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Tom tit

Muc tiéu cua nghién ciru 1a xay dung tiéu chuén co s (TCCS) cho vi thubc cat ciin sao vang (CCSV) theo huéng dn cua
cac duoe dlen Cac chi tiéu lya chon trong tiéu chuén co so g0om c6 md td, soi bot, dinh tinh bang phuong phip sic ky lop
mong, do am, do tro toan phan, chét chiét dugce trong nudc, chét chiét duge trong ethanol 70% va dinh lugng puerarin bang
phuong phap sic ky long hi¢u nang cao két ndi detector UV (HPLC-UV-Vis). Tién hanh phan tich cac chi tidu trén sau méun
CCSV duge ché bién theo hwéng din cua Théng tr 30/2017/TT-BYT cia B Y té dé xay dung tidu chuin chit lugng cho vi
thude CCSV va ap dung phan tich chét lrong hai miu CCSV thu mua trén thi truéng.

Tir khéa: Tiéu chudn co so; Cat cin sao vang; Dinh tinh; Dinh lvong.

Summary
Establishment of an In-House Standard for Radix Puerariae thomsonii Praeparata (Yellow-Roasted)

This research aims to establish an in-house standard for Radix Puerariae thomsonii Praeparata (CCSV) according to the
guidelines of Pharmacopoeia. The selected criteria include description, powder, identification by thin layer chromatography,
moisture, total ash, water-soluble extractive, 70% ethanol-soluble extractive, and qualification and quantification of puerarin
using high-performance liquid chromatography with an UV-Vis detector (HPLC-UV-Vis). Six samples of CCSV, processed
according to the guidelines of Circular 30/2017/TT-BYT issued by the Ministry of Health, were analyzed and evaluated
based on the seven criteria. From the obtained results, an in-house standard for CCSV was proposed and applied to the

analysis of two samples of CCSV purchased from the market.

Keywords: In-houise standard; Radix Puerariae thomsonii praeparata, Qualitative; Quantitative.

1. Dit vin dé

Dugc liéu cat cadn (Radix Puerariae
thomsonii) duge quy dinh 1a ré cu da phoi hodc
sdy kho cua cay sin diy (Pueraria thomsonii
Benth.) [1]. Theo y hoc cd truyen duoc liéu
thuong duge sir dung & dang ché bién. Dbi véi
cat can, Thong tu 30/2017/TT-BYT cua By Y té
quy dinh hai vi thue gom cat can phién 1a duge
liéu sin day rira sach, ngam ngap vao nudc
khodng 30 phit, rira sach, dé rdo nudc, thai phlen
dai khoang 3 - 5 cm, day 3 - 4 mm, phoi hoic say
kho) va cat cin sao vang (CCSV) la cat can phién
dugc sao trén lira nho cho dén khi mit ngoai c6
mau hoi vang, lay ra, dé ngudi, sang loai bo bot
[2] Muc dich cua viéc ché bién cat cin phlen la
dé dé bao quan, giam tinh phat han cua vi thude
va tao mui thom vi thude [2],[3]. Hién nay, dugc
dién cac mrée nhu Viét Nam (DDVN V), Trung
Quéc (DPTQ 2020) va bé tiéu chuin dwoc liéu
Hong Kong (TCHK 2020) déu c6 chuyén luan
duge liéu cat can, trong d6 DDVN V chua c6 chi
tiéu dinh lwong [3].[4].[5]. Tuy nhién, chi cé
DDTQ 2020 c¢6 quy dinh cic chi tiéu vé chat
lugng cho vi thudc cat cin phién tuong tu dugc
liéu cat can, bao gém cac chi tiéu vé do am, tro

toan phan, chat chiét dugce, ham luong puerarin
khéng thép hon 0,3%. Dic biét, dén nay chua co
dugc dién nao co chuyén ludn riéng cho vi thube
CCSV. Nghién ciru nay duge thuc hién nhim
budc dau xay dung tiéu chuan chat luong cho vi
thuéc CCSV, trong d6 chi ¥ dén chi tiéu dinh
lwong hoat chét puerarin, giup cho cong tac kiém
tra danh gid chat luong vi thuéec CCSV & Viét
Nam chit ché hon.

2. P6i tugng va phuong phap nghién ciru

2.1. Nguyén liéu

Mau duge lidu cat cin (16 001/2023, Cong ty
) ph'?m duoc lidu Indochina, Viét Nam). Mau
duoc kiém nghiém dat tiéu chuén chat luong theo
chuyén ludn cét can trong DBVN V, ham lugng
puerarin dat 0,25%. Hai méau CCSV (CCT1-2)
dugc mua trén thi truong tai hai ctra hang khac
nhau trén ph6 Lan Ong, Ha Noi. Sau mau CCSV
(CCC1-6) duge ché bién tai Trung tim Ung
dung Khoa hoc Cong nghé Dugc ligu - Vién
Dugc liéu, theo phuong phap dugc quy dinh
trong Thong tw 30/2017/TT-BYT cua Bo Y té
hudng dan phuong phap ché bién cac vi thude ¢b
truyén [6]. Quy trinh ché bién duoc trinh bay
trong Hinh 1.
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Nguyen lieu
Cat ¢cin ——» Can
(1.2 kg) l
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Sang loai bot

l

Vi thuoc cat can sao vang
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- Kiém tra chat lugng

- Nhé lta

- Cam quan duoe lidu

- Diing sang mit Smm

- Kiém tra chit luong

- Nhin, s6 lugng

Hinh 1. Quy trinh ché bién vi thudec CCSV

2.2. Héa chat

Chat chuan dung trong nghién ciru gém c6
puerarin (CAS: 3681-99-0, LOT: CFN99169,
d6 tinh khiét 98,0%) cua hing Chemfaces
(Trung Qudc). Cac dung mdi, héa chit ding
cho HPLC déu cua hing Merck (dat chuin
HPLC); cac dung méi, hoa chét dung dé xu
ly miu déu dat tiéu chuin hoa chat tinh khiét
phén tich (p.a.). Nudc tinh khiét di qua hé
théng deion.

2.3. Thiét bi

Thiét bi chinh ding trong nghién ctru la hé
théng HPLC (Shimadzu, Nhit Ban) gém bom
LC-20AD, b) tiém miu ty dong SIL-20AHT,
detector UV-Vis, phan mém Labsolution dé truy
xudt hinh anh va s liéu tir hé thong.

2.4. Phurong phap nghién ciru

2.4.1. Mo ta:

Mo ta cam quan (hinh dang, kich thude, mau
sic, mui, vi) va cac dic diém bé ngoai khac, tién
hanh theo nhimg quy dinh chung vé kiém tra chit
lwgng dugce lidu cia DBVN V [3].

2.4.2. Soi bot:

Tién hanh theo DBDVN V, Phu luc 12.18: Liy
mdt luogng nho bot (qua ray s6 250), cho vao mét

giot dung dich soi (nudc) da c6 sin trén lam kinh,
ding kim miii mac dan déu cho bot tham dung
dich, ddy lam kinh, di nhe lam kinh roi quan sat
dudi kinh.

2.4.3. Pinh tinh bing phuong phip sic ky
1ép mong:

Tién hanh theo DDVN V, Phu lyc 5.4.

Ban mong: Silica gel 60Fs24

H¢ dung méi: Ethyl acetat - ethanol - nude (ty
16 12 : 2 : 1 theo thé tich) [5].

Dung dich thir: Can khoang 1 g bot duge lidu,
thém 20 mL methanol, chiét siéu am trong 30
phuat. Loc thu dich chiét, ¢6 can dung mdi, hoa
tan can bang 1,5 mL methanol dé cham sic ky.

Dung dich chit chuan: hoa tan puerarin chuin
trong methanol dé thu dugc dung dich c6 nong
dd khoang 1 mg/mlL.

Cach tién hanh: Cham riéng biét 5 pL mdi
dung dich miu thir va dung dich chat ddi chiéu
lén ban mong, tién hanh sic ky theo DDVN V,
phu luc 5.4. Sau khi hé dung moéi trién khai duoc
khoang 8 cm, liy ban méng ra, dé khé & nhiét do
phong. Quan sat ban mong dudi anh sang tu
ngoai budc song 254 nm va 366 nm. Pé xic dinh
dwong tinh, mau phai cho vét c6 mau sic va gia
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tri Re twong Ung v6i mau sic va gia tri Re ciia
puerarin.

2.4.4. P Am:

Tién hanh theo DPVN V, Phu luc 9.6, xac
dinh mat khdi lugng do lam khé [3].

2.4.5. Tro toan phan:

Tién hanh theo DPVN V, Phu luc 9.8, xac
dinh tro toan phan - Phuong phap 1, str dung khoi
lwgng miu thir la 1 g [3].

2.4.6. Chit chiét dugc trong nuée va ethanol 70%:

Tién hanh theo DDVN V, Phu luc 12.10,
chiét néng trong dung méi nuée va dung moi
con 70% [3].

24.7. Ham luong puerarin (dinh luong
puerarin bing phuong phiap HPLC-UV-Vis):

Thuc hién theo phuong phép quy dinh trong
chuyén ludn dugc liéu cat can cua DDTQ 2020
[4]. Tuy nhién trong nghién ciru nay, do doi
turgng nghién ctru la cac mau CCSV, nén khi ap
dung diéu kién xir Iy mAu va diéu kién phan tich
HPLC- UV trong Dugc dién Trung Qude c6 tham
dinh lai phuong phap theo huéng dan cia ICH va
AOAC tai diéu kién ciia phong thi nghiém dung
trong nghién ciru, nhim dam bao phuong phap
phan tich la phu hop dé danh gid ham luong
puerarin trong miu CCSV.

Dung dich thir: Can chinh xac khoang 0,8000
g bot duge liéu, thém 50 mL ethanol 30%, cén
xac dinh khéi lugng. Chiét héi hru trong 90 phut.
Dé ngudi vé nhiét do phong. Cin lai va bé sung
khoi hrgng ethanol 30% bi mit. Loc qua mang
loc 0,45 pm thu duge dung dich mau thir.

Dung dich chuén: can chinh xac khoang 5.00
mg chét dbi chiéu, hoa tan trong 5 mL ethanol
30% thu duge dung dich chuan gbc c6 nong do
khoang 1000 pg/mlL. Pha lodng véi ethanol 30%
thu duge cac dung dich chudn c6 nong d6 khoang
tir 20 - 400 pg/ml..

biéu kién sic ky: Cot HPLC Cis (250 x 4.6
mm, 5 um) cua hang Agilent; budc song phat
hién 250 nm; thé tich tiém miu: 10 pL; toe do
dong: 1 mL/phit; nhiét 6 1o cdt 40°C; pha dong
gf)m acetonitril (ACN) va nudec ti 1€ 10 : 90 (v/v).

* Phuong phap HPLC-UV-Vis dwoc thim
dinh theo huéng din ciia ICH va tham chiéu theo
cac quy dinh trong AOAC, gém céc chi tiéu: tinh
thich hop cua hé théng, do dic hiéu, giséi han
phat hién va gidi han dinh lugng, dudng chuin,
do lap lai, hiéu suat thu héi [6, 7].

2.5. Phuong phap xit Iy 56 liéu

Ham lugng (%) tirng chit trong mau thir dugc
tinh theo cong thirc:

C,xVx100xP

X (%) =

x 100 (CT 3)

m x 10°x (100 - B)

Trong do: X(%) la ham luong cua puerarin
twong Umg c6 trong miu thir; C. 14 ndng do cua
puerarin c6 trong dung dich mau thir tinh tir
phuong trinh duéng chudn (pg/mL); V 1a thé tich
dung dich chiét mau (mL); m 1a khéi lugng mau
thir (g); B 1a d6 4m ctia mau thir (%); P 1a do tinh
khiét cua chit chuin (P=0,98).

3. Két qua nghién ciru

3.1. Méta

Vi thuée CCSV la 1é ci cua cdy sin diy sau
khi thu hai da dwuogc rira sach, cao bo vo, thai
thanh phién mong, dem di xoéng diém sinh roi
phoi hoidc siy khé thu dwgc cat cin phién, sao
déu cat cin phién véi ra nho dén khi xuat hign

mau vang déu, lz"iy ra, dé ngudi, sang loai bo bot
thi thu duge CCSV.

Cac lat vi thuée CCSV thudng co hinh chir
nhat, chiéu rong khoang tir 2 - 3 cm, chiéu dai
khoang 4 - 8 cm, d6 day tir 3 - 4 mm. Mau tring
hoi nga vang, mau sic thuong khong dong déu
gitra cac lat duge liéu, phﬁn vién hoi xu xi, doi
khi con sot lai lop ban mau nau, c6 seo do ré con
dé lai. Mat cét ngang co mau trfmg, ¢6 nhiéu sgi.
Thé chit cimg, ning, dé bé gay hoic tude thanh
dang soi, nhiéu bot, khéng vi, mat, mui thom nhe.
Céc dic diém nay phu hgp véi mé ta vi thude
CCSV trong Thong trr s6 30/2017/TT-BYT ngay
11/7/2017 [2].
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CCcce

Hinh 2. Anh chyp cic mau CCSV

3.2. Soi bjt

Bot duge ligu CCSV ¢6 mau tring hoi vang,
khong vi, mui thom dic trung. Quan sat dudi kinh
hién vi thay cac dic diém: hat tinh bot don, hinh
tron, don chom ciu hodc hinh sao nhiéu canh (1);
hat tinh bot kép gdm 2 - 10 hat tinh bot don ty lai
thanh mét khéi hinh cau, hinh tron hodc hinh sao

nhiéu canh (2), soi dugc lidu thuong tu thanh bo,
thanh day va héa gd, xung quanh 14 céc té bo chira
tinh thé calci oxalat hinh ling tru tao thanh cac soi
tinh thé (3), tinh thé calci oxalat (4), t& bao d4 hinh
nhiéu canh hodc gfin tron, mach kha rong, c6 duong
vién 16m vao, vét 1om hinh 6 canh hodc hinh elip
dugc xép rit day dic (5).

Hinh 3. Pic diém bdt duge lidu CCSV
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3.3. Dinh tinh bing TLC

Dé dinh tinh cac miu CCSV, chiing t6i tham
khao phuong phap duoc quy dinh trong chuyén
luan cat can - TCHK 2020, tién thanh theo quy

trinh & muc 2.4.2, sir dung hé dung moi: Ethy}
acetat - ethanql - nude (ty 1€ 12 : 2 : 1 theo thé
tich). Sac ky d6 duge trinh bay trong Hinh 4.

) _ Hinh 4. Séic ky 46 TLC dinh tinh cdc miu CCSV
(P: chuan puerarin, CC: mau cat can chwa ché bién; CI1-6: 06 mau CCSV; T1-2: Mau CCSV mua trén thi truong).

Két qua thu dugc cho thiy, sic ky do TLC tach
1o cac vét, dic biét, vét ung voi chat chuan puerarin
tach tdt trén nén mau vi thuéc CCSV. Tam mau
CCSV (T1-2 va C1-6) c6 vét chinh twong tmg vé Ry
va mau sic phat huynh quang véi chat chuin
puerarin (P). Diéu nay chimg t6 phuong phéap dinh
tinh bing TLC v6i hé dung moéi lya chon la phu
hop @ dinh tinh cac mau CCSV.

3.4. 6 am, tro toan phcfn, chat chiét duoe
trong nirde va ethanol 70%

Két qua phan tich cac chi tiéu vé do 4m, tro
toan phan, chat chiét duoc trong nuéc, chat
chiét dugc trong ethanol 70% cia 08 mau
CCSV (CCC1-6 va CCT1-2) dugc trinh bay
trong Bang 1.

Bing 1. Két qua dé 4m, tro toan phén, chét chiét duge trong nudc va ethanol 70% cua CCSV

STT Miu bo am Tro toan phﬁn Chit c]]liét dwgc trong Chit chiét dwoc trong
. (%, n=3) (%, n=3) nuéc (Yo, n=3) ethanol 70% (%, n=3)
1 cccel 9,87 + 0,08 3,19+£0.04 68,06 275 1351015
2 cce2 11,81 £0,10 3,10£0.11 68,23 £1,97 13.87+£0,34
3 cces 11,34 £0,08 3,07 £0.06 6421 £2.81 13,99+0,34
4 cce4 11,25 £ 0,06 3,24 £0.10 68,73 £2,11 16,60 £0,71
5 CCCs 11,84 0,10 2,97 +0,10 69.54+£2.79 14,10=0.39
6 Ccccee 11,22 £0,06 3,23 £0.06 65.71+3.49 14,09 0,38
7 CCT1 5,94+ 0,08 2,83 +£0,02 6827 +2,63 14,12 +0,07
8 CCT2 10,94 £ 0,09 2,81 +0,04 64,63 £1,62 16,90+0.43

Két qua thu dugc cho thay cac mau CCSV cua
Trung tim Ung dung Khoa hoc Cong nghé Dugc
liéu cling nhu trén thi truong dugce thir nghiém co
do 4m déu dat dudi 12% (5,94-11,84%). DDTQ
2020 quy dinh d6 4m cta duoc lidu cat cin khong
quéa 14%, d6 4m cia duge lidu cat can thai phién
khong qua 12%. Tir do, gi¢i han vé do 4m cua vi
thude CCSV dugce dé xuat 1a khong qua 12,0%.

Két qua d¢ tro toan phan ciia cac mau CCSV
nam trong khodng 2,97% dén 3,24%. Hién chua
¢6 duge dién nao co chuyén ludn vé CCSV
nhung d¢ tro toan phén cua dugc liéu cat cin
dugc cac duge dién quy dinh thuong khong qua

4-5% [3],[4],[5]. Cén cir két qua khao sat, dé xuat
do tro toan phan ctia CCSV khéng 1ém hon 5%.
Két qua vé chét chiét duge trong dung moi
nude cua cac mau CCSV cao nhit 1a 69,54% va
thip nhit 13 64,21%. Chuyén luén vé& dwoc liéu
cat can trong DDVN V va DDTQ khéng c6 quy
dinh chi tiéu nay, TCHK c6 quy dinh chét chiét
dugce trong dung méi nude cua dugce lidu cat cin
khong thap hon 57%. Can cir trén két qua khao
sat chat chiét duoc trong dung médi nuéc cua
CCSV, dé xuat quy dinh chat chiét dugc bing
dung méi nude cia CCSV khong nho hon 55,0%.
Két qua cho thay chét chiét dugc trong dung
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méi ethanol 70% ctia cac mau CCSV cao nhit la
16,60% va thap nhat 1a 13,51%. Cac dugc dién
va TCHK déu chua c6 chuyén luan vé CCSV
nhung ddi voi duge lidu cat can thi ham luong
chat chiét dugc trong dung méi ethanol 70%
duge DDTQ quy dinh khong thap hon 10% va
TCHK quy dinh khong thép hon 11%. Cin ctr két
qua khao sat, dé xuat quy dinh chat chiét dugc
bing dung moéi ethanol 70% cia CCSV khéng
nho hon 10,0%.

3.5. Ham luong puerarin

3.5.1. Thim dinh phuong phap dinh lugng
puerarin bang HPLC-UV-Vis

a) bé dac hiéu

Tién hanh phan tich dung dich chuan puerarin,

dung dich chiét miu thir CCCl, dung dich mau
trang methanol véi cac diéu kién sic ky va xir Iy
méu da trinh bay trong muc 2.4.6. Két qua thu
duoc cho thay tin hiéu pic cta puerarin dugc tich
hoan toan khoi cac pic phu trén sic ky d6 dung
dich méu thir duoc liéu (Hinh 5). Pic cia chét can
phén tich trén SKP mau chuan va mﬁ.u thir co
dang don pic va co phd hép thy UV giéng nhau.
SKDP ciia mau trang khong xuét hién plc trong
khodng thoi gian luu tuong (mg voi thoi gian luu
clia chit cAn phan tich. Trén sac ky d6 dung dich
thir, c6 xuit hién thém cac pic khac khong phai
pic ctia chit chuan nhung da tach hoan toan khoi
pic va dap lmg cac yéu cau chung ciia phuong
phap sic ky long dugc quy dinh trong Dugc dién.

Summary(Compound)
Detector A - Chl
uv

500000 ‘
S J—— A

250000 lﬂ
: R | B
o 1C

L 1 | 1.5 | RS |
0 5 10 15 20 25 30

oun

Hinh 5. Sic ky db danh gid d6 dac hi¢u cua phuong phép
(A: Miu chudn, B: miu thir, C: méiu trang)

b) Pudng chuin

Chuin bi mét diy cac dung dich chira chét
chuin puerarin c6 nong do tir 20,24 pg/mL dén
404,8 pg/mL. Tién hanh phan tich HPLC-UV-
Vis cac dung dich chuan nay, ghi nhan gia tri
dién tich pic phu thudc theo nong d6 dé xay dung
duong chuan cia puerarin. Két qua dwoc trinh

bay trong Bang 2 va duong chuan dugce biéu dién
trong Hinh 6 co gia tri R” I6n hon 0,999, hé so
Pratue (s6 cnimy > 0,05 chitng té phuong trinh dudng
chuan xay dung duge khong mic sai sé hé thong
va co dd tuyén tinh cao, khoang néng do Iua chon
la phii hgp dé ap dung phan tich dinh lrong
puerarin.

Bing 2. Két qua khao sat dd tuyén tinh

Nong d puerarin Dién tich Pic Nong dj pueraﬂrin tinh lai tir dudng Pi chéch (%)
(ng/mL) (mAu.s) chuan (pg/mL) e
20,24 390250 19,33 -0,04
40,48 849492 3921 003
8096 st 0 so86 o0
101,20 231116”17‘ 102,47 i 0,01
161,92 3690865 162,19 % 0
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| Nongdjpuerarin | DiéntichPic  Nong dg puerarin tinh lai tir duimg S
(ng/mL) (mAu.s) chuin (ug/mL) L
20240 4664842 20435 00l
40480 0268465 40360 0
Phuong trinh dudng chuéin y=23104x - 56389
Hé sb twong quan R*=10,9999

10000000
9000000
8000000
7000000
6000000
5000000
4000000
3000000 2311161 .-

Dién tich pic

2000000 -
492 @
1000000 3903501
o 2

100 150

9268465

y = 23104x-56389-+®
R? =0.9999"

4664842._.-""-

3690865__‘."'

200 250 300 350

Néng do (ug/ml)

Hinh 6. Duong chuin puerarin

¢) Tinh thich hgp cua hé thong
Tién hanh tiém 13p lai 6 lin mau dung dich chuin

¢6 nong do 80,96 pg/mL, ghi lai thoi gian hwu va
dién tich pic. Két qua dugc trinh bay & Bang 3.

Bing 3. Két qua kiém tra tinh thich hop hé théng

STT Dién tich pic (mAu.s) | Théi gian lru (phit)
1 1804153 12,170
2 1808645 12,184
3 1799555 12,138
4 1805997 12,165
5 1809819 12,177
6 1826395 12,179
Trung binh 1809094 12,169
RSD (%) 0,09 0,01
Két qua ¢ Bang 3 cho thiy do léch chuin d) D6 lap lai

trong d6i (RSD) cuia thai gian luu 13 0,01% (dat
yéu cau < 1,0%), cua dién tich pic 1a 0,09% (dat
yéu ciu < 2,0%). Panh gia lai quy trinh xir 1y
méu, quy trinh tién hanh phan tich va diéu kién
phan tich HPLC da néu trong muc 2.4.6, trén hé
théng HPLC va phong thi nghiém tai Khoa Hoa
Thuc vat, Vién Duoc liéu cho thﬁy diéu kién sic
ky di lwa chon va hé théng HPLC sir dung la phu
hop va dam bao d6 6n dinh ctia phép phan tich.

Tién hanh dinh lugng 6 lan trén cing 1
mau thir, két qua duge trinh bay & Bang 4 cho
thay c6 sy nhit quan vi cing mét phép do
duge thuc hién nhiéu l1an boi mot nguoi van
cho do lip lai tot, dat yéu cau do léch chuin
tuong dbi RSD (%) cia ham lrong chat cin
phin tich c6 trong cac mau < 2,0%, vi vy
phuong phap di phu hgp dé dinh lugng
puerarin trong CCSV,
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Bing 4. Két qua do do lap lai

T N B il -l i ror i i S L
1 11,25 0,8011 657154 30,88 022
2 11,25 0,8020 669658 31,43 i 0,22
3 11,25 0,8010 646857 30,44 O 21
; s T e 3156 e
5 11,25 0,8001 637057 30,01 0,21
6 1125 0,8015 666868 31,30 0.22
TB + SD (%) 0,216 £ 0,004
RSD (%) 1,90
e) Gidi han phat hién (LOD) va gioi han dinh f) B ding

luong (LOQ)

Phén tich mau thir ¢3 duoc xac dinh nong do
puerarin, sau d6 pha loing dan dén khi trén sic
ki dd cua dung dich thur, tai thoi gian luu cia
puerarin, xac dinh dugc ty 1€ S/N =3 - 4 va
S/N = 10. Tir d6 tim dugc LOD va LOQ. Mobi
mau lam lap lai 3 lan va ldy két qua trung binh
(Bang 5).

Bing 5. Két qua xdc dinh giéi han phat hién va gioi han

dinh lchmg
Nong du (pg/mL) Ham lwong (%)
LOD 0,08 0,00058
LoQ | 028 0,00191

by ding cua phuong phap duge xac dinh
théng qua d¢ thu hoi. D¢ xac dinh d¢ thu hoi cua
ciia phuong phap, mau thém chuin duoc tién
hanh bing cach can chinh xac khoang 0,8 g bot
dugc liéu, thém chinh xdc mot hrong chat doi
chiéu puerarin & dung dich chuan, qué trinh thém
chuin duge chuin bi & 3 mirc nong do twong tmg
10%, 50% va 100% so v&i ham lugng chat phén
tich ¢6 trong mdu thi CCSV dé tham dinh
phuong phap Sau do6 tién hanh xir Iy mau thém
chuin va mau khéng thém chuan nhu mo ta o
muc 2.2. Tién hanh phan tich HPLC miu thém
chuin va méau khéng thém chuin. P ding cua
phuong phap duge danh gia thong qua hiéu suit
thu hoi, két qua trinh bay trong Béang 6.

Bing 6. Két qua xac dinh d¢ thu héi

A - ~ a A ~ . .n
N“"g(s;:ﬁ')" vae Nong d'*’(ﬁ;;:')g" duge P thuhdi(%) = M=SD(%) = RSD (%)

3.10 - 2,97 95 81

3,10 2,95 9516

15,50 AR 985S

15.50 14.88 96,00 9594+ 0,37 036
15.50 14,92 9626

31,00 ..30,20 L9742

30.20 29.90 99.01 97,80 + 1,09 1.07
30.80 2087 96,98

Theo quy dinh ciia AOAC, cac chit c6 ham
lwong dat 0,1%, 1% va 10% thi higu suat thu héi
phai dat lan lugt tir 90-108%, 92-105% va 95-
102%. Két qua thu duoc trong Bang 6 cho thiy
cac hiéu suat thu hoi puerarin (c6 ham lrong nam
trong khoang 0,1% dén 1%) déu dat trong khoang
tir 95-105% (cu thé dat tir 95,81% dén 97,80%),
chimg t6 phuong phap xay dung c6 do dung cao,

phu hop dung cho phan tich dinh Iwgng puerarin
trong CCSV.

3.4.2. Panh gia ham lugng hoat chat puerarin
trong cac mau CCSV

Ap dung phuong phap HPLC-UV-Vis
danh gia ham luong puerarin trong mot sd
miu CCSV. Két qua thu dugc trinh bay trong
Bang 7.
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Bing 7. Him lugng puerarin trong mét s6 mau CCSV

3 0,
1 cccl 9,87 028:t001
3 CCC3 11. 34 0,33+0,01
4 CCc4 11,25 0,22 +0,01
5 CCC5 11,84 0,24 +£ 0,01
6 CCCo 11,22 0,26 £0,01
7 CCT1 5,94 0,51 +0,02
8 CCT2 10,94 0,41 £0,01

Ham luong puerarin trong sau mau CCSV ché
bién tai Trung tim Ung dung Khoa hoc va Cong
nghé Dugc ligu dat tir 0,22 - 0,33%. Hai mau
CCSV trén thi truong c6 ham lugng puerarin dat
0,41% va 0,51%. Ham luwgng puerarin trong sau
mau CCSV ché bién tai don vi dat tir 0,22 -
0,33%, keét qua nay cho thay ham lwgng puerarin
trong cac mau CCSV ndy tuong duong véi ham
lwong puerarin trong cac mau san day da dugc
cong b [8].[9].[10].

Mic du chua c6 dugc dién cling nhu bg tiéu
chudn nao ¢6 chuyén luin vé CCSV nhung dbi
voi duge lidu cat can, TCHK 2020 quy dinh chi
tiéu ham lugng puerarin khong thap hon 0,16%,
cac DDTQ quy dinh chi tiéu ham luwgng puerarin
khong thap hon 0,30%. Cin cir két qua khao sat,
dé xuit quy dinh ham lugng puerarin trong
CCSV khéng thap hon 0,16%.

4. Két luin

cho vi thuéec CCSV bao gém cac chi tiéu: mo ta,
soi bot, dinh tinh, do 4m, tro toan phan, chat chiét
dugc trong nudc, chit chiét duge trong ethanol
70% va ham lugng puerarin. Tiéu chuin co s
cta vi thube CCSV duge dé xuit c6 do Am khéng
qua 12%, tro toan phan khong qua 5%, chit
chiét dugc trong nuée khong thap hon 55,0%,
chét chiét duge trong ethanol 70% khéng thip
hon 10,0%. Dinh tinh puerarin bang TLC (hé
dung moi ethyl acetat - ethanol - nudc (ty 1¢ 12 :
2 : 1 tt/tt). Pinh lwong puerarin biang HPLC,
ham lugng puerarin khong thap hon 0,16%.
Kiém tra mét s6 miu vi thubc CCSV trén thi
truong theo TCCS nay cho thiy cac chi tidu déu
dat trén 0,16%.

L&i cam on: Neghién ciru duge hoan thanh voi suw
hé tro kinh phi tir dé tai r:.'cfp Vién Duwoc lieu “Nghién
ctiu xdy dung tiéu chudn cho vi thuée ¥ hoc ¢6 truyén,
Hop dong so 02/2023/HD-NVBG-HTV  ngay
03/8/2023".
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