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CONG HOA XA HOQI CHU NGHIA VIET NAM'
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BAN TU CONG BO TIEU CHUAN CHAT LUQNG DUQC LIEU SO CHE
Sé: 14.CBTC/DDVANHUONG/2025

1. Thong tin vé co sé cong bd ticu chuin chit lwgng duwgrc liéu so ché
Tén co s& cong bd: Cong ty TNHH Dong duge Van Huong

Dia chi: T4 DP Ha Trung, phuong Ddng Héi, tinh Quéang Trj

Dién thoai: 0983.757.266

E-mail: congtvtnhhdongduocvanhuong @ gmail.com

M3 s doanh nghiép: 3100781627

Sé Gihy chimg nhan du didu kién kinh doanh duge sé 11/DKKDD = BYT ngay cap
18/01/2022, noi cip Bo Y Té.

II. Thong tin vé sin pham

1. Tén duoc liéu (tén khoa hoc): Dugc liu so ché Bach Truat (Rhizoma
Atractylodis macrocephalae).

2. Ngudn gbe: Trung Qubc.

3. Quy cach déng goi: Tuai 0,5 kg, thi 1 kg, ti 2 kg, tai 5 kg.

I11. Mirc chit lwgng cong bo:

1. Ghi o chi tiéu chit lwong va mirc chét luogng cta timg chi tiéu chét lugng theo

TCCS.

CHI TIEU o
TT CHAT YEU CAU
LUQNG

1. |Mota Céc lat (phién) day, khong deu V6 ngoai mau vang xam hodc
nau xam. Mat cét c6 mau trang vang dén nau nhat, rai rac cac
khoang chira tinh diu mau vang niu. G c6 gén xuyén tam.
Mui thom dic trung, vi ngot, hoi cay, khi nhai hoi dinh.

2. | Viphau Phai c6 dic diém vi phau cia Bach Truat:
Lop ban gém nh1eu hang té bao xép khd déu dan. Lop md
mem gom nhirng té bao hinh nhiéu canh, c6 thanh mong, cé




khoang chira tinh dau va rai rac c6 céc tinh thé calci oxalat
hinh kim. Phia trén libe c6 nhitng dam té bao mo cing da so
hoa soi. Téang phat sinh libe-gd thanh vong rd rét. Libe- -gd
x€p thanh tia tda tron. Tia rudt hep.

Bot Phai c6 ddc diém cia bot Bach Truat:
Bot c6 mau vang néu, mui thom dac trung, vi déng. Soi kinh ‘
hién vi thdy: Manh ban gdm nhiing té bao hinh nhiéu canh,
thanh day. Té bao md cung hinh nhiéu canh, thanh day, c6 10
trao ddi. Manh mo mém chira tinh thé calci oxalat hinh cdu
gai va c6 cac khoang chira tinh diu c6 mau nau dén nau vang.
Tinh thé calci oxalat hinh kim ¢6 déu nhon nim riéng r& hay
thanh dam, manh mach vach, mach mang. Khdi nhua mau
vang, nau, do.

Dinh tinh: Phan tmg hoa hoc: Phdi c6 phan ung dinh tinh cua Bach
Truat.
Sic ky 16p mong: Trén sic ky do cia dung dich thir phai ¢o
cac vét cung gia tri R va cung mau sic vdi cac vét trén sic
ky db ctia dung dich db6i chiéu, vét chinh & trén cing c6 mau
do.

Do am Khéng qua 14,0 %.

Tro toan | Khong qua 5,0 %.

phéan

Tap chat Khéng qua 1,0 %.

Tén du | Khong qua 400 ppm.

lugng Luu

huynh  Di-

oxide SO2

Chat  chiét | Khong duoc it hon 3,0 % tinh theo dugc liéu kho kiét.

trong dugc
ligu

HE/S9  aNeN



2. Bang so sanh céc chi tiéu chét lwong va muc chat luong trong truong hop duoc lidu di ¢ chuyén luan quy dinh trong Dugce
dién.
Tiéu chuén co s& dugce xdy dung tham chiéu theo Dugc dién Viét Nam V, chuyén luan Bach Truat (RE) (Rhizoma Atractylodis

macrocephalae), tap 2 trang 1077 va Duge dién Trung Quéc chuyén luan Rhizoma Atractylodis macrocephalae, Volume Ia trang
63.

TT | Chi tiéu Mikc chét lwong
Tiéu chuin co s¢ Dugc dién Viét Nam V Duoc dién Trung Quéc
(CP2020)
1. |Mbta Cac lat (phién) day, khong déu. V6 | Mt ngoai mau ndu nhat hodc | Cac lat day, khong déu. Vo ngoai

ngoai mau vang xam hodc nau xam. | xam, ¢6 nhiéu mau, 6 van hinh | mau vang xam hodc ndu xam.
Mit cit ¢6 mau tring vang dén nau | hoa ciic, ¢c6 nhiéu nép nhin doc. | Mat cit ¢c6 mau tring vang dén
nhat, rai rac cac khoang chira tinh Chat cung khé bé gy, mat cit | nau nhat, rai rac cac khoang dau
diu mau vang nau. G ¢ gin xuyén | khong phing, ¢6 mau vang dén | mau vang nau. GO c6 gén xuyén
tdim. Mui thom dac trung, vi ngot, | ndu nhat, rai rac c6 khoang chira | tim. Mui thom nhe, vi ngot, hoi

hoi cay, khi nhai hoi dinh. tinh ddu mau niu vang, mui déc | cay, nhai hoi dinh.
trung.
2. | Viphiu Phéi ¢6 ddc diém vi phdu ciia Bach | Lép bin gdm nhiéu hang té bao
Truat: x€p kha déu dan. Lop mdé mém

gdbm nhitng t& bao hinh nhiéu
canh, ¢6 thanh mong, c6 khoang
chtra tinh déu va rai rac ¢6 cac tinh
thé calci oxalat hinh kim. Phia trén
libe c6 nhitng dam té bao mé cing
da s hoa soi. Tang phat sinh libe-
g0 thanh vong rd rét. Libe-gd xép
thanh tia téa tron. Tia rudt hep.

Lép ban gébm nhiéu hang te bao xep
kha déu dan. Lép mdé mém gdm
nhimg t& bao hinh nhiéu canh, c6
thanh moéng, c¢6 khoang chua tinh
ddu va rai rac co cac tinh thé calci
oxalat hinh kim. Phia trén libe co
nhitng ddm té bao mo ctng da sb hoa
soi. Tang phat sinh libe-gd thanh




vong rd rét. Libe-gd xép thanh tia téa
tron. Tia rudt hep.

Soi bt

Phai c6 dic diém cta bot Bach Truét:

Bot ¢6 mau vang nau, mui thom déc
trung, vi déing. Soi kinh hién vi thiy:
Manh ban gébm nhimg té bao hinh
nhiéu canh, thanh day. Té bao md
cung hinh nhiéu canh, thanh day, co
16 trao ddi. Manh md mém chira tinh
thé calci oxalat hinh ciu gai va c6
cac khoang chira tinh dau c6 mau
ndu dén ndu vang. Tinh thé calci
oxalat hinh kim c6 diu nhon nim
riéng r€ hay thanh dam, manh mach
vach, mach mang. Khdi nhua mau
vang, nau, do.

Bot ¢6 mau vang ndu, mui thom
dic trung, vi ding. Soi kinh hién
vi thiy: Manh ban gébm nhiing té
bao hinh nhidu canh, thanh day. Té
bao méd cimg hinh nhidu canh,
thanh day, c6 18 trao dbi. Manh
md mém chira tinh thé calci oxalat
hinh cdu gai va c¢6 cic khoang
chtra tinh diu ¢é mau nau dén nau
vang. Tinh thé calci oxalat hinh
kim c6 ddu nhon nim riéng ré hay
thanh dam. Manh mach vach,
mach mang. Khdi nhwa mau vang,
nau, do.

Pinh tinh

Phan tng hoa hoc: Phai c¢6 phan ting
dinh tinh ctia Bach truét.

Tién hanh theo Dugc dién Viét Nam
V.

Phan Gng héa hoc: Phai cé phéan
ung dinh tinh ciia Bach truét.

Sic ky 16p méng: Trén sic ky do cta
dung dich thir phai c6 cic vét cling
gid tri Ry va cling mau sic véi cac vét
trén sic ky dd cua dung dich dbi
chiéu, vét chinh & trén cing c6 mau
do.

Sic ky 16p mong: Trén sic ky do
ctia dung dich thir phai ¢6 céc vét
cling gia tri Re va cing mau sic
v6i cac vét trén sic ky do cua
dung dich ddi chiéu, vét chinh &
trén cung c6 mau do.

Séc ky 16p mong: Céc vét sic ky
trong sic dd cta dung dich thir
tuong tng vé-vi tri va mau sic
véi cac vét trong sic dd clia dung
dich chudn, va xuit hién vét
chinh mau héng giéng nhau

a ol |=
_ 2x »\,/
\\%\ g= ::'/.—?/




Tién hanh theo Duoc dién Viét Nam | Phu luc 5.4 (atractylon) trén ca hai sic do.
¥ Quy dinh chung 0502
Phu luc 5.4
Po 4m Khong qua 14,0 %. Khong qua 14,0 %. Khong qua 15,0 %.
Tién hanh theo Duge dién Viét Nam | Phu luc 9.6, 1 g, 105 °C, 4 h Quy tic chung 0832, phuong
V. phéap 2
Phuluc9.6,1¢g,105°C,4h
Tro toan | Khong qué 5,0 %. Khong qua 5,0 %. Khong qua 5,0 %.
phan ) 2 4
Tin hianh theo Dige didn VietNam | T 1698 A
V.
Phu luc 9.8
Tap chit Khong qué 1,0 %. Khong qué 1,0 %.
Tién hanh theo Duoc dién Viét Nam | Phu luc 12.11
V.
Phu luc 12.11
Ton dw | Khong qua 400 ppm Khoéng qua 400 ppm
l“’(-):"g Lu‘," Tiér} hanh theo Duoc dién Trung Quy tic chung 2331
huynh -~ Di- | o, £ (cP2020).
oxide SO2 " -
Quy téc chung 2331
Chat chiét | Khong duoc it hon 3,0 % tinh theo | Khong it hon 3,0 % tinh theo dugce | Ham lugng khéng dugc nhé hon

trong dwoc

duogc liéu kho kiét.

liéu kho kiét

35,0 %.
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liéu

Tién hanh theo Dugc dién Viét Nam
V.

Tién hanh theo phuong phap chiét

nong (Phu luc 12.10), dung ethanol
96 % (TT) lam dung mai.

Tién hanh theo phuong phap chiét
nong (Phu luc 12.10), dung
ethanol 96 % (TT) lam dung moi.

Tién hanh theo phuong phap
chiét noéng (Quy dinh chung
2201), st dung ethanol 60 % lam
dung moi.
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IV. Tai liéu dinh kém:
1. TCCS dugc liéu so ché cta co sé cong bd.

2. Ban sao Phiéu kiém nghiém chat luong dugc liéu so ché dat chit luong theo
TCCS do co s& kiém nghiém nha nudce dat GLP.

3. Ban sao tai liéu chimg minh ngudn gdc, xuét x{r ctia dugc liéu theo quy dinh tai
Diéu 13 Thong tu s6 32/2025/TT-BYT ngay 01 thang 07 nam 2025.

Chuing t6i xin cam két chiu trdch nhiém hoan toan trudc phép ludt vé tinh phéap ly
cua ho so cong bo ti€u chuan chat luvong dugc liéu so ché./.

Quang Tri, ngay A6 thang Qf nam 20:.6

DAI DIEN TO CHU'C




