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DANH MUC PHEP THU PUQC CONG NHAN (S6 01)

LIST OF ACCREDITED TESTS (No 1)

VILAS 087

Linh vue thir nghiém: Dwoc
Field of testing: Pharmaceuticals

TT

Tén sin pham, vat
liéu dwgre thir/
Materials or product
tested

Tén phép thir cu thé/
The name of specific tests

Giéi han dinh luwgng
(néu c6)/ Pham vi do
Limit of quantitation

(if any)/range of
measurement

Phwong phap thi/
Test method

10.

11.

12.

Thude
(nguyén li¢u va
thanh pham)
Drug (materials

and finish
products)

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

Thir d hoa tan
Dissolution test

Xac dinh gi6i han tiéu phan
Determination of particulate matter

Xac dinh chi s6 khuc xa
Determination of refractive index

Xéac dinh nhiét d¢ nong chay
Determination of melting point

Xac dinh d6 trong va mau sic dung
dich

Determination of clarity and colour of
solution

Xac dinh khéi lugng riéng hodc ty
trong

Determination of density or specific
gravity

Xac dinh goc quay cuc va goc quay
cuc riéng

Determination of optical rotation and
specific optical rotation

Xac dinh chi s6 pH
Determination of pH value

Xéc dinh ham lugng ethanol
Determination of ethanol content

Thir tinh khiét
Phuong phap hoa hoc
Tests for impurities
Chemical method

Xéc dinh do am

Phuong phap siy, qcét véi dung moi,
Karl- Fischer, chuan d6 do dién tich,
phan tich nhiét trong lugng
Determination of moisture

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

Duogc dién Viét Nam,
Duoc dién cac nudc,
céc Tiéu chuan co s&
duoc BO Y té cép )

dang ky
Vietnamese

pharmacopoeia, other
pharmacopoeia, in-
house specifications

licensed by MoH

AFL 01.12

Lan ban hanh/Issued No: 5.25

Soat xét/ngay/ Revised/dated:

Trang/Page: 2/14




DANH MUC PHEP THU PUQC CONG NHAN (S6 01)
LIST OF ACCREDITED TESTS (No 1)

VILAS 087
Tén sin pham, vat Gi?i hf'm dinh lu’(:mg
TT liéu dwgre thir/ Tén phép thir cu thé/ (l_lelf co)/ th.u.n Vf do Phwong phap thit/
Materials or product The name of specific tests Limit of quantitation Test method
tested (if any)/range of
measurement
Xac dinh can sau khi bay hoi
13. Determination of Residue on
evaporation
14 Xac dinh d6 min/do phan tan
’ Determination of fineness/dispersion
Ls. Soi bot
Powdered microscopic examination
Dinh tinh (hoat chit va ta duoc)
Phuong phép héa hoc, phd hong ngoai
(IR), quang ph6 héap thu phan tir (UV-
Vis), sac ky 16p mong (TLC), vi thang
hoa/thang hoa, sdc ky 1ong hi¢u néng
cao (HPLC), sac ky khi (GC)
Identification (active ingredients and
excipients):
Chemical, IR, UV- Vis, TLC,
sublimation, HPLC, GC method Duoc di én Viét Nam,
) POD: Duogc dién cac nudc,
Thuoc Thé ran/solid: cac Tiéu chuan co s&
(nguyén li€u va Na: 0,3 pg/g dugc Bo Y té cap sd
thanh pham) K: 0,3 pgle 'dang ky
16. Drug (mat'erials Zn: 0,3 pglg Vzetnamgse
and finish Mn: 3 pg/e pharmacopoezq, ot.her
products) Cu: 3 /e pharmacop.oeza,. in-
DPinh tinh Na, K, Zn, Mn, Cu, Ca, Mg, Ca: ho?‘se specifications
Fe a: 0,42 ug/g licensed by MoH
Phuong phap F-AAS I\Ifeg OO ’9019 :l:ég
Identification of Na, K, Zn, Mn, Cu, Thé '16;1 Liouid:
Ca, Mg, Fe giliquia.
F-AAS method Na: 0,06 ng/g
K: 0,06 ng/g
Zn: 0,06 pug/g
Mn: 0,6 ug/g
Cu: 0,6 pug/g
Ca: 0,08 pg/g
Mg: 0,02 ug/g
Fe: 0,18 ug/g
Xéac dinh tap chét lién quan
Phuong phap TLC, HPLC, GC, UV-
17. Vis
Related Substances
TLC, HPLC, GC, UV-Vis method
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DANH MUC PHEP THU PUQC CONG NHAN (S6 01)
LIST OF ACCREDITED TESTS (No 1)

VILAS 087
Tén sin pham, vat Gi?i hf'm dinh lu’(:mg
TT liéu dwgre thir/ Tén phép thir cu thé/ (l_lelf co)/ th.u.n Vf do Phwong phap thit/
Materials or product The name of specific tests Limit of quantitation Test method
tested (if any)/range of
measurement
Dinh lugng (hoat chit va ta dugc):
Phuong phap UV- Vis, IR, do thé
tigh, do dién the, dg ampe, phan cuc
ke, HPLC, GC, khoi luong, do Iod
Assay (active ingredients and
excipients)
UV-Vis, IR, Volumetric,
Amperemetry, Potentiometry, HPLC,
GC, weight, lode method
Thé ran/solid:
Na: 1,0 pg/g
K: 1,0 png/g
Zn: 1,0 ng/g
Mn: 10,0 pg/g
Cu: 10,0 pg/g
Xac dinh ham lugng Na, K, Zn, Mn, Ca: 1,4 ng/g
Cu, Ca, Mg, Fe Mg: 0,3 png/g
Phuong phap F-AAS Fe: 3,0 ug/g
Determination of Na, K, Zn, Mn, Cu, Thé long/Liquid: Duoc dién Viét Nam,
) Ca, Mg, Fe content Na: 0,2 ng/g Dugc dién cac nuéc,
Thuoc F-AAS method K:0,2 ug/g céc Tiéu chuin co s&
(nguyén liéu va Zn: 0,2 ug/g dugc BO Y té cap s6
18, thanh pham) Mn: 2,0 ug/g dang ky
Drug (materials Cu: 2,0 png/g Vietnamese
and finish Ca: 0,28 pg/g pharmacopoeia, other
products) Mg: 0,06 pg/e pharmacop.oeia,. in-
Fe: 0.6 ng/g hoyse specifications
licensed by MoH
Xéac dinh ham lugng As
Phuong phap HG-AAS Thé ran/solid:
Determination of As content 0,05 pg/g
HG-AAS method
Xac dinh he}m lugng Cd, Pb Thé rn/solid:
Phuong phap GF-AAS
o Cd: 0,025 pg/g
Determination of Cd, Pb content Pb: 0.25 pg/e
GF-AAS method n
Xéc dinh ham luong Hg
Phuong phap GV-AAS Thé ran/solid:
Determination of As content 0,1 pg/g
CV-AAS method
Xac dinh ham luong As, Cd, Hg, Pb Thé ran/solid:
Phuong phéap ICP-MS As: 0,13 pg/g
Determination of As, Cd, Hg, Pb Cd: 0,25 ng/g
content Hg: 0,05 pg/g
ICP-MS method Pb: 0,25 png/g
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DANH MUC PHEP THU PUQC CONG NHAN (S6 01)

LIST OF ACCREDITED TESTS (No 1)

VILAS 087

TT

Tén sin pham, vat
liéu dwgre thir/
Materials or product
tested

Tén phép thir cu thé/
The name of specific tests

Giéi han dinh luwgng
(néu c6)/ Pham vi do
Limit of quantitation

(if any)/range of
measurement

Phwong phap thi/
Test method

19.

20.

21.

22.

23.

24.

25.

26.

27.

28.

29.

30.

31.

32.

Thube
(nguyén li€u va
thanh pham)
Drug (materials
and finish
products)

Xéc dinh ham luong chét chiét dugc
Determination of extractives

Xéc dinh ham luong nitrogen trong
hop chét hitu co.

Determination of Nitrogen in organic
compounds

Xac dinh d6 dong déu thé tich
Determination of uniformity of volume

Xac dinh kich thuée (46 day, duong
kinh, c& nang)

Determination of dimension
(Thickness, diameter, capsule size)

Xac dinh d6 ling can
Determination of dry residue

Xac dinh do déng déu khdi luong
Determination of uniformity of weight

Xac dinh d¢ ra
Determination of disintegration

Xéc dinh d6 cing
Determination of hardness

Xac dinh d6 mai mon
Determination of friability

Xac dinh d6 dong nhat
Determination of homogeneity

Xéc dinh do tham théu
Determination of osmolarity
measurement

Xac dinh d6 ro ri

Determination of leakage

Xac dinh cac phén tir kim loai cua
thudc mém dung trén da va niém mac
Determination of metal particles for
Semi-solid preparation for skin and
mucous membranes application

Xac dinh gidi han kich thudc cac
phan tir cia thuéc mém dung trén da
va niém mac

Determination of limit of particle size
of Semi-solid preparation for skin
and mucous membranes application

Duoc dién Viét Nam,

Duoc dién cac nudc,

cac Tiéu chuan co so

duoc BO Y té cép )
dang ky
Vietnamese

pharmacopoeia, other

pharmacopoeia, in-
house specifications
licensed by MoH
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DANH MUC PHEP THU PUQC CONG NHAN (S6 01)
LIST OF ACCREDITED TESTS (No 1)

VILAS 087

TT

Giéi han dinh luwgng

Tén sin pham, vat (néu ¢é)/ Pham vi do

liéu dwgre thir/ Tén phép thir cu thé/ o o
Materials or product The name of specific tests Limit of quantitation

tested (if any)/range of
measurement

Phwong phap thi/
Test method

33.

34.

35.

36.

37.

38.

39.

40.

41.

42.

43.

44.

Xac dinh d6 ddng déu ham lugng, do
dong déu don vi phan liéu
Determination of uniformity of content,
uniformity of dosage units

Xéc dinh chi s acid
Determination of acid value

Xac dinh chi sb ester
Determination of Ester value

Xac dinh chi s6 iod
Determination of iodine value

Xac dinh chi sb acetyl
Determination of acetyl value

Xac dinh chi sb peroxyd
Determination of peroxide value

Xac dinh chi s6 xa phong hoa
Determination of saponification value

Xac dinh chat khong bi xa phong hoa
Thuoc Determination of unsaponificable
(nguyén liéu va | matter

thanh phan'l) Xéac dinh ham lugng tro: tro toan
Drug (materials phan, tro sulfat, tro khong tan trong

and finish acid, tro tan trong nudc

products) Determination of ash: ash, sulphate

ash, acid-insoluble ash, water-soluble
ash

Xac dinh do dan
Determination of Conductivity

Xac dinh carbon hiru co toan phan
trong nudc (TOC)

Determination of totalof organic
carbon in wate (TOC)

Duogc dién Viét Nam,
Duoc dién cac nudc,
céc Tiéu chuan co s&
duoc BO Y té cép )

dang ky
Vietnamese

pharmacopoeia, other
pharmacopoeia, in-
house specifications

licensed by MoH

Xac dinh ham luong tap chit N-
Nitrosomethylaminobutyric acid
(NMBA) chira hoat chit nhom sartan
Phuong phap LC-MS/MS
Determination of the impurity N - 0,06 pg/g
Nitrosomethylaminobutyric acid
content (NMBA) containing sartan
group active ingredients
LC-MS/MS method

VKN/TQKT-
MP/38:2025

AFL 01.12 Lén ban hanh/Issued No: 5.25  Soat xét/ngay/ Revised/dated:
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DANH MUC PHEP THU PUQC CONG NHAN (S6 01)

LIST OF ACCREDITED TESTS (No 1)

VILAS 087
Tén sin pham, vat Gi?i hf'"; gilnh lll’(:)'lég
TT liéu dwgre thir/ Tén phép thir cu thé/ (l_lelf c0), z.u.n Vf ° Phwong phap thit/
Materials or product The name of specific tests Limit of quantitation Test method
tested (if any)/range of
measurement
45, Vi phau .
Transverse section
46 Soi bt P
' Powdered microscopic examination Duge dlin V}et Na’m,
: : Dugc dién cac nudc,
Xac dinh ty I&€ vun nat cta dugc liéu céc Tiéu chuin co s&
47. Determination of Fragmentation in duge BO Y té cap s6
Duoc liéu Herbals dang ky
Herbal Xéc dinh tap chét 13n trong dugc ligu Vietamese
48. Determination of impurities in herbal pharmacopoeia, other
medicines pharmacopoeia, in-
. . ) house specifications
49, Xéc dinh luu huynh dioxyd licensed by MoH
Determination of Sulfur dioxide
50 Dinh luong tinh dau
' Assay of volatile Oil
Xéc dinh ham luong Tretinoin
51 Phuong phap HPLC-PDA 6 Lo/ VKN/TQKT-
' Determination of Tretinoin content He's MP/09:2022
HPLC-PDA method
Xéc dinh ham lugng Metanil yellow, Metanil yellow:
Pigment red 53, Pigment orange 5 7,5 ng/g
Phuong phap HPLC-PDA Pigment red 53: VKN/TQKT-
52. Determination of Metanil yellow, 27 uglg MP/29:2022
Pigment Red 53, Pigment orange 5 )
content Pigment orange 5:
HPLC-PDA method 12 ng/g
Xéac dinh ham luong Rhodamin B
53 . Phuong phap HPLC-PDA 15 o/ VKN/TQKT-
’ My pham Determination of Rhodamin B content ~ HEE MP/16B:2022
Cosmetics HPLC-PDA method
Xac dinh ham lugng
Methylcloroisothiazolinon (MCT) va
Methylisothiazolinon (MIT) MCT: 3,2 ng/g
“ PDhltro‘ng.ph;a'p HI}LC—PDA VKN/TQKT-
. etermination o
Methylcloroisothiazolinon (MCT) MP/24:2022
and Methylisothiazolinon (MIT) MIT: 1,00 ug/e
content
HPLC-PDA method
Xac dinh ham lugng hydroquinon
55 Phuong phap HPLC-PDA 20 e/ VKN/TQKT-
' Determinion of hydroquinone content HE'S MP/12:2022
HPLC-PDA method
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DANH MUC PHEP THU PUQC CONG NHAN (S6 01)

LIST OF ACCREDITED TESTS (No 1)

VILAS 087
Tén sin pham, vat Gi?i hf'"; gilnh lll’(:)'lég
TT liéu dwgre thir/ Tén phép thir cu thé/ (l_lelf c0), z.u.n Vf ° Phwong phap thit/
Materials or product The name of specific tests Limit of quantitation Test method
tested (if any)/range of
measurement
f)(;c dinh lﬁa}mllggnl\%[ ;As, Cd, Pb, Hg As: 0,5 ng/e
56 b vong phap "A cd Ph I Cd: 0,5 pg/e VKN/TQKT-
‘ etermination of: As, Cd, Pb, Hg Pb: 2,0 ngle MP/34A:2024
content He: 0.1
ICP-MS method g 0.1 ng/e
Xéc dinh ham lugng As
Ph hap HG-AAS VKN/TQKT-
57. ong phap 1000 ng/g Q
Determination of As content MP/21:2022
M§ pham HG-AAS method
Cosmetics
Xac dinh ham lugng Pb
Ph hap GF-AAS VKN/TQKT-
58. ong phap 260 ng/g Q
Determination of, Pb content MP/19:2022
GF-AAS method
Xac dinh ham lugng Hg
Ph hap CV-AAS VKN/TQKT-
59, wong paap 600 ng/g Q
Determination of Hg content MP/17:2022
CV-AAS method
M§ phim Xac dinh 13 chat thudc nhom Steroid
60 (dapnfél;‘;m’ gh‘:mg_ph;p LC'%SM;[St Phuy Iyc 1 VKN/TQKT-
. ) etermination of 13 substances Appendix 1 MP/35:2024
Cosmetics steroids group
(cream, powder) | LC-MS/MS method
Methyl paraben:
Pinh tinh va dinh luong 7 chit bao hllz he/s ‘
quan nhom paraben (methylparaben, Ethyl paraben:
. ethylparaben, isopropylparaben, 12 pg/g
My pham propylparaben, isobutylparaben, Isopropyl-
(dang kem, dAu | butylparaben, benzylparaben) paraben:
A A 4 _ 16 /
g0i, son 1.n01) PhuoTlg ph'ap HPLC PDI.A - ng/'g VKN/TQKT-
61. Cosmetics Identification and quantitation of 7 Propyl paraben:
) MP/33:2025
(cream, paraben group preservatives 16 pg/g
shampoo, (methylparaben, ethylparaben, Isobutyl paraben:
lipstick) isopropylparaben, propylparaben, 25 nug/g
isobutylparaben, butylparaben, Butyl paraben:
benzylparaben) 25 ng/e
HPLC-PDA method Benzylparaben:
40 pg/g
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DANH MUC PHEP THU PUQC CONG NHAN (S6 01)

LIST OF ACCREDITED TESTS (No 1)

VILAS 087
Tén sin pham, vat Gi?i hf'"; gilnh lll’(:)'lég
TT liéu dwgre thir/ Tén phép thir cu thé/ (l_lelf c0), z.u.n Vf ° Phwong phap thit/
Materials or product The name of specific tests Limit of quantitation Test method
tested (if any)/range of
measurement
DPinh tinh va dinh luong:
Lactobacillus acidophilus, VKN/TQKT-
62 Lactobacillus rhamnosus VS/06:2025
’ Identification and enumeration of: Céc Tiéu chuin co
Lactobacillus acidophilus, s& duge Bo Y té
Lactobacillus rhamnosus cap so dang ky
Dinh lugng: _ In-house
Bacillus subtilis, Bacillus coagulans specifications licensed
63. ] ) o by MoH
Enumeration of of Bacillus subtilis,
Bacillus coagulans
Xéac dinh gidi han nhiém lfhu?m’: tépg
sO vi sinhrvaflt hi’éu khi; tong s6 nam
men \(é nérp moc; phét hién va xac
dinh tong so vi khuan Gram am dung
Thube nap mat; Phat hién Salmonella spp.,
A 1sa x| Escherichia coli, Staphylococcus
(nguyén liéu va )
. % aureus, Pseudomonas aeruginosa,
thanh pham) . .
64 ) Candida albicans.
' Drug (matfmals Microbial limit tests: total aerobic Duoc dién Viét Nam
and finish crobial } / J oC dien Viet Nam,
duCtS) microbial count; total yeasts an DIIQ'C dién 0370 nudc,
pro molds count, detection and cac Tiéu chuan co s¢
enumeration of total bile-tolerant duge BO Y té cap s6
gram-negative bacteria; detection of dang ky
Salmonella spp., Escherichia coli, Vietnamese
Staph)./lococcus au'reus, P'seudomonas pharmacopoeia, other
aeruginosa, Candida albicans. pharmacopoeia, in-
Xac dinh hiéu qua khang khuan ciia house specifications
65 chat bao quan licensed by MoH
' Determination of Efficacy for
antimicrobial preservation
66 Thir v6 khuén
’ Sterility test
Dinh 1 khang sinh bang ph
inh lugng khang sinh bang phuong Phy Iyc 2
67. phap vi sinh vat 4 Jix 2
endix
Microbiological assay of antibiotics PP
Xac dinh tdng sb vi sinh vét hiéu khi ASEAN ACM
68.
Total aerobic microbial count 006:2013
69 Phat hién Pseudomonas aeruginosa LODoyo: ISO 22717:2015/
' My phim Detection of Pseudomonas aeruginosa | 5 CFU/0,1g (mL) Amd 1:2022
20 Cosmetics Phat hién Staphycoccocus aureus LODyy: ISO 22718:2015/
’ Detection of Staphycoccocus aureus 5CFU/0,1g (mL) Amd 1:2022
71 Phat hién Candida albicans LODyy: ISO 18416:2015/
’ Detection of Candida albicans 4 CFU/0,1g (mL) Amd 1:2022
AFL 01.12 Lan ban hanh/Issued No: 5.25  Soat xét/ngay/ Revised/dated: Trang/Page: 9/14




DANH MUC PHEP THU PUQC CONG NHAN (S6 01)
LIST OF ACCREDITED TESTS (No 1)

VILAS 087
TT liéu dwgre thir/ Tén phép thir cu the/ o T Phwong phap thit/
Materials or product The name of specific tests Limit of quantitation Test method
tested (if any)/range of
measurement
- 1R Xac dinh hoat luc chét bao quan
. Mypham | 2. l ASEAN ACM
. . vailuation o, e aniimicrooia
Cosmetics . f 008:2013
protection
Ghi chi/Note:

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

ACM 00x...: Phuong phap hoa hop ASEAN
POD: probability of detection

AFL 01.12
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DANH MUC PHEP THU PUQC CONG NHAN (S6 01)
LIST OF ACCREDITED TESTS (No 1)

VILAS 087

Phu luc 1: 13 chit thuéc nhém Steroid
Appendix 1: 13 substances steroids

Stt Tén hoat chat LOQ: ng/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
11. | Betamethason dipropionat 0,43 0,43
12. | Mometason furoat 3,02 3,02
13. Prednisolon 1,04 1,04

AFL 01.12 Lan ban hanh/Issued No: 5.25  Soat xét/ngay/ Revised/dated: Trang/Page: 11/14




DANH MUC PHEP THU PUQC CONG NHAN (S6 01)

LIST OF ACCREDITED TESTS (No 1)
VILAS 087

Phu luc 2: Danh muc khang sinh

Appendix 2: 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. | Framycetin 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. Vancomycin hydroclorid

Kitasamycin

AFL 01.12
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DANH MUC PHEP THU PUQC CONG NHAN (S6 01)

LIST OF ACCREDITED TESTS (No 1)

VILAS 087
Linh vyc thi nghiém: Co
Field of testing: Mechanical
A s z A Giéi han dinh luwgng
T"‘l‘.‘fa“ pham, vat A e o o a (néu c6)/ Pham vi do o
TT i€u duge thi/ Tén phép thir cu the/ . L Phwong phap thi/
Materials or product The name of specific tests Limit of quantitation Test method
tested (if any)/range of
measurement
Thir phan bd nhiét d6 khong tai 0.01 °C/
1. Empty Chamber T t ’
Nbindptige | Disibution test (100~ 121)°C
triing (x). — - ————— USP 2024 <1229.1>
Thtr xdm nhap nhiét dg, chi thi sinh USP 2024 <1229 2>
) Autoclave hoc
' Heat Penetration and Microbiological
challenge test
Thir phan bd nhiét d6 khong tai 0.01 °C/
3. Y SN Empty Chamber Temperature ’ o
Tu‘say et Distribution test (160 ~190)°C
trung (x)
Stevilizati Thir thAm nhap nhiét do, chi thi sinh USP 2024 <1229.8>
terilization hoo
4. oven : . . . . -
Heat Penetration and Microbiological
challenge test
Dai do/ Range:
Dén/to 10 000 000
Thir ndng d¢ hat bui icle/m’
5, 1 aong Co gt bw hat/particle/m ISO 14644-1:2015
Particle concentration test Kich thudc hat/
Particle size
(0,3 ~5) pm
6 Ti an toan sinh | Thir cudng do 4nh sang kha kién 1 Lux/
’ hoc cap I (x) | Visible light intensity test (60 ~ 10 000) Lux
Biological | 1y 6¢ do gi6 0,01m/s/
7 Safety Cabinet Air flow velocity test (0,2 ~5)m/
2 ~5)m/s
class 11 . . NSF/ANSI 49:2022
Kiém tra hinh thai dong khi bang khoi
8. . -
Airflow smoke pattern check
9 Thir d6 dn 0,1 dB/
' Noise level test (55~93)dB
10 Thtr cuong do anh sang tim UVC 1 uW/em?/ VKN/QTTN/05.18:
' UVC light intensity test (20 ~ 200) pW/cm? 2025
Dai do/ Range:
phi - Dén/to 10 000 000
ongsach, Iu | mp. ndng do hat bui hat/particle/m?
11. o ) ISO 14644-1:2015
sach (x) Particle concentration test Kich thuéc hat/ 50
Clean Room, Particle size
Laminar Flow (0,3 ~5) um
Cabinet hir chénh léch A 0,5 Pa/
Thtr chénh 1éch 4 at ,
12. W chel (el ap sua e ISO 14644-3:2019
Differential pressure test bén/to 500 Pa
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DANH MUC PHEP THU PUQC CONG NHAN (S6 01)

LIST OF ACCREDITED TESTS (No 1)

VILAS 087
A e Z A Giéi han dinh luwgng
T"‘l‘.‘fa“ phim, vat g o g (néu c6)/ Pham vi do o
TT i€u duge thi/ Tén phép thir cu the/ . L Phwong phap thi/
Materials or product The name of specific tests Limit of quantitation Test method
tested (if any)/range of
measurement
Dai do/ Range:
(1 ~ 10 000 000)
hat/particle/m?
Kich thuéc hat/
13 Thir ro ri HEPA Particle size:
' HEPA leak test (0,3~5) um
Mbi chat/ Fluid:
DEHS (Di(2-
ethylhexyl)
Sebacate)
” Thir tbe do gio 0,01 m/s/ ISO 14644-3:2019
' Phong sach, Tii Air flow velocity test (0,2 ~5)m/s
s sach (x) Kiém tra hinh thai dong khi bang khéi
' Clean Room, | Airflow smoke pattern check
Laminar Flow | Thir 46 hdi phuc 2 .
16. Cabinet Recovery test bén/to 30 min
0,1°C/
17 Thtr nhiét do va d6 4m (15 ~ 40) °C
' Temperature and humidity test 0,1 %RH/
(35~80) % RH
18, Thi cudng do dnh sang kha kién L TCVN 7114:2008
Visible light intensity test (60 ~ 10 000) Lux
Lo Thir d¢ 6n 0,1 dB/
' Noise level test (55~93)dB VKN/QTTN/05.37:
0 Thir cwong d6 anh sang tim UVC 1 pW/em? 2025
' UVC light intensity test (20 ~ 300) pW/cm?
Ghi chi:

- (x): Phép thtr ¢6 thuc hién ¢ hién truong/ On-site testing;
- USP: Duoc dién Hoa ky/ United States Pharmacopoeia

- VKN/QTTN/...

: Phuong phap thir do PTN xay dung/ Laboratory developed methods;

- Truong hop Vién Klem nghiém thudc Trung wong cung cip dich vu thir nghiém chat lugng san pham,
hang hoa thi Vién Kiém nghiém thudc Trung wong phai dang ky hoat dong va dugc cép gidy chimg nhén
dang ky hoat dong theo quy dinh cta phap luat trudc 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
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