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ﬂzlms*?i 1 Hydroxypropyl methylcellulose (Hypromellose) 0.3% eye drop, 10 mL
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Zom Hydroxypropyl methylcellulose (Hypromellose) 0.3% eye drop , 10 mL
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2. 1w 1 ml Usznausdas Hydroxypropyl methylicellulose (Hypromellose) 3 mg
3. fimsnuiFedlszunn Disappearing preservative iduduilsznay
4. msﬁg'lummwmaﬁnﬂs’mmnL’faﬁaoﬁw,m dmsunpaaan Ysuas 10 mL
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1. USanauemendngy 85.0 - 115.0% of the L.A. of Hydroxypropyl methylcellulose
(Hypromellose)

2. Identification ATIVHI

3. Sterility ATIHIU

4.pH 60-78

5. Y581 Preservative mmmumuﬁsth Finished product specification

6. Minimum fill ATIINUANN General requirement 2 BILNFTRITUEATL
Finished product specification gﬂu,uu Eye preparations
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1.2 \wérwadunaifoue ne.1 wie £.1 vasenfilauana wihunanduaridemInugua NN
naarTauntunziiuwly (finished product specification) n‘stﬁﬁag:s:mi'nmﬂﬂﬁﬂuuﬂaau,ﬁ"lw‘i'ul,ﬁu
il:@’fadl,l,umana’ﬁé’nmﬂ’lwd’mn’\wauﬂm (8.5) "W3p4 finished product specification UaL/HAI0 Drug
substance specification
2. LENATIUTAINATIIUMITHEAL
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5 NIAALUNINEALNTBINTINTIETIIUGY (GMP %38 GMP/PICs) Tunanagfauasiy
2.2 nsdimdugingrenaelsuna grRadsdimnmniamiiieiusasnasgmmapaamana
m"’nmmﬁ%ﬁms‘?{ﬁlumwﬁmmmaaﬂs:mmq{wﬁm %38 Certificate of pharmaceutical products
3. mﬁ'muaﬁaaLﬂumﬁu’%ﬂ'ﬂLﬂu;gwaw%'a@mm'imum (LEASLDNEITUTAY)
4. ﬁ'nmmwn'wmanmsqmé’numwaomﬁmuaﬁm
4.1 wamsanNiiasigumwKAanIinaEe (Certification of analysis) 'lumjuﬁziatﬂuﬁaazha
4.2 Namwﬁﬁmﬁ:ﬁqm’mf@qﬁu (Raw material) maqﬁ"amﬁ"lﬂ"mﬁ'lﬂumwﬁmm vﬁmawﬂ"mﬁﬂm
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Hydroxypropy! methylcellulose (Hypromellose) a3i4 me@

andulanunaia .. USP:35 BP 2013 L
1. identification AT AN
2. BBnmdendagy
- %Methoxy Waz %Hydroxypropoxy | @333/ 1% AT
3. Appearance of solution - ATIFHIU
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
- N3t Viscosity < 600 mPa's 80% - ‘120% of the viscosity stated on 80% - 120% of the viscosity stated on
the label the label
- N34l 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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7. LaNETUY
7.1 FUWIURAINAMIANBIAUAINIVEILN (Stability data)
7.1.1 lunsdidunzdouerunannnia 2 § szdasfidgiunmanenanisdinm Long term stability ol
faRudulunzdousnuuaas
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1 = The United States Pharmacopoeia 35
2 = British Pharmacopoeia 2013
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