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XAY DUNG TIEU CHUAN CO SO VI THUOC NU HOE SAO VANG
Nguyén Thi Ha Ly"*, Tran Huyén Trang', Lé Hong Vin Anh', Pham Thi Hién', Do Thi Ha',
Nguyén Thanh Hwong?, Ta Thi Thdio®
Vién Duoc liéu; ’Khoa Héa hoc, Pai hoc Khoa hoc Ty nhién, Pai hoc Quoc gia Ha Noi
*Email: nguyenthihaly.chem@gmail.com
Nhan bai: 19/3/2026 Chap nhén dang: 28/5/2026
Tém tit

Nghién ctru duge thyc hién nhim xdy dung va nang cp tiéu chuén co sé cho vi thubc nu hoe sao vang (HHSV) theo
huéng dén ciia Duoc dién Viét Nam V va Duge dién Trung Qudc 2020. Sau miu HHSV duoc ché bién theo Thong tu
14/2024/TT-BYT va ba mAu mua trén thi truong dugc dua vao phan tich. Cac chi tiéu danh gia bao gdm: mé ta cam quan,
dinh tinh béng séc ky 16p mong, xac dinh do am, tro toan phén, tap chét, dinh lugng flavonoid toan phén tinh theo rutin béng
phuong phép do quang va dinh lugng rutin bang sic ky long hiéu ning cao (HPLC). Phwong phap HPLC duoc thdm dinh
theo hudng din cta ICH va AOAC. Két qua thu dugc cho th'c”iy phuong phap HPLC-DAD dat d¢ dac hi¢u, do tuyén tinh, do
lap lai (RSD < 2,0%) va d¢ dung (B thu hdi trung binh dat 98,94%). Ham luong rutin trong cac miu ché bién dat tir 20,45%
dér} 21,15%; ham luong rutin bang phuong phap do quang dat trén 25%. Cac mau thi truong ciing dat cic mirc tiéu chuan dé
xuat.

Tir kKhéa: Tiéu chudn co sé; Nu hoe sao vang; Dinh tinh va dinh luong.

Summary
Establishing In-house Standards for Processed Styphnolobium japonicum L. Buds

This study aimed to develop and upgrade the in-house quality standards for processed Styphnolobium japonicum buds in
accordance with the Vietnamese Pharmacopoeia V and Chinese Pharmacopoeia 2020. Six samples were processed in the
laboratory following Circular 14/2024/TT-BYT, and three commercial samples were analyzed. The quality criteria included
organoleptic description, identification by thin-layer chromatography, determination of moisture, total ash, and foreign matter.
Total flavonoids were quantified using UV-VIS spectrophotometry, while rutin content was determined by High-
Performance Liquid Chromatography (HPLC). The HPLC method was validated according to ICH and AOAC guidelines.
The HPLC-DAD method demonstrated high specificity, linearity, repeatability (RSD < 2.0%), and accuracy (recovery rate of
98.94%). The rutin content in laboratory-processed samples ranged from 20.45% to 21.15%, and total flavonoids exceeded
25%. All commercial samples complied with the proposed standards.

Keywords: in-house standard; Flos Styphnolobii japonici immaturi; Qualitative and quantitative.

1. Piit van dé Vé phuong phap ché bién, DDVN V huéng

Cay ) hoe  (Styphnolobium japonicum (L. d:?ln cécéh c’hé' bi‘é'n nu hoe nhuﬂ sau: k}ii troi kh(?
Schott, Syn. Sophora japonica L.) dugc trong 140, IrlgatAcacAchurn, hoil Chlfa nd; t.uo‘vg lay 1 10}11
nhiéu & Viét Nam tai cac tinh nhu Hung Yén, bo cac b Phan lfhac gua cay, ?hm nang hogc say
Ninh Binh, Thanh Héa, Ngh¢ An. Trén thé gigi, "¢ Cho dén kho. Thong tu s0 14/2024/TT-BYT
hoe ciing dugc trong & Trung Qudc, Nhat Ban va va Tle’u Ch‘ian QA’u oc ga TCVN }17?6_15:2017
mot sé nude khac [11,[21,[3]. Hoe cb mot sb bo c6 hUOI}g (‘1an ché bién h;’n vi th,uoc‘ hoe hoa sao
phéan dung khac nhau nhu: ny hoe, hoa hoe (hoa vang va hoe‘ hoarsao chayx. Qua’ trn}h Sao vang
d3 nd), hoe gide (qua hoe) va 14 hoe, trong d6 nu  ELUP 1Ang cuong tic dung cam mau va lam cho vi
hoe 1a bd phan dung phé bién nhit. Theo Dugc t}‘luocA CO mui thorm,dac t{“n% hon. Viée sao vang
dién Viét Nam (DDVN V), dugc liéu hoe (Nu laAmQt ptxlu’ong p;h.al? che :p1er} quan tr.‘{“g trongx
hoa) (Flos Styphnolobii japonici immaturi) dugc 1?01‘1g y de tha’y d01‘t1nh‘chvat cua flucz‘c 11@%’ o t}}e
quy dinh 13 phin ny hoa da phoi hay séy nhe dén laﬂ lan} giam tinh han va tang kha ning cam mau
kho cua cdy hoe. Nu hoe dugc dung lam thude cua l}oe [1]’[5]’[6]' )
cAm mau trong cac truong hop xuat huyét, dé Vé tiéu chuan chat h‘rqng, duqc“ liéu hoe da
phong tai bién do mach mau bi xo vira, gion, d8  dugc quy dinh trong nhiéu Dugc dién khac nhau
v, khi ¢6 biéu hién vé ton thwong mao mach, nhu DDVN V, Dugc dién Trung Quéc CP2020

xudt huyét dudi da, xuat huyét vong mac, xut
huyét c6 lién quan dén xo vira dong mach, ting
huyét ap. Cac tac dung ndy cia hoe di duoc
chimg minh do c6 chtra hop chét rutin — 1a mot
flavonoid chinh c¢6 trong hoe [3],[4].

(DPTQ 2020) hay bé Tiéu chuan duoc liéu Hong
Koéng (HKCMMS). Trong khi chuyén ludn hoe
(nu hoa)-DDVN V sir dung chi tiéu dinh lugng
flavonoid téng sb tinh theo rutin bing phuong
phép do quang (quy dinh khong it hon 20%) [1],
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DDTQ 2020 quy dinh chi tiéu dinh luong
flavonoid tong sb tinh theo rutin (quy dinh khong
it hon 8% va 20% tuwong mg ddi v6i hoa hoe-
huaihua va ny hoe-huaimi), va dinh lugng hoat
chit rutin bang phwong phap HPLC (quy dinh
khong it hon 6% va 15% tuong Gng ddi véi hoa
hoe-huaihua va nuy hoe-huaimi) [7]. HKCMMS
chi quy dinh chuyén luan qua hoe (Sophorae
Fructus) [8]. Dbi v6i cac vi thube ché bién tir
duoc liéu hoe, Thong tu s 14/2024/TT-BYT méi
chi quy dinh vé& mit cam quan cia hai vi thudc
hoe hoa sao vang va hoe hoa sao chay. Tiéu
chudn Quéc gia TCVN 11776-15: 2017 (Dugc
liéu sau ché bién - hoe hoa ché) quy dinh chat
luong cho hai vi thudc hoe hoa sao vang va hoe
hoa sao chay gdm céc chi tiéu: cam quan, do am,
tro toan phén, ham lugng kim loai nang, dinh
lwong rutin bang phuong phap HPLC (quy dinh
khong dudi 20%) [5],[6]. Trong khi d6, DDVN V
chwa c6 quy dinh dbi voi cac dang ché bién tur
duogc liéu hoe, dac biét 1a HHSV [1]. Trén co so
d6, nhom nghién ciru tién hanh Xay dung tleu
chuan co s& vi thubc HHSV, nhiam cung cap
thém co s¢ khoa hoc va gdp phan kiém soat chat
lwong duoc liéu, vi thude tir ny hoe & Viét Nam.

2. Thuc nghiém

2.1. Nguyén li¢u

Mau duoc liéu hoe (nu hoa) duoc cung cip boi
Cong ty Indochina, Viét Nam. Mau dugc kiém
nghiém dat tiéu chudn chat luong theo chuyén
luan hoe (nu hoa) trong DDVN V. Ba mau
HHSV-TT1-3 duoc mua trén thi truong tai ba
ctra hang khac nhau trén phd Lin Ong, Ha Noi.
Sau mau HHSV1—6 duoc ché bién tai Trung
tam Ung dung Khoa hoc cong nghé duogc lidu,
Vién Duogc liéu, theo phuong phap duoc quy dinh
trong Thong tw 14/2024/TT-BYT cua Bo Y té
huéng dan phuong phéap ché bién cac vi thude cb
truyén [5].

2.2. Héa chdt

Chat chuin dung trong nghién ctru gdm co
rutin (CAS: 153-18-4, s6 Lot: CFS202302, do
tinh khiét 98,7%) dugc cung cip boi hing
Chemfaces (Trung Qudc). Cac dung méi, hoa
chit dung cho HPLC déu cua hing Merck (dat
chudn HPLC); cac dung méi, hoa chit ding dé

xtr Iy mau déu dat tidu chudn hoa chit tinh khiét
phan tich (P.A.). Nu6c cat hai 1an d3 qua hé
thdng deion.

2.3. Thiét bi

Thiét bj chinh ding trong nghién ctru 13 hé
théng HPLC (Shimadzu, Nhit Ban) gdm bom
LC-20AD, bo tiém mau ty dong SIL-20AHT,
detector DAD, phin mém Labsolution dé truy
xudt hinh anh va s liéu tir hé thong.

2.4. Phuwong phap nghién curu

Céc chi tiéu mé ta, dinh tinh, 40 4m (Phu luc
9.6, 2 g, 105°C, 5 gid), tro toan phan (Phy luc
9.8), tap chat (Phu luc 12.11), Pinh lugng rutin
bang phwong phap UV-VIS theo chuyén luin
hoe (nu hoa), DDVN V.

Pinh heong rutin bang phiong phdp HPLC-
DAD [7] duoc thuc hién theo phuong phap quy
dinh trong chuyén luan dugc li€u hoe trong Dugc
dién Trung Qudc. Tuy nhién trong nghién ciru
nay, ddi tugng nghién ctru 1a cic mau HHSV, vi
vy nhom nghién ctru 4p dung diéu kién xu ly
mau va diéu kién phan tich HPLC-DAD trong
Dugc dién Trung Qubc va co thdm dinh lai
phuong phép nay (theo huéng dan cua ICH va
AOAC) tai diéu kién phong thi nghiém ding
trong nghién ctru nhim dam bao phuong phap
phan tich 1a pht hop dé danh gid ham lugng rutin
trong mau HHSV.

Dung dich thir: can chinh xac khoang 0,1 g bot
mau thir chuyén vao binh nén nat mai, thém
chinh x4c 50 mL methanol, cin xac dinh khdi
lwong binh chiét. Tién hanh chiét siéu 4m trong
30 phat, d& yén vé nhiét d6 phong, cin va bd
sung khéi lugng binh biang methanol dén khoi
lugng ban dau, lac déu. Léy chinh xac 2 mL dich
chiét chuyén vao binh dinh mic 10 mL, bd sung
dén vach mirc béng methanol thu dugc dung dich
mau thir. Loc qua mang 0,45 pm thu dugc dung
dich mau thir dung cho HPLC.

Dung dich chuan don: can chinh xac khoang
10 mg chat chuan rutin, hoa tan trong methanol
va chuyén vao binh dinh muc 10 mL, bd sung
dung moi methanol dén vach muc, lic déu, thu
duoc cac dung dich chuén rutin ¢6 néng d06 chinh
xac khoang 1000 ug/mL. Tir dung dich nay, tién
hanh pha lodng bing methanol véi cac ty 18 khac
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nhau dé thu duge cac dung dich chudn rutin cé
ndng do cac chat trong khoang tir 10-500 pg/mL
dung dé xay dung duong chuan.

Piéu kién sic ky: Cot HPLC Cis (250 x 4,6
mm, 5 um) cua hing Agilent; Detector DAD:
257 nm; theé tich tiém mau: 10 uL; toc do dong: 1
mL/phut; pha dong gdm methanol (MeOH) va
acid acetic 1% trong nudc (ty 1€ 32: 68, v/v).

Phwong phép dugc thim dinh theo huéng dan
cia ICH va tham chiéu dén cac quy dinh trong
AOAC. Céc chi tiéu thim dinh bao gom: tinh thich
hop ctia hé thong, d6 dic hiéu, gioi han phat hién va
giéi han dinh luong, duong chuan, d6 1ap lai trong
ngay va khac ngay, hiéu suat thu hdi [9],[10].

2.5. Phwong phap xir 1y 56 liéu

Ham luong (%) hoat chét trong miu thir dwoc
tinh theo cong thuc:

HHSV1

HHSV6

CxVx100xP

X (%) = x 100

m x 10°x (100 — B)

Trong d6: X (%) 1a ham lugng cua hoat chit
twong mg c6 trong mau thir; C 14 ndng d6 cua
hoat chét c¢6 trong dung dich mau thir tinh tir
phuong trinh duong chuan (ug/mL); V 14 thé tich
dung dich chiét mau (mL); m 13 khdi luong mau
thir (g); B 1a d6 am cua méu thir (%); P 1a d tinh
khiét ciia chit chuén (P = 0,98).

3. Két qua nghién ciru va ban luin

3.1. Mo ta

Hinh 4anh chup minh hoa cic mau HHSV
dugc trinh bay trong Hinh 1.

it F;‘!‘W"F;"M’i‘W'I'lVWTHWF‘%MWI‘FW’W"“‘I‘J‘I‘F{’I“J‘i‘l‘jﬂ\ln‘\!l

em 12 3 A O

Hinh 1. Cac mau HHSV

HHSY c6 hinh dang la nhitng nu hoa hoe kho
nho li ti, hinh trimg co cuéng nho, ngén, mot dau
hoi nhon, dai 3 mm dén 6 mm, rong 1 mm dén 2
mm. Dai hoa hinh chuéng, dai bang 1/2 dén 2/3
chiéu dai cua nu hoa, phia trén x¢é thanh 5 ring
néng. Hoa chua nd dai tr 4 mm dén 10 mm,

duong kinh tir 2 mm dén 4 mm. C6 mau vang
nhat hodc vang sim ddng déu, khong bi chay den.
C6 mui thom nhe dic trung, vi dang nhe.

3.2. Pinh tinh

Két qua dinh tinh rutin trong cac miu HHSV
duoc trinh bay trong Hinh 2.

B

039 0g

08 08

0.7 07

06 06

05 0.5

04 04

03 03

0.2 02

01 01

C DL Ml M2 M3 M4 M5 M6

Hinh 2. Séc ky @6 TLC dinh tinh cic miu HHSV
(C: chudn rutin; DL- duoc liéu hoe (nu hoa); MI1-M6: 06 mau HHSVI-6;
Dung méi khai trién: n-butanol — acid acetic — nudc (4:1:5, v/v/v, 16p trén)
A: quan sdt & 366 nm truée khi phun thudc thir; B: quan sat & dnh sang thuong sau khi phun thudc thir)
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Két qua thu duoc cho thdy sic ky dd TLC tach
o cac vét, dic biét 1a vét ung voi chit chuin
rutin tach tbt trén nén cac mdu HHSV. Diéu nay
chimng té phuong phap dinh tinh TLC ap dung la

phii hop dé ap dung dinh tinh rutin trong cac mau

3.3. bo cfm, tro toan phdn, tap chat

Két qua phan tich cac chi tidu d6 4m, tro toan
phﬁn, tap chét ctia 06 mau HHSV ché bién tai co
s6 dugc trinh bay trong Bang 1.

HHSV. .
Bang 1. Két qua phén tich cac chi tiéu d¢ 4m, tro toan phan,
tap chat cac mau HHSV (n=3)
x z Tro toan phin Tap chat
STT Mau D6 am (%) (% )p Tyléhoada | Tylé hoasim mau . Ty Ié cac by phan
° ne (%) (%) khac ciia cay (%)
1 D”‘-’c(;f)“ hoe 9654031 8,74 £ 0,20 45+03 0,6%0,1 1,3£0,1
2 HHSV1 7,72+ 0,21 6,86+ 0,18 3.8+03 0,7+0,1 12401
3 HHSV?2 751+ 0,19 729+ 0,15 36+03 0.6+ 0,0 09+0,1
4 HHSV3 759+ 0,10 760+ 0,13 41+03 0.8+0,1 1,0+ 0,1
5 HHSV4 747+ 0,21 7,15+ 0,04 4405 08+0,1 0,6+0,1
6 HHSVS5 7,17+0,04 7,07+0,13 3,8+0,3 0,7+0,1 0,7+0,1
7 HHSV6 7,81+ 0,20 7,83+ 0,22 3,6+02 0,6+0,1 0,7+0,1
Tur két qua thu dugc, tham khao _ 5 _

chuyén lugn Hoe (nu hoa) trong oo kit Ml s

DDbVN V va DBTQ 2020, d¢é xuat 0.009" o8

gi6i han vé céac chi tiéu nay cua vi _ 0.0201 0309

thuéc HHSV nhu sau: d am khong -;": s o

qua 11,0%, tro toan phan khéng qua = 0,0582 0.655

9,0% va tap chat: ty 1€ hoa da né 2,

khong qua 5,0%, ty 1€ hoa sam mau i1 v =11,621x - 0,0269

khong qua 1,0%, ty 1€ cac b phan & R*=0,9992

khac cua cay khong qua 2,0%. =

3.4 Dinh lwong rutin bang
phuwong phap UV-VIS

Pudng chuén rutin bing phuong
phap UV-VIS duoc trinh bay trong
Hinh 3.

Puong chuan thu duge ¢6 R? = 0,9992 va hé
s6 P-value (s chin) > 0,05, chimg to ¢6 phuong
trinh duong chuan xay dung dugc khong méc sai
s6 hé théng va c6 do tuyén tinh cao, khoang ndng

Néng dé rutin trong dich do quang (mg/mL)

Hinh 3. Budng chuén rutin theo phuwong phap UV-VIS

d6 lwa chon 1a phu hop dé 4p dung phén tich dinh

lwgng rutin bang phuwong phap UV-VIS. Ap dung
duong chuan xay dung duoc dé dinh lwong rutin
trong 6 mau HHSV, két qua thu dugc trinh bay
trong Bang 2.

Bang 2. Him luong rutin trong cac mau HHSV bang phuong phap do quang (n=3)

STT MAu thir Ham lugng rutin bé‘ngu/p;mong phap do quang
()
1 Mau duo liéu hoe (n) trwrée khi ché bién 2775+ 0.11
2 HHSV1 27,64 +0,11
3 HHSV2 26,53 +0,48
! HHSV3 25,98 40,42
3 HHSV4 26,17 +0,52
6 HHSV5 25,93 +0,33
7 HHSV6 26,10+ 0,43
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Tir két qua thu dugc, tham khao chuyén luan
Hoe (ny hoa) trong DDVN V va DDTQ 2020, dé
Xudt giéi han vé cac chi tiéu nay cta vi thude
HHSV nhu sau: Ham luong rutin bang phuong
phap do quang khong thap hon 20,0%.

3.5. Dinh heong rutin bang phwong phdp
HPLC-DAD

3.5.1. Thim dinh phwong phap:

a) Tinh thich hop hé thong

Tién hanh sic ky 6 lan dung dich chuén rutin
6 ndng do 1a 100 pg/mL. Tién hanh ghi lai thoi

W (x 300,000

gian luu va dién tich pic twong tng. Két qua thu
dugc (Bang 3) cho thay cac gia tri d6 léch chuan
trong dbi cua dién tich pic va thoi gian luu déu
nhé hon 2%, cho thdy cac diéu kién sic ky va hé
thong HPLC sir dung 14 phu hgp va dam bao do
6n dinh ctia phép phan tich dinh lwong rutin.

b) D¢ dac hiéu

Tién hanh phan tich mau blank, dung dich
chuan, dung dich mau thr véi cac diéu kién
sdc ky va xir Iy mau da trinh bay trong Muc
2.4. Két qua thu dugc nhu Hinh 4.

X _ A-Sicky do HPLC X ,,
(1-mdu blank; 2-mdu chudan rutin; 3-mau thu; 4-mau thir thém chudn)

500-]

o
{<=]
|
211

400
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100 o
] n
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354
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B-chdng phé UV miu thir va miu chuén

mAU(x100)
11.000.9998
110
750 0K
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0.0
e
200 250 300 350 Am

C-chdng phé UV miu thir thém chuin va mau chuin

Hinh 4. Két qua danh gia d6 dic hiéu ctia phuong phap

Nhén xét théy tin hi€u pic cua rutin duoc tach
hoan toan trén sic ky dd miu thir. Bén canh do,
hé sb chong phé (Match _ratio) cua rutin trong sdc
ky do mau thu so vo1 mau chuan va trong sdc ky
d6 mau thir thém chuan va mau chuan déu 16n
hon 0,99. Ching t6 phuong phap xay dung dap
tmg yéu cau v€ do dac hiéu dé dinh lugng rutin
trong mau HHSV.

¢) Gioi han phat hién va gioi han dinh luong

Phén tich mau thtr da duoc xac dinh ndng do
rutin, sau d6 pha loang dan dén khi trén sac ki d6

cua dung dich thr, tai thoi gian luu cua rutin, xac
dinh duoc ty 1€ S/N =3 - 4 va S/N = 10. Tu do
tim dugc LOD va LOQ. Két qua duogc trinh bay
trong Bang 3.

d) Puong chudn

Két qua xdy dung cac dwong chuén (Hinh 5)
cho thay gia tri R* > 0,99, ching t6 duong chuan
c6 d6 tuyén tinh cao, dam bao dé thyc hién phép
phan tich dinh luong rutin.
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Nong @6 rutin
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0,9999
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Hinh 5. Duong chuédn rutin theo phuong phap HPLC

Puong chuan thu duge ¢6 R? = 0,9999 va hé
s6 P-value (s chin) > 0,05, chimg té ¢6 phuong
trinh duong chuin xay dung dugc khéng mic sai
s0 hé théng va c6 do tuyén tinh cao, khoang nong
d6 Iya chon 1a phi hop dé ap dung phan tich dinh
lwong rutin bang phuong phap HPLC-DAD.

e) B¢ lap lai trong ngay va khac ngay

Phan tich 1ap lai 6 lan cung mot mau thir thu
duoc két qua danh gia d6 lap lai trong ngay cia
phuong phép. Phén tich 1ap lai 6 lan mau thir do
vao mot ngay khac dé thu két qua cua 12 lan
phén tich dung cho danh gia d¢ 13p lai khac ngay.
Két qua thu duoc trong Bang 4 cho thiy cac gia
tri RSD% d€u nho hon 2,0%, ching to phuong
phéap HPLC-DAD st dung 1a phu hop dé dinh
lwgng rutin trong mau HHSV.

Bing 3. Két qué thAm dinh phuwong phap HPLC-DAD phén tich rutin trong HHSV

STT Théng sb Két qua
1 Thoi gian luu (tr, phut) 22,66 phut
2 Rs 6,018
3 Tf 1,018
4 N 8808
5 Heé s6 chong phd UV 0,9986
6 D6 tinh khiét pic (trxong mau thir thém 0.9936
chuan)
, , LA A Thoi gian luu: trung binh: 21,9 phat; RSD%: 1,14%
7 Tinh thich hop cua h¢ thong Dién tich pic: trung binh: 1322969 (mAu.s); RSD%: 1,99%
N s Ham lugng rutin trung binh trong mau: 21,73%
. Do lap lai trong ngay (n=6) RSD (%): 1,32%
SR o (i Ham luong rutin trung binh trong mau: 21,74%
D6 lap lai khac ngay (n=12) RSD (%): 1,40%
9 LOD (mg rutin/g dugc li€u) 0,04
10 LOQ (mg rutin/g duoc li¢u) 0,13
f) B¢ dung thém chudn khac nhau: 50%, 100% va 150% so

b6 dung cia phuong phap dugc danh gia
th(”)ng qua hi€u suat thu hoi va dugc Xxac dinh
bang phuong phap thém chuan tai mot sO mirc

v6i ham lugng chat phan tich co trong mau thir.
Tién hanh dinh lugng mau thém chuan va miu
khong thém chuan bang HPLC.
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Bang 4. Két qua d4nh gia do thu hdi ciia phuong phép

Dién tich pic Nong do rutin thém Nong d9 rutin thém chuan N As

(.mAu.s;) chu?ingthl.'l'c té (mg/mL) = xac §inﬁ lai duge (mg/mL) DY thu hoi (%)
M3u thém chuén 1619668 0,09 0,091 100,56
mirc 50% 1613518 0,09 0,089 99,42
1619849 0,09 0,091 100,60
M3u thém chuén 2129446 0,18 0,175 97,48
mite 100% 2119508 0,18 0,174 96,56
2165247 0,18 0,181 100,80
%u thém chud 2652782 0,27 0,263 97.29
Marl;;ceg g%“an 2638817 0,27 0,260 96,43
2717899 0,27 0,274 101,31
Trung binh 98,94

RSD% 2,00

Két qué thu duoc cho thiy cac gi4 tri do thu hdi 3.5.2. Dinh lugng rutin trong cac mau HHSV:
dat trong khoang tr 95-105% (tham khao AOAC, Ap dung phuong phap HPLC-DAD dé danh
d6i voi cac mau c6 ham luong >10%), ching t6  gia ham lugng rutin trong cac mau HHSV. Két
phuong phap c6 d6 dung cao, phi hop dé ding cho  qué thu dugc trinh bay trong Bang 5.
phan tich dinh lugng rutin trong mau HHSV.

Bang 5. Ham luong rutin trong cac mau HHSV (n=3)

STT Mau thir Ham lwong rutin (%)
1 MAau duoc liéu hoe (nu) trude khi ché bién 21,45+ 0,05
2 HHSV1 21,12+ 0,02
3 HHSV2 20,48 + 0,03
4 HHSV3 20,67 + 0,06
5 HHSV4 20,45+ 0,01
6 HHSV5 20,64 + 0,03
7 HHSV6 21,15+ 0,06

Tir két qua thu duoc, tham khao chuyén luan 3.6. Panh gid, phdn tich cdc mau HHSV mua
Hoe trong DDTQ 2020, d& xuét giéi han vé cac  trén thi truong
chi tiéu nay cua vi thubc HHSV nhu sau: Ham Tién hanh phan tich 3 miu HHSV mua trén thi
luong rutin khong thap hon 18,0%. truong theo cac chi tiéu di xay dung. Két qua
, ' dugc trinh bay trong Bang 6.
Biang 6. K&t qua phan tich chat luvong cac mau HHSV mua trén thi truong

STT Chi tiéu HHSV-TT1 HHSV-TT2 CUHHSV-TT3
HHSV-TT1 HHSV-TT2
1 Mo ta
: S B S
3 b6 am 8,47 + 0,06 10,85 + 0,08 9,52 + 0,08
4 Tro toan phén 8,81 £0,18 8,75+ 0,03 8,84+ 0,17
5 Tap cht
Ty l¢é hoa Efd no (%) 32+0,2 4,1+0,2 5,8+04
Ty I¢é hoa sam mau (%) 0,6+0,1 0,6+ 0,1 0,7+0,0
Ty ¢ cac bo phan khdc cua cdy (%0) 1,0+0,1 1,3+0,0 1,4+0,0
Dinh luong rutin bang phurong
6 e o duane (7 233+04 20,6+ 03 210404
7 Dinh lugng rutin (%) 20,06 + 0,15 18,06 + 0,54 19,54 + 0,21

3.7. Ban lugn
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Vi thuoc HHSV duoc sir dung nhiéu trong y hoc
c¢d truyén, tuy nhién, hi¢én chwa c¢6 chuyén luan
riéng hoic quy dinh vé chét luong trong DDVN V.
Qua trinh sao vang khéng chi lam gidm tinh han ma
con giup bao ton va tang cu:ong hi¢u qua cua hoat
chét chinh trong hoe. Nghlen clru nay da tién hanh
xdy dyng tiéu chuan co s¢ cho vi thuoc HHSV duya
trén ket qua phan tich 06 mau che blen tai co o' va
03 mau thi truong. Cac chi tiéu dé xut gdbm c6 do
4m, tro toan phan tap chit, dinh tinh rutin, dinh
lugng rutin bang phuong phap do quang va bang
phuong phap HPLC-DAD. Trong do, phuong phap
HPLC-DAD dugc su dung dé dinh luong rutin
trong mau HHSV. Két qua thim dinh cho thiy
phuong phép ¢6 do déc hi¢u, do tuyén tinh, do lap
lai tot (RSD < 2,0%) va d6 dung cao (d6 thu hoi 95-
105%) Viéc sir dung phuong phap HPLC-DAD
giup dinh lugng chinh xé4c rutin - hoat chit quyét
dinh tac dung cdm mau va bao vé mao mach.
Chuyén luén Hoe trong DDTQ 2020 van quy dinh
cd hai chi tiéu dinh luong rutin bang phwong phap
do. quang va bang phuong phap HPLC-DAD béi
mdi chi ti€u c6 y nghia nhat dinh. Vi¢c dinh luong
rutin bang phuong phap do quang (DDTQ 2020) gé
tén chi tiéu 1a flavonoid téng s6, tuy nhién khi két
ludn murc giéi han lai quy d1nh ham luong rutin,
diéu nay ching t6 rutin la thanh phan flavonoid
chinh, chiém ham lugng rat 16n trong cac hop chat
flavonoid c6 trong hoe. Phuong phap do quang
(UV Vis) xac dinh flavonoid tong s quy vé rutin
giup quy trinh kiém nghiém nhanh hon, ré hon
nhi€u so vdi viéc tach chiét dinh luong timg loai
flavonoid bang HPLC.

Két qua dinh luong rutin trong cdc mau ché bién
(20,45 - 21,15%) déu cao hon dang ké so véi mirc
de Xuét  khong thap hon 18,0%. Tuorng tu, flavonoid
tong sb dat trén 25%, vuot muc dé& xuét 20,0%.
Mac du nhiét do trong qua trinh sao vang lam giam
nhe ham luorng rutin va flavonoid tong s0, nhung
muc giam nay khong dang ké. Tat ca cac mau sau
ché bién van gilt dugc ham lugng hoat chit cao so
v6i murc tiéu chudn dé xuit. Cac mau mua trén thi

truong co6 su dao dong nhe Vé~ham luong rutin
(18,06 - 20,06%), trong d6 c6 mau HHSV-TT2 ¢6
ham lugng rutin bang phuong phap HPLC ¢ gan
ngudng gi(’)’i han (18,06 + 0,54%) (Vung xam), tuy
nhién gia tri trung binh van dat muc tiéu chudn dé
xuat chimg t6 kha nang g dung cua cic chi tiéu
dé xuét 1a phu hop voi chat Iuong cac mau HHSV
trén thi truong Tiéu chuén co s¢ duogc xay dung
trong nghién ctru nay giap kiém soat chat luong vi
thuéc HHSV chat ché hon so véi chi tiéu cam quan
don gian theo huéng dan cta Thong tu
14/2024/TT-BYT. Pay la co s& khoa hoc quan
trong dé dé xuat dua chuyén luén nay vao cac phién
ban Dugc dién tiép theo hodc nang cép tiéu chun
TCVN cho dugc li¢u sau ché bién.

4. Két luan

Nghlen clru da hoan thanh muyc ti€u xay dung va
nang cap tiéu chuén co s¢ cho vi thuoc HHSV. ba
th1et lap duoc 07 chi tiéu kiém tra chat luong bao
gorn mo td cam quan, dinh tinh, do am, tro toan
phan, tap chét, dinh lugng rutin bang phuong phap
do quang va bang phuong phap sic ky 16ng hiéu
nang cao (HPLC-DAD). Phuong phap HPLC-DAD
dung de dinh lugng rutin da dugc tham dinh dat yéu
ciu vé do dac higu, do tuyen tinh. Trén co s& phan
tich 06 mau HHSV ché bién tai don vi, nghién ctru
dé xuat cac dinh muc k¥ thut cho vi thuoc HHSV
nhu sau: D6 am khong qua 11,0%, tro toan phan
khong qua 9,0%, tap chét: ty 1 hoa da nd khong
qué 5,0%; hoa sam mau khong qua 1,0%; cac bd
phan khac khong qua 2,0%, ham lugng rutin bang
phuong phap do quang khong it hon 20,0% (tinh
theo dugc li¢u kho ki¢t), ham luong rutin khong it
hon 18,0% (t1nh theo duoc liéu kho ki€t). Két qua
phén tich 03 mau HHSV trén thi truong déu dat cac
chi tiéu theo ti€u chuan dé xuét, chimg to bo tiéu
chuén c6 tinh thyc tién cao.

Loi cam on: Nghién ciru dwoc hoan thanh voi sw hé
tro kinh phi tir @é tai cdp Vién Duwoc liéu “Nghién cuu
xdy dung tiéu chudn cho vi thuéc Y hoc c6 truyén”
(2025-2027).
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