https://nhathuocngocanh.com/

VIEN NEN ETHAMBUTOL

hdn hop trong S min. Thém 15 pl (R)-(+)-a-methylbenzyl
isocvanat (TT) va dun néng ¢ 70 °C trong 20 min.

Dung dich déi chiéu (1): Pha loding 0,50 ml dung djch thir
thanh 100,0 ml bﬁng acetonitril (TT)).

Dung djch doi chiéu (2): Tién hanh nhu mé ta & phin Dung
dich thir nhung thay ché phdm bing 4,0 mg ethambutol
chuén dé danh gia tinh phi hop cia hé thong (chira tap
chét B).

Diéu kién sdc ky:

Cot kich thude (10 cm x 4,6 mm) dugc nhdi pha tinh end-
capped octadecylsilyl silica gel ding cho sdc ky (3 pm).
Nhiét d§ cot: 40 °C.

Detector quang phé tir ngoai dit & budc soéng 215 nm.
Téc a6 dong: 1,0 ml/min.

Thé tich tiém: 10 pl.

Cdch tién hanh:

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

! Thoi gian Pha djng A PhadjngB |
! (min) (% ttt) ottty |
1 0-30 71 29 |
| 30-35 71—0 29 — 100

[ 35-37 0 100

f 37-38 0—171 100 — 29

Théi gian luu twong d6i so véi ethambutol (thdi gian heu
khoang 14 min) cua tap chit B khoang 1,3.

Kiém tra tinh phd hop cua hé théng: Trén sic ky db
cia dung dich d6i chiéu (2), do phéan giai gilra pic cua
ethambutol véi pic cia tap chat B it nhit 12 4,0.

Gidi han:

Tap chét B: Dién tich pic tap chit B khong dwgc 16n hon
2 lan dién tich pic chinh trén sic ky dd cua dung dich déi
chiéu (1) (1,0 %).

Cic tap don khéc c6 thoi gian lwu tuong d6i so véi
ethambutol tir 0,75 dén 1,5: V&i mdi tap chét, dién tich pic
khong duqc 16n hon 0,2 1an d1¢n tich pic ethambutol trén
shc ky 46 cua dung dlCh d6i chiéu (1) (0 10 %).

Tong dién tich pic cua tht ca cac tap chét (tap chét B va cac
tap chat khéc c6 thai gian liwu tuong d6i so véi ethambutol
tir 0,75 dén 1,5) khong dugc 16n hon 2 l4n dién tich pic
chinh trén sic ky dd cia dung djch ddi chiéu (1) (1,0 %).
B qua nhimg pic c6 dién tich nhd hon hoic bing 0,1 1in
dién tich pic chinh trén sic ky dd cua dung dich déi chiéu
(1) (0,05 %).

Ghi chu:

Tap chit A: 2-Aminobutan-1-ol.

Tap chit B: (2R,2'S)-2,2’-(ethylendiimino)dibutan-1-ol (meso-
ethambutol).

Tap chat C: (2R,2’R)-2,2’-(ethylendiimino)dibutan-1-ol ((R,R)-
ethambutol).

Tap chét D: 1,2-Dicloroethan (ethylen clorid).

Tap chit D (1,2-dicloroethan)
Khéng dugc qua 5 phén triéu (Phy luc 10.14).
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DUQC PIEN VIET NAM VI

Kim logi niing

Khong duge qué 10 phén triéu (Phy lyc 9.4.8).

Hoa tan 2,0 g ché phém trong nwéc va pha lofing thanh
20 ml biing cing dung méi. LAy 12 ml dung dich thu dugc
tién hanh thir theo phuong phap 1. Dung 10 ml dung dich
chi méu 1 phan triéu Pb (TT) &é chun bj mau déi chiéu.

Mt khoi lwgng do 1am khé
Khéng dugc qua 0,5 % (Phu luc 9.6).
(0,500 g; 105°C; 3 h).

Tro sulfat
Khéng duge qué 0,1 % (Phy lyc 9.9, phuong phap 2).
Dung 1,0 g ché pham.

Pinh lugng

Hoa tan 0,200 g ché pham trong 50 ml mwdrc, thém 1,0 ml
dung dijch acid hydrocloric 0,1 N (CD) va chuin do bang
dung d;ch natri hydroxyd 0,1 N (CP). Xéc d;nh diém két
thuc bing phu‘ong phap chuin d6 do dién thé (Phy luc
10.2). Poc thé tich dung djch natri hydroxyd 0,1 N (CD)
thém vao giita 2 diém udn.

1 ml dung djch natri hydroxyd 0,1 N (CD) tuong duong
vai 27,72 mg C|0H26C12N202.

Bdo quin
Trong bao bi kin.

Loai thubc
Thudc chdng lao.

Ché phim
Vién nén.

VIEN NEN ETHAMBUTOL

La vién nén chira ethambutol hydroclorid.
Ché phém phai dap img céc yéu ciu trong chuyén ludn
“Thubc vién nén” (Phu luc 1.20) va cac yéu ciu dudi day:

Ham lugng ethambutol hydroclorid, C,,H,4N,0,.2HCI,
tir 95,0 % dén 105,0 % so v6i lugng ghi trén nhan.

Pinh tinh

A. Chiét mét lugng bot vién twong {mg véi khoang 50 mg
ethambutol hydroclorid véi 5 ml methanol (TT), loc va boc
hoi dich lgc dén khé. Phd hép thu hdng ngoai (Phu luc
4.2) cuia cin thu dugc phai phu hgp véi phd dbi chiéu cua
ethambutol hydroclorid.

B. Chiét mét lrgng bot vién twong g véi khoang 0,1 g
ethambutol hydroclorid véi 10 ml nwée, loc va thém vao
dich loc 2 ml dung dich déng sulfat 1 %, sau d6 thém tiép
1 ml dung dich natri hydroxyd 1 M (TT), xuit hién mau
xanh duong.

2-Aminobutanol
Phuong phép sic ky 16p mong (Phy lyc 5.4)
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Bdn mong: Silica gel G.

Dung mdi khai trién: Amoniac 13,5 M - nwdc - methanol
(10:15:75).

Dung dich thir: Lic mdt lugng b6t vién chira 0,50 g
ethambutol hydroclorid trong 5 min vé&i 10 ml methanol
Dung dich déi chiéu: Dung dich 2-aminobutanol chuén cé
ndng 46 0,050 % trong methanol (TT).

Cach tién hanh: Chim riéng biét 1én ban moéng 2 pl méi
dung dich trén. Sau khi trién khai, 4 khé ban mong ngoai
khéng khi, sdy & 110 °C trong S min, & ngudi, phun 1én ban
mong dung dich ninhydrin (TT,), sau d6 siy & 110 °C trong
5 min. Bét ky vét nao tuong tmg véi 2-aminobutanol trén
siic ky 6 thu dugc cua dung dich thir khéng dwoc dam hon
vét trén sic ky d6 thu dugc cia dung dich dbi chiéu (1 %).

P9 hoa tan (Phu luc 11.4)

Thiét bi: Kiéu canh khudy.

MGi trirong hoa tan: 900 ml nwérc.

Toc do quay: 100 t/min.

Thoi gian: 45 min.

Pha dong, dung dich chuin, diéu kién sic ky va cach tién
hanh nhu phén Pinh lugng.

Dung dich thir: Loc mét phan dung dich méi truomg di hoa
tan mau thir, pha loang dich loc néu can véi nuée dé duoc
dung dich cé nbng d6 khoang 0,3 mg/ml.

Yéu cau: Khéng it hon 75 % (Q) luong ethambutol
hydroclorid, C,,H,,N>,0,.2HCI, so v&i luong ghi trén nhan
dugc hoa tan trong 45 min.

Pinh lugng

Phuong phap sic ky long (Phu luc 5.3).

Dung dich dém: Pha loang 1 ml triethylamin (TT) véi
nuée thanh 1000 ml, diéu chinh dén pH 7,0 bang acid
phosphoric (TT).

Pha déng: Acetonitril - dung dich dém (50 : 50). Diéu
chinh ty 1& néu can.

Chuin bj cac dung dich sau ngay truéc khi ding.

Dung dich chudn: Hoa tan mot lugng ethambutol
hydroclorid chudn trong nudc dé thu duge dung dich cé
nf‘mg d6 khoang 0,3 mg/ml.

Dung dich thir. Can 20 vién, tinh khdi lugng trung binh
vién va nghjén thanh bot min. Can chinh xac mgt hrong bot
vién twong Ung vdi khoang 30 mg ethambutol hydroclorid
vao binh dinh mirc 100 ml, thém 50 ml nwdc va lic siéu
4m khoang 15 min. Pha lodng bang nuwdc vira di dén vach
va tron déu. Loc.

Diéu kién sdc ky:

Cot kich thudc (15 cm x 4,6 mm) dugc nhdi pha tinh
nitrilsilyl silica gel dimg cho sdc ky (5 pm).

Nhiét do cot: 30 °C.

Detector quang phé tir ngoai dat & budc séng 200 nm.
Toc dp dong: 1,0 ml/min.

Thé tich tiém: 50 pl.

Cdch tién hanh:

VIEN NEN ETHAMBUTOL VA ISONIAZID

Kiém tra tinh pha hop ciia hé thng: Trén sic ky d cia
dung dich chuan, 4 léch chuén trong d6i cua dién tich pic
d4p img tir 6 14n tiém 1ap lai dung dich chuan khéng dugc
16m hon 2,0 %.

Tién hanh sic ky véi dung dich chuin va dung dich thir.
Tinhham lrgngethambutolhydroclorid, C,yH,,N,0,.2HCI,
c6 trong vién dya vao dién tich pic thu dugc tir sic ky
d6 cia dung dich thir, dung dich chudn va ham luong
C,oH24N,0,.2HCI trong ethambutol hydroclorid chuén.

Béo quén
Trong bao bi kin.

Loai thudc
Thudc chong lao.

Ham lugng thudmg dung
200 mg, 400 mg.

VIEN NEN ETHAMBUTOL VA ISONIAZID

La vién nén bao phim chira ethambutol hydroclorid va
isoniazid.

Ché pham phai dap img cac yéu céu trong chuyén luan
“Thudc vién nén” myc “Vién bao” (Phu luc 1.20) va cic
yéu cau sau:

Ham lrgng ethambutol hydroclorid, C,oH,,N,0,.2HCI,
tir 90,0 % dén 110,0 % so vai lugng ghi trén nhan.

Ham lwong isoniazid, C;H;N;0, tir 90,0 % dén 110,0 %
so voi lugng ghi trén nhan.,

Pinh tinh

A. Trong phan Pinh luong isoniazid, pic chinh trén sic
ky db ctia dung dich thir phai ¢6 thoi gian luu tuong tmg
v6i thdi gian luu cia pic isoniazid trén sic ky db cua dung
dich chuén.

B. Trong phin Pinh hrong ethambutol hydroclorid,
pic chinh trén sic ky dd cua dung dich thir phai ¢ thoi
gian luu trong Gng vai thoi gian luu cua pic ethambutol
hydroclorid trén sic ky @b cua dung dich chuén.

2-Aminobutanol

Phuong phap sic ky 16p mong (Phy luc 5.4).

Ban mong: Silica gel G.

Dung méi khai trién: Amoniac - nudc - methanol (10: 15 : 75).
Dung dich thir: Lic mdt lugng bot vién chia 0,50 g
ethambutol hydroclorid trong 5 min v&i 10 ml methanol
(TT). Loc.

Dung dich doi chiéu: Dung dich 2-aminobutanol chuén cé
nong d 0,050 % trong methanol (TT).

Cdch tién hanh: Chim riéng biét 1én ban mong 2 pl mdi
dung dich trén. Sau khi trién khai, dé khd ban mong ngoai
khéng khi, siy & 110 °C trong 5 min, d& ngudi, phun lén ban
mong dung dich ninhydrin (TT,), sau d6 sdy & 110 °C trong
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