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Abstract: Evaluating the similarity of equipments and the robustness of the pyrogen test
procedure in vaccines/biological products on experimental rabbits was performed on on two
pyrogen measuring systems currently available at NICVB: Pyrogen Monitor and Pyromon Pro.
The procedure was repeated 3 times on each machine system by the same technical persons,
same materials, same working environmental conditions and on the same batch of SAT
samples. Test results show that the average total temperature response of rabbits on 2 machines
over 3 times was 0.54°C and 0.35°C respectively. Comparing the variance of the two machines
shows that there is equal, from which the t-test = 1,044 is calculated, which is smaller than the
t-table (t-table = 2,776) with 95% confidence. In addition, the coefficient of variation (CV)
values of the two machine systems both reached under 50%, meeting the CV standards for an
invivo test. Thus, these two pyrogen measuring systems are similar equipment, and the process
of testing pyrogens in vaccines and biological products on experimental rabbits at NICVB
meets requirements of the robustness.
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TRINH KIEM TRA CHAT GAY SOT TRONG VAC XIN, SINH PHAM
TREN THO THU'C NGHIEM TAI NICVB

Phung Thi Ngoc, Vii Thi Thu Huong, Lé Thi Hoa, Nguyén Thi Mai Huong,
Pham Trung Duc
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Nhgn ngay 18 thang 3 nam 2024
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Tom tat: Panh gia do tuong dong thiét bi va ¢6 manh cua quy trinh kiém tra chat gay sot trong
vac xin/sinh pham trén tho thuc nghiém duoc thyuc hién trén hai hé thdng may do than nhiét cua
tho hién ¢4 tai Vién Kiém dinh Quéc gia Vac xin va Sinh pham y té (NICVB): Pyrogen Monitor
va Pyromon Pro. Mdi hé théng may thuc hién Iap lai quy trinh 3 1an bai cing 1 nhém k§ thuat,
cling nguyén vat liéu, cing diéu kién méi truong 1am viéc va trén cung 1 16 mau tha SAT. Két
qua kiém tra cho thay trung binh tong nhiét &6 dap (ng cuaa tho trén 2 may qua 3 lan thuc hién
lan luot 1a: 0,54°C va 0,35°C. So sanh phuong sai ctia 2 may cho thay c6 sy giéng nhau, tir d6
tinh dugc t-test = 1,044 thiy nho hon t-bang (t-bang = 2,776) vai do tin cay 95%. Ngoai ra, gia
tri hé sé bién thién (CV) cua 2 hé théng may déu dat <50%, dap ung tiéu chuan CV cua thu
nghiém invivo. Nhu vay 2 hé thong may do than nhiét caa tho nay cé su tuong dong thiét bi,
va quy trinh kiém tra chat gay sbt trong véc xin, sinh pham trén tho thyc nghiém tai NICVB dat
yéu cau vé do manh.

Tir khod: Chat gay sét, thé thuc nghiém, dé tiwong dong thiét bi, @é manh.

1. Pt van dé

Chat gy sdt 1a cac tac nhan c6 thé
tap nhidm trong qua trinh san xuat véc xin
va sinh pham y té. Viéc tiép xtic cua chét
gy sbt v6i hé thdng tudn hoan trong qua
trinh tiém truyén khién co thé gy ra phan
tig sot. Chat gay sot khi di vao mau co thé
gay ra cac phan ing c6 hai cho vat chu, bao
gdm sbc nhiém triung hodc tham chi tir vong

[1]. Vi vay cac nha san xuat vac xin, sinh

pham phai c6 trach nhiém dam bao rang san
pham cua ho dat yéu cau vé thir nghiém chét
giy s6t. Do do, kiém soat chat gay st tro
thanh mot trong sb céc tiéu chi chit luong
quan trong ctia cac san pham la véc xin, sinh
pham.

Tai Vién Kiém dinh Qudc gia vic
xin va sinh pham y té (NICVB), viéc kiém
tra chat giy sét trong vic xin, sinh pham

hién dang 4p dung phuong phép sir dung thd
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thuc nghiém theo nguyén 1y dya trén su
tang than nhiét cia tho sau khi tiém va so
v6i trude khi tiém mau thir. Thir nghiém nay
dugc thyc hién boi khoa Kiém dinh Sinh
pham y t& (SPYT) va dang sir dung may do
than nhiét cua tho (goi tit 1a may do chi
nhiét t5) model Pyrogen Monitor (Model
ATP 75991660B) tir nam 2016 dén nay.
Hién tai, khoa m&i duogc bd sung thém mot
may do chi nhiét td méi model Pyromon Pro
(Seri 542118). B¢ danh gia xem quy trinh
kiém tra chét gay st ¢ bi anh hudng boi su
thay dbi vé trang thiét bi hay khong, dong
thoi ciing dé chi rd do tin cdy ciia quy trinh
phan tich nay khi dugc ap dung tai NICVB,
chung t6i tién hanh nghién ctru “Panh gia
d6 twong ddng thiét bi va d6 manh cia quy
trinh kiém tra chat gdy sdt trong vic xin,
sinh phém trén tho thuc nghiém tai
NICVB”.

Nghién ctru duoc tién hanh nham
danh gia do twong dong thiét bi gitra 2 hé
thong méay do chi nhiét t5 Pyrogen Monitor
va Pyromon Pro va danh gia d6 manh cua
quy trinh kiém tra chat gay sét trong vic
Xin, sinh phém trén thd thuc nghiém tai
NICVB.

2. Phwong phap nghién ciru
2.1. Poi twong, dia diém va thei gian
nghién ciu

Péi twong nghién ciu 1a 2 hé thdng
may do chi nhiét t& hién c6 tai NICVB
(Pyrogen Monitor va Pyromon Pro) va do

manh cua quy trinh kiém tra chit gay sét

trong vac xin va sinh pham dugc thuc hién
tai NICVB. Thoi gian thuc hién: tir thang
3/2023 dén thang 10/2023.

2.2. Nguyén vgt ligu phuc vu nghién ciu

Nghién ctru sir dung mau thir 1a sinh
pham Huyét thanh khang doc t6 uén van
tinh ché (SAT), 16 s6 517-00-22, NSX
18/11/2022, HSD 15/09/2024, do Vién vic
xin va sinh pham y té san xuat. Tho khoe
manh > 1,5kg dugc cung cap boi khoa Bong
vat thuc nghiém.

2.3. Thiét ké nghién ciru

Thiét ké nghién cau theo phuong
phap mo ta thuc nghiém trong phong thi
nghié¢m.

Nghién ciu duoc tién hanh thong
qua viéc kiém tra chat gay sét trong sinh
pham SAT (nhu da dé cap ¢ trén) thyuc hién
bai cung 1 nhom ky thuat vai cung nguyén
vt liéu va diéu kién moi truong nhung bang
2 hé théng may do chi nhiét t5 khac nhau,
thuc hién 1ap lai 3 1an song song trén mdi hé
théng may. Tur céc s6 lidu do duoc, so séanh
gia tri trung binh do duoc bai 2 hé thong
may, tir 46 danh gia do twong dong gitra 2
hé thong thiét bi nay [9-11]. 6 manh caa
quy trinh sé dugc danh gia thong qua so
sanh voi tiéu chuan chap thuan gom CV va
gi tri t-test. Thir nghiém kiém tra cht gay
sét trong vac xin, sinh pham la mot thu
nghiém invivo (thuc hién trén dong vat la
tho), do d6 CV tdi da cho phép 1a 50%. Do

vay, do manh caa quy trinh kiém tra chit
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gay sbt trong vac xin, sinh pham 1a dat yéu
cau khi: CV < 50% va t-test < t-bang (voi a
= 0,05, tac do tin cay 95%) [5].

Hai hé thdng may do than nhiét cia

tho dugc danh gia trong nghién ctu la:
Pyrogen Monitor (ky hiéu M1), va Pyromon
Pro (ky hiéu M2).

Bang 1. Thiét ké nghién céu

Noi dung/ Hé théng may ‘ Pyrogen Monitor (M1) ‘ Pyromon Pro (M2)
1. Kiém tra chat gay sét ciia 1 mau thir trén 2 h¢ thong may do (thuc hién 3 lan)
Téng nhiét do Lan thtr nghiém 1 (L1) T.DU (M1.L1) >T.DU (M2.L1)
3‘1‘;1(?) ‘(Ig%gg,) Lin thir nghiém 2 (L2) ST.DU (M1.L2) ST.DU (M2.L2)
(°C) Lan thir nghiém 3 (L3) ST.DU (M1.L3) >T.DU (M2.L3)
2. Panh gia do twong ddng thiét bi va dé manh cia quy trinh kiém tra chat gay sét
D s | wean ) ean
- Tinh D6 léch chuan (SD) SD (M1) SD (M2)
- Tinh He s6 bién thién (CV) (%) CV (M1) CV (M2)
- Tinh Phuong sai (VAR) VAR (M1) VAR (M2)

- Tinh gia tri F-test (so véi F-bang)

So sanh sy dong nhat giita 2 phuong sai
VAR (M1) v VAR (M2)

- Tinh gia tri t-test (so va&i t-bang)

So sénh sy khéc biét vé gia tri trung binh do dugc
gitra 2 hé thong thiét bi M1 va M2

Panh gia do trong ddng giira 2 hé thdng thiét bi

Panh gia do manh caia quy trinh (So sénh véi tiéu chuan chap thuan: CV va t-test)

2.4. Quy trinh kiém tra chdt gay sét trong
madu the trén dgng vdt thiec nghiém

Theo Dugc dién Viét Nam V-2017
va SOP KPQG-22 Kiém tra chit gay sét
trong vac xin, sinh pham cua NICVB, mot
quy trinh kiém tra chat gay st cua mau thi
trén DVTN gom 2 thir nghiém néi tiép: Thir
nghiém tham do va thr nghiém chinh. Chi
nhitng tho dat thir nghiém tham do mdi
dugc dua vao thuc hién thir nghiém chinh
[2.4].

O'thir nghiém tham do, mdi mau thi
can kiém tra twong wng s& can thuc hién

tham do nhiét d6 cua 05 tho. Tho thuc hién

thir nghiém tham do s€ dugc tiém dung dich
nudc mudi sinh ly (NMSL) 0,9% vai ham
lugng 10 ml/kg vao tinh mach ria tai. Theo
doi sau tiém 3 gio, hé théng may sé tra két
qua do nhiét do tho truac khi tiém (T.base),
nhiét d6 cao nhat (T.max) va thap nhat
(T.min) sau tiém [0,0]. Dya vao nhiét do
nay, nguoi thuc hién s€ tinh todn nhiét do
dao dong (T.DD) cua tho theo huong dan
trong Dugc dién. Theo Duoc dién Viét Nam
V, T.DD dugc tinh 12 sé c6 gia tri 16n hon
trong két qua tri sé tuyét ddi cua 2 hiéu sb
sau: | T.max - T.base | va | T.min -

T.base | . Tho dat yéu cau thir nghiém tham
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do khi nhiét d6 dao dong <0,6°C sau khi két
thac thar nghiém. Chi nhitng tho dat yéu cau
tham do mai dugc dua vao thir nghiém chinh
sau 1-3 ngay [2].

O'thi nghiém chinh, céc tho s& duoc
nhom 3 tho vao 1 nhom tuong irng cho mot
mau thir vac xin/sinh pham can kiém tra.
Viéc nhom tho s& do hé théng may do chi
nhiét t6 tu dong nhém theo tiéu chuan duoc
dién da duoc cai dat sin trong phan mém
ctia may. Theo d@i sau tiém mau thi 3 tiéng,
hé thong may sé tra két qua do nhiét do tho
trugc khi tiém (T.base), nhiét do cao nhat
(T.max) va thap nhat sau tiém (T.min). Dong
thoi, hé thong may ciing tu dong tinh nhiét
d6 dap tng (T.DU) ciia mdi tho va tong nhiét
do dap tng cua nhém 3 tho (ZT.DU) [6,7].

Tiéu chuan mau thir dat yéu cau vé
chat gay sét tuan theo duoc dién ma nha san
xuit ap dung. V6i mau thar s dung trong
nghién ciu nay la sinh pham SAT, theo
NSX ding ky, tiéu chuan &p dung di véi
sinh pham nay 1a Duoc dién Viét Nam. Nhu
vay, diéu kién mau thir dat yéu cau vé chit
gay sot 1a: nhiét do dap ang cua mdi tho
T.DU <0,6°C va téng dap ung cua 3 tho
>T.pU<1,3°C trong lan tha nghiém dau
tien [2,4].

2.5. X ly va phan tich sé ligu

C4c sd liéu s& dugc nhap vao phan
mém Excel va tinh ra cac gia tri trung binh
(Mean), d6 léch chuan (SD), hé sb bién
thién (CV) va phuong sai (VAR) cua tung

hé thong may, sau d6 so sanh sy gidng nhau

gitta 2 phuong sai cua 2 hé thbng may (st
dung ham F-test), tir d6 c6 cach tinh gia tri
t-test @& danh gia sy khac biét vé& gia tri
trung binh do dugc bgi 2 hé théng may, qua
d6 danh gia do twong ddng giira 2 hé thong
thiét bi va do6 manh cua quy trinh kiém tra
chat gay sdt tai NICVB.

3. Két qua

3.1. Kiém tra chat gay sét ciia mdu thi
SAT trén 2 h¢ théng thiét bi Pyrogen
Monitor va Pyromon Pro

Theo b6 tri (muc 2.3), nghién ciu
dugc tién hanh I3p 3 lan, twong tng s& ¢6 3
lan thuc hién thir nghiém tham do va 3 1an
thir hién thar nghiém chinh trén dong thoi ca
2 hé théng may. Chi nhiing tho dat thir
nghiém tham do (tho ¢6 T.DP <0,6°C sau
khi hoan thanh thtr nghiém tham do) mai
duoc chuyén sang thuc hién thir nghiém
chinh.

O thtr nghiém chinh, hé théng may
do nhiét do s& dya vao nhiét do ban dau
(T.base) dé ty dong nhdm mdi 3 tho thanh 1
nhom cho tiém mau tha. Nhitng tho duoc
nhom va tiém mau thu s& dugc hé thdng
may theo doi do nhiét d cua tho trong thoi
gian 3 tiéng sau tiém. Két thic thir nghiém,
hé thong may s tra két qua va tinh toan nhiét
do T.BU cua ting tho trong nhém va XT.BU
cia 3 thé trong mdi nhom. Bang dudi day
trinh bay két qua 3 lan thyc hién thir nghiém
chinh trén 2 hé théng may khac nhau:
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Bang 2. Két qua thir nghiém chinh caa 3 1an kiém tra trén 2 hé théng may

He Thir nghiém chinh lan 1 Thir nghiém chinh lan 2 Thir nghiém chinh lin 3
”rfé’;g Ma | T. T TO|ZT. | MA| T T. T | 2T | Ma | T T | T | 3T
thé | base | max | PU | PU | thé | base | max | PU | PU | thé | base | max | PU | PU
da644 | 38,82 | 39,08 | 0,26 da662 | 38,79 | 38,88 | 0,09 da684 | 38,78 | 39,12 | 0,34
Il-;‘/)llgr(l)igtirlI da646 | 38,98 | 38,86 | 0,00 | 0,61 | da664 | 39,15 | 39,09 | 0,00 | 0,24 | da688 | 38,68 | 39,10 | 0,42 | 0,76
M da647 | 38,58 | 38,93 | 0,35 da668 | 38,99 | 39,14 | 0,15 da690 | 38,86 | 38,86 | 0,00
TDO1 | 39,29 | 39,27 | 0,00 TDO7 | 38,81 | 39,10 | 0,29 TD11 | 39,02 | 38,99 | 0,13
Pyll;orl’QOﬁ TDO2 | 39,06 | 39,27 | 0,11 (0,17 | TDO8 | 39,18 | 39,29 | 0,11 | 0,44 | TD12 | 39,03 | 39,06 | 0,20 | 0,44
2 TDOS | 38,68 | 38,74 | 0,06 TD10 | 39,06 | 39,10 | 0,04 TD13 | 38,86 | 38,74 | 0,11

Ghi ch(: T.base = Nhiér dé thé truede khi tiém; T.max = Nhiés dé cao nhat cua thé sau tiém;
T.min = Nhiét @6 thap nhat cuia thé sau tiém; 7.DU = Nhiét dé dap ing sau tiém; XT.PU = Tong nhiét
dé dap vmg sau tiém cia nhom 3 the (Pon vi do: °C)

Két qua & Bang 2 cho thay & ca 3 1an
thir nghiém chinh d6i véi ca 2 hé théng may
do chi nhiét té, nhiét do dap ung (T.DU) ctia
mdi tho déu <0,6°C va tong nhiét do dap
tng cua 3 tho trong méi nhém/lan thi 1an
luot & 2 hé théng may 1a: 0,61°C, 0,24°C va
0,76°C (voi hé théng may Pyrogen
Monitor) va 0,17°C, 0,44°C va 0,44°C (v&i
hé théng may Pyromon Pro). Theo tiéu
chuan dang ky cia Nha san xuit va ciing 1a
theo Duogc dién Viét Nam V-2017 [2,4],
mot mau thar dat yéu cau vé kiém tra chat
gay sbt khi nhiét do dap ang caa mdi tho
trong nhom déu phai <0,6°C va tong nhiét
do dap ung cua 3 tho trong nhdém phai
<1,3°C. So s&nh vai tiéu chuan nay, cac két

qua kiém tra nhan duoc ¢ 2 mau thir trén

déu dap ung yéu cau. Nhu vay 16 sinh pham
SAT duoc kiém tra dat yéu cau vé chat gay
s6t & ca 3 1an kiém tra va trén ca 2 hé thong
thiét bj do nhiét do theo Tiéu chuan dang ky
ctia Nha san xuat.

3.2. Pdnh gid dp twong dong thiét bi va

d¢ manh ciia quy trinh kiém tra chit gay

7
A

sot

Ttr s6 liéu ghi nhan duoc & cac tho
qua 3 lan thuc hién tha nghiém trén 2 hé
thdng may do Pyrogen Monitor (M1) va
Pyromon Pro (M2), ching téi nhap vao
phan mém Excel va tinh ra cac gia trj trung
binh (Mean), d6 léch chuan (SD), hé s6 bién
thién (CV) va phuong sai (VAR) cua ting

hé thong may nhu sau:
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Bang 3. Tong hep két qua danh gia trén 2 h¢ thong may

Néi dung/Hé théng may Pyrogen Monitor (M1) | Pyromon Pro (M2)
Tong nhiét do | Lan thir nghiém 1 0,61 0,17
3‘1‘;’1]1(3) ‘(’;‘%‘3& Lz:in thir nghiém 2 0,24 0,44
(°C) Lan tht nghiém 3 0,76 0,44
Trung binh XT.DU (Mean) 0,54 0,35
Do lech chuan (SD) 0,27 0,16
Hé s bién thién (CV) (%) 49,87 44,54
Phuong sai (VAR) 0,072 0,024

Tur cac két qua trén, theo thiét ké
nghién cau (muc 2.3.2.), gié tri trung binh
(Mean) do dugc boi hai hé thong may s&
dugc so sanh bang chuan t-Student. Theo
phuong phép nay, truéc hét can tim gia tri

Bang 4. Tinh gia tri F-test

F-Test Two-Sample for Variances
Variable 1 Variable 2
Mean 0.54 0.35
Variance 0.07 0.02
Observations 3 3
df 2 2
F 2.948
P{F<=f) one-tail 0.2533009
F Critical one-tail 19

Bang 4 cho thdy, gia tri F cua thir
nghiém (F-test) tinh duoc 1a 2,948 nho hon
gia tri F-bang (F-bang = 19). F-bang la gia
tri thuoc bang phan phdi Fisher vai mirc y
nghia a=0,05 tirc do tin cay 95%. Khi gia
tri F-test < F-bang ching t6 2 phuong sai
giong nhau (Equal Variance) [0,0]. Véi sd
lan phan tich nhé hon 30, gia tri t-test dugc
ap dung ham t-Test cho hai mau c6 phuong

sai gibng nhau (Two-Sample Assuming

F thir nghiém (F-test), sau d6 dua vao gia tri
F-test nay dé tinh ra gia tri t thir nghiém (t-
test). Két qua gia tri F-test tinh duoc st
dung cbng cu Data Analysis trong Excel

nhu ¢ Bang 4.

Bang 5. Tinh gié tri t-test

t-Test: Two-Sample Assuming Equal Variances
Variable 1 Variable 2

Mean 0.54 0.35
Variance 0.07 0.02
Observations 3 3
Pooled Variance 0.048
Hypothesized Mean Difference 0

df a

t Stat 1.044

P(T<=t] one-tail 0.178

t Critical one-tail 2.132

P(T<=t) two-tail 0.355

t Critical two-tail 2.776

Equal Variances) trong Data Analysis Excel
ra két qua nhu Bang 5. Theo dé, két qua tinh
duoc la t-test = 1,044 < t-bang (2,776) vaoi
murc ¥ nghia o=0,05 (turc do tin cay 95%).
4. Ban luan
4.1. Pg twong dong thiét bi giza hai hé
théng mdy do chi nhigt t6

DPbi voi mot the nghiém, khi co
nhiéu hon 1 thiét bj do duogc si dung cho

thuc hién thur nghiém do, viéc danh gia xem
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két qua thuc hién trén céc thiét bi khac nhau
nay co trong ddng nhau hay khong 1a viéc
lam rat quan trong. Do d6, danh gia do
tuong dong gitra hai hé théng thiét bi do
than nhiét cua tho 1a viéc can thiét dé dam
bao két qua cua thir nghiém kiém tra chat
gay sdt trong véc xin, sinh pham tai NICVB
[3,9].

Nghién ciru dénh gia do twong dong
gitra hai hé thdng thiét bi Pyrogen Monitor
va Pyromon Pro tai NICVB dugc thiét ké
thuc hién lap lai 3 1an trén cung 1 loai mau
thtr, boi cung 1 nhom k¥ thuat, cung nguyén
vat liéu, ciing diéu kién moi truong va thoi
gian thuc hién, chi khac biét la than nhiét
tho duoc do boi 2 hé théng thiét bi khac
nhau. S6 liéu nhiét 6 dap ng cua tho trung
binh qua 3 lan thyc hién dugc danh gia dua
trén phuong phap so sdnh 2 phuong sai
ding chuan F— Fisher, tir d6 so sanh gia tri
trung binh cia 2 hé thong may bing
chuan t-Student. Thiét ké nhu vay 1a hop ly
va tuén tha theo dung phuong phap khoa
hoc khi dénh gia do twong dong gitra hai hé
thdng thiét bi khac nhau [3,9].

Tir két qua téng hop (Bang 3) va két
qua phan tich Data Analysis so sanh su
giong nhau giira 2 phuong sai (VAR) cia
hai hé thbng may (Bang 4) cho thiy F-test
< F-bang (F-test = 2,948 trong khi F-bang =
19). Theo y nghia ctia phuong phéap so sanh
su dung ham F-test [0,0], khi F-test < F-
bang ching to 2 phuong sai gidng nhau

(equal variance). Tur day, véi ¢& mau nho

hon 30, dé so sanh giira 2 s6 trung binh do
dugc, can tinh t-test bang cach st dung ham
t-test v4i 2 miu phuong sai gidng nhau (t-
Test:  Two-Sample  Assuming Equal
Variances) trong Data Analysis (két qua cu
thé & Bang 5). Két qua cho thay gia tri t-test
tinh dwoc la t-test = 1,044. So vai gia tri t-
bang = 2,776 véi muc y nghia a=0,05 (40
tin cay 95%), ta thay t-test < t-bang. Theo y
nghia cua phuong phap so sanh st dung
chuan t-Student, diéu nay chang to cac sd
liéu do duoc giita 2 hé thong may do than
nhiét tho su dung khong cé su khac biét
mang ¥ nghia thong ké. Hay ndi mot cach
khéc, hai hé théng thiét bi do than nhiét cua
tho l1a Pyrogen Monitor va Pyromon Pro nay
c6 sy tuong dong [9,10].
4.2. ¢ manh ciia quy trinh kiém tra chit
gdy sét trén thé thwe nghiém

Theo dinh nghia, d6 manh caa quy
trinh 12 kha nang quy trinh tao ra nhiing két
qua phan tich c6 do chinh xac va do ding
chap nhan dugc trong cac diéu kién khac
nhau [5]. Tai NICVB, véi hai thiét bj khac
nhau cing dugc sir dung dé do than nhiét
cua tho, viéc danh gia d6 manh cua quy
trinh thir nghiém s& xac dinh dugc pham vi
anh huong cua sy thay dbi vé thiét bi do
nay. Sir dung cung mot 16 mau thir trong
cuing mét diéu kién thir nghiém va cing cac
nguyén vat liéu, nhung khéc biét vé thiét bi
do than nhiét cua tho, sé danh gia dugc xem

quy trinh thtr nghiém c6 d6 manh (tuc do
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chinh xac va do ding chap nhan duoc) hay
khong.

Theo ICH va SOP KPQG-34 Tham
dinh quy trinh caa NICVB [3,5], tiéu chuan
chap thuan khi danh gia d6 manh cua quy trinh
khi thuc hién trén 2 nhom trang thiét bj khac
nhau, gom: 1) CV (%) cua tirng nhém (ndng
d6/ham luwong chat c6 trong mau thir, ban
chat cia mau thtr, phuong phap thir) dat yéu
Cau; va 2) t-test < t-bang véi mirc ¥ nghia a
= 0,05 (tiic véi do tin cdy 95%). Thir
nghiém kiém tra chat gay sét trong vac xin,
sinh pham dugc thyuc hién trén dbi twong 12
dong vat (tho), do d6 chiung t6i chon mic
CV tbi da cho phép ddi véi mot thir nghiém
invivo 1a 50%: CV < 50%. So sanh két qua
thue hién nghién cau véi cac diéu kién trén
cho thay: CV (M1) = 49,87% va CV (M2)
= 44,54%, ca 2 gia tri CV nay déu <50%; t-
test = 1,044 < t-bang = 2,776. Nhu vay ca 2
két qua nghién ctru déu dap ung tiéu chuan
chap thuan vé danh gia d6 manh caa quy
trinh. Diéu nay ching t6 quy trinh kiém tra
chat gay sét trong vac xin, sinh pham trén
tho thuc nghiém c6 d6 manh dat yéu cau khi
sir dung hai hé théng may do chi nhiét t6
khac nhau tai NICVB.

5. Két luan

Céc két qua danh gia cho thay hai hé
thdng méay do than nhiét cua tho hién co tai
NICVB (Pyrogen Monitor va Pyromon Pro)
c6 su twong ddng, va quy trinh kiém tra chat

gay sbt trong vac xin, sinh pham trén tho

thuc nghiém tai NICVB dat yéu cau vé do
manh.
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