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ABSTRACT

Objective: To evaluate selected quality parameters of the concentrated extract of a
traditional herbal formula prepared from Ageratum conyzoides and several medicinal
plants.

Methods: Sensory evaluation, loss on drying, thin-layer chromatography, UV-Vis
spectrophotometry, atomic absorption spectrophotometry, determination of total ash by
method 1 described in appendix 9.8 of the Viethamese Pharmacopoeia V, and agar plate
method, respectively.

Results: The concentrated extract met the general requirements of the Viethamese
Pharmacopoeia V in terms of organoleptic properties, moisture content, identification,
essay, heavy metal limits, total ash, and microbial limits.

Conclusion: Selected quality parameters of the concentrated extract. These findings
provide a basis for proposing parameters and analytical methods to establish quality
standards for the concentrated extract of the formula.
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ABSTRACT

Muc tiéu: Khao sat mot s6 chi tiéu chat lugng cao dac bai thudc tir Ngh sac va mot sé

duagc liéu.

Phuong phap: S& dung phuong phap cam quan, mat khéi luong do lam khé, séc ky &p
mang, quang phé UV-Vis, quang phd AAS, xac dinh tro toan phan bang phuong phap 1 ghi
trong phu luc 9.8 Dugc dién Viét Nam V, phuong phép dia thach.

K&t qua: Khao sét dugc céc chi tiéu cam quan, do am, dinh tinh, dinh lugng, gidi han kim
loai nang, tro toan phan, gidi han nhiém khuén cua cao déc dat tiéu chuén chung theo

Dugc dién Viét Nam V.

Két luan: P4 khao sat dugc mot sd chi tiéu chat lugng cao dac bai thudc. Két qua nay la
co s& dé dé xuat cac chi tiéu va phuong phap danh gia nham xay dung tiéu chuén kiém

nghiém cao dac bai thudc.

Tir khéa: Chitiéu chat luong, ngli sac, cao dac.

1. DAT VAN BPE

Viém muixoang la bénh ly tai mai hong phé bién, vdi
ty l& mac dao déng tir 5,5-28% tuy qudc gia [1-2]; tai
chauAu6,9-27,1%[1], Trung Qudc 8% [3], Viet Nam
khoang 27,5% [4]. Hién nay diéu tri viém mui xoang
chl y&u bang thuéc hodc phau thuat, tuy hiéu qua
nhung tén kém va co6 nguy co tac dung phu khi dung
thudc lau dai[5]. Do d6, viéc phat trién san phdm hé
trg tir dugc liéu an toan, chi phi hgp ly la can thiét.
Céc vi dugc liéu Ngli sic, Kim ngan hoa, Cd nho nbi,
Bach chiva Tétan da dugc dan gian srdungtrong hd
tro diéu tri viem xoang [6-7]. Nghién cifu ndy nham
khao sat mot s chi tiéu chat lwgng clia cao déc bai
thudc, lam ca sd xay dung quy trinh bao ché va tiéu
chuén ban dau cho san pham hb trg diéu tri viém
mdai xoang.

2. POI TUONG VA PHUONG PHAP NGHIEN CU'U
2.1. Dodi twgng nghién ciru

- Cao dac sir dung trong nghién cttu dugc chiét xuat
tUr 5 vi dugc liéu bao gdm Ngii sic, Kim ngan hoa,

*Tac gia lién hé

Co6 nho noi, Bach chi, T€ tdn (cung cap bdi Cong
ty C8 phan Dugc liéu Indochina) véi quy trinh nhu
sau: can khoang 200g dugc liéu theo ty l& bai thudc
thudc (Nghi sac: Kim ngan hoa: Co nho nbdi: Bach chi:
TEtan=8:5:2:3:2), ti€n hanh xac dinh d6 8m clia hén
hop dugc liéu sau phdi trdn, cat nhé 1-3 cm, thém
1,2 lit ethanol 70%, ngdm & nhiét do6 phong trong 24
gio, loc thu dich chiét, tiép tuc bé sung dung mai
ti€n hanh chiét lan 2 tuong tu, gdp dich chiét, loc,
c6 chan khéng ap suét gidm & nhiét d6 50°C dén
thé chat ldng sanh thu dugc cao ldng. Co cao long
& 50°C dén khi dd am dudi 20% thu dugc cao dac.
Tién hanh thuc hién tao 3 mé cao déc lap ky hiéu la
M1, M2, M3.

- Hoa chét, chat chuan: quercetin (ham lugng
83,2%, SKS: EC0423322, dugc cung cap bdi Vién
Kiém nghiém thudc Trung uaong), ethanol 96%,
ALCL,.6H,0, dung dich Pb(NO,), 1000 ppm nudc cét
va cac dung moi khac dat tiéu chuén tinh khiét phan
tich.

- Thiét bi, dung cu: ti hét hoa chat Fume hood
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(Viet Nam), ti sdy Memmert (Duc), bé diéu nhiét
Wise Bath-Daihan (Han Quéc), bé siéu am S100
Elmasonic (BPurc), may li tdm Hettich (budc), hé
thong cat quay chan khong Yamato RE601B-0 (Nhat
Ban), ban moéng silicagel 60F254 Merck (Buc), may
séc ki l&p modng hiéu nang cao (HPTLC) Camag
(Thuy sy), may do quang két néi may tinh Thermo
Evolution 60S (Nhat Ban), may AAS 240FS AA
(Malaysia), n6i hép tiét trung Hirayama hve 50
(Nhat Ban), ti &m Memmert (Burc), tl cay vo trung
(LAF) AIRTECH (Nhat Ban), méy do pH Eutech
(Singapore), may dém khuén lac SIBATA (Nhat Ban)
va cac dung cu cd ban khac dap ng yéu cau thi
nghiém.

2.2. Phuong phap nghién cttu
- Cam quan:

+ Cho 1 it cao lén lam kinh, dat lamen kinh én ép
sat, kiém tra dé déng nhat bang kinh hién vi.

+ L4y khoang 1g cao cho lén mat kinh déng hd khong
mau, dat l&n t& gidy trAng rdi quan sat mau sac va
xac dinh mui.

-D6 dm: xac dinh dd am theo phuong phap mat khoi
luong do lam khé (phu luc 9.6 Dugc dién Viét Nam
V[8]).

-Dinh tinh sy c6 mét clia cac vithudc trong cao dac
bai thudc bang sac ky l&p mdng (phu luc 5.4 Dugc
dién Viét Nam V [8).

MAau d6i chiéu: 18y lugng dudc liéu chuén tuong
duong vdi 1g cao dac, chiét vai dung moi. Loc &y
dich chiét. Cé dic con khoang 2 ml dé chdm séac ky.

Mau cao: hoa tan khoang 1g cao dic vao dung maéi.
Loc qua gidy loc thu dugc dich chiét cham séac ky.

Khao satcac hé phaddongcd dé phan cuc khac nhau
dé chon hé pha dong tach t6t nhat.

- Pinh lugng: tién hanh dinh lugng flavonoid toan
phéan tinh theo quercetin trong cao déc theo phuong
phép quang phé hap thu ti ngoai va kha kién dua
trén phan (ng tao mau véi thuée thir AICL..

- Kim loai nang: xac dinh ham lugng kim loai nang
bang phuong phap quang phé hap thu nguyén tor
(AAS). MAu cao dac dugc sdy khé & nhiét d6 105°C,
nghién min. Can khoang 500 mg mau cao khé da
dugc nghién nhé cho vao binh tam gidc dung tich
250 ml hoac c6 Teflon. Thém vao dé 5 mlH ,0,30%
va 10 ml HNO 8N hoac hén hgp HCL, HNO dac.
Phan hdy méau khoang 1 gi0 & nhiét dé 110- 130°C
trong thiét bi pha mau 1o vi séng. D& ngudi, loc va
dinh m&c dén 100 ml réi ti€n hanh xac dinh ham
lwgng kim loai nang bang thiét bi AAS.

- Tro toan phan: can chinh xac khoang 1g cao dac
ti€n hanh theo phuaong phap 1 ghi trong phu luc 9.8
Dugc dién Viét Nam V [8], lap lai 3 lan.
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- Gidihan nhiém khuan: tién hanh theo phuong phap
dia thach, phu luc 13.6 Dugc dién Viét Nam V [8].

3. KET QUA
3.1. Cam quan

Ca 3 maucao déu cé mau nau den, cé muithom dac
trung, cao dac dong nhét, khéng cé vang, khéng co
can ba dugc liéu va vat la, vi dang.

Hinh 1. Hinh anh 3 mau cao dac M1, M2, M3
quan sat trén mat kinh déng ho

3.2.D6am

Bang 1. K&t qua xac dinh dé 4m
clia 3 mau cao dac bai thuéc

| (o | wong | 20| Tumg | D
caé(g) kf?g(()g) (%) binh (%) | (%)
0,9027 | 0,7583 | 16,00

M1 | 0,9038 | 0,7569 | 16,25 | 16,00+0,25 | 1,58
0,8065 | 0,6795 | 15,75
0,7089 | 0,5964 | 15,87

M2 | 0,7657 | 0,6443 | 15,85 | 15,99+0,23 | 1,42
0,8213 | 0,6878 | 16,25
0,8367 | 0,7078 | 15,41

M3 | 0,8936 | 0,7512 | 15,94 | 1563+0,27 | 1,76
0,8156 | 0,6888 | 15,55

D6 8m clia 3 mau cao bai thudc déu coé gia tri dudi
20%, phu hgp véi quy dinh vé chitiéu dd &m cuia cao
d&c trong Dugc Dién Viét Nam V.

3.3. Dbinh tinh

Tién hanh xac dinh su' c6 mat clia cac dugc liéu co
trong 3 mau cao dic bai thudc bang phuong phap
sac ky l&p moéng. Sau khi tién hanh khao sat mot
s6 hé dung méi khai trién sac ky va cach phat hién
vét trén séc ky do dé xac dinh su' cé mat cla tirng vi
dugc liéu trong cao dac bai thudc.
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Hinh 2. Sac ky d6 dich chiét cao dac bai thuéc
va duoc liéu chudn Ngii sac

Trong hinh 2: 1, 2, 3 & dich chiét lan lugt cac mau
cao dac M1, M2, M3; NS la dich chiét dugc liéu
chuén Ngi sdc; hinh bén trai la sic ky dd quan sat
dudi anh sang tr ngoai budc séng 366 nm; hinh bén
phaila sdc ky d6 quan sat dudi anh sang thudng sau
khi phun thu8c thtr.

Trén séc ky dd, dudi anh sang tlr ngoai budc séng
366 nm, dich chiét ctia ca 3 mau cao déu cé 5vétcod
mau va Rf twong duong véi dugc liéu chudn Ngi séc;
dudi anh sang thudng sau khi phun thubc thi, dich
chiét ctia ca 3 mau cao déu cé 6 vét c6 mau va Rf
tuong duong véi dugc lieu chudn Ngi sdc. Nhu vay,
s0 bd nhan dinh trong cao d&c bai thudc c6 Ngii séc.

Hinh 3. Sac ky d6 dich chiét cao dac bai thuéc,
duoc liéu chuan Kim ngan hoa va chat chuan acid
clorogenic

Hinh 3 (& sac ky d6 quan s&t dudi anh sang ti ngoai
budc séng 366 nm; 1, 2, 3 la dich chiét lan lugt cac
mau cao dac M1, M2, M3; KN la dich chiét dugc liéu
chuanKimnganhoa; ACladungdichacid clorogenic
chuan.

Trén séc ky do, dudi anh sang tl ngoai budc séng
366 nm, dich chiét clia cd 3 mau cao déu cé 5 vét
c6 mau va Rf tuong duong vdi dugc liéu chudn Kim
ngan hoa, va ca 3 mau cao déu xuéat hién vét tuong
rng vét acid clorogenic chuén (vét 1). Nhu'vay, sabd
nhén dinh trong cao déc bai thudc c6 Kim ngan hoa.

Hinh 4. Sac ky d6 dich chiét cao dac bai thuéc,
duogc liéu chuédn Cé nho nbi

Hinh 4 & s&c ky d6 quan sat dudi anh sang ti ngoai
budc séng 366 nm (1, 2, 3 la dich chiét lan lugt cac
mau cao dic M1, M2, M3; CNN la dich chiét dugc
liéu chudn Cb nho ndi).

Trén séc ky do, dudi anh sang tl ngoai budc séng
366 nm, dich chiét clia ca 3 mau cao déu cé 5 vét
c6 mau va Rf twong duong véi dugc liéu chuan Co
nho néi. Nhu vay, sa bdé nhan dinh trong cao dac bai
thu6c c6 Co6 nho noi.

Hinh 5. Sac ky d6 dich chiét cao dac bai thuéc,
duoc liéu chuan Bach chi

Hinh 5 & sac ky d6 quan s&t dudi anh sang ti ngoai
budc séng 366 nm (1, 2, 3 la dich chiét lAn lugt cac
mau cao ddc M1, M2, M3; BC la dich chiét dugc liéu
chuén Bach chi).

Trén séc ky dd, dudi anh sang tir ngoai budc séng
366 nm, dich chiét clia cd 3 mau cao déu cé 5 vét
c6 mau va Rf tuong duong véi duoc liéu chudn Bach
chi. Nhu vay, so bé nhan dinh trong cao dac bai
thudc c6 Bach chi.
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Hinh 6. Sac ky db dich chiét cao dac bai thudc,
dugc liéu chuan Té tan

3.4. Binh lwvgng

Trong hinh 6: 1, 2,3 la dich chiét lan lugt cdc mau
cao dac M1, M2, M3; TT la dich chiét dugc liéu
chuén Té tan; hinh bén trai la sac ky d6 quan sat dudi
anh sang t&r ngoai budc séng 366 nm; hinh bén phai
la séc ky db quan sat dudi anh sang thudng sau khi
phun thuéc thir.

Trén sac ky do, dudi anh sang tl ngoai budc séng
366 nm, dich chiét ctia cd 3 mau cao déu cd 4 vét
cé mau va Rf tuong duong véi dugc liéu chuan Té
tan; dudi anh sang thudng sau khi phun thudc thi,
dich chiét clia ca 3 mau cao déu cd 4 vét cd mau va
Rf tvong duong véi duoc liéu chudn Té tan. Nhu vay,
sd bd nhéan dinh trong cao déc bai thudc co Té tan.

Bang 2. K&t qua dinh luong flavonoid toan phan trong 3 mau cao dic bai thudc

M3u th;“{‘g-’)“g Ham 4m (%) | 6 hdp thu HéTog%dgﬁngfZ)r)mid Trung binh (%) | RSD (%)
0,1025 0,392 3,02

M1 0,1012 16,00 0,388 3,02 3,04+ 0,03 1,14
0,1043 0,407 3,08
0,1022 0,392 3,02

M2 0,1039 15,99 0,408 3,10 3,07 £ 0,04 1,39
0,1078 0,423 3,10
0,1087 0,416 3,01

M3 0,1091 15,63 0,428 3,08 3,06 + 0,04 1,35
0,1077 0,421 3,07

Ham lugng flavonoid toan phan trong 3 mau cao dic co gia tri dao dong tir 3,01-3,10%.

TUr day, dé xuét mirc gigi han ham lugng flavonoid toan phan trong cao dac la khong dudi 2,5%.

3.5. Gidi han kim loai nang

K&t qua kiém tra cho thay, khéng phat hién kim loai nang (Pb) c6 trong ca 3 mau cao dic bai thudc.

3.6. Tro toan phan

Bang 3. K&t qua xac dinh tro toan phan cia 3 mau cao dac bai thudc

Mau mt+c (g) mc (g) m (g) Ham am (%) T (%) Trung binh (%) RSD (%)
43,3031 43,2766 1,0031 3,15

M1 42,0536 42,0256 1,0236 16,00 3,26 3,22+£0,06 1,89
42,3543 42,3214 1,0132 3,25
43,5193 43,4785 1,0478 3,89

M2 42,9115 42,8749 1,0945 15,99 3,98 3,94 +0,05 1,16
41,9174 41,8745 1,0873 3,95
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Mau mt+c (g) mc (g) m (g) Ham am (%) T (%) Trung binh (%) RSD (%)
43,3393 43,2895 1,0924 4,56

M3 42,6075 42,5683 1,0067 15,63 4,62 4,54+ 0,09 1,90
42,1274 42,0783 1,1025 4,45

Tro toan phan clia 3 mau cao dac bai thudc dao ddng trong khoang 3,15-4,62%. Vi vay dé xuat murc gidi han
tro toan phan trong cao dac bai thudc la khéng qué 5%.

3.7. Gi6i han nhiém khuén

Bang 4. K&t qua th(r giéi han nhiém khuan cia 3 mau cao dac bai thudc

. Két qua
Chitiéu Yéu cau
M1 M2 M3
Téng s6 vi sinh vat hiéu khi < 10000 CFU/g 30 CFU/g 30 CFU/g 20 CFU/g
Téng s6 ndm <100 CFU/g 0 0 0
E. coli; Khéngco | Khong phat hién | Khong phét hién | Khong phat hién
Salmonella sp.; S. aureus ; ; ;

Nhu vay, ca 3 mau cao dic dat yéu cau thi gidi han
nhiém khuan theo phu luc 13.6 Dugc dién Viét Nam
V.

4. BAN LUAN

Bai thudc gobm 5 vi dugc lieu dugc phat trién nham
bao ché dang xit tién lgi, do d6 cao dac can dudgc
tiéu chuan hoa dé dam bao chét lugng. Viéc xay
dung tiéu chuén gdp nhiéu khé khan do cao 14 hén
hgp da thanh phan, thi€u chat chuan va cé thé xay
ra tuong tac tao thanh chat mdi. Khao sat dinh tinh
bang sac ky l&p mdng cho thay cao dic chira nhiéu
hgp chéat, budc dau xac dinh dugc sy hién dién cla
cé 5 vi dugc lieu nhung kho dinh danh nhom chét va
ham luwgng. Ngoai ra, van dé ton du dung moi can
dugc kiém soat khi m& rong quy mé cong nghiép. K&t
qua khao sat mot s6 chi tiéu co ban la ca s& quan
trong cho viéc xay dung tiéu chuan chét lugng ban
dau, gop phan hién dai hoa va thuong mai hda bai
thuéc dan gian.

5. KET LUAN

Nghién ctru da khao sat dugc mot s6 chi tiéu chat
lwgng cao dac baithudc bao gom: cam quan, dé am,
dinh tinh, dinh lvgng va gidi han kim loai nang (Pb),
tro toan phan, gidi han nhiém khuan. K&t qua nay la
cd s& dé dé xuat céac chi tiéu va phuong phap danh
gia nham xay dung tiéu chuan kiém nghiém cao dac
bai thudc.
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