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MHRA: Khuy&n cdo mdi nham giam thiéu nguy co
viém tuy cép va di tdt bAm sinh lién quan dén
carbimazol/thiamazol

Carbimazol va chéat chuyén héa hoat ddng ctia né thiamazol (hodc methimazol)
thuéc nhom thube khang giap trang véi tac dung trc ché sw san xuét hormon
tuyén giap. Cac thubc nay dwoc chi dinh dé diéu tri cwdng giap, bao gém chuan
bi cho phau thuat cat tuyén gidp va diéu trj trudc hoac sau liéu phap iod phéng
xa.

Nguy co viém tuy cap

Céc trwdng hop viém tuy cap do carbimazol/thiamazol d& dwoc bao céo sau khi
cac thuéc nay lwu hanh trén thj trwérng. Mac du co ché van chwa rd rang, tuy
nhién viéc ghi nhan dwoc nhirng trwéng hop viém tuy cap tai phat véi thoi gian
kh&i phat s&m hon sau khi tai s dung thiamazol/carbimazol goi y rang phan
ng nay co thé lién quan dén co ché mién dich. Khuyén cao bénh nhan ngirng
thubc ngay lap tic khi xudt hién viém tuy clp sau khi sl dung
carbimazol/thiamazol. Sau d6, can nhac liéu phap thay thé
carbimazol/thiamazol dya trén danh gia can bang loi ich - nguy co trén tirng ca
thé bénh nhan. Khong tai st dung carbimazol/thiamazol & bénh nhan cé tién st
viém tuy cép, do c6 thé tai xuat hién tinh trang viém tuy cap de doa tinh mang
va v&i thoi gian khéi phat triéu chirng soém hon.

Nguy co di tat bAm sinh

Bang chirng tlr cac nghién clru dich t& va bao céo ca trén |am sang cho thay
carbimazol/thiamazol lién quan dén sw gia tadng nguy co di tat bAm sinh & tré,
dac biét 1a & tré c6 me s dung carbimazol/thiamazol liéu cao trong 3 thang dau
cua thai ky. M6t sé dj tat da ghi nhan dwoc bao gdm chirng ngirng phat trién da
bam sinh (thwéng & ving da dau), di tat so mét (nhw teo clra mii sau, ciu tric
khudn mat bat thwong); hay nhirng di tat & dwong tiéu héa nhuw thoat vi rdn, teo
thwe quan bam sinh, di tat 6ng rbn - mac treo rudt (omphalo-mesenteric duct
anomaly), théng lién that.

Khuyén cao bién phap gidm thiéu nguy co

- Phu ni¥ trong d6 tudi sinh san can sr dung bién phap tranh thai hiéu qua trong
subt qua trinh diéu tri v&i carbimazol/thiamazol



- Chi nén s dung carbimazol/thiamazol trong thai ky khi khéng thé thyc hién
cac liéu phap diéu tri dit diém bénh nhw phiu thuat cat tuyén giap hoac iod
phéng xa trwdc khi mang thai hodc trong trwdng hop cwdng giap méi xuét hién
hay tai phat trong thai ky.

- Panh gia can than lgi ich - nguy co trén tirng bénh nhan trwdc khi ké don, str
dung liéu thp nhéat c6 hiéu qua, khéng st dung thubéc ddng théi véi hormon
tuyén giap

- Theo doéi chat ché tinh trang cua me, thai nhi va tré so sinh khi s&r dung
carbimazol/thiamazol trong thai ky

- Cap nhat vé nguy co nay trong thdng tin san phdm cla carbimazol/thiamazol

Nguon: MHRA DHPC Letter for Carbimazole August 2025



https://assets.publishing.service.gov.uk/media/68a6fc97960e2d135b4c8d24/DHPC_Letter_for_Carbimazole_August_2025.pdf

MHRA: Nguy cd mac héi chirng Guillain-Barré khi tiém vac-
xin phong bénh do vi-rdt hgp bao ho hap (RSV) & ngudi cao

Bo6i canh

Vi-rat hop bao hé hap (respiratory syncytial virus - RSV) gay bénh & dwdng ho
hap va phéi. Nhiém RSV thwéng gdp & tré nhd nhwng nghiém trong nhat déi
v&i tré so sinh va ngudi cao tudi. Cu thé, RSV cé thé gay viém tiéu phé quan &
tré so’ sinh dan dén khé thé va can nhap vién diéu tri. Ngoai ra, RSV ciing c6
thé gay viém phdi nang & nguoi cao tudi. Abrysvo (vac-xin RSV cla Pfizer) hién
dang dwoc s dung trong cac chuong trinh tiém ching RSV tai Vwong quéc
Anh cho dbi twong ngudi 1én tudi (ttr 7579 tudi) va phu nir mang thai dé& phong
bénh cho tré so sinh khi chao doi.

Hoi chirng Guillain-Barré 1a mot bénh Iy than kinh nghiém trong. Triéu ching
thwerng khéi phat véi cac biéu hién nhw nglra ran, té hodc cam giac kim cham
& ban tay va ban chan trwéc tién, sau dé xuét hién yéu co va khé ctir déng cac
kh&p. Céc triéu chirng khac cé thé gap bao gdbm: con dau nhéi (dau than kinh)
thuwérng gdp & chan hodac lwng, kho thé, liét co mat, khé nubt hodc khé néi, nhin
doi. Trong mét sb trwérng hop nang, bénh nhan cé thé bj liét ti chi va liét mat.
Khi xu4t hién héi chirng Guillain-Barré, bénh nhan can dwoc diéu tri ngay 1ap
tirc dé& ngan ngtra tinh trang bénh tién trién va cai thién triéu chirng. Dai khi, cac
triéu chirng cua héi chirng Guillain-Barré cé thé kéo dai.

Nguy co hdi chirng Guillain-Barré sau tiém vac-xin RSV

MHRA da ghi nhan dwoc sy gia tang nguy co hdi ching Guillain-Barré sau khi
tiém 2 véc-xin RSV (Abrysvo, Arexvy) & ngudi cao tudi ttr 60 tudi tré I1&n.

Tinh dén ngay 02/06/2025, Co quan Quan ly Dwoc phdm va San phdm Y té
Anh (MHRA) nhan dwoc 21 bao cdo vé cac trwdng hop nghi ngd hdi chirng
Guillain-Barré trén nguwdi cao tudi (75-79 tudi) sau tiém vac-xin Abrysvo. D
liéu nay dwoc ghi nhan trong bdi canh da c6 hon 1,9 triéu liéu Abrysvo dwoc st
dung trong chwong trinh tiém ching RSV cho ngudi cao tudi tinh dén ngay
26/05/2025. Trong cung khoang thoi gian nay, MHRA chwa nhan dwoc bao cao
nao vé bién cb nay sau tiém véc-xin Arexvy. Tuy nhién viéc s& dung vac-xin
Arexvy tai Vwong quéc Anh dén nay con han ché béi vac-xin nay hién chwa
duoec trién khai trong chwong trinh tiém chang.



M6t nghién clru quan sat hau mai tai Hoa Ky trén nhém ngudi tiv 65 tudi trd 1én
waée tinh rang Abrysvo lién quan dén khodng 9 ca mac hdi chirng Guillain-Barré
trén 1 triéu lidu vac-xin dwoc str dung va véi Arexvy ty 1& nay |14 7 ca trén 1 triéu
liéu vac-xin. D liéu so bd chwa céng bd tir mdt nghién clru hau mai cia Co
quan An ninh Y té Vwong qudc Anh (UK Health Security Agency) va Y té céng
cong Scotland (Public Health Scotland) trén nhém ngu®i cao tudi (ttr 75-79 tubi)
waée tinh rang cé khodng 15—25 ca méac héi chirng Guillain-Barré trén 1 triéu liéu
Abrysvo dwoc s dung tai Anh va Scotland. Nguy co mac hdi chirng Guillain-
Barré sau tiém vac-xin Abrysvo & ngudi cao tudi 14 hiém gap. Hién chwa co6 di
liéu nghién ctu hau mai tai Vwong qudc Anh dbi véi vac-xin Arexvy.

Uy ban vé Thubc st dung cho nguei (CHM) da danh gia cac dir liéu mai lién
quan den Abrysvo va két luan rang loi ich ctia vac-xin vurot trdi hon so véi nguy
co mac héi chirng Guillain-Barré & ngw&i cao tuoi.

Nguy co’ héi chirng Guillain-Barré trong thai ky sau tiém Abrysvo

Abrysvo la vac-xin RSV duy nhat dwoc chi dinh st dung trong thai ky. Tinh dén
ngay 02/06/2025, MHRA chwa ghi nhan dwoc bét ky bao cao nao vé hoi chirng
Guillain-Barré & phu nir mang thai sau tiém Abrysvo. D& liéu nay dwgc ghi nhan
trong bdi canh da c6 hon 250.000 liéu Abrysvo dwoc st dung cho phu ni» mang
thai tinh dén ngay 26/05/2025.

Hién chwa c6 bang chirng nao ké ca twr dir liéu tai Vwong qudc Anh hay di liéu
toan cau, cho thy nguy co gia tdng mac hoi chirng Guillain-Barré sau khi tiém
Abrysvo & phu nir mang thai.

Khuyén céo cho nhan vién vy té:

- MHRA d3 ghi nhan dwoc sw gia tdng vé nguy co mac hodi chirng Guillain-Barré
sau khi tiém vac-xin RSV (bao gdm: Abrysvo va Arexvy) & ngudi cao tudi (ttr 60
tudi tré 1&n).

- Theo dbi chat ché cac d4u hiéu va triéu chirng clia hdi chirng Guillain-Barré &
tat ca cac dbi twong da tiém Abrysvo va Arexvy dé cé thé chan doan sém va
chinh xéac, tor do, kip thdi diéu tri va cham soc hd tro day di cho nguwdi bénh,
dong thoi loai trir dwoc cac nguyén nhan gay bénh khac

- Lwu y bénh nhan vé nhirng dau hiéu cta hoi chirng Guillain-Barré, dong thei,
khuyén cao bénh nhan théng bao ngay dén nhan vién y té khi xuat hién cac triéu
chirng nghi ng® lién quan hdi chirng Guillain-Barré sau tiém vac-xin.

- Can thiép y t& s&m c6 thé 1am gidm mirc dd nghiém trong va cai thién két qua
lam sang cua bénh nhan mac hoi chirng Guillain-Barré



- Tich cwc thwe hién bao cao cac trwedng hop nghi ngd phan rng cé hai lién
quan dén Abrysvo va Arexvy
Nguén: https://www.qov.uk/drug-safety-update/abrysvov-pfizer-rsv-

vaccine-and-arexvyv-gsk-rsv-vaccine-be-alert-to-a-small-risk-of-quillain-
barre-syndrome-following-vaccination-in-older-adults



https://www.gov.uk/drug-safety-update/abrysvov-pfizer-rsv-vaccine-and-arexvyv-gsk-rsv-vaccine-be-alert-to-a-small-risk-of-guillain-barre-syndrome-following-vaccination-in-older-adults
https://www.gov.uk/drug-safety-update/abrysvov-pfizer-rsv-vaccine-and-arexvyv-gsk-rsv-vaccine-be-alert-to-a-small-risk-of-guillain-barre-syndrome-following-vaccination-in-older-adults
https://www.gov.uk/drug-safety-update/abrysvov-pfizer-rsv-vaccine-and-arexvyv-gsk-rsv-vaccine-be-alert-to-a-small-risk-of-guillain-barre-syndrome-following-vaccination-in-older-adults

"Never event" - nhirng sai sot khong dugc phép xay ra:
Thong tin tu’ Ban tin Canh giac Dudc lién vung Grand Est
va Bourgogne/ Franche-Comté so 48

“Never event” [ mot khai niém da xuét hién tr ndm 2002 tai Hoa Ky, v&i dinh nghia
la cac sy cd khong bao gid dwoc phép xay ra trong qua trinh chdm séc bénh nhan.
Ban dau, dinh nghia nay bao gém toan bd cac bién cb y khoa bét loi, nhw nham Ian
vi tri phau thuat hay trao nham tré so sinh cho cha me khi xu4t vién. Binh nghia c6 sw
khac nhau gitra ttrng qudc gia, nhwng nhin chung déu tap trung vao tinh cé thé phong
tranh dwoc. Tai Phap, khai niém “never event” dwoc Iéy cam hirng tr muc “Sai sét
lién quan dén thuéc” trong danh sach never event ctia Hé théng y t& quéc gia Anh
(NHS). T ndm 2012, ching dwoc dinh nghia nhw “Nhirng sw ¢b nghiém trong thudng
lién quan dén sai s6t clia con ngudi va’hodc sai sét trong thwe hanh ma khéng bao
gi®& dwoc phép xay ra”. Ban dau, danh séach tai Phap bao gébm 12 sy cb, t&i nam 2024
bd sung 4 sw cd mai.

N&m trung tdm khu vwec vé canh giac dwoc (CRPV) da mé ta va canh bao vé 16 “never
event” t& thue t& 1am sang nhw sau:

1. Str dung déng th&i 2 thuéc chéng déng gay tinh trang xuat huyét nghiém
trong

Vi du: Bénh nhan nam 74 tudi dang st dung thuéc chéng déng rivaroxaban dai han.
Sau khi nhap vién dé phau thuat, bénh nhan khéi tri st dung heparin natri ma khong
nglrng rivaroxaban, sau phau thuat bénh nhan xuét hién tinh trang chay mau nghiém
trong. 4 ngay sau, b&nh nhan dwoc thay thé heparin natri bang enoxaparin liéu dw
phong, trong khi van tiép tuc st dung rivaroxaban. Sai s6t nay cudi cung dwoc phat
hién sau 6 ngay dung déng th&i 2 thudc chéng déng, khi bénh nhan da xuét hién tinh
trang xuat huyét va mat mau nghiém trong. Sai sét nay 1a do nhiéu yéu td: khéng ¢
suw trao dbi day da gitra cac bac si ké don, kién thirc vé nguyén tac va cach thirc khoi
tri chéng déng con han ché, va quan Iy cla khoa dwoc chwa hiéu qua.

2. Sai sét lién quan truyén tinh mach kali clorid

Vi du: Bénh nhan nam 81 tudi dwoc truyén tinh mach ngoai vi trong 5 gid véi 3 g kali
clorid pha loang trong 50 mL thay vi 500 mL. Bénh nhan khéng ghi nhan tinh trang
tang kali mau vi cé tinh trang nén ha kali nghiém trong, nhwng xuét hién viém tinh
mach tai vj tri truyén.

3. Sai sét trong pha ché thuéc tiém truyén nguy co cao



Vi du: Tinh trang qua liéu levothyroxin dwdng tiém trén bénh nhan ni¥ 65 tudi co tién
st cwong giap dan téi kéo dai thoi gian ndm vién sau khi stv dung liéu cao hon 10 Ian
so vo&i liéu dwoc ké. Sai sét nam & viéc chuyén dbéi don vi khi pha ché: ndng do ghi
trén bao bi cla biét dwoc str dung don vi mg/mL, trong khi liéu lwong ké don théng
thwdng va liéu ghi trén cac biét dwoc khac tinh theo don vi ug.

4. Sai sot do tiém ndi tuy thay vi tiém tinh mach

Vi du: Sai sét khi tiém ciprofloxacin ngoéi mang cuwng thay vi ropivacain do bao bi hai
thudc gibng nhau, bé&nh nhan khong xuat hién tac dung khéng mong mudn ngay lap
twe. Tuy nhién, van chwa chic chan vé nguy co gay tac dung khéng mong mudn muén
trén than kinh véi nhom fluoroquinolon.

5. Sai s6t sir dung dwérng tiém thay vi dwérng uéng/dwérng tiéu hoa

Vi du: Bénh nhan dwoc diéu tri véi Diffu-K (kali clorid), do khé nuét nén khéng ubng
duwoc thube. Diéu dwdng quyét dinh hoa tan vién nang vao dung dich NaCl 0,9% dé
tiém cho bénh nhan sau dé. Sai sét dwoc phat hién sau vai gid va khéng dé lai di
chirng trén bénh nhan.

6. Sai sot trong ché do liéu methotrexat dwéng uéng hoic tiém dwéi da

Vi du: Bénh nhan 87 tudi, dang diéu tri b&nh vay nén bang methotrexat (Imenor®) véi
liéu 7,5 mg méi tuan. Bac si diéu tri ké don lai tr don cla bac si da liéu nhwng nham
l&n vé tn suét dung va ké don hang ngay thay vi hang tuan. Sau 14 ngay s dung
methotrexat hang ngay, bénh nhan xuét hién tinh trang gidm 3 dong té bao mau.
Thubc dbi khang folat dwo'c ngwng st dung va tinh trang bénh nhan héi phuc trong 6
ngay.

Trong trwéng hop nay, day la mét sai sét sao chép don thudc, nhdn manh viéc bac si
can doc lai va phan tich k§ don thubc, ké ca khi chi ké lai. Duoc s da khéng phat hién
sai sot khi cap phat. Ngoai ra, trong qua trinh st dung, diéu dwéng cling khéng nhan
thay sai sét - cu thé 1a viéc st dung hang ngay mét loai thubc thuwerng chi ké don hang
tuan. Nhirng loai sai sét nay la do cac hanh vi mang tinh chét tw déng va thiéu tinh
phan tich.

7. Sai sét khi str dung thudc diéu tri ung thw

Vi du: Bénh nhan nam 70 tudi dwoc st dung thém mot tui truyén bortezomib cla
bénh nhan khac ngoai liéu cGia minh. Sai sét dwoc phat hién sau khi bénh nhan vé
nha, c6 nén va tiéu chay trong 72 gi®, va ghi nhan bénh than kinh ngoai bién dd 2 sau
1 tuan.

8. Sai sét khi str dung insulin

Vi du: Sai s6t nham Ian thwong gap gitra buat tiém insulin tdc dung nhanh (nguoi,
aspart, lispro, glulisin), tdc dung cham (glargin, detemir, degludec) hoac tac dung trung



binh (NPH). Sai sét nay gay ha dwong huyét cé thé co triéu chirng, do vay can theo
déi sat sao bénh nhan trong nhiéu gi¢» va nhiéu 1an lién tuc.

9. Sai s6t khi str dung thudc gay mé/héi strc trong phong phau thuat, dic biét:
- Nham Ian gitra ephedrin va epinephrin

Vi du: Bénh nhan nam 73 tudi cé tién sir sbc phan vé khi phau thuat. Ca mé da duwoc
chuan bj mét éng tiém adrenalin dw phong. Trong luc phau thuat, éng tiém nay da
dwoc str dung nham thay vi ephedrin cho con ha huyét 4p. B&nh nhan hau phau xuét
hién con nhip nhanh 130 lan/phat kém gidm oxy mau b&o hoa do triéu chirng Tako-
Tsubo, sau d6 héi phuc tich cwe khi xt tri bang bisoprolol va furosemid.

- Sai s6t trong khi str dung ketamin/esketamin

Vi du: Nhiéu trwng hop qua liéu khi s dung off-label ketamin do nham |an gitra éng
liéu 10 mg/mL va 50 mg/mL.

- Sai s6t khi str dung thudc gian co

Vi du: Nhiéu trwdng hop gdy mé khéng hiéu qua sau khi sir dung lién tiép thiopental
va rocuronium cuing mét day truyén khéng suc rira. Twong ky hoa ly gitra cac hop
chéat da gay két tia trong day truyén.

10. Sai sét trong sr dung binh oxy y té

Vi du: Sai sét thuwéng gap nham Ian gitra binh khi oxy va MEOPA/nito oxit dan t&i ndi
nham binh khi gay gidm oxy mau bao hoa trén b&énh nhan can oxy.

11. Sai sét khi 1ap trinh thiét bi tiém truyén (bom truyén dich, éng tiém dién,...)
Vi du: Sai s6t thwdng gdp va lién quan dén nhiéu loai thubc khéng chi thube gidm dau
opioid hay midazolam ma con gap véi insulin, khang sinh, scopolamin, thudce loi tiéu,
ketamin, heparin, thubc ung thu,...

12. Sai sé6t trong khi str dung cac ché pham don liéu déng géi trong bao bi nhwa
Vi du: Nhiéu thuéc dwoc bao ché dwdi dang 6ng don liéu, nhw: dung dich nwéc mudi
sinh ly, nwéc oxy gia, acid boric/borat, clorhexidin hodc mét sb thuéc nhé mat.

Sw twong déng vé bao bi nay da gay ra nhiéu trwérng hop nhadm Ian dwdng dung,
trong dé tré em la dbi twong chinh. Trwéng hop dién hinh [a nham I1an gitra dung dich
rira mii/mat bang nwéc mudi sinh ly véi dung dich bdi ngoai da nhw clorhexidin hodc
oxy gia.

13. Qua liéu lidocain dwéng tinh mach: nham l1an néng dé va liéu lwong

Vi du: B&nh nhan nam 60 tubi mét y thirc, sau dé xuéat hién con co giat va truy tuan
hoan trong qua trinh phau thuat mét sau khi dwoc tiém lidocain véi liéu cao gap 10
lan liéu dw kién. X tri bang tiém Intralipid® (nhi twong lipid) da giup gidm co giat,
nhwng bénh nhan van hén mé, can dat nodi khi quan va st dung thubc tro mach dé
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héi phuc. Nguyén nhan dwoc cho 1a do nham 18n gitra 2 biét dworc lidocain tiém co tén
va bao bi twong tw nhau nhwng khac néng do.

14. Sai sé6t trong s dung colchicin: khéng tuan tha ché dé liéu va/hoic chéng
chi dinh, dac biét trieé'ng hop twong tac thuéc va suy than hoic suy gan.

Vi du: Ké don colchicin dé& diéu tri con gout cAp cho mét bénh nhan nir 43 tudi suy
than giai doan cudi dan dén triéu chirng budn nén, dau dau, va tang huyét ap.

15. Sai sé6t trong str dung methadon: khéng xét dén chéng chi dinh, twong tac
thuéc va qua liéu.

Vi du: B&nh nhan ni¥ 50 tudi 1& thudc tramadol chuyén sang khé&i tri véi methadon. Do
xuét hién tac dung khéng mong mudn véi methadon, bénh nhan dwoc ddi sang
buprenorphin liéu cao vao ngay hém sau khi ngirng methadon. B&nh nhan xuét hién
triéu chirng cai thuéc nghiém trong khéng dap trng khi diéu chinh liéu morphin. Bénh
nhan can nhap vién héi strc tich cwc dé theo di.

16. Lam dung fluoropyrimidin: sir dung thuéc khi chwa xét nghiém thiéu hut
enzym dihydropyrimidin dehydrogenase (DPD).

Vi du: 10 trwdng hop ngd doc nghiém trong, trong d6 co 1 ca t&r vong, da dwgc bao
cdo lén 5 Trung tdm Canh giac Dwoc Vung trede khi xét nghiém sang loc thiéu enzym
DPD.

Nguén: https://www.rfcrpv.fr/wp-content/uploads/2022/06/BIR-48.pdf
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EMA: Hoan tat viéc danh gia nguy co viém nao lién
quan dén vac xin thay dau

Uy ban Banh gia Nguy co Canh giac Dugc (PRAC) thudc Co quan Quan ly
Dwoc phdm Chau Au (EMA) d3 hoan tat viéc danh gia vé nguy co’ viém nao lién
quan dén cac vac xin thdy dau nhw Varilrix va Varivax. Danh gia nay duwoc khéi
ddng ngay sau khi ghi nhan mét truéng hop viém néo dan dén tlr vong sau tiém
vac xin Varilrix.

Sau khi danh gia toan dién cac bang chirng tir thir nghiém 1am sang, tai liéu y
van va di liéu hau mai, PRAC khuyén cdo cap nhat to thdng tin san phdm cla
Varilrix va Varivax nham mé ta chi tiét vé mic dd nghiém trong ctia nguy co
viém ndo. Thoéng tin san phadm sau cap nhat sé bd sung vé nguy co' viém ndo
nhan sau tiém vac xin thay dau séng gidm doc lwc, bao gdbm ca mét sé trwdng
hop dan dén tl vong trén bénh nhan. PRAC lwu y rdng hai vic xin nay chéng
chi dinh v&i bénh nhan suy gidm mién dich, ngoai ra, chwa yéu cau bd sung
thém bién phap gidm thiéu nguy co nao khéac.

Ngoai dang don thanh phan, vac xin thily dau ciing dwoc lwu hanh & dang phbi
hop dé& phong bénh s&i - quai bj - rubella - thdly dau (MMRV), nhw cac ché pham
Priorix Tetra va Proquad. PRAC ciing khuyén céo théng tin san phadm cla cac
vac xin phdi hop nay ciing can dwoc cap nhat twong tw nhw cac vac xin thay
dau don thanh phan.

PRAC khuyén cao bénh nhan dén co s& y té gan nhat dwoc hé tro kip thoi khi
xuat hién cac dau hiéu nghi ngd nhiém tring hodc viém nao.

Ngudn: https://www.ema.europa.eu/en/news/meeting-highlights-
pharmacovigilance-risk-assessment-committee-prac-7-10-july-2025
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Thong tin thuoe dinh chi lwu hanh

A A ~ A - Sf’) N N 2
STT | Tén thube Ten hoat chat‘, hamA, Co s6 san xuit S0 dfmg cong Neay du‘lh chi Ly do
lwgng, dang bao che ki vin luu hanh

Se“:lt nguyén to (dudi dang o )

Sat fumarat 305 mg) 100 Cong ty C6 phan So: 358 n , N A
I Femancia | mg; Acid Folic 350 meg, | Duoc phim Me | Y.0- /Qb- | 16/07/2025 | hong bdo thuhoi thuoe vi pham

\ A . 27929-17 6 muc do 2
dang bao ché: vién nang Di Sun QLD
cung.
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Thong tin thuoc: Bao cao cac ca
ADR 9 thang tai don vi

Tén thude,
nong do/ham

vién x 3 lan udng)

. R e o Mirc do
Khoa | \gayxay | lugng dang | o0 s ié bidu hign o Ketquasau | o4
STT \ ra phan bao ché cua Cach xur tri phan ung khi xur tri -
phong . £ . ADR . trong cua
ung thuoc nghi phan ung -
ngdr giy phan ung
ADR
« Nam dau bang
. : | * Adrenalin TB 1/3 éng A
Nhi Tong 08/01/2025 lCef‘géixoli; ° | Bé lanh run sau tiém thudc, ‘ _ . E;gfhgg dgi Khong
I | Hop o P non 6i 2 lan » Diphehyramin %; éng TB chl,mg nghiém trong
* Methylprednisolon 40 mg
(22 mg TMC)
' o - Prednisolon Smg (1 vién x N
Nhi Téng 21/01/2025 ]?gic‘la)%tlillrlz © | Bé sau khi tiém thudc sung 2) II;I}?(; r?gh::l((; di Khong
2 Hop tié;n : mat, khong may day - Clopheniramin 4 mg (1/2 chiimg nghiém trong
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Tén thuéc,
nong dg/ham

Ngay xa lwgng, dan T Két qua sau Mire do
Khoa gay xay | WOnS, fANZ | Mg ta chi tiét bidu hién e qua sa nghiém
STT \ ra phan bao ché cua Cach xir tri phan ung khi xir tri .,
phong h £ . ADR . trong cua
ung thuoc nghi phan ung hén tn
ngo gay P 8
ADR
. Methylprednisolon 40 mg (1 .
. Sau khi tiém thude san phu | 15 TMC) Hoi phuc .
3 Khoa Sanh 01/02/2025 C?fazollg Al & | néi man, may day ving ' khong cé di Kh}?I}g
Bot pha tiém mit nhidu Diphenhydramine 10 mg (5 | chang nghiem trong
6ng TMC)
Cefoperazon Methylprednisolon 16 mg (1 | Hoi phuc
+ A \ 5 ’ \ . v A
4 |KnhoaPhy | 110212025 | T Sulbactam ) Notmay day o canhtay va | (i ) Clopheniramin 4 | khong codi | on8
1500mg, Bot | dui n A g , nghiém trong
A mg (1/2 vién x 3 1an uéng) | ching
pha tiém
Cefotaxime Sﬁgi‘;ﬁ%ﬁ%ﬁﬁfﬁ (i'ra Adrenaline 1mg/Iml 1/2 Hoi phyc Khoén
s |NhiémNhi | 28/02/2025 | 1000mg, Bot | Py O POTTER CONGHA )L s khong ¢ di e
A khap nguoi, phu mi mat, ong TB , nghiém trong
pha tiém « . ching
phu moi
Methylprednisolon 40 mg (1 .
Diclofenac \ X x ., lo TMC) Hoi phuc .
¢ |KhoaPhu | 06/03/2025 | 100mg, vién San phu noi man do, sung | = khongcodi | “hong
thudc dan 2 mi mat Diphenhydramine 10 mg (4 | chymg nghiém trong

6ng TMC)
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Tén thuéc,
nong dg/ham

tiém truyén

chan, phtt mi mét 2 bén

(1/2 6ng tiém bap)

Ngay xa lwgng, dan T Két qua sau Mire do
Khoa gay xay | ‘womg, fahs | Mo ta chi tiét bidu hién o qua sa nghiém
STT \ ra phan bao ché cua Cach xir tri phan ung khi xir tri .,
phong h £ . ADR . trong cua
ung thuoc nghi phan ung .
oA phan ung
ngo gay
ADR
2 Cefotaxime .2 A . Hbi phuc .
; K‘t,10a Cap 07/03/2025 | 1000mg, Bot ]Eie ndi may day, non 6i 1 Hydrocortison 100 mg (2/3 khong c6 di Kho.1A1g
Cuu A lan lo TMC) , nghiém trong
pha tiém chiing
Methylprednisolon 16 mg .
Misoprostol, (01 vién udng) Hoi phuc Khén
8 Khoa Sanh 08/03/2025 | 200mg, vién | San phu noi may day, ngura khong c6 di 'Ag
; Clorpheniramin 4mg (1 vién / nghiém trong
nén lorp g ching
uong)
. San phu sau khi tiém thudc . Hoi phuc A
9 | KhoaSanh | 16/03/2025 Cefazolin 18, oty vamé hoi, phar | Victnylprednisolon 40mg (1) o o6 ¢ | Khong
Bot pha tiém . lo TMC) , nghiém trong
mi mat chung
Ciprofloxacin | Bé dang truyén Ngung thudc nghi ngo Hbi phuc
10 NhiTong | »¢/0412025 | 200me/100m | Ciprofloxacin dugc 100ml |\ e 171000 khong codi | onong
Hop 1, dung dich | thi n61 may day & cang chimmg nghiém trong
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Tén thuéc,
nong dg/ham

Ngay xa lwgng, dan T Két qua sau Mire do
Khoa gay xay | ‘womg, fahs | Mo ta chi tiét bidu hién o qua sa nghiém
STT \ ra phan bao ché cua Cach xir tri phan ung khi xir tri .,
phong h £ . ADR . trong cua
ung thuoc nghi phan ung hén tn
ngo gy P 8
ADR
Vitamin K1 Methylpredn;solon 40 mg (1 Hbi phuc
A A AT A > ong x1 TMC : A
|1 | KhoaSanh | 21/04/2025 | 0m&ml | Bénh nhan noimin, may Khongcodi | Fnone
dpng dich day toan than Diphenhydramine chimg nghiém trong
tiem 10mg/1ml (5 6ng tiém bip)
. Thai phu tiém Cefazolin IA\/[ethylprednlsolon 40me (1 Hoi phuc A
Cefazolin 1g, | . x = . 2 ong x1 TMC) n . 1 Khong
12 Khoa Sanh | 05/05/2025 B A ndi man may day & co . . khong c6 di A
Ot pha tiém newe tay. bhil mi mét Diphenhydramine chitm nghiém trong
guc iy, p 10mg/1ml (6 6ng tiém bap) g
Ngung thudc nghi ngd
Khoa So Cefotaxime Iligltﬁlllg:c}ﬁeﬁitfn; X\?filrzlg fxdrenaline /1000 0116 Hoi phye Khon
13 . 14/05/2025 | 1000mg, Bot Ho¢ NS 89, VUNE | ong TB) khong co di ne
Sinh ha tia da noi tiém nd1 may day hi nghiém trong
pha tiem xuét hién nhanh Tho oxy qua canula chung
Chuyén HSTC
Sau khi truyén Cefotaxime
Khoa Cefotaxime khoang 15 phut em ngra, | Adrenaline 1mg/1ml Hoi phuc Khén
14 Nhidm Nhi 16/05/2025 | 1000mg, Bot | n6i may day rai rac toan . khong c6 di n hiérgn tron
pha tiém than, budn nén, nén, sung | 1 ong TB chirg & e

mat

17




Tén thuéc,
nong dg/ham

Ngay xa lwgng, dan T Két qua sau Mire do
Khoa gay xay | WOnS, fANZ | Mg ta chi tiét bidu hién e qua sa nghiém
STT \ ra phan bao ché cua Cach xir tri phan ung khi xir tri .,
phong h £ . ADR . trong cua
ung thuoc nghi phan ung 2
oA phan ung
ngo gay
ADR
Mldant'm‘ . Adrenalin 1mg/1ml 1/2 éng
(Amoxicillin B
+ acid Thai phu sau khi tiém . Hoi phuc n
15 | Khoa Sanh | 20/07/2025 | clavulanic Midantin lanh run, kho tho, lA’\/[ethylprednlsolon 40me (1 khong c6 di Kho.rfg
, ong TMC) , nghiém trong
(1g+200 torc nguc . . chig
R Diphenhydramine 10mg (5
tiém) g
Tenamy.d i Methylprednisolon 40 mg (1 A
. Cefotaxim 2. x 1 £ Hoi1 phuc .
Khoa Gay . No6i man ngtra toan than, ong TMC) . . g Khong
16 | Mé Hai St 23/07/2025 | (Cefotaxime n . . khong c6 di n
€ Ho1 Suc ~. | moisung nhe Diphenhydramine 10mg (1 , nghiém trong
1000mg, Bt éng TB) chung
pha tiém) g
Tenamyd- .
. Cefotaxim | Sau tiém thubc khoang 10 | Micthylprednisolon 40mg a0 .
Nhi Tong ) S .. \ (22mg x 1 TMC) R .. Khong
17 | g 15/08/2025 | (Cefotaxime | phut bé n61 may day o tay, . khong co di A
op N TR Clorpheniramin 4mg (1/2 , nghiém trong
1000mg, Bot | bung, tran, 61 1 lan C N chung
A vién x 3 1an udng)
pha tiém)
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Tén thuéc,
nong dg/ham

Ngay xa lwgng, dan T Két qua sau Mire do
Khoa gay xay | ‘womg, fahs | Mo ta chi tiét bidu hién o qua sa nghiém
STT \ ra phan bao ché cua Cach xir tri phan ung khi xir tri .,
phong h £ . ADR . trong cua
ung thuoc nghi phan ung .
oA phan ung
ngo gay
ADR
(ljgefotamme Methylprednisolon 40 mg Hai phyc
18 Nhi Tong 19/08/2025 | (Cefotaxime Ma¥ day Fal rac sau tiem (1.0 mg x 4 TM.C) khong ¢6 di thr}g
Hop .. | thuoc 5 phut Diphenhydramine 10mg , nghiém trong
1000mg, Bot chung
A (10mg x 4 TB)
pha tiém)
Ciprofloxacin
200mg/100m
1 \
. . , AL . .. | Ngung Ciprofloxacin Hoi1 phuc .
19 | Nhidm Nhi | 11/09/2025 (Ciprofloxaci | B truyén ciprofloxacin bi | e iomin 4me (3 vien | khong co di | rOne
n dé da x 3 lin uéng) chitm nghiém trong
200mg/100m & g
1, dung dich

tiém truyén)
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