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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 794

Linh vuc thir nghiém:

Field of testing:

Dugc
Pharmaceutical

TT

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

Tén phép thir cu thé
The name of specific tests

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

Phuong phap thi
Test method

Nguyén li¢u
lam thuoc

Raw Materials

Cam quan (tinh chat, mé ta, hinh thirc,...)
Appearance (Characters, Description,
Form,...)

Xéac dinh chi s6 pH
Determination of pH value

Xéc dinh mat khdi luong do lam kho
Determination of Loss on drying

Dinh tinh hoat chat

- Phuong phéap hoa hoc

- Phuong phép séc ky 16p mong

- Phuong phap quang pho tir ngoai va kha
kién (UV-Vis)

- Phuong phép quang pho hong ngoai (IR)
- Phuong phép séc ky long hiéu ning cao
Identification

- Chemical method

-TLC

- UV-Vis

-IR

-HPLC

Duoc dién Viét Nam,
duoc dién cac nude
va tiéu chuan co s

dugc Bo Y té phé
duyét

Vietnamese
Pharmacopoeia,
Foreign
Pharmacopoeia and

Dinh luong hoat chét chinh

- Phuong phéap chuan d¢ thé tich

- Phuong phap quang pho tir ngoai va kha
kien

- Phuong phép séc ky long hiéu ning cao
Assay of active pharmaceutical ingredient
(API)

- Volumetric titration method

-UV-Vis

-HPLC

Specification in
house method
approved by MoH

Xéc dinh hoat luc khang sinh bﬁng
phuong phap tha vi sinh vat [phu luc 1]
Microbiological assay of antibiotics
[Appendix 1]
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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 794

TT

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

Tén phép thir cu thé
The name of specific tests

Gié6i han dinh lugng
(néu ¢6)/ Pham vi do
Limit of quantitation (if
any)/range of
measurement

Phuong phap thir
Test method

10.

11.

12.

13.

14.

15.

16.

Thube
Finished
Products

Cam quan (tinh cht, mé ta, hinh thirc,...)
Appearance (Characters, Description,
Form,...)

Xéc dinh gi6i han cho phép vé thé tich
Define limits on the volume

Phép thir 46 ddng déu khdi luong
Uniformity of Weight

Xac dinh chi s6 pH
Determination of pH value

Xac dinh khéi lugng riéng va ty trong
Determination of Weight per Milliliter,
Relative Density

Duoc dién Viét Nam,

Phép thur d6 ra
Disintegration Test

duoc dién cac nudc
va ti€u chuan co s¢
dugc BO Y té phé

Phép thtr 46 hoa tan
Dissolution Test

duyét

Mat khéi lugng do 1am kho
Loss on drying

Vietnamese
Pharmacopoeia,

Xéc dinh ham luong nude bang phuong
phap cat voi dung moi

Determination of water by solvent
distilling

Foreign
Pharmacopoeia and
Specification in
house method
approved by MoH

Dinh tinh hoat chét

- Phuong phéap hoa hoc

- Phuong phap quang pho tir ngoai va kha
kién (UV-Vis)

- Phuong phép quang ph6 hong ngoai (IR)
- Phuong phép séc ky 16p mong

- Phuong phép séc ky long hiéu ning cao
Identification

- Chemical method

- UV-Vis

-IR

-TLC

-HPLC
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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 79%4
TéAn ;in %hﬁm, Gi6i han dinh lugng
vatlicu dwee Tén phép thir cu thé (néucé)/ Phamvido | ppypopg phap thir
T thir Th e tost Limit of quantitation (if Test method
Materials or e name of specific tests any)/range of est metho
product tested measurement
Dinh luong hoat chét chinh
- Phuong phéap chuan d¢ thé tich
- Phuong phép quang pho tir ngoai va kha Dugc dién Vigt Nam,
kién dugc dién cic nude
- - Phuong phép séc ky long hiéu ning cao V;J;iulgcgl??écgh?
Assay of active pharmaceutical ingredient duyét
'l."h.uoc (APD) Vietnamese
Finished - Volumetric titration method Pharmacopoeia,
Products .
-UV-Vis Foreign
- HPLC Pharmacopoeia and
- Specification in
Xéc dinh hoat luc khang sinh bang house method
18 phuong phap thi vi sinh vat [Phu luc 1] approved by MoH
’ Microbiological assay of antibiotics
[Appendix 1]
Cam quan (tinh chat, mé ta, hinh thirc,...)
19. Appearance (Characters, Description,
Form,...)
0 Mit khéi lugng do 1am kho
’ Loss on drying
. .. . . s Duoc dién Viét Nam,
Xa’c du;h h,a.m luqngAr?uoc bang phuong dugc didn cic nude
51 phap cat v6i dung moi va tiéu chuén co s¢
’ Determination of water by solvent duoc B Y t€ phé
e duyét
Duoe liéu distilling Vi e
— - iethamese
Xac dinh han} lugng tro Pharmacopoeia,
Herbal - Tro toan phan Foreign
- - Tro khong tan trong acid Pharmacopoeia and
’ Determination of Ash Specification in
! Ash house method
- Total As approved by MoH
- Acid-insoluble Ash
Xéc dinh ham luong chét chiét duoc trong
’; duoc liéu
’ Determination of extracted ingredients in
herbal
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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 79%4
Téj‘ ;i“ %hﬁm, Gi6i han dinh hrong
vatlicu duge Tén phép thir cu thé (nu co)f Pham vido | phuong phap thir
TT thwr . Limit of quantitation (if
Materials or The name of specific tests any)/range of Test method
product tested measurement
Xéc dinh tap chét 1an trong dugc liéu
24. Determination of Foreign Matter in Dugc dl.é,n Vict Nam,
duoc dién cac nudc
herbal N 2 .
va tiéu chuén co s¢
Dinh tinh dugc lidu dugc Bo Y teé phé
Duoclicu |- Soi bot duge ligu duyét
c Ph hép héa h Vietnamese
) uong phap f)a oc Pharmacopoeia,
s Herbal - Phuong phép sic ky 16p méng Foreign
’ Identification Pharmacopoeia and
- Herbal powder microscopicaly Specification in
. house method
- Chemical method approved by MoH
- TLC
Ghi chu/Note;
Phu luc 1: Danh muc hoat chit chinh/ Annex 3: Ingredients list
TT Tén hoat chit/Ingredients TT Tén hoat chit/Ingredients
1. | Doxycyclin Hyclat 6. | Streptomycin Sulfat
2. | Erythromycin 7. | Tetracyclin Hydroclorid
3. | Gentamycin Sulfat 8. | Tobramycin Sulfat
4. | Neomycin Sulfat 9. | Vancomycin
5. | Spiramycin
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