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Preparation of nylestriol implants and investigation of release test in vive and ix vitro LT/ Shiping . LIAD
Eryuan , WU Hanwen , et af . Instinde of Metabolism and Endocrinology . The Second Afflinted Hospital , Hunan
Medical University , Changsha 410011, China .

{Abstract] Ohbjectives To prepare nylestriol implant and investigate ils release characteristics wn vive
and in wtrs in onder to provide a new choice for estrogen replacement therapy{ ERT? of postmenopausél osteopo-
rosis. Methods  Nylestriol implants in the form of Norplant implanis were prepared . Their release system in vitro
and method of reverse phase high performance liquid chromatography{ RP-HPLC} for the determination of release
quantities tn vitro were eatablished. At the same time, the release quantities of nylesiriol implants 1n 5D rals were
computed according to the reeidual drug in the implanis. Finally, the relations of accumulative release quantities of
nylestriol implants in viro and in vitre and relesse lime were analyzed by linear regression analysis;in addition,
relenase eurve in tire and sccumulating release quantities-time{(-1) carve in vivo and in vitro were plotied . Re-
sults The release quantitiee of nylestriol implant were greater in the first week, then kept steady. The linear cor-
relation of accumulative release quantities (Q-pg) in titro with release lime{1l-dsy) wae high{r = (1.996.P =
0007, and the average release quantity in witro was 33,0566 pg/day rod. The linear correlalion of accumulative
release quantties((Q-mg) in vive with relesse time(t-month) was also good{r=0.985,P =0.015),and the aver-
age release quantity én oo was 19.65 pg/dey-rod. Conchmsion (1) Nylestriol implants have blast effects in the
first week of relesse in wiro, and then tend 1o be in line with zero dynamic release; and their release in vico in SD
mate also conforms 1o zero clynamic release, the implants being long-acting and release-controlled . {2) Periodic or
continuous addition of progestin 1o nylestricl implant provides a new choice for ERT if needed for a long time.
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HEFRBRAE - BB LUFARG BTN, YE
AEREGF. HRA: v EEERWEHRFE
PR SYZ2EAKSRN., BREREN#A . BAN
IR, S 980612, BBk AT A Y .
HP1100 & HPLC f{ EHE B 7). PE: H L F
Lt FRAAEFHEEAR, HE N
981208, ML R (EEEK) AN AT
A, #1224 990122168, METTLER AG240 +
ARZ—WHRERF(FRL). KABSH(ZERA
¥). THZ-82 RIBRRE&HF(ILH).
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(DEENHE. A SN IBFERAE,
AEREANARNSEE W RERY . FAKNSH
HA- R BIZEEXESINNNE BEA
5% LEHEMG. ABNAE2.4 om, BT 1.57
mm, K HEH 3 em, HEBRHER 36 mg. FHT HH
EZHE LR ANETFRFFBETRE.

()ESIBHENNE: OEA 146 B LR
¥ (FID)(ZEBELA). OBi%FE4F,0DS Hy-
persil{ 5 pm 125 x 4 mm) ; R 3HHH 2 B B/ 25 B ¥ K 80:
20¢ v/v) ; WK 1 ml/min; F 8 30°C ; 3 & ¥ K (EX)232
nm; 25 (EM) 310 nm; #HAFE 20 ul, O HE X
FHBYL-RTA42Z—-0aHXFRERKRMS.S
mg B/RMMETS0m FEREF NWFEEEEZEAE,
o IR AR 0.55.1.1.2.2.5.5.11,55 pg/ml BB
FlirAEn I & IR 51 SR MK 20 pl af #E, 3 e
HRSKENXR . BUIRERARENZ. O
ERWE EEE(OA RSD)NEEH MM E: L5
MDA WA BRENRIEERB, 31 ue/ml, 10
pgiml BICHFEREE 1 d 5L 12 ~ 13 A HE R
Leg/ml MEHMBEREAFN 5 d AEELHHEH

M . B [A] RSD, 3 H TLE 2 /R i 7 78 B 0 FF M o
M8 E .

GYERNBHRE O s KR /REEEENA
FIEF 125 m R RAREP. MELAEN 0.45
pm (7 B HT X8 B 14 38 ) 409 PP RS A B 3k K A TR R
£ 50ml,ZE(IT05) CHESEBRAPRERY,
BRAN (85 £ 5)/min, 8 24 WA, BREFRAMNIE,
B 60 d. P B B AOR H & RP-HPLC)
EHENEREBTEREENSE., OKRE
B B4CHARAFE MEMKTZR 30 mn J5.
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1. R/RME Ay o i e R T P S MR B R IE Y
RHBH . V=29.12716X , Kb X KE (pg/ml); ¥:
EERr=09 945, REHRRNE2. REAEH
F0.55~11 pg/ml. BARBRBER A 0.67 ng. % 1.10
pg/ml #£5% H 4 RSD 43914 2.34% ,5.56% . 3 1 pg/
ml 945 B [ RSD X 3.24%
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