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Neomycin Sulfate , Polymycin B Sulfate wag Gramicidin eye drop

1. aen Neomycin Sulfate , Polymycin B Sulfate itag Gramicidin eye drop

2. auFuARlY
2.1 18u Sterile solution
2.2 Usenaume@ie Neomycin Sulfate equi. to Neomycin 1.750mg , Polymycin B Sulfate
5,000,000 units uag Gramicidin 0.025 me luten 1 ml
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3.1 Identification mi’;%ﬁi’mm’mﬁizﬂu finished product specification
3.2 Ysuaudnendnfgy 90.0-130.0% L.A. of Neomycin Sulfate equi. to Neomycin
90.0-130.0% L.A. of Polymycin B Sulfate

90.0-130.0% L.A. of Gramicidin

3.3 pH 4.7-6.0
3.4 Sterility A UAUNTEYTY finished product specification
Sauludue

1. wnansmslédfuoygndunadoumiusniiodmielussmdlnuazuanunasnan

1.1 luddymstunsibeus$uen me.2 ve.3 ne.d vie 8.2 wdusnsdl)

111 lunsaldueiindnlutssmnalng aneda ve.2 w3 o.2)
112 Tuns@dusniduiionsudsussy (mnefs ve.3 vie .2)
1.1.3  Tunsdfugndudianisuseing (uneda e.d v3e o.2)

1.2 Tudwetunsifoue ve.1vie 8.1 vewniauesian N3DUTIALBUANITAIUANANAINYDS
wAnSausmuiitunsdeul’ (Finished product specification) ﬂiﬁﬁagiswdnqmsLUﬁammm
uwAlufiuduagfasunuienasusediunnmanevssnisveudlusnndo Finished product
specification

2. 1ONETTUTBWIRTZIUNTHER
" lunsdifigwanlulssnelve dudndesdiduundemidesusoannsgiumsaang smumndninosi-
Bnsnalunsuine1veanssnswasisagy (GMP) Tuvaneeiausuns

[y

\ o
2 / AZNTIUNITAIVUARUBQ WIELANE

asINMT 3. m%a.................@/, ................... ATIUNT
(Wegay Jumuena) (U1eEuAINs ousudla) (mqana;#r%ww wilng)




" Tunsdifidusnindrannsrsdsema gudnsedidiunnmeenidesusonnnsgiunisuang) a
WANINEINENISTR UM INERE VeI sEINALRNER Y50 Certificate of pharmaceutical product

3. leNAnsAMANYAIONIE YD TIALSTIAN
3.1 wamIanTleTsinunmedndasivesian (Certification of analysis) lusnguidadusaegne
32 HAMIATIVIATIERAUAINIIGAU (Raw material) wasshenddyildlunisninersuiidadu
fegnaisvasaneuasinaningiu

%

3.3 NaMIANEIAUAIRILUTZEE1) (Long term stability) nasntiiengyvasennuneileu

4 eEeen
4.1 Jevenimsesdwinednetetieley 12 iheussydasidalufununanineasiBealdasuiu
aufifwualuiideruaudRna Uiy

4.2 ypaznssUNsRAsanAndengveanuansiunmshidfudegisenliinnsdlag

5. msUssiuguAeTdwey
5.1 angueseiideevedosiongluitiu 1 Uduantunda sufeiudaey
5.2 gmnandidawey aedesdsdnuiniwieluiusemanisiinssiensufidaeuvesduinuazly
Asgiingivvesnaningauldndneiuiidsey
5.3 Tunsdifimiresenisvitnmsguiiegseiidwouiiiedmsadirsiziaanin miesiensayii
misdefosvamiognen Insfveazdesdwfiudnaudnuiiviessnisdmnsslinssivay
HufsuRaveuaildinglunmsanalinsginuam lunsdiinuielidulunmupadnuasiams
mhenemaveanudnshisuinsanmaauenmefnamvesineuss/iednanluasuioly
5.4 funsagdudsurAuynnsdl Weslndvuneny wuaeng videidleiinnsidenan miauimunlag
lififeuly
6. Q’ma@wauﬁaﬂﬁwmamus'??amﬂjﬁmﬁmﬁuﬁmwﬁwmmszgnﬁu Ty iuguesefuvsesue
edudurnou

a

7. dueusesunavlviendndyaneunsuivun lunsdseluil

1Y

7.1 mhsnuiewniudyyinsdadeswesiafaiuilaemiesvnsiueietneusnisguaini 6

DAY

NSONITENTIAISITUFY

72 wensduanidiengieniannainemansnswmsifuluammnesgiu

73 wanfasienviadgniSoniiviunniomalasdinnuamuznssunmsemsuaser lugaeaa
vosdynnaiessue

7.4 wulgmaunmainudndusinendmasiegUienlasuen

8 Mu'am'lu‘uaamuﬁw%lm’%’uﬁmm’mﬁmﬁ’m%mﬁﬁﬂszi’agﬂSaﬂLﬁ‘uﬁuicﬂaéwﬁmwuﬂmﬂﬁmmimmi
wazen Tusseznan 1 U nauluiiugeslseninsian

/
ﬂ ANEATIUASAMMUAANAR YMTIANE

1 B st bameosnsssassassissnscs NIIUNNS 2. a30... 57T b e NSNS 3. AT ,-/V .................. NIIUANT
(Wegau Junuing) (W9EMIUNAT aUBNATR) (W gnssH wnlne)




