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526889: Latanoprost 5 mg/100 mL eye drops, solution, 2.5 mL bottle
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1.3 AYULUIN
1.4 aan

1.5 nshushe

Wuansazanela Lifd unannide dwiuneenm

Tu 1 vIn Usgneumesie Latanoprost 0.005% %38 5 mg/100 ml in 2.5 ml
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1.6.1. AALUAVDY Eye drop dosage form fin15uanswa/n15m53a Universal test aasaludl

L) Test Acceptance criteria
Description/Appearance Complied to finished product specification

2. | Identification complied to all requirement of all specified

procedures in the test on Reference monograph

3. | Assay complied to specific test of Finished product

(Shelf-life COA only) (2.1.1)

4. | Elemental Impurities analysis Complied to finished product specification or
/Related substance (c+ a3azsa30r1), specific test (2.1.1)
f:;::;‘?;?i”{’;’f:ﬁ‘}“ e e | (PRasIBIN aileiienannnin Reporting threshold)
supplementary chapter IV Q , EP general text 5.20) e : 19n1591599 heavy metal 16 aufiefuasuriwvun

mudszmalusivianiwunm

5 | pH Complied to finished product specification

6 | Osmolarity 171 mosm/kg — 1171 mOsm/kg or complied to

finished product specification or specific test

7 | Particulate matter or foreign complied to all requirement of all specified
matter procedures in the test on Reference monograph

8 | Sterility test Meet the requirement of Sterility test

9 | Antimicrobial preservative Acceptance criteria of antimicrobial preservative

content in multiple unit products should be
established

10 | Uniformity of dosage unit complied to all requirement of all specified

procedures in the test on Reference monograph
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(USP<911>,<912>,<913>)

90 Test Acceptance criteria
11 | Container content : minimum fill complied to all requirement of all specified
<755> procedures in the test on Reference monograph
12 | Leachable an extractable packaging system should meet the requirements
for pharmaceutical use
13 | Viscosity complied to all requirement of all specified

procedures in the test on Reference monograph

14

Container closure integrity

Complied to the finished product specification

1.6.2. AruauUAves Active Pharmaceutical ingredient finnsuanena/n1sms33 Universal

test fastaluil

0} Test Acceptance criteria

1. | Description/Appearance Complied to Active pharmaceutical ingredient

specification

2. | Identification complied to all requirement of all specified

procedures in the test on Reference monograph

3. | Assay complied to specific test of Active

pharmaceutical ingredient
(Shelf-life COA only) (2.1.2)

4. | Elemental Impurities analysis Complied to Active pharmaceutical ingredient
/Related substance c+ Q3aq3s Q301 specification or specific test (2.1.2)
Elemental impurities in drug products, FDA guidance for
industry (August 2018), USP<232>,<233>,22232>, BP
supplementary chapter IV Q , EP general text 5.20)

- Organic impurities
- Inorganic impurities : heavy metal

5. | Residual solvent (cH q3c (vs-6), uspaz Complied to Active pharmaceutical ingredient

::s;;:lif:zj;;fq;q' BP appendix VIl L, JP17 or Speciﬁc test (21'2)

2. AuENUANIuNALiA

NaMInTIIeTwinn bl finished product specification way Specification of

Active pharmaceutical ingredient (API) fignaBannnindassuatiuientu dsldnmeitouse
dnauamznsIIMseMISUALN NSENTNASIILAY TeEnduTuTldned e aduatud
Wisuwivsslwindnnesgrunduisulasmsunia MUUSENIANSENTINENSTRAY 1389 T3YsT
87 WA 2556 a9TUTl 11 Wwey WA, 2556 (asUsymalusieisangunwiuil 10 quisy 2556)
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2.1 Finished product specification

w1391 8

Y8 | Test ltems Specifications (In house)
Appearance Complied with finished product specification
2 Identification: by HPLC
Latanoprost Complied with finished product specification
Benzakonium chloride Complied with finished product specification
3 Assay
A. Assay for Latanoprost 95.0-105.0% w/v of labeled amount of Latanoprost
(30 45 — 53 pg/ml)
B. Assay for Benzakonium chloride 90.0-110.0% w/v of labeled amount of Benzakonium
chloride
(138 0.18 - 0.22 mg/ml )
q pH 6.5-6.9
Particulate contamination (Number of Meet the requirements
particles) (Y9 >= 25 um laiiAiu 5 part./mL)
6 Sterility Sterile
7 Osmolality , mOsmol/kg 250-310 mOsmol/kg

2.2 Drug substance specification:

98 | Test items Specifications Specifications
USP 2024 BP 2024
1 | Appearance Complied with specification clear, colourless or yellow,
viscous, oily liquid.
Solubility practically insoluble in water,
very soluble in acetonitrile, freely
soluble in anhydrous ethanol
2 | Identification
Infrared absorption IR Spectrum: corresponds to IR Spectrum: corresponds to
.............................................. m Standard Standafd
Specific optical rotation See in test
HPLC Complied with specification
3. | Assay of Latanoprost
(on anhydrous basis and solvent 94.0-102.0% 94.0 - 102.0%
free)
4. | Residue on ignition Not more than 0.50%
5. | Specific rotation Between +31° to +38° + 32.0 to + 37.0 (anhydrous
substance)
6. | Water content Not more than 2.0% Not more than 0.5%
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Y8 | Test ltems Specifications Specifications
USP 2024 BP 2024
7. | Organic impurities/ Related
substance
Isopropyl Not more than 0.1%

diphenyphosphorylpentanoate
(P - acid latanoprost)

Latanoprost related Not more than 0.5%
compound B

...... {5 Hamnopre
Latanoprost related Not more than 3.5%
compound A

(5,6-Trans-latanoprost)

Any unspecified impurity Not more than 0.1% Not more than 0.1%
Total impurities Not more than 0.5% Sumof impurities other than F :
i ) - Not more than 1.0%
Limit of Latanoprost related Not more than 0.2% Not more than 0.4%
compound E (Acid of
latanoprost) _ )
impurity F Not more than 3.5%
Impurity H Not more than 0.15%
8 | Microbial limit tests Complied to standard )
(Microbiological Purity)
9 | Residual Solvents Complied to API specification F
10 | STORAGE At a temperature of 2 °C to 8 °C.
RGN

- Drug substance specification 915841910 UATILRVBINER drug substance 138
Tulas1ev drug substance vosinanendsa3U atulaatunil Fuimmsdiased
AsuYNYdenimue

3. 5USENANUSEENSAINAD51A1 (Price Performance)
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51888 98ARNULDNETT L1389 N1SUSZUAIUITZANTNAWEDI1AT (Price Performance)

4. wnarsildlumsAnsan
wnasiildlunsinnsanaunmeiliidsedduienarswioussymingiavianalsaua iy
Fsieluil
1) duunenansmiuel Mwilne Las/MIan1wsangy
wanewn: Tunsdiflvendusuvazdesdionarsuansdeuddvesefiiunsiusesan
difnauangnsuNsoIMISHaLEY Tkansientuiiteudld demsseds devialdiduuwiniy

W

L L (. Us¥aunTIunTg TRk 3, Ao
iy wiien ASassunsal) (ney.adan Tusma) (nyafsn dvwadn)

AUENTTUNTT n"nwm':ﬂazl,ﬁaml,azﬂma’numz Wane

ATTUNTT



2)
3)

4)

5)

7)

18480 ...
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ssuwulumnaeitldlumsnvvindy waslinsseydennueunisidentilulenansiiu

g

dluenanswanItanLULRANTBINILLUSTY (WeEuanaBaen) suldtunedouly

duurdvetunzifoudifuer (wuu n.e.1 nie 8.1) AsuNNn wieusvazidunnm

dnvazianzreedniaguluariainuauinsg1uvesisnisiiasieien (Finished Product

Specification and Analytical Procedures) it unsideuld Tnedosdnededisueniivsznia

nsENTNAsITuNgUiusemseninitUsema
wunewme: n3difegisninveildsunlanudleisiiasegiuardeimuauinsgiul

aenndoInusiTeTiusenATuse i o MenaaadodinauANENTINNTE M SIALE

Tuuvdundvaudludsunasmenislunsdeusiiven (wu n.e. 9) vie duuidve

uiluAsunassmemsiunadewshiue (wuu 8.5) smfeufude

dunluddynstunsdousiue (Wwu ve.2 vie ne.3 wie nu.d vie 8.2 ududnsd)
4.1.1.nsewanlulszimealny (e.2)
a.1.2.nsdiemintuiemsuvsussgluuszmalng (ve.3)
4.1.3 asdienintranenssema (ne.4)
vunewe: nsaliinsiasuudasudludSueyginwazaniuiings Wuudiundveudly
wasuwasenstungiousiuen (wuu . 9) vie duundweudluudsuuasenslu

nzoushSusiieiudfuoygnuasanuiings (W o.4)

duumfedefusesu1nsgIunsnanem1unaninusiisn1saluniseanen (Good

Manufacturing Practices (GMP)) /PICs (Pharmaceutical Inspection Co-operation Science)

Inemiieau PIC/S participating authorities aUUA1AANINTBUNIINTIVABY HANITTUTOIEN

Fussmalszmesandidnnseding lumnefiieadestusiiaus Usgnevde

5.1. dnumilidefUsBRNATHIUNMINANEIMLINANLAMIIIBNSTR UM SHARTRRAUFEEY
(Certificate of GMP Active Pharmaceutical Ingredient (API))

5.2. AU mTIdesUToWmIRITIUNITRAREI NN M9NITNTARTUATSHARNER Tueien
@593y (Certificate of GMP Finished Product)

Tunsdidugnindransnsema fudndosiidnumideiusowdnfus (Certificate of

pharmaceutical products, CPP) #3anidasusaanisannue (Certificate of free sales, CFS)

Tumnagrilauswis aduaganusaumsnsnasulnsiinasusesfiviulszmaussninen

wnsgruvestenivuanuniningaudiendifsy (Active Pharmaceutical Ingredient

Specification) LLazwﬁmﬁ’mﬁmﬁ’lﬁ%gU (Finished Product Specification)

7.1, WIAsNIRgAUAIeNd@ARY (Active Pharmaceutical Ingredient Specification) way
R sgIundndneiondniagy (Finished Product Specification) LA 52 ys135181
(Pharmacopoeia) Til88smsiiaseilasunsgruswesdsiulumudefvue
LazuInsgIUTRINTIATIElui e lafmaevils mulssnAnsEnTIsasIsugy
3o szyshTen

7.2. 141 drug monograph ¥844f181d1/ 1y (Active Pharmaceutical Ingredient) uay
Hanueie1du393U (Finished Product)
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1.3, ﬂiﬂﬁ'ﬁ’mqﬁuﬁ'ﬂﬂﬂﬁﬁﬁ'ﬁy (Active Pharmaceutical Ingredient Specification) W3anansioua
#1d115393U (Finished Product Specification) laius1nglusnsnen (Non-official
pharmacopoeia) fasuanmdngiuenfnnsgiusesnisinssidulunudonideln
soluil
7.3.1 i muanaziasguvesnsianeilusievessemaiiduandnves The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) %38

7.3.2 Sormuauazannsguresnsiaswilan (In-house process) flaenAdaaiiu ICH
Guidelines ¥38

7.3.3 ot muanazimspuvih lvesmsiinseiiidmualilusise ssenla ssen
vils susgnAnsENTIEssAAY (309 sty dmduguiuuetiue
(General requirement for dosage form)

NUELNG: TN InuaguaInIngaudlIend1Asy (Active Pharmaceutical Ingredient
Specification) uanandugig1dn5agu (Finished Product Specification) #946148421761131
Werfunazatuidenty enfuudnsdiivheenidormuauazinnsgiuresnsiinsisiiame
TagRushenddey wio nandnmendnsagy

8) dnumlidesusemanisiiasieyt (Certificate of Analysis (CoA)) lngmaausznaunie

8.1. dwnuilsdesusemamsiaseiingiusiendrfity (Certificate of Analysis of Active
Pharmaceutical Ingredient (API)) lassasussnauniy

8.1.Ldwmmivdesuseman1siiasgiingAusiend ity vesinaningiudiiendny

(Supplier)
8.1.2 Awumilsdesusesmamsiaseiingiusenddty vesnannandeietduiagy
(Manufacturer)

8.2. dumisdssusawmanisiiasievinandusie1diagu (Certificate of Analysis of
Finished Product) Yasjrannansiausiendnsagy (Manufacturer)

8.3. onanstudumuduiusszninigumsnanueingiuiiend fsy (drug substance) uay
Jumswanvemansusiduiagy (finished product) fildluniswang{uiideeu

9) dnuenansuanINanI1sANWIAINAIRY (Stability data)

9.1. dLULBNAIUANINANISANWIAINAIFITTEZEN) (Long term stability data) 91u3u 3 U
MSHaR

9.2. AUNLENANSHANINANTSANYIAIUAIRILUANTIZLSY (Accelerated stability data) 97uau
3 qUNISHER

9.3, Auenarsuaninanisanwiuansineransainuvadaenld 1 ga /dnunans
Uszavdnamsine (nsdlenidla) (i)

9.4. nsdlilueniFesazary ATeansneuld Ihdwuenarsuanisinwiauasiandanig
azanuuaz/v3e Weans / wdalald ludvhasaudeg Asudulazasnadediuienans
Afven (In use stability data)
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10) Aumisdesusemdndusia1dia3u (Certificate of Pharmaceutical Product) lannzen
dntnunlulszmalng

11) AUIMANIuAINANYATDINEN T U9 (Bioequivalence) IaBNANITANYIAINANYAYDY
nan e (Bioequivalence) lulumudoninun ASEAN Guidelines for the Conduct of
Bioavailability and Bioequivalence Studies %58 flan15AnwTUszansnauasTrauyaves
nAndnuaien nsvsassuge lnsaniunienihsnuinunilauyanldfunsiusesan
dninnuangnssumMIsmsuazen atullagiu (hsalbildesuiu)

12) dumisdedusesuinsg1unsUfoRntundninaeiisnisialuesy fURnas (Good
Laboratory Practices (GLP) Iumm’fﬁﬁ'mﬁﬁnm%mugaﬁﬁmﬂismm

13) dumiledefusewnsgunsifuinuuagnsyaeeMIManINueI s NS A lUM S ALY
waENs¥88N (Good Storage Practice / Good Distribution Practice (GSP/GDP))

14) lauaANGBIEWIDENEBENUBY 3 MUIBUTTIN

15) dnumiiidesuseunasgiuiesufuinig ISO/IEC 17025 usiemseniiiaue (i)

16) duunenasuansteyanisldsunisussylu Green book TeanssAnemansn1TwINE (1)

17) dnunenarsuansdeyanislasunisussylu Orange book ¥89 US.FDA. 3@ European
Medicines Agency (071l)

18) nsdilallvedunuuauannisdnwimenddn (Clinical trial) vasenluusemalneuansda
MepdtnuaIITBUWIBUAUETULU LKA ANNNLLINSE TN TWAnE (61E)

19) N1DUTHIIUTITUNINNLANLUSENIARANIZNTIUNTHAI TEUVEIWINR 1T0an09Ta5E555M
Tehemsduasunsvisevassmalng A, 2559 wiavsesisudu fidenadeaiulszna
* (91d)

5. Reulvdug
1) ywosogwmdslitosnit 1 T Tunniuiidmeus
2) vwnavniswanfidsusuliunguénisunndvezdesdruimisdesuseamanisiinsed
(Certificate of Analysis (CoA))
3) fuwardesdluiuseniudsusidesilndnnengviadlafinmsidonanmisuimunna
TIUIUIIN

i

€ « a w ¢ v | d a i
4) wingudnsunndmulgmauainanuindusivazdoinisdmsiaiaiiaiziguam 4
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Smhendniueienazduiduiaveuamldielunsiinsgiguame uagdeenludnnudign
duinzduungudnITunmgy
5 Hauenm(Eve)Busedlvienindygineunsuimun il

5.1. mniinsduasaainsiannsuingamansnisunndudananisinseiliiuluau
IR

5.2. nsinAnfsinvindgnissniiviuaniissmanlnedinnuanznssunsemswazen
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Audnisunndlgyriuning vausznu

wuuUszliuAIUsEansSnaneasian (Price Performance) Ussinananadl (81a1)

i 190 21

Auus dmin ($ovaz)

1 punmuazauaniAidulselonisonissvns 80

2.57A1 20

1. auamuazauautRdulsslovisenissnunis (Gevaz 80) Fonmsdn

inausinsUsziiiugunwHAn st doasiy AZUUU
f. 52&&231&..._& (General quality criteria) 18
1) 1IMSFIUNINENEIAUNENINAITIBNS AR NSHEREN 1.5
2) WwnsgIngaumMend@nty (Active Pharmaceutical Ingredient Specification) uaginnsgiu 4
wanAusiedn5a3U (Finished Product Specification)
3) WmsgIUaviRIUuRng 2
4) wwspunEAvinvILaznIEIEEIRImMENINAETIs MU SuvLaznsENee (Good
Storage Practice / Good Distribution Practice ; GSP/GDP) 5
5) WRIPIUNARIUN 7.5
6) AuantEndeUsHlominensUfTRy 2
. INUIIAMININANIE (Specific quality criteria) 82
1) waguAuA wisdeTuTaman IRy (Certificate of Analysis ; CoA) 12
2) HaNgILAMAMNIANIAINANT (Stability data) 10
3) wamgalRMA MBI YULUSIIAUNEE USIRAusiuazaaIn (Package & Labeling) 3
4) anuwnvisulunisurdasnwnueiauwuy (Therapeutic Equivalence) 10
5) dayauszdnsnmlumsinw msAnw/Adeneadin 30
6) ITUUBUIUNMITEETINY Winnau 5
7) fnmsnsviasiuieuasseamudu Risk assessment of elemental impurities 7
8) msuhsgimuaenisyessnnenaseangnain (Pharmacovigilance) 5
- Enzu:uqﬁquju%xﬁﬁmd_cmﬂrmmSquJEW\:iEuE.}Ju
18980 X\ UsE5IuN3 TN 28370 ﬁo\ .A33UM3 3. 8080 nw%_\ ...................
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Fowvazazuuulaglinannisadsimin (daahwinlasszuunsdadedadnsmaigiediinnsaiing)

80

2. a1 (3eway 20)
as = 2 v & w v s W = = . & a
Faudsdusanzgnusuliuwarlinzuuulassruunsindedadnanasgaaedidnnseiind (Electronic Government Procurement; e-GP) vasnsuliylinas nsensansnas
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inausinsUsziuguawRannsiBYariny
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f. 52&@232&\“5 (General quality criteria)

18

WAsgIUNIKERBIMMENINAIEMsARlunsnEne (AzuuNsay = U9 1.1 + 1.2+1.3)

1.5

1.1 Certificate of GMP Active Pharmaceutical Ingredient (API) Tuvsnaeiliauavie aUuadn
museumsasvasulnsiinaiusesiviulssmeausenmasn/faden (Fandaladanids)

0.5

1.1.1. 195Un135U589 GMP-PIC/S 370 PIC/S participating authorities %38 cGMP

0.5

1.1.2. 18#5UN155U589 WHO-GMP %38 %38 cGMP visawisuwvin Tuviasiieadaeiu AP

0.1

1.1.3. 195um35us83 WHO-GMP %38 cGMP wiaiisuwi usliiszymnataiau / Liflienans
wanIN133UTRY GMP (lsiWarsasn)

1.1.4. 195UM33uU383 GMP-PIC/S %58 WHO-GMP %38 cGMP Minuaangnauiulsenimusenin
ved o | [ wr Il
5771 wagiifitenansuaninsiuvesisay uie liivanguwansiuvueeiy (laiwersas)

1.1.5. lailasun1s5use9 GMP-PIC/S w38 WHO-GMP (lsiWa15a47)

S s - @ 1
1.2 Certificate of GMP Finished Product luminneniiiausvie atuaigasiusaunisnsiaaeulag
fnatusesneiulsenmalseninsian (Bandaladonids)

0.5

1.2.1. 1#3un155uUs99 GMP-PIC/S 910 PIC/S participating authorities #3® cGMP waz/v3e
NIIADTUTDINAN AN (Certificate of pharmaceutical products) 910 PIC/S
participating authorities lumnagiiauewie (nsdlening) wieldsun1ssuses GMP-
PIC/S NN@1UNILANMENT SUAITDIVISUALEN

0.5

ar as a oo a -
1.2.2. 195uM35U589 WHO-GMP 38 cGMP %83 Useinagndn Tuviniifigatesiu Finished
Product way/v3e Milsd@eiusanansiae (Certificate of pharmaceutical products) Tu
mneEueYIe (ndeingn)

0.1

1.2.3. 1¢i5un33uses WHO-GMP usiliissyvinedaiau (Lifasan)

1.2.4. 195un135U583 GMP-PIC/S %38 WHO-GMP %38 cGMP nunengnauiuyseniausenin
1 = i ta
59 wazlifitenasuansnistuvasieniy (lainansan)
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Fonsfn
inausinnsUszEiununRER el Taanily AZLLUY
1.3 psdidusnindranaisusyne fesfiduumivdesusemandioe (Certificate of 0.5
pharmaceutical products: CPP) niewntisdasusasnissming (Certificate of free sales: CFS)
Tumnaeiiauevie
1.3.1. CPP w38 CFS aUuaan (museunsnsavaev) nsdierglvillongnssusesiedutsena | 0.5
Usemnsimr iedueniindalulssmelne
1.3.2. lsifl CPP w3 CFS w3a i CPP / CFS fivunang 0
2. | wmsguingAuaedfny (Active Pharmaceutical Ingredient Specification) uag 3
wnsgIUKEASneiB1dNaIgU (Finished Product Specification)
Wor5001013060N85N 15D UNAToU (AvUNUSI = 90 2.1 + 2.2)
2.1 iwsguingAusendifigy (Active Pharmaceutical Ingredient Specification) (idandalada 1.5
wila)
2.1.1. nsdilddumsiuseslusisen (Official Pharmacopoeia) (i§andalatanils) |
1) #1989 e atuaige (Mauenansiivunadeuld) wanisdredaiu dosiudlaly 1.5

= o as 2 P = —
NELUYUNITUELAT (U85 N @m.wxﬁgv
E2 e o ar 1 Lhﬂ.\ = 24 = 4 = (-] s i 7l
2) #1983 sen atuangn (Muenarsntunsideuld) nietusdlelunsideussueud | 0.75
=l LL =i I at o as Qroy, D.__ i ar
(3 8.5 Nou ae. nelu 2 Vuddalailasumseydid wazbiunilanewiudsemeasian)

3) 81984 USP, BP, Ph.Eur,, IP JP atiulnininusenia seusinsen uasunlulunsidou 1
fiueFuuienud Glu.s 1 ev.oylR)

4) #1983 USP, BP, Ph.Eur,, IP, JP atiulmindnsema svysaen uasBundlvlunsdou | 0.25
fM3uud (1 o.5 M1y es. nelu 2 Yusdslaildiumseysid uazduudlunouty
Useninsan)

5) 81984 USP, BP, Ph.Eur,, IP,JP UsEnne SeYeinsnen wasunluly 0
nuousiusud usidh lldduudlalunsidoudiue

6) 81993 USP. , BP. , Ph.Eur, IP, TP, JP (atfumaussnendt sum Usenid) uazudluly 1
nefoumiueuds @e.5 7 ou.oylR)
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7)

£1984 USP. , BP., Ph.Eur., IP , TP, JP (atumiusisneny sus.Usenie) wazvauwnlalu

= o a 2 = e | s Las e = '
neilguiiueual (3 8.5 Nty oy, nelu 2 Yurdililasumsewsl®d uwastiuunlunau
MUTENINTIAN)

0:15

8)

2 - as -] L
919849 USP. , BP., Ph.Eur., IP, TP, JP (aUumayss1e19 sum.usenia) wazwnlelu
nadouidueud wids laldduudlelunsdousduen

9)

g19d9ms1e1atusInIUsENesnsen (Liwansan)

2.1.2. 1wsgusieenuOfficial Pharmacopoeia wasusemaniiluaundnyes The International

Conference on Harmonisation (ICH) (lawiau79n ICH 4l Official Pharmacopoeia
harmonization Aig USP, BP, Ph.Eur., JP.,, Ph Int.) v38¥anmusuazainsgiu In-house
process flaenndeatiu ICH Guidelines uaz/vse Pharmacopoeia General
Requirements (aandaladonils)

1)

& = . . - - -L
97484 Official Pharmacopoeia 109Usewaau®n ICH Waz/u3e In-house process

ar s X Z = % 2 @ 1
damAaBINy ICH Guidelines %38 Pharmacopoeia General Requirements auuaidn
yaviade uazudlulunelyuiduenseuiosuds (e.5 1 oo.oyliR)

2)

913984 Official Pharmacopoeia 983UszmaaN®in ICH waz/139 In-house process il
aonAaINU ICH Guidelines 38 Pharmacopoeia General Requirements atulug
ndUsEnIARSI87 SR Usend yavhde warudlelunsdeusnueuds @e.5 9
98.8131%)

§1984 Official Pharmacopoeia wa3UsgmAaInTn ICH waz/v3e In-house process 7
aanAABINU ICH Guidelines %158 Pharmacopoeia General Requirenients wtew_m..._@s
vielmindnszniaisieni sun Ussmea yavhte wazBuudlilungidousifueudn
(@ .5 #0u o, nelu 2 DuadslailsFunseydi@ wazduudluneuiuuszmasan)

0.75

91484 Official Pharmacopoeia 903UseimnAdundn ICH waz/u3e In-house process
d9nAdBINU ICH Guidelines %50 Pharmacopoeia General Requirements auusny

18489
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Uszmaisei sun Usena yavhde wasudlulungifousivewds @o.s 7 ov.
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5) 914984 Official Pharmacopoeia 983Usginaasndn ICH wag/%38 In-house process il 0.25
a0AAABIU ICH Guidelines 38 Pharmacopoeia General Requirements_2uuay
Uszmasseni sum Usenia yoiada warBuudlelunsfeusvewds @ u.5 figu
ou. melu 2 Yuadalalliunsewid wazduuiluneuiulszmnsm)

6) 81984 Official Pharmacopoeia 983UsginAaandn ICH Wag/%38 In-house process i
doAARBIU ICH Guidelines %58 Pharmacopoeia General Requirements atuanae
yi3eluinin videsnuusene_usluldguudlolunsiTousdisuen

7) #7989 In-house process Tigenndasiu ICH Guidelines suUszniAsseuswde 0

8) #1984 In-house process fiaanndaafiu ICH Guidelines sniUsznmssen (L 0
PA1507)

9) In house process lxiganaday/xifulunu ICH guideline v3slsifinstuudly (i 0
A15041)

2.2 wmsgunandusio1dnsagu (Finished Product Specification) (idandaladawils) nsdioe 1.5
ywINmsaguLUasuA iR AR dosuuUenaITsa N Sveully Wy 8.5) umsox

finished product specification lagvaunlynauiuszniadsznnsiny/anaen wazluinu 2 U

WU5ENINTIA

221 nsdildsunssuseslusisien (Official Pharmacopoeia) (iGandaladanils)

1) 81984 9w adugige waz laiumsaydiluneideusniueu 15

2) $adeshen aluaige uey agszmsduuslilunsdousniun @ u.5 ity oe. 0.75
ey 2 Jurdlalldunsewsid wazduudludeuiuszmana)

3)  $98 1o atuanae ueds wladuudlalunseushiuen 0

4) €183 USP, BP, Ph.Eur,, IPJP atuluindissmesyysinen was laiuniseylilu 1.25
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5) $83 USP, BP, Ph.Eur., IP atuluunanusemasyysingen uag ogsewinaduudlely 0.15
nuilous¥uen (1 0.5 Mtu o, nelu 2 Dusddluldsunseysi® uavduudlonouiy
Usgmnsinn)

6) 1984 USP, BP, Ph.Eur,, IP atuluuinirusemassysingnen und luldduudlolu 0
neidusiiuen

7) 9183 USP, BP, Ph.Eur,, IP auusymaszyisen uae [asuniseylilunedeu 1
AITULILAT

8) 181 USP, BP, Ph.Eur, IP pruvsemeasyysnsnen wag egserneduudlslunedeu | 0.05
fM¥uen @ o.5 18U o, nelu 2 Yusdslailazumseysid uarduudluneuiulszme
31A1)

9) #2483 USP, BP , Ph.Eur,, IP muusznmiaszysinsen uadluldudlylunzideusiiven 0

10) 9198491815181 USP, BP, Ph.Eur., IP usiatusiindn Useniassysngnen (liwansun)

222 nsdililasumsSusedlusiisnen (Non-official Pharmacopoeia) 1105g1usiaauOfficial
Pharmacopoeia YosUsTmAT U fnues The International Conference on
Harmonisation (ICH) (iewizUszivaau1dn ICH 7dl Official Pharmacopoeia
harmonization A& USP, BP, Ph.Eur., JP, Ph Int).) W3ataMvuAwasaInsgIy In-
house process flaenndasu ICH Guidelines wag/v3e Pharmacopoeia General
Requirements am_@as.wmwa%axm“&

1)

971983 Official Pharmacopoeia ¥83UsewiAaNdn ICH way/v3e In-house process 7
a9nAdBINY ICH Guidelines %38 Pharmacopoeia General Requirements atiuaign
ynte wazuAllunsibousiisueniouiosudd @e.5 W oo.0ulR)

2)

1984 Official Pharmacopoeia ve3UszmeAasndn ICH uag/v3e In-house process i
a9nAavInu ICH Guidelines 58 Pharmacopoeia General Requirements avuluai
nUsgmaf1sendl sun.Usenia yovhade wasudlvlunsdeusiiuewds Gle.s i
98.0Y317)

1.25
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3) 81984 Official Pharmacopoeia U83UszmA@NTn ICH Wag/%3e In-house process i 0.75
denAaeIniu ICH Guidelines 38 Pharmacopoeia General Requirements auugge
v3aluaindruseniadisend sun.Usenia yavhde warBuudllunsdowhiueudn
(@ v.5 My a8 melu 2 Yuadalilldunsousid warduudlunouiuusenasia)

4) 91984 Official Pharmacopoeia ¥93UsgimAaun@in ICH wag/%3s In-house process il 1
aARaBINU ICH Guidelines #3® Pharmacopoeia General Requirements auusl
Usgmaseni sunUsznna yavhde wasudlulungideuiiueuds @e.s 1 ow.
aI)

5) 9184 Official Pharmacopoeia 18UsenaAaan®in ICH waz/139 In-house process il 0.25
a9nARBINU ICH Guidelines %38 Pharmacopoeia General Requirements_auusnal
Usgmiasseni sunUsgne yavhde wasBuudlalunsioudfueud @ u.5 by
o, meflu 2 Yusdilaildsunsewsid warduuiluneuiulszmasian)

6) 8183 Official Pharmacopoeia 183UsemaAaN@n ICH wag/“3e In-house process i 0
aonAaBdnu ICH Guidelines 38 Pharmacopoeia General Requirements atuaan
vi3elvsini viemuusena ualuladuualolunsideussuen

7) #1984 In-house process fidaandasiu ICH Guidelines malszniAssieuside 0

8) #1384 In-house process fidanadasiu ICH Guidelines sniusymassien (il 0
NAI0UN)

9) In house process luaonnaay/lithulunu ICH guideline vSelsifinsuudly (L 0
NA15047)

3 | aesgrumsiesufjiinas ISO/IEC 17025 (iFandaladanids) 2
3.1 I#i¥unn33uses ISO/IEC 17025 Tusreniseniiaue anvsenuiusesividede wu 2
nsuAnemansnisumg Wusu waziinnsmeasuasuynvhdanussne1snedei sun Usznie
n3navulninin
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3.2 1¢funn33use1 1ISO/IEC 17025 Tusneniseniliaue yreiadanusseiienads (e ady | 1
Imindsenia svysrs1gn nmhenuiusesiindedie wu nsuinermanimsuwmd Hu
g
3.3 Lail@3umssuses ISO/IEC 17025 Tusneniseiliaue 0
3.4 Wugmhidhansasemeailasumsiuseanasgiu 2
4 | WIM3FIUN13TUTBY Good Storage Practice / Good Distribution Practice (GSP/GDP) (tdan 2
daladonils)
4.1 1#¥un133uses GDP-PIC/S Rnmihenudusesiivndede wu SGS, BS| 2
4.2 1§5ums¥uses WHO-GSP+WHO-GDP annmiissuiusesiiuindedie iy SGS, BSI 1
4.3 'l¢¥un153UT89 WHO-GDP a1nvtheauiusesiivndedie wu SGS, BS| 0.5
4.4 l9¥un1s5uUses WHO-GSP 9 anviisnususosiudode wu SGS, BSI 0.5
4.5 Lilasun33uses GSP w3a GDP 0
5 | wmsgruwdniust (Fandaladanids) 7.5
5.1. Wussuiuy 7.5
5.2 WHO List of Prequalified Medicinal Products 2.5
5.3 19M3nisnede aglu Green book wdu1 - tagiu 2.5
5.4 wansIRAlesEeiis e 3 Lot. @nsenvlianeiasuynidenusiiseneds) lae 2.5
YioaUFuAns ISO/IEC 17025 Tilaflirdin
6 nEmer&_.mhma.wu.ﬁmdmna:.dimmmsd (Fendladenil) 2
6.1. nsiiendn amiversug (Fendeladeni) |
6.1.1. Wueniiussgdusimuindusifussyasudu ynq miseges (vialampoule/viagn/ 2
19) aanszydosn Lot No Judueny ving miaeges (unit dose) Asudu
6.1.2. \hueniifiussgiusimuiiindasi3ussy asuiiu lawe miselvg (ndes) aanszydosn 2
Lot No Juuny
6.1.3. \ugnitiussyieinuiindusiifussy linsudu 0
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. 52&@235024« (Specific quality criteria)

82

1 | wangaguamuisdeiusamanisingia (Certificate of Analysis ; CoA)
(AzUUYTIY = U9 1.1 + 1.2 +1.3+1.4)

12

1.1. Anuduiusyemaigadgunmmidesuseman1sinseisignddsy (Certificate of
Analysis of Active Pharmaceutical Ingredient) (aandaladonis)

1.1.1. COA ing@iu {ivavas Supplier uag Manufacturer waziUuingAUNNEN UHEINY

1.1.2. fiawgwed Supplier uay/v3e Manufacturer 3o lilygumsnanifeniu

@t -

1.2. wafigadgunmvilsdaiusemansiinsievisnendifyy (Certificate of Analysis of Active
Pharmaceutical Ingredient) (&andaladonils)

1.2.1.m391U Active Pharmaceutical Ingredient Specification )n#aaa3 Universal tests
wag Specific tests 13994 Supplier wag Manufacturer :mum:drrmsazmﬁgmdpdd&#mé
;mﬁuﬁlg LOQ ASUMMU 8AUTIYS Physical test, Description, Appearance,

Identification aillsisuiiansanteyaigauratuduannm Muanwalagldanai
conforms, complies, not detected, N/A Tagliisieaiumi LOQ

1.2.2.9531U Active Pharmaceutical Ingredient Specification ﬂ_mﬁu&ma@a Universal tests
wag Specific tests 983 Supplier #3® Manufacturer Fmumj,_.m_u_.ms,._zm._bmd_._&d&ﬁme
warszuA LOQ AsUMY 8nliuRIve Physical test, Description, Appearance,
dentification %%&m@._.,.5daémﬁmﬂmamgmxmﬁmabﬁ Auanawalagliei
conforms, complies, not detected, N/A Taglisneaua LOQ

1.2.3. 9591U Active Pharmaceutical Ingredient Specification 9n#a%a%4 Universal tests

way Specific tests YIIv4 Supplier wag Manufacturer _._.&ng.u_._.ms@zmq_,:mipcc
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= = ' 1 w v &
“Conforms, Complies, Not detect, N/A” Tnglaisgyen LOO Tuvveviaisuananalu
sUwuUFaY sniuviate Physical test, Description, Appearance, Identification

1.2.4. a5aNU Active Pharmaceutical Ingredient Specification %n%Uawa4 Universal tests
way Specific tests 89 Supplier %38 Manufacturer Famzdsmozﬂhm.pcmisdﬂ
“Conforms, Complies, Not detect, N/A” laglaiszyai L OO Tudofimsuaniwaly
sULUUILAY enLiuviade Physical test, Description, Appearance, Identification

0.5

1.2.5. #5910V Active Pharmaceutical Ingredient Specification d:._m\a.m_.wema Universal tests
wag Specific tests U483 Supplier 38 Manufacturer _vram:gmr_.msazm,?mdpdc
“Conforms, Complies, Not detect, N/A” TuatadAgyaudns e 1wy Assay,
Impurities (LiR15047)

1.3. muduiusvewaiigaiaunmmisdesusesmansivmsietdiiagy (Certificate of
Analysis of Finished Product) ﬁhmm_a%mﬂs&\mxm&

1.3.1.COA finished product l¥ingavun1snaniieaniu COA Active Pharmaceutical
Ingredient Specification

1.3.2.COA finished product laltingaugunisuanifeniu COA Active Pharmaceutical

Ingredient Specification

1.4. uaigadgumvilsdesusemanslinsieienduiagy (Certificate of Analysis of Finished
Product) (iiandaladanils)

1.4.1. 933U Finished Product Specification snﬁu&wema Universal tests way Specific
tests uaziinsuanaraluzuwuuiay uazseya LOQ AsUiIU sntiuite Physical

0 o v 1w e = € s ar o °
description s,._._ﬂz.E.idaem_\mams%%mge:@ﬂ%é Avanualngldmig
conforms, complies, not detected, N/A Taglaisngaius LOQ

1.4.2. 53 Finished Product Specification yn¥a%awas Universal tests Waz Specific
tests _._.Q_mj‘_mpmsazm._.:md_._&d “Conforms, Complies, Not detect, N/A” Hsm_,_.ﬂ_muﬁi‘_
v v oo W voow W 5 il 3
LOQ _Fﬁemsﬁﬂ_,msazm?mapccsﬁ.ma uNIUMIYD Physical description

AMENTTUNTAMUAT IS BEALATANEN YZIANIE

.......................................... USEEIUNTIUNT N,m_a-.nu_,.m P\,\l NI3UNTT

(wey.wilen ASgasseunsad) (ney.adan lusna)

3. aa%e aﬁm ASTUATT

(ney.as1 Alvuadn)

-




i 12

N 21

Fon158n

- =3 ar = ar
naein1susTliuAu WHEN B Yo ey

ATUU

1.4.3. m531U Finished Product Specification snam‘.,_,mmémb Universal tests Wag Specific
tests usiinsuansnaluguwuu “Conforms, Complies, N/A” TusitadnAgymueisien
19U Assay, Dissolution, Related compounds (s (laifia15an)

2 | naigaiguamnsfineananeia (Stability data) (@endaladanids 2.1. u3e 2.2.)

10

- ae v e w - 2 s ' - - ' v
2.1 nstlpmsndusesdimmasivuslald (In-use stability) Wy e1iin einaunauly svesns
Wudiu vie msneaeunsinuusesadineuas/vse In-use stability Tuedin (Wusu
(AU = U8 2.1.1. + 2.1.2. w3998 2.1.1. + 2.1.3.)

10

2.1.1 n15@nw Long term stability (@andaladowils)

1) fins@inw Long term stability Yian1izdniiu (Storage condition) aeatioy 3 Juns
wdn viell Wuluamderimunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH %38 5 + 2 °C) nsdinanunsariunsAnulaniu ASEAN Guideline #aauuu

Siie = al Lras atey =it <
Stability protocol 38 Smawéﬂsm%dﬁgsﬁz 98, NUNAN1IANYIATUDIYYY]
o v = = = o =t as ar
mMwualiuuaan laglinanis@ing On-going stability ideyadwiemdulagiu way
LanINan1In IR TuAAEY Bnliuite physical description wagivdens
v o Sy a |
NAABUATUNIU MIUAITI8IVIDN989 (WU USP, Ph.Eur, etc)

2) §ins@nw Long term stability Nidan1igdniiu (Storage condition) eghaties 3 uns
wan_ugliduluauderimualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH %38 5 + 2 °C) nstinamnsaiunsanenlaniu ASEAN Guideline #aauuu
Stability protocol %38 nangMAlATUN1TEYERIIN DY, NINANITANEIATUDIYEIT
° v = 5 i = v a o
mvualivuaain leeiinan1sfine On-going stability Mdayadweamduiagiu uay
WARINANINTIVIAT IR TUANAY BnLTumte physical description waziiadens

o L =
NAFOUATUAIU AINAISI187171819D4

275

3) fin1sAnu Long term stability fian1azdniiiu (Storage condition) aghaties 3 JUM3
wan_uluniutervunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5% RH
%38 5 + 2 °0) finan1sAnwpsueigurvinmualivunain udlifinan1sAnw On-going

2.5
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nausinsuszifiununweanueisndeansin AU

stability ideyaswamduiagiu uazuanmanisnsniensiduduay onduhde
physical description wagiivhionmaaauasudau ausiseignsds

4) fin13finw Long term stability 7idn1azdnifiu (Storage condition) aeatios 3 JUATS 2.25
nan Wuluauderivunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5% RH
W39 5 + 2 °C) fiwanisAnwnlainsuangeiifvuslivuaan ugiinan1sdny On-going
stability Yage uazianinansnsiaiwseiiludaay eniduite physical
description uariivhdonisvaaeuasudiau aussenianads

5) fin1s@nen Long term stability fidn1azdniitu (Storage condition) aehatias 3 U3 2
nan Wuluatuderinunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) finanisAnelsinsuangeniiimuslivueain uazlsifinanis@inw On-going
stability Uage uavianiansnsiimseiidudaay eniuiite physical
description uaziivdonsvnasuasudiou musseiisneds

6) finsfinw Long term stability flannzdaufiu (Storage condition) lainsu 3 funswda | 1.75
usiulumadervualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5% RH
38 5 + 2 °C) mzmzdmzﬁim.m._._w,ﬁm.ﬂm‘_g%,_.mc:mm\5 uAHNANI3AN®Y) On-going
stability ideyadwiamduilagiu wazuanwansnsvinngiidudaey sniurde

physical description LagiTon1INAABUATUAIU AUFITI8ITNEN984

7) fimsfinw Long term stability #an1zdatiu (Storage condition) aeatios 3 Juns 1.5
wadn wilaiilulumudorivuslu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH 38 5 + 2 °C) finan1sAnwiasusigenimualivuaain weldfinanisdnm

+ oi = ar Y a & o e
On-going stability semxmmz__ssacaamdz UAZULANINANITATIVUATIENUUAUAY
1 5 s . 2 - =l e W o L =3
unIUITe physical description uagsiividan1svaaouATURIU ANAISIETNB19B
989Uy 3 JUNIHAN

8) §n1sfnw Long term stability ianmzdaifiu (Storage condition) agatios 3 Jums 1.25
wan wiliiuluaudorivualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +

&\ AIENTTUNTAMUAT IBAIEBAUA AMANHZIANTE
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5% RH %30 5 + 2 °C) fiwansAnwiasuargeriifvuslivuaain udlsifinanisdnw
On-going stability idayadwiandutagiu wazuansmansasaiinseidy
Conform, Complies, Not detected, N/A sniiuIUe physical description uagil
Whidomivaaeuasudiau aasseniisnsd

9) simsAnw Long term stability luiilulumiu ASEAN Stability Study Guidelines, #nwn

ted e B

L o s 1 a n. £ 2 =Y ')
AUy IivuAlivuaaIn willtenismadeulinsudiu musisendionsds (la
wa15a47)

= = e = ' = o £
10) iims@nw Long term stability fiinan1sAnwlinsuaigernimvualivuaain wieil

s 1] L] L 12 - = [ !.ﬂ_
densnadauliasud U 1LRISI8IM8195 NTBHANSILATIZH AN
91983 wIsluudnwan1insaasziluiaay eniusiade physical description

%39 Liifinan1s@nw Long term stability

212

MsAn In-use stability (@andaladonids) wy erdn erinaunauld

1) dayansfnwauawiivaslold lnefiienalsuannisAnwifigumgll 30 °C utu 6
duai
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