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MEDROXYPROGESTERON ACETAT

BAN BO SUNG DBVNy

MEDROXYPROGESTERON ACETAT

C24H3404 PI.]. 386,5

Medroxyprogesteron acetat la 6a-methyl-3,20-dioxopregn-
4-en-17-yl acetat, phii chua tir 97,0 % dén 103,0 %
CZ,‘H]:IOH;! tinh theo ché phﬁm di lam kho.

Tinh chét

Bot két tinh mau tring dén tring nga. Khéng mui, nong
chay & 205 °C, bén trong khéng khi. Khéng tan trong nude,
dé tan trong cloroform, tan trong aceton va dioxan, hoi tan
trong ethanol 96 % va methanol, kho tan trong ether.

Pinh tinh

A. Phé hap thu hdng ngoai (Phu luc 4.2) ciia ché pham
phai phu hgp véi phd h:’ip thy hong ngoai cua medroxypro-
gesteron acetat chuan.

B. Do d6 hip thu (Phu luc 4.1) ctia dung dich ché pham va
dung dich medroxyprogesteron acetat chuan co noéng do
10 pg/ml trong ethanol 96 % (TT) & budc song 241 nm.
D6 hép thu riéng ctia ché phim (tinh theo ché phdm da 1am
kho) khong dwoc 1éch qua 2,0 % so véi d6 hip thy riéng
clia medroxyprogesteron acetat chuan.

Goéc quay cire riéng

Tir +45° dén +51° (Phu luc 6.4).

Dung dung dich ché pham 10 mg/ml trong dioxan (TT),
do ¢ 25 °C.

Tap chit A

Phuong phap sic ky 1dp mong (Phu lyc 5.4).

Ban mong: Silica gel.

Dung méi khai trién: Hexan - tert-butyl methyl ether -
tetrahydrofuran (45 : 45 : 10).

Dung dich thir: Dung dich chira 20 mg/ml ché phim trong
methylen clorid (TD

Dung dich d@oi chiéu: Dung dich chira 20 mg/ml medroxy-
progesteron acetat chudn va 0,1 mg/ml tap chit A chuén
cua medroxyprogestcron acetat trong methylen clorid (TT).

Cdch tién hanh: Cham neng biét 1én ban mong 10 pl moi
dung djch trén. Trién khai sic ky ti khi dung mdi di duoc
10 em. Dé khé ban méng ngodi khong khi va tiép tuc trién
khai sac ky dén khi dung méi di dugc khodng 10 cm. Say
kho ban méng & 120 °C trong 10 min. Phun thude thir 1a
dung dich acid p-tolulensulfonic 200 mg/ml trong ethanol
96 % (TT), say ban mong & 120 °C trong 10 min va quan
sat dudi anh séng tir ngoai ¢ budc song 365 nm.

Trén sic ky dd cuia dung djch thir, vét c6 huynh quang xanh
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lam véi R, 16n hon R cua vét medroxyprogesteron acety
khong dugc dim mau hon vét tuong tmg thu dugc trén g§,
ky d cua dung dich déi chiéu (0,5 %).

Ghi chu:
Tap chét A: 4,5p-Dihydromedroxyprogesteron acetat.

Tap chit lién quan

Phuong phép séc ky 1ong (Phu luc 5. 3)

Pha dong: Acetonitril - nude (60 : 40).

Dung djch thir: Dung dich chira 2,5 mg/ml ché pham trong

pha dong.
Dung dich déi chiéu: Pha loing 1,0 ml dung dich thir thanh,

50,0 ml bang pha dgng.

Dung dich phan gidi: Dung dich chira 40 pg/ml megestrol
acetat va 40 pg/ml medroxyprogesteron acetat chuan trong
pha dong.

Diéu kién sdc ky:
Cot kich thuéce (25 c¢m * 4,6 mm) duoc nhoi pha tinh C.

Detector quang phd tir ngoai dat & bude song 254 nm,

Téc ¢ dong: 1 ml/min.

Thé tich tiém: 20 pl.

Cach tién hanh: ’

Kiém tra tinh pht hop cua hé théng: Trén sac ky dd cia
dung dich phan giai, d§ phan giai gilra pic cua megestrol
acetat va medroxyprogesteron acetat it nhat 1 1,5. Trén séc
ky dd cia dung dich &bi chiéu, d6 1éch chuin tuong d6i ciia
dién tich pic medroxyprogesteron acetat tir 6 l4n tiém lap
lai khong 16n hon 3,0 %.

Gioi han:

Trén sic ky dd cua dung dich thir, dién tich ctia bt ky pic
tap chit nao khong durgc 16n hon 0,5 13n dién tich pic chinh
trén sic ky d6 cua dung dich ddi chiéu (1,0 %).

Téng dién tich cac pic tap chat khéng duge 1én hon 0,75
1in dién tich pic chinh trén sic ky dd cua dung dich déi
chiéu (1,5 %).

Mt khéi lrong do 1am khd
Khong dugce qua 1,0 % (Phu luc 9.6).
(1,000 g; 105 °C; 3 h).

Dinh lugng

Phurong phép sic ky long (Phu luc 5.3).

Pha dong: Acetonitril - nuée (40 : 60).

Dung dich thir: Dung dich chira 1 mg/ml ché phim trong
acetonitril (TT).

Dung dich chudn: Dung dich chita 1 mg/ml medroxypro-
gesteron acetat chuén trong acefonitril (7T7).

Piéu kién sdc ky:

Cét kich thude (30 cm x 4 mm) duge nhdi pha tinh C.
Detector quang phé tir ngoai dit & budc song 254 nm.

Téc do dong: 2 ml/min.

Thé tich tiém: 10 pl.

Cdch tién hanh:
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MEROPENEM TRIHYDRAT

Kiém tra tinh phi hop cua hg théng: Trén sic ky dé cia
dung dich chuan, h¢ s6 doi ximg cua pic medroxypro-
gesteron acetat.khéng lon hon 2, d6 léch chudn tuong doi
cua dién tich pic medroxyprogesteron acetat tir 6 Iin tiém
lap lai khong 16n hcrp 2,0 %.

Tinh ham lwong phan trdm C,,H.,0, trong ché phdm dya
vao dién tich pic thu dugc tré siac ky dé cua dung dich thir,
dung dich chuan va ham luong C,,H,,0, trong medroxypro-
gesteron acetat chuan.

Bio quf’m

Trong d6 dung kin, trnh énh sang, 525 °C, khi vén chuyén
¢6 thé cho phép bao quan trong khoang nhiét d6 15 °C dén
30 °C.

Loai thude

Hormon progestogen.

Ché phim

Vién nén, thudc tiém.

MEROPENEM TRIHYDRAT

C:H2N;0:8.3H,0 P.t.l: 437.5

Meropenem trihydrat la acid (4R,5S5,65)-3-[[(3S,55)-5-[(di-
methylamino)carbonyl]pyrrolidin-3-yl]sulfanyl]-6-[(1R)-
I-hydroxyethyl]-4-methyl-7-oxo-1-azabicyclo[3.2.0]hept-
2-en-2-carboxylic trihydrat, phai chira tir 97,5 % dén 102,0%
C,;Hx:N;0sS, tinh theo ché pham khan.

San phdm duoc ban téng hop tir mét san pham 1én men
hodc dugc téng hop hoan toan.

Tinh chat

Bot két tinh mau trang hay mau vang nhat. Hoi tan trong
nude, thue té khong tan trong ethanol 96 % va methylen
clorid.

Pinh tinh

Phé hdp thu héng ngoai (Phu luc 4.2) cta ché pham phai
phi hop véi phd hdp thu héng ngoai cia meropenem
trihydrat chuan.

D§ trong va mau sic ciia dung dich

Hoa tan 1,0 g ché pham trong 20 ml dung dich natri hydro-
carbonat 5 % (TT).

Dung djch thu dugc phai trong (Phu luc 9.2) va khong
duge ¢6 mau dam hon mau mau Vs (Phu luc 9.3, phuong
phap 2).

pH

Tir 4,0 dén 6,0 (Phu luc 6.2).

Hoa tan 0,20 g ché pham trong nudc khong cé carbon
dioxyd (TT) va pha loang thanh 20 ml véi cung dung méi.

Goc quay cyc riéng

Tir -21° dén -17°, tinh theo ché pham khan (Phu lyc 6.4).
Hoa tan 0,125 g ché pham trong nudc va pha loang thanh
25,0 ml véi cung dung moi.

Tap chét lién quan

Phuong phap sic ky long (Phu luc 5.3). o
Chuan bi dung dich thir (1), (2) va dung dich doi chiéu (3)
ngay tréc khi ding. Chudn bi va bdo qudn dung djch doi
chiéu (1) & 4 °C va dung trong vong 6 h sau pha.

Pha déng: Acetonitril - dung dich dém (7 : 100).

Dung djch dém: Thém 1,0 ml triethylamin (TT) vao 900 ml
nuéc ding cho sic ky, diéu chinh dén pH 5,0 bang dung
dich acid phosphoric loang (TT), thém nudc dung cho sdc
ky vira d¢a 1000,0 ml. L

Dung dich thir (1): Hoa tan 0,100 g ché pham trong dung
dich dém va pha loang thanh 25,0 ml v&i cing dung méi.
Dung dich thi (2): Hoa tan 50,0 mg ché phiam trong pha
dong va pha lodng thanh 100,0 ml bang pha dong.

Dung dich d6i chiéu (1): Pha lodng 1,0 ml dung dich thir
(1) thanh 100,0 ml biang dung dich dém. Pha lodng 1,0 ml
dung dich thu dugc thanh 10,0 ml bang dung dich dém.
Dung dich doi chiéu (2): Dé tao tap chat A va B, dun noéng
10 ml dung dich thir (1) dén 60 °C trong khoang 20 min
hodc dé 10 ml dung dich thir (1) & nhiét d6 phong trong
khoang 8 h.

Dung dich doi chiéu (3): Hoa tan 50,0 mg meropenem
trihydrat chuan trong pha déng va pha loang thanh 100,0 ml
bing pha dong.

Diéu kien sdc ky:

Cét kich thudce (25 cm * 4,6 mm) duogc nhoi pha tinh base-
deactivated end-capped octadecylsilyl silica gel dung cho
sdc ky (5 pm).

Nhigt do cot: 40 °C.

Detector quang pho tir ngoai dat ¢ budce séng 220 nm.
Téc do dong: 1,6 ml/min.

Thé tich tiém: 10 pl.

Cdch tién hanh:

Tién hanh sic ky véi dung dich thtr (1) va dung dich déi
chiéu (1) va (2).

Tién hanh séc ky véi thoi gian gip 4 13n thei gian hru cia
meropenem.

Thoi gian hru tuong dbi so vai meropenem (thoi gian luu
khoang 7 min): Tap chét A khoang 0,5; tap chéat B khoang 2,2.
Kiém tra tinh phi hop cia h¢ théng: Trén sic ky do ciia
dung dich doi chicu (2), d6 phan giai giira pic cua tap chat
A va pic cia meropenem it nhat 1a 5,0.
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