waninaueinsusziiuA1Uszansnindasian (Price Performance)
hyaluronate sodium 40 mg/2 mL solution for injection
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1.1 Active Pharmaceutical Ingredient Specification # 5

nsalasunssusestumisien Official Pharmacopoeia

: 81989 USP,BP,Ph.Eur, IP,JP aliuanan wazudlalunzidewsiiueuds wialuenduuwuy 5

: 19819 USP,BP,Ph.Eur.IPJP atiuangn widsldlawnluluneideusiiuen a

: 913819 USP,BP,Ph.Eur.,IPJP atulminitszniassysinsen wazunlalunzieussuenudn 3

: 919819 USP,BP,Ph.Eur.,IP JP atulminitusznimssusinsen widalalduilelungdeusiisuen 2

: 919819 USP,BP,Ph.Eur.,IP JP atusudseniassysinsewasuilvlunzideusisueuwan 1

iispyhsienigsdmiessdmansisen 0

nsallailasunissuseslusiigen (Non-Official Pharmacopoeia)

- 91984 In-house specification fiaonndeaiu general chapters mmﬁswlﬁu USP,BP,Ph.Eur.,JP atuage, ICH

Guidelines (Q6A) wazuilvlungiloussueual vsalugnduiuu 5

: 1 91484 In-house specification fiaonndosiiu general chapters muﬁ'ﬁxqi’fﬂu USP,BP,Ph.Eur.,JP atiuangn, ICH

Guidelines (Q6A) wadialsilaualalungifeussuen a

- 91984 In-house specification fiaonndnaiu general chapters mmﬁswlﬁu USP,BP,Ph.Eur.,JP atuluiinin

UsgnAsEuinaen, ICH Guidelines (Q6A) wazudlulungilowsinSueudn 3

- 91984 In-house specification fiaonndoeiu general chapters mmﬁ?ismﬂﬁu USP,BP,Ph.Eur.,JP atuluuinii

UsgnAsyysinsen, ICH Guidelines (Q6A) uslallaululungileusiuen 2

: 81984 In-house specification ﬁaamﬂﬁaﬁu general chapters mu‘ﬁiwl’ﬂu USP,BP,Ph.Eur.,JP atuauusenia

523187, ICH Guidelines (Q6A) wazunlvlungidoudiueua 1

: ldsgysaenfionsBasedsBanateigen




1.2 Finished Product Specification # 5
nsalasunssuseslusisen (Official Pharmacopoeia)
: §738le USP,BP,Ph.Eur.IP,JP atiudan wazwdlulunzifousisueudiseylulue.5) vsedueiduuuy 5
: 919819 USP,BP,Ph.Eur.,IP,JP atuangn unglalawnlulungiieussuen q
: 919814 USP,BP,Ph.Eur.,IP JP atulminiszniAssysingen wazunlulungieumsuenud 3
: $7989 USP,BP,Ph.Eur.,IP JP atulmindnsznmaszysiisen uadaladlduilulunzdeussuen 2
: 919819 USP,BP,Ph.Eur.,IP JP atusudseniassysinnewasu tlulunzideussueuan 1
: laiisqG‘hiwEJ7‘17'1"51&?Jw%aé’w%wmaﬁﬁwm 0
nsdilalleisunissuseslusisen (Non-Official Pharmacopoeia)
- 97984 In-house specification fiaonndnaiu general chapters mu‘ﬁiwi’ﬂu USP,BP,Ph.Eur.,JP atuaae, ICH
Guidelines (Q6A) wazuAlulunzidoudSueua viieusduluy 5
: : $7484 In-house specification Tidanndasiiu general chapters anafiszylilu USP,BP,Ph.Eur. JP atfudan, ICH
Guidelines (Q6A) uadslallaunlalungifousisuen 4
- 97984 In-house specification fiaonndnaiu general chapters mu‘ﬁiwi’ﬂu USP,BP,Ph.Eur.,JP atuluiinin
UsgniAszusingen, ICH Guidelines (Q6A) wazuilulunzidewsinSueudn 3
- 91984 In-house specification fiaonndnaiu general chapters mmﬁﬁwiﬂu USP,BP,Ph.Eur.,JP atuluiinin
UsgnAsyysinsen, ICH Guidelines (Q6A) usilallsiuflulungideusiuen 2
- 91989 In-house specification ﬁﬂamﬂﬁaﬂﬁu general chapters muﬁﬁ:ﬁyi’ﬂu USP,BP,Ph.Eur.,JP atuauusena
52YAN5181, ICH Guidelines (Q6A) wagunlvlungidoudsueudn 1
ilszyhsienigsdmiessdmansisen 0
2. gruaniivisivinisiiseussleviron sty 90
AT
2.1 Long term stability #1111 ASEAN guideline on stability study of drug product 10
dIn15finw long term stability wag Accelerated stability #1131 ASEAN guideline mummmqmuuaam(z?ﬂ) e 10
Tran13fine on-going stability Uneuttagiu uaziiienasuaniasuiiu
4in13fnw1 long term stability way Accelerated stability @11 ASEAN guideline mumumqmuuamﬂ(zﬂ) uagdl 8
HANT3AN®1 on-going stability Uniewttagiu
din1sAne long term stability ag Accelerated stability @13 ASEAN guideline mummmqmuuaam(z?ﬂ) Lhpi 7
Liiflnan1sfine on-going stability UrieutUaqiu
:$in13finw long term stability uaz Accelerated stability 9131 ASEAN guideline AsusmaegeuuaaIn(2l) waly 6
dnan1s@ny on-going stability Unewldaqtu
4in1sAnen long term stability tag Accelerated stability TaJuluanu ASEAN guideline ATUANUBDIEYIUURAN 5
(30) uazilnan13Ane on-going stability YneulUagdu
AIn15AN®1 long term stability Lag Accelerated stability Tai¥ulumnu ASEAN guideline ATUANNDIYLIUURAIN 4
(29) wazdinan13Anwn on-going stability UneutTaglu
4in1sAnen long term stability ag Accelerated stability TaJuluanu ASEAN guideline ATUATUBDIEYIUURATN 0

wailiifinanisfinwn on-going stability Ya1am




: 139U Active Pharmaceutical Ingredient Specification ﬂiunﬂﬁaﬁamaﬁ Universal tests Wwag Specific

tests ¥84 Supplier 30 Manufacturer wagin1suananaluguiuuduay eniiu ¥de Physical description

SszaunsainslilulsmenaniuaiunslneunislflunsinunfuazidnoglutyTsedoslsmeiurand 15
Fiszaunsainslalulsewenunadain UHOSNET aundndess indeulaeifunislélunissnuiund Ghonansuuy 5
GE0) w%aﬁsm%aasﬂu Approve vendor list (flenansuuuuans) vierunsiinnsanlaeanznssuns wieduend
Ismenunaiansandesldmaunudans

laifiuszaunisainsly 0

: 391U Active Pharmaceutical Ingredient Specification ﬂiunﬂﬁaﬁamaﬂ Universal tests Wag Specific

tests W83 Supplier 39 Manufacturer LLﬁiﬁmiLLamNaTugﬂLLUU "Conforms,Complies,Not detected,N/A"

- M397U Active Pharmaceutical Ingredient Specification U1sageuss Universal tests way Specific
tests ¥04 Supplier %30 Manufacturer Wagin1suananalugUidaUsuna (Quantitative date) visafuaY

BnLIU 919 Physical description

- 9139110 Active Pharmaceutical Ingredient Specification U19aga909 Universal tests wag Specific
tests U89 Supplier 39 Manufacturer LLazﬁmiLLamNalugiJLLUU "Conforms,Complies,Not detected,

N/A"

: 939NV Finished Product Specification ﬂiunﬂﬁﬁa%ﬁ Universal tests Wwag Specific tests ¥84

Supplier %38 Manufacturer uagiinsuanaraluzUwuuiLay snviu Wide Physical description

5
- @591 Finished Product Specification ﬂiunﬂﬁ’a"ﬁa%aﬂ Universal tests Wag Specific tests U84
Supplier 50 Manufacturer LLﬁiﬁmiLLammaiugULLUU "Conforms,Complies,Not detected,N/A" 3
- 197U Finished Product Specification 119¥av89 Universal tests Waz Specific tests U8 Supplier
30 Manufacturer wagiinmsuannaluguiBe3ann (Quantitative date) nefuay snviu ade Physical
description 1
- @397U Finished Product Specification u19%3a984 Universal tests Wag Specific tests 909 Supplier
%38 Manufacturer LLazﬁmiLLﬁmNaslug‘ULLUU "Conforms,Complies,Not detected, N/A" 0

HFULUY 30
A5n1sAnw1duuuu Randomized controlled trial W3susuAUdULUY AfRluNTENININTUNNG 20
A5sAnwufunuu Randomized controlled trial luilalU3suiiunuenfunuy Auilunsaismenisunng 15
A5n1sAnw1uuuy Non-Randomized controlled trial fifiuluasansmenisunng 10
A5n13ANYILJULUU Comparative studies wuu Cohort studies (Prospective) ANUNIWINTAI5N19N 15 WNE "
AmsAnwidunuy Comparative studies Wuu Case-control studies (Retrospective) ARUWIUNTAITNIINITUNNE 5
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- 1LNaNTUanInIsvin Risk Assessment Report for Elemental Impurities 493%3 Finish product ag Active

Pharmaceutical Ingredient kagdln1suanINaN1TILATIZIA Y0919 Finish product wag Active Pharmaceutical

:N1vuzUTIUnatin linunsiidy ieanmsuuleulunsuimseuasiiivanuazaniunisialden

Ingredient > 3 JUYBINTINGR 10
- 19NaNTUanInI5Y Risk Assessment Report for Elemental Impurities ya9iis Finish product ez Active
Pharmaceutical Ingredient WANNIULERINANITIATIZI UVBS Finish product Wag Active Pharmaceutical

Ingredient 1 Ju YBINTHER 7
- lifllenansuananisvia Risk Assessment Report for Elemental Impurities Lafinan15ns1a Elemental impurities

o Finish product Uag Active Pharmaceutical Ingredient > 3 JUv8IN1THER 5
- Lifilenansuanan1svi Risk Assessment Report for Elemental Impurities w#iinan15m529 Elemental impurities

yauia Finish product uag Active Pharmaceutical Ingredient 1 $1 ¥89n15H&N 3
- lifllenansuananisvia Risk Assessment Report for Elemental Impurities Wagdinan15m339 Elemental

impurities 984 Finish product %38 Active Pharmaceutical Ingredient Wissegdlaegnanils 1
- 13ifin3911 Risk Assessment Report for Elemental impurities wazliifinan15¢s1a Elemental impurities 0

nsdhuiidiestesiuuas vng miegsevesussytudiaunsadesiuuasls

aRnnesaaInefnuuuaivluiun1yusussy

wundnsnenulymamudeunnissueswaniae (product defect) ielgymiulsyansnin anulasnsiy

sunslgmannislysuees Device
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