DANH MUC PHEP HIEU CHUAN PUQC CONG NHAN (S6 2)
LIST OF ACCREDITED CALIBRATION (No 2)

(Kém theo quyét dinh so/Attachment with decision: 1409 /0D-VPCNCLQG
ngay 26 thang 05 niam 2025 ciia Gidm doc Van phong Cong nhdn chat lwong quoc gia/

of BoA Director)
Tén phong thi nghiém: Vié¢n Kiém nghiém thudc Trung wong
Laboratory: National Institute of Drug Quality Control
T6 chirc/Co quan chu quén: Bj Y té
Organization: Ministry of Health
S6 hiéw Code: VILAS 087

Chuan muc cong nhan
ISO/IEC 17025:2017
Accreditation criteria

Linh vyc: Po lwong — Hiéu chuin
Field: Measurement — Calibration
Nguoi quan 1y/ PGS. TS. Dodan Cao Son
Laboratory manager: Assoc. Doan Cao Son, Ph.D.

Hiéu lyc cong nhan

Ké tir ngay 26/05/2025 dén ngay 26/05/2030
Period of Validation:

] 48 Hai Ba Trung, Phuong Trang Tién, Quin Hoan Kiém, Ha Noi
bia chi/ Address:
48 Hai Ba Trung street, Trang Tien ward, Hoan Kiem district, Ha Noi

o 48 Hai Ba Trung, Phuong Trang Tién, Quian Hoan Kiém, Ha Ni
bia diém/Location:
48 Hai Ba Trung street, Trang Tien ward, Hoan Kiem district, Ha Noi

Dbién thoai/ Tel: (024) 38255341/38252791
Email: gms@nidqc.gov.vn
Website: http://www.nidqc.org.vn
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DANH MUC PHEP HIEU CHUAN PUQC CONG NHAN (S6 2)
LIST OF ACCREDITED CALIBRATION (No 2)

VILAS 087
Linh vure hi¢u chuin: Khéi lwgng
Field of calibration: Mass
STT Tén dai lwgng do Pham vi do Quy trinh hi¢u chuin Kha niang do va
hogc phwong tiél} do Range of measurement Calibration Procedure hi¢u chuén
dugc hi¢u chuan (CMO)Y/
Measurand/ equipment Calibration and
calibrated Measurement
Capability (CMC)’
o Dén/io 0,1 g 0,02 mg
CaP capAchn’lh xac | 01~1)g 0,02 mg
! (can phan tich) (x) 1~ 10 VKN/QTHC/05.02: 0.04
: Balance class 1 ( )8 2023 O e
(Analytical Balance) (10~100) g 0,14 mg
(100 ~200) g 0,70 mg
Can cép chinh xac II Dén/to 200 g 1,5 mg
(can k¥ thuat) (x) (200 ~ 500) g VKN/QTHC/05.02: 3,5mg
2.
Balance class IT (500 ~ 1000) g 2023 8,5 mg
(Technical Balance) (1000 ~ 3000) g 83 mg

Linh vuwe hiéu chuin: Quang
Field of calibration: Optical

STT Tén dai lwgng do Pham vi do Quy trinh hi¢u chuin| Khi niing do va
hoac phwong tié'} do Range of measurement Calibration Procedure hi¢u chuén
duge hiéu chuan (CMC)Y
Measurand/ equipment Calibration and
calibrated Measurement
Capability (CMC)’
Phu’o’ngﬂtién do Budc song/ Wavelength
quang pho tir ngoai (200~ 800) nm 0,3 nm
. kha kién (x) VKN/QTHC/05.06:
. , . . ) 202
Ultravtbolet an.d visible Do hip thu Absorption 023 0o
absorption 1 70
0~ 2,0) A
spectrophotometer ( 0) Abs
Phuong tién do
quang phé héng
5 ngoai bién d6i Buéc song/ Wavelength |  VKN/QTHC/05.05: 0.8 e’
"|  Fourier (FTIR) (x) (3100 ~ 500) cm”! 2023 -0 e
Fourier transform
infrared spectrometer
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DANH MUC PHEP HIEU CHUAN PUQC CONG NHAN (S6 2)

LIST OF ACCREDITED CALIBRATION (No 2)

VILAS 087
Linh vue hiéu chuin: Nhiét
Field of calibration: Temperature
STT | Tén dai lwgng do hoidc Pham vi do Quy trinh hi¢u chuin| Kha ning do va

phuong tién do dugc
hi¢u chuén

Range of measurement

Calibration Procedure

hi¢u chuén
(CMC)Y

Measurand/ equipment Calibration and
calibrated Measurement
Capability (CMC)’
(-20 ~ 20) °C 1,8 °C
T nhiét 19:
L i nhiét (x) (20 ~ 50) °C VKN/QTHC/05.19 0.20 °C
Temperature chamber 2025
(50 ~250) °C 0,40 °C
Thiét bj tiét tring (x 23:
2. T g () (100 ~ 140) °C VKN/QTHC/05.23 0,20 °C
Autoclave 2025
. (400 ~ 600) °C 2,0°C
3 Lo nung (x) VKN/QTHC/05.34:
' Furnace 2025
(600 ~ 800) °C 2,5°C
Nhiét do/ Temperature 0.37 °C
A Tii vi khi hau (x) (20 ~ 40) °C VKN/QTHC/05.35: ’
' Climate chamber Do Am/ Humidity 2025
) 5,0 %RH
(40 ~75) %RH
Nhiét do/ Temperature
. . o 0,72 °C
5 Nhiét am ké (15 ~40) °C VKN/QTHC/05.20:
’ Thermo-Hygrometor 54 idi 2023
Vg b6 am/Humidity 5.0 %RH
(30 ~75) %RH
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DANH MUC PHEP HIEU CHUAN PUQC CONG NHAN (S6 2)
LIST OF ACCREDITED CALIBRATION (No 2)

VILAS 087
Linh vuc hiéu chuin: Thoi gian — Tén sb
Field of calibration: Time - Frequency
STT Tén dai lwgng do Pham vi do Quy trinh hi¢u chuin Kha nang do va
hoac phuwong tiél} do Range of measurement Calibration Procedure hi¢u chuan
dwoc hiéu chuan (CMO)Y/
Measurand/ equipment Calibration and
calibrated Measurement
Capability (CMC)’
Nhiét 46/ Temperature 0.1 °C
May thir d9 (25 ~50) °C ’
tan ra vien Tén s6 dao dong/
nén va vién . X
Vibration frequency VKN/QTHC/05.12: 0,2 lan/phut
1. nang (x) X . )
. ) (28~32 ) lan/phut 2025 (times/min)
Disintegration tester (times/min)
for tablets and
Thoi eian/ Ti
capsules o1 gian/ Time 0.20's
(0 ~ 60) phut (min)
Téc do quay/ Revolution
rate 0,1 vong/phut (r/min)
\ , ,1 von, ut (r/min
5 May thir 6 mai mon (x)| (20 ~30) vong/phit VKN/QTHC/05.21: =P
' Friability tester (r/min) 2025
Thoi gian/ Time
, . 0,16 s
(1 ~ 10) phut (min)
Téc do quay/ Revolution
rate 02 ( i
My do dd hdatan | (50 ~ 150) vong/phit 2 (r/min)
thudc vién nén va vién ;
; " V:lang (X)V v (v/min) VKN/QTHC/05.11:
' ] ) Nhiét do/temperature 2025 o
Dissolution tester for o 0,1 °C
(30 ~50) °C
tablets and capsules
Thoi gian/Time
(10 ~ 120) phat (min) 0,085
Téc d6 vong quay/
Rotation speed 0.8 vong/phit (/min)
\ , ,8 vong/phut (7/min
A May ly tim () (1~15000) vong/phut VKN/QTHC/05.36: #p
' Centrifuge (r/min) 2025
Thoi gian/ Time
, . 0,84 s
(1~60) phut (min)
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DANH MUC PHEP HIEU CHUAN PUQC CONG NHAN (S6 2)
LIST OF ACCREDITED CALIBRATION (No 2)

VILAS 087
Linh vuwc hiéu chuin: Héa ly (x)
Field of calibration: Physico - Chemical (x)
STT | Tén dai lwong do hodc Pham vi do Quy trinh Kha nang do va
phuong tién dqo dwoc Range of measurement hiéu chuén hi¢u chuan
hi¢u chuan Calibration Procedure (.CM'C)I/
Measurand/ equipment Calibration and
calibrated Measurement
Capability (CMC)’
Téc d6 dong/Flow rate ,
. 0,024 (mL/min)
(0,5 ~ 5) mL/min
Dau do DAD/PDA/UV-VIS/
DAD/PDA/UV-VIS detector
Chat chuan Cafein/ Caffeine 0,42 %
standard solution
Sic ky 16ng hiéu niing (5 - 25) pg/mL
. cao (x) Péu do FLD/ FLD detector
igh performance 4 2
i g I1: e . f Chat chuan Anthracen/ VKN/QTHC/05.03: 11%
lquid chromatograpny | guthracene standard solution 2025 ’
(0,2 —10) pg/mL
Dau do RID/ RID detector
Chat chuan Glycerol/
. 1,48 %
Glycerol standard solution
(1 ~5) mg/mL
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DANH MUC PHEP HIEU CHUAN PUQC CONG NHAN (S6 2)
LIST OF ACCREDITED CALIBRATION (No 2)

VILAS 087
STT | Tén dai lwong do hodc Pham vi do Quy trinh Kha nang do va
phuong tién dqo dwoc Range of measurement hiéu chuén hi¢u chuin
hi¢u chuan Calibration Procedure (CMC)Y
Measurand/ equipment Calibration and
calibrated Measurement
Capability (CMC)’
, . . Téc d6 dong/ Flow rate ,
Sac ky long khoi pho (x) (0.2 ~ 1) mL/min 0,024 ml/phut
5 Liquid chromatography VKN/QTHC/05.27:
mass spectrometry - . 2025
Chat chuan Reserpin /
Reserpin standard solution 3,1 %
(1 ~10)ng/L
K¥ thuat hoa hoi bang ngon
lra/ Flame atomic absorption
spectroscopy
Dung dich chuan Cu 0.8 %
L /Copper standard solution
Quang pho hap thu (0,5 ~ 4) mg/L
3. nguyén tir (x) — R VKN/QTHC/05.08:
Atomic absorption Ky thuat hoa h(_n bang 16 2025
spectrometry graphite/ Graphzte f-urnace
atomic absorption
spectroscopy 1,8 %
Dung dich chuan Cw/
Copper standard solution
(3 ~20) pg/L
Tdc d6 dong khi
Khi mang/Gas carrier 2,5%
(0,5 ~ 50) mL/min
Sic ky khi (Detector Nhiét do/ Temperature 1.9 °C
FID va MS) () (30 ~400) °C
VKN/QTHC/05.04:
4. Gas chromatography ‘ 2005
(FID and MS Pau do FID/ FID detector
detectors) Dung dich chuin
n-Tetradecane/ 5.6 %
n-Tetradecane standard
solution
(50 ~ 500) mg/L
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DANH MUC PHEP HIEU CHUAN PUQC CONG NHAN (S6 2)

LIST OF ACCREDITED CALIBRATION (No 2)

VILAS 087
STT | Tén dai lwong do hodc Pham vi do Quy trinh Kha nang do va
phuong ti¢n dqo duoc Range of measurement hiéu chuén hi¢u chuén
hi¢u chuan Calibration Procedure (.CM'C)I/
Measurand/ equipment Calibration and
calibrated Measurement
Capability (CMC)’
May chuin dé dién thé
(x) Thé tich /Volumetric VKN/QTHC/05.07:
5. ) ) 0,42 %
Potentionmetric (1 ~20)mL 2025
titrator
May chun d9 Karl- ,
Ay chudn dg Kar Thé tich /Volumetric VKN/QTHC/05.22:
6. fischer (x) L~ 20) mL 2005 1,0 %
Karl- fischer titrator (1~20)m
May do pH 15:
7 y do pH (x) (0~ 14) pH VKN/QTHC/05.15 0,024 pH
PH meter 2025
o | Miydo diém chay (x) |  Nhiét do/ Temperature VKN/QTHC/05.10: 0.50°C
' Melting point meter (0 ~300) °C 2025 ’
Pha ké :
9. an Cl{’c € (x) 199 ~ 4500 VKN/QTHC/05.09: 0.006°
Polarimeter 2025
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DANH MUC PHEP HIEU CHUAN PUQC CONG NHAN (S6 2)
LIST OF ACCREDITED CALIBRATION (No 2)

VILAS 087

Linh vuc hiéu chuan: Dung tich - Luu lrong

Field of calibration: Volume — Flow
STT |Tén dailwgng do hoac Pham vi do Quy trinh hiéu Kha nang do vahiéu
phu’O’ng tién do du’(.)’c Range OfMeasurement Chuén chufln (CMC)I/
hi¢u chuén Calibration Calibration and
Measurand/ Equipment Procedure Measurement
calibrated Capability (CMC)’
Pipet/ Pipette:
(0,5 ~ 1,0) mL 0,009 mL
(1~5mL 0,010 mL
(5 ~10) mL 0,015 mL
(10 ~50) mL 0,036 mL
Dung cu do thé tich |Binn dinh mirc/ Volumetric Flask
bang thiy tinh VKN/QTHC/05.40
1. (5~10)mL 0,046 mL
Glassware for 2024
measuring volume (10 ~50) mL 0,049 mL
(50 ~ 100) mL 0,055 mL
Buret/ Burette:

(1~5)mL 0,018 mL
(5~10)mL 0,020 mL
(10 ~50) mL 0,032 mL

(20 ~ 100) pL. 0,15 puL

5 Micropipet (100 ~ 1000) pL VKN/QTHC/05.41 0,6 uL

' Micropipette (1000 ~ 5 000) pL 12024 3,7 uL

(5000 ~ 10 000) uL. 6,1 pL

Chu thich/ Note:

- (x): Phép hiéu chuén ¢6 thuc hién & hién truong/ Onsite calibration;

- VKN/QTHCY/..: Quy trinh do PTN ban hanh/ Laboratory developed procedures;

(U Kha nang do va hiéu’chuén (CMC) duoc t’hé ’hién bai do khéqg dam bao do ma rong, dién dat & muc tin
cay 95%, dung h¢ so phu k=2 va cong bo tdi da téi 2 chir s6 co6 nghia. Calibration and Measurement
Capability (CMC) expressed as an expanded uncertainty, expressed at approximately 95% level of

confidence, using a coverage factor k=2 and expressed with maximum 2 significance digits.

- Truong hop Vién Kiém nghiém thudc Trung wong cung cp dich vu dich vu hiéu chuén, thir nghiém
phuong tién do, chuan do luong thi Vién Kiém nghiém thudc Trung wong phai ding ky hoat dong va
duogc cap gidy chung nhan diang ky hoat dong theo quy dinh cua phap luat trude khi cung cap dich vu
nay/ It is mandatory for National Institute of Drug Quality Control that provides the calibration, testing
of measuring instruments, measurement standard services must register their activities and be granted

a certificate of registration according to the law before providing the service
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