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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 333
Linh vwe thir nghiém: Hoa
Field of testing: Chemical
A 2 Gié6i han dinh lwong
Tén san pham, 8 i 7 & (néu c6)/ Pham vi do 5 7
T vt ligu duge thir Tén phép thir cu the e am vt Phwong phap thw
Materials or The name of specific tests '—”T_‘f't of q/uantltaufon Test method
product tested (if any)/range o
measurement
SOP HL01-09
Xéc dinh pH N
1. ac i - 3,0~9,0 Lin ban hanh: 09
Determination of pH valuet .
Version: 09
. Xac dinh ham | NaCl
Vi xin va Sinh |0 1 B ES SOP HL01-06.01
2| phimye |0 nf_rf]’ t_pn CNaCl content (0,1 ~1,5) % LAn ban hanh: 01
Vaccinesand | oo minaton ot atdconte Version: 01
biologicals Titrimetrci method
Xac dinh ham 1 Protein
Phuong phip Biuret SOP HLOL-06
3. g_p p . 0,63 mg/mL LAn ban hanh: 02
Determination of Protein content .
. Version: 02
Biuret method
it o i
u |
4. & phap o quang 0,28 pg/mL Lan ban hanh: 08
Determination of aluminum content .
; Version: 08
. Optical measurement method
Vac xin
Vaccines Xac dinh hetlrn luong Formaldehyde SOP HLOL08
Phuong_ pha}p do quang LOD = 6*10°% N \ -
5. Determination of Formaldehyde _ % Lan ban hanh: 07
LOQ =19*10°% .
content Version: 07
Optical measurement method
i Bot tréng, kho, bong, SOP HL01-15
Xac dinh cam quan (tinh chat vt 1y) khong teo. N )
6. .. . . Lan ban hanh: 05
Determination of Appearance Powder is white, dry, .
peeling, not shrink Version: 05
¢ Mat do quang: SOP HL01-15
7 Ve xin BCG | Xic dinh mét 4 quang =05 Lén ban hanh: 05
| BCGvaccine | Determination of Optical density Optical density: < . :
0.5 Version: 05
. SOP HLO01-15
Xac dinh d6 phan tan Do phan tan: > 0,9 N .
8. . . . . . Lan ban hanh: 05
Determination of Dispersion > 0,9 Dispersion > 0.9 .
Version: 05
Ham lugng Thiomersal (tai budc sdng SOP HLOLOL
Vic xin 470 nm) (a) N o
9. . 0,00055 g/ml Lan ban hanh: 07
Vaccines Thiomersal content (optical Version: 07
measurement method at 470 nm)
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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 333

Tén san pham,
vat liéu dwgce thir

Tén phép thir cu thé

Gioi han dinh lugng
(néu c6)/ Pham vi do

Phwong phap thir

polysaccharide
typhoid vaccine

T Materials or The name of specific tests Limit of quantitation Test method
product tested (if any)/range of
measurement
Vic xin thuwong
han Vi - SOP HLO01-13
: Ham lugng O-acetyl (a ; )
10.| Polysaccharide e vl (@) 0,026 pmol/ml Lan ban hanh: 01
Vi- O-acetyl content Version: 01

Ghi chu/Note: SOP HL: Phuong phap do phong thir nghiém xay dung/ Laboratory developed method
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DANH MUC PHEP THU PUQC CONG NHAN

LIST OF ACCREDITED TESTS
VILAS 333
Linh vwe thir nghiém: Sinh
Field of testing: Biological
Tén sin phim Gidi han dinh lwgng
vét lidu dwoc th’fr Tén phép thir cu thé (néu cd)/ Pham vido |  phyong phap thir
I Materials or The name of specific tests Limit of quantitation Test method
product tested (if any)/range of
measurement
Huyét thanh |Xac dlnh hiéu gia huyét thanh khang Duoc dién Viét Nam
khang dc t6 | doc to uon van V-2017, phy luc 15.16
, . > 2 v v
1. udn van Phuong phap trung hoa 2 1000 [U/ml Vietnamese
Anti-tetanus Titration of Anti-tetanus antiserum Pharmacopoeia V-
antiserum Neutralization method 2017, appendix 15.16
Ngung két VOl ting i
Nhén dang thanh phin ho gi typ khang huyét thanh | Dugc dién Viét Nam
o Z hogal, 2,3 V-2017, phu lyc 15.19
Phuong phap ngung két o .
2. . . Make precipitation Vietnamese
Pertussis identity ; co .
T with each specific Pharmacopoeia V-
Precipitation method anti-pertussis 2017, appendix 15.19
antiserum type 1, 2, 3.
Nhan dang thanh phan uén van Xuat hi¢n duong ?ﬁa WHO-TRS No0.980,
4 X . 1ua vac Xin mau thu
¢ . Phuong phéap khuyéch tan mién dich glua Ve N X £ phu luc 5, muc AS.1
Vacxin DTP 1y« oychterlony va khang doc to ubn trang 297
3. | DTP vaccine - van chudn
Tetanus identity S WHO-TRS No0.980,
I e Make precipitation .
Double radial immunodiffusion with each specific annex 9, section A5.1
method -Ouchterlony anti-tetanus antiserum page 297
Nhén dang thanh phan bach hau X‘fﬁt liién .du(‘)’r;g t‘;ﬁ‘ WHO-TRS N0.980,
Phuong phép khuyéch tan mién dich gvlz}lri}\gz Xé%ﬁ%ulf@’,f phu luc 4, muc AS.1
4 kép- Ouchterlony va fcl{uz‘in trang 235
' Diphtheria identity Make precipitation WHO-TRS N0.980,
Double radial immunodiffusion with e%ch s?oecific annex 4, section A5.1
method -Ouchterlony anti-tetanus antiserum page 235
Duoc dién Chau Au
Xac dinh ham lugng ni doc tSvi | . 100,2020;muc
. Khuin Tiéu chuén cua nha 2.6.14 (trang 209-
5. Vic _Xm Phuong phap LAL test san xuat 213)
Vaccines . Manufacturer European
Endotoxin test A .
specification Pharmacopoeia
LAL method 2020, section 2.6.14
(p 209-213)
Vic xin Viém n Eioé?;l E(E;)ncmigfl théén Duoc dién Viét Nam
ndo Nhat Ban | Thir nghiém an toan dic hiéu trén fa Lian ég,theog 45 | V-2017, trang 1058
6. Japanese chuot All mougez survive Vietnam
encephalitis Specificity test in mice . . i Pharmacopoeia V-
. increase weight for 14
vaccine - 2017, page 1058
days of observation
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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 333
o 2 Giéi han dinh lwgng
Tén san pham, . . 3 2 &4 ¢6)/ Pham vi do . 3
T vit ligu dwoge thir Tén phép thir cu thé (n-eu. c0) A Vl_ Phwong phap thir
Materials or The name of specific tests L'”_‘f't of q/uantltatlfon Test method
product tested (if any)/range o
measurement
> 15 pgHA/0,5 ml Duogc dién Viét Nam
hodc V-2017, trang 1017-
Nim trong khoang _1019
gi6i han (P=0,95) 1a tir Vietnam
80-125% ham luong | Pharmacopoeia V-
HA trén nhan nhung | 2017, page 1017-
gi61 han dudi 1019
(P=0,95) phai >80%
Xac dinh cong hi¢u ham luong HA trén | Dugc dién Chau Au
Ve xin Cam | PRUong phép SRD (khuéch tan nhén cho moi ching | 10.0, 2020; trang 995-
acxmLum 1 i&n dich don) > 15 ugHA/0,5 ml or 1003
7. I\r}gcl:,lcell;]]zea Potency test ng(c):%rgidence |zl’lnitS European -
SRD method (single radial (th;n '80) :lrrecgr?t aisds Pharmacopoeia
immunodiffusion) P 2020, page 995-1003
not more than 125 per
cent of the estimated
HA antigen content.
The Low confidence
limit (P=0.95) is not
less than 80 per cent
of amount stated om
the label for each
strain
Ve xi Thir nghiém doc tinh bat thuong —
ac xin N
. An toan chung
8. Thiiy dau -
. .| Abnormal toxicity — General safety
Varicella Vaccine
test
] Thir nghiém doc tinh bat thuong —
9 Vac xin Séi An toan chung
" | Measles Vaccine | Abnormal toxicity— General safety Toan bg chudt thi
test nghi€m song, ting can
. sau 7 ngay theo ddi va .
Vic xin viém . . : n AR Duoc dién
~ e pan | T nghiém doc tinh bat thuong — khong c6 biéu hién o
" nag Nhéat Ban An toan chung nhidm déc. VI@L Nellm \1/5-210117,
' en?gar?:ﬁf's Abnormal toxicity — General safety | All mouses survive, P e 7>
phaliti test increase weight for 7 Vietnam
vaceine : days of observation | Pharmacopoeia V-
Huyét thanh | Thir nghiém doc tinh bat thuong — without showing | 2017, @ppendix 15.11
1 khang dai An toan chung significant signs
' (SAR) Abnormal toxicity — General safety of toxicity
Anti-rabies serum | test
Huyet thanh ) o, nghiém doc tinh bat thuong —
khang ngc ran ;
: An toan chung
12. (SQV) .
. Abnormal toxicity — General safety
Anti-venom
test
serum
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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 333
A2 Z Giéi han dinh lwgng
Tén san pham, R 2 FE .
vat liéu duoc thir Tén phép thir cy the (néu c6)/ Pham vido |  phwong phap thir
i Materials or The name of specific tests L|n_1|t of quantitation Test method
product tested (if any)/range of
measurement
Thir nghiém doc tinh bat thuong —
13 Vic xin BCG | An toan chung
"| BCG Vaccine | Abnormal toxicity — General safety
test Toén b chudt thi
Huyét thanh | Thir nghiém doc tinh bat thuong — | nghiém Sﬁngha tﬁl(ljg can
5 An va > sau 7 ngay theo ddi va »
14, khang uon van | An toan Chung . Chon gc)('/) bk i Duoge dién
Anti-tetanus | Abnormal toxicity — General safety g o breu hic Via i
nhidm doc. iét Nam V-2017,
serum test s hu Tue 15.11
, All mouses survive, Pt UC 5.
Thtr nghiém doc tinh bat thuong — increase weight for 7 Vietnam
15 Vic xin DPT | An toan chung days of observation | Pharmacopoeia V-
"|  DPT Vaccine | Abnormal toxicity— General safety without showing | 2017, appendix 15.11
test significant signs
Ve xin Ugy | TG nGhicm doc tinh bt thuong - of toxicity
acxin Lon —\ An toan chung
16. van 7.
. Abnormal toxicity — General safety
Tetanus Vaccine
test
e Thir nghiém doc tinh bét thuong —
17 : ac x1n:_1|1b An toan chung Toan bg chudt thi
. i €amopniius 1 apnormal toxicity — General safety | nghiém song, tang can
INtluenza vaccine | yoqt sau 7 ngay theo ddi va e
, : : khong c6 biéu hign | Duoc dién Viet Nam
Vic xin Thir nghiém doc tinh bat thuong — nhidm doc. V-2017, phuy luc 15.11
ia An toan chun T i
18. Viem 9"?‘“ B g . All mouses survive, Vletnam_
Hepatitis B Abnormal toxicity — General safety | . : Pharmacopoeia V-
_ test increase weight for 7 2017 dix 15.11
vaccine €s days observation » appendix 1o.
Vic xin Thir nghiém doc tinh bt thuong — without showing
19 Dai té bao An toan chung significant signs
' Cell rabies Abnormal toxicity — General safety of toxicity
vaccine test
Khong c6 su phat
Ve xin. sinh trién ciandm va vi | Dugc dién Viét Nam
’ a > -
phim Thir d vo trung khuan sau 14 ngay | v 2017,_ph1_1 luc 15.7
20. Vacci Sterility test theo doi Vietnam
bioellguiggis Y No growth of fungi | Pharmacopoeia V-
9 and bacteria after 14 | 2017, appendix 15.7
days of observation
Vicxin | Thir nghiém cong higu > 2.5 U/ lidu tiém cho | Du9¢ dién Vit Nam
A . v V-2017, phu luc 15.31
Dai té bao Phuong phap NIH nguoi h
2L C .|| bi Potency test > 2 5 U/ sinel Vietnam
ell rabies y _hhman gé';‘g ¢ Pharmacopoeia V-
vaccine NIH method 2017, appendix 15.31
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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 333

TT .
Materials or

Tén san pham,
vat liéu dwoc thir

product tested

Tén phép thir cu thé
The name of specific tests

Gioi han dinh lugng
(néu co)/ Pham vi do
Limit of quantitation
(if any)/range of
measurement

Phuong phap thi
Test method

Vic xin DTP
DTP vaccine

22.

Thtr nghiéman toan déac hiéu Ho ga
trén chudt

Pertussis specificity test in mice

+ Tong trong luong
sau 72 gio cua nhom
chudt tiém véc xin
thir nghiém phai bang
hodc 16n hon trong
lugng trudce tiém.

+ Vao ngay thu 7,

trong lugng trung

binh ctia mdi chuot
tang khong it hon 60
% so v6i nhom
chung.
+ Khong nhiéu hon
5% chudt chét trong
qua trinh thi nghiém.
+ Total weight after
72h of vaccine
injected group is
equal or more than
total weight before
inection.

+ At the seventh
observation, avarage
weight of each mouse

is more than 60%
weight of control
group.

+ No more 5% of
mouse dies during
test.

Duogc dién Viét Nam
V-2017, phu luc 15.4
Vietham
Pharmacopoeia V-
2017, appendix 15.4

Vic xin Uén
van hip phu
Adsorbed tetanus
vaccine

23.

Thir nghiém cong hiéu

Phuong phap thir thach trén chudt
Potency test

Method of challenge in mice

Cong hiéu > 40IU/liéu
don cho nguoi, gioi
han khodng tin cay
95% cong hi¢u phai
nam trong khoang 50-
200%
Potency > 401U single
human dose, 95%
confidence limit must
be between 50-200%

Duoc dién Viét Nam
V-2017, phu luc 15.22

2017, appendix 15.22

Thtr thach trén chuot
nhat

Challenge in mice

Vietnam
Pharmacopoeia V-

Vic xin Rotavin
24. . .
Rotavin vaccine

Cong hi¢u vac xin Rotavin

Rotavin vaccine potency

> 6,3 log PFU/liéu

SOP VR13-02
Lén ban hanh: 05
Version: 05
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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 333
A2 Z Giéi han dinh lwgng
Tén san pham, 8 : i 3 (néu c6)/ Pham vi do : ;
T vét liéu dugc thir Tén phép thir cu the v Am v Phwong phap thi
Materials or The name of specific tests L'”f‘f't of q/uantltatlfon Test method
product tested (if any)/range o
measurement
Huyét thanh )
khéng noc rin }giéu giad cua huyet thanh khang noc E’TN SP(?2—04
25. _ ran > 1000LD50/10 Lan ban hanh: 04
A_ntl—venom Anti-venom antiserum titration Version: 04
antiserum (SAV)

Ghi ch/Note: WHO: t6 chirc Y té thé gioi/ World Health Organization
SOP, PTN: Phuong phap do phong thir nghiém xay dung/ Laboratory developed method

Truong hop Vién Kiém dinh Qubc gia Vic xin va Sinh phém Y té cung cép dich vy thor nghiém chét
luong san pham hang hod thi Vién Kiém dinh Quéc gia Vic xin va Sinh pham Y té phai dang ky hoat
dong va dugc cap gidy ching nhan dang ky hoat dong theo quy dinh cua phap luat truée khi cung cip
dich vu nay/ It is mandatory for the National Institute for Control of Vaccines and Biologicals (NICVB)
that provides product quality testing services must register their activities and be granted a certificate of

registration according to the law before providing the service.
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