TAP CHi Y HOC VIET NAM TAP 509 - THANG 12 - SO 1 - 2021

KET QUA PIEU TRI THOAI HOA KHOP GOI NGUYEN PHAT
BANG TIEM NOI KHO'P HUYET TUONG GIAU TIEU CAU TU THAN
TAI BENH VIEN TRUNG UONG THAI NGUYEN

TOM TAT

Muc tiéu: banh gia két qua diéu tri thoai hoa
khdp 90| nguyen phat sau tiém ndi khép huyet tuang
gidu tiéu ciu tu than 6 thang. Doi tugng va phuang
phap: M6 ta cdt ngang 63 bénh nhan vd| 90 khdp 90|
bi thoai hoa dugc diéu tri bang tiém noi khdp huyét
tuong gidu tiéu cau tu than dudi hu’dng dan tai Bénh
vién Trung Uong Thai Nguyén tir thang 01/2020 -
11/2021. Ké&t qua: Sau 6 thang can thlep ti 1€ dau
khép kiéu co hoc (61,1%) glam so véi ban dau
(87,8%); khong con dau kiéu viém; d&u hiéu pha g|
khdp (32,2%) glam SO V@i trudc d|eu tri (51, 1%) Dau
hiéu luc khuc khdp goi (51, 1%) giam so vdi tru’dc can
thiép (85 6%). Mu‘c dd dau va kha ndng van dong
khdp goi dudc cai th|en rd: diém dau VAS trung b|nh
tr 6,72 +1,50 dlem xuong 2,63 + 1,15 sau 3 thang va
153 + 1, 30 dlem sau thang Piém WOMAC dau
cung khdp, van dong va WOMAC chung déu co sy y
nghia thong ké. biém WOMAC chung giam tur 37,20+
7,68 xubng 20,57 + 5,71 (T3) va 13,03 + 5,52 (T6)
Sl,r khac biét VGi p < 0,05. Két Iuafm: Co su 'cai thién
ro cac triéu chiing Iam sang, can Idm sang va kha
nang van dong khdp goi cua bénh nhéan sau 6 thang
diéu tri thoai hoa khdp 90| nguyen phat bang liéu
phép tiém huyét tuong giau tiéu cau tu than

Tor khoa Thoa| hoa khdp goi nguyén phat, huyét
tuong giau tiéu cau, siéu 4m

SUMMARY

RESULTS OF TREATMENT OF PRIMARY

KNEE OSTEOARTHRITIS BY INTRA-
ARTICULAR INJECTION OF AUTOLOGOUS
PLATELET-RICH PLASMA AT THAI NGUYEN
NATIONAL HOSPITAL

Background: To evaluate the results of treatment
of primary knee osteoarthritis after intra-articular
injection of autologous platelet-rich plasma for 6
months. Subjects and methods: A cross-sectional
description of 63 patients with 90 degenerative knee
joints who were treated by intra-articular injection of
autologous platelet-rich plasma under guidance at
Thai Nguyen Central Hospital from January 2020 -
11/2021. Results: After 6 months of intervention, the
rate of mechanical joint pain (61.1%) decreased
compared to the baseline (87.8%); no more
inflammatory pain; signs of joint destruction (32.2%)
decreased compared to before treatment (51.1%).
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The sign of knee claudication (51.1%) decreased
compared to before the intervention (85.6%). Pain
level and knee mobility improved significantly: the
average VAS pain score from 6.72 + 1.50 points to
2.63 £ 1.15 points after 3 months and 1.53 + 1.30
points after 3 months. 6 months. WOMAC scores for
joint pain, movement and overall WOMAC were
statistically  significant. Overall WOMAC score
decreased from 37.20 + 7.68 to 20.57 + 5.71 (T3) and
13.03 + 5.52 (T6). The difference with p < 0.05.
Conclusion: There was a clear improvement in the
clinical and subclinical symptoms and the patient's
knee mobility after 6 months of primary knee
osteoarthritis treatment with autologous platelet-rich
plasma injection.

Keywords: Primary knee osteoarthritis, Platelet-
Rich Plasma, Ultrasound

I. DAT VAN PE

Thodi hoa khdp g6i la hau qua cla qua trinh
cd hoc va sinh hoc lam mét can badng gitra tong
hgp va huy hoai clia sun va xuong dudi sun. Su
mat can bang nay cd thé dudgc bat dau bai nhiéu
yéu t8: di truyén, phat trién, chuyén hod va chan
thuong, biéu hién cudi cing cua thodi hdéa khdp
la cac thay d6i hinh thai, sinh hod, phén ti va co
sinh hoc cua t€ bao va chat cg ban cta sun dan
dén nhuyén hod, nit loét va méat sun khdp, xd
hoa xuong dudi sun, tao gai xudgng va hoc
xuong dudi sun. Thodi hod khdép goi la mot trong
nhifng nguyén nhan hang dau gay ra khuyét tat
van dong va ganh nang kinh té€ cho diéu tri rat
I6n.Theo thong ké cliia WHO, thodi hda khdp la
nguyén nhan ding thr 11 véi s6 nam séng tan
tat trén thé gidi, ding ther 6 & Bong A va cac
nuaéc Dong Thai Binh Du’dng co thu nhap cao,
th{r 10 & Bac My, thr 7 & Bong Au va thr 13 &
Tay Au [6] Vi vay viéc diéu tri bao ton thoai hoda
khdp go6i dong vai tro rat quan trong trong viéc
cai thién triéu chiing, phuc hoi chifc ndng van
dong cho bénh nhan, giam ti Ié dan dén tan phé
va giam ganh nang I8n Ién kinh té cho gia dinh
va xa hoi. Trong cac phuong phap diéu tri bénh
thodi hoda khdp gbi hién nay liéu phap huyét
tuong giau tiéu cau (PRP-Platelet Rich Plasma)
tu than la phuogng phap ng dung ki thuat tién
ti€n cta y hoc hién dai cho két qua cao. Theo
nghién clfu cla Hassan va cs (2015) cho thay
viéc st dung liéu phap huyét tuong giau ti€u cau
trong diéu tri thoai hda khdp co cai thién lam
sang ro rét so vdi trudc khi diéu tri; trén siéu am
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thdy c6 giam tang sinh mach va bé day mang
hoat dich khdp [4]. Trén thé gidi c6 nhiéu nghién
ctu da ching t6 PRP c¢b hiéu qua trong diéu tri
thodi hda khdp go6i - v@i dich tac dong la cai
thién, tang sinh té bao sun khdp cho két qua co
tac dung t6t han, kéo dai hon so véi tiém acid
hyaluronic. Khoa Cg Xudng khép - Bénh vién
Trung Uong Thai Nguyén la mét trong nhitng
don vi di dau vé chuyén nganh khép, ddy manh
nghién clu va ng dung li€u phap PRP vao diéu
tri bénh nhan thoai hda khdp goi. T kha nang
(fng dung trén Idm sang cla PRP, nham khao sat
hiéu qua diéu tricua liéu phap nay chdng toi ti€én
hanh nghién ctu: "Panh gid két qua diéu tri
thodi hda khdp gbi nguyén phat bang tiém noi
khdp huyét tuong giau tiéu cdu tu thén tai bénh
vién Trung Uong Thai Nguyén’.

Il. BOI TUQNG VA PHU'ONG PHAP NGHIEN CU'U

2.1. PGi tugng: 63 bénh nhan véi 90 khdp
g6i dugc chan doan xac dinh thodi héa khdp goi
nguyén phat dugc diéu tri bang liéu phap huyét
tuong giau tiéu cau tai khoa Co xudng khdp,
bénh vién Trung Uang Thai Nguyén.

> Tiéu chuan lua chon

- Bénh nhan dudc chin doan thodi héa khép
gdi theo tiéu chuén chan dodan cta Héi thap khép
hoc My ACR 2016 [3].

- Bénh nhan dong y tham gia nghién clu.

> Tiéu chuén loai trir

- Bénh nhan cd: roi loan déng mau, mac cac
tinh trang bénh ly ung thu, tim, phoi, suy gan, suy
than ndng; dang trong tinh trang nhiém khuan.

- Bénh nhan da cd can thiép diéu tritai khdp

- Nong dd Hemoglobin mau< 110g/1.Ti€u ciu
mau < 150.000/mm3.

- Bénh nhan khoéng déng y tham gia nghién cru.

2.2. Thdi gian va dia diém nghién ciru:
TU thang 01/2020 -11/2021 tai Khoa Cd xuong
khdp - Bénh vién Trung uang Thai Nguyén.

2.3. Phuong phap nghién ciru:

*Thiét ké nghién ciru: Phudng phap
nghién cllu mé ta cdt ngang két hop can thiép
Idm sang khong déi chirng. Phuong phap thu
thap dir liéu: ti€n cru két hgp hoi ciu.

* CG mau: Ap dung cong thirc udc lugng 1 ti
|6.Thuc tédanh gia dugc 63 bénh nhan vai 90
khdp can thiép. B

* Chon mau: Chon mau thuan tién.

* Quy trinh thuc hién:

Thuc hién ki thuat tach chiét PRP bang may
FLETA-40P. Quy trinh tach chi€t PRP nhu sau:

- Diéu dudng I8y téng 30 ml mau tinh mach
(gom ca 03ml Chéng déng ACD-A) vao 01 bom

50ml, r6i bdm mau vao Tricell PRP Kit ctia hang
Rev-Med (Han Quoc).

- M@ 13p loc thdng gi6 sau do tiém mau vao
kit, nén cdm mii kim tiém vao tir moét goc 30 do
dé trdnh mau thodt ra tir loc théng gid.

- Chuén bj 1 blance kit chfa nudc trong lugng
béng + 1g.

- Li tdm [an 1 vai toc do 3200 vong trong 5 phut.

- Sau khi li tdm [an 1, xoay 1&p khoang chifa RBC
dé day buffy coat dén khoang chira huyét tuong.

- Gilr phan trén cua Tricell va xoay phan dudi
clia Tricell d& ¢6 1ap RBC vdi chét khoa

- L3c dé tron plasma vdi buffy coat, Iat 1&n
trén trudc khi li tdm [an 2, diéu chinh lai s6 mat
dd PRP tir 1ml-> 4ml.

- Li tam [an 2 vdi 3300 vong trong vong 3 phdt.

- Gilf than cta Tricell va xoay diém tiém mau
dé& cd 13p PPP va PRP.

- DUng bam kim tiém 18> 23G cdm qua nap
PRP kit @& thu phan PRP.

- Liéu trinh tiém PRP: gébm 02 miii, cach 2
tudn tiém 1 mii.Theo ddi BN tai thsi diém 1
thang (T0), 3 thang (T3), 6 thang (T6) sau tiém
PRP miii 2.

2.4. Cac bién so vachi tiéu nghién ciru

- Pdc diém chung cla BN tham gia nghién
clru:tudi, gidi tinh, thdi gian bi bénh

- D3c diém bénh ly ctia déi tugng nghién clu:

+ Triéu chifng cd nang: triéu chiing dauy,
dau hiéu “Pha gi khép”.

+ Triéu chiing thuc thé: luc khuc khi cir déng
khdp, dau hiéu bao go, tang nhiét do da tai khdp,
sd thay u xuong khi kham, tran dich Idam sang.

- Danh gid mUc d6 dau theo thang diém VAS
(Visual Analog Scales).

- banh gia kha nang van dong khdp gbi theo
thang diém WOMAC (Western Ontario and
McMaster Universities).

- D3c diém danh gia trén siéu am: dich khdp,
viém mang hoat dich, kén Baker.

2.5. Xir ly s0 liéu: Phan tich va x( ly s6 liéu
bdng phan mém SPSS 25.0

2.6. Pao diuc nghién cru: Nghién clu da
dugc théng qua hoi dong Pao dirc Bénh vién
Trung udng Thai Nguyén.

INl. KET QUA NGHIEN CU'U

3.1. Pac diém chung cua ddi tuong
nghién ciru

Bang 3.1. Dic diém bénh nhén nghién cuu
(n=60)

< 4 So Ty lé
Pac diém lugng (%)
DO tudi | <49 12 19,0
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50 - 59 29 46,0

- 60 22 34,9
T“°E%Tg%)l"”h 56,41 + 6,57

e Nam 17 27,0

Gidi tinh NG 26 73.0

o <5 27 42,9
Thai gian . -

mc banh 5-10 30 47,6
(N&m) > 10 6 9,5
*+SD 5,63 +2,83

Nhén xét: D6 tudi tir 50 - 59 tudi chiém ti 1é
cao nhat 46,0%. Tudi trung binh cla doi tugng
nghién cu la 56,41+ 6,57 tudi. Da s6 d6i tugng

nghién cu 1a nit gidi 73,0%.Thdi gian mac bénh
trung binh la 5,63+ 2,83 nam.
Bang 3.2. Pac diém khdp goi duoc can thiép

(n=90)
“ e SO Ty lé
Pac diém Ivgng (%)
S6 khép goi 1 khdp 36 57,1
can thiép 2 khdp 27 42,9
Giai doan 11 27 30,0
s, 111 34 37,8
thoai hoa khdp v 59 32.2

Nhan xét: Ti |é bénh nhan can thiép 2 khdp
la 27 (42,9%).Khdp thodai héa khdp do III chiém
ti 1€ cao nhét 37,8%.

3.2. Két qua diéu tri thoai hoa khdp goi nguyén phat bang liéu phap tiém noi khép PRP
du'6i hudng dan caa siéu am

Bang 3.3. B3c diém cac triéu ching co ndng cua khdp gdi sau can thiép(n =90)

Thoi diém TO T1 T3 T6
Triéu chirng n (%) n (%) n (%) n (%)
Dau kiéu cg hoc 79 (87,8%) 82 (91,1%) 83 (92,2) 55 (61,1%)
Pau kiéu viém 23 (25,6%) 18 (20,0%) 2 (2,2%) 0 (0,0%)
Pha gi khdp 46 (51,1%) 45 (50,0%) 39 (43,3) 29 (32,2%)

Nhén xét: Sau 3 thang diéu tri, triéu chi’ng dau dudc cai thién trong d6 dau ki€u viém giam con
2,2%; ti 1& pha gi khdp43,3%. Sau diéu tri 6 thang, ti 1& dau kiéu cc hoc la 61,1%; khdng con trudng
hop dau kiéu viém, ti Ié c6 ddu hiéu pha gi khdp la 32,2%.

Bang 3.4. Bic diém cdc triéu ching thuc thé tai cac thoi diém sau can thiép(n =90)

Triéu chirng

Thoi diém

T0
n (%)

T1
n (%)

T3
n (%)

T6
n (%)

Luc khuc khi cir dong khép

77 (85,6%)

72 (80,0%)

61 (67,8%)

46 (51,1%)

Dau hiéu bao go

51 (56,7%)

48 (53,3%)

44 (48,9%)

22 (24,4%)

T&ng nhiét dd da tai khdp 23 (25,6%) 16 (17,8%) 0 (0,0%) 0 (0,0%)
S3 thay u xuong khi kham 16 (17,8%) 16 (17,8%) 16 (17,8%) 16 (17,8%)
Tran dich 1am sang 22 (24,4%) 17 (18,9%) 3 (3,3%) 0 (0,0%)

Nhén xét: Ti 1& luc khuc khi cif dong khdp giam tur 85,6%con 67,8% (T3) va 51,1% (T6). Trudc
diéu tri, 56,7% BN ddu hiéu bao go sau 3 thang diéu tri con 48,9% (T3) va ti€p tuc giam con 24,4%
(T6). C6 24,4% BN co tran dich lam sang khdp g6i trudc diéu tri, sau diéu tri 6 thang khong co
truGng hdp nao tran dich 1am sang.

Bang 3.5. Két qua diéu tri khdp gdi theo thang diém VAS va WOMAC sau can thiép

Thoi diém TO T3 T6
Thang diém (1) (2) (3) P
VAS 6,72 1,50 2,63+ 1,15 1,53 + 1,30 < 0,05
Pau 6,77 + 2,33 3,13+ 1,52 1,77 £ 1,54 < 0,05
WOMAC Cling khdp 2,44 + 2,60 13+1,56 0,78 * 1,14 < 0,05
Van dong 28,00 + 4,63 16,13 + 4,0 10,50 + 4,14 < 0,05
T8ng chung 37,20 + 7,68 20,57 + 5,71 13,03 £ 5,52 < 0,05

Nhan xét: Sau3 thang diéu tri (T3): Diém VAS trung binh giam (2,63+ 1,15) so véi trudc diéu tri
(6,72 + 1,50). Diém Womac chung trung binh giam (20,57+ 5,71) so véi trudc diéu tri (37,20 + 7,68).
Sau 6 thang diéu tri (T6), diém VAS tiép tuc giam, diém WOMAC dau, WOMAC ciing khdp, WOMAC
van ddng va WOMAC téng chung déu giam nhiéu. Su’ khac biét ¢ y nghia théng ké véi p < 0,05.

Bang 3.6. Dic diém triéu ching trén siéu dm sau can thiép (n =90)

Thoi diém TO T3 T6
Siéu am n (%) n (%) n (%)
Dich khép Khong cd dich 52 (57,8%) 60 (66,7%) 85 (94,4%)
(mm) MUc db it (< 5) 23 (25,6%) 25 (27,8%) 5 (5,6%)
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MUc d6 T8 (5 - 10) 10 (11,1%) 5 (5,6%) 0 (0,0%)

MUc d6 nhidu (>10) 5 (5,6%) 0 (0,0%) 0 (0,0%)

Viém mang hoat dich 29 (32,2%) 11 (12,2%) 0 (0,0%)
Kén Baker 7 (7,8%) 4 (4,4%) 1(1,1%)

Nhan xét: Trudc diéu tri, cd 42,2% BN c6 tran dich khdp; sau 3 thang ti I€ nay la 33,3%; giam
con 5,6% sau 6 thang diéu tri. Ti Ié viem mang hoat dich gidam con 12,2% (T3) so vdi trudc diéu tri
(32,2%); khong co trudng hgp nao viém mang hoat dich khdp gbi sau 6 thang diéu tri.

IV. BAN LUAN

4.1. Pac diém chung. Tudi dudc coi la mét
yéu t6 nguy co chu yéu dbi véi THK gbi nhung
tuy nhién cd ché anh hudng van con chua ro
rang [5]. Su gia tdng THK cung vdi tudi la do
nhitng thay ddi & sun khdép do tudi, yéu co, mat
t€ bao sun, mat tinh mém déo cua xuong dudi
sun, dap Ung than kinh cg khéng day du dan
dén tang pha huy sun khdp. Két qua nghién cru
clia ching toi thay: Do tudi tir 50 - 59 tudi chiém
ti 16 cao nhat 46,0%; ti€p dén la dod tudi > 60
tudi chiém 34,9%. Tudi trung binh cla d&i tugng
nghién cltu la 56,41+ 6,57 tudi. Ty I& nit gidi
chiém 73,0%. Cac nghién cftu dich té hoc déu
cho rang THK g&i thudng gdp & nir giGi nhiéu
hon nam giGi déc biét sau tudi man kinh[1]. Thdi
gian mac bénh trung binh 1a 5,63 + 2,83 ndm,
két qua nay cao hon so vdi nghién clu cua
Nguyén Van Dan va cs (2018) cb thdi gian mac
bénh trung binh la 3,89 + 2,83 nam [1].

4.2. Két qua diéu tri. Két qua nghién ctu
cla ching t6i cho thiy su thay ddi triéu chiing
Id&m sang cla bénh nhan dugc diéu tri bang liéu
phap tiéu cau tu than: Sau 6 thang diéu tri, ti 18
triéu ching dau ki€u co hoc gidm con 61,1%;
phd gi khdp gidm xubng 32,2%; khoéng cé
trudng hop nao cd triéu chling dau kiéu viém. Ti
1€ luc khuc khi cr dong khdp gbi trude diéu tri la
85,6%; sau 6 thang diéu tri ti Ié nay giam xubng
con 51,1%. Trudc diéu tri, 56,7% BN nghién clru
¢ dau hiéu bao go, tir sau 6 thang diéu tri, ti &
triéu chiing nay giam con 24,4%. C6 24,4% BN
¢6 tran dich 1am sang khdp goi trudc diéu tri, sau
diéu tri 6 thang khong c6 trudng hgp nao tran
dich Iam sang khdp gai.

Do cd tac dung chdng viém giam dau nén
PRP c6 tac dung diéu tri kha hiéu qua thé hién
thdng qua su’ giam rd rét cla thang diém VAS:
Piém VAS trung binh trudc diéu tri cla déi tugng
nghién cltu la 6,72+ 1,50 diém. Diém VAS trung
binh sau 6 thang diéu tri 1a 1,53+ 1,30 diém. Su
khac biét cé y nghia théng ké véi p < 0,05. Theo
NC cua Say (2013) [7] gbm 90 BN THK gdi (giai
doan 1-3 theo Kellgren va Lawrence) chia 2
nhom: nhém 1 goém 45 BN tiém PRP 1 miii duy
nhat, nhém 2 gém 45 BN tiém HA trong lugng

8

phan tir thap (730 - 900 kDa) liéu trinh 1 lan 1
tuan trong 3 tuan lién. K&t qua: thang diém VAS
cla nhém diéu tri PRP tir 7,3 £ 1,6 (trudc tiém)
giam xudng con 2,3 £ 1,6 (sau 3 thang theo doi)
va 1,7 £ 1,4 (sau 6 thang) so vdi nhom diéu tri
HA c6 con s6 tugng Ung la 7,0 £ 1,3 giam xudng
con 4,1 £ 1,3 (sau 3 thang) va 3,0 = 1,0 (sau 6
thang), khac biét vé thang diém VAS tai thdi diém
sau 3 va 6 thang theo ddi cd y nghia thong ké vai
p < 0,001. NC ctia Hassan [4] ciing cho thay diém
VAS ciing giam tr 5,9 = 1,3 trudc diéu tri giam
xudng con 3,9 £ 1,1 sau 6 thang theo doi.

Thang diém WOMAC la mét thang diém dugc
nhiéu nghién cltu sr dung trong danh gia hiéu
qua diéu tri bénh thodi hdéa khdp gdi. Diém cang
cao ching té tén thuong khdp gi cang nang.
Trong nghién clu cla chung toi, sau diéu tri 6
thang, diém WOMAC dau, WOMAC ciing khdp,
WOMAC van dong va WOMAC chung cua 63
bénh nhan déu cé su cai thién rd rét cé y nghia
thong ké (p < 0,05). Tac gia Pham Hoai Thu va
cs (2020)[2] danh gia két qua diéu tri THK goi
nguyén phat bdng huyét tuong giau ti€u cau sau
6 thang cho thiy: diém WOMAC giam tir 47,42 +
8,02 xudng 12,19 + 17,39, (p < 0,05).

Hién nay, siéu am dugc ('ng dung phé bién
trong chan doén va theo dbi diéu tri cac bénh ly
co xuang khdp.Trong nghién clfu nay, chdng toi
da tién hanh danh gia tinh trang tran dich khdp,
viém mang hoat dich bang siéu am. Két qua
nghién cltu cho thay: cb 42,2% dGi tugng nghién
cru c6 tran dich khdp trén siéu am, sau diéu tri
6 thang ti Ié nay giam xu6ng5,6%. Ti € viém
mang hoat dich khdp goi trudc diéu tri la 32,2%;
khéng c6 trudng hgp nao viém mang hoat dich
khdp g6i sau 6 thang diéu tri.

V. KET LUAN

Sau 6 thang diéutri thodi hod khdp goi
nguyén phat bang liéu phap huyét tuong giau
ti€u cau tu than:

Cac triéu chiring lam sang, can lam sangcé su
thay déi tich cuc:ti 1& dau kiéu co hoc (61,1%)
gidam so véi ban dau (87,8%); khong con dau
ki€u viém; d&u hiéu pha gi khdp (32,2%) giam
so Vdi trudc diéu tri (51.1%). Luc khuc khép goi
(51,1%) giam so vdi trudc can thiép (85,6%). Ti
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I€ tran dich khdp giam (5,6%) so vdi ban dau
(32,2%).

Mirc d6 dau va chiic nang van dong khdp goi
dugc cai thién: diém VAS trung binh giam tur
6,72 + 1,50 (T0) xudng 2,63 + 1,15 (T3) va 1,53
+ 1,30 diém (T6), p < 0,05. Diém WOMAC dau,
WOMAC ciing khép, WOMAC van dong va
WOMAC chung déu cd su cai thién, diém
WOMAC chung giam tu 37,20 + 7,68 xulng
20,57 + 5,71 (T3) va 13,03 + 5,52 (T6). Su khac
biét c6 y nghia thong ké véi p < 0,05.
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THAM PINH PHUONG PHAP PINH LUONG ROTUNDIN SULFAT TRONG
THUOC TIEM ROTUNDIN SULFAT BANG SAC KY LONG HIEU NANG CAO

TOM TAT

Muc tiéu: Tham dinh phudng phdp dinh Iugng
rotundln sulfat trong thudc tiém rotundin sulfat bang
sc ky 16ng hiéu ndng cao (HPLC) nhdm gdp phén tiéu
chuén héa chat lugng san pham. Phucong phap: Tién
hanh dinh lugng Rotundin sulfat béng phuang phap
HPLC véi cot sac ky C18 (4,6 x 150 mm, 5um), toc do
dong 1,0 mL/phut detector PDA ta| budc soéng
281nm, the tich t|em mau: 15pL, dung moi pha dong
gom aceton|tr|I va nudc (70:30). Két qua: Phuong
phap dam bao tinh thich hgp, tinh ddc hiéu, khoang
tuyén tinh, do Iap lai, d6 dung va gidi han phat hién
theo qui dlnh clia ICH. K&t luan: Perdng phap dinh
lwgng dam bao cc yéu cau va cd thé st dung dé dinh
lurgng rotundin sulfat trong thudc tiém rotundin sulfat.

Tur khoa: Rotundin sulfat, thudc tiém, ICH.

SUMMARY
VALIDATION QUALITY METHOD FOR
ROTUNDINE SULFATE IN ROTUNDINE
SULFATE INJECTION BY HIGH
PERFOMANCE LIQUID CHROMATOGRAPHY
Objective: To validate the assay method for the
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Nguyén Vin Bach?, Nguyén Viin Minh?
quantification of rotundine sulfate in rotundine sulfate
injection by high performance liquid chromatography
(HPLC) in order to contribute to standardization of
product quality. Methods: Quantification of Rotundine
sulfate was carried out by HPLC method with
chromatographic column C18 (4.6x150 mm, 5 um),
flow rate 1.0 mL/min, PDA detector at 281 nm, sample
injection volum: 15puL, mobile phase solvent:
acetonitrile: water (70:30). Results: The method
ensured suitability, specificity, linearity, repeatability,
precision, and limits of detection as specified by ICH.
Conclusion: The quantitative method responded the
requirements and can be used to quantify rotundine
sulfate in injection.

Keywords: Rotundine sulfate, injection, ICH

I. DAT VAN PE

Rotundin sulfat (RS) la mét mudi alcaloid,
hoat chat chinh cla cd binh v6i, cd tac dung an
than gdy ngl chdng co giat, loai nguyén liéu cé
san & Viét Nam [1]. Hién nay c6 nhiéu dang ché
phdm chifa RS san xuét tai Viét Nam, déc biét
dang thubc tiém thudng khéng 6n dinh va bi
giam ham lugng hoat chat nhanh trong thdi gian
bao quan. Nguyén nhan do RS la mot chat de bi
oxy hda dac biét la khi pha thanh dung dich béi
cac yéu td nhu oxy, anh sang, nhiét do... cé anh
hudng dén t6c do oxy hoa phan huy thudc [2].
Hién nay, cd mot sO tac gid nudc ngoai da
nghién cfu vé phuang phap dinh lugng Rotundin
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