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Limaprost 5 mcg tablet (GPU: 1052976)

1. Foen Limaprost 5 mcg tablet
2. pauandinaly

2.1 3Uluy pudie

2.2 dusensy Tu 1 uin Usenausesem Limaprost alfadex 1u1m 5 mcg

2.3 ANPUYUTTY usslumuuzuTTeisdaaiin

2.4 aansey - seyfesn daussneudoididyuasanuuse Sundn Tuvuneny wviindauaziaennleu

s¥uelossdmanunissyig
- punmuzuTIesieRasseytormiaianisdn dnseneumied AT IR
99981 wrinden Tudueny Nidaau

3. pduiamanaila
3.1, Finished product specification: Limaprost tablest

4o Test items Specifications
1 |ldentification Meet the requirement

2 |Assay 90.0-110.0 % label amount

3 |Disintegration time Within 30 minutes

4  |Uniformity of dosage unit Meet the requirement

3.2 specification: Limaprost Alfadex

49 Test items Specifications

1 |ldentification Meet the requirement

2 |Assay 2.8 - 3.2 % label amount

3 |Optical rotation [0 +125° - + 135°

4 |Water Not more than 6.0%

5 |Purity 1. The individual peak areas of 17-epi isomer and 11- deoxy compounds are not larger

than the peak area of limaprost from the standard solution

2. Any peak areas other than the principal peak and the peaks mentioned above are not
larger than 1/3 times that of limaprost from the standard solution.

3. The total area of the peaks other than limaprost from the sample solution is not targer

than that of limaprost from the standard solution.
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4.1, wnansnsldsueygelitumadouifueiedmihtlusanedlng uagdiung (declare) unaswas
4.1.1 luddyn1stumeilousiniuen 1o ve.2, ne.3, ne.d 3o 8.2 wEUANSE]

ANENTIUMIATMUARUANYMEIAWIZYDYT
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RuANUAILIRWIRTEET Hyaluranate sodium 25 mg/2.5 mi solution for injection Wi 1
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Namnmmmuw‘uuwuwaﬁh (finished product specification) LLawamwuﬂﬂmmmmqﬂu {drug
substance specification) nsdifogaznitemsidsunaudludufinfesmudiuienansmsvenily
(8.5) 1wdeu finished product specification Uag/w3e drug substance specification Tnevaunlonay
SusenelseninTaBdnneeing wazlihu 2 U o fuussmesznaasediinnseling

4.2. 1NA1IIUTDIN RIFIUNTIN anen

4.2.1 nsdienfindnlusenelng Nwammmwan’mﬁ‘u'ia\‘lmmﬁ’mmﬁNammmmanmmmﬁmiwmummam
81 PICs (Pharmaceutical inspection Co-operation Scheme) ) Tawwuaeanu PIC/S participating
authorities %38 :LILanﬁ’l‘i'i'u‘SENM’WI‘i%’]‘uf‘l']'ﬁNﬂmEJ"lmu‘ViaﬂLﬂm‘mﬁ'ﬂ'ﬁWﬂI‘uﬂﬁNaﬂﬂ’maﬂmuﬂ\ﬂu
ANENTINNNTBINITUDEET NTENTIRNTITUEY Fartrmusiilnefieuasnndasuasiniisufundnines
BsARlunandEaen PIC/S Tuvuangiaueny Quua’l’sjﬂmmaum‘sm’aﬁlaauiﬂtluwami'smaﬁm’m

JsemeUssmasiaBidnnseting

A & o 174 ! ¥V oa W =l 74 = [ fo ol
422 nsiBugmidannshesemn duindosiienansiusennmgumsndnemuvdninasiisnsiiunis
uAne PICs (Pharmaceutical inspection Co-operation Scheme) Trevu8a PIC/S participating
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