1. PHAN UNG €O HAI CUA THUGC (ADR)

Tir dau thang 1/2022 dén nay, ghi nhin 04 bao cdo ADR bao gém 1 bao céo khong nghiém
trong tu khoa Chan doan hinh anh, 3 béao cdo it nghiém trong va de doa tinh mang tir khoa
Gay mé hoi strc. Nhin chung, s lugng béo cao ADR gtri vé van con it, khuyén khich céc khoa
phong tiép tuc ting cudng giam sat, theo ddi va bao céo kip thoi cho khoa Duge.

Bing 1. Tém tit cdc bdo cdo phdn trng cé hai ciia thudc tai bénh vién Mt

Ca 1 - Khoa Chén do4n hinh anh

Thong tin Bénh nhan

- Tudi: 29 tudi
- Can ndng: 66 kg
- Ngay xdy ra phan tmg: 09/02/2022

-Tén: N. D. S.

- Gi6i tinh: Nam

- Tién su: Di ung tom, cua,
con trung

Chan doan va dieu tri

Chan doan bénh v¢é mat

Thong tin vé thudc
nghi ngor ADR - Mobi
lién quan giita thudc
va ADR

- Dung dich tiém Fluorescein Sodium Monico 20% (1g/5ml); NSX: Cong
ty Monico S.p.A (Y); S0 16: 20FA395.
- Moi lién hé gitra thuéc va ADR: C6 kha nang (Thang WHO).

Bénh canh lam sang

Lac 14h20, tiém tinh mach Fluorescein 20% chup huynh quang, 1 phut
sau BN non 6i. Mach: 100 1/p, huyet ap: 130/80 mmHg.

- Lic 14h27, BN ¢6 ddu hiéu nbi man ngira & ¢d, lung, ngudi khong kho
thd = xin chuyén khoa noi.

Thudc sit dung dong
thoi

Vién nén bao phim Telfast HD (Fexofenadin HCI 180mg).

Cich xir tri ADR - két
qua sau khi xir tri

Céch xtr tri: Chuyén khoa noi theo ddi tiép tuc (BN duoc truyén dich va
dugc xtr tri mot s bién phap doi véi ca di ing).
Két qua sau xur tri: Pang hoi phuc.

Mirc do nghiém trong
cua phan ung

Khong nghiém trong

Ca 2 — Khoa Gay mé hdi sirc

Thong tin Bénh nhan

- Tudi: 75 tudi
- Can nang: Khong rod
- Ngay xdy ra phan trng: 09/02/2022

-Tén: B. V. T.
- Gi61 tinh: Nam
- Tién su: Khong

Chan doan va dieu tri

Phéu thuat mo phaco mat

Thong tin vé thudc
nghi ngo' ADR - Moi
lién quan giita thudc
va ADR

- Dung dich tiém Fluorescein 20% (1g/5ml); Cong ty Monico S.P.A; Sb
16: 20BA072.
- Moi lién h¢ gifra thude va ADR: C6 kha nang (Thang WHO).
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Bénh canh lam sang

- Bot pha tiém Negacef (Cefuroxim 750mg); NSX: Cong ty CP Pyme-
pharco; S6 16: 010421.

- Mbi lién hé gitra thudc va ADR: Chic chin (Thang WHO).

- Pau bung + di cau.

- N6i mé day, kho thg, phu clng.

- Mach, huyét ap tut. Lanh run.

- Xur tri phan vé, c6 hiéu qua.

Thudc sit dung dong
thoi

Dung dich tiém Lidocain Kabi 2% (400mg/20ml).

Cich xir tri ADR - két
qua sau khi xir tri

Céch xur tri:

- Tho oxy.

- Adrenalinlmg/Iml x 1/2 éng (TB).

- Dimedrol 10mg/Iml x 2 6ng (IV).

- Solu-Medrol 40mg x 2 éng (IV).

- Natri clorid 0,9% + 2 dng Adrenalin truyén tinh mach 25 giot/phut.
Két qua sau xir tri: H6i phuc khong di chimg.

Mirc do nghiém trong
ciia phan ng

De doa tinh mang

Ca 3 — Khoa Gy mé hbi sirc

Thong tin Bénh nhan

- Tudi: 55 tudi
- Can nang: Khong rd
- Ngay xay ra phan ung: 22/02/2022

-Tén: N.T. P.
- Gi}ﬁri tinh: Nam
- Tién str: Khong

Chan doan va dieu tri

Phéu thuat mo phaco mat

Thong tin vé thudc
nghi ngd ADR - Moi
lién quan giira thudc
va ADR

- Bot pha tiém Negacef (Cefuroxim 750mg); NSX: Cong ty CP Pyme-
pharco; S6 16: 010421, ) )
- Moi lién h¢ gifra thudée va ADR: Chac chan (Thang WHO).

Bénh canh lam sang

- Ngtra, pht mé day.
- But rat, kho tho n}le.
- Mach nhanh, huyét ap tut.

Thudc sit dung dong
thoi

Dung dich tiém Lidocain Kabi 2% (400mg/20ml).

Cach xir tri ADR - két
qua sau khi xir tri

Céch xur tri:

- Tho oxy.

- Adrenalin Img/1ml (TB).

- Dimedrol 10mg/Iml (IV).

- Solu-Medrol 40mg (IV).

- Natri clorid 0,9% x 2 6ng Adrenalin truyén tinh mach 25 giot/phut.
Két qua sau xtr tri: Hi phuc khong di ching.

Mirc do nghiém trong
cua phan ung

Nhap vién/kéo dai thoi gian nam vién
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Ca 4 — Khoa Gy mé hbi sirc

Thong tin Bénh nhan

- Tudi: 50 tudi
- Can ndng: Khong rod
- Ngay xdy ra phan tmg: 27/04/2022

-Tén: T.T. B. P.

- Gidi tinh: N

- Tién st: C6 di tng thudc té
khi md mat cach ddy 1 nim rudi
(BN di dugc test di ing trudc voi tit ca thude str dung trong ca phau thuat
- két qua am tinh)

Chan doan va dieu tri

MT: Byc thily tinh thé nguoi gia = Phau thuat mo phaco mit

Théong tin vé thudc
nghi ngo' ADR - Méi
lién quan giira thudc
va ADR

- Dung dich nho t€ Alcaine 0,5% (hoat chat Proparacain HCI); Nha san
xuat: s.a Alcon Couvreur NV (Belgium - Bi).
- Moi lién h¢ gitra thuoe va ADR: C6 kha nang (Thang WHO).

Bénh cinh 1am sang

- Co giat cac co = co giat toan than.
- Tri giac lo mo.
- Mach: 80 lan/phut, huyét ap: 160/100 mmHg.

Thudc sit dung dong
thoi

Khong

Cich xir tri ADR - két
qua sau khi xir tri

Céch xur tri:

- Tho oxy.

- Tiém tinh mach Smoflipid 20%.

Két qua sau xtr tri kip thoi: BN dang hoi phuc va duoc dé nghi chuyén cp
ctru tiép tai BV Cho Ry.

Thong tin thém:

- Trén HSBA ¢6 luu ¥ “Khéng tiém khang sinh tién phong”.

- Bénh vién Mt da cép Thé canh bao di tng thudc cho bénh nhan.

Mirc do nghiém trong
cua phan ung

De doa tinh mang

Luu ¥ mot s6 thude co nguy co cao xay ra ADR nhu: Lidocain, Bupivacain, Midazolam,
Fluorescein, Ceftriaxon, Cefotaxim, Cefuroxim, Ceftazidim,... d€ khoa phong chu dong phat
hién, theo ddi va thuc hién bao céo day du.

2. THONG TIN THUOC
2.1. Tong két hoat dong thong tin thudce

Tu thang 11/2021 dén thang 5/2022, Khoa Dugc da thuc hién hoat dong thong tin thude
- canh giac dugc nhu sau:

- Phat hanh Ban tin Dugc 1am sang s 02-2021.

- Phat hanh poster, treo bang ron voi chu dé “Sir dung khang sinh ¢6 trach nhiém” huong
mg Tuan 1€ truyén thong phong, chong khang thuoc nam 2021 theo cong vin ctia SYT.

- Ban hanh “Quy trinh ké don, duyét, cap phat khang sinh uu tién quan 1y”.

- Pho bién “Bang thong tin thudc gay té, gy mé” tai cac phong mo.
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- Cap nhat thong tin thude trén phan mém HSoft hd tro bac si theo ddi khi ké don.

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

+ Thang 11/2021: “Str dung khang sinh c6 trach nhiém” - Huéng tmg tuan 18 truyén thong
phong, chdng khang thudc ndm 2021.

+ Thang 3/2022: Ban tin Dugc 1dm sang s6 02-2021; Trién khai Quyét dinh 29/QD-BYT
ngay 05/01/2022 ciia BO Y té v/v ban hanh Huéng dan giam sat phan Gng c6 hai cia thude
(ADR) tai cac co s¢ kham bénh, chira bénh.

+ Thang 4/2022: Tong két phan tng c6 hai cia thudc (ADR) va khuyén cdo dua trén béao
c40 ADR nim 2021; Piém tin canh gidc dugc cia Medsafe “Khuyén céo sir dung thudc nhod
mat Cloramphenicol cho tré em”.

+ Thang 5/2022: Khoa Dugc t chtic cac budi sinh hoat chuyén mén voi nhan vién y té tai
Bénh vién Mat; Téng két bao cao ADR giai doan thang 11/2021 dén thang 4/2022.

- Sinh hoat chuyén mén: 8 budi (7 bai).

Nhan vién khoa va nha thudc: 3 bai

+ Ngay 12/11/2021, cha dé: “Hudng dan hoat dong Dugc 1am sang tai Nha thudc
bénh vién”.

+ Ngay 30/11/2021, cha dé: “K¥ ning giao tiép”.

+ Ngay 15/12/2021, chu dé&: “Béo cdo Danh muc mua sam thudc sap hét hiéu luc hop
ddng nim 2021”.

Nhaén vién y té khac: 4 bai

+ Ngay 11/02/2022, chu dé: “Kién thirc dau thau” dé chuan bi cho cong tic cham thau véi
cac thanh vién To chuyén gia (gom khoa Dugc, P. TCKT va mét s6 bac si).

+ Ngay 01/03/2022, hop Ban quan 1y str dung khang sinh v/v cap nhat ké hoach hoat dong
cua Ban QLSDKS theo Quyét dinh 5631/QD-BYT. Noi dung gém: bao cdo tinh hinh str dung
khang sinh tai Bénh vién M3t ndm 2021; kién toan Ban QLSDKS tai Bénh vién Mit; thong
qua K& hoach trién khai thuc hién QLSDKS tai Bénh vién Mit nim 2022-2025; xay dung
danh myc khang sinh can wu tién quan 1y va cac quy dinh gidm sat.

+ Ngay 20/04/2022 va 27/04/2022, sinh hoat chuyén mén véi Piéu dudng, Ky thuat
vién chi dé “Hudng din st dung va bao quan thudc gy nghién — thudc hudng than — thude
tién chat tai khoa 1am sang”.

+ Ngay 22/04/2022, sinh hoat KHKT véi Béc si chu dé “Str dung thuéc Gay nghién —
Huéng than — Tién chit tai khoa 1am sang va binh don thudc.
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2.2. Théng tin thudc thu hdi, dinh chi lvu hanh

Bing 2. Thuéc thu héi, dinh chi luu hanh

So " P s SPK, So 16 sian Con san xuat
cong vin Tén thuoe Noi dung xuit, Han ding - Ehtgp khau
9171/QLD- Viénnénbao |Thu hdi vién nén|SPK: VD-28097- | CSSX: Cong ty Co

CL ngay phim Vitamin |bao phim Vitamin C |17 phan Duoc pham
06/08/2021 | C 300mg (Acid |300mg. Ly do cong|sé16: 18001 Trung vong 1 -
ascorbic 300mg) | ty khong thé thu thap |\ 0a/10/2018 | Pharbaco
thong tin, khong xéc .
dinh duoc cdc co s& HD: 03/10/2021
con ton trit  thudc,
khong thuc hién vige
kiém nghiém thudc luu
hanh trén thi truong (vi
pham murc d6 3).
13170/ Vién nén Thu héi vién nén Med- | SDK: VN-1571-12 | CSSX: Cong ty
QLD- Medcardil cardil 5 tablets. Ly do | §§ 16: D90226 Medley Phar-
CL ngay 5 tablets mau thuéc khéng dat | \gx: 20/02/2019 | Maceuticals Ltd.
28/10/2021 (Enalapril tiéu chuan chat lugng (India)
maleate Smg) |vé chi tiéu Tap chat HD: 19/02/2022 ,
lién quan, B9 cling (vi CSNK: Cong ty .C,:é
pham mirc d 2). phan Duo’c —NThlét
bi Y té¢ ba Nang
(DAPHARCO)
15140/ Dung dich dung | Dung dich ding ngoai | S6 16: 109078 Cong ty C6 phan
QLD- ngoai nwée mudi | nudc mudi sinh 1y Na- | NSX- 05/10/2021 | Duoc phim An
CL ngay sinh ly Natri | tri Clorid 0,9"/9 khéng HD: 04/10/2024 Thién
24/12/2021 Clorid 0,9% | dat tiéu chuan chat
luong vé chi tiéu Gidi
han nhiém khuan (vi
pham murc d6 3).
15477/ Vién nang Thu hdi vién nang|SPK: VN-22569- | Cong ty TNHH
QLD- cung Globonir |cing Globonir. Ly do |20 Thuong mai Dugc
CL ngay (Cefdinir mau thude khong dat | S§16: CT 09 pham Hoang Tran
31/12/2021 300mg) ti?u c}luép chgit 1uq12g NSX: 30/04/2021
vé chi tiéu Tinh chat, '
D6 hoa tan (vi pham HD: 29/04/2023
muc do 2).
1490/QLD- Vién nang Thu hdi vién nang|SPK: VN-20406- | CSSX: Cong ty
CL ngay cung Omsergy |cing Omsergy. Ly do |17 Saga Laborato-
03/03/2022 (Omeprazol |mau thudc khong dat|gé16: OSB012103 | ries-India (An Do)
20mg) tiéu chuan chit luong CSNK: Cong ty

vé chi tiéu Do hoa tan,
Tap chat lién quan (vi
pham muc d6 2).

NSX: 08/01/2021
HD: 07/07/2023

C6 phan XNK Y té
TP.HCM (Yteco)
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3447/QLD- | Viénbaoduwong | Thuhdiviénbaoduong | SDK: VN-20021- | CSSX: Cong ty PT.
CL ngay Neurobion Neurobion. Ly do mau | 16 Merck Tbk (Indo-
04/05/2022 | (Pyridoxin HCI thuéc khong dat ti€u | s§16: D0083217 | nesia)
) (S)Iltam\l/'ntf@ Clﬁuén Clgt E{Qng dYé NSX: 14/11/2020 | CSNK: Chi nhanh
mg, Vitamin | chi ticu Dy dong déu . cone ty TNHH Zu-
BI (Thiamin | khoi hrong (vi pham |HD: 13/11/2023 | O et
mononitrat) muc do 3). S0 16: D0006203 | \p,
100mg, NSX: 15/10/2020
Vitamin B12 HD: 14/10/2023
(Cyanocobalamin)
200mcg)
3842/QLD- | Vién nang Toduc | Thu hdi vién nang To- | SPK: VN-17670- | CSSX: Cong ty
CL ngay (Itraconazole |duc. Ly do mau thubc | 14 Saga Laboratories
13/05/2022 100mg) khong dat tiéu chuén | §§ 16: TU0012105 | (India)
chat luong vé chi titu | \gx. 93/06/2021 | CSNK: Cong ty
D0 hoa tan (vi pham| 1y 0062023 | TNHH MTV Duge
muc do 2). pham Trung uvong
2 (Codupha)

CAC THUOC TREN KHONG CO TRONG BENH VIEN

Nguon: S¢' Y té Thanh phé Ho6 Chi Minh

3. CANH GIAC DUOC

Bing 3. Tong hop cdc diém tin canh gidc dwoc tir Trung tam DI & ADR Quéc gia

Piém tin canh Ceftriaxon |TGA: Nguy co viém gan va bénh ly nio lién quan dén
giac dwoc ngay ceftriaxon
24/01/2022

T& thong tin san phidm vira cip nhat canh bao lién quan dén
bénh 1y ndo, dic biét & ngudi cao tudi bi suy than hodc roi loan
hé than kinh trung wong. Viém gan ciing 13 mot bién cb bét loi
tiém tang cua ceftriaxon.

Canh bao dua trén bang ching dugc cong bd trong y vin va tir
dir liéu vé bién cb bit loi sau khi thude luu hanh trén thi truong
Uc va cac nudce khac. Do d6, bac si ké don cin nhan thirc duoc
vé cic nguy co ndy.

Céc truong hop bénh 1y nio dic biét lién quan dén ngudi cao
tudi bi suy than nang hoac roi loan hé than kinh trung wong da
dugc bdo cdo. Vi vay, néu nghi ngd bénh nhan bi bénh 1y ndo,
can nhic ngimg str dung thudc.
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Piém tin canh Metformin | MHRA: Khong c6 mdi lo ngai vé an toan khi sir dung met-
gidc dwoc ngay formin trén phu nir c6 thai

03/04/2022 Metformin hién c6 thé duoc can nhic st dung trong thai ky
hoic tién thai ky 1am thudc bd sung hodc thay thé cho insulin
néu can thiét. Két luan nay tng ho hudéng dan 1am sang hién
hanh.

Khuyén cdo trong t& thong tin san pham va théng tin cho nguoi
bénh cta cac thude chira metformin dang dugc cap nhat. Mot s6
thudc phdi hop metformin cé chira cac hoat chat khac can tranh
str dung trong thai ky. To thong tin san pham ctia nhitng thude
nay s& duoc danh gia va xem xét cap nhat khuyén cdo néu can
thiét.

Khuyén céo phu nit dang mic dai thdo dudng dang co thai hodc
c6 thé co thai dén gip bac si dé duoc tu vén, trong truong hop
lidu phap diéu tri can thay dbi hodc theo ddi duong huyét. Phu
nit mic dai thao dudng typ 1 can tiép tuc sir dung insulin trong
thai ky.

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

4. GIAM SAT SUDUNG THUOC

Cong tac giam sat str dung thudc quy I ndm 2022 thyc hién trén 75 HSBA ndi tra va 300 don
thudc ngoai trii & cac khoa, phong. Két qua cu thé (Bang 4):

Bing 4. Két qua thuwe hién gidm sdt

Noi dung S6 lwong
Kiém HSBA 30
Binh bénh an 45
Kiém don thudc 300
Téng 375

4.1. Giam sat ké don thudc ngoai tri

— Thuec hién: Léy ngéu nhién 300 don thudc ngoai tru, bao gém cac don thude duoc thu thap tai
kho cap phat BHYT va kho cap phat 1¢é.
— Két qua cu thé (Bang 5):

Bing 5. Két qua ddanh gid chi sé ké don

S6 loai thube TB/ don 4.82 4.54 4.70 4.69

Thudc tén gbc 11.62% 7.93% 6.81% 8.79%
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Khang sinh uéng 16.00% 6.00% 14.00% 12.00%
Khang sinh nho mét 56.00% 58.00% 62.00% 58.67%
Vitamin 32.00% 38.00% 32.00% 34.00%
- Két qua giam sat don thudc theo 10 tiéu chi (Hinh 1):
100% 100%  gg cor oo J00%  100%  100%  100%
95% o7 % 92.9%
g8 (0, 95.7% 97.1% .
90%
° 98.6% 97.1% 90.0%
85% 88.6%
90.0%
80% 9. Chi
. Chi
o
N 3.Cb 7. khang
1. Nhgp KPOng bl ko 4 Don %  Puong 8 Thoi  sinh 10.
, tring ) thuode .» . Khong ) 2 . A
dung tén phu ho Ao+ 5. Lie . dung- diém dung  Khong
A hoat .. 1 dayda X st dung ) . ¢ \
thudc va P véi chan ) thude » - dangbao dung quy dinh c6 twong
R chat, .. dung thudce £ X N . X
y Iénh e doan va w dinh CcCh ché-cach thuoc (phu hop tac thuoc
e pppr AW str dung Vi tac
nhom, nhan gay
hoat chat bénh, .
THANG 1/2022  100% = 98.6% 100%  95.7%  97.1% 100% 100% 100% 100% = 90.0%
THANG 2/2022  98.6%  97.1%  100%  88.6% 97.1%  100%  100%  100%  100%  90.0%
THANG 3/2022  100%  100%  100%  98.6%  98.6%  100%  100%  100%  100%  92.9%

Hinh 1. Ty Ié phén tram dat cdc tiéu chi gidm sdt don thuéc quy 1/2022

Tat ca cac tiéu chi déu dat két qua tot tir 85% trd 1én, cho thiy cac don thude duoc ké day du
va ding quy dinh.

- Tiéu chi s6 1: Nhap dung tén thudc va y 1énh dat 100% ¢ thang 1 va thang 3, dat 98.6% &
thang 2 (01/70 don con sai sot).

- Tiéu chi s6 2: Pon thudc khong bi tring hoat chat/nhom hoat chat dat 98.6% & thang 1 (01/70
don bi trung), dat 97.1% ¢ thang 2 (02/70 don bi trung), dat 100% & thang 3.

- Tiéu chi s6 4: Pon thudc diy du ding quy dinh dat 95.7% & thang 1 (03/70 don chua phu
hop), dat 88.6% & thang 2 (08/70 don chua phu hop), dat 98.6% & thang 3 (01/70 don chua phu hop).

- Tiéu chi s6 5: Liéu dung hop 1y dat 97.1% ¢ thang 1 (02/70 don chua hop 1y), dat 97.1% &
thang 2 (02/70 don chua hop ly), dat 98.6% ¢ thang 3 (01/70 don chua hop 1y).

- Tiéu chi s6 10: Khong c6 tuong tac thude trong don dat 90% ¢ thang 1 (07/70 don c6 twong
tac), 90% ¢ thang 2 (07/50 don c6 tuong tac), 92.9% & thang 3 (05/70 don c6 tuong tac).

4.2. Khuyén cio dwge Iam sang

- Déi véi don thude sao chép sai so v6i y 1énh cua bac si vé phan HDSD thudc Itraconazol
100mg (s0 lan/ngdy), nguyén nhan c6 thé do 16i nhap may ciia TKYK > BS can luu y kiém tra don
thudc lan nita trude khi ky tén.

- P6i véi don thude bi tring hoat chat Natri carboxymethylcellulose (natri CMC) ciia thude
Refresh Liquigel (natri CMC 1%) va Optive (natri CMC 0,5% + glycerin 0,9%).
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- BS can luu ¥ kiém tra don thudc 14n nita trude khi ky tén. Mot s6 nguyén nhan c6 thé bao
gom: O sai s6t do 16i nhap may ciia TKYK; @ chua nim rd thanh phan thudc dang phdi hop vi cac
hoat chat khong duoc thé hién du trén phan mém ké don; @ cin nhéc khi ké 2 thuéc nho mat tring
hoat chdt/ nhém hoat chat, vi khong lam tang hi¢u qua diéu tri ma chi tang thém chi phi thude, tac
dung phu,...

- Béi v6i don thude chua pht hop quy dinh. Cac trudong hop bao gom:

+ Chan doan MT nhung HDSD 1a MP, 2M cén nho thudc.

+ Chéan doan MP nhung HDSD 13 MT, 2M can nho thude.

+ Stra chita thong tin s6 1an nho thude nhung thiéu chir ky xac nhan ciia nguoi ké don.

- BS can luu y ghi 16 rang, ddy i mat bénh trong phan Chan doan va mat can nho thude trong
phan Chi dinh thuéc dé bénh nhan str dung thuoc ding cach, hi¢u qua nhat. Luu y céac thuoc diéu tri
can theo doi va hudng dan ki glaucome, corticoid, khang sinh,...

- Dbi véi truong hop sira chira thong tin don thude nhung thiéu chit ky xac nhan cta ngudi ké
don, BS nén ki€m tra lai lan nira trude khi ky tén.

- B6i voi liéu ding:
+ Cac thude diéu tri glaucome dang phdi hop gdm Duotrav (travoprost + timolol) va Combigan
(brimonidin + timolol).

- BS can nhéc chi dinh sb 1an nho mét pht hop véi lidu dung khuyén cdo ctia nha san xuét va
phac do di€u tri BV, tranh truong hop qua liéu.

+ Khéang sinh dudng ubng Auclanityl 500/125 (Amoxicilin 500mg + Acid clavulanic 125mg).
Mot s6 nguyén nhan c6 thé bao gom: () sai s6t do 16i nhap may ctia TKYK; @ sai sot trong ké don, ...

- BS can nhic chi dinh s6 ngay st dung thudc phu hop véi lidu dung khuyén cdo ciia nha san
xuat va phac do diéu tri BV, tranh truong hop dé khang thudc.

- Canh bao tuong tac thude:

+ Cap twong tac giira thudc nhé mit Azopt 1% (Brinzolamid 10mg/ml) va Acetazolamid
vién uéng (Mirc do Moderate). Azopt la thudc e ché men carbonic anhydrase mic du dung tai chd
nhung hap thu toan than, tac dong hiép dong va lam ting doc tinh cua cac thude e ché CA dudng
uéng (acetazolamid) gay cac rdi loan can bz‘ing acid-base, roi loan dién giai, rdi loan tiéu hoa. Tranh
phdi hop, néu can thiét phai str dung can can nhic k¥ nguy co/loi ich ¢67,

+ Cap twong tac giira Fluoroquinolon toan than (levofloxacin, ciprofloxacin, ofloxacin...)
va NSAID (diclofenac, ibuprofen...) (Mirc @0 Moderate) ting nguy co kich thich than kinh trung
uong (ADR thuong gdp > 1/100 cua fluoroquinolon) va co giat cuia quinolon. Nguy co nay cang tang
0 bénh nhan roi loan churc nang than, tién sir dong kinh hodc cac bénh roi loan than kinh khac. Can
theo ddi 1am sang cac dau hiéu kich thich than kinh trung wong nhu run, ctr dong co khong tu chi, a0
giac hoic co giat khi ké don khang sinh fluoroquinolone két hop véi NSAID (1456,

+ Cap twong tac giira Corticosteroid toan than (methylprednisolon, prednisolon, dexa-
methason..) va NSAID (diclofenac, ibuprofen...) (Mirc dd Moderate). Str dung dong thoi 1am ting
nguy co tac dung phu & dudng tiéu hoa @ nhu viém, chay mau, loét va hiém khi thung. Bac si c6 thé
dé nghi cac loai thudc giup bao vé da day va rudt néu co nguy co cao bi bién chimg nghiém trong &
duong tiéu hoa. Cén than trong, dac biét & nguoi co tién su loét da day hodc chay mau duong ti€u hoa,
nguoi gia va suy nhuogc ©. Theo doi diéu tri cac ddu hiéu dau vung thuong vi, dau bung hoac cac tri¢u
chimg khac cta rdi loan tiéu hoa.
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Tai liéu tham khao:

1. Tuong tac thudc va chi y khi chi dinh (B Y té)

2. Dugc thu quéc gia 2018

3. Huéng dan st dung khang sinh (Ban hanh kém theo Quyét dinh s6 708/0D-BYT ngay
02/3/2015)

4. AHFS

5. Uptodate

6. Drugs.com

7. https://www.accessdata.fda.gov

5. CHUYEN DE: TONG KET PHAN UNG €O HAI CUA THUOC
(ADR) VA KHUYEN CAO DUA TREN BAO CAO ADR NAM 2021

5.1. TONG KET

Tir dau thang 11/2020 dén hét thang 10/2021, khoa Duogc ghi nhan 06 bao cao ADR. Trong do, c6
5 truong hop ADR nghiém trong giy de doa tinh mang lién quan thudc Lidocain 2%, Fluorescein 20%.
Sau khi dugc phat hién, xtr tri kip thoi thi bénh nhan hoi phuc khéng di chimg. Déi voi truong hop can
thiét, bénh nhan duoc dé nghi chuyén Bénh vién 115 theo ddi va diéu tri tiép.

Tat ca cac bao cao ADR dd dugc khoa Duoc guri dén Trung tAm Qudc gia vé Thong tin thude va
Theo ddi phan tng c6 hai cta thue (Trung tam DI & ADR Quéc gia) dé xtr 1y, tham dinh theo quy
dinh ctia BO Y té.

Theo dit liéu tong hop s6 lwong bao cdo ADR tir cic co so kham, chita bénh do Trung tdm DI &
ADR cung cép cho thiy xép hang ctia bénh vién Mit theo cac don vi thudc khu vuec TP.HCM: giai
doan 11/2020 — 12/2020 1a 91/567 (7 bao cao ADR), giai doan 01/2021 — 03/2021 la 191/881 (3 bao
c4o ADR) (nguon: canhgiacduoc.org.vn).

Kham mit I
Dich kinh vong mac N
Gay mé hoi sic NG B S6 bio cdo
Chan doan hinh anh G
Khoa Duoc N
0 1 2

Hinh 2. §6 lwong bdo cdo ADR theo khoa phong ndm 2021
Nhan xét: Két qua cho thdy khoa Gy mé hdi stc c6 s6 bao cdo ADR nhiéu nhét 1 02 (chiém

33.33%). Thudc nghi ngd gdy ADR dugc bao cao 1a Lidocain 2% (loai thudce duoc sir dung gay té
canh cau trudc phau thuat). Tuwong tu, cac khoa phong con lai déu ghi nhan ADR kip thoi.
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Hinh 3. 86 lwong bdo cdo ADR theo doi tiwong nhén vién y té ndm 2021

Nhan xét: Két qua cho théy Bac si la d6i tuong thuc hién bdo cdo ADR nhiéu nhat chiém 50%,
tiép theo 1a Piéu dudng, Duogc si. Pbi v6i duoc si, ghi nhan cac ca ADR thong qua qué trinh cip phat
thubc BHYT, tu van su dung thudc tai Nha thube va hd tro nguoi bénh khai thac cac thong tin vé tinh
trang di tmg thudc.
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Hinh 4. 86 lwong bdo cdo lién quan cdc thuéc nghi ngo ADR tir ndm 2017 - 2021

Nhan xét: Trong 5 nam qua, s ca ADR lién quan dén thudc Fluorescein 20% chiém ty 1¢ cao
nhat 1a 50% (12 béo cao), ké dén 1a Lidocain 2% chiém ty 1€ 20.83% (05 bdo céo), cac thuoc con lai
déu chi tir 1 —2 bdo cdo ADR.

- Fluorescein 20%: thudc c6 nguy co cao gdy ADR ma khoa Duoc dé ghi nhan dugc trong nhiéu
nam tai Khoa CBHA.

- Lidocain 2%: thudc can dic biét chi y vi kha niang gay ngd doc cao.

- Thang 11 ghi nhan trudng hop sdc phan vé do thude Cephalexin 500mg, nguyén nhan dugc
khai thac 14 tién sir di ing khang sinh Ampicillin ciia nguoi bénh.
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Hinh 5. Tong sé6 lwong bdo cdo ADR ciia Khoa Duege tir nam 2017 - 2021

Nhén xét: Nam 2020 c6 sé luong bao cao ADR cao nhat 1a 08 (chiém 33.33%), nam 2017 chi
ghi nhan 01 bao cdo ADR (chiém 4.17%), cdc nam khac c6 s6 bdo céo twrong duong nhau (tir 2 — 7 bao
c40). Nhin chung, s6 luong bao cao ADR giri vé khoa Dugc qua cic nim van con kha it = khuyén
khich cac khoa phong tiép tuc theo doi, xur tri va chu dong hon trong cong tac bao cdo ADR. Luu y cac
thude c6 nguy co cao gdy ADR nhu cac khang sinh duong tiém (cefotaxim, ceftazidim, ceftriaxon,
vancomycin,...), lidocain, flourescein, fluorouracil, calci clorid,...

5.2. KHUYEN CAO DUA TREN CAC BAO CAO ADR

- Khai thac ki tién sir di Gmg cua bénh nhan, can nhic cac yéu td nguy co (bénh nén, tudi tac,
phu nit c6 thai, chirc ndng gan-than,...) trudc khi cho bénh nhan st dung thude.

- Khuyén céo trong truong hop ngd doc Lidocain nghiém trong:

+Néu phan g toan than do hip thu qua murc: Duy tri thong khi, cho 100% oxygen, va thuc
hién ho hap hd trg hodc chi huy, khi can. O mot s6 nguoi bénh, co thé can phai dit ong nodi khi quan.

+Suy tuan hoan: Dung mot thude co mach va truyén dich tinh mach.

+Hoi chirg methemoglobin huyét: Cho xanh methylen (1 - 2 mg/kg thé trong tiém tinh mach).

+Co giat: Cho mét thude chéng co gidt benzodiazepin; cdn nhé 13 benzodiazepin tiém tinh
mach c6 thé gy e ché ho hap va tuan hoan, dic biét khi tiém nhanh.

- Khuyén c4o trong truong hop di tmg Fluorescein 20%:

+Sir dung Fluorescein phai chuan bi nhitng phuong tién ciing nhu cac bién phap cap ctru kip
thoi va c6 nhiing chuyén gia ¢6 kha nang xur tri.

+Néu nghi ngo c6 thé xay ra di u:ng va xét nghiém trong da c6 thé tién hanh (0.05 ml) trudc khi
tiém tinh mach. Bat ky phan tmg qua man nao ciing s& xuit hién trong Vong 30 phit. Ngoai ra, c6 thé
nho mét giot dung dich Fluorescein 1én két mac. Trong trudng hop qua man véi thanh phan thudc,
hién twong xung huyét lién quan dén phu két mac s€ nhanh chong xuat hién.

- Trong qué trinh thim kham hodc diéu tri, can luu ¥ tac dung phu, chdng chi dinh, twong tac
thudc,... Tir @6 can nhac ve liéu dung nhu giam li€u hodc thay thé thudc c6 tac dung dicu tri tuong
duong nhung an toan hon khi str dung trén bénh nhan.

- Pbi véi viée sap xép thude, dit cac thude cé nguy co cao ADR & vi tri tach biét, c6 thé dan
nhan hodc 1am ky hi¢u luu y trong qua trinh cap phat thuoc.

- Céc thong tin vé bao cao ADR déu duoc phd bién dy du qua ban tin dugc 14m sang, website
bénh vién, sinh hoat chuyén mén véi diéu dudng de tat ca nhan vién y te kip thoi cap nhat va theo doi.

- Viéc phat hanh “Thé canh béo di ing thudc” ciing gop phan han ché cac ca ADR xay ra.
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