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NANG MEM PROGESTERON

Pinh lrgng o

Hoa tan 25,0 mg che pham trong erhanol 96 % (TT) va pha
lodng thanh 250,0 ml véi cung dung moi. Pha lodng 5,0 ml
dung dich thu dugc thanh 50,0 ml bing ethanol 96 % (TT).
Do d6 hép thu (Phu luc 4.1) cua dung dich thu dugc & buéce
song cuc dai 241 nm.

Tinh ham lugng C,;H3,0, trong ché phim theo gia tri
A (1 %, 1 cm) & bude séng 241 nm la 535.

Bdo quan
Trong bao bi kin, tranh dnh séng.

Loai thubc
Hormon sinh duc nif progestin.

Cllé'phﬁm o ,
Thuéc tiém dang dau dé tiém bap, nang mém, gel bdi am dao.

NANG MEM PROGESTERON

La nang mém chira progesteron.
Ché pham phai dap Ung céac yéu cau trong chuyén luin
“Thudc nang” (Phu luc 1.13) va céc yéu cau sau day:

Ham hrgng progesteron, C,;H;,0,, tir 90,0 % dén 110,0 %
so0 voi luong ghi trén nhan.

Pinh tinh

Chén mot miéng bong thuy tinh vao day cua cot sic ky
c6 chiéu dai khoang 20 cm va duodng kinh khoang 2,5 cm.
Tron déu 8 ml nitromethan (TT) véi khoang 7 g silica gel
diing cho sdc ky ¢6t trong mot cde ¢6 mo 150 ml cho dén
khi dong nhat, chuyén khéi silica gel nay vio trong cot
sic ky, dung mot diia thiy tinh thich hgp gé nhe dé nén
khdi silica gel. Pat mot miéng bong thiy tinh 1én trén bé
mit khdi silica gel. Hoa tan mét luong dich chira trong
nang véi n-heptan (TT) & thu dugc dung dich c6 ndng
do progesteron khoang 1 mg/ml. Chuyén 4 ml dung dich
trén vao cot sic ky da nhdi, rot tir tir 300 ml n-heptan (TT)
qua cdt, loai bo khoang 120 ml dich sic ky ban d4u. Tap
trung dich sic ky con lai vao trong mdt coc c6 mo 250 ml.
Béc hoi dung méi duéi dong khi nitrogen trén ndi cach
thiy dén khi con khoang 50 ml, chuyén dung dich con lai
vao coc c6 mo 100 ml va bde hoi dung moi dén khé. Loai
bo hoan toan vét n-heptan bing cach thém 1 ml methanol
(TT) va bdc hoi dén kho. Dé khd cin trong binh hat 4m
chira silica gel trong 4 h.

Phé hap thy hong ngoai (Phu luc 4.2) cua cén phai phi hop
véi phé hip thy hong ngoai cia progesteron chudn dugc
diéu ché nhu trén.

Pinh lrgng

Phuong phép sic ky long (Phy luc 5.3).

Pha dgng: Ethanol 96 % - nwedc (11 : 9).

Dung dich thir. Can 20 nang, tinh khoi lugng trung binh
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cua thudc trong nang. Can chinh x4c mgt lugng thude trong
nang tuong duong khoang 100 mg progesteron vao binh
dinh mirc 100 ml, thém 20 ml tetrahydrofuran (TT) dé hoa
tan, thém ethanol 96 % (TT) dén dinh mirc. Ht chinh xac
8,0 ml dung dich trén vao binh dinh mic 100 ml va pha
lodng bing ethanol 96 % (TT) dén dinh mirc, lic déu.
Dung dich chuan: Can chinh x4c khoang 50 mg progesteron
chuén vao binh dinh mirc 50 ml, thém 10 ml tetrahydrofuran
(TT) dé hoa tan, thém ethanol 96 % (TT) dén vach. Hut
chinh x4c 8,0 ml dung dich trén vao binh dinh mac 100 ml
va pha loang bang ethanol 96 % (TT) dén dinh mirc, lic déu.
Diéu kién sdc ky:

Cot kich thudc (25 cm x 4 mm), duge nhéi pha tinh C
(5 um).

Nhiét do cot: 40 °C.

Detector quang phd tir ngoai dat & budc séng 254 nm.
Téc d6 dong: 1 ml/min.

Thé tich tiém: 10 ul.

Cdch tién hanh:

Kiém tra tinh phi hgp cta hé théng:

Tién hanh sic ky véi dimethyl sulfoxid va xac dinh thai
gian luu t, ctia pic chét khéng luu giir nay. Tién hanh sic
ky dung dich chuin va ghi lai sic ky d6. Thira s6 dung
lugng k’ ddi voi progesteron khong dugc it hon 2,0, hé s6
déi xing khéng duge 16n hon 2,0 va d¢ 1éch chuan twong
déi cua céc dién tich pic dap (g tir cac lan tiém Iap lai
khong dugc 16n hon 2,0 %

Tién hanh sic ky lan luot voi dung dich chuan va dung
dich thur.

Tinh ham lugng progesteron, C;H3,0,, trong nang dua
vao dién tich pic trén sic ky @5 cua dung dich chuin, dung
dich thir va ham luong C,,H;,0, ctia progesteron chudn.

Bédo quan
Tranh anh sang.

Loai thude
Hormon progestin.

Ham lwgng thuwdng diung
100 mg, 200 mg.

THUOC TIEM PROGESTERON

Thudc tiém progesteron la dung dich vé khuan cua
progesteron trong dung méi thich hop

Ché pham phai ddp mg cac yéu cau trong chuyén lugn
“Thube tiém, thudc tiém truyén, thube cdy” (Phu luc 1.19)
va céc yéu cau sau day:

H,im lwgng progesteron, C, H;,0,, phai dat tir 90,0 %
dén 110,0 % so vai lugng ghi trén nhan.

Tinh chit
Dung dich trong, khong mau.
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Pinh tinh

Chén mét miéng bong thiy tinh vao ddy cua cot sic ky
c6 chiéu dai khoang 20 cm va duong kinh khoang 2,5 cm.
Tron déu 8 ml nitromethan (TT) véi khoang 7 g silica gel
dung cho sic ky cft trong mot coc c6 mo 150 ml cho dén
khi ddng nhat, chuyén khéi silica gel nay vao trong cot
sic ky, ding mot dia thuy tinh thich hop g nhe dé nén
khbi silica gel. Dat mot miéng bong thuy tinh 1én trén bé
mat khdi silica gel. Pha lodng mot lugng dung dich ché
phfxm vai n-heptan (TT) dé thu dugc dung dich cé néng
d6 progesteron khoang 1 mg/ml. Chuyén 4 ml dung dich
trén vao cdt sic ky da nhdi, rét tir tir 300 ml n-heptan (TT)
qua cdt, loai bo khoang 120 ml dich sic ky ban dau. Tap
trung dich sic ky con lai vao trong mét cbc ¢6 mo 250 ml.
Béc hoi dung méi dudi dong khi nitrogen trén ndi cach
thiy dén khi con khoang 50 ml, chuyén dung dich con lai
vio cbe c6 mo 100 ml va bbe hoi dung mdi dén kho. Loai
b6 hoan toan vét n-heptan bang cach thém | ml methanol
(TT) va bdc hoi dén khé. Dé khé cin trong binh hut 4m
chira silica gel trong 4 h.

Pho hap thu hong ngoai (Phu luc 4.2) cua cin phai phu hop
vai pho hap thu héng ngoai cua progesteron chuin duoc
diéu ché nhu trén.

Pinh lrgng

Phuong phap sic ky 1ong (Phu luc 5.3)

Pha dgng: Ethanol 96 % - nuwoc (11 : 9).

Dung dich thir: Ly chinh xac mgt thé tich ché phim twong
duong khoang 100 mg progesteron vao binh dinh mic
100 ml, thém 20 ml tetrahydrofuran (TT) dé hoa tan, thém
ethanol 96 % (TT) dén dinh mac. Hut chinh x4c 8,0 ml
dung dich trén vao binh dinh mirc 100 ml va pha loang
bang ethanol 96 % (TT) dén dinh mic, 1ic déu.

Dung dich chuan: Can chinh xdc khoang 50 mg
progesteron chuan vao binh dinh mirc 50 ml, thém 10 ml
tetrahydrofuran (TT) dé hoa tan, thém ethanol 96 % (TT)
dén dinh muc, trén déu. Hit chinh xac 8,0 ml dung dich
trén vao binh dinh mirc 100 ml va pha lodng bing ethanol
96% (TT) dén dinh mirc, tron déu.

Diéu kién sdc ky-

Cotkich thuéc (25 cm x 4 mm), dugc nhéi pha tinh C (5 pm).
Nhiét dg cot: 40 °C.

Detector quang phé tir ngoai dat o budc séng 254 nm.
Toc do dong: 1 ml/min.

Thé tich tiém: 10 pl.

Cdch tién hanh

Tién hanh sic Icy véi dimethyl sulfoxid va xac dinh thoi
gian luu t, cia pic chét khong luu glu nay. Tién hanh sﬁc
ky véi dung dich chudn va ghi lai pic dap img, Thira 56
dung lugng k’ d6i vai progesteron khong dugc it hon 2,0,
hé s6 dbi xtimg khong dugc 1ém hon 2,0 va 4§ l¢ch chuin
tuong dbi cua cac dién tich pic dap ng tir cac lan tiém lap
lai khéng dugc 1om hon 2,0 %.

Tién hanh sic ky lan lugt voi dung dich chuin va dung
dich thur.

PROMETHAZIN HYDROCLORID

Tinh ham lugng progesteron, C 2|H3o(')z, dya vao dién tich
pic trén sic ky d6 cuia dung djch chuin, dung dich thir va
ham lugng C, H3,0, ciia progesteron chuan.

Bdo quin
Tranh anh sang.

Loai thube
Hormon progestin.

Ham lugng thudng ding
50 mg/ml.

PROMETHAZIN HYDROCLORID

R
N
N 7 CHy HEl
S H CH,
va ddng phan dbi quang
C]7H20N2S. HC] P-t-l: 32099

Promethazin hydroclorid la (2RS)-N, N-dimethyl-1-(10H-
phenothiazin-10-yl)propan-2-amin hydroclorid, phai chira
tr 99,0 % dén 101,0 % C,;H,0N,S. HCI, tinh theo ché
phim d3 lam khé.

Tinh chat

Bot két tinh tring hodc hoi vang nhat. Rét tan trong nuéc,
dé tan trong ethanol 96 % va methylen clorid.

Chay & khoang 222 °C, kém theo phéan huy.

Pinh tinh

C6 thé chon mot trong hai nhém dinh tinh sau:

Nhém I: A, B, D.

Nhom II: B, C, D.

A. Phd hép thy hdng ngoai (Phu luc 4.2) cia ché phim
phai phil hop véi phé hp thu hong ngoai cia promethazin
hydroclorid chun.

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

Ban mong: Kieselguhr. Nhing ban méng ngdp 5 mm
trong dung dich chira phenoxyethanol (TT) 10 % (tt/tt) va
macrogol 300 (TT) 50 g/ trong aceton (TT), dé dung méi
chay Ién it nhét 17 cm. Lay ra va dung ban mong ngay.
Dung méi khai trién: Hon hop gdm 50 ml ether dau hoa
(50 °C dén 70 °C) (TT) va 1 ml diethylamin (TT) da dugc
trung hoa bang phenoxyerhanol (TT) (thém 3 ml dén 4 ml
phenoxyethanol (TT) vao hén hep dung méi trén, lic, gan
va sir dung 16p chit 16ng phia trén).

Dung dich thir: Hoa tan 20 mg ché phim trong cloroform
(TT) va pha loang thanh 10 ml véi cing dung méi.

Dung dich déi chiéu: Hoa tan 20 mg promethazin
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