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NGHIEN CUU XAY DUNG TIEU CHUAN CO SO
CUA THUOC HOAN KHOP
Nguyén Trung Twong, Nguyén Viin Linh
Nguyén Anh Diing, Pinh Thi Hing
Vién Y hoc ¢ Wuyén Qudn doi
Tém tit
Muc tiéu: Xay dung tiéu chudn co sé cho thuéc Hoan khép. Phuwong
phdp nghién ciru: Xdy dung chi tiéu chat lwong cia thuée Hoan khép do
Vien Y hoc co truyén Qudn doi san xudt theo tiéu chudn Duroc Pién Viet Nam
V. Két qua: Hoan cung, hinh cau, mau ndu den, déng nhat. Do déng déu
khoi lwong khéng qud 10g + 4,0%, d6 am khéng qua 9%(4,7%), 6 rd khéng
qud 60 phiit(45 phiit), dinh tinh c6 cdc vét ciing mau ciing Rf véi vét ciia mau
doi chiéu, d6 nhiém khudn dat yéu cau DPVNV. Két lugn: Ung dung tiéu
chudn co s¢ cia thuéc Hoan khép vao cong tic kiém tra, danh gid chat
lwong thuobc ciing nhw chudn héa quy trinh sdn xudt thuéc Hodn khop tai
Vién Y hoc ¢é Wuyén Quan doi.
Tir khéa: Hodn khép, tiéu chudn co s
Abtracts
Objective: to establish a basic standard of ‘Hoan khop’ drug.
Research methods: establishing the institutional standard for ‘Hoan khop’
drug produced by the Military institute of Traditional Medicine under the
regulations of Vietnamese Pharmacopeia V. Result: hard, spherical, brown -
black, homogeneous. The standards of weight uniformity did not exceed 10g
+ 4.0%, the humidity did exceed 9%(4.7%), the disintegration did not exceed

60 minutes(45 minutes), the qualitative stains had the same Rf color as the
* Ngay nhan bai: 08/4/2021

* Ngay phéan bién: 21/5/2021 65
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standard substaces; the bacteria count the requirement of Vietnamese
Pharmacopeia V. Conclusion: applying the basic standard of ‘Hoan khop’
drug on evaluating drug quality and standardized the production process.

Keyword: Hoan khop, basic standard

I. PAT VAN PE

Sy két hop gitta v hoc ¢b
truyén va cac phuong phap bao ché
hién dai da cho ra doi cac san
pham thudc dong duoc da dang
phong pht, vira c6 hiéu qua diéu
tri cao vira st dung thuan tién dé
dang. Mbi thudc dong dugc can
duoc xay dung theo mot tieu chuan
riéng phu hop véi dic tinh cia san
phém, dam bao dugc chat luong
t6t nhat trong qua trinh bao ché,
van chuyén, bao quan. Thubc Hoan
Khép 1a mot thude truyén thong
mang ban sic cua Vién YHCT
Quan d0i, duoc dung dé chira viem
khép cép tinh, man tinh dot tién
trién, chan tay nhic moi, khép
sung nong, do, dau. Cung vo1 viéc
ban hanh Duoc Pién Viét Nam V
vao nam 2018, dé nang cao chét
luong thude, hoan thién hd so san
pham, sin sang cho nhiing dé tai
tiép theo, chung t61 viéc tién hanh
nghién ciru xay dung tiéu chuan co
so cua thude Hoan khép.
II. CHAT LIEU, PHUONG
TIEN VA PHUONG PHAP
NGHIEN CUU
2.1. Chit li¢u nghién ciru

Thudc Hoan khép dugc bao
ché du6i dang vién hoan cing do
Vién Y hoc ¢ truyén Quan do6i san
xuat gdm cac vi duoc liéu [2],[3]:
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Cong thirc cho 100g hoan
curng: 10g/goi, hop 20 goi.

Ngii gia bi 93¢g
Thuong nhi tu 49¢
Vuong ton dang 91g
Ngai cuu 49 ¢
CAu tich 6,8 g
Tang chi 49 g
Thach cao 6,4 ¢g
Day dau xuong 4,7 ¢g
Hy thiém 52¢g
Nguu tat 26¢g
Bac ha 52¢g
BO cong anh 50g
Ta dugc vd 31g

Cac duogc liéu dung san xudt thude
Hoan khop déu dat tiéu chuan
Duoc Pién Viét Nam V (DDVN
V).
2.2. Phwong tién nghién ciru

- Ta sdy Memmert.

- Ta vi khi hau (Trung Quéc).

- Ban mong Silicagel trang
san (Merk).

- Can phan tich Sartorius -

BP221S.

- Cén x4c dinh do Am Precisa
PH60.

- Can k¥ thuat.

- Dung cy, hoa chit can thiét
khéc.
2.3. Phuong phap nghién ciru
[1], [4L.[51.[6], [7].



2.3.1. Hinh thirc

Kiém tra bang cam quan
thudc phai dat cic yéu cau vé hinh
dang, mau sdc, mui va vi caa thube
Hoan khép.

2.3.2. Py dong nhit

Lay 5 hoan bat ky trong cung
mot 16 sén xut, dung dao cat doi
timg hoan, kiém tra bang mit
thuong hodc kinh lup, mat cét cia
hoan phai déng mau, khéng duoc
c6 chd dam chd nhat. Néu co 1
hoan khong dat phai thir lai 1an 2
trén 5 hoan khac. Lan nay néu c6 1
hoan khong dat thi 16 thudc khong
dat yéu cau vé do dong nhat.

2.3.3. D¢ ra

Thtr theo DDVN V - Phu
luc 11.6 - Phép thir do ra cua vién
nén va vién nang.
2.3.4. Dy dong déu khoi lwong

Khong qua 10g + 4%. Tién
hanh theo DBDVN V-Phu luc 1.11.
Lay 10 gbi, can timg gbi. Su chénh
léch khéi luong cua timg goi so
v6i khéi lugng trén nhan phai nam
trong gidi han 10g + 4%, trong do,
khong duoc c6 qué 2 gbi vugt gidi
han cho phép va khéng dugc céd
261 ndo gip d6i gisi han do.

2.3.5. Mt khoi lwong do lam kho

Khong qua 9%.

Can chinh xac lg thudc va
tién hanh theo DDVN V, phu luc
9.6 (O 100°C, trong 4 gio).

Phén trim mat khéi luong do
lam kho (p%) duoc tinh theo cong
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thuec:

M(treéc) — M(sau)

p% = x 100

M(g)
Trong do:
m(: 1a khéi lwong cua thude
Mruee): 12 khdi luong cia
binh thuy tinh va khdi luong cua
thudc ban dau chua sy
Msauy: 12 khoi luong ctia binh thuy
tinh va khdi luong cua thube da
sdy t6i khdi luong khong d6i
p%: % mat khéi lugng do lam kho
2.3.6. Dinh tinh

Dinh tinh cac vi duoc liéu
c6 trong Hoan khop bing phuong
phap sic ky 16p mong hiéu ning
cao:

- Ban mong SilicagelGF2s4
da hoat hoa.

- Chuan bi dung dich thu,
dung dich ddi chiéu.

- Tién hanh theo phu luc 5.4
- DbVNV.

2.3.7. D§ nhiém khudn

Thtr theo Duogc Dién Viét
Nam V - Phu luc 13.6 - Thu gidi
han nhiém khuan.

Tong s vi sinh vat hiéu khi:
Khoéng qua 10*CFU/g.

Tong s6 ndm: Khong qué
10>°CFU/g.

Vi sinh vat gay bénh:
Khong qua 102CFU vi khuan Gram
am dung nap mat trong 1 g. Khong
cO Salmonella trong 10 g. Khong
co Escherichia coli,

Staphylococcus aureus trong 1 g.



2.4. Xir Iy s6 liéu

Céac sb liéu duge xtr 1y trén
phan mém Microsoft Excel 2010.
III. KET QUA NGHIEN CUU
3.1. Mot so6 diic diém ciia thudc
Hoan khép qua hinh thirc cam
quan:

Hoan cuing, hinh cau, mau
nau den, mui thom diac trung cua
duoc li€u, vi ngot hoi déng.

3.2. Két qua do dong nhit cia
thudc Hoan khép

Ciat d6i vién hoan thy cac
duoc liéu phan bd déu va mit cat
cia hoan c6 mau sic dong nhat,
khong co vat la.

3.3. Két qua thir d9 ri cia thudc
Hoan khép

Ché phim rd hoan toan
trong 45 phut - dat
3.4. Két qua @9 dong déu khoi
lwong ciia thude Hoan khop

Bang 1. Két qua do dong déu khéi luong cua thuée Hoan khop

Mau m g m(si) M (gsi-bi) p%
1 10,7636 0,5155 10,2481 2,4810
2 10,4914 0,5122 9,9792 0,2080
3 10,8825 0,5512 10,3313 3,3130
4 10,3265 0,5232 9,8033 1,9670
5 10,4029 0,5575 9,8454 1,5460
6 10,4013 0,5139 9,8874 1,1260
7 10,5008 0,5123 9,9885 0,1150
8 10,7228 0,5131 10,2097 2,0970
9 10,8162 0,5048 10,3114 3,1140
10 10,5519 0,5392 10,0127 0,1270
<+ SD 1,6094 = 1,9725

Nhéan xét: Ty 1€% chénh
léch so v6i khdi lwong ghi trén
nhan trung binh cia ciac maiu
thuéc Hoan khép 1a 1,6094 +
1,9725. Vi vay d6 dong déu khoi
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luong phu hop véi tiéu chuan quy
dinh cia DDVN V (10g +4%).

3.5. Két qua mat khoi lwong do
1am khé ciia thudc Hoan khép



Bang 2. Két qua mét khdi luong do 1am khé cua thude Hoan khép

Mau m(g) M(truérc) M(sau) p%

1 1,0207 10,7463 10,7159 3,0400

2 0,9938 10,6648 10,6183 4,6500

3 1,0042 11,9850 11,9292 5,5800

4 1,0025 10,7550 10,7120 4,3000

5 1,0038 10,8822 10,8206 6,1600
X +SD 4,7460+ 1,2056

Nhian xét: Do am trung (15:2:2:1)

binh cia cac mau Hoan khép la
4,7460 =+ 1,2056 phu hop véi tieu
chuin quy dinh caia DPVN V
(khong qué 9%).
3.6. Két qua dinh tinh cac vi
dwoc liéu trong thudc Hoan
khaop

St dung phuong phap sic
ky 16p mong dé dinh tinh vi duoc
lidu c6 trong thudc Hoan khop. Két
qua thu dugc nhu sau:

- Hy thiém

Dung méi khai trién: Toluen
- ethyl acetat - aceton - acid formic

Trén sic ky dd cua dung
dich thir cho cac vét c6 cung mau
sdc, cung gia tri Rs so voi sic ky
d6 cua dung dich ddi chiéu (miu
chuan).

- Cau tich

Dung moi  khai
Cloroform - methanol (9:1)

Trén sic ky do cua dung
dich thir cho cac vét c6 cung mau
sdc, cung gia tri R; so véi sic ky

triéen:

dd cua dung dich doi chiéu(mau
chuan).

Hinh 1. Hinh anh sic ki 16p méng dugc liéu Hy thiém va Cau tich

Hinh anh SKLM

duoc liéu Hy thiém

Chudin Thir

Hinh 4nh SKLM
duoc liéu Cau tich

Chuin  Thir
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3.7. Két qua nghién ciu do
nhiém khuin cia thudc Hoan
khop
Pat yéu cau DDVN V:Téng s6

vi sinh vat hiéu khi khoéng qua
10°CFU/g, tong s6 nim khong qua
10’CFU/g, vi sinh vat giy bénh
khong qua 102CFU vi khuan Gram
am dung nap mat trong 1 g, khong
cO6 Salmonella trong 10 g, khong
co Escherichia coli va
Staphylococcus aureus trong 1 g.
IV. BAN LUAN

Vo1 viéc ban hanh Duoc
Pién Viét Nam V nam 2018, trong
d6é nhitng chuyén luan mdéi va
chuyén luan stra ddi duoc xay
dung vai cac chi tiéu danh gia toan
dién hon vé chit luong thude.
Céac phép thuco do tin cay cao
hon, cac phuong phap phan tich
hién dai, hi¢u qua hon, dam bao
tinh thyc thi 4p dung doi véi cac co
sO san xuat, kinh doanh trong
nude, ddng thoi phi hop voi thong
1& qubc té va hai hoa véi cac Duge
dién tién tién trén thé gisi. Cung
v6i viec ké thira két qua nghién
clru cia cac dé tai trude, nodi dung
xay dung TCCS thubc Hoan khdop
theo cac ti€u chi danh gia mai la
rat can thiét, gop phan nang cao
chat lugng mot thanh pham dong
duoc hién c6 tai Vién Y hoc c¢d
truyén Quan doi.
4.1. Vé két qua thir dd ra caa
thudc Hoan khép

Theo DDVNV tiéu chuan
vé do rd dbi voi vien hoan clng
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khéng dugc qua 60 phut. Két qua
kiém tra ngdu nhién cho két qua
thudc Hoan khdp rd hoan toan
trong vong 45 phut. Vay thudc
Hoan khép dat yéu cau cua
DDVNV.
4.2. Vé két qua do dong déu khoi
lwong ciia thude Hoan khop

Theo DDVNV tiéu chuin
dé ra voi vién hoan ctimg di dong
g6i chia liéu c6 khdi lwong 16n hon
9g d0 chénh l¢ch khong duoc qua
4%. Két qua kiém tra ngiu nhién
10 g6i Hoan khop déu dat yéu cau,
¢6 ty 1& chénh léch so voi khbi
lugng ghi trén nhan trung binh cta
cic mau thubc Hoan khép la
1,6094+ 1,9725 %. Theo nhan dinh
cua nhém nghién ctu, viéc quy
chuan hoa nghiém ngit timg khau
trong quéa trinh bao ché cung voi
day truyén san xuét hién dai da dap
g duoc yéu cau ra.
4.3. Vé két qua mat khoi lwong
do 1am khd ciia thudc Hoan khép

Theo DDVNV tiéu chuin
dé ra vé d6 am ddi véi vién hoan
nuéc va hoan hd khong duoc qua
9%. Két qua kiém tra ngiu nhién
cac mau thuéc Hoan khép cho két
qua vé d6 am trung binh la
4,7460+£1,2056% hoan toan dap
g duoc yéu cau dé ra.
4.4. Vé két qua dinh tinh cac
dwoe liéu trong thudc Hoan
khop

Trong phan dinh tinh nhém
nghién ctru dya vao su tuong dong
mot sO vét trén sic ky d6 gitta miu



Hoan khép va mau chuan cac dich
chiét duoc lidu. Két qua cho thiy
trén sac ky do ciia dung dich thir va
dung dich ddi chiéu déu xuét hién
cac vét cd cling mau sic va gia tri
R;. Nhu vy, dya vao két qua dinh
tinh bang phuong phap sic ky 16p
mong di khang dinh chic chin su
cd mat cua cac duogc liéu trong bai
thudc nghién ctu. Thuéc Hoan
khép dd dat yéu cau vé dinh tinh
theo quy dinh cia DDVN V.

4.5. V& két qua nghién ciru do
nhiém khuin cia thudc Hoan
khop

Pat yéu cau DDVN V dé ra
vé tong s6 vi sinh vat hiéu khi khong
qua 10*CFU/g, tong s6 nim khong
qua 102CFU/g, vi sinh vat gy bénh
khéng qua 102CFU vi khuan Gram
am dung nap mat trong 1 g, khong
c6 Salmonella trong 10 g, khong co6
Escherichia coli, Staphylococcus
aureus trong 1 g.

V.KET LUAN

Te két qua nghién ciu,
nhom nghién ctu dé xuat tiéu
chuan chét lugng vién hoan cimng
Hoan khép nhu sau:

- Tinh chat: Hoan cung,
hinh cau, mau nau den, mui thom
dac trung cua duoc li€u, vi ngot
hoi déng.

- Do dong déu khdi luong:
10g+1,6 %

-Do am: 4,7 %
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- Pinh tinh bang phuong
phap sic ky 16p mong: Mau thu
cac duogc li¢u trong thudc Hoan
khdp c6 cac vét cing mau, cung
gia tri Ry voi mau ddi chiéu.

- Pd nhiém khuan: Pat yeu
ciu DDVN V vé céc vi khuin, ndm
gay bénh.
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