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‘Medsafe: Nguy co nhiem ddc
than kinh khi str dung cephalosporin

Céc bao cdo vé nhiém ddc than kinh khi st dung khang sinh cephalosporin bao
gom rGi loan chirc nang ndo bd (encephalopathy), can dong kinh va/hodc dong
kinh rung giat cd da dugc ghi nhan.

Cac yéu t6 nguy cd xuat hién cac phan 'ng nay bao gébm: nhdm bénh nhan cao
tudi, suy gidm chilrc ndng than, cd bénh ly nén vé rdi loan than kinh trung uong
va s’ dung cephalosporin dudng tiém tinh mach.

Can nhéc str dung cephalosporin do tiém an nguy cd gay nhiém doc than kinh &
nhitng nguGi c6 cac yéu té nguy cd trén va cé tinh trang bénh than kinh mdi
khai phat khong ré nguyén nhan.

Nhiém ddc than kinh cé thé xuat hién khi sir dung bat ky cephalosporin
thé hé nao

Cephalosporin 1a khdng sinh beta lactam phd rdng, thudc c6 thé dugc st dung
trong phac do diéu tri dau tay (first-line) va phac do diéu tri thay thé (second-
line) trong nhiéu bénh Iy nhiem khuan.

Cac bao cdo ca va bdo cdo chudi trén thé gidi cho thay, so véi cac khdng sinh
cephalosporin khac, nhiém ddc than kinh chd yéu ghi nhan dugc khi st dung
cefepime. Tuy nhién phan (Ung nay ciing da dudc bao cao dobi véi cac khang sinh
cephalosporin thé hé khac.

Nhiém doc than kinh gy ra bdi cephalosporin cé thé bidu hién béng nhiéu cac
phan 'ng khac nhau

Céc bao cdo vé nhiém doc than kinh do cephalosporin dugc md ta chl yéu vdi
cac tinh trang rdi loan chirc nang lién quan dén bénh ly ndo, can dong kinh va
dong kinh rung giat cc.

Bénh ly ndo (encephalopathy) la thuat nglr rong bao ham tat ca cac bénh ly lam
ri loan chific ndng ndo bg, nhu thay déi trang thai tinh than, bi€u hién thdng
qua mot loat cac triéu chdng tur 14 lan dén suy giam vy thirc.

Céac con ddng kinh lién quan dén dung cephalosporin cé thé biéu hién dudi dang
co giz?rt~ hodc khong co giat véi cd ché cephalosporin lam rdi loan chifc nang cua
chat dan truyén than kinh gamma-aminobutyric acid (GABA).

C4c triéu chitng nhiém doc than kinh dugc bdo cdo xuét hién trong vong vai
ngay tu lic bat dau diéu tri va bién mat sau khi ngirng thudc.



Suy giam chuic nang than la mot yéu té nguy cg, dac biét néu bénh nhan khong
dugc hiéu chinh liéu

Cephalosporin dugc thai trir qua than. O nhitng bénh nhan suy gidm chiic néng
than cd thé gdp tinh trang tich Ity cephalosporin, néu khdng hiéu chinh liéu phu
hap cd thé dan dén nguy co gdp doc tinh.

Cac yéu t6 nguy cd khac d6i véi nhiém doc than kinh khi str dung cephalosporin
nhu: bénh nhdn cao tudi, rdi loan than kinh trung uong va s dung
cephalosporin dudng tiém tinh mach vdi liéu cao.

Nhitng bénh nhan cé tinh trang bénh ly nén ndng c6 thé tang nhay cam vdi cac
phan ('ng nhiém doc than kinh do tang kha nang xam nhap cua cephalosporin
vao than kinh trung uang.

Lai khuyén cho nhan vién y té

Nhan biét v& nhiém ddc than kinh khi st dung cephalosporin cho bénh nhan I3
mot thach thiric I6n bdi bénh nhan dung khang sinh thudng di kém véi nhiéu yéu
td nguy cc tiém an.

Thang 12 ndm 2022, MARC da khuyén cao cac nhan vién y t€ nén can nhac nguy
cd xay ra tinh trang nhiém doc than kinh khi st dung cephalosporin & nhitng
bénh nhan cd cac yéu té nguy cc néu trén va tinh trang bénh ly than kinh mdi
khd@i phat khong rd nguyén nhan. Trong nhifng truGng hgp nhu vay, viéc ngiing
thuSc co thé la phi hap.

Tai liéu tham khao:
https://www.medsafe.govt.nz/profs/PUArticles/Mar
ch2023/Risk-of-neurotoxicity-with-
cephalosporins.html



ANSM: Nguy cor cao méc dj t4tbam sinh
nghiém trong & ré phoi nhiem vdi hydroxychloroquin frong thai ky

Gan day, mot nghién cltu tai Hoa Ky da chi ra réng tré em phoi nhiém vdi
hydroxychloroquin trong thai ky cé nguy co di tat cao hon gap 1,33 lan so vdi tré
khong bi phdi nhiém. Sau khi danh gia cac k&t qua nay, t& tdm tat dic tinh san
phadm va t& hudng dan sir dung cta Plaquenil (hydroxychloroquin) tai Chdu Au
da dudc cap nhat nguy cd trén.

Nghién clu nay so sanh 2.045 trudng hgp cd st dung hydroxychloroquinvdi
19.080 trudng hgp khong st dung hydroxychloroquin trong ba thang dau thai
ky. K&t qua cho thay nguy co di tat & tré em tang Ién khi me dung liéu hang
ngay tur 400mg trd Ién trong thai ky. Day la nhitng di tat nghiém trong, trong do
khdng cd loai dij tat dién hinh. Ngoai ra, mdc du nghién cltu khdng cho thdy nguy
cd d6i v8i muc lidu dudi 400mg, nhung cho dén nay dif liéu van con qua han ché
dé loai trir nguy cc nay.

Tai Phap, Plaquenil la biét dugc duy nhat cod chra hydroxychloroquin. Thudc nay
dudc chi dinh trong diéu tri viém khdép dang thap, bénh lupus ban do ban cap
hodc dang dia, trong diéu tri bd trg hodc phong ngira téi phat bénh lupus toan
than cling nhu phong nglra chirng ban dé & ngudi 16n.

Thong tin danh cho bénh nhan dang diéu tri bang hydroxychloroquin
(Plaquenil)

- Néu ban dang trong dd tudi sinh dé va khéng co k& hoach mang thai, khuyén
cao s dung cac bién phap tranh thai.

- Néu ban dang cd k& hoach mang thai, hdy trao ddi véi bac si dé dua ra
phucong phap diéu tri phu hgp vdi tinh trang bénh.

- Néu ban dang mang thai, hdy trao d6i véi bac si d€ xac dinh xem ¢b can tiép
tuc diéu tri bang hydroxychloroquin hay khong. Khéng nguing st dung thudc khi
chua ¢ chi dan cta nhan vién y té&, vi tinh trang bénh cd thé trd nén ning han
va gay hau qua nghiém trong cho ca me va thai nhi. Néu ti€p tuc diéu tri, can
tang cudng theo doi san khoa doi vai thai nhi. Sau khi sinh, viéc theo doi y t€ cho
tré, dac biét la theo doi thi luc cling sé can thiét do phan Ung cd hai cua
hydroxychloroquin.

Thong tin danh cho ngudi ké don
- PB&i vdi phu nit dang trong do tudi sinh dé



+ Can nhac vé nguy co di tat trong bat ky don thu6c nao cd chlra
hydroxychloroquin. Thong bao cho bénh nhan va nhdc nhd ho vé tam quan
trong cua viéc phong nglra nguy cd nay, trong trudng hgp bénh nhan cé ké
hoach mang thai, bénh nhan can trao dGi v6i nhan vién y t€ d€ cd thé diéu
chinh phuang phap diéu tri kip thdi.

+ Khuyén cdo bénh nhan st dung bién phap tranh thai.
- Trong khi mang thai

+ Tranh ké don hydroxychloroquin trir khi Igi ich cua thu6c d6i véi ngudi me
vuat tréi han hadn nhitng nguyco tiém an déi véi tré em.

+ NéEu ti€p tuc diéu tri, nén dung thudc vdi liéu thap nhat cé hiéu qua va thuc
hién theo doi san khoa mét cach sat sao trong sudt thai ky.

- Sau khi sinh, d(fa tré phci nhiém véi hydroxychloroquin 1au dai trong thai ky
cling can dudc theo doi vé cac phan iing co hai cla hydroxychloroquin, dac biét
la doi v&i nhan khoa.

Tai liéu tham khao:
https://ansm.sante.fr/actualites/les-enfants-
exposes-a-lhydroxychloroquine-pendant-la-
grossesse-de-leur-mere-courent-un-risque-plus-



ANSM: Bign phap han ché xuat hién phan (rng 0 hai
clia thudc nhé mat gian dong tl & tré em

Thudc nhd mét gidn dong t&r dugc sir dung trude khi kiém tra nhan khoa, vdi tac
dung lam gian dong t va thu gidn cac co mat khoi su diéu tiét.

ANSM ti€p tuc ghi nhan bao cao vé cac trudng hgp lam dung cac thudc nay & tré
em, gay ra nhitng hau qua nghiém trong, doi khi dan dén tr vong. Khi nhd mét
sai cach, cac thudc nay cb thé di vao mau va dén hé thdng tiéu hda, tim mach
va/hodc than kinh trung udng, dac biét la & tré nho (tré sa sinh, tré nhii nhi va
tré sinh non).

PE trdnh cac phan (ng cd hai k€ trén va ngén nglra nguy cd qua liéu (vo tinh
hodc 13p di 13p lai), can phai tudn thu thong tin trong t& hudng dan str dung va
tdm tat cdc ddc tinh san phadm, bao gém cac chdng chi dinh, cach dung thudc
nho mat hgp ly va liéu lugng tdi da trong khoang thdi gian khuyén cao gilra cac
lan dung.

Tat ca cac thuéc nhd mat nay déu cd tac dung gian dong ti, nhung chi co hai
loai bao gom atropin va cyclopentolat lam thu gidn co mat khdi su’ diéu tiét.

Cac phan ('ng c6 hai cia cac thudc nay thudng xay ra trong vong 20 dén 30
phut sau khi dung thuGc va cac triéu chirng thudng thoang qua (cai thién trong 4
dén 6 gid nhung cb thé kéo dai dén 12 dén 24 gid).

Sau khi khdm mat, su gidn dong tir cé thé kéo dai trong vai giG va tré cd thé co
cac triéu chirng khong nghiém trong nhu do mat va kho miéng.

Céac phan (rng cd hai nghiém trong hiém g&p hon cd thé xay ra nhu ri loan than
kinh, tim mach va tiéu hdéa. Bénh nhan can dugc cham séc y t€ ngay lap tic néu
Xay ra cac triéu chirng sau:

- SOt cao, dot ngdt (hi€m khi nghiém trong trir trudng hgp qua liéu: trong
trudng hdp nay, tham khao y ki€n bac si cua tré ngay lap tuc);

- Tré c6 tinh trang thay d6i hanh vi: kich ddng, qué kich ddng hodc budn ngl
dot ngdt, va hiém gdp haon la ao giac;

- Tré cd thé cd biéu hién nham Ian, mat tri nhé qua tinh trang réi loan chd vy
hoac gap khod khan trong hoc tap;

- Nhirc dau, chdng mat, réi loan thang bang, va hi€m gdp hon la co giat;

- Nhip tim nhanh hodc huyét ap cao;



- RGi loan tiéu hoa (sung bung, mat van dong cac co rudt (ileus), tac nghén
mot phan hodc toan bd rudt (tdc rudt) & tré sa sinh va tré sinh non).

Cac phan Ung co hai nghiém trong nay xay ra thudng xuyén nhat khi sir dung
lién tuc mot s6 thudc nhé mat gian dong tu.

Thong tin danh cho bac si ké don, bac si chuyén khoa mat va dugc si

PE gidm nguy cd phan (ing bat Igi khi dung thuSc nhé mat gidn déng tir cho tré,
can phai:

- Tuan thu cac chdng chi dinh va quy trinh nho thudc dugc mo ta trong tG tom
tdt cac déc tinh san pham

- Péanh gid céc rdi ro lién quan dén bénh mac kém co thé xay ra: thudc nhé
mat gidn doéng t&r can dudc st dung than trong, do nguy co qua cao & tré em
mac bénh than kinh nhu hdi chitng Down (bt thudng nhiém sic thé), chirng liét
co cling (bai liét) hodc tén thuong ndo;

- Tinh todn thdi gian gidn ddng tr trong trudng hgp cd thé phai nhd liéu k&
ti€p;

- D3c biét chi y dén nguy cd qud liéu trong trudng hdp dbng tir sAm mau
(khé gian han dong tr ro). Néu cyclopentolat khong co tac dung, khuyén cdo
thay thé bang atropin ;

- P& gian dong ti & tré sinh non va tré sa sinh, khuyén cdo st dung tropicamid
han atropin da cé dir liéu an toan.

Neosynephrin 5% va 10% va atropin 1% chdng chi dinh & tré em dudi 12 tudi.

S dung neosynephrin 2,5% cho tré em dudi mét tudi (tré so sinh, tré sinh non)
dugc coi la ngoai I€ va can theo doi huyét ap, nhip tim trong 30 phat sau khi
dung.

Luu y réng chi dinh cla thudc nhé mat gidn dong tir phu thudc vao dd tudi clia
tré. Khong dugc vugt qua liéu téi da va can nhac khoang thdi gian gilta 2 lan
dung thudc nhd mat.

Néu phu huynh hodc ngudi chdm sdc thuc hién nhd mat cho tré, can dam bao
rang ho hiéu cac bién phap phong nglra. Trong trudng hgp con van dé khé hiéu,
can thuc hién nhé thudc cho tré khi c6 mat nhan vién y té.

Tai liéu tham khao:
https://ansm.sante.fr/actualites/comment-limiter-
la-survenue-des-effets-indesirables-des-collyres-
mydriatiques-chez-les-enfants



~ Vien Nhikhoa Hoa Ky:
Béo cao chi tiet ve viéc st dung fluoroquinolon & tré em

Vién han lam Nhi khoa Hoa Ky (AAP) da dua ra mot bao cao lam sang cap nhat
V€ viéc s dung fluoroquinolon & tré em, lam ro dif liéu tUr bao cdo cong boé nam
2011 va néu rd cac chi dinh, phan 'ng cd hai va thong tin ké don thuc té lién
quan dén bac si nhi khoa.

Fluoroquinolon I§ nhém khang sinh dugc sir dung tai chd hodc toan than dé diéu
tri cdc bénh nhiém trung do vi khudn. Céc fluoroquinolon dugc ké don phd bién
nhat d3 dudc Cuc Quan ly Thuc phdm va Dugc phdm Hoa Ky (FDA) phé duyét
bao gom:

- Ciprofloxacin, c6 phd réng trén Gram am;

- Levofloxacin, c6 phd trén Gram ducng, Gram am, mycobacteria va vi khuén
khdng dién hinh;

- Moxifloxacin, c6 phé trén vi khudn Gram duong, Gram, ky khi va
mycobacteria.

M3c du cd phé téc dung rdng, fluoroquinolon thudng khdng dugc ké don cho tré
em.

Fluoroquinolon bi han ché sir dung & tré em do nhiing lo ngai vé sy an
toan. Néu khong cé lua chon thay th€, day van la nhom khang sinh
dudc sir dung trong mét s trudng hop cu thé.

Cac chi dinh cua ciprofloxacin toan than dugc FDA chap thuan s dung cho tré
em bao gdm bénh than qua dudng ho hap, bénh dich hach, nhiém khuan dudng
tiét niéu phdic tap va viém bé than. Levofloxacin dugc FDA chdp thuén cho bénh
than va bénh dich hach & tré em.

Tuy nhién, cac nghién ciru nhi khoa da khong ching minh dudc su gia tang cac
phan 'ng cd hai lau dai trén cd xuong khdp cua fluoroquinolon so vdi cac loai
khang sinh khac. But gan Achilles, mot bién chirng hi€ém gdp lién quan dén viéc
sir dung fluoroquinolon & ngudi I6n mac bénh man tinh, chua dugc bdo cao 4 tré
em.

FDA d3 dua ra canh bao ddc biét (boxed warning) sira d6i déi vai fluoroquinolon
toan than vao thang 7 ndm 2016. Canh bao cap nhat khuyén cdo han ché sir
dung khang sinh fluoroquinolon thudng quy trong mét s6 bénh nhiém trling
khong bién ching, vi du: viém xoang cap tinh, viém phé quan cap tinh (khong



nén didu tri bdng khang sinh ndi chung) hodc nhiém khudn dudng tiét niéu
khong bién ching, do nguy cd phan rng co hai gay tan tat.

Fluoroquinolon cling ¢ lién quan dén su phat trién cda vi khuan khang thudc va
tiéu chay do Clostridium difficile. Lgi ich cua fluoroquinolon va nguy cd tac dung
phu khdng mong mudn tiém tang phai dugc xem xét tai thdi diém ké don.

Cac chi dinh 1am sang cia fluoroquinolon cé thé dugc xem xét & tré em

Fluoroquinolon khéng dudc chi dinh la li€u phap toan than dau tay & tré em. Tuy
nhién, trong trudng hap khdng cé Iua chon thay thé hop Iy do vi khuén da khang
thudc hodc khi thudc khang sinh dudng udng dudc coi la ti uu, fluoroquinolon
cd thé dudc xem xét.

Viéc str dung levofloxacin cé thé dugc xem xét dé diéu tri nhiém trung dudng ho
hap trén va dudi khi tién sir phan (ng di i'hg nghiém trong khién khdng thé s
dung liéu phap tiéu chuidn nhu amoxicillin hodc khi cé lién quan dén vi khuén da
khang thudc.

Khi khdng cd san khang sinh thay th& phu hgp véi su dé khang cua vi khuan
hodc cac lua chon vé cong thiic, cd thé chon ciprofloxacin trong trudng hop
nhiém trung dudng ti€u hoa do Salmonella hodc Shigella.

Viéc st dung fluoroquinolon dé& diéu tri dAu tay cac bénh nhiém triing dudng tiét
niéu cd bién chi’ng hodc viém bé than do vi khudn Gram &m da khéang thudc
dugc chi dinh & tré em trén 1 tudi néu khéng thé sir dung thudc khéng phai
fluoroquinolon dua trén dir liéu vé d6 nhay cam hodc tién sur di Ung.

MGt s6 fluoroquinolon tac dung tai chd dugc phé duyét dé diéu tri viem két mac
do vi khudn va viém tai ngoai. Nhin chung, fluoroquinolon tac dung tai ch6 an
toan va dung nap tét.

Thu'c hanh ké don fluoroquinolon cho tré em

Khi ké dan fluoroquinolon cho tré em hodc thanh thi€u nién, bac si lam sang nén
xem xét cac rui ro va Igi ich cta viéc sir dung nhom khang sinh nay vdi ngudi
cham séc va bénh nhan, lién hé vdi nhan vién y té néu gap phai cac tac dung
phu nghiém trong, bao gdm phéat ban, tiéu chay, khép. hodc dau gan, 10 1an, té
hodc ngla ran t& chi khi dung khang sinh. Fluoroquinolon thudng dugc dung
nap tot va hiéu qua. M3c du cé nhiéu han ch& nhung day van Ia nhém khang
sinh cd vai trd quan trong trong viéc diéu tri nhiém tring & tré em.

Tai liéu tham khao:
https://www.medsafe.govt.nz/safety/Alerts/Topira
mate_use_in_pregnancy.aspeleve-de-malformation-

grave-a-la-naissance
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Théng Tin Thu6c 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
Fada Rocuronium bromide | Laboratorio | VN- 407/QP chrj nS 6udééﬁgu'fz :\%liﬁcié’dédgihi
1 | 50mg, Internacional | 21358- 08/06/2023 | = "IWYE o gidy €ang
Rocuronio : -QLD ky Iuu hanh thuoc tai Viet
Dung dich tiém Argentino S.A | 18 Nam
Ceftazidim ( duéi
dang Ceftazidim . Cd s@ dang ky thudc dé nghi
. Pentahydrat) Laboratorio VN- 407/QD tu nguyén thu hdi gidy ding
2 Sitacef 1000mg Intern§C|onaI 21359- QLD 08/06/2023 ky Iuu hanh thudc tai Vit
Argentino S.A | 18
BOt pha tiém/tiém Nam
truyén
Hyoscin butylbromid | goehringer VN- 407/00 tCL? :6udéé:gtrll(z E%Lilﬁciéfi‘édgahi
4  |Buscopan |20mg/ml Ingelheim 21583- 08/06/2023 | & NIWYE ol giay dang
. -QLD ky Iuu hanh thuoc tai Viet
50 VN Co s@ dang ky thudc dé nghi
Isotretinoin 20mg i A A qidy d%
5 Bacero Young Il 2096- 407/Qb 08/06/2023 tl{ nguy(?n thu hgl glE:\y ﬁang
20mg Vién nang mém Pharm. Co. Ltd 19 -QLD Ky luu hanh thuoc tai Viet

Nam
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" Tén hoat chat, . SO SO Ngay dinh
Ten \ Co sG san o ~ , ,
STT ~ ham lugng, dang A~ dang cong chi luu Ly do
thuoc \ o~ xuat , o \
bao che ki van hanh
. Flunarizin (dudi VN- Co s@ dang ky thudc dé nghi
6 (P:QZIsn:Ie dang Flunarizin Zﬁ::r?w IICO Ltd 21393- ?((Q)Z/DQD 08/06/2023 | tu nguyén thu hoi giay dang
P hydroclorid) 5mg B 18 ky Iuu hanh tai Viét Nam
. VN Ca s dang ky thudc dé nghi
Isotretinoin 10mg ) A A qidv 45
7 Sotrel Young Il 21227- 407/Qb 08/06/2023 tL_f nguye_‘n thu hgl glgy ﬁang
10mg Vién nang mém Pharm. Co. Ltd 18 -QLD Ky luu hanh thuoc tai Viet
Nam
Natri Valproate Unither Liauid VN- 407/0D Cd sd déAng :\" ;EL_'GC_Ndéd'jghi
. 200mg/ml nither Liqui ) tu’ nguyen thu hoi giay dang
8 Depakine B Manufacturig 11313 -QLD 08/06/2023 ky luu hanh thudc tai Viét
Dung dich uong 10 Nam
Ca s dang ky thudc dé nghi
Korus Captopril 25mg Hankook Korus | VN- A o s
9 | Captopril Pharm. Co., | 22396- | T97/QP | 5g/06/2023 | Y N9UyEN thu hoi gidy dang
Vién nén -QLD Ky luu hanh thuoc tai Viet
Tab Ltd. 19
Nam
. VN Ca s dang ky thudc dé nghi
imoxiti Diacerein 50mg A A oi gidy d3
10 Dimoxiti PMG Pharm 2959- 407/Qb 08/06/2023 tl,!’ nguye_‘n thu hel glgy Qang
Nam
11 Fortum 2g Ceftazidim (dudi GlaxoSmithKlin | VN- 407/Qb 08/06/2023 | CO s dang ky thubc dé nghi
dang ceftazindim e 21417- | QLD tu’ nguyén thu hoi gidy dang
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" 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
pentahydrat) 2g Manufacturing | 18 ky Iuu hanh thudc tai Viét
BOt pha tiém hay >-p-A. Nam
truyén
Acid GadI;)teiric VN Cd sd dang ky thudc dé nghi
0,5mmol/m ] 407/QD tw nguyén thu hoi gidy déng
12 Dotarem (27,9329/100ml) Guerbet 13929- QLD 08/06/2023 ky Iuu hanh thuc tai Viét
Dung dich tiém Nam
OxyContin | Sharp | 407/Qb tu’ nguyén thu hoi giay dang
13 10mg Vien nen giai phong | corporation 21914 -QLD 08/06/2023 ky luu hanh thudc tai Viét
kéo dai 19 N
am
OxyContin | Sharp _1407/Qb tu nguyén thu hoi gidy dang
14 20mg Vien nen giai phong | corporation 21915 -QLD 08/06/2023 ky Iuu hanh thudc tai Viét
kéo dai 19 N
am
Vinorelbin (dudi L
dang Vinorelbin Eb Ph VN- Cd sa dang ky thuoc de nghi
15 : : : ewe Pharma A " ey
el | artrat 10ma/m | Gesmb | 20829 | 4077 | ogjoeya023 |1 nOUYEn i 1 9y Gang
Dung dich dam déc | Nfg.KG 17 S

pha dung dich tiém

Nam
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" 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
Midazolm Midazola:jm (?Uéi VN Cd sd dang ky thudc dé nghi
dang Midazolam Ever Pharma ) 407/Qb tu nguyén thu hoi gidy dang
16 g;”gd/‘izm | HD) Smg/m Jena GmbH §§942' qup | 08/06/2023 10\ i hanh thudc tai Viet
Dung dich tiém Nam
Acid folinic (dudi
Calciumfo dang Haupt Pharma | VN- 407/QD fg;dudaé:gtrll(z ;%?O?éqedg?‘h!
17 | nat calci folinat) 10mg | Wolfratshausn | 23089- 08/06/2023 | % NIUYE ol glay cang
" " -QLD ky Iuu hanh thuoc tai Viet
Ebewe A GmbH 22
Dung dich tiem Nam
truyén
Acid folinic (duGi
Calciumfoi dang Haupt Pharma | VN- 407/QD ff:dudaé:gt:z E%Lilociéfiedggnh!
18 | nat calci folinat) 10 mg | Wolfratshausn | 23090- 08/06/2023 | 4 NIWYe ! glay cang
" " -QLD ky luu hanh thudc tai Viet
Ebewe A GmbH 22
Dung dich tiem Nam
truyén
Amoxicillin (dudi Cd s@ dang ky thudc dé nghi
Curam dang Amoxicllin Lek VN- A A1 qidv d3ng
. : . _1407/Qb tu nguyen thu hoi giay dang
19 | Quicktabs | trihydrat) 875mg; ’ Pharmaceutica | 18637 QLD 08/06/2023 ky Iuu hanh thudc tai Viat
1000mg Acid clavulanic (dugi | S d-d 15

dang Kali

Nam
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" 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
clavulanate) 125mg
Amoxicillin (dudi
dang Amoxicllin Co sG dang ky thudc dé nghi
Curam : . Lek VN- n we i au
20 | Quicktabs | iydrat) S00mg; o ceutica | 18637- | 197/QP | 0gj06/2023 | T M9uveN thu hoi gidy dang
Acid clavulanic (duGi -QLD ky Iuu hanh thuoc tai Viéet
625mg . s d.d 15
dang Kali Nam
clavulanate) 125mg
Levetiracetam Lek VN- Ca sg déAng ky tEL_'CA”C_Ndé nghi
21 | Kineptia | 1000mg Pharmaceutica | 20832 | *07/QP | gg/06/2023 | ¥ N9UYEN thu hoi gidy dang
1g o -QLD ky luu hanh thuoc tai Viet
Vién nén bao phim | s d.d 17 Nam
Kineptia 250mg . | 407/Qb tu’ nguyén thu hoi giay dang
22| 250mg zt‘ja;mace”t'ca §3833 Qup | 98/06/2023 1o 114 hanh thusc tai Viét

Vién nén bao phim

Nam
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Tén Tén hoat chat, CG s6 San SO SO Ngay dinh
STT thuéic ham lugng, dang xuat dang | cong chi luu Ly do
bao ché ki van hanh
o Levetiracetam Lek VN- Cd s ddng ky thudc de nghi
23 | Kineptia | 750mg Pharmaceutica | 20835- | 1°7/QP | og/06/2023 | T N9UYEN thu hoi gidy dang
750mg o -QLD ky Iuu hanh thuoc tai Viéet
Vién nén bao phim | S d.d 17 Nam
Rosuvastatin (dui o
- dang Rosuvastatin | | ek VN- Ca s dang :V E‘AL_'OC_Nde nghi
24 g's on | calcium 20,791mg) | pharmaceutica | 20193- | 07/ | og/06/2023 | T N9UYEN thu hoi giay dang
Omg 20mg s d.d 16 -QLD ky Iuu hanh thuoc tai Viet
Nam
Vién nén bao phim
Amoxicillin (dudi VN Cd s6 déng ky thudc dé nghi
Amoxicilln | dang amoxicillin 407/QP ty nguyén thu hdi gidy dang
2> |2somg |trihydrat) 250mg | Sandoz GmOH | 22180 | o 57| 08062023 g iy hanh thudi tai vigt
Vién nén phan tan Nam
Ceftriaxone (dui VN Cd sd dang ky thudc dé nghi
Ceftriaxon | dang ceftriaxone " ] 407/Qb tu’ nguyén thu hoi gidy dang
26 Stragen 2g sodium 29) Mitim S.R.L. ?720_ -QLD 08/06/2023 ky luu hanh thudc tai Viét

BGt pha tiém

Nam
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Théng tin thudc: Bao céo
cac ca ADR 6 thang dau nam tai don vi

Tén thuoc,

tiém

mat, moi tai

¢ Diphenhydramine 1/2 6ng TB

nong
A do/ham A ez s \ an n
Ngay xay - Mo ta chi ~n ) . Mu'c do nghiem
STT Kh‘oa ra phan Iu:gng, 9@'}9 tiét biéu Cach xur tri phan (rng Ket qua s’au’khl xu trong cua phan
phong , bao che cua . n tri phan irng ,
ung ~ . | hién ADR u'ng
thuoc nghi
nggo gay
ADR
e Cefotaxim Bé nbi may " N
1 Nhi Tong 03/01/2023 | 1g, bot pha day toan Ngung thudc nghi ngd Hol phuc khong co di Khong nghiém trong
Hop A A ching
tiem than
» Ngung st dung thudc nghi
Khoa Gay Cefotaxim Bé ni may Tglgjiphenhydramine 10 mg (1A
2 | Mé& Hai 12/01/2023 | 1g, bét pha dﬁg ';:‘:t | T™™O) ?ﬁ&ﬁhuc khong codi | ,ang nghiém trong
Surc tiém pPhd e Methyl prednisolon 40mg (1A E
mOoi
TMC)
¢ Adrenaline 1mg/ml (1/3A TB)
. Bé nbi may . x
- Cefotaxim 5 * Ngung dung thuoc o AL
Nhi Tong n day toan . . ~ Hoi phuc khong cd di A n
3 Hop 13/01/2023 | 1g, bot pha than, phi Adrenaline TB 1/3 ong chimg Khong nghiém trong
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Tén thuoc,

nong
N do/ham A ez s . an n
Ngay xay - Mo ta chi o . c Mirc do nghiém
STT Kh‘oa ra phan Iu:gng, gar)g tiét bi€u Cach xur tri phan (rng Ket qua s:au,khl xu trong cua phan
phong . bao ché cua ‘n tri phan rng ,
rng ~ . | hien ADR urng
thuoc nghi
ngo gay
ADR
Cefotaxim Bé nbi may |  Methyl prednisolon 40mg
Nhi Téng N day toan 11 mg x 31 (TMC) H6i phuc khéng co di A A
4 Hap 16/01/2023 1.9’ bot pha than, phu ¢ Clopheniramin 4mg chirng Khong nghiem trong
tiem v i o
mat 1/2 vién x 3 lan uong
Sau khi
tiém thudc
o Cefotaxim 15 phat, bé | e Methyl prednisolon 40mg " n L g
5 Nhi Tong 16/01/2023 | 1g, b6t pha néi may 18 mg x 3I (TMC) HO! phuc khong co di Khong nghiém trong
Hgp A X : : chung
tiem day, man e Diphenhydramine 10mg/ml
dé ¢ mat,
ngUa
Khoa Hau Ampicilin + | San phu ndi
X sulbactam, man do & » Ngung dung thu6c nghi ngd HGi phuc khong co di n n
6 Pt\au Hau | 28/01/2023 1g + 0,5g, hai canh « Diphenhydramine 10mg chirng Khong nghiem trong
San A A -
bot pha tiém | tay, dui
sau khi « Methylprednislon 40 mg (8,5
Ciprofloxacin | tiém truyén mg x 4y'IPMC) 9%
7 Krloa Nhi 03/02/2023 200mg/ 1_00m C'prf.)ﬂO)\(aC' e Chlorpheniramine 4mg (1/4 HO! phuc khong co di Khong nghiém trong
Tong Hop |, dung dich n noi may vién x 3 [an) ching
tiém truyén | day 6 mat, ; .
nglfa ¢ Ngung Ciprofloxacin
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Tén thuoc,

nong
\ do/ham A ez b f an n
Ngay xay - Mo ta chi o . c Mirc do nghiém
STT Kh‘oa ra phan Iu:gng, gar)g tiét bi€u Cach xur tri phan (rng Ket qua s:au,khl xu trong cua phan
phong . bao ché cua ‘n tri phan rng ,
rng ~ . | hien ADR urng
thuoc nghi
ngo gay
ADR
Sau khi
Cefotaxim tiém e Hydrocortison 55mg
8 thxa .| 13/02/2023 | 1g, bot pha C?fo.taX'm e Chlorpheniramine 2mg HO! phuc khong co di Khong nghiém trong
Nhiém Nhi 2 bé bi phu . chung
tiém AN ¢ Ngung Cefotaxim
nhe G vung
mat
Cefotaxim Sau tiém ¢ Chlorpheniramine 4mg (1v x 2 “. n e
9 Er\?éam Nhi 26/02/2023 | 1g, bot pha | thudc bé lan) cHr? L[n?ht.lc khong co di Khong nghiém trong
tiém nGi man dé | e Ibuprofen 400 mg 2/3v E
Bénh nhan
té quanh
Misoprostol mé?rr‘gé i |, Prednisolon 5mg Hai phuc khéna <6 di
10 Khoa Phu | 01/03/2023 | 200mg, vién y e Chlorpheniramine 4mg 1 Pt 9 Khong nghiém trong
. day ngua . ching
nen L .. | ®* Ngung Misoprostol 200 mg
hai long ban
tay, HA
tang
Misoprostol \ .
200mg, vién Long Al.:)anx ¢ Prednisolon 5mg HGi phuc khong co di n n
11 Khoa Phu | 02/03/2023 . ! tay noi man L L Khong nghiém trong
nen do. t8 IUBi ¢ Chlorpheniramine 4mg ching

19




Tén thuoc,

nong
A do/ham A ez s Y an ‘n
Ngay xay - Mo ta chi o . c Mirc do nghiém
STT Kh‘oa ra phan Iu:gng, gar)g tiét bi€u Cach xur tri phan (rng Ket qua s:au,khl xu trong cua phan
phong . bao ché cua ‘n tri phan rng ,
rng ~ . | hien ADR urng
thuoc nghi
ngo gay
ADR
Sau tiém
Cefotaxim
. Cefotaxim bé nGi man | e Adrenaline 1/1000 1/3 &ng ”. n L
12 Ktloa Nhi 23/03/2023 | 1g, bot pha dé g bung | tiém bap Hol phuc khong co di Khong nghiém trong
Tong Hop 2 N . chang
tiém phu mat, e ThG oxy qua mask
ng(a, khd
the
13 Phau-Hau | 26/03/2023 | 100mg, vién . “ N n | Pt 9 Khdng nghiém trong
) . vung mat, e Chlorpheniramine 4mg (1 vién | chung
San nen < N
sung mat X 2 lan udng)
n . Bénh nhan | ¢ Methylprednislon 40 mg (1 lo
Khoa Hau Diclofenac . ) " n e
XA A ngua hai TMC) HOi phuc khong co di n n
14 gt\au Hau | 28/03/2023 1QOmg, vien long ban « Diphenhydramine 5mg (1 8ng | chiing Khong nghiém trong
an nén
tay TB)
Ciprofloxacin B& néi may e Hydrocortison 0,1g (42 mg x 3
Khoa 200mg/100m e TMC) HGi phuc khong co di n n
15 Nhiém Nhi 17/04/2023 l,dung dich Sixgrar:r:]c, e Chlorpheniramine 4mg (1/2 chirng Khong nghiem trong

tiém truyén

vién x 3I)
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Tén thuoc,

nong
\ do/ham A ez s f an n
Ngay xay - Mo ta chi o . c Mirc do nghiém
STT Kh‘oa ra phan Iu:gng, gar)g tiét bi€u Cach xur tri phan (rng Ket qua s:au,khl xu trong cua phan
phong . bao ché cua ‘n tri phan rng ,
rng ~ . | hien ADR urng
thuoc nghi
ngd gay
ADR
Cefotaxim Sau khi e Methylprednisolon 40 mg (15
Khoa Nhi A tiém thudc, | mg x 2 TMC) HGi phuc khong co di n a
16 Téng Hop 21/04/2023 tllg;n botpha | < ngi man | e Chlorpheniramine 4mg(1/2 chiltng Khong nghiem trong
ngUa vién x 2 [an udng)
Ciprofloxacin Bé ndi ma&n
Khoa Nhi 200mg/100m | = . . o S HGi phuc khong cd di n n
17 T6ng Hap 01/05/2023 |, dung dich ﬁ})nd mat, Ngung thudc nghi ngo chimg Khong nghiém trong
tiém truyén 9
Diclofenac San phu nGi _-rI\I:I/I((:ethyIprednisoIon 40mg1llo o B Khén <6 di
18 Khoa Sanh | 10/05/2023 | 100mg, vién | man do rai . . o | Pt 9 Khdng nghiém trong
, . e Diphenhydramine 10 mg 5 ong | chung
nén rac
TB
. Bé nbi may : n
. Cefotaxim 2 g e Adrenaline 1Img/ml (1 6ng TB) | . n e
19 Ktloa Nhi 17/05/2023 | 1g, bot pha daY rairac, |, Methylprednislon 40 mg Hol phuc khong co di Khong nghiém trong
Tong Hgp tia phu né mi o ching
iem ma&t 2 bén e Chlorpheniramine 4 mg
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Tén thuoc,

nong
o do/ham Aas - . n n
Ngay xay - Mo ta chi o . c Mirc do nghiém
STT Kh‘oa ra phan Iu:gng, gar)g tiét bi€u Cach xur tri phan (rng Ket qua s:au,khl xu trong cua phan
phong . bao ché cua ‘n tri phan rng ,
rng ~ . | hien ADR urng
thuoc nghi
ngo gay
ADR
Sau tiém
Cefotaxim thudc bé e Prednisolon 5mg
Khoa . néi may day | 1 vién x 3 [an H6i phuc khéng ¢ di n i
20 Ngoai Nhi 03/06/2023 1.9’ bot pha quanh mat, | e Chlorpheniramine 4mg chiring Khong nghieém trong
tiem s - ~
hai that 1/3 vién x 3 lan
lung
A . ¢ Diphenhydramine 10 mg (1/2
Khoa Gay Cefotaxim (e X . . n e
A ras A Bé& n0i man | ong TB) HOi phuc khong co di n A
21 M,e Hol 08/06/2023 1.9’ bot pha toan than  Methylprednislon 40 mg (1/2 | ching Khong nghieém trong
Suc tiem
lo TMC)
San phu n6i
22 Khoa Sanh | 09/06/2023 1QOmg, vien bL_l-ng nhi‘éu, « Diphenhydramine 10 mg 5 &ng | chiing . Khong nghiém trong
nén . :
phu 2 mi TB
mat
San phu ndi
may day, e Methylprednisolon 40 mg 1 lo
Diclofenac ngt;,rc ngtraﬂ’ TMC . . “. n . N
23 Khoa Sanh | 19/06/2023 | 100mg, vién kbo thg, vat | e Diphenhydramine 10 mg 5 6ng Ho! phuc khong co di Nh‘qp _\/len/!feo q?l
nén va, tut B chung thdi gian nam vién
huyét ap e Adrenaline 1mg/ml (1/3 6ng
100/60 TB)
mmHg

22




Tén thuoc,

nong
\ do/ham Az ps f an n
Ngay xay - Mo ta chi o . c Mirc do nghiém
STT Kh‘oa ra phan Iu:gng, gar)g tiét bi€u Cach xur tri phan (rng Ket qua s:au,khl xu trong cua phan
phong . bao ché cua ‘n tri phan rng ,
rng ~ . | hien ADR urng
thuoc nghi
ngd gay
ADR
Ceftriaxon Sau khi ¢ Methylprednisolon 40 mg
Khoa Nhi A tiém thudc, | (16mg x 2 TMC) HGi phuc khong co di n a
24 Téng Hop 24/06/2023 tllg;n botpha | s g may | e Chlorpheniramine 4mg (1/2 chiltng Khong nghiem trong
day rai rac | vién x 2 lan u6ng)
Bé ndi may
. day rai rac | e Methylprednisolon 40 mg (1 lo
. Ceftriaxon A i
Khoa Nhi n tay chan x 2 TMC) - n a
25 T6ng Hop 26/06/2023 1_9, bot pha kém nén 6i | » Diphenhydramine 10 mg 1 &ng bang hoi phuc Khong nghiém trong
tiem "
1 lan sau TMC
tiém thudc
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