qmé’nwmztamwm 81 Dorzolamide 8% + Timolol o.¢% in & ml eye drop
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Li\iWEJ"liJ"Iﬁi'eJEJ Laf

'
A

881 Dorzolamide ©% + Timolol 0.€% in & ml eye drop
AnauAThLY
o \Bueth dwmsunsenm
b. UsENausIesaen Dorzolamide 0% + Timolol 0.¢% in & ml
m. UTsglunmurdmiungenn Usaenide aunausy & ml
& 281N - seyBeun duusznoumend iy mnuuse Suiou-U7 nanuas/vide
vumeny taviindn oghadaauuuussqsiast
- vumuurusTyedalessiasssyTesn Jemsén dauuszneuuazaun
AN LU TINGR | launzidousiiuen Tuvseenglitaau
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Finished product specification : Dorzolamide + Timolol eye drop

®. |dentification test MTIVNIU

. USunausienddigy
Dorzolamide HCl &&.0 - @®0.0% L.A.(As free base)
Timolol maleate ®&.0 — ©80.0% L.A.(As free base)

. pH &o-b.o

. Sterility test ATV

&. Related substances for dorzolamide ATINIY

. Related substances for timolol MTINU
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Drug substance : Dorzolamide Hydrochloride

AnduURNanaila USP &o BP boo®
@. _Identification N3 NI
. Assay ®®.0-®0e.0%(Anhydrous) ®x.0-906.0% (Dried substance)
o Impurities/Related Compound A NMT 0.&€% | Impurity A NMT 0.¢%
substances Each individual impurities NMT 0.@% | Impurity C ~ NMT o.e&%
Total impurities NMT 0.&% | Unspecified impurities (FEach) NMT 0.e0%
Total NMT o.:n%
& Loss on drying(BP) Maximum o.&%
Water (USP) NMT o.&%
&  Sulfate ash Maximum o.@%
©.  Residue on ignition NMT o.e%
o.  Heavy metals o0.0060%
Drug substance : Timolol maleate
GRIGGY RV R NVIE USP &0 BP boob®
®. Identification AT NI
. Assay &z.0-a0e.0% (Dried basis) &R.&-eo0a% (dried substance)
. pH on.@-&.a .-
&«  Enantiomeric purity Impurity A NMT @.0%
& Related substance Impurities B,C,D,E,Fleach) NMT o.0%
Unspedified impurities (each) NMT o.00%
Total NMT o.c%
©.  Loss on drying NMT o.&% Maximum o.&%
o.  Sulfate ash Maximum o.@%
®.  Specific rotation -©0.0°.and -e.&°
& Residue on ignition NMT o.@%
@o. Heavy metals 0.00b%
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0.0 lonansmislifuaygrtunzdouhiusuies mitlussmelng uazdunsdeclarelwdsan
o000 lUdRyMsTunzdousue (Mele ne.a o.e) wdusnsd, eniindalulssime
ne (vaunefs ‘1/1EJ.Le:)),mﬁwL‘ﬁ%ﬁmﬂumsLLﬂauss'«q(wmaﬁq N8.en), GPIUNDNINAUTENA (MUN8De N8.)
0.0.0 Timatunzduen vie.e 130 8.0 w0 iauesm wieuneasdeaidonsemuny
fjmmw*’uaawamﬁm%muﬁ%ummﬁau (finished product specification) taiz Drug substance specification nSel
ogjszmumsiasuulaudlufiufusfouuuenaviediunnmdemsveusle (¢.¢) wmden finished
product specification Wwag/%5® Drug substance specification Ingwsunlanewiulssmeaussnmnsimdidnnsefind
warlsiiiu b ¥ o Tulssmeaussmasimdidnnsedind

.o LONATIUTDWINTFIUNNTHEREN
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eXe

olo.0 nsdiinaneluUszmAlne franasfedidnmmanevidesusennasgumesanenu
vdninasTIsmssAnfiAluNIwEREN PIC/S (phamaceutical Inspection Co-operation Scheme) laeviasnu PIC/S
participating authorities %13 eillonans¥uUTBIATTIUNINERLWNLMA NINAT WIS NN SHEREveS
diinnupninssuMseMsIALEN NsENTEsIaY Servuatulnemumenndemasiaiieutundnines’
wagABnsiirtumsnanen PIC/S Tumnpeiliauens atiudgemuseunsamadeulneiinanssusedisiusema
Usgmanadidniseing

.00 nstlilugnindraindavszima frinfedinfsdediuinindrendediofuses
mmgﬂumiwama’mmwﬁﬂmméﬁ%cﬁ'ﬁmumwﬁmm PIC/S (pharmaceutical Inspection Co-operation
Scheme) Iagyiieau PIC/S participating authorities atiuanganiusaunisnsiaaeulneiinanissuses
friudsgmeauszmasadidnnseiind wieengnasndn wdusnsd

o.o0 LBNANIAMANYBIENTAUBTIAN

e.me WANINTITIATIIRMN ARSI dSagUveslnan (Certification of analysis
of finished product) Tugnjuiidaduseis

el HANMINTIVIATIBRRUANTRgRUYeiIed iy (Certification of analysis of
drug substance) Aldlumsraneniuiidausotneiostaneuasdranngiu
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oo wiymdnvazsiuuvewienvuzussgluavaliiinmuaainadounisend
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&o HaNSANWY long term stability nasnvisegvesentuneiloulifudtdnnuanenssuns
BMNTUATE NTENTANTITUAY
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o. MIUsEEIUAUSEANS A MR BI1AN (Price Performance) sneasidenmnuenaisuseninsindidnnseiind
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wnaein1sikazuuy aundninasinisuseifiuaiuszansannasiai(Price Performance)
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. 1ATFIUNERS0IN o o
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< AuandRneeysElevdranisufuiRnu Mo Mo
' " T | eoo ®00
b.e MUUTIDM o : 11NIFILTURER (AZLUULRY @0 ATILLLY)
. . golylsven b s AZUUUAYS
@. GMP PIC/S participating authorities ®00 ®0
. WHO GMP oo ¢
. GMP Usewiendn / GMP Bue o b
©.lo fAINUTTBMN b : NINTFIUNANS U (AZLUULRL mo ALLUL)
sudsvan | emuwu | ezuuugvd
. NSTUTRIRUAWHERS N &o o&
b. TeyaauayuAnuivondnsuel &o o&
b.o.0MUUTIBM b Hoy : M3FUTBIRUAMRERTI(Eondeladenil)
(AZUUUAYN o ATUUL)
| HauUsndn | | meuuy | esuuuavs
(n) WHO List of Prequalified Medicinal Products &o o&
(%) eluse¥endnduriengunimuazinan (Green book)/ &o o&

ensuandarieendyludiianuwindedlunmsiidadnwiu
819UV (Orange Book)

(M e1lusreFendnfnsioniildunisduses (Approved &o o&
Medicinal List) lpeiasavielssnenuianguaarduunng
mansuiaszinelne

@) fnansa9diasieien m Lots  laedesufURnag ISO/EC &o o&

enolbe Nlfndn




blolo FUUTTEN b doe : ToyaatiuayuAnuidogunimnansoi
- (AZLUULRY o0& AZLUL)
flsrveunisisenmenddn Clinical  trials)  wiesreaunsanwimeadiniivavends
UszanSnmuese il uiuendunuy wiesesuniemadniinansdeUssanininuesen wien1sinm
Ju9 uadosmeifuilunsasmsmaunnd (Fondefinzuuuinniian)

ﬁ’auﬂwé’ﬁ : L eEuy AZLUUENS
(n) 38nsAnwnduiuu Randomized controlled trial &o o&
(@) BnsAnwuluiuu Non-Randomized controlled trial <o o
(A 3BnsAnwduluu Comparative studies Wwuu Cohort o «
studies
(@) 38AsAnwnBunuu Descriptive  studies  wuu Case o >
report or case series (31641UHU8)
@) (o) M3FnwBuifedostunnulaensiovee ®0 o
(o) Wdates (), (1), (A) v (1) AllFFRuRluITans

.o FUUTTRM o : WwsgIUiesU RN (Gendelatendl)
(AEULUAYN o ATUUL)

aulsudn | esiuu | euuuand
(@) o9 FURNTANIUNNTIUTBIANNANLNTONINNINTTIU ®00 o
ISO/IEC ewiobd fun1svnasundndusienfiiauoan
lusrensvegay
(o) WHO List of Prequalified Quality Control Laboratories ®00 mo

b.e fMUUTTeM & : Auantingeysylevisionsujifiau (@enlaynde)
(AZUUULIY @00 ATWLL)

_ gulsvian | v  ABWuM | ezluuays
Storage and stabilit bo ol
(M) Long term stability ®m1u ASEAN guideline on stability oo >}
study of drug product
(¥) GDP (Good Distribution Practice) o <&
(M) & pH IndiAeatihen vi3eotsewin 5.5 7.6 & o.&
Package and label &o ol]
ENEDANN
() Awuzussyasavidenlfedrsadnansluynuen o o
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