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DANH MUC PHEP THU PUQC CONG NHAN 2
LIST OF ACCREDITED TESTS

VILAS 087

Linh vye thir nghiém: Dwgc

Field of testing: Pharmaceutical

Gi6i han dinh
Tén san phim, vat lrong (neu c6)/
en . A . N 2 Pham vi do . N
TT liéu dugc thir/ Tén phép thir cu the/ : Phuwong phap thi/
Limit
Materials or The name of specific tests o .of . Test method
quantitation (if
product tested any)/range of
measurement
. Tinh chét, mo ta, cam quan
) Description
) Xac dinh d6 hoa tan
’ Dissolution Test
3 Xac dinh nhiét d0 nong chay
’ Determination of melting point
Xac dinh d6 trong va mau sic cua dung
4 dich
’ Determination of clarity and colour of o
solution Duoc dién Viét
. <. B Nam, Dugc dién
Xac dinh khoi lugng ri€éng , o
5. o donsi cac nudc, cac
Thube Determination of density Tiéu chuin co
(nguyén li¢u, ii(glcl: dinh gdc quay cuc va goc quay cuc Sold“"-’f ]?Q A% t’e
6. thanh phim) & . . cap s dang ky
Determination of optical rotation and Viethamese
Drug specific optical rotation i .
(Materials and Ao dinh ofl pnarmacopoeua,
7 ﬁnish ac 11’1. p . other
products) Determination of pH value pharmacopoeia,
Xac dinh @6 am in-house
Phuong phéap sdy, Karl- Fischer, nhiét specifications
g trong truong licensed by MoH
’ Determination of moisture:
Loss on Drying, Karl-Fischer, TGA
methods
Thir tinh khiét
9 Phuong phéap hoa hoc
’ Tests for impurities:
Chemical method
10 Xac dinh B6 min
’ Determination of Fineness
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DANH MUC PHEP THU PUQC CONG NHAN 2
LIST OF ACCREDITED TESTS

VILAS 087
Gi6i han dinh
Tén san phim, vat lrgng (néu co6)/
o L A . . 2 Pham vi do . -
TT liéu dugc thi/ Tén phép thir cu the/ Limit of Phuwong phap thi/
Materials or The name of specific tests L Test method
quantitation (if
product tested any)/range of
measurement

Dinh tinh (hoat chit va ta dugc)

Phuong phap hoa hoc, phé hong ngoai

(IR), quang ph6 hap thu phén tir (UV-

Vis), sac ky 16p mong (TLC), sac ky

long hiéu nang cao (HPLC), sac ky khi .

11. (GC) Duoc dién Viét
Identification (active ingredients and Nam, Duogc dién
excipients).: cac nudc, cac

Thube Chemical, IR, UV- Vis, TLC, HPLC, GC Ti€u chuén co )

(nguyén liéu method s& duqc B6 Y té
LA A A ae ,

thanh phiam) Xac dinh tap chat lién quan cap so dang ky

1 Drug Phuong phap TLC, HPLC, GC, UV-Vis Viethamese

) (Materials and | Related Substances pharmacopoeia,
finish TLC, HPLC, GC, UV-Vis method other
products) Dinh lugng (hoat chat va ta dugc): pharmacopoeia,
Phuong phap UV- Vis, huynh quang, in-house
IR, do thé tich, do dién the, do ampe, specifications
phan cuc ké, HPLC, GC licensed by MoH

13. Assay (active ingredients and

excipients)
UV-Vis, fluorescence, IR, Volumetric,
Amperemetry, Potentiometry, HPLC,
GC method
" Do dong déu thé tich
’ Uniformity of volume
Xéc dinh kich thuéc (40 diy, duong Duoc dién Viét
15 kinh, c& nang) Nam, Duogc dién
’ Determination of dimension (Thickness, cac HU('YC: cac
diameter, capsule size) Tiéu chuan co
' phim Determination of dry residue caII/)nso dang ky
- Finish Xc dinh do ddng déu khéi lwong , letnamese
' products Test for uniformity of weight p armc;;op oetd:
other

18, Xac dinh d¢ tan ra pharmacopoeia,
Disintegration test in-house

19 Xac dinh d6 déng nhét specifications

’ Determination of homogeneity licensed by MoH

20 Do dong déu ham lugng

’ Uniformity of content
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DANH MUC PHEP THU PUQC CONG NHAN 2
LIST OF ACCREDITED TESTS

VILAS 087
Gi6i han dinh
Tén san phim, vat lrgng (néu co6)/
T lidu duge thit/ Tén phép thir cu thé/ P':*‘_m.“ do Phwong phép thi/
Materials or The name of specific tests u.mt .of . Test method
quantitation (if
product tested any)/range of
measurement
banh gia tuong duong sinh hoc
Thubc thanh Dinh luong thude trong dich sinh hoc
71 phim Phuong phap séc ky 1ong hiéu ning cao Phu luc 1
' Finish Bioequivalence test: Assay of drug Appendix 1
products substances in biological fruids
HPLC method
Xac dinh ham lugng tro: tro toan phan,
tro sulfat, tro khong tan trong acid, tro
22. | Neuvén liéu 13 tan trong nudc )
guyén licu lam - Dugc dién Vigt
thuoc Determination of ash: ash, sulphate ash, 2
; acid-insoluble ash, water-soluble ash Nam, Dugc dién
Raw materials : o che nudc, cic
23, Xac dinh d6 dan Tiéu chuan co
Determination of Conductivity s dugc BO Y té
an lia ‘ , cap sb dang ky
Nguyén liu | 1y 4 tinh bat thuong/Thi an toan .
thuoc va thuoc R A o e . Viethamese
. 2 (udng, tiém tinh mach, tiém duéi da, k¥ .
24. thanh pham ar piA . R pharmacopoeia,
. thuat tiém 6 bung)
Materials and T b | toicit/ S other
finish products est for abnormal toxicity/ Safety test pharmacopoeia,
Pinh tinh hoat chét, thit do tinh sach in-house
I A o specifications
Thuoc (nguyén | Phuong phép dién di trén gel .
o s . licensed by MoH
ligu, thanh (polyarylamid, agarose)
25. pham) c6 Identification of active ingredients,
nguon goc sinh Purity
hoc .
: ) polyarylamid, agarose gel
Drug (Materials | cloctrophoresis method
and finish . y
Dinh tinh hoat chat
products) N
2% derived from Phuong phap dién di mién dich
) biology Identification of active ingredients
Immunoblot method
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DANH MUC PHEP THU PUQC CONG NHAN 2
LIST OF ACCREDITED TESTS

VILAS 087
Gi6i han dinh
Tén san phim, vat lrgng (néu co6)/
n . A . N 2 Pham vi do . N
TT liéu dugc thi/ Tén phép thir cu the/ L.' . Phuwong phap thi/
Materials or The name of specific tests u.mt .of . Test method
quantitation (if
product tested any)/range of
measurement
A yen Duoc dién Viét
Nguyén li¢u o
A gen Nam, Dugc dién
thuoc tiém . o
A cac nudc, cac
truyen, ‘A A
thube tie Tiéu chuan co
L:oc tem . sé dugc BO Y té
truyén, bao bi A s ,
e s LA A £ cap so dang ky
dung thuoc Thtr chat gay sot .
27. on N Vietnamese
tiém truyén Test for Pyrogens .
. pharmacopoeia,
Materials,
h product other
finish pro .uc s pharmacopoeia,
and containers .
R in-house
of dmj ectt?ns specifications
and infusions licensed by MoH
Trang thiét bj PP ISO 10993-11:
2%, y té ”]l:hu cha;)gay sot 2017
(Trang thiét bi est for Pyrogens (Phu luc/annex G)
y té tiép xuc be
mait, Trang
thiét bi y té tiep
Xtic ngoai) Thir nghiém phan tng toan than/ Thir o
29 Medical devices | doc tinh toan than TI?U’QC .dlzn My
' (Surface Systemic infection test/Test for systemic PZ Unite Stazfes
medical device, | toxicity armacopoeia
External
communicating
medical device)
Trang thiét TElu: r}ghlgr‘rl phzin ung toan than/ Tha
bi v 6 ddc tinh toan than 1SO 10993-11
iyte ., Y. -11:
30. by .z .. | (Panh gia theo dugc dien M¥)
(Trang thiet bi T . ) 2017
£ L. . i | Systemic infection test/ Test for systemic
y té tiép xuc bé roxici
mait, Trang oxicily -
thiét bi y te tiep Dugc dién My
xuc ngoai) , . ., ISO 10993-
Thtr nghiém phan ng trong da
31. | Medical devices em p g frong 23:2021
Intracutaneous test .
(Surface (Muc/ Section
medical devices, 7.3)
External ISO 10993-
1 communicaing | Thy nhay cam da (GPMT test) 10:2021
’ met{tcal Skin sensitization test (GPMT test) (Muc/ Section
devices)
6.5)
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DANH MUC PHEP THU PUQC CONG NHAN 2
LIST OF ACCREDITED TESTS

VILAS 087
Gi6i han dinh
Tén san phim, vat lwong (né}l céy
T lidu duge thit/ Tén phép thir cu thé/ P':*‘_m.“ do Phwong phép thi/
Materials or The name of specific tests quan;?::;ilz)){z (if Test method
product tested any)/range of
measurement
Pd dung mau A
va cl;é' ghflm Duoc dién Viét
,p Nam, Dugc dién
mau, Anh
Tl‘al.lg tl:let (Vietnamese
. ,b! y té . pharmacopoeia,
33 (Tiep xue voi Thir nghiém tan huyét British
: miu) Haemolysis test Pharmacopoeia,
Containers for ISO 10993-
blood and blood 4:2017
00711’0"9"?5 (Phu luc/annex
Medical devices D.5) & ASTM
(Contact with F756-17
blood)
Duoc dién Viét
Nam, Duoc dién
Nguyén liéu - Phuong iaC IllICZC, cac ,
truyén, Gel- clot nuéc%lo BégY té
Thuoc tiém A an A X method: A X oac 1,
N Thir ni ddc to vi khuan N cap so dang ky.
34. truyen . . + Do nhay/ .
) Test for Bacterial Endotoxin o Viethamese
Materials and Sensitivity: pharmacopoeia
finish products 0,03 EU/mL, other ’
of injections and 0,125 EU/mL pharmacopoeia
infusions - Phuong in-house ’
phap do ma‘?/ specifications
Chromogenic licensed by MoH
~ method:
Trang thiet + Do nhay/
biy te ) Sensitivity:
(Trang thiét bij 0,05 EU/mL
yte vtie?rxuc bé - Phuong Duoc dién Viét
212.‘ 3 ra;ng; phép do do Nam, Duogc dién
thiét bi y te tiep ¥
, X A an A x duc/ My
xtic ngoai) Thtr ndi doc to vi khuan o . .
35. . : . ) Turnidimetric Vietnamese
Medical devices | Test for Bacterial Endotoxin method: h ;
: pharmacopoeia,
(:S‘urface. + Do nhay/ United States
medical devices, Sensitivity: pharmacopoeia
External 0,01 EU/mL
communicating ’
medical
devices)
AFL 01/12 Lan ban hanh/Issued No: 3.00  Soat xét/ngay/ Revised/dated Trang: 6/20




DANH MUC PHEP THU PUQC CONG NHAN 2
LIST OF ACCREDITED TESTS

VILAS 087
Gi6i han dinh
Tén san phim, vat lrgng (néu co6)/
oA . A . N z Pham vi do . N
TT liéu dugc thi/ Tén phép thir cu the/ L.' . Phuwong phap thi/
Materials or The name of specific tests u.mt .of . Test method
quantitation (if
product tested any)/range of
measurement
Trang thiét
biye 1SO 10993-
(Tiép xue v6i | Tpis 1ha nang gay huyét khéi invivo 4:2017
36. mau) . L
. . In vivo thrombogenicity test (Phu luc/ annex
Medical devices C3)
(Contact with
blood)
Trang thiét bi y
te dong goi vo
khuan
(Trang thiét bi
y te tiep xuc be
mit, Trang % kha ning ISO 10993-
thiét bi y té tiep song cua te 5:2009,
37 xtic ngoai) Thir dc tinh té bao invitro bao Duogc dién My
’ Sterile medical | In vitro cytotoxicity test The % (The United
devices viability of States
(Surface the cells Pharmacopoeia)
medical devices,
External
communicating
medical
devices)
‘Nguyer: licu . Duoc dién Viét
lam thuoc nhé A 7
: ) Nam, Tiéu chuan
mat, Thuoc . \
J—. CO SO trong va
nhé mat, Bao e o
\ £ ngoai nudc do Bo
bi dung thuoc £ A A ac
L Y té cap so dang
nho mat 1 < ’
. Thu kich g mat ky,
38. Materials, o :
. . Eye irriation test Vietnamese
Finish harmacopoeia
products, P poetd,
. In-house
Container and . .
specifications
closure of ;
opthalmic licensed by
/4 MoH
products
Thir kich Gng mit
39. ) ICh UIE OECD 405: 2021
M§ pham Eye irriation test
Cosmetics Thtr kich ng da
40. Fen ume OECD 404: 2015
Skin irritation test
AFL 01/12 Lan ban hanh/Issued No: 3.00  Soat xét/ngay/ Revised/dated
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DANH MUC PHEP THU PUQC CONG NHAN 2
LIST OF ACCREDITED TESTS

VILAS 087

TT

Tén san phim, vat
liéu dwge thir/
Materials or
product tested

Tén phép thir cu thé/

The name of specific tests

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

Phuwong phap thi/
Test method

41.

Trang thiét
biy té
tiép x@c voi
mat
Medical devices
(Contact with
eyes)

Thir kich Gmg mét
Eye irriation test

ISO 10993-
23:2021

(Annex D.2)

42.

Trang thiét
biy té
(Tiép xic véi
da)
Medical
devices

(Dermal
contact)

Thir kich g da
Skin irritation test

ISO 10993-
23:2021

(Muc/section 7.2)

43.

Nguyén li€u lam
thudc, Thudbe,
Bao bi dung
thudc, My
ph?im
Materials,
Drugs,
Container and
closure,
Cosmetics

Thir doc tinh cp
(Puong da, dudong udng)
Acute toxicity test (oral, dermal)

VKN/TQKT-
DL/03:2021
(Ref. OECD 402,
420)

Ghi chiu/Note: i )
- TCVN: Tiéu chuan Quoc gia

- VKN/TQKT...: Phuong phap do PTN xay dung/ Laboratory developed method./.

AFL 01/12

Lan ban hanh/Issued No: 3.00  Soat xét/ngay/ Revised/dated
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DANH MUC PHEP THU PUQC CONG NHAN 2

LIST OF ACCREDITED TESTS

VILAS 087

Phu luc 1: Danh muc céc loai thudc va phwong phap thi xac dinh thudc trong huyét twong

Appendix 1: List of drugs and testing methods to determine

Gi6i han dinh
Tén san phim, lwgng (néu cd)/
Ag TA , A - N X Pham vi do . .
vat liéu dwoc thi/ Tén phép thir cu the/ Phwong phap thi/
TT ot . Limit of
Materials or The name of specific tests quantitation (if Test method
product tested any)/range of
measurement
Xac dinh ham luong Amoxicilin
Phuong phap HPLC, detector UV-
VIS NIDQC/BE/HPLC/
1. o e 0,3 pg/mL
Determination of Amoxicilline AMO:2020
content
HPLC method with UV-VIS detector
Xac dinh ham luong Amoxicilin va
Clavulanat - Amoxicillin:
5 Phuong phap LC-MS/MS 0,25 pg/mL NIDQC/BE/LCMS/
: Determination OfAmO.xicilline - Clavulanat: AMOX + CLAVU:2013
and Clavulanate content 0,125 pg/mL
LC-MS/MS method
Xéc dinh ham lugng Amlodipin
5 ; NIDQC/BE/LCMS/
3 Phu:orng.pha.p LC-MS N 0.1 ng/mL
Determination of Amlodipine content AMLO:2016
) LC-MS/MS method
Huyét twong
Plasma Xac dinh ham lugng Azithromycin
Phuong phap LC-MS NIDQC/BE/LCMS/
4, Determination 10 ng/mL
of Azithromycin content AZ1:2021
LC-MS/MS method
Xac dinh ham lugng Acid fenofibric
Phuong phap HPLC dau do UV-VIS
5. Determination of fenofibric 0,25 pg/mL NIDQC/BE/HPLC/AFE
acidcontent NO:2020
HPLC method with UV-VIS detector
Xéc dinh ham lugng Acyclovir
5 ; NIDQC/BE/LCMS/
6. Phu:orng.phal.p LC-MS . 10 ng/mL
Determination of Acyclovir content ACY:2014
LC-MS/MS method
Xac dinh ham lugng Acyclovir
. Phuong phap HPLC dau do UV-VIS 0.1 ue/ml NIDQC/BE/HPLC/
' Determination of Acyclovir content - K8 ACY:2013
HPLC method with UV-VIS detector
AFL 01/12 Lan ban hanh/Issued No: 3.00  Soat xét/ngay/ Revised/dated Trang: 9/20




DANH MUC PHEP THU PUQC CONG NHAN 2
LIST OF ACCREDITED TESTS

VILAS 087
Gié6i han dinh
Tén san phim, lwgng (néu cd)/
Ag T , A - N X Pham vi do . .
vat liéu dwoc thi/ Tén phép thir cu the/ Phwong phap thi/
TT ot . Limit of
Materials or The name of specific tests quantitation (if Test method
product tested any)/range of
measurement
Xac dinh ham lugng Amlodipin va
Atorvastatin
2 Phuong phap LC-MS 0.1 ne/mL INIDQC/BE/LCMS/AMLO+
' Determination of Amlodipine and - 1E ATV:2014
Atorvastatin content
LC-MS/MS method
Xac dinh ham luong Acid valproic
Phuong phap LC-MS/MS NIDQC/BE/LCMS/
9. Determination of valproic 1 ug/mL
acid content AVP:2015
LC-MS/MS method
- Atorvastatin:
Xac dinh ham lugng Atorvastatin va 0,1 ng/mL
£ A1, - Para- hydroxy
chat chuyén hoa atorvastatin:
0 Phuong phap LC-MS 0.0L 1 /mL' NIDQC/BE/LCMS/
’ Determination of Atorvastatin and its ’ Ortio ATORS:2018
metabolite content hydroxy
Plasma 0,05 ng/mL
Xac dinh ham lugng Amlodipin, - Amlodipin:
Losartan va Los.carboxylic 0,1 ng/mL
- Losartan:
Determination of Amlodipine, _ A::id losartan 12017
Losartan and Los.carboxylic content carboxylic:
LC-MS/MS method 2’5 ng/mL
;(;"C dinh Eamé‘;ing (‘;lﬁljf’f{‘; NIDQC/BE/HPLC/
uwong phap au do
12. 12 L .
Determination of Alfuzosin content 0,12 ng/m ALF:2021
HPLC method with RF detector
Xac dinh ham luong Amlodipin va
Perindopril Amlodipin:
Determination of Amlodipine and Perindopril: PRN:2022
Perindopril content 0,5 ng/mL
LC-MS/MS method
AFL 01/12 Lan ban hanh/Issued No: 3.00  Soat xét/ngay/ Revised/dated Trang: 10/20



DANH MUC PHEP THU PUQC CONG NHAN 2

LIST OF ACCREDITED TESTS

VILAS 087
Gié6i han dinh
Tén san phim, lwgng (néu cd)/
vat li¢u dwoc thir/ Tén phép thir cu thé/ Pham vi do Phuwong phap thi/
TT ot . Limit of
Materials or The name of specific tests quantitation (if Test method
product tested any)/range of
measurement
Xéc dinh ham lugng Carbamazepin
14. Determination of 0,1 ng/mL
Carbamazepin content CARBA:2014
HPLC method with UV-VIS detector
Xac dinh ham luong Cilostazol
5 Au de ; NIDQC/BE/HPLC/
5. Phuong.pha.p HPLQ dau do UV-VIS 20 ng/mL Q
Determination of Cilostazol content CILOS:2016
HPLC method with UV-VIS detector
Xéc dinh ham lugng Ciprofloxacin
16. Determination of 0,1 pg/mL
Ciprofloxacin content CIPRO:2018
HPLC method with UV-VIS detector
Xac dinh ham luong Clopidogrel
5 } NIDQC/BE/LCMS/
17. Phuong.pha.p Le MS/MS 0,05 ng/mL
) Determination of Clopidogrel content CLOPI:2015
Huyet twong | LC-MS/MS method
Plasma
Xac dinh ham lugng Celecoxib
5 Au de - NIDQC/BE/HPLC/
8. Phu:orng.pha.p HPLC dau dp UV-VIS 20 ng/mL
Determination of Celecoxib content CELE:2015
HPLC method with UV-VIS detector
Xac dinh ham luong Cefpodoxim
5 Au de ; NIDQC/BE/HPLC/
9. Phuong.pha.p HPLC dau do.UV VIS 0,05 pg/mL
Determination of Cefpodoxim content CEFPO:2020
HPLC method with UV-VIS detector
Xéc dinh ham lugng Clarithromycin
Phuong phip LC-MS NIDQC/BE/LCMS/
20. Determination of 20 ng/mL
Clarithromycin content CLA:2020
LC-MS/MS method
Xac dinh ham luong Cefuroxim
5 Au de ; NIDQC/BE/HPLC/
ol Phuong.pha.p HPLC dau 40 UV-VIS 0.25 pg/mL
Determination of Cefuroxim content CEFU:2020
HPLC method with UV-VIS detector
AFL 01/12 Lan ban hanh/Issued No: 3.00  Soat xét/ngay/ Revised/dated Trang: 11/20




DANH MUC PHEP THU PUQC CONG NHAN 2

LIST OF ACCREDITED TESTS

VILAS 087
Gié6i han dinh
Tén san phim, lwgng (néu cd)/
vat li¢u dwoc thir/ Tén phép thir cu thé/ Pham vi do Phuwong phap thi/
TT ¢ e . Limit of
Materials or The name of specific tests quantitation (if Test method
product tested any)/range of
measurement
Xac dinh ham lugong Cefixim
; Au do - NIDQC/BE/HPLC/
”. Phuong.pha.p HPLC da}l do UV-VIS 0.2 pg/mL
Determination of Cefixim content CEFI:2018
HPLC method with UV-VIS detector
Xac dinh ham lugng Cefaclor
: Au do - NIDQC/BE/HPLC/
”. Phu:orng.pha.p HPLC dau do UV-VIS 0.1 ug/mL
Determination of Cefaclor content CFC:2018
HPLC method with UV-VIS detector
Xac dinh ham lugng Cephalexin
: Au do - NIDQC/BE/HPLC/
4. Phuong.pha.p HPLC dau do. UV-VIS 0.5 pg/mL
Determination of Cephalexin content CPL:2016
HPLC method with UV-VIS detector
Xac dinh ham lugng Cefditoren
; Au do - NIDQC/BE/HPLC/
)5, Phu:orng.pha.p HPLC dgu do UV-VIS 50 ng/mL
Determination of Cefditoren content CDR:2019
HPLC method with UV-VIS detector
Huy &t trong Xéac dinh ham luong Cefditoren
. NIDQC/BE/LCM
Determination of Cefditoren content CDR:2018
LC-MS/MS method
Xac dinh ham luong Cefdinir
: Au do ; NIDQC/BE/HPLC/
"7 Phuong.pha.p HPLC da.u.do UV-VIS 50 ng/mL
Determination of Cefdinir content CDN:2017
HPLC method with UV-VIS detector
Xac dinh ham lugng Cilnidipin
: : NIDQC/BE/LCMS/
28. Phu’o*ng.pha.p LC M.S o 0,2 ng/mL Q
Determination of Cilnidipin content CILNI:2021
LC-MS/MS method
_ ) - Clopidogrel:
Xac dinh ham luong Clopidogrel,
Aspirin va Acid salycilic 10 pg/mL
29 Phuong phap LC-MS/MS - Aspirin: NIDQC/BE/LCMS/
’ Determination of Clopidogrel, Aspirin 10ng/mL CAS:2021
and Acid salycilic content ' o
LC-MS/MS method - Acid salicylic
70 ng/mL
AFL 01/12 Lan ban hanh/Issued No: 3.00  Soat xét/ngay/ Revised/dated Trang: 12/20




DANH MUC PHEP THU PUQC CONG NHAN 2

LIST OF ACCREDITED TESTS

VILAS 087
Gié6i han dinh
Tén san phim, luwgng (néu ¢6)/
vat li¢u dwoc thir/ Tén phép thir cu thé/ Pham vi do Phuwong phap thi/
TT ¢ e . Limit of
Materials or The name of specific tests quantitation (if Test method
product tested any)/range of
measurement
Xac dinh ham luong Diltiazem
; ; NIDQC/BE/LCMS/
30. Phuong.pha.p LC M.S/.MS 5 ng/mL Q
Determination of Diltiazem content DIL:2015
LC-MS/MS method
Xac dinh ham luong Doxazosin
31. quang 1 ng/mL
Determination of Doxazosin content DOXA:2010
HPLC method with FL detector
Xac dinh ham lugng Domperidon
5 ; NIDQC/BE/LCMS/
1. Phu:orng.pha.p LC-MS/MS . 0.5 ng/mL Q
Determination of Domperidon content DOM:2013
LC-MS/MS method
Xac dinh ham lugng Diclofenac
; Au do - NIDQC/BE/HPLC/
1. Phu:orng.pha.p HPLQ dau do UV-VIS 0,05 ng/mL
) Determination of Diclofenac content DCF:2017
Huyét twong HPLC method with UV-VIS detector
Plasma
Xac dinh ham luong Ethambutol
; ; NIDQC/BE/LCMS/
" Phuong.pha.p LC-MS/MS 0,05 g/l Q
Determination of Ethambutol content EMB:2010
LC-MS/MS method
Xéc dinh ham lugng Enalapril
35 Phuong phap LC-MS/MS | ne/mL NIDQC/BE/LCMS/
’ Determination of Enalapril content & ENALA:2014
LC-MS/MS method
Xac dinh ham lugng Entecavir
: : NIDQC/BE/LCMS/
16. Phuong.pha.p LC MS/MS' 50 pg/mL
Determination of Entecavir content ETV:2022
LC-MS/MS method
Xac dinh ham luong Esomeprazol
37 Phuong phap HPLC dau do UV-VIS 30 ne/ml NIDQC/BE/HPLC/
' Determination of Esomeprazol content & ESOME:2019
HPLC method with UV-VIS detector
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LIST OF ACCREDITED TESTS

VILAS 087
Gié6i han dinh
Tén san phim, lwgng (néu cd)/
vat li¢u dwoc thir/ Tén phép thir cu thé/ Pham vi do Phuwong phap thi/
TT ot . Limit of
Materials or The name of specific tests quantitation (if Test method
product tested any)/range of
measurement
Xéc dinh ham lugng Empagliflozin
Phuong phap LC-MS/MS NIDQC/BE/LCMS/
38. Determination of Empagliflozin 10 ng/mL
content EMPA:2022
LC-MS/MS method
Xéac dinh ham luong Fluconazol
5 Au de ; NIDQC/BE/HPLC/
39, Phuong.pha.p HPLC dau do UV-VIS 0.2 ug/mL
Determination of Fluconazol content FLU:2019
HPLC method with UV-VIS detector
Xéc dinh ham lugng Felodipin
5 ; NIDQC/BE/LCMS/
40. Phu’o*ng.phal.p Le MS/MS. 0,1 ng/mL Q
Determination of Felodipin content FELO:2020
LC-MS/MS method
Xac dinh ham luong Fexofenadin
41 Phuong phap LC-MS/MS | ne/mL NIDQC/BE/LCMS/
' Determination of Fexofenadin content £ FEX0:2020
Huyét twong LC-MS/MS method
Plasma Xéc dinh ham lugng Gabapentin
5 : NIDQC/BE/LCMS/
42. Phuong.pha.p LC-MS . 100 ng/mL Q
Determination of Gabapentin content GABA:2017
LC-MS/MS method
Xac dinh ham luong Gliclazid
5 Au de - NIDQC/BE/HPLC/
43, Phu:orng.pha.p HPLC .dau flo UV-VIS 0.16 pg/mL
Determination of Gliclazid content GLI:2020
HPLC method with UV-VIS detector
Xac dinh ham luong Glibenclamid
Phuong phap LC-MS NIDQC/BE/LCMS/
44, Determination of Glibenclamid 2,5 ug/mL
content GLIBEN:2018
LC-MS/MS method
Xac dinh ham luong Glimepirid
: : NIDQC/BE/LCMS/
45. Phuong phip LC-MS/MS 5 ng/mL Q
Determination of Glimepirid content GLIME:2012
LC-MS/MS method
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LIST OF ACCREDITED TESTS

VILAS 087
Gié6i han dinh
Tén san phim, luwgng (néu ¢6)/
vat li¢u dwoc thir/ Tén phép thir cu thé/ Pham vi do Phuwong phap thi/
TT ot . Limit of
Materials or The name of specific tests quantitation (if Test method
product tested any)/range of
measurement
Xac dinh ham luong Glipizid
Ph hap LC-MS/M NIDQC/BE/LCMS/
46. uong.p a.p ¢ s/. .S 5 ng/mL
Determination of Glipizid content GLIPI:2015
LC-MS/MS method
Xéc dinh ham lugng Imidapril
5 ; NIDQC/BE/LCMS/
47. Phuong phip LC-MS/MS 0,25 ng/mL
Determination of Imidapril content IMD:2018
LC-MS/MS method
Xéac dinh ham luong Indapamid
5 } NIDQC/BE/LCMS/
48. Phuong.pha.p LC-MS/MS . 0,5 ng/mL
Determination of Indapamid content INDA:2017
LC-MS/MS method
Xac dinh ham lugng Irbesartan
5 Au d¢ NIDQC/BE/HPLC/
49, Phu:orng.pha.p HPLC dau do RF 0.2 ug/mL
Determination of Irbesartab content IRB:2021
HPLC method with RF detector
Xac dinh ham luong Isosorbid
Huyét twong mononitrate
50 Plasma Phuong phap LC-MS/MS 10 ne/nL NIDQC/BE/LCMS/
' Determination of Isosorbid mononitrat & ISMN:2016
content
LC-MS/MS method
Xac dinh ham lugng Itoprid
51 Phuong phap HPLC dau do RF — NIDQC/BE/HPLC/
’ Determination of Itoprid content £ ITO:2021
HPLC method with RF detector
Xéc dinh ham lugng Losartan va - Losartan:
Losartan carboxylic 10 ng/mL
5 Phuong phap LC-MS/MS - Losartan NIDQC/BE/LCMS/LOS+
' Determination of Losartan and carboxylic: LCA:2018
Losartan carboxylic content
LC-MS/MS method 25 ng/mL
Xac dinh ham lugng Levetiracetam
53. Determination of Levetiracetam 0,25 pg/mL
content LEVET:2018
HPLC method with UV-VIS detector
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LIST OF ACCREDITED TESTS

VILAS 087
Gié6i han dinh
Tén san phim, lwgng (néu cd)/
vat li¢u dwoc thir/ Tén phép thir cu thé/ Pham vi do Phuwong phap thi/
TT ot . Limit of
Materials or The name of specific tests quantitation (if Test method
product tested any)/range of
measurement
Xéc dinh ham lugng Lisinopril
5 : NIDQC/BE/LCMS/
54. Phuong.pha.p Le MS./MS . 1 ng/mL Q
Determination of Lisinopril content LISI:2018
LC-MS/MS method
Xac dinh ham lugng Lamivudin
5 Au de - NIDQC/BE/HPLC/
55, Phu:ong.pha.p HPLC dé.lu d9 UV-VIS 02 pg/mL
Determination of Lamivudin content LAMI:2015
HPLC method with UV-VIS detector
Xac dinh ham luong Lornoxicam
Phuong phap LC- NIDQC/BE/LCMS/
56. MS/MS Determination of Lornoxicam 15 ng/mL
content LOR:2017
LC-MS/MS method
Xéac dinh ham luong Metformin
5 Au d¢ - NIDQC/BE/HPLC/
57 Phu:ong.pha.p HPLC dau d9 UV-VIS 0,04 pg/mL
Determination of Metformin content MET:2021
HPLC method with UV-VIS detector
Huyét twong Xac dinh ham lugng Meloxicam
55 Plasma Phuong phép HPLC diu do UV-VIS 0.05 o/l NIDQC/BE/HPLC/
' Determination of Meloxicam content V0 HE MELO:2019
HPLC method with UV-VIS detector
Xéc dinh ham lugng Meloxicam NIDQC/BE/LCMS/
59, Phuong phip LC-MS/MS 30 ng/mL MELO:2013
Determination of Meloxicam content
LC-MS/MS method
Xac dinh ham lugong Metoprolol
Phuong phap HPLC dau do huynh NIDQC/BE/HPLC/
60. quang 2 ng/mL
Determination of Metoprolol content METO:2010
HPLC method with FL detector
Xac dinh ham lugng Metformin va
Glibenclamid Metformin:

61 Phuong phap LC-MS/MS 30 ng/mL NIDQC/BE/LCMS/MET
' Determination of Metformin and Glibenclamid: +GLIBE:2014
Glibenclamid content 2,5 ng/mL

LC-MS/MS method
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LIST OF ACCREDITED TESTS

VILAS 087
Gié6i han dinh
Tén san phim, lwgng (néu cd)/
vat li¢u dwoc thir/ Tén phép thir cu thé/ Pham vi do Phuwong phap thi/
TT ot . Limit of
Materials or The name of specific tests quantitation (if Test method
product tested any)/range of
measurement
Xac dinh ham lugng Metformin va
Glimepirid trong huyét twong Metformin:
6 Phuong phap LC-MS/MS 25 ng/mL NIDQC/BE/LCMS/GLM+
’ Determination of Metformin and Glimepirid: MET:2015
Glimepirid content 5 ng/mL
LC-MS/MS method
Xac dinh ham lugng Metformin va
Sitagliptin Metformin:
63 Phuong phap LC-MS/MS 1 ng/mL NIDQC/BE/LCMS/MET+
) Determination of Metformin and Sitagliptin: SGT:2021
Sitagliptin content 5 ng/mL
LC-MS/MS method
Xéc dinh ham lugng Methyl
prednisolon
: : NIDQC/BE/LCMS/
64, Phuong phap LC-MS . 2,5 ng/mL Q
Determination of Methyl prednisolon MP:2022
. content
Huyet twong | 7 C_p15/MS method
Plasma
Xéc dinh ham lugng Nifedipin
5 ; NIDQC/BE/LCMS/
. Phuong pip LCMSIMS 05 nghL
Determination of Nifedipin content NIFE:2022
LC-MS/MS method
Xac dinh ham lugng Nebivolol
5 } NIDQC/BE/LCMS/
66. Phuong phdp LC-MS/MS 20 pg/mL
Determination of Nebivolol content NBV:2019
LC-MS/MS method
Xéc dinh ham lugng Olanzapin
5 : NIDQC/BE/LCMS/
67. Phuong.pha.p LC-MS/MS : 10 ng/mL
Determination of Olanzapin content OLAN:2009
LC-MS/MS method
Xac dinh ham luong Omeprazol
63 Phuong phap HPLC dau do UV-VIS 10 ne/mL. NIDQC/BE/HPLC/
' Determination of Omeprazol content & OME:2013
HPLC method with UV-VIS detector
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LIST OF ACCREDITED TESTS

VILAS 087
Gié6i han dinh
Tén san phim, luwgng (néu ¢6)/
vét liéu duoc thi/ Tén phép thir cu thé/ Pham vi do Phuwong phap thi/
TT ¢ e . Limit of
Materials or The name of specific tests quantitation (if Test method
product tested any)/range of
measurement
Xac dinh ham lugng Paracetamol
; Au do ; NIDQC/BE/HPLC/
69. Phuong.pha.p HPLC dau do UV-VIS 0.2 pg/mL
Determination of Paracetamol content PARA:2021
HPLC method with UV-VIS detector
Xac dinh ham lugong Piracetam
5 ; NIDQC/BE/LCMS/
0. Phu:orng.pha.p LC MS/MS 0.5 ug/mL
Determination of Piracetam content PIRA:2017
LC-MS/MS method
Xac dinh ham luong Pantoprazol
71 Phuong phap HPLC dau do UV-VIS 30 ne/m NIDQC/BE/HPLC/
' Determination of Pantoprazol content £ PANTO:2017
HPLC method with UV-VIS detector
Xac dinh ham lugng Quetiapin NIDQC/BE/LCMS/
Phuong phap LC-MS/MS )
72 Determination of Quetiapin content 2 ng/mL QTP:2021
LC-MS/MS method
Huyét twong Xac dinh ham luong Rifampicin
s Plasma Phuong phép HPLC diu do UV-VIS 0.2 o/l NIDQC/BE/HPLC/
' Determination of Rifampicin content = HE RIF:2018
HPLC method with UV-VIS detector
Xac dinh ham lugng Risperidon
: : NIDQC/BE/LCMS/
4. Phuong.pha.p LC MS/MS 2.5 ng/mL
Determination of Risperidon content RIS:2020
LC-MS/MS method
Xac dinh ham lugong Rebamipid
: : NIDQC/BE/LCMS/
75, Phu:orng.pha.p LC MS/MS . 2.5 ng/mL
Determination of Rebamipid content REBA:2016
LC-MS/MS method
Xac dinh ham lugng Rifampicin va
Isoniazid - Rifampicin:
76 Phuong phap LC-MS/MS 200 ng/mL NIDQC/BE/LCMS/RIF+
' Determination of Rifampicin and - Isoniazid: INH:2020
Isoniazid content 100 ng/mL
LC-MS/MS method
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LIST OF ACCREDITED TESTS

VILAS 087
Gié6i han dinh
Tén san phim, luwgng (néu ¢6)/
vat li¢u dwoc thir/ Tén phép thir cu thé/ Pham vi do Phuwong phap thi/
TT ot . Limit of
Materials or The name of specific tests quantitation (if Test method
product tested any)/range of
measurement
- Rifampicin:
0,2 pg/mL
- Isoniazid:
Xac dinh ham luong Rifampicin, 0 ionle/llz;L
Ethambutol, Isoniazid, Acetyllsoniazid L HE
va Pyrazinamid - Pyrazinamid:
. Phuong phap LC-MS/MS 1,0 ug/mL NIDQC/BE/LCMS/
' Determination of Rifampicin, ) HHCL:2017
Ethambutol, Isoniazid, Acetyllsoniazid - Ethambutol:
and Pyrazinamid content 0,02 pg/mL
LC-MS/MS method -
Acetyllsoniazid
0,1 ng/mL
Xac dinh ham lugng Rosuvastatin
5 } NIDQC/BE/LCMS/
78, Phuong phip LC-MSMS 0,3 ng/mL
Determination of Rosuvastatin content ROSU:2021
LC-MS/MS method
Xéc dinh ham lugng Sitagliptin
; Phuong php LC- NIDQC/BE/LCMS/
79. Huyét twong MS/MS Determination of Sitagliptin 2 ng/mL
Plasma content SGT:2022
LC-MS/MS method
Xac dinh ham lugng Trimetazidin
5 } NIDQC/BE/LCMS/
80. Phuong.pha.p Le M.S/MS o 0,9 ng/mL
Determination of Trimetazidin content TMZ:2022
LC-MS/MS method
Xac dinh ham lugng Telmisartan
5 ; NIDQC/BE/LCMS/
81. Phuong phap LC-MS | ng/mL
Determination of Telmisartan content TELMI:2016
LC-MS/MSmethod
Xac dinh ham luong Tenofovir
: : NIDQC/BE/LCMS/
82. Phuong phap LC-MS 3 ng/mL Q
Determination of Tenofovir content TFV:2019
LC-MS/MS method
Xac dinh ham lugong Venlafaxin
5 ; NIDQC/BE/LCMS/
23, Phu:orng.pha.p LC-MS/MS ’ 4 ng/mL
Determination of Venlafaxin content VENLA:2013
LC-MS/MS method
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LIST OF ACCREDITED TESTS

VILAS 087
Gié6i han dinh
Tén san phim, luwgng (néu ¢6)/
vat li¢u dwoc thir/ Tén phép thir cu thé/ Pham vi do Phuwong phap thi/
TT ot . Limit of
Materials or The name of specific tests quantitation (if Test method
product tested any)/range of
measurement
Xéc dinh ham lugng Vidagliptin
" Huyét twong Phuong phap LC-MS/MS 3 no/mL NIDQC/BE/LCMS/
' Plasma Determination of Vidagliptin content £ VDG:2020
LC-MS/MS method
Xac dinh ham lugng Indapamid
Miu Phuong phap LC-MS/MS NIDQC/BE/LCMS/
85. o . 1 ng/mL
Blood Determination of Indapamid content INDA:2019
LC-MS/MS method
Ghi chu/Note:
- TCVN: Tiéu chudn Quéc gia;
- NIDQC/BE /xx: Phuong phap thir do PTN xay dung /Laboratory developed method.
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