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Hyaluronate sodium bwomg/leml solution for injection
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T59WETUIAVUBIIY BNBVUBIVNIU 391IAaAT51H Uszdnlauuszann beba

Faw Hyaluronate sodium lwomg/leml solution for injection
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b.& VUIAUTTY
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11 o ml Usgnausae Hyaluronic acid sodium salt bo mg

wazusTgAaumiUaaniues

o mL
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UssglunTuEUsIIeIdausimane wissldau(Prefilled-syringe)
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NaﬂTW&i’aﬁmi’wﬁﬂmmmﬁu‘lﬂmu Finished product specification wag Drug
substance specification fionsdsanndusmiuatiuiaeaiu
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a.e Finished product specification

U8 Test Items Specifications
me.e | USuusagndnAgy
Sodium hyaluronate ae.0-ve.o mg/oml
Sodium Chloride e lb-e0.c mg/eml
melo | Identification MU
m.e.en | Phosphate Identification NI
mec | pH D.&-0.&
m.@.& | Dynamic viscosity co-o&o mPa.s
men | Osmolarity o&o-md&o mOsm/L
m.e.e) | Particulate matter Meet the requirement

Size2 @0 Lm

NMT o,000 particles/container

e
o
QY R M T [
(wwalswa wasainalay) (unegme Uan) (unaanavigaan 1Aki)
UsEsUNTSUNSATULA Spec NITUN1TATVUA Spec ASSHANSAMIUA Spec

qmﬁﬂwmailﬂ’z‘t'é‘mﬂ’l Hyalurenate sodium wemg/eml pre-filled syringe (GPUisogaoa)
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W o 90 &

e Size2 ®o pm NMT boo particles/container
m.e.c | Sterility HIINIU
m.e.c | Bacterial endotoxins NMT o.0¢ EU/mg
a.e.eo0 | Extractable volume b.oo-b.lbo ml

m.lo Drug Substance specification :

9 Test Items Ph.Eur. @o.0

ab.a | Usunuiieddsy «&.o-@od.0% of Sodium hyaluronate(dried substance)

slo | Identification ATIVATU

oo | Intrinsic viscosity wo.o-awo.0% of the value stated on the label

m.b.e | Appearance of solution | Solution is clear and not more thano.oe (absorbance atooonm)

no.& | pH d.o-®.&

mlbbo | Sulfated NMT @.0% If the product is extracted from cocks’combs o
glycosaminoglycans

mo.o | Nucleic acids NMT o.& (absorbance at lb'oonm)

mb.c | Protein NMT o.@%

mo.e | Chlorides NMT o.&%

ab.e@o | Iron NMT @o ppm

m.b.ea | Loss on drying NMT wo.o %

ab.eb | Microbial count Total | NMT eoo CFU/g
aerobic microbial count

o.b.een | Bacterial endotoxins NMT o.o& IU/mg

wnga, - nsdifmamaiouudimsiiulwalve) nsasaedeuiiasiersantsle Widwenansmdngrudenaniildfuouifsme
- Drug Substance specification imsananluiaszsivesiinan drug substance ialuTasest drug substance YDILHERET
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NISUNSITVUA Spec
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AuAnBuELeNEeT Hyaluronate sodium bomg/eml pre-filled syringe (GPUistowmod)
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qmé{nwmma vz Hyalurenate sodium leemgleml pre-filled syringe (GPUiroeaoa)
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e, WevaTunsitou oo 1o b.e Ya9EITLaunsIA
w%’amwan‘iaﬂﬁq%’amimumuﬂmmwmaqwé‘mﬁmﬂﬁmmﬁﬁﬁuwﬁau (finished product
speof‘cahon) LLﬁu‘U@ﬂWWU@ﬂﬂJﬂWW‘U@G’J@]ﬂ@U (Raw material specification)
ﬂiﬂJ‘VlE]EIS winnsiasuudamdludagy HDIUUULNATE NN NEIMTVBLALY
wwieu finished product specification ag/M3e Raw material specification
Inevauilunoutiulsenaussmasimdidanseiing wazliiuss o
WlsEMAYsEMATIABEAnTatng

<l Tunsdifienanlulszmelng
Ardndesiidnunnmaieniidosusewnnsgunsadnemumsninee
LLﬁw’Jﬁm‘i‘ﬂﬁi‘uﬂ’]‘iWﬁfﬁl‘U@Gﬂ‘EuVli’JOﬁﬂ'ﬁW?ma‘U(GMP/PICS)
"l‘uwmmmwLauamaawmqmmmaumsmﬁmaau
Ineiinanistusesdieiuiiauesinuasiudingane
z.o Tunsdiidugnidaindsusema
HHAnFRelleNa TS UTBININTTIUNTNERE P ANN LAY RN ST RS R e
29UsY mﬂwwam %39 Certificate of pharmaceutical product Quumammmaumﬁmnaau
Iﬂauwamﬁmmm'swLauaw-ﬂl,l,au';uwwamm nmwmuauﬂﬁl‘amwﬂmwiammaaﬂqw
Aodlasumssusesatuulalaganius ﬂmlmﬂ'zumﬂiummuu

& dlunmEglenasANENYAZIaNIY VB TIlEUET1IAN
.0 HAMIATITIATIRMUA KGR SuTid 1S agUresiuan
(certificate of analysis of finished Product) 1u%1’1‘i'uﬁﬁwf]uﬁ"aashﬂ
&lo HAMIINITAATIIRUNMINGAVRaw materiallvasirendndy lFlumsuinjuids
Husedwimesduinsuasduanngiv
¢ WaMIANIANNALIIlUTEEYE YD (Long term stability)
ARanTIe IR ITUnz T
& H318aunsfinymienainClinical trial) 1uml’mmwuaml°u
Tuanafiaszansrauazanudaansefildsunsifusivo s
¢o nsUsziuAMNNEITidLey
€0.0 DIV
- 9nguesendoalifesnin e U
- masuaqmﬁeieuaué’aalﬁz’ﬂﬁhjﬁaam'q o U Muainiudwauy
&.&lo gWNTIATdEY mmaaaammewmsﬂmmaqmam'i'smiwmmiuwaquawmmmmm
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(Wealgne wavaininug) (wrgmna nUédn) (Wnamriyaan vdla)
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AuAnuLLwYeT Hyalurenate sodium memg/eml pre-filled syringe (GPUisognod)
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