DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS
(Kém theo quyét dinh sé: 2596 /QP —VPCNCL ngay 30 thing 10 nim 2024
ciia Gidm déc Vin phong Cong nhin Chit lwgng)

Tén phong thi nghiém: Trung tim Kiém nghiém tinh Pong Thap
Laboratory: Quality Control Center of Dong Thap Province

Té chirc/ Co quan chit quan  Sé'Y té Pong Thap

Organization: Department of Health Dong Thap
Linh vyc thir nghiém: Dugc, Sinh
Field of testing: Pharmaceutical, Biological

Nguoi quan ly/ Laboratory manager: Vo Dinh D¢
S hiéu/ Code: VILAS 1133
Hiéu lyc cong nhan/ Period of Validation: Ké tirngay 30/ 10 /2024 dén ngay 03/11/2029

Dia chi/ Address: ~ S6 394, dwong Lé Pai Hanh, phwong My Phii, TP. Cao Lénh, tinh Pong Thap

No 394 Le Dai Hanh Street, My Phu Ward, Cao Lanh City, Dong Thap Province

Dia diém/Location: S6 394, dwong Lé Pai Hanh, phwong My Phii, TP. Cao Léinh, tinh Pong Thap

No 394 Le Dai Hanh Street, My Phu Ward, Cao Lanh City, Dong Thap Province
bién thoai/ Tel: 02773 875 340 Fax: 02773 875 340

E-mail: kiemnghiemdongthap@yahoo.com
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DANH MUC PHEP THU PUQC CONG NHAN

LIST OF ACCREDITED TESTS
VILAS 1133

Linh vuc thir nghiém: Dwoc

Field of testing:

Pharmaceutical

TT

Tén san pham,
vat liéu dwoc
thw
Materialsor
product tested

Tén phép thir cu thé
The name of specific tests

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

Phwong phap thir
Test method

10.

11.

Thube
(nguyén liéu
1am thudc va
thanh pham)

Medicines
(raw materials
and finished
products)

Cam quan (tinh chét, mé ta, hinh thirc)

Appearance (property, description, form)

Xéc dinh d6 trong va mau séc dung dich
Determination of clarity and color of
solution

Dinh tinh céac hoat chit chinh

Phuong phéap hoa hoc, UV-Vis, TLC,
HPLC, IR, kinh hién vi (soi bot)
Identification of main substances
Chemical, UV-Vis, TLC, HPLC, IR,
microscopical (slides of powder) method

binh lugng céac hoat chét chinh

Phuong phap chuan do thé tich, HPLC,
UV-Vis

Assay of main substances

Volumetric titration, HPLC, UV-Vis method

Xac dinh ham lwong chat chiét dugc

Determination of extractives

Xac dinh do dong déu khdi lwong
Determination of uniformity of weight

Xac dinh do dong déu ham lugng

Determination of uniformity of content

Xac dinh mat khéi lugng do lam kho

Determination of loss on drying

Xac dinh ham luong nudc

Phuong phép Karl Fischer, Cat v6i dung
moi

Determination of water content

Karl Fischer, Solvent distillation method

Xéc dinh pH
Determination of pH

2~12

Xac dinh @6 ra

Determination of disintegration

Duogc dién Viét
Nam, Dugc dién
nudc ngoai, cac
Tiéu chuan co s&
do BO Y té cap sb
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 1133
. 2 Giéi han dinh
Tén san pham, ) lwgng (néu co)/
vat liéu duogc Tén phép thir cu thé Pham vi do . .
TT thir The name of specific tests Limit of Phl;(mg pl;:pdthu’
Materialsor quantitation est metio
product tested (if any)/range
of measurement
1 Xac dinh @6 hoa tan
. Determination of dissolution Duoge dién Vle:t
- - - Nam, Dugc dién
) Xac dinh d¢ dong déu theé tich. nurée neodi. cic
13. Thube o goal.
o Determination of volume Ti€u chuan co s¢
(nguyén li¢u do B Y 6 cAp &
lam thuéc va | Xac dinh tap chat lién quan 0 Bo Y fecap so
. 2 ) dang ky
thanh pham) | Phuong phap TLC, HPLC _
14. .. Vietnamese
Medicines Related substances ;
(raw materials Pharmacopeia,
: TLC, HPLC method Foreign
and finished - i .
products) Xac dinh d6 tinh khiet p a‘r macopeid,
Phuong phap hoa hoc in-house

15. g.p .p o specifications
Determination of purity licensed by MoH
Chemical method

16 Cam quan (tinh chét, mé ta)

' Appearance (property, description)
Dinh tinh céc hoat chit chinh
Phuong phéap hoa hoc, UV-Vis, TLC,
HPLC, kinh hién vi (soi bot, vi phiu)

17. Identification of main substances Dugc dién Viét
Chemical, UV-Vis, TLC, HPLC, Nam, Dugc dién
microscopical (slides of powder, transverse nuée ngoai,
or longitudinal sections) method ?éC tiéu
Dinh luong cac hoat chit chinh chﬂuan io sf d?

; 2 BO Y té cap so
Dugc ligu Phlmnfgy phép chuan d¢ thé tich, HPLC, dang ky

18 Herbals UV-Vis Viethamese
Assay of main substances Pharmacopeia,
Volumetric titration, HPLC, UV-Vis method Foreign

. Xéc dinh chat chiét dugc pharmacopeia,

. Determination of extractives in-house
— T - N specifications

20. Xac dinh mat khoi lugng do lam kho licensed by MoH
Determination of loss on drying.

o1 Xac dinh tap chét

' Determination of related substance
22 Xac dinh ty 1¢ vyun nat
' Determination of small size particles
#E
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DANH MUC PHEP THU PUQC CONG NHAN

LIST OF ACCREDITED TESTS

VILAS 1133
. 2 Giéi han dinh
Tén san pham, ) lwgng (néu co)/
vat liéu duogc Tén phép thir cu thé Pham vi do . .
TT thir The name of specific tests Limit of Phl;(:;ltgns);zg;hlr
Materialsor quantitation
product tested (if any)/range
of measurement
2 Xéc dinh ham luong Tro toan phﬁn Duogc dién Viét
. Determination of Ash total content Nam, Dugc dién
. ; A nude ngoai,
Xa’c dinh ham lugng Tro khong tan trong chc tidu
24. axit. chuén co s do
Determination of Hydrochloric Acid B0 Y té cép sb
Dugc liéu Insoluble Ash content dang ky
Herbals Viethamese
Xéc dinh Ham luong nuéc Pharmacopeia,
Ph hap cdt véi d . Foreign
55, uong phap cat véi dung moi pharmacopeia,
Determination of Water content in-house
Solvent distillation method specifications
licensed by MoH
26 Cam quan (M0 ta hinh thai) PPPT/HDCV-
. Appearance (Description of form) bBCL-13
Myphim | Duwee dien
. Xac dinh pH Viét Nam
27. Cosmetics o .
Determination of pH Vietnamese
Pharmacopeia
- Xac dinh P déng déu thé tich PPPT/HDCV-
. Determination of Volume bBCL-20

Ghi chu/Note:

PPPT/HDCV-DBCL-: Phuong phép thtr do PTN xay dung /Laboratory’s developed method.
ACM THA: Phuong phap hoa hop ASEAN

Trudng hop Trung tdim Kiém nghiém tinh Ddng Thap cung cdp dich vu thir nghiém chit luong san phim, hang hoa thi

Trung tdm Kiém nghiém tinh Ddng Thap phai ding ky hoat dong va duoc cip gidy chimg nhan dang ky hoat dong theo quy

dinh cta phap luat trude khi cung cip dich vu nay/ It is mandatory for the Quality Control Center of Dong Thap Province 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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DANH MUC PHEP THU PUQC CONG NHAN

LIST OF ACCREDITED TESTS

VILAS 1133
Linh vwe thir nghiém: Sinh
Field of testing: Biological
Gidi han dinh
A2 Z N lwgng (n€u co)/
Tén sin phim, Tén phép thir cu thé uphg,flnsf(;f ) o
vat liéu dwgc thw . . Phuong phap thw
TT Materi The name of specific tests Limit of
aterialsor quantitation Test method
product tested (if any)/range of
measurement
Thir giéi han nhiém khuan:
Tong so vi sinh vat hleu khi
Téng s6 ndm mdc va ndm men
Staphylococcus aureus
Pseudomonas aeruginosa i
Candida albicans Duoc dién Vi@t
Escherichia coli Nam, Duoc dién
1. nudc ngoai,
Microbial limit test: cac tiéu
A Total aerobic bacterial count chuan co s¢ do
Thuocﬂ A A A A
thanh phim Total yeasts and molds Bo S{te caP sO
Medici Staphylococcus aureus dang ky
e t.c;ln Zs Pseudomonas aeruginosa Vietnamese
(finishe Candida albicans Pharmacopeia,
products) Escherichia coli Foreign
Dinh lugng khang sinh: Spiramycin, P hc;;’?;;;i el
Erythromycin, Doxycyclin hydroclorid, . )
Gentamycin sulfat, Neomycin, Nystatin specifications
o ’ licensed by MoH
) Phuong phap vi sinh vét
’ Assay of antibiotics: Spiramycin,
Erythromycin, Neomycin, Doxycyclin
hydroclorid, Gentamycin sulfat, Nystatin
Microbiological method
Binh luong tong so vi khuan hiéu khi,
nam men, nam méc c6 thé séng lai duoc
3. ACM 006:2013
Enumeration of aerobic mesophilic
bacteria, yeast, and mould recovery
Phat hién Staphylococcus aureus LODs
4. o 1 Z ’ TCVN 13640:2023
My pham Detection of Staphylococcus aureus 3 CFU/g (mL)
Cosmetics Phat hién Pseudomonas aeruginosa LODs
5. , , TCVN 13639:2023
Detection of Pseudomonas aeruginosa 6 CFU/g (mL)
Phat hién Candida albicans LODs
6. | TCVN 13636:2023
Detection of Candida albicans 3 CFU/g (mL)
Phat hién Escherichia coli LODs
7. | TCVN 12974:2020
Detection of Escherichia coli 3 CFU/g (mL)
-
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DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 1133

Ghi chi/Note:

—  TCVN: Tiéu chuin Quéc gia Viét Nam
— ACM THA: Phuwong phap hoa hop ASEAN

Trudng hop Trung tim Kiém nghiém tinh Péng Thap cung cdp dich vu thir nghiém chét luong san phim, hang hoa thi
Trung tdm Kiém nghiém tinh Dong Thép phai ding ky hoat dong va dugc cip gidy chimg nhén ding ky hoat déng theo quy dinh
ctia phap ludt trude khi cung cdp dich vu nay/ It is mandatory for the Quality Control Center of Dong Thap Province 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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