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dugc si cd thé tu van bang dién thoai qua Ung
dung ho trg nén NB khong can pha| chd dgi lau
& bénh vién dé dugdc tu van ma cd thé hoi cac
thong tin vé thubc khi & nha. Nhiéunghién clru
trén thé gidi da chirng minh su can thiép cla
nhan vién y té€ tac dong tich cuc Ién su tuan tha
sif dung thuGc cla NB. Nghién cltu & Canada
nam 2014 vé tac dong cua dugc si trong viéc
quan ly NBTHA, nhdm can thiép cd ty 1€ tuan tha
tang cao han so vgi nhdom chirng (15% vs 2,2%)
(7). Mot nghién clu & Nepal phdéng van 332
NBTHA cho thady nhdm cd su tu’ van clia dudgc si
cd ty Ié tuan thu cao han nhém chiing (86,15%
vs 13,86%) (8). Chuong trinh CTHDSDT ciing
ghi nhan tac dong tich cuc cla Dudc si trong
viéc gilp tang ty I&€ NB tuan thu s dung thudc.

V. KET LUAN )

Chuong trinh can thiép hu‘dng dan st dung
thu6c cho NBTHA tai Bénh vién da khoa Thong
Nhéat tinh Dong Nai budc dau dat dugc mot s6
hiéu qua nhat dinh, tao tién dé cho viéc ti€p tuc
trién khai va dp dung chuong trinh nay tai Bénh vién.
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NGHIEN CU’U BAO CHE VIEN NANG CHI’A ESOMEPRAZOL 20MG
DANG HAT BAO TAN TRONG RUQT

TOM TAT

Muc tiéu: Bao ché vién nang chra esomeprazol
dang hat bao tan trong ruét. Poi tugng va phucng
phap: DG6i tugng nghién clru la esomeprazol vdi
polymer Eudragit® L30D-55. Khao sét I6p bao mang
hoat chat (ty I€ con: nudc, khdi lugng PEG 6000, khoi
lugng talc, ham Iugng chat khd), khao sat I6p bao
cach ly (ty 1€ con: nu‘c’fc, khdi lugng PEG 6000, ham
lugng chat kho), khao sat I6p bao tan trong rudt (khoi
lugng TiO, do tang trong Idp bao tan trong ruot) dén
qua trinh tao hat nhdm xac dinh dd hoa tan cua hat
trong mdi trudng acid HCl 0,1N trong 2 gid 13 khdng
qua 10% va trong moi trch‘mg dém phosphat pH 6,8
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trong 30 phuat khong nho hon 80%. Két qua: & I6p
bao mang hoat chat cé ty Ié con: nhudc la 3:1, khoi
lugng PEG 6000 1a 2 1q, khdi lugng talc 1a 2 1g, ham
lugng chat kho la 8% O I6p bao cach ly cé ty 1€ con:
nudc la 3:1, khéi lygng PEG 6000 la 1,2g, ham lugng
chat kho la 6%. O I6p bao tan trong rudt cd khoi
lugng TiO, la 1g, do6 tang trong cua I6p bao tan trong
rudt 1a 30%. Két luan: da bao chévién nang chlra
esomeprazol dang hat bao tan trong rudt dat tiéu
chuan cta USP43.
Tu khoa: Esomeprazol, Eudragit® L30D-55, hat.

SUMMARY
FORMULATION OF ESOMEPRAZOLE 20MG
DELAYED RELEASE PELLETS CONTAINED
CAPSULES

Objectives: Preparation of capsules containing
esomeprazole delayed release pellet. Materials and
methods: The materials were esomeprazole with
polymer Eudragit®L30D-55. Survey the active coating
layer (alcohol: water ratio, PEG 6000 weight, talc
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weight, dry matter content), survey the insulation
layer (alcohol: water ratio, PEG 6000 weight, dry
matter content), survey the soluble layer in the
intestine (TiO2, weight, the weight gain of the
intestinal layer) to the pellet process to determine the
solubility in hydrochloric acid 0,1N in 2 hours was
more than 10% and in phosphate buffer medium pH
6.8 for 30 minutes not less than 80%. Results: In the
active coating layer, the alcohol: water ratio was 3:1,
the weight of PEG 6000 was 2,1g, the weight of talc
was 2,1g and the dry matter content was 8%. In the
insulating layer, the alcohol: water ratio was 3:1, the
weight of PEG 6000 was 1,2g and the dry matter
content was 6%.In the intestinal soluble coating with
TiO, weight of 1g, the weight gain of the intestinal
soluble coating was 30%. Conclusion: Has prepared
capsules containing esomeprazole delayed release
pellets form to meet the standards of USP43.
Keywords: Esomeprazole, Eudragit® L30D-55, pellets.

I. DAT VAN DE

Esomeprazol la thu6c (fc ché bom proton
dugc st dung rong rai nhat trong cac phac do
diéu tri viém loét da day ta trang mang lai hiéu
qua cao.

Esomeprazol la chat kém tan trong nudc va
kém 6n dinh dudi tdc ddng cua &nh sang, nhiét
do, dd 8m, déc biét la trong mdi trudng acid
da daylll, day chinh la van dé gay trd ngai I6n

Hat nhan

Hat mang hoat chat

Bao I6p cach ly

Hat bao I8p cach ly

nhat cho cac nha bao ché. Chinhvily do trén
“Nghién ciru bao ché vién nang chua
esomeprazol 20mg dang hat bao tan trong ru6t”
dugc dé xudt dé khac phuc nhitng nhugc diém
trén va lam cho ché& pham cé do on dinh caol3!,
Vi vay nghién clu dugc ti€n hanh véi muc tiéu
bao ché vién nang chlra esomeprazol dang hat
bao tan trong rudt dat tiéu chuan kiém nghiém
theo USP43.

1. DOI TUONG VA PHUO'NG PHAP NGHIEN CU'U

2.1. Poi tugng nghién clru

Nguyén liéu. Nguyén liéu chinh s dung
trong nghién clu la esomeprazol dat tiéu chuén
USP43 va Eudragit®L30D-55 dat tiéu chuén cla
nha san xuat.

Thiét bi nghién ciru. May sdy tang s6i (Mini
Glatt), may do toc d6 chay (Erweka GTL), may
do do hoa tan (Pharmatest), may do ty trong
biéu kién (Pharmatest).

2.2. Phuong phap nghién ciru

Quy trinh bao ché. Quy trinh bao ché vién
nang esomeprazol 20 mg dang hat bao tan trong
rudt trai qua cac qua trinh dugc tém tét & so do
Hinh 1.

Bao I6p mang hoat chat

Bao I6p tan trong ruot

Hat bao I6p tan trong rudt —> Kiém nghiém ban thanh pham
Péng nang Kiém nghiém thanh pham
Vién nang chira hat —

Hinh 1. Quy trinh bao ché vién nang chua esomeprazol 20mg dang hat bao tan trong rudt

Sau moi giai doan bao khao sat I8p mang
hoat chat, I6p cach ly va I8p bao tan trong rudt,
tién hanh tinh hiéu suét bao va kiém tra dd hoa
tan clGa hat trong moéi trudng dém phosphat pH
6,8 nhu sau:

Xac dinh hiéu sudt bao bang cong thirc:

T

H = —.100%
7 il

Trong do: H: hiéu suat bao hat (%)

m: khéi lugng hat tang |én sau bao (g)

M: khai lugng chat kho trong dich bao (g)

Xac dinh do hoa tan trong méi trudng
acid HCI 0,1N

Thiét bi: canh khudy. T6c d6 quay: 100
vong/phut. M6i trudng hoa tan: 300ml dung dich
HCI 0,1N. Thai gian hoa tan: 2 giG. Nhiét d6 méi
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trudng hoa tan: 37 + 0,5°C.

Mau chuén: Dung dich esomeprazol pha trong
dém phosphat pH 6,8 v6i nong do 20ug/ml.

Méu thd' Can chinh xac Iu’dng hat cé chira
khoang 20 mg esomeprazol cho vao moéi trudng
hoa tan. Sau 2 gid, loc toan bo dich hoa tan qua
ray 125um, gilt lai lugng hat trén ray. Ldy lugng
hat trén dem di dinh lugng esomeprazol con lai.
TUr d6 tinh dudc lugng dugc chat da hoa tan
trong aicd sau 2 gi6. Cho lugng hat sau khi thar
hoa tan trong méi trudng aicd vao binh dinh
mUc 10ml, thém khoang 7ml MeOH, lac siéu am
khoang 15 phat. Thém MeOH vira du dén vach,
ldc déu. Hut chinh xac 1ml dung dich nay cho
vao binh dinh mirc 100ml, thém dung dich dém
phosphat pH 6,8 vira du dén vach, lac déu. Loc
ldy dich loc, bd 20ml dich loc dau. Do d6 hap thu
cua dich loc tai budc séng 301nm.

MAu trdng: Dung dich dém phosphat pH 6,8.

Phan tram esomeprazol giai phéng & thai
diém 2 gi6 dudc tinh theo cdng thirc:

U%BGPHC = (1 — ;ﬂ) 100%

Trong do: %GPHC: giai phdng hoat chat (%)

X: ham lugng esomeprazol trong hat

m: khdi lugng hat dem can

Cc: ndng dod dung dich chudn (ug/ml)

Dv: mat do quang dung dich thir

Dc: mat dd quang dung dich chuan

Xac dinh do hoa tan trong moéi trudéng
dém phosphat pH 6,8

Thiét bj: canh khudy.Téc do quay: 100
vong/phut. M6i trudng hoa tan: 1000ml dung dich
dém phosphat pH 6,8. ThGi gian hoa tan: 30
phut. Nhiét d6 méi trudng hoa tan: 37 + 0,5°C.

M3u chuén: dung dich esomeprazol pha
trong dém phosphat pH 6,8 véi ndng d6 20 pg/ml.

Mau tha: can chinh xac lugng hat cd chira
khoang 20 mg esomeprazol cho vao moi trudng
dém phosphat pH 6,8. Sau thdi gian 30 phat, rat
dich loc dem do quang & budc song Amax.

M3u trang: dung dich dém phosphat pH 6,8.

Phan tram esomeprazolgiai phéng & thdi
diém 2 gi6 dudc tinh theo cdng thirc:

%GPHC = —5 5 100%
a — T . - a
m. X. D,

Trong do: %GPHC: giai phdng hoat chat (%)
X: ham lugng esomeprazol trong hat

m: khdi lugng hat dem cén

Cc: ndng do dung dich chudn (ug/ml)

Dt: mat d6 quang dung dich thdr

Dc: mat dd quang dung dich chuan

Khao sat I6p bao mang hoat chat
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Thanh phan cong thirc dich bao mang hoat
chat dugc trinh bay & bang 1
Bang 1. Thanh phéan Idp bao mang hoat chét

Thanh phan Iu.rcl_j(:; '( g) Vai tro
Esomeprazol N
magnesi 3,5 Hoat chat
HPMC E6 3,5 Ta dugc dinh
PEG 6000 Khao sat Chat hoa déo
MgO 3,85 On dinh hoat chat
Talc Khao sat Choéng dinh
Tween 80 0,18 On dinh dich bao
Hon hgp con: nudc| Khao sat Dung moi

Pha ché dich bao: hoa tan HPMC E6, PEG
6000 va tween 80 vao hon hgp con: nudc dugc
(1). Cho tUr tir bot talc, MgO, esomeprazol vao
(1), khudy déu trén mdy khudy tir véi toc do 300
vong/phut dén khi dong nhat, loc qua ray 125um
thu dugc dich bao mang hoat chat. Dich bao
dugc khudy déu lién tuc trong sudt qua trinh bao
dé dam bao cac chat ran dugc phan bd dong
nhat trong hon dich.

Moi mé bao st dung 30g hat trg kich thudc
600-710pm. Tién hanh bao I6p mang hoat chat
Ién hat trg bang perdng phap boi dan béng hdn
dich trén mady say tang sbi Mini Glatt véi cac
théng s bao & bang 2.

Bang 2. Thong s6 quéa trinh bao Idp mang
hoat chat

Thong s0 Gia tri
T6c do théi khi 30-35 m3/h
Nhiét dd thdi khi 50°C
Nhiét do mé 42°C
DPudng kinh 6ng dan 1,5mm
Pudng kinh voi phun 0,7mm
Ap suat voi phun 1,1bar
Tan sudt xa loc 1 phit/lan
Toc do phun dich 1,3 ml/phit

Sau khi hét dich ti€p tuc sdy hat ¢ 45°C trong
15 phit. Hat sau khi sdy dugdc lay ra bao quan &
lo thuy tinh mau nau, kin.

Khao sat thanh phan cong thic dich bao
mang hoat chat gom:

X1: ty 1€ con : nudc (1:1, 2:1, 3:1, 4:1); Xt
ty I& con : nudctoi uu

X2: khéi lugng PEG 6000 (0,7g;1,4g; 2,1g;
2,8g; 3,59); Xor: khéi lugng PEG 6000 tGi uu

X3: khoi lugng talc (0,35g; 0,70g; 1,40g;
2,10g; 2,809g); Xst: khéi lugng talc t6i uu

Xa: ham lugng chat kho (6%, 8%, 10%)

Thanh phan cbng thdc dich bao I6p mang
hoat chat dugc trinh bay & bang 3.
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Bang 3. Thanh phan cong thuc dich bao Idp mang hoat chat

CT X1 X2 X3 X4 CT X1 X2 X3 X4
CT1 1:1 2,10 1,40 8 CT8 Xit 3,50 1,40 8
CT2 2:1 2,10 1,40 8 CT9 Xit Xar 0,35 8
CT3 3:1 2,10 1,40 8 CT10 Xit Xar 0,70 8
CT4 4:1 2,10 1,40 8 CT11 Xit Xor 2,10 8
CT5 Xit 0,70 1,40 8 CT12 Xit Xor 2,80 8
CT6 Xit 1,40 1,40 8 CT13 Xit Xot Xst 10
C17 XiT 2,80 1,40 8 CT14 Xit Xot Xst 6

Yéu ciw: Hiéu sudt bao la cao nhat va do
hoa tan trong méi trudng dém phosphat pH 6,8
G 30 phut khong nhé han 80%.

Khao sat I6p bao cach ly. Thanh phéan
cong thirc dich bao cach ly dugc trinh bay trong
bang 4.

Bang 4. Thanh phén dich bao cach ly

\ - Khoi A
Thanh phan Iugng (g) Vai tro
HPMC E6 3,00 Polymer
PEG 6000 Khao sat Chat hoa déo
MgO 0,32 Chat kiém
Talc 0,37 Chong dinh
TiO2 0,25 Tao do duc
ATween 80 0,06 On dinh dich bao
Hon thfoEtOH: Khao sat Dung moi
Pha ché dich bao: hoa tan HPMC ES6,

PEG6000 va tween 80 trong hon hgp con: nudc

dugc (2). Cho tur tir bt TiO2, MgO, talc vao (2)
khudy déu trén may khudy tUr véi toc do 200
vong/phut dén khi ddng nhat, loc qua ray 125um
thu dugc dich bao cach ly. Dich bao dugc khuay
déu lién tuc trong subt qud trinh bao dé dam
bdo cac chat ran dugc phan b déng nhét trong
hon dich.

Tién hanh bao I6p bao cach ly Ién hat mang
hoat chdt bdng phuong phap bdi dan hon dich
trén may say tang soi Mini Glatt véi cac thong so
bao nhu & bang 2. Sau khi hét dich ti€p tuc say
hat & 45°C trong 15 phut. Hat sau khi sdy dugc
Iy ra bdo quan & lo thuy tinh nau, kin. Khao sat
thanh phan cong thirc dich bao cach ly gom:

Yi: ty 1€ con: nudc (1:1, 2:1, 3:1); Yir: ty |é
con : nudc tbi uu

Y2: khoi lugng PEG 6000 (0,3g; 0,6g; 0,9g;
1,29); Y2r: khéi lugng PEG 6000 t3i uu

Y3: ham lugng chat kho (5%, 6%, 7%)

Bang 5. Thanh phan cdc céng thuc dich bao cach ly

CT Y1 Y2 Y3 CT Y1 Y2 Y3
CT15 1:1 0,9 6 CT19 Yir 0,6 6
CT16 2:1 0,9 6 CT20 Y1t 1,2 6
CT17 3:1 0,9 6 CT21 Y1t Yor 7
CT18 Yir 0,3 6 CT22 Yit Yor 5

Yéu cau: Hiéu suat bao la cao nhat va do hoa tan trong moi trudng dém phosphat pH 6,8 6 30
phut khéng nhd hon 80%.

Khao sat IGp bao tan trong ruét

Thanh phan cong thdc dich bao tan trong

rudt dugc trinh bay trong bang 6.

Bang 6. Thanh phén dich bao tan trong rudt

\ A Khoi I
Thanh phan lugng(g) Vai tro
Hon dich Eudragit® 80 Polymer tan trong
L30D-55 ruot
PEG 6000 2,4 Chat hoa déo
TiO2 Khéo sat | Chat tao d6 duc
Tween 80 0,4 On dinh dich bao
NuGSc vd Dung moi

Pha ché dich bao: Hoa tan hoan toan PEG
6000 trong nudc. Cho dung dich nay tir tr vao
coc chira hon dich Eudragit® L30D-55 va khudy
déu bdang mdy khudy tir véi téc dd 200
vong/phut trong 5 phat dugc (3). Cho tir tir bot

TiO2 vao (3) va khudy déu bdng may khudy tir
vGi toc do 200 vong/phut dén khi dong nhat, loc
qua ray 125pym dugc dich bao tan trong rudt.
Dich bao dugc khudy déu lién tuc trong sutt qua
trinh bao d& dam bao cac chét ran dugc phan bd
dong nhat trong hon dich.

Tién hanh bao I8p bao tan trong rudt 1én hat
bao 16t chdt bang phucng phap boi dan hon dich
trén may say tang soi Mini Glatt v&i cac thong so
bao nhu & bang 2. Sau khi hét dich ti€p tuc say
hat & 45°C trong 15 phut. Hat sau khi sdy dugc
I3y ra bdo quan & lo thuy tinh nau, kin.

Khao sat cac yéu td anh hudng dén do hoa
tan cua hat trong moéi truong HCl 0,1N va moi
trudng dém phosphat pH6,8 gom:

Zi: khoi lugng TiO2 (0g, 1g, 2g, 39). Zit: khoi
lugng TiO2 t6i uu (g)
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Z>: d0 tang trong cla I6p bao tan trong rudt
(20%, 25%, 30%, 35%, 40%)

Bang 7. Thanh phén cac cong thuc dich bao
tan trong ruot

CT Z1 Z> CT Z Z>
CT23 0 25 CT27 ZiT 20
CT24 1 25 CT28 Zi7 30
CT25 2 25 CT29 Zi7 35
CT26 3 25 CT30 ZiT 40

Yéu cau: Do hoa tan cua hat trong méi
trudng HCI 0,1N trong 2 giG thap nhat va trong
moi trudng dém phosphat pH 6,8 trong 30 phut
khong nho han 80%.

Hat sau khi bao I6p bao tan trong rudt sé
dugdc tién hanh kiém nghiém ban thanh pham
vGi cac chi tiéu nhu sau: ty trong biéu kién, dd
mai mon, dd am, téc dd chay.

Hat sé dugc dong nang vao c@ nang s6 1 va
ki€m nghiém vién nang chlra esomeprazol 20 mg
dang hat bao tan trong rudt theo tiéu chuan cua
USP4314],

INl. KET QUA NGHIEN cUU

Khao sat IGp bao mang hoat chat. Két
qua khao sat thanh phan I6p bao mang hoat
chat dugc trinh bay & bang 8.

Bang 8. Két qua khao sat thanh phan Iop bao mang hoat chat

CT X1 X2 X3 Xa a b CT X1 X2 X3 Xa a b
CT1 | 1:1 | 2,10 | 1,40 8 - - CT8 3:1 | 3,50 | 1,40 8 - -
CT2 | 2:1 | 2,10 | 1,40 8 | 71 | 94,7 CT9 3:1 | 2,10 | 0,35 8 - -
CT3 | 3:1 | 2,10 | 1,40 8 [ 8 ]|94,2 | CT10 | 3:1 | 2,10 | 0,70 8 71 1 92,1
CT4 | 4:1 | 2,10 | 1,40 8 |79 1938 | CT11 | 3:1 | 2,10 | 2,10 8 86 | 94,8
CT5 | 3:1 | 0,70 | 1,40 8 | 65]|91,1 | CT12 | 3:1 | 2,10 | 2,80 8 80 | 95,3
CT6 | 3:1 | 1,40 | 1,40 8 |71 1928 | CT13 | 3:1 | 2,10 | 2,10 | 10 68 | 93,9
CT7 | 3:11 | 2,80 | 1,40 8 |84 ]938 | CT14 | 3:1 | 2,10 | 2,10 6 83 | 95,0

VGi -: khong ghi nhan dugc két qua; Xi: ty 1€
con: nerc X2: khoi lugng PEG 6000 (g); X3: khoi
lugng talc (g); X4: ham lugng chat kho (%); a
hiéu suat bao (%); b: d6 hoa tan cla hat trong
dém phosphat pH 6,8 trong 30 phut (%).

Nhan xét: Vé anh hudng cua ty 1€ con: nudc
G cac CT1, CT2, CT3, CT4 cho thdy CT3 cho hiéu
suat bao cao nhat (85%), dong thdgi do hoa tan
dat (94,2% > 80%). Vay chon ty I& con: nudc =
3:1. O CT3, CT5, CT6, CT7, CT8 cho thay CT3
cho hiéu suat cao nhat (85%), do6 hoa tan dat

(94 2% > 80%), nén chon khdi lugng PEG 6000
b&ng 2,10g dé bao ch&. O CT3, CT9, CT10,
CT11, CT12 thi CT11 c6 hiéu suat bao cao nhat
(86%), dd hoa tan dat (94,8% > 80%), nén
khoi lugng talc dugc chon la 2,10g. O CT11,
CT13, CT14 cho thay CT11 cd hiéu suat bao cao
nhat (86%), d ong thoi do hoa tan dat (94,8% >
80%), nén ham lugng chat kho dugc chon la 8%.
Khao sat I6p bao cach ly. Két qua khao sat
thanh phan dich bao cach ly dudc trinh bay
trong bang 9

Bang 9. Két qua khao sat thanh phan céng thuc dich bao cdch ly

CT Y1 Y2 Y3 a b CT Y1 Y2 Y3 a b
CTi5 | 1:1 0,9 6 72 86,2 | CT19 3:1 0,6 6 79 85,8
CTi6 | 2:1 0,9 6 76 85,7 | CT20 3:1 1,2 6 87 87,2
CT17 | 3:1 0,9 6 83 86,7 | CT21 3:1 1,2 7 76 83,3
CTi8 | 3:1 0,3 6 75 85,2 | CT22 3:1 1,2 5 85 86,8

VGi Yi: ty 1€ con: nudc; Ya: khoi lugng PEG
6000 (g); Ys: ham lugng chat kho (%); a: hiéu
sudt bao (%); b: d6 hoa tan cla hat trong dém
phosphat pH 6,8 trong 30 phit (%)

Nhan xét: TUr két qua CT15, CT16, CT17 cho
thdy CT17 cho hiéu suat bao cao nhat (83%),
dodng thai d6 hoa tan dat (86,7% > 80%), vi thé
ty 1€ con: nudc dugc chon la 3:1. O CT17, CT18,
CT19, CT20 cho thay CT20 cho hiéu sudt bao

cao nhat (87%), do0 hoa tan dat (87,2% >
80%), nén khéi lugng PEG 6000 dugc chon la
1,2g. & CT20, CT21, CT22 cho hiéu suét bao cao
nhat (87%) va do hoa tan dat (87,2% > 80%),
nén ham lugng chat kho dudc chon la 6%.

Khao sat I6p bao tan trong rudt. Két qua
khao sat thanh phan cong thirc I6p bao tan trong
rudt trinh bay & bang 10.

Bang 10. Két qua khado sat thanh phdn céng thuc dich bao tan trong rudt

CT Z1 Z> C b CT Z1 2> C b
CT23 0 25 16 71,2 CT27 1 20 19,2 91,1
CT24 1 25 11,4 82,3 CT28 1 30 8,7 81,8
CT25 2 25 15,8 74,2 CT29 1 35 6,7 79,2
CT26 3 25 18,2 75,5 CT30 1 40 5,2 73,9
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VGi Z1: khéi lugng TiO2 trong cbéng thdc (g);
Z>: d6 tang trong cla I8p bao tan trong rudt
(%);c: do hoa tan cda hat trong méi trudng acid
HCl 0,1N trong 2 giG (%); b: do hoa tan cla hat
trong dém phosphat pH 6,8 trong 30 phut (%)

Nhan xét: Tu két qua CT23, CT24, CT25,
CT26 cho thay CT24 cho do hoa tan cla hat
trong moi trudng acid HCl 0,1N thdp nhat va do
hoa tan cla hat trong moi trudng dém phosphat
pH 6,8 cao nhat, nén chon khéi lugng TiO: la 1g.
O CT24, CT27, CT28, CT29, CT30 cho thay CT28
cho d6 hoa tan cla hat trong moi trudng acid
HCl 0,1N dat (8,7% < 10%) va d6 hoa tan cua
hat trong moi trudng dém phosphat pH 6,8 dat
(81,8% > 80%). Do do, chon do tang trong cla
I6p bao tan trong rudt la 30%.

Thanh phan cong thdc vién nang chira
esomeprazol 20mg dang hat bao tan trong rudt
dudgc trinh bay & bang 11.

Bang 11. Thanh phén cong thut vién nang chua
esomeprazol 20mg dang hat bao tan trong rudt

\ o Khoi

Thanh phan Iuwgng(g)
Esomeprazol magnesi 3,19

Sugarsphere 600-710um 30

L&p bao MgO 3,31
mang HPMC E6 3,00
hoat chat PEG 6000 1,81
Talc 1,81
Tween 80 0,15
HPMC E6 2,61
PEG 6000 1,04
LSp bao MgO 0,28
cach ly Talc 0,32
TiO2 0,22
Tween 80 0,05
L6b bao Eudragit® L30D-55 12,86
P PEG 6000 1,28
tan trong TiO; 0,54
ruot Tween 0,75

Vién nang chra esomeprazol 20mg dang hat
bao tan trong rudt déu dat cac chi tiéu kiém
nghiém nhu cdm quan, d6 dong déu khoi lugng,
dé hoa tan, dinh tinh, dinh lugng theo tiéu
chuén USP43

IV. BAN LUAN

Cac dung moi thu‘dng dudc sir dung trong
qué trinh boi dan b&ng hdn dich thudng la
aceton, methanol, isopropanol hodc su két hgp
cac dung moi. Tuy nhién, d& giam nguy cd hat bi
dinh trong qua trinh bGi, s dung dung moi cd
chi phi thap va han ché& nguy cd chay ng, ching
toi quyét dinh chon hdn hgp ethanol va nudc.
Nudc la dung moi hoa tan t6t cac ta dugc HPMC

E6, PEG 6000, Tween 80 lai cd chi phi thap. Tuy
nhién, mdt s6 nhudc diém cla nudc la tao dich
nhét v8i HPMC E6, PEG 6000 va tao bot bén khi
cd mat cung véi Tween 80, kha nang hoa tan
hoat chat kém, kha ndng bay hoi kém. Ethanol
¢6 uu diém 1a dung mdi hoa tan tét cac polymer
va tao dich c6 dd nhét thap, pha bot va hoa tan
hoat chat t6t hon so V@i nudc nerng dat tién, dé
bay hai, d& chay né. Chinh vi vay, ethanol derc
s dung k&t hop vé6i nudc theo cac ty 1€ d€ lam
dung moi pha dich bao mang hoat chat va dich
bao cach Iy,

Hiéu suét bao thay d&i cd thé giai thich la do
tang ty 1€ ta dugc dinh thi s6 cau ndi gitta cac
chuoi phan tir polymer dé két ndi cac tiéu phan
tang Ién, do d6 gilp chat rdn bam trén bé mat
nhan tét han. Nhung néu ti€p tuc tang ty I€ ta
dudc dinh dén mot mirc nao d6 s6 cau noi da du
lugng chat rdn bam vao bé mat hat nén hiéu
suat khong tang thém nira. Ngoai ra, néu ty Ié ta
dugc dinh tdng qua cao lam tdng dd nhét dich
bao, giam toc do bay hoi dan dén cic hat tiép
Xl'JC, dinh vao nhau gay hién tugng dinh chum,
dong cuc va bam vao thiét bi (CT8). PEG 6000
dong vai tro vira la ta dugc dinh vira la chat hoa
déo, la polymer tan rat tot trong nudc gilp giai
phoéng nhanh hoat chat. Khi tang ty I1&é PEG 6000
thi d0 hoa tan tang, diéu nay phu hgp vdi nghién
clru cia Yongmei Xie cho rdang PEG 6000 c6 kha
nang tang cudng d0 tan clha mudi
esomeprazol®l, Nhung khi tdng PEG 6000 |én
nira thi do hoa tan lai giam di mét it, diéu nay co
thé gidi thich 1a do khi do hoa tan trong moi
trudng dém pH 6,8 cac hat c6 tinh bam dinh cao
nén sé tap trung va két tu thanh khoi nén gilt lai
hoat chat bén trong ldu hon la céng thic cd
lugng ta dugc dinh thap.

Khi stf dung lugng talc qua thap thi khong du
kha nang chéng két dinh cac hat trong khi bao,
gay nén hién tugng dinh chim va déng cuc. Néu
tang lugng talc cac giot dich bao bam Ién hat tao
bé mat 96 ghé hon, tang dién tich ti€p xuc vdi
khdi khi nén hat nhanh khd. Bong thdi talc dong
vai tro cau ndi trung glan gan két cac chudi phan
tr polymer, lam chat rdn bam t6t trén bé mat
hat, nhung lugng talc tdng dén mot mdc nao do
trong cong thirc thi tao da s6 lugng cdu ndi nén
néu tang Ién thi hiéu suat lai giam.

Ham lugng chat kho la mot yéu t6 chinh anh
hudng dén qua trinh bao. Khi ham lugng chat
kho I6n tic dich bao c6 d6 dam dac cao, sing
phun c6 thé bi nghet khéng nhitng vay, lugng
polymer trong dich cling tang Ién lam tdng do nhdt
ctia dich bao, gay hién tugng dinh hat khi phunl?,
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Ngoai thanh phan cong thirc, d6 tang trong
cla I8p bao tan trong ruét la mot trong nhing
yéu t6 quan trong nhat giup hat khang lai moi
trudng acid. D6 tang trong I6p bao cang tang,
kha ndng khang acid cang tét nén do giai phong
hoat chat hoat chat trong moi trudng acid HCI
0,1N giam. Tuy nhién kha nang giai phéng hoat
chat trong moéi trudng dém pH 6,8 cling giam
theo. Do do, do day I8p bao tan trong rudt 30%
la dat yéu cau.

V. KET LUAN

Pa bao ché dudgc viéen nang chia
esomeprazol 20mg dang hat bao tan trong ruot
dat cac tiéu chuén kiém nghiém cta USP43.
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SO LWO'NG ONG TUY CHAN RANG CUA RANG COI LON THU’ NHAT
HAM DU'O'I TREN CONEBEAM CT TRONG PIEU TRI NHA KHOA

TOM TAT

Muc tiéu: Day la ngh|en cu‘u khao sat trén phlm
ConeBeam CT nhdm xac dinh s6 ong tay cla rang ci
I6n (RCL) th* nhat ham dudi & ngudi Viet Nam. Doi
tugng va phuong phap: Nghién cliru dugc thuc hién
trén 166 bénh nhan chup phim CBCT theo chi dinh
cla béac si tai Trung tdm CT nha khoa Nguyén Trdi,
Thanh Phé H6 Chi Minh, trong thdi gian nghién clru tir
thang 10/2015 dén thang 6/2016. Phim CBCT dudgc
chup bang may chup phim Picasso Trio (Ewoo. Vatech,
Korea) vdi cac diéu kién va tu th& chuin cua benh
nhan cho chup phim. Hinh anh CBCT thu thap tor
trung tam CT dat tiéu chuén chon mau dugc quan sat
trén may tinh man hinh phang 14 inches, d6 phan giai
1366 x 768 plxel v@i phan mem EzImpIant CD viewer.
Ghi nhan vi tri rang (rang 36 va rang 46), khao sat s6
lugng ong tay cua rang cGi I6n tht nhat ham dudi
trén hinh anh CBCT: trong mat phang ngang (Axial),
di chuyen cac lat cdt trén thiét dién ngang cla 6ng tuy
tr san tdy dén chdp. Quan sat theo thiét dién ngang &
nhiing mdrc sau: miéng 6ng tly, phan ba gilia chan
rang, phan ba chop chan rang Quan sat 6ng tuy cla
tirng chan rang cla rang cOi 16n thr nhat ham dudi
theo ba mat phang. Xac dinh s lurgng ong tuy Két
qua: Ti 18 RCL thf nhat ham dudi c6 hai dng tuy, ba
ong tuy, bon 6ng tdy, lan luct la 4,5%, 66,8% va
28,9%. Sy phan b6 nay khac biét khéng cd y nghia
theo gidi tinh va theo vi tri. K&t luan: Ti I€ RCL th&r
nhat ham dudi trén CONEBEAM CT c6 ba ong tay
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SUMMARY

THE NUMBER OF THE ROOT CANALS OF
THE FIRST LOWER MOLARS ON CONEBEAM

CT IN DENTAL TREATMENT

Objectives: The aim of the study is to determine
the number of the root canals of the first lower molars
in Vietnamese on ConeBeam CT. Subjects and
methods: The study was conducted on 166 patients
who had exposured using CBCT indicated by dentists
in Nguyen Trai Dental CT Central, HoChiMinh City,
from October 2015 to June 2016. The CBCT digital
images were captures using Picasso Trio (Ewoo
Vatech, Korea) with the standard conditions and
postures of patients. CBCT digital images were
displayed on the 14 inches flat monitor, at 1366 x 768
pixel resolution with EzImplant CD viewer software.
The positions of the first lower molars were recorded.
The number of root canals of the first lower molars
was examined by moving cross-sectional slices from
the pulpal floor to the apex. The orifices, middle
thirds, apical thirds of the canals of the first lower
molar was observed and the root canals of each root
of the first lower molars were observed in three
planes Results: The prevalences of two, three, four
root canals of the first lower molars were 4.5%,
66.8% and 28.9% respectively. There were not
significant differences about sex and positions.
Conclusion:The prevalences of three root canals of
the first lower molars accounts for the largest portion.

Key words: Root canals, first lower molar,
ConeBeam CT.
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