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ALBENDAZOL

Thoi gian lwu twong d6i so vdi adrenalin (thoi gian luu
khoang 4 min): Tap chét F khoang 0,2, tap chit B khodng
0,8, tap chit C khoang 1,3, tap chit A khoang 3,2, tap chat
D khoéng 3,3 va tap chit E khoang 3,7.

Sir dung sic ky db cua dung dich déi chiéu (4) dé x4c dinh
céc pic tap chit D va tap chét E.

Sir dung séc ky dd cua dung dich dbi chiéu (3) dé x4c dinh
pic tap chit F (Pic tap chit F c6 thé nira giai ra cing véi cac
pic khac. Néu can, diéu chinh diéu kién sic ky dé pic tap
chét F tich dugc khoi céc pic khac).

Kiém tra tinh phit hop clia hé théng: Trén sic ky d6 cia
dung dich déi chiéu (2), do phan gii giira pic tap chit B
va pic adrenalin it nhit 1a 3,0.

Dé tinh ham lrgng, nhin dién tich pic cua céc tap chét véi
hé sé hiéu chinh twong tmg: Tap chit D 1a 0,7 va tap chit
Ela 0,6.

Gidi han: Trén sic ky d6 thu dugc cua dung djch thir:
Dién tich cta bét ky pic ndo twong {mg véi tap chit F
khéng 16n hon 15 1in dién tich pic chinh trén sic ky
cia dung dich d6i chiéu (1) (15 %).

Dién tich cua bat ky pic nao twong ‘mg vdi tap chit B
khong 16n hon dién tich pic chinh trén séc ky d6 ciia dung
dich d6i chiéu (1) (1 %).

Dién tich cia bt ky pic tap don khac khéng 1én hon mét
nira dién tich pic chinh trén sic ky d6 cia dung dich dbi
chiéu (2) (0,5 %).

Tong dién tich cac pic tap chat trir tap chét F, khong 16n
hon dién tich pic chinh trén sic ky d6 cta dung dich déi
chiéu (1) (1 %).

Bo qua cac pic tap chét cé dién tich nhd hon hodc bﬁng
dién tich pic chinh trén sic ky d6 cia dung dich dbi chidu
(5) (0,1 %).

Téng tht ca céc tap chit trong phép thir D-adrenalin va
phép thir tap chit lién quan khéng 16m hon 16,0 %.

Ghi chu:

Tap chét F: Acid (1R)-1-(3,4-dihydroxypheny!)-2-(methylami-
no)ethansulfonic.

Pinh lugng

Phuong phip sic ky long (Phu lyc 5.3).

Cic dung dich dugc chuan bi trong diéu kién tranh 4nh
sang.

Pha dong: Thém 4,0 g tetramethylamoni hydrosulfat (TT);
1,1 g natri heptansulfonat (TT) va 2 ml dung djch Trilon
B 0,1 M (TT) vao hén hop gbm 950 ml nwée va 50 ml
methanol (TT), diéu chinh dén pH 3,5 bing dung dich
natri hydroxyd 1 M (TT).

Dung dich thir: Pha lodng | thé tich ché phim thanh 10 thé
tich bing pha dgng.

Dung dich chudn: Dung dich chira 0,02 % adrenalin tartrat
chuin trong pha d¢ng.

Dung dich phdn giagi: Dung dich chira 0,02 % adrenalin
tartrat chudn va 0,02 % noradrenalin tartrat chuin trong
pha dong.
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Diéu kién sdc ky:

Cot kich thudce (15 cm x 4,6 mm) dugc nhdi pha tinh end-
capped octadecylsilyl silica gel ding cho sdc ky (5 pm).
Detector quang phd tir ngoai ¢4t & budc séng 205 nm.
Téc 6 dong: 2 ml/min.

Thé tich tiém: 20 pl.

Cach tién hanh:

Kiém tra tinh phil hp ctia hé théng: Trén sic ky ciia dung
dich phén giai, 46 phan giai gitra 2 pic chinh it nhat 1a 2,0.
Tinh ham lugng ciia adrenalin, CoH;3NO;, trong ché phim
dya vao dién tich pic adrenalin thu dugc trén sic ky do
ctia dung dich thir, dung dich chudn va ham lugng cia
CyH,3NO; trong adrenalin tartrat chuén.

Bio quan
Noi mat, tranh anh sang,.

Loai thubc

Thuéc kich thich giao cam.
Ham luwgng thudmg dung
1 mg/ml.
ALBENDAZOL
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Albendazol 12 methyl [5-(propylsulfanyl)-1H-benzimi-
dazol-2-yl] carbamat, phai chia tir 98,0 % dén 102,0 %
C,2H,;sN;0,S, tinh theo ché pham d3 lam kha.

Tinh chét

Bot mau tring hay hoi vang.

DE tan trong acid formic khan va dimethylformamid, hoi
tan trong methanol va cloroform, rat khé tan trong methylen
clorid, thuc té khong tan trong nudc va ethanol 96 %.

Pinh ﬁnh
Phd hip thu hbng ngoal (Phy lyc 4.2) cia ché phim phm
phil hop véi phd héip thu hdng ngoai ciia albendazol chuén.

Pj trong va mau sic cia dung dich

Hoa tan 0,10 g ché pham trong hdn hop acid formic khan -
methylen clorid (1 : 9) @ dugc 10 ml. Dung dich thu duge
phai trong (Phy luc 9.2) va ¢c6 mau khong dugc dim hon
mau miu VNg (Phy lyc 9.3, phuong phép 2).

Tap chit lién quan

Phuong phép sic ky long (Phu luc 5.3).

Pha dong: Dung dich amoni dihydrophosphat 0,167 % -
methanol (300 : 700).
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Dung dich thir: Hoa tan 25,0 mg ché phim trong 5 ml
methanol (TT) c6 chira 1 % (tt/tt) acid sulfuric (TT) va pha
loing thanh 50,0 ml bing pha ddng.

Dung dich déi chiéu: Hoa tan 10,0 mg ché phim trong
10 ml methanol (TT) c6 chita 1 % (tv/tt) acid sulfuric (TT)
va pha lodng thanh 100,0 ml bﬁng pha dong. Pha lodng
0,5 ml dung djch thu dugc thanh 20,0 ml bang pha déng.
Dung dich phén gii: Hoa tan 50,0 mg ché pham va 50 mg
oxybendazol chuan trong 5 ml methanol (TT) c6 chita 1 %
(tt/tt) acid sulfuric (TT) va pha lodng thanh 100,0 ml bang
pha dong.

Diéu kién sdc ky:

Cét kich thudc (25 cm x 4,6 mm) dugc nhdi pha tinh end-
capped octadecylsilyl silica gel dimg cho sdc ky (5 pm),
kich thudc 16 x6p 14 10 nm, ham lugng carbon khoang
19 %.

Detector quang phé tir ngoai dit & budc séng 254 nm.
Téc d6 dong: 0,7 mI/min.

Thé tich tiém: 20 pl.

Cadch tién hanh:

Tién hanh sic ky véi dung dich déi chiéu. Piéu chinh d¢
nhay ctia hé théng sao cho chiéu cao cua pic chinh trong
sic ky do it nhit bang 50 % thang do.

Kiém tra tinh phd hop cia hé théng: Trén sic ky db cua
dung dich phén giai, d6 phan giai gifra cac pic twong img
véi albendazol va oxybendazol it nhét 14 3,0.

Tién hanh sic ky dung dich thir vé6i thoi gian bang 1,5 1in
thoi gian luu cua albendazol.

Thoi gian lwu tuong ddi so voi albendazol: Tap chit D
khoang 0,40; tap chit B va C khoang 0,43; tap chat E khoéang
0,47; tap chat F khodng 0,57; tap chit A khoang 0,80.

Gidi han: Trong séc ky d thu dugc cia dung dich thir:
Dién tich ctia bt ky pic phu ndo, ngoai pic chinh, khong
duge 16n hon 1,5 1in dién tich cua pic chinh trong sic ky
d6 thu dugc cua dung dich ddi chidu (0,75 %).

Tong dién tich cia cac pic phu khong 16n hon 3 lan dién
tich ctia pic chinh trong sic ky d6 thu dugc cta dung dich
dbi chiéu (1,5 %).

Bo qua cac pic c¢6 dién tich nhé hon 0,1 14n dién tich pic
chinh trong séc ky dé thu dwoc cia dung dich déi chiéu.
Ghi chii:

Tap chét A: 5-(propylsulphanyl)-1H-benzimidazol-2-amin.

Tap chat B: methyl [5-(propylsulphinyl)-1H-benzimidazol-2-yl]
carbamat.

Tap chit C: methyl [5-(propylsulphonyl)-1H-benzimidazol-2-
yl]carbz}mat.

Tap chz:n D: 5-(propylsulphonyl)-1H-benzimidazol-2-amin.

Tap chat E: methyl (1 H-benzimidazol-2-yl)carbamat.

Tap chit F: methyl [S-(methylsulphanyl)-1H-benzimidazol-2-
ylJcarbamat.

Mit khéi lwgng do 1am khé
Khéng dugc qua 0,5 % (Phu luc 9.6).
(1,000 g; 100 °C dén 105 °C; 4 h).

VIEN NEN ALBENDAZOL

Tro sulfat
Khéng dugce qua 0,2 % (Phy lyc 9.9, phuong phap 2).
Ding 1,0 g ché phim.

Pinh lwgng

Hoa tan 0,250 g ché pham trong 3 ml acid formic khan
(TT) va thém 40 ml acid acetic khan (TT). Chuin d6 bing
dung djch acid percloric 0,1 N (CD). Xéc dinh diém két
thic bang phwong phap chudn do do dién thé (Phu luc
10.2). Khong dé nhiét d cao trong khi chuén d¢, lic that
k§ va dirng ngay chudn d6 khi dén diém két thuc.

1 ml dung djch acid percloric 0,1 N (CP) tuong duong vdi
26,53 mg C|2H15N3028.

Bio quin
Tranh anh sang.

Loai thudc
Thudc tri giun san.

Ché phém
Vién nén.

VIEN NEN ALBENDAZOL

La vién nén chira albendazol.
Ché Ehﬁm phai dap ing cac yéu cau trong E:huyén ludn
“Thudc vién nén” (Phu luc 1.20) va céc yé€u cau sau day:

Ham lwgng albendazol, C,H;;N;0,S, tir 92,5 % dén
107,5 % so vai luong ghi trén nhan.

Pinh tinh

A. Phuong phiap sic ky 16p mong (Phu luc 5.4).

Badn mong: Silica gel Fs,.

Dung méi khai trién: Cloroform - acid acetic bing - ether
(60: 10 : 10).

Dung dich thir: Hoa tan mét luong bot thubc da nghién
min chira khoang 100 mg albendazol trong 20 ml acid
acetic bang (TT). Loc.

Dung dich déi chiéu: Hoa tan 25 mg albendazol chuédn
trong 5 ml acid acetic bang (TT).

Cadch tién hanh: Chim riéng biét 1&n ban méng 10 pl mbi
dung dich trén. Sau khi trién khai sic ky, 14y ban mong ra,
dé bay hoi hét dung méi. Quan sat duéi nh séng tir ngoai
& budc séng 254 nm. Vét chinh trén sic ky d6 cia dung
dich thir phai c6 gié tri R; vA mau sic tuong g vdi vét
chinh trén séc ky d6 cua dung dich chuén.

B. Trong phin Pinh lwong, phd hip thu tir ngoai cua
dung dich thir phai cho dinh hip thu cyc dai & budc séng
308 = 1 nm (Phu luc 4.1).

P{ hoa tan (Phu luc 11.4)

Thiét bi: Kiéu canh khuy.

Méi truomg hoa tan: 900 ml dung dich acid hydrocloric
0,1 M (TT).
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