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VIEN NEN ROXITHROMYCIN

Dung dich chudn: Can chinh xic mft lugng roxithromycin
chuén, hoa tan trong méi trrdng hoa tan dé thu dugc dung
dich c6 ndng 49 khodng 0,08 mg/ml (0,05 mg/ml cho goi
¢6 ham lugng 25 mg).

Yéu cau: Khong it hon 80 % (Q) lugng roxithromycin,
C4yH7%N,0,s, so véi lugng ghi trén nhan dugc hoa tan
trong 30 min.

Djnh lrgng

Phuong phap sic ky long (Phy lyc 5.3).

Pha dgng: Dung dich amoni dihydrophosphat 0,067 M
dwgc chinh dén pH 6,5 bing triethylamin - acetonitril
(65 : 35).

Dung dich phan giai: Hoa tan mgt lugng roxithromycin
chun va erythromycin chuén trong pha dong dé thu dugc
dung dich c6 ndng d6 mdi chit khoang 1,0 mg/ml.

Dung dich chudn: Hoa tan mdt lugng roxithromycin chuin
trong pha déng dé thu dugc dung djch c6 ndng d6 khoang
0,5 mg/ml.

Dung dich thir: Can 20 g6, tinh khéi lugng trung bot thube
trong gbi, nghién thanh bt min. Can chinh xdc mot lugng
bt thube twong img véi khoang 50 mg roxithromycin vao
binh dinh mirc 100 ml, thém 70 ml pha dong va lic siéu
am 20 min. Pha loang bing pha dong dén dinh mic, lic
déu, loc.

Diéu kién sdc ky:

Cdt kich thude (25 cm x 4,6 mm) dugc nhdi pha tinh C
(5 pm). _

Detector quang pho tir ngoai dat & budc séng 210 nm.
Téc d6 dong: 1,0 ml/min.

Thé tich tiém: 20 pl.

Cdch tién hanh:

Kiém tra tinh phi hop ctia hé théng:

Tién hanh sic ky dbi véi dung dich phan giai, dung dich
chuan.

Trén séc ky db thu dugc, thoi gian luu cua roxithromycin
khoang 14 min.

Phép thir chi c¢6 gia tri khi d¢ phan gidi gilra hai pic
roxithromycin va erythromycin khéng nhé hon 15,0; 4%
phén giai gifra pic roxithromycin va pic tap (thdi gian luu
tuong doi khoang 0,95) khong nho hon 1,0; 4§ phan giai
gifra pic roxithromycin va pic tap (thoi gian luu tuong d6i
khoang 1,2) khéng nhé hon 2,0; dd léch chuén tuong dbi
cua di¢n tich pic roxithromycin tir cac lan tiém 13p lai dung
dich chuan khong 16m hon 2,0 %.

Tién hanh sic ky l4n lugt d6i v6i dung dich chudn va dung
dich thir. Can cir vao dién tich pic thu dugc tir dung dich
thir, dung dich chudn va ham lugng cia roxithromycin
chuén, tinh ham luong roxithromycin, C4HyeN;Oys, €6
trong mdt don vj ché phim.

Bio quin )
Trong bao bi kin. Dé noi khé mét, tranh 4nh sdng.

Loai thude
Thudce khang sinh nhém macrolid.
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Ham lugng thudng ding
25 mg; 50 mg va 75 mg.

VIEN NEN ROXITHROMYCIN

La vién nén bao phim chira roxithromycin.

Ché phim phai d4ap (mg cdc yéu céu trong chuyén luin
"Thudc vién nén", muc "Vién bao" (Phu luc 1.20) va cac
yéu chu sau:

Ham lugng roxithromycin, C,4,H;¢N,O,s, tir 90,0 % dén
110,0 % so v6i lugng ghi trén nhén.

Dinh tinh

Trong phan Dinh lugng, thoi gian luu cua pic chinh trén sic
ky d6 cuia dung dich thir phai twong img véi thoi gian luu
clia pic roxithromycin trén sic ky d6 ciia dung dich chuén.

D¢ hoa tan (Phu luc 11.4)

Thiét bi: Kiéu gio quay.

Moai truong hoa tan: 900 ml dung dich dém acetat pH 5,5
(str duyng 600 ml cho vién c6 ham lugng 50 mg).

Dung dich dém acetat pH 5,5: Hoa tan 5,44 g natri acetat (TT)
trong 1000 ml nude, diéu chinh dén pH 5,5 bang acid
acetic bang (TT).

Téc dé quay: 100 r/min,

Thoi gian: 45 min.

Cdch tién hanh:

Phuong phép sic ky long (Phu luc 5.3).

Pha déng va diéu kién sde ky thyc hién nhu trong phan
Dinh luong véi thé tich tiém 1a 50 pl.

Dung dich thir: Sau thoi gian hoa tan quy dinh, liy mét
phén dich hoa tan, loc (b dich loc déu).

Dung dich chudn: Can chinh x4c mét luong roxithromycin
chuén, hoa tan trong méi truomg hoa tan dé thu duge dung
dich c6 ndng 49 khoang 0,16 mg/ml (0,08 mg/ml cho vién
¢6 ham lugng 75 mg va 50 mg).

Yéu cdu: Khéng it hon 80 % (Q) luong roxithromycin,
C41H76N,05, so vai lugng ghi trén nhdn dugc hoa tan
trong 45 min.

Tap chét lién quan

Phwong phap sic ky 1ong (Phy luc 5.3).

Pha dgng, dung dich phdn gidi, diéu kién sdc ky: Tién
hanh theo phin Dinh lugng.

Dung djch thir: Lay 10 vién, b6c bo 16p bao phim va nghién
thanh bt min. Can chinh xdc mét lugng bt vién tuong
(mg v&i khoang 100 mg roxithromycin vao binh dinh mirc
50 ml, thém 30 ml pha ddng va lic siéu 4m 20 min. Pha
loéing bing pha dong dén dinh mirc, lic déu, loc.

Dung dich déi chiéu: Pha loang 1,0 ml dung djch thir bing
pha dong dén vira du 100,0 ml.

Cdch tién hanh:

Tién hanh séc ky dbi véi dung dich d6i chiéu. Diéu chinh
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d6 nhay sao cho chiéu cao cua pic chinh trén sic ky do
khéng dugc dudi 20 % cua thang do.

Tién hanh sic ky ddi véi dung dich thir, ghi sic ky do
trong khoang thoi gian gip 4 lan thoi gian luu cia pic
roxithromycin. Trén sic ky do thu dugc cua dung dich
thir, dién tich cua bat ky pic phu nao khong duge 16n hon
1,5 1in dién tich cua pic chinh trén sic ky dé cua dung
dich d6i chiéu (1,5 %), téng dién tich tit ca cac pic tap
khong dugc 1ém hon 4,5 lan dién tich cua pic chinh trén
sic ky cia dung dich d6i chiéu (4,5 %). Bo qua cac pic
c6 dién tich nho hon hoac bang 0,1 lan dién tich cua pic
chinh trén sic ky d6 cua dung dich déi chiéu (0,1 %) va
bo qua céc pic ta duogc ¢6 thoi gian lru twong dbi nhé hon
hoac bing 0,3.

Pinh lrgng

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

Pha dong: Dung dich amoni dihydrophosphat 0,067 M
dugc chinh dén pH 6,5 bang triethylamin - acetonitril
(65 : 35).

Dung dich phan giai: Hoa tan mét lugng roxithromycin
chuin va erythromycin chuin trong pha dong dé thu dugc
dung dich c6 ndng @9 mdi chét khoang 1,0 mg/ml.

Dung dich chudn: Hoa tan mét lrong roxithromycin chuén
trong pha dong dé thu duoc dung dich c6 ndng dé khoéng
1,0 mg/ml.

Dung dich thir: Can 20 vién, tinh khéi hrong trung binh
vién (da loai bé 16p bao phim néu cin) va nghién thanh
bot min. Can chinh xac mét lugng bt vién twong (g véi
khoang 50 mg roxithromycin vao binh dinh mic 50 ml,
thém 30 ml pha déng va lic siéu 4m 20 min. Pha lodng
bing pha dong dén dinh mirc, lic déu, loc.

Diéu kién sdc ky:

Cot kich thude (25 cm x 4,6 mm) duge nhdi pha tinh C
(5 pm). )

Detector quang pho tir ngoai dit & budce séng 210 nm.
Téc 4 dong: 1,0 m/min.

Thé tich tiém: 20 pl.

Cdch tién hanh:

Kiém tra tinh phi hgp cia hé théng:

Tién hanh sic ky dbi voi dung dich phan gidi, dung dich
chudn.

Trén sic ky dd thu dugc, thi gian lru cia roxithromycin
khoang 14 min.

Phép thir chi cé gid tri khi 49 phan giai giira hai pic
roxithromycin va erythromycin khong nho hon 15,0; d6
phan giai giira pic roxithromycin va pic tap (thoi gian luu
tuong d6i khoang 0,95) khong nho hon 1,0; dd phén giai
giira pic roxithromycin va pic tap (thoi gian lru twong déi
khoang 1,2) khéng nhé hon 2,0; 9 1éch chuén tuong déi
cta dién tich pic roxithromycin tir cac lan tiém l3p lai dung
dich chuan khéng 16m hon 2,0 %.

Tién hanh sic ky lan lugt d6i véi dung dich chuén va dung
dich thir. Can cir vao dién tich pic thu dugc tir dung dich

RUTIN

thir, dung dich chuan va ham lugng cia roxithromycin
chuén, tinh ham lugng roxithromycin, C4H76N,05, €6
trong mt don vj ché pham.

Bdo quan _
Trong bao bi kin. D€ noi kho mat, tranh anh sing.

Loai thudc
Thudc khang sinh nhém macrolid.

Ham lrgng thudng diung
50 mg; 75 mg; 150 mg.

RUTIN
Rutosid, vitamin P

OH OH OH

C27H30016.3H20 P.t.l: 665,0

Rutin 1a 3,3°,4°,5,7-pentahydroxyflavon 3-rutinosid, mét
glucosid chiét dugc tir nu hoa cay Hoe (Sophora japonica
L.), ho Dau (Fabaceae), hoic tir nhiéu cy khac thudc cac
ho thuc vét khac nhau, phai chira tir 95,0 % dén 101,0 %
C,7H;3001, tinh theo ché pham khan.

Tinh chét

Bot két tinh mau vang hay vang luc.

Tan trong methanol va trong cac dung dich hydroxyd
kiém, hoi tan trong ethanol, thuc té khong tan trong nudc
va dicloromethan.

Pinh tinh

C6 thé chon mét trong hai nhém dinh tinh sau:

Nhém I: A.

Nhém II: B, C, D.

A. Phd hép thy hong ngoai (Phu luc 4.2) cia ché phim
phai phit hop véi phd hdp thu hdng ngoai cta rutin chuén.
B. Hoa tan 50,0 mg ché pham trong methanol (TT) va pha
lodng thanh 250,0 ml vé&i cung dung moi, loc néu can.
Pha lodng 5,0 ml dung dich thu dugc thanh 50,0 ml bang
methanol (TT). Do phd hip thu tir ngoai (Phu luc 4.1)
trong khoang tir budc séng 210 nm dén 450 nm, dung dich
phai cho hai cyc dai hdp thy & 257 nm va 358 nm. D¢ hip
thu riéng ¢ budc song cyc dai 358 nm phai tir 305 dén 330,
tinh theo ché phim khan.

C. Phuong phap sic ky 16p méng (Phu luc 5.4).
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