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Muc tiéu: Xay dung tiéu chuin co s& (TCCS) cho vién nén bao phim
Glucopento, c6 ngudn gdc tir bai thude y hoc ¢ truyén (YHCT) Ngil vi tiéu khat
thang c6 tac dung hd tro diéu tri dai thao dudng. Phwong phdp nghién civu: Xay
dung cac chi tiéu chat luong dap ung theo quy dinh ciia Duoc dién Viét Nam V
(DDVN V). Két qud: Vién nén bao phim Glucopento hinh try det, bao phim mau
tre“ing, mit cat ngang bén trong mau nau nhat, mui thom dugc liéu, vi déng. bat
tiéu chuan vé do dong déu khdi luong (+ 5%) va d6 ra (22,83 phut), dinh tinh Day
thia canh, Huyén sam va Nac nac. Giéi han chat bao quan natri benzoat 1a 2,161
mg/vién. Gi61 han nhiém khuan dat vé téng s6 vi khuén hiéu khi, s nAm men, nAm
mdc, vi khuan Gram 4m dung nap mat, Escherichia coli va Salmonella. Két ludn:
Viéc xay dung thanh cong TCCS la bude tién quan trong trong kiém soat chat
lwong vién nén bao phim Glucopento c6 ngudn goc tir duge liéu dat chat luong 6n

dinh, an toan va hi¢u qua.

Tw khéa: Tiéu chuan co s&; Vién nén bao phim; Glucopento.

RESEARCH ON THE ESTABLISHMENT OF IN-HOUSE
SPECIFICATIONS FOR GLUCOPENTO FILM-COATED TABLETS

Abstract

Objectives: To establish in-house specifications for Glucopento film-coated tablets,
derived from the Vietnamese traditional remedy Ngu vi tieu khat thang, which has
supportive effects in diabetes treatment. Methods: Quality parameters were
established in compliance with the regulations of the Vietnamese Pharmacopoeia V.
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Results: The Glucopento film-coated tablets are flat, cylindrical, with a white film
coating, a light brown cross-section inside, an herbal aroma, and a bitter taste. The
tablets meet the standard for weight uniformity (= 5%) and have a disintegration
time of 22.83 minutes. Furthermore, the components of Gymnema sylvestre,
Scrophularia ningpoensis, and Oroxylum indicum were successfully identified.
Regarding the preservative limit, sodium benzoate was determined to be 2.161
mg/tablet. Finally, the product also meets the microbial limit requirements,
including total aerobic bacterial count, yeasts and molds, bile-tolerant Gram-
negative bacteria, Escherichia coli, and Salmonella. Conclusion: The successful
establishment of these in-house specifications is an important step in controlling
the quality of Glucopento film-coated tablets derived from herbal ingredients,

ensuring consistent quality, safety, and effectiveness.

Keywords: In-house specification; Film-coated tablet; Glucopento.

PAT VAN PE

Bénh dai thao duong (DTD) dang trd
thanh mot trong nhitng thach thuc 16n
dbi v6i ste khoe cong dong trén toan
cau. Tai Viét Nam, ty 1¢ mic PTD
khong ngung tang 1én, dac bi¢t 1a DTD
type 2. Viéc tim kiém céac phuong phap
diéu tri hiéu qua, an toan va d& tiép can
ludn 1 wu tién hang dau [1]. YHCT tur
lau da dong vai tro quan trong trong
viéc phong va tri bénh, ddc biét la cac
bénh man tinh nhu DTP. Bai thudc cd
truyén Ngii vi tiéu khat thang c6 ngudn
gbc tir lwong y Tran Vian Thoai (An
Giang), voi su két hop hai hoa cia cac
duoc liéu bao gém Day thia canh,
Huyén sam, Tam bop, Cdy mat gau,
Niic nac di dugc ghi nhan trong nhiéu
tai liéu va thuc tién 1am sang vé hiéu
qua hd tro diéu tri DTD [2 - 5]. Tuy
nhién, cac dang bao ché truyén théng
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thuong gip phai mot s han ché nhu
lidu luong khong chuin xac, khé bao
quan, va tinh tién dung chua cao, gy
khé khan cho nguoi bénh trong qua
trinh st dung.

Dé khic phuc nhitng han ché trén va
phat huy t6i da gia tri cua bai thue Ngii
vi tiéu khat thang, viéc nghién clru phat
trién dang bao ché hién dai, tién loi va
dam bao chat luong 1a vo clng can thiét.
Vién nén bao phim Glucopento la
huéng tiép can ddy tiém nang, giup
chuén hoa lidu dung, cai thién kha ning
hép thu va ting tinh 6n dinh cta san
pham. Tuy nhién, dé san phim nay
dugc luu hanh va st dung rong rai, xay
dung TCCS 1a yéu cau bt budc nham:
Pam bdo chdt lirong ciia vién nén, gop
phan dwa bai thubce co truyén gid tri nay
dén gan hon véi ngueoi bénh mét cach
an toan va hiéu qua.
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POI TUQNG VA PHUONG PHAP
NGHIEN cUU

1. P6i twong nghién ciu

* Nguyén liéu: Vién nén Glucopento
do Cong ty C6 phan Bach Thao Duogc
san xudt trén co s& cai tién tir bai thude
Ngti vi ti€u khat thang, v&i cong thuc
duogc hoan thién tir két qua nghién cuu
doc lap ctia nhém téc gia, s dung cac
dugc liéu gdom: DAy thia canh (canh va
14), Huyén sam (R& cu), Tam bop (Toan
cdy), Cay mat gau (Toan cay bo 1é) va
Nuc nac (Vo than). Cac duoc liéu Day
thia canh, Huyén sam, Nuc nac duoc
kiém soat chat luong theo tiéu chuin
ciia DDVN V. Tam bop va Cdy mat gau
duoc kiém soat chat luong theo TCCS
tai Cong ty Co phan Bach Thao Dugc.
Cong thirc vién nén gdm 600mg cao
kho6 duoc liéu va cac ta duoc vira du.

* Héa chat: Ethanol, toluen, ethyl
acetat, acid formic, cloroform, methanol
(Xilong, Trung Quéc), acetonitril (HPLC,
Fisher, M¥), methanol (HPLC, Fisher,
M¥). Dung dich vanilin 5% trong acid
sulfuric, dung dich sat (IIT) clorid 5%
trong ethanol (dat tiéu chuin duoc dung).

* Chdt chudn: Harpagoside (Sigma-
Aldrich, 98%), natri benzoat (Vién
Kiém nghiém Thudc Thanh phé HO Chi
Minh, 99,6%), duoc li¢u Huyén sam,
Nic nac, DAy thia canh chuan (Vién
Kiém nghiém Thudc Trung uong).

* Dung cy, thiét bi: Ban mong silicagel
GF254 trang sin (Merck, Ptc), budng
soi UV sic ky (Camag, Thuy S¥), can

phan tich Sartorius (46 chinh x4c 0,1mg,
Anh), hé théng HPLC/PDA (Shimazdu,
Nhat Ban).

2. Phuwong phap nghién ctru

Tién hanh khao sét chi tiéu chat luong
cua “Vién nén bao phim Glucopento”
theo cac chi tiéu chat luong vién nén
cia DDVN V [6], bao gdom:

- Tinh chat: Bang cam quan, ché pham
phai dat cac yéu cau da néu;

- Do dong déu khdi luong [6]: Can
riéng biét 20 don vi 14y ngiu nhién, tinh
khéi lwong trung binh. Khong duge co
qué hai don vi c6 khéi luong nim ngoai
giéi han chénh léch 5% so v&i khoéi
luong trung binh va khong dugc c6 don
vi ndo c6 khéi luong vuot gip doi gisi
han do.

- b6 ra [6]: Dung nudc lam moi
truong tht, cho dia vao mdi éng thu.
Néu khong c6 chi dan khac, vién bao
phim phai rd trong 30 phat. Néu co
vién nao khong ra thi thir lai v61 6 vién
khac, thay nudc bang dung dich acid
hydrocloric 0,1M (TT).

- DPinh tinh:

Dinh tinh Day thia canh: Phuong
phap sic ky 16p mong [6]: St dung Ban
mong silicagel GF254, h¢ dung moi
trién khai toluen:ethyl acetat:acid formic
(7:5:1), hién mau bang dung dich
vanillin 5% trong acid sulfuric. Dung
dich thir 14 dich chiét vién nén bao phim
Glucopento. Dung dich d6i chiéu 1a
dich chiét nudc ctia Day thia canh.
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Dinh tinh Huyén sdm: Phuong phap
sac ky 16p mong [6]: St dung Ban mong
silicagel GF254, h¢ dung moi trién khai
cloroform:methanol (5:1), hién mau
bang dung dich vanillin 5% trong acid
sulfuric. Dung dich thur 1a dich chiét
vién nén bao phim Glucopento. Dung
dich déi chiéu 1a dich chiét nuéc cia
dugc lidu chuan Huyén sdm va chuan
dbi chiéu harpagosid.

Dinh tinh Nuc nac: Phuong phép sic
ky 16p mong [6]: Su dung Ban mong
silicagel GF254, hé dung méi trién khai
toluen:ethyl acetat:acid formic (7:5:1),
hién mau bang dung dich st (III) clorid
5% trong ethanol. Dung dich thir 1a dich
chiét vién nén bao phim Glucopento.
Dung dich dbi chiéu 1a dich chiét nuéc
cua duoc liéu Nuc nac.

- Gi6i han chét bao quan: Pinh lugng
natri benzoat bang phuong phap HPLC

da duoc thAm dinh theo tiéu chuén cua
USP 2023 Cong ty Co phan Bach Thao
Duoc [6] v6i diéu kién sac ky nhu sau:
Cot RP Cig (Spum, 250nm x 4,6mm),
Acetonitril. Dung dich dém KH>PO4
0,02M (30:70), budc soéng phat hién
230nm, toc d¢ dong 1 mL/pht, thé tich
tiém 10uL [7].

- D6 nhiém khuan: Tién hanh thi
theo DDVN V [6]. Thir gigi han nhiém
khuan bang phuong phap dia thach.

3. Pao dirc nghién ciru

Nghién ctu dugc thuc hién theo
ding quy dinh cua Truong Pai hoc Y
Dugc Can Tho va Hoc vién Y Duogc ¢d
truyén Viét Nam. SO liéu nghién ctru
dugc Truong Pai hoc Y Duoc Can Tho
va Hoc vién Y Duoc Co truyén Viét
Nam cho phép st dung va cong bo.
Nhom tac gia cam két khong cé xung
dot loi ich trong nghién curu.

KET QUA NGHIEN CUU VA BAN LUAN

1. Panh gia vé tinh chat

Hinh 1. Hinh 4nh vién nén bao phim Glucopento.

Theo ddi bang cam quan cho thay vién nén bao phim Glucopento c6 hinh tru
det, bao phim mau tréng, mat cit ngang bén trong mau nau nhat, mui thom duogc

liéu, vi dang.
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2. Két qua danh gia do dong déu khéi lwong
Bang 1. Két qua do dong déu khdi lwong vién nén bao phim Glucopento.

STT 1 2 3 4 5 6 7 8 9 10
KLvién(mg)  1233,5 1242,1 1242,6 1210,5 1236,8 1240,5 12357 1238,6 12442 12387
STT 11 12 13 14 15 16 17 18 19 20
KLvién(mg) 12459 1234,6 1242,5 12392 12469 1243,1 1239,0 1240,6 1243,5 12355
KL TB (mg) 1238,7
Gio6i han (mg) 1176,8 - 1300,6

Gi61 han cho phép cua DDVN V (& 5%) tur 1176,8 - 1300,6mg. Nhu vay, do
ddng déu khéi luong cia vién nén bao phim Glucopento dép tmg duoc yéu cau
theo quy dinh.

3. Két qua danh gia dé ra

Bang 2. Két qua do ra ciia vién nén bao phim Glucopento.

Vién 1 2 3 4 5 6
Thoi gian (pht) 22 22 23 23 22 25
Mean + SD 22,83+ 1,16

Thoi gian ratrung binh ctia vién nén bao phim Glucopento dem thir [a 22,83 + 1,16 phut,
d4p g yéu cau vé do ri clia vién nén bao phim theo DDVN V (khéng qua 30 phit).

4. Két qua dinh tinh Day thia canh, Huyen sam, N1c nac
CCCT

I(a) I I l

Hinh 2. Sic ky d6 dinh tinh cta ca dugc liéu trong vién Glucopento

(a): Day thia canh (C: Dung dich doi chiéu du’ac liéu Day thia canh; T: Dung dich
mau thir vién nén bao phim Glucopento Anh sdc ky @6: Quan sdt dwéi dnh thirong,
sau phun thuoc thir hién vét)

(b) Huyén sam (CC: Dung dich chat chuan doi chiéu Harpagosid; C: Dung dich
dwoc liéu chuan Huyén sam; T: Dung dich mau thir vién nén bao phim Glucopento;
Anh sdc ky d6: Quan sat dwéi anh sang thwong sau phun thuéc thir hién vét)

(¢) Nuc néc (C: Dung dich doi chiéu diegc liéu Niic ndc; T: Dung dich madu thir
vién nén bao phim Glucopento; Anh sdc ky do 1: Soi dwéi dén tir ngoai 6 budc
song 254nm; Anh scc ky do 2: Soi duwdi anh sang thuong sau phun thuée thir hién vét)
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Trén hinh 2a, sic ky d ciia miu vién nén Glucopento c¢6 1 vét den v6i Re= 0,76
(cing gia tri R va mau véi vét trén sic ky dd cua dugc liu Day thia canh).
Trén hinh 2b, sic ky d6 ciia mau vién nén Glucopento c6 1 vét den v6i Re= 0,28
(cung gia tri Ry va mau véi vét trén sic ky dd cua duoc liéu Huyén sam va chuan
dbi chiéu Harpagosid). Trén hinh 2c, sic ky d6 ctiia mau vién nén Glucopento c6 2
vét den chinh v&i Ry = 0,42, Rpp = 0,55 sau khi phun thudc thir va R = 0,67 &

budc song 254nm (cung gia tri Rrva mau voi vet trén sac ky do cua dugc liéu Nuc Nac.

5. Két qua xac dinh ham lwong chét bao quan natri benzoat
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Hinh 3. Sic ky d6 dinh luong natri benzoat.
(a) Mau chuan; (b) Mau thir Glucopento.

Bang 4. Két qua xac dinh ham luong chét bao quan natri benzoat
trong vién Glucopento.

Két qua Lan 1 Lén 2 Lan 3
Ham luong natri benzoat/vién 2,159 2,162 2,161
Mean + SD 2,161 £0,0016

Ham luong natri benzoat trong vién Glucopento qua ba lan thir nghiém, véi gia
tri trung binh 1a 2,161 mg/vién. Theo Thong tu 24/2019/TT-BYT, gidi han cua
natri benzoat trong thyc pham (nhém thuc pham an kiéng khac) véi mire tbi da co

thé 12 0,2% (twong duong 2.000 mg/kg) tinh theo trong luong san pham [8].
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6. Két qua d9 nhiém khuan

Bang 5. Két qua danh gia d6 nhiém khuan ciia vién nén bao phim Glucopento.

Tén chi tiéu Két qua Gidi han
Tong s6 vi khuan hiéu khi (CFU/g) Pat (350) 10*
Téng s6 ndm men, nAm mébc (CFU/g) Dat (khong c6) 10?
Téng sb vi khuan Gram 4m dung nap mat (CFU/g)  Pat (khong cd) 10?
Escherichia coli (1g hoac ImL) Dat (khong c6) Khong cod
Salmonella spp. (10g hodac 10mL) Dat (khong c6) Khong cod

Toéng s6 vi khuan hiéu khi 1a 350
CFU/g nhung van rat thap so véi gidi
han cho phép. Khong phat hién sy hién
dién cua cdc nhém vi sinh vat gy bénh
nhu tong s6 ndm men, ndm mbc, vi
khuin Gram 4m dung nap mat,
Escherichia coli va Salmonella. Diéu
nay ching to vién nén Glucopento dugc
kiém soét chit ch& vé mit vi sinh trong
qua trinh san xuét, dam bao an toan cao
cho nguoi st dung theo quy dinh cua
DDVN V vé “Thubc udng c6 ngudn gbc
tur nhién (dong, thuc vat, khoang chat);
cao thudc, con thudc dung dé san xuét
thudc ubng tir duoc liéu” [6].

Ttr két qua nghién ctru trén, chung toi
xay dung TCCS cua vién nén bao phim
Glucopento" gom 6 chi tiéu voi cac gidi
han nhu sau: (1) Tinh chat: Vién nén
hinh tru det, bao phim mau tréng, mat

cat ngang bén trong mau nau nhat, mui

thom duoc liéu, vi ding; (2) D6 dong
déu khéi luong: Nam trong giéi han.
Khéi luong trung binh vién 1a + 5%; (3)
Do ra: Khong qua 30 phut; (4) Pinh
tinh: Ché phim phai thé hién phép thu
dinh tinh DAy thia canh, Huyén sam,
Ntc nac; (5) Giéi han chit bao quan:
Mirc tdi da 14 0,2% natri benzoat (twong
duong 2.000 mg/kg) tinh theo trong
lwong san pham; (6) D6 nhiém khuén:
Pat yéu cau theo DDVN V vé “Thubc
ubng c6 ngudn gbc tu nhién (dong,
thuc vat, khoang chét); cao thude, con
thudc ding dé san xuat thudc udng tir
duoc liéu”.

KET LUAN
Di nghién ctru cic phuong phap dé
danh giad chat luong cua vién nén bao
phim Glucopento qua cac tiéu chuin
gdm hinh thirc cam quan, do dong déu
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khdi luwong, do6 rd, dinh tinh, gi¢i han
chat bao quan va do nhiém khuan.
TCCS nay dugc hinh thanh trén co so
két qua nghién ctru doc ldp cua nhom
tac gia, nham phuc vu muc dich kiém
nghiém va kiém soat chat luong san
pham vién nén bao phim Glucopento,
v6i dinh huéng phat trién san pham
tmg dung tir bai thude co truyén trong
tuong lai.
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