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Abstract
Background/Purpose: The National Reference Standard Bank used for Quality
control for HIV diagnosis biological products is designed to develop a Standard
Operation Practice, and collect HIV plasma samples at representative health
facilities in regions of Vietnam (North-Mid-South and Central Highland) in order
to establish a National Reference Standard Bank in accordance with the technical
standards of the Ministry of Health and WHO/UNAIDS regulations.
Methods: Experimental description to collect representative serum samples from
regions of Vietnam and characterize by ELISA, Western-Blot and PCR techniques
Results: The results of HIV plasma samples after collection, tested and
characterized by ELISA, Western-Blot and PCR methods giving the results as (405
positive samples with OD/CO value from 7.34-4294; 802 negative samples with
OD/CO value from 0.05-0.8; 42 difficult samples with OD/CO value from 0.089-
166.3; and 03 sets of seroconversion samples meeting the international standards).
100% of samples of National Reference Standard HIV Bank have the volume of
more than 10ml/sample and are stored in standard conditions at -70°C.
Conclusion: From the study results, the National Reference Standard Bank used
for Quality control of for HIV diagnosis biological products meets the Quality
standards regulations by the Vietnam Ministry of Health and the International
standards by WHO/UNAIDS

Keywords: National Reference Standard HIV Bank, HIV Diagnostic Biological
products, Ministry of Health, WHO/UNAIDS.
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Tém tit

Pit vAn d&/ Muc tiéu: Ngan hang miu chuan quéc gia dung cho kiém dinh chit
luong sinh phérn chan doan HIV dugc nghién ciru xay dung qui trinh chuan va thu
thap mau huyét tuong HIV tai cac co sd y té dai dién ving mién (Bic-Trung-Nam-
Tay Nguyén) dé thiét 1ap ngan hang mau chuan qudc gia HIV theo tiéu chuan k§
thuat cua Bo Y té va cia WHO/UNAIDS

Phwong phap: Thu thiap cac mau huyét thanh dai dién tai cac ving mién va xac dinh dic
tinh bang k¥ thuat ELISA, Western-Blot va PCR

Két qua: BO mau duong tinh 405 mau c6 két qua OD/CO tir 7,34-4294; B mau 4m
tinh 802 c6 gi4 tri OD/CO tir 0,05-0,8; BO mau khé 42 méu c6 gia tri OD/CO tur
0,089-166,3; 03 bd mau chuyén doi huyét thanh c6 déc tinh dat yéu cAu tiéu chuin
quéc té). 100% sb lwong miu ciia ngan hang mau chuan quéc gia HIV déu dat thé
tich trén 10ml/mau, duoc bao quan & diéu kién tiéu chuan 1a -70°C

Két luan: Tr cac két qua nghién ctru cho thay ngan hang mau chuan qudc gia ding
cho kiém dinh sinh phdm chan doan HIV dat céc tiéu chuan chat lwong theo qui
dinh cia BO Y té va tiéu chuan quéc t¢ WHO/UNAIDS dé ra.

Tir khéa: Ngdn hdng Mau chudn quéc gia HIV, Sinh phdm chin dodn HIV, BJ Y té,

WI—!O/U‘NAIDS
1. bat van de

Trai qua hon hon bén thap ky qua ké tir
khi thé giéi phat hién ra vi rit giy hoi
chimg suy gidm mién dich & nguoi (HIV-
Human Immunodeficiency Virus) va gay
bénh hoi chimg suy giam mién dich (AIDS-
Acquired ImmunoDeficiencySyndrome)
vao nam 1981. Hién nay trén thé gidi co
khoang 37,7 triéu nguoi nhlem HIV, trong
d6 khoang 1,8 triéu 1a tré em, sé nhiém méi

*Tac gia lién hé.
E-mail address: hungnicvb@gmail.com
https://doi.org/10.56086/jcvb.v2i1.20
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hang nim 1a 1,5 triéu trong d6 chiém
150.000 tré em. Hang niam, sd ca tr vong
trén toan thé gidi 1a 600.000 nguoi [16]. Tai
Viét Nam, ké tr ca nhiém HIV dau tién
dugc phat hién nam 1990 tai TP HO Chi
Minh, tinh dén ngiy 31-8, ca nudc co
213.008 nguoi nhiém HIV hién dang con
séng va 107.812 nguoi nhiém HIV di tu
vong. Trung binh mdi nim ca nudc phat
hién thém 11.000 ca nhiém HIV va 2.800
ngudi tir vong [5]. HIV/AIDS chu yéu lay
nhiém qua dudng mau qua hanh vi sinh hoat
tinh duc khong an toan va chinh vi vay
nhiém HIV/AIDS & nguoi dugc WHO xem
nhu dai dich cho nhan loai. HIV/AIDS tap
trung & cac qudc gia dang phat trién, dic
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1b’iét l1a khu vyc Chau Phi, Pong Nam Chau
A va My La Tinh [9-12].

HIV khong thé chira khoi, tuy nhién néu
dugc phat hién sém va tuan tha nghiém ngat
phac dd dleu tri thi nguoi bénh van kéo dai
duogc tudi tho Ién t61 15-20 nam. Chinh vi
vdy, chung ta can phat hién bénh cang sém
cang t6t dé c6 phuong an diéu tri va quan ly
tranh nguy co lay nhiém cho cong dong la
dic biét quan trong. Hién nay c6 rat nhiéu
phuong phap xét nghiém (sang loc trong
cong dong, xét nghiém chan doan va xét
nghiém theo ddi diéu tri) bang cac phuong
phap huyét thanh hoc, mién dich va sinh hoc
phan tu.

Thyc trang hién nay tai Viét Nam dang
sir dung nhleu phuong phap, chung loai sinh
pham san xuét trong nudc va nhap khau dé
phat hién sang loc va chan doan HIV/AIDS.
Theo khuyén cédo cia WHO thi HIV thudc
nhom nguy co cao, cip d6 D (Hight risk,
class D) [5-7]. Vi vay, cac sinh phdm chan
doan HIV phai doi hoi quy trinh kiém dinh
rat khit khe va Co quan Kiém dinh Qudc
gia phai kiém tra chét luong dau vao 100%
truéc khi cdp phép dang ky luu hanh tai
Viét Nam [1-4]. Viéc kiém dinh va giam sat
chat luong sinh pham chan doan HIV phai
sir dung bo Panel chuan ctia ngan hang mau
chuan qudc gia HIV (MCQG HIV) duoc
xay dung thiét lap trén cac mau huyét thanh
dugc thu thap va xéac dinh dac tinh cua
chinh cong ddng dan cu nudc so tai va
mang tinh dai dién cho cac ving mién cia
dat nude d6 [13-15]. Do vay trong nghién
ctru nay chung t61 nghién ciu thiét 1ap ngan
hang miu chuan qudc gia dung cho kiém
dinh chét luong sinh pham chan doan HIV
tai Viét Nam, dat tiéu chuén theo huéng dan
cia WHO vo6i muc tiéu: “Xay dung quy
trinh thiét ldp ngdn hang mau chudn quéc
gia HIV; Thu thdp mdu va xdc dinh ddc tinh
mau ngdn hang mau chudn quéc gia HIV”.

2. Vit liéu va phwong phap nghién ciu
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2.1. Vat ligu

Str dung cac bo sinh pham chan doan HIV
dugc WHO khuyén céo (Genscreen HIV 1/2
Ultra (ULTRA); Genscreen HIV 1/2 V.2
(V2); Murex Ag/Ab HIV 1/2 Combination
(MUREX); HIV Combi PT (COMBI)) co
tiéu chuan chat luong (D6 nhéy> 99,5% va
do dac hi¢u > 98%) dé danh gia xac dinh
dic tinh HIV cac mau huyét thanh thu thap
trén ngudi tinh nguyén trén 16 tudi Viét
Nam.

2.2. Phuong phap nghién cuu

Thu thap cac miu huyét thanh (duong tinh
va am tinh véi HIV) tai cac khu vuc dai
dién (mién Bic, mién Trung, mién Nam va
Tay Nguyén) va trén cic doi tuwong tu
nguyén gom 13 ddi tuong (ngudi cho mau;
nghién chich; mai dam; dé)ng tinh; bénh
nhan lao; bénh l1ay qua duong tinh duc; lay
qua quan h¢ tinh duc; tan binh; phu nir
mang thai; mai ddm va nghién chich; quan
hé tinh duc va nghién chich; mai dam va
cho mau; dbi tugng khac) de xac dinh dac
tinh xay dung ngan hang mau chuan quoc
gia HIV theo huéng din cia Bo Y té va
WHO/UNAIDS (B mau huyét thanh
duong tinh HIV 1a 400 mau; B mau huyét
thanh am tinh HIV 1a 800 mau; B6 mau
huyét thanh kho 1a 30 mau; B6 mau chuyén
d6i huyét thanh 13 3 bd). Tiéu chuan k¥
thuat ciia mau nhu sau: (thé tich huyét thanh
thu thap 15+5ml/mau; dai dién theo vung
mién; mau duong tinh OD/CO >1, miu 4m
tinh OD/CO <1; miu khé bao gébm duong
tinh yéu khi c6 két qua ELISA ddi lap va
khang dinh bang PCR am tinh va am tinh
yéu khi co két qua it nhat 1 két qua ELISA
dwong tinh va khang dinh bang PCR am
tinh; bao quan mau diéu kién -70°C
[1;2;4;8].

Cac mau huyét thanh thu thip duoc xac
dinh dic tinh bang ky thuat ELISA va
Western-Blot tai cac co so y té thu thap va
tai Labo khang dinh HIV Vién Kiém dinh
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Quéc gia Véc xin va Sinh phim y té
(NICVB) theo qui trinh nhu (hinh 1).

thing £ink difena ke
Xép vio by maududng

Xie dinh tinh trang nhiém HIV bing
I thut VR hoc: RNA-HIV (PCR)
e
—— o

3. Két qua

Hinh 1. Sodo Quy trinh xdc dinh ddc tinh
mau ngdn hang mau chuan HIV
Nghién ctu dugc thuc hién tor nam 2013
dén 2015 tai cac Vién Pasteur HCM, Nha
Trang, TAy Nguyén, Vién Vé sinh Dich té
Trung Uong va Vién Kiém dinh quéc gia

Vic xin va Sinh pham y té (NICVB).
2.3. Y dirc trong nghién ciru

Pbi twong tinh nguyén tham gia
nghién ctru s€ dugc bado mat cac thong tin ca
nhan lién quan va dugc mi hoa dé dam bao
khong c6 nguy co tiét 10 thong tin, phai du
tiéu chudn tham gia va cam két dong y tinh
nguyén, duoc tu van va cung cép thong tin
vé chuong trinh nghién ctru va c6 quyén rit
khoi nghién ciru ngay ca khi ki don tinh
nguyen.

3.1. Xay dung quy trinh thiét lgp ngan hang mau chudn HIV theo hwéng ddn Bg Y té va

WHO/UNAIDS.

Cén cir huong dan theo Quyét dinh 1097/QD-BYT ngay 4/4/2013 va hudng dan cua
WHO/UNAIDS vé xay dyng ngan hang’méu chuan déanh gia chat lugng sinh pham chan doan
HIV. Chang tdi x&y dung quy trinh thiét 1ap ngan hang mau chuan quoc gia dung cho kiém

dinh sinh pham chan doan HIV nhu hinh 2.

uyén tin
-T n, xét nghiém, théng tin vé chuong
trinh, ky gidy thda thuan.

€ we

h HT (24h); 2 6ng 15ml.(ly tam L2);
- Ghi ma sé, tach 0,5 ml (XN tai chd, TLKQ),1ml
HT con lai cho vao
*)(2-8 °C) chuyén vé vién khu

: 3
- Xac dinh azc tinh mau huyét thanh
- Hoan thién Iy lich méu, dir liéu lién quan
- Péi chiéu hé so thu dugc voi mau da xac
dinh dac tinh.
- Chuyén vé NICVB: HSL

‘ Tai NICVB

Giai ma, dong 1ml, 70°C

6 so M phai
bao m

i duoc
qui ché luu trr
SPC-NICVB.

Bao cao nghiém thu két qua
cho cuc PC HIV/AIDS.

Ban hanh QB céng nhan mau

chuan Qudc gia.

Hinh 2. Quy trinh xdy dwng ngdn hang mau chudan quoc gia HIV
Tir két qua hinh 2 cho thdy chung t6i di xay dung duoc so dd quy trinh chuan dé xay dung
ngan hang MCQG HIV theo dung huéng dan cua Bo Y té va ciaa WHO/UNAIDS.
3.2. Két qua thu thdp va xdc dinh ddc tinh mau ngan hang mau chuan HIV
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Céc miu huyét tuong thu thap duoc tir co s6'y | té dai dién cho céc vung mién theo dang yéu
cau cla nghién ctru dé ra. Sau khi thu thap cac mau huyét twong du tuyén cho ngan hang mau
chuin HIV, mau s& duoc xac dinh dic tinh mau tai cac co s6 y té thu thap va xac dinh khang
dinh lai tai NICVB cho két qua qua tai bang 1 va hinh 3.

Bang 1. Két qua thu thip miu huyét twong theo dai dién viing mién

Khu vuc Midn
Pic tinh mau Bac
Miu duong tinh 160
MéAu Am tinh 248
MAu khé bién ludn 10
Tong so 418

Mién
Trung

30

99

129

900

800 -

700 -

600 -

500 -

400 -

300 -

200 A

100

Duongtinh

Amtinh

Mién Tay
Nam nguyén Téng s6
185 30 405
355 100 802
32 42
572 130 1249
42
Mau khé

Hinh 3. Két qua xdc dinh dac tinh mau HIV
Tir két qua bang 1 va hinh 3 cho thay tong sé luong mau thu thap va xac dinh dac tinh
1a 1249, trong d6 mau (+) 405, mau (-) 1a 802 va mau kho la 42. Dat yéu cau theo muc tiéu cia
nghién ctru va qui dinh v€ xay dung ngan hang mau chuan phuc vu kiém dinh chat luong sinh

pham chan doan HIV cua B9 Y te va WHO/UNAIDS.

3.3. Két qua thu thdp }‘he tich mqu huyét twong . 3
Theo ti€u chuan de ra th€ tich mau huyet twong thu thap phai dat yéu cau 15+5ml/mau
maoi dap ung du ti€u chi qui dinh ctia B Y t€ va WHO/UNAIDS dua vao ngan hang mau

chuan HIV cho két qua ¢ bang 2.

Bang 2. Két qua thé tich miu huyét twong thu thap

40



P.V. Hung et al. / Journal of Control Vaccines and Biologicals, Vol. 2, No. 1 (2022) 36 - 45

A , Téng TY 18 %
Tiéu chi =15 ml <15 =10ml <5 Ciia mau > 15 ml
34 BT DI 353 52 405 101,25%
tinh
MAau Am tinh 694 108 802 100,25%
Miu khé 37 05 42 140%

Tir két qua bang 2 cho théy thé tich huyét twong thu duoc thép nhit 10 ml va cao nhét
12 40 ml. S6 luong mau dat thé tich > 15ml twong tmg voi tung loai mau (+) 353 mau, mau (-)
694 mau, mau kho 37 mau. SO luong mau dat thé tich > 10< 15 ml tuong Ung voi tung loai
mau (+) 52 mau mau (-) 108 mau, mau kho 05 mau. Két qua thé tich huyet tuong thu thép
dugc dat yéu cau theo tiéu chuan vé sb luong theo qui dinh hudéng din cia Bo Y té va
WHO/UNAIDS.
3.4. Két qua kiém tra gid tri OD/CO ciia cdc mau huyét twong HIV thu thap
Gia tri OD/CO la danh gia duong tinh, 4m tinh va mau kho khi xac dinh khang dinh HIV cua
mau bang phuong phap ELISA. Gia tri OD/COz1 la mau duong tinh va gia tri OD/CO<1 két
luan 1a mau am tinh, gia tri OD/CO nam gan két qua duong tinh va am tinh dong thoi cho két
qua PCR am tinh duoc coi 1a mau kho. Két qua xac dinh gia tri OD/CO cua mau duong tinh,
am tinh va mau khoé trong nghién ctru duoc trinh bay & bang 3 va bang 4.

Bing 3. Két qua xac dinh gia tri OD/CO ciia miu dwong tinh va am tinh
Genscreen HIV 1/2 Murex HIV Ag/Ab

version 2. Combination HIV Combi PT

Tiéu chi
DT AT DT AT DT AT

Gia tri OD/CO 16,13-32,7 0,05-0,8 7,34-17,34 0,06-0,73 72,54-4294 0,094-0,487

OD/CO cua

mau duong tinh OD/CO=(7,34-4294)

OD/CO ciia
mAu Am tinh

OD/CO=(0,05-0,8)

Diéu ki¢n miu OD/CO =1 (DT)
DT; AT OD/CO <1 (AT)

Bang 4. Két qua xac dinh gia tri OD/CO ciia miu khé

41
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Sinh phim
Murex HIV
Genscreen HIV 1/2  Genscreen HIV 1/2 .
Gia tri DO/CO version 2. Ultra. Ag./Ab . HIV Combi PT
Combination
DT AT DT AT DT AT DT AT
Gia tri OD/CO 1,03-22,22 0,089-0,33 4.32 0,32-0.35 1,11-10,9 0,28-0,57 1,02-166,3 0,44
OD/CO ciia miu
duong tinh 1,02-166.3
OD/CO ciia miu
am tinh 0,089-0,57
Di¢u ki¢n miu OD/CO =1 (DT)

DT; AT OD/CO <1 (AT)

Tur két qua xac dinh gia tri OD/CO cta mau huyét twong thu thap xay dung ngan hang
mau chuan HIV ¢ bang 3 cho thay gia tri OD/CO cta 405 miu huyét twong duong tinh thu
thap dugc nam trong khoang (7,34-4294), va cac mau duong tinh nay ciing c6 két qua duong
tinh voi thir nghiém Western-Blot. Nhu vay khang dinh chic chin cac miu duong tinh sau khi
thu thap 1a mau xac dinh dwong tinh that va c6 gid tri OD/CO cao so v&i ngudng tiéu chuan
qui dinh va c6 d tin ciy cao. Tuong tu két qua 802 mau am tinh c6 gia tri OD/CO nam trong
khoang (0,05-0,8) 1a rat thép so V&1 gid tri ngudng tiéu chuén qui dinh OD/CO<1, nhu vay da
khang dinh chic chan 1a cic mau am tinh v6i HIV.

Két qua danh gia xac dinh dic tinh 42 mau kho cho két qua ¢ bang 4 cho thdy dap ung
ddy du céc tiéu chudn ctia mau kho 1a mAu dwong tinh HIV v6i mot trong hai bd sinh pham
chan doan ELISA va sau d6 khang dinh bang phuong phap PCR phat hién truc tlep RNA-HIV
déu cho. két qua am tinh. Tt két qua trén cho thay 42 mau kho thu thap duoc dé thlet l1ap ngan
hang mau chuén quéc gia ding cho kiém dinh sinh phiam chan doan HIV dat yéu cau theo tiéu
chuan dé ra.

3.5. Két qua dat hang 03 mau chuyén doi huyét thanh tir Hang quoc té
Theo yéu cau ciua Bo Y té va WHO/UNAIDS, ngan hang mau chuan HIV can phai c¢6 03 bd
v6i tong s6 27 mau véi thé tich mbi mau phai da cho mot lan 1am thir nghiém (1,0-1,2ml/méu)
va han dung t6i thiéu trén 5 ndm va duoc bao quan ¢ diéu kién -70°C nhu bang 5.

Bang 5. Pic tinh miu chuyén ddi huyét thanh

42
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HIV-1 HIV-1 HIV-1
TT DPac tinh ky thuat Seroconversion Seroconversion Seroconversion
Panel PRB 968 Panel PRB 968 Panel PRB 978
1 | Mis PRB 968-1.0 PRB 969-1.0 PRB 978-1.2
2 | Han dung 16-07-2022 24-04-2023 31-01-2022
3 | Thé tich 1ml/dng 1ml/6ng 1,2 ml/éng
4 | S6 lwong mau/bd 10 10 07
5 | Hang san xuét Seracare-My Seracare-My Seracare-My
6 | biéu kién bao quan -70°C -70°C -70°C

Vai két qua ddc tinh cua 03 bo mau chuyén doi huyét thanh & bang 5 cho thay toan bg 27
mau chuyen d6i huyét thanh cta 03 bd sinh pham dugc dat hang tir chuan quoc té dap tmg day
du céc diéu kién tiéu chuan k¥ thuat ciia mau chuyén doi huyét thanh ding thiét 1ap ngan hang
mau chuan HIV theo yéu cau cia BO Y té va WHO/UNAIDS str dung cho kiém dinh chét

lugng sinh pham chan doan HIV.
4. Ban luan

Nhu cau cdp thiét ciia nghién ctru thiét
lap qui trinh xay dyng ngin hang mau
chuin qudc gia cho kiém dinh sinh pham
chan doan HIV tai Viét Nam theo qui dinh
cia WHO [13] s& 1a san pham c6 tinh khoa
hoc cao, ban chat 1a cic mau huyét thanh
HIV (mau am; mau duong; mau kho; va
mau chuyén do6i huyét thanh) trén nguoi
tinh nguyén Viét Nam dai dién cho cac
vung mién cua Viét Nam. Qui trinh thiét 1ap
ngan hang méau chuan quoc gia HIV la tai
liéu chudn dé ap dung thiét 1ap va bao ham
cac tiéu chuan/tiéu chi chat lwong cho cac
thanh phén cu thanh cua ngin hang mau
chudn Quéc gia s dung danh gia chat
lwong céac sinh phim bao gom:

B6 mau ching duong thu thap duge qua
de tai la 405 mau dat dugc cac muc tiéu ve
sO lwong theo qui dinh 14 400 mau. Cac mau
huyét thanh dugc khang dinh HIV véi cac
bo sinh pham do WHO khuyén cao cho két
qué gia tri OD/CO cao. Nhu vay véi két qua
nay chimg minh rang bé mau duong co tinh

43

dic hiéu cao, dat tt ca cac yéu cau theo tiéu
chuan cua Viét Nam va WHO qui dinh
[1,2,15].

Bo mau chimg am thu thap dugc dat 802
mau dugc xdy dung va danh gia ddc tinh
mau vé do nhay va do dac hi¢u theo ding
qui trinh. Két qua nghién ciru cho thay céc
mau chimg 4m c6 gia tri OD/CO thap so vai
gia tri ngudng khi dugc khang dinh HIV
trén cac bo sinh pham do Who khuyén cao.
Cac két qua trén ching t6 bd mau am dat

cac yéu cdu vé tidu chuan theo qui dinh
[1,13,14,15].

B6 mau khé gdm 42 mau, dat dwoc muyc tiéu
dé ra voi sé lwong mau kho 13 20-30 mau,
cac mau kho nay duoc xay dung dung theo
quy trinh. Két qua nghién ctru cho thiy gia
tri Am tinh va duong tinh cia miu nam gan
v6i gia tri ngudng va duoc khang dinh bang
ky thuat PCR [3,5]. Tinh bén viing cta dé
tai xay dung ngan hang miu chuan qudc gia
ding cho kiém dinh chat luong sinh pham
chan doan HIV tai Viét Nam
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Véi két qua thu thap s lwong mau
v6i tong s6 1249 mau phan bd theo co ciu;
bd mau duong tinh 405 miu, bd mau am
tinh 802 mau, by mau kho 42 mu va 03 bd
mau chuyén dbi huyét thanh. Tir ngan hang
mau trén duoc chia ra 02 bo panel chudn dé
sir dung cho cong tac kiém dinh chit lugng
sinh pham chan doan HIV tai Vién Kiém
dinh Qudc gia Vic xin va Sinh pham y té
v6i thot gian wde tinh 4 nam.

Pé dam bao tinh bén vimg cua du
an, trong thoi gian sir dung hang nam can cu
vao nhu ciu thuc té vé kiém dinh chét luong
sinh pham chan doan bao gom tién kiém
(kiém dinh dau vao) va hau kiém giam sat.
Vién Kiém dinh Qudc gia Vic xin va Sinh
pham y té bo xung ngudn ngan sach trich tir
thu phi kiém dinh (dy toan cu thé theo thuc
té du tro cia Khoa M3au chuan cua Vién
hang nim) dé thu thap bd sung cic miu
huyét thanh di st dung phuc vu chuyén
mon nham dam béo tinh bén viing va hiéu

qua cua dy an.

5. Két luan

Tur cac két qua nghién ciru trén cho thay
nghién ctru da dap trng cac muc ti€éu nghién
ctru: Xay dung dugc quy trinh thiét 1ap ngan
hang mau chuén quoc gia HIV theo tiéu
chuan cua BO Y té va cia WHO/UNAIDS;
Di thu thap, xac dinh dic tinh cac mau
huyét tuong HIV de thiét lap duoc ngan
hang mau chuan qudc gia dung cho kiém
dinh chat luong sinh pham chan doan HIV
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dat cac tiéu chuin do BO Y té qui dinh va
theo huéng dan cia WHO/UNAIDS c6 do
tin cdy cao ddi véi timg tiéu chi tiéu chuén
ky thuat dé ra nhu: Bo mau chuan duong
tinh c6 405 mau ting 5 mau so véi tiéu
chuin qui dinh 1a 400 mau; B6 mau chuan
am tinh 13 802 mau, dat tiéu chuan theo qui
dinh 1a 800 mau; Bo mau kho 1a 42 mau, dat
tiéu chuén theo qui dinh 1a 20-30 mau kho;
B6 mau chuyén dbi huyét thanh 1a 03 bo,
dat yéu cau theo qui dinh

Ngén hang mau chuin quéc gia dung
cho kiém dinh chat lugng co két qua_ chat
luong dat tidu chuan qudc gia va quoc té
dung trong kiém dinh sinh pham chan doan
HIV dé dam bao kiém soat tét hon, chit ché
hon chét luong sinh pham chan doan HIV
trude khi cho phép dua vao s dung va giam
sat hau kiém.
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