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DANH MUC MAU CHUAN PUQC CONG NHAN
LIST OF ACCREDITED REFERENCE MATERIAL

VIRAS 007

1. Linh vuc/ Field: Hoa dwoc/ Pharmaceutical Chemical

2. Dbi tuong/Category:

Gi4 tri ciia DY khong dam
Tén miu chuin x ‘§ bdo do mé rong Phwong phap xac dinh gia tri
mau chuan x 2
TT | Name of reference Range of proper Expended mau chuan
material 4 val u’; s perty uncertainty of Method to determine RM value
property values
- Chuyén luan Vitamin C assay
Acid ascorbic E;en(;l/d ;i?;ni'lzncl\;[z,sl;eneneral
1. | (RM) (99,0 ~100,5)% | (0,2~2,0)% ' E .
Ascorbic acid (RM) chapter - USP current version
- K¥ thuéat phan tich/Measurement
technique: HPLC-DAD
- Muc dinh lugng, chuyén luén
o (785 ~ 920) A'Ilnoxicilin tl.riAhyd.rAat thfao duoc
Amoxicilin i dién tham chiéu hién hanh/A4ssay,
trihydrat (RM) # gv g Amoxicillin trihydrate
2. . e cua (0,2 ~2,0) % )
Amoxicillin . monograph, Pharmacopoeia
) Amoxicilin/of .
trihydrate (RM) - current version
Amoxicillin o Ar LA
- K¥ thuéat phan tich/Measurement
technique: HPLC-DAD
- Muc dinh lugng, chuyén luan
Celecoxib theo dugc dién tham
chiéu hién hanh/Assay, Celecoxib
3. | Celecoxib (RM) (98,0 ~101,0) % (0,2~2,0)% | monograph, Pharmacopoeia
current version
- K¥ thuat phan tich/Measurement
technique: HPLC-DAD
- Muc dinh lugng, chuyén luan
Clorpheniramin maleat theo dugc
Clorpheniramin dién tham chiéu hién hanh/Assay,
maleat (RM) Chlorpheniramine maleate
4. ~101,0) ¢ 2~2,0)9
Chlorpheniramine (8,0~101,0)% | (0, 0) % monograph, Pharmacopoeia
maleate (RM) current version
- K¥ thuéat phan tich/Measurement
technique: HPLC-DAD
- Muc dinh luong, chuyén luan
) Fexofenadin hydroclorid theo
Fexofenadin .2 A1 ea
. duoc dién tham chi€u hién
hydroclorid (RM) hanh/A4ssay, Fexofenadine
5. | Fexofenadine (96,5 ~ 100,0) % (0,2 ~2,0) % y,'
) hydrochloride monograph,
hydrochloride . .
(RM) Pharmacopoeia current version
- K¥ thuéat phan tich/Measurement
technique: HPLC-DAD
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DANH MUC MAU CHUAN PUQC CONG NHAN
LIST OF ACCREDITED REFERENCE MATERIAL

VIRAS 007
Gi4 tri ciia D6 khong dam
Tén miu chuin l; ! ‘! bao do mé rong Phwong phap xac dinh gia tri
mau chuan x z
TT | Name of reference R f Expended mau chuan
material ange 0l property uncertainty of Method to determine RM value
vatues property values
- Muc dinh lugng, chuyén luan
Guaifenesin theo duogc dién tham
chiéu hién hanh/A4ssay,
6. | Guaifenesin (RM) | (98,0 ~101,0) % (0,2~2,0) % Guaifenesin monograph,
Pharmacopoeia current version
- K¥ thuéat phan tich/Measurement
technique: HPLC-DAD
- Muc dinh lugng, chuyén luén
. Metformin hydroclorid theo dugc
Metformin X LA g 1
. dién tham chiéu hién hanh/A4ssay,
hydroclorid (RM) Metformin hydrochloride

7. | Metformin (98,0~101,0)% | (0,2~2,0)% monoeraph );’harmaco ocia
hydrochloride &rapm, P
(RM) current version

- K¥ thuéat phan tich/Measurement
technique: HPLC-DAD
- Muc dinh lugng, chuyén luén
Phenylephrin h lorid th
Phenylephrin ey eP oo ydrf)A’c Or.lfl 0
. dugc dién tham chi€u hién
hydroclorid (RM) hanh/A4ssay, Phenylephrine

8. | Phenylephrine (98,0 ~101,0)% | (0,2 ~2.,0) % ), mhenviep

. hydrochloride monograph,
hydrochloride . .
(RM) Pharmacopoeia current version

- K§ thuat phan tich/Measurement
technique: HPLC-DAD
- Muc dinh lugng, chuyén luén
Sitagliptin S}Eagllptln ph(gSphf[ th?o duoc
hosphat (RM) dién tham chi€u hién hanh/Assay,
0. gita ll)l fin (95,0 ~ 98,0) % (0,2~2,0)% | Sitagliptin phosphate monograph,
hof llz’ate (RM) Pharmacopoeia current version
phosp - K¥ thuéat phan tich/Measurement
technique: HPLC-DAD
- Muc dinh lugng, chuyén luan
Sulfamethoxazol theo dugc dién
Sulfamethoxazol A 1A s
(RM) tham chi€u hién hanh/Assay,

10. (98,0 ~101,0) % (0,2~2,0)% | Sulfamethoxazole monograph,
Sulfamethoxazole . .
(RM) Pharmacopoeia current version

- K¥ thuat phan tich/Measurement
technique: HPLC-DAD
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DANH MUC MAU CHUAN PUQC CONG NHAN
LIST OF ACCREDITED REFERENCE MATERIAL

VIRAS 007
Gi trj ciia D khong dim
Tén miu chuin X .z bao do mé rong Phwong phap xac dinh gia tri
mau chuan x z
TT | Name of reference R f Expended mau chuan
material angev:l u’; 201’ erty uncertainty of Method to determine RM value
property values
- Muc dinh lugng, chuyén luan
Tenofovir Tenofovir disoproxil fumarat theo
disoproxil fumarat duoc dién tham chiéu hién

1. (RM) ' (97.0 ~ 101,0) % (0.2 ~2.0) % hanh/A4ssay, Tenofovir disoproxil
Tenofovir fumarate monograph,
disoproxil fumarate Pharmacopoeia current version
(RM) - K¥ thuat phan tich/Measurement

technique: HPLC-DAD
- Muc dinh lugng, chuyén luén
Ginkgo capsules theo duoc dién
Isorhamnetin My hién hanh/Assay, Ginkgo
12. (RM) (95,0 ~ 100,0) % (0,2~2,0)% capsules monograph, USP
current version
- K¥ thuéat phan tich/Measurement
technique: HPLC-DAD
- Muc dinh lugng, chuyén ludn
Methylprednisolon Mxethylpredn%siolorithe(‘) duge
(RM) dién tham chi€u hién hanh/A4ssay,
13. ~101,0) ¢ 2~2,0)9 M ]
3 Methylprednisolone (96,5 ~101,0) % (O, ,0) % ethylpredms'olone monogrqph,
(RM) Pharmacopoeia current version
- K¥ thuat phan tich/Measurement
technique: HPLC-DAD
- Muc dinh lugng, chuyén luén
Montelukast natri Montelu'liast Hatrl :[heo duoc dién
(RM) tham chi€u hién hanh/A4ssay,

14. (96,0 ~100,0) % (0,2~2,0)% | Montelukast sodium monograph,
Montelukast . .
sodium (RM) Pharmacopoeia current version

- K¥ thuat phan tich/Measurement
technique: HPLC-DAD
Vitamin A - Chuyén luan Vitamin A assay
palmitat (dang theo dugc dién My hién

15 diu) — (RM) (950.000 ~ (0.2 ~2.0) % hanh/Vitamin A assay general

" | Vitamin A 1.100.000) IU/g ’ e chapter - USP current version
palmitate (oily - K¥ thuat phan tich/Measurement
form) — (RM) technique: UV-VIS
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DANH MUC MAU CHUAN PUQC CONG NHAN
LIST OF ACCREDITED REFERENCE MATERIAL

VIRAS 007

TT

Tén mau chuan
Name of reference
material

Gia tri cua
miu chuin
Range of property
values

P khong dam
bao do mé rong
Expended
uncertainty of
property values

Phwong phap xac dinh gia tri
mau chuin
Method to determine RM value

16.

Oseltamivir
phosphat (RM)
Oseltamivir
phosphate (RM)

(98,0 ~ 101,0) %

(0,2 ~2,0) %

- Muc dinh luong, chuyén luan
Oseltamivir phosphat theo dugc
dién tham chiéu hién hanh/Assay,
Oseltamivir phosphate
monograph, Pharmacopoeia
current version

- K¥ thuéat phan tich/Measurement
technique: HPLC-DAD

17.

4-Aminophenol
(RM)

(95,0 ~ 101,0) %

(0,2 ~2,0) %

- Pinh lugng theo VKN/TQKT-
TT/052/4ssay, VKN/TQKT-
TT/052 procedure

- K¥ thuat phan tich/Measurement
technique: HPLC-DAD

18.

Dextromethorphan
hydrobromid
(RM)
Dextromethorphan
hydrobromide

(RM)

(94,0 ~ 98,0) %

(0,2 ~2,0) %

- Muc dinh lugng, chuyén luén
Dextromethorphan hydrobromid
theo duoc dién tham chiéu hién
hanh/A4ssay, Dextromethorphan
hydrobromide monograph,
Pharmacopoeia current version

- K§ thuat phan tich/Measurement
technique: HPLC-DAD

19.

Aspirin (RM)

(98,0 ~ 101,0) %

(0,2 ~2,0) %

- Muc dinh lugng, chuyén luén
Aspirin theo dugc dién tham
chiéu hién hanh/Assay, Aspirin
monograph, Pharmacopoeia
current version

- K¥ thuéat phan tich/Measurement
technique: HPLC-DAD

20.

Deferasirox (RM)

(98,0 ~ 101,0) %

(0,2 ~2,0) %

- Muc dinh luong, chuyén luan
Deferasirox theo dugc dién tham
chiéu hién hanh/Assay,
Deferasirox monograph,
Pharmacopoeia current version

- K¥ thuat phan tich/Measurement
technique: HPLC-DAD
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DANH MUC MAU CHUAN PUQC CONG NHAN
LIST OF ACCREDITED REFERENCE MATERIAL

VIRAS 007

TT

Tén mau chuan
Name of reference
material

Gia tri cua
miu chuin
Range of property
values

P khong dam
bao do mé rong
Expended
uncertainty of
property values

Phwong phap xac dinh gia tri
mau chuin
Method to determine RM value

21.

Piracetam (RM)

(97,5 ~ 101,0) %

(0,2 ~2,0) %

- Muc dinh lugng, chuyén luan
Piracetam theo dugc dién tham
chiéu hién hanh/Assay, Piracetam
monograph, Pharmacopoeia
current version

- K¥ thuéat phan tich/Measurement
technique: HPLC-DAD

22.

Ketoconazol (RM)
Ketoconazole (RM)

(97,5~ 101,0) %

(0,2 ~2,0) %

- Muc dinh lugng, chuyén ludn
Ketoconazol theo dugc dién tham
chiéu hién hanh/Assay,
Ketoconazole monograph,
Pharmacopoeia current version

- K¥ thuat phan tich/Measurement
technique: HPLC-DAD

23.

Telmisartan (RM)

(96,5 ~ 100,0) %

(0,2 ~2,0) %

- Muc dinh lugng, chuyén ludn
Telmisartan theo dugc dién tham
chiéu hién hanh/4ssay,
Telmisartan monograph,
Pharmacopoeia current version

- K¥ thuat phan tich/Measurement
technique: HPLC-DAD

Ghi chu/Note:

Do khong dam bao do mé rong, dién dat & muc tin cdy 95%, thudng dung hé sé phu k=2 va cong bd

to1 da to1 2 chir sO c6 nghia.

The expanded uncertainty, expressed at approximately 95% level of confidence, usually using a
coverage factor k=2 and expressed with maximum 2 significance digits.

Truong hop Vién Kiém nghiém thudc Trung wong cung cap dich vu san xuat mau chuan thi Vién Kiém nghiém
thudc Trung wong phai dang ky hoat dong va dugc cap gidy ching nhan dang ky hoat dong theo quy dinh cua
phap luat trudce khi cung cap dich vu nay/ It is mandatory for the National Institute of Drug Quality Control
that provides RMP services must register their activities and be granted a certificate of registration according
to the law before providing the service.
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