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Céch tién hanh:

Kiém tra tinh phi hop cia hé théng: Trén sic ky db cua
dung dich dbi chiéu (2), thai gian luu trong dbi so véi pic
clindamycin (thoi gian luu khoang 10 min) cia tap chit A
(lincomycin) 14 0,4; cua tap chét B (clindamycin B) 12 0,65
va clia tap chét C (7-epiclindamycin) 12 0,8.

Tién hanh sic ky dung dich thir véi thoi gian it nhat gap
2 l4n thoi gian luu cda pic clindamycin va dung dich d6i
chiéu (1).

Gidi han: Trén sic ky d6 cia dung dich thir:

Tap chat B: Dién tich pic twong tmg véi tap chit B khong
16m hon dién tich pic clindamycin trén sic ky dé cua dung
dich déi chiéu (1) (2 %).

Tap chét C: Dién tich pic twrong mg véi tap chit C khong
16m hon 2 l4n dién tich pic clindamycin trén sic ky d6 cia
dung dich ddi chiéu (1) (4 %).

Tap don khac: Dién tich pic cia bat ky tap nao khac khong
16n hon mét nira dién tich pic clindamycin trén sic ky d6
ciia dung dich d6i chiéu (1) (1 %).

Téng dién tich céc pic tap chit khong 16n hon ba lan dién
tich pic clindamycin trén sic ky dd cia dung dich déi
chiéu (1) (6 %).

Bo qua bét ki pic tap nao c6 dién tich nho hon hoic bing
0,025 lan dién tich pic clindamycin trén sic ky db cua
dung dich dbi chiéu (1) (0,05 %).

Nuéc
Khéng dugc qua 7,0 % (Phu luc 10.3).
Ding khoang 1,00 g bt thudc.

Dinh lwgng

Phurong phép sic ky 1ong (Phu luc 5.3). Diéu kién sic ky
va dung dich thir nhir mé ta trong phan Tap chét lién quan.
Sir dung dung dich d6i chiéu (2) la dung dich chuén.
Cdch tién hanh:

Kiém tra tinh phi hop cua hé théng: Do 1éch chudn twong
d6i cua dién tich pic clindamycin thu dugc tir 6 lin tiém
lap lai dung dich chuin khéng 16m hon 2,0 %.

Tién hanh sic ky 1an lrgt dung dich chuén va dung dich thir.
Tinh ham lugng clindamycin, C,gH33;CIN,O;S, trong nang
dwa vao dién tich pic thu dugc trén sic ky dé cua dung
dich thwr, dung dich chuin va ham lugng C,gH;;CIN,OsS
trong clindamycin hydroclorid chuén.

1 mg CgH3;CIN,OS.HCI trong duong vai 0,9209 mg
CsH;;CIN,O;S.

Bio quén
Trong d6 dung kin, ¢ nhiét do khong qua 30 °C.

Loai thuéc
Khang sinh nhém lincosamid.

Ham lwgng thwong dung
75 mg, 150 mg va 300 mg (tinh theo clindamycin).

CLOBETASOL PROPIONAT
CLOBETASOL PROPIONAT

025H3201F05 Ptl: 467,0

Clobetasolpropionatla21-cloro-9-fluoro-11p,17-dihydroxy-
16p-methylpregna-1,4-dien-3,20-dion 17-propionat, phai
chira tir 97,0 % dén 102,0 % C,5sH;,CIFOs, tinh theo ché
pham di lam khb.

Tinh chat

Bot két tinh mau tring dén mau kem. Tan trong aceton,
dimethyl sulfoxid, cloroform, methanol va dioxan; hoi tan
trong ethanol; kho tan trong benzen va diethyl ether; thuc
té khong tan trong nudc.

Pinh tinh

Phé hdp thu hdng ngoai (Phu luc 4.2) cia ché phim
phai phit hop vé&i phé hip thu hdng ngoai cua clobetasol
propionat chun.

Géc quay cuc riéng

Tir +98° dén +104°, tinh theo ché phdm da lam khé (Phu
luc 6.4).

Ding dung dich chira 10 mg/ml ché pham trong dioxan
(TT) dé do.

Nhiét d¢ néng chay
Khoang 196 °C (Phu luc 6.7).

Tap chit lién quan

Phuong phép sic ky 1ong (Phu luc 5.3).

Dung dich A: Hoa tan 6 g natri dihydrophosphat khan (TT)
trong vira dii 1000 ml nwdc, diéu chinh dén pH 2,5 bing
acid phosphoric (TT).

Pha djng: Acetonitril - methanol - dung dich A (19 : 4 : 17).
Dung djch thir: Dung dich chira 0,1 mg/ml ché phim trong
pha djng.

Dung dich d6i chiéu: Dung dich chira 0,001 mg/ml tap chat
A cua clobetasol propionat chuan va 0,1 mg/ml clobetasol
propionat chuin trong pha dong.

Diéu kién sdc ky:

Cot kich thudce (15 cm x 4,6 mm) dugc nhéi pha tinh C
(5 pm).

Detector quang phé tir ngoai dat & budc séng 240 nm.
Téc 6 dong: 1 ml/min.

Thé tich tiém: 10 pl.
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CLOFAZIMIN

Cach tién hanh:

Théi gian hru twong d6i so véi clobetasol propionat cua
tap chét A khoang 1,1.

Kiém tra tinh phu hgp cia hé thong: Trén sic ky b cua
dung dich d6i chiéu, d¢ phan giai giira pic clobetasol
propionat va pic tap chit A khéng nho hon 1,5; sb dia
ly thuyét tinh trén pic clobetasol propionat khéng nho
hon 5000.

Tinh ham lugng phén tram tap chét (néu cd) trén sic ky dd
cua dung dich thir bing phuong phap chuén héa dién tich.
Giai han:

Tap chit bét ky: V&i mdi tap chat, khéng duge qué 1,0 %.
Téng céc tap chit: Khong dugce qua 2,5 %.

Ghi chu:

Tap chit A: 9a-Fluoro-1 1B-hydroxy-16B-methyl 3-oxo-androsta-
1,4-dien-17(R)-spiro-2'-[4'-cloro-5'-ethylfuran-3'(2'H)-on].

Tro sulfat
Khong dugc qua 0,1 % (Phu luc 9.9, phuong phap 2).
Dung 1,0 g ché pham.

Miit khoi lwgng do 1am khd
Khong dugce qué 2,0 % (Phu luc 9.6).
(1,000 g; 105 °C; 3 h).

Dinh lrgng

Phuong phap sic ky 1ong (Phu luc 5.3).

Dung dich A, pha d6ng, dung dich déi chiéu va diéu kién
sic ky: Nhu mé ta & phan Tap chét lién quan.

Dung dich chudn ngi: Dung dich chia 0,2 mg/ml
beclomethason dipropionat trong methanol (TT).

Dung dich chudn: Hoa tan mdt lugng thich hop clobetasol
propionat chuén trong methanol (TT) va thém dung dich
ndi chuin dé thu dwgc dung dich c6 chira 0,04 mg/ml
clobetasol propionat va 0,08 mg/ml beclomethason
dipropionat. o
Dung dich thu: Hoa tan mét lugng thich hgp ché pham
trong methanol (TT) vi thém dung dich chuin ndi dé thu
dugc dung dich c6 chira 0,04 mg/ml clobetasol propionat
va 0,08 mg/ml beclomethason dipropionat.

Cdch tién hanh:

Kiém tra tinh phi hop ctia hé thong: Nhu mé ta & phan Tap
chét lién quan.

Tién hanh sic ky dung dich thir va dung djch chuén.

Théi gian Ieu twong ddi so véi clobetasol propionat cia
beclomethason dipropionat khoang 1,6.

Trén sic ky d6 cia dung dich chuin, hé s déi ximg ciia pic
clobetasol propionat khdng 16n hon 2,0 va d9 léch chuin
tucng dbi cua ty sb giira dién tich pic clobetasol propionat
va pic beclomethason dipropionat thu dugc tir 6 lin tiém
13p lai khong 16m hon 2,0 %.

Tinh ham lugng phén tram cia clobetasol propionat,
CysH1,CIFOs, trong ché phim dra vao ty 1& dién tich pic
clobetasol propionat va pic beclomethason dipropionat
thu dugc trén sic ky d6 cia dung dich thir, dung dich
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chun va ham lugng cla C,sHy;CIFO; trong clobetasol
propionat chuan.

Bdo quan
Trong db dyng kin, tranh 4nh séng.

Loai thude
Corticosteroid.

Ché phim
Vién nén.

CLOFAZIMIN

HaC

/©/Ci
N
H

CHs;

C27H22C12N4 P.tl 473,4

Clofazimin la N,5-bis(4-clorophenyl)-3-[(1-methylethyl)
imono]-3,5-dihydrophenazin-2-amin, phai chira tir 99,0 %
dén 101,0 % C,;H,,CLN,, tinh theo ché phim da 1am khé.

Tinh chét
Bot min da hinh mau niu d6. Thuc té khong tan trong nudc,
tan trong methylen clorid, rat kho tan trong ethanol 96 %.

Pinh tinh

C6 thé chon mét trong hai nhém dinh tinh sau:

Nhém I: A.

Nhém II: B, C.

A. Phd hép thy hong ngoai (Phu luc 4.2) cia ché phim phai
phu hop v&i phd hap thy hdng ngoai cha clofazimin chuén.

Néu phé cia ché phim khéc so véi phé cua clofazimin
chuén thi hoa tan riéng biét ché phdm va chuén trong
methylen clorid (TT), bbc hoi dén khé va ghi lai phd cia
céc cin thu duoc.

B. Phuong phép sic ky 16p mong (Phu luc 5.4).

Ban mong: Silica gel GF s,

Dung méi khai trién: Propanol - methylen clorid (6 : 85).

Dung djch thir: Hoa tan 10 mg ché phim trong methylen
clorid (TT) va pha loang thanh 10 ml véi cing dung moéi.

Dung dich doi chiéu: Hoa tan 10 mg clofazimin chudn
trong methylen clorid (TT) va pha loang thanh 10 ml voi
cung dung méi.

Cdch tién hanh: Cham riéng biét 1én ban mong 5 pl mdi
dung djch trén. Trién khai sic ky téi khi dung méi di dugce



