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VIEN NEN ISONIAZID

Thfri'glim Pha djng B

% tt/tt

5,6-9 30 20

Sir dung sac k)"_dé’ cung cap kém theo hén hop tap chuén
cia indomethacin va sac ky d6 cua dung dich d6i chiéu (2)
dé xac dinh pic tap chat I va chat J, '

Thoi gian luu twong df:ii S0 v6i indomethacin (thdi gian luu
khoang 6 min): Tap chat I'khoang 1,3; tap chét J khoang 1 4.
Kiém tra tinh phu hop cua hé théng: Trén sic ky d6 cua
dung dich doi chiu (2), d¢ phan giai giira pic tap chét I va
pic tap chat J it nhat la 3,0.

Tinh ham lugng cua cac tap chit dyua vao nong do cua in-
domethacin trong dung dich doi chiéu (1),

Gidi han:

Tap chat bat ky: V6i mGi tap chét, khang duge qua 0,10 %.
Téng tap chat: Khong duge qua 0,3 %,

Bo qua cac tap chat ¢6 ham lugng duéi 0,05 %.

Ghi chui:

Tap chat A: Acid 4-clorobenzoic.

Tap chat B: Acid (5-methoxy-2-methyl-1 H-indol-3-yl)acetic.
Tap Chf’(lt C: 4-Cloro-N-(4-methoxyphenyl)benzamid.

Tap chat D: Acid [1-(2-clorobenzoyl)-5-methoxy-2-methyl-1H-
indol-3-yl]acetic.

Tap chét E: Acid [1-(3-clorobenzoyl)-5-methoxy-2-methyl-1H-
indol-3-ylJacetic.

Tap chat F: 4-Cloro-N'-(4-clorobenzoyl)-N-(4-methoxyphenyl)
benzohydrazid.

Tap chat G: Acid [1-(3.4-diclorobenzoyl)-5-methoxy-2-meth-
yl-1H-indol-3-yl]acetic.

Tap chit H: Methyl [1-(4-clorobenzoyl)-5-methoxy-2-methyl-
| H-indol-3-yl]acetat.

Tap chat I: Ethyl [1-(4-clorobenzoyl)-5-methoxy-2-methyl-1H-
indol-3-yl]acetat.

Tap chét J: 4-Cloro-N'-[[ 1-(4-clorobenzoyl)-5-methoxy-2-meth-
yl-1H-indol-3-yl]acetyl]-N-(4-methoxyphenyl) benzohydrazid.
Mit khoi lvgng do 1am kho

Khéng duge qua 0,5 % (Phu luc 9.6).

(1,000 g; 105 °C).

Tro sulfat

Khéng dugce qua 0,1 % (Phu luc 9.9, phuong phap 2).
Dung 1,0 g ché pham.

Dinh lugng

Phuong phap sic ky long (Phu luc 5.3).

Pha dgng A: Dung dich acid acetic (TT) 1 % trong nudc.
Pha dgng B: Dung dich acid acetic (TT) 1 % trong
acetonitril (TT).

Hon hop dung méi: Acetonitril - nioc (50: 50).
Dung djch thir: Hoa tan 25,0 mg ché pham trong hon hqp
dung moi va pha loang thanh 25,0 ml véi cung dung moi.
Pha loang 1,0 ml dung dich thu dugc thanh 10,0 ml bang

hdn hgp dung méi. '
Dung dich doi chiéu: Hoa tan 25,0 mg indomethacin chuan
trong hon hgp dung mdi va pha loang thanh 25,0 ml vai
cung dung méi. Pha loang 1,0 ml dung dich thu dugc thanh
10,0 ml bang hdn hgp dung moi.

Diéu kién sdc ky:

Cot kich thude (10 cm x 4,6 mm) dugc nhoi pha tinh em‘i-
capped solid core occtadecylsilyl silica gel dung cho sac
ky (TT) (2,6 pm).

Nhiét do cot: 50 °C.

Detector quang phd tir ngoai dat & budc song 254 nm.

Tbc do dong: 0,8 ml/min.

Thé tich tiém: 10 pl.

Cdch tién hanh:

Tién hanh séc ky theo chuong trinh dung méi nhu sau:

Thai gian Pha djng A Pha djng B
(min) (% tt/tt) (%o tt/tt)
0-5 50 50
5-55 50—0 50 — 100
55-8 0 100

Thoi gian luu cua indomethacin khoang 4 min. )
Tinh ham lugng indomethacin, C,,H,;CINO,, trong che
pham dua vao dién tich pic thu dugc trén sac ky do cua dung
dich thw, dung dich ddi chiéu va ham lugng C,oH,,CINO,
trong indomethacin chuan.

Bdo quin

Trong d6 dung kin, tranh anh sang.
Loai thubc

Thude chéng viém khdng steroid.
Ché phim

Nang, thudc tiém.

VIEN NEN ISONIAZID

La vién nén chira isoniazid.

Chie Qhém phéi dap (mg cac yéu cau trong chuyén luan
“Thudc vién nén” (Phu luc 1.20) va cac yéu cau sau day:

Ham lugng isoniazid, C,H,N,0, tir 90,0 % dén 110,0 %
so voi luong ghi trén nhian.

Pinh tinh

A. Lay mét lugng bt vién tuong (g véi 20 mg isoniazid,
thém 200 ml nwéce, lic k§ dé hoa tan, loc. Hat 10 ml dich
loc vao binh dinh mirc 100 ml, thém 2 ml dung dich acid
hydroc!or{c 0,1 M (TT), thém muéc dén dinh muc, lac déu.
Do pho hap thu tir ngoai cua dung dich thu dugc so sanh
véi dung dich isoniazid chuan c¢6 cung nong d§. Phé tir
ngoai cua dung d‘ich thur phai ¢6 cac cuc dai va cuc tiéu
trong mg véi pho tir ngoai cia dung dich dbi chiéu.
B. Trong muc Dinh lugng, pic chinh thu dugc trén sic ky do
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cia dung dich thir phai c6 théi gian luu trong ung véi thoi
gian luu ctia pic chinh trén sic ky d6 cua dung dich chuin.

P hoa tan (Phy luc 11.4)

Thiét bji: Kiéu gio quay.

Moi trieomg hoa tan: 900 ml dung dich acid hydrocloric 0,01 M.
Toc d quay: 100 tr/min.

Thoi gian: 45 min.

Cdch tién hanh:

Dung dich thir: Sau thoi gian hoa tan quy dinh, liy mot
phén dich hoa tan, loc, bd 20 ml dich loc dAu. Pha loing
dich Igc thu dugc téi nong d thich hop véi mdi truong hoa
tan, néu cén.

Dung dich chudn: Dung dich isoniazid chuan trong moi
truomg hoa tan c6 ndng d9 isoniazid twong duong véi ndng
d6 cua dung dich thur.

Do d6 hip thu cta dung dich thir, dung dich chun & buéc
song 263 nm (Phu luc 4.1). Tinh lrgng isoniazid, C¢H,N;0,
dugc hoa tan dya vao d hap thu cua dung dich thir, dung
dich chudn va ham luong C,H,N,O cia isoniazid chudn.
Yéu cau: Khéng it hon 80 % (Q) luong isoniazid so voi
lugng ghi trén nhan dugc hoa tan trong 45 min.

Dinh luwong

Phuong phap séc ky long (Phu luc 5.3).

Dung dijch dém: Piéu chinh dung dich kali dihydro-
phosphat 0,1 M (TT) dén pH 6,9 bang dung dich natri
hydroxyd 10 M (TT). Thém 30 mg triethanolamin (TT)
vao 1000 ml dung dich thu dugc, tron déu (dung dich ¢6
ndng d6 0,2 mM triethanolamin).

Pha dong: Dung dich dém - methanol (95 : 5).

Dung dich chudn: Pha 1son1a21d chuén trong pha dong dé
thu duoc dung dich co ndéng d6 0,32 mg/ml.

Dung dich thw: Can 20 vién, tinh khéi lugng trung binh
vién va nghién thanh bdt min. Cén chinh xdc mét lugng
bt vién tuong tmg véi 32 mg isoniazid va chuyén vao
binh dinh mirc dung tich 100 ml. Thém khoang 40 ml pha
dong, lac siéu am trong 10 min dé hoa tan. Lam ngudi dén
nhiét d6 phong, thém pha dong vira du dén vach, ly tim
trong 5 min. Loc dich trong qua mang loc 0,45 pm.

Diéu kién sdc ky:

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

Detector quang phé tir ngoai dit & budc song 254 nm.

Toc 6 dong: 1,5 ml/min.

Thé tich tiém: 20 pl.

Cdch tién hanh: ,

Kiém tra tinh phi hop ciia hé théng sic ky: Tién hanh
sic ky v6i dung dich chuan. Thira s dung lugng (k') cua
pic isoniazid khong nho hon 2,35; s6 dia ly thuyét khong
nho hon 1800; hé sb ddi xtmg khong 16n hon 1,5. DY léch
chuén cta dién tich pic isoniazid thu dugc tir 6 1an tiém lap
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lai dung dich chuin khéng 16n hon 1,0 %.
Tién hanh sic ky lan lugt cac dung dich chuin va dung

dich thur.

Tinh ham lugng phén trim isoniazid, C¢HsN;O, trong vigy
dya vao dién tich pic isoniazid trén sic ky dd cia dung
dich chuan, dung dich thir va ham lrong CeH;N,O cija
isoniazid chuan.

Bio quan ’ '

Trong d6 dung kin, noi khd mat, tranh anh sang.

Loai thudc

Thudc chéng lao.

Ham lrgng thudng dung
50 mg; 100 mg; 300 mg.

THUOC MO KEM OXYD

La thuéc mé chira k&m oxyd. .

Ché pham phai ddp ng cac yéu cau trong chuyén luin
“Thubc mém dung trén da va niém mac” (Phu luc 1.12) va
céc yéu cau sau day:

Ham lwong kém oxyd, ZnO, tir 93,0 % dén 107,0 % so
vai lugng ghi trén nhan.

Tinh chit
Thuoc md mau trang.

Pinh tinh

Lay 1 g thudc m& cho vao chén nung, dun nhe cho chay rdi
tiép tuc ddt néng tir tir, ting dan nhiét d6 cho dén khi toan
bd ché pham chéay thanh than. Tiép tuc d6t manh, sé& cé
mau vang xuat hién, khi dé ngudi thi trd thanh mau tréng,
cho thém 10 ml nwdc va 5 ml dung dich acid hydrocloric
10 % (TT) vao can, lac k¥ va loc. Thém 2 dén 3 giot dung
dich kali ferocyanid 10 % (TT) vao dich loc, s& xudt hién
tha trﬁng.

Calci, magnesi va cdc chit vb co'la

Chuyén 2 g thudc md véo chén nung, dun nhe cho chay
roi d6t néng tir tir, ting dan nhiét d6 cho dén khi toan
khéi thudc chay thanh than. Tiép tyc nung cho dén khi
cdn c6 mau vang déng déu. Thém 6 ml dung dich acid
hydrocloric 10 % (TT) vao cin. Pun hén hop trén cach
thiy 10 min dén 15 min, dung dich phai khong mau,
trong. Loc dung dich thu dugc. Pha loang dich loc dén
10 ml véi nwée va thém dung dich amoniac 10 % (TT)
dén khi c6 tua tao thanh rdi lai tan. Thém tiép 2 ml dung
dich amoni oxalat (TT) 3,5 % va 2 ml dung dich dinatri
hydrophosphat (TT) 12 %, dung dich thu dugc phai khong
thay dbi hodc chi hot duc nhe trong vong 5 min.

Dinh luwong
Can chinh xac mét hrgng thude ma tuong (rng v&i khoang



