UseNIAIMIAYIULAY
d' &' o o !
15949 US2N2091A198L9A 9187 31U & $18N15 VBIlSINEIUIATIULAY

faeAsusEnInsAdiannseiing (e-bidding)

JawTavounnu JauUseaneUsenIns1AT aLIvA MY 81 91U @ II18N1T
284l59ne1UIavBULAN Aa835UENINIABIE ANTeiind (e-bidding) 31AINA19TBIUTD
Tunsusenansiaas el 1uiuiedu o oes,¢ol.-Um (Wi udauauimi unnWuinsey

AUdDIUINOIU) ANNSIBANT Ml

81 Etonogestrel b mg implant AU oo LY

14

goudeiauadasdudaauslasuanmdnguiis@arnumanianasanunieuiifiog

De

o

Tuududaiaue Tnsiiseazideasil
o. fiudaiausszfodlauandilidulumuenansussmanadidnnsetindimu
. fiufeimuadouauenamiszuuintodniunaigihedidnnseling iull ao
AAIAY bdbe TEWI1IA1 ox.00 U. H91287 alb.oo U. FsaNNsaTAASALENATTTBLAUD
Iidausuiivsenmauiciuauesian
o. faulaaunsagsisavifuauazaniluanienaisuszninsiandidnnseiind

[V a &

1adl mo/eebe  asiuil s fatAN W.A. bEba KuNeTEULTATeTRdnATgfeBidnnselind
s Sui Usenimaud siutauesan eidules www.kkh.go.th, www.khonkaen.go.th %38
www.gprocurement.go.th %sil Mndssmmsuneazideaiiuiuneriueazidennuanyusiany

TUsAEDUaULT IS M TAUULAY HIUTSINSANYIRLNEIAY o-dmoo-Eroo AD mado WNAITITNT

Ussnd a Jufl lme @Al WA béom

ar v

{ ar o
(WIBEsANS  InsAVINER)
LR Ve R G AV TR LRI
UfURTnMsunugITmIdsninuauuy



TUAIDUAANANBUTLANIZEN
Etonogestrel 68 mg implant
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1. own Etonogestrel 68 mg implant
2. AuaudAaly
2.1 Uiy Huwenurnin dmduileduldfon
2.2 druusznay Tu 1 implant Usznouseden Etonogestrel 68 mg
2.3 AMWULUITY ussglunurdmivussqeitesiudiafusmnide  wieugunsel
vianasdledmiuile dwduldadasien Gingle use)
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3. AuauUANIuALlA

3.1 Finished product specification:

¥

U Test items Specification

1. | Identification AU

2. | Usunausiendndyy 90.0 - 110.0 % of the L.A. of Etonogestrel

3. | Uniformity of dosage unit ATIVUY

4. | Bacterial endotoxins NMT 12.5 EU/implant

5. | Sterility test ATIMIY

6. | Related substances
- Any unspecified impurity - NMT 0.4% (for each impurity)
- Total impurities - NMT 2.0%

7. | Release rate of Etonogestrel R LAY

8. | Dimension of implant ATIVY

9. | Mass of the implant ATIU

10. | Functionality of the applicator ATIWY
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3.2 Drug substance specification:

i) Test items

Specification

1. | Identification

NIV

2. | USunaushendrdty

97.5 ~ 101.5% of the L.A. of Etonogestrel (dried

Related substances
- Any unspecified impurity

- Total impurities

substance)
3. | Melting point 196.5 - 199.5 C°
4. | Specific rotation / Optical rotation Between +84° and 91°
5. | Heavy metals NMT 20 ppm
6. | Loss on drying NMT 0.5%
7. | Sulfated ash NMT 0.1%
8.

- NMT 0.10% (for each)
- NMT 1.5%

9. | Microbial limit test

MY

3.3 Wan1sIAIIeH Elemental impurity 393 Risk assessment report (LaALDNET
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4.1.2 ludwotunadou ve.l vie 8.1 veswifauesien weumwaudusvhdensemun
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4.2.1 nsdlemdnlulssinalve guindediionalsiussanasgiundneimunaninusiias
Bmsiialunsudnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tmsmtasanu
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1.3 dayaaiuayuAMNITNYBINAANMY] 25 AZUUY

vindaday ALY
n. g1anpAnSusiduLUY 25 ATHUY
9. fin1s@nwmaadiin (Clinical trial) 15 AZMUY

TneilsenunsfnwneedinusouiisuuseanSnmee e iug AULUY 55189

- i 1 -~ - -~ o U g
NPATINAUILAAIDIIUTEAY S N INUBIEAFRUNIUINTAIITNNNEANE  RITTEUN Pt

1. 5815 nwduluu Randomized controlled trial wasdin1sARuNNanIsAnYIaY 13 AYLUY

eal 1 A &
NFAIIN WA TLENNENUINLYDOD

2. A8n1s@nwniunuu Non-randomized controlled trial tagiinsARUWNANISANE 11 AvkuY

e 1 oA a
ANTAVINNNTLENNEN UL DN

3. 38n15@nwlu Comparative studies wuu Cohort studies (prospective) uwawdl 9 ATUUY

al e (3

ol 1 J
AMIARUNNANISANWIANNTANTVINISNNENULT 0D

4. ¥n1sfnwnduuuu Comparative  studies  wuu Case-control  studies 7 AZIUU

= a ¢ cal 1 4 a
(retrospective) wagiinsiuransfnwasisarsmunsuwdiundete

5. 35 sAnwudunuu Descriptive studies WuU Case reports/case series wagiinis 5 Aziuu
aa e 1 A a
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6. nsAnwaLde 1, 2., 3., 4. vise 5. RllleARuRlusans 3 ABLUY
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A. Hﬂ"ljaﬂy_‘II]flﬂﬂfaﬁHHﬁﬂaﬂﬂ’l (BE) WIIIEUIPNU 5 Asuuy

1. anduvieviesufuRnisfivinisAnunlusussvadesivdnguuansilésums
gaufUINEINUAMENTINNITOMNTUALYT NTENTNATITUFULEL tdmTunsdlen
aieylval (New generic drugs) funioudoud T 2506

2. FWnsfnwdeadu Randomized crossover design we Parallel design (nsiendl
t1/2 817)

o)

3. mafndenermadrsmailueiaadnsiifiquamd viedudUan wu smeide was
WU HIV
° ) a v 1w ) v °
4. Snnushegridnudieshidesnit 12 au wazdnlumsfnwuuy Parallel $1uay

fetefifnwdioslidesnin 2 Winwedwuy Randomized crossover
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5. fAsmsI9mUANMNNEaNLAENFB1Ye3TAAs ALY biological sample
okl

6. 33n15Win daulngifuuuy single dose nsTvewuy multiple dose agldidlod
sesugluidensinunn viaidue sustained release wargindl washout period 3ol
Faflszoznmeyiatos 5 wived t1/2

7. mafiusetradendouiuatinion 9 9a - nauliien, 2 YatassEiusidy, 3
958U Cmax, ua 3 Eseduefdes ssvanfuiomedosiuatiaies 3 wh
U84 £1/2

8. NANSNAADU 90% Cl YRINAR1INIDUBIERAIULAAE Parameter Am Cmax, AUC t,
WavAUCos U log scale vasenansiyuazenduwuy fotaglugie 0.80 - 1.25 Jafiednd
BE wirfiu |
inausinnsRasansAnemisiisuyavasen (BE) Asandall

1. tnsunaeivndeldnziuudiy

2. fmanegau 90%C| vasnasiisaglutae 0.80 - 1.25 ualiininasideladonis o
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1.4 Elemental impurities 5 asuuu
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A | Assay or Potency 40
v | WadeSusu Finished product specification #1UUsENAUTENIATIANY 60
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