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Abstract: Polyribosylribitol phosphate (PRP) is an essential polysaccharide antigen in vaccines
against Haemophilus influenzae type b (Hib). The Ribose method is a chemical assay described
in the pharmacopoeia for the determination of PRP content in Hib vaccines. Since the method has
been previously standardized, this study aimed to perform a partial validation of the Ribose
method to assess its suitability for routine quality control testing. The validation parameters
evaluated included repeatability, intermediate precision, limit of quantification (LOQ), and
method stability under minor variations in analytical conditions. The results demonstrated that
the method exhibited good repeatability and intermediate precision, with %RSD values meeting
the acceptance criteria. The LOQ was determined to be 1.68 pg/mL, which is appropriate for the
PRP content levels present in Hib vaccines. Statistical comparison between analysts showed no
statistically significant difference (p > 0.05). Based on these findings, the Ribose method was
considered suitable for routine determination of PRP content in Hib vaccines in quality control

laboratories, contributing to the reliability of analytical results and ensuring vaccine quality.
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Tém tit: Polyribosylribitol phosphate (PRP) 1a khang nguyén polysaccharide quan trong trong
vac xin phong bénh do Haemophilus influenzae type b (Hib). Phuong phap Ribose 1a phuong
phéap héa hoc duoc Duoc dién quy dinh dé dinh lwong ham luong PRP trong vic xin Hib. Do
phuong phap da dugc tiéu chuén hoa, nghién ctru nay dugc thuc hién nham thAm dinh mot phﬁn
phuong phap Ribose dé danh gia kha niang ap dung trong kiém nghiém thudng quy tai phong
kiém dinh. Céc chi tiéu tham dinh bao gom d6 lap lai, dd chinh xac trung gian, giéi han dinh
lugng va d6 on dinh cua phuong phép trude cac thay doi nho trong diéu kién phan tich. Két qua
cho thay phwong phap c6 d9 lap lai va do chinh xac trung gian tot vi gia tri RSD% dép tmg yéu
cau chap thuan. Gidi han dinh luong ctia phwong phéap dugc xac dinh 1a 1,68 pug/mL, phu hop véi
mirc ham lugng PRP trong véc xin Hib. Két qua so sanh thong ké giita cac k¥ thuat vién phan
tich cho thiy su khac biét khong co ¥ nghia théng ké (p > 0,05). Tir cac két qua thu dugc, phuong
phéap Ribose duogc danh gia 1a phu hop dé 4p dung trong kiém nghiém thudng quy ham luong

PRP trong vic xin Hib tai phong kiém dinh, gop phan bao dam chat lugng va an toan vic xin.

Tir khoa: polysaccharide téng sé, PRP, Haemophilus influenzae type b (Hib), phuwong phdp
ribose, do quang pho
1. Pt van dé

Haemophilus influenzae 1a mat loai coccobacillus gram am thuong lay nhiém vao duong
hd hap trén cua tré em thdng qua viéc tiét dich mii. Trong khi cac chung triuc khuan khéng cé vo
tuong d6i lanh tinh thi cac chung c6 vo hoic vo polysaccharide lai gdy bénh nghiém trong hon.
Polysaccharide 1 yéu t6 chinh lién quan dén doc luc cua vi khuan. Trong sé 6 tuyp Haemophilus
influenzae, tuyp b (Hib) gdy ra hon 90% cac truong hop nhidm tring toan than. Vi khuan nay chi
yéu gay viém phdi va viém mang ndo ¢ tré nho va 1a méi lo ngai 16n vé sic khoe cong dong &

nhiéu noi trén thé gidi, voi khoang 3 triéu truong hop mac bénh nghiém trong xay ra mdi nam.
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Su dé khang ngdy cang ting ctia Hib véi cac tac nhan khang sinh di duoc béo céo ¢ nhiéu noi
trén thé gisi va tiém chang 1a cdng cu y té cong cong duy nhat c6 thé nhanh chéng lam giam ty 1é
mac bénh Hib trén toan cau [1].

Vic xin dau tién chéng lai bénh Hib 1a vicxin chi c6 duy nhit mot thanh phan
polysaccharide vo. Vicxin polysaccharide don thuan cho dap &ng mién dich khong phu thudc
vao té bao lympho T. Vic xin nay khong c6 duoc hiéu qua sinh dap tng mién dich & nhom tré
dudi 24 thang tudi, nhém co nguy co mic bénh, tir vong cao nhat va khong tao dugc mién dich tri
nhé nén dap ng c6 duoc khong kéo dai. Do do, cac nha khoa hoc di cai tién va tim ra loai vic
xin Hib mai - vacxin cong hop. Vic xin Hib cong hop 1a ché pham dang 10ng hoic dong kho cia
polyribosylribitol phosphate (PRP) tinh khiét ctia Hib, duoc lién két héa hoc véi protein van
chuyén, bao gém dai doc t6 bach hau CRM 197, dai doc t6 udn van TT hodc protein mang ngoai
ndo mé cau. Vic xin Hib c6 sin trén thi trudng dudi dang ché pham don tri, ciing nhu véc xin két
hop ¢6 chira DTP, hodc cung véi viém gan B va/hodc IPV [1]. Vicxin cong hop polysaccharide
dau tién da c6 mat trén thé gidi vao dau nhitng nam 90. Hién trén thé gidi c6 4 loai vac xin Hib
cong hop chinh da duoc cap phép sir dung tai nhiéu nudc khac nhau. Tat ca cac vac xin Hib cong
hop duoc san xuat hién nay déu gay duoc dap tng mién dich tét. Khang thé sinh ra sau khi tiém
vac xin cong hop c6 kha nang tiéu diét vi khuan manh hon so v6i khang thé c6 dugc sau khi tiém
véc xin chi c6 polysaccharide khong cong hop.

Kiém soét chat lwong cac vac xin Hib 1a rat quan trong dé dam bao tinh an toan cling nhu
hiéu qua ciia san pham. Theo WHO TRS 897, Dugc dién Viét Nam va Duoc dién cac nuéc, dé
dam bao hiéu qua bao vé cua vac xin, kiém tra cong hiéu 1a mot trong nhirng thir nghiém bit budc
[2-4]. Cac khuyén nghi cia WHO vé san xuit va kiém soét chat luong véc xin cong hop Hib,
dugc Uy ban Chuyén gia vé Tiéu chuan Sinh hoc thong qua nim 1990 di duoc sira doi vao nim
1998 do méi twong quan kém duoc tim thay gitra xét nghiém sinh hoc vé hiéu luc caa vic xin va
hiéu qua 1am sang & tré so sinh. Céc thir nghiém trén dong vat dé kiém tra cong hiéu di duoc thay
thé bang céc thir nghiém hda ly [1], bang cach danh gia ham luong khang nguyén vé - PRP. Hién
nay c6 3 phuong phap dé xac dinh ham luong PRP bao gém: ribose, phosphorus va sic Ky trao
d6i ion. Phuong phap ribose 1a phuong phap di c6 trong Duoc dién [5-6], tuy nhién do mdi
phong thi nghiém khac nhau déu c6 su khac biét vé co s vat chit (bao gém thiét bi, hoa chit,
dung cu, moi trudng) va con ngudi, do d6 van can phai duoc tham dinh theo yéu cau cua ISO

17025:2017 nham ching minh quy trinh dap mg duoc cac yéu cau dit ra, dam bao dugc chat
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luong két qua caa tha nghiém [7]. Do d6, chung t6i tién hanh tham dinh quy trinh v6i muc dich
xac nhan quy trinh phu hop str dung tai NICVB véi cac tiéu chi danh gia d¢ ding, do chinh xac
va xac dinh gidi han dinh lugng (LOQ).
2. Phwong phap nghién ctu
2.1. Déi twong nghién creu

Déi twong nghién ctu 12 quy trinh xac dinh ham luong PRP tong sé trong vic xin Hib don
biang phuong phap quang phé hap thu UV-VIS
2.2. Thei gian va dia diém nghién ciru

Nghién ctu dugc thuc hién tir thang 5 nim 2024 dén thang 8 nam 2024 tai Khoa Kiém dinh
Hoa ly, Vién Kiém dinh Quéc gia Vac xin va Sinh pham y té.
2.3. Vit ligu, hoa chat

Mau tha 1a Vac xin Quimi-Hib, nha san xuat Heberbiotech SA - Cuba duoc st dung dé
danh gia kha nang ap dung cua quy trinh phan tich. Mau vic xin dugc lya chon tir 16 san pham
dat tiéu chuan chat luong, con han sir dung va duoc bao quan ding theo diéu kién quy dinh trudc
khi tién hanh phan tich.

Mau chuan sir dung trong nghién ctu 1a chuan quéc té caa WHO: WHO 2™ International
Standard for Haemophilus influenzae polysaccharide Polyribosyl Ribitol Phosphate (PRP), code:
12/306, véi ham luong duoc cong bd: 4,904 + 0,185 mg/dng (46 khong dam bao do mé rong
dugc tinh toan bang hé s bao phu 2,23 twong tng véi mirc do tin cay 95%). Chuan duoc hoan
nguyén bang nudc cat vira da 250 ml, sau d6 chia thanh cac dng nho va bao quan ¢ -20°C. Nong
d6 mau chuan sau pha lodng theo COA: 19,616 pg/ml.

Thubc thir orcinol, axit hydochloric (HCI) va cac hoa chat khéac dat tiéu chuan hoé chat
phan tich st dung trong phong thi nghiém. Cu thé, chling tdi str dung cac hoa chat véi théng tin
nha san xuat va ma code nhu sau: D-(-)Ribose (hdng Sigma, code R7500), Orcinol monohydrate
(h@ng Sigma, code 01875), Ethanol (hang Merck, code 100983), Iron (I11) chloride hexahydrate
(hang Merck, code 103943), Hydrochloric acid 37% (hdng Merck, code H/1200/PC15).

Phép do quang duoc thuc hién trén thiét bi quang phd UV-VIS (hdng Jasco, model VV730),
cuing céc thiét bi phu trg bao gébm bé 6n nhiét, can dién tir, may lic, micropipét va cac dung cu
thuy tinh dat tiéu chuan phong thi nghiém theo ISO/IEC 17025.

2.4. Thiét ké nghién cizu
2.4.1. Nguyén ly phwong phap
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Phuong phép dinh lwong PRP tong sé trong vic xin Hib dugc thuc hién dua trén phan ¢ng tao
mau gitra ribose va thudc thir orcinol trong méi truong axit manh. Trong diéu kién gia nhiét,
ribose bi ph&n huy thanh tao furfural. Furfural sau d6 phan tng vai orcinol trong su hién dién cua
ion sat (111) tao thanh phac mau xanh luc ¢d kha ning hap thu anh sang trong ving kha kién.
Cuong d6 mau tao thanh ty 1€ thuan véi ham lugng ribose, tir 6 phan anh ham luong PRP ¢6
trong mau.

Phuong trinh phan Gng cd thé dugc biéu dién tom tit nhu sau:

Ribose = (axit, nhiét) - furfural

Furfural + Orcinol = phac mau xanh luc
2.4.2. Tém tdt quy trinh thyc hién
Day dung dich chuan dugc chuan bi tir dung dich ribose ¢ cac nong do: 2,5 ug/ml; 5,0 pg/ml;
10,0 pg/ml va 20,0 pg/mi.

L4y 1 ml mdu ther, mau chuan PRP, c4c dung dich chuan cho vao éng nghiém, bé sung 5,0 ml
dung dich FeCls.6H20 0,1% va 0,4 ml dung dich orcinol 10%. H3n hop dugc gia nhiét trong bé
on nhiét (& 80°C) trong 15 pht, sau d6 1am nguoi dén nhiét ¢6 phong.
Do hap thy cua dung dich duge do bang phuong phép quang phd tai budc séng 670 nm.
2.4.3. Thiét ké nghién citu

Phuong phap ribose 1a phuong phép tiéu chuan da dwoc chuan hoa trong Dugc dién, do
d6 nghién ciru chi tham dinh mot phan véi céc tiéu chi sau:

P chinh xac (precision): bao gom d6 lap lai (repeatability) va @ chinh xac trung gian
(intermediate precision).
Do lap lai dugce danh gia bang cach bé tri mot ki thuat vién thuc hién phan tich mau thir lap lai 9
lan trong cing mét ngay, sir dung cung thiét bi, dung cu va loat hoa chat. Tiéu chuan chap thuan:
gié tri ctia timg lan phai nam trong khoang gia tri trung binh + 2SD, va %RSD% < 7,3% [8-10].
Do chinh xac trung gian dugc danh gid bang cach bé tri hai ki thuat vién khac nhau thuc hién
phan tich doc 1ap trén cing mau thir trong 6 ngay khac nhau, sir dung cac bo micripipet khéc
nhau va loat hoa chat khac nhau. Tiéu chuan chap thuan: cac gia tri nam trong khoang gi tri
trung binh + 2SD, %RSD% < 11%, va su khéc biét giira hai k¥ thuat vién khong c6 ¥ nghia thong
ké (P > 0,05 tai muc y nghia o = 0,05) [8,9,11,12].

P§ ding (accuracy): dugc danh gia bang cach b tri mot ki thuat vién thuc hién phan
tich mau chuan trong 6 ngay khéac nhau. Tiéu chuan chap thuan: t < t,= 2,015 [8,9,11,12].
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Gio6i han dinh lwgng (LOQ): duoc xac dinh theo cong thac LOQ = 10*s/a, trong d6 s la
d6 léch chuan cua hdi quy va a la do déc cua duong chuan. P dung va do chinh xéc tai muc
LOQ dugc kiém tra bing cach phan tich mau thtr pha lodng & ndng d6 LOQ trong 6 ngay khéac
nhau. Tiéu chuan chap thuan: 80% < R < 110% (d9 dang) va RSD% < 16% (do chinh xac) [8-
12].

2.5. Phwong phdp nghién ciru

Nghién ctru dugc thiét ké dudi dang md ta thuc nghiém trong phong thi nghiém nham tham
dinh phuong phéap phan tich dinh lugng PRP.

Dir liéu thu duge duoc xir Iy bang phuong phap théng ké md ta, bao gom tinh gia trj trung
binh, d¢ léch chuan (SD) va d6 léch chuan twong dbi (RSD%). Kiém dinh F-test dwoc sir dung dé
so sanh phuong sai, trong khi kiém dinh t-Student dugc ap dung dé so sanh gié tri trung binh gitra
cac nhom va so sénh gitta gia tri thuc nghiém véi gia tri danh dinh trong danh gia d6 dung cua
phuong phap. Cac phép kiém dinh duoc thyc hién véi mirc ¥ nghia thong ké o = 0,05.

3. Két qua
3.1 Pj chinh x&c
Bang 1. Két qua do lap lai

Lan thir nghiém Ham hrong PRP (ug/ml)
17,12
17,30
16,94
16,67
17,66
16,85
17,03
17,30
16,85
17,08
SD 0,3008
TB+2SD 17,68
TB-2SD 16,48
RSD% 1,76

olo|~|o|lo|s|w|]- ]S

—
w

Bang 2. Két qua dd chinh xac trung gian

Ham lwong PRP (ug/ml)
Nhém 1 Nhém 2
1 16,77 17,39
2 16,90 16,74

Lan thir nghiém
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3 17,39 17,22

4 17,04 17,13

5 17,58 17,35

6 16,84 17,80

TB 17,09 17,27

SD 0,3267 0,3478

TB+2SD 17,74 17,97

TB-2SD 16,43 16,58

RSD% 191 2,01
TB chung 17,18
SD chung 0,3359
TB+2SD chung 17,85
TB-2SD chung 16,51
RSD% (2 nhém) 1,96

Bang 3. So sanh phwong sai gitra 2 ky thuat vién (sit dung F-test)

Bang 4.

F-Test Two-Sample for Variances
Variable 1 Variable 2

Mean 17,08666667 17,27166667
Variance 0,106706667 0,120936667
Observations 6 6
df 5 5
F 0,882335107

P(F<=f) one-tail 0,447043413

F Critical one-tail 0,1980069

So sanh gia tri trung binh gitra 2 ky thuat vién (sir dung t-Test)

t-Test: Two-Sample Assuming Unequal Variances

Variable 1 Variable 2

Mean 17,08666667 | 17,27166667
Variance 0,106706667 | 0,120936667
Observations 6 6
Hypothesized Mean

Difference 0

df 10

t Stat 0,949773145

P(T<=t) one-tail 0,18230826

t Critical one-tail 1,812461123
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P(T<=t) two-tail

0,36461652

t Critical two-tail

2,228138852

Két qua cho thay tat ca céc gia tri déu nam trong khoang gié tri TB+2SD, RSD% cua cling

ky thuat vién thuc hién, cling loat hoa chat, dung cu, thiét bi nho hon 7,3%, quy trinh dat yéu cau

vé d6 lap lai. RSD% cua tung ki thuat vién (thuc hién trong cac ngay khéc nhau, khac nhau vé

loat hda chat, dung cu) va RSD% cua 2 ky thuat vién déu nho hon 11%, P two tail > 0,05 tai mic

¥ nghia o = 0,05 tirc 1a d6 tin cay 95% chung to két qua gitra 2 ki thuat vién khdng cé su khéc

biét c6 y nghia théng ké, quy trinh dat yéu cau vé do chinh xac trung gian.

3.2. D¢ dung
Bang 5. Két qua dd ding thuc hién trén miu chuan
Lan thir nghiém Ham lwong PRP chuan (ug/ml)
Lan 1 20,23
Lan 2 19,82
Lan 3 19,92
Lan 4 19,65
Lan 5 19,81
Lan 6 19,22
B 19,78
SD 0,3332
xXmc 19,616
n 6
TB-Xmc 0,1590
Can bac 2cuan 2,449489743
SD/can bac 2 n 0,136008578
t 1,169

Két qua cho thay gia tri t = 1,169 nho hon gia tri t, = 2,015, ching to gia tri trung binh mau

chuan thu dugc so véi gia tri thuc cua mau chuan khac nhau mot cach khong co y nghia véi do

tin cay 95%, quy trinh dat yéu cau vé do ding.

3.3. Gidi han dinh lwong

Bang 6. Két qua LOQ

Lén thir Piém chuan (ug/ml) SI((;S)e Y nzgeét):ept
nghigm 0 25 50 100 | 200

1 0000 | 0078 | 0151 | 0291 | 0573 | 0,0285 0.0025

2 0000 | 0083 | 0158 | 0303 | 0602 | 00299 0,0027
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3 0,000 0,080 0,155 0,285 0,583 0,0289 0,0044
4 0,000 0,072 0,147 0,266 0,568 0,0282 0,0066
5 0,000 0,078 0,168 0,295 0,594 0,0294 0,0064
6 0,000 0,075 0,157 0,302 0,576 0,0288 0,0052
7 0,000 0,087 0,169 0,311 0,593 0,0293 0,0067
8 0,000 0,079 0,158 0,294 0,602 0,0299 0,0038
9 0,000 0,074 0,161 0,299 0,572 0,0285 0,0062
10 0,000 0,073 0,154 0,295 0,576 0,0288 0,0035
11 0,000 0,072 0,157 0,271 0,565 0,0280 0,0071
12 0,000 0,081 0,165 0,321 0,623 0,0311 0,0036
Trung binh 0,0291 0,0049
LOQ (png/ml) =10 * s/a = 1,68 (ug/ml)

Bang 7. Két qua dd dung va d¢ chinh x&c tai LOQ

Két qua ham lrong PRP (kg/ml) trong mau Quimi-Hib pha
. loéng tai nong d LOQ
Lan thir nghiém -
Ham lwong Do thu hoi

(ug/ml) (R%0)

1 1,57 93,73

2 1,80 107,39

3 1,47 87,49

4 1,54 91,50

5 1,75 104,35

6 1,45 86,17
B 1,60

SD 0,1482

TB+2SD 1,89
TB-2SD 1,30
RSD% 9,28

Két qua ham luong PRP kiém tra tai ndng d6 LOQ déu nam trong khoang gia tri TB+2SD.
Do chinh xéc trung gian tai nong d6 LOQ bing 9,28 % va nho hon 16%. Do thu hdi trong 6 lan
thuc hién tai nong d6 LOQ déu nam trong khoang 80-110%. Quy trinh dat yéu cau vé do ding va
do6 chinh xac tai LOQ = 1,68 pg/ml.
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4. Ban luan

Trong nghién ctru nay, quy trinh x4c dinh ham luong PRP tong sb trong véc xin Hib don
bang phuong phap ribose dd dugc thim dinh mot phan theo yéu cau cia ISO/IEC 17025:2017,
pht hop véi ban chét ciia phuong phap di dugce quy dinh trong Duoc dién. Céac théng sé tham
dinh bao gé)m do chinh xac, do dung, va gidi han dinh lugng déu dat tiéu chuan chép thuan theo
AOAC va céc tai liéu tham khao lién quan, cho thdy quy trinh c6 d6 tin cdy cao khi 4p dung trong
diéu kién thuc té ctua phong thi nghiém kiém dinh.

Két qua danh gia d6 chinh xac cho thdy phwong phap c6 d6 lip lai va do chinh xé4c trung
gian rat t6t. O diéu kién do lap lai, RSD% thu duoc 1a 1,76%, thap hon dang ké so voi gi6i han
cho phép (< 7,3%), ching to phuong phéap c6 d6 on dinh cao khi thuc hién trong cing diéu kién
phan tich. Piéu nay phan anh sy kiém soat tot cac yéu to anh hudng nhu thao tac pipet, diéu kién
phan ng mau ribose—orcinol, thoi gian u nhiét va do 6n dinh cua thiét bi do quang. Pbi véi do
chinh xéc trung gian, két qua cho thdy gia tri ham lugng PRP thu duoc giita cac k¥ thuat vién
phan tich c6 su phan bd tuong ddi déng déu, v6i do bién thién nam trong gioi han chép nhan. Gia
tri RSD% cua cac ky thuat vién déu dap ung yéu cau (nho hon 11%), ching t6 phuong phap ¢
d6 chinh xac trung gian tot. Két qua kiém dinh thong ké bang t-test cho thiy su khac biét giita cac
gié tri trung binh khong c6 ¥ nghia théng ké (p > 0,05). Nhitng két qua nay cho thdy phuwong phép
Ribose duy tri duge do tin cay ciia két qua phan tich khi ¢6 sy thay d6i vé ngay phan tich, nguoi
thuc hién va loat hoa chat. Pay 1a yéu té dic biét quan trong ddi véi cac phong kiém dinh, boi
viéc phan tich thudng duoc tién hanh trong thoi gian dai va boi nhiéu k§ thuat vién khac nhau.

Do dung ciia phuong phap duge danh gia thong qua viée phan tich mau chuan qudc té
WHO 2nd International Standard. Gia tri trung binh thu duoc (19,78 pg/ml) rat gan véi gi tri
chting nhan ctia miu chuan (19,616 pg/ml), va kiém dinh thong ké t-test cho thay sy sai khac nay
khong c6 ¥ nghia thong ké & murc tin cay 95%. Két qua nay khang dinh phuong phap ribose c6
kha ning phan anh chinh x4c ham luong PRP trong mau, dong thoi cho thay quy trinh chuan bj
mAu, pha lodng va do quang khong giy ra sai léch hé théng déng ké. Viéc dat dugc do dung khi
so sanh v&i chuan qudc té 1a co s& quan trong dé khang dinh tinh phi hop ctia phuong phép trong
kiém so4t chat luong véc xin Hib.

Gidi han dinh luong cua phuong phap duoc xac dinh 1a 1,68 pg/ml. Tai ndng do nay,
phuong phap van dap ing yéu cau vé do dung véi do thu hdi nam trong khoang 80—110% va do

chinh xac v6i RSD% nhé hon 16%. Diéu nay cho thidy phuong phap ribose du nhay dé dinh
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luong PRP & nong do thip, dap tng yéu cau kiém soat chét luong vic xin Hib. Mic du gi6i han
dinh lugng cua phuong phép ribose cao hon so véi gia tri duoc bao cao ddi véi phuong phép sic
ky trao ddi ion trong nghién ctru ching toi da thuc hién trude d6 (LOQ dat 0,066 pg/ml [13]),
song uu diém vé quy trinh don gian, chi phi thdp va kha ning trién khai d& dang khién phuong
phap nay van rit phi hop cho muc dich kiém nghiém thuong quy.

Nhin chung, phuong phap ribose 1a phwong phap héa hoc ¢6 dién di duoc quy dinh trong
Dugc dién, tuy nhién két qua nghién ctru cho thiy khi dugc thim dinh va kiém soat chit ché theo
yéu cau cua ISO/IEC 17025, phuong phap van cho két qua dang tin ciy trong diu kién thuc té
cua phong thi nghiém kiém dinh. Phuong phép co thé dugc st dung nhu mot cong cu hi¢u qua
trong kiém tra cong hiéu vic xin Hib, dong thoi co thé dong vai trd bo trg hodc ddi chiéu voi cac
phuong phap khac nhu phosphorus hoic sic ky trao doi ion.

Tuy nhién, nghién ctru ndy méi chi dugc thyc hién trén vic xin Hib don va chua dénh gia
anh hudng cta cac ta dugc hdp phu hodc nén vic xin phdi hop phirc tap. Do d6, cac nghién ciru
tiép theo c6 thé dugc mé rong nham thim dinh phuong phap trén cac dang vic xin phdi hop va
so sanh tryuc tiép voi cac phuong phap sic ky hién dai, tir ¢6 hoan thién hon co sé khoa hoc cho
viéc ap dung phuong phép ribose trong kiém soat chat lugng vic xin.

5. Két luin

Nghién ctu dd thyc hién thim dinh mot phan phuong phép Ribose dung dé dinh lugng
polyribosylribitol phosphate (PRP) trong vic xin Hib don theo huéng dan cia Dugc dién. Cac két
qua cho thdy phuong phap c6 do 1ap lai va do chinh xé4c trung gian dat yéu cau, dong thoi thé
hién su on dinh truéc céc thay ddi nhé trong diéu kién phan tich. Gidi han dinh lugng cia
phuong phap duoc xac dinh 1a 1,68 pug/mL, dap tmg yéu cau cho muc dich kiém nghiém thudng
quy vic xin Hib don. Trén co sé cac két qua thu dugc, phuong phép Ribose duoc danh gia 1a phu
hop dé ap dung trong thuc hanh kiém dinh chat luong véc xin Hib don, gop phan bao dam do tin
cdy ctia két qua phan tich va phuc vu cong tic quan 1y chat lugng vac xin.
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