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DANH MUC PHEP THU PUQC CONG NHAN (S6 3)
LIST OF ACCREDITED TESTS (No 3)

VILAS 087

Linh vyec thir nghiém: Dwgc

Field of testing: Pharmaceutical

TT

Tén san pham,
vat liéu dugc
thir
Materials or
product tested

Tén phép thir cu thé
The name of specific tests

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

Phwong phap
thw
Test method

10.

11.

12.

Thude
(nguyén liéu,
thudc thanh

phim)

Drug (Materials
and finish
products)

Xac dinh tinh chat, mo ta, cam quan
Determination of characters, description,
appearance

Thir d hoa tan
Dissolution Test

Xéc dinh nhiét do nong chay
Determination of melting point

Xac dinh d6 trong va mau sac cua dung
dich

Determination of clarity and colour of
solution

Xac dinh khoi lugng riéng
Determination of density

Xéc dinh géc quay cuc va goc quay cuc
riéng

Determination of optical rotation and
specific optical rotation

Duoc dién Viét
Nam, Duoc dién
cac nuoc, cac

Xac dinh chi s6 pH
Determination of pH value

Tiéu chuan co sO
dugc BO Y té cap

Xéc dinh d6 am

Phuong phép sy, Karl- Fischer, chuan do
do dién tich, phan tich nhiét trong luong
Determination of moisture

Loss on Drying, Karl-Fischer,
Coulometer, TGA method

s6 ding ky
Vietnamese
pharmacopoeia,
other
pharmacopoeia,
in-house

Thir tinh khiét
Phuong phéap hoa hoc
Tests for impurities:
Chemical method

specifications
licensed by MoH

Xac dinh cdn sau khi bay hoi
Determination of Residue on evaporation

Xéc dinh d6 min/dd phan tan
Determination of Fineness/Dispersion

Dinh tinh (hoat chit va ta dugc)

Phuong phap hoa hoc, ph6 hong ngoai
(IR), quang phé hip thu phan tir (UV-Vis),
sic ky 16p mong (TLC), sic ky long hiéu
ning cao (HPLC), sic ky khi (GC)
Identification test (active ingredients and
excipients):

Chemical, IR, UV- Vis, TLC, HPLC, GC
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DANH MUC PHEP THU PUQC CONG NHAN 2

LIST OF ACCREDITED TESTS
VILAS 087
Tén sa ha Gi6i han dinh
eP i{n pham, lwong (néu c6)/ Ph hi
vat lt;llvdu’(.)'c Tén phép thir cu thé Pham vi do wong phap
T thir The name of s ecijic tests Limit of thu
Materials or P quantitation (if Test method
product tested any)/range of
measurement
Thube Xac dinh tap chét lién quan
13 (nguyén li¢u, Phuong phap TLC, HPLC, GC, UV-Vis
’ thuoc thanh Determination of Related Substances
pham) TLC, HPLC, GC, UV-Vis method
Drug (Materials X .
and finish Dinh lugng (hoat chat va ta dugc)
products) Phuong phap UV- Vis, IR, do thé tich, do
Thubdc dién thé, phan cuc ké, HPLC, GC
14. (nguyén liéu, Assay test (active ingredients and
thuﬁcvthﬁnh excipients)
pham) . UV-Vis, IR, Volumetric, Amperemetry, " .
Drug (Mat'er tals Potentiometry, HPLC, GC Duge dién V}?t
and finish - - - Nam, Duoc dién
s products) Xac dinh d6 dong déu the tich cac nudc, cac
’ Determination of Uniformity of volume Tiéu chudn co so
. ) ) — : ) du(;c’B(f) Y t€ cap
XNac dinh kich thudc (40 day, duong kinh, sb dang ky
16 c& nang) Vietnamese
' Determination of dimension (Thickness, pharmacopoeia,
diameter, capsule size) other
Xac dinh d6 lang can p hal.fmacop oetd;
17. in-house
Determination of dry residue specifications
X4c dinh d6 ddng déu khéi luong licensed by MoH
18. L . . .
Determination of uniformity of weight
Thir 46 ra
19. . . .
Thudc thanh Disintegration Test
20 pham Xac dinh d6 ddng nhét
~| Finish products | poormination of homogeneity
Xac dinh d6 ddng déu ham lugng, do
) ddng déu don vi phan liéu
’ Determination of Uniformity of content,
Uniformity of dosage units
Panh gia tuong duong sinh hoc
Dinh lugng thuéc trong dich sinh hoc Phuong phap thir
9 Phuong phép sac ky 16ng hiéu nang cao Phu lyc 1 ndi b
' Bioequivalence evaluation: Assay of drug Appendix 1 Laboratory
substances in biological fruids developed method
HPLC method
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DANH MUC PHEP THU PUQC CONG NHAN 2

LIST OF ACCREDITED TESTS
VILAS 087
Ao X Gié6i han dinh
Te’\llt i%n Izlham’ lwong (néu c6)/ Ph hi
vatlicu Guee Tén phép thir cu thé Pham vi do wong phap
T thir The name of specific tests Limit of thu
Materials or P quantitation (if Test method
product tested any)/range of
measurement
Xéc dinh ham lugng tro: tro toan phén, tro
sulfat, tro khong tan trong acid, tro tan
23.| Nguyénligu | trongnudc
lam thudc Determination of ash: ash, sulphate ash,
Raw materials | 9cid-insoluble ash, water-soluble ash
4 Xéc dinh d dan
' Determination of Conductivity
Thube .
(nguyén ligu Thur ddc tinh bat thuong/Thir an toan
g ;y | (ubng, tiém tinh mach, tiém dudi da, k¥
thuoc thanh Ay in R
2 thuat tiém 0 bung)
25. pham)
D Test for abnormal toxicity/ Safety test
ru
g (oral, intravenous, subcutaneous,
(Materials and intraperitoneal injection) Duoc dién Viét
finish products) : .
- Nam, Duoc dién
Pinh tinh hoat chat, thir 0 tinh sach cac nuoc, cac
£ A Phuong phap dién di trén gel Tiéu chuan co so
Thuoe (,nguyen Ivarviamid dugc BO Y té cap
76. | li€u, thuoc thanh (polyarylamid, agarose) s dang ky
pham) c6 nguon | [dentification of active ingredients, Test Viethamese
goc sinh hoc Jor purity Polyarylamid, agarose gel pharmacopoeia,
Drug (Materials electrophoresis method other
and finish Dinh tinh hoat chét p ha;ZZZZ{: Zela’
27 pVOdMCtS)-derived Phuo’ng phép dlél’l di mlél’l dlCh Speciﬁcations
"| from biology Identification of active ingredients licensed by MoH
Immunoblot method
Nguyén liéu
thudc tiém
truyén,
thudc tiém
truyén, bao bi
- dung thudc tiém | Thu chét gy sot
’ truyén Test for Pyrogens
Materials, finish
products and
containers of
injections and
infusions
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DANH MUC PHEP THU PUQC CONG NHAN 2

LIST OF ACCREDITED TESTS
VILAS 087
Tén sa ha Gi6i han dinh
eP iitﬂ pham, lwong (néu c6)/ Ph hi
vat lt;llvdu’(.)'c Tén phép thir cu thé Pham vi do wong phap
T thir The name of specific tests Limit of thur
Materials or P quantitation (if Test method
product tested ﬁ’"ey;g Z t:’;fneeZ{
) ) ISO 10993-11:
29 Thur chat gay sot 2017
’ Test for Pyrogens (Phy luc G/ annex
G)
Tliu phan tng toan than/Th dc¢ tinh toan Duoc dién My
30 than United S
’ Systemic infection test/Test for systemic rite tates.
.. Pharmacopoeia
. toxicity
Trang :‘}‘e‘ DI | Thir phan tmg toan than/Thir doc tinh toan
(T y : £ b than
rang thietbiy = . .00 0 duoc didn MY
3| tetiepxicbe | 00TER T A CE Y _ 1SO 10993-11:
" miit, Trang thiét ys.te{mc infection test/ Test for systemic 2017
biv té tié , toxicity
iy teé tiep xuc
ngoai) Evaluate according to The United States
Medical devices Pharmacopoeia P
(Surface medical DIIJIQ_C i’lgn My/
device, External Ph nite tates.
communicating o drmacopoela
3. | medical device) Thir phan ung trong da ISO 10993-
Intracutaneous test 23:2021/Amd1:
2025
(Muc/ Section
7.3)
ISO 10993-
13 Thir nhay cam da (GPMT test) 10:2021
' Skin sensitization test (GPMT test) (Muc/ Section
6.5)
Do dung mau Duge dién Vigt
va ché pham Nam, Dugc dién
mau, Anh,
Trang thiét bi y Vietnamese
té pharmacopoeia,
(Tiép xic véi Thir tan huyét British
34. mau) o Iusis fest Pharmacopoeia,
aemolysis tes
Containers for 7 1SO 10993-
blood and blood 4:2017.Amd1:
components 2025
Medical devices (Phu luc/annex
(Contact with D.5) & ASTM
blood) F756-17
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DANH MUC PHEP THU PUQC CONG NHAN 2

LIST OF ACCREDITED TESTS
VILAS 087
Tén sa ha Gidi han dinh
e"nt i%n Izl am, lwgng (néu c6)/ Ph hi
vat liéu wo'c Tén phép thir cu thé Pham vi do um%p ap
TT thw Th e tost Limit of thw
Materials or ¢ name of specific tests quantitation (if Test method
product tested ;"ey; g::;';fn eezj:
Dugc dién Viét
Nam, Dugc dién
A ren cac nudc, cic
Nguyén liéu A 2 .
tl% Y tion -’Phuorng Tiéu chuan co s&
voc iem phdp tao gel/ trong va ngoai
truyen, Gel- clot nude do Bo Y té
b ié Y A an L. 2 thod: z L oae ,
35 Tht';?f glem Thir ndi doc to vi khuan +n]_13€6 nohay/ cap so dang ky.
’ M, .y Is and Test for Bacterial Endotoxin Sens.itivi-ty: Viethamese
c‘zterla s an 0,03 EU/mL, pharmacopoeia,
ﬁ;?zs'h pfoducts 0,125 EU/mL other
of irjections and - Phuong pharmacopoeia,
infusions phéap do maw/ in-house
Chr O’ng;mc specifications
metnod. .
S + Do nhay/ licensed by MoH
Trang tl}let biy Sensitivity:
te 0,05 EU/mL
(Trang thiét bj y - Phuong o
£ tiép xiic b phipdodo | Duocdien Vidt
- < duc/ Nam, Duogc dién
mat, Trang thiet ) . Turmidi . MY
biy té tiép xtiic | Thir ndi doc té vi khudn urnidimetric Y
36. : A . . method: Vietnamese
ngoai) Test for Bacterial Endotoxin + Do nhay/ i .
Medical devi > nay’ pharmacopoeia,
edicar gevices Sensitivity: United States
(Surface medical 0,01 EU/mL pharmacopoeia
devices, External
communicating
medical devices)
Trang thiét bi y
te ISO 10993-4:
(Tiép xic véi pax A 2017
37, miu) ;Fhu" khetlhnangbgay h'u).let tkh;)l invivo Amdl: 2025
n vivo thrombogenicity tes
Medical devices g 4 (Phy luc/
(Contact with annex C3)
blood)
Trang thiét bi y
te dong goi vo
khuan
(Trang thiét bi y . .
té tiép xiic bé 70 kha ndng 1SO 10993.
mit, Trang thiét song cua te 52009
18 bi y té tiep xic | Thir doc tinh té bao invitro bao b ’ d';
. zs ugc dién
ngoai ] ici 9 :
: goai) . In vitro cytotoxicity test .Th.e.ﬁ Mg/ United States
Sterile medical viability of Pharmacopoeia
devices the cells
(Surface medical
devices, External
communicating
medical devices)
AFL 01.12 Lan ban hanh/Issued No: 5.25 Soat xét/ngady/ Revised/dated: Trang/Page: 6/ 18




DANH MUC PHEP THU PUQC CONG NHAN 2

LIST OF ACCREDITED TESTS
VILAS 087
Tén sa ha Gidi han dinh
e’\llt i%n Izl am, lwgng (néu c6)/ Ph hi
Ve 1§:u7 uoe Tén phép thir cu thé Pham vi do uon% pAap
T thir The name of specific tests Limit of thu
Materials or P quantitation (if Test method
product tested Z"ey; g::i’;fneezj:
Nguyén liéu lam Duoc dién Viét
thuoc nhé mat, Nam, Tiéu chuan
Thuoc nhé mat, co sd trong va
Bao bi dung ngoai nude do Bo
thllO? nho I.nz}t Thi kich tmg mit Y té cap’so dang
39. | Materials, Finish . ky,
Eye irriation test .
products, Vietnamese
Container and pharmacopoeia,
closure of In-house
opthalmic specifications
products licensed by MoH
Thir kich tng mét
40. R 1o S A OECD 405: 2023
My pham Eye irriation test
C ti Thur kich trng d
a1, osmencs Fien e o OECD 404: 2015
Skin irritation test
Trang thiét bi y
te tiep xuc véi ISO 10993-
4 mat Thtr kich (rng mat 23:2021/Amd1:
"I Medical devices | Eye irriation test 2025
(Contact with (Annex D.2)
eyes)
" (‘i’a) Thir kich Gimg da 23:2021/Amd1:
' . . Skin irritation test 2025
Medical devices (Muc/section 7.2)
(Dermal contact) ) '
Nguyén li¢u lam
thuoc, Thuoc,
Bao bi dung VKN/TQKT/03:
44 thuoc, My pham | Thir doc tinh cap (Puong da, duong uong) 2024
' Materials, Acute toxicity test (oral, dermal) (Ref. OECD 402,
Drugs, Container 420)
and closure,
Cosmetics
Ghi chi/Note:
- TCVN: Tiéu chuén Viét Nam.
- VKN/TQKT...: Phuong phap tht ndi bd/ Laboratory developed method.
- ISO: International Organization for Standardization
- OECD: Organization for Economic Cooperation and Development
- ref: phuong phéap tham khao/reference method
AFL 01.12 Lan ban hanh/Issued No: 5.25 Soat xét/ngady/ Revised/dated: Trang/Page: 7/ 18




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

VILAS 087

Phu lyc 1: Danh muc cac loai thudc va phwong phap thir xac dinh thudc trong huyét twong

Appendix 1: List of drugs and testing methods to determine

Tén san pham lGi(ﬁ han dinh
U ’ wong (néu cd)/
TT vat lii‘:}?wqc Tén phép thir cu thé/ Plf:—ﬁ,‘,vi,ﬂo Phuong phap thi/
Materials or The name of specific tests quantitation (if Test method
product tested fn"ejz gx’;i ee::{
Xac dinh ham lugng Amoxicilin
1 Phuong phap HPLC, detector UV-VIS 0.3 ug/mL NIDQC/BE/HPLC/
) Determination of Amoxicilline content ’ AMO : 2020
HPLC method with UV-VIS detector
Xac dinh ham lugng Amoxicilin va
Clavulanat - Amoxicillin:
5 Phuong phap LC-MS/MS 100 ng/mL ZI\]/[) (()Q)S T(I:;/IEE\E/IUS /
' Determination of Amoxicilline - Clavulanat: 2025 :
and Clavulanate content 25 ng/mL
LC-MS/MS method
Xac dinh ham lugng Amlodipin
3. Phuong phap LC-MS/MS 0.1 ng/mL NIDQC/BE/LCMS/
Determination of Amlodipine content ’ AMLO : 2016
LC-MS/MS method
Xéc dinh ham lugong Azithromycin
4 ] Phuong phap LC-MS/MS 10 ng/mL NIDQC/BE/LCMS/
Huyét twong | Determination of Azithromycin content AZI: 2021
Plasma LC-MS/MS method
Xéc dinh ham luong Acid fenofibric
5 Phuong phap HPLC dau do UV-VIS 0,1 pg/mL NIDQC/BE/HPLC/AF
' Determination of fenofibric acid content ’ ENO :2023
HPLC method with UV-VIS detector
Xac dinh ham lugng Acyclovir
6. Phuong phap LC-MS/MS 10 ng/mL NIDQC/BE/LCMS/
Determination of Acyclovir content ACY : 2014
LC-MS/MS method
Xac dinh ham lugng Acyclovir
7 Phuong phap HPLC dau do UV-VIS 0.1 pg/mL NIDQC/BE/HPLC/
Determination of Acyclovir content ’ ACY : 2013
HPLC method with UV-VIS detector
Xéc dinh ham lugng Amlodipin va
Atorvastatin
3 Phuong phap LC-MS/MS 0.1 ng/mL NIDQC/BE/LCMS/A
' Determination of Amlodipine and ’ MLO+ATV : 2014
Atorvastatin content
LC-MS/MS method
AFL 01.12 Lan ban hanh/Issued No: 5.25 Soat xét/ngady/ Revised/dated: Trang/Page: 8/ 18




DANH MUC PHEP THU PUQC CONG NHAN 2

LIST OF ACCREDITED TESTS
VILAS 087
A2 z Gi6i han dinh
TeAn Tin l()iham, lwong (néu c6)/
TT vat 1;‘:1, / uee Tén phép thir cu thé/ Pl;,%ﬁitv:;flo Phuong phap thir/
Materials or The name of specific tests quantitation (if Test method
product tested any)/range of
measurement
Xéac dinh ham lugng Acid valproic
Phuong phap LC-MS/MS NIDQC/BE/LCMS/
9. o Lo 1 pg/mL
Determination of valproic acid content AVP : 2015
LC-MS/MS method
- Atorvastatin:
Xac dinh ham luong Atorvastatin va chat 0,1 ng/mL
IS - Para- hydroxy
chuyén hoa atorvastatin:
Phuong phap LC-MS/MS ) NIDQC/BE/LCMS/
10. o . , 0,01 ng/mL
Determination of Atorvastatin and its Ortho ATORS : 2018
metabolite content hvdrox
LC-MS/MS method Y Y
atorvastatin:
0,05 ng/mL
L e \ . - Amlodipin:
Xac dinh ham luong Amlodipin, Losartan
\ . 0,1 ng/mL
va Los.carboxylic
] - Losartan:
Phuong phap LC-MS/MS NIDQC/BE/LCMS/A
- Determination of Amlodipine, L 2.5 ng/mlL LL : 2017
etermination of : mlodipine, Losartan _ Acid losartan :
and Los.carboxylic content .
£ carboxylic:
Huyeét twong | LC-MS/MS method
2,5 ng/mL
Plasma
Xac dinh ham lugng Alfuzosin
12. Phuo‘ng.pha'p HPLC dau (.10 RE 0,12 ng/mL NIDQC/BE/HPLC
Determination of Alfuzosin content ALF : 2021
HPLC method with RF detector
Xac dinh ham luong Amlodipin va
Perindopril Amlodipin:
13 Phuong phap LC-MS/MS 0,1 ng/mL NIDQC/BE/LCMS/A
' Determination of Amlodipine and Perindopril: ML+PRN : 2022
Perindopril content 0,5 ng/mL
LC-MS/MS method
Xac dinh ham lugng Carbamazepin
Phuong phap HPLC dau do UV-VIS NIDQC/BE/HPLC/
14. S . 0,1 pg/mL
Determination of Carbamazepin content CARBA : 2014
HPLC method with UV-VIS detector
Xac dinh ham lugng Cilostazol
Phuong phap HPLC dau do UV-VIS NIDQC/BE/HPLC/
15. S . 20 ng/mL
Determination of Cilostazol content CILOS : 2016
HPLC method with UV-VIS detector
AFL 01.12 Lan ban hanh/Issued No: 5.25 Soat xét/ngady/ Revised/dated: Trang/Page: 9/ 18




DANH MUC PHEP THU PUQC CONG NHAN 2

LIST OF ACCREDITED TESTS
VILAS 087
Tén san pha Gi6i han dinh
e"nt i?in lzl :‘:)'ma lugng (né}l co)/
TT Ve 1;‘:1, / wee Tén phép thir cu thé/ Pl;,%ﬁitv:;flo Phuong phap thi/
Materials or The name of specific tests quantitation (if Test method
product tested any)/range of
measurement
Xac dinh ham lugng Ciprofloxacin
16 Phuong phap HPLC dau do UV-VIS 0.1 ue/mL NIDQC/BE/HPLC/
’ Determination of Ciprofloxacin content L Mg CIPRO : 2018
HPLC method with UV-VIS detector
Xéc dinh ham lugng Clopidogrel
{ - NIDQC/BE/LCMS/
7. PhuO’ng.pha.p LC MS/MS 0,05 ng/mL Q
Determination of Clopidogrel content CLOPI :2015
LC-MS/MS method
Xéc dinh ham lugng Celecoxib
13 Phuong phap HPLC dau do UV-VIS 20 ne/mL NIDQC/BE/HPLC/
’ Determination of Celecoxib content £ CELE : 2015
HPLC method with UV-VIS detector
Xac dinh ham lugng Cefpodoxim
; au do UV- IDQC/BE/HPL
19, Phuorng.pha-p HPLC dau do UV VIS 0,05 pg/mL NIDQC/BE/ C/
Determination of Cefpodoxim content CEFPO : 2020
HPLC method with UV-VIS detector
Xac dinh ham lugng Clarithromycin
4 - IDQC/BE/LCM
2. Phuorng'pha-p LC MS/MS . 20 ng/mL NIDQC/BE/LCMS/
Determination of Clarithromycin content CLA : 2020
Huyét tu’o'ng LC-MS/MS method
Plasma Xéc dinh ham lugng Cefuroxim
71, Phuo*ng.pha'p HPLC dau d.o UV-VIS 0.25 pg/mL NIDQC/BE/HPLC/
Determination of Cefuroxim content CEFU : 2020
HPLC method with UV-VIS detector
Xac dinh ham lugng Cefixim
. Phuo*ng.pha'p HPLC dal% do UV-VIS 0.2 ug/mL NIDQC/BE/HPLC/
Determination of Cefixim content CEFI : 2018
HPLC method with UV-VIS detector
Xac dinh ham lugng Cefaclor
3 Phuong phap HPLC dau do UV-VIS 0.1 ue/mL NIDQC/BE/HPLC/
' Determination of Cefaclor content - HE CFC: 2018
HPLC method with UV-VIS detector
Xac dinh ham lugng Cephalexin
4. Phuorng'pha.p HPLC dau do UV—VIS 0.5 ug/mL NIDQC/BE/HPLC/
Determination of Cephalexin content CPL : 2016
HPLC method with UV-VIS detector
Xéc dinh ham lugng Cefditoren
; au do UV- NIDQC/BE/HPL
75, Phu:onglpha.p HPLC dal.,l do UV-VIS 50 ng/mL QC/BE/ C/
Determination of Cefditoren content CDR : 2019
HPLC method with UV-VIS detector
AFL 01.12 Lan ban hanh/Issued No: 5.25 Soat xét/ngady/ Revised/dated: Trang/Page: 10/ 18




DANH MUC PHEP THU PUQC CONG NHAN 2

LIST OF ACCREDITED TESTS
VILAS 087
" 2 Gi6i han dinh
Te,\n Sin pham, luwgng (néu c6)/
TT vat lii‘:,r?wqc Tén phép thir cu thé/ Pl;,%ﬁitv:;flo Phuong phap thi/
Materials or The name of specific tests quantitation (if Test method
product tested ﬁ:’e)z g::iz"gn ee:{
Xac dinh ham lugng Cefditoren
4 - NIDQC/BE/LCMS/
26, PhuO’ng.pha.p LC MS/MS 7,5 ng/mL Q
Determination of Cefditoren content CDR : 2018
LC-MS/MS method
Xéc dinh ham lugng Cefdinir
7 Phuong phap HPLC dau do UV-VIS 50 no/mL NIDQC/BE/HPLC/
’ Determination of Cefdinir content ngm CDN : 2017
HPLC method with UV-VIS detector
Xéc dinh ham lugng Cilnidipin
Phuong phap LC-MS/MS NIDQC/BE/LCMS/
28. Determination of Cilnidipin content 0.2 ng/mL CILNI : 2021
LC-MS/MS method
Xac dinh ham lugng Clopidogrel, Aspirin - Clopidogrel:
va Acid salycilic 10 pg/mL
Phuong phap LC-MS/MS - Aspirin: NIDQC/BE/LCMS/
29. o . .
Determination of Clopidogrel, Aspirin and 10 ng/mL CAS : 2021
Acid salycilic content - Acid salicylic
) LC-MS/MS method 70 ng/mL
H“gf;st::;’“g Xéc dinh ham lugng Diltiazem
30 Phuong phap LC-MS/MS 5 np/mL NIDQC/BE/LCMS/
‘ Determination of Diltiazem content nem DIL : 2015
LC-MS/MS method
Xéc dinh ham lugng Doxazosin
3 Phuong phap HPLC dau do huynh quang | ne/mL NIDQC/BE/HPLC/
’ Determination of Doxazosin content nem DOXA : 2010
HPLC method with FL detector
Xéc dinh ham lugng Domperidon
Ph hap LC-MS/MS NIDQC/BE/LCMS/
32, HOHS pAap . 0,5 ng/mL QUBELCMS
Determination of Domperidon content DOM : 2013
LC-MS/MS method
Xéc dinh ham lugng Diclofenac
Ph hap HPLC dau do UV-VIS NIDQC/BE/HPL
33, u:ong.p a.p . au do 0,05 ng/mL QC/BE/ C/
Determination of Diclofenac content DCF : 2017
HPLC method with UV-VIS detector
Xéac dinh ham lugng Ethambutol
Phuong phap LC-MS/MS NIDQC/BE/LCMS/
34. Determination of Ethambutol content 0,05 pg/mL EMB : 2010
LC-MS/MS method
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DANH MUC PHEP THU PUQC CONG NHAN 2

LIST OF ACCREDITED TESTS
VILAS 087
Tén san phflm, Gioi han dinh
vt ligu duge R heavide o
TT C thil Tén phép thw cu thé/ Limit of Phwong phap thu/
Materials or The name of specific tests quantitation (if Test method
product tested any)/range of
measurement
Xac dinh ham lugng Enalapril
35, Phuong phap LC-MS/MS I ng/mL NIDQC/BE/LCMS/
Determination of Enalapril content ENALA : 2014
LC-MS/MS method
Xéc dinh ham lugng Entecavir
36. PhuO’ng.phé.p LC-MS/MS. 50 pg/mL NIDQC/BE/LCMS/
Determination of Entecavir content ETV :2022
LC-MS/MS method
Xéc dinh ham lugng Esomeprazol
37 Phuong phap HPLC dau do UV-VIS 30 ng/mL NIDQC/BE/HPLC/
Determination of Esomeprazol content ESOME : 2019
HPLC method with UV-VIS detector
Xac dinh ham lugng Empagliflozin
33, Phuorng.phé-p LC—MS/MS. . 10 ng/mL NIDQC/BE/LCMS/
Determination of Empagliflozin content EMPA : 2022
LC-MS/MS method
Xac dinh ham lugng Fluconazol
39, Phuorng'phé-p HPLC dau do UV-VIS 02 pg/mL NIDQC/BE/HPLC/
< Determination of Fluconazol content FLU : 2019
Huyét twong HPLC method with UV-VIS detector
Plasma
Xéc dinh ham lugng Felodipin
40. Phuo*ng.phél'p LC-MS/MS. 0.1 ng/mL NIDQC/BE/LCMS/
Determination of Felodipin content FELO : 2020
LC-MS/MS method
Xéc dinh ham lugng Fexofenadin
41 Phuong phap LC-MS/MS | ng/mL NIDQC/BE/LCMS/
Determination of Fexofenadin content FEXO : 2020
LC-MS/MS method
Xac dinh ham lugng Gabapentin
4 Phuo‘ng'phé.p LC-MS/MS . 100 ng/mL NIDQC/BE/LCMS/
Determination of Gabapentin content GABA : 2017
LC-MS/MS method
Xac dinh ham lugng Gliclazid
43 Phuorng'phé.p HPLC .d?iu .d(‘) UV-VIS 0,16 pg/mL NIDQC/BE/HPLC/
Determination of Gliclazid content GLI : 2020
HPLC method with UV-VIS detector
Xéc dinh ham lugng Glibenclamid
44, Phu:ong.phai.p LC-MS/MS . 2.5 pg/mL NIDQC/BE/LCMS/
Determination of Glibenclamid content GLIBEN : 2018
LC-MS/MS method
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LIST OF ACCREDITED TESTS
VILAS 087
Tén san phflm, Gioi han dinh
U lwgng (néu cé)/
TT vat lii‘:,r?wqc Tén phép thir cu thé/ Plg,ﬁitvzj‘}o Phuong phap thi/
Materials or The name of specific tests quantitation (if Test method
product tested any)/range of
measurement
Xac dinh ham lugng Glimepirid
45, Phuong phap LC-MS/MS 5 ng/mlL NIDQC/BE/LCMS/
Determination of Glimepirid content GLIME : 2012
LC-MS/MS method
Xéc dinh ham luong Glipizid
46, Phuong.phé.p LC-MS/MS 5 ng/mL NIDQC/BE/LCMS/
Determination of Glipizid content GLIPI : 2015
LC-MS/MS method
Xéc dinh ham lugong Imidapril
47 Phuong.phé.p LC-MS/MS. 0.25 ng/mL NIDQC/BE/LCMS/
Determination of Imidapril content IMD : 2018
LC-MS/MS method
Xac dinh ham lugng Irbesartan
48 Phuong phap HPLC déu do RF 5 ng/mL. NIDQC/BE/HPLC/
Determination of Irbesartab content IRB : 2024
HPLC method with RF detector
Xac dinh ham lugng Isosorbid
mononitrate
£ Phuong phap LC-MS/MS NIDQC/BE/LCMS/
49. Hul))ilet tuong Deternfigatign of Isosorbid mononitrat 10 ng/mL ISMN : 2016
asma
content
LC-MS/MS method
Xéc dinh ham lugng Itoprid
50, Phuo*ng'phé_p HPLC déu do RF 5 ng/mL NIDQC/BE/HPLC/
Determination of Itoprid content ITO : 2021
HPLC method with RF detector
Xac dinh ham luong Losartan va Losartan
. - Losartan:
carboxylic 10 ng/mL
51 Phuong phap LC-MS/MS - Losartan NIDQC/BE/LCMS/LO
Determination of Losartan and Losartan carboxylic: S+LCA: 2018
carboxylic content 25 ng/mL
LC-MS/MS method
Xéc dinh ham lugong Levetiracetam
50 Phu:onglphai.p HPLC déll.,l do UV-VIS 0.25 pg/mL NIDQC/BE/HPLC/
Determination of Levetiracetam content LEVET : 2018
HPLC method with UV-VIS detector
Xac dinh ham lugng Lisinopril
53 Phu’ong'phai.p LC-MS/MS . I ng/mL NIDQC/BE/LCMS/
Determination of Lisinopril content LISI: 2018
LC-MS/MS method
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LIST OF ACCREDITED TESTS
VILAS 087
A2 z Gi6i han dinh
TeAn Sin pham, luwgng (néu c6)/
TT vat lii‘:,r?wqc Tén phép thir cu thé/ Plg,ﬁitvzj‘}o Phuong phap thi/
Materials or The name of specific tests quantitation (if Test method
product tested any)/range of
measurement
Xac dinh ham lugng Lamivudin
54 Phu:orng. phé.p HPLC d??au d(j) UV-VIS 02 pg/mL NIDQC/BE/HPLC/
Determination of Lamivudin content LAMI : 2015
HPLC method with UV-VIS detector
Xéc dinh ham lugng Lornoxicam
Phuong phap LC-MS/MS NIDQC/BE/LCMS/
55. o ] 15 ng/mL
Determination of Lornoxicam content LOR : 2017
LC-MS/MS method
Xac dinh ham lugng Linagliptin
56, Phuorng.pha-p LC—MS/MS | 0.1 ng/mL NIDQC/BE/LCMS/
Determination of Linagliptin content LGT : 2023
LC-MS/MS method
Xéc dinh ham lugng Metformin
57 PhuO’ng.phé’p HPLC dau d(") UV-VIS 0.04 pg/mL NIDQC/BE/HPLC/
Determination of Metformin content MET : 2021
HPLC method with UV-VIS detector
Xéc dinh ham lugng Meloxicam
53, ’ Phuong'phél-p HPLC de‘iu. do UV-VIS 0,05 pg/mL NIDQC/BE/HPLC/
Huyét twong | Determination of Meloxicam content MELO : 2019
Plasma HPLC method with UV-VIS detector
Xac dinh hz‘}m luong Meloxicam NIDQC/BE/LCMS/
59. Phuong phép LC-MS/MS 30 ng/mL MELO : 2013
Determination of Meloxicam content
LC-MS/MS method
Xac dinh ham lugng Metoprolol
60. Phuong phap HPLC d4u do huynh quang 2 ng/mL NIDQC/BE/HPLC/
Determination of Metoprolol content METO : 2010
HPLC method with FL detector
Xéc dinh ham lugng Metformin va
Glibenclamid Metformin:
61 Phuong phap LC-MS/MS 30 ng/mL NIDQC/BE/LCMS/M
' Determination of Metformin and Glibenclamid: ET+GLIBE : 2014
Glibenclamid content 2,5 ng/mL
LC-MS/MS method
Xac dinh ham luong Metformin va
Glimepirid trong huyét tuong Metformin:
2 Phuong phap LC-MS/MS 25 ng/mL NIDQC/BE/LCMS/GL
’ Determination of Metformin and Glimepirid: M+MET : 2015
Glimepirid content 5 ng/mL
LC-MS/MS method
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LIST OF ACCREDITED TESTS
VILAS 087
A o X Gi6i han dinh
TeAn Sin pham, luwgng (néu c6)/
TT vat lii‘:,r?wqc Tén phép thir cu thé/ Plg,ﬁitvzj‘}o Phuong phap thi/
Materials or The name of specific tests quantitation (if Test method
product tested Z"ejz g :‘:‘Z"gn ee:{
Xac dinh ham lugng Metformin va
Sitagliptin Metformin:
63 Phuong phap LC-MS/MS 1.4 ng/mL NIDQC/BE/LCMS/M
' Determination of Metformin and Sitagliptin: ET + SGT : 2023
Sitagliptin content 4 ng/mL
LC-MS/MS method
Xéc dinh ham lugng Methyl prednisolon
Phuong phap LC-MS/MS
64. Determination of Methyl prednisolon 2,5 ng/mL NID(ISE)/]?E(/)IESMS/
content
LC-MS/MS method
Xéc dinh ham lugng Nifedipin
65. Phuong phap LC-MS/MS 0.5 ng/mL NIDQC/BE/LCMS/
Determination of Nifedipin content ’ NIFE : 2022
LC-MS/MS method
Xac dinh ham lugng Nebivolol
66. Phuong phap LC-MS/MS 20 pe/mL NIDQC/BE/LCMS/
Determination of Nebivolol content NBV : 2019
Huyét twong | LC-MS/MS method
Plasma Xac dinh ham lugong Olanzapin
67 Phuong phap LC-MS/MS 10 ng/mL NIDQC/BE/LCMS/
Determination of Olanzapin content OLAN : 2009
LC-MS/MS method
Xac dinh ham lugng Omeprazol
68, Phuong phap HPLC dau do UV-VIS 10 ng/mL NIDQC/BE/HPLC/
Determination of Omeprazol content OME : 2013
HPLC method with UV-VIS detector
Xéc dinh ham lugng Paracetamol
69. Phuong phap HPLC dau do UV-VIS 0.2 ug/mL NIDQC/BE/HPLC/
Determination of Paracetamol content ’ PARA : 2021
HPLC method with UV-VIS detector
Xac dinh ham lugong Piracetam
70 Phuong phap LC-MS/MS 0.5 ug/mL NIDQC/BE/LCMS/
’ Determination of Piracetam content ’ PIRA : 2017
LC-MS/MS method
Xac dinh ham lugng Pantoprazol
71 Phuong phap HPLC dau do UV-VIS 30 ng/mL NIDQC/BE/HPLC/
’ Determination of Pantoprazol content PANTO : 2017
HPLC method with UV-VIS detector
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LIST OF ACCREDITED TESTS
VILAS 087
A2 z Gi6i han dinh
TeAn Tin l()iham, luwgng (néu c6)/
TT vat 1;‘:1, / e Tén phép thir cu thé/ Pl;,%ﬁitv:;flo Phuong phap thi/
Materials or The name of specific tests quantitation (if Test method
product tested any)/range of
measurement
Xac dinh ham lugng Pregabalin
Ph hap LC-MS/MS NIDQC/BE/HPLC/
72. u:orng'p a.p ) 10 ng/mL Q
Determination of Pregabalin content PGL : 2024
LC-MS/MS method
;(;‘C dinh E‘?‘mﬁ‘éq;lfs%‘j[‘?apm NIDQC/BE/LCMS/
73. vong phap LA-VISIS. 2 ng/mL QTP : 2021
Determination of Quetiapin content
LC-MS/MS method
Xéc dinh ham lugng Rifampicin
; Au do UV- NIDQC/BE/HPLC/
74, PhuO’ng.pha.p HPL(? dau do UV-VIS 02 ug/mL Q
Determination of Rifampicin content RIF : 2018
HPLC method with UV-VIS detector
Xac dinh ham lugng Risperidon
{ - NIDQC/BE/LCMS/
75, Phuorng.pha-p LC MS/MS 2.5 ng/mL Q
Determination of Risperidon content RIS : 2020
LC-MS/MS method
Xac dinh ham lugng Rebamipid
{ - NIDQC/BE/LCMS/
76. ’ Phuorng'pha-p LC MS/MS . 2.5 ng/mL Q
Huyét twong | Determination of Rebamipid content REBA : 2016
Plasma LC-MS/MS method
Xéc dinh ham lugong Rifampicin va
Isoniazid - Rifampicin:
77 Phuong phap LC-MS/MS 200 ng/mL NIDQC/BE/LCMS/
' Determination of Rifampicin and Isoniazid - Isoniazid: RIF+INH : 2020
content 100 ng/mL
LC-MS/MS method
- Rifampicin:
Xac dinh ham lugng Rifampicin, 0,2 pg/mL
Ethambutol, Isoniazid, Acetyllsoniazid va - Isoniazid:
Pyrazinamid 0,1 ug/ rnL-

73 Phuong phap LC-MS/MS - Pyrazinamid: NIDQC/BE/LCMS/
’ Determination of Rifampicin, Ethambutol, 1,0 pg/mL HHCL : 2017
Isoniazid, Acetyllsoniazid and - Ethambutol:

Pyrazinamid content 0,02 pg/mL
LC-MS/MS method - Acetyllsoniazid

0,1 pg/mL
Xac dinh ham luong Rosuvastatin
4 - NIDQC/BE/LCMS/
9. Phuorng.pha.p LC-MS/MS . 0.3 ng/mL Q
Determination of Rosuvastatin content ROSU : 2021
LC-MS/MS method
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LIST OF ACCREDITED TESTS
VILAS 087
A2 z Gi6i han dinh
TeAn Sin pham, luwgng (néu c6)/
TT vat lii‘:,r?wqc Tén phép thi cu thé/ Plg,ﬁitvzj‘}o Phuong phap thi/
Materials or The name of specific tests quantitation (if Test method
product tested any)/range of
measurement
Xac dinh ham lugng Sitagliptin
20, Phu:orng.phé.p LC—MS/MS . 2 ng/mL NIDQC/BE/LCMS/
Determination of Sitagliptin content SGT : 2022
LC-MS/MS method
Xac dinh ham lugng Sulpirid
Phuong phap LC-MS/MS NIDQC/BE/LCMS/
81. o . 1 ng/mL
Determination of Sulpirid content SPR : 2023
LC-MS/MS method
Xac dinh ham lugng Trimetazidin
2. Phuorng.phé.p LC—MS/MS N 0.9 ng/mL NIDQC/BE/LCMS/
Determination of Trimetazidin content TMZ : 2022
LC-MS/MS method
Xéc dinh ham lugng Telmisartan
23, Phuong phap LC-MS I ng/mL NIDQC/BE/LCMS/
Determination of Telmisartan content TELMI : 2016
LC-MS/MS method
Xéc dinh ham lugng Tenofovir
24, Phuong phap LC-MS/MS 3 ng/mL NIDQC/BE/LCMS/
Huyét twong | Determination of Tenofovir content TFV : 2019
Plasma LC-MS/MS method
Xac dinh ham lugng Venlafaxin
25, Phuong phap LC-MS/MS 4 ng/mL NIDQC/BE/LCMS/
Determination of Venlafaxin content VENLA : 2013
LC-MS/MS method
Xac dinh ham lugng Vidagliptin
26. Phuong phap LC-MS/MS 3 ng/mL NIDQC/BE/LCMS/
Determination of Vidagliptin content VDG : 2020
LC-MS/MS method
Xéc dinh ham lugng Amlodipin va
Telmisartan AML:
37 Phuong phap LC-MS/MS 0.2 ng /r.nL NIDQC/BE/LCMS/
Deter.mmatzon of Amlodipin and TEL: 1.0 ng/mL AMLA+ TEL : 2021
Telmisartan content
LC-MS/MS method
Xac dinh ham luong Metformin va
Vidagliptin
28 Phuong phap LC-MS/MS MET: 15 ng/mL | NIDQC/BE/LCMS/
’ Determination of Metformin and VDG: 3 ng/mL MET+VDG : 2023
Vidagliptin content
LC-MS/MS method
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LIST OF ACCREDITED TESTS
VILAS 087
Tén san pha Gi6i han dinh
eAn Tin % am, luwgng (néu c6)/
TT vat 1;‘:1, / e Tén phép thir cu thé/ Pl;,%ﬁitv:;flo Phuong phap thi/
Materials or The name of specific tests quantitation (if Test method
product tested any)/range of
measurement
Xac dinh ham lugng Indapamid
29 Mau Phuong phap LC-MS/MS | ne/mL NIDQC/BE/LCMS/
’ Blood Determination of Indapamid content & INDA : 2019
LC-MS/MS method
Ghi chiw/Note:
- TCVN: Tiéu chuan Viét Nam;
- NIDQC/BE /xx: Phuong phap thir ngi by /Laboratory developed method.
- Truong hop Vién Kiém nghiém thudc Trung uong cung cap dich vu thir nghiém chat luong
san pham hang hoa thi Vién Kiém nghiém thudc Trung wong phai ding ky hoat dong va dugc
cip gidy ching nhan ding ky hoat dong theo quy dinh cua phap luat truée khi cung cap
dich vu nay/ It is mandatory for the National Institute of Drug Quality Control that provides
product quality testing services must register their activities and be granted a certificate of
registration according to the law before providing the service.
Z 7 )
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