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POLYSORBAT 80

Polysorbat 80 la hén hop céc ester timg phan cua céc acid
béo, chi yéu cia acid oleic véi sorbitol va cic anhydrid cua
sorbitol da dugc ethoxyl hoa v&i khoang 20 phén tir ethylen
oxyd cho mdi phén tir sorbitol va cac anhydrid cua sorbitol.

Tinh chat

Chét 16ng dang diu mau vang hoic vang nau, trong hodc hoi
duc. Tan trong nudrc, ethanol khan, ethyl acetat va methanol,
thyc té khong tan trong céc du béo va parafin lng.

Ty trong tuong d6i khoang 1,10.

D6 nhdt khoang 400 mPa-s & 25 °C.

Pinh tinh

C6 thé chon mot trong hai nhém dinh tinh sau:

Nhéom I: A, D.

Nhém II: B, C, D, E.

A. Phd hap thu hong ngoal (Phu luc 4.2) cia ché pham
phai phu hop véi phé hip thu héng ngoai ddi chiéu cia
polysorbat 80.

B. Ché pham phai dap tmg phép thir Chi s6 hydroxyl.

C. Ché pham phai dap tng phép thir Chi s xa _phong hoa.
D. Ché pham phai dap (g phép thir Thanh phan acid béo.
E.Hoatan 0,1 g ché pham trong 5 ml methylen clorid (TT),
thém 0,1 g kali thiocyanat (TT) va 0,1 g cobalt nitrat (TT).
Khudy bang diia thiy tinh. Dung dich phai c6 mau xanh.

Chi sb acid

Khéng dugc qua 2,0 (Phu luc 7.2).

Hoa tan 5,0 g ché phdm trong 50 ml hdn hop dung méi nhu
da dugc mo ta trong phu luc 7.2.

Chi sb hydroxyl
Tur 65 dén 80 (Phu luc 7.4, phuong phap A).

Chi s6 xa phong héa

Tir 45 dén 55 (Phu luc 7.7).

Léy 40 g ché phém, thém 30,0 ml dung dich kali
hydroxyd 0,5 N trong ethanol (CP). Pun hdi luu trong
60 min. Thém 50 ml ethanol khan (TT) trudc khi tién hanh
chuin d6.

Chi s6 peroxyd

Khéng dugc qua 10,0.

Can 10,0 g ché phdm cho vao céc dung tich 100 ml, hoa
tan bang 20 ml acid acetic bang (TT). Thém | ml dung
dich kali iodid bao hoa (TT) tron déu va dé yén 1 min, thém
50 ml nudrc khéng cé carbon dioxyd (TT) va ding khudy tir.
Chuan 49 bang dung dich natri thiosulfat 0,01 N (CP). Xéac
dinh diém két thuc béng phuong phap chuim do do dién thé
(Phu luc 10.2). Song song ! tién hanh mét miu tring.

Chi sb peroxyd cua ché phim dugc tinh theo cong thirc sau:

(n, — ny) x M x 1000
m

POLYSORBAT 80

Trong do:

n, 1a s6 ml dung dich natri thiosulfat 0,01 N (CP) 43 dung
trong mau thir.

n, 12 6 ml dung dich natri thiosulfat 0,01 N (CD) da dung
trong miu tring,

MIa néng d6 mol cua dung dich natri thiosulfat (M).

m 1a lugng ché pham dem thir (g).

Thanh phan acid béo (Phy lyc 12.9, phuong phap C)

Sir dung hén hop chuin nhu chi dan tai Bang 12.9.3 dé lap
ducmg chuan

Diéu kién sdc ky:

Cot silica nung chay, kich thudc (30 m x 0,32 mm), dugc
phu macrogol 20.000 (49 day phim 0,5 pm).

Khi mang: Heli ding cho sdc ky khi.

Téc d6 dong: 50 cm/s.

Nhiét do:

‘ Thoi gian Nhiét d§
| (min) (°0)

' ) 0-14 80 — 220
| ik 14 - 54 220

! Budng tiém 250

! Detector 250

Detector: lon héa ngon lira.

Thé tich tiém: 1 pl.

Gidi han: Thanh phan cia cac acid béo trong ché phim:
Acid myristic: Khong dugc qua 5,0 %.

Acid palmitic: Khong dugc qua 16,0 %.

Acid palmitoleic: Khong dugc qua 8,0 %.

Acid stearic: Khong duoc qua 6,0 %.

Acid oleic: Khéng duge nhé hon 58,0 %.

Acid linoleic: Khéng duoc qua 18,0 %.

Acid linolenic: Khong dugc qua 4,0 %.

Ethylen oxyd va dioxan

Khéng dugc qué 1 phén triéu ethylen oxyd va khong duge
qué 10 phin tri¢u dioxan,

Phuong phép sic ky khi (Phu luc 5.2, phuong phap ti€ém
pha hoi).

Dung dich ethylen oxyd gé'c: Pha lodng 0,5 ml dung dich
ethylen oxyd 5 % trong methylen clorid (d4 sin c6 trén thj
trudmg) thanh 50,0 ml bing muwde (Chi y: Dung dich 6n
dinh trong 3 thang néu dugc bao quan trong lo ¢6 ndp bing
silicon dwoc phi bing polytetrafluoroethylen & -20 °C).
pé ngudi dung dich vé nhiét 46 phong. Pha lodang 1,0 ml
dung dich thu duoc thanh 250,0 ml béng nuoc.

Dung dich dioxan géc: Pha loang 1,0 ml dioxan (TT) thanh
200,0 ml b’;"mg nuoc. Pha loang 1,0 ml dung dich thu dugc
thanh 100,0 ml bing nude.

Dung dich acetaldehyd géc: Cin khoang 0,100 g
acetaldehyd (TT) vao binh dinh mirc 100 ml va pha lodng
thanh 100,0 ml bing nwdc. Pha loang 1,0 ml dung dich thu
dugc thanh 100,0 ml béng mudc.
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Dung dich chudn: Thém 2,5 ml dung dich dioxan gbc vao
6,0 ml dung dich ethylen oxyd gbc va pha lodng thanh
25,0 ml bang nude.

Dung dich thit (1): Can 1,00 g ché phim trong lo diing cho
sic ky tiém pha hoi dung tich 10 ml. Thém 2,0 ml nwoc,
day kin ngay bing mang silicon phu polytetrafluoroethylen
va nap nhém, tron déu cin than.

Dung dich thir (2): Can 1,00 g ché phim trong lo ding
cho sic ky tiém pha hoi dung tich 10 ml. Thém 2,0 ml
dung dich chuin, ddy kin ‘ngay bang mang silicon phi
polyten'aﬂuoroethylen va nip nhém, tron déu cin than.
Dung dijch déi chiéu: Ly 2,0 ml dung dich acetaldehyd
gbc va 2,0 ml dung dich ethylen oxyd gbc vao lo dung
tich 10 ml va ddy kin ngay bing mang silicon phu
polytetrafluoroethylen va nip nhém, trén déu cén than.
Diéu kién sdc ky:

Cot silica nung chay kich thudc (50 m x 0,53 mm) dugc
phu poly(dimethyi)(diphenyl)siloxan (phim day 0,5 pm).
Khi mang: Heli diing cho sdc ky khi.

Téc d6 dong: 4,0 ml/min.

Ty 1é chiadong: 1:3: 5.

Piéu kién tiém pha hoi tinh: Nhiét d6 cin bing 80 °C, thoi
gian can bang 30 min.

Nhiét do
o i Thyigian  Nhigtdd
(min) (°C)
i 0-18 70 — 250
: 18-23 250
Budng tiém 85
_ Detector 250

Detector: Ion héa ngon hra.
Thé tich tiém: 1,0 ml.
Cdch tién hanh:
Tién hanh sic ky dung dich thir (1), (2) va dung dich
ddi chiéu.
Théi gian lwu twong dbi so voi ethylen oxyd (thdi gian
luu khoang 6,5 min): Acetaldehyd khoang 0,9; dioxan
khoang 1,9.
Kiém tra tinh phi hop cua hé thong Trén sic ky dd cua
dung dich déi chiéu, 45  phén gidi giira pic cia acetaldehyd
va pic ciia dioxan it nhét 14 2,0.
Ham lugng ethylen oxyd dugc tinh theo cong thirc sau:

2Cpo x4y

Ab = Aa

Trong d6:
Cro 12 ndng d% ethylen oxyd (pg/ml) trong dung dich
thir (2).
A,1a dién tich pic ethylen oxyd thu dugc trén sic ky d6 cia
dung dich thir (1).
Aj 12 dién tich pic ethylen oxyd thu dugc trén sic ky d6 cia
dung dich thir (2).
Ham lugng dioxan dugc tinh theo cong thirc sau:
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2 x1,03 x Cp x 4,
> —

Trong do:

Cp 14 ndng d6 dioxan (ul/ml) trong dung dich thir (2).
1,03 1a khéi lugng riéng cua dioxan (g/ml).

A,1a dién tich pic dioxan thu dugc trén sic ky d6 cua dung
dich thit (1),

Ay 12 dién tich pic dioxan thu dugc trén sic ky d cua dung
dich thir (2).

Kim loai niing

Khong dugc qua 10 phén triéu (Phu luc 9.4.8).

Duing 2,0 g ché phim va tién hanh thir theo phuong phap 3.
Dung 2 ml dung dich chi mau 10 phan triéu Pb (TT) dé chuén
bi dung dich dbi chiéu.

Nuwéc
Khong duoc qué 3,0 % (Phu lyc 10.3).
Dung 1,00 g ché pham.

Tro todn phén
Khong dugc qua 0,25 % (Phy luc 9.8, phuong phap 2).
Diing 2,0 g ché phéam.

Bao quin
Trong bao bi kin, tranh 4nh séng.

Loai thubc
Chat dién hoat khong ion hoa.
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Povidon 1a a-hydro-o-hydropoly[1-(2-oxopyrrolidin-

1-yl)ethylen), chita cédc polymer mach thing cla
1-ethenylpyrrolidin-2-on. Povidon phai chira tir 11,5 %
dén 12,8 % nito (N; ng.t.I: 14,01) tinh theo ché phim khan.
Céc dang khac nhau cua povidon dugc dic trung béi df
nhét cia dung dich, thé hién qua gia trj K.

Tinh chit

B6t hay manh nhé mau tring hodc tring dnh vang, dé
hat am.

Dé tan trong nudc, ethanol 96 % va methanol, rit khé tan
trong aceton.

Pinh tinh
C6 thé chon mét trong hai nhém dinh tinh sau:



