo dai & cac nam sau dé khong?

Cau hoéi21. N&uméttré dutiéu chuan dé tiém ngira RSV trong mua th hai
nhung nhe cén thi tré nén nhan liéu nao?

Cau héi22. Cé thé chia1liéu 100mg cho 2 tré dudi 5kg duoc khéng?

Cau hoi23. Né&u tré tiém thiéu liéu [chi dugc tiém 100mg trong khi céan
200mg] thi nén xur ly thé nao?

Cau héi 24. Nirsevimab c6 thé dugc chi dinh cho tré suy giam
mién dich khéng?

Cau héi25. Cé can diéu chinh liéu nirsevimab cho tré bi suy gan hoac

suy than khong?
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Theo Luat phong bénh ndm 2025, Nirsevimab c6 thé dugc tiém & phong
tiém chdng nhu cac vac-xin khac. Quy trinh tiém ching sinh pham

du phong nhu nirsevimab [kham sang loc, theo d6i phan (rng sau tiém]
nén duoc thuc hién thé nao?

Theo quy dinh cuia luat du phong mdi, sinh phdm
du phdng (bao gobm nirsevimab) dugc trién khai tai
phong tiém chung va ap dung khung quy trinh
chung nhu cédc vac-xin trong Chuong trinh
Tiém chung M& rong va tiém ching dich vu.
Khéng c6 gi khac biét vé quy trinh tiém vac-xin va —]
sinh phdm dy phong. \ G/ H

/ /
k Tai liéu tham khao
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1. B Yté Viét Nam (2023). Quyét dinh s6 1575/QD-BYT ngay 27/03/2023 vé viéc ban hanh Hu6ng dan khdm sang loc
trudc tiém chdng déi vai tré em.
2. Quéc héi Viét Nam (2025). Luat s6 114/2025/QH15 ngay 10/12/2025 vé viéc ban hanh Luat Phong bénh.
3. Cuc Quan ly Dug'c (2025). Théng tin ké toa Beyfortus tai Viét Nam.

Da3i véi viéc theo dbi lich sir tiém chung, hién hé thdng tiém chiang

quéc gia da c6 thé ghinhan lich sirtiém ching [RSV/Tdap] clia me cung
vGi hd so'tiém chang cla tré [khang thé don dong RSV] chua?

Hé théngtiém ching quéc gia hién dang trong
qua trinh hoan thién chi’c nang ghi nhan
dong thdi lich sirtiém ching clia ngudi me -
bao gdbm véc-xin Tdap va vac-xin RSV - gan lién
V@i h6 s tiém ching cua tré. Tuy nhién, trén
thyc té€ trién khai, sw dong nhat gitra cac
dia phuong va co sé' y té van chua dugc
dam bao.

)

| CAC THACH THU'C HIEN TAI BAO GOM

o Chua c6 su tich hgp hoan chinh giira hé so clia me va con trong mot s6
phan mém quan ly tiém ching.

o Thi€u thong nhat trong cach ghi nhan théng tin gilra cac bénh vién, tram
y té€ va phong tiém tu nhan.

o Chua c6 trugng dir liéu chuén hoa danh riéng cho khang thé don dong
trong mot s6 nén tdng phdn mém hién hanh.

N
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KHUYEN NGHI TRONG GIAI POAN CHUYEN TIEP

Trong khi ch® hé thong duge hoan thién, cac don viy té nén chli dong ghinhan

thong tin tiém ching RSV/Tdap clia ngudi me vao hoé so tiém ching cla tré

théng qua cac phuong phap sau:

o Phiéu tiém gidy: Ghi ré ngay tiém, loai vdc-xin me da st dung (dac biét
la vac-xin RSV néu cd), va tinh toan khoang cach so véi ngay sinh cua tré.

o Phan mém ndi bd: Tao trudng ghi chd hoac thiét lap module riéng dé
lién két thong tin gilra hd so me va con.

o Twvan gia dinh: Khai thac ky lich s(rtiém chlng clia ngudi me trong thai ky
nham dua ra chi dinh phu hgp cho nirsevimab.

Viéc ghi nhdn day du thdng tin nay cé y nghia dac biét quan trong, vi gidp

nhén vién y té quyét dinh c6 cén chi dinh nirsevimab hay khéng doi vdi tré

sinh ra tir ngudi me da duoc tiém vac-xin RSV trong thai ky.

Khoang cach giira Nirsevimab va IVIG, corticoids, cac thuéc ic ché

mién dich va cac ché pham mau?

KHONG CO YEU CAU VE KHOANG CACH THO'l GIAN

Nirsevimab c6 thé dugc tiém dong thdi hoac & bat ky khoang cach nao trudc
va sau khi tré nhan IVIG (globulin mi&n dich dudng tinh mach), corticoids
lieu cao, cac thudc tc ché mién dich hay cac ché pham mau.

(] co's&KHOAHOQC

o Pai v6i corticoids va thudc trc ché mién dich: Nirsevimab la khang thé
don dong cung cap mién dich thu déng, tic 14 cung cap truc ti€p khang thé
trung hoa virus RSV ma khong doi hoi hé mién dich chia tré phai tw phan ting
va san xuat khang thé nhu déi véi vac-xin. Do dé, tinh trang ('c ch& mién dich
do corticoids hay héa tri hoan toan khong lam suy giam hiéu luc bao vé
culia thude.

o P83ivéiIVIG va ché pham mau: Nirsevimab la khang thé dac hiéu tinh ché,
khong chira bat ky tac nhan vi sinh vat séng nao. Viéc st dung dong thoi
vGi cac ngudn khang thé da dong (nhu IVIG) hodc ché phdm mau khong
gay ra hién tugng giao thoa, trung hoa lAn nhau hay canh tranh thu thé
dan dén giam ndng do thudc trong huyét thanh.

k Tai liéu tham khao

1. Domachowske J, Hamrén UW, Banu I, Baronio R, Basavaraju B, Koen A, Leach A, Mankad V'S, Pannaraj PS, Soler-Palacin
P, Takas T, Mori M, Villafana T; MUSIC Study Group. Safety and Pharmacokinetics of Nirsevimab in
Immunocompromised Children. Pediatrics. 2024 Oct 1;154(4):e2024066508. doi: 10.1542/peds.2024-066508. PMID:
39257380.

2. Blood products, human immunoglobulin and timing of immunization: Canadian Immunization Guide: link. Truy cap ngay

15.04.2026.
3. KrogerA, Bahta L, Long S, Sanchez P. General Best Practice Guidelines for Inmunization. Best Practices Guidance
of the Advisory Committee on Immunization Practices (ACIP). Link. Truy cdp 05.2024
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https://www.canada.ca/en/public-health/services/publications/healthy-living/canadian-immunization-guide-part-1-key-immunization-information/page-11-blood-products-human-immune-globulin-timing-immunization.html
https://stacks.cdc.gov/view/cdc/124166

Nirsevimab c6 thé tiém dugc cho tré sinh non nhé nhat la bao nhiéu
tuan tudi thai va cé can nang ti thiéu la bao nhiéu? C6 nghi ngai gi vé

antoan va hiéu qua cua nirsevimab & tré non thang [<29w] va nhe can
[<1-1.6kg] khong?

GIOT HAN TUOI THAI VA CAN NANG TOI THIEU
Hién tai, cac co quan quan ly y té€ l&n - bao gom
FDA Hoa Ky va EMA Chau Au - khéng quy dinh
gidi han tuyét déi vé tudi thai toi thiéu hay can nang
t6i thiéu dé chi dinh nirsevimab. Thuéc duoc
chidinh cho tat ca tré so sinh va tré nhd c6 nguy co
khi budc vao mua dich RSV dau tién.

Phéc d6 liéu dung dugc phan chia theo can nang:
o 50 mg cho tré c6 can nang dwéi 5 kg

o 100 mg cho tré cé can nang tir 5 kg tré lén

% LUU Y DAC BIET THEO NHOM CAN NANG VA TUGI THAI

o Trécé can nangtir1,0 kg dén dudi 1,6 kg: Theo Tdém tat Dac tinh San pham
(SmPC) dugc phé duyét bdi EMA, viéc ap dung liéu 50 mg cho nhém nay
dugc xac dinh duwa trén mé hinh ngoai suy dugc dong hoc.

o Tré c6 can nang duédi 1,0 kg: Nong do thuéc trong mau cé thé cao hon
S0 Vi tré l&n hon do thé tich phan b nhd hon. Quyét dinh tiém can dugc
ca thé hoa va thuc hién dudi sy giam sat chat ché cla bac si chuyén khoa.

o Tré sinh cuwc non (dwéi 29 tuan): Thubc c6 thé @
dudgc chi dinh cho moi tudi thai. Tuy nhién, S
nha san xuat lvu y rdng dit liéu lAm sang
thuc t& cho tré c6 tudi thai hiéu chinh dudi

32tuanconhanché, dodécanrasodtcanthan | ‘nb )
trude khi tiém. [ em=s

D&y khéng phéila chéng chi dinh, nhung bac st
tai khoa Hoi stre Tich cuc So'sinh (NICU) cén
can nhac ky lwdong loi ich va nguy co'truéc khi
chi dinh, dac biét (a céc tré du'di 32 tudn va
cuc nhe cén (<1000g).

)

] PANH GIA VE TiNH AN TOAN VA HIEU QUA

Nhin chung, nirsevimab cho thay cé kha nang bao vé tét cho nhém tré

sinh non va c6 ho so an toan thuén Llgi trén nhém tré nay.

Vé hiéu lyc:

Nirsevimab & khang thé trung hda thu dong, khdng phu thudc vao

94% kha nang dap (ng mién dich cua tré. Phan tich dugc déng hoc
cho thay vdi lieu 50 mg, hon 94% tré sinh rat non va cu'c non
dat dugc néng do khang thé muc tiéu trong huyét thanh,
tuwong duong vdi tré sinh du thang.
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Vé an toan:

DU liéu tir thir nghiém Pha 2/3 cho thdy h6 so an toan cla
nirsevimab trén nhom tré sinh cu'c non (dudi 29 tuéan) hoan toan
twong doéng vdi palivizumab. Cac phan ng phu ghi nhan
chu yéu la ban dé nhe tai vi tri tiém; khong ghi nhan tac dung
phu nghiém trong mang tinh hé théng & nhém tré nhe can.

DU’ LIEU DO THYC VE HO SO' AN TOAN CUA NIRSEVIMAB TRE NON THANG
DANG NAM VIEN & CHILE CHO THAY THUOC DUQ'C DUNG NAP TOT &
TRE SINH NON.*

M6t nghién clru quan sat tién clu tai Chile — qudc gia trién khai tiém
nirsevimab cho tré nhi nhi trong mua RSV 2024 — da ghi nhan dir liéu an toan
trén 103 tré sinh non dudi 37 tuan dang diéu trj tai khoa so sinh trong tinh trang
ldm sang 8n dinh. Trong s8 nay c6 7 tré ¢4 can nang dudi 1.000 g; tré nho nhat
dugc tiém la tré sinh non 27 tuén vdi can nang 767 g.

K&t qua cho thay céac tré dung nap tot véi nirsevimab:

o Khéng cé tré nao xuat hién phan &ng bat gi tai cho tiém.

o Khong cé tré nao bi phan vé hoac co giat.

o 9/103 tré co con ngung thd (6 tré dudi 32 tuan va 3 tré tir 32-36 tuan); 8 tré
hoéi phuc vdi kich thich xtc gidc; 1 tré can dat ndi khi quan do tinh trang
bénh ly nén khéng lién quan dén viéc tiém nirsevimab.

o 81tré bj s6t nhe, hau hét cai thién trong vong 48 gid.

o Phantich phan nhémtré cé can nang dudi 1.000 g: 2/7 tré c6 con ngung thd
va dap Ung vdi kich thich xuc gidc; khéng c6 tré nao bi s6t sau tiém.

o Theo do6i qua dién thoai sau 12 thang (99/103 tré hoan thanh danh gia):
khong coé tré nao phai nhap vién vi RSV.

L Tai liéu tham khao

1. Simées E, Madhi S, Muller W et al. Efficacy of nirsevimab against respiratory syncytial virus lower respiratory tract
infections in preterm and term infants, and pharmacokinetic extrapolation to infants with congenital heart disease and
chronic lung disease: a pooled analysis of randomised controlled trials. The Lancet Child & Adolescent Health, 2023; 7,
180-189.
Clegg L, Freshwater E, Leach A, Villafana T, Hamrén UW. Population Pharmacokinetics of Nirsevimab in Preterm and
2. Term Infants. J Clin Pharmacol. 2024 May; 64(5):555-567. doi: 10.1002/jcph.2401. Epub 2024 Jan 31. PMID:
38294353.
Summary of Product Characteristics — Beyfortus (nirsevimab): Beyfortus, INN-nirsevimab. Truy cap 15.04.2026.
3. Izquierdo G, Villena R, Cabrera C, Albornoz J, Hueichao N, Guerra C, Torres JP. Safety of timely immunization with
\nirsevimab in hospitalized preterm infants. Vaccine. 2025 Sep 17;63:127591. doi: 10.1016/j.vaccine.2025.127591.

4.  Epub 2025 Aug 15. PMID: 40818313.
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https://ec.europa.eu/health/documents/community-register/2022/20221031157262/anx_157262_en.pdf

C6 thé chuyén dai tir palivizumab sang nirsevimab dugc khdng?
Néu dugc thi khoang cach gitra liéu nirsevimab va liéu palivizumab

trudc dé nhu thé nao? Néu tré nay van con nguy co cao nhiém RSV
nang & trong nam tudi th hai thi chi dinh liéu nirsevimab th& hai
nhu thé nao?

cO

Viéc chuyén déi tir palivizumab sang
nirsevimab hoan toan dugc phép va
duoc khuyén céao thuc hién. Thay vi l'

tiém palivizumab hang thang (t6i da 5

litu/mua), tré c6 thé chuyén sang tiém NIRSEVIMAB
mot lidu nirsevimab duy nhat dé dugc
béo vé trong sudt phan con lai cia mua , ﬂ

RSV dau tién.

PALIVIZUMAB

o—0—0—0—=0

(] KHOANG CACH TIEM KHI CHUYEN BOI

o Khoang cach khuyén céo: Nirsevimab nén dugc tiém vao thdi diém
cua liéu palivizumab ti€p theo theo lich, tirc la khoang 30 ngay sau liéu
palivizumab gan nhéat. Ly do la mét lieu palivizumab cung cdp nong dé
khang thé bao vé hiéu qua trong khoang 30 ngay.

o Khoang cach tdi thiéu: Cac co quan y té ghi nhan khéng c6 khoang cach
t8i thiéu bat budc. Diéu nay co nghia 4 trong cac tinh hudng ldm sang
thuan (gi (vi du: tré dén kham vi ly do khac trudc méc 30 ngay), bac sivan
c6 thé chi dinh tiém nirsevimab ngay lap tic ma khdng lo ngai vé phan tiing
bat lgi hay tuang tac thudc.

o Ngay sau khi tré dugc tiém nirsevimab, phac do du phong bang palivizumab
sé cham dart hoan toan cho mua dich dé.

C )

] CHi BINH LIEU NIRSEVIMAB TRONG MUA RSV THU HAI

Déi vGi céac tré da duge chuyén déi sang nirsevimab trong mua 1, hodc da

hoan thanh liéu trinh palivizumab trong mua 1, néu van con nguy co mac bénh

nang do RSV trong mua RSV thit hai, nirsevimab van cé thé duoc chi dinh.

Cu thé, Hoi Nhi khoa Hoa Ky (AAP) khuyén cdo nhu sau:

o P6i twong: Tré tir 8-19 thang tudi vAn con nguy co nhiém RSV nang trong
mua 2.

o Liéudung: 200 mg.

o Khodang céach tdi thiéu giira 2 lieu: AAP quy dinh liédu th& 2 dugc tiém
vao thdi diém bat dau (hodc ngay trudc) mua RSV thit hai clia tré. Xét vé
mat dugc déng hoc, ndng do nirsevimab duy tri sy bdo vé trong it nhat
5-6 thang. Do d6, trén thuc hanh ldm sang, khoang céch t8i thiéu gitra

\\li‘éu mua 1 va lieu mua 2 dugc céac chuyén gia théng nhat 1a 5-6 thang.
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Nghién clru cia Mori va cong su (thang 01/2026) trén tré nhi nhi Nhat Ban
cb nguy cd cao da xac nhan: "Khéng ghi nhdn céc van dé vé an toan cing
nhu su xudt hién cta khang thé khang thuéc khi tiém hai lidu nirsevimab
cdch nhau 5-6 thang. Néng do6 nirsevimab trong huyét thanh phi hop voi
muc da duoc ching minh la cé hiéu qua trén tré sinh non va tré du thang
khoée manh."

AP DUNG TAI VIET NAM

Do RSV luu hanh quanh nam tai 3 T ok

Viét Nam va khéng cé mua ro rét, -w afog Ty Y

mua RSV cé thé tam th&i duge | @
w o ) N \

dinh nghia nhu sau: »oiA o

\ \ \ ’ N

\ \ ‘\ 3k v

\ \ e oo
). . arahe W 4
- Mua 1: SRS b ,

o - ® E . .
e Ngay sau sinh dén o
dudi 12 thang tudi @ | ol
Mua 2:
Tl 12 thang dén dudi 24 thang tubi
S
Tl g D&i vditré tir 12 dén dudi 24 thang tudi con nguy co
Al cao, chi dinh thém 1 liéu nirsevimab, cach liéu

trudc do téi thi€u 6 thang (do thdi gian bao vé cua
nirsevimab kéo dai it nhat 5-6 thang).

k Tai liéu tham khéo

1. AAP releases nirsevimab guidance: link [truy cap 30.03.2026]
Centers for Disease Control and Prevention (CDC) - Advisory Committee on Immunization Practices (ACIP) (2025).
RSV Immunization Guidance for Infants and Young Children.

3. Central California Alliance, 2024-2025 nirsevimab (Beyfortus®) authorization guidelines - Central California Alliance for
Health. Truy cap 15.04.2026

4.  Ping-Ing Lee, et al. Recommendation for imnmune prophylaxis of respiratory syncytial virus infection in children. Journal
of Microbiology, Immunology and Infection, 2025; 58(3):288-293.
Mori M, et al. Safety and Pharmacokinetics of Nirsevimab in Japanese Infants: Primary Analysis of the Open-Label

5. JUBILUS Trial. J Pediatric Infect Dis Soc. 2026 Feb 4;15(3):piag008

6.  Bénh vién Nhi dong Thanh phé. Quy trinh phong ngira nhiém virus hop bao hé hap (RSV) bang liéu phdp mién dich véi
khéng thé don dong dac hiéu nirsvimab.

7. Bénh vién Nhi Trung uong. Huéng dan st dung khang thé don dong phong ngtra RSV,
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https://publications.aap.org/aapnews/news/25400/AAP-releases-nirsevimab-guidance-calls-for?autologincheck=redirected
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https://thealliance.health/2024-2025-nirsevimab-beyfortus-authorization-guidelines/

O cac quéc gia ¢6 RSV lwu hanh quanh nam, tiém ngira RSV cho tré nho
c6 nén chi tap trung vao cac tré < 6 thang hay khéng? Nirsevimab tao

duoc hiéu qua bao vé tét & tré 6-12 thang hay khéng? Cé dir liéu vé
hiéu qua doi thyc cla nirsevimab & nhém tré 6-12 thang hay khong?

KHONG NEN GIO'1 HAN CHIEN LU'Q'C TIEM NGUA CHi & NHOM
DUG1 6 THANG TUOI, Vi CAC LY DO SAU

o Mac du nhém dudi 6 thang tudi cé ty Lé tlr vong va nhap vién cao nhat,
dit liéu 1d&m sang cho thdy nhém 6-12 thang tudi van chiém ty trong
dang ké trong cac ca viém tiéu phé quan va viém phdi do RSV. Nghién ctru
clia Suh M. tai Hoa Ky xac nhan RSV la nguyén nhan nhap vién hang dau
& tré nhi nhi, trong d6 viém tiéu phé& quan cap do RSV la nguyén nhan
nhap vién phd bién nhat &tré tir 1-8 thang tudi, va la nguyén nhan phé bién
th(r hai @tré 9-11 thang tudi (sau viém phdi). Tai Bénh vién Nhi Trung uong,
s0 liéu giam sat ciing cho thdy nhom tré 6-11 thang chiém 20-25%
téng s6 ca nhiém RSV dé&n kham, diéu tri va nhap vién.

o Ngoai ra, tai cac vung dich t& luu hanh quanh ndm, mét tré hoan toan
c6 thé lan dau tién phai nhiém véi RSV doc luc cao & thang tudi tht 7
hoac thit 8. Viéc mé réng chién lwg'c duw phong cho toan bé tré nhii nhi
(dwéi 12 thang tudi) gitip bao vé toan dién hon va gép phan cat dut
chudi lay nhiém trong cdng dong.

[] NIRSEVIMAB CO TAO BU'Q'C HIEU QUA BAO VE TOT
O TRE 6-12 THANG HAY KHONG?

Nirsevimab dudgc thiét ké vGi céng nghé

bién déi vung Fc (dét bién YTE), giup kéo dai N .
déng k& thdi gian ban thai so v6i céc khang thé N .

don dong thé hé cd. Phan tich dugc dong hoc (o &

cho thdy mét lieu duy nhat nirsevimab duy tri

nong do khang thé trung hoa & ngudng bao vé ~

hiéu qua trong t6i thiéu 5-6 thang. Do do6, néu tré e

dugc tiém dy phong khi 6 thang tudi, nong do
khang thé trong mau vadn dadm bao kha nang khoa
protein F cua virus RSV, ngdn chan virus xdm nhéap vao biéu mé dudng
hé hap dudi.

[] DU’ LIEU HIEU QUA POl THUC (REAL-WORLD EVIDENCE) & NHOM
6-12 THANG

@) Hien c6 nhidu dir lidu ddi thuc vitng chic tir céc mua dich 2023-2025
tai Chau Au va Hoa Ky, chitng minh nirsevimab c6 hiéu qua tt & tré nhi nhi
(12 thang), dac biét qua cac chuong trinh tiém bé sung (catch-up cohorts).
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C6 dir liéu ndo cho thay 1 lidu tiém nirsevimab c6 thé bao vé khéi RSV
mot nam hay khong?

HIEN CHUA CO DU’ LIEU CHINH THU'C KHANG BINH THO' GIAN BAO VE CUA
NIRSEVIMAB KEO DAI DU 12 THANG. TUY NHIEN, MOT SO BANG CHUNG
HIEN CO CHO THAY TIEM NANG BAO VE HON 180 NGAY

o Th& nghiém lam sang Pha 3b HARMONIE: Hiéu luc cua nirsevimab
trong phong ngira nhap vién do Nhiém trung hd hap duéi (NTHHD) lién quan
dén RSV tai thai diém 6 thang dat 82,7% (95% Cl: 67,8-91,5%).

o Thir nghiém ldm sang MELODY: D liéu thu thap dén Ngay 361 cho thay
hiéu lvc (RRR) clia nirsevimab d6i véi NTHHD lién quan dén RSV can
cham séc yté la 70,3%; d6i vai NTHHD lién quan dén RSV can nhap vién
& 75,1%; ddi véi NTHHD rat nang lién quan dén RSV la 75,1%. Can luu y
day la k&t qua hau kiém (post-hoc) va s6 lugng ca RSV ghi nhan ngoai mua
khéng cao, c6 thé dnh hudng dén dod tin cay clia két qua.

DANH GIA GIAN TIEP QUA DU’ LIEU PALIVIZUMAB TAI CAC QUOC GIA CO
RSV LUU HANH QUANH NAM

o Nghién ctru tai Singapore (tré sinh non <32 tuan, RSV hoat dong
quanh ndm): Hiéu qué bao vé cua palivizumab (5 liéu) tai thai diém
6 thang dat 90% va tai thdi diém 12 thang dat 70%.

o Nghién cttu tai Pai Loan (tré sinh non tir 28 dén dudi 32 tuan cé bénh
ph&i man): Hiéu qua bao vé ctia palivizumab (6 lieu) tai thdi diém 6 thang
dat 86% va tai thdi di€ém 12 thang dat 78%.

Déc biét, néng dé khang thé trung hoa clia nirsevimab ngay 361 (360 ngay
sau tiém) la #1.000 IU/mL, cao hon nong dé khang thé trung hoa do
palivizumab tao ra ngay sau méi lidu tiém. Do d6, hiéu qua bao vé cua
nirsevimab tai thdi diém 12 thang c6 thé du'gc ky vong it nhat la tuong du'ong
so vai palivizumab.

k Tai liéu tham khao
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https://www.canada.ca/en/public-health/services/publications/healthy-living/canadian-immunization-guide-part-1-key-immunization-information/page-11-blood-products-human-immune-globulin-timing-immunization.html

CO THE TIEM NIRSEVIMAB 2 LAN, CACH NHAU 6 THANG CHO CAC TRE
NHO NHI KHOE MANH KHONG?

KHONG CO KHUYEN CAO

2 ~ . 2 2 A ~ N . . \\\
Tré nh{ nhi khée manh chi can mot liéu nirsevimab J . . ~
trong ndm dau doi. Khéng cé huwéng dan nao tur )

céac t6 chirc y té uy tin ing ho viéc tiém ligu thar 2

cho nhém nay trong nam dau doi, vi:

o Viéc tiém lidu thir 2 & mdc 6 thang tudi cho tré khoe manh khdng mang lai
hiéu qua vugt troi co y nghia théng ké vé mat y té cong cong, dong thai
khéng dép trng tiéu chuén vé hiéu qua - chi phi.

o M@t lidu nirsevimab c6 thé bao vé it nhat 6 thang va cé tiém nang bao vé
hon 6 thang cho dén moét nam sau tiém. D liéu dugc dong hoc cho thay
nong dé khang thé trung hoa tai Ngay 361 sau tiém van & mic khoang
1.000 IU/mL - gép 19 lan so vdi gia dugc va cao hon ndng dd khang thé
trung hoa cula palivizumab ngay sau tiém.

o Khuyén cdo cia WHO-SAGE: Dd&i v§i cac khu vuc nhiét déi c6 RSV
lvu hanh quanh ndm, WHO khuyén céo chi dung mét lieu duy nhéat
ngay sau sinh (hoac tai ldn kham dau tién cua tré). Liéu tiém nay nén
dugc chi dinh tuy theo khuyén cdo clia dia phuong [tiém ngay sau sinh
hoac ngay trudc cac thang RSV hoat dong manh].

CO THE TIEM NIRSEVIMAB CHO CAC TRE NGUY CO’ CAO MOI 6 THANG,
BE TRE DU'Q'C BAO VE TRON VEN 24 THANG HAY KHONG?

LIS Khong co dir lieu va khuy&n cdo nao ung hé lich tiém nay. Cac
khuyén céo vé lieu tiém thr 2 cho tré nguy co cao & cac quoc gia co RSV
hoat déng quanh nam nhu sau:

PaiLoan: Tré tir 12 thang dén dudi 24 thang c6 yéu t6 nguy cd cao
(sinh non kém bénh phéi man c&n diéu tri trong 6 thang qua, tim bdm sinh c6 réi loan
huyét déng, nguy co viém phdi tai phat do bat thuong dudng hdé hdp hodc bénh
than kinh co, suy gigm mién dich nang) dugc chi dinh thém 1 liéu 200 mg.

5 Singapore (Bénh vién KK): Tré nhii nhi cé nguy co cao dudi 24 thang tudi
c6thé dugc chidinh lidu nirsevimab th(r 2, cach liéu dau it nhat 8 thang.
Khéng chi dinh nirsevimab cho tré tir 24 thang tudi trd &n.

*Céc yéu té nguy co’cao bao gém: sinh non du'éi 32 tudn, bénh phéi man do non
thang, tim bdm sinh c6 énh hudng huyét dong, bénh dudng hé hédp ndng, suy giam
mién dich (ung buéu, ghép tang, suy gidm mién dich nguyén phat, diéu tri ic ché
\ mién dich kéo dai), hoi chirng Down hodc bat thudng gene kém bat thudong dudng

hé hap dang ké, bénh ly than kinh co.




Viét Nam (Bénh vién Nhi Trung wong va Bénh vién Nhi dong
Thanh phd H6 Chi Minh): Tré tir 12 dén dugi 24 thang tudi cé nguy co
cao nhiém RSV nang dugc chi dinh thém 1 liéu nirsevimab 200 mg
(100 mg x 2 mdi tiém bap), cach liéu dau it nhat 6 thang.

Nhirng trudng hgp nado du me da tiém ngira RSV dugc hon 2 tuan
trudc khi chuyén da thi tré van can duoc tiém nirsevimab ngay
sau sinh/ngay khi vao mua?

Theo huéng dan clia CDC va AAP, néu

, 3
ngudi me da tiém vac-xin RSV trong thai ky jé”.. 0
(t&r tuadn 32-36) va thai gian ti khi tiém
dén lic sinh tir 14 ngay tré lén, tré sinh ra
o)

thuong khéng can tiém nirsevimab, do
co'thé me da co du thoi gian tao ra khangthé
va truyén khang thé qua nhau thai du dé
bao vé tré. Tuy nhién, cé mot s6 trudong hgp
ngoai & it gap ma du me da tiém
vac-xin du thoi gian, tré van can dugc
chi dinh tiém nirsevimab.

Cac truong hop nay thuéc 3 nhdm sau:

() (nmom1)

ME KHONG TAO PU KHANG THE HOAC GIAM KHA NANG TRUYEN
KHANG THE QUA NHAU THAI

o Ngudi me mac cac bénh ly suy gidm mién dich hoac dang st dung
thu6c trc ché& mién dich trong thai ky, khién co thé khong tao ra di dap
'ng mién dich sau khi tiém vac-xin RSV.

o Ngudi me mac cac bénh ly lam suy giam su' van chuyén khang thé qua
nhau thai (vi du: me nhiém HIV/AIDS).

() (nHom2)

TRE Bl MAT LUONG KHANG THE ME TRUYEN SAU SINH DO CAC THU

THUAT CAN THIEP

o Phau thuat tim cé s dung hé théng tuan hoan ngoai co thé.

o HO6tro hdé hap/tuan hoan bang hé théng trao d6i oxy qua mang ngoai co
thé (ECMO).

o Thuc hién tha thuat thay mau.

-
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TRE CO NGUY CO’' MAC RSV NANG CAO

Dua trén danh gia lam sang cla béc si diéu tri, nirsevimab cé thé dugc

can nhac dé chi dinh cho tré nhdm mang lai lgi ich bdo vé ting thém &

nhirng tré c6 nguy co dién tién ndng rat cao, bao gom:

o Tré méac tim bam sinh c6 réi loan huyét dong dang ké.

o Tré sinh cuc non, ndm NICU dai ngay va van can hd trg oxy khi xuat vién.

o Suy gidm mién dich nang (ghép tang, ghép t& bao géc, suy gidm mién dich
nguyén phat nhu SCID).

o Bénh phéi man can oxy hodc hd tro hd hap.

o Bénh ly than kinh co anh hudng dén hé hap.

o Xd nang vdi tdn thuong phdi nang hoac can nang/thé trang dudi bach
phéan vi th& 10.

o Héi chirtng Down hodc b4t thudng di truyén lam tang nguy co nhiém RSV.

k Tai liéu tham khéo

1. Jones JM, Fleming-Dutra KE, Prill MM, et al. Use of Nirsevimab for the Prevention of Respiratory Syncytial Virus
Disease Among Infants and Young Children: Recommendations of the Advisory Committee on Immunization Practices
- United States, 2023. MMWR Morb Mortal Wkly Rep. 2023;72(34):920-925.

2. Fleming-Dutra KE, Jones JM, Roper LE, et al. Use of the Pfizer Respiratory Syncytial Virus Vaccine During Pregnancy for
the Prevention of Respiratory Syncytial Virus-Associated Lower Respiratory Tract Disease in Infants: Recommendations
of the Advisory Committee on Immunization Practices - United States, 2023. MMWR Morb Mortal Wkly Rep.
2023;72(41):1115-1122.

3. American Academy of Pediatrics (AAP). RSV Immunization Administration Frequently Asked Questions. C4p nhat
15.04.2026.

4.  Australian Immunisation Handbook. Neonates and infants aged <8 months whose mothers were not vaccinated at
least 2 weeks before giving birth, or who are at increased risk of severe disease, are recommended to receive passive
immunisation with a long-acting RSV-specific monoclonal antibodly. [Truy cdp 28.04.2026]

& cac quéc gia c6 RSV lwu hanh quanh ndm nhu Viét Nam, céac tré

sinh ra tl* me da dugc tiém ngira RSV trong thai ky >2 tuan trudc
chuyén da cé can tiém Nirsevimab trong nam dau doi khong?

O céc qudc gia cé mua RSV ré rét, hau hét tré nhi nhi khéng can tiém

nirsevimab trong mua RSV dau tién néu ngudi me da dugc tiém vac-xin RSV

trong thai ky it nhat 14 ngay trudc khi sinh. Tuy nhién, tai Viét Nam — nai RSV

hoat déng quanh nam - viéc chi dinh nirsevimab cé thé dugc can nhac

trén tirng ca thé trong mat s6 hoan canh dich té dac biét. Quyét dinh nay

dwya trén danh gia loi ich va nguy co vdi ting tré. Bay khong phai la hudng

dan chudn qudc té va do dé nhan vién y té can giai thich rd vdi gia dinh tré.

Céc yéu t8 can can nhac bao gom:

o Muc dé hoat dong ctia RSV tai thoi diém tré dugc 3-6 thang tudi.

o Y&ut6 nguy co ca nhan cua tré hodc nguy co dich té (vi du: tré di chuyén
vao vung dang co dich RSV).

o Piéu kién kinh té cta gia dinh.
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HU'GO'NG DAN THU'C HANH THEO TU'NG TiINH HUONG:

ME TIEM VAC-XIN 214 NGAY

Tré nguy co cao*

Tiém nirsevimab ngay sau sinh hodc sém nhat khi

co thé.

Tiém lidu 2 lic tré = 12 thang va < 24 thang

Tré khée manh
tr 6 — <12 thang
tudi

&

Pang vao cac thang
RSV hoat déng manh
hoac di vao vung coé
dich RSV.

Khong trong thai diém
RSV hoat déng manh
va khéng divao vung co
dich RSV.

C6 thé chi dinh tiém
nirsevimab luc 3-6
thang tudi [sém nhét
khi tré dugc 3 thang vi
hiéu luc bao vé khang
thé t& me tiém vac-xin
RSVpreF bat dau gidm
tir 3 thang].

o Khéng céan tiém
nirsevimab.

o Luuy: s6 liéu tai Vit Nam
cho thay RSV hoat déng
& mirc cao hdu hét cac
tho'i diém trong nam.

v

* Tré nguy co’ cao bao gém: sinh non dudi 32 tuan tudi thai; tim bdm sinh cé réi loan
huyét déng c6 y nghia; suy gidm mién dich ndng (ghép tang, ghép té bao géc, suy gidm
mién dich nguyén phat nhu SCID); bénh phéi man cén oxy hodc hé trg’ hé hap; bénh ly
than kinh co'dnh huéng dén hé hdp; xo' nang vdi tén thuong phdi ndng hodc cén nang/thé trang
duGi bach phan vi tha 10; héi chirng Down hodc bat thudng di truyén lam tang nguy co
nhiém RSV; tré c6 khang thé RSV thap do me tiém vac-xin khi dang suy gidm mién djch nang,
hodc tré da trai qua can thiép lam méat khéang thé tir me (thay mau, ECMO, tudn hoan

ngoai co'thé).
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Cac khuyén c4o hién tai néu rd néu me da tiém vac-xin RSV < 14 ngay
trudc khi tré chao doi, thi tré nén duoc tiém khang thé don dong. Trong

trudng hop nay, c6 yéu cau vé khoang cach téi thiéu gitra thoi diém
ngudi me dugc tiém vac-xin RSV va thdi diém tré dugc tiém ngira RSV
(vi du: nirsevimab) hay khong?

Khéng cé6 bat ky yéu cau nao vé khoang cach t8i thiéu gira thoi diém
ngudi me dugc tiém vac-xin RSV va thai diém tré duoc tiém nirsevimab.
Nirsevimab c6 thé dugc chi dinh cho tré ngay sau sinh hoac khi tré budc
vao mua RSV, ké ¢4 khi ngudi me mdi dugc tiém vac-xin vai ngay trudc khi sinh.

o V& matduoc ly, nirsevimab cung cdp khang thé truc tiép cho tré theo coché
mién dich thu déng - tuong tu’ khang thé me truyén qua nhau thai. Ca hai
loai khang thé cung lwu hanh trong co thé tré ma khéng can tré nhau,
va déu gép phan bao vé tré khoi nhiém trung hd hap dudi lién quan dén RSV.

o Trong cac thir nghiém ldm sang Pha 2b va MELODY, tré sinh ra tlr cac
ba me bi nhiém RSV trong thai ky khéng bi loai trir va da dugc ghi danh
trude khi bat ddu mua RSV dau tién. Do dé, mic d6 khang thé co ban
& nhém tré nay la khang thé nhan duoc tir viéc me bi nhiém RSV trong
thai ky ma khéng phai do tré ti€p xic vdi RSV'2. Hiéu luc cua
nirsevimab trong viéc giam ti & mac NTHHD lién quan dén RSV can
cham séc y té trong hai nghién cu nay lan lugt la 70.1% va 74.5%.
Phan tich gép cing cho thay hiéu luc phong ngira NTHHD lién quan
guan dén RSV la 79.5%. Cac két qua nay cho thay su hién dién cua
khang thé tir me khéng lam anh huéng dén hiéu ly'c chia nirsevimab.

o "Vac-xin RSVpreF cho phu n* mang thai va nirsevimab, khi ding riéng lé
hodc két hop, déu an toan va tao ra hiéu gig khang thé trung hoa RSV cao
@ tré trong sult thoi gian theo d6i. Nghién clru clia Rostad va cong sy
(thang 01/2026) danh gia tinh an toan, kha nang dung nap va tinh
bén virng clia khang thé trung hoa RSV khi sif dung déng thdi vac-xin
RSVpreF cho phu nit mang thai va nirsevimab cho tré. Huéng dan cla
Uc cling x4c nhan khéng cé lo ngai vé an toan & tré sinh ti me duoc tiém
vac-xin RSV va dugc tiém nirsevimab.®

k Tai liéu tham khao

1. Griffin, M.P, et al., Single-Dose Nirsevimab for Prevention of RSV in Preterm Infants. N Engl J Med, 2020. 383(5): p.
415-425.

2. Hammitt, L.L., et al., Nirsevimab for Prevention of RSV in Healthy Late-Preterm and Term Infants. N Engl J Med, 2022.
386(9): p. 837-846.

3. Simoes, E.A.F, et al., Efficacy of nirsevimab against respiratory syncytial virus lower respiratory tract infections in
preterm and term infants, and pharmacokinetic extrapolation to infants with congenital heart disease and chronic lung
disease: a pooled analysis of randomised controlled trials. Lancet Child Adolesc Health, 2023. 7(3): p. 180-189.

4. Rostad CA, et al. The Inmunology and Safety of Maternal RSV Vaccination, Infant Nirsevimab Immunization, or Both
Products- Interim Analysis of a Randomized Clinical Trial. Open Forum Infect Dis. 2026 Jan 11;13(Suppl 1):0faf695.008.

doi: 10.1093/ofid/0faf695.008.
5. Melbourne Vaccine Education Centre, Respiratory syncytial virus: link
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Hién cac bénh vién dang khuyén cao tiém nirsevimab kha khac nhau.
Tai sao lai nhu vay? Diéu nay cling gdy khé khan cho van dé thuc hanh

@ cac bénh vién tu va phong tiém dich vu. Lam thé nao cac phong tiém
chon lwa duwgc hudng dan tiém nirsevimab phu hgp cho don vi ctia ho?

Su khac biét gilra cac co sG y té xuat phat tlr viéc sir dung nhiéu nguon
tham chi€u khac nhau, bao gom: t& ké toa nirsevimab dugc phé duyét tai
Viét Nam, khuyén céo ctia cac hoi chuyén nganh trong nudc (H6i Nhi khoa,
Hoi Truyan nhidm...), huéng dan quéc té (WHO, CDC, AAP) va dit ligu
dich té dia phuong. M6t s6 ly do khac nita la cac bang ching trén y van
thay d&i nhanh, va nhiéu huéng dan cho céc khu vuc khac nhau cé tinh chat
mua RSV khac nhau.

o Béncanh do, RSV tai Viét Nam lwu hanh quanh nam véi thang cao diém
khac nhau theo vung mién (mién Nam va Nam Trung b6é: mua mua tir
théang 5 dén thang 10; mién Bac va Bac Trung bé: tirthang 10 dén thang 5).
Trong khi d6, hau hét cac huéng dan qudc té hién hanh dugc xay dung
cho céc quéc gia c6 mua RSV rd rang, dan dén sy khéng tuong thich
khi ap dung tryc tiép vao boi canh Viét Nam. Diéu nay tao ra sw khac biét
trong cach dinh nghia "mua RSV", xac dinh nhém déi tugng wu tién va
thoi diém tiém téi uu.

Khuyén nghi danh cho cac phong tiém dich vu:

o L&y TG ké toa nirsevimab Viét Nam lam nén tang __ - .
bat budc vé déi tugng chi dinh, liéu dung, cach dung, nirsevima b
chong chi dinh va theo doi sau tiém. L N—

o Tham chiéu cac tai liéu chuén trong nudc va
qudc té: khuyé&n cdo ACIP/AAP (Hoa Ky); huéng dan
cuia Singapore vaDaiLoan-cac qudc gia cd tinh hinh
hoat dong RSV tuong tu Viét Nam; huéng dan cua
cac bénh vién nhituyén cuditrong khu vuc (Bénhvién
Nhi Trung wang, Bénh vién Nhi dong 1, Bénh vién
Nhi déng Thanh ph6 H6 Chi Minh).

o Thanh lap hdi ddng chuyén mén ndi bd dé thdng nhat mot quy trinh
tiém chung chuén, dam bao tu van dong nhat cho phu huynh.

o Céap nhat thuong xuyén khi cé khuyén cdo méitlr Bo Y té.

o Theo dbi sat s6 liéu giam sat dich té tai khu vuc hoat déng dé xac dinh
"thang vang" bat dau trién khai tiém nglra, nham t6i vu hda thoi gian
ton tai ctia khang thé (kéo dai it nhat 5-6 thang) theo dac thu tirng

vung mién.

.
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Huwéng dan cha vién Nhi trung wong dang la tiém theo mua [mua tir

T10 dén T5]. Vay cac tré nhii nhi sinh ngoai mua cé can va nén duoc
chi dinh tiém Nirsevimab tlr thang 9 hay khong?

Céc tré nhi nhi sinh ngoai mua dich chic chan can dugc tiém
nirsevimab & Bénh vién Nhi Trung uwong la: tat ca tré so' sinh va tré nhii nhi
(s 12 thang) sinh ra trong mua hodc budc vao mua RSV dau tién cla tré,
me chua dugc tiém vac-xin RSVpreF trong thai ky hodc da tiém vac-xin
nhung chua du 2 tuén [ké tir ldc tiém dén thai diém tré dugc sinh ral.

Mién dich ty nhién cé dugc sau nhiém RSV kéo dai bao lau? Cé6 thé

tiém nirsevimab cho tré nhii nhi da tirng nhiém RSV trudc dé khong?
Né&u van nén tiém thi nén tiém vao thoi diém nao?

Khéc véi nhiéu loai virus khac (nhu sdi hay thay dau), mién dich tu' nhién
sau khi nhiém RSV la khéng hoan toan va khéng bén virng, véi cac
dac diém sau:'?

o Th&i gian tén tai ngan: Khang thé niém mac (IgA) sinh ra sau khi
nhiém bénh tu nhién suy gidm rat nhanh, thudng chi trong vai thang.
Khang thé trung hoa trong huyét thanh ton tai lau han nhung khong du
dé ngan nglra bénh.

o Khong bdo vé chéo hiéu qua: RSV cé 2 phan nhom khang nguyén
chinh 14 Ava B, cung luu hanh trong mét mua dich. Nhiém phan nhém A
khéng tao ra mién dich bao vé day du khoéi phan nhém B va ngugc lai.

o Hé qua lam sang: Do mién dich kém bén virng, tai nhiém RSV la
hién tugng phd bién, c6 thé xay ra ngay trong cing mot mua dich hodc
& cac mua dich ti€p theo.

Do dé, tré nhil nhi d4 tirng nhiém RSV van can tiém nirsevimab. Khéng c6
lo ngai vé tinh an toan khi tiém nirsevimab cho tré c6 tién si nhiém RSV.3*
Thoi diém tiém phu hop:
Tai qudc gia c6 RSV hoat déng quanh nam, viéc tdn dung thoi gian bao vé
ctia mién dich tu nhién dé t6i wu héa thdi gian bao vé khdi RSV trong nam
dau doi [thoi gian bao vé = thoi gian bao vé clia mién dich tw nhién + thdi gian
bao vé cua nirsevimab] la can nhac hgp ly. Tuy nhién, hién khéng c6 dir liéu
chinh xac vé mic d6 bao vé hodc thdi gian bao vé ctia mién dich tu nhién
sau nhiém RSV & tré nhii nhi. Thuc té 13, viéc tiém nirsevimab khéng nén
tri hoan vi tién can nhiém RSV, dic biét [a & cac tré cé nguy co cao (sinh non
<32 tuan, tim bam sinh cé 4nh hudng huyét déng, loan san phé& quan phéi...).
\M\étsé' chuyén gia can nhac, nhung chua cé bang chirng dd manh, c6 thé

chd 1 thang sau nhiém dé tiém nirsevimab.?
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Ngoai ra, viéc chon thoi diém tiém phu thudc vao tinh trang hién tai cla tré:

o Tré dang trong do't nhiém RSV cap tinh (mrc d6 trung binh dén nang):
Can tri hoan tiém nirsevimab cho dén khi tré hoi phuc. Ly do khéng phai
vi lo ngai tuong tdc mién dich, ma la nguyén tic chung trong thyc hanh
tiém ching nham tranh nham lan phan &ng phu ctia thuéc véi dién tién
tw nhién ctia bénh.

o Tré nhiém RSV nhe (diéu tri ngoai tri) hodc da hodi phuc: Tiém
nirsevimab theo lich tiéu chuan ngay khi c6 thé.

o Tré phai nhap vién do RSV: Nhiéu hudng dan lam sang (bao gdm AAP)
khuyén céo tiém nirsevimab ngay trudc khi tré xuat vién (sau khi da
qua con céap tinh) dé ti€p tuc bao vé tré khoi nguy ca tai nhiém trong
nhirng thang con lai cla mua dich.®*®

k Tai liéu tham khéo

1. Henderson FW, Collier AM, Clyde WA Jr, Denny FW. Respiratory-syncytial-virus infections, reinfections and immunity. A
prospective, longitudinal study in young children. N Engl ] Med. 1979;300(10):530-534.

2. Glezen WP, Taber LH, Frank AL, Kasel JA. Risk of primary infection and reinfection with respiratory syncytial virus. Am J
Dis Child. 1986;140(6):543-546.

3. Melbourne Vaccine Education Centre, Respiratory syncytial virus: link
Jones JM, Fleming-Dutra KE, Prill MM, et al. Use of Nirsevimab for the Prevention of Respiratory Syncytial Virus Disease

4.  Among Infants and Young Children: Recommendations of the Advisory Committee on Immunization Practices - United
States, 2023. MMWR Morb Mortal Wkly Rep. 2023;72(34):920-925.

5. American Academy of Pediatrics (AAP). Nirsevimab Frequently Asked Questions.

Trudc khi tiém nirsevimab c6 can thuc hién xét nghiém RSV hay khéng?

[GIeINeX XD Cac coquany té hang dau déu thdng nhat khuyén céo rang
khéng can thuc hién xét nghiém RSV thudng quy cho tré nhi nhi trude khi
tiém du phong bang nirsevimab, vi cac ly do sau:

o K&t qua xét nghiém khéng lam thay ddi quyét dinh
lAm sang: Mién dich tu nhién sau khi nhiém RSV
khong bén virng va khong bao vé chéo gitra cac
phan nhém. Do dé, du két qua xét nghiém am tinh
hay duong tinh, tré vadn cé chi dinh tiém
nirsevimab. Vi ca hai két qua déu dan dén cung
mot quyét dinh, viéc thuc hién xét nghiém la
khong can thiét.

Goououvuuwu

X

o Tranh bé L& co hditiém ching: Viéc cho doi két qua
xét nghiém c6 thé khién tré |& méat co héi dugc
tiém nirsevimab ngay trong lan thdm kham doé.
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re'™ o Giam ganh nang chi phi va tha thuat: Xét nghiém

0 thuong quy gay ton kém khong can thiét cho gia dinh,

tao ganh nang cho hé thong xét nghiém va gay

o dau dén/khé chiu khéng dang c6 cho tré so sinh
(do phai lay dich ty hau).

o Tinh an toan cua khang thé don dong: Nirsevimab

la khang thé don dong cung cap mién dich thu déng,

\ / khéng phai vac-xin séng gidm doc luyc. Viéc tiém
nirsevimab cho tré dang trong giai doan 0 bénh

@ hoac mang virus RSV khéng triéu ching khéng phai

la chdéng chi dinh va khong gay bung phat bénh hay
phan &'ng mién dich qua man.

Lwu y ldm sang duy nhat: Chi khi tré dang cd biéu hién nhiém tring cép tinh
ter trung binh dén nang (suy hé hap, sét cao, ltr dir), bdc simdéi cdn nhac
tri ho&n tiém nirsevimab cho dén khi tré thuyén giam. Ly do cua viéc tri hodn
nay a dé trénh gay nhiéu ldm sang, khéng phai dé thuc hién xét nghiém RSV.

k Tai liéu tham khao

1. Jones JM, Fleming-Dutra KE, Prill MM, et al. Use of Nirsevimab for the Prevention of Respiratory Syncytial Virus Disease
Among Infants and Young Children: Recommendations of the Advisory Committee on Immunization Practices - United
States, 2023. MMWR Morb Mortal Wkly Rep. 2023;72(34):920-925.

2. American Academy of Pediatrics (AAP). Nirsevimab Frequently Asked Questions.

3. KrogerA, Bahta L, Hunter P. General Best Practice Guidelines for Immunization. Best Practices Guidance of the Advisory
Committee on Immunization Practices (ACIP). Centers for Disease Control and Prevention. 2023.

Cé thé tiém nirsevimab cho tré dang bi nhiém RSV dugc hay khéng?

Nirsevimab c6 hiéu qua trong viéc rut ngan thoi gian diéu tri hay
giam céac bién chirng do nhiém RSV hay khéng?

tiém nirsevimab sau khi tré da qua dgt cap tinh. Nirsevimab
khéng phai thudc diéu tri RSV va hién chua c6 bang chirng vé hiéu qua
clia thudc trong thai gian diéu tri. Nirsevimab chuwa dugc chirng minh 1a
gilp rat ngan thdi gian bénh hay giam bién chirng ctia dot nhiém RSV hién tai.
Khang thé phong ngira khéng phai la phuong phap diéu tri cho tré da
nhiém RSV. Viéc diéu tri RSV bang nirsevimab sé& la dung ngoai nhan
(off-label).

Ca sé'sinh ly bénh: Nirsevimab la khang thé don dong nhdm vao protein F
(Fusion) ctiavirus RSV & cau hinh tién hdoa mang (pre-fusion). Co ché tac dung
c6t 16i la khoa chat virus ty do, khdng cho virus gan két va hda mang té bao
biéu md dudng hé hap. Khi tré da bi nhiém RSV va biéu hién triéu ching
\lé\mséng, virus da xdm nhap thanh céng vao bén trong t& bao, nhan lén

17



va gay ra chudi phan &ng viém dan dén phu né, hoai ttr t& bao biéu mé cé
l6ng chuyén va tang tiét dOm dai. Nirsevimab khéng thé (c ché& qué trinh
nhan lén cla virus ndi bao, cling khéng dao ngugc dugc qua trinh viém
dang dién ra.

HU'GNG DAN THU'C HANH:
33 o Pang bénh cap tinh tir trung binh dén nang
ol (suy hé hap, st cao): Tri hodn tiém nirsevimab
S cho dén khi tinh trang lAm sang 6n dinh, nhdm

tranh nham l&n céc triéu ching tién trién ctia bénh
RSV véi phan &rng bat Lgi tiém &n cla thudc.

o Tiém nirsevimab trwéc khi xuat vién (Catch-up):
Mac du khéng co tac dung diéu tri dgt bénh hién tai,
AAP va CDC khuyén cdo manh mé viéc tiém
h ﬁ nirsevimab cho tré phai nhap vién vi RSV ngay trudc
khi xuat vién (khi tinh trang [d&m sang da 6n dinh).
Muc dich la cung cdp mién dich thu dong dé bao vé
tré khoi nguy cd tai nhiém trong nhirng thang
ti€p theo ctia mua dich.

L Tai liéu tham khao

1. Food and Drug Administration (FDA). BEYFORTUS (nirsevimab-alip) injection, for intramuscular use. Prescribing
Information. 2023.

2. Jones JM, Fleming-Dutra KE, Prill MM, et al. Use of Nirsevimab for the Prevention of Respiratory Syncytial Virus Disease
Among Infants and Young Children: Recommendations of the Advisory Committee on Immunization Practices - United
States, 2023. MMWR Morb Mortal Wkly Rep. 2023;72(34):920-925.

3. American Academy of Pediatrics (AAP). Nirsevimab Frequently Asked Questions.

4. Domachowske JB, Khan AA, Esser MT, et al. Safety, Tolerability and Pharmacokinetics of MEDIS8897, an Extended
Half-life Single-dose Respiratory Syncytial Virus Prefusion F-targeting Monoclonal Antibody Administered as a Single
Dose to Healthy Preterm Infants. Pedliatr Infect Dis J. 2018;37(9):886-892.

Cac so sinh dang nhéap vién diéu tri [khoa thudng hodc cham séc

dac biét] c6 tiém nirservimab dugc khong? Néu cé, thi nén tiém vao
thoi diém nao?

CO THE TIEM

Tré so sinh phai ndm vién diéu tri dai ngay sau sinh —do tinh trang non thang
ho&c cac nguyén nhan khac — can dugc tiém ngira RSV ngay truwéc hoiac
ngay sau xuat vién.

Nhiém RSV lién quan dén cham séc y té (health care-associated RSV
disease) c6 thé xay ra trong moi trudng bénh vién. D& phong nglra tinh trang
nay, nhan vién y t& cé thé chi dinh nirsevimab trong khi tré dang nam vién,
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sau khi can nhéac toan dién céc yéu t6 nguy ca, loi ich va mua hoat dong
cla RSV. Pay la quyét dinh ld&m sang c4 thé hoa, khéng phai chi dinh
thuong quy.’

Can lvuyrang dir liéu an toan cho viéc sir dung nirsevimab & tré cé tudi thai
hiéu chinh dudi 32 tuan hodc can nang dudi 1,6 kg con han ché. Cac
bién phap phong ngtra chuan va kiém soat nhiém khuan phai dugc tuan thi
nghiém ngét dé han ché& nguy co lay nhiém RSV trong méi trudng bénh vién.

k Tai liéu tham khao

1. AAP - RSV Immunization Administration Frequently Asked Questions: Link
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Tré nhii nhi cé thé dugc chi dinh tiém nirsevimab vao ngay bé xuat vién

dugc khéng? Hay nén chd cho dén khi bé khéi bénh hoan toan?

Hoan toan cé6 thé va nén can nhac manh chi dinh tiém nirsevimab cho
tré ngay tai th&i diém xuat vién, khong can chd dén khi tré hét hoan toan
moi triéu chi’ng.

Co s& khuyén nghi:

o Pugc xuat vién dong nghia vdi viéc tré da dat tiéu chuén én dinh ldm sang
theo danh gia cua bac si diéu tri. Tré c6 thé van dang trong giai doan
hoi phuc véi cac triéu chiing nhe con tén tai (hhu ho hing hang, sé mii it).
Tinh trang nhiém trung nhe hodc dang hoi phuc khéng phai la chéng
chi dinh clia nirsevimab.

o RSV luu hanh quanh nam tai Viét Nam — tré sé c6 nguy co phai nhiém
ngay khi tré vé cong dong.

o Tiém ngay ngay xuat vién tan dung dugc thai diém tré con trong hé théng
y té, tranh bé L& co hdi tiém ching do gia dinh gap khé khan khi quay lai
(khoang cach dia ly, quén lich hen...).

o Diéu nay dac biét quan trong ddi vdi tré nguy cd cao: sinh non, co
bénh nén, hodc séng & ving xa ca sd'y té.

Cac trwrong hop nén tri hoan:

o Tré van con triéu chi'ng hé hap murc do vira dén nang.

o S6t cao dai ddng chua rd nguyén nhan.

o Tinh trang bénh cép tinh chua thuc sy 6n dinh.

N

19



https://www.aap.org/en/patient-care/respiratory-syncytial-virus-rsv-prevention/rsv-frequently-asked-questions/?srsltid=AfmBOorwkJTUbDMFMrNVJ9v5oFrGgIHiIWspo79LNf18r9ucwYx8TAz6

19

Trong truwdng hop bé bi nhiém virus hé hap nhe (ho, s6 miii, khéng
s6t cao), c6 nén tri hoan tiém nirsevimab khéng?

KHONG NEN tri hoan tiém néu tré chi mac bénh hé hap nhe

Huéng dan tiém chung cia WHO, CDC va B6 Y té Viéet Nam déu cho phép
tiém vac-xin va cac ché pham du phong khitré méc bénh c4p nhe, khong s6t
hoac chi sét nhe, khong c6 dau hiéu toan than nang.

Viéc tri hoén tiém chdng vi nhirng triéu chirng h6 hap nhe la mét trong nhirng

nguyén nhan hang dau dan dén tinh trang bé L& co héi tiém ching (missed

opportunities). Tré c6 thé khéng dugc phu huynh dua quay lai phong kham

dung hen, dan dén nguy co phai d6i mat véi RSV nang khi chua cé khang thé

bao vé.

Cac yéu t6 khac ma bac si can can nhac:

o Murc do hoat déng ctia RSV thai diém hién tai

o Tu@iva tinh trang lam sang hién tai clia tré.

o Nguy co dich té: tré di vao vung RSV dang hoat déng manh.

o Vidu: néu hién dang la mua RSV hoat dong manh va tré nho < 6 thang,
tinh trang ld&m sang én dinh © Can tiém ngtra nirsevimab.

Khi nao thi THU'C SU’ cén tri hoan?

B4c silam sang chi nén can nhac tri hoan tiém nirsevimab khi tré cé biéu hién
clia bénh ly c4p tinh ti trung binh dén nang, bao gom suy hé hép, thd co kéo,
SpO, giam hodc s6t cao, L dU, hodc cé biéu hién nhiém trung nhiém doc.

Ly do cua viéc tri hoan trong cac trudng hop nay khdong phai vi lo ngai
tuong tac thuéc, ma nhdm tranh gay nhiéu lAm sang. Viéc tiém maot ché pham
sinh hoc méi co thé gay ra cac phan irng phu (nhu sét, phat ban), lam
phirc tap thém qua trinh chan doan va theo déi tinh trang bénh ly nang
hién tai cua tré.

Nhiém RSV nang trong ndm dau d&i lam tang nguy co suyén va kho

khe kéo dai & cac nam sau dé. Vay viéc tiém ngtra nirsevimab trong
nam dau ddi cé gitp giam cac nguy co nay khéng?

KEO DAI KHONG?
Méi lién hé nay da dugc thiét lap rat virng chac trong y van thé gidi.

| NHIEM RSV NANG CO LAM TANG NGUY CO SUYEN VA KHO KHE

o Coché&bénh sinh va tai cau truc duwdng thé: Khitré nhii nhi nhiém RSV
nang (viém tiéu phé quan) trong nam dau doi, qué trinh viém hoai t&r
manh mé khéng chi gay ton thuang biéu mé cép tinh ma con kich hoat
sy tai cau tric duong thd (airway remodeling).
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o Chuyén huwéng dap 'ng mién dich: RSV c6 kha nang lam léch huéng
su phat trién ctia hé mién dich non nét sang kiéu hinh Th2 (T-helper 2).
Pay chinh & con dudng mién dich dac trung clia cac bénh ly dj ing va
hen suyén.

o Bang chirng dich té: C4c tré tirng nhap vién vi RSV lic nhd c6 nguy co
phat trién kho khé tai phat (recurrent wheezing) cao gap 3 dén 4 lan, va
nguy cd dugc chan doan hen phé quan cao gép gan 3 lan trong do tudi
di hoc so vdi tré khong méac bénh.

TIEM NGUA NIRSEVIMAB TRONG NAM PAU P01 CO GIUP GIAM CAC
NGUY CO NAY KHONG?

Céc dir liéu nghién clru thuc té€ (real-world data) gan day cé dir liéu
goi y giam kho khé nhung chua du bang chitng khang dinh giam hen
phé quan vé lau dai
o Bang cach ngan chan dot viém dudng hé hap dudi nang ngay tir dau (da

dugc chirng minh giam hon 70-80% nguy co nhap vién), nirsevimab
tryc tiép cat dit chudi phan &ng viém Th2 va qua trinh tai c4u trac
duong tha.

o DU liéu doi thuc tir mua dich 2023-2024 cho thdy nhém tré dugc tiém
du phong co ty l&é kho khé thap hon trong it nhat 1 nam sau do6 (HR: 0,73)
so v&i nhém khong tiém. Ngoai ra, cac chuyén gia udc tinh dua trén
doan hé lén (nghién ctu INSPIRE) rang viéc ngan ngira triét dé RSV & tudi
nh{ nhi cé thé giup phong tranh khoang 15% téng sd ca hen phé quan &
tré em sau nay.

k Tai liéu tham khao
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2023;401(10389):1669-1680.
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4. Nirsevimab real-world post-approval analysis. Nirsevimab decreased the subsequent risk of respiratory syncytial virus
infection and wheezing in the 2023-2024 RSV season. Pediatr Res. 2025;98(2).

Néu mét tré da tiéu chudn dé tiém ngira RSV trong mua th hai

nhung nhe cén tré nén nhan liéu nao?

LIEU CHO MUA RSV THU HAI: 200 mg, BAT KE CAN NANG HAY TUOI.
Theo thong tin ké toa, tré can dugc chi dinh lieu 200 mg (dugc thuc hién
bang hai miii tiém bap 100 mg & hai vi tri khac nhau trong cling mét lan
tham kham).
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C6 thé chia 1 liu 100mg cho 2 tré duéi 5kg dugc khéng?

KHONG PUQ'C

Dudi day la cac co sd duoc ly, nguyén tic an toan tiém ching va huéng dan
qudc té giai thich cho quyét dinh nay:

o Dang bao ché& don liéu khéng chat bao quan: Nirsevimab dugc nha
san xuat bao ché dudi dang bom tiém don liéu va hoan toan khéng
chira chat bao quan khang khuan. Theo nguyén tac dugc lam sang,
bat ky sinh phdm nao khéng c6 chat bao quan, mot khi da ma& nap, déu
c6 nguy cd nhiém khuén rat cao. Viéc str dung mét bom tiém cho bénh
nhan th nhat roi gilr lai phan con lai dé tiém cho bénh nhan th hai la
vi pham nghiém trong nguyén tac vé khuan, tao ra nguy co lay nhiém
chéo cac bénh qua dudng mau va nhiém khuén huyét.

o Nguy co sai lieu lwong: Bom tiém déng san nirsevimab loai 100 mg
(thé tich 1 mL) dugc thiét ké dé ddy toan bo lugng thudc vao ca thé
trong mot lan thao téac va khong cé vach chia dd dé do lugng chinh xac.
Viéc ¢6 gang udc lugng bang mat dé bom mat nira dung luong sé dan dén
sai s6: tré thir nhat c6 thé bi qué liéu trong khi tré th hai bi thiéu ligu.

o Vipham thuc hanh tiém chung an toan: Theo huéng dan ctia cd CDC
va WHO vé thuc hanh tiém an toan, khéng bao gi& duwgc sir dung mot
bom tiém cho nhiéu hon mét bénh nhén, ké ca khi thay kim tiém mdi.

k Tai liéu tham khao

1. AAP - RSV Immunization Administration Frequently Asked Questions: Link

2. Thong tin ké toa Beyfortus

3. Centers for Disease Control and Prevention (CDC). Safe Injection Practices to Prevent Transmission of Infections to
Patients. CDC. 2010.

Né&u mdot tré thudc nhém nguy co cao vé tinh chi dugc tiém liéu 100 mg

nirsevimab trong khi L& ra phai nhan liéu 200 mg, thi ching ta cé can
cho tré quay lai dé tiém thém 100 mg con lai khéng?

Can lién hé ngay véi gia dinh dé dwa tré quay lai tiém bd sung 100 mg
nirsevimab coén thi€u cang sém cang toét."?
Cosé duoc ly:
Chi dinh lidu 200 mg (thuc hién bang cach tiém déng thai 2 bom tiém 100 mg
tai 2 vi tri khac nhau) dugc danh riéng cho tré thuéc nhém nguy ca cao
khi budc vao mua RSV thit hai. O do tudi va can ndng nay, thé tich phan bé
\C\Oaco’ thé tré da tang lén dang ké. Lieu 200 mg la can thiét dé dat va duy tri
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nong do khang thé trung hoa trong huyét thanh & murc hiéu qua trong it nhat
5-6 thang. Viéc vo tinh chi tiém 100 mg sé khién néng do khang thé trong
mau tré sut gidm nhanh xuéng dudi ngudng bao vé, khong di stic chéng lai
tai lwgng virus néu tré phai nhiém.

Nguyén tac tiém bu:

Theo hudng dan cua CDC Hoa Ky vé xur tri sai s6t trong tiém chuang, khi
mot lidu sinh phdm mién dich dugc cap phat thap hon ligu lwong tiéu chuén,
nhan vién y t& khéng dwgc tinh dé la mét liéu hgp Lé va can tién hanh
tiém bu phan liéu con thi€u ngay lap tirc khi phat hién sai s6t. Hoan toan
khéng c6 yéu cau vé khoang thoi gian chd téi thiéu gitra mii tiém sai
va mai tiém bu — néu phat hién sai sét vao ngay hém sau hoéc tuan sau,
tré van c6 thé tiém ngay mii con lai ma khéng gap van dé vé dung nap
hay an toan.
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Nirsevimab cé thé dugc chi dinh cho tré suy giam mién dich khéng?

Nirsevimab c6 thé va nén dugc chi dinh cho tré suy giam mién dich.
Day la nhém daoi tvgng wu tién cao nhat can dugc tiém ngira.

o Tré mac céac hoi chirng suy gidam mién dich bdm sinh, dang héa tri,
ghép t& bao géc tao mau, hodc dang st dung thudc t'c ché mién dich
(corticoid liu cao kéo dai) c6 nguy co tir vong do RSV cao hon rat nhiéu
so V@i tré khoe manh. O nhém nay, nhiém RSV thuong din dén
viém phéi nang, tén thuong da cd quan va thdi gian thai trir virus
kéo dai bat thuong.

o V@& nguyén tic, chéng chi dinh clia vac-xin & tré suy gidam mién dich chi
4p dung cho vac-xin séng giam déc luc do nguy co xay ra bénh do
véc-xin sau khi tiém. Nirsevimab & khang thé don dong cung c4p mién dich
thu déng—tac dung ctia thudc khong phu thudc vao kha nang tao dap ung
mién dich cua tré. Do dé, nirsevimab khéng phai la chdng chi dinh

d6i véi tré suy giam mién dich.

N
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https://www.aap.org/en/patient-care/respiratory-syncytial-virus-rsv-prevention/rsv-frequently-asked-questions/?srsltid=AfmBOorwkJTUbDMFMrNVJ9v5oFrGgIHiIWspo79LNf18r9ucwYx8TAz6

o Thir nghiém Pha 2 MUSIC d& xac nhan nirsevimab dugc dung nap tét &
tré em suy giam mién dich dudi 24 thang tudi. Khéng ghi nhan van dé
an toan nao trong vong 12 thang theo déi sau tiém. Nong do thubc trong
huyét thanh van dat mic c6 thé bao vé khéi nhiém triing hé hap dudi
do RSV.

k Tai liéu tham khao
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Liéu nirsevimab c6 can diéu chinh cho tré so sinh va nhii nhi bj suy gan

hoac suy than khéng?

TGIINI XX dicu chinh lidu nirsevimab & tré suy gan hodc suy than.
Thong tin ké toa cua Beyfortus tai Viét Nam ghi rd: "Khoéng du’ kién c6
anh hudng cua suy thdn hoac gan lén duoc dong hoc nirsevimab."

Co sé khoa hoc:?

o Khéng dugc thai qua than: Nirsevimab la khang thé don dong 1gG1 tai
t8 hgp clhia ngudi, co trong luong phan tir rat lén (khoang 150 kDa). Do
kich thudc phan tir qué Lén, thudc khdng thé dudgc loc qua cau than dé
thai ra nudc tiéu. Do do, tinh trang suy than khdng anh hudng dén sy
dao thai thudc.

o Khéng chuyén héa qua gan: Khac vdi cac thube héa duge phan tlr nhd
théng thudng, nirsevimab khéng dugc chuyén héa tai gan thong qua
hé théng enzyme Cytochrome P450 (CYP). Do do, tinh trang suy gan
khéng anh hudng dén chuyén hoa thudc.

o Con dwong thanh thai chinh: Nirsevimab dugc thanh thai thong qua
qua trinh di hda tai hé théng vong ndi mo (reticuloendothelial system)
va bén trong céc té bao ndi mod trén khap co thé. Tai day, khang thé bi
giang héa thanh cac phan tir peptide nhé va axit amin, sau dé dugc co'thé
tai sir dung dé téng hgp cac protein mdi — qua trinh nay khéng phu thuéc
vao chirc nang gan hay than.
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