DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS

(Kém theo quyét dinh so6: 779 /QP - VPCNCL ngay 28 thing 04 niam 2023
ciia Gidm doc Vin phong Cong nhgn Chit lwong)

Tén phong thi nghiém: Phong kiém tra chit lwong
Laboratory: Quuality Control Department
Co quan chu quan: Cong ty Co phan Xuit nhip khau Y t¢ DOMESCO
Organization: DOMESCO Medical Import Export Joint Stock Corporation
Linh vyc thir nghiém: Dwgc, Héa, Sinh
Field of testing: Pharmaceutical, Chemical, Biological
Nguoi quan ly: Pao Thi Ngoc Phwong
Laboratory manager: Dao Thi Ngoc Phuong
Ngudi ¢6 thim quyén ky:
Approved signatory:
TT Ho va tén/ Name Pham vi duoc ky/ Scope

1. Lwong Thi Hrong Giang

2. | Bui Thi Diém Thu

3. Pao Thi Ngoc Phuwong Céc phép tht dugc cong nhan/ Accredited tests

4, Tran Hiru Tai

5. Nguyén Thi CAim Huong

S6 hiéu/ Code: VILAS 151
Hiéu lyc cong nhan/ Period of Validation: 13/01/2026

Dia chi/ Address: S6 346, dwong Nguyén Hu¢, Phwong My Phii, TP. Cao Lianh, Tinh Péng Thap
No 346, Nguyen Hue Street, My Phu Ward, Cao Lanh city, Dong Thap province

Pia diém/Location: S6 346, dwdng Nguyén Hué, Phwong My Phu, TP. Cao Lanh, Tinh Pong Thap
No 346, Nguyen Hue Street, My Phu Ward, Cao Lanh city, Dong Thap province

Dién thoai/ Tel:  84.277.3859370(118) Fax: 84.277.3851270

E-mail: domesco@domesco.com Website: www.domesco.com

phuongdtn@domesco.com
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LIST OF ACCREDITED TESTS

DANH MUC PHEP THU NGHIEM PUQC CONG NHAN

VILAS 151
Linh vye thir nghiém: Duge
Field of testing: Pharmaceutical
Gigi han dinh
Tén san pham, lurgng (néu c6)/
véit ligu duge thir Tén phép thir cu thé Pham vi do Phwong phap thir
TT Limit of
Materials or The name of specific tests TN Test method
quantitation (if
product tested any)/range of
measurement
| Tinh chit/ mo ta
' Description/ Character
5 Xac dinh do ddng déu khdi luong
' Determination of Uniformity of weight
3 Xac dinh d6 kin
' Determination of leakage
Xéc dinh d6 ra
4. L .. .
Determination of Disintegration
5 Xac dinh d6 cing
' Determination of Hardness
6 Xéc dinh d6 pH
' Determination of pH value
7 Xac d;n-h dg min/ ¢& hat » Duoe dién Viet
Determination of fineness/ sieve Nam, duoc dién
g Xac dinh 46 mai mon cac nudc va Tidu
' Determination of friability chuén co sé do Bo
9 Thuoc Xac dinh nhiét d6 néng chay y t€ cap s6 dang
' (thanh phim) | Determination of melting point ky
10 Medicines Xac dinh tinh tan/ d0 tan Vietnamese
' (finished Determination of Solubility test Pharmacopoeia,
products) Xac dinh géc quay cuc va goc quay cuc riéng Ph Foreign )
11. Determination of optical rotation and darmacopoeias
specific optical rotation and In- House
— — Specifications
Xac dinh 6 am
(K . approved by MOH
Phuong phap say, Karl-Fischer
12. o .
Determination of Loss on drying
Karl-Fischer method
3 Xéc dinh chat chiét
' Determination of extractives
” Xac dinh chi s6 khtic xa
' Determination of refractive Index
Dinh tinh hoat chét chinh: phuong phap hoa
hoc, quang pho UV-VIS, quang ph6 hong
ngoai, sac ky 16p moéng, sac ky long hiéu nang
15. cao (voi cac dau do UV-VIS, RI, PDA).
Test for identification: Chemical, UV-VIS,
IR, TLC, HPLC (with detector UV-VIS,
RI, PDA)
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LIST OF ACCREDITED TESTS

DANH MUC PHEP THU NGHIEM PUQC CONG NHAN

VILAS 151

TT

Tén san phim,
vat liéu dwgc 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 thir
Test method

16.

17.

18.

19.

20.

Thube
(thanh phim)
Medicines

(finished
products)

Xac dinh tap chét lién quan: sic ky 16p
mong, sic ky khi (v6i cac dau do MS), sic ky
16p mong hiéu nang cao (véi cac dau do UV-
VIS, PDA).

Determination of related substances: TLC,
GC (with detector MS), HPLC (with detector
UV-VIS, PDA)

Xac dinh @0 hoa tan

Determination of Dissolution

Dinh lugng céc hoat chét chinh:

Phuong phéap do quang (UV-Vis), do thé tich,
chuin do dién thé, sic ky long hi€u nang cao
(v6i cac dau do UV-VIS, RI, PDA), sic ky
khi (véi cac dau do FID), quang phd hong
ngoai, phan cuc ké, phd hap thu nguyén tu,
hoat lyc khang sinh

Assay: UV-Vis, Volumetric, Titration, HPLC
(with detector UV-VIS, RI, PDA), GC (with
detector  FID), AAS,
microbial assay of antibiotics.

IR, polarimeter,

Xéc dinh do ddng déu ham luong

Determination of Uniformity content

Xéc dinh d6 nhiém khuan:

- Téng s6 vi khuén hiéu khi

- Nam

- Tong sb Enterobacteriaceae

- Salmonella spp.

- Staphylococcus aureus

- Pseudomonas aeruginosa

Test for microbial contamination

- Total number of aerobic microorganisms
- Fungi

- Total number of Enterobacteriaceae
- Salmonella spp.

- Staphylococcus aureus

- Pseudomonas aeruginosa

Duoc dién Viét
Nam, Dugc dién
cac nudc va Tiéu

chuén co s& do Bo

y té cép sO dang

ky
Vietnamese
Pharmacopoeia,

Foreign
Pharmacopoeias
and In- House
Specifications
approved by MOH
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DANH MUC PHEP THU NGHIEM PUQC CONG NHAN

LIST OF ACCREDITED TESTS

VILAS 151
Linh vue thir nghiém: Héa
Field of testing: Chemical
Gi6i han dinh
Tén san phim, lugng (néu c6)/
TT | vatli¢u dwgc thir Tén phép thir cy thé 1;1;1:":10;0 Phuong php thir
No | Product, materials The name of specific tests VNN Test method
quantitation (if
tested any)/range of
measurement
Xéac dinh ham lugng Vitamin E
Phuong phap HPLC-dau do UV
1. o o 1.89 pg/mL 12/2015/TPDMC
Determination of vitamin E content
HPLC- method (detector UV)
Xac dinh ham luong k€m gluconate
Phuong phap AAS (k¥ thuat ngon lua)
2. Do-eva o . 0.26 pg/mL 12/2015/TPDMC
Determination of Zinc gluconate content
Flame AAS- method
Xac dinh ham lugng Isoflavon
Phuong phép HPLC-dau do UV 4.25
3. £ phap aundo 12/2015/TPDMC
Determination of Isoflavon content pg/mL
HPLC- method (detector UV)
Puong in kiéng | Xac dinh ham lugng Aspartam
Aspamic Phuong phap HPLC-dau do UV
4. AP £ php Y 3342 pg/mL | 120/2020/TPDMC
Dietary Sugar | Determination of Aspartam content
Aspamic HPLC- method (detector UV
Keo ngam sira
ong chuia — Xéc dinh ham lugng vitamin C
vitamin C Phuong phép chuan d thé tich
S. ] o o 129/2018/TPDMC
Royal jelly Determination of vitamin C content
lozenges — Volumetric titrimetric method
vitamin C
Xéc dinh ham lugng Polysaccharid
Lingzhi cit 1at | Phuong phap UV-VIS
6. . ) . o i 1.45 pg/mL 15/2015/TPDMC
Sliced Lingzhi | Determination of Polysaccharide content
UV-VIS method
Xéc dinh ham lugng Carbonhydrat
; Linezhi eold Phuong phép chuan d thé tich 14/2015/ TPDMC
’ Ingzhi £0 Determination of Carbohydrate content
Volumetric titrimetric method
Nﬁmvltilllrht chi Xéc dinh ham lugng Polysaccharid
catla Phuong phap UV-VIS
8. Sliced oo ) 1.45 pug/mL 30/2020/TPDMC
Determination of Polysaccharide content
Ganoderma
Iucidum UV-VIS method
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DANH MUC PHEP THU NGHIEM PUQC CONG NHAN

LIST OF ACCREDITED TESTS

Volumetric titrimetric method

VILAS 151
Giéi han dinh
Tén san phfim, lwgng (néu cd)/
AL asa . A . N 2 Pham vi do p N
TT | vatliéu dugc thir Tén phép thir cu the Lt Phwong phap thi
N Product, materials The name of specific tests le.mlf of 5 Test method
o ’ P quantitation (if
tested any)/range of
measurement
Dong trung ha
thao Do-cordy | Xac dinh ham lugng Adenosin,
(Adenosine > | Cordycepin
0,5 %) Phuong phap HPLC-dau do UV
9. o , , 6.10 pg/mL 05/2020/TPDMC
Cordyceps Determination of Adenosin, Cordycepin
Do-cordy content
(Adenosine > | HPLC- method (detector UV)
0,5 %)
i . Xac dinh ham lugng Natri chlorid Phuong
Nuwé'c muoi . X an 1R
10 sinh Iy phdp chuan g the tich 04/2020/TBYTDMC
' Sali Determination of Sodium chloride content
aline
Volumetric titrimetric method
Xac dinh ham luong Natri chlorid Phuong
Mubiyté | Phap chuan do the tich
DOMESCO Determination of Sodium chloride content
11. o . 01:2021/TBYTDMC
DOMESCO Volumetric titrimetric method
Medical Salt | Xac dinh d6 dong déu khi luong
Determination of Uniformity of weight
Xéc dinh ham lugng vitamin C
Phuong phap chuan do thé tich
12. £ phap chuan €o He te 02:2019/TPDMC
Keo ngim Determination of vitamin C content
Vitamin C Volumetric titrimetric method
Vitamin C Xac dinh ham luegng vitamin C
lozenges Phuong phap HPLC-dau do UV
13. o o 0.90 pg/mL 103/2018/TPDMC
Determination of vitamin C content
HPLC- method (detector UV)
Xéc dinh ham lugng Carbohydrat
Téi den Garlicin . 2 aa 1R
Phuong phéap chuan d¢ thé tich
14. Garlicin Black o 92/2018/TPDMC
Garlic Determination of Carbohydrate content

Ghi chii/Note: TPDMC: phuong phap phat trién ciia PTN/Laboratory’s developed method
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DANH MUC PHEP THU NGHIEM PUQC CONG NHAN

LIST OF ACCREDITED TESTS

VILAS 151
Linh vye thir nghiém: Sinh
Field of testing: Biological
Gi6i han dinh
Tén san phim, lugng (néu c6)/
TT | vét ligu dugc thir Tén phép thik cy thé Phamvido | pyrong phip thi
at ligu dwg phép thir cu the s wong phap thir
No Product, The name of specific tests Limmit of Test method
: . ’ quantitation (if
materials tested any)/range of
measurement
1. Dinh luong tong s6 vi khuan hiéu khi.
dl—);m khuan lac ¢ 30 d6 C bang k¥ thuat do6 TCVN 4884-
E tion of total aerobic bacteri 10 CFUTe 12015
numeration of total aerobic bacteria. (ISO 4833-1:2013)
Colony count at 30 degrees C by the pour
plate technique
2. binh luong ndm men, nAm méc
K§ thuat dém khuén lac trong san pham co TCVN 8275-
hoat d0 nudc nhé hon hoac bﬁng 0.95 2:2010
. 10 CFU/g
Enumeration of yeasts and moulds (ISO 21527-
Colony count technique in products with 2:2008)
water activity less than or equal to 0.95
3. binh lugng Escherichia coli gia dinh.
K§ thut dém sb c6 xac suat 1on nhat 0 MPN/ TCVN 6846:2007
Enumeration of presumptive Escherichia coli g (ISO 7251:2005)
Thuce pham Most probable number technique (MPN)
4. bao v¢ su’cv’khoe DPinh lugng Staphylococci cé phan ng
(dgng ran) duong tinh coagulase (Staphylococcus aureus
Health va cac loai khac) TOVN 4830
supplement | ¥ hyat dém sé c6 xéac sudt 16n nhét i
j 0 MPN/ 3:2005
food (Solid) . . g
Enumeration of coagulase-positive (ISO 6888-3:2003)
Staphylococci (Staphylococcus aureus and '
other species)
Most probable number technique (MPN)
5. 1A Phat TCVN 10780-
;hat h1.¢n Sal;wlnella lslpp. hién/25g 1:2017
etection of Salmonella spp. Detected/25¢ | (ISO 6579-1:2017)
6. Dinh lugng Bacillus cereus gia dinh
K¥ thuat dém khuén lac ¢ 30 °C 10 CFU/ TCVN 4992:2005
Enumeration of presumptive Bacillus cereus £ (ISO 7932:2004)
Colony-count technique at 30 °C
7. binh lugng Coliforms
K§ thuat dém khuén lac TCVN 6848:2007
. . 10 CFU/g
Enumeration of Coliforms (ISO 4832:2007)
Colony-count technique
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DANH MUC PHEP THU NGHIEM PUQC CONG NHAN
LIST OF ACCREDITED TESTS

VILAS 151
Gidi han dinh
Tén sian pham, lrgng (néu c6)/
TT | vt liéu dwgc thir Tén phép thir cu thé PL“;;‘n“,‘” Y 0‘3}’ Phuong phap thir
No. Pr.oc;uct, ., The name of specific tests quantitation (if Test method
materials teste any)/range of
measurement
8. Thue pham
bao vé sirc khée | Dinh lwong Clostridium perfringens
(dang ran) | K§ thuat d&ém khuan lac 10 CFU/ TCVN 4991:2005
Health Enumeration of Clostridium perfringens g (ISO 7937:2004)
supplement Colony count technique
food (Solid)

O
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