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81 Sod hyaluronate eye drop
VOILSINGTUIANUNINYS

®. AUABINNT &1 hyaluronate sodium ego mg/@oo mL eye drops, solution, o.en mL unit
dose 91U e,boo NABY (NABIAY bo nasn) (GPU : needa)
o WQUsEaed  19Snuilsamuisuarunaiiionszanm

. AuENTANT 1Y
m.e JULUY Wuasazaeusmnnidedmiungeam
alo dulszney i e viaen Uszneufesen Sodium hyaluronate o.0&% WA
oo MYUEUSy  usigluvaenlnainuivdmiuldvesan vuiaussy o.m ml
Faussylunaemioiiue
o.& AAMN - s8yeen dwuseneumendidyuarainuuse Tunde Judueny
aviindnuaziaungideusifuenliogndnuuuussyiue
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Finished product specification : Sodium hyaluronate o.e<% Eye drop

99 | Test items Specifications
® | Identification Meet the requirement
o | Ysuumiedingy .0 - @od.o % of the labeled amount of Sodium
hyaluronate
o | pH olo - ol.&
@ | Osmolarity ®co - @oo mOsmol/L
& | Sterility test Meet the requirement

Drug substance specification :Sodium hyaluronate (Ph. Eur. &.0)

® | ldentification Meet the requirement
b | Yinuseddy «&.0 - @o¢.0 % (dried substance)
o | pH &o-ae
& | Protein Maximum o.en %
AMLNITURITMYAAT WAL 'wqwﬁnnmzmmm‘
(nefe) WKJ %W iznmnIsuny b/&. Chloride...
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U0 | Test items Specifications
& | Chloride Maximum o.€ %
o | Iron Maximum <o.o ppm

@ | Loss on drying: determined on o.&¢oo | wo.o %
g by drying at @oo -eeo °C

& | Microbial contamination:
TAMC: acceptance criterion. Use & ¢ I~ CFU/g
of the substance to be examined

« | Bacterial endotoxins Less than o.& IU/mg

e o. nsifisanzifoundinisiiu (Waive) nsasivaeuiiasiesinisle TWiuenans
vangusananildsueyiiache
. Wd® Dissolution uar Content uniformity TluUBNANTUAMNITIHEUBEARANTATI
At mndlldudsneasdeaiidusaavlilulu coa
. Drug substance specificationfiansanaIntudAsIeNveEHan Drug substance
v3elulias eyt Drugsubstancevaaiinanendiiagy avulaatunih Salimsasvaevinseinsy
nnvite
& Wouludug
& duuamaienasnsidsueugintunsdewiiveniiesmirelulsemalneg uay
dued (declare) UVAINER
.00 Wafymstunzdoumiue Moo ne.n o.c uduinsd)
- Tunsaifidueindaluvszmalng e neo)
- Tunsdififugnindionsuuaussy (e vo.a)
- Tunsdifdugmindrannsasema (mneda ve.<)
.00 Wimotunundoun ne.e/t.e vwilauenm weuneazdumidemsauau
AN DIHARAST suitunglu (finished product specification) wavdermunauninyes
fmgiu (drug substance specification) nsdifiegsynitemswasuudasudludfisdin sefoauuy
wnasauInIenenIsueuily (8.¢) N wseu finished product specification way/%3e Drug
substance specification lngwawilunouiuvsemalszninsiadidnnsetind uayliiiu o U w
Fudsemealszmesinddnnseiind
&lo ONANTTUTDIINTZIUNTHERNEN
&lo.o nstleinanlulszmelng guandeslidiunnmirowisdesusounasgiunuan
MENINAILATIS MITIATUMIHEREN GMP-PIC/S vi3eifituin vesnsensnassnay luvsnngn
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¢l nstiilugnindraininsuna guiadosdiduunnmaeniidesusennasgiu
MIndngImamdninueinarisnalun1sudnen GMP-PIC/S (Pharmaceutical Inspection Co-

operation Science) lngwidgeu PIC/S participating authorities 2UUAEA M3TBUNMIATIVABY
lasiinansiusesfisTulsemalsenmasamdidnnseiind

&, LPNANTAUNNYBILITEUDTIAT (Funnwae)

a a o« Y a J . . LA
&m0 NANIATIVAATIWIAUNMRENTuTIvendn (Certification of analysis) Tugngudi
dudushetn

&alo wamscmmmswvwﬂmmmmnmwaqmmmﬂm (Drug substance) fildlun1suan

msuwaaﬁ]umamwwaamwammua vindningav

& Lanmwsawanmuuuﬂummﬁuﬁuésvw'ﬁwiumwﬁm*uam”mnﬁu'umﬁamﬁﬁ:y
(Drug substance) 98 &.m.lo uguMswinvewanineiendniagy (finished product) o .o

¢ Tunsdfunsifousnnnnit o 9 sefesfidunnmeanenanisfing Long term
stability snuiiguiudslunsdeuesuans waglafumsannausenenansnnglisunavesuity

¢t lunsiiunzfousnnifosnii b 3 axfesiidmunnmaonansinmanunsines
gnuiituidlunsousuuans waglasumsasnususesenasnnglisnunaveudsm

&.m.o ﬂSfﬁLfJumndu biological products #itu vaccines, blood products fiBdilonans
FUseINIHEN (Lot release) MMNTUAMBINARTNSUINNE NSENTNANGITUGY
&.& By
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¢.&. flauemmazfosiuasusileslnduunony wieloiianisidesaninge
Usemslagrousmualaglifideule

&.&.¢ nsdugniidouiuinnitgumadl b ssmiwaiia dosiienansuanwuaziusesi i
szuumafiuuazdndsendu Cold chain system #ildnasgiunsmdninast Good Storage Practice
(GSP ua¥ Good Distribution Practice)
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¢.x.o natioiauslilyediuwuy Original drugs) Fesfitenanswanisdnun bicequivalence
yoafiiauemsuiisutugduuuy Tas3snsanwdeadulumamdninusivazuuufudlu
MIANYITIANYAVDILATEYVRIEITINUAMYNTIUNITOMITWATE) NTENTHATITNGY

foilsvylunsdiidhod o uwutiunsdouroul we. beme uanuoiunguil

f. mﬁizu'j’mg'luﬂfiu Biopharmaceutics Classification System (BCS) Class e %38 &

9. giidsuinsinYIMAY (narrow therapeutic index drugs)

A. gfidinuANEATINNMSEISIWaLE1 Useniaindahinisfine bioequivalence (i
rruiiingnidu zidovudine (azidothymidine, AZT) erluguuuueniidinuUasmsuanydsssaen
dfty (modified release dosage forms) Wusiu
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