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PANH GIA HIEU QUA KIEM SOAT TIEN TRIEN CAN THI
CUA THUOC NHO MAT ATROPINE 0,05%
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Ng6 Thi Thanh T0?, Nguyén L& Hoang Nguyén!

TOM TAT

Pit van dé: Dy doan dén nam 2050 c6 dén
khoang 50% dan s toan cau mac can thi. Ba co
rat nhiéu nghién ctu nham muc dich kiém soat
tién trién cua can thi. Atropine hién nay 1a dugc
pham duy nhét cho thdy c6 hiéu qua vuot troi
trong kiém soét tién trién can thi. Trong do, viéc
g dung Atropine nong do thap (< 0,1%) la xu
huéng diéu tri kiém soat tién trién can thi ngay
nay trén toan thé gigi.

Muc tiéu: Panh gia sy thay doi chiéu dai
truc nhan ciu (AL) va d6 khic xa ciu twong
duong (SE) & nhom sir dung Atropine 0,05% so
véi nhom st dung Natri Clorid 0,9%.

P6i twong va phwong phap nghién ciu:
nghién ctu 1am sang phan nhémngau nhién, mu
don c6 nhom dbi chung trén 106 mat can thi (53
ddi twong) tir 7 dén 12 tudi tai Bénh vién Mat —
Ring Ham Mit Can Tho tir thang 01 dén 10 nam
2023.

Két qua: Trung binh thay dbi AL 1a 0,07 +
0,11mm; SE la 0,02 £ 0,23D & nhom Atropine
0,05% so véi 0,15 + 0,17mm (p = 0,01) va 0,22 +
0,32 D (p < 0,001) twong ung & nhom sir dung
Natriclorua 0,9%; Atropine 0,05% kiém soét tién
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trién can thi hiéu qua 75,0% trén chi sé AL va
76,8% trén chi s6 SE so v4i nhom d6i ching.

K&t luan: Thudc nho mét Atropine 0,05% c6
hiéu qua kiém soat tién trién can thi ca trén hai
chi s6 SE va AL.

Tir khoa: Atropine ndng do thap, kiém soat
can thi.

SUMMARY
EVALUATE THE TREATMENT
EFFICACY OF 0.05% ATROPINE EYE
DROPS IN CONTROLLING THE
MYOPIA PROGRESSION

Background: It is predicted that
approximately half of the world population will
be myopic by 2050. Numerous publications
aimed to prevent the incidence and control the
progression of myopia. Atropine remains the
only pharmaceutical strategy to-date with proven
efficacy for myopia control treatment. Currently,
low concentration Atropine (< 0,1%) is widely
adopted in many countries worldwide.

Purpose: To evaluate changes in axial length
(AL) and spherical equivalent (SE) in subjects
using Atropine 0.05% eye drops compared to
those using 0.9% Sodium Chloride eye drops.

Participants and Methods: Single -
blinded, randomized, placebo-controlled trial
involving 106 eyes (53 children) aged 7 to 12
years who were diagnosed myopia at Can Tho
Eye - Odontology Hospital in 01/2023 -
10/2023.

Results: The mean change in AL was
increased 0.07 £ 0.11mm; SE was increased 0.02
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+ 0.23D in the Atropine group compared to 0.15
+ 0.17mm (p=0.01) va 0.22 £ 0.32D (p<0.001) in
the placebo group, respectively. 0.05% Atropine
effectively controlled myopia progression by
75.0% on the AL and 76.8% on the SE compared
to the control group.

Conclusions: 0.05% Atropine effectively
controlled myopia progression on AL and SE.

Keywords: low concentration atropine,
myopia control.

I. DAT VAN DE

Can thi dang 1a van dé stc khoe quan
trong cip béch trén toan cau do sé luong
ngudi mac méi can thi ting nhanh chong
trong vai thap nién gan day. Du doan dén
nim 2050 c6 dén khoang 50% dan sb toan
cau mic can thi [1]. Trudc tinh hinh nay, da
c6 rat nhiéu nghién ctru nham muc dich han
ché ty 1é mac mai va kiém sodt tién trien cia
can thi. Cac phuong phap can thiép hién nay
dugc c&c nha nghién ctu quan tdm trong
kiém soat can thi d6 1a can thiép quang hoc,
licu phap anh sang va can thiép bang duoc
pham [2-4]. Atropine nho mét hién nay la
dugc pham duy nhat cho thay c6 hiéu qua
vuot troi, d& tiép can va trién vong nhit trong
phuong phap can thiép bang dwoc pham [5,
6].

Atropine 1a chat canh tranh gan két véi
Acetylcholine tai thu thé Muscarinic caa hé
thong Cholinerirgic ¢6 hoi phuc va khong
chon loc [7]. Hiéu qua diéu tri cua Atropine
trong kiém soat tién trién can thi da duoc
chang minh phu thugc vao ndng d6 cua
thudc [8, 9]. Atropine nhé mit nong do cao
(> 0.5%) c6 hiéu qua diéu tri > 98% trong
nam thtr nhat va > 94% trong thoi gian 2 nam
trén do khic xa va sy dan dai truc nhan cau
[2]. Tuy nhién tac dung phu trén bién d¢ diéu
tiét va thay doi kich thuéc dong tir 1am anh
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huong dén kha ning tuan tha diéu tri ¢ tré
can thi [6]. Atropine nong do thap (< 0.1%)
duoc ching minh ¢ loi ich nhat vé hiéu qua
diéu tri ciing nhu an toan trong s dung
thudc[6, 8]. Chung t6i thuc hién nghién cau
danh gia hiéu qua cua Atropine 0,05% trong
kiém soat tién trién cua do khic xa va chiéu
dai truc nhan cau & tré can thi.

1. DOI TUONG VA PHUO'NG PHAP NGHIEN CU'U

2.1. Péi twong nghién ciru

Cac em tir 7 dén 12 tudi dén kham tai
bénh vién Mit - Ring ham Mit Can Tho,
duoc xac dinh ¢ can thi.

> Tiéu chudn chen vao

Cac em tr 7 dén 12 tudi, can thi > -
1,00D khong hoac c6 kém loan thi < -2,50D
& ca hai mat.

> Tiéu chudn logi trir

- Tré c6 cac bénh ly ¢ mat ngoai tat khic
xa (nhu seo duc giac mac, duc thé thay tinh,
lac, nhuoc thi, bénh Iy mang bd dao, dich
kinh, v8ng mac, thi than kinh, rung giat nhan
cau).

- Tré khéng hgp tac trong tham kham.

- Tré khong duoc theo ddi dén 6 thang.

- Tré ¢ tién sir hoac di ung vai Atropine,
Cyclopentolate, Natri Clorid.

- Tré da timg dwoc can thiép diéu tri can
thi bang phuong phap khac.

2.2. Phuong phap nghién ciu

e Thiét ké nghién ciru

Nghién ctu l1am sang phan nhém ngau
nhién, mu don c6 nhém ddi chung ding gia
dugc NaCl 0,9%, danh gia hiéu qua cua
thudc nho mat Atropine 0.05% trong kiém
S04t tién trién can thi.

e Céméu

Ué6c luong ¢& mau: cdng thac tinh c&
mau cho mot nghién ctru so sanh hai ty l¢:
[Z1-a2VZPA—P) + 21 /1 (—p1) +Pa(1—2) |

(p2—p1)?

ny =ng =
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- n1, nz: s& lwong mat nghién cau trong
maoi nhém.

- Goi ty Ié can thi khong tién trién sau
can thiép cua 2 nhém duoc st dung thudc
nhé mat Atropine 0,05% va dung dich nho
mat Natri Clorid 0,9% lan luot la p1 va p2.

-p=(pl+p2)/2

- Zu2 12 hing s6 cho sai sot loai |, chon o
= 0,05, muc tin cay 95%. Gia tri Zy» la 1,96.

- Zp la hing sé cho sai s6t loai 11, chon B
= 0,1 véi luc mau 90%. Gia tri Zg 14 1,28.

- pl: ty Ié can thi khong tién trién sau can
thiép ciia nhom duoc diéu tri bang thudc nho
mét Atropine 0,05%, theo két qua nghién ciu
LAMP 69,6% [10].

- p2: ty & can thi khdng tién trién sau can
thiép cua nhém sir dung gia duoc, theo két
qua nghién ciu LAMP 24,2% [10].

Thay vao cong thuc, tinh duoc ¢ mau
cho m&i nhém n=24 mit.

U'dc tinh kha nang mat mau khoang 10%,
s6 lwong mat nghién cau can cho mdi nhém
t6i thiéu lan = 27.

e Thuéc si dung trong nghién cizu

- Thuéc nho mit Atropine 0,05%:
Myatro XL (Atropine Sulfate 0.05%) véi s6
cong b 220000696/PCBB-HN cua So Y té
Ha Noi; Nha san xuit Entod Pharmaceuticals
Ltd - An Do.

- Dung dich Natri Clorid 0,9%: Efticol.
Cong ty c6 phan duoc pham 3/2 san xuat.

- Dung dich nho mat ligt dicu tiét
Cyclopentolate Hydrochloride 1%
(Cyclofez). Nha san  xuat Entod
Pharmaceuticals Ltd-An Do.

e Phwong ti¢n nghién ciu

May do khtic xa tu dong, may quang sinh
tric Anterion (Heidelberg Inc., Puc), sinh
hién vi kham mét, bang thi luc Snellen.

e Cdc buwéc tién hanh nghién citu:

Sau khi tré dap tng tiéu chi chon mau,
cac em va cha/me hay nguoi dai dién hop
phép cua cac em duoc tu vin vé ndi dung va
muc dich nghién ctru. Cac em dugc phan
ngau nhién vao 2 nhom theo ty I¢ 1:1. Nhém
nghién ctru bat dau khdm mét cho cac em: do
thi luc khéng kinh = do thi luc chinh kinh
t6t nhat > do thi luc gan 2> do bién d6 diéu
tiét > do nhén ap > do chiéu dai tryc nhan
cau, kich thude dong tu, d6 cong gidc mac >
nho thudc liét didu tiét > do khuc xa khach
quan bang may do khic xa tu dong = phét
thudc va hen lan kham tiép theo.

Thoi gian nghién ctu tir thang 01 dén 10
nam 2023.

Tt ca céc bién sé dugc ghi nhan & ca hai
mat vao cac lan kham: ban dau, 2 tuan, 3
thang, 6 thang. Su thay doi SE va AL tai cac
thoi diém kham sau can thiép duoc so sénh
V6i ban dau va so sanh giira hai nhom.

Kiém soat tién trién can thi duoc danh
gia 1a c6 hiéu qua khi trung binh thay dbi do
khdc xa & mirc < 0,25D/6 thang va chiéu dai
truc nhan cau thay doi < 0,12 mm/6 thang
[10].

Phan tich va xa ly sé ligu

Nhap s6 liéu va xa ly sé lieu bang phan
mém Excel 2016 (Microsoft Corporation,
Redmon, WA, USA) va SPSS 22.0 (SPSS
Inc., Chicago, IL, USA).

INl. KET QUA NGHIEN cU'U

3.1. Pic diém nhoém nghién ciu trong
thoi diém ban dau

C6 106 mit duoc chon vao nghién cuu.
Trong d6 56 mat & nhom sir dung Atropine
0,05% va 50 mat & nhém Natri Clorid 0,9%.
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Bdng 3.1. Pdc diém hai nhom nghién citu thoi diém ban dau

Bién s& Chung Atropine Natri Clorid (Gia tri
0,05% (n=56)| 0,9% (n=50) | p
Tubi (TB + DLC) 974+13 | 986+14 96+12 0,39
Gidi (nam, %) 45,3 42,9 48,0 0,6
Cha me can thi (c6, %) 32,4 46,4 32,0 0,15
Thoi gian nhin gﬁn (TB+DLC) 2,26+0,9 2,29+0,9 234+11 0,12
Thoi gian ngoai troi (TB £ BDLC) 2,17+0,8 2,21 +0,81 2,12+ 0,81 0,55
D¢ khic xa (TB £ PLC) -3,34+121| -342+109 | -325+£1,35 | 0,35
Chiéu dai truc nhan ciu (TB £ DLC) |24,75+1,00| 24,77 +1,10 | 2474+0,89 | 0,86

Nhgn xét: Cac dic diém nhu tudi, giéi tinh, do khic xa, chiéu dai truc nhan cau, cac yéu
t0 nguy co lién quan cén thi cho thay c6 sy dong nhat gitra hai nhom nghién ctru tai thoi diém

ban dau.

3.2. Thay déi cac chi s6 khiic xa va sinh tric nhin ciu trong 6 thang
Bdng 3.2. So sanh trung binh thay doi SE va AL gia hai nhém trong 6 thang

Bién sé Atropine 0,05% Natriclorid 0,9% Gidtrip
TB £+ DLC TB £ PLC )}

SE (Diop)

2 tuan -0,03 + 0,23 0,08 £ 0,28 0,02

3 thang -0,151 + 0,27 0,151 +£0,33 <0,001

6 thang 0,02 £0,23 0,22+0,32 <0,001
AL (mm)

2 tuan 0,01+ 0,09 0,02 +0,10 <0,001

3 thdng 0,025 + 0,09 0,08 £ 0,10 0,002

6 thang 0,07+0,11 0,15+0,17 0,01

Nhdn xét: Nhom st dung dung dich nho mét Atropine 0,05% c6 tién trién ting do khuc
xa 14 0,02 + 0,23D va chiéu dai truc nhan cau 0,07 + 0,1 lmm so vé&i 0,22 + 0,32D (p<0.001)
va 0,15 + 0,17mm (p=0.01) twong ttng & nhom str dung Natri Clorid 0,9%.

3.3. Hiéu qua kiém soét tién trién can thi caa Atropine 0.05%

Bdng 3.3. So sanh ty Ié tién trién cia SE, AL giira hai nhom trong 6 thang

Tin trién can thi Atropine 0,05% Natri Clorid 0,9%
- N | Tyle(%) N [ Tyle(%)
Do khac xa (SE)
Cham (<0,25D) 43 76,8 24 48,0
Trung binh (0,25 - <0,5D) 13 23,2 20 40,0
Nhanh (> 0,5D ) 0 0 06 12,0
Chiéu dai truc nhan cau (AL)
Cham (<0,12mm) 42 75,0 30 60,0
Trung binh (0,12 - <0,25mm) 13 23,2 07 14,0
Nhanh (> 0,25mm ) 01 1,8 13 26,0
Cong 56 100,0 50 100,0
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Nhagn xét: Ty Ié tién trién cham ddi véi
chi s6 SE ¢ nhém st dung Atropine 0,05 %
la 76,8% (ktc 95%: tir 64,2 dén 85,9) o V4i
48,0% & nhom su dung Natri Clorid 0,9%
(p=0.001). Dbi vai chi sb AL, ty 1é can thi
tién trién cham 1a 75,0% (KTC 95% tir 62,3
dén 84,5) & nhém sir dung Atropine 0,05%
khac biét c6 y nghia so vai 60,0% & nhém st
dung Natri Clorid 0,9% (p=0,001).

IV. BAN LUAN

Trong nghién ctru LAMP giai doan 1 cua
Jason C. Yam (2019), hi¢u qua cua Atropine
0,05% d6i véi viéc 1am cham tién trién can
thi trén yéu té do khic xa 12 0,27 + 0,61D so
véi 0,81 £ 0,53D gita nhom s dung
Atropine 0,05% va sir dung gia duogc
(p<0,001) sau 1 nam va Atropine 0,05% lam
giam tién trién can thi 67% trong tién trién
trung binh d6 khic xa. Ty 18 can thi tién trién
< 0,50D/nam ¢ nhom can thiép Aropine
0,05% la 69,6% so vai chi c6 24,2% & nhom
d6i chung. Xét két qua lan kham ¢ thoi diém
4 thang trung binh thay d6i do khic xa 0,03
+ 0,40D va 8 thang 0,14 + 0,51D cua nhém
sir dung Atropine 0,05% [10]. Ty 1€ hiéu qua
kiém soét tién trién can thi ddi véi yéu té do
khuc xa trong nghién cau cua chdng téi la
76,8% (KTC 95% tir 64,2 dén 85,9%) tuong
dong vai nghién ciru LAMP giai doan 1 cia
Jason C. Yam [10].

Két qua cua ching t6i, nhdm su dung
Atropine 0,05% khong c6 truong hop nao
tién trién nhanh so véi 12,0% ty 1¢é nay &
nhom st dung Natri Clorid 0,9%. Ty 1€ can
thi tién trién nhanh trong nghién cau cua

ching tdi thap hon rd rét so vai nghién cau
cua Jason C. Yam cd 15,2% cua nhom st
dung Atropine 0,05% so véi 37,1% cua
nhom dbéi ching. Su khac biét co thé tac gia
Jason C. Yam phén loai danh gia can ctr vao
trung binh thay doi khlc xa tich liiy dugc
tinh theo thoi gian, trong khi thoi gian theo
ddi cua ching tdi kha ngan [10].

Két qua nghién ciru caa chang toi tai thoi
diém 6 thang, taing AL 0,07 + 0,11mm (KTC
95% tir 0,038 dén 0,095 mm) tuong dong Voi
két qua 4 thang va thap hon két qua 8 thang
trong nghién cuu cuaa Jason C. Yam [10]. Ty
I¢ tién trién cham & chiéu dai truc nhan cau
trong nghién cau caa ching téi 1Gc 6 thang la
53,3% (ktc 95% tir 40,2% dén 66,4%), twong
tu v6i két qua caa Jason C. Yam [10].

V. KET LUAN

Dung dich nhé mit Atropine 0,05% c6
hiéu qua trong kiém soat tién trién can thi,
lam cham gia tang chiéu dai truc nhan cau va
do khlc xa co y nghia trong thoi gian can
thiép 6 thang.
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