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NANG CLINDAMYCIN

Téng céc tap chét: Khong duge qua 6,0 %.

B0 qua céc tap chét c6 ham luong nho hon hodic bing 0,05 %.
Ghi chu:

Tap chét A: Methyl 6,8-dideoxy-6-[[[(2S5,4R)-1-methyl-4-propyl-
pyrolidin-2-yl]carbonyl]amino]-1-thio-D-erythro-a-D-galacto-
octopyranosid (lincomycin).

Tap chit B: Methyl 7-cloro-6,7,8-trideoxy-6-[[[(2S,4R)-4-ethyl-
I-methylpyrolidin-2-yl]carbonyl]amino]-1-thio-L-threo-a-D-
galacto-octopyranosid (clindamycin B).

Tap chét C: Methyl 7-cloro-6,7,8-trideoxy-6-[[[(25,4R)-1-methyl-
4-propylpyrolidin-2-yl]carbonyl]amino]-1-thio-D-erythro-a-D-
galacto-octopyranosid (7-epiclindamycin).

Tap chét D: Methyl 6,8-dideoxy-6-[[[(2S,4R)- 1-methyl-4-propyl-
pyrolidin-2-yl]carbonyl]amino]- 1-thio-L-threo-a-D-galacto-
octopyranosid (7-epilincomycin).

Tap chit E: Methyl (5R)-5-[(15,25)-2-cloro-1-[[(4Z)-1-methyl-

4-propyliden-L-prolyl]amino]propyl]-1-thio-p-L-arabino-
pyranosid.

Tap chit F: Methyl 7-cloro-6,7,8-trideoxy-6-[[[(2R,4R)-1-methyl-
4-propylpyrolidin-2-yl]carbonyl]amino]-1-thio-L-threo-o-D-
galacto-octopyranosid.

Nwée )
Tir 3,0 % dén 6,0 % (Phu luc 10.3).
Diing 0,500 g ché pham.

Tro sulfat
Khong duoc qua 0,5 % (Phu luc 9.9, phuong phép 2).
Dung 1,0 g ché phim.

Dioh lugng
Phuong phap sac ky 16ng (Phu luc 5.3).

Pha déng, diéu kién sic ky, dung dich thir va dung dich d6i
chiéu (1) dugc mb ta trong phan Tap chét lién quan.

Tién hanh sic ky v6i dung dich thir va dung dich di
chiéu (1).

Tinh ham luong phin trim caa clindamycin hydroclorid
trong ché phim dya vao dién tich pic thu dugc trén sic
ky @b ctia dung dich thir, dung dich dbi chiéu (1) va ham
lugng cua clindamycin hydroclorid, C;gH;,CIN,05S.HCI
trong clindamycin hydroclorid chuén.

Bio quan
Trong do dung kin.

Loai thude
Khang sinh nhém lincosamid.

Ché phim
Thudc nang.

NANG CLINDAMYCIN

La nang cimg c6 chira clindamycin hydroclorid.

Ché phim phai dap (mg cic yéu ciu trong chuyén luan
“Thudc nang” (Phu luc 1.13) va cic yéu cdu sau day:
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Ham lwgng clindamycin, C,gH,;CIN,O;S, tir 90,0 % dén
110,0 % so véi lugng ghi trén nhan

Dinh tinh

A. Lic mft lugng bdt thudc trong nang chira khoang
30 mg clindamycin véi 15 ml cloroform (TT), loc, bay
hoi dich loc dén khé. Cén thu duge phai c6 phd hong
ngoai tuong ung véi phé héng ngoai d6i chiéu cia
clindamycin hydroclorid (Phu luc 4.2).

B. Trong phan Dinh hrgng, thai gian hru cia pic chinh trén
sic ky d6 ciia dung dich thir phai twong (mg véi thdi gian
hru cia pic clindamycin trén séc ky d6 cia dung dich chuin,

P9 hoa tan (Phu luc 11.4)

Thiét bi: Kiéu gié quay.

Mbi trwomg hod tan: 900 ml dém phosphat chudn pH 6,8 (TT).
Téc dé quay: 100 r/min.

Thoi gian: 30 min.

Céch tién hanh: Phuong phép sic ky long (Phu luc 5.3).
Pha dong va diéu kién sic ky nhu mé ta trong phan
Pinh lugng.

Dung dich thu: Liy mét phin dung dich méi truong sau
khi hoa tan, loc, bé dich loc dau.

Dung dich chudn: Pha dung dich clindamycin hydroclorid
chuén trong nude c6 ndng dd twong tw nhu dung dich thir.
Yéu cdu: Khéng it hon 80 % (Q) luong clindamycin,
C,sH33CIN,O5S, so voi lugng ghi trén nhan dugce hoa tan
trong 30 min.

Tap chit lién quan

Phwong phap sic ky long (Phu luc 5.3).

Pha dong: Dung dich dém phosphat pH 7,5 - acetonitril
(55: 45).

Dung dich dém phosphat pH 7,5: Hoa tan 6,8 g kali
dihydrophosphat (TT) trong 1000 ml mude va diéu chinh
pH cua dung dich thu dugc dén pH 7,5 bang dung dich kali
hydroxyd (TT) 25 %.

Dung dich thir: Can 20 nang, x4c dinh khdi lwong trung
binh ctia bdt thubc trong nang, nghién thanh bot min, trén
d&u. Cén chinh x4c mot lugng bot thude trong nang tuong
g véi khoang 50 mg clindamycin va chuyén vao binh
dinh mirc 50 ml, thém 40 ml pha dong, lic khoang 15 min
dé hoa tan, thém pha ddng tai vach. Lic déu va loc.

Dung dich déi chiéu (1): Pha loing 1,0 ml dung dich thir
thanh 50,0 ml bang pha dong.

Dung dich @i chiéu (2): Dung dich clindamycin
hydroclorid chuén trong pha dong c6 ndng d6 chinh xac
khoang 0,11 %.

Piéu kién sdc ky:

Cot kich thuée (25 cm x 4,6 mm) dugc nhdi pha tinh C
(5 pm). '

Detector quang pho tir ngoai dat & budce séng 210 nm.,
Toc 39 dong: 1 ml/min.

Thé tich tiém: 20 pl.
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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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