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VIEN NEN AMBROXOL HYDROCLORID

min. Can chinh xdc mét lugng bét thude twong Umg véi
khoang 30 mg ambroxol hydroclorid vao binh dinh mirc
50 ml, thém 30 ml pha dgng, lic ky dé hoa tan va thém pha
dong vira di dén vach, lic déu, loc. Pha lodng 5,0 ml dich
loc thanh 100,0 ml bing pha dong.

Dung djich phadn giai: Hoa tan 10 mg ambroxol hydroclorid
chuan trong 0,2 ml methanol (TT), thém 0,04 ml hén hop
Jormaldehyd - nudc (1 : 99). Pun néng trong cich thuy &
60 °C trong 30 min. Lam bay hoi dén kho dudi ludng khi
nitrogen. Hoa tan cin trong 5 ml nwée va pha lodng thanh
20,0 ml véi pha dong.

Diéu kién sdc ky:

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

Detector quang phd tr ngoai dit ¢ budc song 248 nm.
Téc d6 dong: 1,0 ml/min.

Thé tich tiém: 20 pl.

Cdch tién hanh:

Kiém tra tinh phit hop ciia hé théng: Tién hanh sfc ky vai
dung dich phan gii, thdi gian luu twong ddi cua pic san
phim phén huy (tap chit B) so véi ambroxol (thdi gian luu
khoang 9 min) khoang 0,6; d6 phén giai giira pic tap chét
B va pic ambroxol khong nho hon 4,0.

Tién hanh séc ky 14n luot d6i véi dung dich chuin va dung
dich thur.

Tinh ham lwgng ambroxol hydroclorid ¢6 trong ché phim
dwra vao dién tich pic ciia ambroxol hydroclorid trén sic
ky @ thu duge tir dung dich thir, dung dich chudn va ham
lwgng C,;H,sBr,N,0.HCI ciia ambroxol hydroclorid chuan.

Bao quian
Trong bao bi kin, tranh anh sang.

Loai thude
Thuoc long dom.

Ham lugng thwong ding
30 mg.

VIEN NEN AMBROXOL HYDROCLORID

La vién nén chira ambroxol hydroclorid.
Ché pham phai dap (mg cac yéu cau trong chuyén luén
“Thudc vién nén” (Phu luc 1.20) va cac yéu cau sau day:

Ham lugng ambroxol hydroclorid, C,;H,sBr,N,0.HCl,
tir 95,0 % dér 105,0 % so v&i lugng ghi trén nhan.

Pinh tinh

A. Trong phan Binh luong, sic ky dd cua dung dich thir
phai cho pic chinh ¢6 thai gian luu tuong img voi thoi gian
Iru cua pic ambroxol hydroclorid trén sic ky do cia dung
dich chuén.

B. Do phd hép thu tir ngoai (Phu luc 4.1) cua dung dich thir
& muc D6 hoa tan, phd thu duge cé hai cyc dai hap thu tai
budc séng 244 nm va 308 nm.
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P§ hoa tan (Phuy luc 11.4)

Thiét bj: Kiéu cénh khudy.

Méi truong hoa tan: 900 ml dung dich acid hydrocloric
0,1 M (TT).

Téc d¢ quay: 75 r/min.

Thai gian: 30 min.

Cdch tién hanh: Sau thoi gian hoa tan quy dinh, lay mot
phan dich hoa tan, loc. Pha loang dich loc thu dwgc véi méi
trudmg hoa tan ¢é thu duge dung dich c6 ndng d¢ khoang
15 pg/ml. Do do hép thu (Phu luc 4.1) ctua dung dich thu
dugc & bude song 244 nm, cbe do day 1 em, miu tring
1a moi trudng hoa tan. Tinh lugng ambroxol hydroclorid
d3 hoa tan trong mbi vién dwa vao do hap thu cia dung
dich ambroxol hydroclorid chuin dwgc pha trong méi
truong hoa tan co uéng d6 tuong duong ndng do ambroxol
hydroclorid ctia dung dich thir.

Yéu cau: Khong ithon 75 % (Q) lugng ambroxol hydroclorid,
C;3H, 4B, N,0.HCI, so véi lugng ghi trén nhan dugc hoa
tan trong 30 min.

Tap chit lién quan

Phwong phép séc ky 1ong (Phu luc 5.3) v&i pha dong, diéu
kién sic ky nhu mé ta & muc Pinh lugng.

Dung dich thir: Can chinh xac mot lugng bot thude tuong
umg véi 100 mg ambroxol hydroclorid vao binh dinh mirc
100 ml, thém khoang 70 ml pha dong, lic siéu 4m dé hoa
tan, thém pha dong vira du dén vach, lc déu, loc.

Dung dich di chiéu: Pha loang 1,0 ml dung dich thir thanh
100,0 ml bang pha dong.

Cdch tién hanh: Tién hanh sic ky véi dung dich ddi chiéu
va dung dich thir v&i thoi gian gap 2 14n thoi gian hru cia
pic chinh. Trén sic ky d6 cua dung dich thir, tdng dién tich
céc pic phu (khéng tinh dén pic do dung méi) khong duoc
16n hon dién tich pic chinh trén sic ky d6 cia dung dich
dbi chiéu (1,0 %).

Pinh lugng

Phuong phap séc ky long (Phu lyc 5.3).

Pha dpng: Acetonitril - dung dich diamoni hydrophosphat
0,01 M duwgec chinh dén pH 7,0 bdng acid phosphoric
(50 : 50).

Dung dich chudn: Cén chinh xac khoang 30 mg ambroxol
hydroclorid chuén hoa tan trong pha déng va thém pha
dong vira du 50,0 ml. Pha lodng 5,0 ml dung dich thu dugc
thanh 100,0 ml bing pha dong.

Dung djch thie: Can 20 vién, tinh khdi lugng trung binh
vién va nghién thanh bét min. Can chinh xac mét lugng bt
vién tuong tmg voi khoang 30 mg ambroxol hydroclorid
vao binh dinh mttc 50 ml, thém 30 ml pha dong, lic ky dé
hoa tan va thém pha ddng vira du dén vach, lic déu, loc.
Pha lodng 5,0 ml dich loc thanh 100,0 ml bfmg pha dong.

Dung dich phdn giai: Hoa tan 10 mg ambroxol hydroclorid
chuén trong 0,2 ml methanol (TT), thém 0,04 ml hén hop
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Jformaldehyd - nwoc (1 : 99). Lam néng ¢ 60 °C trong
30 min. Lam bay hoi dén kho dudi ludng khi nitrogen.
Hoa tan cin trong 5 ml nude va pha lodng thanh 20,0 ml
vGi pha dong.

Diéu kién sdc ky:

Cét kich thudc (25 cm x 4,6 mm) dugc nhdi pha tinh C
(5 pm). i

Detector quang pho tir ngoai dit & budc séng 248 nm.
Téc 46 dong: 1,0 ml/min.

Thé tich tiém: 20 pl.

Cdch tién hanh:

Kiém tra tinh phi hop cua hé théng: Tién hanh sic ky véi
dung dich phan giai, thoi gian hru twong dbi cia pic san
phém phén huy (tap chét B) so véi ambroxol (th&i gian luu
khoang 9 min) khoang 0,6; d6 phén giai giira pic tap chat
B va pic ambroxol khéng nhé hon 4,0.

Tién hanh sic ky lan luot ddi v6i dung dich chudn va dung
dich thir.

Tinh ham luong ambroxol hydroclorid cé trong ché phim
dwa vao dién tich pic ctia ambroxol hydroclorid trén séc
ky d6 thu duoc tir dung dich thir, dung dich chuén va ham
lwong C,3H,4Br;N,0.HCl ciia ambroxol hydroclorid chuén,

Béo quan
Trong bao bi kin, tranh dnh séng.

Loai thudc
Thudc long dom.

Ham lwgng thwdng dung

30 mg.
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Amikacin la 6-0-(3-amino-3-deoxy-o.-D-glucopyrano-
syl)-4-O-(6-amino-6-deoxy-o-D-glucopyranosyl)-1-N-
[(285)-4-amino-2- hydroxybutanoyl] -2-deoxy-D-strep-
tamin, chét khang khuén diéu ché tir kanamycin A, pha1
chira tir 96,5 % dén 102,5 % CH43NsO,5 tinh theo ché
pham khan.

AMIKACIN

Tinh chit

Bot mau tring hodc gin nhu tring, Hoi tan trong nudc,
khé tan trong methanol, thuc té khong tan trong aceton va
ethanol 96 %.

Pinh tmh

A. Phé hép thy hong ngoai (Phy luc 4.2) cua ché phdm phai
phu hop véi phé hap thu hdng ngoai ciia amikacin chudn.
B. Phuong phap sic ky 16p mong (Phu luc 5.4).

Ban mong: Silica gel.

Dung méi khai trién: Liy 16p dudi sau khi lic ki va dé
yén cho téch 16p hdn hop déng thé tich cta amoniac (TT),
methanol (TT) va methylen clorid (TT).

Dung dich thir: Hoa tan 25 mg ché phim trong nuwdc va
pha lo@ng thanh 10 ml véi cling dung méi.

Dung dich déi chiéu ( 1): Hoa tan 25 mg amikacin chuén
trong nudc va pha lodng thanh 10 ml vdi cing dung méi.
Dung dich déi chiéu (2): Hoa tan 5 mg kanamycin mono-
sulfat chuén trong 1 ml dung dich thir, pha loéng thanh 10 ml
bing nuge.

Cdch tién hénh: ChAm riéng biét 1én ban mong 5 pl cac
dung dich thtr, dung dich d6i chiéu (1) va dung dich ddi
chiéu (2). Trién khai sic ky dén khi dung méi di dugc
khoang 15 cm. Pé kho ban mong ngoai khong khi va phun
dung dich ninhydrin (TT), siy & 110 °C trong 5 min. Vét
chinh trén séc ky db ctia dung dich thir phai twong tmg vé
vi tri va kich thudc v6i vét chinh trén sic ky dé cua dung
dich ddi chiéu (1). Phép thir chi ¢ gid tri khi trén sac ky
6 cuia dung dich dbi chidu (2) cho hai vét tich ra rd rang.

pH

Tir 9,5 dén 11,5 (Phu luc 6.2).

Hoa tan 0,1 g ché phim trong vira da 10 ml nuée khéng cé
carbon dioxyd (TT), dem do pH.

Goc quay cuc riéng

Tir+97° dén +105°, tinh theo ché phdm khan (Phu luc 6.4).
Hoa tan 0,50 g ché phim trong mieée va pha lodng thanh
25,0 ml v6i cing dung méi.

Tap chiét lién quan

Phwong phap sic ky long (Phu luc 5.3). Diéu kién sic ky
nhw mé ta trong phén Pinh lugng.

Tién hanh sic ky véi dung dich dbi chiéu (1), diéu chinh
d6 nhay sao cho chiéu cao ciia pic chinh trén sic ky db
khéng dugce dudi 50 % cua thang do.

Kiém tra tinh phii hgp ctia hé théng: Trén sic ky db cia
dung dich phan giai, 4§ phan giai gilra cac pic tuong g
ctia amikacin va tap chét A it nhit 14 3,5.

Tién hanh sic ky véi thoi gian gép 4 lan thdi gian luu cia
pic amikacin.

Giéi han: Trén sic ky d6 cia dung dich thir (1):

Dién tich cuia pic twong Urng véi tap chét A khéng dugc 16n
hon dién tich ctia pic chinh trén sic ky db cua dung dich
dbi chiéu (1) (1 %).
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