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LIST OF ACCREDITED TESTS 1

VILAS 1011

Linh vue thir nghiém: Dwgc
Field of Testing: Pharmaceutical

TT

Tén sian pham,
vat liéu thir
Materials or

products tested

Tén phwong phip thir cu thé
The Name of specific tests

Gié6i han dinh lwong
(néu ¢6) / Pham vi do
Limit of quantitation

(if any)/range of
measurement

Phwong phap thir
Test methods

10.

Thudc
(thanh pham)
Medicines
(finished
products)

Cam quan: mo ta, tinh chét, hinh thutc
Appearance: property, description,
form

Xac dinh do dong déu khdi luong
Determination of Weight

Xéc dinh d6 trong, mau sdc cla dung
dich

Determination of clarity and colour of
solution

Xac dinh d6 am

Phuong phap Karl Fischer, sdy kho,
cat voi dung moi.

Determination of moisture

Karl Fischer, loss on drying, distilled
method.

Xac dinh pH
Determination of pH

(2~12)

Xac dinh d0 ra cua vién nén, vién
nang, vién bao tan trong rudt
Determination of disintegration of
tablets, capsules, tablets dissolve in the
intestine

Xac dinh d6 hoa tan cua vién nén va
nang

Determination of the solubility of
tablets and capsules

Xac dinh ty trong ctia chat 1ong
Determination of the density of liquids

Xac dinh do déng déu ham lugng
Determination of content uniformity

Dinh lugng hoat chat chinh

Phuong phap: chuan d6 dién thé,
chuén d6 thé tich, HPLC dau do UV-
VIS, UV-VIS, GC dau do FID

Assay of main substance

Standard voltage control, volumetric
titration, HPLC with detector UV-VIS,
UV-VIS, GC with detector FID
method.

Dugc dién Viét
Nam, duge dién
nudc ngoai,
céc tiéu
chuén co s¢ do
B0 Y té cap sd
dang ky
Vietnamese
Pharmacopeia,
Foreign
pharmacopeia,
in-house
specifications
licensed by MoH
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LIST OF ACCREDITED TESTS 1

VILAS 1011

TT

Tén sian pham,
vat liéu thir
Materials or

products tested

Tén phwong phip thir cu thé
The Name of specific tests

Giéi han dinh lwong
(néu c6) / Pham vi do
Limit of quantitation

(if any)/range of
measurement

Phwong phap thir
Test methods

11.

12.

Thube
(thanh pham)
Medicines
(finished
products)

Dinh tinh hoat chit chinh

Phuong phap: HPLC dau do UV-VIS,
UV-VIS, GC d4u do FID, hoa hoc, sic
ky lop mong, soi bot

Identification of main substance
HPLC with detector UV-VIS, UV-VIS,
GC with detector FID, chemical; thin-
layer chromatography, microscope
method

Xéc dinh thé tich
Determination of volume

13.

14.

15.

16.

17.

18.

19.

20.

Duworc liéu
Herbal

Cam quan: mo ta, tinh chét, hinh thirc
Appearance: property, description,
form

Xéc dinh ham lugng tro toan phén, tro
khong tan trong axit hydrocloric
Determination of total ash,
hydrochloric acid insoluble ash.
content

Xéc dinh d6 4m

Phuong phép sdy khé, cit véi dung
moi.

Determination of moisture

Loss on drying, distilled method.

Pinh tinh duoc liéu

Phuong phép: HPLC dau do UV-VIS,
UV-VIS, hoéa hoc, sac ky 16p mdng,
soi bot

Identification of herbal

HPLC with detector UV-VIS,
UV-VIS, chemical, thin-layer
chromatography, microscope method

Xac dinh ty 1¢ vun nat
Determination of fragmentation

Dinh lugng chat chiét duoc
Assay of herbal extractants

Xac dinh tap chét 1an
Determination of impurities

Dinh luong tinh dau
Assay of Volatile Oil

Duoc dién Viét
Nam, duoc dién
nudc ngoai,
cac tiéu
chuan co s6 do
B0 Y té cap sd
dang ky
Vietnamese
Pharmacopeia,
Foreign
pharmacopeia,
in-house
specifications
licensed by MoH

AFL 01.12

Lan ban hanh/Issued No: 5.25  Soét xét/ngay/ Revised/dated:

Trang/Page: 3/6




DANH MUC PHEP THU PUQC CONG NHAN 1
LIST OF ACCREDITED TESTS 1

VILAS 1011
. Gio6i han dinh lwgng
Tén san pham, £ .
T vat liéu thir Tén phwong phip thir cu thé (Il_l_eu_co)f/ PhaT Vl' do Phwong phap thir
Materials or The Name of specific tests mit of quantitation Test methods
products tested (if any)/range of
measurement
Pinh tinh cac chit cAm Sudan 1, Sudan POD:
I1, Sudan Il1, Sudan IV )
. Sudan I: 10 pg/g
Phuong phap HPLC-PDA _ KNYB/TQKT.
21. o Sudan IlI: 10 pg/g
Indentification of banned Sudan I, Sudan I11: 10 pg/g MP.09 (2018)
Sudan I1, Sudan 11, Sudan IVC-PDA Sudan IV.' 20 ua/
method - eV HaY
Son moi POD:
Lipsticks Dinh tinh Metanil yellow, Pigment red | Metanil yelow:
53, Pigment orange 5 - 30ug/g
’y Phuong phép HPLC-PDA P'gmznéorafge 5| KNYB/TQKT.
' Indentification of Metanil yellow, . HO'0 _ MP.13(2024)
. . Pigment Red 53:
Pigment red 53, Pigment orange 5 9,0 ug/g
HPLC-PDA method Rhodamin B- 4.0
Hg/g
POD:
Pinh tinh Prednison, Betamethasone, P(;ejnls;)n:
Cortison acetat, Fluocinolon acetonid, + HO'9 .
Dexamethasone acetat Betr(w)a;netr}ason.
Phuong phéap HPLC-PDA = 9
23 Indentigfigatirc))n of Prednison Fluocinalon KNYB/TQKT.
' . ’ acetonid: MP.01 (2024)
Betamethasone, Cortison acetat, 0.4 ug/
Fluocinolon acetonid, Dexamethasone ) HO/9 .
acetat Cortison acetat:
HPLC-PDA method 04 Holg
Dexamethasone
acetat: 0,5 pg/g
binh lugng Methyl paraben, Propyl | methyl paraben:
Kem parabe, Butyl paraben 12,0 ug/g
24 Cream Phuong phap HPLC-PDA Propyl paraben: KNYB/TQKT.
' Determination of Methyl paraben, 14,1 pg/g MP.11 (2024)
Propyl parabe, Butyl paraben Butyl paraben:
HPLC-PDA method 25,1 uglg
DPinh tinh Vitamin E (Dang Alpha POD:
tocopherol va Alpha tocopheryl acetat) | Alpha tocopherol:
o5 Phuong phap HPLC-PDA 26,0 ng/g KNYB/TQKT.
' Indentification of Vitamin E (Alpha Alpha tocopheryl MP.12 (2024)
tocopherol va Alpha tocopheryl acetat) acetat:
HPLC-PDA method 26,0 pg/g
DBinh tinh Hydroquinon
Phwong phap HPLC-PDA KNYB/TQKT.
26. - . POD: 7 ug/
Indentification of Hydroquinon Hg'9 MP.14 (2024)
HPLC-PDA method
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VILAS 1011
5 Giéi han dinh lwong
Tén sin phim, 2 éu c6) / Pham vi do
T vat liéu thir Tén phuong phap thir cu thé (n_eu_co) T Phwong phap thir
Materials or The Name of specific tests Limit of quantitation Test methods
products tested (if any)/range of
measurement
o7 Dinh luong tong sb vi sinh vat hiéu khi KNYB/TQKT.
' Enumeration of total aerobic microbial VS.10 (2024)
eLOD50
Kem/cream:
1,5 CFU/0,1¢g
- Phat hién Pseudomonas aeruginosa Son/lipsticks KNYB/TQKT.
' Detection of Pseudomonas aeruginosa | 1~ CFU/0.1g VS.13 (2024)
nuoc tay trang
/make-up
remover water:
My phim 1,5 CFU/0,1 mL
(Kem, son eLODg,
moi, nudc tay Kem/cream:
trang) 1,5 CFU/0,1 g
- ((:gig];r::? Phat hién Staphylococcus aureus fgrg::'&s’/t(')c'l(s KNYB/TQKT.
' lipsticks, Detection of Staphylococcus aureus ~ LPURLG VS.14 (2024)
nudc tay trang
make-up /make-up
remover water) remover water:
1,5 CFU/0,1 mL
eLODs
Kem/cream:
1,5 CFU/0,19g
20 Phat hién Candida albicans Son/lipsticks KNYB/TQKT.
' Detection of Candida albicans 1’5,CF;U/ 01lg VS.12 (2024)
nuoc tay trang
/make-up
remover water:
1,5 CFU/0,1 mL
Xac dinh gi6i han nhiém khuén (tong Duoc dién Viét
sO vi khuan hiéu khi, nam moc, nam Nam, dugc dién
31 men) nudc ngoai,
' Determination for microbical cac tiéu
Thube contgmlnatlon (total aerobic bacteria, Ch}lﬁl’l co §6 d?
. 2 fungi, yeast) B6 Y té cap so
(thanh pham) ding ky
Medicines oA A .
39 (finished Thir 6 vo khuan Vietnamese
' Test for sterility Pharmacopeia,
products) Foreign
Xac dinh hoat luc khang sinh bing phe_trmacopela,
33. phuong phéap vi sinh @ in-house
Microbial assay of antibiotics _specmcatlons
licensed by MoH
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LIST OF ACCREDITED TESTS 1

VILAS 1011

Chu thich/Note:

- KNYB/TQKT: Phuong phap thir do PTN xay dung /Laboratory developed method
- POD: Kha nang phat hién/ Probability of detection

(1): Danh muc khang sinh / List of Antibiotic

_|
_|

Khang sinh/Antibiotic

Streptomycin sulfat

Erythromycin

Gentamycin

Spiramycin

Nystatin

Acetyl spiramycin

Neomycin sulfat

OIN| |l ® NP

Tobramycin

Truong hop Trung tdm Kiém nghiém tinh Lao Cai cung cap dich vu thir nghiém chét lugng san pham, hang
hod thi Trung tdm Kiém nghiém tinh Lao Cai phai ding ky hoat dong va dugc cap gidy ching nhan ding ky
hoat dong theo quy dinh cta phép luét trudc khi cung cap dich vu nay/ It is mandatory for Quality control
center of Lao Cai province 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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