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DANH MUC PHEP THU PUQC CONG NHAN

LIST OF ACCREDITED TESTS
VILAS 840

Linh vuc thir nghiém:

Field of testing:

Duoc

Pharmaceutical

TT

Tén san phim,
vit liéu dwoc
thi/
Materials or
product tested

Tén phép thir cu thé/
The name of specific tests

Gi6i han dinh
lwong (néu c6)/
Pham vi do
Limit of
quantitation (if
any)/range of
measurement

Phwong phap
thw
Test method

10.

Thudc (cac
dang thanh
phim)
Medicines
finished
products)

Cam quan (tinh cht, mé ta, hinh thic,...)
Appearance (Characters, description, form,...)

Phép thir 46 dong déu khdi luong
Test for uniformity of weight

Phép thir 46 ddng déu thé tich
Test for uniformity of volume

Xac dinh d6 ra (vién nén, vién nang, vién bao
trong rudt)

Determination of disintegration (tablets,
capsules, enteric coated tablets)

Xéc dinh d6 hoa tan (vién nén, vién nang)
Phuong phép séc ky 16ng hiéu ning cao (HPLC),
quang phd tir ngoai kha kién (UV-Vis)
Determination of dissolution (tablets, capsules)
HPLC, UV — VIS spectrometry methos

Xéc dinh chi sé pH
Determination of pH value

Xac dinh méat khéi luong do 1am kho
Determination of loss on drying

Xac dinh ham lugng nudc (thude thur Karl
Fischer)

Phuong phép cit véi dung méi, mat khéi lugng
do 1am khé (phuong phép siy).

Determination of water (with Karl Fischer
reagent)

Distillation with solvent and loss on drying

(drying).

Thir dinh tinh cac hoat chét chinh: phuong phap
phan tng héa hoc, quang phd tir ngoai kha kién
UV-Vis, sic ky 16p mong (TLC), sic ky 1ong
hiéu nang cao (HPLC), phuong phap vi hoc
Identification of main substances: Chemical
reaction, UV-VIS spectrometry, TLC, HPLC,
Microscopic methods.

Dinh luong cac hoat chat chinh: phuong phap
chuan d6 (chuan do dién thé, chuan do thé tich),
phd UV-Vis, sic ky 16ng hiéu nang cao (HPLC).
Assay of main substances: Potentiomeric
titration, Volumetric titration, UV-VIS
spectrometry, HPLC methods.

Duoc dién Viét
Nam, Dugc dién
cac nuoc va Tiéu

chudn co s do

Bo Y té c?ip 56

dang ky
Vietnamese
Pharmacopeia,
Foreign
pharmacopeias
and other
pharmacopoeia
inhouse
specifications
licensed by MoH
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DANH MUC PHEP THU PUQC CONG NHAN

LIST OF ACCREDITED TESTS

VILAS 840
Tén si ha Gidi han dinh
eAn i“tn % am, lugng (néu c0)/ Ph hi
vatlicu duge Tén phép thir cu thé/ Pham vi do wong phap
TT tha/ Th N test Limit of thw
Materials or ¢ name of specific tests quantitation (if Test method
product tested am'zy;zxi ";":{
11 Xac dinh nhiét d0 néng chay
) Determination of Melting point
12 Xac dinh ty trong
) Determination of relative density
Xéc dinh hoat lyc thube khang sinh béng
phuong phap thur vi sinh vat: Doxycyclin
hydroclorid, Erythromycin stearat, Gentamycin o
. sulfat, Neomycin sulfat, Spiramycin, Tetracyclin Duoc dién Viét
13. Thuoc (cac | hydroclorid, Tobramycin .I\;Iam,V, Dl,IQC ‘
dang thanh | Microbial assay of antibiotics: Doxycyclin d{fzn cdc nudce va
pham) hydroclorid, Erythromycin stearat, Gentamycin TleuAchuaAn CA,O so;
Medicines sulfat, Neomycin sulfat, Spiramycin, Tetracyclin do BO}( te cap so
finished hydroclorid, Tobramycin F’[ang ky
products) Thir giéi han nl}iém }(hurfm 7 o Vzetnamesg
(tong sO vi khuan hiéu khi, tong soO nam men va Phar macopeld,
14. nim méc) Foreign .
Microbial limit test (total aerobic bacteria, total pharmacopeias
yeasts and molds) I and other i
Xac dinh ham lugng tro toan phan, tro khong tan p ai;ZihaOcsze oetd
15 trong acid hydrochloric specifications
' Determination of Ash, hydrochloric acid P
. licensed by MoH
insoluble ash content
16 Xac dinh tap chét 13n
) Determination of foreign matter
17 Duwoc liéu Xac dinh ty 1€ vun nat
) Herbal Determination of fragmentation
Dinh lugng chat chiét duoc
18. e ]
Determination of extraction
19. Xac dinh ty trong KNQN/QT-
Determination of relative density MP/04:2018
20. Cam quan, d6 trong, do déng nhét KNQN/QT-
Determination of clamity and colour of solution, MP/08:2018
o1, Xac dinh gia tri pH KNQN/QT-
Determination of pH values MP/03:2018
. M§ phim Xac dinh thé tich KNQN/QT-
Cosmetics Determination of volume MP/02:2018
”. Xac dinh khéi luong KNQN/QT-
Determination of weight MP/01:2018
Xac dinh tong s6 vi khuan hiéu khi 10 CFU/ g
24, : :
Enumeration of total aerobic bacteria 1 CFU/ mL IS0 21149:2017
Xac dinh tong ndm men, nim mdc 10 CFU/ g
25 g 2 .
Enumeration of total mold and yeast 1 CFU/ mL IS0 16212:2017
Chau thich/Note:
- ISO: International Organization for Standardization
- KNQN/QT-TP: Phuong phép phat trién boi PTN/ Laboratory’s developed method
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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 840
Linh vue thir nghiém: Hoa
Field of testing: Chemical
TéAn i“in I:ihﬁm’ Gigi han dinh lugng
T vatlicu dugre Tén phép thir cu thé/ (neu cd)/ Pham vido | ppyone phap thir
tha/ Th e test Limit of quantitation Test method
Materials or e name of specific tests (if any)/range of est metho
product tested measurement
Cam quan, d0 trong, do déng nhét
. Appearance, determination of KNQN/ QT-
) clamity and colour of solution, TP/08:2018
homogeneity.
5 X4c dinh ty trong KNQN/ QT-
’ Determination of relative density TP/09:2021
3 Xac dinh thé tich KNQN/ QT-
’ Determination of volume TP/06:2018
4 Xac dinh gia tri pH KNQN/ QT-
’ Determination of pH value TP/02:2018
s Thue phim Xac dmh @01 lu(,mg. KNQN/ QT-
bio vé Determination of weight TP/01:2018
sirc khoe Xac dinh ham luong tro toan phan, tro
Health khong tan trong acid hydrochloric KNQN/ QT
6. Supplement . . QT-
Determination of Ash, hydrochloric TP/07:2018
acid insoluble ash content
Xéc dinh d6 4m
Phuong phap say, cat dung moi
7. Determination of water I%\)I/%;\Ié 0Q2T1_
Loss on drying, solvent distilling )
method
s Xac dinh 46 ra KNQN/ QT-
’ Determination of disintegration TP/04:2021
9 Xac dinh ham luong ethanol KNQN/ QT-
’ Determination of ethanol content TP/05:2021
Chu thich/Note:
- ISO: International Organization for Standardization
- KNQN/QT-TP: Phuong phép phat trién boi PTN/ Laboratory’s developed method.
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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 840
Linh vue thir nghiém: Sinh
Field of testing: Biological
thén Sf‘“lm Gi6i han dinh lugng
pham, vat ed Tén phép thir cu thé (néu c6)/ Pham vido | pppyng phap thir
TT dwgc thi . Limit of quantitation
Materials or The name of specific tests (if any)/range of Test method
product tested measurement
Dinh lwong vi sinh vat hiéu khi
Dém khuan lac & 30 do C bang ky thuat
d6 worug | TOVNAsS
= Enumeration of aerobic microorganisms 1 CFU/ mL (ISO 4 8 33-1:2013)
Colony count at 30 °C by the pour plate
technique
Dinh luong ndm men va nAm mdc
2 K¥ thuat dém khuan lac trong cc san
Thycphim | audn fac trong TCVN 8275-
, bio pham c6 hoat d6 nuée 16n hon 0,95 10 CFU/ g 1:2010
’ vé sirc khée | Enumeration of yeasts and moulds 1 CFU/ mL (ISO 21527-
Health Colony count technique in products with water 1:2008)
Supplement activity greater than 0,95
Dinh luong ndm men va nAm mdc
qu thuat dém khuan lac trpng cac san TCVN 8275-
pham cé hoat @6 nude nho hon hoac 2:2010
3. ang v, | CFU/ mL (ISO 21527-
Enumeration of yeasts and moulds m 2:2008)
Colony count technique in products with water
activity less than or equal to 0,95
Chu thich/ Note:

- TCVN: Tiéu chuan Viét Nam.
- ISO: International Organization for Standardization
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