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DANH MUC PHEP THU PUQC CONG NHAN

LIST OF ACCREDITED TESTS

VILAS 785
Linh vue thir nghiém: Hoa
Field of testing: Chemical
Tén si hi Gié6i han dinh
e,\nt Tin % am, lwong (néu c6)/ Ph hi
vat li¢u dwgc n . ., 2 Pham vi do uong phap
"
Materials or P quantitation (if | Test method
product tested fn”egﬁzrgneef“;
L Cam quan (mé ta hinh thai) KNNB/PP/5.4/
' Appearance (description of form) 39:2023
) Thwe phdm | Xdc dinh d dong déu khéi lugng KNNB/PP/5.4/
" | béo vé sitc khée | Determination of uniformity of weight 02:2023
Health Xac dinh hao hut khéi lugng
; supplement | phyong phap séy (103-105) °C KNNB/PP/5.4/
' Determination of Loss on drying 05:2023
Drying method at (103-105) °C
Thiye phim
bao vé sirc
khée . X
. Xac dinh ham lugng tro tong KNNB/PP/5.4/
4. (dang ran) o .
’ Determination of total Ash content 06:2023
Health
supplement
(Solid)
X Xac dinh ham luong Pyridoxin (Vitamin B6)
Thyc pham Phuong phap HPLC-UV KNNB/PP/5.4/
5.  bdovésirekhoe | potormination of Pyridoxin (Vitamin B6) 1,5 ug/g _ '
Z 28:2023
(dang ran don | content
chat) UV-HPLC method
Health . . . L o
Xéc dinh ham lugng Thiamin (Vitamin B1)
supplement Ph hap HPLC-UV
6. (Solid single u’ong-p a_p RO 1,0 ug/g KNNE/PP/SA/
substance) Determination of Thiamin (Vitamin B1) content 29:2023
UV-HPLC method

Ghi chu/Note:
- KNNB/PP: phuong phap thir phat trién boi PTN/ Laboratory ’s developed method

AFL 01/12

Lén ban hanh/Issued No: 4.24

Soét xét/ngay/ Revised/dated:

Trang/Page: 2/5




DANH MUC PHEP THU PUQC CONG NHAN

LIST OF ACCREDITED TESTS
VILAS 785

Linh vyc thi nghiém:

Field of testing:

Duwgc
Pharmaceutical

Tén san pham,
vat liéu duge

Gi6i han dinh
luogng (néu

Thuéc (Bao gom
7. | cac nguyén, phu

liéu va cac dang

Determination of dissolution
HPLC, UV-vis menthod

Xac dinh pH
Determination of pH value

T . Tén phép thir cu thé c6)/ Phamvido | pp, pong phap thir
thw ) Limit of
T Materials or The name of specific tests quantitation (if Test method
product tested ;”egég’;g%eez‘;
Cam quan (Tinh chat, mo6 ta, hinh thic)
1. .
Appearance (characters, description, form)
Xac dinh do dong nhat
2 Determination of Homogeneity
Xéc dinh do dong déu thé tich
3 Determination of uniformity of volume
Xéc dinh do dong déu khdi luong
4 Determination of uniformity of weight
Xac dinh @6 ra
> Determination of disintegration
Xac dinh @6 hoa tan
6. Phuong phap: HPLC, UV-vis Duoc dién Viét

Nam, dugc dién
cac nudc, Cac tiéu
chuén co s& do Bo

Y té cép s ding

. . Xac dinh d6 am, ham lugng nudce ky
thanh pham) QA Ee e
Phuong phap: Say; Cat vai dung moi; Karl Vietnamese
Drug (Included: | Fischer. :
8. | Raw materials . Pharmacopoeia,
__ 91> Determination of water content Foreign
eXCIEIfonJlSJ,an'Sh Dryri]n%, solvent distillation, Karl-Fischer Pharmacopoeias
metho S In- House
Xac dinh taP chelt he’n quan ” . Specifications
Phuong phap: Sac ky 16p mong (TLC), UV-vis, approved by
0. HPLC o . MOH
Determination of relative substances:
TLC, UV-vis, HPLC method
Xéc dinh d6 tinh khiét
10 Phuong phép: HPLC
' Assay: Purity
HPLC method
Thtr dinh tinh cac hoat chét chinh
Phuong phép: Hoa hoc, UV-vis, Sic ky 16p
moéng, HPLC
11. Identification of active pharmaceutical
ingredient
Chemical, UV —vis, TLC, HPLC method
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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 785

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

Gié6i han dinh
lwgng (néu
c6)/ Pham vi do
Limit of
quantitation (if
any)/range of
measurement

Tén phép thir cu thé
The name of specific tests

Phuwong phap thw
Test method

12.

13.

14.

15.

Thubce (Bao gom
cac nguyén, phu
ligu va cac dang
thanh pham)
Drug (Included:
Raw materials,
excipients, finish
product)

Xac dinh d6 d@)ng déu ham lugng cac hoat chét
chinh

Phuong phéap: UV-vis; HPLC

Assay: uniformity of content of active
pharmaceutical ingredient:

UV-vis, HPLC method

Dinh lugng cac hoat chit chinh

Phuong phap: Chuén d6 thé tich; UV-vis; HPLC
Assay of active pharmaceutical ingredient:
Volumetric titration, UV-vis, HPLC method

Xac dinh @6 min, cd bot
Determination of fineness, size powder

Xéc dinh ty trong
Determination relative density

16.

17.

18.

19.

20.

21.

22.

23.

Dugrc liéu
Herbal

Cam quan (Tinh chat, mé ta, hinh thirc)
Appearance (characters, description, form)

Xéc dinh tap chét 13n
Determination of related substance

Xac dinh ty 1€ vun nat
Determination of small size particles

Xéc dinh cac chét chiét duoc
Determination of extracted ingredients

Xéc dinh d6 4m, ham luong nudce
Phuong phap: Say; Cat voi dung moi;
Determination of water content:
Drying, solvent distillation menthod

Xac dinh ham luong tro (tro toan phan, tro
khong tan trong acid)

Determination of Ash (Total Ash, acid insoluble
Ash)

Thr dinh tinh cac hoat chat chinh:

Phuong phap:Hoéa hoc, Séc ky 16p mong, Soi
bot

Identification of active pharmaceutical
ingredient:

Chemical, TLC, microscopy method

Dinh Iuvgng tinh dau
Assay of volatile oil

Duogc dién Viét
Nam, dugc dién
cac nudc, Cac tiéu
chuén co s& do Bo
Y té cép s ding
ky
Vietnamese
Pharmacopoeia,
Foreign
Pharmacopoeias
In- House
Specifications
approved by
MOH
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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 785

Ghi chud/ Note:

Truong hop Trung tam Kiém nghiém Dugc phdm - My pham tinh Ninh Binh cung cép dich vu
thir nghiém chat luong san pham, hang hoa thi Trung tim Kiém nghiém Dugc phdm - My pham
tinh Ninh Binh phai ding ky hoat dong va dugc cap gidy chimg nhan ding ky hoat dong theo quy
dinh cua phap luat trude khi cung cip dich vu nay/ It is mandatory for the Intitute for Ninh Binh
Center of Drug and Cosmetic 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

4~
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