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THUOC TIEM HYDROCORTISON ACETAT

Trong mdi trudng hop chuin bj mdt dung dich thi 3 trong

cung mdt cach nhu dung dich thir nhung thém 5,0 ml dung

dich chuin ngi thay cho 5 ml methanol truéc khi thém

nuwdc téi vira da 100,0 ml.

Diéu kién scc ky :

Cot kich thuéc (10 cm x 5,0 mm) duge nhdi pha tinh C

(5 pm) (Spherisorb ODS 1 1a thich hop).

Detector quang phd tir ngoai dit & buéc séng 240 nm.

Téc d6 dong 2 ml/min.

Thé tich tiém: 20 pl.

Cdch tién hanh:

Tién hanh sic ky 14n luot cc dung dich trén.

Tinh ham lugng hydrocortison acetat, C23H3206, co trong
ché phim dya vao dién tich plC thu dwoc tir sic ky dd cla

dung dich thir, dung dich chuédn va ham lugng Cp3H;,04

trong hydrocortison acetat chuan.

Béo quén
Bao quan trong bao bi kin, dé¢ & noi mat tranh anh sang.

. 4
Loai thuoc
Thuoc chong viém steroid.

Ham lrgng thuwdong diung
0,25 %, 1 %, 2,5 %.

THUOC TIEM HYDROCORTISON ACETAT

L4 hén dich v6 khuén ctia hydrocortison acetat trong dung
moi thich hop.

Ché pham phai dap ing cac yéu cau quy dinh vé hén dich
tiém trong chuyén luan “Thudc tiém, thuoc tiém truyén,
thuée cdy” (Phu luc 1.19) va cic yéu céu sau day:

Ham lrgng hydrocortison acetat, C,3H3,04, tir 95,0 %
dén 105,0 % so véi lugng ghi trén nhan,

Tinh chit
Hdn dich mau tring.

Pinh tinh

Lay chinh xdc mt thé tich hdn dich tiém twong img voi
khodng 50 mg hydrocortison acetat, chiét 2 14n, mdi 1in
véi 10 ml ether khéng c6 peroxyd (TT), bé dich chiét ether.
Loc 16p nuéc con lai qua phéu hat chan khong. Rira cén
trén phéu loc véi timg lugng nwde nhod. Sdy khod cén &
105 °C trong 1 h. Phé hép thu hdng ngoai (Phu luc 4.2) cia
cén thu dugc phai phit hop véi phd hdng ngoai dbi chiéu
cua hydrocortison acetat.

pH

5,0 dén 7,0 (Phu luc 6.2).

Pinh lurgng

Pha dong: Methanol - nuoc (50 : 50).

Dung dich thir: Hit chinh xdc mét lugng hén dich thubc
tiém c6 chira khoang 50 mg hydrocortison acetat vao binh
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dinh mirc 100 ml, thém 70 ml methanol (TT). Lic cho dén
khi thu dugc dung dich trong sudt va thém methanol (TT)
dén vach, lac déu. Pha lodng 10,0 ml dung dich thu dwoc
thanh 20,0 ml bing nuée.

Dung dich chudn: Can chinh xac 25 mg hydrocortison
acetat chuin, hoa tan biang 50 ml methanol (TT), thém
nude vira da 100,0 ml, lic déu.

Diéu kién sdc ky:

Cét kich thuée (10 cm x 4,6 mm) dugc nhdi pha tinh C
(5 pm).

Nhiét d6 cot: Nhiét do phong.

Detector quang phé tir ngoai dit & budc séng 240 nm.
Tée 36 dong: 2,0 ml/min.

Thé tich tiém: 20 pl.

Cdch tién hanh:

Tién hanh sic ky véi dung dich chudn. Phép thir chi
c6 gia tri khi d¢ léch chuin twong ddi cua dién tich pic
hydrocortison thu dugc tir 6 14n tiém lap lai khéng 16n hon
2,0 % va hé sb dbi ximg cua pic khéng 16n hon 2,0.

Tién hanh sic ky 14n Iuot véi dung dich chuin va dung
dich thur.

Tinh ham lrong Cp;H3,04 trong ché phim dua vao dién
tich pic chinh trén sic ky db cua dung dich chuin, dung
dich tht va ham lugng C,3H;,04 trong hydrocortison
acetat chun.

Bao quén
Trong d6 dung kin, d€ noi kh6 mat, tranh anh sang.

Loai thube
Thuoc chong viém steroid.

Ham lugng thudmg ding
25 mg/ml, 50 mg/ml.

THUOC NHO MAT HYDROCORTISON VA
NEOMYCIN

Thubc nhé mét hydrocortison va neomycin 13 hén dich
v6 trung cua hydrocortison acetat trong dung dich cua
neomycin sulfat trong nudc.

Ché phfim phai dap ung cac yéu cau trong chuyén luin
“Thudc diing tai mit” (Phu luc 1.14) va céc yéu ciu sau:

Ham lwgng hydrocortison acetat, C,;H3,04, tir 90,0 %
dén 110,0 % so véi lugng ghi trén nhan.

Ham lugng neomycin, tir 90,0 % dén 130,0 % so véi
lugng ghi trén nhan.

Tinh chét
Hdn dich mau tring duc, ddng nhét khi lic k.

Dinh tinh )
A. Phuong phap sac ky 16p méng (Phu luc 5.4).
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Ban mong: Silica gel G.

Dung méi khai trién: Methanol - amoniac - cloroform
(60 : 40 : 20).

Dung djch thir: Pha lodng mét thé tich cua thudc nhé mét
chira 3500 IU neomycin thanh 2,5 ml bing nude, lic k§ véi
3 ml cloroform (TT), ly tdm va sir dung 16p nudc phia trén.
Dung dich déi chiéu: Dung dich neomycin sulfat chudn
0,2 % trong nudc.

Cdch tién hanh: Chim riéng biét 1én ban mong 5 pl mdi
dung dich trén. Trién khai sic ky dén khi dung méi di duogc
khoang 3/4 chiéu dai ban mong. Liy ban méng ra va dé
ban mong khé ngoai khong khi. Phun 1én ban mong dung
dich ninhydrin 1 % trong n-butanol (TT) va sdy ¢ 105 °C
trong 2 min. Vét chinh trén sic ky d6 cia dung dich thir
phai phu hgp voi vét chinh trén sic ky db ciia dung dich
dbi chiéu vé& vi tri, mau sic va kich thuéc.

B. Trong phan Dinh lugng hydrocortison acetat, pic chinh
trén sic ky dd cia dung dich thir phai c6 thoi gian lwu
tuong Ung véi thoi gian huru cua pic hydrocortison acetat
trén sic ky d6 cta dung dich chuén.

pH )
T 5,5 dén 7,5 (Phu luc 6.2).

DPinh luwgng

Neomycin

Liy chinh x4c mot thé tich ché phim c6 chira khoang
3500 IU neomycin vao binh dinh mirc 50 ml, thém dung
dich dém s6 2 (TT) t6i dinh mic. Pha lodng 10,0 ml dung
dich nay véi cling mét dung méi trén thanh 100,0 ml. Tién
hanh dinh lugng theo chuyén ludn “Xac dinh hoat luc
thudc khang sinh bang phuong phap thir vi sinh vat” (Phu
luc 13.9).

Hydrocortison acetat

Phuong phap sic ky long (Phu Iuc 5.3).

Pha djng: Butyl clorid - butyl clorid bdo hoa nudc -
tetrahydrofuran - methanol - acid acetic bdng (95 : 95 :
14:7:6).

Dung dich chudn ngi: Hoa tan mjt lugng cén chinh xic
fluoxymesteron trong cloroform (TT) dé thu dugc dung
dich c6 nong d6 khoang 0,8 mg/ml.

Dung dich chudn: Can chinh xac khoang 10 mg
hydrocortison acetat chuén, hoa tan trong 10,0 ml dung
dich chuin ndi va 40,0 ml cloroform (TT). Loc.

Dung dich thir: Ly chinh x4c mét thé tich ché pham,
da lic ky va khong c6 bot khi, twong dwong véi 10 mg
hydrocortison acetat vao binh gan thich hgp. Thém chinh
x4c 10,0 ml dung dich chuén ndi va 40,0 ml cloroform
(TT), lic ky trong khoang 5 min va dé phan 16p hoan toan.
Léy 16p cloroform lam dung dich thir.

Diéu kién sdc ky:

Cot kich thuéce (30 cm x 4,0 mm) dugce nhdi pha tinh A (10 pm).
Detector quang phd tir ngoai dit & buéc séng 254 nm.
Toc 46 dong: 1,0 ml/min.

HYDROXOCOBALAMIN ACETAT

Thé tich tiém: 20 pl.

Cdch tién hanh:

Kiém tra tinh phd hop cia hé théng: Tién hanh sic ky
d6i v6i dung dich chuén, thoi gian luu twong d6i cua
hydrocortison acetat 1a 0,7 va fluoxymesteron la 1,0. Phép
thir chi c6 gié trj khi ¢6 phan giai giira hai pic hydrocortison
acetat va chudn ndi khong nho hon 3,0; do léch chuin
twong di cta dién tich pic trong 6 l4n tiém lip lai khéng
duge 16n hon 2,0 %.

Tién hanh séc ky l4n lugt d6i véi dung dich chuén va dung
dich thr.

Tinh ham lugng hydrocortison acetat, C,3H3,0g, trong ché
phim dya vao ty 1é giira dién tich pic cua hydrocortlson
acetat va dién tich pic chuén an thu dugc trén sic ky dd
clia dung dich thir, dung dich chuén va ham lugng Cy3H;,04
trong hydrocortison acetat chuén.

Béo quén
Peé noi kho mat, tranh 4nh sdng.

HYDROXOCOBALAMIN ACETAT

H;NCOCH,CH, H MeMe CH,CONH,

wCHCH,CONH,

. CH3COOH

R “cHy0H

C62H89C0N130[5P.C2H402 P.t.l 1406,0

Hydroxocobalamin acetat la Coa-[o-(5,6-dimethyl-
benzinﬁda;olyl)]-CoB-hydroxocobamid acetat, phai chira tir
96,0 % den 102,0 % CgHgyCoN,30,5P.C,H,0,, tinh theo
ché phdm da 1am kho.

Tinh chit
Bot két tinh hodc tinh thé mau dé dam, tan trong nudc va
rat hut am. C¢ the bi phéan huy khi say kho.

Pinh tinh

A. Hoa tan 2,5 mg ché phim trong dung dich c6 chira 0,8 %
(t/tt) acid acetic khan (TT) va 1,09 % natri acetat (TT) 1di
pha lodng thanh 100 ml véi cing dung méi. Phd hép thu
tir ngoai - kha kién (Phu lyc 4.1) cta dung dich trén trong
khoang budc séng 260 nm dén 610 nm cé ba dinh hép thy
cuc dai ¢ cac budc séng 274 nm, 351 nm va 525 nm. Ty
s6 46 hép thu & budc séng 274 nm so véi o hip thu & budc
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