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DANH MUC PHEP THU PUQC CONG NHAN

LIST OF ACCREDITED TESTS

VILAS 946
Linh vue thir nghiém: Sinh
Field of testing: Biological
TéP sin phim, Gi6i han dinh lugng
T vat "fl:‘,d“"-"c Tén phép thir cu thé (néu cO) Pham vi do | pyyomg phap thir
o The name of specific tests Limit of quantitation Test method
Materials or (if any)/range of
product tested measurement
Dinh luong tong s6 nAm men, ndm mdc
th?m 1: ky thuat dém khuan lac trong céc san TCVN
pham c6 hoat d6 nude 16n hon 0,95 10 CFU/g 8275-1:2010
Enumeration of yeasts and moulds 1 CFU/mL (ISO 21527-
Part 1: Colony count technique in products 1:2008)
with water activity greater than 0,95
L. Dinh luong téng $6 nAm men, ndm méc
th:?ln 2: k¥ thuat dém khuén lac trong cac san TCVN
pham c6 hoat 6 nudc nho hon hodc bang
0.95 10 CFU/g 8275-2:2010
Enumeration of yeasts and moulds I CFU/mL (18292%) g)g%
Part 2: Colony count technique in products '
with water activity less than or equal to 0,95.
Dinh lugng vi sinh vat & 30°C TCVN
K thuat d6 dia 10 CFU/g 4884-1:2015
Thuc phflm Enumeration of microorganisms at 30°C 1 CFU/mL (ISO 4833-
bao v& sitc | poyr plate technique 1:2013)
2. khée . o
Health D1~nh lu;’qn% vi ilnhvvat §30°C TCVN
supplements KV thuat cay bé mat 10 CFU/g 4884-2:2015
Enumeration of microorganisms at 30°C 1 CFU/mL (ISO 4833-
Surface plating technique 2:2013)
Dinh Iugng Coliform.
3 K§ thuat dém khuén lac. 10 CFU/g TCVN 6848:2007
Enumeration of coliforms 1 CFU/mL (ISO 4832:2007)
Colony-count technique
Dinh Iuvgng Coliform
4 K¥ thut dém sb c6 xac suét 1on nhat 0.3 MPN/g | TCVN 4882:2007
' Enumeration of coliform 0.03 MPN/mL | (ISO 4831:20006)
Most probable number technique
Pinh lugng E. coli TCVN
s K§ thuat dém sb c6 xac suét 16n nhit 0,3 MPN/g 7924-3:2017
' Enumeration of E. coli 0,03 MPN/mL (ISO 16649-
Most probable number technique 3:2015)
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DANH MUC PHEP THU PUQC CONG NHAN

LIST OF ACCREDITED TESTS

VILAS 946
TéP sin phim, Gi6i han dinh lugng
T vat "fl:‘&d“"-"c Tén phép thir cu thé (néu cO) Pham vi do | pyyomg phap thir
. The name of specific tests Limit of quantitation Test method
Materials or (lfany)/range 0f
product tested measurement
Dinh luong Escherichia coli duong tinh -
glucuronidase
Thue phim Phan 2: K§ thuat dém khuan lac ¢ 44°C sir
bio lé) s dung 5-bromo-4-chloro-3-indolyl B-D- TCVN 7924-
‘ k; e glucuronide 10 CFU/g 2:2008
' Enumeration of f-glucuronidase-positive 1 CFU/mL (ISO 16649-
Health . ;
Escherichia coli 2:2001)
supplements
Part 2: Colony-count technique at 44 °C
using 5-bromo-4-chloro-3-indolyl p-D-
glucuronide
Ghi chi/note:

TCVN: Tiéu chuén Viét Nam
ISO: International Organization for Standardization
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DANH MUC PHEP THU PUQC CONG NHAN

LIST OF ACCREDITED TESTS

VILAS 946
Linh vyc thir nghiém: Hoa
Field of testing: Chemical
Tén san pham, vat Giéi han dinh hrgng
pr | liéu duge thir Tén phép thir cu thé (néu c6)/ Pham vido|  ppyong phap thir
Materials or The name of specific tests Limit of quantitation Test method
product tested (if any)/range of
measurement
Xac dinh ham luong Glucose
Phuong phap HPLC bang dau do chi sb
1 m b0 | X (123-204n% o0
' Thlfc Phamvbao Determination of Glucose content ’ ’ ° 49.6:2022
vé sirc khoe:
dang vién HPLC with Refractive Index Detector
Health method
supplements: Xac dinh ham luong Vitamin C
, Tablets Phuong phép HPLC bing diu do UV-Vis 574650 % SOP-QC/
’ Determination of Vitamin C content ’ ’ ° 49.5:2022
HPLC with UV-Vis Detector method
Xac dinh ham lugong Vitamin PP
; Phuong phap HPLC bang dau do UV-Vis | (0,22 ~0,39) % SOP-QC/
’ Determination of Vitamin PP content 49.8:2022
HPLC with UV-Vis Detector method
Xac dinh ham lugng Vitamin B5
Thuc phim bao | Phuong phap HPLC bang dau do UV-Vis SOP-QC/
4, A Kkhoe: . . . . (0,13~0,23)%
Ve sue Khoe: Determination of Vitamin B5 content 49.9:2022
vién nén sii HPLC with UV-Vis Detector method
Health Xac dinh ham lugng Vitamin B6
supplements: | g phap HPLC bing diu do UV-Vi SOP-QC/
5. Effervescent wong phap ang datl do LV-VIs (0,04 ~ 0,08) % «
tablets Determination Vitamin B6 content 49.10:2022
HPLC with UV-Vis Detector method
Xac dinh ham lugng Kém
Phuong phap AAS - F SOP-QC/
6. g.p .p . (0,03 ~ 0,06) % Q
Determination of Zinc content 49.11:2022
AAS - F method
Xac dinh ham luong DI- alpha tocopheryl
acetat
Phuong phap HPLC bang diu do UV-Vis SOP-QC/
7. z . o (41,76 ~ 76,32) %
Thwe pham bao | Determination of DI- alpha tocopheryl 49.12:2022
vé sire khé?: acetate content
Vien nang Mem | ypy C with UV-Vis Detector method
Health Xéc dinh ham lugng Tocopherol acetat
supplements: . L .
Sofigels tablets Phuong phap HPLC bang dau do UV-Vis SOP-QC/
8. Determination of Tocopherol acetate (0,69 ~ 1,25) %
49.13:2022

content
HPLC with UV-Vis Detector method
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DANH MUC PHEP THU PUQC CONG NHAN

LIST OF ACCREDITED TESTS

VILAS 946
Tén san pham, vat Giéi han dinh hrgng
op | liéu duge thir Tén phép thir cy thé (néu c6)/ Pham vido|  ppyong phap thir
Materials or The name of specific tests Limit of quantitation Test method
product tested (if any)/range of
measurement
Xac dinh ham luong Riboflavin
Phuong phap HPLC bang dau do UV-Vis SOP-QC/
9. . . . (0,20~ 0,38) %
Determination of Riboflavin content 49.15:2022
HPLC with UV-Vis Detector method
Xac dinh ham lugng Vitamin PP
0 Phuong phap HPLC bang diu do UV-Vis SOP-QC/
’ Determination of Vitamin PP content (0,20 ~ 0,38) % 49.16:2022
HPLC with UV-Vis Detector method
Xac dinh ham luong Vitamin B5
Phuong phap HPLC bang dau do UV-Vis SOP-QC/
11. o . (0,69 ~ 1,26) %
Determination of Vitamin B5 content 49.17:2022
HPLC with UV-Vis Detector method
Thye ph im béo Xac dinh h;,lm luong Sat Fumarat
vé sirc khée: Phuong phap AAS - F SOP-QC/
12. | vién nang mém | Determination of Ferrous Fumarate (13,00 ~ 23,62) % 40 44:2002
Health content o
supplements: | 44S - F method
Sofigels tablets | 3. dinh ham lugng Acid Folic
Phuong phap HPLC bang dau do UV-Vis SOP-QC/
13. . . . (0,10 ~0,18) %
Determination of Acid Folic content 49.43:2022
HPLC with UV-Vis Detector method
Xéc dinh ham lugng Retinyl palmitat
Phuong phap HPLC béng diu do UV-Vis SOP-QC/
14. Determination of Retinyl palmitate 0,59 ~ 1,06) % i
o f Retinyl p ( P 40452022
conten
HPLC with UV-Vis Detector method
Xac dinh ham lugong Cholecalciferol
s Phuong phap HPLC bing dau do UV-Vis (0,0021 ~ SOP-QC/
’ Determination of Cholecalciferole content 0,0039)% 49.46:2022
HPLC with UV-Vis Detector method
Thye phim ba
Vgcsg c iﬁlé e:ao Xac dinh ham luong G‘lucos‘amin sulfat
vién bao phim Phuong phap HPLC bang dau do UV-Vis SOP-QC/
16. Health Determination of Glucosamine sulfate (28,81 ~52,35) % 49232002
supplements: content o

Film coated
tablets

HPLC with UV-Vis Detector method
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DANH MUC PHEP THU PUQC CONG NHAN

LIST OF ACCREDITED TESTS

VILAS 946
Tén san pham, vat Giéi han dinh hrgng
op | liéu duge thir Tén phép thir cu thé (néu c6)/ Pham vido|  ppyong phap thir
Materials or The name of specific tests Limit of quantitation Test method
product tested (if any)/range of
measurement
Thuc phdm bio | Xéac dinh ham lugng Natri chondroitin
vé sirc khoe: sulfat
vién bao phim | ppy;4n0 phap chudn do dién thé. SOP-QC/
17. Health . . » (5,76 ~10,47) %
Determination of Sodium chondroitin 49.22:2022
supplements: Hoat
Film coated sulfa e. o
tablets Potentiometric titration method
Xac dinh ham lugng Kém
Thue phdm bao | Phuong phap AAS —F SOP-QC/
18, | o p e £ PAp AAS- (1,11 ~ 1,96) % Q
ve sue khoe: Determination of Zinc content 49.51:2022
vién nang cing | 445 F method
Health Xac dinh ham luong Vitamin C
supplements: . .
Phuong phéap chuan d¢ thé tich SOP-QC/
19. | Hard capsules (44,65 ~ 81,13) %
tablets Determination of Vitamin C content 49.78:2022
Volumetric titration method
Xac dinh ham lugong Vitamin B6
Phuong phap HPLC béng diu do UV-Vis SOP-QC/
20. . . (0,74~ 1,35) %
Determination of Vitamin B6 content 49.79: 2022
- him ba HPLC with UV-Vis Detector method
vlércs£ c il:l:lé e:ao Xac dinh ham luong V‘itami‘n B5
51 | vién nang cimg Phuong phap HPLC bang dau do UV-Vis (148 ~ 2.70) % SOP-QC/
’ Health Determination of Vitamin B5 content ’ ’ 49.81:2022
supplements: HPLC with UV-Vis Detector method
Hard capsules | X4c dinh ham lwong Thiamin mononitrat
tablets Phuong phap HPLC béng diu do UV-Vis SOP-QC/
22. Determination of Thiamine mononitrate (2,24 ~4,07) % _
ront 49.80:2022
conten
HPLC with UV-Vis Detector method
Xac dinh ham lugng Retinyl palmitat
Phuong phap HPLC bang dau do UV-Vis SOP-QC/
23. Determination of Retinyl palmitate (0,01 ~0,19) % 49 34:2002
Thwe phdm bio | content o
Ve suc kho‘f: HPLC with UV-Vis Detector method
Dung dich uong Xac dinh ham lugng DL - Alpha
Health ‘ hervl acetat
supplements: ocopheryl acela . . .
24 Oral solutions Phuong phap HPLC bang dau do UV-Vis (0.03 ~ 0.05) % SOP-QC/
’ Determination of DL - Alpha tocopheryl 49.40: 2022

acetate content
HPLC with UV-Vis Detector method
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DANH MUC PHEP THU PUQC CONG NHAN

LIST OF ACCREDITED TESTS

VILAS 946
Tén san pham, vat Giéi han dinh hrgng
op | liéu duge thir Tén phép thir cy thé (néu c6)/ Pham vido|  ppyong phap thir
Materials or The name of specific tests Limit of quantitation Test method
product tested (if any)/range of
measurement
Thye phim biao | Xac dinh ham luwgng Thiamin hydroclorid
Ve suc kho?: Phuong phap HPLC bang dau do UV-Vis
Dung dich uéng oo .y . . SOP-QC/
25. : Determination of Thiamine hydrocloride (0,02 ~0,04) %
Health 49.35:2022
content
supplements: . _
Oral solutions HPLC with UV-Vis Detector method
Thuc pham bio _ o
vé strc khée: Xéc dinh ham luong Vitamin C
ich uéng | Phuong phap chuén do thé tich SOP-QC/
26. Dung dich uong g'P .P o (1,06 ~ 1,94) % Q
Health Determination of Vitamin C content 49.38:2022
supplements: Volumetric titration method
Oral solutions
- Xéc dinh thé tich SOP-QC/
’ Determination of volume 49.82:2022
Xac dinh khéi lugng vién
Phuong phap khdi lwon
28 Det o t'p f ) hf f tablets and SOP-QC/
. etermination of weight of tablets an
g 49.18:2022
capsules
Gravimetric method
Thuwe phim bio Xa(': d'mh cam quan, trang thai, mau sac,
vé strc khée | mui vi
29 Health Phuong phap cam quan. SOP-QC/
) supplements Determination of sensory, color, smell 49.21:2023
and taste
Observe method
Xéc dinh ham lugng acid gymnemic toan
Phuong phap khdi lwon
30 Det. o z'p ft tal : ic acid (10,96 ~ 19,91) % SOP-QC/
. etermination of total gymnemic aci ,96 ~ 19,
& | 49532022
content
Gravimetric method
Ghi chi/note:

SOP-QC: phuong phap ndi b/ Laboratory developed method
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DANH MUC PHEP THU PUQC CONG NHAN

LIST OF ACCREDITED TESTS

VILAS 946
Linh vyc thir nghiém: Dwgc
Field of testing: Pharmaceutical
Tén san pham, vat Giéi han dinh hreng
pr | liéu duge thir Tén phép thir cy thé (néu c6)f Pham vido|  pp,yrong phap thir
Materials or The name of specific tests Limit of quantitation Test method
product tested (if any)/range of
measurement

Xac dinh d6 trong va mau séc dung dich,
d6 dong nhat

1 Phuong phéap cam quan

' Determination of Clarity and Colour of

Solution, Homogeneity
Observe method.
Xac dinh gi6i han thé tich

) Phuong phép do thé tich

' Determination of Uniformity of volume
Volumetric method
é(éi(l: déléllll %)l gol?li;ieu don vi liéu, do Duoc dién Viét
g ) ong Nam, va cac Duoc

3. Phuong phap trong luong dién khéc, cic Tiéu
Determination of Uniformity of dosage chuan co so (trong
units, Uniformity of Weight va ngoai nudc) do

Thubce (Bao gdm | Gravimetric method Bo Y t€ cap s6
cac thanh phim . 5 ; T dang ky.
L ) Xac dinh d6 dong déu don vi liéu, do . 8y

Drugs (finish ddne ddu ham 1 b3 h hi Vietnamese

products) ong deu ham Iwong bang pauong phap pharmacopoeia

do quang (UV-Vis), do the tich, do dién ’
X 1A LY, Y others

the, phan cyc ke, sac ky 1dng hi¢u nang i .

cao vo1 cac detector UV-Vis, UV-DAD, P armc;lcotii oeeza, -

RI, sac ky khi véi detector FID ] .

4. specifications
Determination of Uniformity of dosage licensed by MoH.
units, Uniformity of content by UV-VIS,

Volumetric, Potentiometry, Polarimetry,
HPLC with various kind of detector UV-
Vis, DAD, PDA, RI, GC with FID
detector.

5 Xac dinh d6 tan ra

' Determination of Disintegration
6 Xac dinh d6 hoa tan

' Determination of Dissolution
. Xac dinh gi6i han tiéu phan

Determination of particulate matter
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DANH MUC PHEP THU PUQC CONG NHAN

LIST OF ACCREDITED TESTS

VILAS 946

TT

Tén sian pham, vat
liéu dwoc thir
Materials or
product tested

Tén phép thir cu thé
The name of specific tests

Gié61i han dinh luwgng
(néu c6)/ Pham vi do
Limit of quantitation

(if any)/range of
measurement

Phwong phap thir
Test method

10.

11.

12.

13.

14.

15.

Thubc (Bao gﬁm
cac thanh phim)
Drugs (finish
products)

Dinh tinh c4c hoat chét chinh: phuong
phap hoa hoc, phé UV- Vis, phé hong
ngoai, sic ky 16p mong, sic ky 1ong hiéu
nang cao voi cac detector UV-Vis, DAD,
PDA, R1, sic ky khi véi detector FID,
pho hép thu nguyén t.

Identification: Chemical, UV-VIS, IR,
TLC, HPLC with various kind of detector
UV-Vis, DAD, PDA, RI, GC with FID
detector, AAS.

Xéac dinh tap chét: phuong phap sic ky
16p mong, sac ky 16ng hiéu nang cao voi

cac loai detector UV-Vis, DAD, PDA, RI,

sdc ky khi véi detector FID, phé UV-Vis.
Determination of Impurities: TLC, HPLC
with various kind of Detector UV-Vis,
UV-DAD, RI, PDA, GC with FID
detector, UV-VIS.

Xac dinh mat khdi lwong do 1am kho (do
am)

Phuong phép sy, cit véi dung moi, Karl-
Fischer

Determination of Loss on Drying

Drying, Solvent distillation, Karl-Fischer
method

Xéc dinh diém chay
Determination of Melting Point

Xac dinh khéi lugng riéng

Phuong phép picnomet, ty trong ké
Determination of Density, Relative
Density, picnometer, hydrometer method

Xac dinh goc quay cuc va goc quay cuc
riéng bang phan cuc ké

Determination of Optical Rotation,
Specific Optical Rotation by polarimetry
method

Xéac dinh pH
Determination of pH

Xac dinh do d(‘Sng nhét, 46 min
Phuong phap sang
Determination of Homogeneity
Sieve method

Dugc dién Viét
Nam, va cac Duogc
dién khac, cac Tiéu
chuin co s (trong
va ngoai nudc) do

BoY té cép 5O

dang ky.
Vietnamese

pharmacopoeia,

others

pharmacopoeia, in-
house
specifications

licensed by MoH.
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DANH MUC PHEP THU PUQC CONG NHAN

LIST OF ACCREDITED TESTS

VILAS 946
Tén san pham, vat Gi6i han dinh lugng
op | liéu duge thir Tén phép thir cy thé (néu c6)f Pham vido|  pp,yrong phap thir
Materials or The name of specific tests Limit of quantitation Test method
product tested (if any)/range of
measurement
Dinh lwong cac hoat chét chinh: phuong
phap do quang (UV-Vis), do thé tich, do
dién the€, phan cuc k¢, sac ky long hiéu
nang cao voi cac detector UV-Vis, UV-
16. DAD, R, sac ky khi véi detector FID
Assay: UV-VIS, Volumetric,
Potentiometry, Polarimetry, HPLC with
various kind of detector UV-Vis, DAD,
PDA, RI, GC with FID detector.
Na: 0,1 mg/kg
o K: 0,2 mg/kg Duogc dién Viét
Xac dinh ham lugng: Na, K, Ca, Mg, Fe, Ca: 0,1 mg/kg Ngm, va cac Duoc
Cu, Mn, Zn, Al Cu: 0.5mgkg | dién khic, céc Ticu
17 Phuong phap AAS ngon Itra Fe - O, 5 mo/k chuan co s¢ (trong
' . . Quantitative: Na, K, Ca, Mg, Fe, Cu, Mn, $o MBS va ngoéi’nu’('yc) do
Thuoc (Bao gom | zx, A1 Cu Mg: 0,1 mg/kg B Y te cap so
cac thanh pham) Flame - AAS method Mn: 1,0 mg/kg dang ky.
Drugs (finish Zn: 0,1 mg/kg Vietnamese
products) pharmacopoeia,
others
Xéc dinh ham lugng Al pharmacopoeia, in-
Phuong phap 10 graphit AAS house
18. Al: 4 mg/k . .
Quantitative: Al 0,004 mg/kg .Specy‘icatzons
AAS-graphite furnace method licensed by MoH.
Xéc dinh d6 v6 khudn
19 Phuong phap mang loc
' Determination of Sterility
Membrane filtration method
Xéc dinh hoat lyc thude khang sinh
20 Phuong phap vi sinh

Determination of antibiotics
Microbial method
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DANH MUC PHEP THU PUQC CONG NHAN

LIST OF ACCREDITED TESTS

VILAS 946
Tén san pham, vat Giéi han dinh hreng
op | liéu duge thir Tén phép thir cy thé (néu c6)f Pham vido|  pp,yrong phap thir
Materials or The name of specific tests Limit of quantitation Test method
product tested ({n‘;"?s’)u/ :Z:;i i:)f
Xéc dinh d nhiém khuén:
- Tong sb vi sinh vét hiéu khi (phuwong
phap dia thach)
- Téng sb ndm men, mdc (phuong phap
dia thach)
- Vi khuan gram am dung nap mat
(phuong phap MPN)
]SE. 1Coh (phuong phép d;rnh t'lnh) , Dugc dién Viét
- Salmonella (phuong phap dinh tinh) Nam, va cac Duoc
- Pseudomonas aeruginosa (phuong phap dién khac, cac Tiéu
dinh tinh) chuin co s (trong
- S. aureus (phuong phap dinh tinh) va ngoai nudc) do
- Candida albicans (phuong phép dinh Bo Y té cép s6
71 tinh) dang ky.
' Determination of Microbial Viethamese
contamination: pharmacopoeia,
- Total aerobic bacteria (Colony-count others
method) pharmacopoeia, in-
- Total fungal spore count/ mold spore hpusei
count (Colony-count method); specifications
. s . . . licensed by MoH.
Thubdc (Bao gbm | - Bile-tolerant gram-negative bacteria
cac thanh pham) | (MPN method)
Drugs (finish - E. coli (Detection method)
products) - Salmonella (Detection method)
- Pseudomonas aeruginosa (Detection
method)
- 8. aureus (Detection method)
- Candida albicans (Detection method)
Xéc dinh vi khuén séng Bacillus subtilis
Phuong phép dia thach Duoc dién Viét
22. Determination of micro organism Nam, va cac Dugc
Bacillus subtilis dién khac, cac Tiéu
Colony-count method chuin co s (trong
Xac dinh vi khuén séng Lactobacillus va IlgoalA’nu;Gc) Ado
acidophilus BY Y te cap SO
Phuong phap dia thach dang k.
23. D L . . Vietnamese
etermination of micro organism .
Lactobacillus acidophilus p harrgz;lce?; oerd,
Colony-count method pharmacopoeia, in-
Thtt ndi doc td vi khudn house
24 Phuong phap tao gel specifications
’ licensed by MoH.

Test for Bacterial Endotoxin

gel-clot method
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