DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

(Kém theo quyét dinh so: 3249 /@D - VPCNCL ngay 12thang 12 nam 2024
ciia Giam doc Vin phong Cong nhdn Chat luwong)

Tén phong thi nghiém: Trung tim Kiém nghiém thudc, my pham, thye pham
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T chirc/Co quan cht quan:  S¢'Y té tinh Kon Tum
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Hiéu lyc cong nhan/ period of validation: Ké tir ngay 12 /12/2024 dén ngay 27/02/2030

Dia chi / Address: S6 411 Ba Triéu, thanh phé Kon Tum, tinh Kon Tum
Dia diém / Location: S6 411 Ba Triéu, thanh phé Kon Tum, tinh Kon Tum
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DANH MUC PHEP THU PUQC CONG NHAN

LIST OF ACCREDITED TESTS

VILAS 604
Linh vyc tht nghiém: Dugc
Field of Testing: Pharmaceutical
Tén san phim Gi61 han djnh
’ . lugng (néu co)/
T vat liéu dwoc thi/ Tén phép thir cu thé/ Pham vi do Phwong phap thit/
Materials or The name of specific tests '-”E‘i'ft;rf ‘;;’z:“:g?” Test methods
product tested mea;luremgnt
Cam quan (tinh chat, mo ta, hinh thic...)
1. Appearance (Property, Description,
Form...)
Xac dinh d6 trong, mau sdc cua dung dich
5 Phuong phép cam quan
' Determination of Clarity, Colour of solution
Sensory method
3 Xéc dinh do ddng déu khdi lwong
' Determination of Uniformity of weight
Xac dinh @6 déng déu ham luwong
Phuong phap chuan do thé tich, UV-Vis,
4. HPLC Duoc dién Viét
Determination of Uniformity of content Nam, Dugc dién
Volumetric titration, UV-Vis, HPLC method cac nuc’yc, Cac
Xéc dinh d6 ddng déu thé tich tiéu chuzn ¢o 56
5. ) Determinati f Uniformity of vol do B9 Y té cap
Thubc etermina |on‘o nl’ormlt,y of volume s6 dang ky
(thanh phim) Xéc dinh do dong nhat thuoc md, kem boi Vietnamese
6 Medicines ngoai da Pharmacopeia,
' (finished Determination of uniform ointments, skin Foreign
products) creams pharmacopeia,
X4c dinh d6 3 Specifications of
7. L .. .
Determination of Disintegration manu;ggturers
Xac dlnh d6 hoa tan i ) approved by
Phuong phap quang pho tir ngoai kha kién, MOH
8. sac ky long hi¢u nang cao.
Determination of Dissolution
UV-Vis, HPLC method
9 Xac dinh pH
' Determination of pH value
10 Xéc dinh mét khéi lwong do 1am kho
' Determination of Loss on Drying
Xac dinh ham lugng nudc
1 Phwong phap cat voi dung moi
' Determination of Water content
Solvent distillation method
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DANH MUC PHEP THU PUQC CONG NHAN

LIST OF ACCREDITED TESTS

VILAS 604

TT

Tén san phim,
vit liéu dwoc thir/
Materials or
product tested

Tén phép thir cu thé/
The name of specific tests

Gi6i han dinh
lwong (néu c6)/
Pham vi do
Limit of quantitation
(if any)/range of
measurement

Phwong phap thit/
Test methods

12.

13.

14.

15.

16.

17.

18.

Thubc
(thanh phém)
Medicines
(finished
products)

Xac dinh ham lugng nudc
Phuong phap Karl Fischer
Determination of Water content
Karl Fischer method

Xac dinh khi lugng riéng va ty trong
Determination of Density

Xac dinh giéi han Acid-kiém
Determination of Limit tests for acid
alkaline

Xéc dinh cn con lai sau khi bay hoi
Determination of Identify bite left after
evaporation

Xac dinh gidi han cac tap chét

Phuong phap sic ky 16p mong, chuan d¢ thé
tich, UV-Vis, HPLC

Limit tests for impurities

TLC, Volumetric titration, UV-Vis, HPLC
method

Dinh tinh hoat chét chinh

Phuong phéap phan tmg hoa hoc, sic ky 16p
mong, UV-Vis, HPLC

Identification of main substance

Chemical reaction, TCL, UV-Vis, HPLC
method

Dinh lugng hoat chét chinh

Phuong phap chuén d¢ thé tich, chuan do
dién thé, UV-Vis, HPLC

Assay of main substance

Volumetric titration, Potentiometry
Polarimeter, UV-Vis, HPLC method

19.

20.

21.

22,

Duoc liéu
Herbal

Xac dinh ty 1€ vun nat
Determination of fragmentation

Xac dinh tap chét 1an
Determination of Substances

Dinh luong tinh dau
Assay of volatile oil

Xéc dinh cac chét chiét duge
Determination of extractives

Dugc dién Viét
Nam, Duoc dién
cac nudc, Cac
tiéu chuén co s
doBo Y té cép
s6 dang ky
Vietnamese
Pharmacopeia,
Foreign
pharmacopeia,
Specifications of
the manufacturers
approved by
MOH
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LA 1

DANH MUC PHEP THU PUQC CONG NHAN

LIST OF ACCREDITED TESTS

VILAS 604
Tén san pham, Giéi han djnh
. luwgng (neu cé)/
vat liéu dwoc thi/ Tén phép thir cu thé/ Pham vi do Phwong phap thit/
TT Materials or The name of specific tests Limit of quantitation Test methods
(if any)/range of
product tested measurement
Dinh tinh hoat chét chinh
Phuong phéap phan tmg hoa hoc, sic ky 16p
méng, UV-Vis, HPLC
23. . .
Identification of main substance
Chemical reaction, TCL, UV-Vis, HPLC
method
Duoc li¢u Dinh luong hoat chit chinh i
Herbal Phuong phép chuan d thé tich, chuan do Duoc dién V%,é,t
24 dién the, UV-Vis, HPLC Na,m, Duoc dién
' Assay of main substance cac nudc, Cac
.. . ti€u chuan co so
Volumetric titration, Potentiometry do B3 Y té ch
Polarimeter, UV-Vis, HPLC method % &éng Ky P
o5 So_i bot du(:yc liéu k?éng_ kinh hién vi Vietnamese
Microscopic examination of herbal powder Pharmacopeia,
Thir giéi han nhiém khuan (tong s vi khuan Foreign _
hiéu khi, tong s6 nam men va nam moc) pharmacc_)pela,
Phuong phép dia thach Specifications of
26. . . L the manufacturers
< Test for microbial contamination (total anproved b
Thuoc aerobic bacteria, total yeasts and molds) ppM oH y
(thanh pham) | p|ate count method
Medicines v+ dinh hoat luc khang sinh
0;'(;;32?3 (Erythromycin, Spiramycin )
97 P Phuong phép vi sinh vat

Determination of antibiotic activity
(Erythromycin, Spiramycin)
Antibiotics microbial assays

Ghi chd/Note: Truong hop Trung tam Kiém nghiém Thude, My pham, Thuc pham cung cap dich vu thir nghiém
chat luong san phim, hang hoa thi Trung tim Kiém nghiém Thubc, My phdm, Thuc phim phai ding ky hoat
dong va duogc cap gidy chimg nhan ding ky hoat dong theo quy dinh cta phap luat trude khi cung cp dich vu
nay/ It is mandatory for Drug, Cosmetic and Food Quality Control Center 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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