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AMANWAIZIANIZUDIEN
Dorzolamide HCl 2% and Timolol maleate 0.5% eye drop, 5 ml

%am Dorzolamide HCl 2% and Timolol maleate 0.5% eye drop, 5 ml

AnauliAvialy
1. iuasazaneusimnnide Ta Lifid dmiuldugonm
2. Usgnaumusien Dorzolamide HCL 2% wag Timolol maleate 0.5% Tu 1 w30 USunsussy 5 ml
3. UssgluNYUEUTIIEMERAnUAan UsTeiagiUaaiuula
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Naﬂ’lim?ﬁLﬂiﬂ%ﬁamnWWLﬂulﬂmﬂu Finished product specification ag Drug substance
specification AigsBeaantaduirsuatiuiieatu daldaanzidourannenisunisemsuasen nsensie
a5y einduiuiiligsdafeaiuatuiifsunimislminiunasgundusiisulasunils sy
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AMENUANIIMATIAYEY Finished product

v

UD Test items USP BP

1. | Identification avavsumufiseylu finished | msaarunuiseyly finished
product specification product specification

2. | Assay 90.0 - 110.0% of the L.A. of 95.0 - 105.0% of the L.A. of
Dorzolamide and Timolol Dorzolamide and Timolol

.. . ' = . 1 pu] .
3. | Organic impurities / Related | a533suaunssylu finished AWM NTTEYLY finished

substance product specification product specification
4. | Sterility Sterile Sterile
5. | pH 54-59 5.0 - 6.0
Z o
unngndalgunsal gaddu whnEvgeigys wyzatuaun
Usesunssuns N3IUNTT
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F}mﬂmTﬁVI’NWIﬂﬁmmﬂ Drug substance : Dorzolamide HCl

ngud 3 s13nwlAsruun (lenansuuy 1)

4@ | Test items uspP BP
1. | Identification ATIIRUALTTEYlY IrIuALszyly
Drug substance specification Drug substance specification
2. | Assay 99.0 — 101.0% of Dorzolamide HCl, 99.0 - 101.0% of Dorzolamide HCL,
calculated on the anhydrous basis | calculated on the anhydrous basis
3. | Organic impurities / - Dorzolamide HCl related - Impurity A : NMT 0.5%
Related substance Compound A : NMT 0.5% - Impurity C : NMT 0.15%
- Any individual impurity : NMT 0.1% |- Unspecified impurities : NMT 0.1%
- Total impurities : NMT 0.5% - Total impurities : NMT 0.3%
4. | Loss on drying NMT 0.5% Maximum 0.5%
(Water determination)
5. | Sulfated ash - Maximum 0.1%
6. | Residue on ignition NMT 0.1% .

AaNUANIUNATIAYEY Drug substance : Timolol Maleate

99 | Test items usp BP
1. | Identification AsREumuTiszyly AR ALATEylu
Drug substance specification Drug substance specification
2. | Assay 98.0 - 102.0% of timolol maleate, 98.5 - 101.0% of timolol maleate,
calculated on the dries basis calculated on the dries basis
3. | Residue on ignition NMT 0.1% -
4. | pH 3.8-4.3 38-4.3
5. | Loss on drying NMT 0.5% Maximum 0.5%
(Water determination)
6. | Sulfate ash - Maximum 0.1%
7. | Enantiomeric purity NMT 1.0% NMT 1.0%
8. | Organic impurities / - Any unspecified impurity: NMT 0.1% (- Unspecified impurities : NMT 0.1%
Related substance - Total impurities : NMT 1.0% - Total impurities : NMT 0.4%
- Timolol related compound - Impurity B,C,D,E,F : NMT 0.2%
B,C,D,E,F : NMT 0.4%
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NLBLNG |
- nseanzilouudanisiiu (waive) MsnTiaaeudinTzsenmsle duuanenasuang unng
nlsisuauddene
- Drug substance specification W13131NMUAATIEVVOIENER drug substance v3BlUIATIEN drug

substance varAne@ITgU adulaadunils Fdinsnsndnsizvasuyniidefinvun
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- nedduenfindaluusemalng wunef ve.2
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- nsddugnidnneneUssna vuneda vie.d
1.2. ludwetunsdou ve.1 vie o.1 vesenfiauesian WIBUTYaLBEAMTBNIAIUANANAINYBY
wAnSuTnuTTunzdou (finished product specification) UagtamvuaruAMYasingAu (drug
substance specification) ﬂsmjﬁ‘agﬁwdwmn‘uﬁﬂuLLiJaqLLf’ﬂfuLﬁ'mau%ﬁaqLLuULaﬂmﬁﬂ’limaLLﬁlw
(8.5) 3o finished product specification Wag/v3e drug substance specification lnevaunla
neuiulszniAlsemasiandidnnsedind wazliiiiu 2 ¥ a Judszmaussmiasiandidnnseiind

2. 1@NANTIUTBRINTFIUNTIHNENEY
2.1. fudnsodiiona1ssusewnsgIunsHanmvanIN ke IENsTRluRERE1 GMP-PIC/S
(Pharmaceutical Inspection Co-operation Scheme) lagmingau PIC/S participating authorities
atuangamuseumsasisaeulumnnefiauens lnednanissusestieiulssmeausemnsn
ddnvselind

3. LNATAMNNYBIELNAEAUDIIAN
3.1. NaMInsIRRATILRUA KGR Sueie1du593UrerEn (certificate of analysis of finished
product) Tuensuidaduniegng

3.2. NAMIATIVUATIRIAUANINGAVVEIRIEEATY (certificate of analysis of drug substance)
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3. LINANTAMNINYBIINLEUDTIAN
3.1 wamsm‘mﬁLﬂsﬂzﬁﬂmmwwﬁmﬁmﬁawﬁﬁﬁlgﬂﬁumémﬁm (certificate of analysis of finished

1=

product) luensuiidadudiegng

9

L3 @ qJ

3.2. HANNSATIVIATILIAUNWINNAUVBIRI8NEALY (certificate of analysis of drug substance)

] (] o

Alflunsuanenjuiidadiufogng ﬁ.’waﬂ@:wﬁmmLLasé'NEmi'mqau
3.3. lnasuienangududuaudmusseningunisnanvasingausendfey (drug substance)
19 3.2 Ausumskanvasndnsdusierdnsagy (finished product) o 3.1
3.4. HAM3ANW Long term stability naantangeseniitunsdeulifudninnuamznssunsenns
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4. §neEgeen
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5. msusziuamnmeTideey
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faulsii 2 | Fadauus nsRAT IAzULAUS AZLLUY

(@) Tasumsiusewnsgu ISO/IEC 17025
Tusenseiaussen

2.3 uwig'mﬁl,ﬁmﬁum 60

2.3.1 Storage and | \denlduanede (lneszuuluenarswuuiniddelatng) 40

Stability

1. Long term stability #13 ASEAN guideline ATUAIUDIYEN
firnuualifiaann <
2. fnsAnweanuasiivetewaalald (denlaiesdaifen) 20
(n) erdiongndantaldunnnimsewiniu 6 dav 20
(v) srdiengvantnlitonndt 6 Ui udsnndmeiniu 15
4 duant
(A) ediengnasdnldtosndn 4 dUanv 0
() lifinan1s@nwaunsivdalaly 0

2.3.2 Clinical | @enldiesdaiden (npsyuuihuenarsieglutela) 20

Study
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DULIR
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wazANUasndsveelunisine nudeudlduasen
wWisusunuenuluululssmdalyne waglasunisinuily
MIETImsusuazanssay lnefimsdnwdeeluil
- 35N13ANWILUU Meta-analysis, Systematic review %58 20
Randomized controlled trial

- FBmsfinwmendindug 5
(m) dnsAnw/Adeneeddn walilsiuseuiisuivenquiuy
() ldfinsAinw/Ademanddn 0
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AANWUIANIZVDLEN
Aflibercept 40 mg/ml Injection

Foen Aflibercept 40 mg/ml Injection

ANl
1. Wuansazanela Usmandie dmsudadniriue (intravitreal)
Usznaumemen Aflibercept 40 mg/ml luuSu1ns 278 microlitres

U55RIUNTULUTIRENER UT1ANTe
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aanuuUITATsisTyenn dauusznauiedAguazaLuse Tunen Judusiy LAUNINER
wanzdousinuen uwagdinsiivinwmen ededaiau
5. VuneurUTIgIeEaaedessEyTemieTionamaf dadszneumedhAguAsAILSS Judueny

wazlarnds daau

AuaNUANIIWMALA

Nﬁﬂﬁﬁﬂi’ﬁﬁmiﬂ"ﬁﬂmﬂ’lwL‘TJ‘L&I‘UW\&J Finished product specification &g Drug substance
specification fiensdearnindysinfuatuifisaiu FilaaanzidoudanuEnITUNITEIMITUASET NTENTN
A51504aY mummmsumﬂmaaamaqLUuaU‘uwmﬂuLmﬁa'lmumwmmmuLna‘umi‘ulmmiwm AU
U52NIANTENTNEAITITUEY 1309 s8YATuEn WA, 2561 astuit 6 Sunnau 2561 (asUszmalusnvian

yunwiuil 12 quAUS 2562)

AuduUiniamaliavas Finished product

4o Specification WnNEUTIdaNINUA
1. | Identification mi':ﬁ)r-humuﬁizu'iu finished product specification
2. | Total protein 36.0 - 44.0 mg/ml
3. | Potency (Cell based bioassay) 60 - 140 %
4 Purity Gl‘i')i]ﬁi”lumuﬁ‘squu finished product specification
pH 59 -6.5
6. | Isoelectric focusing mmmumuﬁizﬁm finished product specification
7. | Endotoxins content Not more than 0.4 EU per ml
et T s
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19 Specification insidanvun
9. | Sterility rsz'ﬁ’;’-ﬂ&humuﬁ‘sxq‘l,u finished product specification
10. | Extractable volume Not less than 0.1 ml
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Faulsi 2 | Hedauus N3RS IRAZIUUAILYS AZULUY

(M) WHO List of Prequalified Quality Control Laboratories
(v) losumssusesunsgu ISO/IEC 17025 20
Tusnemsendiaussien

23 nAsgIunETUe 40

Clinical | (Banldiiissdaifion (lagszyanluenansitagludela)
Study
(n) B1FURUY Tinanaona1smIsevnenadnduuseansnn 40
wasAuvasadevaseilumsihvmudeuddveeiildsu
PULIR
(4) enansiey AinsAnw/Adensediniuanidassdvsnm
wagAUUaandeveenlunssnw audaudlduasen
Wisuisuivenduuuuludsemdlne waglasunmsinusily
Msasmensunduaranssugy lasimsanuddalud
- F/MIANYIMUY Meta-analysis, Systematic review ED) 40
Randomized controlled trial

- FBnsAinwvnenadndug 10
(@) finsAnwn/Adeneedin wildlaSsuifisuivennuiuy 10
(9) laifinns@nw/Ademenddn 0

2.4 analiAsu Y Midasansufifeu 20
ANYULUTTR WAL UTTU N Lilldnwagaaeads (LASA) fiu 10
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Qmé’nwmzmwwwaqm
Latanoprost 0.005% eye drop, 2.5 ml

Foen Latanoprost 0.005% eye drop, 2.5 ml

AaNATIAlY

1. Wumsarmeynaanide a Liid dwiulivesnn

2. Ussnaumesiien Latanoprost 0.005% lu 1 vm Usuinsussy 2.5 ml

3. UTIlUNYULUITIEmEannUnailv ussiundsaiuuas

4. amnuuusTytusiszydesn dulssneumedidyuaraiuuss Tundn Juduey winan
wunedousinsuen wazdsnisiiuinwen Magredmau

5. vunmuguITeegsosfesszyiosmiaierninisén duusznoufeddquazemiuuss uduang
uaziaviingn 1idaay

AuaNUANImAllA

& <,

nan13ns13tAIEvaun widuluniu Finished product specification wag Drug substance

o w @ =l

specification fi§19Bsannindudinfuatuiiendu JsldaanzifoudonmuznisuniseImsuaze nsens
a151304a0 vaindusifuiildssfenduatuiiieusiuielminiasgundasiuladifunils anu
UsEnIANSENTINEIEITNAY 1389 Teusuen wa. 2561 asduil 6 Suau 2561 (asusgmalusviaon
yunwudl 12 quaiug 2562)

AuENUANaUmALAYeY Finished product

D) Specification ineusidanvue
1. Identification m’mc&mmmﬁisﬂu finished product specification
2. | YsunamendAgy 90.0 - 110.0% of the L.A. of Latanoprost
3 Assay for Benzalkonium chloride ml%ci'lumuﬁ‘szﬂu finished product specification
4. | Osmolality m‘n%c«"lumuﬁixﬂu finished product specification
5. pH m’Jﬁ}chum’mﬁ‘i:q'lu finished product specification
6. | Sterility AIUALTsEylu finished product specification
7 Particulate matter WSQQNWHMWNﬁ'i:;‘lJ‘SLU finished product specification
8 Acid of Latanoprost msﬁﬁ]ﬁiﬂumuﬁ'ﬁzﬂu finished product specification
#
whngvidsUsunnsal gsisdau unEVanigus wvrasiunun
Use51unsSNATS nsSUATS
Wl g 41t~ Rndivnd
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AaNUANImMALAYEY Drug substance

{ih) Specification neusianIAUn

1. Identification mw&humuﬁ‘iw’lu drug substance specification

2. | unasdndary 94.0 - 102.0% of the L.A. of Latanoprost

3, Organic Impurities - Isopropyl diphenylphosphorylpentanoate : NMT 0.1%

- Latanoprost related compound A : NMT 3.5%
- Latanoprost related compound B : NMT 0.5%
- Latanoprost related compound E : NMT 0.2%
- Any unspecified impurity : NMT 0.1%

- Total impurities : NMT 0.5%

4. Water determination NMT 2.0%

5. Residue of ignition NMT 0.5%

6. Optical rotation +31° to + 38°
NUNYLAR

- nyfRansdoundainsiiu (waive) MINTIVEBUTATIZRTIENTLA IREULAAIBNAITNANGIUAINGT?
Nlesuasineie
- Drug substance specification ﬁﬁnim'lmﬂ‘l,ufim'iwﬁ‘umé'wam drug substance ¥38lutATIEY drug

substance varaned@NIgU atulaatunis Hillnsnsninziasuyniidedidmvun
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