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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 572

Linh vye thir nghiém: Dwoc

Field of testing:

Pharmaceutical

TT

Tén san phim,
vat liéu duge thi/
Materials or
product tested

Tén phép thir cu thé/

The name of specific tests

Gié6i han dinh lugng
(néu c6)/ Pham vi do
Limit of quantitation
(if any)/range of
measurement

Phwong phap thi/
Test method

10.

Thube
(nguyén li@u va
thanh pham)
Drugs
(Raw materials
and finished
products)

Xac dinh do ddng déu thé tich

Determination of uniform volume

Xac dinh do dong déu khdi luong

Determination of uniformity of weight

Xac dinh d6 trong, mau sdc dung dich
va d¢ dong nhat

Determination of clarity, color of
solution and homogeneity

Xac dinh d6 ra cua vién nén, vién nang

Determination of Disintegration of
tablets, capsules,

Xac dinh d6 hoa tan cta vién nén, vién
nang, vién bao tan trong rudt
Determination the solubility of tablets,
capsules, tablets dissolve in the
intestine

Xac dinh ham luong Am
Phuong phap say, cit dung moi
Determination of Humidity content

Loss on drying, solvent distilling
method

Xac dinh géc quay cuc va goc quay
cuc riéng

Determination of optical rotation and
specific optical rotation

Xac dinh chi s6 pH

Determination of pH value

2~12

Xac dinh ham lugng ethanol

Determination of ethanol

Xac dinh tap chét lién quan

Phuong phap séc ky 16p moéng, HPLC
Determination of relative substances
TLC, HPLC method

Duoc dién Viét
Nam (DBVN),
duoc dién cac nudc,
céc tiéu chuén so s&
doBo Y té cip sb
dang ky
Vietnamese
pharmacopeia,
other
pharmacopeia,
manufacturer’s
specification

approved by MOH
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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 572
. 2 Gié6i han dinh lugng
Tén sian pham, P )
o n i . i ; 2 (néu c6)/ Pham vi do i i
TT vét liéu duge thi/ Tén phép thir cu the/ L Phwong phap thi/
imit titati
Materials or The name of specific tests m?l of quantitation Test method
(if any)/range of
product tested
measurement
Dinh tinh hoat chét chinh
Phuong phap hoéa hoc, sac ky 16p
T mong, HPLC, kinh hién vi soi bot
' Identification of main substalce
Thuoc HPLC, chemical; thin-layer
(nguyén liéu va | chromatography, microscope method
thanh phiam) DPinh lugng cac hoat chét chinh
Drugs . Phuong phéap chuan d6 thé tich, chuin
(Raw materials | s gia thé, phan cyc ké, HPLC
12. and finished T P : ’ ’
products) Assay of main substance polarimeter,
HPLC, volumetric titration,
potentiometry method
13 Xac dinh ty trong
' Determination of density
Ca0 xoa Duogc dién Viét
thud : Xac dinh nhiét d6 nong chay cua cao Nam (DDVN),
14. . h“"c mo x0a, thubc m& duge dién céc nude,
181 MASSAZE | Determination of melting point cac tle}l chlian; 50 §0
ointments doBO Y té cap s6
PSP , dang ky
Xac dinh ty 1€ vun nat .
15. T ) Vietnamese
Dugc ligu Determination of fragmentation pharmacopeia,
16 Herbal Xac dinh ham lwong chét chiét duoc other .
’ Determination of extracted ingredients pharmacop ezcz,
manufacturer’s
Dinh lugng khang sinh bang phuong specification
phap vi sinh vt (Streptomicin sulfat, approved by MOH
Doxycyclin, Erythromycin,
Gentamicin, Neomycin, Tobramycin,
17 Nystatin, Spiramycin)
’ Thube Enumeration of Microbiological assay
(nguyén liéu va | of antibiotics (Streptomicin sulfat,
thanh pham) | Doxycyclin, Erythromycin,
Drugs ]C\?fentamlc;n, .Neom)fcm, Tobramycin,
(Raw materials lystatin, Spiramycin)
and finished Thir gi6i han nhiém khuan:
products) o
- Tong so vi khuan hi€u khi
18 - Téng s6 ndm mdc va ndm men
' Test for microbial contamination
- Total aerobic bacteria
- Total mold and yeast number
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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 572
. 2 Gié6i han dinh lugng
Tén san pham, P :
e tn . . i ; 2 (néu c6)/ Pham vi do i i
TT vét liéu duge thi/ Tén phép thir cu the/ Phwong phap thi/
Limit titati
Materials or The name of specific tests m?l of quantitation Test method
(if any)/range of
product tested
measurement
Duoc dién Viét
£ Nam (DDBVN),
Thuoc A( . ) .
P dugc dién céc nudc,
(thudc tiem cac tiéu chuan so so
truyeén, t,huoc do B Y té cap so
19 tiem, th?t(;c nho Thir v6 khuan dich tiém truyén dang ky
ma ;
' Test for microbal sterility (infusion) Vietnam ese
Drugs pharmacopeia,
(Injectable drugs, other
Injection, eyes pharmacop ech,
manufacturer’s
drops) . .
specification
approved by MOH
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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 572
Linh vye thir nghiém: Hoa
Field of testing: Chemical
Tén san phiam, Gl:n hf'm dinh llr(:mg
PRI . " , ., 2 (néu c6)/ Pham vi do , 3
vét liéu dugce thia/ Tén phép thir cu thé/ Phwong phap thi/
TT . . Limit of quantitation
Materials or The name of specific tests . Test method
(if any)/range of
product tested
measurement
1 Xac dinh chi s6 PH 2~12 TTKN/TQKT/MP/01
’ Determination of pH value (2019)
Sudan I (LOD):
Dinh tinh nhém chét mau Sudan 2,0 ng/g
5 Phuong phap HPLC Sudan IL, III (LOD):| TTKN/TQKT/MP/03
’ Identification color group Sudan 2,5 ug/g (2019)
HPLC method Sudan IV (LOD):
3,0 ng/g
Prednison (LOD):
M§ phim 0.1T ng/g
(son mdi, son Triamcinolon
méng, phén, acetonid (LOD):
kem, dau goi 2,7 ng/g
dAu, sita rira | Pinh tinh cac Glucocorticoid Dexamethason
; miit, dung dich | Phuong phap HPLC acetat (LOD): | TTRN/TQKT/MP/04
" | vésinhphun®) | sgensification Glucocorticoids 3.2 ng/g (2019)
Cosmetic HPLC method Betamethason
(lipstic, nail care, valerat (LOD):
makeup, cream, 9,6 ug/g
powder Clobetasol
shampoo, facial propionat (LOD):
clea.nser, l.tydro- 11,9 ug/g
gien lotion) -
Pinh tinh chat mau Picment Red 53
4 Phuong phap HPLC LOD: 60 ng/e TTKN/TQKT/MP/05
Identification color Picment Red 53 (2019)
HPLC method
5 Thir 6 6n dinh trang thai TTKN/TQKT/MP/06
' Test of stable state (2019)
y Xac dinh do dong déu khdi luong TTKN/TQKT/MP/07
' Determination of uniformity of weight (2019)
; Thir @6 min TTKN/TQKT/MP/08
' Test smoothly (2019)
Thuc phim béo
g vé sirc khée | Xac dinh dd dong déu khdi luong TTKN/HDP/05
) Health Detecmination of uniformity of weight (2019)
supplement
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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 572
a 2 Giéi han dinh lwgng
Tén sin pham, (néu ¢6)/ Pham vi do
TT vat liéu dwgc thi/ Tén phép thir cu thé/ Limi A Phwong phap thu/
Materials or The name of specific tests mflt of quantitation Test method
(if any)/range of
product tested
measurement
0 Xac dinh do ddng déu thé tich TTKN/HDP/06
’ Determination of volume (2019)
Xac dinh d6 4m trong ché phim dang
z h hap si , At d A
ran (p U.rorng phap sa}‘f cat dung mo%) TTKN/HDP/10
10. Determination of moisture content in
: : : (2019)
solid preparations (loss on drying,
solvent distilling method)
" Xac dinh d6 tan ra TTKN/HDP/04
’ Determination of Disintegration (2019)
1 Xac dinh pH TTKN/HDP/36
’ Determination of pH (2019)
3 Xac dinh ty trong TTKN/HDP/14
) Determination of relative density (2019)
DPinh tinh Vitamin B1
Phuong phap HPLC
14, . gp . P o LOD: 0,15 mg/g TTKN/HDP/26
Identification Vitamin Bl content (2019)
Thue phim bio HPLC method
vé strc khoe Pinh tinh Vitamin C
Health Phuong phap TLC
1. ement e pmap LOD: 1,1 mg/g TTKNHDP/29
Supplemen Identification Vitamin C (2019)
TLC method
Xac dinh ham luong Flavonoid toan
phan trong ché pham ran chira cao
bach qua
Phuong phap HPLC
16, g.p .p . 0.522 mg/g TTKN/HDP/31
Determination of total Flavonoid (2019)
content in solid preparations
containing ginkgo extract
HPLC method
Xac dinh ham luong Vitamin A
Phuong phap HPLC
17 g'p ‘p - 209.73 pgle TTKN/HDP/32
Determination of Vitamin A content (2019)
HPLC method
Xac dinh ham luong Vitamin E
Phuong phap HPLC TTKN/HDP/33
18. o . 8,4 mg/g
Determination of Vitamin E content (2019)
HPLC method
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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 572
o 2 Giéi han dinh lwgng
Teén sin pham, (néu c6)/ Pham vi do
TT vat liéu dwgc thi/ Tén phép thir cu thé/ Limi A Phwong phap thu/
Materials or The name of specific tests mflt of quantitation Test method
(if any)/range of
product tested
measurement
Xac dinh ham lugng Vitamin B, trong
ché pham dang ran
Phuong phap HPLC TTKN/HDP/26
19. o o 0,49 mg/g
Determination of Vitamin Bl content (2019)
Thwe phdm bao in solid preparations
vé strc khoe HPLC method
Health Xac dinh ham lugng Vitamin C (Acid
supplement ascorbic) trong ché pham dang ran
Phuong phép chuan d6 thé tich TTKN/HDP/29
20. o o 8,4 mg/g
Determination of Vitamin C (2019)
(Acid ascorbic) content
Volumetric titration
Chu thich/ Note:

- TTKN/TQKT, TTKN/HDP: Phuong phap thir do PTN xay dung/Laboratory developed method
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