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DANH MUC PHEP THU PUQC CONG NHAN 1
LIST OF ACCREDITED TESTS

VILAS 087

Linh vye thir nghiém: Dwgc

Field of testing: Pharmaceutical

AL 2 Z Gi6i han dinh luwgng
Tén san pham, ; (néu c¢6)/ Pham vi do
vat liéu dwoc thir/ Tén phép thir cu the/ . © | Phwong phap thi/
TT CToEE T ) Limit of quantitation
Materials or The name of specific tests . y Test method
product tested (f any)/range of
measurement
! Tinh chit, m6 ta, cam quan
' Description
) Xac dinh d6 hoa tan
' Dissolution Test
; Xac dinh gi6i han tiéu phan
' Particulate Matter Test
A Xéc dinh chi sb khiic xa
' Determination of refractive index
5 Xac dinh nhiét do nong chay
’ Determination of melting point
Xac dinh do trong va mau sic dung dich Duogc dién Viét
6. Determination of clarity and colour of Nam, Dugc dién
solution cac nudc, cac
Thube e dinh khéi 1 . Tiéu chuan co s&
7 e ac dinh khoi Iuong riéng duoc BO Y té
(n‘guyen l:‘.’“’ Determination of density cp sb dang ky
thanh pham) )
Dru Xac dinh goc quay cuc va goc quay cuc Vietnamese
. 8 fién pharmacopoeia,
8. (Materials and g other
finish products) | Determination of optical rotation and i
specific optical rotation pharmacopoeia,
P in-house
Xac dinh pH specifications
9. ’ ;
Determination of pH value licensed by MoH
10 Xac dinh ham luong ethanol
' Determination of ethanol content
Xéc dinh d6 4m
Phuong phap say, cit v6i dung moi, Karl-
11. Fischer
Determination of moisture
Loss on Drying, Solvent Distillation, Karl-
Thr tinh khiét
12. Phuong phap hoa hoc
Tests for impurities
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DANH MUC PHEP THU PUQC CONG NHAN 1
LIST OF ACCREDITED TESTS

VILAS 087

TT

Tén san phim,
vat liéu dugce tha/
Materials or
product tested

Tén phép thir cu thé/
The name of specific tests

Gi6i han dinh luwgng
(néu ¢6)/ Pham vi do
Limit of quantitation

(if any)/range of
measurement

Phwong phap thi/
Test method

13.

14.

15.

16.

17.

18.

Thube
(nguyén liéu,
thanh phim)

Drug

(Materials and
finish products)

Xac dinh d6 min

Determination of Fineness

Soi bot

Powder

Dinh tinh (hoat chét va ta duoc)

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

Chemical, IR, UV- Vis, TLC, HPLC, GC
method

Xac dinh tap chét lién quan

Phuong phap TLC, HPLC, GC, UV-Vis
Related Substances

TLC, HPLC, GC, UV-Vis method

Dinh lugng (hoat chat va ta dugc):
Phuong phap UV- Vis, huynh quang, IR,
do thé tich, do dién thé, do ampe, phan
cuc ké, HPLC, GC

Assay (active ingredients and excipients)

UV-Vis, fluorescence, IR, Volumetric,
Amperemetry, Potentiometry, HPLC, GC
method

Xac dinh ham luong chét chiét duoc

Determination of extractives

19.

20.

21.

Thude
thanh phim
Finish products

Xac dinh ham luong nitrogen trong hop
chit hitu co.

Determination of Nitrogen in organic
compounds

Do ddng déu thé tich

Uniformity of volume

Xac dinh kich thuéc (d6 day, duong kinh,
cd nang)

Determination of dimension (Thickness,
diameter, capsule size)

Duoc dién Viét
Nam, Dugc dién
cac nuoc, cac
Tiéu chuén co s
duge BO Y té
cip sb dang ky
Vietnamese
pharmacopoeia,
other
pharmacopoeia,
in-house
specifications
licensed by MoH

AFL 01/12

Lan ban hanh/Issued No: 3.00  Soat xét/ngay/ Revised/dated

Trang: 3/13




DANH MUC PHEP THU PUQC CONG NHAN 1
LIST OF ACCREDITED TESTS

VILAS 087
vat liéu dwoc thi/ Tén phép thir cu thé/ o * | Phwong phap thu/
TT Cowm T . Limit of quantitation
Materials or The name of specific tests . y Test method
product tested (if any)/range of
measurement
2 Xac dinh do léng can
' Determination of dry residue
’ Xéc dinh d6 dong déu khdi luong
' Test for uniformity of weight
Xac dinh d6 ra
24,
Disintegration Test
95 Xac dinh d6 clrng
' ) Determination of hardness
Thuoc - .
. 2 Xac dinh d¢ mai mon
26. thanh pham
. Determination of friability
Finish products o
Xac dinh do ddng nhat Dugc dién Viét
27. Nam, Duogc dién
Determination of homogeneity , A
cac nudc, cac
- Xéc dinh d6 tham théu Tiéu chuan co s¢
' Osmolarity measurement test duge BO Y te cap
) ‘ so dang ky
29, Xac dinh d6 ro ri Vietmamese
Determination of leakage pharmacopoeia,
30 D6 dong déu ham luong other
' Uniformity of content pharmacopoeia,
— . in-house
AL Xac dinh chi s0 acid specifications
Determination of acid value licensed by MoH
1 Xéc dinh chi sb ester
' Determination of Ester value
Xéc dinh chi s6 iod
33. Nguyén liéu o L
- Determination of iodine value
lam thuo i .
am thuoc Xac dinh chi s6 acetyl
34. Raw materials L
Determination of acetyl value
35 Xéc dinh chi sb peroxyd
' Determination of peroxide value
36 Xac dinh chat khong bi xa phong hoa
' Determination of unsaponificable matter
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DANH MUC PHEP THU PUQC CONG NHAN 1
LIST OF ACCREDITED TESTS

VILAS 087
vat liéu dwoc thi/ Tén phép thir cu thé/ o * | Phwong phap thu/
TT Cowm T . Limit of quantitation
Materials or The name of specific tests . y Test method
product tested (if any)/range of
measurement
Xac dinh ham luong tro: tro toan phé‘m, tro
sulfat, tro khong tan trong acid, tro tan
37. trong nudc
Determination of ash: ash, sulphate ash,
Nguyén liéu acid-insoluble ash, water-soluble ash
18, lam thuoc b6 dan Duoc dién Viét
Raw materials Conductivity Nam, Duoc dién
Xac dinh carbon hiru co toan phan trong cac nude, cac
nuée (TOC) Ti€u chuén co s&
39. Y
Determination of total of organic carbon c’[uorcA B(;) Y te,cap
. . s0 dang ky
in water for pharmaceutical use
X Viethamese
Vi phau .
40. pharmacopoeia,
Transverse section other
Xéc dinh ty 1& vun nét cua dugc ligu pharmacopoeia,
41. Determination of Fragmentation in ln—.housle
D " Herbals specifications
woe licu licensed by MoH
Herbal X4c dinh tap chat lan trong dugc liéu
42. Determination of impurities in herbal
medicines
" Dinh lugng tinh dau
' Assay of volatile Oil
TCVN 6972-01;
Phuong phap hoa
hop ASEAN, céc
Ti€u chuan co s¢
duge BO Y t€ cap
. . so dang ky
44 Xac dll’lh pH cua dau géi dau TCVN 6972-01;
' Determination of pH in Shampoo ASEAN
L harmonization
My pham methods, other
Cosmetics pharmacopoeia,
inhouse
specifications
licensed by MoH
Xac dinh ham lugng Tretinoin
Phuong phap HPLC VKN/TQKT-
45. g.p .p o 16,5 ng/g Q
Determination of Tretinoin content MP/09:2022
Method: HPLC
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DANH MUC PHEP THU PUQC CONG NHAN 1
LIST OF ACCREDITED TESTS

VILAS 087
vat liéu dwoc thi/ Tén phép thir cu thé/ o * | Phwong phap thu/
TT Cowm T . Limit of quantitation
Materials or The name of specific tests . y Test method
product tested ({n‘:‘s) )u :Zzli Z:’f
Sudan 1
10,0 pg/g
Xac dinh ham luong Sudan Sudan II
46 Phuwong phap HPLC 10,0 pg/g VKN/TQKT-
' Determination of the Sudan content Sudan III MP/10:2022
Sudan IV
20,0 pg/g
Metanil yellow:
Xéc dinh ham lugng Metanil yellow, cranit yetlow
Pigment red 53, Pigment orange 5 7.5 nglg
47 Phuong phap HPLC Pigment red 53: VKN/TQKT-
' Determination of Metanil yellow, Pigment 27 ug/g MP/29:2022
Red 53, Pigment orange 5 contet .
Pigment orange 5:
HPLC method
12 pg/g
X4c dinh ham luvong nhém Paraben: Isopropylparaben:
Isopropylparaben, Isobutylparaben va 12 png/e
. 1R Benzylparaben
My pham .
45 c yP . Phuong phép HPLC Isobutylparaben: |y enTQKT-
' osmencs Detection of Paraben: Isopropyl paraben, 27 ng/g MP/25:2022
Isobutylparaben and Benzylparaben
Benzylparaben:
contents
HPLC method 36 nefg
Xac dinh ham luong Isobutylparaben va
Isobutylparaben
Butylparaben )
Phuong phap HPLC 238 ngle VKN/TQKT-
49.
Detection of Isobutylparaben and Butviparab MP/27:2022
Butylparaben content utylparaben
HPLC method 243 nefe
Methylparaben:
Xac dinh ham luong Methylparaben,
9.9 ng/g
Ethylparaben, Propylparaben,
Butylparaben Ethylparaben:
Phuong phap HPLC 9,9 ug/g VKN/TQKT-
50.
Detection of: Methylparaben, Propylparaben: MP/26:2022
Ethylparaben, Propylparaben, 12 ng/e
Butylparaben content
HPLC method Butylparaben:
27 pg/s
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DANH MUC PHEP THU PUQC CONG NHAN 1
LIST OF ACCREDITED TESTS

VILAS 087
vat liéu dwoc thi/ Tén phép thir cu thé/ o * | Phwong phap thu/
TT Cowm T . Limit of quantitation
Materials or The name of specific tests . y Test method
product tested (if any)/range of
measurement
Xac dinh ham luong Rhodamin B
51 Phuong phap HPLC L5 g/ VKN/TQKT-
' Determination of Rhodamin B content - HEE MP/16B:2022
HPLC method
Xac dinh ham luong
Methylcloroisothiazolinon (MCT) va MCT: 3.2 g/
Methylisothiazolinon (MIT) P C HEE
5 Phuong phap HPLC VKN/TQKT-
' Determination of MP/24:2022
Methylcloroisothiazolinon (MCT)
andMethylisothiazolinon (MIT) contents MIT: 1,00 pg/g
HPLC method
Xac dinh ham luong vitamin E
Phuong phap HPLC -
53. & phap 775 ngle VKN/TQKT
Determination of vitamin E contentd MP/28:2022
HPLC method
Xac dinh ham luong hydroquinon
54 M§ phim | Phuong phap HPLC 20 ug/ VKN/TQKT-
' Cosmetics Determinion of hydroquinone content He'e MP/12:2022
HPLC method
Xac dinh ham luong 12 chét thudc nhoém
Steroid |
55, Phuong phap HPLC Phy lye 1 1‘\’41;}\2”3 TQZIEL
Determination of 12 substances steroids Appendix | '
HPLC method
Xac dinh ham luong As, Cd, Pb, Hg As: 0,5 pg/g
56 Phuong phap ICP-MS Cd: 0,5 pg/g VKN/TQKT-
' Determination of: As, Cd, Pb, Hg contents Pb: 2,0 pg/g MP/34A:2021
ICP-MS method Hg: 0,1 pg/g
VKN/TQKT-
As: 247,5 ng/g
Xéc dinh ham luong As, Pb, Hg MP/21:2022
Phuong phap AAS VKN/TQKT-
57. & phap Pb: 660 ng/g Q
Determination of As, Pb, Hg contents MP/19:2022
AAS method VKN/TQKT—
Hg: 600 ng/g
MP/17:2022
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DANH MUC PHEP THU PUQC CONG NHAN 1
LIST OF ACCREDITED TESTS

VILAS 087
vat liéu dwoc thi/ Tén phép thir cu thé/ o * | Phwong phap thu/
TT Cowm T . Limit of quantitation
Materials or The name of specific tests . y Test method
product tested (if any)/range of
measurement
M§ phim Xac dinh ham lwong 13 chét thuéc nhém
(dang kem, Steroid
58. phén) Phuong phép LC-MS/MS Phy mdc_ 2 VKI;U TQKT
Cosmetics Determination of 13 substances steroids Appendix 2 MP/35:2021
(cream, powder) | LC-MS/MS method
Dinh lugng: VKN/TQKT-
Lactobacillus acidophilus, VS/06:2020),
Lactobacillus rhamnosus, céc Tiéu chuin
59 Lactobacillus fermentum 10 CFU/g cosodugc BOY
Enumeration of Lactobacillus 1 CFU/mL té cap so dang ky
acidophilus, in-house
Lactobacillus rhamnosus, specifications
Lactobacillus fermentum licensed by Mot
VKN/TQKT-
VS/09:2021;
Duoc dién Viét
Nam, Dugc dién
cac nuoc, cac
Thuoc Phat hién/10g ;Tl"leu ?;1}1231 CAO’ S;O
60 (Eg“zenhl}?“a Phat hién Salmonella spp. hodc 10mL uqscé d(;ng Leycap
' tha 2
anh pham) Detection of Salmonella spp. Detected/10g :
Drug Vietnamese
or 10mL )
(Materials and Pharmacopoeia,
finish products) Other
pharmacopoeia,
inhouse
specifications
licensed by MoH
VKN/TQKT-
VS/06:2020,
cac Tiéu chuan
Dinh luong Bacillus subtilis, Bacillus cosdduocBOY
61 coagulans 10 CFU/g té cap s6 dang ky
' Enumeration of Bacillus subtilis, Bacillus 1 CFU/mL VKN/TQKT-
coagulans V5/06:2020,
in-house
specifications
licensed by MoH
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DANH MUC PHEP THU PUQC CONG NHAN 1
LIST OF ACCREDITED TESTS

VILAS 087
vat liéu dwoc thi/ Tén phép thir cu thé/ o * | Phwong phap thu/
TT Cowm T . Limit of quantitation
Materials or The name of specific tests . y Test method
product tested (if any)/range of
measurement
2 Dinh luong téng sb vi sinh vat hiéu khi 10 CFU/g
) Assay of total aerobic bacterial count 1 CFU/mL
S D e L S et | 10T
. etermination of total yeasts and molds | CFU/mL
count
Phat hién va dinh lugng téng s6 vi khuan
64 Gram am dung nap mat 10 CFU/g
) Detection and assay of total count of bile- 10 CFU/mL
tolerant negative gram bacteria
Phathign/g | Duogc dién Vit
65 Phat hién Escherichia coli hoac mL Nam, Dugc dién
’ Detection of Escherichia coli Detected/g cac HII('{C, cac
or mL Tiéu chuan co so
Phat hien/g | 4U9¢ 13? Y Le,cap
66 Phat hién Staphylococcus aureus hodc mL Is/o ang &y
’ Detection of Staphylococcus Detected/g letnamese.
Pharmacopoeia,
or mL
— Other
. ) Phat hién/g pharmacopoeia,
67 Thube Phat hién Pseudomonas aeruginosa hodac mL inhouse
) (nguyén liéu, Detection of Pseudomonas aeruginosa Detected/g specifications
thanh phim) or mL licensed by MoH
Phat hién/g
Drug i . . iy
68 . Phat hién Candida albicans hoac mL
’ (Matertals and Detection of Candida albicans Detected/g
finish products) or mL
Xac dinh hiéu qua khang khuén ctia chat
69. bao quan
Efficacy of antimicrobial preservation
70 Thir v6 khuan
' Sterility test
VKN/TQKT-
VS/02 : 2020;
Dugc di€n Viét
Nam, Duogc dién
cac nudc, cac
. Ti€u chuén co s¢
Dinh lugng khang sinh bang phuong phap duoc BO Y té cap
71. vi sinh so dang ky
Microbial antibiotics assay Vietnamese
Pharmacopoeia,
Other
pharmacopoeia,
inhouse
specifications
licensed by MoH
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DANH MUC PHEP THU PUQC CONG NHAN 1
LIST OF ACCREDITED TESTS

VILAS 087
vat liéu dwoc thi/ Tén phép thir cu thé/ o * | Phwong phap thu/
TT Cowm T . Limit of quantitation
Materials or The name of specific tests . y Test method
product tested (if any)/range of
measurement
Phuong phap hoa
hop ASEAN ACM
006 : 2013,
) ) VKN/TQKT-VS/10
7 Xac dinh tong s0 vi sinh vat 10 CFU/g 22021
' Total aerobic microbial count 1 CFU/mL ASEAN ACM 006 :
2013 hamornised
method;
VKN/TQKT-VS/10
22021
LODgy =5 CFU
Phat hién Pseudomonas aeruginosa (trong/within 0,1 IS0 22717:2015;
73. g 1 [ VKN/TQKT-VS/12
Detection of Pseudomonas aeruginosa g hodc/or 0,1 2021
. mL) '
My pham _
Cosmetics LOD =3 CFU | 150 22718:2015;
Phat hién Staphycoccocus aureus (trong/within 0,1
74. N > | VKN/TQKT-VS/13
Detection of Staphycoccocus aureus g hoic/or 0,1
: 22021
mL)
bt hion Candida alb LODw=4CFU | 150 18416:2015;
at hién Candida albicans ithi
75, : (trong/ within 0,1 VKN/TOKT-VS/I 1
Detection of Candida albicans g hoac/ or 0,1
22021
mL)
Xéc dinh hoat liuc chit bao quéan Phuong phap
.. hoa hop ASEAN
Phuong phap vi sinh ACM 0082013
76. . . . . ’
Evaluation of the antimicrobial protection ASEAN ACM
of a cosmetic product
008:2013
Microbiological method hamornised method
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LIST OF ACCREDITED TESTS

VILAS 087

Linh vue thir nghiém: Co (x)

Field of testing: Mechanical (x)

Tén san phim, Gi6i han dinh lwong
PR . éu ¢6)/ Pham vi d
vat hgl{ dugc Tén phép thir cu the/ (n,e u_co) z'mf Vl, ¢ Phwong phap thi/
TT thi/ ; Limit of quantitation
Materials or The name of specific tests (if any)/range of Test method
product tested measurement
T an toan
inh h Do téc do gio KN/QTHC/05.18:
L sinh hoc 0 g . . (0.1 ~5,0) m/s VKN/QTHC/05.18
Biological safety | Measurement of air flow velocity 2022
cabinet
Phong sach Po tdc do gio 37:
2 g 54 0 g . . (0.1 ~5.0) m/s VKN/QTHC/05.37
Cleanroom Measurement of air flow velocity 2022
Ghi chu/Note:
- (X): phép thir c6 thuc hién ¢ hién truong/ Mark (x) for on-site tests;
- TCVN: Tiéu chuin Qudc gia;
- VKN/TQKT..., VKN/QTHC: Phuong phap thir do PTN xay dung /Laboratory developed method.
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VILAS 087

Phu luc 1: 12 chét thudc nhém Steroid
Appendix 1: 12 substances steroids

p ot L00:
1. Prednison 9,38
2. Dexamethason 14,06
3. Triamcinolon acetonid 23,44
4, Flucinolon acetonid 23,44
5. Prednison acetat 23,44
6. Hydrocortison acetat 23,44
7. Cortison acetat 18,75
8. Dexamethason acetat 28,13
9. Betamethason valerat 84,38
10. Clobetason propionat 103,13
11. Mometason furoat 75,00
12. Betamethason propionat 187,50

Phu luc 2: 13 chét thudc nhém Steroid
Appendix 2: 13 substances steroids

Stt Tén hoat chit LOQ: pg/g

No. Analyte name Dang kem/cream Dang bot/Powder
1. Prednison 1,05 1,05
2. Dexamethason 1,09 1,09
3. Prednison acetat 1,04 2,08
4, Cortison aceat 0,2 0,2
5. Hydrocortison acetat 1,08 2,16
6. Triamcinolon acetonid 1,04 1,04
7. Dexamethason acetat 1,53 1,53
8. Fluocinolon acetonid 1,03 1,03
9. Clobetasol propionat 0,65 0,65
10. Betamethason valerat 0,30 0,30
1. Betamethason dipropionat 0,43 0,43
12. Mometason furoat 3,02 3,02
13. Prednisolon 1,04 1,04
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VILAS 087

Phu luc 3: Danh muc khang sinh
Appendix 3: List of antibiotics

STT Khang sinh STT Khang sinh
No. Antibiotics No. Antibiotics
L. Acetyl spiramycin 21. Lymecyclin
2. Amphotericin B 22. Neomycin sulfat
3. Bacitracin kém 23. Netilmicin sulfat
4. Bleomycin sulfat 24. Novobiocin
5. Colistimethat natri 25. Nystatin
6. Colistin sulfat 26. Oxytetracyclin dihydrat
7. Dihydrostreptomycin sulfat 27. Paromomycin
8. Doxycyclin hydroclorid 28. Polymycin B sulfat
9. Erythromycin estolat 29. Rifamycin natri
10. Erythromycin ethyl sucinat 30. Spiramycin
11 Erythromycin stearat 31 Streptomycin sulfat
12. Framyecetin sulfat 32. Teicoplanin
13. Fosfomycin 33. Tetracyclin hydroclorid
14. Gentamycin sulfat 34. Tobramycin
15. Gramicidin 35. Tylosin
16. Josamycin 36. Tylosin phosphat
17. Josamycin propionat 37. Tylosin tartrat
18. Kanamycin monosulfat 38. Tyrothricin
19. Kanamycin acid sulfat 39. Vancomycin
20. 40.

Kitasamycin

Vancomycin hydroclorid
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