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Muc tiéu: Banh gia thwc trang tiép nhan nguwoi hién,
thu thap, xét nghiém sang loc va kiém soat chat lwong khéi
tidu ciu gan tach (KTCGT) theo tiéu chudn GMP-WHO tai
Vién Huyét hoc — Truyén mau Trung wong ndm 2025.

D6i twong va phwong phap: Nghién ciru cét ngang
dwoc thwc hién tir thang 05/2025 dén thang 12/2025 tai
Vién Huyét hoc — Truyédn mau Trung wong. Bo cong cu
danh gia dwgc xay dwng dya trén huwéng dan GMP-WHO,
Phu luc Il = Théng tw 28/2025/TT-BYT va cac quy dinh hién
hanh, gdm 420 tiéu chi thudc 12 nhém ndi dung. Trong do,
124 tidu chi lién quan trwc tiép dén muc tiéu nghién ctu,
gdm tiép nhan nguwdi hién va thu thap KTCGT (69 tiéu chi),
xét nghiém sang loc KTCGT (43 tiéu chi) va kiém soat chat
lwong KTCGT (12 tiéu chi). Chéat lwong KTCGT thé tich
250 ml dwgc danh gia theo cac chi tiéu thé tich, s lwong
tidu cau, ndng d6 tiéu cau va sb luong bach cau tén dw
theo Thong tw 26/2013/TT-BYT.

Két qua: Ty lé diém dap (rng chung clia 420 tiéu chi la
81,7%. Ba nhdm néi dung trwe tiép dat 1an lwot 87,0% dbi
v&i tiép nhan ngwoi hién va thu thap KTCGT, 98,8% dbi
v&i xét nghiém sang loc va 58,3% dbi voi kiém soat chat
lwong. Trong kiém soat chat lwong, k& hoach 14y mau kiém
tra chat lwong co ty 1& diém dap ng thap nhéat (20,0%).
Kiém tra chéat lwong 2.147 don vi KTCGT thé tich 250 ml
cho thay ty I& mau dat yéu cau vé thé tich va ndng do tiéu
cau la 100%; sb lwong bach cau tén dw dat 99,5-100% va
s6 lwong tiéu cau 94,7-97,1% tuy hé théng may gan.

Két luan: Hoat dong tiép nhan ngwoi hién, thu thap va
xét nghiém sang loc KTCGT cé mirc dd dap trng cao theo
GMP-WHO, trong khi hoat dong kiém soat chat lwong con
han ché. Chét lwong sédn phdm dau ra nhin chung dat yéu
cau; can tiép tuc hoan thién ké hoach ldy mau, phan tich xu
hwéng, thdm dinh va cai tién lién tuc.
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SUMMARY
ASSESSMENT OF DONOR ACCEPTANCE,
APHERESIS PLATELET COLLECTION, SCREENING
TESTING, AND QUALITY CONTROL OF APHERESIS
PLATELET CONCENTRATES ACCORDING TO GMP-
WHO STANDARDS AT THE NATIONAL INSTITUTE OF
HEMATOLOGY AND BLOOD TRANSFUSION, 2025

Objective: To assess donor acceptance, apheresis
platelet collection, screening testing, and quality control of
apheresis platelet concentrates (APCs) according to GMP-
WHO standards at the National Institute of Hematology
and Blood Transfusion in 2025.

Subjects and methods: A cross-sectional study
was conducted from May to December 2025 at the
National Institute of Hematology and Blood Transfusion.
An assessment tool based on GMP-WHO guidelines,
Appendix Il of Circular No. 28/2025/TT-BYT, and current
regulations comprised 420 criteria across 12 domains. Of
these, 124 criteria directly related to the study objectives:
donor acceptance and apheresis platelet collection (69),
screening testing (43), and quality control (12). The quality
of 250-mL APCs was assessed for volume, platelet count,
platelet concentration, and residual white blood cell count
according to Circular No. 26/2013/TT-BYT.

Results: The overall percentage across 420 criteria
was 81,7%. The three domains achieved 87,0% for donor
acceptance and apheresis platelet collection, 98,8%
for screening testing, and 58,3% for quality control.
The quality control sampling plan had the lowest score
(20,0%). Among 2.147 units of 250-mL APCs assessed,
100% met the requirements for volume and platelet
concentration; residual white blood cell and platelet counts
met requirements in 99,5-100% and 94,7-97,1% of units,
respectively, depending on the apheresis system.

Conclusion: Donor acceptance, apheresis platelet
collection, and screening testing activities demonstrated
a high level of compliance with GMP-WHO standards,
whereas quality control activities remained limited. The
quality parameters of the final products generally met the
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requirements of the Ministry of Health. However, quality
control sampling plans, trend analysis, validation, and
continuous improvement should be further strengthened
to improve the effectiveness of the quality management
system for APC production

Keywords: GMP-WHO; apheresis platelet concentrates;
donor acceptance; plateletpheresis collection; screening
testing; quality control; blood transfusion.

I. DAT VAN PE

Khéi tiéu ciu gan tach (KTCGT) la ché pham
mau quan trong trong diéu tri cac bénh ly huyét hoc
va ung thw. Do thdi gian bdo quén ngén va nguy co
nhiém khuén, KTCGT ddi hdi quy trinh san xuét va
kiém soat chat lwong nghiém ngat nhdm bao dam an
toan va hidu qua [1], [2], [3].

Thyc hanh tét san xuét (Good Manufacturing
Practices — GMP) do Té chirc Y té Thé gi¢i (WHO)
ban hanh 1a nén tdng quan trong trong quan ly chat
lwong tai cac co sé truyén mau. GMP-WHO yéu cau
kiém soat toan dién qua trinh san xuat ché pham
mau tir tiép nhan ngwdi hién, thu thap, xét nghiém
sang loc, bao quéan, phan phdi dén giam sat chat
lwong, truy xuét ngudn gbc va cai tién lién tuc [2], [3].

Tai Viét Nam, hoat ddng tuyén chon ngui hién,
san xuat va kiém soat chat lwong ché phdm mau
da tirng bwéc dwoc chuén hod. Tuy nhién, danh gia
murc dd dap (rng cac yéu cau GMP-WHO trong san
xuat KTCGT con han ché, dic biét déi voi hé thdng
quan ly chat lwong, giam sat chat lwong, thdm dinh
va cai tién lién tuc chwa dwoc khao sat day du.

Tai Vién Huyét hoc — Truyén mau Trung wong,
KTCGT dwoc san xuét véi sé lwong 16n phuc vu nhu
cau diéu tri trén pham vi cd nuwéc. Theo bao cdo ndm
2024, Vién da tiép nhan 33.481 don vi KTCGT, trong
dé c6 124 don vi (0,37%) khong dat tiéu chuén. Thuc
trang nay dat ra yéu ciu danh gia toan dién hé théng
san xuat KTCGT theo tiép can GMP-WHO.

Vi vay, nghién ctru dwoc thwc hién nham muc
tiéu: Panh gia thyc trang tiép nhan nguwoi hién, thu
thap, xét nghiém sang loc va kiém soat chat lwong
KTCGT theo tiéu chudn GMP-WHO tai Vién Huyét
hoc — Truyén mau Trung wong ndm 2025.

Il. DOI TUONG VA PHUONG PHAP

2.1. Béi twong nghién ctru: hoat dong tiép nhan
ngudi hién, thu thap, xét nghiém sang loc va kiém soét

chét lwogng KTCGT: cac don vi KTCGT 250 ml dwoc
kiém tra chat lwong tai Vién nam 2025.

2.2. Phwong phap nghién ctru

Thiét ké nghién ctru: nghién ctru cét ngang, két
hop danh gia mirc do dap wng theo b tiéu chi GMP-
WHO.

Thoi gian va dia diém nghién ciru: tr 05/2025-
12/2025, tai Vién Huyét hoc — Truyén mau Trung wong.

C& mau, chon mau: Chon mau toan bd doi voi
céc tiéu chi danh gia thudc cac nhém tiép nhan nguoi
hién, thu thap, xét nghiém sang loc va kiém soat chat
lwvong KTCGT theo GMP-WHO; toan b6 cac don vij
KTCGT dwoc kiém tra chat lwong theo ty 18 10% quy
dinh tai Thong tw 26/2013/TT-BYT.

Céng cu va quy trinh thu thap sé liéu

Bd coéng cu dwoc xay dwng trén hwéng dan
GMP-WHO [2] va Phuy luc Il — Thoéng tw 28/2025/
TT-BYT ngay 01/07/2025 [3], gbm 420 tiéu chi thudc
12 nhém. Trong do, 124 tiéu chi thuéc ba nhém lién
quan tryc tiép dén muc tiéu nghién ctru, gdm tiép
nhan nguwdi hién va thu thap KTCGT (69 tiéu chi),
xét nghiém sang loc KTCGT (43 tiéu chi) va kiém
soat chat lwong KTCGT (12 tiéu chi), dwoc phan tich
chuyén sau.

D liéu dwoc thu thap théng qua ra soat tai liéu,
hd so chuyén mén, quy trinh thao tac chuan, quan
sat thwc t& va phéng van nhan vién lién quan.

M@i tiéu chi dwoc danh gia theo ba mirc do: dap
&ng (2 diém), dap rng mot phan (1 diém) va khong
dap tng (0 diém). Ty lé diém dap ng clia trng nhém
(%) dwoc tinh bang tdng diém thuc t& dat dwoc chia
cho tbng diém tbi da ciia nhém, nhan 100. Ty Ié nay
phan anh mérc dd dap (ng theo diém sé, khong phai
ty & sb tiéu chi dat.

Céc chi tiéu kiém tra chat lwong KTCGT duwoc
danh gia theo Théong tw 26/2013/TT-BYT [1], gdm:
thé tich (ml), s lwong tiéu ciu (10%don vi), ndng
do tiéu cau (10°ml) va sé lwong bach cau ton dw
(10%don vi). Thé tich KTCGT dwoc tinh bang hiéu
sb gitra trong lwong thi KTCGT va trong lwong bi tui,
chia cho ty trong KTC (1,03 g/ml). Trong lwong bi tui
lan lwot 1a 50 g dbi véi kit Trima va MCS, 40 g déi voi
kit Amicore va Nigela. Sé lwong té bao/don vi duwoc
tinh bang thé tich tGi KTCGT nhan véi sb lvong té
bao do dwoc trén may, chia 1.000; ndng do tiéu cau
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duwoc tinh bang téng sb lwong tiéu ciu thu duoc chia cho thé tich tii KTCGT.

2.3. Xtr ly va phan tich s6 liéu

Sé liéu dwoe nhap va phan tich bang SPSS 22.0, s dung thdng ké moé ta. Bién dinh tinh dwoc trinh bay
bang tan sbé va ty 1& %; bién dinh lwong bang gia tri trung binh + d6 I&éch chuén, gia tri I6n nhat va nhé nhét.

ll. KET QUA NGHIEN cUU
3.1. Ty lé diém dap trng cac nhém tiéu chi GMP-WHO trong hoat déng san xuat KTCGT

Bang 1 cho thay ty 1& diém dap (rng chung ctia 420 tiéu chi dat 81,7%. Ty & dap (ng cao nhat & nhém
nhan san pham (100%) va xét nghiém sang loc (98,8%), trong khi thap nhat & quén ly nguyén vat liéu va

thudc thr (45,2%), giam sat chéat lwong (58,3%) va xac nhan chét lwong/thdm dinh (65,0%).

Bang 1. Ty Ié diém dép (g cac nhém tiéu chi GMP-WHO trong hoat déng san xuat KTCGT

STT Nhém tiéu chi danh gia sé tiéu chi | Diém téi da Dﬁ’:{ft d?; 'E:;f(f,z)

1. | Quan ly chat lwong 76 152 120 78,9

A 2. Nhan sw va dao tao 38 76 61 80,3
3. | Tailiéuvahd so 26 52 48 92,3

4. | Nha xwdng 31 62 51 82,3

5. | Thiét bi va hé théng may tinh 29 58 42 72,4

5 6. | Xac nhan chét lwong/thdm dinh 20 40 26 65,0
7. | Quan ly nguyén vat liéu va thubc thir 21 42 19 45,2

8. | Tiép nhan KTCGT 69 138 120 87,0

9. | Xét nghiém sang loc KTCGT 43 86 85 98,8

c 10. | Giam sat chat lwong KTCGT 12 24 14 58,3
11. | Nhan san pham 7 14 14 100
o ma s | | w | w | e
Téng cong 420 840 686 81,7

3.2. Ty lé diém dap (rng cac nhém tiéu chi GMP-WHO trong tiép nhan ngwi hién va thu thap

KTCGT

Bang 2 cho thay, ty & diém dap (rng chung clia 69 tiéu chi la 87,0%, thAp nhét & lwa chon ngudi hién mau,
kham lam sang, tiéu chuan strc khoé hién mau va chap nhan ngudi hién, cung dat 75,0%.

Bang 2. Ty Ié diém dép (rng cac nhém tiéu chi GMP-WHO trong tiép nhan nguoi hién va thu thap KTCGT

STT N&i dung danh gia sé tieu chi | Didm téi da Difg‘q‘l@t d?;’) '3:91&(’.}/‘0)
1. | Dang ky hién mau 3 6 6 100
2 Lwa chon nguwoi hién mau 4 8 6 75,0
3. | Giam sat dich t& hoc quan thé ngudi hién mau 3 6 6 100
4. | Théng tin vé ngudi hién mau 4 8 8 100
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STT N&i dung danh gia Sé tiéu chi | Didm téi da Dii'l',‘q‘:at d?'; 'Eféé(’,,/':)
5. Bang cau hdi va phéng van 13 26 23 88,5
6. Chinh sach tri hoan va tiéu chi tri hoan 4 8 7 87,5
7. | K lam s, Vo chudn st s i | o e |
8. | Tiép nhan KTCGT 25 50 44 88,0
9. | Antoan cho nguoi hién 5 10 8 80,0
Téng cong 69 138 120 87,0

3.3. Ty lé diém dap (rng tiéu chi GMP-WHO trong xét nghiém sang loc KTCGT

Bang 3 cho thdy, ty lé diém dap (ng chung cua 43 tiéu chi trong xét nghiém sang loc KTCGT 14 98,8%.
Trong d6, lwu gitr mAu ¢ ty 1& diém dap (ng thap nhat (83,3%).

Béng 3. Ty Ié diém dép ting tiéu chi GMP-WHO trong xét nghiém sang loc KTCGT

STT N&i dung danh gia Sé tiéu chi | Didm téi da Dﬁ’:q“’:‘?‘t d?;’) 'E:;é('z/‘o)

1. Cac yéu ciu xét nghiém sang loc 4 8 8 100
2. | X& ly mau va di liéu 6 12 12 100
3. Quy trinh xét nghiém va sau phan tich 13 26 26 100
4. Phan tich va theo ddi két qua mau phan trng 11 22 22 100
5. | Binh nhém mau 6 12 12 100
6. Lwu gitr mau 3 6 5 83,3

Téng cong 43 86 85 98,8

3.4. Ty lé diém dap (rng tiéu chi GMP-WHO trong kiém soat chat lwong KTCGT

Bang 4 cho thay, ty I& diém dap (ng chung ctia 12 tiéu chi giam sat chat lwong KTCGT la 58,3%; ké hoach
ldy mau kiém tra chat lwong thap nhét (20,0%), trong khi xr ly san pham khéng dat yéu dat 100%.

Béng 4. Ty Ié diém dap ung tiéu chi GMP-WHO trong kiém soét chét luong KTCGT

STT N&i dung danh gia Sé tiéu chi | Didm téi da a;t)iich d?;’) 'f:,:f(f,z)
1. | K& hoach l4y mau kiém tra chat lwong 5 10 4 20,0
2 Tiéu chi ky thuat 1 2 1 50,0
3. | X ly s&n pham khong dat yéu cau 3 6 6 100
4 Phan tich xu hwéng va hanh déng khéc phuc 3 6 3 50,0
Téng 12 24 14 58,3

Bang 5 cho thay, ty 18 mau KTCGT dat yéu cau vé thé tich, ndng d6 tiéu cau va sé lwong bach cau ton dw
dat 99,5-100% & cac hé théng may gan; ty 1& mau dat yéu cau vé sb lvong tiéu cu dao dong tir 94,7-97,1%.

111



VIETNAM MEDICAL JOURNAL N°1 - OCTOBER - 2026

Bang 5. Két qua kiém tra chét luong khéi tiéu céu gan tach thé tich 250 ml (n=2.147)

H& thén Tiéu chuan So mau dat
ma ar? Chi tiéu (Thoéng tw 26/2013/ Mean * SD Min - Max Ty 16
Y g3 TT-BYT) n (%)
Thé tich (ml) 212,5-287,5 2597+ 11,7 | 233,0-2864 711 100
SO luong tieu cau 2 300 3143+156 | 254,4-3759 674 94,9
(x 10%don vi)
Trima N —
(n=711) | Nong do ticu cau <15 1,240,09 1,0-1,49 711 100
(x 10%/ml) : e ol
Sé lwong bach cau
x 10%d0n i) <1 0,1£0,04 0,0-0,4 711 100
Thé tich (ml) 212,5-287,5 2585+10,1 | 223,3-2864 635 100
SO luong fieu cau > 300 319,4+19,7 | 252,4-386,3 605 95,3
MCS (x 10%don vi)
(N=635) | NAre da 18 o
Nong do tieu cau <15 1,240,09 1,0-1,49 635 100
(x 10%/ml)
Sé lwong bach cau
o 1050 ) <1 0,2£0,17 0,0-2,8 632 99,5
Thé tich (ml) 212,5-287,5 256,2 + 7,1 252,4-281,6 102 100
SO luong tieu cau > 300 3216+208 | 26183754 99 97,1
Nigela (X 10%don VI)
(N=102) | NAn da 1A o
Nong do tieu cau <15 1,3+0,09 1,0-1,49 102 100
(x 10%/ml)
Sé lwong bach cau
1090 o) <1 0,10,1 0,0-0,8 102 100
Thé tich (ml) 212,5-287,5 2502+ 10,6 | 242,7-2864 699 100
SO luong tieu cau > 300 317,4+19,2 | 253,4-395,0 662 94,7
(x 10%don vi)
Amicore - —
(n=699) | Nong do tieu cau <15 1,240,1 0,0-1,49 699 100
X m
( 109/ I) ) ) ) ’ ’
Sé lwong bach cau
x 10%d0n i) <1 0,1+0,05 0,0-0,7 699 100
IV. BAN LUAN ty 1& diém dap (ng dat 87,0%; thdp nhét & Iwa chon

Ty & diém dap ng chung 420 tiéu chi dat 81,7%,
nhwng mirc dd dap ng khéng ddng déu gitra cac
nhém, thap nhat & quan Iy nguyén vat liéu - thubc
thir (45,2%), giam sat chat lwong KTCGT (58,3%) va
thdm dinh (65,0%). Day la nhitng thanh phan quan
trong cla hé thdng chat lwgng theo GMP-WHO va
PIC/S, nhét Ia trong kiém soat nguy co va cai tién
lién tuc [2], [4].

Déi v&i tiép nhan nguwdi hién va thu thap KTCGT,
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ngwdi hién va kham l|am sang, tiéu chuén strc khoé
hién mau va chdp nhan ngu®i mau (75,0%). Mot
s6 yéu cdu lien quan dén qua trinh danh gia va
chap nhan nguoi hién chwa duoc dap (ng day dd.
Agarwal va cdng sw (2015) cling ghi nhan nhirng
hoat dong c6 sy tham gia clia nhan vién trong danh
gia chuyén mén cé thé cé mirc dd khong tuan tha
cao hon so véi cac quy trinh ky thuat dwoc chuén
hoa [5]. Do d9, viéc tiép tuc chuan héa thwc hanh,
dao tao va giam sat nhan vién tham gia kham tuyén
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c6 thé gép phan nang cao mirc dd dap ng.

Xét nghiém sang loc KTCGT c6 ty lé diém dap
rng cao nhat trong ba nhém ndi dung tryc tiép dat
98,8%; nam trong sau ndi dung dat 100%, trong khi
lwu gitr mau dat 83,3%. Can tiép tuc ra soat cac yéu
cau vé& quan ly va truy xuat mau, di¥ liéu theo quy
dinh hién hanh.

Déi v&i kiém soat chat lwgng KTCGT, ty 1& diém
dap (rng chung cuta 12 tiéu chi la 58,3%, thap hon
hai nhém con lai. K& hoach ldy mau kiém tra chét
lwong thdp nhat (20,0%), trong khi xt ly sadn phdm
khéng dat yéu ciu dat 100%; tiéu chi k§ thuat, phan
tich xu hwéng va hanh dong khic phuc déu dat
50,0%. Két qua cho thdy can tang cuwéng xay dung
va thue hién ké& hoach 1y mau, theo dai két qua va
phan tich xu hwéng. Ngoai ra, hoat déng kiém soat
chét lwong hién cha yéu tap trung vao kiém tra dinh
ky, chuwa phat trién day da thanh hé théng giam sat
dwa trén phan tich di¥ liéu theo thoi gian va quan ly
nguy co. Viéc chwa thyc hién thwong quy mot sb chi
tiéu nhw pH va céy khuan cudi han bao quan cé thé
han ché danh gia toan dién do 6n dinh va an toan
ctia ché pham.

Mé&c du, mét sé nhém tiéu chi co ty 1& dap tng
chwa cao, chat lwong KTCGT nhin chung dat yéu
cau: thé tich va néng do tiéu cau dat 100%; sb lwong
bach cau tén dw dat 99,5-100% va sé lwong tiéu ciu
dat 94,7-97,1%. Két qua nay twong déng vdi bao
cdo cla Lé Thj Thu Ha va cdng sy tai Bénh vién
Cho Ray va mét s6 nghién ciru qubc té, cho thay
chéat lwong KTCGT lién quan dén dac diém nguoi
hién, hiéu sut ctia hé théng may gan tach va kiém
soat quy trinh san xuét [6], [7], [8]. Moog (2025) nh&n
manh vai trd clia hiéu chuan thiét bj, chuan hoa thao
tac va giam sat hiéu nang dinh ky trong duy tri tinh
on dinh clGia san pham theo hé théng GMP [7].

Nghién ctru dwoc thye hién tai moét co s& truyén
mau tuyén trung wong nén két qua chwa phan anh
day da thye trang dap 'ng GMP-WHO tai cac co' s&
khac. Thiét k& cat ngang chi danh gia mirc do dap
&rng tai thoi diém khao sat, chwa phan anh xu hwéng
cai tién theo thoi gian. Ngoai ra viéc xay dwng va
chadm diém bo tiéu chi van cé thé chiu anh huwéng
ctia yéu td chd quan. Cac nghién ctvu tiép theo can
mé& rong pham vi khdo sat va tiép tuc hoan thién
cbng cu danh gia.

V. KET LUAN

Hoat ddng san xuat KTCGT tai Vién Huyét hoc —
Truy&n mau Trung wong cé ty 1& diém dap (rng chung
theo bo tiéu chi GMP-WHO dat 81,7%; tiép nhan
ngwoi hién va thu thap dat 87,0%; xét nghiém sang
loc dat 98,8% va giam sat chéat lwong dat 58,3%. Cac
chi tiéu chéat lwong san phadm nhin chung c6 ty 1& dat
cao theo quy dinh clia B Y té, trong d6 sb lwong tiéu
cau dat 94,7-97,1%. Tuy nhién, k& hoach ldy mau
kiém tra chat lwong, phan tich xu huéng, thdm dinh
va cai tién lién tuc can tiép tuc dworc hoan thién nham
nang cao hiéu qua hé théng quan ly chat lwong san
xuat KTCGT.
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