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DANH MUC PHEP THU PUQC CONG NHAN

LIST OF ACCREDITED TESTS
VILAS 816

Linh vue thir nghiém: Dwoc

Field of Testing:

Pharmaceutical

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

TT

Tén phép thir cu thé
The Name of specific tests

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

Phwong phap thir
Test method

Thudc
(nguyén liéu
va thudc
thanh phim)
Medicines
(raw material,
finish
products)

10.

Cam quan, x4c dinh do trong, mau sic dung
dich, 46 dong nhat.

Appearance Determination of clarity, Color
Solution; Determination of Homogeneity

Xac dinh pH
Determination of pH value

2~12

X4c dinh d Am ham lugng nudce béng
phuong phap: sy, cit voi dung moéi, Karl-
Fischer Determination of water by: loss on
drying,

solvent dissolution, Karl- Fischer

Xac dinh khéi luong riéng va ty trong
Determination of weight per milliliter and
relative density

Xac dinh goc quay cuc va goc quay cuc riéng
Determination of optical rotation, specific
optical rotation.

Tht dinh tinh cac hoat chit chinh: Phuong
phép Hoéa hoc, UV-VIS, TCL, HPLC, IR
Identification of active pharmaceutical
ingredient: Chemical reaction, UV-VIS,
HPLC, TLC, IR method

Dinh luong cac hoat chét chinh: Phuong
phap: chuan do thé tich, phan cuc ké, chuén
do dién thé, UV- VIS, HPLC

Assay of active pharmaceutical ingredient by:
Volumetric titration, polarimeter, potential
titration, UV-VIS, HPLC method

Thir tap chat lién quan

Phuong phap: sic ky 16p mong, sic ky 1ong
hi€u nang cao

Determination of relative substances:

TLC, HPLC method

Xac dinh ham lugng tro (tro toan phdn, tro
sulfat, tro khong tan trong acid hydrocloric)
Determination of ash (total ash, sulfat ash,

hydrochloric hydochloric acid — insoluble ash)

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

Duoc dién Viét
Nam, Dugc dién
nudc ngoai, cac
Tiéu chuén co s&
doBo Y té cap sd
dang ky.
Vietnamese
Pharmacopeia,
Foreign
Pharmacopeia,
in-house
specifications
licensed by MoH
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DANH MUC PHEP THU PUQC CONG NHAN

LIST OF ACCREDITED TESTS

VILAS 816
Té\il: ién I:ihﬁm’ Gié6i han dinh luwgng
vat li€u duoc " . . P (néu c6)/ Pham vi do . .
TT thir Tén phép thur cu the Limit of quantitation Phuong phap thir
Materials or The Name of specific tests (if any)/ range of Test method
product tested measurement
Xac dinh do dong déu khoi luong, do dong deéu
11 cac d(m.vl Phan heu. . . Dugc dién Viét
- Determination of uniformity of weight/ %
. . . Nam, Duoc dién
i Uniformity of Dosage units . N
Thudc - - : nuoc nggal, cac
(nguyén ligu Xac dinh d¢ hoa tan cta vién nén, vién nang Tiéu chuan co so
i‘l }tlhu § c. Phuong phap: UV-VIS, HPLC do By Y té cap sb
12 thanh phim) Determination of dissolution dang ky.
P UV-VIS, HPLC method Vietnamese
Medicines tc dinh d6 5 Pharmacopeia
13, | (raw material, Xicdinhdotanrd _ : ’
: finish Determination of Disintegration Foreign _
products) | Xéc dinh d Ting can Phai‘rr]r_r;%cuosze'a’
14. Determination of Sedimentation “OWS
specifications
15 Xac dinh ham lugng Ethanol licensed by MoH
' Determination of Ethanol content
Xac dinh tap chit 13n trong duoc liéu, ty 18
vun nat duoc liéu
16. Determination of Foreign matter In Herbal
Medicines, small- size particles in herbal
materials
Xac dinh cht chiét duge
17. Determination of extractive
e aaz Duoc dién Viét
Xdc dinh 4% am - _ _ Nam, Duoc dién
18, Phuong phap: say, cat voi dung moi nudc ngodi, céc
Determination of water content Tiéu chuép co 8O
Loss on drying, solvent dissolution method doBo Y té cap so
- dang ky.
Duoc lidu Dinh tinh cé4c hoat chat chinh: Phuong phap Vi etnist o
Herbal Hoéa hoc, Soi bot, UV- Vis, HPLC, TCL. - _
19. medicines | ldentification of active pharmaceutical armacopela,
ingredient: Chemical reaction, Herbal Power, Foreign _
UV-VIS, HPLC, TLC method Pharmacopeia,
Dinh lwong cac hoat chét chinh: Phuong in_—hous_e
phéap Hoa hoc, UV-Vis, HPLC, F-AAS _ specifications
20. Assay of active pharmaceutical ingredient: licensed by MoH.
Chemical reaction, UV-Vis, HPLC, F-
AAS.method
Dinh luong tinh dau
21. Assay of volatile oil
Xac dinh ham lugng tro (tro toan ph?m, tro
29 sulfat, tro khong tan trong acid hydrocloric)
' Determination of ash (total ash, sulfat ash,
hydrochloric hydochloric acid — insoluble ash)
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DANH MUC PHEP THU PUQC CONG NHAN

LIST OF ACCREDITED TESTS

VILAS 816
Té\il: ién I:ihém’ Gioi han dinh luwgng
I Tén phép thir cy thé e e viow| Phuong php this
Materials or The Name of specific tests (if any)/ range of Test method
product tested measurement
Cam quan, xac dinh do trong, do dong nhét KNHPITOKT-
23. Sensibility, determination of transparency, MP/01:2019
uniformity '
24 Xac dinh d6 dong déu khdi luong KNHP/TQKT-
' Determination of uniformity of weight MP/02 :2019
' Determination of uniformity of volume MP/03 :2019
26 Xac dinh pH 212 KNHP/TQKT-
' Determination of pH value MP/04 :2019
Phat hién chat cAm thudc nhém paraben:
Isobutyl paraben LOD:
- Phuong phap HPLC-DAD Isobutyl KNHP/TQKT-
' Detection of heading substances prohibited paraben: MP/08 :2019
Paraben: Isobutyl paraben 12 pg/g
DAD-HPLC method
LOD:
Phat hién déng thoi cac chit thude nhoém Prednlso;t 6,25
Steroid (Prednison, Dexamethason, HES )
. . . Dexamethason:
i Fluocinolon acetonid, Hydrocortison acetat,
My pham | Dexamethason acetat) F}Z’S _ug{ g
’8 Cosmetic | Phuong phép HPLC-DAD a‘é‘;‘;‘)’:}? d‘?” KNHP/TQKT-
' Determination of substances the steroid 3125 / MP/09 :2019
group (Prednison, Dexamethasone, o9 HEE
Fluocinolone acetonide, Hydrocortison Hydrocortison
acetate, Dexamethasone acetate) acetat: 31,25 ng/g
DAD-HPLC method Dexamethason
acetat:
37,50 pg/g
Phat hién 3 chat c6 gidi han sir dung thudc LOD:
nhom paraben: Methyl paraben, Propyl ' _
paraben, Butyl paraben Met?g paraben:
29 Phuong phap HPLC-DAD oo he/ gb | KNHPITQKT-
' Detection of three substances of parabens: rog;g par/a -1 MP/07 :2019
Methyl paraben, Propyl paraben, Butyl S
paraben Butyl paraben:
DAD-HPLC method 8.0ngle
Xac dinh ham lugng Thiy ngan (Hg)
Phuong phap quang pho hap thu nguyén ti- KNHP/TQKT-
30. hoa hoi lanh 0,66 ng/ :
0a hot lanh. 00 Ug/e MP/05 :2019
Determination of Mercury (Hg) content
Cold Vaporization- AAS methods
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DANH MUC PHEP THU PUQC CONG NHAN

LIST OF ACCREDITED TESTS

VILAS 816
Té\il: ién I:ihﬁm’ Gié6i han dinh luwgng
vat li€u duoc " . . P (néu c6)/ Pham vi do . .
TT thir Tén phép thir cu the Limit of quantitation Phuong phap thir
Materials or The Name of specific tests (if any)/ range of Test method
product tested measurement
Xac dinh ham lugng Asen (As)
. Phuong phap quang pho hép thu nguyén tir
' Cosmetic o _ 095 ng/g MP/06 :2019
Determination of Arsenic (As) content
Cold Vaporization- AAS method
Chu thich/Note:
- KNHP/TQKT- MP: phuong phap phat trién bai PTN/Laboratory’s developed method
- LOD: gidi han phat hién/Limit of detection
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DANH MUC PHEP THU PUQC CONG NHAN

LIST OF ACCREDITED TESTS

VILAS 816
Linh vwe thir nghiém: Hoa
Field of testing: Chemical
Tén san pham, Gi6i han dinh lugng
At 1A - n . . Z (néu co)/ Pham vi do . .
S— ligu dugc thiy Tén phép thir cy the Limit of quantitation | L 1UONg phap thir
Materials or The Name of specific tests (if any)/ range of Test method
product tested measurement
Thue phdm | Xéc dinh thé tich KNHP/TQKT-
1 bao vé sirc | Determination of volume HL/15:2019
khoe Xac dinh khéi lwong riéng va ty trong
2. (dang long) | Determination of specific gravity and l%\I];TIIT%g
Health density '
suppler_nent Xac dinh pH KNHP/TQKT-
3. (liquid) | petermination of pH value 2~-12 HL/17:2019
4 Xac dinh d6 dong déu khéi luong KNHP/TQKT-
' Determination of uniformity of weight HL/14 :2019
Xac dinh d6 am
5 Phuong phap: sy, cit véi dung méi KNHP/TQKT-
' Determination of Water: bD/10 :2019
Loss on drying, Solvent distillation method
Xac dinh d6 ra KNHP/TQKT-
6. Determination of Disintegration HL/16 :2019
Xac dinh ham lwgng Vitamin C (Acid ascorbic)
7 Phuong phap chuan do thé tich 0.15 mglg KNHP/TQKT-
. Determination of ascorbic acid content HL/12 :2019
Thuwe pham | Volumetric titration method
bao vé sirc . .
khée Xac dinh ham lugng Vitamin B1 (Thiamin nitrat)
Phuong phap HPLC-DAD KNHP/TQKT-
8. 3,2 mg/ )
Health Determination of Vitamin B1 content I HL/18 :2019
supplement | pAD-HPLC method
Xac dinh ham lugng Vitamin B5
(Calcipantothenat)
9. Phuong phap HPLC-DAD 0,19 mg/g KNHPfr QKT-
S o HL/11 :2019
Determination of Vitamin B5 content
DAD-HPLC method
Xac dinh ham lugng cac Vitamin B1 (Thiamin Thiamin nitrat:
nitrat), B2 (Riboflavin, B6 (Pyridoxin 3.2 mglg
hydroclorid), PP (Nicotinamid) Riboflavim32 malg | (N HPITOKT-
10. Phuong phap HPLC-DAD Pyridoxin HL/10 2019
Determination of Vitamins B1, B2, B6, PP hydroclorid: 2,2 mg/g :
content Nicotinamid:
DAD-HPLC method 6.5 ma/g
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DANH MUC PHEP THU PUQC CONG NHAN

LIST OF ACCREDITED TESTS

VILAS 816
Tén san pham, Gi6i han dinh lugng
PURTP - n . . Z (néu co)/ Pham vi do . .
S— ligu dugc thiy Tén phép thir cy the Limit of quantitation| L IUrong phap thir
Materials or The Name of specific tests (if any)/ range of Test method
product tested measurement
Thuc phflm
bio vé sirc A ic dinh do 6 dd A
" kl\l'(;)e w gam.gﬂétn, )((jaf dm.h d:)_ tronEt, dd dong nhat KNHP/TQKT-
: ensibility, determination of transparency, HL/22 2019
Health uniformity
supplement
Xac dinh ham lugng Vitamin PP (Nicotinamid)
Phuong phap UV-VIS KNHP/TQKT-
12.
Determination of Vitamin PP content 158,8 mgfg HL/13:2019
UV-VIS method
Xac dinh ham luong Vitamin B6 (Pyridoxin
hydroclorid)
13, Phurong phép UV-VIS 8,1 mglg 'ﬂ\'L'fféT e
Thure bh Determination of Vitamin B6 content '
WEPRAM - y.vIS method
bao v¢ sirc
khée (chira 1 | Xdc dinh ham lugng Vitamin B1 (Thiamin
loai nitrat) T
14. vitamin) Phuong phap UV-VIS 7,9 mg/g IEI\II_I;|2PO -ngKl-Ig-_
Health Determination of Vitamin B1 content '
Supplement | UV-VIS method
(containing1 | = . N . .
kind of vitamin) Xac dinh ham lugng Vitamin B2 (Riboflavin)
15, Phu'ong_ pha_p UV—V_IS _ 7.0 mglg KNHP/'I" QKT-
Determination of Vitamin B2 content HL/21 :2019
UV-VIS method
Xac dinh ham luwgng Thuy ngan (HQ)
Phyrong phép quang phd hap thu nguyén tu-hoa KNHP/TQKT-
16. hoi lanh 0,09 ng/g HL/23 2019
Determination of Mercury (Hg) content '
Cold Vaporization- AAS method
Chu thich/Note:
- KNHP/TQKT- HL: phuong phép phét trién boi PTN/Laboratory’s developed method
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DANH MUC PHEP THU PUQC CONG NHAN

LIST OF ACCREDITED TESTS

VILAS 816
Linh vue thir nghiém: Sinh
Field of testing: Biological
Tén si Gidi han dinh
iy €n Sjltnlm lwong (néu cé)/ Ph ha
pham, vit liéu A . . 2 Pham vi do uong phap
. Tén phép thir cu thé D >
T duge thir The name of specific tests L;T':-Of if thir
Materials or qua';/' ation (]1 Test method
any)/range o
product tested Mmeasurement
Thye phim
bao vé sirc
khoelfl’(hong DPinh lugng vi sinh vat
. prgbi‘ﬁic) K§ thuat dém khuén lac TCVN
' Dietary Enumeration of microorganisms 4884-1:2015
supplement Colony count technique
(not including
probiotic)
DPinh lugng vi sinh vat
) K¥ thuat dém khuan lac ACM THA
' Enumeration of microorganisms 006/2013
Colony count technique
3 binh lugng téng $6 ndm men, nAm moc ACM THA
' ) Enuemeration of total yeasts and moulds 006/2013
My pham A
4 Cosmetic Phat hién Staphylococus aureus eLOD50: 1,1/ TCVN
' Detection Staphylococus aureus 0,19 (0,1 mL) 13640:2023
Phat hién Pseudomonas aeruginosa eLOD50 . TCVN
5. . . 2,5 CFU/0,1g _
Detection Pseudomonas aeruginosa (0,1 mL) 13639:2023
A Phat hién Candida albicans Looo0: TCVUN
' Detection Candida albicans (0.1 mli)g 13636:2023
Thir gioi han nhiém khuan: Téng s6 vi khuan A e
hiéu khi; téng $6 ndm mdc va nAm men, III) uo’cg 1en \élft
Escherichia coli, Pseudomonas aeruginosa, am, Luoc dien
Thube: Staphylococus aureus, Salmonella spp, Candida Tn,‘foc Eg?al’ cac
7 Ciic dan albicans, Enterobacteriaceae d(l)e]]; gyu?énc? SS?)
ac ang Test for microbial contamination: Total aerobic L 4P
thuoc thanh . s . dang ky.
him bacteria, total mould, yeast, Escherichia coli, Viet
P _ Pseudomonas aeruginosa, Staphylococus Ph Ietnamese
I;)r_ug. aureus, Salmonella spp, Enterobacteriaceae alzr;ﬁ;ogela,
Finished Dinh luong khang sinh bang phuong phap vi Pharmacgpeia
products sinh vat: Spiramycin, Nystatin, Gentamycin . ’
8 sulfat in-house
' o I . . specifications
Biological assay of antibiotics: Spiramycin, P
. ) licensed by MoH
Nystatin, Gentamycin sulfat
Chu thich/Note:
- TCVN: tiéu chuén Viét Nam
- ACM: tiéu chuin hoa hop Asean
- eLODso: level of detection at 50% probability of detection
AFL 01/12 Lan ban hanh/Issued No: 4.24 Soat xét/ngay/ Revised/dated: Trang/Page: 8/9 (




DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 816

Truong hop Trung tam Kiém nghiém Thudc, My pham Thuc pham Hai Phong cung cép dich vu thir nghiém
chat luong san pham, hang hoa thi Trung tdm Kiém nghiém Thudc, My pham, Thuc pham Hai Phong phai
dang ky hoat dong va duoc cap gidy ching nhan ding ky hoat dong theo quy dinh ctia phép luat trude khi cung
cap dich vu nay/ It is mandatory for the Drug, Cosmetic and Food Quality Control Center of Hai Phong 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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