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PHU LUC 15

15.40 XAC DINH HAM LUQNG LIPID TRONG
VAC XIN VA SINH PHAM

Nguyén ly

Dyra trén phan tmg cua lipid voi vanilin trong moi truong
acid sulfunc va acid phosphoric tao thanh hgp chéit mau.
Po hgp chit mau nay & buc’yc song 540 nm, tir d6 xac djnh

ham luong lipid trong miu thur.

Tién hanh

Mau thir duge didu chinh bing nwde cdr dé cé ndng do
protein khoang 200 pg/ml.

Hut dung dich déu 6 liu (olive oil) chudn 500 pg/ml vao
cac 6ng nghiém lan gt 0,1 ml; 0,2 ml; 0,3 ml; 0,4 ml;
thém nudc cit vira du 1 ml.

Hat 1 ml miu thir vio éng nghiém, 1 ml nuéc cat vao
miu tring. Thém 3 ml acid sulfuric 95 % vio mdi éng
nghiém, lic manh bing méy lic. Pun cich thiy 100 °C
trong 10 min, 1am lanh bing nuéc da trong 5 min. Thém
13 ml dung dich phosphovanilin (TT) vao mdi dng nghiém,
lac ky. Pun céch thiy 37 °C + 2 °C trong 30 min, 1am lanh,
dé yén & nhi¢t do phong 30 min.

Po do hap thu (Phu luc 4.1) & buéc song 540 nm dung
dwémg chudn, tir d6 tinh ra ham lugng lipid trong méu thir.
Pon vi tinh: pg/100 pg protein.

Cach pha cac dung dich:

Dung dich déau 6 liu (olive oil) chuin 5000 pg/ml: Can
0,25 g olive oil vao binh dinh muc 50 ml, thém ethanol
(TT) vira du, lic ky. Bao quan dung dich & 4 °C dén 7 °C,
dung trong 1 thang. Trudce khi dung, pha lodng 10 l4n bing
nuée cdt.

Dung djch vanilin 0,6 %: Hoa tan 6,0 g vanilin (TT) trong
6 ml dén 7 ml ethanol (TT), chuyén vao binh dinhmac 1 L,
thém nudc car dén dinh mirc.

Dung dich phosphovanilin: Cho 350 ml dung dich vanilin
0,6 % va 50 ml nude cdt vao coe thiy tinh, khudy déu.
Thém 600 ml acid phosphoric 85 % (TT) trong khi dang
khudy tir.

Tiéu chuén chép thuin

Tty timg loai véc xin va sinh pham.

Doi v6i ban thanh phdm viém gan B, ham lugng lipid
khéng 1én hon 100 pg/100 ug protein.

15.41 XAC PINH HAM LUQNG CESI TRONG
VAC XIN VA SINH PHAM

Nguyén ly
Cesi ton du trong qué trinh tinh khiét HBsAg dugc xéc
dinh bang phuong phép sic ky trao déi ion.

Tién hanh

Mau chuan: Hat | ml nuoc khir ion vao 3 6ng nghi¢m,
thém lan luot 0,2 ml; 0.4 ml; 0,6 ml dung djch cesi chuén
0,001 %.

PL-494
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M@u thir : Hat | ml mAu @4 pha lodng 5 1dn bing nudc khir
ion vio bng nghiém, thém 0,4 ml dung djch chuin. Loc che
dung dich mAu chuin va miu thir qua mang loc 0,22 pm.
Diéu kién van hanh méay sic ky ion: Cot lonPac Cs-12,
detector do d9 din dién 5 mcS dén10 mcS, tbc 9 dong
1,0 ml/min, thé tich mAu thir: 100 pl, nhiét 4o phong.
Dya vao dién tich pic dé tinh ra ham lugng cesi trong mAu thir,
Pon vj tinh: pg/20 ug protein.
Cdch pha cac dung dich
Dung djch acid hydrocloric 0,04 M (dung djch rira giéi):
Loc 1,5 L nudre khir ion qua mang loc 0,45 pm, hat 3,3 m|
acid hydrocloric (TT) pha trong vira du 1 L nuwde khir ion
vira lgc trén,
Dung djch tetrabutyl amoni hydroxyd (T BAOH) (dung
dich tai sinh): Hat 66,67 ml TBAOH vao éng dong 2 L,
thém nuede khir ion vira da 2 L, khudy déu.
Dung dich cesi chuin 0,01 %: Can chinh xic khoéng
10 mg (a) cesi clorid, chuyen vao binh dinh mirc 100 ml,
thém nwde khr ion vira da, lic déu,
Pha loang 10 lan dung dich cesi chuin 0,01 % béng nudre
khir ion trude khi dung. Ham lugng cesi thyc c6 trong
dung djch thu dugc (X) duge tinh bing cong thirc:

132,9 a I

Xl q
(hg/ml) = ™ Too * To <1000

Trong do:

132,9 1a phén tir lugng cua Cs;

168,4 1a phén tir lugng cua CsCl;

10 14 hé sb pha lodng dung dich chuin;
1000 14 hé sb chuyén tir mg sang pg.

Tiéu chuén chép thudn
Khong 16m hon 5 pg/20 pg protein.

1542 XAC D|JNH HAM LUQGNG PRP TONG SO
VA PRP TY DO TRONG VAC XIN Hib LONG
DPON BANG PHUONG PHAP ORCINOL

Nguyén tic

Phuong phdp cho phép dinh lugng polyribosylribitol
phosphat (PRP), polysaccharid nay dugc xem la thanh
phén hoat dgng chinh cua vic xin Haemophilus influenza
typ b. Phuong phap dya trén sy hinh thanh phire hgp mau
xanh va hoa tan trong nudc.

Chuén bj dung djch

Céc dung dich sau ddy dugc pha ngay trude khi thu nghlem
Dung djch chudn ribose: Hoa tan 5,0 mg ribose chuan
lrong binh dinh mirc 10 ml bang mudc cat, thém nwdc cat
dén vach. Lic déu.

Dung djch sdt (I11) clorid trong acid hydrocloric: Cin | g
sdt (1) clorid (TT) va hoa tan trong 10 ml mede cdt. Pha
0,25 ml dung djch thu dugc véi 50 ml acid hydrocloric
(TT).



