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i’lilms‘ﬁ 1 Hydroxypropyl methyicellulose (Hypromellose) 0.3%+Dextran70 0.1% eye drop
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Fan Hydroxypropyl methylcellulose (Hypromellose) 0.3% + Dextran70 0.1% eye drop
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1. iluansazasunieanidela WiF Usiaan Preservative dwilmuaaan

2. 1w 1 mL Ysznaudae Hydroxypropy!l methylcellulose (Hypromellose) 3 mg &z Dextran70 1 mg

3. ussfg’lumamwmaﬁnﬁm%’umaﬂm Unennidadasdin Uunes 0.8 mL
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" ﬂ?mmé‘;mﬁ’m”ty 90.0-110.0 % L.A. of Hydroxypropyl methylicellulose
90.0-110.0 % L.A. of Dextran70
2. Identification
- Hypromellose ATIVHY
- Dextran70 AT
3. pH m‘nmi’mm&lffizq‘lu Finished product specification
4. Osmolality miaabiﬁumuﬁiquu Finished product specification
5. Viscosity m’:’-l&humuﬁs:qlu Finished product specification
6. Sterility ATIHN
7. Minimum fill AU General requirement VBIUNFTRITUEINTL
Finished product specification Eﬂu,m.l Eye preparations
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1.1.1 lunsdinidueindaludsznelng wanofs no.2

1.1.2 ‘lunsrﬁﬁltﬂummLﬂTﬁLﬁan'mu_imssq winedls ne.3

1.1.3 lunsdifidueiidranndnslssne il ne.4

1.2 ludedunzifonen ne.1 wie 0.1 vasniauasian wisumsszidsaiitansniugugmmnaes

waantsienuitunzidowly finished product specification) nstﬁ'ﬁag:s:wmmsmfa‘ﬂuuﬂamn"lmﬁmﬁu
RADIURLLBNETELUIMNENE M TVBUA L (8.5) ¥INW$BY finished product specification uaz/%3e Drug

substance specification 0\_/

U FIUASNTIUNS

nyIuNMmI

wedril yasn) (WFINTS mgauia)

wiimemsitigaiinzorsss




2. LANFITIUTINATIIUNITHEALN
- a v oa v a, 3 o A o a o '3
21 nsdnenuaalwlsznalng HHAAd sl d AW IEMIRE T UTRRNATUN TIRAANAWWATLN U
AEMINAUMINENNVBINTNTWIITITUGD (GMP W38 GMP/PICs) lunanaeniiiaueuny
2.2 nydifiiweniudroindrosana duiadosfidimnwiewiiFesusasnaspunsndagnay
waninmaiismndlunsniaswasulszinagria wis Certificate of pharmaceutical products
3. sfiawadandusnuisnidugnianTagunud iy (Laadianansibses)
4. SWWIMWENBLNFINUIN BT TBILTILAUETIAN
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4.1 manIanllaTinunRianiivafnia (Certification of analysis) lusnjufisaiudaadng
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4.2 HaMIATNAATTRRUNNIANAD (Raw material) vame1ddgAlflunimian visasgkiaen
a o a i ' o ' a o v o Y
wpziiadagauiiduiwdsaiy wenduiudernuetdiadnads (usaaanasiuses ) doiuanIn1mame
o &
Hydroxypropyl methylcellulose (Hypromellose) @31 23

AMIIIANWINAKA USP 35 BP 2013 .
1. ldentification AU A
2. YSumueaendngy
- %Methoxy WLaz %Hydroxypropoxy | @739 % AU
3. Appearance of solution - ATIU
4. pH 5.0-8.0 5.0-8.0
5. Heavy metals NMT 20 ppm NMT 20 ppm
6. Loss on drying NMT 5.0% NMT 5.0%
7. Sulphated ash - NMT 1.5%
8. Residue on ignition NMT 1.5% -
9. Viscosity
- nadl Viscosity < 600 mPa-s 80% - 120% of the viscosity stated on 80% - 120% of the viscosity stated on
the label the label
- nadi Viscosity > 600 mPa-s 75% - 140% of the viscosity stated on 75% - 140% of the viscosity stated on
the label the label
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Qmﬂ&lﬂﬁ“’nd INAKA2aI Dextran70

anssianInaiia ‘ USP 35 |
1. Identification AT
2. Specific rotation (+195°) — (+203°)
3. Bacterial endotoxin NMT 0.5 USP EU/mL
4. pH 45-7.0
5. Loss on drying NMT 7.0%
6. Sulfate NMT 0.03%
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amaiiamMeinaikavas Dextran70 * (d0)

amAaiAnInaRia USP 35 ‘
7. Heavy metals NMT 5 mcgl/g
8. Alcohol and related impurities AT
9. Molecular weight distribution and weight and AT
number average molecular weights
10. Safety ATIVHU
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7.1 ENWLEAINANNTANHIANNAIAITDILT (Stability data)
7 1.1 Innstiaunzifousnuannni 2 § azdasfdmnwanuranTsfine Long term stability ol
SuRudalunzidonsnunusns
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napwmg : 619893310
1 = General requirement maama*'m'\s”uﬁm%’umgﬂuuu Eye preparations
2 = The United States Pharmacopoeia 35

3 = British Pharmacopoeia 2013
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