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AMENYULIANIZYDIEN
988968 Heparin sodium 25000 iu/5 mL solution for injection, 5 mL vial
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sULuY Wuasazanela Usannide dmsuda

dulsznau  Usznaumemien Heparin sodium 25000 IU/5ml
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1.5. MsnaasuAmautanly

1.5.1. AnuanUAved Parenteral dosage form fn1suaninga/n15ms3a Universal test sapalufl

D) Test Acceptance criteria
Identification complied to all requirement of all specified
procedures in the test on Reference monograph
2. | Assay complied to specific test of Finished product
(Shelf-life COA only)
3 | Particulate matter Complied to finished product specification or
specific test
4 | Sterility test Complied to finished product specification or
specific test
5 | Bacterial Endotoxins Complied to finished product specification or
specific test

1.5.2. AruanURAvDY Active Pharmaceutical ingredient finM5uaning/n130533 Universal test adsialudl

\h) Test Acceptance criteria
Description/Appearance Complied to Active pharmaceutical ingredient
specification
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U2 Test Acceptance criteria
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. puaNUANIanALia

Namsm%ﬁLﬂiwﬁﬂmmmﬂulﬂmu finished product specification wag Specification of Active

pharmaceutical ingredient (API) 1819899 1nindus1fuaduiisadu deldaanzidousedidnaiu
ANENSTUNITOIMNIUALE NTENTH@ITUEY ainduhsuilisrdsioaduatuiifiouivielnl
nunnsgrundusisulasmisunis auussmanszvseEsisugy $oe seysisie we. 2561 asiuil
6 Sunan w.A. 2561 (@aUsEnAlusWAIYUAMTUT 12 QuAIUS 2562) uaw Seyssen @UIUT2) we.
2562 awiuii 3 nsngney 2562 (asUszmeatusisRanyuniud 26 nsngiau 2562)

2.1 Finished product specification

99 | Test Items Specifications
USP43 BP2022 In house
1 | Identification Correspond to the Complied with
standard finished product
specification
2 | Assay: 90.0 - 110.0 % of 90.0 - 110.0 % of | 90.0 - 110.0 % of the
Anti-Factor lia the stated potency | the stated potency stated potency
potency
3 | Bacterial Meet the Meet the Meet the
endotoxin test requirements requirements requirements
4 | Particulate > 10 Um NMT > 10 tm NMT > 10 tm NMT
matter 6000/container 6000/container 6000/container
> 25 Um NMT 600 | = 25 lbm NMT 600 > 25 Um NMT 600
/container /container /container
5 | pH 50-75 5.5-8.0 5.5-8.0
Sterility test Meet the Meet the Meet the
requirements requirements requirements
7 | Labeling Meet the Meet the Meet the
requirements requirements requirements
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2.2 Specification of Active pharmaceutical ingredient (APi):

i 3

D) Specification of API Acceptance criteria
USP 43 BP 2020 Ph.Eur 10.0
Appearance White or almost | White or almost
white, white,
hygroscopic hygroscopic
powder. powder.
Solubility Freely soluble | freely soluble in
in water. water
1 | Identification Complied to | Complied to the
the API API standard
standard
A. 1H NMR SPECTRUM Complied to the API
standard
B. CHROMATOGRAPHIC Complied to the AP
IDENTITY standard
C. ANTI-FACTOR Xa To 09-11
ANTI-FACTOR lla RATIO
D. MOLECULAR WEIGHT Complied to the API
DETERMINATIONS standard
2 | Assay

Anti-factor lla potency

NLT 180 USP/mg

heparin units

NLT 180 IV/meg
(dried

substance)

NLT 180 IV/mg

Appearance of solution

The solution is
clear and not
more intensely
coloured than
intensity 5 of

the range of

The solution is
clear and not
more intensely
colcured than
intensity 5 of
the range of

reference reference
solutions solutions
pH 5.0-7.5 55-8.0 55-8.0
Nucleotidic impurities NMT 0.1%w/w NMT 0.15% NMT 0.15%
Protein impurities NMT 1.0% NMT 0.5 % NMT 0.5 %
(dried (dried
substance) substance)

Related substances
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U9 Specification of API Acceptance criteria
USP 43 BP 2020 Ph.Eur 10.0
Sum of dermatan sulfate NMT 2.0% NMT 2.0%
and chondroitin sulfate
any other impurity NMT 0.02% NMT 0.02%

Nitrogen determination

1.3% -2.5%

1.5% - 2.5%

1.5% - 2.5%

Sodium

10.5% - 13.5 %
1138 (BP $1n71)

10,5% - 13.5 %

9.5 - 13.5%
Limit of galactosamine in NMT 1.0%
total hexosamine in (a
measureof dermatan
sulfate and other
galactosamine containing
impurities)
Absense of oversulfated
chondroitin sulfate
A. oversulfated 2.12 - 3.00 ppm.
chondroitin sulfate
B. Chromatographic No peaks
identity corresponding to
oversulfated
chondroitin sulfate
Loss on drying / NMT 5.0% at 60 °C NMT 8.0% NMT 8.0%
determined on | determined on
1.000 ¢ by 1.000 g by

drying at 60 °C

drying at 60 °C

Residue on ignition

28.0%-41.0%

18979 ...

Bacterial endotoxins NMT 0.03 USP NMT 0.01 U NMT 0.01 IU per
endotoxin units/USP per International
heparin unit International Unit of heparin
Unit of heparin
Sterility test Meets the Meets the Meets the
requirements. requirements. requirements.
NUYLIG NMT = not more than

* %190 Dissolution wag Uniformity of dosage units TWlUULONATUANITIBAZLBEANANIS
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- nsdifeansifouudenisiiy (waive) msnsavaeuTiasigisenisla Wiuuanuenans
wangudsnamlaueyiiRce

- Drug substance specification W915a191n1U3AT19%VBIENER drug substance w30 Tu
AAT1g¥ drug substance vasiHARedSI3U atiuleatunis alinsanadeneiasuyn
Fdeditvun

3. N15USLUATUSEANSNINABS1AT (Price Performance)
9ALLDYANULBNEANT 1589 NSUTELUANUSEANSNINHBI1A1 (Price Performance)

4. NE1SN Y IUNITNAITAUN

1)

3)

4)

nansiidlunsiansanauame WSsEduenansndoussymneiauonansmuddiu fieluil
dwenasmiven Mwive waz/mIen1wsangy
wurewe: lunsdlifldendunuuazdesdienarsuansdevsldveseriiiunissusesann

dinnueanznssunIseMIsHare1 fuansieniulifeusld demssets devinldiisumirtuen
gunuluruneeiildlunsinuvindy uaginisseydennuounsldonliluienansiiiuen
AUNBNANSUARITERUULRAINTBINFUTTY (Westuagnanaen) muiildtung Tould
diundvatunsfous3uen (Wuu n.e.1 vie u.1) asunanih nieusiuaziBuanndnuaiany
Y9381d 1139 3Unardar MuALATFIUEIIEN1ILATIEEN (Finished Product Specification and
Analytical Procedures) fitunzideouly lnedaadredainfuiiiuseniansensisansisuguiuses
wselvinIUsene

nueng: n3diegszninweildsuulaudleisinssinasdorimunuinsguliaoandes
puseTivszmaiusemiemmeangasedinaiuauznssumsemsuaze Tiuuud i
voudluAsuntassenislunzifousiue o ne. 9) vie duundmusudludsuuvassionis
Tungideussuen (Wuu 8.5) umseuiueg
duunludfmstunsfousisuen (Wuu ve.2 vie 8.3 vi3e ne.4 vie 8.2 ududnsdl)

4.1.1.nsdewanlulszmelne (e.2)

4.1.2.nsdg e msutsussglulsemelng (ne.3)

4.1 3 nsdingnidrannssusemea (ne.4)

wurewe: n3diinsldsuvasuiluiSuoyynnazaniuiings Iuuudnuidveufle
Wisuwuassenislunsieuiiiuer Wuu ne. 9) vie dundwesudluasuudassienslu
neidoushivenfeafudFueyynuasanmuiingn Wy o.4)
dnumilsdeduseunasgunisuaneinundninuei3sn1sialunsnanen (Good Manufacturing
Practices (GMP)) /PICs (Pharmaceutical Inspection Co-operation Science) Iagvua8311 PIC/S
participating authorities 2UUa1@AAINTBUNIINTIVABU ANaN1TTUTRINTIUUSENIAYTENINTIAN
Sidnnseiind lumnaifgesiueiiiaue Usznause
5.1. dnumisdeduseansgrunisudneinundninueiasnsialunisudn Tngaufendidy

(Certificate of GMP Active Pharmaceutical Ingredient (API))
5.2. dnumilidesusesunasgiunssanemundninaeiismsfinlunsnannansasisdusagy

(Certificate of GMP Finished Product)
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6) lunsdmdugnindraindrsuszina guandosddiumiadosusowandua (Certificate of
pharmaceutical products, CPP) n3enisdesusesnisdimine (Certificate of free sales, CFS) u
e iiausuy atuaganuseunsnasulneiinasusesisiuusenmalsening e
7) WRTPIUVDITBMNUARMNIWIRGAUMIEIEARY (Active Pharmaceutical Ingredient Specification)
wazndnsiaeiendn3a3u (Finished Product Specification)
7.1 dnuinsgrudngaualendiAey (Active Pharmaceutical Ingredient Specification) way
U1RIgIUNAnSTuaia1d11593YU (Finished Product Specification) Tae sgy#15181
(Pharmacopoeia) l#8148an1531asgilasunsgruegadesdeaduluaudemmuauas
1nsgIureInsinseiluielamsemis muusEniAnTEnsNaIsITugy 1309 S8y
15781
7.2. @1 drug monograph yaavaiEd Yty (Active Pharmaceutical Ingredient) Wagnansiaus
&1d1593U (Finished Product)
7.3. nydlfiingAufe1d1/y (Active Pharmaceutical Ingredient Specification) y13anansaeien
ﬁﬁL%ﬁ]gU (Finished Product Specification) liusinglusinsien (Non-official pharmacopoeia)
Fowanwanguieiinasguvesmsiensiduluaadendsdelasolud
7.3.1 idofmunuazinmsgureansiinngiluinewesamanduauninues The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) #3®

7.3.2 fofmunuazinmsguYeINTIATIEVENAR (In-house process) iaanndaariu ICH
Guidelines %139

7.3.3 et wuanazanasguiluresmsinsgidimualilusse ssele snemis
AUUTENIANTENTNAIBIINGY 509 SEYFNTIEN a%’mi”ugmwumﬁv'w] (General
requirement for dosage form)

a (%

nurng: TafinuanuAINIngAURI81d1A7y (Active Pharmaceutical Ingredient
Specification) wagnansusie1d11593U (Finished Product Specification) A15814843118157
Werfuuazaduifeadu endundnsditdiseiidommuauazinnsgiuveansinsiziane
TogRusendfey vio nandueiednsagy
8) dumisdesuseman1siiaseyt (Certificate of Analysis (CoA)) lapRasUsznausme
8.1. dnmilsdesusemamsiinseningausiendfgy (Certificate of Analysis of Active
Pharmaceutical Ingredient (API)) lnefasusenausiey
8.1.1.dwnmilsdeiusemanisinseiingausenddny vesndningausiiendAny
(Supplier)
8.1.2 duumisdeiusesramsiasieiingausend ity veafndnndndaeiedusagy
(Manufacturer)
8.2. dnumidesusowanisiaszinansugie1dniagy (Certificate of Analysis of Finished
Product) vesinannansuaie1dnsagu (Manufacturer)
8.3. na1sguduauduiusIEnINgUMSHARYRYIngAuMed1AY (drug substance) uag JuNs
nAnvasHAnfuTdFagU (finished product) Mdlunsudnesuiidwey

9) d@NUNBNANTUARINANITANYIAILAAT (Stability data)

ANENTIUNIMVUATIBALLBBALATANGN YT IANY
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9.1. AUUNBNANTUAAINANITANIANNAIRITTEZEN) (Long term stability data) 317U 3 JuAs
AR

9.2. dunenansIAnINANSANYIANAIIILANTIZSY (Accelerated stability data) $1uau 3 qu
NSHAR

9.3. nunenasuansHanIsAnuLansierannsainulasinetld 1 e /duunuancsyansua
msshen (nsdlenda) (Gd)

9.4. nsdfueniivosazate ATeanneuld WduenaisnanisAinyimiuasdndinisarans
way/Mse 130979 / ndalald Tuivinazanemey asuiiuuazasnadosnuenalsinfiuen (In
use stability data)

10) diumilsdesusesndnsusisndnsagy (Certificate of Pharmaceutical Product) lawiggniidnan

Tudsznalvy

11) & mdngIumnEuyavemansiusien Bioequivalence) InEHANIIANYIANINANLAYDINGR T

81 (Bioequivalence) 1ulumiudaniinun ASEAN Guidelines for the Conduct of Bioavailability

and Bioequivalence Studies %38 AlensAny AUz anSauazTIaNYATBINENT UL NTENT

asnsnay Inanvuvdemisnufnuiauyaitldfunisiusesann dulnaunaznssunisems
waze avdutlaquy (nsaililyendunuy)
12) duumidsdesusesuasgiunsufoRnumaninaeiisnisialusiesl §UAns (Good Laboratory

Practices (GLP) lunsiiivims@nundauyaivhalseme

13) Ao suseunnsgumaif usnuinagnssangenamdninaeiIsnsiRlunsIivnvILes

N3%¥397881 (Good Storage Practice / Good Distribution Practice (GSP/GDP))

14) fiaussasiedsinegnsestiiey 3 mieussyiui

15) dumiladesusesunasgiuieafiRns ISO/EC 17025 Tusiemseniiiaus @i

16) dunenansuansdayanislizunisussylu Green book T8aNTHAINYIMEARTNTLINE (H13])

17) dwenarsuanideyansliizunisussglu Orange book Y84 US.FDA. %38 European Medicines

Agency (01%)

18) nsdilildenduuuuseuaninisfinuvnanadn (Clinical trial) vesenluuszmalneiuansimans

maTinves LS BUTIBUAUE UM LKA ATLTWISA 5NN SWInE (673))

19) MIBUTUIILEFTUNTNIUAAUTENAANENTTUMIALUNTLUVE WM 158 0NAI3E555131908
mMsaasuMsEEvesEmAlng w.a. 2559 wieasusssndug faeandostuusenan (dni)

5. Reulvdug

1) evesilogwidslifosndt 1 Y fuaniuiidweus

2) vwnaumsnaniidaeuliuigquinmsumdazdosduumidoiusemanisiinsegy (Certificate
of Analysis (CoA))

3) fuwasdesiluBuseniudsusidoslndvunegyiedlaiansidenanmaeuimuamusiuou
39

6) mnausMIugwudgauamNKaRdusiLafensamIaitdAs iR dFmie
wanfasisandufFuiaveumlddelumslinneiquamen wazdswiludnouiigndaiinszy
ALUAAUINITWINEY

ANENITUNSANUATIBALLEEALALANGN YL IANE
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5) fiauenan(ue)dusanlvisnidndygneunsuimun sl

5.1. MnmMsguaIRleEERnnsAngmansnsunndudanamsiasizilidulunumnesgiu

5.2. nsdindnsusienaiadgniFonifuiunniewmanlnedinnuenenssunisewnsuasen

5.3. nadinullymemnmannadnsusiiodmaroUsyavsuauazmmasnsesefUe i ue

5.4. nsdiAngnIsuMdunssutasnstiadnereenandyTer Audmsunndavesnidnms
&aiforlundednly

6) fimanisanealul@eadSeuiisunuendunuulu@sunsuulnuazinsuay
7) fend15/3Ua18UEAINISUENNISNARTENINNGUET carbapenem waz Cephalosporin {Wan

N15UUABUIENINNITNANYRINGNYT LENTEUULN STUUDINA SEUUNENI LB NEUTS

AMTNTIUNINVUAT AU BEALATAMSN I IANE
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AudnsunndUegyayriiuning vausznu

LUUUsEUAIUSLANSNINRD31AT (Price Performance) Ussnmeail(e1an)

iauus umiin (Fevar)
LaunwuaraaauUindulsslorisenesyms 80
2.5 20

wa a

1. aaunmuazanantAnluustlevddanisnynis (Sevaz 80)

Wi 1

- v
YBNIIA1

inausinnsUsziugunwaaniusiendaaniiy AZUUY
n. 52&@23:&&& (General quality criteria) 20
1) ATFIUMSNARGIIIUMENNUITISN TR UNNEREN 1.5
2) wnsgruIngAumendinty (Active Pharmaceutical Ingredient Specification) wagannsgu
nAnsunia1dn3a3u (Finished Product Specification) &
3) ATFIUNVBIUFUANS 2
a) mesprumaivinynaznszgsmEManINUITIsNsAMuNSIAUSIYILAENsEEEn (Good
Storage Practice / Good Distribution Practice ; GSP/GDP) 2
5) RIFIURERSN 10
6) AuautRniBeUsElsvine iRy 15
Q. SE&JEBs_stu (Specific quality criteria) 80
1) wangauAunmvilideiusamansiiasiey (Certificate of Analysis ; CoA) 10
2) HaguAMAMNIANYIAINALN (Stability data) 7
3) wafgarnuAINYBIN UL UTITAuALY UsTAusiazaan (Package & Labeling) 3
4) anuwiisnlunsiiasnsnAueiduwu (Therapeutic Equivalence) 15
5) MsAnY/ATennmain 30
6) FTUUDUTUNMAINITETITUY WANTINIIUY 5
7) finmsiesestansuulounazseanudiu Risk assessment of elemental impurities 10
ATLUUIIY 100

[ ' H o i ) G e o & o v ¥ a -l
Sevazazuuulagldndnnisadeumiin (draiwminlagszuunisdndedadramasgiediannseting)
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2. 51 (Fe8az 20)
fuusiusimazgnusziliuuaslinzuuulngssuunsdndedadnuniasgiediinnsetlind (Electronic Government Procurement; e-GP) wesnsuigyinans

o3

ASLNIINITAGY
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ATLUU

n. 5245232&&& (General quality criteria)

20

dac L

5smME:dzmsSsé:M:_.:Esam:\_msm._.::‘_mzmsc,_ (AZUUUSIY = ¥9 1.1 + 1.2+1.3)

1.5

1.1 Certificate of GMP Active Pharmaceutical Ingredient (API) lunuiaenfilausvie avu
1 I o = @ o I =~ L
angamusoun1snsivasulaeiinaiusesiviulsmauseninnn/daden (Ganvaladanils)

0.5

1.1.1. 195un155U399 GMP-PIC/S 910 PIC/S participating authorities %38 cGMP

0.5

1.1.2. 195Un155U599 WHO-GMP %38 %158 cGMP i3aLfigutyin Tunuiaiinelveenu AP

0.1

1.1.3. 195ums3us83 WHO-GMP %38 cGMP 3aifisuwin usilaissyvnadau / Ll
NENSUWANINIS5UTB GMP (laiWe715041)

0

1.1.4.195un35U583 GMP-PIC/S %38 WHO-GMP %138 cGMP Nvsnengneuiulsznie
Usznangia wazlifilenansuwansnistiuveseniy use liiivdnguwansiuvuneiy
(laivinrsaun)

1.1.5. Luiléizun135uses GMP-PIC/S w5 WHO-GMP (lsiWa15047)

1.2 Certificate of GMP Finished Product luvsnagniiiaueue atua1aanusaumsngiaaey
Tnefinasusasfiviulsemauseningn (andaladonis)

0.5

1.2.1. 1@Sun133Us89 GMP-PIC/S 910 PIC/S participating authorities #58 cGMP Way/w3o
niladesusawdnium (Certificate of pharmaceutical products) 21n PIC/S
participating authorities Tumsnagnliausune (nsdletid) vieldsunsuses
GMP-PIC/S 2n&11NuANENIIUNITBIMITHALEN

0.5

1.2.2. 195ums$uses WHO-GMP e cGMP v83 Useinagudn lumanaiinedesiu
Finished Product Waz/138 wilsdasuseinansioum (Certificate of pharmaceutical
products) Tumnegfitausune (nsaleg)

0.1

1.2.3. l9sumssuses WHO-GMP uslsissymnatau (luwersa)

1.2.4. 195un135U3839 GMP-PIC/S %38 WHO-GMP %38 cGMP iuaangneuiulsznia
Uszmesia waglifiionansuaninstuvedeniy (lWwersas)

ANZNTTINSAMUATIBARLBUALALANANYEIANY
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1.3 nsamdugninnannanauseiva fesiidnuinihdesuseamaniug (Certificate of
pharmaceutical products: CPP) w3auiladesuseanisinming (Certificate of free sales:
CFS) Tununaeniiause

0.5

1.3.1. CPP wi® CFS atuagn (wseunsnsavaeu) nsdilerylvilorynisivsesieiy
Usgmemsznngn viselugiindalulszimalny

0.5

1.3.2. 14l CPP vide CFS vid &I CPP / CFS fivunony

WnsgIngauRe1EAYy (Active Pharmaceutical Ingredient Specification) uaz
WnsgIuNAAineie1d133U (Finished Product Specification)
Aorsaurmrsena1smstunsdoy (Azuuusan = 9o 2.1 + 2.2)

2.1 imsguIngausiaendfey (Active Pharmaceutical Ingredient Specification) (t8anvala
=
VE)

2.1.1. nsallésunissuseslusingien (Official Pharmacopoeia) (ti8anvalndanils)

1) 91989 fs1e1 atiuaian (muenalsnduneideul’) wazn1s9n9deniy Aeediunly

TunzifouiTueuad @e.5 1 9e.01sTH)

1.5

1.5

2) 81984 fsen atiuange (mMuenansitunzileul’) viesuuiluluneideusisuen
wd2 (@ v.5 My 9w, nwlu 2 Yuaddlilasumseyd® wastuudlvnewiulsenin
37A7)

0.75

3)  §72489 USP, BP, Ph.Eur,, IP JP atulmindiusenia szumsen wasinlulunsideu

o w a 2 ¥ a < e
FNTULILUTBENAT (H8.5 V1 DY.DUNR)

4) #1983 USP, BP, Ph.Eur,, IP, JP atulnindiusznia szymsnen uaraiuunlvly
o ° w v A o R NP2 wa -
nuidousmsueua (@ 8.5 NBu oe. nelu 2 Yusddlilasumsensdd wasduuily
neauiulszNnTIAn)

0.25

5) 1984 USP, BP, Ph.Eur, IP,JP atuaige wialusindtusznia seysinsnen wavuily
TunzifoudSueuan uwads ulgguualylungideusnsuen

6) 97999 USP. , BP., Ph.Eur., IP, TP, JP (RUUAINFNSIENT suR.UsEnE) Lazuly

Tunzidoumsueuas @o.5 7 08.0uslR)

ANZNITUNTSAUUATIEAZIBEALAS AUEN YULIRNTY
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2.1.2. 105 useInuOfficial Pharmacopoeia yosUszimiiluandnues The
International Conference on Harmonisation (ICH) (i@w7zaa73n ICH 711 Official
Pharmacopoeia harmonization A USP, BP, Ph.Eur., JP., Ph Int.) %3899R1%us
HAEUIMIZIUY In-house process flaenndaiy ICH Guidelines waz/vie
Pharmacopoeia General Requirements (idandalationils)

1)

91984 Official Pharmacopoeia vo1UszmAan1@n ICH uaz/#38 In-house process
MiaenAdeIfiy ICH Guidelines 38 Pharmacopoeia General Requirements atiu
aga ynviate uazunlulungilowmivenSeuiesuds (fle.5 7 ov.0uTR)

Fan1sén
wnasin1sUsziliununwran sl doaiiny AZLUY

7) 81983 USP. , BP., Ph.Eur,, IP, TP, JP @Tumussendt sumUsene) uasduudle | 0.15

Tunsifousiiuanuds @ o.5 1u eu. melu 2 JuddlailéFunsonstd wazi

wilvnewiulseningia)
8) #1984 USP., BP.,, Ph.Eur, IP, TP, JP (atfumasingnendi sum.Usene) wazuilely 0

neidumiueud wids ldduudlyluns SousiSuen
9) FreBshmeatuinitsemassie (dRensen)

81984 Official Pharmacopoeia ¥e3UszivAaNNTn ICH Way/¥3e In-house process
MaeAAReIfiy ICH Guidelines %38 Pharmacopoeia General Requirements atiu
Tnsindnusgaasnsenyt sundszme ynthide wazudlvlunsideusmdueuwdn

Ll B Y

(Hy.5 91 ov.0u4R)

1.25

3)

81984 Official Pharmacopoeia 183Uszinaaun®n ICH way/%58 In-house process
L Yy @ i . = o . o
danAaINy ICH Guidelines #99 Pharmacopoeia General Requirements auu
ind1UsEnAA1sIeN sue.Uszna naviade wavduwdlulunsdeu

o @ ¥ IS D_.D._ | | M Yo wa D.. ! £
Afugun (@ 8.5 8w g, melu 2 Yuddalilasunseyd® wazbuuslunewiu
UsgnIngnen)

0.75

4)

81984 Official Pharmacopoeia U83Ussineaun®n ICH uaz/#3e In-house process
Migenndeiu ICH Guidelines %38 Pharmacopoeia General Requirements atiu
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Fon3dn
wnasin1sUsziiuamunweans st oansiny AZUUY
musEmaisendl sun Usena yathde wazwdlulunefoussueud @o.s
7l o 01LTR)

5) 81984 Official Pharmacopoeia ¥83UsinAau@n ICH waw/%38 In-house process | 0.25
fianndaatu ICH Guidelines %5 Pharmacopoeia General Requirements_auu
pusEmMeAis1eni sun Usena yvhde warBuudlilunsdeusmiueuds @

0.5 91y oy, melu 2 YuadslildFumsondd wazduuiludewiuusznansian)

6) 91984 Official Pharmacopoeia ¥83UszinAau@in ICH wag/150 In-house process
fiaanndasiiu ICH Guidelines %38 Pharmacopoeia General Requirements aUu
agnsolminiy wiemuusyna uslulad i Jeue 131

7) #1934 In-house process fideandesiiu ICH Guidelines muUszmAGITIEIUAS 0
Wito

8) #1984 In-house process fidaandaaiiu ICH Guidelines sniUsymasisien (i 0
URRER);

9) In house process lugonnass/uifulunu ICH suideline vsoluifinisiiuudly (sl 0
WA150)

2.2 w3y urdnsiausierdniagy (Finished Product Specification) (\dandaladianils) nsel 1.5
ogszminmsiaeuuawurluiuinesiouena suioduumisveusly Wy ¢.5) 1
w393 finished product specification lngveunlunouiuyseniaseninsiny/maden uagls
w2 U ad FulsenInsim
2.2.1. nsdlidsumssuseslushsnen (Official Pharmacopoeia) (sdanvaladanils)

1) w81 e atualga was Nmewcﬁmmwtﬁﬁ@ wngilouiiueudn 1.5

2) $1981 frsen atiuarge wee agaeuinduudlilunydowniuen @ o.5 ity o 0.75
melu 2 Yadsladldsumsous® wazduudlunoutulsennsen)

3)  §18e e atuaian wagh lgduudlalungSeusmduen 0

4) w1 USP, BP, Ph.Eur,, IP,JP atuluundiussmessyisnen was [a5umsousd | 1.25
Tunzilousisueuan

ANENTTUNSAIMUATIBaBUALATANANvAZIaNE
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5) 97984 USP, BP, Ph.Eur., IP atiuluindiussmaseysisnen waz egsywineduudly | 0.15
Tungidouiiuen (@ o.5 18w o, nelu 2 YuadslaileSunseyst® wavduudly

nauTuUTENINgIA)

6) 81983 USP, BP, Ph.Eur,, IP aduluindiussmassyssen uadh [uldduudlaly 0
neideusiiuen

7) 81983 USP, BP, Ph.Eur, IP _snuuszniAssysngen waz lasunisendaiuneideu 1
ASUEIUE

8) 884 USP, BP , Ph.Eur,, IP piudsymiasyysisnen uay egsewinaduudlely 0.05
nileudmiue @ o5 718y ov. ety 2 JuadlailFisunsensdd waruudlerey
TUU5ENI951A1)

9) W81 USP, BP, Ph.Eur., IP muuszmaszyssnen wadalulaudlalungidoussu 0
&

10) $wdamusisen USP, BP, Ph.Eur., IP usatiumnin Ussmiaszyssnen Cli 0
WI5041)

2.2.2. nstlllaFunsTuseslusien (Non-official Pharmacopoeia) 3nmsg1usasams
Official Pharmacopoeia yosUszinaTiduaindnues The International
Conference on Harmonisation (ICH) (iw1zUseivaasdn ICH il Official
Pharmacopoeia harmonization Ae USP, BP, Ph.Eur., JP., PhInt.).) %3®
ForhmuauazanmsgIu In-house process fiaonndasiiu ICH Guidelines waz/v3e
Pharmacopoeia General Requirements am@a%&s&\m:m&

84 Official Pharmacopoeia ¥84UsemAasngn ICH way/#3 In-house process | 1.5

#onmaednu ICH Guidelines w38 Pharmacopoeia General mmgc:mBmzﬁ atu

1) 9
il
@J&E NI Md rrme:mﬁ&.ﬁtSerdeiSdemj_vmmdm@m_,rmo G,_m 59 ov. @tﬁsv
1384 Official Pharmacopoeia 103UszinAau®in ICH uag/#se In-house process | 1.25
A9AARDINU ICH Guidelines 130 Pharmacopoeia General Requirements aUu

of
<
i
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3)

91484 Official Pharmacopoeia 983Uszinaaun®n ICH way/#3e In-house process
fidonndasiiu ICH Guidelines %38 Pharmacopoeia General Requirements aifu
dga vselusindnuszmesisend sun.Usenia yaviade wavBuudlulunsdeu
dfugud (1 0.5 My 0. melu 2 Tuddlailésunisensid uaztuudlureuty
UsenIngie)

0.75

91984 Official Pharmacopoeia U84UssnAau1Tn ICH Waz/13e In-house process
fidonndesiu ICH Guidelines ¥3e Pharmacopoeia General Requirements atiy
mulszmafiseil sun Usznia ynvhte wazudlalungiboumiveuda Gle.s
7l 08.037R)

5)

91984 Official Pharmacopoeia ¥89UszmAaNBn ICH waz/%se In-house process
fianndasiu ICH Guidelines w30 Pharmacopoeia General Requirements_atu
muszniArs1end sue.Usenea ynvhde wavBuudlulunsdeusiveuds @
g.5 #iou 0. Melu 2 YuadslildFunsewid uarduudluneuiuuszninsan)

0.25

97984 Official Pharmacopoeia U83UsEAdLNTA ICH waz/13e In-house process
NaonAaednyu ICH Guidelines %38 Pharmacopoeia General Requirements a2t
aaaviseluind WsamuUsEnA

7)

97484 In-house process NapAARBIU ICH Guidelines MUUTENARISIEIU
W7o

8)

97484 In-house process NanAaaAU ICH Guidelines mMaUszmamsien (L
NI50U1)

In house process luaonnass/luituluniu ICH guideline vSelaifinasduudly (L
WAT0N)

3 | wesgrumeiesdfjiinas ISO/IEC 17025 (iFandaladonily)
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Fon13d
inausinsUsziliunun kAR st Tasiiny AZLUY
3.1. 1#§un13¥uses ISO/IEC 17025 Tusremseniiiaue anmhenuiusesividede 1w .
nsinemansnsunng [Wudu wazinismageuasuyntanusendedi sus.
Uszna mivadulminii
3.2, 1¢§un13¥useq ISO/IEC 17025 Tusenisendiiaue yradanussiendiensda (*s51e: 1
avulmindsgma szysis1e1 nmhenususesiungdede 1wy
nsuInemansnswnng Wumu
3.3, lylfifun1ssuses 1ISO/IEC 17025 lusteniseniaue 0
3.4, Wusnhihnnseussmeildfumsiusewnnsgiu Z
4 r‘_smm._::dw\dmmz Good Storage Practice / Good Distribution Practice (GSP/GDP) 2
(Gandalationis)
4.1. 95 umssuses GDP-PIC/S Rnmisnususesiividede 1w SGS, BS 2
4.2. 1#¥un155us83 WHO-GSP+WHO-GDP annwmihsauiusesiiviideds 1w SGS, BSI 1
4.3. 1#¥un135uses WHO-GDP 1nnmiaeauiusesiiuniede 1 SGS, BSI 0.5
4.4. l§5Uns5uses WHO-GSP anmieauiusesfiunidede wu SGS, BSI 0.5
4.5. lilasun1s5uses GSP w3e GDP 0
5 | wesgrundaiue (@ondaladanile) uay 5.6 wie 5.7 10
5.1. WWugauuuy 2.5
5.2 WHO List of Prequalified Medicinal Products 2.5
5.3 3ensendifisnede aglu Green book tau1 - Yagiu 2.5
5.4 HARTINAATIERNTT MG 3 Lot. (ImIamviianeinsunniademusiseniiensda) 25
Taeviesufuans ISO/IEC 17025 Alailigudn
5.5. Lutduluauiite 5.1, 5.2, 5.3, 5.4 0
5.6. &ﬁ%ﬂm%xmemﬂm3Jm%%swdw:%ﬁsmmgé&\c&@ﬁ smmiisdennznsmnitededgmniadoda | 7.5
FuazNIUIMINEYN1ATT nsulyinanail nA(N19)0405.0/050764 aviuil 24 WaAIN1B 2560)
5.7. lahduslusyisensendmiusnulsafidannududon mmidosmensmmsitsiammsindosn 0
FuarnsuImsiagnasy nsulydnateii nA(NI)0405.0/050764 aviuil 24 woAlin1aw 2560)

ANZNTIUNSAMUATIBALLBENRAY AN YUZIANTE
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inausinsUsTiuAN WHARS uTiEN Yoty AZLUY
wa o X ' a wa n. <t
6 | auanUAneayslevidansujinnu (Bandaladani) 15
6.2. NINEIAN /81U/818u° (Hanvelatenil)

6.2.1. \Dugniiiussyineinuiinduifussyasuiiu N nietoy 1.5
(vial/ampoule/vaen/13n) aans¥ydesn Lot No Em.:@é VN9 Miegee (unit dose)
AsUiu Insszygamalinsdaiulivuaainiimieges finuidouiudelden was/vied
2870 high alert drug (58 Wuen high alert drug)

6.2.2. Wugnfiussydaminuindusisuszyasudiu vng wihegey 1
(vial/ampoule/vaan/v3n) aansyydee Lot No Judueny ynq wilegss (unit dose)
S ]

asuiu wiliifinisseygampinisdaiulivuaaniinhedes LifluiBeuudelde
uar/v3ediaann high alert drug (n3el 1¥uen high alert drug)

6.2.3. \DugnitiussySusinuiindusinfusey asufiu awz mhelvg (haes) 0.5
6.2.4. \Wugiitiusssusinuiindysiusey lirsudau 0
Fon1sdn
nausinsUsEdiugunWRERA TN Toasiny AZULL
. INUINAMATWRWIE (Specific quality criteria) 80
1 zmﬂmﬁmmegss&amamﬁ?zm:\amsﬂu& (Certificate of Analysis ; CoA) 10

(AxUUUTIY = U9 1.1 + 1.2 +1.3+1.4)
1.1. anuduiusvaanaigaununmmiidesuseman1siaseisendfsy (Certificate of

Analysis of Active Pharmaceutical Ingredient) (Gandaladanile) L
1.1.1. COA mgiu fvisves Supplier kag Manufacturer wazfuingAuindnguideai 1.5
1.1.2. fiawzad Supplier kay/v38 Manufacturer 39 lildgunisuanimieniiu 0
1.2. HaigauAunviliiiausaIranTATvisedfity (Certificate of Analysis of Active o

" 5 P ¥ P 1
Pharmaceutical Ingredient) (tAan¥alavavil)

EEADmmtDJm3‘_,_\3‘_Emgmme_,wmsrrmemm:m:im:c_bﬁ\_c

18970 oo [ _ ....................... UsT51UNIIUNT 2.ad%0.... QQ\ . ... m ... © TS 3. 89%9 ...... w _r AIIUNIS
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1.2.1.059AU Active Pharmaceutical Ingredient Specification yn#ata v19w83 Supplier waz 3.5

Manufacturer kaginsuananaluguuuugnuay fa (Uag/v3ouaninan)Isains Izl
uNTIYu impurity 115 naknusalfiYu Below Reporting Threshold (BRT)
%39 Below Detection Limit uasuanial Reporting Threshold %38 Level of detection
luludiasiesvien) aniu v Physical test, Description, Appearance, Identification

1.2.2.959U Active Pharmaceutical Ingredient Specification yn#va w84 Supplier w38 3
Manufacturer uagiimsuansnalugluuudaay (uaz/misuaniwansuasIeiluuinide
W impurity Aa1usanaunuiuayldivy Below Reporting Threshold (BRT) #39
Below Detection Limit UazuaniA? Reporting Threshold %38 Level of detection Tulu
AATIEE7)  8nviu e Physical test, Description, Appearance, Identification

1.2.3. #597iU Active Pharmaceutical Ingredient Specification yntie %1su84 Supplier uag 2
Manufacturer F&m?&:m?z%ﬁdpdd “Conforms, Complies, Not detected, N/A, =,

<” #nviu U8 Physical test, Description, Appearance, Identification

1.2.4. a337U Active Pharmaceutical Ingredient Specification »nvate 983 Supplier %3 1

Manufacturer F&mjjzmsazmﬂtﬂ_:dd “Conforms, Complies, Not detected, N/A, >

’

<” gnLiu Wale Physical test, Description, Appearance, Identification

1.2.5. #5917 Active Pharmaceutical Ingredient Specification 1a%#ata ¥e3 Supplier 158 0
Manufacturer udl Tudedfyitu Assay, Related compounds Huiu insuanswaly

mdsdc “Conforms, Complies, N/A, 2, <” (lsiia15047)

1.3. anuduiusvesraiguinunmmidesusemansinseienduiagy (Certificate of 1.5
Analysis of Finished Product) (tandaladanils)
1.3.1.COA finished product l¥ingausunisndnfieariu COA Active Pharrnaceutical 1.5

Ingredient Specification

1.3.2.COA finished product Ll ingaugunisudnidianiu COA Active Pharmaceutical 0
Ingredient Specification

ANENTTUNSAMUATWaTIBUALALAUAN YTIAN Y

..................... _ i I9BUNTAINTG Nmu.wmwva\WDmmtDﬁ 3. 3% &%\ N33UNT
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1.4. waigadaunmnilsdosusemansiaszviendsagy (Certificate of Analysis of Finished 3.5
Product) (tdendalavanils)

1.4.1. #3317 Finished Product Ingredient Specification ynite wag dnsuaninaly
sUwuUsaY (uas/vSauaminanisinsredluurasiagawy impurity iamsanauny
salaiis Below Reporting Threshold (BRT) 38 Below Detection Limit Uaguae kL 5
A1 Reporting Threshold %3e Level of detection luluaiaTievien) enviu %ide
Physical description, sterile

1.4.2. 331U Finished Product Ingredient Specification yn¥ave w fin1suansnaluzuwuy

“Conforms, Complies, Not detected, N/A , >, <” saviu ¥te Physical description

1.4.3. @531 Finished Product Ingredient Specification ¥nve wa TuitedAgymueis
g1 LU Assay, Dissolution, Related compounds Wy m:d:m@azmgmdpdd 0
“Conforms, Complies, N/A , =, <” (liwW9715047)

2 | wafgavianniwnisAnwiaduesia (Stability data) (tFandaladanids 2.1. w3e 2.2.) 7

2.1 nsplenfisndusesianuasiivazdald (In-use stability) Wy e1dn erinauneuld erveanmn 7
Jusu vse mMsnadeunsvinuUInsadineay/yse In-use stability Tugdia Wusu
(AZUUUSIN = U9 2.1.1. + 2.1.2. %3998 2.1.1. + 2.1.3.)

2.1.1.n135AnW Long term stability ng%mwsm\m:m& 4

1) fin13An®I Long term stability fanmziaiu (Storage condition) 8¢9tey 3 U3 4
wan ot Wlumadermualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) nsdifianunsasiun1sfinuléinia ASEAN Guideline #aawwu Stability protocol
vie néngruildsunmseysiAnn ee. fiinanisAnwasuegenfifmualivuaain Taedl
HAN13ANY1 On-going stability Ua1ge uazuaninansnsivdnssiiduduey eniiu
#ite physical description wariivhdomsnaaeuasudiau madsendignsda (i
USP, Ph.Eur, etc) v3e nsdl in house fivhdensumuenansitunzidouiv o.0

2) fims@nw Long.term stability fiannizdmiiiu (Storage condition) aghatios 3 JUNS 1
nan_uslsilulumudaniivunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +

ANENTIUNINMUATIBALLBEALAT ANEN YT IaNY

Tl
..UsEsunssunig 2.89%0...........o.n s AL JNEEER A33UNTT
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(UW.NTSUNTY dumad) (ney.adan Wana
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5% RH) nsdifianunsariunisAnulaniu ASEAN Guideline sfaawuu Stability protocol
vide nénguilldsuniseysiiann ee. MinansAnwasuangeniimvualivuaain Tned
HAN15ANY1 On-going stability Ydga wazuanwmansnsvinszidudiay snciu
Walie physical description wagitansnaaeuasudiiy AU TIE9B

3) finsAnY Lone term stability fign1izdaufiu (Storage condition) aghatios 3 JUNS 3
nan luluauteariivuslu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) finansAnuasuaigeniiiivualivuaan uslifinan1s@ne On-going stability ¥
d1ga uazuanmannTviaziiduiaay eniiuiite physical description uagil
vatemsvaaeuasudau mudsenisndd

4) fimsAnwn Long term stability fian1izdnifiu (Storage condition) aghsties 3 JUNS 1
nan_tUuluauderiiviunly ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) mzmndnggﬂﬁm\_@cgﬂ%s%ﬁdg%3 wANNaNIIANY On-going stability U
a1ga uazuanmamsnviasziuiaay eniiuiide physical description waed
idensnaaouasudIL mMuseniiensda

5) in15ANWI Long term stability fianazdafiu (Storage condition) aghatios 3 JUANT 1
wan Wuluaauderinualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) mzm:dm:@#nsém;@egmmgstsﬁdgmé wazlifinan1sAnw On-going
stability Udga wazuanmamsnnvlinseiidudaay snviuide physical
description wawiihdensnaaeuasudau musendiensds

6) fnsAnw Long term stability fiasinazdnLfiv (Storage condition) linsu 3 JUNTHER 0
wodulumudanivualy ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5% RH)
finanmsAnuliiasuangeniifvunlivuaain ustinan1sdne On-going stability
180 wazuanInan1InsIvimTsiiliuday eniuiade physical description uaxil
WadensmadeuasUSIL AT Tiends

7) fims@nw Long term stability ian1zdaufiu (Storage condition) aehaties 3 JUMS 0.15
nan waliluluaudenimualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +

Eguzmmtz\_mm‘_scgﬂmmurmcsrrmuﬂgmﬂddguEs.ﬁ

L U557UNTIUNTS 2.a4%0 ﬁv&. ................... N3IUANS
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5% RH) finan1sAnwiasuatgeiivualivuaain wilidinan1sAny) On-going
stability Uange wazianinansnsvimmziiluduay sniuiide physical
description WAzl ITaN1INAFBUATUIN MUFITIENIDNB BENUBY 3 JUNITHER

8) finsAnw Long term stability fidn1izdauiiu (Storage condition) aeatios 3 JUNT
e wildiuluanuderivualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) finan1sAnwnasuangeriimvualivuaan udlifinan1sdne On-going
stability Uange wazuananan1snsa93nsziidu Conform, Complies, Not
detected, N/A #niiuste physical description Waziliiian1IVAd0UATUAIU ML
fseiignede

0.5

9) fln15Anw Long term stability liliulumu ASEAN Stability Study Guidelines, @nwn

1w

asugemvualivuaain uwilidensvaaeuliasudou mussennensds (u
We915047)

10) finsAnw Long term stability fiinanisAnwlainsuaigeniiivualiuuaain wiedl
wtensmageulliasudaumusiseniisnsds ieranisinszsilsisununaeii
91994 %50 lUULEAINANIIAT?
vi39 hifinan1sAnwn Long term stability

fiakay 8nLIuITe physical description

o - v P =1 - '
2.1.2.15Anw In-use stability (iBandaladonils) iy e1da eriinaunould

1) #eyansfnnanuasivuzlalinunssyluenasiiuaiasuitunnatsazans

2) fiveyamsAnwanuasiivazaldmunsyyluenarsimiveudliasuiiun
ansazany

0.5

3) Lufiveyamsfnnanuasiivazidnly

v

2.2 nsdiendlaisndusosfinnunsiasdeld (n-use stability) wiasfivurinuvadine lifide
Yelun1svinidingn v3e euavya
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