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Abstract: Mumps is one of three common infectious diseases (measles, mumps, rubella) in both
children and aldult that causes by virus. Mumps is spread widely in crowded community by close
interaction with patient. Therefore, vaccination is proactive preventive measures to avoid having
mumps or pandemic and the validation of efficiency of mumps component in trivalent measles-
mumps- rubella vaccine is very important before market distribution. CCIDsg method was
applied in potency test for mumps component in MMR!" vaccine (MSD, USA). It is a standard
method that has used in many other live, attenuated vaccines, therefore, Department of Quality
control of viral vaccines focus only on accurancy, precision, robustness and specificity indicators
in validation of potency test. The result shows that potency value of mumps component was
reached to the criteria for accurancy indicator (the average potency value of mumps reference
standard was in the range of = 0,5 log CCIDsg on label), for intermediate precision indicator (the
average potency value of mumps sample was 5,28 log CCIDso with CV < 25%) and for
robustness (no significant difference from 2 groups) and specificity indicator (the ability of virus
infected cell decreasingly because it was neutralized with specific antiserum). Hence, procedure
of potency test for mumps component in trivalent vaccine MMR'' by CCIDso method is suitable
with condition, chemicals and facility and can be applied for routine potency test in National

Institute for Control of Vaccines and Biologicals.
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THAM PINH QUY TRINH THU NGHIEM CONG HIEU THANH PHAN
QUAI BI TRONG VAC XIN SOI - QUAI BI - RUBELLA
PHOI HQOP BANG PHUONG PHAP CCIDso

Nguyén Viét Anh*, P§ Thi Hong Anh, Nguyén Thi Ha, Tran Thi Phwong, Nguyén Thi Ly
Vién Kiém dinh Quéc gia Vdc xin va Sinh pham y té

Nhdn ngay 21 thdng 02 nam 2024
Chdp nhdn dang ngay 28 thang 03 nam 2024

Tom tat: Quai bi 1a mét trong ba bénh truyén nhiém phé bién (soi, quai bi, rubella) & tré em va
ngudi 16n do vi rat gay ra. Quai bi thuong lay lan nhanh trong cong dong dong ngudi do tiép xuc
gan véi nguoi bi bénh. Vi vay, viéc tiém vac xin tir som 1a mot bién phap du phong chu dong c6
hiéu qua nhat dé phong tranh nguy co mac bénh, bung dich va viéc danh gia hiéu qua cong hiéu
thanh phan quai bi caa vac xin séi - quai bi - rubella phdi hop trude khi dwa ra thi truong 1a mot
nhiém vu quan trong. Phuong phap CCIDso dugc ap dung dénh gia cong hiéu thanh phan quai bi
trong vac xin soi - quai bi - rubella MMR'" (MSD, M¥). Pay 1a phuong phap chuan ap dung cho
nhiéu loai vac xin séng giam doc luc, vi vay khi tham dinh quy trinh Khoa Kiém dinh vac xin Vi
rut tap trung céc tiéu chi vé d6 dung, do chinh xéc trung gian, 6 manh va do dac hiéu. Két qua
cho thdy quy trinh dat yu cau vé d6 dang (gia tri trung binh caa mau chuan niam trong khoang +
0,5 log CCIDso gia tri trén nhén), ¢ chinh xac trung gian (gia tri cong hiéu ciia mau thu 1a 5,28
log CCIDsg v6i CV < 25%), 36 manh (khéng c6 su khac biét mang y nghia thong ké gitra 2 nhom
thuc hién) va do dic hiéu (kha ning hay hoai té bao cua vi rit giam sau khi vi rat duoc trung hoa
v6i khéng huyét thanh quai bi dac hiéu). Nhu vy, quy trinh thir nghiém céng hiéu thanh phan
quai bi trong vic xin MMR" bang phuong phap CCIDso duge danh gia phu hop véi diéu kién hoa
chat va trang thiét bi va c6 thé ap dung cho thtr nghiém thuong quy tai Vién Kiém dinh Quéc gia
Vic xin va Sinh pham y té.
Tur khoa: Cong hiéu, vac xin MMR, quai bj, phirong phap CCIDso.
1. Pat van dé dé lay lan theo duong hd hip qua cac giot
Quai bi la mot trong nhiing bénh truyén ban hoic nudc bot. Tuy kha ning lay nhiém

nhiém cép tinh phan bd rong trén toan cau, quai bj it hon séi nhung ti 16 mic van duoc
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ghi nhan & nhimg vung dong dan cu va
nhirng noi tap trung dong nguoi, dac biét la
vao thoi tiét mét lanh nhu cudi mua déng va
dau mua xuan. Bénh thuong gy sung dau &
tuyén nudc bot, cac tuyén mang tai va co thé
dan dn nhiing bién chimg nhu viém tinh
hoan & nam gigi va viém budng tring ¢ ni
gidi, viém mang ndo vd khuan, viém khép,
viém tuy, viém tuyén giap [1-3]. Bénh c6 thé
xay ra & moi ltra tudi nhung thuong gap nhat
& thé khong c6 triéu chiing & tré dudi 2 tudi,
chiém khoang 25-30% sé ca va nam gigi co
ti 1¢ nhiém bénh cao hon so véi nit gidi [1, 2,
4]. Nguyén nhén gay bénh do vi rut quai bi,
thuoc giong Rubulavirus, ho
Paramyxoviridae chira doan gen RNA sgi
don. Vi rat quai bi ¢6 kha ning ton tai & moi
truong 15-20°C trong 30-60 ngay va dén vai
nam & nhiét d6 &m sau, tuy nhién vi rat bi
diét hay bat hoat & nhiét d6 cao hay dudi tac
dong cua CAc tia tir ngoai va chat khir khuan
manh [1,5].

Hién nay, cach phong va chéng dich bénh
quai bi hiéu qua nhat 1a tiém vic xin véi kha
nang tao mién dich 1au dai. Hau hét vic xin
quai bi thuong duoc diéu ché cung véi vic
Xin soi va rubella dé phong chéng ca ba loai
bénh cap tinh véi hai liéu tiém [3, 5, 6]. O
Viét Nam, c6 ba loai vic xin phéi hop séi -
quai bi - rubella séng, giam doc luc duoc luu

hanh bao gom: vac xin Priorix (GSK, Bi),

vic xin Measles, Mumps and Rubella
vaccine (Serum Institute, An D) va vic xin
MMR" (MSD, M5). Ngoai ra, vic xin té hop
gitta vac xin phdi hop soi- quai bi- rubella va
vac xin thuy ddu (MMRV) dang duoc tién
hanh dang ki tai Viét Nam 1 véc xin Priorix
tetra (GSK, Bi) va ProQuad (MSD, My) [2,
6].

Vic xin séi - quai bi - rubella phéi hop do
Cong ty MSD dang ky Iuu hanh tai Viét
Nam da duoc Bo Y té cap sé dang ky cho
phép luu hanh 1an dau tién tr nim 1998.
MMR" 14 vic xin dang dong kho vo tring
két hop cua Attenuvax (vac xin soi séng),
Mumpsvax (vac xin quai bi séng), va
Meruvax (vac xin rubella séng). Vi rat quai
bi sdng giam doc lyc trong viac xin duoc
phan lap tir chung Jeryl Lynn (cap do B) va
nhan 1&n trong té bao phdi ga. Sau khi hoan
nguyén, hiéu gia vi rat quai bi trong mdi liéu
khéng thap hon 12500 CCIDsp [7]. Viéc tién
hanh thir nghiém cong hiéu thanh phan quai
bi trong vac xin MMR'" khéng nhiing 1a mot
trong nhig tiéu chi dam bao chat luong caa
san pham trudc khi dua ra thi truong ma con
g6p phan trong cong cudc day I0i dich bénh
trong nudc va qudc té. Do d6, nhém nghién
ctru da xay dung quy trinh tham dinh thur
nghiém cdng hiéu thanh phan quai bi trong
vac xin MMR" bang phuong phap CCIDso

trén cac tiéu chi do dang, d6 chinh xac trung
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gian, d0 manh va do dac hiéu. Do phuong
phép CCIDso la mot phuong phap dugc su
dung rong rii va duoc &p dung cho nhiéu
loai vic xin séng giam doc luc khac, chinh
vi vay, chung t6i chi thuc hién quy trinh
thim dinh mot phan dbi véi thir nghiém
codng hiéu thanh phan quai bi trong vic xin
MMR'.

2. Phwong phap nghién cieu

2.1. Péi twrong nghién ciru

- Quy trinh céng hiéu thanh phan quai bi
trong vac xin MMR" (MSD)

2.2. Thoi gian va dia diém nghién ciru

- Thoi gian: Tu thang 03/2020 dén thang
12/2020

- bia diém: Phong thi nghiém cua khoa
Kiém dinh vic xin Vi rit, Vién Kiém dinh
Qudoc gia Vac xin va Sinh pham y té
(NICVB)

2.3. Vit liéu, hoa chat

- Mau chuén Quai bj (NIBSC) ma 90/534, c6
ham luong trén nhan 4,6 log CCIDso/6ng

- Hoa chat: Mai truong nudi cay MEM 2%
FBS (NICVB), mdi truong nudi cdy MEM
10% FBS (NICVB), dung dich dém PBS
(NICVB), trypsin 0,25% EDTA (Gibco),
khang huyét thanh séi ma RWNO704A04
hoic RWNO0704A02 (NSX), khang huyét
thanh quai bi m& RWNO0702A03 (NSX), con
70° (Viét Nam).

- Vit liéu: Té bao VERO (NICVB) moc kin
mét 16p trén phién 96 giéng.

- Trang thiét bi va vat tu tiéu hao: Bé 6n
nhiét (Shellab), tu an toan sinh hoc (Nuaire),
may lic (IKA), ta am CO2 (Sanyo), kinh
hién vi (Olympus), pipet don kénh
(Eppendorf), pipet da kénh tu dong
(Satorius), phién 96 giéng (Corning), tuyp
nhya loai 15ml, 50ml (Eppendorf), dau con
loai 200ul, 1000pl (Eppendorf), dau con
1000 pl ty déng (Satorius), mang dung mot
lan (Costar), pipet nhya vo trung loai 2ml,
5ml, 10 ml, 25ml (Costar), gidy dan phién
(Sigma Aldrich), gia dung tuyp (Viét Nam) .
2.4. Phwong phdp nghién ciru

Phuong phap mo ta thyc nghiém trong
phong thi nghiém. Tham dinh quy trinh cong
hiéu thanh phan quai bi trong vac xin MMR
bang phuong phap CCIDso.

2.4.1 Tém tat quy trinh thir nghiém cong
hiéu thanh phan quai bi trong vac xin MMR
[8]

Té bao VERO duoc chuan bj truéc 3-4
gio & ndng d6 2x10° té bao/ml, mdi giéng
cua phién 96 nho 100uL va khang huyét
thanh duoc bat hoat ¢ 56°C trong 30 phdt
trugc khi tién hanh thir nghiém. Dung dich
pha lodng (hdn dich khang huyét thanh) gom
moi truong MEM 2% FBS va khang huyét
thanh soi voi ti 16 0,3:100. Vic xin mau

chuan va mau thir pha lodng bac 4 (46 pha
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lo&ng tir 102° dén 10°2). Nho 100pL/ giéng,
mdi ndng d6 nho 8 giéng trén cac phién chira
té bao VERO. Nho 100pl/ giéng x 8 giéng
moi trudng MEM 2% FBS lam ching té bao
va 100ul/ giéng x 8 giéng dung dich pha
lodng lam ching huyét thanh ddi véi ting
phién 96 giéng. U céac phién trong ta am
36+1°C — 5% CO> trong 9-11 ngay rdi doc
két qua cac giéng chimg truéc, cac giéng
chuang phai c6 té bao kin dep va khong bi
hiy hoai (D&u hiéu hiy hoai I3 té bao bj pha
v& hinh dang, bong ra hoac co tron lai tao
khoang tréng trén mat day phién). Bém s
giéng té bao bi huy hoai roi tinh két qua theo
cong thac Karber hoac Reed Muench trén
phan mém Excel.

Logio CCIDso/0.1 ml = X, + d. [E(C/N)-

0.5]+ VF

Trong do:

Xo 1a d pha lodng thap nhat té bao bi
huy hoai 100%

d la bac pha lodng

C la s6 giéng té bao bi huy hoai (s giéng
duong) con lai

N Ia tong sé giéng

VF Ia hé sb thé tich (VF=0,12)

Thir nghiém cong hiéu thanh phan quai bi
trong vic xin MMR" ¢6 gia tri khi cac giéng
chung té bao moc dep, khéng bi nhigm nam,
vi khuén, cong hiéu thanh phan quai bi nim
trong khoang 5,0- 5,5 log CCIDso/ liéu, hiéu

gia cua vac xin mau chuan trong ther nghiém
nam trong khoang #+ 0,5 log gia tri hiéu gia
vac xin chuan trén nhan [8].

2.4.2 Xac dinh d0 dang cua quy trinh
tham dinh thir nghiém céng hiéu thanh phan
quai bi trong vic xin MMR"

Do dung dugc xac dinh bang cach su
dung mau chuan biét truéc nong do, ham
luong duoc thuc hién theo quy trinh céng
hiéu caa mau thir toi thiéu 6 1an vao 6 ngay
khéc nhau [9]. Sau khi tinh néng do/ ham
lwong trung binh cia mau chuan tai mdi do
pha (Xtb), so sanh két qua thu duoc véi gia
tri da biét trude cia mau chuan (Xmc), tinh t
va so sanh vai gia tri t, cua bang phan bé
student tai muc y nghia o= 0,05 (do tin cay
95%) [11]. Tiéu chuan chap thuan khi t < t,.

. |Xtb — Xmc|
s/Nn
Trong d6: s- Bo léch chuan
n- S6 thir nghiém

2.4.3 Xac dinh d6 chinh xac trung gian
cia quy trinh tham dinh thir nghiém cong
hiéu thanh phan quai bi trong vic xin MMR"
Do chinh xac trung gian duoc thyuc hién boi
cung mot nhém trong 5 ngay khac nhau [9].
Tiéu chuan chap thuan cua tiéu chi d6 chinh
X&c trung gian caa quy trinh tham dinh la
hiéu gia thanh phan quai bi nim trong
khoang 5,0- 5,5 log CCIDso/ liéu va hé sé
bién thién CV < 25%.
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2.4.4. Xac dinh @6 manh cua quy trinh
tham dinh thir nghiém c6ng hiéu thanh phan
quai bi trong vic xin MMR"

b6 manh duogc thuc hién bai hai nhém
khac nhau va trong 5 ngay khac nhau [9].
Tinh két qua cong hiéu trung binh tung
nhém rdi so sanh phuong sai caa hai nhém

vé6i bang phan phdi F véi o= 0,05 theo cong

Trong do:

F- phép kiém

MSB- trung binh binh phuong gitta
cac nhom

MSW-trung binh binh phuong trong
noi bd nhém.

Tiéu chuan chap thuan cua tiéu chi do
manh 1a hiéu gia thanh phan quai bi nam
trong khoang 5,0- 5,5 log CCIDso/ liéu va F
< Fq (trong bang phan phéi Fisher) tai muc y
nghia o= 0,05 [10].

2.4.5. Xac dinh d¢ dac hiéu cuaa quy trinh
thiam dinh thir nghiém cdng hiéu thanh phan
quai bi trong vic xin MMR" [9]

Do dac hiéu cua quy trinh dugc thuc hién
tai d6 pha c6 ti 18 huy hoai té bao >50% va
trong 5 lan thuc hién khac nhau, sau d6 so
sénh su hay hoai té bao giira cac giéng co
chtra khang huyét thanh quai bi va céc giéng
khong c6 khang huyét thanh quai bi. Tiéu
chi dat yéu cau khi cac giéng té bao chua
khang huyét thanh quai bi lam giam kha
ning gay hay hoai té bao caa vi rit, din dén
ti 1& hay hoai té bao thap (<10%).

3. Két qua
3.1. Dy dung

Do ding cua thir nghiém dugc tién hanh
6 lan vao 6 ngay khac nhau trén mau chuan
Quai bi c6 hiéu gia trén nhén la 4,6 log
CClIDso. Két qua cong hiéu thanh phan quai
bi duoc tong hop trong bang 1.

Bang 1. Két qua tiéu chi d§ ding caa quy trinh thir nghiém cong hi¢u
vac xin mau chuin Quai bi

Lan thyc hién Thoi gian thyc hién Hiéu gia mau chuan (log CCIDso/6ng)

Lan 1 02/06-13/06/2020 4,57
Lan 2 17/06-28/06/2020 4,59
Lan 3 07/07-18/07/2020 4,74
Lan 4 16/07-27/07/2020 4,82
Lan 5 03/08-14/08/2020 4,68
Lan 6 14/08-25/08/2020 4,93

GM 4,72
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SD

0,14

CVv

5,86

Trong d6: GM (Geomean): Trung binh nhan.

SD (Standard Deviration): D¢ l1éch chuan.
CV (Coefficient of Variation): Hé s bién thién.

Qua 6 lan thyc hién, gia tri cdng hiéu cua
mau chuan tir 4,57 — 4,93 log CCIDso / liéu

déu nam trong khoang + 0,5 log gia tri mau

Dua vao bang phan b student tai do tin
cay P=95% hay o= 0,05, gia tri t,= 2,447
[11], so s&nh v&i t= 2,099, chlng toi ¢ thé
két luan d6 ding cua tham dinh quy trinh
cong hiéu thanh phan quai bi bang phuong
phép CCIDso dat yéu cau véi t < t,.

chuan quai bi ghi trén nhan (4,6 log CCIDso/
lidu). Dwra vao cong thuc, tinh t cua mau
chuan quai bi, c6 két qua nhu sau:

__|xtb—Xmc| _ | 4,72—4,6|
s/Vn 0,14/6

= 2,099

3.2. B¢ chinh xac trung gian

Thur nghiém duoc 13p lai 5 1an vao 5 ngay
khac nhau va boi hai nhém thuc hién, két
qua gia tri cong hiéu thanh phan quai bi
trong vac xin sai-quai bi- rubella dugc tom

tit trong bang 2.

Bang 2. Két qua tiéu chi dd chinh xac trung gian cta quy tinh thir nghiém

cong hiéu thanh phan Quai bi trong vic xin MMR'!

Lan thuc hién Thoi gian thuc hién Hiéu gia mau thir (log CCIDso/ liéu)
Lan 1 02/06-13/06/2020 5,34
Lén 2 17/06-28/06/2020 5,17
Léan 3 07/07-18/07/2020 5,29
Lan 4 16/07-27/07/2020 5,22
Lan 5 03/08-14/08/2020 5,36
GM 5,28
SD 0,08
CVv 3,04

Trong do: GM (Geomean): Trung binh nhan

SD (Standard Deviration): D¢ léch chuan
CV (Coefficient of Variation): Hé s bién thién
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Do lap lai va d6 chinh xac trung gian caa hiéu thanh phan quai bi trong vic xin MMR"
thir nghiém déu c6 hé sb bién thién lan luot bang phuong phap CCIDso dat yéu cau.
la 4,07 va 3,04 (CV < 25%), hiéu gié thanh 3.3. Do mgnh
phan quai bi qua cac lan lam déu nam trong Do manh duoc thuc hién 5 lan bai 2
khoang 5,0- 5,5 log CCIDso/liéu. Vi vay, do nhom khéc nhau cho két qua trong bang 3.

chinh xac cua quy trinh thir nghiém cong
Bang 3. Két qua tiéu chi dd manh cia quy trinh thir nghiém céng hiéu

thanh phan quai bj trong vic xin MMR"

Lan thuc hién Thoi gian thuc hién Hicu gia nhc’)rﬁ : Hicu gia nhém, 2
(log CCIDsol/ licu) (log CCIDso/ licu)
Lan 1 02/06-13/06/2020 534 5,39
Lan 2 17/06-28/06/2020 517 5,23
Lan 3 07/07-18/07/2020 5,29 5,20
Lan 4 16/07-27/07/2020 5,22 512
Lan 5 03/08-14/08/2020 5,36 5,33
GM 5,28 5,25
SD 0,08 0,11
Ccv 3,04 4,07
S2 0,0258 0,0458
MSB 0,0023
MSW 0,0229

Trong do: GM (Geomean): Trung binh nhan

SD (Standard Deviration): D¢ léch chuan

CV (Coefficient of Variation): Hé s bién thién

S? : Phuong sai

MSB (Mean squares between-groups): Trung binh binh phuong gitra cac nhom

MSW (Mean squares within-groups): Trung binh binh phuong trong ndi bg nhom
MSB 0,00225
MSW ~ 0,0229 00982

Tir cdng thic, phép kiém F duge tinh nhu sau: F =
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So sanh véi bang phan phéi F tai a = 0,05, ta
c6: Fu= 7,146 > F = 0,0982 [10]. Tir do,
ching t6i c6 thé két luan d6 manh cua quy
trinh thar nghiém céng hiéu thanh phan quai
bi trong vac xin MMR" dat yéu cau.

3.4. Pé dic higu

Thir nghiém cong hiéu thanh phan quai bi
trong vac xin MMR" dugc thiét ké cho do
dic hiéu bang cach bd sung khang huyét

thanh quai bi vao dung dich pha lodng (gom
moi truong MEM 2% FBS va khang huyét
thanh sai) véi ti 1€ 0,3:100. Sau d6 thuc hién
5 1an song song céac thao tac nhu quy trinh
cdng hiéu thong thuong roi so sanh két qua
céc giéng té bao ¢ cung do pha hay hoai >
50% té bao (104°) khi str dung va khéng sir
dung khang huyét thanh quai bi.

Bang 4. Két qua tiéu chi @ dic hiéu caa quy trinh thir nghiém cong hiéu

thanh phan quai bi trong vic xin MMR"

Lanthuc | Thoigianthuc | Ti lé hay hoai cac giéng khong | Ti 1é hay hoai cac giéng
hién hién chira KHT Quai bi chira KHT Quai bi
Lan 1 02/06-13/06/2020 62,5% 0%
Lan 2 17/06-28/06/2020 75,0% 0%
Lan 3 07/07-18/07/2020 62,5% 0%
Lan 4 16/07-27/07/2020 62,5% 0%
Lan 5 03/08-14/08/2020 75,0% 0%
Trung binh 67,5% 0%
Tur két qua trén, & cung mot do pha, céc 4. Ban luan

giéng chira khang huyét thanh quai bi khong
bi huy hoai baéi vi rat quai bi do da dugc
trung hoa bai khang huyét thanh quai b dic
hiéu, trong khi do, ti I¢ trung binh huy hoai
cac giéng khong chira khang huyét thanh
quai bi 1a 67,5%. Vi vay, d6 dac hiéu cua
quy trinh thir nghiém thanh phan quai bi cua

vac xin MMR" dat yéu cau.

Thir nghiém cong hiéu thanh phan quai bi
nham xac dinh hiéu gia cua vi rat quai bi c6
trong san phiam dé tao mién dich cho ddi
tuong st dung. D6 1a mot trong nhirng tiéu
chi ki thuat quan trong dé co quan quan Ii va
kiém soat chat luong danh gia san pham
trugc va sau khi cip s luu hanh san pham.
Tham dinh quy trinh c6ng hiéu vic xin soi-

quai bi- rubella phdi hop MMR" cho thiy su
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on dinh vé& mat chit luong caa thanh phan
quai bi trén ca mau chuan va mau thi.

Mau chuan quai bi (NIBSC) ma 90/534
dugc dong dang bot nén mau trang trong éng
ampoule, c6 hiéu gia trén nhén la 4,6 log
CCIDsp. B¢ dung cua thir nghiém duoc thuc
hién 6 lan véi mau chuan cho két qua nam
trong khoang 4,57 - 4,93 log CCIDso, nam
trong khoang + 0.5 log CCIDso so véi hiéu
gia trén nhan (4,6 log CCIDso) va hé s bién
thién thap CV= 5,86%. Gia tri t cua thur
nghiém t= 2,099, khi so sanh vai t,= 2,447
trong bang phan phéi student tai o = 0,05 (46
tin cay 95%), t < t, [11]. Vi vay, do dung cua
thir nghiém dat tiéu chuan chip thuan cua
quy trinh tham dinh.

MMR la vic xin phdi hop phong chong
soi - quai bi - rubella dugc dong goi ¢ dang
bot nén mau trang, dong khé va c6 nuéc hoi
chinh kém theo, bao quan ¢ nhiét d6 2-8°C,
c6 hiéu gia thanh phan quai bi nam trong
khoang 5,0- 5,5 log CCIDso [7]. i véi tiéu
chi @6 chinh xéc trung gian, qua 5 lan thir
nghi¢ém dugc lam vao 5 ngay khac nhau bai
hai nhdm thuc hién, gia tri cdng hiéu trong
khoang tir 5,17 — 5,36 log CCIDso/ liéu. Hé
s6 bién thién CV cua cac gia tri trong 5 lan
lam = 3,04%, van dat trong ngudng cho
phép cua tiéu chuan cua tiéu chi dé ra (CV <
25%). Tir do, do chinh xac cua quy trinh thu

nghiém cbng hiéu thanh phan quai bi trong

VAc xin soi- quai bi- rubella phdi hop MMR"
dat tiéu chuan chap thuan.

Do manh cuaa quy trinh thir nghiém cbng
hiéu thanh phan quai bi trong vic xin MMR"
duoc thuc hién boi hai nhom khac nhau cho
két qua phuong sai S1%2 = 0,0258 va S22
0,0458. Phép kiém F cua quy trinh F
0,0982 < F, = 7,146 (trong bang phan phdi
F- Fisher) voi a = 0,05 (d0 tin cay P= 95%)
[10]. Nhu vay, khéng c6 su chénh léch, khéc

biét mang y nghia théng ké gitra hai nhom
khac nhau va do manh cta quy trinh dat yéu
cau.

Khi c6 sy xuat hién cua khang huyét
thanh quai bi dac hiéu, ti 1¢ giéng bi hay hoai
té bao trung binh giam tir 67,5% xubng 0% &
cing do pha 1040 (1a do pha co ti 1é hay
hoai >50%) trong 5 lan thyc hién thtr nghiém
cong hiéu thanh phan quai bi trong vac xin
MMR" bang phuong phap CCIDso ching to
khéang huyét thanh quai bi di trung hoa
lwong vi rt quai bi c6 trong vac xin, vi vay,
té bao khong bi huy hoai. Do do, tiéu chi do
dic hiéu cua quy trinh dat yéu cau.

5. Két luan

CAc tiéu chi d6 dang, d6 chinh xac trung
gian, do manh va d¢ dic hiéu cua tham dinh
quy trinh thir nghiém cdng hiéu thanh phan
quai bi trong vac xin MMR" bang phuong
phdp CCIDsp déu dat yéu cau vai hé sé bién
thién CV < 25%, hiéu gia cta thanh phan
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quai bi trong vic xin MMR" ting lan thuc
hién nam trong khoang cho phép 5,0-5,5 log
CClIDso /liéu theo tiéu chuan cia nha san
Xuat. Quy trinh thir nghiém cdéng hiéu thanh
phan quai bi trong vic xin MMR" bang
phuong phap CCIDso phil hop voi diéu kién,
hoa chit va trang thiét bi tai khoa Kiém dinh
Vic xin Vi rat, Vién Kiém dinh Quéc gia
Vic xin va Sinh pham vy té.
Lol cam on

Chung t6i xin cam on dén Ban lanh dao
Vién Kiém dinh Quéc gia Vic xin va Sinh
pham y té da phé duyét, cho phép, tao diéu
kién va cung cap co s ha tang, trang thiét
bi, hda chat, mau chuan, mau thir ¢é ching
t6i thuc hién dugc dé tai tham dinh quy trinh
cdng hiéu thanh phan quai bi trong vic xin
soi- quai bi- rubella phéi hop MMR" bang
phuong phap CCIDso nay.
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