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khi lam chu, hao chiing 1au ngay, phé hu khéng
chu dugc khi. Ty mat di kién van, tich thap sinh
dam. Thap dam lau ngay hoéa uat nhiét hodc phé
héa manh, chung dich thanh dam, dam giao trg
G phé dan t8i chudng man, phé kh| khong tuyén
thong, dan tdi luy chuyén khi bi réi loan, khong
ha giang dugc dan dén ho hap bi tré ngai ma
thanh Hao suyén.

V. KET LUAN

1. Tudi trung binh cGia nghién ciu la 64,86
+ 8,62 tudi. Ty 1& nam cao hon nit (Nam: 86%,
Nam: 14%). Thdi gian méc bénh trung binh 5,3
+ 1,39 (nam). Nghé nghiép cta ngugi bénh cha
yéu nhom lao dong chan tay. C6 88% ngudi
bénh ti€p xuc vai thubc 14 trén 10 ndm, trong do
con 10% con hut thude. Ty 1€ nguGi bénh ti€p
xuc khoi bép 56%, ti€p xic bui nghé nghiép
28%.

2. NguGi bénh chu yéu thu6c GOLD D chiém
ty 1€ 82%. M(rc do anh hudng trung binh — ndng
lén chét lugng cudc sdng theo thang diém CAT
chiém ty 1é cao nhit la 64%. Diém kho thd
mMRC trung binh I3 1,86+0,40. Ngugi bénh chu
yéu c6 mach trdm nhudc 72%, chat IuGi nhot
58% va réu IuBi trdng nhét 62%.
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XAC NHAN GIA TRI SO’ DUNG XET NGHIEM PHAT HIEN SARS-COV-2
BANG PHU'ONG PHAP REALTIME RT-PCR

TOM TAT

'Tiéu chudn vang’ cho chan dodn xac dinh ca
nhiém SARS-CoV-2 la xét nghiém phat hién vat liéu di
truyen clia virus bang ki thudt Realtime RT-PCR. Véi
cac dac tinh ky thuat phdc tap, xét nghlem Realtime
RT-PCR can dudc xac nhan va klem soat dugc chat
lugng nghiém ngat. Muc tiéu: Kiém tra x4c nhan gia
tri s dung bd sinh phdm Allplex™ SARS-CoV-2-
Seegenee tai PXN Hda sinh thudc Bénh vién hitu nghi
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Nguyén Thi Nhu Ail, Ping Thi Ngoc Dung?

Viét-Tiép, Hai Phong Doi tugng va phucng phap
nghién cu’u Tién hanh xac nhan cac thong s6 do
chum ngan han, d6 chum dai han, do chinh Xac cla
b0 sinh pham AIIpIexTM SARS- CoV 2-Seegenee theo
hufdng dan cla t8 chic ASM. Két qua: Do chum cua
xét nghlem dat gia tri CV% cho d6 chum ngan han va
d6 chum dai han danh g|a trén tLrng gen dich phu hop
V(i tiéu chuan cta nha san xuat. Do chinh xac clia xét
nghiém cé dé dong thuan duong tinh, am tinh dat
100%. K&t luan: Kiém tra xac nhan gia tri s dung
phuang phap phl hgp véi tuyén bd clia nha san xuét.
Tu khoa: SARS-CoV-2, xac nhan phuang phap,
Realtime RT-PCR, validation, verification, ASM.

SUMMARY

PERFORMANCE VERIFICATION OF REALTIME

RT-PCR FOR SARS-CoV-2 DETECTION
Recently, Realtime RT-PCR is considered one of
the best methods to detect SARS-CoV-2. Because of
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complex specifications, Realtime RT-PCR assays
require verification and rigorous quality control.
Object: Verification of the use value of the Allplex™
SARS-CoV-2-Seegenee kit at the department of
Biochemistry laboratory of Vietnamese-Czech hospital,
Hai Phong to ensure accuracy and reliability Subjects
and Methods: Verifying the parameters of
precision,and  accuracy of Allplex™ SARS-CoV-2-
Seegenee kit according to the recommendations of the
American Society for Microbiology (ASM). Results:
The assay precision reached CV% values for short-
term and long-term precision in accordance with the
manufacturer's clamis. The accuracy of the positive
and negative consensus test reached 100%.
Conclusion: method verification is in accordance with
the manufacturer's claims.

Keywords: SARS-CoV-2, verification, Realtime
RT-PCR, Verification and validation, ASM

I. DAT VAN DE

Virus SARS-CoV-2 (Severe Acute Respiratory
Syndrome Coronavirus 2) la chuing virus cta ho
corona la nguyén nhan cta bénh COVID-19 dac
trung bdi hoi chirng viém dudng ho hap cap tién
trién, bénh nhan cd thé suy hé hap va tur vong!.
Xét nghiém chan doan SARS-CoV-2 la mdt trong
nhitng chién lugc hiéu qua dé han ché su lay
truyén cda dich bénh vi ndé gilp xac dinh nhiing
ca bénh dé tir d6 c6 bién phap cach li, phong
tranh 18y nhiém cho ngudi xung quanh, dong
thai theo ddi suc khoe va diéu tri kip thdi, truy
vét tiép xUc va cung cdp thong tin dich té hoc?.
Hién nay, c6 nhiéu phuong phap dé xét nghiém
phat hién virus SARS-CoV-2 nhu: xét nghiém
phat hién khang thé virus( test nhanh, dinh
lugng), cac xét nghiém phat hién khang
nguyén(test nhanh, CLIA/ECLIA), cac xét nghiém
phat hién vat liéu di truyén (acid nucleic) cua
virus (LAMP, rRT-PCR, giai trinh tu,..). Realtime
RT-PCR la mét trong cac phugng phap giﬂp phat
hién acid nucleic cta virus SARS-CoV-2 va du’dc
cac té chirc khuyen cdo la “tiéu chudn vang”
trong thuc hanh chan doan ca nhiém345,

V@i cac dac tinh ky thuat phic tap va yéu
cau cip thiét can phai trién khai dién réng, xét
nghiém Realtime RT-PCR can dugc thuc hién
kiém tra xac nhdn phuong phap va kiém soat
dugc chat lugng mot cach chat ché, gilp cung
cap nhitng thong tin chinh xac cho bac sy lam
sang va cac nha chuyén mén khac dé: phat hién
bénh hodc kha ndng mac bénh; khang dinh hay
phii nhan mét chudn doan; tién lugng bénh;
hudng dan quan Ii bénh nhan; theo d&i hiéu qua
diéu tri bénh®.

Phong xét nghiém Hda sinh thu6c Bénh vién
hitu nghi Viét-Tiép, Hai Phong hién dang su
dung bd trang thiét bi chdn doén in vitro phat

hién RNA cla virus SARS-CoV-2 Allplex™ SARS-
CoV-2-Seegenee cua Cobng ty Seegene, Han
Quadc. Do dé, chung t6i ti€n hanh nghién clru véi
muc tiéu "Thuc hién kiém tra xac nhan gid tri su’
aung xét nghiém Realtime RT-PCR vdi SARS-
CoV-2 béng bd sinh pham Allplex™ SARS-CoV-2-
Seegenee”.

Il. DOI TUQNG VA PHUONG PHAP NGHIEN CUU

2.1. bai tugng

Tiéu chuén lua chon: 30 mau bénh pham
dudng ho hap d3 tach chiét RNA virus SARS-
CoV-2 dudgc luu tai Phong xét nghiém Hda sinh
thudc Bénh vién hitu nghi Viét-Tiép,Hai Phong da
dugc xac dinh xac dinh am tinh/duang tinh bang
phucng phap so sanh Kit LightMix SarbecoV E-
gene plus EAV control clla hang Tib mobiol. Mau
duong tinh manh cé g|a tri Ct tUr 15-24, mau
duong tinh trung binh cé gia tri Ct tir 25-32, mau
dudng tinh yéu gid tri Ct tU >32, mau &m tinh cé
Ct > 40. B

Tiéu chuén loai tra’: Lugng mau con qua it
sau khi lam xét nghiém; khong dugc bao quan &
nhiét dé6 nhd hon -70°C, mau dugc rd dong trén
1 [an.

2.2. Phuong phap

Thiét ké nghién cuu: Nghién clu thuc
nghiém trong phong xét nghiém

Thdi gian va dia diém nghién clru: Nghién
cu dudc thuc hién tir 2/2022 dén 4/2022 tai
Phong xét nghiém Hda sinh thudc Bénh vién hiiu
nghi Viét Tiép-Hai Phong.

Quy trinh thuc hién: Toan b6 thuc nghiém
dugc tién hanh theo khuyén cdo clia ASM (Hiép
hdi Vi sinh Hoa Ky) ’

+ MAu du tiéu chudn lua chon: dudc tinh
toan, chia nho, ma hda (thong tin ngay tach
chiét, ngay chia) va luu trlr trong cac 6ng
eppendoft va bao quan @ nhiét do -70°C, mai thir
nghiém s€ st dung 1 6ng rleng ge dam bao diéu
kién tuong dong ban dau ctia mau.

+ Thuc nghiém danh gid d6 chum ngén han:
20 mau & 4 mlc nong do khac (5 dudng tinh
manh, 5 duong tinh trung binh, 5 dudng tinh
yéu, 5 mau am tinh) nhau dua trén phugng phap
so sanh. Thuc hién phan tich 3 [an tai 3 thdi
diém trong ngay.

+ Thuc ngh|em danh gia d6 chum dai han:
20 mau & 4 mic nong do6 khac nhau (5 dudng
tinh manh, 5 derng tinh trung binh, 5 duong
tinh yéu, 5 mau am tinh) dua trén phuong phap
so sanh. Thuc hién phan tich I3p lai trong 5 ngay
khac nhau.

+ Thuc nghiém danh gid do chinh xac:
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Chuén bi 30 mau & 4 mlc nong d6 khac nhau (5
duong tinh manh, 5 dugng tinh trung binh, 5
duong tinh yéu, 15 mau am tinh) dua trén
phuang phap so sanh.

+ Moi mé chay thuc hién déu kém theo
chitng am, chirng duang

Hoa chéat thuc hién xac nhdn Realtime
RT-PCR:

+ SU dung bd sinh pham Allplex™ SARS-
CoV-2-Seegene. Hon hgp phan (ng chira cap
moi va dau do dudgc thiét ké trong vung N gene,
E gene, RdRp gene cla b6 gene SARS-CoV-2.
Cac cdp moi chiu trach nghiém nhan ban cac

trinh tu déc hiéu cho SARS-CoV-2. San pham
nhan ban dugc phat hién bdi tin hiéu huynh
quang phat ra tir su phan cdt mau do Tagman
dac hiéu cho SARS-CoV-2.

+ Thanh phan phan (ng: tong thé tich 20 pl
gom: 5 pl RNA, 5 pyl SARS2 MOM, 5 pl Enzym
(EM8), 5 ul Rnase free water. Chu trinh nhiét cua
phan (fng: 50°C/20 phut, 95°C/15 Phat, [95°C/10
giay, 60°C/15 gidy, 72°C/10s]x45 chu ky bao
quan mau nhiét dé 10°C.

+ Theo khuyén cdo cla nha san xuat, két
qua sau khi thuc hién can dudc doc va phién giai
theo bang dudi day:

Bang 1: Hudng dan phén tich két qua xét nghiém

Két qua doc huynh quang
STT FAM Cal Red 610 Quasar 670 HEX Két qua
(gene E) (gene RdRp) (gene N1) (IC)
1 + + + +/-
% I ¥ T I;_ Dudng tinh
4 - + - +/-
5 - - + +/-
6 + - - +/- Nghi ngo
7 - - - + Am tinh
8 - - - - Khong két luan dugc

“+” tin hiéu vugt ngudng trudc 40 chu ky
(Ct<40)

“-" tin hiéu khong vugt ngudng

Trudng hgp “Khong két luan dugc” hoac
“Nghi ngd” can thuc hién lai xét nghiém. Néu két
qua van “Khong két luan dugc”, ‘Nghi ngd’ can
gUi mau tSi PXN khac dé déi chiéu.

XU ly s6 liéu: Phuong phap phéan tich bao
gdm tinh todn gia tri trung binh, dd Iéch chuén,
hé s6 bién thién. Phan tich théng ké bdng phan
mém Excel, medcalc 2.0

Tiéu chudn chadp nhan:

+ Gia tri CV% dd chum ngan han < 4%

INl. KET QUA NGHIEN cU'U

+ Gia tri CV% d0 chum dai han < 4 %

+ Do dong thuén duong tinh PPA (Positive
percent agreement), d6 dong thuan am tinh NPA
(Negative percent agreement), d0 dong thuan
tdbng OPA (Overall predictive agreement) dat
100%.

2.3. Pao dirc nghién clru

Nghién ctu thuc hién vi muc dich khoa hoc.
Xét nghiém trén si dung mau bénh phdm dudng
hé hdp dad s dung trong chan doan nhiém
SARS-CoV-2. Trong qua trinh thuc hién nghién
ctu, hoan toan khéng can thiép vao quyét dinh
chan doan va diéu tri.

Bang 2: Két qua danh gid dé chum ngén han cua méu duong tinh

Ma bénh Gene E — Gen N —  Gen RdRp
nhan X SD | CV(%) | X SD [ CV(%) | X SD | CV(%)
BND1 16.33| 0.26 1.60 17.65 0.55 3.10 17.62 0.32 1.82
BND2 16.51| 0.62 3.76 16.72 0.07 0.40 17.60 0.09 0.49
BND3 17.24| 0.54 3.12 17.79 0.55 3.10 17.81 0.17 0.94
BND4 18.37| 0.47 2.54 17.96 0.16 0.87 18.93 0.12 0.64
BND5 18.64| 0.39 2.08 19.27 | 0.19 0.96 18.83 | 0.05 0.25
BND6 25.58 | 0.25 1.00 27.44 0.38 1.39 25.73 0.74 2.72
BND7 26.59| 0.17 0.64 26.17 0.41 1.57 24.35 0.37 3.94
BND8 26.45| 0.40 1.52 27.45 0.62 2.25 27.40 0.60 1.76
BND9 26.75| 047 1.74 28.60 1.07 3.72 27.95 0.56 2.33
BND10 28.31| 0.38 1.35 30.29 0.11 0.36 24.19 0.46 3.19
BND31 34.73| 0.70 2.01 35.14 0.58 1.66 32.93 0.92 2.78
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BND32 | 35.54| 0.19 0.54 35.23 | 0.19 0.54 34.35 0.89 2.58
BND33 | 36.22| 0.21 0.57 36.37 | 0.59 1.62 35.81 0.30 0.82
BND34 |36.49| 0.39 1.07 36.38 | 0.08 0.23 32.96 0.15 0.46
BND35 | 37.54| 0.37 0.97 36.46 | 0.58 1.59 36.48 0.80 2.20

Nhan xét: Gia tri CV% danh gid d6 chum ngédn han cla by sinh pham Allplex™ SARS-CoV-2-
Seegenee trén cac mau duang tinh stir dung déu nhd hon 4%. Gia tri CV% cula gen E la 0,54-3,76%,
gia tri CV% cua gen N la 0,23-3,10 %, gia tri CV% cua gen RdRp la 0,25-3,94%.

Bang 3: Két qua danh gia dé chum ngan han cua mau dm tinh

= A A Gene IC
Ma bénh nhan X SD CV (%)
BNA1 23.95 0.54 2.26
BNA2 23.84 0.58 2.44
BNA3 24.34 0.59 2.44
BNA4 24.40 0.30 1.24
BNAS 25.76 0.74 2.88

Nhén xét: Gia tri CV% danh gia dd chum ngdn han cta cac mau adm tinh sir dung bd sinh phdm
Allplex™ SARS-CoV-2-Seegenee déu nho hon 4%. Gia tri CV nho nhat la 1,24%, gia tri CV I6n nhat la

2,88%. ~

Bang 4: Két qua danh gia dé chum dai han cac mau duong tinh
Ma bénh Gene E Gen N Gen RdRp

nhan X SD [ CV(%) | X SD [ CV(%)| X SD | CV (%)
BND1 16.60 0.35 1.60 17.45 | 0.612 3.51 18.15| 0.65 3.56
BND2 16.49 0.45 3.76 16.63 | 0.23 1.37 17.72 | 0.19 1.05
BND3 17.85 0.52 3.12 18.24 | 0.57 3.13 17.94 | 0.22 1.21
BND4 18.67 0.40 2.54 18.23 | 0.65 3.58 19.33 | 0.75 3.87
BND5 18.64 0.42 2.08 19.23 | 0.44 2.29 19.37 | 0.73 3.75
BNDO6 25.80 0.46 1.77 28.16 | 0.83 2.95 25.61 | 0.70 2.72
BNDO7 26.82 0.50 1.87 26.40 | 0.86 3.26 25.24 | 0.99 3.94
BNDO8 26.96 0.47 1.75 28.05 | 0.75 2.66 27.44 | 0.48 1.76
BNDO9 27.07 0.46 1.70 28.96 | 0.59 2.04 28.43 | 0.66 2.33
BND10 27.83 0.47 1.70 30.60 | 0.31 1.02 24.60 | 0.79 3.19
BND11 35.12 1.19 3.40 3541 | 0.41 1.16 3248 | 0.74 2.27
BND12 36.13 1.16 3.22 35.32 | 0.35 0.98 3441 | 0.79 2.28
BND13 36.90 0.89 2.40 36.91 | 0.62 1.69 36.75 | 1.22 3.32
BND14 37.24 1.01 2.70 36.68 | 0.40 1.10 33.48 | 0.56 1.67
BND15 37.47 0.39 1.04 36.96 | 0.69 1.86 37.36 | 0.81 2.18

Nhan xét: Gia tri CV% danh gia d6 chum dai han ctua cac mau dudng tinh sir dung bd sinh
pham Allplex™ SARS-CoV-2-Seegenee déu nho han 4%. Gia tri CV% cla gen E la 1,04-3,76%, gia tri
CV% clia gen N la 0,98-3,58%, gia tri gen RdRp la 1,05-3,94%.

Bang 5: Két qua danh gia dé chum dai han phap rtRT-PCR | Ducng Am
cua mau @m tinh tinh tinh
M3 bénh — Gene IC Dugng tinh 15 0

nhan SD | CV (%) Seegene [ 7m tinh 0 15
BNAG6 23.88 0.90 3.77 DO dong thuan dugng tinh PPA= 100%

BNA7 23.87 0.76 3.17 DO dong thuan érp tinh NPA= 100%
BNAS8 24.56 0.85 3.46 DO dong thuan tong OPA= 100%
BNA9 24.39 0.66 2.71 3 ~

BNALO 24.87 0.89 | 3.58 IV. BAN LUAN

Xac nhan phuong phap la hoat dong doc lap

Gia tri CV% danh gid do chum dai han cua
cac mau am tinh s dung b sinh phdm Allplex™
SARS-CoV-2-Seegenee déu nho han 4%.

Bang 6: Két qua danh gia dé chinh xac
| Phuong | Kétqua | Phucng phap TC |

cta PXN nham dua ra cac bang chirng khach
quan dé chlrng minh céc thdng s8 ky thuat cla
phuong phap ma nha san xuat cong b6 la phu
hgp véi diéu kién van hanh thuc t€ cia phong
xét nghiém. Hon thé, két qua xét nghiém phai
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dam bdo chinh xac, tin cay, kip thdi phuc vu cho
céng tac lam sang dugc tét nhat. Nghién ciu
nay tién hanh ki€ém tra xac nhan gia tri s dung
bd sinh phdm Allplex™ SARS-CoV-2-Seegenee
xét nghiém Realtime RT-PCR v&i SARS-CoV-2
badng theo hu‘dng dan mdi nhat cua Hiép hoi Vi
sinh Hoa Ky’.

Nghién cru thuc nghiém véi 30 mau bénh
phdm dudng hd hdp da tach chiét RNA virus
SARS-CoV-2 va dugdc xac dinh am tinh/ducong
tinh bang phuong phdp so sanh: Kit LightMix
SarbecoV E-gene plus EAV control (Tib mobiol),
da dugc khang dinh trudc dd. Két qua danh gia
d6é chum dai han va ngadn han trong nghién clu
cla ching toi déu dat yéu cau cla nha san
xuat. Trudc do trong mot thir nghiém danh gia do
chum cta bd sinh phdm khac lién quan dén
phuong phap Realtime RT-PCR c6 mét s6 két
qua cb gia tri CV% I6n hon tiéu chudn cia nha
san xudt, cy thé la gia tri dd chum ngdn han cla
mau am tinh s dung Ct cta chiing ndi va Ct
mot s6 mau duang tinh c6 CV% Ién han 4%. Tai
thai diém tién hanh, thuc nghiém dugc thuc hién
ba lan trong cing mot ngay, nham han ché qua
trinh cap doéng, ra déng nhiéu [an nén chung toi
da khong chia nhé mau ra cac ong, chi bao quan
trong ngan ta lanh 2-8°C. Két qua dan tdi chat
lugng mau anh hudng rd rét, bang chu‘ng la do
chum CV% ngan han I6n hon so véi yéu cau cla
nha san xudt. Khuyén cta Hiép hoi Bénh hoc Hoa
Ky (College of American Pathologists — CAP)
khong khuyén cdo (not recommended) vGi cac
mau RNA sau tach chiét va bao quan nhiét do
lanh2-8°C8. TUr d6, sau thdi diém Iua chon dugc
mau RNA d3 dugc tach chiét va khang dinh béng
phugng phap so sanh, chdng t6i ti€n hanh ghi
nhan thdi gian tach chié’t chia nhd cac ong
tuagng Ung s6 lan thuc hién cac thuc nghlem ghi
nhan thdi diém chia nhd mau, bdo quan ddng
diéu kién -70°C va chi thuc hién ra dong mot lan
duy nhat. Thuc nghiém danh gid dé chinh xac
dugc danh gia qua 3 mic ndng do chay mot lan.
Trong nghién clu nay sur dung 30 mau dé danh
gia do chinh xac vdi két qua la cia PPA=100%,
NPA=100%, OPA=100%, phl hdp véi tiéu chuan
clia nha san xuat dua ra.

MOt trong nhitng han ché cla nghién clu
thuc nghiém xac nhan phuang phap Realtime
RT-PCR vdi SARS-CoV-2 nay la chua thuc hién
xac nhan gIO'I han phat hién (LoD) cia mau. Do
tai thai diém nghién cltu, dich SARS-CoV-2 blng
né manh, dé€ san xudt dugc cac vt liéu chudn
cho viéc xac dinh danh gia (LoD) clia bd sinh
phdm nhu viéc nudi cdy va dinh lugng virus con
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gap rat nhiéu kho khan vé mat ki thuat, yéu cau
V€ co s@ vat chat hay dam bao an toan sinh hoc
trong qua trinh van chuyen cdc mau vat liéu
tham chiéu, do d6 rat khé dé tim dugc mot mau
thuong mai biét trudc gia tri ndbng do virus. Bén
canh do viéc thi€u vat liéu tham chiéu cling anh
hudng téi kha nang thuc hién cac thuc nghiém
khac nhu d6 dac hiéu phan tich (phan (ng
chéo), mac du cac théng tin nay da dugc cong
b6 trong khuyén cao cia nha san xuat. Tuy
nhién, do mic dd khan cap vé dich té phuc tap
cla dich SARS-CoV-2 ciing nhu can thiét phai
trién khai nhanh chéng cac phuong phap phat
hién virus, nhdm nghién c(ru da tién hanh theo
khuyén cdo cua ASM 7 véi 2 thong s6 d6 chum
va do chinh xac. Két qua cla thuc nghiém la
budc dau quan trong khang dinh xét nghiém
dam bao cac ddc tinh vé ky thuat, va la diéu kién
tién quyét trudc khi ti€n hanh chay trén mau
bénh nhan. Bén canh d6 can tuan thi chdt ché
trong viéc luva chon va bao quan mau thuc
nghiém, bao quan st dung hda chat cling nhu
thao tac thuc nghiém.

V. KET LUAN

Xac nhan gid tri s’ dung xét nghiém
Realtime RT-PCR vdi SARS-CoV-2 bang bd sinh
pham Allplex™ SARS-CoV-2-Seegenee tai PXN
Hoda sinh cla Bénh vién hifu nghi Viét Tiép phu
hgp vGi tuyén b6 clia nha san xuat. bu diéu kién
thuc hién xét nghiém trén bénh nhan.

VI. LO1 CAM ON

Xin chan thanh cam on su gilp d3 tUr cac
anh/chi/ em dong nghiép truc thuéc PXN Hoa
sinh , Bénh vién hitu nghi Viét Tiép, B6 mon Hda
Sinh-Trudng Dai hoc Y Ha Noi.
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PANH GIA SU THAY POI CUA TAN MACH
TREN OCTA SAU TIEM NOI NHAN BEVACIZUMAB
PIEU TRI THOAI HOA HOANG PIEM TUOI GIA

TOM TAT

Muc tiéu: Danh gid su thay d6i cla tdn mach
trén OCTA sau t|em Bevacizumab d|eu tri thoai hoa
hoang diém tudi gia. Poi tugng va phu’dng phaP
nghlen ciru: Nghién cru mo ta tién ciu trén 28 mat
cua 27 benh nhan thoai hoa hoang diém tudi gia thé
tan mach cd chi dinh tiém ndi nhan Bevacizumab sau
1 thang, 2 thang, 3 thang, t&r thang 10/2021 dén hét
thang 8/2022 tai Khoa Mt - Bénh vién L3o Khoa
Trung Udng Két qua 28 mat bi bénh cula 27 bénh
nhan gom 3 loai tdn mach: Loai 1, loai 2 va loai 3,
trong dé tdn mach hdc mac (CNV) Ioa| 1 chiém ti Ie
cao nhat 75%, loai 2 chiém 21,4 % va loai 3 chlem
3,6%. Vé mat dinh tinh, hinh dang tan mach cd su
thay doi o rét sau 3 thang tiém Bevacizumab, tu’
nhifng tdn mach cé hinh dang rd rét nhu dang co
mach gdc trung tam (medusa), quat san hé (seafan)
dén su giam dan va bién mat ctia hé thng mao mach
xung quanh va mach phan nhanh nhd tuy nhién mach
goc trung tam it bi bién d6i. V& mat dinh lugng,dién
tich tan mach trung binh do dugc la 1 54i0 89 mm2,
sau lieu nap dién tich glam 39, 6% xuong 0, 93
+0,7mm2. Mat d6 mach mau, mat do tudi mau vung
trung tdm thap hon ving quanh trung tam va tdng
th, sau 3 thang nhin chung cac thong s0 nay déu
giam tuy nhién sy’ giam nay khong cé y ngh|a thong
ké. K&t luan: OCTA cung cap hinh anh chi tiét vé cac
dac diém dinh tinh, dinh lugng clia CNV, vdi do tin cay
va an toan cao cho phep chung ta khao sat 1ap lai
nhiéu lan trong subt qua trinh theo doi diéu tri. DuGi
tac dung cua Bevacizumab sau I|eu nap thay tan mach
co nhu‘ng thay ddi dang k& vé& ca hinh dang va kich
thudc trén OCTA.

T khda: Tan mach héc mac, thodi héa hoang
diém tudi gia, tiém ndi nhan Bevauzumab chup OCTA.
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NEOVASCULARIZATION BY OPTICAL
COHERENCE TOMOGRAPHY ANGIOGRAPHY
AFTER BEVACIZUMAB INTRAVITREAL
INJECTION IN WET AGE- RELATED

MACULAR DEGENERATION

Objective: Evaluate of the change of choroidal
neovascularization by optical coherence tomography
angiography after intravitreal injection Bevacizumab in
wet age-related macular degeneration. Method :
Prospective descriptive study on 28 eyes of 27 patients
with exudative age-related macular degeneration who
were indicated for intraocular injection of Bevacizumab
after 1 month, 2 months and 3 months from 10/2021
to 8/2022 at the Department of Ophthalmology -
National Geriatric Hospital. Results: 28 eyes of 27
patients were included in the study, with 3 types of
neovascularization: type 1, type 2 and type 3, in which
CNV type 1 accounts for the highest rate (75%),
followed by type 2 (21.4%) and type 3 (3.6%).
Qualitatively, the neovascular shape has changed
markedly after 3 months of injection of Bevacizumab,
from neovascularizationwith obvious shapes such as
medusa, seafan to the decrease and disappearance of
the surrounding capillary system. and the branching
circuit is small, but the central root circuit is little
changed. Quantitatively, the average neovascular area
measured was 1.54+0.89 mm?, after the Ioadlng
phase the area decreased by 39. 6% to 0.93 +0.75m?.
Vascular density, perfusion density the central area is
lower than the inner area and in the total, after 3
months in general these parameters decrease but this
decrease is not statistically significant. Conclusion:
OCTA provides detailed images of the qualitative and
quantitative characteristics of CNV, with high reliability
and safety allowing us to repeat the survey many
times during the treatment follow-up. The effect of
Bevacizumab after the loading phase, there were
significant changes in both shape and size on OCTA.

Keywords: neovascularization, age-related
macular degeneration, optical coherence tomography
angiography, intravitreal Bevacizumab.

I. DAT VAN DE

Thodi héa hoang diém tudi gia (Age-related
macular degeneration) la nguyén nhan gay mu
khdng hdi phuc hang dau vdi ngudi trén 50 tudi
& cac nudc phat trién, va thr ba toan cu. Bénh
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