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1. PHAN 'NG CO HAI cUA THUBC (ADR)

Tir ddu thang 12/2022 dén hét thang 05/2023, ghi nhan 04 bao cdo ADR bao gdm 2 bao cdo khong
nghiém trong, 2 bo co nghiém trong gay nhap vién/ kéo dai thdi gian nam vién tir khoa Chan doan hinh
anh, khoa Gay mé hdi strc. Nhin chung, s6 lugng bao cdo ADR gui vé van con it, khuyén khich cac khoa
phong tiép tuc ting cudng giam sat, theo ddi va bao céo kip thoi cho khoa Duoc.

Bing 1. Tém tiit cdc bdo cdo phdn tng c6 hai ciia thuéc tai Bénh vién Miit

Ca 1 — Khoa Chén do4n hinh inh

-Tén: T. V. T.
Thong tin Bénh nhan - Gi¢i tinh: Nam
- Tién su: khong

- Tudi: 64 tudi
- Can nang: khong rod
- Ngay xay ra phan trng: 07/12/2022

Chan doan va diéu tri

Chup mach huynh quang dé chan do4n bénh mit

ngo’ ADR - Mobi lién quan

Thong tin veé thuéc nghi |- Dung dich tiém Fluorescein Sodium Monico 20% (1g/5ml); NSX: Céng ty
Monico S.p.A (Y) So 16: 21EA345.
giira thudc va ADR - Méi lién hé giira thuéc va ADR: C6 kha ning (Thang WHO).

Bénh canh 1Am sang

- Luc 15h20, tiém tinh mach Fluorescein 20% chup huynh quang, 3 phut sau BN
buon ndn, ndn Oi. Nhung BN n6i khoe roi chup tiep dén phut thir 7, BN ra ngoai
ngdi nghi ngoi, ddu hidu mét va va mo hoi.

- Lic 15h55, do HA 201/106 mmHg, mach 104 lan/phut — Chuyén khoa noi.

Thudc sir dung dong thoi

Vién nén Captopril 25mg; Cong ty Stellapharm.

Cach xir tri ADR - két qua
sau khi xi tri

Cich xir tri: Chuyén kham noi theo ddi tiép tuc.
Két qua sau xir tri: Dang hoi phuc.

Mirc d0 nghiém trong cua

phén img Khong nghiém trong
Ca 2 — Khoa Giy mé hoi strc
-Tén:N.T. T. - Tudi: 72 tudi
a G, TR A - Gi6i tinh: Nam - Can nang: khong rod
LRI (b [EA i iy _ Tién sir; Di (g khong 16 - Ngay xdy ra phan tng: 16/12/2022

loai thuoc

Chan doan va dieu tri

Phau thuat mo phaco mat

Thong tin vé thuéc nghi
ngo’ ADR - Moi lién quan

- Dung dich nh¢ té Alcaine 0,5% (Proparacain HCI); NSX: s.a Alcon Couvreur
NV (Belglum Bi); So 16: VAO26A.

giira thudc va ADR - Méi lién hé giira thudc va ADR: C6 kha ning (Thang WHO).
- Dau bung, n6i me day, vat va, kho thé.
Bénh canh 1Am sang - Mach, huyét ap tut.

— Chén doan: Soc phan vé do I11.

Thudc sir dung dong thoi

Khoéng

Cach xir tri ADR - két qua
sau Kkhi xi tri

Cich xir tri: Theo phic do phan vé do I11.
Két qua sau xw tri: Sau xu tri ban dau, BN duoc chuyén vién va dang hoi phuc.

Mirc d0 nghiém trong cua
phan ung

Nhap vién/ kéo dai thoi gian nam vién

Ca 3 — Khoa Giy mé hoi strc

- Tén: N. N. Q.
Thong tin Bénh nhian - Gi6i tinh: Nam
- Tién sir: Tang huyét 4p

- Tudi: 67 tudi
- Can nang: 70 kg
- Ngay xay ra phan trng: 29/03/2023

Chan doan va diéu tri

Gay té canh cau trudc phau thuat

ADR - Moi lién quan giira

Théng tin vé thudc nghi ngo |- Dung dich tiém Lidocain-BFS 2% (200mg/10ml); NSX: Céng ty CPDP CPC1 Ha

Noi; S6 16: 010922.

thuoc va ADR - Mbi lién hé giita thuc va ADR: Khong chic chin (Thang WHO).
- BN co giat toan than trong 30 dén 40 giay.
Bénh canh 1am sang - Tri giac: bat tinh.

- Mach: 120 lan/phit, huyét ap: 170/120 mmHg, SpO2: 96%.

Thudc sir dung dong thoi

Khong

BAN TIN DUGC LAM SANG (SO 01-2023) _




Cach xir tri:
_ Thé oxy 5 lan/phut
Cich xir tri ADR - két qui |- Midazolam 1A (tiém bép)
sau khi xir tri - NaCl 0,9% 500ml (TMC)
- Smoﬂipid 20%

Két qua sau xir tri: Hoi phuc khong di ching.

Mirc do nghiém trong cia
phén ting
Ca 4 — Khoa Gay mé hdi sirc

Nhap vién/ kéo dai thoi gian nam vién

- Tén: H. P. M. - Tuoi: 59 tuoi
Thong tin Bénh nhan - Gi6i tinh: Nt - Can nang: 56 kg

- Tién su: khong - Ngay xay ra phan tg: 10/04/2023
Chén doan va diéu tri Gay té canh cau trudc phau thuat

Théng tin yé thubc nghi ngd I]?}gilgs((i)i(lz(l)l t(i)elrlnogédocain—BFS 2% (200mg/10ml); NSX: Cong ty CPDP CPC1 Ha

ADR - Moi lién quan giira

thude va ADR - Moi lién hé giita thudc va ADR: Khong chic chin (khong ghi nhan thang danh

gid).
Sau khi chich 6ml Lidocain hydroclorid 2% canh cau, BN than mét, kho thd, tirc
nguc, run toan than.

Thudbc sir dung dong thoi Khong

Cach xir tri ADR - két qua| Cach xir tri: Theo phac d6 ngd doc thudc té.

sau khi xir tri K&t qua sau xir tri: Hoi phuc khong di ching.

Mirc do nghiém trong cia
phén timg

Bénh cinh l1am sang

Khong nghiém trong

Luu y mdt s6 thude c¢6 nguy co cao xay ra ADR nhy: Lidocain, Bupivacain, Midazolam, Fluores-
cein, Ceftriaxon, Cefotaxim, Cefuroxim, Ceftazidim,.. . dé khoa phong chu dong phat hién, theo doi va
thuc hién bao céo day du.

2. THONG TIN THUfiC

2.1. Tong két hoat dong thong tin thude

Tur thang 12/2022 dén thang 5/2023, Khoa Dugc da thyc hién hoat dong thong tin thudc - canh giac
duoc nhu sau:

— Phat hanh Ban tin Dugc 1am sang 56 02-2022.

— Tu thang 10/2022, cac tu thude truc tai khoa 1am sang da duoc trang bi nhiét - am ké va khoa Dugc
thuc hién thong ke dir liu nhlet do - do am, ph01 hop cung céac khoa giam sat dé bao quan thudc hi€u qua.

— Khoa Duogc tiép tuc phéi hop véi phong KHTH thyc hién ké hoach giam sat chuyén dé viéc tuan
thu phac do, giam sat ké don an toan, hop 1y, hiéu qua cia HDT&DT:

+ Xac dinh va phan tich cac van dé lién quan dén str dung thudc trong qua trinh ké don tai khu
kham va diéu tri trong ngay.

+ Giam sat ké don an toan, hop ly, hiéu qua tai bénh vién.

+ Thuyc hién binh don thuoc phan hoi kip thoi cc sai sot dén béc s truc t1ep ké don.

— Han ché tinh trang ké don thube khong phu hop voi tinh trang bénh 1y cua nguol bénh; nguoi
ké don khong tudn thi danh muc, khong tuan thu phac do, hudng dan diéu tri, khong chu y dén su tuong
tac cua thude trong don.

— Bai viét dang trén website bénh vién: 7 bai.

+ Thang 12/2022: Diém tin canh gidc dugc cua Medsafe “Bénh ly ve rnat lién quan dén prosta-
glandin”; Diém tin cdnh gidc dugc cua Medsafe “Khuyén cdo khong str dung thudc chéng xung huyét mat
trong diéu tri d6 mat va/hodc viém mét nhe cho tré dudi 12 tudi”.

+ Thang 1/2023: Thong bao v/v trién khai thong tu s6 20/2022/TT-BYT ngay 31/12/2022 cua
BOY té.

+ Thang 2/2023: Ban tin Dugc 1am sang sO 02-2022.

+ Thang 3/2023: Thong bao moi thau mua sam thudc nim 2022-2023.

+ Théang 4/2023: Sinh hoat chuyén mon v6i diéu dudng chii dé “Luu ¥ sir dung thude ha nhén ap
trong diéu tri bénh Glaucoma”.

+ Thang 5/2023: Trién khai thong tu s6 06/2023/TT-BYT ngay 12/03/2023 vé sira doi, bo sung




mot s6 diéu cta thong tu 15/2019/TT-BYT.
— Sinh hoat chuyén mén: 9 budi (8 bai).
— Nhan vién khoa va nha thudc: 7 bai
+ Ngay 09/01/2023, chii dé “Cap nhat thong tin dau thau thudc”.
+ Ngay 20/02/2023, chii d@& “Théng tu 20/TT-BYT va mot s6 van dé luu y7.
_|_
+

Ngay 07/03/2023, chu dé “Quy trinh thyc hién diu thau mua sam thudc”.

Ngay 17/04/2023, cha dé “Cap nhat Quy trinh théng tin thudc; Quy trinh giam sat str dung thude”.
+ Ngay 24/04/2023, chii dé “Céap nhat Quy trinh hudng din va gidm sat su cb trong st dung
thudc; Quy trinh giam sat ADR”.
+ Ngay 08/05/2023, chu dé& “Cap nhat Quy trinh huéng dan va giam sat str dung cac thudc co

nguy co cao xuat hién ADR; Quy trinh ké don, duyét, cip phat khang sinh wu tién quan 1y”.
+ Ngay 10/05/2023, chu dé “Stra ddi, bo sung mot s6 diéu cua thong tu s6 15/2019/TT-BYT ngay
11/07/2019 quy dinh viéc dau thau thudc tai cac co so'y té cong lap”.
+ Nhan vién y té khac: 1 bai
+ Ngay 05/04/2023 va 07/04/2023, sinh hoat chuyén mén véi diéu dudng, ky thuat vién cha dé
“Luu y str dung thudc ha nhén 4p trong diéu tri bénh Glaucoma”.

2.2. Théng tin thudc thu hdi, dinh chi lvu hanh

Bing 2. Thuéc thu héi, dinh chi luu hanh

nhu sau: TobraDex, hop 1 1o dém giot
Droptamer Sml, s0 16: 22C10HB,
ngay hét han/EXP 10/03/2024, ngay
san xuat/ MFD: 10/03/2022.

S6 a I A SPK, S6 16 san Cong ty san g(ué"lt -
cong van LR Ao NGl g xuét, Han ding nhap khau
Thu hoi gidy dang ky luy hanh Avas-
tin. Ly do: Co s¢ sdn xuat hodc co s&
dang ky thuoc nguyen liéu 1am thude
813/Qb- dé nghi thu hoi gidy dang ky Iuu hanh
QLD ngay | Avastin thuoe, nguyén li€u lam thuoc tai Viét | SDK: SP3-1226-21 | CSSX: Genentech Inc
15/12/2022 Nam (theo quy dinh tai Dlem g, Khoan
1 Diéu 58 Luat Dugc so6 105/2016/
QH13 va Khoan 5 Diu 40 Thong tu sb
08/2022/TT-BYT).
Thu hdi toan qudc Dung dich nho mit
. Tobradico (Tobramycin (duéi dang [ SDK: VD-19202-13 .
QLD | Dung dich | 1o ramycin sulfat) 15mg/Smi). Ly | S 16: 0031022 CSSX: Cong ty cb
10 /02%2}623 Tobradico do; Tobradico khong dat ti€u chuan | NSX: 02/10/2022 phan Dugc Khoa
chét luong vé chi tiéu Thur vo khuan. | HD: 02/10/2024
Vi pham chit lugng mirc d6 2.
Thu hdi gidy dang ky luwu hanh
97/Qb- Magne-B6 corbi¢re. Ly do: Co s& . A 2
QLD ngiy | MAgheB6 | qang ky thude dé nghi tw nguyén thu | SDK: VD-32207-19 | $33% Cong 1y <o
23/02/2023 hoi giay dang ky luu hanh thudc tai p y
Viét Nam.
SYT nhén dugc cong van sb 1729/
QLD-CL ngay 24/02/2023 cua Cyc
Quan Iy Duoc ve viéc thong bao thude | (. ..
gia, thudc khong ré ngudn goc. S616: 22C10HB
1729/QLD- Hién nay trén thi truorng c6 mot sb NSX: 10/03/2022 X A ~
CL ngay TobraDex |16 thuoc gla nghl ngo gia, khong rd ;l;h:llgg 6(1:<hong ro
24/02/2023 ngudn gdc co thong tin ghi trén nhan [ HD: 10/03/2024 guon g

CAC THUOC TREN KHONG CO TRONG BENH VIEN

Nguon: S¢' Y té Thanh pho Ho Chi Minh
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] y
3. CANH GIAC DUQC
Bing 3. Tong hop cdc diém tin cinh gidc dwoc tiv Trung tam DI & ADR Quéc gia
Diém tin Thubc Noi dung
Medsafe: Viém dai trang vi thé — ¢6 thé do thudc gay ra?
Viém dai trang vi thé gdy ra tiéu chay man tinh, phan toan nuéc, khong 1an mau.
Cac thuoc duogc ligt ké dudi day (khong day du)
- Chong viém khong steroid (NSAID): ibuprofen, diclofenac
Diém tin ) - Uc ché bom proton (PPI): lansoprazol, omeprazol
\nh oid Cac thuoc lién | - Khang histamin H2: ranitidin, famotidin
cani glac eén vié - Uc ché tai hap thu serotonin chon loc: sertralin, citalopram
Juoc nea quan dén viém, c che p p
)C ngay dai trang vi thé | - Aspirin
06/12/2022 _ Clozapin
- Statins: simvastatin, atorvastatin
- Uc ché dlem kiém soat mién dich: pembrohzumab
Str dung dong thoi thude PPI va NSAID c6 thé 1am ting nguy co viém dai
trang vi the.
Medsafe: Nguy co ha duong huyét ddi véi cac thude diéu tri dai thao
duwong thé hé mai.
Piém tin - Céc thude chu van thy thé GLP-1, trc ché SGLT-2 hoic wc ché DPP-4
canh gidc Thube didu tri thuong khong gay ha dudng huyét khi st dung don tri li€u, mac du da cé mot
d X déi thao dwon: vai truong hop duge ghi nhan.
uoc ngay & |- Nguy co ha duong huyet tang 1én khi s dung dong thoi 3 thude ké trén
15/12/2022 v6i insulin va/hodc cac sulfonylurea. BN ¢ thé cin sir dung insulin hogc
sulfonylurea liéu thap hon dé phong ngtra cac dot ha duong huyét. NVYT
can theo doi nguy co nay khi ké don.
Medsafe: Sir dung cac corticosteroid tic dung toan than va sy gidi phéng
L catecholamin qua mire tir khoi u tity thweng than (PC)
biém tin Corticosteroid lam tang kha nang hoat dong cua cac catecholamin trén mach
canh giac Corticosteroid mau ngoai vi va tim, gy nén cac bénh Iy mach mau, hoai tir mo va xuat huyét.
duoc ngay Can nhic chan doan phén biét PC ¢ bénh nhan du:orc diéu trj bang dexametha-
16/12/2022 sone tadc dung toan than hodc cac san pham cortlcoster01d khac voi triéu chung
nghiém trong nhu huyét dong khong 6n dinh, soc, roi loan nhip tim, thiéu méau
cuc bo co tim hodc cac triéu ching khac lién quan dén hé adrenergic.
TGA: Cac ché phim bd sung cé chira vitamin B6 cé thé giy bénh thin
L kinh ngoal bién.
biém tin Nguy co xay ra bién b gifta cac ca the la khac nhau - khong co heu t6i thiéu,
canh giac Vitamin B6 thoi gian sir dung ti thiéu hodc yéu to nguy co duoc x4c dinh. Nhiéu truong
dugc ngay hop, khong biét san pham dang dung o chtra vitamin B6 vi ghi nhan 1a thyc
02/01/2023 pham bo sung magie hodc da dung san pham khong c¢6 nhan canh bao v€ bénh
than kinh ngoai bién vi chira mét luong vitamin B6 thﬁp.
Khuyén ciao cho NVYT: Tuong tu Diém tin canh gidc duge ngay 01/11/2022.
HSA: Corticosteroid tic dung tai ch (TCS) va nguy co ton thwong da khi
nging thudc (TSW).
Piém tin Ton thuong da bao gom 1¢ thudc vao corticoid, hoi chirg dé da, viém da do
canh gidc ) ) s@ermd,dao biét truong hqp tang lgeu,’ tang tan suat cling nhu su dung thql
d \ Corticosteroid | gian dai. Tinh trang ban do, phu né, nong rat xuat hién thuong xuyén hon &
uoc ngay bénh eczema/viém da co dia. Tinh trang san mun khi st dung v6i muyc dich
30/01/2023 lam dep (vd: kem lam trang da).
Cac bac si nén can nhac cac thong tin trén khi ké don va xem xét nguy co
ton thuong da.
ANSM: B6 sung thong tin cho bénh nhan va dugc si vé cac nguy co lién
quan dén thudc co mach.
Piém tin Khuyen céo cho NVYT: Gidi thich vé co ché tac dung va cc nguy co cia
canh idc ) thuoc ADR trén tim mach, than kinh, dai trang, da, thi giac, khong su dung
duoc % giy Thuoc co mach thudc trén 5 ngay, khong dung cho tré em dudi 15 tudi. Khoéng dung cho phu
06/02/2023 nit mang thai, phu nit cho con bu.
Khuyen cio cho BN: Gilt am niém mac miii bang dung dich rtra phu hop,
uong du nude, ngu ¢ tu thé nang cao dau. Nén tranh sir dung diéu hoa, hut
thude hoac hit phai khoéi thude cua nguoi khac.
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Medsafe: Nguy o nhiém djc than kinh khi sir dung cephalosporin.
Cac bao cao bao gom roi loan chirc nang ndo b, con dong kinh va/hodc dong
kinh rung giat co da dugc ghl nhan.

gglrln tilgc Cac ycu t6 nguy co xuét hién cac phan ng nay bao gébm: nhém cao tudi, suy
duoc %1 g3 Cephalosporin | giam chirc nang than, c6 bénh 1y nén vé r6i loan than kinh trung wong va st

01/'04/2033 dung cephalosporin V.
Can nhéc sir dung cephalosporin do tiém &n nguy co gy nhiém doc than kinh &

nhiing ngum co cac yeu t nguy co trén va c6 tinh trang bénh than kinh méi khoi
phat khong 16 nguyén nhén.

FDA: Thuoc giam dau 0p101d cap nhat thong tin ké don.
Néu can str dung thudc va cac lya chon diéu tri thay thé khong du hiéu qua,

Diém tin . ké don opioid IR liéu thap nhat c6 hiéu qué trong thdi gian ngan nht dé giam
canh giac Thuoc giam nguy co lién quan.

duoc ngay dau opioid - Déi voi tat cd bénh nhan dugc ké don thudc giam dau opioid, can nhéc ké
24/04/2023 don naloxon néu co iguy co qua lidu.

-Néu bi nghl ngd mic OIH, can can nhic can than viéc giam liéu hodc chuyén
sang mot san pham opioid khac mot cach an toan néu dung nap dugc.

Nguén: Trung tim DI & ADR quéc gia, WHO Pharmaceuticals Newsletter

4. GIAM SAT KE BON TAI PHONG KHAM

Quy 1/2023, khoa Duogc tiép tuc phéi hop voi P. KHTH thuc hién gidm sat ké don thudc tai cac
phong kham bao gom PK s0 2, 3,4, 5,6, 7, 8, 10, 11, 12, PK 4 [NG], Khu Kham 2 véi tong cong 400 don.

Bing 4. Két qud gidm sdt ké don tai phong khdam

TV 16 SL don
STT Tiéu chi Y ¢ | khéng Ghi chi
dat dat

Théng tin don thudc
Thong tin hanh chinh BN 100%

1 | Chén doan bénh 100%
Thi luc 100%
Nhan ap 100%

Sai sét trong ké don
ICD 10 phtt hop véi chin doan | 99,75% | 01 don |- Ma ICDI0 khéng di1 dé cho thude (H25)

- VKM di ing cap khong xai khang sinh H10.1 (06 don).

- VKM thiéu chudn doan dé sir dung khang sinh H10 (07 don).
- Khong c6 di tmg chi dinh dung Pataday H40 (01 don).
- Str dung Azopt khong phu hop chuan dodn H35.7 (01 don).
. . - Str dung Meyerbastin khong phtt hop voi chan doan H10 (01 don).
CD thudce phu hgp véi chan 959 20 don |- Str dung Olotedin khong phu hop voi chan doan HO4 (01 don).
doan va PDDT 0 - Str dung pataday, Desloratadin khong phu hop véi chan
doan H15.1 (01 don).
- Thiéu chan doan phu hop véi thude Flumetholone 0.1%
H25.2 (01 don).
2 - Thiéu chan doan pht hop véi thude (col Pataday, Pde Maxitrol)
H40 (01 don)

- Clavurem cho 4 Jan/ngay (02 don).

- Bronuck cho 4 lan/ngay (01 don).

- Augmentin 625 cho 2 lan/ngay (01 don).
- Doxyxyxline str dung qua 2 tuan (02 don).

Liéu dung pht hop 98,5% | 06 don

Puong ding - dang bao ché -
cach st dung khéng phu hop [ 100%
véi BN

Sur dung thudc c6 chong chi
dinh véi nhém BN d6i tuong [ 100%
dac biét
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3 | Thoi gian diéu trj hop 1y 100%
. . £ - Co TTT giita Acetazolamid va Brinzolamid can than
4 | Co tuong tac thudc 99,25% | 03 don trong theo ddi (03 don).
Str dung khang sinh
5 | Cé6 st dung khang sinh 33,25%
Str dung khang sinh hop 1y 100%
Sir dung nhém nuwéc mit nhan tao (NMNT)
6 | Costt dung NMNT 89%
Str dung NMNT hop 1y 100%
Sir dung nhom thudc hd tro diéu tri (dang udng)
Co6 str dung thudc hd tro didu
tri (uong) 76%
7 o i -Sir dung thudc hd tro diéu tri duong ubng khong phu hop H10,
St dung thudc ho tro diéu tri 90% 40 don H10.1, H04.1, T15 (08 don).
(uong) hop ly ’ -Thuoc uong qua 2 tuan (20 don).
- Str dung 2 loai thuoc ho trg dicu tri duong uong (12 don).
Chi s6 ké don
S6 loai thube trong don 3,7 thude/don
o -9,75% don c6 KS ubng
g | [Chang sinh uong 39 don - 2.61% thudc 13 KS ubng
o g -27,5% don c6 KS nho mat
Khang sinh nho mat 110 don - 7,96% thudc 1a KS nho mét
. - 43,5% don co6 vitamin
Vitamin 174 don - 43.75% thubc 14 vitamin
Chi phi don thube
TB 589.700 VND/don
Max 1.710.798 VNB/don
Min 118.983 VND/don
Chi phi chun Duéi 250.000 : 14 don
P & Tir 250.000-500.000  : 76 don
9 Tu 500.000-750.000 : 261 don
Tu 750.000-1.000.000 : 37 don
Trén 1.000.000 : 12 don
S TB : 213.608 VND/don
Chi phi nhom NMNT Max  :3.273.620 VND/don
Chi phi nhém thubc hd trg TB  : 162.621 VND/don
(udng) Max : 771.000 VNDB/don
NHAN XET:

- Sé luong don thude khong dat theo cac ti€u chi da dua ra 1a 65 don (ty 1€ 16,25%).

Thong ké don thudc khao sat tai phong kham (n=400)

PK 4 [NG] (n=22): 5.5%

KK2 (n=12): 3.0%
Don dat (n=335) Don khéng dat (n=65)
83.75% 16.25% PK 6 (n=6): 1.5%
PK 2 (n=5): 1.3%
PK 3 (n=5): 1.3%
PK 5 (n=4): 1.0%
PK 11 (n=4): 1.0%
PK 10 (n=3): 0.8%

PK 10 (n=1): 0.6%
PK 4 (n=1): 0.3%
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- Cac tiéu chi duoc x¢ét khong dat gdm co:

+ St dung thudc hd trg didu tri (udng) hop ly.
Liéu dung phu hop.
Chi dinh thuoc phu hop v6i chan doan va PDDT.
Tuong tac thude.
ICD 10 phu hop v6i chan doan.

+ + + +

Ty Ié cac tiéu chi khong dat (n=65)
OTi lé don thudc

ICD 10 khdng phu hgp véi chan doan (n=1) D 1.5%
C6 tuang tac thudc (n=3) []4.6%
Liéu dung khong phu hop (n=6) : 9.2%

CD thuoc khong phu (I:‘?z\at;l chan doan va PPBT :I 30.8%

Sd thudc hé trg diéu tri (udng) khong hgp ly (n=40) | | 61.5%

- Céc don thude co gia tri tir 500.000 - 750.000 dong chiém ty 1& 65.3%.

Ti lé gia tri don thudc (n=400)

_oll..

Du‘dl 250.000 Tir 250.000- Tren 1 000 000

000- 750.000-
(n=14) 500.000 (n-76) 750 000 (n-261) 1 000 000 (n=37)

» Dudi 250.000 (n=14) = Tir 250.000-500.000 (n=76) Tir 500.000-750.000 (n=261)
= Tir 750.000-1.000.000 (n=37) = Trén 1.000.000 (n=12)

KHUYEN CAO:

Hoéi dong thudc va diéu trj khuyen c4o céc bac sy luu y khi ké don thudc:

1. Thudc phai di kém voi chan doén phu hop.

2. Pung liéu luong, dic biét d6i voi khang sinh duong uong can du lidu dé tranh dé khang khang sinh.

3. Ké don khang sinh phu hop phac do diéu tri bénh vién.

4. Chu y tuong tac gitra thudc nho mat Azopt 1% (Brinzolamid 10mg/ml) va Acetazolamid vién
udng (Mirc 46 Moderate). Azopt la thudc e ché men carbonic anhydrase mac du dung tai cho nhung hip
thu toan than, tic dong hlep dong va lam tang doc tinh cua cac thudc trc ché CA duong uong (acetazol-
amid) giy cac r6i loan can bang acid-base, roi loan dién giai, rbi loan tiéu hoa. Tranh phi hop, néu can
thiét phai sir dung can can nhac k§ nguy co/loi ich ¢567,

5. Khong st dung 2 loai thube ho tro diéu tri (ubng) va kéo dai qua 2 tuan theo khuyén cdo ngay
13/6/2022 cta HDT.

Tai liéu tham khao:

Tuong tac thuoc va cha y khi chi dinh (BO Y té)

Duogc thu quoc gia 2018

Hudng dan sir dung khang sinh (Ban hanh kém theo Quyét dinh sé 708/0P-BYT ngay 02/3/2015)
AHFS

Uptodate

Drugs.com

https://www.accessdata.fda.gov

NounhkwhNpE
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5. CHUYEN BE: TONG KET VA KHUYEN CAD VE CAC PHAN U'NG CO HAI CUA
THUOC (ADR) NAM 2022

5.1. TONG KET

Tir dau thang 11/2021 dén het thang 12/2022, khoa Dugc ghi nhan 06 bao cao ADR tur cac khoa
sau: Gay mé hoi stic ¢6 4 ca, Chan doan hinh anh ¢6 2 ca, Trong do, c6 2 ca ADR nghiém trong gy de
doa tinh mang, 2 ca gay nhap vién hoic kéo dai thoi gian ndm vién va tat ca trudng hop déu lién quan dén
thude Lidocain 2%, Alcaine 0, 5% Sau khi dugc phat hién, xtr tri kip thoi thi bénh nhan dang hoi phuc
hozc hdi phuc khong di chung. Déi véi trudong hop can thlet bénh nhan dugc dé nghi chuyén Bénh vién
115 theo doi va didu tri tiep.

Tt ca cac bao cio ADR da dugc khoa Duogc gui dén Tryung tam Quéc gia yé Thong tin thudc va
Theo doi phan tng c6 hai cua thuoc (Trung tdm DI & ADR Quoc gia) dé xir ly, tham dinh theo quy dinh
cua Bo Y té.

54 bao cdo
Chén dodn hinh anh [
0 2 4

Hinh 1. S6 lwgng bdo cio ADR theo khoa phong nim 2022

Nhan xét: Két qua cho thay khoa Gay mé hoi stic ¢6 s6 bao cao ADR nhiéu nhét 1 04 (chiém 66,67%).
Thuoc nghi ngd gdy ADR dugc bdo céo 1a Lidocain 2% (dung dich tiém), Alcaine 0,5% (dung dich nho
mat) Ca 2 loai thudc nay déu duoc str dung gay té trudc phau thuat phaco Bén canh do, ‘Chan doan hinh anh
cling 1a khoa ghi nhan ca ADR nhiéu nhét qua cac nam, lién quan thude Fluorescein 20%.

T+ 1€ % (n=6)

33.33%

.! 66.67% ’

Bac si Bidu dwéng

Hinh 2. 86 lwgng bdo cdo ADR theo doi twong nhén vién y té nam 2022

Nhan xét: Két qua cho théiy Bacsila d6i tuong thyc hién bao cao ADR nhiéu nhét chiém 66 ,67%, con
lai 13 diéu dudng. Do1 voi dugce si, co the ghi nhan cac ca ADR thong qua qua trinh cap phat thude BHYT,
tur van st dung thudc tai Nha thube va hd tro ngudi bénh khai thac cac thong tin vé tinh trang di ing thude.

60%

50% 44 83%
40%a

30% 24 14%

"00
10% 6.90% 5 45003 459% 3.45963,45%3,45%3,45%3,45%
- | E ] EnEN E - s N E
< . . &
\c- & Gg- & == 45&& g 6"'\0 s 4_002’ < =5
K & 5 & & S o &
&S‘:‘ o <& o e CF Tl ,‘_c:t’
IR

= TH 1€ % (n=29)

Hinh 3. S6 lwong bdo cdo lién quan cdc thuéc nghi ngo ADR tiv nim 2018 - 2022
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Nhan xét: Trong 5 nam qua, s6 ca ADR lién quan dén thude Fluorescein 20% chlem ty 1€ cao nhit
13 44,83% (13 bao c4o), ké dén 1a Lidocain 2% chiém ty 18 24,14% (7 bao c4o), cac thudc con lai déu chi
tur 1 — 2 bao cao ADR.

- Fluorescein 20%: thudc c6 nguy co cao gdy ADR ma khoa Duoc di ghi nhan dugc trong nhiéu nim
tai Khoa CDHA.

- Lidocain 2%: thubc can dic biét chu ¥ y vi khd nang gay ngd ddc cao.

- Alcaine 0,5%: nam 2022 gh1 nhan m6i 2 ca ADR vé Alcaine trén bénh nhan da 6 tién st di ung
thudc té hoac khong 1o loai thudc.

2022 2018
6,90%

20,69% »
2019
24.14%
2021
20.69% ‘

2020
Ty 1€ % (@=29) 27,59%

Hinh 4. Tong so lwong bdo cdo ADR ciia Khoa Dwoc tiv nam 2018 - 2022

Nhan xét: Nam 2020 c6 s6 lugng béo cao ADR cao nhat 1a 08 (chiém 27,59%), niam 2018 chi
ghi nhan 02 bdo cdo ADR (chiém 6 90%) cac nam khac co s6 bao céo twong du:(mg nhau (khoang 6,
7 bao c40). Nhin chung, sb luong bao cao ADR gln ve khoa Dugc qua cac ndm van con kha it — khu-
yén khich cac khoa phong ti€p tuc theo doi, xur tri va chu dong hon trong cong tac bdo cao ADR. Luu y
cac thuoc c6 nguy co cao gdy ADR nhu céc khéng sinh duong tiém (cefotaxim, ceftazidim, ceftriaxon,
vancomycin,...), lidocain, flourescein, fluorouracil, calci clorid,...

5.2. KHUYEN CAO

— Khai thac ki tién st di ung cua bénh nhan, can nhéc céc yéu td nguy co (bénh nén, tudi tac, phu
nir c6 thai, chirc ndng gan-than,...) trudce khi cho bénh nhan st dung thudc.

— Khuyén céo trong truvong hop ngd doc Lidocain nghiém trong:

+ Neéu phén tng toan than do hap thu qua muc: Duy tri thong khi, cho 100% oxygen, va thuc
hién ho hap hd tro hodc chi huy, khi can. O mot s6 nguoi bénh, co thé cin phai dat ong ndi khi quan.

+ Suy tuan hoan: Dung mot thuoc co mach va truyén dlCh tinh mach.

+ Hoi ching methemoglobln huyet Cho xanh methylen 1-2 mg/kg thé trong tiém tinh mach).

+ Co giat: Cho mot thudc chdng co giat benzodiazepin; can nhé 1a benzodiazepin tiém tinh
mach c6 thé gﬁy uc ché ho hap va tuan hoan, dac biét khi tiém nhanh.

— Khuyén céo trong truong hop di ung Fluorescein 20%:

+ Su dung Fluorescein pha1 chuén bj nhu’ng phuong tién ciing nhu cac bién phap cap ctru kip
thot va c6 nhiing chuyen gia co kha nang XU tri.

+ Néu nghi ngd co the xdy ra di u‘ng va xét nghlem trong da c6 thé tién hanh (0.05 ml) trudc
khi tiém tinh mach. Bét ky phan tmg qua min nao cling s xuat hién trong Vong 30 phut Ngoai ra,
co the nho mot giot dung dich Fluorescein Ién két mac. Trong trurong hop qua man voi thanh phan
thudc, hién tuong xung huyet lién quan ¢ dén phu két mac s& nhanh chong xuat hién.

— Trong qua trinh tham kham hodc diéu tri, can luu y tac dung phu chbng ch1 dinh, tuong tac
thudc,... Ttr d6 can nhéc vé lidu ding nhu giam lidu hoic thay thé thudc c6 tac dung diéu trj twong duong
nhung an toan hon khi sur dung trén bénh nhan.

— Déi véi viee sap xép thudc, dat cac thude ¢ nguy co cao ADR ¢ vi tri tach biét, co thé dan nhan
hodc lam ky hi¢u luu § y trong qua frinh cap phat thude.

— Cac thong tin vé bao cdo ADR déu duoc pho bién day du qua ban tin dugc 1am sang, website
bénh vién, sinh hoat chuyén mén voi diéu duong deé tat ca nhan vién y té kip thoi cap nhat va theo doi.

— V1¢c phat hanh “Thé canh bao di img thudc” ciing gop phan han ché cac ca ADR xay ra.
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