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TOM TAT

Muc tiéu: Bénh gia chét lwong méau va ché phdm mau (CPM) ctia Ngédn hang méau Bénh vién Truyén
méu Huyét hoc TPHCM (BV.TMHH TPHCM) ndm 2016.

Doi twgng va phwong phéap nghién ciru: M6 ta cét ngang vé dénh gia chét luong cda tat cé cac don
vi méau va CMP cua Ngan hang mau BV. TMHH trong ndm 2016 qua céc quy trinh bao gém tiép nhan, sang
loc, sén xuét va st dung cta Ngan hang méau BV. TMHH theo tiéu chudn GMP cta Chau Au va My, tiéu
chuén 1SO 9001-2015.

Két qua: Chét luong méu va CPM cta BV.TMHH duwoc khing dinh véi 100% méu tiép nhan tee ngudn
tinh nguyén. Ngoai viée sang loc thuong quy bang ky thuat ELISA va héa phat quang déi véi HIV, HCV,
HBV, HTLV (vi rat gdy u lympho T & nguoi), giang mai va khang thé bat thwong khdng héng céu; 100 % don
vi mau déd duoc sang loc bé sung bdng xét nghiém axit nhan (NAT) d6i véi 3 loai vi rat: HIV, HBV va HCV.
Cac CPM dat chét luong: Két tua lanh (KTL) va Huyét twong déng lanh (HTBL) dat 100%, hong cau I3ng
(HCL) dat 98%, tiéu cédu dam dédc (TCPP) thu bdng may tach tiéu cau dat 100%, TCEP tir céc don vi mau
toan phéan dat 90%. Cay méu &m tinh 100%. St dung 100% cac CPM ké cé HCL pha hop cdc hé nhém
maéu khéac, HC tia xa va HC déng lanh (HCBL).

Két lugn: Chét lwong méu va cac CPM cia BV. TMHH dat chét lwong theo tiéu chudn cda Chau Au va
My, nguén méu 100% tinh nguyén, sang loc mau voi céc xét nghiém hién dai.

T khoa: Kiém tra chét luong, ché phdm méu.

ABSTRACT
EVALUATE QUALITY OF BLOOD COMPONENTS AT BLOOD TRANSFUSION
AND HEMATOLOGY HOSPITAL HOCHIMINH CITY IN 2016
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Objective: To evaluate the quality of whole blood (WB) and blood components of blood bank (BB) at
Blood Transfusion and Hematology Hospital (BTHH) Hochiminh City in 2016.
Subjects and methods: Cross — sectional descriptive study was conducted on total collected WB

and prepared blood components of BB at BTHH in 2016 through procedures of quality control fol/owmg

- European and American GMP standards as well as 1ISO 9001- 2015 ones from co/lect/on screening,
preparation and usage at BB of BTHH.
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Bénh vién Trung wong Hué

Results: The quanlity of blood components was confirmed by 100% of collected WB from volunteer
blood donors. Apart from routine ELISA and CLIA screening for HIV, HCV, HBV, HTLV, and unexpected
antibodies; 100% of blood components was additionally screened by NAT (nucleic acid testing) for HIV,
HBV and HCV. Quality control of frozen fresh plasma, cryoprecipitates, apheresis platelet concentrates
that met the standards reached 100%, pooled platelet concentrates reached 90% and packed red blood
cells (PRBC) were 98%. Usage of blood components reached 100% including phenotype matched PRBC,

irradiated PRBC, and frozen PRBC.

Conclusion: Quality of WB and blood components of BB at BTHH Hochiminh City met European
and American GMP standards with 100% of collected WB from volunteer blood donors, quality of blood
components reached 98-100%, and screening tests were high technique.

Key words: Quality control, blood components.

I. PAT VAN DE

Méu la san phdm st dung trong chp clu va
didu tri bénh. Hang nim, Ngan hang miu ctia BV.
Truyén mau Huyét hoc (BV.TMHH) TP HCM cung
cAp mau va cac ché pham méau (CPM) cho hon 100
cac bénh vién va phong kham ciia TP HCM va mot
s& cac bénh vién tuyén tinh khi cé nhu cu can cic
CPM dé cép ctru ngudi bénh.

Dam bao chit luong méau va ché pham mau phai
thuc hién theo mot hé théng chit luong tir khau
van dong, tuyén chon nguoi hién mau, qui trinh Ifly
mau, san xudt, xét nghiém sang loc va phan phdi
mau déu duoc kidm soat theo mot hé théng tiéu
chudn nhét dinh.

D& ¢6 cai nhin tdng quat va thuc chét v& chit
lugng méau va CPM cua Ngéan hang mau BV.TMHH,
chung t6i tién hanh thuc hién dé tai nay véi muc tiéu
“Danh gia chét lugng mau va ché phim mau cta
Ngan hang mau BV.TMHH TP HCM nam 2016”
nhim danh gia nhiing diém da lam dugc va nhiing
mit con han ché ciia san phdm méu ctia Ngan hang
mau BV.TMHH nam 2016.

Muc tiéu nghién ciu:

- Xéc dinh s6 lugng mau dugc tiép nhan tir ngudn
ngudi hién mau tinh nguyén tai BV.TMHH.

— = Xac dinh mau va CPM dat ty 1€ chét’lu’o‘ng*dﬁ
dugc xdy dung theo thong tu 26/BYT.

- Xac dinh ty 1& xét nghiém sang loc duong tinh
& ngudi hién mau.

- $6 lugng mau va CPM cip phat nim 2016.

- Thuc hién tiéu chufn chét lugng theo ISO
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9001-2015, 1SO 15189 va tiéu chudn chét lugng
cua GMP.

II. POI TUQONG VA PHUONG PHAP
NGHIEN CUU

2.1. D6i twong nghién ciru

- Céc CPM va méu toan phan dugc tiép nhan va
san xuét, cAp phat bai Ngan hang mau BV.TMHH
TP HCM

- Thoi gian nghién ctu: Tu 01/01/2016 dén
31/12/2016.

- Dia diém nghién ctru: Tai BV.TMHH TP HCM.

2.2. Phwong phap nghién ciru

2.2.1. Thiét k& nghién cieu: Mo ta cét ngang.

- Phuong phap chon miu: C& miu toan bg.

- Théng ké sé lwong mau dugc tiép nhan tai
Trung tdm Hién méau nhan dao (TTHMND) hoi
CTD TP HCM va Bénh vién TMHH tiép nhén.

- Tiéu chuin chit lugng CPM theo tiéu chuin
cia BV.TMHH xdy dung trén co so thong tu 26/
BYT v& hudng din hoat dong truyén méu dugc phé
duyét boi Giam dbc BV.TMHH

- Céc CPM kidm tra chét lugng gdm: Ty 1é mau
kiém tra > 1% trén tdng s6 mau/thing.

- Khéi Hong ciu ling: 50 mau/ thang. Ciy mau

T0mau. - B

- Khéi tidu cdu chiét tach tir may: 50 mAu/thang,
céy mau 10 mau

- Khdi tiéu clu Pool: KTCL > 1% trén tong s6
mau dugc didu ché.

- Huyét tuong dong lanh: 10 mau, chy mau 100%
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trén sb mau duogc kiém tra.

- Két tia lanh: 10 miu, cAy méau 100% trén sb
méau dugce kiém tra.

- Hong ciu rua: 10% trén téng sb don vi didu
ché. Ciy mau 10 miuw/nam. '

- Mau toan ph?m: 10 mAu/nim, céy mau 100%
trén sé mau dugc kidm tra.

2.2.2. Phwong phdp thu thip sé liu kiém tra
chit lwong

Chon mau ngiu nhién trong nhiing don vi méu
va CPM da duoc san xuit va sin sang cho sir dung.
Thoi gian 14y miu khong phu thude vao thoi gian
diéu ché san phdm.

+ Céan trong lugng toan by tli mau: thé tich
(ml/don vi).

IIL. KET QUA NGHIEN CUU

Dénh gid chdt lwong médu va ché'phim mdu...

+ Liy méu bing cach vudt mau tir ddy vao
tai 2-3 14n tron déu; han va léy mbt doan diy la
10 - 12¢m [am xét nghiém kiém tra.

+ Su dung may Huyét dd da duoc noi va ngoai
kiém tra dat yéu cau.

+ Pinh lugng céc yéu td dong mau tai khoa
Huyét sinh hoc v6i hé théng may dat ISO 15189.

2.2.3. Viin @ dao diec trong nghién citu

Nghién ciu nhiim myc dich ning cao chit lugng
ché phdm mau.

Céc s6 liéu nghién ctu dugc ddm bao bi mét va
chi phuc vu cho muc dich khoa hoc.

2.2.4. Xik Iy va phén tich sb liéu

Céc sb liéu nghién ctru dugc quan ly va xu ly
trén phan mém SPSS 20.0.

Nim 2016 Ngén hang man BV. TMHH d3 tiép nhan diéu ché va sang loc cdc CPM dat két qua nhu sau:
Bang 1: 86 lugng duwoc tiép nhdn tir cde ngudn nguwoi hién mdu ndm 2016

Thé tich (ml) g
Tham sb 250 350 450 | Hien
Ticu cdu miy
Tii Pon vi Thi Pon vi Tai DPon vi
Tinh nguyén clp don:
Chit thap D6 67.536 67.536 83.798 117.317,2 15.522 27.940 3691
Tinh nguyén L aac
BV.TMHH 16.052 16.052 14.704 20.585,6 2.358 4.244 cup d6i: 8.567
Ngudi nha 14 14 30 2.228 5 9 cup ba: 60
z o 12 318 nguoi
Tong cong 83.602 98.532 17.885 £
Ty 16 % 41,80 83.602 4926 140.130,8 8.94 32.193 hién, 1A21 %42
cup ti€u cau
Tdng cobng 200.019 t0i mau tinh nguyén /49 ti mau duoc hién tir ngudi nha

Ngudn ngudi hién méau duge tiép nhan tir ngudi hién mau tinh nguyén hiu nhu 100%.
Tir nam 2016 thé tich 350 va 450mL da chiém > 58,20%.
Hién tiéu clu cip ba dd dugc trién khai & Ngan hang mau Bénh vién Truyén méau Huyét hoc trong

nam 2016.
Bang 2: 86 heong va cde logi Ché pham mdu dwoce cdp phat

s R A X A X

Tibu ciu Tlleu Huyét K"et H(:ng HC HC HC Cl:c

HCL dam diic cau twong tha cau | o enotype | DL Rh pham

: ‘ pool | donglanh | lanh rira yp D(-) | tiaxa

Sé HC:852

lugng | 242.750 | 125.880 | 12.283 37.954 32.952 | 1.050 819.4 5.6 | 556 |TC:3.209
cap phat HTDL: 21

Céc san phidm mau duoc diéu ché va san xut tai BV. TMHH véi ty 18 sir dung cao & HCL; céc loai ché
pham méu khéc ciing duge sit dung, trong d6 HCL Phenotype ciing d& dugc dwa vao trién khai va sir dung

tai BV.TMHH trong nim 2016.
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Bang 3: S8 lwong xét nghiém sang loc duong tinh

HBsAg 4540 225

Anti HCV 1039 | 051

Anti HIV 583 037
Giang mai 879 041
HTLV* 262 o1l
Khing thé bat thuong 134 0.06
Téng cong 7437 371

* HTLV (human T cell lymphotropic virus): vi rit gay u lympho T ¢ nguoi
Ty 18 céc xét nghiém sang loc duong tinh trong do6 HBsAg la cao nhét chiém 2,25%, téng cac tii mau
bx loai bd c6 XN duong tinh 1a 3,71%.
Bang 4: S6 lwong xét nghiém NAT duong tinh

Tén xét nghiém S6 don vi mau xét nghiém dwong tinh
HBV 169 (0,084%)
HCV 1 (0,004%)
HIV 4 (0,002%)
Téng cong ‘ 174 (0,03%)
Trién khai k§ thuat NAT phét hi¢n c6 4 mau duong tinh véi HIV, 1 mau v6i HCV va 169 méu véi
HBYV trong nam 2016.
Bang 5: Kiém tra chdt luong mdu va Ché phdm mdu ndm 2016
S Panh gia chit lwgng theo tiéu chuén Ciy mau
Loai ché pham
% Dat % Khong dat % Dat % Khong dat
Mau toan phan 100 0 100 0
Hong ciu ling 97 0,3 100 0
Hong cdu lang c6 thém
DD bao quan e 6.2 160 o
HTDL 100 0 100 0
KTL 100 0 100 0
TCDD may 100 0 | 100 0
TCDPD Pool 90 10 100 0

Ty 1€ méau va cac ché phim mau dat yéu cu sau khi dugc kiém tra chét lugng 100% céy mau déu am
tinh. Ty 1€ cua Hong ciu ling dat chat lugng 14 98%, clia tidu cAu dam dic may (TCBD) 100%, TCDD Pool:
90%, Huyét tuong dong lanh (HTDL): 100%. Két tua lanh (KTL): 100% .
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Bang 6: Thuc hién quan Iy chat hrong theo tiéu chudn cia Quiéc té

Ti¢u chuin quén Iy chit lugng Niam thuc hién Don vi chirng nhin
ISO 9001-2015 2014 dén 2016 AFNOR
2016 cho 5 khoa Xét nghiém ¢ céc
ISO 15189:2012 Iinh vuc trong dé co cac XN sang | BOA
loc mau
GPM cuia Chau Au Dang thuc hién BYT Ao
58 Dang thyc hién P.QLCL BV.TMHH

Tt nam 2014 bénh vién da trién khai thuc hién
theo tiéu chuin ISO 9001-2008 va da dugc cép gidy
ching nhén dat tiéu chuén nay, BV vin tiép tuc duy
tri va nam 2017,

ISO 15189 da duoc cdp gidy chiing nhan cho 5
khoa xét nghiém cua bénh vién trong d6 c6 khoa
sang loc mau v&i cdc tiéu chuin sang loc cic tac
nhan HBV, HCV, HIV, HTLV, Giang mai, cac XN
huyét hoc nhu nhém mau.

Dao tao tap hudn: T8 chuc 16p dao tao tap huén

Kiém tra giam sat: 68 luot kiém tra thuong quy
cong tic thuc hién quy trinh hang tuin; 85 luot
gidm sat. Giam st cong tac 14y méu cta Trung tim
HMNBD: 7 noi dung: 26 budi.

Céac khoa Ngén hang mau dat 100% tit ca céac
muc tiéu da dé ra.

Hg théng phin mém quan ly Ngén hang mau
dugc xuyén sudt tir khau tiép nhan quan ly Nguoi
hién mau dén tiép nhan két qua tir khau xét nghiém
va dén nhan déu dugc kiém soat biang hé théng ndi
mang cdng nghé cao, nhim tranh nhdm Idn va sai

sOt & cdc di€ém cb nguy co nham lan cao.

IV. BAN LUAN

BV.TMHH da xay dung xong co s& mdi va di
vao hoat dong tr ndm 2010. Co s& vat chit moi
khang trang, thiét ké phu hop phét trién Ngan hang
mau hién dai. Hién nay BV.TMHH cung cdp méu

Theo bang 1 cho thay tiép nhan méau nim 2016
coty 1¢ hién mau tinh nguyén dat 100%. Diéu nay
cling da dugc BV.TMHH tiép nhan ngudn méu tur
ngudi hién mau tinh nguyén dat 100% tuo nam 2013
[2]. So sanh voi cdc Trung tdm Truyén mau khéc
nhu Ha Noi [4] hay Trung tdm Truyén méau Cho
Riy (TTTMCR) ciing dat ty 16 ndy nhung thdi gian
cham hon. Ciing trong bang 1 cho thdy ty I hién
mau c6 thé tich 350ml, va 450ml thi BV. TMHH dat
gin 60%, day cling 1a mét tin hiéu dang mung, tuy
nhién con thép hon so véi TTTMCR [5], nhung so
v6i Vién Huyét hoc Truyén mau Trung wong thi ty
18 ndy cao hon [4]. Hién mau c6 thé tich 16n s& ¢6 loi
cho ngudi bénh, giam thidu cac nguy co vé truyén
méu, nguy co vé mién dich khi nguoi bénh (NB)
rihén tir nhiéu ngudi cho mau [6].

Ciing trong bang 1 cho thdy bit diu tir nam 2016,
BV.TMHH d bét dau trién khai chiét tich tiéu ciu
clp ba (kit ba) dé ting ngudn tiép nhan mau tr mot
ngudi cho, déng thoi NB dugc sir dung CPM tir mot
ngudn han ché céc phéan Gng mién dich, ting cuong
dam bao an toan truyén mau (ATTM).

O bang 2: Cac CPM cla Ngan hang mau
BV.TMHH rét da dang, trong d6, nam 2016 BV da
¢4 CPM Hbng céu Phenotype cung cép cho NB.
Déy 1a mot CPM c6 do an toan cao vé mit mién
dich khi nguoi bénh st dung vi ngoai phu hgp hé

nhom mau ABO ché pham ndy con phu hop 4 hé

~ va CPM cho hon 100 bénh vién cong va tu, cic

bénh vién quén huyén va phong kham da khoa tai
TP HCM, hd trg CPM cho cac bénh vién tinh. Chét
lugng CPM cta BV.TMHH dugc khing dinh qua
cdc ty I¢ sau:
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théng nhém méu khéc d6 1a Rh D, Cc, Ee, Kidd,
Duffy, MNSs. Dy 1a mot ché phdm dap (ing cac
tiéu chuin vé truyén mdu hién dai [9]. Ngay nay
viée st dung ché phfim méu cho didu tri da duoc

ap dung triét dé nham dam bao an toan truyén mau,
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ngudi bénh thiéu thanh phin nao truyén thanh
phan mau do6 [9]. Cac CPM khéac nhu HCDL déy
la ngudn mau hiém RhD (-) néu dugc bao hiém chi
tra chi phi thi nhu ciu st dung s& nhiéu hon, do chi
phi qua cao nén van con han ché st dung. Céc ché
phdm mau duogc tia xa ciing duge cip phat cho st
dung tai BV. TMHH. Viéc str dung huyét twong tuoi
dong lanh, két tia lanh thi khong c6 bién ddi 16n
trong nam do san pham nay ¢ nhiing chi dinh dbi
voi mot s6 dbi tuong ¢ dinh. Cac CPM di duoc
trigt dé sir dung tai BV.TMHH, BV thuong xuyén
va lién tuc tuyén truyén hoi thao tap hudn dé viée st
dung mau va cac CPM c6 hi¢u qua [10].

Céac xét nghiém sang loc trén mau ngudi cho
mau thuc hién hoan toan trén may tu dong ky thuat
Elisa va k¥ thuét hoa phat quang cho cac xét nghiém
HBsAg, Anti IgM HBc, HIV, HTLV, HCV, Giang
mai. Tim khang thé bét thuong véi dan hdng cau
méu 17 khang nguyén trén hé thdng nhom mau
hdng céu [1]. Xéac dinh nhém mau bing hé thdng
hoan toan tu dong. Theo bang 3 ty I¢ xét nghiém
sang loc duong tinh 1a 3,71% trong do ty 1¢ HBsAg
van 1a cao nhit chiém 2,25%. Céc ty 1§ cdc virat
khac & ngudi hién mau tinh nguyén thép. Tuy nhién,
viéc sang loc tac nhan ldy bénh qua duong truyén
mau van con c6 giai doan cira s6. Niam 2016 thuc
hién XN NAT (Nucleic Acid Test), BV.TMHH da
phat hién c¢6 4 miu duong tinh véi HIV, 1 mau vai
HCV va 169 mau véi HBV (bang 4). Do d6, dé dam
bao ATTM cin thuong xuyén van dong nguoi hién
méu tinh nguyén va hién mau lip lai sao cho nguoi
hién mau thiy duoc tim quan trong bao v¢ strc khoe
khi tham gia hién mau, ddng thoi tu sang loc ban
than trude khi tham gia hién mau [11].

Kiém tra chat lugng mau va cac CPM la cong
tac quan trong va khong thé thiéu trong Ngan hang

—méu nhim danh gia chdt luong CPM trude khi cip
phat, ddng thoi ra soét lai cac qua trinh tiép nhan va
san xudt cac CPM. BV.TMHH xay dung mot bang
tiéu chudn chit lugng cic CPM theo thong tw 26/
BYT va theo céc tai lidu Y van thé giéi vé ticu chi,

tan suat can kiém tra cho moi CPM [7]. Theo bang 5
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tinh hinh kiém tra chit lugng CPM nam 2016 trong
d6 cic CPM dat chit lugng cao nhu KTL, HTDL,
TCPHD chiét tach tir may dat 100%. Ché pham HCL
dat 98% va TCDD pool dat 90%. Cac tiéu chuin va
ty 1¢ dat cao so véi céc ty 1é & nude ngodi nhu cua
My thi BV dat yéu cau [8]. Nam 2016 cdy méu & cac
ché phdm 100% déu am tinh.

Bénh vién da hoat dong theo hé thong quan ly chét
luong ISO 9001-2015 tir ndm 2014 va tiép tuc duy tri
dén nay. Nim 2016 BV da dat ISO 15189 dugc cap
gidy chting nhan cho 5 khoa xét nghiém ctia bénh vién
trong do c6 khoa sang loc mau voi cic ticu chuén sang
loc cac tac nhan HBV, HCV, HIV, HTLYV, Giang mai,
cac XN huyét hoc nhu nhom mau. Dao tao tap huén,
Kiém tra giam sit duge thuc hién thuong xuyén lién
tuc. Hién bénh vién dang hudng t6i ldy chimg nhan
GMP ctia Ngin hang mau theo tiéu chuin ciia Chau
Au (cu thé 1a tiéu chuan GMP cua Ao0) va toan bénh

vién dang trién khai 5S cho toan BV.

V. KET LUAN

Chét lugng mau va CPM ctia BV.TMHH dugc
khing dinh qua:

Ngudn tinh nguyén 100%, ngudn hién mau tir
nguoi than cling han ché va khong con ngudn hién
mau chuyén nghi¢p. Tang ngudn tiép nhan mau loai
thé tich 350ml va 450ml dén ném 2016 dat 58,20%.

Sang loc céc tac nhan HIV, HCV, HBsAg, HTLV,
Giang mai, KTBT cac phuong phap hién dai nhu ky
thudt ELISA, ky thuét hoa phat quang dam bao an
toan truyén mau. Thang 6 nim 2015 da dua vao xét
nghiém sang loc k¥ thuét NAT cho 3 loai vi rit:
HIV. HBV va HCV.

St dung cac ché pham méu dat gin nhu 100%,
St dung HC Phenotype, HC tia xa, HCDL.

Kiém tra chit luong CPM dat chét luong KTL,

— HTBL100%, HCL 98%, TCDD may 100%, TCbD

Pool 90%.

Xay dung hoat ddng Ngan hang mau theo ti¢u
chuin GMP Chau Au, D4 dat tiéu chuin 1SO 9001-
2015, va tiéu chudn ISO 15189 tiép tuc trién khai
5S cho toan Bénh vién.
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VI. KIEN NGHI

Ngén hang méu cia BV.TMHH TP HCM céan
thuc hién:

Ting thé tich mau ldy loai 350ml, 450ml hang nam.

Tang cuong va duy tri HC Phenotype va ting
cudng ngudi hién mau Phenotype. San phdm hdng
cdu ling dong lanh luu trit nhém méu hiém RhD(-)

can c6 sy hd tro ctia Bao hidm Y té.

Duy tri kiém tra chit lugng cac CPM theo sb
lugng mau da dé ra va ting thém sd mau.

Tang cudng hoat dong chit lugng va tién ti
Ngan hang méu dat tiéu chuan chit lugng mang tAm
cd qubc té dé co thé xult huyét tuong hoic cac ché
pham khéc khi cin thiét ra nudc ngoai.
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