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DANH MUC PHEP THU PUQC CONG NHAN (SO 1)
LIST OF ACCREDITED TESTS (No 1)

VILAS 108

Linh vye thi nghiém: Dwoc
Field of testing: Pharmaceutical

TT

Tén sin
phim, vit
liéu duge thir
Materials or
product tested

Tén phép thir cu thé
The name of specific tests

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

Phwong phap
thir
Test method

10.

1B

12.

13.

14.

Thubc
(nguyén liéu,
thude thanh

phim)

Drug
(Materials and

finish

products)

Tinh chat, mé ta cam quan
Description

Xéc dinh d6 trong va mau sdc dung dich
Determination of clarity and colour of solution

Xac dinh gidi han tiéu phan
Test for particulate matter

Xac dinh chi so khic xa
Determination of refractive index

Xac dinh chi s6 pH
Determination of pH value

Xéc dinh do nhét cta chit long
Determination of viscosity

X4c dinh géc quay cuc va goc quay cuc riéng
Determination of optical rotation and specific
optical rotation

Xac dinh khi hrong riéng va ty trong
Determination of density and gravity

X4c dinh nhiét d0 nong chay
Determination of melting point

Xéc dinh dién din sut
Determination of conductivity

Xac dinh do min
Determination of fineness

X4c dinh ham lugng nude, dd 4m (mz”it khéi
lwgng do lam kho)

Phuong phap Karl Fisher, phuong phéap sdy
Determination of water, loss on drying
Karl Fisher and drying method

Xéc dinh tro: tro toan phin, tro sulfat, tro khong
tan trong acid, tro tan trong nwdc
Determination of ash: ash, sulphate ash, acid-
insoluble ash, water-soluble ash

Thir gidi han tap chét:

Phuong phap hoa hoc, sac ky 16p méng; sic ky
long, sac ky khi

Impurities testing:

Chemical test, TLC: HPLC, GC method

Duoc dién Viét

Nam, Duoc dién |-

nude ngoai, cac
Ti€u chuén co
s6doBJ Y te
cap 6 ding ky
Vietnamese
Pharmacopeia,
Foreign
Pharmacopeia,
in-house
specifications
licensed by MoH
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DANH MUC PHEP THU PUQC CONG NHAN (SO 1)
LIST OF ACCREDITED TESTS (No 1)

VILAS 108
pr]l;gll;silgt o' h?? ginh ll.l‘c:rgg Phuong phap
, Vi A P - Z n ido
TT | ligu duge thir B i Vit of uansiation this
Materials or (if any)/range of Test method
p"ﬂduct teSted measurement
is. Xac dinh do hoa tan
| Determination of dissolution
Thit dinh tinh hoat chét chinh:
Phuorng phap héa hoc, pho tir ngoai, pho héng
ngoai, sic ky lép mong, sac ky long, sic ky khi,
16. dién di mao quan
Identification test of main ingredients
Chemical test; UV-Vis; IR; TLC; HPLC, GC, CE
method
Dinh lwgng hoat chat chinh:
Phuong phédp quang hoc (UV-Vis, hong ngoai); Duoc dién Viét
chuan dd (do thé tich, do dién thé, do ampe); sdc Nam, Duoc dién
ky (sic ky 1ong, séc ky khi), phan cyc ké nuée ngoai, cac
17. Assay test of main ingredients Tiéu chuén co
Spetrophotometry (UV-Vis, IR), titrimetry s6ddoBOY té
(volumetry, potentiometry, amperomeltry), cip so dang ky
chromatography (HPLC, GC with various kind Vietnamese
Thube of detector); polarimetry method. Pharmacopeia, -
(nguyén liéu, Thé rfm/solid Foreign L
thudc thanh Ca: 0,08 pg/g Pharmacopeia, \|\
thx“") Zn: 0,02 ng/g in-house .i\ 3/
Diig Xéc dinh ham lugng Ca, Zn, Cu, Fe, Mn C020ugls | speclficauons
(Matertles and Phuone phép F-AAS Fe, Mn: 0,20 ug/g | licensed by MoH |
18. finish e Thé 16ng/ liquid g
products) Determination of Ca, Zn, Cu, Fe, Mn content Ca 0.10 L/l
F-AAS method e
Zn: 0,02 pg/mL
Cu: 0,20 pg/mL
Fe, Mn: 0,17
pg/mL
Xac dinh hz‘}m lrgng Na, K Thé edn/solid
19, Phuong phap F-AAS Na 5,10/uplz
Determination of Na, K content K 0 ’8 0 ngle
F-AAS method -
- X4c dinh ham lwong Pb, Cd Thé rén/solid
Phuong phép GF-AAS Pb: 4 ng/g
- X4c dinh ham luvong Hg Cd: 0,05 ng/g
20. Phuong phap CV-AAS I?g: 60 ng/g
- Determination of Pb, Cd content Thé 16ng/ liquid
GF-AAS method Pb: 5 ng/mL
- Determination of Hg content Cd: 0,05 ng/mL
CV-AAS method Hg: 40 ng/mL
AFL01/12 Lan ban hanh/Issued No: 4.24 Soat xét/ngay/ Revised/dated: Trang/Page: 3/36




DANH MUC PHEP THU PUGC CONG NHAN (SO 1)
LIST OF ACCREDITED TESTS (No 1)

VILAS 108
zgn Sﬁl} Gi‘(?i han dinh lwgng Ph hi
P am, vit ) Tén phép thir cu thé (n‘eu.co)/ Phgn} Vl.ﬂﬁ mrng}) ap
TT | liéu dwge thi T e o ific test Limit of quantitation thw
Materials or e nueesof pacificeess (if any)/range of Test method
pro duct tested measurement
Thé ran/solid
Ca: 0,02%
Xac dinh ham hegng/gidi han Ca, As, Cd, Pb, Hg: | As, Cd, Pb, Hg: I\II)UIOC Siéﬂ \élét
Phuong phép ICP-MS 0,003 ppm an, Juge (L=t
3 nudc ngodi, cac
21, Thube Determination of Ca, As, Cd, Pb, Hg 1(mg/kg) Tiéu chudn co
(nguyén liéu, | content/impurity limit Thé long/ liguid sddoBO Y te
A 2 A A gw r
thuolf;ha“h ICP-MS method Ca: 0,5ng/ml | ©@psodangky
am :
P ) As, Cd, Pb, Hg: Vzer,‘namese.
Drug 1.5 b (uglke) Pharmacopeia,
(Materials and 5 ppb (ng/ke Foreign
2. finish Xéc dinh ham lugng ethanol Pharmacopeia,
products) Determination of ethanol content in-house
XA4c dinh ham lugng nitrogen trong hop chit hitu specifications
23 co licensed by MoH
' Determination of Nitrogen in organic
compounds
Xac dinh gigi han tap N-Nitrosodimethylamin
ha - -NCPT-
24, Ranitidine Phuong phap LC/MS-MS 80 ng/g MT/WI-NCPT
Determination of NDMA 001:2024
LC-MS/MS method
Nguyén liéu
va thanh
phim vién
nén chira
valsartan,
irbesartan, NDMA:
losartan, | < 4inh oi6i han tap NDMA, NDEA, NMBA 80 ng/g
candesartan, ,
. Phuong phap LC/MS-MS NDEA: MT/WI-NCPT-
25. telmisartan
.| Determination of NDMA, NDEA, NMBA 22 ng/g 002:2023
Drug material
diid iahlet LC-MS/MS method NMBA:
containing 80 ng/g
valsartan,
irbesartan,
losartan,
candesartan,
telmisartan
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DANH MUC PHEP THU PUQC CONG NHAN (SO 1)
L'ST OF ACCREDITED TESTS (No 1)

VILAS 108
':gn sfnzt Gi6i han dinh lugng Phowis i
pham, va A . - 2 (néu c6)/ Pham vi do
TT | liéu dwge thir Ten phap thir on the Limit of quantitation thir
Materials or The name of specific tests (if any)/range of Test method
pf‘oduct tested measurement
Xiéc dinh gidi han tap N-nitrosodimethylamin
hap L C/MS-M M -NCPT-
26. Metformin thpongplep S 16,67 ng/g MR
Dermination of N-nitrosodimethylamin 003:2024
LC-MS/MS method
Xéc dinh kich thude (d6 day, dudng kinh, c&
27. nang)
Determination dimension, size
- Do thé tich
' Determination of volume
55, Ae findplang o, Duge dién Viét
Determination of dry residue Nam, Dugc dién
Xéc dinh d¢ déng déu don vi lidu: vty o
Phwong phép chénh léch khéi lwgng va ddng déu s& doByY té
30. Thube thanh ham lugng cidp -so dang ky.
sl Uniformity of dosage units: Vietnamese
D 5g (finish Weight variation and content uniformity tests Pharmacopeia,
K Foreign
. products) Xac d;n.h d? rd N | Pharmacopeia,
Determination of disintergration in-house
Xéc dinh do cimg specifications
o Determination of hardness e d
MoH.
13 Xac dinh dd mai mon
' Determination of friability
” Xéc dinh d6 ddng nhat
' Determination of homogeneity
44 Xac dinh d6 ro ri
' Determination of leakage
Vién nén,
vién nang Dinh tinh Esomeprazol
16 Esomeprazol | Phwong phap HPLC- dau do UV MT/WI-VL-31:
" | Esomeprazol | Identification of Esomeprazole 2022
tablets, UV detector- HPLC method
capsules
AFL 01/12 Lan ban hanh/Issued No: 4.24 Sodt xét/ngay/ Revised/dated: Trang/Page: 5/36
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DANH MUC PHEP THU PUQC CONG NHAN (SO 1)
LIST OF ACCREDITED TESTS (No 1)

VILAS 108
T‘;m Sé]: Gidi han dinh lwgng -
pham, vit Tén vhép thit cu thé (néu c6)/ Pham vido | Phwong phap
TT | liéu duge thi Th phep iy Limit of quantitation thi
Materials or e name of specific tests (if any)/range of Test method
product tested measurement
Thudc thanh
phim (vién
nén) va dich | piph tinh Levofloxacin trong
. truyén Phuong phap HPLC- dau do UV MT/WI-VL-32:
' Finish Identification of Levofloxacin 2022
products UV detector- HPLC method
(tables),
intravenous
Sluid
K
T.h“‘)‘.: trong Phuon‘g phép do
dich fmh hoc | wac dinh ham lugng thudc trong huyét twong phong th}
(huyet tl.ro’ng ngudi 4p dung trong thir nghiém dénh gid tuong nghigm xay
nguoi) duong sinh hoc. dyng
38. | Drugsin | phuong phdp LC-UV, LC-MS/MS g};‘-;i;‘fol]
b“”:’g’“‘"’ Bioanalytical assay for bioequivalence studies: develop e’g
matrices
Dhistian LC-UV, LC-MS/MS method wisthig
plasma) [Annex 1]
19 MO ta duge liéu
' Description
Soi bot
40, C
0 Powder
a1 Vi phiu L
' Transverse section bl?uchlen \é“ft
— T ” am, Dugc dién
0. Xac dinh tap chat lan trong dugc liéu nude ngodi, cc
Determination of scraps in crude herbal drugs Tiéu chuin co
13 Xéc dinh ty 1& vun nat cta dugce liéu sddoBO Y té
' i Determination of scraps in crude herbal drugs cap s0 dang ky
Dugrc licu Ak 13 . IR S Viethamese
Herbal drug D6 Am bang phuong phap mat khoi lugng do lam ]
44 ihé Pharmacopeia,
Determination of loss on drying Foreign
T T _ Pharmacopeia,
X4c dinh ham lugng nudce bang phuong phap cit —
45, v6i dung moi specifications
Determination of water with distillation with licensed by MoH
solvent
46 Xéc dinh cac chét chiét duoc trong duge lidu
' Determination of extractives in herbal drugs
47 Pinh luong tinh dau trong duge liéu
' Determination of essential oils in herbal drugs
AFL 01/12 Lan ban hanh/Issued No: 4.24 Soat xét/ngay/ Revised/dated: Trang/Page: 6/36



DANH MUC PHEP THU PUGC CONG NHAN (SO 1)
LIST OF ACCREDITED TESTS (No 1)

VILAS 108
Thgn an}t Gi:'ri han dinh lwgng Ph hi
pham, vi % ; 4 2 (néu c6)/ Pham vi do wrong phap
TT | liéu dwge thir ThTen phepfthu‘ cu tl;e y Limit of quantitation thir
Afatoriaicar e name of specific tests (if any)/range of Fostathod
pro duct tested measurement
Xaéc dinh tro: tro toan phﬁn, tro sulfat, tro khong
43 tan trong acid, tro tan trong nudc
’ Determination of ash: ash, sulphate ash, acid-
insoluble ash, water-soluble ash
Thir dinh tinh:
Phuong phdp hoa hoc; phd tir ngoai-kha kién;
49, sic ky 16p méng; sdc ky long; sdc ky khi
Identification test
Chemical test, UV-Vis, TLC, HPLC, GC method
Thir gi6i han tap chat:
Phuong phap cin, hda hoc, sic ky 16p mong; sdc
50. kg long; sic ky khi Duge dién Viét
Impurities test Nam, Dugc d‘f%n
nudc ngodi, cac
Balance, chemical test, TLC, HPLC, GC method Tiow chudn ¢ ;
Dinh lwong céc chit chinh: sodoBOY te
Phuong phap UV-Vis, do thé tich, sic ky long, caplso dang Ly
5oL Viethamese
51. sac ky khi _
) E ’ Pharmacopeia,
ssay test. -Vis, volumetry, .
Duwgec liu HPL}()T GC method & Foreign
Herbal drug > metho Pharmacopeia,
Xac dinh ham lrong Ca, Zn, Cu, Fe, Mn Ca: 0,08 pg/g in-house
& Phuong phip F-AAS Zn: 0,02 pglg I_SP“UZC;”IEESH
’ Determination of Ca, Zn, Cu, Fe, Mn content Cu: 0,30 pg/g KSRy o
F-AAS method Fe, Mn: 0,20 pg/g
X4c dinh ham lugng Pb, Cd
- Phuong phap GF-AAS Pb: 4 ng/g
' Determination of Pb, Cd content Cd: 0,05 ng/g
GF-AAS method
X4c dinh ham luong Hg
Phuong phap CV-AAS
54, g.p 2 ) Hg: 60 ng/g
Determination of Hg content
CV-AAS method)
X4c dinh ham lugng Pb, As, Cd, Hg, Cu:
" Phuong phap ICP-MS Thé rén/solid MT/WI-NCPT-
' Determination of Pb, 4s, Cd, Hg, Cu content/ 0,13 png/g 004: 2024
ICP-MS method
AFL 01/12 Lén ban hanh/Issued No: 4.24 Sodt xét/ngay/ Revised/dated: Trang/Page: 7/36



DANH MUC PHEP THU PUQC CONG NHAN (SO 1)
LIST OF ACCREDITED TESTS (No 1)

VILAS 108
igl;sir;t O g O % | Pharmiprphil
TT 1i€l:u durge thir Tom phip-thiiey the e z}fqitil:;t::iif : th%’rp ap
Materials or The name of specific tests (if any)/range of Tost wathod
product tested measurement
MT/WI-MP-21:
s Do ddng déu don vi déng gbi 2024
' Uniformity of dosage units (Ref: Dugc dién
M§ phim Viét Nam)
Cosmetics MT/WI-MP-
53 Xac dinh gia tri pH 06:2024
' Determination of pH value (Ref: Dugce dién
Viét Nam)
Xac dinh ham lugng
2-phenoxyethanol 2-phenoxyethanol:
methyl 4- hydroxybenzoate 24 nglg
ethyl 4-hydroxybenzoate . dlf;‘:;*gj -
propyl 4-hydroxybenzoate 5,3 nglg
butyl 4-hydroxybenzoate ethyl 4- .
Phuong phép HPLC-d4u do UV tipdioagtionnies | Soa A SULT
54. (il TCVN 13645:
Determination of 5,0 pglg 2023
2-phenoxyethanol propyl 4-
methyl 4- hydroxybenzoate hydoryhennite:
ethyl 4-hydroxybenzoate, 15’5 Ti/g
propyl 4-hydroxybenzoate, hydrm:l%enzoate:
M§ phém butyl 4-hydroxybenzoate 17 ngle
Cosmetics UV detector-HPLC method
Xac dinh hé}m lugng h{droguinon ACMO003:2017
55 Phuomg.pha‘p HPLC-dau d.o uv 25 ugle TCYN 13644
Determination of hydroquinone 2023
UV detector-HPLC method
X4c dinh Diethylen glycol (DEG)
56, Phuong phap GC/MS 0.02 % MT/WI-MP-17:
Determination of diethylene glycol (DEG) ’ 2024
GC/MS method
Xac dinh ham lwgng As, Cd, Pb va Hg
Phuong phép ICP/MS 0.20pg/e | MT/WI-MP-14:
3% . Moi nguyén to/
Determination of As, Cd, Pb and Hg Each el ¢ 2023
ICP/MS method ach eremen
Chu thich/Note:
- MT/WI- ...: Phwong phap do phong thi nghiém x4y dung/ Laboratory developed method
- ACM: phuong phép hoa hop ASEAN
- TCVN: tidu chudn Viét Nam
- ref.: phuong phap tham chiéu/reference method
AFL 01/12 Lén ban hanh/Issued No: 4.24 Soat xét/ngay/ Revised/dated: Trang/Page: 8/36



DANH MUC PHEP THU PUQGC CONG NHAN (SO 1)
LIST OF ACCREDITED TESTS (No 1)

VILAS 108

[1]: Phu luc: Danh muc cic phwong phap thir trong huyét twong ngudi

[1]: Appendix: List of testing method in human plasma

TéP ifl"n I:ihﬁm’ Gi?’i han dinh lugng
o7 s b Tén phép thir cy th (néu °;)’ Pham vido | ppyong phép thir
. Limit of quantitation
Mitasials i The name of specific tests (F am? range of Test method
praduct tested measurement
Xéc dinh ham lugng Paracetamol va
Ibuprofen Paracetamol:
Phuong phap HPLC ddu do UV-Vis. (0,25 ~ 25) pg/mL MT/WI-TPSH-
1. Determination of Paracetamol and Ibuprofen: 01:2021
Ibupofen content (0,5 ~ 50) pg/mL
HPLC/UV-Vis method
Xac dinh ham lugng Cefuroxim
5 Phuong phép HPLC dau do UV-Vis (0,125 ~ 25) MT/WI-TPSH-
' Determination of Cefuroxime content ug/mL 02:2023
HPLC/UV-Vis method
Xac dinh ham lugng Indinavir
Phuong phép HPLC dau do UV-Vis MT/WI-TDSH-03
3 Determination of Indinavir content (0,25~20) pg/ml 2021
HPLC/UV-Vis method
Xac dinh ham lugng Clarithromycin
Phuong phap LC-MS/MS & J
4, Huyét twong wong paap . (0,25 ~ 10) pg/mL MT/’W? TBSH
ngudi Determination of Clarithromycin content 04a:2021
LC-MS/MS method
| Human plasma
Xac dinh ham lugng Clarithromycin
i hap LC- ! A
5 hwong phép MS/MS (0,05 ~ 5) pug/mL MT/W‘I TBSH
Determination of Clarithromycin content 04b:2023
LC-MS/MS method
Xac dinh ham hrong Clarithromycin
Phuong phap LC-MS-IT-TOF MT/WI-TBSH-
6. 0,02 ~ 10) pg/mL ;
Determination of Clarithromycin content ( ) pg/m 04c¢:2024
LC-MS/MS method
Xac dinh ham lugng Clarithromycin
Phuong phap LC-MS/MS MT/WI-TDSH-
& 0,01 ~ 10) pg/mL
Determination of Clarithromycin content ( )he 04d:2021
LC-MS/MS method
X4ac dinh ham lugng Amlodipin
Phuong phap LC MS/MS MT/WI-TPSH-
8. Determination of Amlodipine content (0,1 ~ 30) ng/mL 05:2021
LC-MS/MS method
AFL 01/12 LAn ban hanh/Issued No: 4.24 So4t xét/ngay/ Revised/dated: Trang/Page: 9/36



DANH MUC PHEP THU PUQC CONG NHAN (SO 1)
LIST OF ACCREDITED TESTS (No 1)

VILAS 108
A 2 A
Ten iia‘n l(’iham’ Gigi han dinh lugng
T vat f;,r e Tén phép thix cu thé (néu c6)/ Pham vido | ppyong phép thir
. Limit of quantitation
Mitarials o¢ The name of specific tests (if anyy/ range of Test method
praduct tested measurement
Xéc dinh ham lugng Amlodipin
Phuong phap LC MS/MS MT/WI-TPSH-
9. 1~ mL
Determination of Amlodipine content @] =13 yuge 05a:2022
LC-MS/MS method
Xac dinh ham lugng Cetirizin
Phuong phap LC-MS/MS MT/WI-TDSH-
W Determination of Cetirizine content (1 ~800) ng/ml. 06:2021
LC-MS/MS method
Xéc dinh ham lugng Loratadin & chit
chuyén héa Desloratadin Loratadin
1 Phuong phap LC-MS/MS (0,25 ~ 30) ng/mL MT/WI-TPSH-
' Determination of Loratadine and its Desloratadin 07:2021
metabolite desloratadine content (0,25 ~ 30) ng/mL
LC-MS/MS method
Xac dinh ham lugng Cefadroxil
1. Phucmg-phap HPLC dau do- UV-Vis (0.3 ~ 45) pg/mL MTW-TDSH-
Determination of Cefadroxil content 08:2021
HPLC/ UV-Vis method
Huyét twong Xéc dinh hé}m lrgng Pkarac?tamol . WLTBSH
13, ngudi Phuong phap HPLC dau do UV-Vis (0,25 ~ 25) pg/mL £ -
Human plasma Determination of Paracetamol content 09:2021
HPLC/UV-Vis method
X4c dinh ham lugng Paracetamol
h - A d\ \; ~ y
14, Phuong phap HPLC dau do UV-Vis (0,05 ~ 10) pg/mL MT/WI-TBSH
Determination of Paracetamol content 092:2023
HPLC/UV-Vis method
Xac dinh ham luong Paracetamol
5. Phuong pha.p HPLC dau do UV-Vis (0,25 ~25) pg/mL MTM-TDSH—
Determination of Paracetamol content 09b:2022
HPLC/UV-Vis method
Xéc dinh ham lugng Atorvastatin va chit
chuyén hoa ortho-hydroxy atorvastatin Atorvastatin
(6 Phuong phap LC-MS/MS (0,1 ~ 50) ng/mL MT/WI-TDSH-
' Determination of Atorvastatin and its 0~OH atorvastatin 12:2023:
metabolite ortho-hydroxy atorvastatin (0,1 ~ 50) ng/mL
LC-MS/MS method
X4c dinh ham lugng Cefalexin
Phuong phdp HPLC dau do UV-Vis MT/WI-TDSH-
= Determination of Cephalexin content (0, 2~40) pgiml. 13:2023
HPLC/UV-Vis method
AFL01/12 Lén ban hanh/Issued No: 4.24 Soét xét/ngay/ Revised/dated: Trang/Page: 10/36



DANH MUC PHEP THU DPUQC CONG NHAN (SO 1)
LIST OF ACCREDITED TESTS (No 1)

VILAS 108
Tén i_ﬁn“ pham, Gigi han dinh lugng
TT b & lf}?&d“qc Tén phép thir cy thé If“e“ c6)/ Pham vido | ppyomg phap thir
: imit of quantitation
Materials or The name of specific tests (if any) range of Test method
product tested measurement
Xac dinh ham lugng Ciprofloxacin
hap HPLC ddu do UV-Vi 3 .
18, Phuong phap HPLC dau do UV-Vis (0,08 ~ 8) pg/mL MT:’V\.fI TBSH
Determination of Ciprofloxacin content 14:2023
HPLC/UV-Vis method
Xac dinh ham lugng Levofloxacin
19. Phu'ong phép HPLC dau do UV-Vis (0,1 ~ 10) pg/mL MT;’W.’I—TBSH—
Determination of Levofloxacin content 15:2023
HPLC/UV-Vis method
Xéac dinh ham lugng Fexofenadin
20. Phuong phap LC-MS/MS . (1 ~ 600) ng/mL MT:’WI—TESH—
Determination of Fexofenadine content 16:2023
LC-MS/MS method
Xac dinh ham lugng Fexofenadin
51 Phuong phip LC-MS/MS (1,5 ~ 1500) MT/WI-TDSH-
' Determination of Fexofenadine content ng/mL 16a:2023
LC-MS/MS method
Huvét ¢ Xiac dinh ham hrgng Cefaclor
llye ll'O'llg hr H L dr‘\ 3 _V-
% ngwoi Phuong phap HFLC dandoLiy-Vis (0,25 ~ 50) pg/mL
Determination of Cefaclor content
Human plasma | pyp; /1y yis method
X4c dinh ham lrgng Trimetazidin
Phuong phap LC-MS/MS MT/WI-TDSH-
23, 1 ~300) ng/mL
Determination of Trimetazidine content ( ) ng/ 18:2023
LC-MS/MS method
X4c dinh ham lwgng Trimetazidin
Phuong phéap LC-MS/MS MT/WI-TBSH-
24, 1 ~200 i
Determination of Trimetazidin content ( g 182:2023
LC-MS/MS method
Xac dinh ham lugng Bisoprolol
Phuong phap LC-MS/MS MT/WI-TBSH-
25. 0,1 ~ 100) ng/mL
Determination of Bisoprolol content ( yogim 19:2023
LC-MS/MS method
Xiac dinh ham hrgng Bisoprolol
Phuong phap LC-MS/MS (8040) MT/WI-TDSH-
26. 1 ~100 L
6 Determination of Bisoprolol content ©, g 192:2021
LC-MS/MS method
AFL 01/12 Lén ban hanh/Issued No: 4.24 So4t xét/ngay/ Revised/dated: Trang/Page: 11/36



DANH MUC PHEP THU PUQC CONG NHAN (SO 1)
LIST OF ACCREDITED TESTS (No 1)

VILAS 108
Py A
Te“l:g i:”tn [()iham, Gi}i’i han dinh lugng
T va lf}lllﬁ, ge Tén phép thix cu thé ;f'e'f c;)" Phamvido | ppyymg phap thir
s imit of quantitation
Materials or The name of specific tests (if any)/ range of Test method
product tested measurement
z(lzfn:if;ﬂ :am lrgng Amoxicilin + Acid Amoxicillin
0,15~ /mL
- Phuong phap LC-MS/MS ( Acsi y Ci:\)m*{agnic MT/WI-TDSH-
' Determination of Amoxicillin + 20:2023
Clavulanic acid content (0,075 r;]j’,S)
LC-MS/MS method he/
i:zli;nlijlam lwong Amoxicillin va Acid Kmsaitia
0,15~ 15) pg/mL
2 Phuong phép LC-MS/MS (8040) ( o Claﬁfﬂi MT/WI-TDSH-
' Determination of Amoxicilin + Clavulanic 20b: 2021
acid (0,0075 ~7,5)
LC-MS/MS method hgml
Xac dinh ham lwgng Amoxicillin va Acid Amoxicillin
clavulanic (150~ 15000)
29 Phuong phap LC-MS/MS ng/mL MT/WI-TDSH-
' Determination of Amoxicilin + Clavulanic |  Acid clavulanic 20c: 2024
acid (18,75 ~ 7500)
LC-MS/MS method ng/mL
“ r
Huycttwong | x5, dinh ham lugng Losartan va chat Ayt
ngwol chuyén hoa Acid carboxylic losartan (0,125~1125)
“ Human plasma | Phuong phap LC-MS/MS R ,d“g/ ‘zL ; MT/WI-TDSH-
' Determination of Losartan and its ml CHInOAE 21:2023
metabolite Losartan carboxylic acid OSHELAN
LC-MS/MS method (0,125~1125)
ng/mL
Xac dmh ham luong Losartan, chét 1. xmpta
chuyén hoa Acid carboxylic losartan 2~ 1600) ne/mL
51 Phuong phéap LC-MS/MS (AN‘d 3) HE lm MT/WI-TPSH-
' Determination of Losartan, its metabolite “ 0 carrtoxy ¢ 21a: 2021
Losartan carboxylic acid CEEEE
LC-MS/MS method (2~ 1600) ng/mL
X4c dinh ham lwgng Quercetin
Phuong phap LC-MS/MS MT/WI-TDSH-
3 Determination of Quercetin content (03 =30meml. 22:2013
LC-MS/MS method
Xac dinh ham lugng Gliclazid
Phuong phap HPLC du do UV-Vis MT/WI-TDSH-
33. 0,05~ 10 L
. Determination of Gliclazide content e El 23:2021
HPLC/UV-Vis method
AFL 01/12 Lén ban hanh/Issued No: 4.24 Sodt xét/ngay/ Revised/dated: Trang/Page: 12/36



DANH MUC PHEP THU PUGC CONG NHAN (SO 1)
LIST OF ACCREDITED TESTS (No 1)

VILAS 108

" 2 A
Tén sdn pham,
vt liéu duge

Gi#i han dinh lwgng
(néu ¢6)/ Pham vi do

L

Determination of Cefixime content
HPLC/UV-Vis method

TT thie Tén pl-ép thir cu thé ; Phwong phap thir
. Limit of quantitation
Materials or The name of specific tests (if amy) range of Test method
product tested measurement
Xac dinh ham lugng Gliclazid
Phuong phap LC-MS/MS MT/WI-TBSH-
4, ~ 10 mL
3 Determination of Gliclazide content (0,05~ 10) pgf 23a:2020
LC-MS/MS method
Xdc dinh ham lugng Rosuvastatin
Phuong phap LC-MS/MS MT/WI-TBSH-
: 0,2 ~
% Determination of Rosuvastatin content {82~ [00)ngaml. 24:2021
LC-MS/MS method
Xac dinh ham lugng Rosuvastatin
Phuong phap LC-MS/MS (8040) MT/WI-TDSH-
; ~ /
o Determination of Rosuvastatin content (02~ 100y ngrtnl. 24a:2021
LC-MS/MS method
X4c dinh ham lugng Methylprednisolon
Phuong phap LC-MS/MS
MT/WI-TBSH-
37. Determination of Methylprednisolone (1 ~500) ng/mL :;:?.712021
content '
LC-MS/MS
Xéc dinh ham lwgng Methylprednisolon W
Huyét twong | Phuong phip LC-MS/MS (8040) f
o M -TBbSH- :
38. ngwoi Determination of Methylprednisolone (1 ~500) ng/mL 2@2022 fON
Human plasma | content >
LC-MS/MS ")
%
Xiéc dinh ham lugng Metformin
Phuong phap HPLC dau do UV-Vis MT/WI-TDSH-
39, 0,05 ~ /mL
Determination of Meformin content ©, %) pgm 26:2021
HPLC/UV-Vis method
Xac dinh ham lwgng Atenolol
Phuong phap LC-MS/MS MT/WI-TBSH-
: 5~250
40 Determination of Atenolol content ( 0) ng/mL 27:2021
LC-MS/MS method
Xic dinh ham lwong Cefixim
Phuong phap HPLC dau do UV-Vis MT/WI-TDSH-
. 0,15~ 12) pg/
4 Determination of Cefixime content ©, 12 PRl 28:2021
HPLC/UV-Vis method
X4c dinh ham lugng Cefixim
Phuong phap HPLC diu do UV-Vis
MT/WI-TBSH-
42, (2030C) (0,15 ~ 12) pg/mL 98212022

AFL 01/12

LAn ban hanh/Issued No: 4,24
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DANH MUC PHEP THU PUQC CONG NHAN (SO 1)
LIST OF ACCREDITED TESTS (No 1)

VILAS 108
A > A
Tén e pham, Gi6i han dinh lwgng
- vat f}f&d“"-“ Tén phép thrt cy thé o cd)/ Pham vido | phyrong phép thix
: imit of quantitation
Mitarals o The name of specific tests (if ang) range of Test method
product tested measurement
Xdac dinh ham lugng Aceclofenac
43, Phucmg.pha.p HPLC dau do UV-Vis (0,2 ~ 20) pg/mL MT/W I-TBSH-
Determination of Aceclofenac content 29:2021
HPLC/UV-Vis method
Xéc dinh ham lugng Glimepirid
Phuong phap LC-MS/MS MT/WI-TBSH-
44, 1 ~ 1000) ng/
Determination of Glimepiride content ( 0) gt 30:2021
LC-MS/MS method
Xac dinh ham lugng Glimepirid
Phuong phap LC-MS/MS (8040) MT/WI-TDSH-
45. 1 ~1000 L
Determination of Glimepiride content ( ) ng/m 30a: 2021 ) /{,
LC-MS/MS method R
Xac dinh ham lugng Azithromycin : Y‘
- Phuong phép LC-MS/MS (4,5 ~ 1500) MT/WI-TDSH- (E;
' Determination of Azithromycin content ng/mL 32:2019 N
LC-MS/MS method N5
NS
) Xiac dinh ham lugng Azithromycin A
Huyét twong | Phuong phap LC-MS-IT-TOF MT/WI-TBSH-  |\7%
47. i 5~1500 L. )
ngwol Determination of Azithromycin content ( gl 32a:2021 Ny
Human plasma | [.C-MS-IT-TOF method b 2
Xéc dinh ham lugng Levodropropizin /\“/
. A
i Phuo*ng.pha-p LC-MS/MS : p—— MT/WLTDSH-
. Determination of Levodropropizine ( ng/m 33:2021
content
LC-MS/MS method
Xac dinh ham lugng Adefovir
Phuong phap LC-MS/MS MT/WI-TBSH-
; 1~ /mL
4 Determination of Adefovir content (1~ 100y gyt 34:2021
LC-MS/MS method
Xac dinh ham lugng Glibenclamid
50. Phu'cmg-pha-p LCTML?»/MS . (0,5 ~ 500) ng/mL MT/WI-TDSH-
Determination of Glibenclamide content 35:2023
LC-MS/MS method
Xéc dinh ham lugng Felodipin
Phuong phap LC-MS/MS MT/WI-TBSH-
L. 0,05 ~ 10) ng/mL
: Determination of Felodipine content WS ) ng/m 36:2023
LC-MS/MS method
AFL01/12 Lan ban hanh/Issued No: 4.24 Soét xét/ngay/ Revised/dated: Trang/Page: 14/36



DANH MUC PHEP THU PUQC CONG NHAN (SO 1)
LIST OF ACCREDITFD TESTS (No 1)

VILAS 108
A > A
Tean Sin pham, Gidi han dinh lwong —I
vitligu dwge Tén phép thir cy thé (néu c6)/ Pham vido | pyyomg phap thie
" Matglil:l i The name of specific tests L";:_'sz ?:ﬁ jl/"r‘:]':t:‘:lg;n Tast tisthod
product tested measurement
Xac dinh ham lugng Tenofovir
Phuong phap LC-MS/MS MT/WI-TBSH-
: 2 ~1000 L
o2 Determination of Tenofovir conient ( ) ogin 37:2023
LC-MS/MS method
Xac dinh ham lrong Tenofovir
Phuong phap LC-MS/MS (8040) MT/WI-TBSH-
; 2~10 /mL
53 Determination of Tenofovir content ( 08l) gy 37a:2023
LC-MS/MS method
Xdc dinh him luong Nifedipin va chét Nifedinin
chuyén hoa Dehydro nifedipin 0.2 500)pn fil,
54 Ehusng phiap-L GBS D;h dronifegi in MT/WLTDSH-
) Determination of Nifedipine and its ¥ P 38:2023 ‘ol
metabolite Dehydro nifedipine (0,15 /:nioo) NP
LC-MS/MS method ne NG
XAc dinh ham legng Ofloxacin AT
Phuong phap HPLC dau do UV-Vis MT/WI-TDSH-
i 0,1 ~10) pg/mL -
2 £ Determination of Ofloxacin content ( ) hg/m 39:2021 s =3
Huyét twong . =
ngwdi HPLC/UV-Vis method
Human plasma | X¢ dinh ham lugng (L:arbamazepin |
Phuong phap HPLC dau do PDA MT/WI-TBSH- |
56. 0,1 ~10) pg/mL
Determination of Carbamazepine content ( )he 40:2021
HPLC/PDA method
Xic dinh ham hrgng Losartan, Acid R
ac dinh ham lugng Losartan, Aci N
carboxylic losartan va Hydroclorothiazid (SA _35003) ng/ :'nL
57 Phuong phéap LC-MS/MS mloc;ar 0)%)/ 1© MT/WI-TPSH-
' Determination of Losartan, Losartan (5 ~ 2500) nl /oL 41:2023
carboxylic acid va Hydrochlorothiazide - thg ”
LC-MS/MS method (3; OSCO‘(’)‘)O ‘/"‘Zi ‘
~ ng/m
Xéc dinh ham hrong Losartan, Acid Losartan:
ac dinh ham lugng Losartan, Aci N
carboxylic losartan va Hydroclorothiazid (2A .31000,3 ng/fnL
. Phuong phép LC-MS/MS (8040) Cllozfrt;ﬁfy o MT/WI-TDSH-
' Determination of Losartan, Losartan (2 ~ 1000) n' L 41a:2022
carboxylic acid va Hydrochlorothiazide tdalors h% ”
LC-MS/MS method (5; 050%‘30 /azi :
~ ng/m
AFLOL/12 Lén ban hanh/Issued No: 4.24 Soét xét/ngay/ Revised/dated: Trang/Page: 15/36



DANH MUC PHEP THU PUQC CONG NHAN (SO 1)
LIST OF ACCREDITED TESTS (No 1)

o VILAS 108
Té}‘ S_ﬁﬂ“ pham, Gi6i han dinh lugng
TT vit llf]?&mrqc Tén phép thir cu thé L('.'é‘ftc'i)’ Ph’-"_’: ‘: @ | phwong phép thir
Materials or The name of specific tests ‘Z‘;a;’g )‘1/’12’:1; :a}’” Test method
product tested measurement
Losartan:
Xéc dinh ham lugng Losartan, Acid (2 ~2000) ng/mL
carboxylic losartan va Hydroclorothiazid Acid carboxylic
59 Phuong phap LC-MS/MS (8040) losartan: MT/WI-TBSH-
' Determination of Losartan, Losartan (2,5 ~2500) 41b:2022
carboxylic acid va Hydrochlorothiazide ng/mL
LC-MS/MS method Hydroclorothiazid:
(1 ~400) ng/mL
Xac dinh ham lugng Tamsulosin
Phuong phap LC-MS-IT-TOF MT/WI-TDSH-
@ Determination of Tamsulosin content (s~ 50) genl 42:2021
LC-MS/IT-TOF method
Xdc dinh ham lugng Verapamil va chét
chuyén héa Norverapamil Verapamil:
61 Phuong phap LC-MS/MS (1 ~400) ng/mL MT/WI-TDSH-
' Determination of Verapamil and its Norverapamil: 43:2021
metabolite Norverapamil (1 ~400) ng/mL
P LC-MS/MS method
Huy:;tl:;]r’io'ng Xiéc dinh ham lugng Valsartan
62. Human plasma Phagng ghap LC-MSMS (0,025~ 17) MT/WI-TDSH-
Determination of Valsartan content ng/ml 44:2021
LC-MS/MS method
Xac dinh ham lugng Rhein
Phuong phép HPLC dau do UV-Vis MT/WI-TBSH-
= Determination of Rhein content Wit = L0y gl 45:2021
HPLC/UV-Vis method
Xac dinh ham luwgng Nitroglycerin va hai
chat chuyén ho4 (1,2-dinitroglycerin; 1,3- Nitroglycerin:
dinitroglycerin) (0,05 ~ 10) ng/mL
64 Phuong phap LC-MS/MS 1,2~Dinitroglycerin: MT/WI-TBSH-
' Determination of Nitroglycerin and its (0,06 ~ 20) ng/mL 46:2023
metabolites (1,2-dinitroglycerin; 1,3- 1,3~Dinitroglycerin:
dinitroglycerin) (0,05 ~ 10) ng/mL
LC-MS/MS method
Xac dinh ham lwgng Drotaverin
Phuong phap LC-MS/MS MT/WI-TBSH-
6. Determination of Drotaverin content (9~ 600) ng/mL. 48:2020
LC-MS/MS method
AFL 01/12 Lan ban hanh/Issued No: 4.24 Soét xét/ngay/ Revised/dated: Trang/Page: 16/36



DANH MUC PHEP THU PUQC CONG NHAN (SO 1)
LIST OF ACCREDITED TESTS (No 1)

VILAS 108
A > A
Teﬂn i;n pham, Gi:i’i han dinh lwong
TT vat fﬁlﬁd“qc Tén phép thik cu thé (néu c6)/ Pham vido | ppyyng phép thir
. Limit of quantitation
Witaiidiar The name of specific tests (if any) vange of Test method
product tested measurement
Xac dinh ham lugng Pantoprazol
66. Phucrng.phap HPLC dau do UV-Vis (0,048 ~ 8) pg/mL MT/WI-TBSH-
Determination of Pantoprazole content 49:2023
HPLC/UV-Vis method
Xéc dinh ham luwgng Paracetamol va
Cafein Paracetamol:
. Phuong phap HPLC diu do UV-Vis (0,05 ~ 25) ng/mL MT/WI-TBSH-
' Determination of Paracetamol and Cafein: 50:2023
Caffeine (0,05 ~ 10) pg/mL
HPLC/UV-Vis method
Xac dinh ham hrong Telmisartan
Phuong phap LC-MS/MS MT/WI-TPSH- |
. ~ 100 i AJ
68 Determination of Telmisartan content - MOGEE 51:2023 N
LC-MS/MS method NC
Xac dinh ham lugng Telmisartan :f‘
. JN(
Phuong phap LC-MS/MS (8040) MT/WI-TDSH- |
; ~ /mL
o Determination of Telmisartan content (-~ 500) ngim 51a:2021 )
LC-MS/MS method 7
Huyét twong | X4c dinh him hrong Telmisartan
0 ngudi Phuong phap LC-MS/MS (8040) (5 ~2000) ngir, | MLTWETDSH- O(
* | Human plasma | Determination of Telmisartan content . 51b: 2022 e
LC-MS/MS method
Xac dinh ham lurong Irbesartan
hwong phap LC-MS/MS MT/WI-TDSH-
1. 0 ~
! Determination Irbesartan content (0,005 ~B)figml 52:2023
LC-MS/MS method
X4c dinh ham lugng Irbesartan
Phuong phéap LC-MS/MS (8040) MT/WI-TDSH-
2; ~8 L
: Determination of Irbesartan (005 g 52a:2023
LC-MS/MS method
Xac dinh ham lugng Celecoxib
Phuong phip HPLC dau do UV-Vis MT/WI-TDSH-
73. ~2000 L
Determination of Celecoxib content el jgeim 53:2023
HPLC/UV —Vis method
X4c dinh ham lugng Celecoxib
Phuong phip HPLC diu dé UV-Vis MT/WI-TDSH-
4. 10 ~ 2000) ng/mL
7 Determination of Celecoxib content ( ) ag 53a:2022
HPLC/UV —Vis method
AFL01/12 Lan ban hanh/Issued No: 4.24 Soat xét/ngay/ Revised/dated: Trang/Page: 17/36



DANH MUC PHEP THU PUQC CONG NHAN (SO 1)
LIST OF ACCREDITED TESTS (No 1)

VILAS 108
A 2 A
Te‘n i:tn pham, Gi?’i han dinh lwong )
T Wit fﬁ‘&d"‘-’“ Tén phép thit cy thé (néu c8)/ Pham vido | ppyono phip thiv
» Limit of quantitation
Mtarials oF The name of specific tests (if any)/ range of Test method
product tested measurement
Xac dinh ham lugng Cefpodoxim
75, Phucmg'phap HPLC dau do.UV-Vls (0,06 ~ 12) pg/mL MT/WI-TDSH-
Determination of Cefpodoxime content 54:2023
HPLC/UV-Vis method
X4ac dinh ham lugng Edotolac
- Phuong phap HPLC diu do PDA (0,25 ~ 125) MT/WI-TDSH-
’ Determination of Edotolac content pLg/mL 55:2021
HPLC/PDA method
Xac dinh ham lugng Esomeprazol
77 Phuong.pha-p HPLC dau do UV-Vis 0,072 ~ 9 pg/ml. MT/WI-TBSH-
Determination of Esomeprazole 56:2021
HPLC/UV-Vis method
Xac dinh ham lugng Esomeprazol
8. Phuong pha.p HPLC dau do UV-Vis 0,012 ~ 4 pg/mL MT/W-I—TE)SH-
Determination of Esomeprazole 56a:2021
HPLC/UV-Vis method
Xac dinh ham lugng Meloxicam
; Phuong phip HPLC ddu do PDA MT/WI-TDSH-
. e ~ 'mL
= Hui(letl:(}:io'ng Determination of Meloxicam content (0,05~7.3) ng/ 57:2021
. HPLC/PDA method
Human plasma — -
Xdc dinh ham lugng Meloxicam
Phuong phap LC-MS/MS MT/WI-TDSH-
80. Determination of Meloxicam content (18~ 2000 gl 57a:2021
LC-MS/MS method
Xac djnh ham lugng ddng thoi Enalapril
va chat chuyén hoa Enalaprilat Enalapril:
81 Phuong phép LC-MS/MS (0,1 ~200) ng/mL MT/WI-TBSH-
' Simultaneous Determination of Enalapril Enalaprilat: 58:2023
and Enalaprilate (0,1 ~200) ng/mL
LC-MS/MS method
X4c dinh ham lugng Pregabalin
Phuong phap LC-MS/MS MT/WI-TBSH-
2. 0,05 ~20) pg/mL
. Determination of Pregabalin content w0 ) e 59:2023
LC-MS/MS method
X4c dinh ham lugng Pregabalin
Phuong phap LC-MS/MS MT/WI-TDSH-
83. 05~5 L
Determination of Pregabalin content O, ) pg/m 59a:2021
LC-MS/MS method
AFL 01/12 Lan ban hanh/Issued No: 4.24 Soét xét/ngay/ Revised/dated: Trang/Page: 18/36
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DANH MUC PHEP THU PUQC CONG NHAN (SO 1)
LIST OF ACCREDITED TESTS (No 1)

VILAS 108
A 2 A
Tén ii{“ pham, Gigi han dinh lugng
T vat f}fﬁduﬁc Tén phép thix cu thé (néu c6)/ Pham vido | ppyomg phap thiv
i Limit of quantitation
Mt B The name of specific tests ek s Test method
product tested measurement
Xac dinh ham lwong Pregabalin
Phuong phap LC-MS/MS . MT/WI-TBSH-
; 0,05 ~ /
¥ Determination of Pregabalin content (0,05~10) pg/enl. 59b: 2022
LC-MS/MS method
Xéc dinh ham lugng Metformin va
Glibenclamid Metformin:
85 Phuong phép LC-MS/MS (25 ~ 5000) ng/mL MT/WI-TDSH-
' Determination of Metformin and Glibenclamid: 60:2023
Glibenclamide content (0,5 ~ 500) ng/mL
LC-MS/MS method
Xac dinh ham lwgng Diclofenac
Phuong phap LC-MS/MS MT/WI-TBSH-
: 10 ~ 0 L
86 Determination of Diclofenac content ( 4000) ng/m 61:2020
LC-MS/MS method
Xéc dinh ham lwgng Paracetamol va
Paracetamol:
Tramadol 150 ~ 10000
. . Phuong phap LC-MS/MS ( n;,mL ) MT/WI-TPSH-
' Huyet twong | pesermination of Paracetamol and restaadol: 62:2020
ngrol Tramadol content ’
Human plasma. | [,C-MS/MS method (9~ 600) ng/mL.
Xic dinh ham lugng Rebamipid
Phuong phap LC-MS/MS MT/WI-TDSH-
‘ ~ 500 L
e Determination of Rebamipid content (5~ 500) ng/m 63:2023
LC-MS/MS method
Xac qinh ham lugng Desloratadin va chét
chuyén hoa 3-hydroxy desloratadine Desloratadin:
Phuong phap LC-MS/MS 2 ~
SPERP o 0,02~10) ng/mk | i wrrRSH-
89. Determination of Desloratadine and its 3~OH ;
; . 64:2021
metabolite desloratadin:
3-hydroxy desloratadine (0,02 ~ 10) ng/mL
LC-MS/MS method
Xac dn_lh.ham lugng Metoprolol va Metoptolol:
Amlodipin 0.3 ~ 100) nefmL
- Phwong phap LC-MS/MS ©, f;nl d? gg.m MT/WI-TDSH-
' Determination of Metoprolol and SRR 65:2021
Amlodipin content (0’04;’111 5)
LC-MS/MS method e
AFL 01/12 Lan ban hanh/Issued No: 4.24 Soét xét/ngay/ Revised/dated: Trang/Page: 19/36



DANH MUC PHEP THU PUQC CONG NHAN (SO 1)
LIST OF ACCREDITED TESTS (No 1)

VILAS 108
A > A
Te’\nt ila‘n I;Iham’ Gif)'i hs:m dinh lu‘g’ng
- va f}:-l& woc Tén phép thir cu thd ;’neu c})/ Pham vi do Phwong phép thi
; imit of quantitation
MatsrialsiF The name of specific tests (if ang)/ range of Test method
p roduct tested measurement
Xac czmh rham l_u’qng C;lopldogrel va cl'.lat Clopidogtel:
chuyén hoa Acid clopidogrel carboxylic BT830y gl
Phuong phap LC-MS/MS ©, o ) neims
—_— . . Acid clopidogrel MT/WI-TDSH-
91. Determination of Clopidogrel and its i 66:2021
metabolite Gachasyiis: '
Clopidogrel carboxylic acid (0’02;;’1} 0)
LC-MS/MS method PE
Xéc dinh ham lugng Quinapril va chét
chuyén hoa Quinaprilat Quinapril:
9 Phuong phdp LC-MS/MS (10 ~ 1000) ng/mL MT/WI-TDSH-
' Determination of Quinapril and its Quinaprilat: 67:2021
metabolite Quinaprilat content (12 ~ 3000) pg/mL
LC-MS/MS method
Xic dinh ham luong dong thoi
Paracetamol va Codeine Paracetamol:
03 Phuong phéap LC-MS/MS (0,08 ~20) pug/mL | MT/WI-TBSH-
' Determination of Paracetamol and Codein: 68:2021
Codein content (1 ~250) ng/mL
LC-MS/MS method
Huyét twong Xac dinh ham lwvgng Alfuzosin
nguoi Phuong phép LC-MS/MS MT/WI-TDSH-
] 0,2 ~40 L
o Human plasma | Determination of Alfuzosin content ©, ) ng/m 69:2021
LC-MS/MS method
Xéc dinh ham lwgng Valsartan va alug:
Amlodipin 0,024 15
o5 Phuwong phdp LC-MS/MS ©, /n:L ) MT/WIL-TPSH-
' Determination of Valsartan and Arﬁlg . 70:2021
Amliodipin content odiptr:
LC-MS/MS method (0,12~ 30) ng/mL
i(f;lgé?;i:z‘lm lugng Valsartan va Vil et
o Phuong phip LC-MS/MS (8040) (O’ﬂzgj'r;Ll 2) MT/WLTDSH-
' Determination of Valsartan and Al 70a:2020
Amlodipin content odipin.
LC-MS/MS method (0,12~ 30) ng/mL
iiflgéri];liﬁém lugong Valsartan va Valsartan:
; 0,024 ~ 12
- Phuong phéap LC-MS/MS (8040) ( ,P gl ) MT/WI-TDSH-
‘ Determination of Valsartan and Al 70b:2024
Amlodipin content odiptil:
LC-MS/MS method (B12~ i nghnl
AFL 01/12 Lin ban hanh/Issued No: 4.24 Soét xét/ngay/ Revised/dated: Trang/Page: 20/36



DANH MUC PHEP THU PUQC CONG NHAN (SO 1)
LIST OF ACCREDITED TESTS (No 1)

VILAS 108
A 2 A
TeAn fﬁ“ Izlham’ Gidi han dinh lugng
T vat lfl-ll.l& wo'e Tén phép (i cu thé (néu c6)/ Pham vi do Phwong phép thiv
' Limit of quantitation
Matariaiear The name of specific tests (if any) range of Test method
p roduct tested measurement
Xac dinh ham lwgng Cefdinir
o Phuong phap HPLC diu do UV (0,07 ~8,75) MT/WI-TDSH-71
' Determination of Cefdinir content pg/mL 2021
HPLC-UYV method
Xac dinh ham lugng Cefradin
Phuong phap HPLC dau do UV MT/WL-TDSH-
99. 0,25 ~ 50) pg/mL
Determination of Cefradin content ( )b 72:2021
HPLC-UV method
Xac dinh ham lugng Telmisartan va
Hydroclorothiazid Telmisartan:
- Phuong phap LC-MS/MS (5 ~1000) ng/mL | MT/WI-TPSH-
‘ Determination of Telmisartan and Hydroclorothiazid: 73:2021
Hydrochlorothiazide content (1 ~400) ng/mL
LC - MS/MS method
Xac dinh ham lugng Nebivolol
Phuong phap LC-MS/MS Y =
101, & phap _ (0.1 ~10) nghmt, | MIW-TBSH
5 Determination of Nebivolol content 74:2021
Huyét tirong
g LC - MS/MS method
Human plasma Xéc dinh ham lugng Nebivolol
Phuong phap LC-MS/MS MT/WI-TPSH-
102. 0,02 ~ 10) ng/mL
Determination of Nebivolol content ( ) ng/m T4a:2021
LC - MS/MS method
Xac dinh ham lugng Acid valproic
Phuong phap LC-MS/MS ] -
103, &b S , (1~100) pgim, | MT/WITDSH
Determination of Acid valproic content 75:2021
LC - MS/MS method
Xic dinh ham lugng Amlodipin, Amlodipin
Atorvastatin va chat chuyén hoa (ortho- (0,11 ~30) ng/mL
hydroxy atorvastatin, para-hydorxy Atorvastatin
atorvastatin’) (0,1 ~ 100) ng/mL
' Determination of Amlodipine, atorvastatin 76:2022
Atorvastatin and m.etabolztes (ortho- (0,1 ~ 100) ng/mL
hydroxy atorvastatin, para-hydroxy
atorvastatin) content patr a-hYC:OE‘?(Y
atorvastatin
LC - MS/MS method
metho (0,1 ~ 100) ng/mL
AFL 01/12 LAn ban hanh/Issued No: 4.24 Sodt xét/ngay/ Revised/dated: Trang/Page: 21/36
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DANH MUC PHEP THU PUQC CONG NHAN (SO 1)
LIST OF ACCREDITED TESTS (No 1)

VILAS 108
Py - A
Teﬁn ?ia‘n %ham, Giéi han dinh lrgng
7 vat f;‘“ wge Tén phép thik cu thé L(“e“ c8)/ Pham vido | ppyrong phap thic
. imit of quantitation
Mgl o The name of specific tests s e G Test method
product tested measurement
Xéc dinh ham luong Amlodipin, Aucipl
Atorvastatin va chit chuyén hoéa (ortho- (0,1 ~15) ng/mL,
hydroxy atorvastatin, para-hydorxy Atorvastatin
atorvastatin’) (0,1 ~30) ng/mL
- Phuong phap LC-MS/MS ortho-hydroxy MT/WIL-TDSH-
' Determination of Amlodipine, atorvastatin 76a:2022
Atorvastatin and metabolites (ortho- (0,1 ~ 30) ng/mL
hydroxy atorvastatin, para-hydroxy ’ hvd
atorvastatin) content PARRALFCREY
LC - MS/MS method atorvastatin
i R (0,025 ~ 3) ng/mL
Xac dinh ham lrgng Amlodipin va
Telmisartan Amlodipin
i Phuong phap LC-MS/MS (0,06 ~ 15) ng/mL MT/WI-TPSH-
) Determination of Amlodipine and Telmisartan 77:2021
Telmisartan content (5 ~ 1000) ng/mL
LC - MS/MS method
Xé.c d;r}h‘ham lugng Metronidazol va Metronidazol
Spiramicin I T
Phuong phap LC-MS/MS (0,05~25) pg/ml |\ WL TPSH-
107. Determination of Metronidazol and Spiramicin I 78:2022
£ 2 ‘onidazo -
Huyct t‘tr.(mg S;:a::;:zfz 1? :o?:tenf o fm (0,025 ~12,5)
nguoi pg/mL
Human plasma LC - MS/MS method
Xéc dinh ham lugng Omeprazol
Phuong phap HPLC dau do UV : :
108. & PP (12~ 1500) ng/mr, | MTWETDSH
Determination of omeprazol content 79:2022
HPLC/UV method
Xac dinh ham lugng Irbesartan va
Hydroclorothiazid Irbesartan
6 Phuong phap LC-MS/MS (0,005 ~ 6) ug/mL | MT/WI-TPSH-
' Determination of irbersartan and Hydroclorothiazid 80:2023
hydrochlorothiazid content (0,9 ~ 300) ng/mL
LC-MS/MS method
Xéc dinh ham lugng Candesartan
14 Phuong phap LC-MS/MS (1,5~300) ng/mL | MT/WI-TPSH-
' Determination of candersartan content 81:2022
LC-MS/MS method
Xéc dinh ham lrong Candesartan
Phwong phap LC-MS/MS i L
L. 8 P (1-500) ng/mr. | MT/WETDSH
Determination of candersartan content 81a:2023
LC-MS/MS method
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DANH MUC PHEP THU PUQC CONG NHAN (SO 1)
LIST OF ACCREDITED TFSTS (No 1)

B VILAS 108
A 2 A
TeP Sﬁn pham, Gif'ri han dinh lueong
el Sy Tén phép thik cy thé (néu C}J’ Pham vi 4o | ppygmg phap thir
: Limit of quantitation
Materials or The name of specific tests Uf arod? 1onige F Test method
pygduct testgd measurement
Xiac dinh ham lugng Sulbactam va
Ampicillin Sulbactam
- Phuong phap LC-MS/MS (0,35 ~23) pg/mL | MT/WI-TDSH-
' Determination of sulbactam and Ampicillin 82:2023
ampicillin content (0,25 ~ 24) pg/mL
LC-MS/MS method
Xic dinh ham lugng Candesartan va
Hydroclorothiazid Candesartan
i Phuorng phap LC-MS/MS (1 = 500) ng/mL MT/WI-TPSH-
. Determination _Of Candesarran and Hydroclorothiazid 83:2023
Hydrochlorothiazide content (1 ~ 500) ng/mL
LC - MS/MS method
Xac dinh ham [ Amlodipin, L Alodipin
ac di e‘m} ugng odipin, Losartan -
va chat chuyén hoa Losartan Carboxylic (0,05~ 13) ng/enl.
acid Losartan
114. Determination of Amlodipin, losartan ng/mL 84:2022
Huvht tiagi and its metabolite Losartan carboxylic Losartan
)Irlgm‘ri g acid content Carboxylic acid
H LC-MS/MS method (0,5 ~ 1000)
uman plasma ng/mL
X4c dinh ham lugng Vancomycin
h hép HPLC déu d¢ - -
115, Phuong phap audo UV (0,4 ~ 100) pg/mL MT/W.I TBSH
Determination of Vancomycin content 85:2023
HPLC/UY method
Xac dinh ham lugng Moxifloxacin
Phuong phép HPLC dau do PDA 3 i
116. o o (O,1~30) ghaL, | “ArWI-IDSH
Determination of Moxifloxacin content 86:2023
HPLC/PDA method
Xac dinh ham lugng Moxifloxacin
Phuong phép HPLC ddu do PDA : :
1. & pAD e 0.1 ~10) gL | MIHEIOSH
Determination of Moxifloxacin content 86a:2023
HPLC/PDA method
Xac dinh ham hegng Piracetam
Phuong phip HPLC ddu do UV 2 2
118. ePEpEE = (0,5~ 100) pg/mr, | MT/WI-TDSH
Determination of Piracetam content 87:2023
HPLC/UV method
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DANH MUC PHEP THU PUQC CONG NHAN (SO 1)
LIST OF ACCREDITED TESTS (No 1)

W

VILAS 108
A 2 A
Tén ii“ I;ham’ Gidi han dinh lugng
— vat lftlll& S Tén phép thir cu thé (nen Cj}" Phamvido | phyong phap thir
: Limit of quantitation
Materials or The name of specific tests (if any)/ range of Test method
product tested measurement
Xéc dinh ham lugng Indapamid
Phuong phap LC — MS/MS MT/WI-TPSH-
: 1~1 L
b Determination of Indapamid content ©, 00) ng/m 88:2023
LC - MS/MS method
Xéc dinh ham lugng Domperidon
Phwong phép LC-MS/MS MT/WI-TDSH-
. ~ /
120 Determination of Domperidon content 054 =8 mgm_ 89:2023
LC - MS/MS method
Xéc dinh ham luong Flunarizin
Phuong phap LC-MS/MS MT/WI-TPSH-
21. ,5~20 L
2l Determination of Flunarizin content 05 g 90:2023
LC - MS/MS method
Xac dinh ham lwgng Glipizid
Phuong phap LC-MS/MS MT/WI-TPSH-
: 10 ~
122 Determination of Glipizid content (10~ 2000) ng/mL. 91:2020
LC - MS/MS method
Huyé ¢ twong Xac dinh hf"lm luong Glipizid
ngudi Phuong phdp LC-MS/MS -2 MT/WI-TDSH-
123. Determinati Jivizi (5 ~ 2000) ng/mL 012:2024
Human plasma etermination of Glipizid content a
LC - MS/MS method
Xac dinh ham lugng Metformin va
Sitagliptin Metformin
. Phuong phap LC-MS/MS (25 ~5000) ng/mL | MT/WI-TBSH-
' Determination of Metformin and Sitagliptin 92:2023
Sitagliptin content (2,5 ~ 500) ng/mL
LC - MS/MS method
Xéc dinh ham legng Ambroxol
Phuong phép LC-MS/MS A .
125, SPeP (0,5 ~200) ng/mr, | MT/WI-TDSH
Determination of Ambroxol content 93:2023
LC - MS/MS method
X4c dinh ham lugng Simvastatin va Acid
simvastatin Simvastatin
- Phuong phip LC-MS/MS (0,05 ~ 50) ng/mL MT/WI-TDSH-
' Determination of Simvastatin and Acid simvastatin 94:2023
Simvastatin acid content (0,05 ~ 10) ng/mL
LC - MS/MS method
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DANH MUC PHEP THU PUQC CONG NHAN (SO 1)
LIST OF ACCREDITED TESTS (No 1)

VILAS 108
Téﬂn Sin pham, Giéi han dinh lugng
. wat ]‘fl:'&d“‘-"c Tén phép thir cy thé (cla “-;)’ Phamvido | ppyong phap thir
: Limit of quantitation
Materials or The name of specific tests (if any)/ range of Test method
product tested measurement
Xac dinh ham lugng Metformin va Metformin
127 Phuong phap LC-MS/MS ng/mL MT/WI-TPSH-
' Determination of Metformin and Vildagliptin 95:2020
Vildagliptin content (2,5 ~ 1000)
LC - MS/MS method ng/mL
Xac dinh ham lugng Lisinopril va
Hydroclorothiazid Lisinopril:
18 Phuong phap LC-MS/MS (2 ~200) ng/mL MT/WI-TPSH-
' Determination of Lisinopril and Hydroclorothiazid: 96:2020
Hydrochlorothiazide content (2 ~200) ng/mL
LC-MS/MS method
Xac dinh ham hegng Spiramyecin I
Phuong phap LC-MS/MS (25 ~2500) MT/WI-TbSH-
129. S . .
Determination of Spiramycin I content ng/mL 97:2021
LC-MS/MS method
Xac dinh ham lugng Sitagliptin
hd - i ;
130. | Huyéttuong | b om8PhP LEMSMS (2,5~500) ng/mL | MT/WITDSH
i Determination of Sitagliptin content 98:2021
LC-MS/MS method
Human plasma
Xac dinh ham lugng Rabeprazol
- Phuong phap HPLC déu do UV (12 ~ 1200) MT/WI-TPSH-
' Determination of Rabeprazol content ng/mL 99:2021
HPLC/UV method
Xéc dinh ham lugng Etoricoxib
Phwong phap HPLC dau do UV (20 ~ 5000) MT/WI-TDSH-
132, Bl o
Determination of Etoricoxib content ng/mL 100:2021
HPLC/UY method
Xac dinh ham lugng Tenofovir ;
o ; Tenofovir
alafenamid va Tenofovir :
Ph hap LC-MS/MS Blalsnami MT/WI-TBSH
wong phap L 4 ~ 500) ng/mL oo
133, Determination of Tenofovir alafenamide ( ) g/ 101a:2021
, Tenofovir:
and Tenofovir content 0.4 ~ 50) nofml.
LC-MS/MS method (0,4~ 30) ng/m
X4c dinh ham lugng Entecavir
Phuong phéap LC-MS/MS MT/WI-TDSH-
4, 0,2 ~20) ng/mL
13 Determination of Entecavir content ( S 102:2022
LC-MS/MS method
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DANH MUC PHEP THU PUQC CONG NHAN (SO 1)
LIST OF ACCREDITED TESTS (No 1)

VILAS 108
Ténn Sin phim, Gidi han dinh lwgng
T vat hf]:‘&d“‘-’“ Tén phép thit cy thé f}él_nt céf)/ Pha;: : ?0 Phwong phép thix
Materials or The name of specific tests ‘;::;ja:’ly)‘f/"’;':‘g:g}’ ! Test method
product tested measurement
Xac dinh ham luong Ezetimib va Ezetimib o
glucuronid Ezetimib:
35 Phuong phap LC-MS/MS (1 gz‘zg)m?i"ml“ MT/WI-TDSH-
' Determination of Ezetimibe and Ezetimibe " 103:2021
glucuronide content gltieuranic;
LC-MS/MS method (L~ 200 Rl
Xac dinh.ha‘lm lrong Ezetimib va Ezetimib FEretimib:
glucuronid
26 Phuong phip LC-MS/MS (O’OGE';eltfr)n?f" mb W TPSH-
' Determination of Ezetimibe and Ezetimibe . d: 1032:2022
glucuronide content EIREITgRiE
LC-MS/MS method (@5~ 130y ng/ral, v
Xac dinh.hém lugng Ezetimib va Ezetimib Ezetimib: / .
glucuronid ‘ il M
137 Phwong phép LC-MS/MS (O’OGE;;;T)H;?/ mL | T/ WITDSH- (‘1 L (
) Determination of Ezetimibe and Ezetimibe | - 103b:2022 “k
glucuronide content grueuronic. N
LC-MS/MS method (0,6 ~150) ng/mL. -
Xac dinh ham lu'qnngicagrelor va Timorelor:
Huyét twong Deshydroxyethoxy ticagrelor (2.~ 2000) ng)mL
ngudoi Phuong phap LC-MS/MS MT/WI-TBSH- | |
138. . ; Deshydroxyethoxy . )
Human plasma Determination of Ticagrelor and feaprelar: 104: 2022 [/f
Deshydroxyethoxy ticagrelor content
LC-MS/MS method (1 ~1000) By
Xac dinh ham 1u:IQ'r1.g Amlodipin, Valsartan © ;hjllosc;lilgr;mL
va Hydroclorothiazid ’ _
130 Phrong phép LC-MS/MS : Ogiljzﬂa“‘ i | MT/WLTDSH-
' Determination of Amlodipine, Valsartan ©, M g m_ 105: 2022
and Hydrochlorothiazide content Hydroclo.rorthlamd
LC-MS/MS method '
(1 ~400) ng/mL
Xac dinh ham lwong Lacidipin
Phuong phap LC-MS/MS MT/WI-TDSH-
wl Determination of Lacidipine content (0,02~ 10) g/l 106: 2022
LC-MS/MS method
Xac dinh ham lugng N-Acetyl-L-leucin va | N-Acetyl-L-leucin:
N-Acetyl-D-leucin (25 ~ 1000) ng/mL
141 Phwong phip LC-MS/MS N-Acetyl-D- MT/WI-TDSH-
' Determination of N-Acetyl-L-leucin va N- leucin: 107: 2022
Acetyl-D-leucin content (50 ~ 20000)
LC-MS/MS method ng/mL
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DANH MUC PHEP THU PUGC CONG NHAN (SO 1)
LIST OF ACCREDITED TESTS (No 1)

VILAS 108
Tén slxin pham, Gidi han dinh lugng
- vat 'fl:‘&d“‘-": Tén phép thir cy thé (néu °;)’ Phamvido | ppyyng phap thir
: Limit of quantitation
Materials or The name of specific tests (if any)/ range of Test method
product tes{ed measurement
Xéc dinh ham lugng Methyldopa
Phuong phap LC-MS/MS MT/WI-TDSH-
: 20 ~ 2000 1
142 Determination of Methyldopa content & ) ng/m: 108: 2022
LC-MS/MS method
Ezetimib:
(0,06 ~ 15) ng/mL
Ezetimib
i . o glucuronid:
Xac dinh ham Iugng Elzetlmtbo, (0,6 ~ 150) ng/mL
Atorvastatin va cic chat chuyén hoa ,At tg _
s Phurong phip LC-MS/MS o Oi‘;agta “;' .| mTwiTBSH-
' Determination of Ezetimibe, Atorvastatin (94~ 100 0 109: 2022
and metabolites content ortho-hydrtf)x.y V)
LC-MS/MS method PLIBSTA: )
(0,12 ~ 30) ng/mL "
para-hydorxy el
atorvastatin b
(0,048 ~ 3) ng/mL AR
Xéc dinh ham lugng Dapagliflozin l*( 3
2
h hap LC-MS 4 W e
144, ’ P uong.p a.p C /MS- . (1 ~250) ng/mL. MT/WI-TBSH
Huyét twong | Determination of Dapagliflozin content 112: 2023
nguwoi LC-MS/MS method
Human plasma | Xac dinh ham lugng Gabapentin
Phuong phap LC-MS/MS MT/WI-TBSH-
i ~6 L
145 Determination of Gabapentin content (30~ 6000) ng/m 113: 2023
LC-MS/MS method
Xac dinh ham luong Fenofibric acid
Phuong phap LC-MS/MS MT/WI-TBSH-
46. 0,03 ~ L
4s Determination of Fenofibric acid content {0,003 g 114:2023
LC-MS/MS method
Xac dinh ham lugng Trimebutin va N- Tt
monodesmethy! trimebutin e— ' L
e Phuong phap LC-MS/MS 1: - d) 18 Th || MT/WL-TBSH-
' Determination of Trimebutin and N- _n:?irrfelfji?; Y 115:2023
monodesmethyl trimebutin content 5 3000 / r
LC-MS/MS method (2~ 3000) ng/m
X4c dinh ham lugng Perindopril va
Perindoprilat Perindopril:
148 Phuong phap LC-MS/MS (0,5 ~200) ng/mL MT/WI-TBSH-
' Determination of Perindopril and Perindoprilat 116: 2023
Perindoprilat content (0,2 ~ 20) ng/mL
LC-MS/MS method
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DANH MUC PHEP THU PUQC CONG NHAN (SO 1)
LIST OF ACCREDITED TESTS (No 1)

VILAS 108
A > 3
Tej‘ san phim, Gi6i han djnh lugng
. . hf]:,rduqc Tén phép thir cu thé (néu c6)/ Pham vido | phyygng phép thie
: Limit of quantitation
Materials or The name of specific tests (if any)/ range of Test method
product tested measurement
X4c dinh ham lwgng Amlodipin va
Lisinopril Amlodipin:
145 Phuong phap LC-MS/MS (0,3 ~ 10) ng/mL MT/WI-TDSH-
’ Determination of Amlodipine and Lisinopril: 117:2023
Lisinopril content (1 ~200) ng/mL
LC-MS/MS method
i g ; ”w Amlodipin:
Xac dinh ham hrgng Amlodipin,
. R . (0,075 ~ 15)
Perindopril va Perindoprilat ngfoal.
Phuong phap LC-MS/MS . o MT/WI-TDSH-
150. £ ) ) Perindopril:
Huyét tu'.O'ng Determination of Amlodipine, Perindopril (0,5 ~ 200) ng/mL 118:2023
nguwot and Perindoprilat content ,P o ig
Human plasma | LC-MS/MS method arincapeiat 3|
(0,2 ~ 20) ng/mL '
Xac dinh ham lwgng Linagliptin
Phuong phap LC-MS/MS (0,05 ~20)ng/mL. | MT/WI-TBSH- . |
151. ot : " : iA
Determination of Linagliptin content 119: 2024 (o
LC-MS/MS method '
Xac dinh ham lwgng Acrivastin :
Phuong phiap LC-MS/MS (0,5 ~ 500) ng/mL. | MT/WI-TPSH- |
152. o N
Determination of Acrivastin content 120: 2024
LC-MS/MS method
Cha thich/Note:
-MT/WI- ...: Phuong phéap do phong thi nghiém xay dung/ Laboratory developed method
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DANH MUC PHEP THU PUQC CONG NHAN (SO 1)

LIST OF ACCREDITED TESTS (No 1)

VILAS 108

Linh vue thir nghiém: Sinh
Field of testing: Biological

Tén sa Gid6i han dinh
i én s%nﬁA lwgng (néu c)/ " hd
pham, vet 16U Tén phép thir cu thé/ Ehgarst.Sa Ehuung pip
L dugc thi/ The name of s eci}ic tests id thi
Materials or P guantitation (if Test wethod
product tested any)/range of
measurement
Thir ndi doc td vi khudn
i Phuong phép tao gel, phuong phap do d§ duc
' Test for bacterial endotoxins
Via gel-clot technique, turbidimetric technique
Thi ddc tinh bat thuong
Z. .
Test for abnormal toxicity
; Thir ddc tinh cap theo phuong phép Behrens
' Test for acute toxicity via Behrens's method
4 Thir chit gy sdt
' Test for Pyrogens
p Thtr @6 kich tmg mit i
. s Duoc dién Viét
Test for Eye Irritat .k
est for Eye Irritation Nam, Duge dién
6 ThU6C Thir ﬂghlém tiém toan than nudc ng(,)g‘u’ cac
' (nguyén liéu, Systemic injection test Tiéu Chuafl co S‘f{
thude thanh | Thr nghiém tiém trong da oG Yiccapdd
Intracutaneous Test Vi
Drug : : : - lethamese
(Materials and Xac dinh h?at h{c thu.éc klléng sinh bang Pharmacopeia,
8. finish phuong phap thir vi sinh vat Foreign
products) Microbiological assay of antibiotics Pharmacopeia,
Xéc dinh hiéu qua khang khudn ciia chét bao in-house
quan specifications
9; .
Test for effectiveness of Antimicrobial hiegused by Mok
preservatives
Thir giéi han nhiém khudn (Vi khuin Gram &m
dung nap mat, Escheria coli, Salmonella spp.,
S.aureus, P. aeruginosa, Candida albicans,
10 Clostridia)
' Microbial limit test (Bile-tolerant gram-negative
bacteria, Escheria coli, Salmonella spp.,
S.aureus, P. aeruginosa, Candida albicans,
Clostridia)
- Thit v6 khuén
' Test for Sterility
My phdm | Dinh lugng tdng s vi sinh vét hiéu khi
12, i I RRE DHES VRS ACM 006:2013
Cosmetics Total Aerobic microbial count
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DANH MUC PHEP THU PUQC CONG NHAN (SO 1)
LIST OF AC'CREDITED TESTS (No 1)

VILAS 108 L
Tén sdn Gi6t lign djnh
> PR luwgng (néu co)/ .
pham, vit li¢u Tén phép thi cy thé/ Pham vi do Phuong ph-p
1% dm'rc.thml The name of specific tests Eimitay tha/
Materials or quantitation (if Test method
product tested any)/range of
measurement
Phat hié . ) LODsol
B Detton of Stplylococms mreis (09814 | OIS
CFU/g
o o . LODso:
14, My phém Phat hl'f;n Pseudomonas aemgmots‘a (081~1.15) | 1S022717:2015/
Cosmetics Detection of Pseudomonas aeruginosa
S en . . LODsg: 07
s, Phat hl'g’,n Candzdalalbzca:.?s (081~132) | SO 18416:2015 {};{/\
Detection of Candida albicans :
CFU/g cO
Thiét bi y té CH
(chi khiu . . - N
phiu thuit, | Pinh luong ndi doc t5 vi khuén NI X
thity tinh thé | Phuong phép do quang sit dung thudc thir Cape Tinge e |}
16 nhin tao) Cod LOD: <85> BfICteﬂal ‘
" | Medical device | Test for bacterial endotoxins 0,002 EU/mL | Endotoxins Test,
(surgical Photometric quantitative technique using Cape USP 43, 2020
suture, Cod reagents
Intraocular
lens)
| Pinh lugng téng s vi sinh vét hiéu khi tap MT/WI-VS-35
17 Dung cu y té¢ | nhiém 2023
" | Medical device | Enumeration of bioburden aerobic (Ref. ISO 11737-
microorganisms total 2:2019)
Dinh lugng vi sinh vt
Pém khué_n lac & ;o dé C bang ky thudt db dia T AR
18. Enumeration of microorganisms 2015
Colony count at 30 degrees C by the pour plate
technigue
Dinh lrong ndm men va nim mdc
Thye phdm | K thut dém khuin lac trong cdc mAu c6 hoat
19 bao vé sire d6 nudc 16n hon 0,95 TCVN 8275 - 1:
' Kkhoe Enumeration of yeasts and moulds 2010
Dietary Colony count technigue in products with water
supplements | activity less than or equal to 0,95
Binh luong nim men va nim mée
Ky thuat dém khuin lac trong cdc miu cé hoat
20 dd nuwde nho hon 0,95 TCVN 8275 - 2:
' Enumeration of yeasts and moulds 2010
Colony count technique in products with water
activity greater than 0,95
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DANH MUC PHEP THU PUQC CONG NHAN (SO 1)

LIST OF ACCRENITED TESTS (No 1)

VIL AS 108
A 2 Giéi han dinh
h;r - S"anli" lwgng (néu c6)/ Ph hé
PR VAL et Tén phép thit cy thé/ Pham vi do el PReY
T kg Ot The name of specific tests Limituf thi/
Materials or P quantitation (if Test method
product tested any)/range of
measurement
Binh lugng Coliforms
21 K§ thuét dém khuan lac. TCVN 6848:2007
Enumeration of Coliforms
Colony-count technique
Pinh luong Escherichia coli dwong tinh véi 3-
glucuronidaza TCVN 7924 - 2:
22, 2008
Enumeration of f-glucosidase-positive
Escherichia coli
DPinh lugng Staphylococci ¢6 phan ng duong
tinh v&i coagulase (Staphylococcus aureus va
céc loai khéc) trén dia thach — k¥ thuét sir dung
23 X mdi trudng thach Baird-Parker TCVN 4830 - 1:
' Tlil-rc E)ha:m Enumeration of coagulase-positive 2005
bio VESUC | Staphylococci (Staphylococcus aureus and other
khoe species) — Technique using Baird-Parker agar
Dietary medium
supplements ; . US FDA BAM
24, Pinh luqng Baczllus.cereus CHAPTER 14
Enumeration of Bacillus cereus (2020)
Binh hugng Clostridium perfringens
25, K§ thuit dém khuén lac. TCVN 4991:2005
Enumeration of Clostridium perfringens
Colony count technigue
26 Phét hién Salmonella spp. eLODso: TCVN
' Detection of Salmonella spp. 0,5 CFU/25 g 10780.1:2017
) MT/WI-TP-11
Dinh lwong vi khuén Lactobacillus spp. 2022
27
Enumeration of Lactobacillus spp (ref. TCVN
5522:1991)
Chu thich/Note:
- ACM: phuong phap hoa hgp ASEAN/ Asean Cosmetic Method
- US FDA BAM: U.S Food and Drug Administration Bacteriological Analytical Manual
- MT/WI-...: Phuong phép do phong thi nghiém xay dung/ Laboratory developed method
- ref.: phuong phép tham chi€u/reference method
- TCVN: tiéu chuan Viét Nam
- ISO: International Organization for Standardization
- LOD: gi6i han phat hién/Limit of Detection
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DANH MUC PHEP THU PUQGC CONG NHAN (SO 1)

LIST OF ACCREDITED TESTS (No 1)

VILAS 198

Linh vuc thir nghiém: Héa
Field of testing: Chemical

Tén sin pham,

Gi&i han dinh
lugng (néu c6)/

e liéuv duge Tén phép thir cu thé/ Pham vi do Phwong phap thi/
T “‘?" The name of specific tests Limit of Test method
Materials or quantitation (if
product tested any)/range of
measurement
Xéc dinh 6 13 MT/WI-TP-14 : 2024
L Thye phdm | Determination of Disintegration (Ref DDZEII%’ L
bio vé stre
khée (dang _— n ok A Z. MT/WI-TP-15 :2024
2. wi) zf{:;j:i Do i;n.g geu khoi hugng (Ref DDVN V, USP 40,
Dietary o) Weight 2017)
s("f)’ﬁffj’:'i”’)s Xdc dinh Mét khéi lugng do lam khé MT/WI-TP-16: 2024
3. | B phuong phap sky (Ref DBVN V, USP 40,
Loss on drying method 2017)
bao vé sirc Determination of Volume 2017)
khée (dang -
5 léng) Xac dinh chi s6 pH MT/WI-TP-18 :2024
’ Dietary Determination of pH value (Ref DBVN V, 2017)
6. ;;:5 5 f;’;;::;‘; Xac din'h ty trong - MT/WI-TP-19 :2024
Determination of density (Ref DBVN V, 2017)
TLC: LOD
Rgl:
Ran/ Solid: 8,0
He/g
Long/ Liquid:
0,08 pg/mL
RblI:
Rin/ Solid. 8,0
Z s e , ; ng/e
Thue phim Dinh tinh Ginsenosid Rgl va Rbl Léng/ Liquid:
bdo vé sire Phuong phap TLC va HPLC 0,08 pg/mL
7. khoe Identification of gensenoside Rgl and HPLC: LOD MT/WI-TP-02:2022
Dietary Rbl
Supplement | T1,C gnd HPLC method Rl
Ran/ Solid: 60,0
Helg
Long/ Liquid:
0,6 pg/mL
RbI:
Rin/ Solid: 56,0
He/g
Long/ Liguid:
0,56 ug/mL
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DANH MUC PHEP THU PUQGC CONG NHAN (S0 1)

LIST OF ACCREDITED TESTS (No 1)

VILAS 108
Tén sén phi Gidi han dinh
e"l‘l ila:n [(:I am, Iwgng (néu ¢o)/
L Tén phép thit cy thé/ Pham vi do Phuong php thit/
L thi/ The name of speciﬁc tests kil Test method
Materials or quantitation (if
product tested any)/range of
measurement
i Quercetin:
1{:}'-“ Ehﬁm Xdac dinh ham lugng flavonol glycosid | 0,0078 mg/mL
4o vé sire . X 4a
€ han HPLC - feron:
8. Khoe Phlrcmg‘p a-p LC - dau do PD{X Kaempferon MT/WLTP-03:2022
Dietary Determination of flavonol glycosid 0,0078 mg/mL
Supplement Detector PDA - HPLC method Isorhamnetin:
0,0075 mg/mL
Thue phim
bao vé strc
khée dang rin | Xéc dinh ham lugng Glucosamin
2 h . - £ A 3 ,
. g::l:lc:ocs a‘rlnain lgnzcmg phép Hl}Léil dauge EDA Rén/ Solid: 16,7 | MT/WI-TP-21:2022
A etermination of Glucosamine
/
Solid I mg/g (Ref USP 40, 2017)
glucosamine | PDA detector -HPLC method
dietary
supplement
Adenosin
Thue phim Réin/ Solid : 3,53
) pelg
bao vé stre % g o
i ) ; Oil: 3,
khée dang Xac dinh ham luvgng Adenosin, Dau/ugz/lg 3,53
rin, dang léng | Cordycepin Long/ Liquid:
jo, | vddang diu | Phuong phap HPLC - diu do PDA 0,18 pg/mL MT/WI-TP-12:2022
" | Cordyceps and | Determination of Adenosine, ’CLF@C_EQ_I'?_I
solid, liguid, | Cordycepin Ran/ Solid: 3,51
oil j.brm in PDA detector - HPLC method DA w%f 3,51
dietary
Fih nele
upprement Laong/ Liquid:
0,18 pg/mL
Thye phim
bao vé sir .
bidhe e Rén/ Solid: 51,0
K Je dgng Xac dinh ham lugng Curcumin ngls
rin, dang 10ng | o g phép HPLC - du do PDA \/ O
11. | vadang diu “0‘“8_1’ a? - au' 0 DA/ Oil: 51,0 MT/WI-TP-13:2022
Sotid, tiguid Determination of Curcumin ng/s (Ref. AOAC 2016.16)
oil form in PDA detector - HPLC method Lé;%/ Lil?uiﬁi:
dietary 38,0 pg/m
Supplements
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DANH MUC PHEP THU PUQC CONG NHAN (SO 1)
LIST OF ACCREDITED TESTS (No 1)

VILAS 108
Téﬂn sin phfam, IS;?;(?E: ';)l; /
s Tén phép thi cu thé/ PhymH Phwong phip thi/
L thix/ The name of specific tests Liguit of Test method
Materials or quantitation (if
product tested any)/range of
measurement
Xéc dinh ham lugng Epigallocatechin
gallate (EGCG)
4, Phurontg phig RELE -dando DA 85 ng/g MT/WI-TP-41:2024
Determination of Epigallocatechin
gallate (EGCG) content
PDA detector- HPLC method
Xi4c dinh ham lugng As, Cd, Pb va Hg
Phuong phép ICP/MS 0,08 ug/g
13. = Modi nguyén MT/WI-TP-25:2024
Determination of As, Cd, Pb and Hg | (&/000h element
ICP/MS method
A
'E‘}‘-"c pham [ dinh ham lugng Sn, Ba, Sbva V 8
40 ve suc , 8 ug/g
% Phuong phap ICP/MS %
14, khoe nEPHEp M&i nguyén MT/WI-TP-26:2024
.: Determination of Sn, Ba, Sb and V £
(dang ran) td/each element
; ICP/MS method
Dietary
supplement Xéc dinh ham lugng Ethanol
products Phuong phap GC-FID
15. : 5 ul/ MT/WI-TP-27:2024
(Solid) Determination of Ethanol e
GC-FID method
Xac dinh ham lugng Methanol
Phuong phap GC-FID MT/WI-TP-28
16. SRp 0,3 uL/g W
Determination of Methanol content 2024
GC-FID method
Xéc dinh ham lugng Cafein
Ph hap HPLC — dau do PDA
17, rengpnap Ao 5 mg/g MT/WI-TP-42:2024
Determination of Cafeine content
PDA detector -HPLC method
Thuc phim Xac dinh ham lugng As, Cd, Pb va Hg
s | biovésic | Phuongphip ICPIMS L ,
: 2 - o0l nguyén to/ MT/WI-TP-31:2024
khaoe Determination of As, Cd, Pb and Hg Each element
(dang léng) | ICP/MS method
Dietary X4c dinh ham lugng Sn, Ba, Sbva 'V 0,003 ug/mL
supplement : VU0 pg/mL
19. products Phuang phép ICP/MS Mo6i nguyén to/ MT/WI-TP-32:2024
o Determination of Sn, Ba, Sb and V Faih alamiant
(Liquid) | [CP/MS method
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DANH MUC PHEP THU PUQGC CONG NHAN (SO 1)

LIST OF ACCREDITED TESTS (No 1)

VILAS 108
A Z Gidi han dinh
Teﬂn :ﬁn pham, legng (néu cé)/
e v Tén phép thir cu thé/ Elgouvidle Phwong phdp thi/
L thi/ The name of specific tests Limit of Test method
Materials or quantitation (if
product tested any)/range of
measurement
Binh tinh, dinh lugng Ethanol
Phuong phdp GC-FID
20. U8 pRap 5 uL/mL MT/WI-TP-35:2022
Identification and Assay of Ethanol
GC-FID method
Xac dinh ham lugng Methanol
Ph hap GC-FID
21. WORS Piap 0,06 uL/mL. | MT/WI-TP-36:2022
Determination of Methanol
GC-FID method
Xéc dinh ham lugng acid triterpenoic
Phuong phap HPLC/PDA
Determination of triterpenoic acids (LO/D) (Lg/Q)
Thye phim | HPLC/PDA method IR Mes
bao v¢ suc Acid ganoderenic C 0,23 0,70
Jhoe dang : : 048 1,45
ran, dang dau Acid ganoderic C2 > ,
) vadang cao | Acid ganoderic G 0,54 1,63 MT/WI-TP-48 :2024
| Ganoderma | 4cid ganoderenic B 021 0,62 (Ref. USP 2024)
lucidum - - - 051 53
solid, oil, paste Acid ganoderic B s )
form in dietary | Acid ganoderic A 0,46 1,39
supplements | Acid ganoderic H 0,71 2,13
Acid ganoderenic D 0,23 0,70
Acid ganoderic D 0,50 1,49
Acid ganoderic F 0,67 2,00
Xac dinh déng thdi ton du ethylen
oxyd va ethylen chlorohydrin béng k¥
tl:lll;ﬁt sdc ky khi rng dung cho vat tur y
PO té lam tr vit liéu nhya va mang dét
Vattu y te oo . 3
ﬁ' iat duge tiét trung 'bang ethylen oxyd
‘ ‘wqcbl‘ﬁg (phuong phép chiét mé phdng) Ethylen oxyde MT/WI-KNNL-
. t‘;l“'l‘egn 0;‘gd Phuong phap HS-GC/FID 0,4 mg/L 05 :2024
23. y ) Y Quantification of residual ethylene Ethylene (Ref. ISO 10993-7 :
Medical oxide and ethylene chlorohydrin by | chlorohydrin 2008/ Amd 1:2019)
devices gas chromatography applied to 2,5 mg/L
sterilized by | 0dical devices made from plastic
ethylene oxide | ., 10rials and textiles sterilized by
ethylene oxide (with simulated-use
extraction)
Phuong phap HS-GC/FID
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DANH MUC PHEP THU DPUGC CONG NHAN (SO 1)

LIST OF ACCREDITED TESTS (No 1)
VILAS 108

Chu thich/Note:

- USP: Dugc dién M§/United States Pharmacopoeia

- MT/WI-...: Phuong phap do phong thi nghiém xdy dung/ Laboratory developed method

- ref.: phuong phéap tham chiéu/reference method

- DPVN V: Dugc dién Viét Nam V

- ISO: International Organization for Standardization

- Amd: ban bd sung/Amendment

- LOD: giéi han phat hién/Limit of Detection

- LOQ: gi6i han dinh lugng/Limit of Quantitation
Truong hop Vién Kic%m nghiém thuc:sc thanh p‘n’é) HE"J Chi Minh cung cip dich vu thir nghiém chzl"it luong san phim,
hang héa thi Vién Kiém nghiém thudc thanh pho H6 Chi Minh phai ddng ky hoat dong va dugce cip gidy chirng nhén
ding k¥ hoat dong theo quy dinh cta phdp luft trude khi cung cap dich vu ndy/ It is mandatory for the Institute of Drug

Quality Control Ho Chi Minh city - IDQC HCMC that provides product quality lesting services must register their
activities and be granted a certificate of registration according to the law before providing the service.
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