_ XAY DUNG GIA TR| THAM CHIEU
CUAMOT SO XET NGHIEM HOA SINH MAU
TAI BENH VIEN VIET PHAP

TOM TAT

Khoang tham chiéu phu hop rét quan trong
trong chan doan, theo déi tién trién va hiéu qua
diéu tri bénh. Muc tiéu nghién ctru: Xay dung gia
tri tham chiéu ctia mot sé xét nghiém héa sinh
mau tai Bénh vién Viét Phap.

Doi twong va phuwong phap nghién cieu:
Nghién ctru mé ta cdt ngang, 7011 ngudi truéng
thanh khée manh trong dé tuéi tir 18 dén 65 dén
kham sirc khée dinh ky twr thang 2 ndm 2019
dén thédng 5 ndm 2020 tai Khoa Xét nghiém -
Bénh vién Viét Phap dwoc thu thap mau tinh
mach dé dinh luvong céc xét nghiém héa sinh
trén may Cobas C501. )

Két qua: Khoang tham chiéu & nhém nam
cla hau hét cac xét nghiém déu cao hon nhém
ni¥ va twong dong véi nha sén xuét.

Két luan: Khodng tham chiéu cia_théng sé
Héa sinh da dworc thiét 1ap va cé thé ap dung
trong Phong Xét nghiém Bénh vién Viét Phap.

Twr khéa: Gia tri tham chiéu, xét nghiém héa
sinh mau, Bénh vién Viét Phap.

SUMMARY

LABORATORY REFERENCE VALUE OF
SOME BIOCHEMICAL TESTS FOR HEALTHY
ADULT IN HANOI FRENCH HOSPITAL

The clinical biochemtry reference range is
important for disease diagnosis, monitoring
disease progression and treatment efficacy. The
objective of the study is to build reference value
of some blood biochemical tests at the Hanoi
French Hospital.

Subjects and research methods: cross-
sectional study. The venous blood from 7011
healthy adults aged from 18 to 65 years old, had
periodic physical exams from February 2019 to
May 2020 at Department of
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Laboratory - Hanoi French, were collected for
quantification of biochemical tests on Cobas
c501 system.

Results: The reference ranges of almost tests
in the male group were higher than those in the

female group and narrower than the
manufacturer’ones.
Conclusion: The reference ranges of

biochemistry tests have been established and
can be applied in clinical practice.

Keywords: Reference value, biochemical
tests at the Hanoi French Hospital.

DAT VAN BE

Khoéng tham chiéu theo huwéng dan C28A3
ctia CLSI dwoc dinh nghia la khoang nam gitra
hai gia tri tham chiéu, tir gi¢i han thap (lower
limit) dén gi¢i han cao (upper limit). Khoang
tham chiéu dwoc xac dinh 1a khoang trung tam
95% cac két qua thu duoc tir quan thé tham
chiéu: Loai bd 2.5% phia trén va 2.5% phia dudi
khodng gia tri [1]. Khodng tham chiéu rat quan
trong dé phan tich dién giai két qua, kiém soat
bénh, chan doan, theo dbi tién trién va hiéu qua
diéu tri. Ddng thdi né con la cong cu quan trong
dé xac dinh cac két qua xét nghiém béat thwong
va goi y cac quyét dinh trong chdm séc bénh
nhan [2]. Viéc cung cip KTC dang tin cay la mét
nhiém vu quan trong dbi v&i cac phong xét
nghiém ldm sang. Tuy nhién, viéc xay dung
khodng tham chiéu ddi hdi phai sang loc nhitng
nguoi khde manh lam ca nhan tham chiéu, va
qua trinh nay kha phurc tap, tén thdi gian va kinh
phi. M&t khac, KTC cé thé bi anh hudng bai
nhiéu bién sb, chdng han nhuv quan thé tham
chiéu, phuwong phap phong thi nghiém, ching
tdc, méi trwdng dia ly, tinh trang dinh duéng,
v.v.. Do d6, méi phong thi nghiém nén thiét 1ap
cac KTC dac hiéu riéeng cho chinh phong xét
nghiém va cac KTC sinh hoc can dugc xem xét
dinh ky, d&c biét 1a sy thay déi xay ra trong qua
trinh tién phan tich hodc trong quéa trinh phan
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tich. Trén thé gidi, da cé nhiéu nghién ctru xay
dung khoang tham chiéu [2], [3], [4], [5], tuy
nhién tai Viét Nam, nghién céu vé van dé nay
con rat han ché, hau hét cac phong xét nghiém
tai Viéet Nam dang s dung khodng tham chiéu
tr nhiéu ngudn khac nhau cé thé tr nha san
xuét hodc tham khao tlr cac nghién ctu trudc
dé. Tai Bénh vién Viét Phap khoang tham chiéu
hién dang ap dung cho cac xét nghiém hdéa sinh
dwoc tham khao tr nha san xuat héa chéat. Do
do, dé tai nay dwoc thwe hién véi muc tiéu: “Xay
dung gia tri tham chiéu cua mét sé xét nghiém
héa sinh mau tai Bénh vién Viét Phap”.

DOI TWONG VA PHUONG PHAP NGHIEN CU'U

1. Péi twong nghién cliru

P6i twong nghién ciu: 7011 ngudi trudng
thanh khée manh (18-65 tudi) kiém tra strc khde
dinh ky tai Khoa Xét nghiém - Bénh vién Viét
Phap dwgc ghi danh vao nghién clru. Bang cau
héi tién st bénh, kham strc khde va xét nghiém
sang loc bénh truyén nhiém dwoc s dung cho
nhitng nguoi tham gia nghién ciru da diéu kién
duoc lwa chon. Tiéu chuan loai trir: Ngudi mac
cac bénh dai thao dwong, suy thadn man tinh,
tang huyét ap, thiéu mau co tim, thiéu mau,
bénh tuyén giap va cac bénh gan da dwoc loai
trr. Hon niva, nguwdi dang dung thubc, nguoi
nghién rwou man tinh, nguwdi hat thube 14, phu
nlr mang thai va cho con bu, va nhirng ngudi cé
tién st vang da trong vong 3 thang va phau
thuat Ion trong vong 1 nam ciling bi loai khéi
nghién ctru

Phan nhém: Dwa theo nghién ctru clia Molla
Abebe va cong sw nam 2018 [6], dbi twong
nghién ciru dwgc chia nhdom theo gidi tinh

Thiét bi va hoa chat s dung: May phan tich
héa sinh ty dong Roche Cobas C501 va kit héa
chét Roche Diagnostic

2. Th&i gian nghién ctru: T thang 2 nam
2019 dén thang 5 nam 2020.

3. Pia diém nghién ctru: Khoa xét nghiém -
Bénh vién Viét Phap.

4. Phuwong phap nghién ciru: Nghién clru
mo ta ct ngang.

Thu thap 2ml mau tinh mach cta dbi twong
nghién ctvu da phan nhém vao 6ng chéng déng
heparin. Mau duwoc ly tam véi téc d6 3500 vong/
phat (vong/phut) trong 5 phat dé tach huyét
twong, bdo quan & -20°C cho dén khi phan tich.

Nghién clru lwa chon cac xét nghiém hoa
sinh thwdng quy dwoc chi dinh phd bién trong

phong xét nghiém bao gém: AST, ALT, GGT
(phwong phap dong hoc enzyme), creatinine
(phwong phép Jaffe), acid uric, cholesterol,
triglyceride (phwong phap do quang so mau).
Thiét bi phai dwoc hiéu chuan va chay noi kiém
hang ngay. Khi két qua ndi kiém nam trong
khodng chadp nhan méi tién hanh chay méau
phan tich.

Céc két qua thu duoc sé dwoc phat hién va
loai bd gia tri ngoai lai bang phuwong phap
Tukey. S&¢ dung thr nghiém Kolmogorov-
Smirnov dé kiém tra tinh chuan cuta bd di liéu.
Déi v&i phan phdi chudn, gia tri trung binh X va
do léch chuan SD dwoc tinh toan sau d6 khoang
tham chiéu dwoc xac dinh 1a X + 2SD. Phuong
phap phi tham sé dwoc ap dung khi bo di liéu
khong tuan theo phan phéi chuan. Tat ca cac
gia tri dwoc sép xép theo thi tw ting dan. Phan
vi th&r 2,5 va phan vi th 97,5 duoc tinh tuong
trng la gi¢i han trén va giéi han dwéi cla
khoang tham chiéu [1].

5. Dao dirc nghién ctru

Nghién clru tuan thi theo dao dlrc nghién
cu trong Y hoc. Péi twong nghién clu dugc
gidi thich rd muc dich, y nghia cta nghién ctru
va c6 quyén tir chéi tham gia hodc dirng phéng
van khi can thiét. Cac thong tin thu thap tw
nghién ctru dwgce gilr bi mat va chi phuc vu cho
muc dich nghién ctru.

KET QUA

Bang 1. D&c diém chung déi twong nghién
clru

n %
Givi 7011 100
Nam 3713 52,96
N 3298 47,04
Chung toc
Da trang 526 75
Da den 362 5,16
Da vang 6123 87,33
Tudi trung binh 42,89 + 11,9
Nam 44
N 42

Nhan xét: Trong s6 7011 déi twong tham gia
nghién ctru c6 3713 1a nam gi&i chiém 52,96%.
Tudi trung binh clia ctia nhirng ngwoi tham gia
nghién ctu 1a 42,89 + 11,9 tudi. Ty I& déi twong
nghién ctru thudc ching téc da vang chiém da
s6 (87,33%).
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Bang 2. Banh gia tinh chuén clia cac xét nghiém

Kolmogorov-Smirnov test

. n Nam N

Xét nghiém Statistic df p Statistic df p
Cholesterol (mmol/L) 0.0122 1291 0,000 0.073 1443 0,000
Triglycerid (mmol/L) 0.0129 633 0,000 0.0108 783 0,000
ALT (U/L) 0.097 2524 0,000 0.094 1998 0,000
AST (U/L) 0.0113 3713 0,000 0.069 3298 0,000
GGT (U/L) 0.089 739 0,000 0.062 865 0,000
Acid uric (umol/L) 0.0113 1315 0,000 0.090 1502 0,000
Creatinine (umol/L) 0.0132 2981 0,000 0.079 2372 0,000

~Nhan xet: Tét cac cac xét nghiém & ca hai nhém nam va ni¥ déu khéng tuan theo quy luat phan
bd chuan (p < 0,05).

Bang 2. Két qua gia tri tham chiéu cta cac théng s6 hoa sinh theo gidi

Xét nghiém Nam N p Chung
Trung | Trung KTC Trung | Trung KTC Trung | Trung KTC
binh Vi binh vi binh Vi
Cholesterol | 4,40 45 | 3,20-519 | 430 | 4,4 | 3,09-5,19 |0,000| 4,35 44 13,09-5,19
(mmol/L)
Triglycerid | 1,36 1,3 0,5-2,40 | 1,07 | 0,9 0,5-2,20 |0,000| 1,20 1.1 0,5-2,29
(mmol/L)
ALT (U/L) | 20,03 | 18,1 | 7,09-41,5 | 1981 | 17,4 |7,09-4220| 0,2 19,94 17,8 7,09 -
41,59
AST (U/L) | 23,79 | 22,4 13,80 - 21,02 | 19,5 12,80- |0,000| 22,49 | 21,1 13,30 -
40,79 38,40 39,79
GGT (U/L) | 39,15 | 36 14 -77 23,67 | 42 15 - 66 0,000 [ 30,80 26 11-73
Acid uric | 356,54 | 364 | 225-436 |284,6| 280 179 -414 | 0,000| 318 320 | 187-432
(umol/L) 8
Creatinine | 79,55 [ 79 56-102 |60,16 | 59 45 - 86 0,000 [ 70,96 71 46 - 100
(umol/L)

Nhan xet: Co sy khac biét cod y nghia thdng ké gitra nam va nir trong cac chi sé héa hoc lam
sang (p < 0,05). Khoang tham chiéu da so cac xét nghiém héa sinh co ban & nam cao hon nir ngoai
trie xét nghiém ALT.

Bang 3. So sanh két qua nghién ctru v&i NSX va cac nghién ciru khac

Xét nghiém KTC KTC cta | Ethiopia Ghana | Kenya | Tanzania | USA
NSX [6] [5] [4] [2] (3]
Cholesterol | Chung 3,09 -5,19 <52 2,08-535 | 20-54 | 26-5,7 26-57 <
(mmol/L) Nam 3,2-5,19 2,02 -5,48 N/A 25-55 (232-568]| 5,18
Nr 3,09 -5,19 2,16 - 5,25 N/A 26-59 [2,82-5,51
Triglycerid Chung 0,5-2,29 <22 0,4-243 04-22|04-26 04-29 <
(mmol/L) Nam 0,5-2,40 0,4-2,49 N/A 0,4-27 0,4-3 1,83
Nr 0,5-2,20 0,39 - 2,27 N/A 04-25|0,37-2,17
ALT (U/L) Chung | 7,09 -41,59 <41 5,0-39,0 N/A 10 - 52 8-48 |0-35
Nam 7,09 -415 513-4288 | 11-54 11 -54 9-55
Nr 7,09 - 42,20 4,3-37,0 10 - 39 9-47 7 —-45
AST (U/L) Chung | 13,30 - 39,79 <40 11,0 - 46,0 NA 14 - 42 14-48 |0-35
Nam 13,80 - 40,79 12,13-46,88| 15-45 15-45 15-53 |0-35
Nr 12,80 - 38,40 10,0 -43,8 16 - 47 14 - 35 14 - 35
GGT (U/L) | Chung 11-73 10-71 7,0 -58,0 7 - 61 N/A 8-108 |1-94
Nam 14 - 77 7,0-69,8 N/A N/A 8,1-107,8
Nr 15 - 66 6,0 - 39,1 N/A N/A 9,3-120,8
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Acid uric Chung 187 -432 140-240 [ 139 -393 N/A N/A 167 -446 | N/A
(umol/L) Nam 225 - 436 161 -410 N/A N/A 196 - 459 | 150 -
480

NG 179-414 125 - 351 N/A N/A 148-360 | 90

360

Creatinine | Chung 46 - 100 N/A 41,5-99 N/A N/A 0,48 - 1,02 <
(umol/L) Nam 56 - 102 62-106 | 42,4-99,9 | 81-141 | 62-106 | 62-106 | 133

N& 45 - 86 44-80 | 415-964 | 70-121 | 70-121 40 - 81

Nhan xét: KTC trong nghién ctru twong déng
véi KTC cla nha san xuat va cac nwéc chau
Phi, hep hon KTC cta My.

BAN LUAN

Khoang tham chiéu cho cac xét nghiém hoa
sinh [dm sang la mét phan quan trong cla thong
tin do cac phong thi nghiém cung cap dé hé tro
viéc giai thich cac két qud bénh ly lam
sang. Gan 80% quyet dinh 1am sang dwa trén
thong tin dwgc cung cap bdi cac bao cao trong
phong xét nghiém [7]. Két qua xét nghiém duoc
do lwong hoac quan sat trong phong thi nghiém
tr mot nguoi (thwong la bénh nhan) dugc so
sanh v&i KTC nham muc dich dwa ra chan doan
y t&, quyét dinh quan Iy diéu tri hoac danh gia
sinh ly khac. Nghién ctru nay nham muc dich
thiet Iap cac gia tri tham chiéu héa sinh mau phu
hop v6&i trang thiét bi va phuong phap cla
phong xét nghiém ciing nhw quan thé nguoi
trwdng thanh khdée manh tai Bénh vién Viét
Phap ndi riéng, cling nhw lam co s& xay dwng
bd gia tri tham chiéu cho nguwdi dan Viét Nam
trong cac nghién clru sau.

Trong nghién ctru nay, chung téi lya chon
dwoc 7011 nguwdi trwdng thanh khée manh dap
¥ng dG cac tiéu chudn dwoc ghi danh vao
nghién ctru (Bang 3), c6 3713 la nam gidi, 3298
la nlr gioi. Ty I1& nam gi¢i cao hon so voi ty 1€
n® gi&¢i. Mac du sO lwgng nlr gi¢i va nam gidi
khéng twong dwong nhau (52,96% so vo&i
47,04%) trong nghién ctu nay, tuy nhién, sb
lwong trong mdi phan nhém duoc xac dinh dé
thiét 1ap KTC cho méi chat phan tich hoan toan
dap (rng yéu cau clia hwdng dan cia CLSI Ia toi
thieu 120 nguwoi. Doi twong tham gia nghién ctu
cua chung t6i c6 dd tudi trung binh ~43 tudi,
trong d6 tudi trung binh clia nam va ni lan lwot
la 44 tudi va 42 tudi. Nhiing nguoi tham gia
nghién ctru déu |a nhirng nguoi trung nién.

Nghién ctru nay cho thay rang cé suw khac
biét dang ké gitra khoang tham chiéu cla céac
xét nghiém héa sinh theo gigi tinh. TAt ca cac
khodng tham chiéu & nam cao hon ni¥, ngoai
trir ALT. Két qué nghién clru ctia ching téi phu
hop v&i cac bao cao trwde day, co sy khac biét
dang ké doi véi phan Ién KTC cla cac xét

nghiém hoda sinh theo gi¢i tinh mac du gia tri
cao hon va thap hon khac nhau gitra cac nghién
ctu cho ca hai gi¢i [3-7]. Bang 4 tom jtét so
sanh khodng tham chiéu gitta NSX, mot s6 quoc
gia khac va Hoa Ky v&i nghién ctru hién tai.
Clng can lwu y rang cac gia tri thu dwoc tir
nghién clru cta chung t6i trong hau hét cac
trwong hop deu twong dong voi nha san xuat va
cac nghién ctru tai chau Phi [2], [4], [5], thap
hon nhiéu so v&i cac gia tri clia cac nwéc cong
nghiép phat trién nhw My ngoai triv AST, ALT
[3]. Mot sO chi sO nhw cholesterol, triglycerid
trong nghién clru cao hon han so véi nghién
cru tai Ethiopia [6], Ghana [5], Kenya [3] va
Tanzania [2]. Nhitng gié tri thap hon nay dbi voi
cac khu vuwec & chau Phi dwgc cho la do cac yeu
td nhw tinh trang dinh dudng kem, réi loan té
bao hong cau di truyen (chang han nhw dac
diém héng cau hinh Ilem) ho&c nhiém ky sinh
trung bao gébm ca bénh san mang hodc sbt rét
[8]. Tuy nhién, cac chi s6 vé ALT, AST, GGT
clia nguoi Viét Nam trong nghién ctu lai thap
hon so v&i cac nghién ctru trén. Nguyén nhan
xac dinh cua viéc tang enzym gan trong dan cw
chau Phi goi y kha nang diéu nay la do nhiém
virus can lam sang hodc mirc do st dung cac
ché pham thao dwoc. Mot sb nghién ctru khac
cong bb div liéu ve ty 1€ lwu hanh nhirng loai vi
rat nay trong sb nhirng nguoi hién mau &
Ghana la 7 dén 15% dbi v&i virus viém gan B va
7 dén 11% dbi voi vi rat viem gan C [9]. Twong
tw, KTC cua tat ca cac xét nghiém hoéa sinh
duoc thiét 1ap bdi nghién ctiu & Hoa Ky khéng
phu hgp véi nghién cteu cla ching t6i. Nhirng
mau thyén nay co the la do sy khac biét vé
nhan trac hoc, vi tri dia ly, khi hau, moi tredong,
I10i sdng, dieu kién kinh té x& hdi. Ngoai ra, do
sai léch cla phwong phép phén tl'ch, thiét bi va
thuéc thir dang dwoc siv dung c6 thé anh hudng
dén KTC trong nghién ctru khac nhau nay [6].

KET LUAN

Céc gia tri tham chiéu héa sinh mau duo’c
xay dung cho Bénh vién Viét Phap c6 thé ap
dung trong chan doan, quan ly va theo déi tién
trién bénh. Can mé& rong nghién clru hon niva
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dé xay dung duoc khodng gia tri tham chiéu cho
nguwoi dan Viét Nam.
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_ DANH GIA TiNH ON BINH CHAT LUONG
CUA VAC XIN PHOI HOP SOl - RUBELLA (MRVAC)
SAN XUAT TAI POLYVAC

NGO THI THANH HUONG, TRAN VAN SON, PHAM ANH THU

NGUYEN DANG HIEN, NGO THU HUONG

Trung tam Nghién ctu San xuét Vic xin va Sinh pham Y té Ha N6i

TOM TAT

Danh gia tinh 6n dinh chét lwong cuda vac xin
phéi hop Séi - Rubella (MRVAC) sén xuét tai
POLYVAC bang phwong phép phén tich théng
ké. Viéc danh gia dwgc thuc hién thdng qua
phén tich cac chi sé vé nhan dang, céng hiéu,
6n dinh nhiét, tinh vé trung, an toan chung, dd
am tén dw, cdm quan, dé léch trong lwong va
pH. Két qué cho théy 37 loat vac xin phbi hop
S6i — rubella (MRVAC) san xuét tr ndm 2016
dén ndm 2020 déu dép tng cac tiéu chuén cua
WHO, Nhat Ban va cé tinh 6n dinh cao khi da sé
Cac gié tri ndm trong khodng khodng “TB +
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2SD’, diéu nay ching té tinh 6n dinh cda quy
trinh san xuét vac xin phdi hop s&i — rubella
(MRVAC) tai POLYVAC.

Ttr khéa: Tinh én dinh, chét lwong, véc xin
phéi hop séi — rubella

SUMMARY

QUALITY STABILITY OF MEASLES-
RUBELLA COMBINED VACCINE (MRVAC)
PRODUCED FROM 2016 TO 2020 AT
POLYVAC

Evaluation on quality stability of combined
measles-rubella (MRVAC) vaccine produced
from 2016 to 2020 at POLYVAC was evaluated
by statistics analysis. The evaluation is done
through criteria including for identity, potency,
thermostability, sterility, general safety, visual
inspection, weight variation, residual moisture,
pH. The results showed that 37 lots of MRVAC
vaccine produced was met WHO and Japan’s
criteria and high in consistency. The most of
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