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

VIRAS 004

1. Linh vuc/ Field: Héa duge, duge li¢u/ Pharmaceutical Chemical, Herbal

2. Dbi tuong/Category:

TT

Tén mau chuan
Name of reference
material

Gia tri cia miu
chuén
Range of
property values

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

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

Itraconazol (RM))

(99,0 ~ 100,0) %

(0,2 ~2,0) %

- muc dinh luong, chuyén ludn
nguyén li¢u Itraconazol theo Dugc
dién tham chiéu phién ban hién
hanh/assay, Itraconazol monograph,
current valid Pharmacopocia.

- K§ thuat phan tich/ Measurement
technique: HPLC

Metoprolol tartrat (RM)

(99,0 ~ 100,0) %

(0,2 ~2,0) %

- muc dinh lugng, chuyén luidn
nguyén liéu Metoprolol tartrat theo
Dugc dién tham chiéu phién ban
hién hanh/assay, Metoprolol tartrat
monograph, current valid
Pharmacopoeia.

- Ky thuat phan tich/ Measurement
technique: HPLC

Cephalexin (RM)

(90,0 ~ 95,0) %

(0,2 ~2,0) %

- muc dinh lugng, chuyén luidn
nguyén liéu Cephalexin theo Duogc
dién tham chiéu phién ban hién
hanh/assay, Cephalexin monograph,
current valid Pharmacopoeia.

- Ky thuat phan tich/ Measurement
technique: HPLC

Omeprazol (RM)

(98,0 ~ 100,0) %

(0,2 ~2,0) %

- muc dinh lugng, chuyén luan
nguyén li€u Omeprazol theo Dugc
dién tham chiéu phién ban hién
hanh/assay, Omeprazol monograph,
current valid Pharmacopoeia.

- K§ thuat phan tich/ Measurement
technique: HPLC

Aciclovir (RM)

(93,0 ~97,0) %

(0,2 ~2,0) %

- muc dinh lugng, chuyén ludn
nguyén liéu Aciclovir theo Dugc
dién tham chiéu phién ban hién
hanh/assay, Aciclovir monograph,
current valid Pharmacopoeia.

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

VIRAS 004

Tén mau chuan
TT Name of reference

material

Gia tri cia miu
chuén
Range of
property values

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

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

Dapagliflozin
propanediol (RM)

(78,0 ~ 83,0) %
(Dapagliflozin)

(0,2 ~2,0) %

- muc dinh luong, chuyén ludn
nguyén lidu Dapagliflozin
propanediol theo Dugc dién tham
chiéu phién ban hién hanh/assay,
Dapagliflozin propanediol
monograph, current valid
Pharmacopoeia.

- Ky thuat phan tich/ Measurement
technique: HPLC

7. | Acid folic (RM)

(85,0 ~ 95,0) %

(0,2 ~2,0) %

- muc dinh lugng, chuyén ludn
nguyén li€u Acid folic theo Duoc
dién tham chiéu phién ban hién
hanh/assay, Acid folic monograph,
current valid Pharmacopoeia.

- K§ thuat phan tich/ Measurement
technique: HPLC

8. | Piracetam (RM)

(98,0 ~ 100,0) %

(0,2 ~2,0) %

- muc dinh lugng, chuyén ludn
nguyén li€u Piracetam theo Duoc
dién tham chiéu phién ban hién
hanh/assay, Piracetam monograph,
current valid Pharmacopocia.

- Ky thuat phan tich/ Measurement
technique: HPLC

9. | Cafein (RM)

(98,0 ~ 100,0) %

(0,2 ~2,0) %

- muc dinh lugng, chuyén luan
nguyén liéu Cafein theo Dugc dién
tham chiéu phién ban hién
hanh/assay, Cafein  monograph,
current valid Pharmacopoeia.

- Ky thuat phan tich/ Measurement
technique: HPLC

10. | Methylprednisolon (RM)

(98,0 ~ 100,0) %

(0,2 ~2,0) %

- muc dinh lugng, chuyén ludn
nguyén li€éu Methylprednisolon theo
Dugc dién tham chiéu phién ban
hién hanh/assay, Methylprednisolon
monograph, current valid
Pharmacopoeia.

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

VIRAS 004
Do khong
. 4 tri ot A dam béo do
Tén miu chuan Gia tg“clg?l o rong Phwong phap xic dinh gi trj
TT Name of reference R Expended mau chuan
material ange of uncertainty of | Method to determine RM value
property values property
values
- muc dinh luong, chuyén ludn
nguyén liu Dexamethason natri
phosphat theo Dugc dién tham chiéu
Dexamethason natri phién  ban  hién  hanh/assay,
11. (90,0 ~ 95,0) % (0,2 ~2,0) % | Dexamethason sodium phosphate
phosphat (RM) monograph, current valid
Pharmacopoeia.

- Ky thuat phan tich/ Measurement

technique: HPLC
HPLC (muc dinh lugng, chuyén ludn
nguyén li¢u Sertralin hydroclorid
. . theo Dugc dién tham chiéu phién

. Sertralin hydroclorid (98.0 ~ 100.0) % | (0.2 ~2,0) % ban hién hanh)

(RM)

HPLC (assay, Sertralin hydroclorid

13. | Acetylcystein (RM)

(98,0 ~ 100,0) %

(0,2 ~2,0) %

monograph, current valid
Pharmacopoeia)

- muc dinh lugng, chuyén ludn
nguyén li€u Acetylcystein theo
Dugc dién tham chiéu phién ban
hién  hanh/assay,  Acetylcystein
monograph, current valid
Pharmacopoeia.

- Ky thuat phan tich/ Measurement
technique: HPLC

14. | Amlodipin besylat (RM)

(98,0 ~ 100,0) %

(0,2 ~2,0) %

- muc dinh lugng, chuyén luin
nguyén liéu Amlodipin besylat theo
Dugc dién tham chiéu phién ban
hién hanh/assay, Amlodipin besylat
monograph, current valid
Pharmacopoeia.

- Ky thuat phan tich/ Measurement
technique: HPLC

15. | Methylparaben (RM)

(98,0 ~ 100,0) %

(0,2 ~2,0) %

- muc dinh lugng, chuyén ludn
nguyén li¢u Methylparaben theo
Dugc dién tham chiéu phién ban
hién hanh/assay, Methylparaben
monograph, current valid
Pharmacopoeia.

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

VIRAS 004

TT

Tén mau chuan
Name of reference
material

Gia tri cia miu
chuén
Range of
property values

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

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

16.

Allopurinol (RM)

(98,0 ~ 100,0) %

(0,2 ~2,0) %

- muc dinh luong, chuyén ludn
nguyén li€u Allopurinol theo Duogc
dién tham chiéu phién ban hién
hanh/assay, Allopurinol monograph,
current valid Pharmacopoeia.

- Ky thuat phan tich/ Measurement
technique: HPLC

17.

Sitagliptin phosphat
(RM)

(95,0 ~ 98,0) %

(0,2 ~2,0) %

- muc dinh lugng, chuyén ludn
nguyén liéu Sitagliptin phosphat
theo Duoc dién tham chiéu phién
ban hién hanh/assay, Sitagliptin
phosphat monograph, current valid
Pharmacopoeia.

- Ky thuat phan tich/ Measurement
technique: HPLC

18.

Fexofenadin hydroclorid
(RM)

(98,0 ~ 100,0) %

(0,2 ~2,0) %

- muc dinh lugng, chuyén ludn
nguyén liéu Fexofenadin
hydroclorid theo Duoc dién tham
chiéu phién ban hién hanh/assay,
Fexofenadin hydroclorid
monograph, current valid
Pharmacopoeia.

- Ky thuat phan tich/ Measurement
technique: HPLC

19.

Propylparaben (RM)

(98,0 ~ 100,5) %

(0,2 ~2,0) %

- muc dinh lugng, chuyén ludn
nguyén liéu Propylparaben theo
Dugc dién tham chiéu phién ban
hién hanh/assay, Propylparaben
monograph, current valid
Pharmacopoeia.

- K§ thuat phan tich/ Measurement
technique: HPLC

20.

Cefuroxim acetyl (RM)

(97,0 ~ 100,0) %

(0,2 ~2,0) %

- muc dinh lugng, chuyén luan
nguyén li¢u Cefuroxim acetyl theo
Dugc dién tham chiéu phién ban
hién hanh/assay, Cefuroxim acetyl!
monograph, current valid
Pharmacopoeia.

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

VIRAS 004

TT

Tén mau chuan
Name of reference
material

Gia tri cia miu
chuén
Range of
property values

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

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

21.

Brombhexin hydroclorid
(RM)

(98,0 ~ 100,0) %

(0,2 ~2,0) %

- muc dinh luong, chuyén ludn
nguyén liéu Bromhexin hydroclorid
theo Dugc dién tham chiéu phién
ban hién hanh/assay, Bromhexin
hydroclorid  monograph, current
valid Pharmacopoeia.

- K§ thuat phan tich/ Measurement
technique: HPLC

22.

Duogc liéu chuin Xuyén
khung (Thén ré) (R))

Rhizoma Ligustici
Wallichii

Xuyén khung

Rhizoma Ligustici
Wallichii

Mo ta; Vi phau; bot; Dinh tinh phan
mg héa hoc; Dinh tinh sic ky 16p
mong; Do 4m; Tro toan phan; Chét
chiét duoc trong dugc liéu; Pinh
lugng Acid ferulic; Tap chit va mbc
mot/
section; Powder; Chemical
identification tests; Identification
test by Thin-Layer Chromatography
(TLC); Loss on drying; Total ash;
Extractivé; Assay of Ferulic acid;
mold,

Description; Transverse

Impurities, and  insect

infestation.

23.

Duoc liéu chudn Thién
ma (Than ré) (Rhizoma
Gastrodiae elatae) (RM)

Thién ma
Rhizoma
Gastrodiae elatae

Mo ta; bot; Dinh tinh phan tng hoa
hoc; Pinh tinh séc ky 16p mong; Do
am; Tro toan phén; Chét chiét duogc
trong duogc ligu; Dinh luong
Gastrodin; Tap chit va mébc mot/
Description; section;
Powder;  Chemical identification
tests, Identification test by Thin-
Layer Chromatography (TLC), Loss
on drying; Total ash; Extractive;
of Gastrodin;
mold, and insect infestation.

Transverse

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

VIRAS 004

TT

Tén mau chuan
Name of reference
material

Gia tri cia miu
chuén
Range of
property values

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

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

24.

Duogc liéu chuin Pang
sam (R&) (RM)
Radix Codonopsis

bang sam
Radix Codonopsis

Mo ta; Vi phau; bot; Dinh tinh phan
mg héa hoc; Dinh tinh sic ky 16p
mong; Do am; Tro toan phﬁn; Chat
chiét dugc trong dugc liéu; Tap chat
: mot/ Description,
Transverse section; Powder;
Chemical identification tests;
Identification test by Thin-Layer
Chromatography (TLC); Loss on
drying; Total ash;
Impurities,  mold,
infestation.

va moc

Extractive;

and insect

25.

Bot dwoc liéu chuin
Pang saim (R&) (RM)
Radix Codonopsis
Powder

bang sam
Radix Codonopsis
Powder

Mo ta; bot; Dinh tinh phan Gng hoa
hoc; Pinh tinh sic ky 16p mong; Do
am; Tro toan phé”m; Chét chiét dugc
trong dugc liéu; Tap chit va méc
mot/ Description;
section; Powder; Chemical
identification tests; Identification
test by Thin-Layer Chromatography
(TLC); Loss on drying; Total ash;
Extractive; Impurities, mold, and
insect infestation.

Transverse

26.

Duoc liéu chuin Tho
phuc linh (Than ré) (RM)

Rhizoma Smilacis glabrae

Thé phuc linh
Rhizoma Smilacis
glabrae

Mo ta; Vi phau; bot; Dinh tinh sdc
ky 16p mong; D6 am; Tro toan phan;
Chét chiét duoc trong dugc ligu;
Pinh luong Astilbin; Tap chit va
mbc mot/ Description, Transverse
section; Powder; Chemical
identification tests; Identification
test by Thin-Layer Chromatography
(TLC); Loss on drying; Total ash;
of  Astilbin;
and  insect

Extractivé;,  Assay

Impurities,  mold,

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

VIRAS 004

TT

Tén mau chuan
Name of reference
material

Gia tri cia miu
chuén
Range of
property values

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

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

27.

Duwgrc li¢u Phuc linh
(Bach linh) (Thé qua
nam) (RM)

Poria

Phuc linh (Bach
linh)
Poria

Mo ta; Soi bdt; Pinh tinh phan Gng
héa hoc; Dinh tinh sic ky 16p moéng;
Do 4m; Tro toan phﬁn; Chét chiét
dugc trong dugc liéu; Tap chat va
mdc mot/ Description; Transverse
section; Powder; Chemical
identification tests; Identification
test by Thin-Layer Chromatography
(TLC); Loss on drying; Total ash;
Extractive; Impurities, mold, and
insect infestation.

28.

Bot dugce li€éu Phuc linh
(Bach linh) (Thé qua
nim) (RM)

Poria

Phuc linh (Bach
linh)
Poria

Mo ta; bot; Dinh tinh phan tng hoa
hoc; Pinh tinh sdc ky 16p mong; Do
am; Tro toan phé”m; Chét chiét duogc
trong dugc liéu; Tap chit va moc
mot/ Description; Transverse
section; Powder; Chemical
identification tests; Identification
test by Thin-Layer Chromatography
(TLC); Loss on drying; Total ash;
Extractivé;, Impurities, mold, and

insect infestation.

29.

Duogc li¢u chuin Pia
hoang (Sinh dia) (Ré)
(RM)

Radix Rehmanniae
glutinosae

Dbia hoang
(Sinh dia)
Radix Rehmanniae
glutinosae

Mo ta; Vi ph?lu; bot; Pinh tinh phan
mg hoa hoc; Dinh tinh sic ky 16p
mong; D6 am; Tro toan phan; Chat
chiét duogc trong dugc li€u; DPinh
lugng  Catalpol; Dinh lugng
Verbascosid; Tap chit va mdc mot
Description; section;
Powder;  Chemical identification
tests, Identification test by Thin-
Layer Chromatography (TLC), Loss

Transverse

on drying; Total ash; Extractivé;
Assay of Catalpol and Verbascosid;
mold, insect

Impurities, and

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

VIRAS 004
Do khong
. X z ia tri ciia ma dam bao do .
Tén mau chuan G P ey " mé ron Phwong phap xac dinh gia tri
chuan ong x z :
TT Name of reference Range of Expended mau chuan
material 8 uncertainty of | Method to determine RM value
property values property
values
Mo ta; Vi ph?lu; bot; Dinh tinh sdc
ky 16p méng; Do am; Tro toan phﬁn;
Chét chiét duoc trong duoc li¢u; Tap
Dugec liéu chuin Hau Hau phéc chat va mdc mot/ Description;
phic (Vé) (RM) Cortex Magnoliae Transverse section; Powder;
30. ) .. Chemical identification tests;
Cortex Magnoliae officinalis . . .
officinalis Identification test by Thin-Layer
Chromatography (TLC); Loss on
drying; Total ash;, Extractivé;
Impurities, mold, and insect
infestation.
Mo ta; bot; Pinh tinh sic ky 16p
mong; Do 4m; Tro toan phan; Chét
chiét duogc trong dugc liéu; Tap chét
Bot dugc li¢u chuin Hau va mdéc mot/  Description;
phéc (Vé) (RM) Hau phac Transverse section; Powder;
31. . Cortex Magnoliae Chemical  identification tests;
Cortex Magnoliae Lo . . .
officinalis officinalis Identification test by Thin-Layer
Chromatography (TLC); Loss on
drying; Total ash;, Extractivé;
Impurities, mold, and insect
infestation.
Ghi chi/ Note:

- RM: chét chuan/vat liéu chuén/reference material

- Po khong dam bao do mé rong, dién dat & mirc tin cdy 95%, thudong dung hé sé phu k=2 va cong bd tbi da
t6i 2 chit s 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.

- Trudng hop Vién Kiém nghiém thudc thanh phé H6 Chi Minh cung cép dich vu san xuit mau chuan thi
Vién Kiém nghiém thudc thanh phd H5 Chi Minh phai ding ky hoat dong va duoc cap gidy ching nhan ding
ky hoat dong theo quy dinh ciia phap luat trudc khi cung cap dich vu nay/ It is mandatory for the Institute of
Drug Quality Control Hochiminh City 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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