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1. PHAN UNG €O HAI CUA THUOC (ADR)

Cap nhat tiép theo ndi dung ban tin dugc 1am sang s6 02-2020, tir dau thang 7/2020 dén hét
thang 4/2021, Khoa Dugc ghi nhan 7 bdo cdo ADR ¢ 5 khoa/phong (Bang 1), trong d6 c6 3 ca di img
Fluorescein khong nghiém trong, 4 ca ADR nghiém trong giy de doa tinh mang bao gdm 1 ca di ing
Cephalexin va 3 ca nghi ngo do ngd doc thude té Lidocain. Sau khi xr tri thi hau hét bénh nhan déu
hoi phuc khong di chimg, mot sé trudng hop duge dé nghi chuyén bénh vién 115 diéu tri tiép va da

héi phuc sau do.

Tét ca cac bao cdo ADR di duoc Khoa Duoc giri dén Trung tdm Qudc gia vé Thong tin thude va
Theo ddi phan g c6 hai cua thude dé xur 1y, tham dinh theo quy dinh cua BO Y té.

Bing 1. Tém tiit cdc bdo cdo phén teng c6 hai ciia thudc tai bénh vién Mt

Ca 1 - Khoa Chén do4n hinh anh

Thoéng tin Bénh nhan

Tubi: 36 tudi
Can ning: Khong dé cap

-Tén: V.A. D

- G161 tinh: Nam

- Tién sir: Khong

- Ngay xay ra phan tng: 16/07/2020

Chan doan va dieu tri

Chan doan bénh vé mat

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

- Dung dich tiém Fluorescein 20% (1g/5ml); Cong ty Monico S.P.A; S6
16: 19GA372. )
- Moi lién h¢ gifra thude va ADR: C6 kha nang (Thang WHO).

Bénh canh 1am sang

- Sau khi tiém chat can quang khoang 3 phut, bénh nhan ngira trong bung
va tir chi; Mach: 88 lan/phut, huyét ap: 130/80 mmHg.
- Bénh nhan khong dau nguc, khong kho thé.

Thudc sit dung dong
thoi

Khong

Cich xir tri ADR - két
qua sau khi xir tri

Chuyén khoa noi theo ddi: Fexofenadine 160mg + udng nhiéu nuéc

Mirc do nghiém trong
cua phan ung

Khoéng nghiém trong

Ca 2 — Khoa Chén do4n hinh inh

Thong tin Bénh nhan

Tudi: 64 tudi
Can nang: Khong dé cap

-Tén: V.B.K

- Gi6i tinh: Nam

- Tién str: Khong

- Ngay xdy ra phan ting: 11/08/2020

Chan doan va diéu tri

Chan doan bénh vé mat

Thong tin vé thudc
nghi ngo ADR - Mobi
lién quan giira thudc
va ADR

- Dung dich tiém Fluorescein 20% (1g/5ml); Cong ty Monico S.P.A; S6
16: 20BA072. )
- Moi lién h¢ gitra thuéc va ADR: C6 kha nang (Thang WHO).

Bénh canh l1am sang

- Sau khi tiém chét can quang 5 phut, bénh nhan ngtra toan than; Mach: 90
lan/phut, huyét ap: 140/90 mmHg.
- Bénh nhan khong dau bung-nguc, khong kho thé.
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Thudc siv dung dong
thoi

Khong

Cich xir tri ADR - két
qua sau khi xir tri

Chuyén khoa n6i theo ddi

Mirc do nghiém trong
cua phan ung

Khong nghiém trong

Ca 3 — Khoa Chén do4n hinh inh

Thong tin Bénh nhan

Tudi: 37 tudi
Can nang: 60 kg

-Tén: NV T

- Gidi tinh: Nam

- Tién sir: Khong

- Ngay xdy ra phan trng: 28/10/2020

Chan doan va dieu tri

Chan doan bénh vé mat

Théng tin vé thudc
nghi ngo' ADR - Moi
lién quan giira thudc
va ADR

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

Bénh cianh 1am sang

- Sau khi tiém chat can quang khoang 3 phut, bénh nhan ngira toan than;
Mach: 76 lan/phut, huyét ap: 130/80 mmHg
- Bénh nhan khong dau bung-nguc, khong kho thé.

Thudc sit dung dong
thoi

Khong

Cich xir tri ADR - két
qua sau khi xir tri

Chuyén khoa noi theo doi

Mirc do nghiém trong
cua phan ung

Khong nghiém trong

Ca 4 — Khoa Kham mi

t

Thong tin Bénh nhan

Tudi: 46 tudi
Can nang: 72 kg

-Tén: N. V. X

- Gi6i tinh: Nam

- Tién st: Di tng Ampicillin

- Ngay xay ra phan tng: 16/11/2020

Chan doan va diéu tri

Sau phau thuat (MT: Cat u két mac)

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

- Vién nhong Cephalexin 500mg; Cong ty CP Pymepharco; S616: 140520
- Vién nén Tatanol 500mg; Cong ty CP Pymepharco; S6 16: 1290520
- Mai lién h¢ gitra thude va ADR: C6 kha nang (Thang Naranjo).

Bénh canh lam sang

Phau thuat két thuc lac 12h30, khoang 45 phut sau bénh nhan bét dau co
biéu hién ADR:

13h25:

- BN than mét, v md hoi

- BN tinh, tiép xtic dugc, khong kho tho

- Tim déu, phdi khong rales

- Khong tiéu tiéu mét ty chu

- HA: 50/20mmHg, M: 102 1/p, NT: 20 I/p

13h35:

- BN tinh, tiép xtc t6t
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- Tim déu, phdi khong rales

- Po ECG: theo ddi tai cuc that sém — Nhip xoang.
- HA: 90/60 mmHg, M: 98 1/p

13h40: HA: 108/78 mmHg

13h50: HA: 120/88 mmHg

14h10: BN lanh run

14h20:

- BN tinh, khoe hon

- P& nghi ngung toa thudc “Mat” vira uéng
15h05: Pé nghi chuyén vién Bénh vién 115
Chén doéan: Séc phan vé.

Thudc sit dung dong
thoi

Khong

Cich xir tri ADR - két
qua sau khi xir tri

13h25:

- Adrenalin Img/1ml - % 6ng (TB)

- Solumedrol 40mg - 01 éng (TMC)

- Pipolphen 10mg - 01 éng (TB)

- Thé Oxy am 5 lit/phut

- NaCl 0,9% 500ml - 01 chai (TTM) chay nhanh
13h35:

- NaCl 0,9% 500ml - 01 chai (TTM) chay nhanh
- Theo doi sat sinh hi¢u/10 phut

14h10:

- Sudi dén, dip chan.

- Udng tra duong.

14h20:

- Chinh NaCl 0,9% 500ml con XXX giot/phut.

- Theo dbi sat sinh hiéu mdi gio.

15h05: Chuyén Bénh vién 115.

Mirc do nghiém trong
cua phan ung

- Khong nghiém trong (theo danh gia cia Khoa Kham mét)
- Be doa tinh mang (theo danh gia ciia Khoa Duoc)

Ca 5 — Phong mé D (Khoa DKVM)

Thong tin Bénh nhan

Tudi: 57 tudi
Can nang: 60 kg

-Tén: LTN

- Gidi tinh: N

- Tién str: Khong

- Ngay xdy ra phan tmg: 13/01/2021

Chan doan va dieu tri

Gay té phau thuat

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

- Dung dich tiém Lidocain Kabi 2% (400mg/20ml); Cong ty CP Fresenius
Kabi Bidiphar; S6 16: 19011. ’ ’
- Mai lién h¢ gitra thuéc va ADR: Chac chan (Thang WHO).

Bénh cinh l1am sang

Sau khi tiém canh cau mit phai thudc Lidocain 2% 5ml, khoang 40 phut
xudt hién co giat, tim tai, sti bot mép, ngap c4, tiéu ra quan.

Thudc sit dung dong
thoi

Khong
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Cach xir tri ADR - két
qua sau khi xir tri

- Hoi sinh tim phoi, dit ndi khi quan, 1ap 2 dudng truyén, Lipid 20% 1
chai 100ml chay tu do. i ’
- Bénh nhan duoc chuyén bénh vién 115 di€u tri tiép.

Mirc do nghiém trong
cua phan ung

Pe doa tinh mang

Ca 6 — Phong mé khoa

Gay mé hoi sire

Thong tin Bénh nhan

Tudi: 23 tudi
Can nang: 45 kg

-Tén: P.P.T

- Gidi tinh: Nam

- Tién str: Khong

- Ngay xdy ra phan ung: 25/01/2021

Chan doan va dieu tri

- Mt phai: Glaucome thir phat da ap lanh thé mi ngay thtr 1
- Ly do dung thuoc: Gay té phau thuat

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

- Dung dich tiém Lidocain Kabi 2% (400mg/20ml); Cong ty CP Fresenius
Kabi Bidiphar; S6 16: 19016. i
- Mai lién h¢ gitra thude va ADR: C¢6 thé (Thang Naranjo).

Bénh cinh 1am sang

- Sau khi tiém thudc Lidocain 2% 5ml canh cau mat phai, bénh nhan dang
md biéu hién mét nhiéu, da niém nhot, budn nodn, than budn ngu, dau vét
mé nhiéu.

- Mach: 40 lan/phut, huyét ap: 126/68 mmHg.

- Chén doan: TD sbc vagal

- Chan doan khac: Ngo doc thude té

Thuéc sit dung dong
thoi

Khong

Cich xir tri ADR - két
qua sau khi xir tri

- Natri clorid 0,9%/500ml — 1 chai
- Perfalgan 1g/100ml — 1 chai

- Fentanyl 50mcg/ml

- Atropin 0,25mg/ml — 2 dng

- Lipid 20%/100ml — 1 chai

Mirc do nghiém trong
cia phan tng

DPe doa tinh mang

Ca 7 — Phong mo khoa

Gay me hoi sire

Thong tin Bénh nhan

-Tén: P. T. N. Tudi: 72 tudi

- Gi61 tinh: Nt Can nang: 54 kg

- Tién sir: Tang huyét ap, dai thdo duong tuyp II, tai bién mach mau nio
cil, 120 suy.

- Ngay xay ra phan tng: 02/02/2021

Chan doan va dieu tri

- Mt trai: Xudt huyét pha 1 thé
- Ly do dung thudc: Gay té phau thuat

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

- Dung dich tiém Lidocain Kabi 2% (400mg/20ml); Cong ty CP Fresenius
Kabi Bidiphar; S6 16: 19016. i
- Moi lién hé gitra thude va ADR: C6 thé (Thang Naranjo).

Bénh cinh 1am sang

-’Sau khi tiém canh cu Lidocain 2% 5ml, bénh nhan than lanh run, lo
lang nhiu, tang dong, but rut.
- Mach: 78 lan/phut, huyét ap: 180/110 mmHg.

- Chan doan: Tang huyét ap khan cip
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Thudc sit dung dong

thoi Khong

- Natri clorid 0,9%/500ml — 1 chai gilt ven
- Lipid 20%/100ml — 1 chai chdy tu do
- Tho oxy 5 1/p

Cach xir tri ADR - két
qua sau khi xir tri

Mirc do nghiém trong

. s Pe doa tinh mang
cua phan ong

Tong két cong tac giam sat ADR tai bénh vién ndm 2020: Tir ddu ndm tinh dén hét thang 11/2020,
Khoa Dugc ghi nhan tong cong 9 bao cao ADR. Nhin chung, s6 lugng bao cao ADR giri vé van con it,
khuyén khich cac khoa phong tiép tuc ting cudng gidm sét, theo ddi va bao céo kip thdi cho Khoa Duoc.

Bit dau tir nam 2021, Khoa Dugc ting cudng cong tac giam sat ADR bang cach:

— Phat hanh “Thé canh bao di tmg thudc” cho nhitng ngudi bénh dén tham kham da xéac dinh tién
str di ing thude hodc trong qua trinh diéu tri gip phan tng c¢6 hai véi cac thude c¢6 nguy co cao ADR
tai bénh vién va bat ky thudc ndo khac (dya theo Nguyén tic du phong phan vé dugc quy dinh tai
Diéu 4, Khoan 6 cta thong tu 51/2017/TT-BYT vé “Hudng din phong, chan doan va xur tri phan vé”).

— Khoa phong can luu y thudc c6 nguy co cao thudng xay ra ADR nhu: Lidocain, Bupivacain,
Midazolam, Fluorescein, Ceftriaxon, Cefotaxim, Cefuroxim, Ceftazidim,... dé cha dong phat hién,
theo ddi va thyc hién bao cdo ADR day du.

2. THONG TIN THUOC

2.1. Tong két hoat dong thong tin thudc

Tur thang 1 dén thang 4 nam 2021, Khoa Dugc da thuc hién hoat dong thong tin thudc - canh giac
dugc nhu sau:

— Bai viét dang trén website bénh vién: 4 bai.

Thang 1/2021: BO Y té - Huéng dan thuc hién quan 1y sir dung khang sinh trong BV.
Thang 2/2021: Danh muc thuéc Bénh vién Mit 2020-2021.

Thang 3/2021: Tong két cong tac bao cio ADR nam 2020.

Thang 4/2021: Tuong tac thudc va nhirng bién phap han ché bét loi.

— Tra 161 thong tin thude: 2 ban. Hinh thie: Van ban va dién thoai.

— Sinh hoat chuyén mén: 2 budi.

+ 1 budi sinh hoat véi cac bac si vao ngay 19/01/2021. Chu dé: Bao cdo hoat dong thong tin
thudc — dugc 14m sang nam 2020.

+ 1 budi tap hudn véi cac dugce sinha thude vao ngay 08/04/2021. Chu dé: Nghi dinh 131/2020/
ND-CP vé duoc 1am sang.

2.2. Dung dich tiém Bupivacain WPW Spinal 0,5% Heavy

— Dung dich tiém Bupivacaine WPW Spinal 0,5% Heavy, SPK: VN-20879-17 do Warsaw
Pharmaceutical Work Polfa S.A (Poland) san xuét, cong ty CPDP TW CPC1 nhap khau:

+ Ngay 30/06/2020, Cuc QLD da c6 cong vin 9456/QLD-CL thong bao két qua kiém tra chat
lugng déu Pat ddi voi cac 16 thude 06DB0919, 07DB0919 va 08DB0919.

+ Ngay 22/10/2020, Cuc QLD nhén dugc cong van 2491/SYT—NVD ctia SO'Y té Binh Duong
bao céo ca ngh1 ngo doc su dung Buplvacaln cho giy té tuy song va cong van 140/TTT cta Trung tim
DI & ADR quéc gia vé viéc cung cap thong tin cac bao cdo ADR lién quan dung dich tiém néu trén
véi cac 16 04DB1119, 07DB0919 va 08DB0919. Theo do, c6 03/04 ca ADR nghiém trong (tr vong)
sau khi dung thudc gy té tuy song.

- Vi vdy, cin cr cac cong van 16249/QLD-CL ciia Cuc QLD va 6469/SYT-NVD ciia So Y té:
Trong thoi gian chd x4c dinh nguyén nhan tai bién, khan truong chi dao co sd kham, chira bénh khong
tiép tuc sir dung cac 16 thudc 04DB1119, 07DB0919 va 08DB0919 cho bénh nhan.

— Bénh vién Mit hién khong sir dung dung dich thudc tiém néu trén. Tuy nhién dé dam bao

+ + + +
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an toan cho ngudi bénh, can phai kiém tra cam quan thude trudce khi sir dung; khong sir dung thude
neu co dau hiéu nghi ngd khong dam bao chat lugng. Pong thoi bao cdo ngay cac truong hop xay ra
ADR lién quan dén thuoc.

2.3. Thong tin thudc thu hdi, dinh chi lvu hanh

Bing 2. Thuéc thu hoéi, dinh chi lwu hanh

So " ; ne SPK, So 16 san Con san xuat
cong vin Ten thuoe Noi dung xuit, Han dung —~ fhtgp khau
15817/QLD- Vién nang Thu héi thudec vién|SPK: VN-17500-|CSSX: Cty Zim
CL ngay Virazom nang Virazom. Ly do |13 Laboratories Ltd.
14/10/2020 (Omeprazol |mau thudc khong dat| (India)
20mg) tiéu chudn chit lugng. |S010: 1161915 CSNK: Cty CP
: Cty
NSX: 07/10/2019 Duoc Thiét bi Y té
HD: 06/10/2022 Pa Ng,ng-Dapharco
17463/QLD- | Vién nén bao | Thu hoi thudc vién nén | SDK: VD-25077- | CSSX: Cty TNHH
CL ngay phim Sedtyl |bao phim Sedtyl. Lydo | 16 BRYV Healthcare
25/11/2020 | (Desloratadin |mau thuc khong dat|s§ 15: 03M19
Smg) tiéu chuin chit luqng NSX: 25/11/2019
ve chi tiéu Tap chat
lién quan. HD: 25/11/2022
q
17570/QLD- | Vién nén bao | Thu hoi thudc vién nén | SDK: VD-25077- | CSSX: Cty TNHH
CL ngay phim Sedtyl |bao phim Sedtyl. Ly |16 BRYV Healthcare
26/11/2020 | (Desloratadin |do mau thudc khong|sé16: 021,19
Smg) dat tiéq chuin chét NSX: 14/10/2019
luong vé chi tiéu Tap
ORI . HD: 14/10/2022
chat lién quan (vi pham
muc do 2).
17868/QLD- | Viénnénbao |Thu hdi thudc vién|SDK: VN-16404-|CSSX: Cty Troikaa
CL ngay tan trong ru¢t | nén bao tan trong rudt| 13 Pharmaceuticals
03/12/2020 DYNAPAR |DYNAPAR EC. Ly do|S§158: D14220 Ltd. (India)
EC (C]l),id"‘;;;ac inau tliluéc lih‘;nlg dat| NsX: 23/01/2019 | CSNK: Cty CP
sodium i€u chuan chat luong XNK Y té TP.HCM
50mg) v& chi tiéu Tinh chit |HD: 22/01/2023
(vi pham mrc d¢ 3).
615/QLD- Thudcnhé |[Thu hdi toan qubc|SPK: VN-14413-|CSSX: Cty Makcur
CL ngay miit Tobraquin | dung dich nho mit To- | 11 Laboratories Ltd.
29/01/2021 (Tobramycin | braquin. Ly do mau|g§1s: ME20031 | (India)
o S“Ifat‘ltle; ﬂ;luéc kl;fift‘gl dat tieu | \ygx: 11/06/2020 | CSNK: Cty ¢b
examethasone | chuan chat luong veé han XNK duoc
natri chi titu M6 ta, dinh HD: 10/06/2022 ghém Binh Minh
phosphate) |tinh Tobramycin, dinh
(Tobramycin | lugng Tobramycin.
0,3%;
Dexamethasone
0,1%/5ml)

CAC THUOC TREN KHONG CO TRONG BENH VIEN
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3. CANH GIAC DUOC

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

Piém tin canh
giac dwgc ngay
07/10/2020

Ondansetron

Ondansetron va nguy co dij tit bam sinh

Ngay 23/9/2020, theo Co quan Khoa hoc Y té Singapore: Su
gia ting di tat ho ham éch da dugc quan st thdy & tré so sinh
khi nguoi me dung thude trong 3 thang dau thai ky. Vé di tat
tim, cac nghién ctru dich t& hoc cho két qua trai ngugc nhau.
Béc si nén xem xét thong tin an toan trén khi ké don Zofran®,
Ondansetron Hexal® hoac Ondansetron Sandoz®.

Piém tin canh
giac duoc ngay
07/12/2020

Montelukast

Montelukast va nguy co bién ¢6 tim than kinh nghiém trong
Health Canada: Cac bién ¢ tim than kinh nghiém trong (kich
dong, hung hing, tram cam, réi loan gidc ngt, ¥ nghi va hanh
vi tu sat (ké ca ty sat),...) dd duoc ghi nhan trong khi diéu trj va
sau khi ngimg st dung thudc ¢ bénh nhan co/khdng co tién sir
r6i loan tam than trude d6. Co ché hién chua rd.

Montelukast nén dugc danh riéng cho viém mii di ing khong
dap tng day du hodc khong dung nap véi cac liéu phap thay thé.
Vi hen suyén hoic co thit phé quan do géng strc, bac si nén
can nhic loi ich va nguy co trude khi ké don.

Piém tin dang
chu y tir cong
viin s6 17879/
QLD-DK ngay
03/12/2020 cia
Cuc Quan ly
Duwoc - Bo Y té

Mephenesin

Théng tin lién quan dén tinh an toan ciia thudc chira
Mephenesin

Cuc QLD thong bao ngay 21/6/2019, Co quan Quan 1y Dugc
Phap (ANSM) dinh chi Iuu hanh thudc gidn co Decontractyl
(hoat chat mephenesin) tir ngay 28/6/2019. Céac béo cdo ADR
bao gom:

- Dang vién nén: bao cdo lam dung va phu thudc thude, tang
lidu, kho chiu, cam giac chong mat va cac phan ing phan vé.

- Dang thubc m&: phan tng trén da tai vi tri boi thudc nhur néng
bing va ndi ban d6 (mot sb bién cb da xay ra voi tré em khi tiép
xuc da voi nguoi 16n str dung thube mé).

Dua trén dir liéu hién c6, ANSM cho rﬁng loi ich tir ché phém
khong vuot trdi so voi nguy co, do hiéu qué han ché trong khi
nguy co gip ADR cao va c6 nhiéu Iya chon thay thé khac. Viéc
ngimg diéu tri bang Decontractyl khong lam gia ting nguy co
va bénh nhan c6 thé ap dung cac bién phap diéu tri thay thé
khong diung thude (tap thé thao, thu gidn, vat 1y tri liéu). Do do,
ANSM khuyén céo sir dung cac thude giam dau nhém 1 (parac-
etamol, NSAIDS) tuy dic diém ca thé khi dau kéo dai.

Piém tin canh
giac dugce

tr WHO
Pharmaceuticals
Newsletter so
4-2020

Nuéc cat pha
tiem

Nguy co tan huyét

Cuc Quan 1y Hang hoa Tri liéu (TGA) cua Uc di nhic nhd ring
nude cat pha tiém c6 thé gay tan huyét. Néu vo tinh tiém mot
luong 16n vao tinh mach ma khong dugc tao ding truong s& dan
dén de doa tinh mang bénh nhan bao gdm ca tir vong.
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Tat ca thudc tiém dd dang ky luu hanh tai Uc c6 thé tich tir
100ml tré 1én déu phai dugc thé hién trén nhén cho biét do 1a
thudc nhuoc truong, wu truong hay dang truong.

Chuyén gia y té nén kiém tra nhian dé dam bao khong cé sy
nham 1an giita nudc cit pha tiém va cac thude tiém IV khac.
Piém tin canh | Ginkgo biloba | Ginkgo biloba (Gb) va nguy co loan nhip tim

giac dugc ngay Health Canada: Cac phan tmg bat loi chi yéu gém rdi loan nhip
13/03/2021 that, nhip nhanh that va rung nhi kich phat. Bénh nhan cai thién
khi ngimg str dung thudc. Co ché hién chua r5.

Can bo y té can luu ¥ vé nguy co xay ra phan Gng bét 1oi trén
tim, can hoi bénh nhan vé tién st dung Gb va san pham cé
nguon goc thién nhién. CBY T nén béo cdo cac ca loan nhip tim
nghi ngd do Gb dé tiép tuc theo dodi va danh gia nguy co.

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

4. GIAM SAT SUDUNG THUOC

Cong tac giam sat str dung thudc quy I ndm 2021 thyc hién trén 75 HSBA ndi tra va 150 don
thudc ngoai trii & cac khoa, phong. Két qua cu thé (Bang 4):

Bing 4. Két qua thuee hién gidm sdt

Noi dung S6 lwong
Kiém HSBA 30
Binh bénh an 45
Kiém don thudc 150
Tong 225

4.1. Giam sat ké don thudc ngoai tru
Thuc hién: Lay ngiu nhién 150 don thudc ngoai tra tai kho cip phat 1é.

— Két qua cu thé (Bang 5):
Bing 5. Két qua ddanh gid chi sé ké don
Chi s6 ké don Thang 01/2021 | Thang 02/2021 | Thang 03/2021 | Trung binh
S6 loai thuéc TB/ don 4.40 5.14 5.02 4.85

Thudc tén goc 45.45% 40.47% 23.90% 36.61%
Khang sinh udng 70.00% 78.00% 46.00% 64.67%
Khang sinh nhé mét 78.00% 86.00% 68.00% 77.33%
Vitamin 4.00% 8.00% 26.00% 12.67%
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— Két qua giam sat don thudc theo 10 tiéu chi (Hinh 1):

100% 100%  100%  100% 100%  100%  100%  100%  100%
o
95%
90%
90% 100% 98% 100% 100% 100% 100% 100% 100% 100%
-y 94%
o
0
80%
9. Chi
2. Pon dinh
thudc khang
3.Cb 7. .
1. Nhap KBODSDL 60 4. Don o | puong 8 Thoi S o
thudc x| Khong 2 ding A
dung tén phuhop | _x "o 5. Licu | dung- diém : Khong
£ .| hoat day du < su dung \ ) quy dinh
thuodc va Z v6i chan ; thuoc x ° dangbao dung co tuong
A chat, dung thuoc . 2 (phu hop
y 1énh \ doanva ché-cach  thude tac thude
trung pppT | I dinh CCb st dun vOi tac
nhom g nhan gay
hoat chat bénh,
phu...

THANG 1/2021  100% 98% 100% | 100% | 100% | 100% & 100% | 100% = 100% 94%
THANG 2/2021 100% | 100% | 100% 98% 100% | 100% | 100% | 100% | 100% 90%
® THANG 3/2021  100% = 100% & 100% 98% 100% | 100% = 100% | 100% & 100% 82%

Hinh 1. Ty Ié phén tram dat cdc tiéu chi gidm sdt don thuéc quy 1/2021

Hau hét cac tiéu chi déu dat két qua tdt tir 90% trd 1én, cho théy cac don thude duoc ké déy dua
va ding quy dinh.

— Tiéu chi s6 2: Pon thude khong bi trung hoat chat, trung nhom hoat chét dat 98% & thang 1,
chua phu hgp quy dinh 1a 2% (01/50 don).

— Tiéu chi s6 4: Pon thudc day du dung quy dinh dat 98% & thang 2 (01/50 don chuwa phu hop
quy dinh), 98% & thang 3 (01/50 don chua phu hop quy dinh).

— Tiéu chi s6 10: Khong c6 tuong tac thudc trong don dat 94% & thang 1 (03/50 don ¢ twong
tac), 90% & thang 2 (05/50 don c6 tuong tac), 82% ¢ thang 3 (09/50 don c6 tuong tac).

4.2. Khuyén cdo dugc 1am sang

— Tiéu chi s6 2: Pon thudc c6 2 loai thudc nho mat tring nhom khang sinh Quinolon 1a
Levofloxacin (Cravit 0,5%) va Ofloxacin (Oflovid 0,3%), sau khi lién hé kip thoi thi don thube di duoc
diéu chinh lai chi con 1 loai khang sinh nho mat = BS can luu ¥ kiém tra don thudc 1an nita trudc khi
ky tén, trong d6 sai sot co thé do 16i nhap may ctia TKYK hodc cac sai sot khac (ké 2 thude nho mat
cuing hoat chat, khac nong d6 khong lam ting hiéu qua diéu tri ma chi ting thém chi phi thudc).

— Tiéu chi sb 4:

+ Pon thude co stra chira phan thong tin thude “Cravit 1,5%” thanh “Cravit 0,5%” nhung thiéu
chir ky xac nhan ctia nguoi stra 2 Theo quy dinh, nguoi ké don phai ky tén ngay bén canh ndi dung stra.

+ Toa thuéc BHYT: Chi dinh thudc khong ding véi chi dinh duoc thanh toan BHYT, cu thé 1a
thudc nhé mat Bronuck 0,1% (hoat chét 1a Bromfenac - khang viém NSAID) duoc BHYT thanh toan
hop 18 v6i chan doan “diéu tri viém sau phau thuat duc thuy tinh thé theo TT 30/2018/TT-BYT” >
BS luu y xem lai quy dinh thanh todn BHYT.

— Céanh bao twong tic thuoc:

+ Tuong tac gitra thudc nhé mit Azopt 1% (Brinzolamid 10mg/ml) va Acetazolamid vién
udng (Ml'rc dd Moderate). Azopt 1 thudc e ché men carbonic anhydrase mic du dflng tai chd
nhu:ng hap thu toan than, tac dong hiép dong va lam tang doc tlnh ctia cac thude e ché CA duong
uong gay cac r6i loan can bang acid-base, rdi loan dién giai, rdi loan tiéu hoa. Tranh phéi hop, néu
can thiét phai sir dung can can nhéac k¥ nguy co/loi ich ¢-367),

+ Tuwong tic thudc giira Doxycyclin va Vitamin A (Mirc d Major) lam ting nguy co tang ap
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luc noi so lanh tinh (nhtrc ddu, budn nén, giam thi lyc). Tranh phdi hop, néu can thiét phai sir dung
can cin nhic k§ nguy co/loi ich va theo ddi céc triéu chimg cua ting ap luc ndi so (dau ddu, budn nén,
nén, rbi loan thi giac, giam thi lyc va phu né) 123456, Mic du ting huyét ap noi so thuong hét sau khi
ngung diéu tri nhung kha nang mét thi luc vinh vién van ton tai. Do d6, danh gia nhan khoa kip thoi
nén duoc thuc hién néu rdi loan thi gidc xay ra, vi ap luc ndi s¢ cod thé van tdng trong nhiéu tudn sau
khi ngimg thudc, bénh nhan nén dugc theo ddi cho dén khi 6n dinh ©.

+ Twong tac thudc giira Quinolon toan thin (levofloxacin, ciprofloxacin...) va Corticosteroid
toan than (methylprednisolon, prednisolon, dexamethason..) (Mirc d§ Moderate). Corticosteroid
lam tdng ddc tinh cua quinolon, dac biét lam tdng nguy co viém gan va dat gan. Nguy co nay cang
ting cao & ngudi gia trén 60 tudi va ngudi ghép tang. Khi phdi hop hai nhom thude nay can theo ddi
chit ché dau hiéu khoi phat cia viém gan va dau khép @59,

+ Twong tac thudc giira Quinolon toan than (levofloxacin, ciprofloxacin, ofloxacin...) va
NSAID (diclofenac, ibuprofen...) (Mirc do Moderate) ting nguy co kich thich than kinh trung
uong (ADR thuong gip > 1/100 cua fluoroquinolon) va co giat cua quinolon. Nguy co nay cang tang
& bénh nhan rdi loan chic nang than, tién st dong kinh hodc céc bénh roi loan than kinh khéc. Can
theo doi 1am sang cac dau hiéu kich thich than kinh trung wong nhu run, cir dong co khong tu chi, a0
giac hodc co giat khi ké don khang sinh fluoroquinolone két hgp voi NSAID (1456,

Tai liéu tham khao:

1. Tuong tac thudc va cha ¥ khi chi dinh (Bo y té)

2. Duogc thu qubc gia 2018

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

4. AHFS

5. Uptodate

6. Drugs.com

7. https://www.accessdata.fda.gov
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5. CHUYEN DE: NUOC MAT NHAN TAO TAI BENH VIEN MAT

Kho mat 1a tinh trang bénh lién quan nhiéu yéu t6 gdy anh huong dén nude mat va bé mat nhan
cau. Cac triéu chirmg kho mat bao gdm cam giac khé chiu, rdi loan thi gidc va su bién d6i mang phim
nudc mit ma nguyén nhan do thiéu nudc mat va/hoic ting sy bay hoi nudc mat. Ton thuong bé mit
nhan cau nghiém trong co6 thé xay ra trén bénh nhan kho mat va gy bét loi dén chat lugng cudc song
vi n6 can tré hoat dong hang ngay nhu dinh huéng di chuyén cau thang, nhan ra nguoi xung quanh,
doc sach, xem TV, cong viéc lién quan may tinh, 14i xe (nhat 1a vao budi toi). Tinh trang kho mit rat
pho bién, tac dong dén hang triéu nguoi trén thé gidi véi ty 18 pho bién dugc woc tinh cao tir 5 — 35%
trén céac loai dan s6 khac nhau. Giai phap diéu tri hang dau bénh kho mat 13 sir dung nudc mét nhén tao.

Céc loai nudc mat nhan tao hién co trén thi truong khac nhau vé co ché tac dung. Co ché tac dung
¢6 loi thi khong hoan toan biét rd nhung c6 thé lién quan dén viéc bo sung thé tich nudc mét, 6n dinh
mang phim nudc mat, chit bao quan bé mat khac xa min, giam d6 thim thau nudc mét va bao vé bé
mit nhin cu bang cach giam sy ma sat gitta mi mét va giidc mac. Bén canh dé, thudc nhé mit ciing
khac nhau vé thanh phan, d6 nhét, thoi gian tic dung, chét bao quan, d6 tham thau va pH.

— Thanh phan chinh: Hydrogel polymers, vi kha nang gitt nuéc. Céc loai hydrogel duoc str dung
bao gdm: hydroxypropyl methylcellulose, carboxy methylcellulose, polyvinyl alcohol, carbopol,
polyvinylpyrrolidone, polyethylene glycol, dextran, hyaluronic acid, carbomer 940 (polyacrylic acid).

—Po nhét: Cac polymer c6 thé 1am ting d6 nhét ciia thude nhé mat va tang cudng do bam dinh
vao 16p chat nhiy ciia nude mat. PO nhét t6i uu cia mot dung dich nho mat thudng 1a sy kép hop
gitra yéu t6 d& chiu va d6 nhét. Do nhét 1am ting thoi gian gitr nudc nhung giy ra su gian doan tam
nhin khéng mong mubdn, bao gdm quang sai. Nhitng thuéc nho mét do nhét cao hon ciing ¢ thé gay
két tta dang tinh thé trén mi mat va 16ng mi. Khuyén cdo dua ra Ia cac thuéc nho mit c6 ¢ nhot thap
duoc sir dung vao ban ngay va cac thuc nhé mit c6 dd nhdt cao nhu thude md va gel duoc tra trude
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khi ngu. Déi voi tinh trang kho mét nang s€ 1a loai c6 d nhdt cao. Vai truong hop s6 1an nho mét
nén dugc tang.

— Chit bao quén: Céac ché phém khong co chét bao quan dugc ban dudi dang tep thudc, thuong
chira it hon mot nira ml dung dich mdi loai, trong khi céc ché pham c6 chat bao quan duge phan ph01
dudi dang lo. Céc chit bao quan duoc thém vao dé 1am tang thoi han sir dung cua thuc nho mat va
loai bo nhu cau lam lanh sau khi mé nap ciing nhu sudt qua trinh ding thudc. Vi didu kién khong co
su t1ep xuc giira dau lo va mat trong qua trmh nho thude, chit bao quan c6 thé ngan ngira nhiém khuan
1én den 1 thang hodc dai hon. Bat loi chu yeu ctia cac chit bao quan trong thude nhé mét do 1a gay sy
quéa man, nhat 1a khi str dung thuéc nhé mét nhiéu h0’n 6 lan/ngay trong thoi gian dai. Chat bao quan
Benzalkomum chlorlde va Chlorobutanol ¢6 thé lam ton thuong biéu mé giac mac, gay ra triéu ching
gidng voi bénh kho mat. Nhitng chat bao quan mai nhur GenAqua (sodium perborate) Purite (sodium
chlorite) va Polyquad (polyquaternium-1) c6 thé it giy hai bé mat nhin cau so v6i Benzalkonium
chloride. Purite phan huy thanh céc ion Cl- va H,O sau khi sir dung trén mat, trong khi d6 GenAqua
phén huy thanh O va H,O sau khi nho.

— Do thim thau SLr thay d6i d¢ tham thdu nudc mat c6 thé 14 yéu td co ban dé kh01 dau tinh trang
kho mat va day c6 thé 1a diém luu ¥ khi chan doan. Dac diém chung cia bénh kho mat 1a ton thuong
biéu mo giac mac va két mac, co thé dugc kich hoat do ting do tham thau ctia mang phim nudc mit.
Theo d6, d6 thim thau ting 1én da dugc dinh lugng trong nudc mat ciia nhimg bénh nhan kho mat do
deo kinh ap trong. Do d6, viéc diéu tri 1y tuong cho tinh trang kho mat 1a giam d¢ tham thau ciia nude
mit bang cach sir dung thudc nho mit d tham thau thép.

— pH: Két qua nghién ctru ctia Lopez-Alemany va cong su (1999) cho thiy nudc mat nhéan tao
trén thi truong c6 khoang pH rong tir 6,9 + 0,2 dén7,5+026 nguoi binh thuong va tuong ty & bénh
nhan khé mat. Sy khic nhau hodc thay ddi cta pH nudc mat c6 thé phy thuf)c nhiéu yéu t6 bao gdom
sy khac nhau trong bao hoa CO, hodc trong chuyén hod mang phim nudc mat. D6i véi muc tiéu thyce
té, benh nhan c6 thé cam glac b1 kich tmg sau khi nhé mat vi su khong tuong thich giira pH cua thude
nhé mit va pH ciia nudc mat bénh nhan. Tac dung phu nay c6 thé anh huong dén viée tuan tha diéu
tri. Boi viéc thuong xuyén do do pH ciia nudc mit 1 khong thiét thuc, bénh nhan nén thir cac loai
nude mét nhan tao khac nhau dé xéc dinh dung dich nhé mit nao tao cam giac dé chiu nhat dé phu
hO’p v6i d6 pH mang phim nudc mét cta ho. Viée deo kinh ap trong c6 thé lam giam dang ké pH nuéc
mit, d6 1a mot hién twong thuan nghlch lién quan dén tinh trang thiéu O, va tang CO,.

Tuy nhién str dung nudc mat nhan tao ¢ nhiing gidi han rd rang va khong hleu qué trén nhiéu
bénh nhan. Mang phim nudc mét bao gom lipid, thuy dich va 16p chét nhdy, déu la nhimng thir khong
thé duoc tai tao lai hoan toan béi nudc mét nhan tao. Nuoc mét nhan tao khong chira céc protein
khang viém ddc hi¢u nhu lysozyme, lactoferrin, IgA, lipid-binding proteins.

Duéi day 1a co ché tac dung cua 7 hoat chit nudc mat nhéan tao (don chét, phbi hop) hién dang st
dung tai Bénh vién Mit (Bang 6):

Bing 6. Co ché tic dung ciia cdc logi nwéc mit nhén tao tai Bénh vign Mit

Co ché tic dung San pham hién cé tai Bénh vién Mit
Natri hyaluronat
- Natri hyaluronat gin voi fibronectin thuc
day su két dinh va gian t€ bao biéu moé giac
mac.

R Sancen
Sanlein'0.3_

| Sanlein'Mini 01 dung djet

aﬂ”
- Dic tinh gilt nudc rat tét vi moi phan tir natri
hyaluronat c6 thé gitr nhi€u phan tr H,O.

|
Hameron |




Co ché tac dung

San pham hién cé tai Bénh vién Mit

i lacrifresht
AVIZOR o maisture

Natri diquafosol

Kich thich su bai tiét nu6e va chit nhiy bang

cach tac dong 1én thu thé P2Y?2 trén biéu mo
két mac va mang té bao goblet va lam ting ndng do
ion Ca?* trong té bao.

B Santen
DIQUAS™

Bung djch nhé mét
Mire ThOuslose G4

Thudc k& dern

Hp 1 18 SmL

Carbomer

Carbomer la mdt gel long. Do c¢6 d§ nhét

cao, carbomer dic biét thich hop dé diéu tri
triéu chimg khé mat nang. Thudc hinh thanh 16p
bao vé giit Am bé mat nhin cau trong thoi gian dai.
Carbomer dung nap rat tot va co tac dung lam mat
tao cam giac dé chiu.

Trudce day

Liposic eye Gel

Substitute for ear fly v eye” conditions

Tulwe of 10g

Hién tai

128 aho So1
199
9Z°0 1BUOGITY

Seypuid

Polyethylen glycol 400 (PEG) + Propylen

glycol (PG)

PEG va PG la nhiing hydrogel c6 dac tinh
lam ting d6 nhay va kha nang bam dinh trén bé mat
nhan cdu. Chung c6 kha ning hut nudce, duy tri do
am trén bé mat nhan cau khién cho mat khong bi
kho, tir d6 gidm triéu chiing kho chiu, kich tmg do
kho mét.

Systane

ULTRA UD
SOLUTION

Natri carboxymethylcellulose
Natri carboxymethylcellulose + Glycerin

- Carboxymethylcellulose (CMC) lién két
! bé mit té bao biéu mo gidc mac thong qua cic
tiéu don vi glucopyranose lién két véi cac thu thé
glucose GLUT-1. Thoi gian luu tra cua CMC lién
két v6i cac té bao gidc mac 1a khoang 2 gid nhu
cac nghién ciru ngdn han. Lién két gitta CMC va
protein cau trac kich thich su gin két t& bao biéu
mod giac mac, dinh hudng va tai biéu mé hoa cac
ton thuong giac mac.

Liguigel”

Lol B Vs

. ALLERG AN

STERILE |
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- Glycerin c6 kha nang dudng 4m nho hap thu Natri CMC + Glycerin:
nudc. Glycerin ¢6 thude tinh san sang hap thu do -
am, lam tron va lam cham bay hoi nudc.

Hydroxypropyl methylcellulose

Hydroxypropyl methylcellulose 2910 +
Dextran 70

- Hydroxypropyl methylcellulose (Hypromellose -
HPMC) la h¢ théng polymer tan trong nugc co thé
gan két voi nude mat co sin ¢ mat giip tang udt
giac mac. Thong qua sy két hop voi cac thanh phan
nude mét san co dé tao thanh mot 16p mang trén bé
mat giac mac, 16p mang nay duoc duy tri thong qua
su bam dinh. Bang cac giit 6n dinh va keo dai thoi
gian phan hiy cia mang nude mat, mat ludn c6 do
am nhét dinh.

- Su két hop ctia HPMC va Dextran 70 gitp kéo dai
thoi gian luu nude mét nhan tao, 1am nhin bé mat
gidc mac, gitp cdi thién thi luc.

7 Dau khoang + Glycerol tyloxapol +

Poloxamer 188 + Tris hydroclorid + Tro-
methamin + Cetalkonium clorid + Nuéc

pha tiém vd

- Cationorm la nhii twong hinh thanh béi mdt pha * Nha tuong nhé mét, éng don liéu
ngéc Vél‘ mot pha diu. Thanh phﬁn chinh cua pha § R g

dau la dau khoang (mineral oils). i v tran

ao vé
- Nho cong ngh¢ Novasorb®, day la loai nha twong X

dau trong nudc c6 dién tich (+) nén tao ra mot luc
hap din manh véi dién tich (-) trén bé mit nhan cau,
tir d6 da kéo dai thoi gian luu gitr ciia thude trén bé
mat nhan cau va gitt dugce do 4m boi tron trén bé mit
nhin cau ma khong gy nhoe. Thude ciing on dinh
mang phim nudc mat nhd vao 16p lipid nhii tuong
dau trong nudc co dién tich (+) do do giam thiéu
dugc sy bay hoi, bao vé ap suat tham thau.

Luwu y: Mot s6 san phim c6 thé thay d6i tuy theo két qua tring thdu hang nam.

Tai liéu tham khao:

1. Louis Tong, Andrea Petznick, Samantha Sze-Yee Lee, Jeremy Tan. Choice of Artificial Tear
Formulation for Patients With Dry Eye: Where Do We Start?. Cornea. 2012;31(suppl. 1):S32-S36.

2. To thong tin san phdm cta cac thude tai Bénh vién Mit.

3. Duoc thu qubc gia Viét Nam (2018).
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