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PHU LUC 15

Tiéu chuin chap thuin

Vic xin dat yéu cau néu cong hi¢u khong it hon 4 1U trong
mot liéu don vic xin cho ngudi va gidgi han dudi cua 95 %
khoang tin cay cua cong hiéu tim dugc khong it hom 2 1U
trong mot liéu don viic xin cho nguoi.

Néu thir nghiém lan 1 ¢6 gid trj (valid) va dat tiéu chuén
chap thuin thi vic xin dé coi nhu dat yéu ciu vé cong
hiéu. Nhung néu khéng dat tiéu chuan chap thudn thi thir
nghiém d6 phai dugc lam nhic lai. Cong hiéu vic xin dat
tiéu chuan chap thuin khi két qua trung binh nhén cua cic
lan thir nghiém c6 gia trj khong thap hon tiéu chuén chap
thudn cho phép.

Néu lan 1 khong dat yéu cdu va thir nghi¢m khéng c6 gid
tri (invalid) thi phai lam lai tha nghi¢m. Két qué lan thir
nghi¢m dau s& khong dugc dung dé xem xét. Néu két qua
lan thir nghi¢m nhic lai 6 gi tri va dat tieu chuan chép
thuén thi loat vac xm do coi nhu dat yéu cau vé cong hiéu.
Néu khong dat yéu ciu thi phai lam lai nhu & trén.

15.25 XAC PINH HAM LUOQONG FORMALDEHYD
TON DU TRONG VAC XIN VA SINH PHAM

Nguyén ly

C6 hai phuong phap xéac dinh ham lwong formaldehyd ton
du trong vic xin va sinh phim nhur sau:

Phuong phép 1: Dua vao phan tmg tao chat mau chinol duéi
tac dung cuia thudc thir fuchsin va aldehyd hoa tan trong nuée.
Phwong phap 2: Pinh lrgng formaldehyd bang céch so mau
cua 3,5-diacetyl-1,4-dihydrolutidin & buée séng 415 nm.
Phirc hop tao thanh ¢6 mau vang chanh do phan (mg cua
formaldehyd tir do trong mau thir véi acetylaceton va amoni
trong moi trudng acid nhe.

Cich tién hanh

Phuong phdp 1

Lay 1 ml mAu thir, cho nudc cat vira da 5 ml, thém vao 1 ml
thudc thir fuchsin acid, tron déu; ddy 6ng nghiém bang nut
cao su va doi 1 h. Po mét d6 quang hoc cua dung dich bang
kinh loc mau tim than (budc song 400 nm £ 5 nm).

Tién hanh lam song song trén mau trén g theo trinh tu nhu
trén nhung thay 1 ml mAu thir bang 1 ml nede cdt. ’

Két qua xéc dinh dugc bing cich so mau ciia mau vac xin
thir véi dung dich chuén c6 mat d6 quang hoc gin nhau nht.
Dung dieomg chudn:

Lay 1 ml dung dich formaldehyd chuan 0,4 % thém nuéc
cdt vira da 100 ml vao (dung dich 0,004 %).

Lay 0,5 ml, 1,0 ml, 2,0 ml, 3,0 ml, 4,0 ml, 5,0 ml dung dich
chuin formaldehyd 0,004 % cho vio cdc ong nghiém va
cho nuéc cat vira du 5,0 ml, thém 1,0 ml dung dich thude
thir. Dgi 1 h sau d6 tién hanh phan tich nhu di mo ta & trén,
Cach pha dung dich formaldehyd chudn 0,4 %: Truéce khi
pha tién hanh xic dinh so bd ham lugng formaldehyd c6
trong dung dich formaldehyd (dung djch phai chira khong
ithon 37 % formaldehyd). Can | g dung dich formaldehyd
40 % (can chinh xac, trong truémg hop dung dich chia it
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hon 40 % thi phai tinh toan lai cho lhtch hgp) cho vao mit
binh dinh mirc 100 ml, cho medc cdr vira d 16i vach (dung
dich 0,4 %). Trudce khi ding pha loang 100 lan.

Cach pha rhuoc thir fuchsin: Hoa tan 2 g fuchsin kiém vag
120 ml miedc car da dun séi, dé ngudi. Hoa 2 g natri sulfit (TT)
vao 20 ml mede cat va tron vao dung dich trén, thém 2 ml acid
hydrocloric (TT). Cho miedc cat viradi 200 ml va cho it nhig
I h mé&i dem sir dung. Dung dich ndy phai luén luén mei,

Phuwong phdp 2
Liy khoang 3 ml dén 4 mi mau thir ly tim 4000 rpm trong
10 min, lay phin nuoc (neu mau thir trong thi khong can 1y
tim). Pha lodng mau thir néu cén thlet
Lay chinh xdc 3 ml mau thir cho vao éng nghiém.
Dzmgdnrowgchuan Phalodng 101an dungdich formaldehyd
chuén 0,04 %, tir d6 pha céc dung dich formaldehyd chudn
0,0002 %; 0,0004 %; 0,0008 %: 0,0012 %.
Léy chinh x4c 3 ml cac dung dich chuan da pha loang vao
cac ong nghi¢m.
Mau tring diing 3 ml nude cat.
Thém 3 ml dung dich acetylaceton vao mdi 6ng nghiém
dung mau tring, mAu chuin va mau thir.
Lic déu, dun cach thuy 100 °C trong 15 min,
Dé ngudi & nhiét do phong.
Tién hanh do mat do quang & budc song 415 nm.
Cdch tinh két qua:

X=nxa
Trong dé:
X 1a ham lugng formaldehyd c6 trong méu thir (%);
a la ham lugng formaldehyd c6 trong mau thir tim dugc
trén dwong chuan (%);
n 1a d pha loang mau.
Cdch pha dung dich formaldehyd chudn 0,04 %: Cin
311 mg hexamethylentetramin hoa tan trong vira du
1000 ml nwede cat, dung dich c6 chira 0,04 % formaldehyd,
bao quan dung dich & nhiét d§ phong dung trong 6 thang.
Cadch pha dung dich acetylaceton: Can 150 g amoni acetat (TT),
hoa tan trong khoang 500 ml miGe cdr. Thém 3 ml acid
acetic dam dac (TT), 2 ml acetylaceton (TT), khudy déu,
thém nudre cdt vira dia 1000 ml. Bao quan dung dicho2°C
dén 8 °C, dung trong 2 thang.

Tiéu chuén chap thuin

Mai loai vic xin, sinh pham c6 tiéu chudn khac nhau. Cac
tiéu chuan ndy dyra theo quy dinh ctia WHO cho timg loai
vic xin va sinh pham. Tuy nhién, lugng formaldehyd ton
dur trong vic xin, sinh pham khéng duoc vurot qua 0,02 %.

15.26 XAC PINH HAM LUQNG NATRI CLORID
VOI1 SU CO MAT CUA PROTEIN BANG PHUONG
PHAP DINH LUQNG GIAN TIEP (PHUONG PHAP
CHARPENTIER-VOLHARD)

Nguyén ly
Phuong phap dya trén phan (mg cuia ion CI- vdi mot lugng
bac nitrat thtra.



