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b | Carbomer b mg/e ¢ and Cetrimide @oo mcg/e ¢ Eye Gel LONEITHUU b
o | Hypromellose o.m% and Dextransdo o.@% Eye Drop LONEITLUY o
@ | Hypromellose o.m% Eye Drop LNESIUY &
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o | Ranibizumab @o mg/ml Injection LBNEISULUY o
o | Hyaluronate sodium eco mg/@oo ml Eye Drop LBNETLUY o
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ANANBZLANIZYDIY

Aflibercept 40 mg/ml Injection
Foen Aftibercept 40 mg/ml Injection

AauUAnNIlY
1 Wuansazangla Unannde dwduladniviue (ntravitreal)
2 Unausmeasia Aflibercept 40 me/ml TuuSinns 278 microlitres

3 UnglunrurusIIendn Unannie
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4 amNUUNABIUTIAUTIABIsTUTaNIIAT Foanlyniaen daudszneusendidny Amnuuse Tunde Judu

o
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974 Larvinan wastarzideumiuen Lidaau aanuunsusussindudasiesawesdossyyliosmie

Fenan1sin druusznausiendidny auwse ununeny uasiaudinas idaay

Anssdivnaaiia

1. Identification m’mmummﬁix@u Finished product specification
2. Total protein 36.0 - 44.0 mg/mL

3. Potency (Cell based bioassay) 60 - 140 % |

4. Purity m’s'«nhummﬁi:ﬂﬁ Finished product specification
5. pH 59-6.5 '

6. Isoelectric focusing mn&i‘mmmﬁiz‘lﬂu Finished product specification
7. Endotoxins content Not more than 0.4 EU per mL

8. Particulate matter mnchummﬁiw’lu Finished product specification
9. Sterility : m’mﬁhumuﬁﬁzﬁﬂu Finished product specification
10.Extractable volume Not less than 0.1 ml
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1.1 Tudfeymstunzileussuenlann v2.2 v8.3 ng.4 ¥59 8.2 udusnsdl
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e

12 TuAnaelungidyuiiuen vie.1 3o 8.1 wiauswazdanhiomsmunuanamvemansusinudiiy
nzil gy (finished product specification) uazdan vuanua1nysa¥n 97U (drug substance
specification) nsilfiog s¥iemsdsuntawalyiiudy awdosiuuionaisnmsvausly (8.5) vy

finished product specification wag/v3a drug substance specification
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BNA AR DILNEN I SUSDINIATHIUNNTHARBIM VA NLNUTLAZTENSNALUNTIHERET PIC/S (Pharmaceutical

Inspection Co-operation Scheme) I8 PIC/S participating authorities atuaignn1usounIs

Ao Laedinan1sfusasdisiulsznialssniasimdidnnseiing (e-bidding)

3. WNASANA NV MLALDTIA

31 sANIANINATIFAAUNMHAR AN IS agUeuEn (Certificate of analysis of finished product)
luensuidadusaegn

32 #AMSATIANATIRIANNNINGAUVBITIENEATY (Certificate of analysis of drug substance) dlunis
i neguiidaiushagng viavea dudnen uay duaningiu

33 wnasvsevangududumiuduiudssminagunisndn vesingivassiienddn (drug substance) 4o
3.2 fusunisuinvessdndamiendniagy (finished product) 9o 3.1

34 mamsfinw long term stability nasntisorgvateitunsdeulifudiinnuanenssunsemsuay
INIENTENTITUAY

4. §peinen
v 24 3 QU i i £ t LY ) = Q) = v v k%8 o o
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AMANELLANIZYDIEN

Carbomer 2 mg/g and Cetrimide 100 mcg/g Eye Gel
Foen Carbomer 2 mg/¢ and Cetrimide 100 mcg/g Eye Gel

Aaudinaly

1. iWuaala Wifd Usmainide dmsuveanm

2. Usgnausmemen Carbomer 2 mg/g wag Cetrimide 100 mce/g Iu‘lﬁiﬂ@l‘susm 10¢

3. vssgluvaendmiunan Tnaln Usimainide ussadamsitotuss

4. anAUUUSTIAAREassYy Jeen druusznauiendidey uazamuusa Sundn ’Yu??um&; \uTaRuAY

wunsioumivenlisgwdaaunay aanuunvuzussygiedesdasyyfien drulsznausienddn

brd

ANILTY TUiue1Y Lavlatiings

AuauUinIaia
1. Identification mwc&mmmﬁssﬂu Finished product specification
2 JnaaiAyy 4 56.0 - 68.0% of the labeled amount of Carbomer
90.0 - 110.0% of the labeled amount of Cetrimide
3. Sterility m’m&hummﬁizﬂu Finished product specification
4. pH m‘saﬂﬁhummﬁ%ﬂu Finished product specification
5. Osmolality mmﬁhumwﬁis@u Finished product specification
6. Viscosity mwmumuﬁﬁzﬂu Finished product specification
7. Related substance m’;w'\u@’mﬁ‘ﬁzﬁu Finished product specification
Roulvdug

1. wnansnisladueugatungdeusmsueniiodmialulsemalvauazdung (declare) unasean

1.1 TuddgymatunzilauiiSuelann ne.2 ve.3 ne.d ¥39 8.2 wdunansal
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12 Turelungilsumiven ve.1 w3e 8.1 wiouswandeamionsmuanaunwrawind usinuivy

7

nzil gy (finished product specification) waz 48 A1MuUARN AINTDITA 07U (drug substance

specification) n3tiNg ¥ nInan1silasuslasdlaiiuiy asdoanuuenalsnisaausly (6.5) uiwsou

Y

finished product specification wag/u3a drue substance specification
p o g P
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3. L9NATIA A NYRIL DI TLAUDSIAN
31 HANIATIVIATIVAUN N AR S U1 NTVFUeENER (Certificate of analysis of finished product)
Tuenjuitdadiusegs
32 HAMIATITlATIEiRUA M IRgRUYesEdATy (Certificate of analysis of drug substance) WlAlunns
nAReNFuTidTusod aves ddnen uas dudninghu

s

33 wnasvsananguBuduamnuduiusssninasumsudn vesingauaaiied1fgy (drug substance) 19
3.2 fusunsudnvenansdamiendniazy (finished product) 98 3.1
34 wamsAny) long term stability nasnyisegratenTunsleulidudninnuanenssunsemsiay

EINIT NI IULAY

4. shaeaen
MR winedwednniey 2 mihsussydundudufmunuianieasidealdasuiiu auiidmunly

R aauRIlUTsukassunsHandsiuiulute 3.1
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ANANBEIANIZYIEN

Hypromellose 0.3% and Dextran70 0.1% Eye Drop
%'am Hypromellose 0.3% and Dextran70 0.1% Eye Drop

anaianaly

1. divansazany Unemnnide la Wifd dwiulineenm

2. Uznauseisnen Hypromellose 0.3% way Dextran70 0.1% luusunas 0.8 ml uazusiAananshude
3. umalunrugnanain Ueandedmsuneann dmiuldael 12 Halu

4. annuuussafsidasssy Joen druuszneufenddty uasmuus Tunde Sudueny wuindn uaz

wvsiUsumIug i adaluiay aa1nuuNTLEUsIIeIedtesfaessydos) AuLs Tuduey

WAL LAUTHES
Anadin1uvata
1. Identification ‘ mmmumuﬁﬁzﬂu Finished product specification
2. Yiunausnend @y 85.0 - 115.0% of the labeled amount of Hypromellose
90.0 - 120.0% of the labeled amount of Dextran
3. pH 6.0-8.0 ‘
4. Sterility m’;’%mummﬁ‘smﬂu Finished product specification
5. Osmolality 240 - 320 mOsm
6. Viscosity 4-15 ¢cps

< =i
Wauludu 9
1. wenansnistesuveyanetunzieumsvenied e lul szmelneuazdiun (declare) uvainds
11 Tudrgymstunsiiousisuesnloun ve.2 ve.3 va.d ¥39 8.2 uausns
12 TuAwalunsilouisven ne.l v3e 8.1 wiousigazidanidanismuauauninusmanduinuiiy
nzil gy (finished product specification) wagdonivuannu n1mea3iagav (drug substance
: ; T ‘ (=i Cres - o : Mo ; v
spedification) 3108 331NN RLULUAWALUTALAL 236 20 UUIANAITNITVOLA LY (8.5) wnTay

finished product specification waz/%38 drug substance specification

2. AN TUTRINNSHIUMSHERED
AN AR 91L1LANENTTUTDINNTTIUNINARY WLV NINATLAI5N15NALUNIKNESET PIC/S (Pharmaceutical
Inspection Co-operation Scheme) Iagviaga1u PIC/S participating authorities a0 UA14A#1159UNS

m30v lasdinanssusasdaiulsymeusemesindidansatng (e-bidding)
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3. LONANIARANYL YD LALDTIA

31 6aN1IRTIVAATIZRAMN MK AR AuAiednTagUvasduan (Certificate of analysis of finished product)

32

34

Tugnjuiidadusiagng

HaN3ASINIASIVAUMWIRgRUTaFieEIAty (Certificate of analysis of drug substance) lalunis
nansnguiidutiusogg s AHARYT Uay HHAnTRgRU
wnasvsanangududumuduiusseninegumsnan vasirgivtasiiendidn (drug substance) 4a
3.2 fusun1snanveIndnfuTiendniagy (finished product) 4o 3.1

NaM3ANY long term stability maammmqsu@ee;wﬁ%wmﬂwﬁﬁuﬁwﬁmmmﬂﬁmmsmmma:

gININIIATIIUEAY

4. §peaen

fnededainedvensgidey 2 viheussdurdaluiwuansisaziBoalansudiu muiidmunly

denauauUiHlUT R Lwaeisumdndeiuiulude 3.1

5. myUszAuRuAmefidway
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52
53
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AUNIUAMEATTUNITANMISLASEN

0. @maé‘fadﬁ%’uamwmaa MINAUENITUNITHAUNTT VUL IALUIZNIASDI MUUASIAINANeT Lagla

o

Muun sIAnaneiaueld wis fiuszmases Ul mdnuiand wazldraseasmsianassenauall

NANMSIINUATIAING1INTBNTABIDITIARIEATDITIENITEITLAUDAINIINAITBUENITUTENINTIA

sdnnyelnd uaragsyriwhdyawielidenniunudan fuedecisuansiaamuussnie du

NauY 3 NENENIEUUAT (18NATSHUY 3)



/

AANWYSLANIZUBIYN

Hypromellose 0.3% Eye Drop
Hoe Hypromellose 0.3% Eye Drop

GLIGE Y
di dv teiy o % b7

1. Wuansagany Unannga la Lilid dmsuldveanm

2. Urnausnamen Hypromellose 300 mg/ 100 ml USuasussy 10 ml

3. Tansfudeuuuaassiale (disappearing preservative)

4. ysslunwugnanadndwiiunesam Usannge Jesduukeas mauzussagnansalalilangdmsy
ntaldnsansn wazanunsavenenliagealnEws

5. ANNUUUIIVIUFITEY Foe1 druusenaumendifiny wazeuuse Tunde Tudueng wanndn uaz

winudeumsvenliognsdninunay aanuunaususseIegtesdosszyTes dulsznausienddy

b

ANLTI FUFURNY WAZIAIHER

AuaUAn 1watia

1. ldentification m’sﬁamumm‘ﬁi:ﬁﬂu finished product specification

2. Gunudiandfy 85.0 - 115.0% of the labeled amount of Hypromellose
3. pH 60-178

4. Sterility mwmumuﬁizﬂu finished product specification

5. Volume in container mwﬁhumuﬁi%ﬂu finished product specification

6. Osmolality m’m&hummﬁ'izﬂu finished product specification
Rouluduq

b Laﬂéﬁmﬂﬁuag@m%wmﬁauﬁw%Ua'u,ﬁaﬁwmaiuﬂ gnrlneuazdund (declare) uwviaenan
11 Tuddeymstuns Teusduanldud ne.2 ne.3 ne.4 vw3e 8.2 udusinsdl
12 Tudmatunaloumiue el wSo 6.1 v-q%’amwauﬁmﬁﬁamsmuauﬂmmwmawamﬁwﬁmuﬁ%u
neil oy (finished product specification) kastanInuanm A NYsIiagAt (drug substance
spedification) nsaifiagsywinamsasuulasudludivdiy axdesuuuienarsnsvoudly (8.5) umiay

finished product specification Waz/%3a drug substance specification

2. eI SUT BN INNTHEREN
A8 97 2981LoN AN TIUTBININIFINNSHARIPUNS NN T UAY TSI M SAALUNTIHERET PIC/S (Pharmaceutical
Inspection Co-operation Scheme) lagni3aa1u PIC/S participating authorities aUU&18ARINTAUNIS

a

avaeu lagdnamssuseadaiulssmelsninsiadidnnseling (e-bidding)
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3. LONANTAMANYMETDIENILEAUDIIAN

3.1 WaNIATITIATISRAUAMNER SuneduSaUvaduER (Certificate of analysis of finished product)

32
35

3.4

Tugnsuidatusiodng

e

N MIRTINLATIERANANIRgAUYaIETEde (Certificate of analysis of drug substance) Mldlunns
nanenguRidnluiiodn vawas dudnen way dudningiu

£ £

A s anangududuANUFNTUSTENINTUNINER Y9aingRurasanddny (drug substance) 49
3.2 fugumsndnvaedniasiendniagy (finished product) 4o 3.1
naM3An® long term stability paantiseigasemunsilsulidudinnuauznssunisamisuay

YINTENI AT

4. fpensen

fu1enesd o negatoy 2 niisussyduasaludunuuanisisazidealaasudiu muidmunly

ndenaanTRAh U wukavisunmsndndsdiudulude 3.1

5. MmyusyAuAuAEIRdINeY

5.1
2.7
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TAVLDUAANANYULIANIZVIY

Latanoprost 0.005% Eye drop
Faw Latanoprost 0.005% Eye drop

auauTAn 9l

1 Buansazansla Willd Usimnde Tdmsuneeam

2. Usynaueesen Latanoprost 50 meg/ml TuuSunns 2.5 ml

3 usslunwusnaaRnUTIATNde dmiuveanm

4 aaNUUAEDIUTITIRRITEY F08n druusEnausiendify ALus Tundn Tununony taviinas
waziaanzlousiue Wdaau aanuunivusussaidudanegitiosdosssudosviatoniainisdn

MU sINaUMedIAY ANULS TununeNy wasauas 1idaau

AusIdAnIumnalla

1. Identification nsvshumwisslu Finished product specification
2. UsunusendAgy 90.0 - 110.0% labeled amount of Latanoprost

3. Sterility : m’;ﬁ)mumm‘ﬁ'i:@u Finished product specification
4. pH mwﬁhumuﬁizﬂu Finished product specification
5 Assay for benzalkonium chloride mﬁ'ﬁ)&huwmﬁisﬁlu Finished product specification
6. Osmolality m’m&hum’mﬁﬁzﬂu Finished product specification
7. Particulate matter m’mﬁimmmﬁizﬂu Finished product specification

teuludu 9
L anansnisiasuaygniunslswisuveniedmhslulssvdalnauazduns (declare) unasnan
1.1 TudAymstunzifeousnuanlaun ve.2 n8.3 ne.4 w38 8.2 ududnsd
1.2 TuAwatunzideudiiuen na.1 v3o 8.1 niausivandeaiidan1snIuANANA MY INERN T
pRin P 2 Sl 5 ) a O N
AIUNYUNEUEU (finished product specification) Laz1DAIMUAANNINUBIIANAU (drug
substance specification) N38iN9E3xNINTUASURAMALUANAN 32F9IUULIENE1IN15U

unly (2.5) uwdou finished product specification uaz/%39 drug substance specification

2 LBNFIIUIDWNTTIUNTHERED

U

BHEAR 890N A155UTININTZIUNIHAREIMuNARLINNTILAEITnSRRlUAIINERET PIC/S

U

(Pharmaceutical Inspection Co-operation Scheme) laguia 3 PIC/S participating authorities

@

atumannusaunsnsiaasu laelnanssusesdiaiulssmavsznmanaiddnnsating (e-bidding)
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3. LOnASAAANYIEYBIEN TAe TN
51 mamsm'gfﬁmeﬁqmmwNamﬁmsfrmﬁ%%agﬂfumcjmﬁm (Certificate of analysis of finished
product) Tugnjuiidafusegng
3.2 wansanlensiaunmingauvesiiendfiy (Certificate of analysis of drug substance)

P
= = L 1 £ 3 <

Mlunmswdnensundadufmedn visves fudne uay fnaningiu

1
<4

3.3 wnarsviendngiududumuduiussenitajunisudn vasingauvesiedide (drug
substance) 98 3.2 fusumsnanvomaniusiatdniagy (finished product) 8 3.1
3.4 wansfnw long term stability naanyivergvesemzunsilaulifudiniuamznisuns

FITUASEINTENTIEABITEY

4. fegnen
Nnefosdimeoeagniey 2 mirsussaduriduduiunuanissasidealdnsuiu auidmue

Tuihtepuantimlutsusazdisumsnanieanduiulude 3.1

5. MU seAuAMA e TIdwaU
5.1 JuduengvesyWidwauseuvislitesnit 12 Weutduaniudaey

s }

52 wnoniidewe wiasdsdinamaslususemansnnaineisfuidueuvaadudn

53 ﬂszﬁﬁmqmwmiﬁwmiaimﬁaa?ﬁ»amﬁﬁamuLﬁaaamm‘imswﬁammw N3NV
wivieseanasodneen lnedueasdesdsnnfiudnmudnnuimnenemsdniaiinge uas
Lﬂuéﬁ”uﬁm%auﬁﬂ%wﬂumsmm‘imi’mﬁ@mmw nsdiimuinelilulumuandnvasianiy
mhwswnisveanudnslisuinsannisiaussimendenanesing was/vdendslundialy

54 fuiwszesiudsusimuswaudnutigm deelndnunery wiadlaiinnisidenanindae
Usznmslagnauninun

55 wigswnsveanudnslunsuesndndygwiesndnmyvidya monui sdndasieniaus
fusgifgniseninuaulagdidnaunmuznssunisemsuazenlussezinan 1 Unsutuuszna
Uszniasiadidnnsaing ﬁuLL@'%N%mlé\'ﬁuﬁummﬁl’ﬂﬂ@mﬁmmuﬂwfaaﬁgnﬁfamﬁuﬁuﬁu
SyUIRELAIRBAUNNUANLATIUNITDIMITUAZEN

5.6 §189rAaauaniluiusewnsgIumIundninas Good Storage Practice (GSP) wag Good

Distribution Practice (GDP)
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AMANESIANIZUD I8

Ranibizumab 10 mg/ml Injection
Foe1  Ranibizumab 10 mg/ml Injection

Aruainaly

1. Wuansarans Unennde dmsudadnduen (ntravitreal

2. Usznausedien Ranibizumab 10 me/ml TuuSuns 230 microlitres

3. unnlunyurdmivusIgenan Usimannide

4, Qmﬂuimsgﬁ'msﬁéfmim Foen dhuilszneufendidy uazAuuse Jusde iuﬁvumq EXVEERIEY
wunsDaumivenliodndaaunar aanuunruzusseeginiesdeissyenn dauussnausanddny

MIALTY TUAUDIY Uaslaviindn

GRIG RV R TCNTY

1. Identification m’gﬁlﬁi’mmmﬁizﬂu Finished product specification
2. Bunasienddy 90.0 - 110.0% of the labeled amount of Ranibizumab
3. Sterility nsa9sun syl Finished product specification
4. pH 52 -58

5. Bacterial endotoxins Not more than 4.0 EU/ml

6. Osmolarity mﬁj%mummﬁixﬂu Finished product specification
7. Particulate matter m’mﬁ\i’lummﬁsxﬂu Finished product specification
8. Degradation product mﬂﬁhummﬁszﬂu Finished product specification
9. Volume in container mnmumwﬁizﬂu Finishéd product specification
Rouludue
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1. wnansnislasusugnetungleusmsveuieodmingludssinalnauazduns (declare) uvamwan

1.1 TudraymsTunziloussueilann ne.2 ve.3 9.4 ¥15 8.2 udunngdl
- 4
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12 TvAwatunzilewiiue ne.l v3o u.1 niouswazdanmidomsmusuaun e wanfusiniuidy
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=1 r S fes & ke a 3 :
neilu ey (finished product specification) WA UININUAAN NINVBDITAQAU (drug substance
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1

e i = [ = : a A 2 A v
specification) NsinagsenIanITasuulamilufisdy wwdeawuuianaisnisvaudly (8.5) umiey

finished product specification waz/%3a drug substance specification
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2. lBNANSS VIR NATEIUNTHAR YN
AR o LaNanTTUTeWIMITIUNN SN AN M mAnLnAsiLaE IS MR LUNTSHAREN PIC/S (Pharmaceutical
Inspection Co-operation Scheme) lagna8914 PIC/S participating authorities aUUa14AA1458UN1T

AadaU Laelinan13susedaiulszmeaussmesiadidnnseiing (e-bidding)

3. LONANTA U NYNIEUBENAUTIAN
31 Wan1TATIAATIBMAN A IWHE Tusied 153U venEn (Certificate of analysis of finished
product) Tusngundaiuiedng

s

32 wamseIalAsERRaAIRgAuTesind Aty (Certificate of analysis of drug substance) Allunns
Wanenuidnusagne fweg HNARET uag R IngAu

33 nMIuIaang MBuduANFTUSSEINTUNINGR YaeIRRLYaIINAATY (drug substance)
fa 3.2 fugunsndnvasndndnsierdnsagy (finished product) ¥o 3.1

34 aamsAnw long term stability magntisangveseiitunzdeulifudinnuamsassumsamsuas
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AMANYZIANIZVIEN

Sodium Hyaluronate 0.18% Eye drop
Faw1  Sodium Hyaluronate 0.18% Eye drop

AnuaFnlU

1. uasazans Unanndeuaransiuds Liild dmiuveensn

2. Unausafen Sodium Hyaluronate 0.18% luuSunes 0.45 ml

3. umglunrusnanaAnU AN dedmiuneenm wuildadaien

4. anAUUUSIITRRISYY Heen duvsenouiendidy waraunss Tunde Tuduey waaiinan uas
wunalewiivonlfedadnauuas aannuuawurussgenattioadessrydosuiatoniinsdn

dulsznaumend@1nny AL Tuduey uaviawnnas e

AU aLTAtla

1. ldentification : mw&hu@’mﬁiz@u Finished product specification
2. Yunusendngy 1.7 - 1.9 mg/ml of Sodium Hyaluronate

3. oH 2

4. Osmolarity (Osmolality) 140 - 160 mOsmol/L (~141 — 161 mOsmol/ke)

5. Dynamic Viscosity Not less than 10 mPa.s

6. Fill Volume 0.42 - 0.48 ml

7. Sterility . m’mmummﬁﬁ:u’iu Finished product specification

= =
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finished product specification waz/%39 drug substance specification
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31 #HaN3PNINANTRAUNMRANFusiENdNTIFURIENER (Certificate of analysis of finished product)
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32 samInsaviengiaunwingfuvesiendiy (Certificate of analysis of drug substance) Aildluns
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