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NGHIEN C(U CHAT LUONG TUA LANH
TAI TRUNG TAM TRUYEN MAU KHU VU’C HUE

Lé Phuéc Quang?, Pong Si Sang!, Bui Minh Dirc?!,

TOM TAT

Muc tiéu: Panh gia chét lugng taa lanh tai
Trung tdm Truyén mau khu vyc Hué. Tim hiéu
mot sé yéu to lién quan anh huong dén chat
lugng cua tua lanh.

Po6i twong va phwong phap nghién ciru:
Nghién ciru mé ta cit ngang.

-35don vi Huyét twong tuoi dong lanh duoc
ldy mau kiém tra va lam dong lanh, sau do ri
dong dé diéu ché taa lanh.

- Thoi gian tir thang 1 ndm 2021 dén thang
12 nam 2021. Tiéu chuan chéat luong dua theo
Thong tu 26/2013/TT-BYT vé Hudng dan hoat
dong truyén mau.

Két qua: Thé tich don vi tiia duoc san xuat
tir 250ml mau toan phan trong nhdm nghién ctiu
cua chung téi la 14,7 + 2,9ml (10ml - 25ml).
Téng luong yéu té VIII trong tua lanh 12 62,3 +
17,3 1U (36,2 IU - 99,8IU). Téng lugng
fibrinogen trong taa lanh la 168,7 = 40,8mg
(99,4mg- 231,2mg). Hiéu suat tinh theo lwong
yéu t6 VIII 1a 28,3 + 8,4%; theo lwgng fibrinogen
1a 38,3 £ 11,0%.

Két luan: Ty 1& ché pham tua lanh dat yéu
cau vé thé tich, néng do yéu té VIII, luong
fibrinogen 12 100%. Hiéu suat tinh theo lwgng
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yéu té VIII 1a 28,3 + 8,4%; theo lugng fibrinogen
la 38,3 + 11,0%. Khong thay su khac biét gita
hai nhém tua lanh san xuét truéc va sau  thoi
gian trung binh vé nong do6 yéu t6 VI va
fibrinogen.

Tir khoa: Tiéu chuan chat lwong, mau toan
phan, huyét twong twoi déng lanh, taa lanh

SUMMARY
RESEARCH ON QUALITY OF
CRYOPRECIPITATE COMPONENT
AT HUE REGIONAL BLOOD
TRANSFUSION CENTER

Objectives: Evaluate the quality of the
cryoprecipitate at the Hue Regional Blood
Transfusion Center - Find out some related
factors  affecting the quality of the
cryoprecipitate..

Research object and method: Descriptive
study.

- 35 units of fresh frozen plasma were
sampled for testing and frozen, then defrosted to
prepare a cryoprecipitate.

- Period from January 2021 to December
2021. Quality standards are based on Circular
26/2013/TT-BYT:  Guidelines  for  blood
transfusion activities.

Results: The unit volume of precipitate
produced from 250ml whole blood in our study
group was 14.7 = 2.9ml (10ml - 25ml). The total
amount of factor VIII in the cryoprecipitate was
62.3 £ 17.3 IU (36.2 IU - 99.8IU). The total
amount of fibrinogen in the cryoprecipitate is
168.7 = 40.8mg (99.4mg- 231.2mg). The
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efficiency calculated by the amount of factor VIII
is 28.3 + 8.4% ; according to the amount of
fibrinogen is 38.3 + 11.0%.

Conclusion: - The percentage of frozen
preparations meeting the requirements in terms
of wvolume, factor VIII concentration, and
fibrinogen amount is 100%. The efficiency
calculated by the amount of factor VIII is 28.3 +
8.4% ; according to the amount of fibrinogen is
38.3 £ 11.0%. There was no difference in
production time between the two groups of
cryoprecipitate before and after the mean time in
factor VIII and fibrinogen concentrations.

I. DAT VAN DE

Hién nay, mau va ché pham mau duoc sir
dung rong rii trong diéu tri khong chi lién
quan vé&i cac bénh ly vé mau ma con cac
bénh Noi, Ngoai, San, Nhi... Thuc té cho
thay chwa c6 mot loai duoc pham nao c6 thé
thay thé mau va ché pham mau. Viéc cung
cip c4c ché pham mau an toan dén nguoi
bénh la trach nhiém quan trong cua cac
Trung tm Truyén mau.

Taa lanh 1a ché pham mau duoc chi dinh
diéu tri bo sung yéu té déng mau trong cac
bénh ly thiéu hut yéu té nhu fibrinogen, yéu
t6 VIII (hemophilia A), yéu t6 XIII, yéu té
von Willebrand va mot sé bénh 1y cua co
quan khac gay ra hau qua rdi loan déong mau.
Hién nay, di c6 nhiéu loai ché pham chua
yéu té déng mau dang cb dac sir dung chi
yéu & cac nuéc phat trién. Tinh hinh thyc té
& Viét Nam, taa lanh va huyét tuong tuoi
d6ng lanh van la san pham duoc chi dinh sir
dung nhiéu trén 1am sang do sin co, cac co
s& truyén mau ty san xuat duogc, chi phi thap.

Hai yéu t6 duoc quan tdm hang dau trong
tia lanh 1a yéu t& VIII va fibrinogen. Qua
qua trinh san xuat tia lanh, luong yéu t6 VIII
va fibrinogen c6 trong don vi mau ban dau
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duoc tap trung va ¢ dic trong ché pham taa
lanh. Tuy nhién, trong qué trinh san xuét ché
pham nay, mot luong yéu té c6 thé bi mat di
do thoi gian ban huy hodc con lai trong cac
ché pham khac trong qua trinh san xuat, hoic
mot s& yéu t6 khac anh huong dén chat
lwong cua san pham tua lanh.

Vi vay, dé gop phan cai thién chat lwong
cua taa lanh duoc san xuat tir mau toan phan
ching t6i tién hanh nghién ctu d& tai:
“Nghién ctu chat luong taa lanh tai Trung
tam Truyén méau khu vuc Hué” voi hai muc
tiéu sau:

- Panh gia chat luong tua lanh tai Trung
tam Truyén méau khu vuc Hué

- Tim hiéu mét s6 yéu té lién quan anh
hudng dén chét lugng caa taa lanh.

II. D8I TUQONG VA PHU'ONG PHAP NGHIEN CU'U

2.1. Péi twgng nghién ciu:

Déi twong nghién cau:

- Ché pham huyét tuong tuoi dong lanh
va tua lanh duoc san xuat tir mau toan phan
tai Trung tdm Truyén mau khu vuc Hué

Thoi gian nghién céu: tr thang 1 nam
2021 dén thang 12 nam 2021,

Phuong phap nghién ctru:

Thiét ké nghién ciru: mo ta cat ngang.

Phuong phap chon miu va thu thap sb
liéu:

Can ct Thong tu 26/2013/TT-BYT vé
viéc Huéng din hoat dong truyén méu quy
dinh ty 1é kiém tra chét luong tir 0,5-1% don
vi ché pham mau.

L4y mau ngau nhién thuan tién chia déu
cho cac dot hién mau tinh nguyén tir thang 1
dén hét thang 12 nam 2021, trung binh mdi
thang s& lay tir 2 dén 3 lan tdy thugc vao sé
dot hién mau tinh nguyén va diéu ché tua
lanh.
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Quy trinh diéu ché tua lanh theo so dd sau [1], [2]:

Méu toan phan

Déi vé6i cac don vi huyét twong tuoi dong
lanh 150ml dugc danh gia vé: Thé tich, thoi
gian didu ché, liy mau xét nghiém yéu té
VIII va Fibrinogen. Tiép d6, cac don vi nay
duoc rd dong lanh & -80°C. Sau do6 duoc giai
déng qua dém & nhiét 6 4°C, dé san xuét tua
va duoc danh gia twong tu nhu huyét tuong
tuoi déng lanh dé so sanh.

Téng s6 miu: 35.

Céc chi tiéu nghién ctru trén dua theo quy
dinh cia Bo Y té: Thong tu sé 26/2013/TT-

I1. KET QUA NGHIEN cU'U

Huyét twong tuoi dong lanh

Ra dong 4°C Ly tam tach taa lanh
BYT vé viéc Huéng dan hoat dong truyén
mau va tham khao mot sé tiéu chuan Chau
Au, tiéu chuan AABB [1] [2].

C4c chi tiéu chit lwong cua tua lanh:

Thé tich: 10-25 ml

Nong do yéu té V1II: > 30U

Luong Fibrinogen: > 75mg

Xt 1y va phan tich sb liéu: nhap sé liéu,
xur ly s6 liéu bang phan mém SPSS 16.0. Su
khéc biét c6 ¥ nghia théng ké véi p < 0,05.

3.1. Ty Ié don vi mau toan phan va khéi hong cau dat yéu cau chit lwong

Bdng 1: Thé tich FFP va tia lgnh

Loai ché pham X +SD Min - Max
Thé tich FFP (ml) 149,3+ 3,6 139 — 156
Thé tich tiia lanh (ml) 14,7+29 10-21

Nhin xét: - Thé tich don vi FFP duoc san xuit 149,3 + 3,6ml, don vi c6 thé tich nho nhat

14 139ml va 16n nhat 1a 156ml.

Thé tich don vi tia duogc san xuat 1a 14,7 + 2,9ml, don vi c6 thé tich nho nhat 1a 10ml va

16n nhét 1a 21ml.

Bdng 2. Pdnh gid bang cam quan FFP va tia lanh

< s Khdng Cé
Dac tinh N % n %
Mau sic bat thwong 35 100,0 0 0,0
Cé cuc dong 35 100,0 0 0,0
Sw ro ri, vo thi 35 100,0 0 0,0

Nhin xét: Két qua danh gia cam quan khong phat hién don vi FFP va taa lanh nao c6
mau sac bat thuong, khong c6 don vi nao co cuc dong va tat ca 35 don vi khong bi ro ri hay

vO tai.

Bdng 3. Néng dg yéu té V111 ciia FFP va tia lgnh

Nong dd yéu to VIII X £SD Min — Max
FFP (%) 150,7 + 31,4 89 — 191
Tia lanh (%) 420,9 £ 67,5 280 — 510

Nhén xét: Nong d6 FVIII cua FFP 1a 150,7 + 31,4 , don vi c6 nong d6 thap nhat 1a 89,

don vi c6 ndng do cao nhat 1a 191.

Nong d6 FVIII ciia ché pham tua lanh 1a 420,9 + 67,5 , don vi c6 nong d6 thap nhét 1a

280,0 don vi c6 ndng dd cao nhat 1a 510,0.

241



KY YEU CAC CONG TRINH NGHIEN C’'U KHOA HOC CHUYEN NGANH HUYET HOC - TRUYEN MAU

Bdng 4. Lwong yéu té V111 trong cac ché phdm mau

e LA LR . Luwgng yeu to VIII/ don vi ché pham
Loai ché pham mau X + SD Min - Max
FFP (1U) 224,9 £ 475 132,6 - 288,0
Tia lanh (IU) 62,3+17,3 36,2 -99,8
Nhdén xét: Tong luong FVIII trong FFP 13 224,9 + 47,51U.
Téng lwong FVIII trong tia lanh 13 62,3 + 17,31U.
Bdng 5. Lwong fibrinogen trong cac ché pham mau
Tong lwong fibrinogen X £SD Min — Max
FFP (mg) 394,2 £ 55,6 239,8 -476,4
Tia lanh (mg) 168,7 +£ 40,8 99,4 - 231,2

Nhin xét: Tong lugng fibrinogen trong FFP 1a 394,2 + 55,6mg, don vi c6 luong
fibrinogen 16n nhat 1a 476,4mg, nho nhét 12 239,8mg.
Téng luong fibrinogen trong taa lanh 14 168,7 + 40,8mg, don vi c6 lugng fibrinogen 16n
nhat 14 231,2mg, nhoé nhét 1a 99,4mg.
Bdng 6: Doi chiéu vai cac tiéu chudn ciia thong tw 26/2013/TT-BYT [6]

Néi dung tiéu chuin n %
Thé tich tir 10ml dén 25ml cho mdi don vi tda lanh diéu ché tir mot
don vi mau toan phﬁn ¢6 thé tich 1én hon hodc 35 100
bang 250ml.
Nong do yéu té VIII khong thap hon 301U cho mdi don vi
tda lanh diéu ché tir mot don vi mau toan phan c6 thé tich 16n hon 35 100
hodc bang 250ml.
luong fibrinogen khong thip hon 75mg cho mdi don vi
tia lanh diéu ché tir mot don vi méau toan phan c6 thé tich 16n hon 35 100
hodc bang 250ml.
Khong c6 mau sic bat thuong, khong c6 van, cuc dong. 35 100

Bdng 7. Higu sudt san xudt tia lanh

. N X + SD N
Lwong thanh phan Truée (FFP) Sau (tha lanh) Hiéu suat (%)
Yéu t6 VIII (IU) 2249+ 475 62,3+17,3 28,3+ 8,4
Fibrinogen (mg) 390,2 + 93,5 160,3 + 45,9 38,3 +11,0

Nhdn xét: Hiéu suit san xuat cua tua lanh tinh theo luong FVIII 12 28,3 + 8,4%. Hiéu suat
san xuat cua tua lanh tinh theo luong fibri,nogen la 38,3 +£11,0. ] o
Bdng 8. Lién quan gia lwong yéu to VI va thei gian san xuat ché pham

Tong thoi gian san xuit
Téng luwgng , £, oo P e .
véu t6 VIII San xuit FFP San xu‘at tia lanh Tong tho’lkglan
(L) tir FFP san xuat
<7h18p | >7h18p | <18h29%p | >18h29p | <25h47p | >25h47p
N 17 18 18 17 16 19
X+SD 654 +19,2|167,2+153| 61,8+16,7 |71,1+16,4| 62,6 + 20,0 | 67,4 + 16,1
p > 0,05 > 0,05 > 0,05

242



TAP CHi Y HOC VIET NAM TAP 520 - THANG 11 - S6 DAC BIET - 2022

IV. BAN LUAN

Theo Thong tu s 26/2013/TT-BYT vé
viéc Huéng dan hoat dong truyén mau, tiéu
chuan cua céc ché pham mau duoc quy dinh
1d rang va day du. Dé dam bao chat luong,
cac ché pham mau nén dugc kiém tra dinh ky
thuong xuyén theo ty 1é khoan 0,5-1%.
Trong nghién ctru caa ching t6i da tién hanh
kiém tra FFP rdi tién hanh dong lanh, sau dé
rd dong qua dém dé didu ché taa lanh.

4.1. Chat lwgng taa lanh

Thé tich don vi FFP dugc trinh bay Bang
1. v6i thé tich trung binh cia ca nhom la
149,3 £ 3,6ml. Theo quy dinh tai Trung tam,
don vi FFP duoc san xuit tr don vi méau
250ml méu toan phan dugc ghi nhan I3
150ml. V&i thé tich 150ml va sai s6 cho phép
15% (theo théng tu 26/2013/TT-BYT) thi
khoan thé tich cua FFP dugc chip nhan tur
127,5 - 172,5ml. Trong sb cac don vi FFP
cua nhoém nghién ctru, don vi c6 thé tich nho
nhét 1a 139ml va 16n nhat la 156ml. Tét ca
don vi FFP nay c6 thé tich nim trong pham
vi cho phép. Tai Trung tim Truyén méu khu
vuc Hué, mdi don vi FFP duogc san xut tur
mot don vi mau toan phan va thé tich duoc
quy dinh tir trudc nhu don vi méu 250ml san
xuit duoc don vi FFP 150ml; don vi méu
350ml san xuét duge don vi FFP 200ml. Uu
diém cua cach nay tao ra sy thuan loi trong
van d& quan 1y hanh chinh va quan 1y ngan
hang mau.

Theo két qua nghién ciru cua tic gia
Hoang Van Phong, don vi FFP dugc san Xuét
tir 02 don vi méau toan phan 250ml c6 thé tich
trung binh la 230+ 8ml.

Béng 1. cho thay thé tich don vi tiia duoc
san xuét tir 250ml méau toan phan trong nhém
nghién ctu cia chung to6i la 14,7 £ 2,9ml.
Thé tich don vi tia lanh ching t6i thu duoc
c6 thé tich nho nhét 1a 10ml va 16n nhét 1a

21ml, nhu vay don vi co thé tich 16n nhét gip
2,1 1an don vi c6 thé tich nho nhat. Thé tich
bién dong nhu vdy 1a do qué trinh san xuét
tua lanh st dung ban ¢ép tay, lugng tia la
phan con lai trén ban ép. Hién chua co thiét
bi kiém soat luong thé tich tia con lai nay.
Tiéu chuan vé& thé tich tai Thong tu
26/2013/TT-BYT quy dinh: Thé tich tir
10ml dén 25ml cho mdi don vi tia lanh diéu
ché tir mot don vi mau toan phﬁn 6 thé tich
16n hon hodc bang 250ml. Thé tich tir 80ml
dén 120ml cho mdi don vi tia gop tur
2.000ml mau toan phan. Thé tich tua lanh
thuc do chénh léch khong qua 15% thé tich
ghi trén nhan [6]. Theo tiéu chuan vé thé tich
don vi tua san xuét tr mau 250ml cia Bo Y
té thi toan bo don vi taa cua chung t6i san
xuat déu dat tiéu chudn ndy. Theo két qua
cua tac gia Hoang Van Phéng, don vi tla
lanh dugc diéu ché tr 8 don vi mau toan
phan 250ml c6 thé tich trung binh vao giai
doan nam 2010 - 2011 la 69 £ 18ml; giai
doan nam 2012 - 2013 1a 68 + 18ml [5].

Két qua danh gia cam quan & Bang 2,
khong phét hién don vi FFP nio c6 mau sic
bét thuong, khong ¢6 don vi nao ¢ cuc dong
va tat ca 35 don vi khong bi 1o ri hay v& tii.

Két qua bang 3. cho thiy nong d6 FVIII
ctia FFP 1a 150,7 + 31,4%, don vi c¢6 ndng d
thap nhét 1a 89%, don vi c6 nong do cao nhat
1 191%. Tat ca cac don vi tua lanh déu dat
tiéu chuan chat luong. Theo tac gia D6 Tién
Diing, néng d6 FVIII trén nhém sinh vién
khoe manh 1a 74,34 + 20,65. Theo két qua
nghién ctru cua Hoang Vian Phong, don vi
FFP san xuat tir 02 don vi mau toan phan
250ml c6 nong d6 FVIII vao giai doan nim
2010 - 2011 1a 159 £ 45; giai doan nam 2012
- 2013 12 186 + 43%. Yéu té VIII duoc quan
tam trong ché pham FFP 13 ndng do; con dbi
v6i tha lanh 13 tong luong c6 trong mot don
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vi. Tiéu chuan kiém tra chat luong theo
thdng tu 26/2013/TT-BYT vé lugng FVIII 12
thuc hién kiém tra chat luong véi ) luong
mau lay ngiu nhién tir 0,5 dén 1% tong sb
cac don vi duge  diéu ché va khong thap hon
05 don vi mdi thang, ndng d6 (téng luong)
FVIII khéng thip hon 30IU cho mdi don vi
tia lanh diéu ché tr mot don vi mau toan
phan co thé tich 16n hon hodc bang 250ml va
it nhat 75% sd mau duge kiém tra dat tiéu
chuén nay.

Két qua bang 4. cho thiy tong luong
FVIII trong tda lanh 1a 62,3 + 17,3 IU, don vi
¢6 luong yéu t6 nho nhat 1a 36,2 IU va don vi
6 luong yéu t6 16n nhat 1a 99,8 IU. Tat ca
cac don vi tia dugc san xuét trong nghién
ctru nay déu dat chit luong vé tiéu chuan
lugng FVIII. Theo két qua ciia Hoang Vin
Phong, don vi tia diéu ché tir 8 don vi mau
toan phan 250ml c6 tong lwong FVIII 14 325
+ 14IU/don vi.

Theo tiéu chuan chau Au, lwong FVIII
trong don vi tia tdi thiéu 1a 70IU/don vi.

Bén canh yéu cau vé yéu t6 VIII con doi
hoi vé luong fibrinogen c6 trong mdi don vi
tia. Tiéu chuan chat luong vé fibrinogen
khong thdp hon 75mg cho mdi don vi taa
lanh diéu ché tir mot don vi mau toan phan
c6 thé tich 16n hon hodc bang 250ml. O bang
5. cho thdy tong luong fibrinogen trong tua
lanh 1a 168,3 + 40,8mg, don vi c6 lugng
fibrinogen 16n nhat 1a 231,2mg, don vi cb
lwong fibrinogen nho nhét 1a 99,4mg. Tat ca
cac don vi tua lanh cua chung t61 dat chét
luong vé tiéu chuan trén.

Két qua ddi chiéu lai chat luong taa lanh
trong nghién ctru cua chung to6i voi bo tieu
chuan chét luong tia lanh quy dinh tai thong
tu 26/2013/TT- BYT dugc trinh bay Bang 6.
So sanh v&i mic yéu cau trong tiéu chuan
hién hanh, nghién ctru cia ching t6i dap ting
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tat ca cac tiéu chuan voi ty 1& 100%. Theo
Truong Thi Kim Dung, két qua kiém tra chat
luong tda lanh nam 2016 dat ti€u chuin
100% [3]. Két qua nay giai thich mot phan
quy trinh san xudt ché pham tia lanh tai
Trung tdm Truyén mau khu vuc Hué dap tung
t6t yéu cau chat luong do BO Y té ban hanh.

4.2. Mot sb yéu t6 lien quan dén chat
lwong cuaa don vi taa lanh:

Qua trinh c¢6 dic tia lanh, hiéu suét san
xut tua lanh tinh theo lugng yéu t6 o trong
don vi FFP ban dau thu dugc vao don vi tia
trong nghién ctru cua chung t6i dugc trinh
bay bang 7: Hiéu suat tinh theo lwong FVIII
la 28,3 + 8,4%; tinh theo lugng fibrinogen la
38,3 + 11,0%.

Qué trinh san xuat FFP va tia lanh doi
hoi tudn thu mot sé diéu kién, trong d6 yéu t6
nhiét 46 va thoi gian san xuat rat duoc chd y.
Vé diéu kién nhiét 40 dang dugc tuan thu
theo hudng dan va khong c6 diéu kién khac
nhau vé nhiét dd cua cac don vi mau nén
ching t6i khong tién hanh d4nh gia. Cac don
vi mau tuy cing duoc thu nhan, van chuyén,
san xuat cing mot quy trinh nhung khac
nhau vé mit thoi gian tir khi tiép nhan dén
san xuét 1a tit yéu, ching t6i tién hanh danh
gia thoi gian trung binh cho toan bo qua trinh
san xuat. Két qua bang 8., cO thoi gian san
xuat FFP 1a 7 gio 18 phat = 40 phut; thoi
gian san xuat tia lanh tir FFP 1a 18 gio 29
phut £ 15 phut; tong thoi gian san xuit tia
lanh la 25 gio 47 phat £ 44 phat. Chang toi
ldy thoi gian trung binh dé lam méc thoi
gian chia thanh hai nhém dudi mre thoi gian
va trén mic thoi gian san xuat ché pham
tuong mg dé so sanh tong luong FVIII (bang
8) o trong ché pham taa gitra hai nhém.

Két qua nghién ctru ciia ching t6i cho
thiy khong khac biét vé mit thong ké (p >
0,05) vé tong lugng cia hai yéu to trén gitra
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hai nhom theo yéu t6 thoi gian. Két qua nay
c¢6 thé dugc giai thich 1a do su khac biét vé
thoi gian gitra hai nhém 1a khong 16n va co
thé do lugng mau chung toi nghién ctru con
han ché.

V. KET LUAN

Qua nghién ctru 35 don vi tia lanh chiing
toi rt ra 2 két luan sau:

5.1. Chat lwong taa lanh san xuat tir
mau toan phan:

- Thé tich don vi tia dwoc san xuit tir
250ml méu toan phan trong nhdm nghién ctu
cua chang toi 14 14,7 + 2,9ml (10ml - 25ml).

- Tong lugng yéu té VIII trong taa lanh 1a
62,3 = 17,3 1U (36,2 IU - 99,8IU). Téng
luwong fibrinogen trong tua lanh la 168,7 +
40,8mg (99,4mg- 231,2mg).

- Hiéu suit tinh theo lwgng yéu té VIII 1a
28,3 + 8,4%; theo luong fibrinogen la 38,3 +
11,0%.

Tat ca cac don vi taa lanh trong nhom
nghién ctu dat tiéu chuan chit luong Viét
Nam vé céc tiéu chi danh gia.

5.2. Mét sb yéu t6 lien quan dén chat
lwong tiaa lanh

Khéng thy su khac biét vé nong do yéu
t6 VIII va fibrinogen giita hai nhoém taa lanh

san xuét trugc va sau  thoi gian trung binh
dieu che.
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