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Abstract

The reference standards are used as measures of the value of the test samples. In some cases,
the reference standards have the role of evaluating all factors involved in the assays, thereby
proving whether the results are valid or not valid. World Health Organization reference standards
are provided for the calibration of assays, serve as a global “highest order” measurement
standards. Secondary Reference standards are reference standards established by regional or
national authorities or by other laboratories; they are calibrated against, and traceable to, the
primary World Health Organization materials and are intended for use in routine tests. In
Vietnam, secondary reference standards are the national standard used in testing vaccines and
biologicals established by the National Institute for Control of Vaccines and Biologicals. In this
review study, we analyze and synthesize information related to the concept and classification of
National reference standards, general principles when establishing secondary reference

standards.
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TONG QUAN MAU CHUAN SU DUNG TRONG KIEM PINH

VAC XIN VA SINH PHAM Y TE
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Phung Hai Linh?.
YWién Kiém dinh Quéc gia Vdc xin va Sinh Pham Y té
2Céng ty Trdach nhiém Hitu han Mot thanh vién Vic xin va Sinh phiam s6 1

Nhan ngay 25 thang 10 nam 2023
Chdp nhdn dang ngay 25 thdang 12 nam 2023

Tom tit

Mau chuan duoc ding 1am thude do gia tri ciia mau thir. Trong mdt s6 trudng hop, mau
chuan c6 vai tro danh gia tt ca cac yéu té tham gia vao thir nghiém, tir 46 chimg minh duoc két
qua c6 gia tri hay khong. Cac mau chuan ctia T6 chire Y té thé gidi dugc cung cdp cho qua trinh
nbi chuan trong cac thir nghiém, dong vai tro 1a tiéu chuan do ludng “cao nhat”. Mau chuan thir
cap duoc thiét 1ap bai cac co quan co tham quyén trong khu vuc hodc qudc gia hodc béi cac
phong thi nghiém khac; ching dugc ndi chuan véi cac mau chuan ciia To chirc Y té thé gidi va
duogc sir dung trong cac thir nghiém thuong quy. Tai Viét Nam, mau chuan qudc gia dung cho
kiém dinh vic xin va sinh phém y té duoc thiét 1ap bdi Vién Kiém dinh Quéc gia Vic xin va
Sinh pham Y té. Trong nghién ciru tong quan nay, ching tdi phan tich tong hop céac théng tin
lién quan dén khai niém, phan loai cdc mau chuan va cac nguyén tic chung khi thiét 1ap mau
chuan thir cap.

Tu khoa: Vac xin mdu chudn, ngan hang té bao, kiém dinh vdc xin, kiém dinh sinh pham y te.
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1. Pitvéan dé

Viét Nam 1a mét trong sb cac qudc
gia c6 kha ning san xuét vic xin (VX) & quy
md cong nghiép, bao gém: VX s61, rota,
rubella, thuong han Vi cong hop, viém nao
Nhat Ban, ta, bach hau, udn van, ho ga,
BCG, bOPV, viém gan B, viém gan A. Vic
xin mau chun déng vai trd quan trong trong
kiém dinh chat luong cac VX thuong mai.
Bén canh do, cic ching chuén, khéng
nguyén chuan, khang huyét thanh chuan,...
cling tham gia vao qua trinh san xuit va
kiém dinh VX va sinh pham y té (SPYT).

Mau chuén do T chtc Y té thé gidi
(WHO) thiét lap dugc coi 1a chuan cao nhat,
bao gébm: VX mau chuan, khang nguyén,
khang huyét thanh, san pham tir mau, axit
nucleic, protein,... Sé luong MCQT duoc
cung cip hang nim chi ¢6 han. Theo chinh
sach cia WHO, vic xin MCQT chi phéan
phdi cho co quan kiém dinh qudc gia ctia cac
nudc, ding dé nbi chuan trong qua trinh thiét
1ap miu chuin qubc gia [1]. WHO khuyén
c40, cac qudc gia nén tu san xuat mau chuan
qudc gia (MCQG) dé chi dong trong cong
tac kiém dinh chét luong VX va SPYT, st
dung tai co quan kiém dinh qudc gia ciing
nhu tai cac co s& san xuit trong nudc.

Bai tong quan nay nhiam muc dich
cung cip mot cach hé thong cac thong tin
lién quan dén khai niém, phan loai cac mau
chuan va cic nguyén tic chung khi thiét lap

mau chuén thtr cap. Cac thong tin dugc phan

tich téng hop dé dua ra trong bai tong quan
nay dya vao cac tai liéu di coéng bd cua
WHO lién quan dén mau chuan [1], [2] va
tinh hinh thuc té trong viéc thiét lap mau
chuén tai Vién Kiém dinh Quéc gia Vic xin
va Sinh pham Y té (NICVB) va nha san xuét
(NSX).

2. Phuwong phap nghién ciru

2.1. Khai niém va phan loai cic miu
chuén

Chtic ning c6t 18i cia WHO 1a phat
trién, thiét 1ap va thuc déy viéc nghién clru
cac mau chuan quéc té ddi voi thuc pham,
sinh pham, duoc pham va cac san pham
tuong tu, cling nhu viéc tiéu chuin héa céc
quy trinh chan doén khi can thiét [1]. Chuc
nang nay duoc thé hién mot phﬁn trong viéc
WHO thiét 13p cac mau chuan sinh hoc qudc
té st dung trong phong ngira, diéu tri hoic
chan doan bénh & ngudi hodc trong cac
truong hop khac. Diéu nay dan dén su thong
nhat phuong phap trén toan thé gidi va cung
cap co so nhit quan cho cac phép do khi sir
dung mau chuan theo cung moét don vi [U
hoac cac don vi phu hgp khac [1].

Céac mau chuin cia WHO bao gdm:
Protein, khang nguyén, vic xin, khang huyét
thanh, san pham mau va axit nucleic,... Mau
chuin cia WHO duoc cung cip cho qué
trinh néi chuan céc thir nghiém, bao gdm:
Thir nghiém sinh hoc, thtr nghiém mién dich
hoc, hoat hdéa enzyme va khuéch dai
enzyme, dong thoi dong vai tro 14 tiéu chuan

do ludng "cao nhat" toan cau cho cac chat
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phan tich ma chung xac dinh [1], [2].
Mau chuén duoc dung lam thuée do
gid tri ctia mau thir. Tuy nhién, trong mot sb
thir nghiém nhu: Cong hi¢u VX séi, rubella,
Hib (X4c dinh ham luong PRP) thi mau

chuan dong vai tro danh gia tat ca cac yéu to

tham gia vao thir nghiém va chirng minh
duoc két qua thtr nghiém co gia tri hay
khong.

MAu chuin duge chia thanh 2 nhém
co ban: Mau chuin qudc té va miu chuén

thr cap, duogc trinh bay cu thé trong Bang 1.

Bang 1: Phan loai cic miu chuén [1]

Nhom mau R .
2 Phan loai
chuan

Thir ty do lwong

Mau chuan

quoc té

Sinh pham chuan qudc té
(The international

biological measurement standard) i
Ti€u chuan do luong cao

Thudc thtr tham chiéu ,
nhat
(The reference reagent)

Panel chuan quoc té

(The international reference panel)

Mau chuan

Mau chuan quoc gia/ Mau chuéan khu vuc

Ti€u chuan do luong sau

mau chuan quoc té

thr cap

Mau chuan inhouse

(Mau chuan nha san xuat)

Tiéu chuan do luong sau

mau chuan qudc t€ va mau

chuan qudc gia (néu c6)

Sinh pham chuan quéc té: Pay 1a nhém mau
chuan chinh cia WHO, bao gdm nhiing
“sinh pham”, dugc sir dung trong cac thir
trén toan thé giGi. Gia tri cia mau chuan nay
dugc xac dinh thong qua nghién ctru hop tac
lién phong thi nghiém qudc té. WHO xac
dinh gia tri ciia mau chuén theo don vi TU
hoac don vi phu hop khac [1].

Thuéc thir tham chiéu 1a mau chuan
cua WHO, hoat tinh ctia n6 dugc WHO xac
dinh theo don vi [1]. Thudc thtr tham chiéu
duoc thiét 1ap dé dap g téc do phat trién

ctia mot s6 sinh pham mai [3]. Khi thiét 1ap

nghiém sinh hoc hoic thir nghiém mién dich

hoc theo cling mdt phuong phap théng nhét

nhitng mau chuén nay, dé rit ngan thoi gian
tir khi thiét 1ap dén khi dua vao sir dung va
phan phdi, théng thuong chi can sé luong
han ché céc phong thi nghiém (PTN) qudc té
tham gia d4nh gia chat luong va thong nhat
trong viéc xac dinh gia tri cho mau chuan.
Sau do, cac PTN ndp bao cao cho don vi dau
mdi cia WHO, don vi ndy sé& xac nhan
khuyén nghi va bao cao cho Uy ban WHO

tai cudc hop tiép theo hodc guri bao céo truc
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tiép cho Uy ban WHO dé dua ra quyét dinh
cudi cung [3]. Loai miu chudn nay duoc sir
dung tam thoi va xem xét 1a mau chudn quéc
té khi c6 dy du thong tin trong giai doan
sau. Sau khi thudc thir tham chiéu dugc dénh
gia trong mot nghién ctru hop tac qudc té (sb
luong cac PTN quéc té tham gia nhiéu hon
so voi giai doan trude), hiéu luc duge chi
dinh chinh thirc, tinh bang IU thi né duoc
cong nhan lam miu chuan qudc té. Viéc gan
mot gia tri khac s€ chi dugc thuc hién trén
co s cac 1y do khoa hoc hop 1y [1].

Panel chuan qudc té 1a mot nhom céc
mau chuin duoc thiét lap dé hd tro chung
cho viéc danh gia cac thir nghi¢m hodc xét
nghiém chan doan. Céc panel chuan qudc té
tuan thu moi yéu cau chung ddi véi céac tiéu
chuan mau chuan ciia WHO, ngoai trir trong
mot s6 trudng hop, co thé khong can thiét
phai chi dinh cac don vi cho tung thanh vién
riéng 1¢ ctia mot panel [1].

Mau chuén thir cép 1a cac mau chuan
dugc thiét 1ap boi cac co quan c6 tham
quyén khu vyc hodc qudc gia hodc boi cac
phong thi nghiém khac, duoc hiéu chuan voi
mau chuan qudc té (Néu c6) hoac mau chuan
trong duong. Mau chuén thir cap dugc sir
dung trong cac thir nghiém thuong quy.

Mau chuin qudc gia: La mau chuin
thir cdp, do co quan kiém dinh qudc gia thiét
1ap, duoc hiéu chuin véi mau chuan qudc té
hodc méau chuan twong dwong. Mau chuan
qudc gia duoc st dung trong cac thir nghiém
thuong quy.

Mau chudn inhouse: La mau chudn

thir cap, do cac nha san xuat vac xin va sinh

pham y té thiét 1ap. MAu chuin nay duoc
dung dé kiém dinh cac san phdm vic xin va
sinh phim méi hodc cac vic xin va sinh
pham ma co quan kiém dinh qudc gia chwa
thiét 1ap dugc mau chuan dé kiém dinh.

Hién nay, lién quan dén viéc nghién
ctru, x4y dung cac sinh phim chudn, trén thé
gidi c6 mot $6 co s& duoc WHO chi dinh:
Vién Sinh phim chuan Anh (The National
Institute for Biological Standards and
Control - NIBSC); Vién cac bénh Truyén
nhidm Qudc gia Nhat Ban (National
Institute of Infectious Diseases - NIID); Co
quan Quan ly Uc (Therapeutic Goods
Administration - TGA); Co quan quan 1y
Thuc pham va Dugc pham My (Food and
Drug Administration - FDA), Vién danh gia
an toan thyc pham va duoc pham quéc gia
Han Qudc (National Institute of Food and
Drug Safety Evaluation - NIFDS); Vién
quan 1y vic xin - sinh pham DPic (Paul-
Ehrlich-Institute - PEI); Vién Y té va mdi
truong qudc gia Ha Lan (Rijksinstituut voor
Volksgezondheid en Milieu — RIVM),...
WHO dét hang céc dia chi nay dé san xuat,
I trir va cung cAp mau chuan qudc té cho
cac nudc trén toan cau.
2.2. Thiét 1ap miu chuan thir cip
2.2.1. Vai tro cia Co quan Kiém dinh
Qudc gia dbi véi viée sin xuit, chirng
nhén chét lwong miu chuin

Mau chuan qudc té duoc WHO cung
cap cho co quan kiém dinh qudc gia cac
nude. Mot s mau chuan qudc té nhu VX

mau chuan qudc t€ khong thé dung cho céc
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thir nghi¢ém thuong quy do vi¢e tao ra duogc
mot loat mau chuan qudc té rat ton kém, mat
nhiéu thoi gian, $6 luong c6 han va can su
tham gia cta nhiéu phong thi nghiém trén
thé giéi. Theo chinh sach cia WHO [1], VX
MCQT chi phan phéi cho co quan kiém dinh
qudc gia cac nude, dung dé ndi chuén trong
qua trinh thiét 1ap MCQG. Béi vay, dé chu
dong trong cong tac kiém dinh VX-SPYT,
co quan kiém dinh quéc gia VX-SPYT cac
nuéc chiu trach nhiém vé viéc thiét lap
MCQG cho nudc minh.

Vién Kiém dinh Quéc gia Vic xin va
Sinh phdm Y té 1 co quan kiém dinh quc
gia vé VX va SPYT cua Viét Nam, duoc
phan cong thuc hién cac chic nang chinh
Sau:

e Chirc nang xuit xuong 16 vic xin:
Puoc thyc hién boi co quan kiém soat chét
luong qubc gia dé dam bao chit lwong theo
quy dinh di vai tat ca cac 16 véc xin trudc
khi str dung cho nguoi.

e Chirc ning tiép can phong thi
nghiém: Kiém soat chat lwong trudc, trong
va sau cip phép luu hanh dé dam bao chat
lwgng Vic xin dugc kiém soat chit cha.

e Chtic ning giam sat va kiém soat thi
truong: Phéi hop véi Cuc Quan 1y Duoc
trong thuc hién chirc ning gidm sat va kiém
soat thi trudng, chiu trach nhiém ldy mau,
kiém dinh va giam sat chat lwong vic xin luu
hanh trén thi truong theo quy dinh cta phap

luat.

e Tham gia kiém tra, giam sat, danh
gia viéc thuc hién cac nguyén tic thuc hanh
t6t trong san xuat, kiém dinh, bao quan, phan
phdi vic xin cua cac co sé san xuat, kiém
nghiém, bao quan va cung ng VAc xin.

e Tham gia tham dinh hd so chét luong
trong ho so ding ky véc xin va sinh pham y
té truéc khi Cuc Quan 1y Duogc cp phép luu
hanh theo quy dinh cta phap luat.

2.2.2. Cac nguyén tic thiét 1ap miu
chuan thi cip

Céac mau chuan qudc gia khi thiét lap
can dam bao cac nguyén tic sau:

e Cic chat chuan nay san xuét cung
mot 106.

e Cac diac tinh mién dich cia mau
chuan phai twong Gng véi cac san pham
dugc danh gia.

e Chét chuan phai x4c dinh duoc don
vi bang cac nghién cau duoc thiét ké phu
hop, phuong phéap phan tich phu hgp.

e Chat chuan phai 6n dinh theo don
vi va s6 luong da dugc xac dinh chinh thirc.
2.2.3. Cac buwéc thye hién thiét 1dp miu
chuan thi cip

Quy trinh thiét 1ap MCQG (So db 1)
ap dung cho viéc xay dung MCQG dung cho
kiém dinh VX-SP, bao gom: Vic xin
MCQG, doc t6 chuan, khang huyét thanh
chuan va cac sinh pham khac. Chuang thu
thach (vi khuan, vi rat), doc té sir dung trong

thir nghiém hiéu gia vac xin va ngan hang té
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bao khong nam trong pham vi ap dung cua

quy trinh nay

Xay dung quy trinh san xuét

Xay dung tiéu chuan mau chuan < Tham dinh quy trinh san xuat

San xuat 16 mau chuan du tuyén

Xay dung phwong phdp — » Thamdinh — » Panh gia chat lrong
kiém dinh phuong phap
Hiéu chuin véi mau chuan quoc té
Danh gia tinh 6n dinh nhiét, dw doan han diing
Xay dung hwéng dan st dung, bao quan, quyét dinh sir dung

So d0 1: Quy trinh thiét Iip miu chuin qudc gia [1], [2]

2.2.4. Lap ké hoach

Phong thi nghiém san xuit mau
chuan du tuyén thr cap ¢ trach nhiém danh
gia muc dich st dung, tinh cip thiét va tan
suat sir dung du kién dé dam bao loat mau
chuan duogc san xuat s& dap ung duoc nhu
cau st dung tdi thiéu tir 3-5 nam. Dya vao
cac yéu té nay sé& xac dinh duoc s6 6ng mau
chuan dy kién str dung trong mot nam, lugng
ban thanh pham va thanh pham can chuan
bi. S6 luong dng sir dung cho hiéu chuan va
nghién ctu tinh 6n dinh cling phai duoc
thém vao trong ké hoach.
2.2.5. Tuyén chon miu chuin dy tuyén

Dic diém cua mau chuan dy tuyén:

e Vic xin cua cac NSX khac nhau

khong nhat thiét phai dap wng gidng nhau

trong cac phép thur cong hiéu.

e Céc dac tinh cuia mau chuan QG phai
gan nhat c6 thé voi mau thir. Cong hiéu cua
mau thir nén duoc biéu dién bang don vi
quéc té (1U).

Mau chuan don gia duoc ding dé
lam mau chuén cho viéc kiém dinh cac vic
xin phéi hop. Pac tinh mién dich cua mau
chuan va mau thir gibng nhau nhung thanh
phan nhu t4 duoc, chit on dinh co thé khac
nhau. Quan trong nhat, mau chuan va mau
thir phai co liéu dap ung tuong duong nhau
trong tat ca cac thir nghiém st dung.

Str dung mau chuan gan gidng hoic
gidng hét mau thir 13 tdi wu va cho két qua
dang tin cay nhat cho NSX va co quan kiém
dinh quéc gia. Tuy vay, mau chuan nay c6
thé khong phu hop dé danh gia vac xin cting
loai cua NSX khac.
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Mau chuan du tuyén co thé duoc
cung cap dudi dang mot loat thanh pham
dong 6ng, mdi bng trong loat phai ddng nhat
v6i nhau. Néu mau chuan dy tuyén dugc
dong kho thi phai dam bao 1a qua trinh dong
kho khong 1am thay doi dac tinh mién dich
ctia mau chuan.

Mot sb vac xin duoc Xuat xudng cian
ctr vao d6 dong nhat cua cac thong sé ki
thuat véi mot loat vac xin da duoc ching
minh tac dung qua thir nghiém lam sang.
Trong truong hop nay, NSX phai chuan bi
mot loat mau chuéan in-house du 16n va khi
¢ yéu cau phai cung cap cho cac co quan
kiém dinh. NRA c¢6 trach nhiém cho cong
nhan va cho phép sir dung mau chuan nay dé
kiém dinh trong quy trinh dang ky [2]. Viéc
str dung mau chuan dic biét cia NSX nay dé
kiém dinh vac xin cia NSX khac chi dugc
phép thyc hién sau khi da tham dinh va danh
gia tinh phu hop.

Mic du quy trinh san xuat mau
chuan khong yéu cau phai tuan thu GMP
nhung toan bo qua trinh san xuat mau chuan
phai duoc kiém soat va luu hd so hé théng
chat luong. Nhan vién tham gia phai dugc
tap huan. Cac yéu té then chdt nhu ho4 chit,
thiét bi, chi tiét qué trinh san xuat phai dugc
luu hd so. Sau khi co két qua kiém tra chét
lwong thi quy trinh san xuit va thong sb ki
thuat phai dugc soat xét va chirng nhan trudc
khi phan phbi mau chuan.

2.2.6. Kiém dinh

Céac tiéu chi kiém dinh mau chuin
thir cdp bao gdm: Cam quan, d6 4m ton du,
cong hiéu (hoat tinh sinh hoc).

a) Cam quan
Mau chuin déng kho

Cam quan ctia mau chuan dong kho
1a mot yéu t6 quan trong, thanh pham dong
kho bi vén cuc thuong c¢6 d6 4m ton du qua
mic cho phép. Do dong déu vé mit cam
quan gop phan khing dinh sy dong déu giira
cac dng mau chuén.

Kiém tra cam quan ctia san pham bao
gdm cam quan trude khi hoan nguyén va sau
hoan nguyén vé mau sic, do nhét, d6 duc,...
Mau chuin dang léng

Chuan dang 1éng phai 14 huyén dich
dong nhit va khong co di vat.

b) P$ 4m ton dw

V6i mau chuan dong kho thi do am
t6n du 12 mot tiéu chi tdi quan trong dé xét
tinh on dinh lau dai.

Céac phan ung phan huy protein
thuong dugc xuc tac bdi moi truong nudce va
nhiéu nghién ctru da chimg minh rang do
von cuc va cac qua trinh 1am bién chat khac
ti 16 voi do 4m ton du cao.

Tiéu chuan d6 4m tdn du cho mau
chuan thr cip: < 3%.
¢) Cong hi¢u (Hoat tinh sinh hoc)

Kha nang luu git tinh toan ven,
thanh phan, cong hiéu hodc hoat tinh sinh
hoc ctia mau chuédn sau khi dong dng phai

dugc kiém dinh bang cac phuong phap thich
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hop. Cac thir nghiém danh gia cong hiu
hoic hoat tinh sinh hoc can theo huéng dan
cia WHO hodc duge dién cic nude nhu
duoc dién Chau au hodc My, néu dung cac
phuong phap khac phai thim dinh hodc danh
gia su phu hop cuia phuong phap.

Trong truong hop phuong phap thu
nghiém duoc nha san xuit xay dung va thim
dinh, sau d6 chuyén giao cho co quan kiém
dinh quéc gia thi phai lvu hd so qua trinh
chuyén giao.

Vé6i mau chuan dong kho thi trong
mot sb truong hop hoat tinh sinh hoc c6 thé
bi giam do qué trinh déng kho. Pé kiém soat
van dé nay can phai: Panh gia sy giam hoat
tinh cia mau chuan trude va sau dong kho;
danh gia dic tinh lidu dép tng bang cach so
sanh mau chuan déng kho véi mau chuan
truéc dong khd va mau chuan qubc té dé
khang dinh mau chuan dy tuyén c6 dap tng
twong ty v6i chuan qudc t& va miu chuan
trude khi dong kho,... Cac sé liéu kiém dinh
tai thoi diém sau déng kho co thé duogc dat
lam gié tri co s& dé danh gia tinh 6n dinh cia
san pham vé sau.

2.2.7. N6i chuan véi miu chuin quoc té

Nén nbi chuan miu chuan thir cip
véi MCQT biang cac nghién ctru lién labo.
Néu két qua thir nghiém c6 d6 bién thién 16n
thi s6 luong labo tham gia phai du 16n dé co
da sb lidu cho phan tich théng ké. Trong
nhiéu trudng hop, sd labo chi ¢6 thé 1a mot

dén hai labo gdm NSX va co quan kiém dinh

qudc gia. Trong trudng hop nay, s lan lap
lai thir nghiém s& nhiéu hon dé dam bao d6
chinh x4c ctia cong hiéu mau chuan.

Thong tin vé thir nghiém phai duoc
thong bao cho cac bén tham gia trudc khi
tién hanh thtr nghiém. Quy trinh thtr nghiém
va phiéu két qua phai dugc xay dung va giri
trudce cho cac bén tham gia.

Can xac dinh phuong phap thong ké
phu hop, sb 1an lap lai thir nghiém du 16n dé
¢6 duogc két qua chinh xac. Chi sir dung két
qua cua cac thir nghiém c6 gia tri dé ndi
chuin mau chuan.

2.2.8. Nghién ciru tinh on dinh

Xéc dinh tinh 6n dinh ctia mau chun
dé xac dinh ty 1¢ giam coéng hiéu hodc hoat
tinh ¢ cac diéu kién bao quan khac nhau vi
ba ly do sau:

e D¢ uéc luong thoi gian s dung
trong diéu kién bao quan phu hop,

e Xac dinh diéu kién van chuyén thich
hop,

e Xac dinh thoi gian gitt dugc cong
hiéu sau khi hdi chinh mau chuan.
Han dung cta méu chuan duoc du

doan dua vao:

e Kinh nghiém str dung mau chuan,

e Nghién ctru tinh 6n dinh dai han &
cac khoang thoi gian phu hop cua
mét san pham cu thé,

e Theo ddi EDso (Liéu vic xin co thé
bao vé duoc 50% dong vat thi

nghiém) cuia mau chuan,
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e Kiém tra cong hiéu mau chuan dinh
ky bang MCQT.

Can phai 1am nghién ctu thac day
nhiét (Accelerated Stability Testing — AST)
trén cac mau chuin bao quan & nhiéu diéu
kién khac nhau dé du doan han dung. Sé liéu
tir nghién ctru nay duoc xir 1y bang phuong
trinh Arrhenius. Phuong phap nay dugc
ding dé udc lugng han dung ¢ nhiét do luu
trir va nhitng nhiét do c6 thé gap phai trong
quéa trinh van chuyén. Nghién ctu tinh 6n
dinh bang phuong phap nay dugc ap dung
cho miu chuan khong c6 san s liéu nghién
ctru tinh 6n dinh. Mot s6 miu chuén tha cip
tuan theo quy luat Arrhenius trong dai nhiét
dd hep nén cac nghién ctru thuc déy nhiét
phai duogc thiét ké phu hop dé udc luong
murc d0 giam cong hi¢u theo nhiét do va thoi
gian bao quan chinh x4c nhit.

Dy doén tinh 6n dinh bang phuong
phap thac day nhiét khong chinh xac bang
s liéu thu dugc tir cac thir nghiém trong qué
trinh luu trtr dai han. Do vay, danh gia tinh
6n dinh ciia mau chuén theo thoi gian thuc
(Long term stability, real time — real
condition stability) 1a phuong phap danh gia
tot nhat.

2.2.9. Luu trir va theo déi tinh 6n dinh,
thay thé 16 miu chuin

Mau chuan phai dugc giit & nhiét 6
phu hop, 2-8°C hodc dm sau. Nhi¢t d§ bao
quan phai dugc theo doi va ghi lai thuong

xuyén. Tinh On dinh cua chuan phai duogc

danh gia dinh ki bang cach so sanh véi
MCQT.

Can x4y dyng quy trinh giam sat tinh
on dinh ctia miu chuén, bao gém thu thap $6
liu cta qué trinh sir dung tir nhiéu ngudi
dung dé c6 thé theo dbi tinh 6n dinh ctia mau
chuén bang d6 thi Excel hodc cac phan mém
thwong mai theo ddi tinh 6n dinh khac. Vi
du: Pham mém theo ddi néng do VX vi rut
song, trung hoa giam 50% dam hoai tir
(PRNTS50) ctia khang thé trung hoa. Néu dix
liéu khong théng nhat véi nhau thi phai diéu
tra bang cach tién hanh nghién ctru lién labo
quy md nho.

Thay thé mau chuan th cip phai
duoc 1én ké hoach trude. Cac quy trinh va
chuén d6 mau chuan méi bang MCQT phai
duoc tuan thu. C6 thé st dung mau chuén cii
trong nghién ctru chuan mai. Néu khong co
MCQT thi chuan d6 miu chuan méi bang
mau chuén trude.
3.Két luin

Noi dung bai tong quan di cung cip
dugc cac thong tin lién quan dén khai niém,
phan loai cic mau chuan theo WHO va cac
nguyén tic chung khi thiét 1ap miu chuan
thir cdp. Tir d6, cho thiy nguyén tic va quy
trinh can thiét trong viéc thiét 1ap cac mau
chuan thtr cdp phuc vu cho san xuét va kiém
dinh VX-SP. Thuc hién theo khuyén caocua
WHO, cuing véi viée tudn thil cic nguyén tic
chung trong thiét 1ap mau chuan tha cap,

NICVB da phdi hop véi cac NSX trong



Nguyén Thi Kidu va cac cong su/ Tap chi Khoa hoc Kiém dinh Vic xin va Sinh phdm y té, Vol. 3, No. 4 (2023)

nudc thiét lap mot s6 véc xin MCQG, bao

gé)m: VX MCQG bach héu, ho ga vo bao, ho

ga toan té bao, udn van, soi, rota, rubella, ...
cac chung chuin nhu: Bacillus subtilis,

Bordetella pertussis, Candida albicans,...;

cac panel chuan nhu: Panel huyét thanh 4m

tinh véi HIV, HBsAg, HCV; panel huyét
thanh dwong tinh véi HIV; panel huyét
thanh duong tinh véi HBsAg,... va ngan
hang té bao Vero,... Trong thoi gian ti,

NICVB sé tiép tuc thiét 1ap cac miu chuan

th cdp nham dap tng nhu cau san xuit,

kiém dinh va tién t61 xuat khau VX-SP trong
tuong lai.

Tai liéu tham khao
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