DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

(Kém theo Quyét dinh so: 728.2022/QD-VPCNCL ngay 27 thing 09 nim 2022
ciia Giam doc Vin phong Cong nhdn Chat luwong)

Tén phong thi nghiém:  Phong Kiém nghiém - Céng ty Co phan Dwoc Hau Giang
- Chi nhianh Nha may Dwoc Phim DHG tai Hau Giang

Laboratory: Quality Control Department - DHG Pharmaceutical Joint Stock Company
- DHG Pharmaceutical Plant Branch in Hau Giang.

Co quan chu quan: Cong ty C6 phan Dwoc Hau Giang

Organization: DHG Pharmaceutical Joint Stock Company

Linh vyc thtr nghiém:  Duwge
Field of testing: Pharmaceutical
Nguoi quan ly/ Laboratory manager: ~ Nguyén Thanh Ting

Nguoi ¢6 tham quyén ky/ Approved signatory:

TT Ho va tén/ Name Pham vi dugc ky/ Scope

1. | Nguyén Thanh Tung

Céc phép thtr duoc cong nhan/ Accredited tests

2. T6 Hai Binh

S6 hi¢u/ Code: VILAS 927
Hiéu lyc cong nhan/ Period of Validation: 27/09/2025

Dia chi/ Address: 1.6 B2-B3, KCN Tan Phu Thanh-giai doan 1, xa Tan Phi Thanh, huyén Chau Thanh A,
tinh Hau Giang.
Lot B2-B3 Tan Phu Thanh Industrial Zone-Phase 1, Tan Phu Thanh Ward, Chau Thanh A
district, Hau Giang Province.
Dia diém/Location: Lé B2-B3, KCN Tan Phii Thanh-giai doan 1, xd TAn Phii Thanh, huyén Chau
Thanh A, tinh Hju Giang.
Lot B2-B3 Tan Phu Thanh Industrial Zone-Phase 1, Tan Phu Thanh Ward, Chau
Thanh A district, Hau Giang Province.

Dién thoai/ Tel: 0293 3953454 Fax: 0293 3953555

E-mail: nguyenthanhtungdhg@gmail.com  Website: www.dhgpharma.com.vn
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VILAS 927

Linh vuc thir nghiém: Dwoc

Field of testing:

Pharmaceutical

TT

Tén sian pham,
vat liéu dwoc thi/
Materials or
product tested

Tén phép thir cu thé/

The name of specific tests

Gio6i han dinh lwgng
(néu c6)/ Pham vi do
Limit of quantitation
(if any)/range of
measurement

Phwong phap thi/
Test method

Thubc
(thanh phim)
Medicines

(finished
products)

MBS té, tinh chat

Description and characteristics

Xac dinh do dong déu khdi lwong
Determination of Uniformity of Weight

Xac dinh do déng déu ham lugng

Determination of content uniformity

Xac dinh dong déu don vi phan liéu
Determination of Uniformity of dosage
units

Xac dinh d0 ra cua vién nén, vién bao
phim, vién nang, vién bao tan trong
ruot

Determination of disintegration of
tablets, film-coated tablets, capsules,
tablets dissolve in the intestine

Xac dinh d0 hoa tan ctua vién nén, vién
bao phim, vién nang, vién bao tan
trong rudt, vién bao phim giai phong
cham, vién nén giai phong kéo dai,
vién nén giai phong co kiém soat.
Determination of dissolution of tablets
film-coated tablets, capsules, tablets
dissolve in the intestine, slow-release
film-coated tablets, extended-release
tablets, controlled-release tablets

Xéc dinh d0 am

- Phuong phép say

- Phuong phap Karl Fischer
Determination of Moisture
- Drying method

- Karl Fischer method

Xéc dinh ham luong nude
Phuong phap Karl Fischer
Determination of water content
Karl Fischer method

Duoc dién Viét
Nam, duoc dién cac
nudc va Tiéu chuan
co so duoc BO Y té

cap so dang ky

Vietnamese
Pharmacopeia,

Foreign
pharmacopeia

and in-house
specifications
licensed by MOH

AFL 01/12
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Trang: 2/5




DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 927

TT

Tén san phim,
vat liéu dworc thi/
Materials or
product tested

Tén phép thir cu thé/

The name of specific tests

Gio6i han dinh lwgng
(néu c6)/ Pham vi do
Limit of quantitation
(if any)/range of
measurement

Phwong phap thi/
Test method

10.

11.

12.

13.

14.

15.

Thube
(thanh pham)
Medicines

(finished
products)

Xac dinh chi s6 pH

Determination of pH value

2~12

Xac dinh diém néng chay

Determination of melting point

Xac dinh d6 min cua thuoc bot, thuoc
com.

Determination of fineness of powder,
granular

Xéc dinh do tan cua thude bot, thude
com

Determination of solubility of powder,
granular

Xac dinh kha nang hip phu strychnin
Determination of strychnin adsorption
capacity

Xac dinh gi6i han chéat bao quan (Natri
benzoate, Methyl parahydroxybenzoat
(Nipagin).

Phuong phép Sic ky long hiéu ning
cao vdi cac detector (UV-Vis, DAD)
Determination of Preservatives limits
(Natri benzoate, Methyl
parahydroxybenzoat (Nipagin)

HPLC method with (UV-VIS, DAD)
detector

Dinh tinh céc hoat chét chinh

Phuong phéap hoa hoc, phuong phép
UV-Vis, phuong phap quang phd hong
ngoai, sic ky 16p mong, sic ky long
hi€u nang cao véi cac detector (UV-
Vis, DAD, RI).

Identification of main substance
Chemical, UV-Vis, IR, TLC, HPLC
with detector (UV-VIS, DAD, RI)
method

Duoc dién Viét
Nam, duoc dién cac
nudc va Tiéu chuan
co s6 duoc BO Y té

cap so dang ky

Vietnamese
Pharmacopeia,

Foreign
pharmacopeia

and in-house
specifications
licensed by MOH

AFL 01/12

LAn ban hanh/Issued No: 3.00

Soat xét/ngay/ Revised/dated:

Trang: 3/5
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LIST OF ACCREDITED TESTS

VILAS 927

TT

Tén san phim,
vat liéu dworc thi/
Materials or
product tested

Tén phép thir cu thé/

The name of specific tests

Gio6i han dinh lwgng
(néu c6)/ Pham vi do
Limit of quantitation
(if any)/range of
measurement

Phwong phap thi/
Test method

16.

17.

18.

19.

Thubc
(thanh phim)
Medicines

(finished
products)

Xac dinh tap chat lién quan

Phuong phép sic ky 16p mong, sic ky
long hi¢u néng cao voi cac detector
(UV-Vis, DAD, RI), UV-Vis.
Determination of related substances:
TLC, HPLC with (UV-Vis, DAD, RI)
detector, UV-VIS method.

Thir cac gi6i han tap chat (4-
aminophenol, 4-cloroacetanilid, 1-
Cyanoguanidin, 2-amino-5-
methylthiazole, Guanin)

Phuong phap sic ky 1ong hiéu ning
cao voi cac detector (UV-VIS, DAD)
Assay of Impurity limits (4-
aminophenol, 4-Cloroacetanilid, 1-
Cyanoguanidin, 2-amino-5-
methylthiazole, Guanin)

HPLC method with (UV-VIS, DAD)
detector

DPinh lugng céac hoat chét chinh
Phuong phap UV-Vis, do thé tich, do
dién the, do phan cuc ke, sac ky long
hi€u ndng cao véi cac detector (UV-
Vis, DAD, RI).

Enumeration of main substance

UV-Vis, Volumetric, Potentiometric,
Optical rotation, HPLC with (UV-Vis,
DAD, RI) detector method

D6 nhiém khuan:

- Pinh lugng téng s6 vi sinh vat hiéu
khi (1)

- Pinh Iugng téng s6 ndm méc, nAm
men (2)

- Phat hién Escherichia Coli (3)

Test for microbial contamination:

- Enumeration of Total Aerobic
Microbial Count.

- Enumeration of Total Yeast and Mold

Counts.
- Detection of Escherichia Coli

(1) 10 CFU/g
(2) 10 CFU/g
(3) Detection/g

Duoc dién Viét
Nam, duoc dién cac
nudc va Tiéu chuan
co so duoc BO Y té

cap so dang ky

Vietnamese
Pharmacopeia,

Foreign
pharmacopeia

and in-house
specifications
licensed by MOH

AFL 01/12

LAn ban hanh/Issued No: 3.00

Soat xét/ngay/ Revised/dated:
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VILAS 927

Tén san phim,
vat liéu dworc thi/

Tén phép thir cu thé/

Gio6i han dinh lwgng
(néu c6)/ Pham vi do

Phwong phap thi/

TT . . Limit of quantitation
Materials or The name of specific tests . Test method
(if any)/range of
product tested
measurement
Duogc dién Viét
Nam, duoc dién cac
DPinh lugng khang sinh (Erythromycin nuoc va Tiéu fhua?
< ethyl succinate, Erythromycin, co S0 d‘fQCVBQ Y te
Thuoc Spiramycin) cap so dang ky
2 (thanh pham) Phuong phép vi sinh vat Vietnamese
. Medfclll”fls Enumeration of antibiotics Pharmacopeia,
(ﬁn‘;s e (Erythromycin ethyl succinate, Foreign
products) Erythromycin, Spiramycin) pharmacopeia
Microbiological method and in-house
specifications
licensed by MOH
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