DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

(Kém theo quyét dinh s6: 2057 /QD - VPCNCL ngay 15 thing 11 nim 2023
cua Giam doc Van phong Cong nhdn Chat luwong)

Tén phong thi nghiém: Trung tim Kiém nghiém Thanh phé Pa Ning
Laboratory: Da Nang Quality Control Center

Co quan chu quan: S6' Y té thanh phé Pa Ning

Organization: Department of Health of Da Nang City

Linh vyc thtr nghiém: Duwoc

Field of testing: Pharmaceutical

Nguoi quan 1y/ Laboratory  Trén Thi Thu Lan
management:

Ngudi co tham quyén ky/ Approved signatory:

TT Ho va tén/ Name Pham vi duoc ky/ Scope
1. Tran Thi Thu Lan Cac phép thtr dugc cong nhan/ Accredited tests
2. Hira Thij L€ Van Cac phép thtr dugc cong nhan/ Accredited tests

S6 hi¢u/ Code: VILAS 930

Hiéu luc cong nhan/ Period of Validation: Ké tir ngay 15 /11/2023 dén ngay 14 /11/2026

Dia chi/ Address: 118 Lé Pinh Ly, phwong Vinh Trung, quin Thanh Khé, thanh Phd Pa Ning
Dia diém/Location: 118 Lé Pinh Ly, phuwong Vinh Trung, quin Thanh Khé, thanh Pho Pa Ning
Dién thoai/ Tel: 0236.3810.247 Fax: 0236.561.330

E-mail: trungtamkiemnghiem@danang.gov.vn Website: www.kiemnghiemdanang.vn
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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 930

Linh vyc thir nghiém: Dwoc
Field of testing: Pharmaceutical

Tén san phﬁm, Gi6i han dinh lugng

vat li¢u duge (néu c6)/ Pham vi do

thix/ Tén phép thir cu the/

TT Th ific test:
Materials or e name of specific tests (if any)/range of

Phwong phap thi/

Limit of quantitation
f4a Test method

product tested measurement

Cam quan (tinh chét, mé ta, hinh thirc)
Appearance (Characters, description, form)

Xac dinh do déng déu khéi luong.
Determination of weight uniformity

Xac dinh do ddng déu thé tich.
Determination of volume uniformity.

Xac dinh o léng can.
Determination of Residue.

Xac dinh d6 ra.
Determination of disintegration.

Xac dinh @6 hoa tan.
Determination of dissolution. Duoc dién Viét
Xac dinh chi s6 pH. Nam, Dqudi?n

nudce ngoai va
Tiéu chuén co s&
(nguyén li¢u, | Xac dinh khdi lwong riéng va ty trong dugc BO Y t€ cap
thanh phdm) | Desermination of density and Density s0 dang ky.

Medicines - Vietnamese

(materials, | Xac dinh goc quay cuc va goc quay cuc riéng. Pharmacopei,
9. and finished | Determination of Optical Rotation and Specific Foreign
products) Optical Rotation. pharmacopeia
and in-house
Xac dinh ham luong Ethanol specifications
Phuong phap 3 licensed by MOH.
Determination of Ethanol Content
Method 3

< Determination of pH value.
Thuoc

10.

Xéc dinh d6 4m

Phuong phap cat voi dung méi, phuong phap
1L say, Karl - Fischer.

Determination of moisture

Distillation with solvent, loss on drying, Karl —
Fischer method

Xac dinh tap chét lién quan.

Phuong phép séc ky 16p moéng (TLC), sic ky
12. long hi€u nang cao (HPLC)

Determination of related substances:

TLC, HPLC method
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DANH MUC PHEP THU PUQC CONG NHAN

LIST OF ACCREDITED TESTS

VILAS 930
Tén san pham, Gi6i han dinh lwgng
vat llt(iell:};‘llr(_)’c Tén phép thir cu thé/ (néu c6)/ Pham vi do Phuwong phip thii/
. Limit of quantitation
TT Materials or The name of specific tests (if any)/range of Test method
product tested measurement
Thur dinh tinh (hoat chat chinh)
Phuong phéap hoa hoc, quang phd tir ngoai kha Duoc dién Viét
kién (UV-VIS), sdc ky 16p mong (TLC), sac ky Nam. Duoc dién
1. long hiéu nang cao (HPLC), quang pho hong ) nuée ng(.)éli va
ngoai (IR) Ti€u chuan co s¢
Test for Identification (main substances) duoc B Y té cép
Chemical reaction, UV-VIS spectrometry, s0 dang ky.
TLC, HPLC, IR Vietnamese
Dinh lugng hoat chat chinh Ph cgma.cop €l
. . ; oreign
Phuong phép chudn d6 (Chuén do thé tich), e
f AN e pharmacopeia
quang phd UV-VIS, sac ky 16ng hiéu nang cao .
14. (HPLC) - and in-house
) o specifications
Assay of main substances: Volumetric titration i 7 by MO
Thube method, UV-VIS spectrometry, HPLC methods. icensed by MOH.
(nguyén liéu, Duogc dién Viét
thanh pham Coan A 2
P ) Thir néi doc t0 vi khuan Nam .Phu lue 13.2
15. Medicines ) ) - Vietnamese
(materials, Test for Bacterial Endotoxin Pharmacopeia
and finished Annex 13.2
products) o e -
Thtr gidi han nhiém khuan
Determination of microbial contamination:
- Tong s6 vi khuan hiéu khi/ total aerobic i
bacteria
- Tong s6 ndm men, mdc/Total yeast and )
moulds
16.
- Escherichia coli;
- Staphylococcus aureus;
- Salmonella spp; Duoc dién Viét
. ) - Nam Phu luc 13.9
- Pseudomonas aeruginosa, .
- Enterobacteria- vi khudn gram am dung Vzetnamese-
i Pharmacopeia
nap ma Annex 13.9
Thudc Xac dinh hoat lyc thudc khang sinh bang
khang sinh | phuong phap thir vi sinh vét
(Nguyén liéu | Biological assay of antibiotics:
va thanh - Spiramycin
17. pham) . -
- Erythromycin
Antibiotics .
- Nystatin
(Materials and | Gentamvein
finished 4
products). - Neomycin sulfat
‘ Jres
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DANH MUC PHEP THU PUQC CONG NHAN

LIST OF ACCREDITED TESTS

VILAS 930
Tén san pham, Gi6i han dinh lwgng
vat llt(iell:};‘llr(_)’c Tén phép thir cu thé/ (néu c6)/ Pham vi do Phuwong phip thii/
. Limit of quantitation
TT Materials or The name of specific tests (if any)/range of Test method
product tested measurement
KNDN/HD/
Phat hién va dinh luong Lactobacillus spp. va 702.35:2023
18 Men vi sinh | Bacillus spp. ) (Ref. TCVN
’ Probiotic Detection and enumeration of Lactobacillus 13046:2020,
spp. and Bacillus spp. TCVN
8736:2011)
Xac dinh ty 1€ vun nat, tap chét
19. Determination of small - size partical,
impurities
Thir dinh tinh (hoat chét chinh) Dugc dién Viét
Phuong phép hoéa hoc, quang pho tir ngoai kha Nam, Dugc dién
kién (UV-VIS), sac ky 16p moéng (TLC), sac ky nuge ngoai va
20. long hi€u ning cao (HPLC), soi bot. Tiéu chuén co so
Test for identification of main substances - dqu B?’ Y t§ cap
Duoc li¢u Chemical reaction, UV-VIS spectrometry, SO_ dang ky.
Herbals TLC, HPLC, Herbal powder microscopically. Vietnamese
materials . Pharmacopei,
21 DPinh lugng tinh dau Foreign
' Assay of Volatile Oil. pharmacopeia
. . and in-house
”. DPinh lugong chat chiét dugc. specifications
Assay of Extracted ingredients licensed by MOH
Xac dinh ham luong tro: Tro toan phan, tro
T khong tan trong acid, tro tan trong nudc
’ Determination of ash: ash, acid-insoluble ash,
water-soluble ash
Cam quan (tinh chit, mo ta, hinh thuc); do Phuong phép hoa
d(}ng déq khoi luong, d6 dong déu the tich; do hop ASEAN, cac
24 dong nhat Tiéu chuén co s&
' Appearance (Characters, description, form...); i dugc BO Y t€ cap
Uniformity of weight; Uniformity of volume, s0 dang ky.
Determination of homogeneity. ASEAN
harmonization
Lz methods, other
, gly ph:.m Xéc dinh pH pharmacopeia
osmetics : - ;
> Determination of pH value an d_ m ho?“e
specifications
licensed by MoH
Xéc dinh ham luong Asen
Phuong phéap quang phd hip thu nguyén tir
26. AAS, ky thuat hydrid hoa As 1,4 pg/g KNDN/TQKT/
L . 702.38.01:2023
Determination of Arsenic content
Hydride-AAS method
‘ Jres
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DANH MUC PHEP THU PUQC CONG NHAN

LIST OF ACCREDITED TESTS

VILAS 930
Tén san pham, Gi6i han dinh lwgng
vat llt(iell:};‘llr(_)’c Tén phép thir cu thé/ (néu c6)/ Pham vi do Phuwong phip thii/
. Limit of quantitation
TT Materials or The name of specific tests (if any)/range of Test method
product tested measurement
Xéc dinh ham luong Thiy ngan
Phuong phéap quang phd hip thu nguyén tir
27. AAS k¥ thuat hoa hoi lanh 0,7 ng/g f(g]?g\lgg%%g
Determination of Mercury content T
CV-AAS method
Xéc dinh ham luong Chi
Phuong phéap quang phd hip thu nguyén tir
28. nhit dién (GF- AAS) 18pge | SNDNTQKT/
s, 702.38.03:2023
" Determination of Lead content
Z/Iy pham GF- AAS method
osmetics . a1 R O A
2. Xac dinh tor-lg sc.) Vi s1.nh vt i ACM 006:2013
Total aerobic microbial count
Phat hién Pseudomonas aeruginosa eLODso:
30. j ISO 22717:2015
Detection of Pseudomonas aeruginosa 4 CFU/g (mL)
3l Phat h1-¢n Staphycoccocus aureus eLODso: SO 22718:2015
Detection of Staphycoccocus aureus 4 CFU/g (mL)
Phat hién Candida albicans eLODso:
32. j ISO 18416:2015
Detection of Candida albicans 4 CFU/g (mL)
Ghi chu/Note:

KNBN/TQKT: Phuong phap thir ngi bo/Laboratory’s developed method

ACM: Phuong phap hoa hgp ASEAN/ASEAN harmonization method

ISO: The International Organization for Standardization
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