Wi 1910 8

ANANBULIANIZYDIE

519453: Amiodarone hydrochloride 150 mg/3 ml concentrate for solution for

injection/infusion, 3 ml ampoule

1. aruautanaly

1.1 juuwy duhewnmndedmivin viadenuiedadmmasadons
12 dudszneu  Uszneusesien Amiodarone fiauyafiu Amiodarone 50 mg/ml
13 awusussy  UssqlunvugusIednunmnide

1.4 aan nasaen: seyBonsdn Feansiymasn YuneANLSY Turdn Fuvueeng

\vindn wangiloy enlisgdanuuuussgda denarsmiveiussqly

nABIE

L DYNUBLADITTYTINISAT Foalgynieen IUINAIINLSY Turuneny
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1.5. msvndaunauanifinly

1.5.1. AruauUAved Parenteral dosage form fiMsuanang/n13n333 Universal test sssialuil

99 Test Acceptance criteria
1. | 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. | Elemental Impurities analysis Complied to finished product specification or
/Related substance specific test
if: dfft:ﬁﬁii:llﬁfj::i'{:‘&‘;’:ﬁ oy (FessreaunalediAnannnin Reporting threshold)
USP<2325,<233>,<2232>, BP supplementary chapter v | WHELVA 1¥n159523 heavy metal 1@ auiiviuasufinun
0P peheral fast. 5 20 audszmalusvisayunmn
4 | Particulate matter Complied to finished product specification or
specific test
5 | Sterility test Complied to finished product specification or
specific test
6 | Bacterial Endotoxins Complied to finished product specification or
specific test

1.5.2. AauUAYas Active Pharmaceutical ingredient n134anInNa/n1InsIa Universal test Ao lUl

Test

Acceptance criteria

Description/Appearance

Complied to Active pharmaceutical ingredient
specification
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U8 Test

Acceptance criteria

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)

supplement1 p.2634-40)

4. | Residual solvent ucH a3c (Rs-6), uspaz
<467> EP general text 5.4, BP appendix VIIl L, JP17

Complied to Active pharmaceutical ingredient
or specific test

2. pauantAnImala

namM3nTIviaTIziRunulUnu finished product specification wag Specification of Active
oharmaceutical ingredient (AP)) 1819899 1nLadvsifuatuiiendu deldvansidousedidnany
ANIENTIUNITOMITUARY NTENTNAITUGY Tasndwifuildsrdaeaduatuiiiisuivielns
niwespundusinuladifunils auUsEiansEvseaIsnTgY 1389 SEYF1T1E1 WA, 2561 aciuil
6 SumAu N 2561 (aeUsenialusieiantyunendudl 12 nuaius 2562) uag sy men U2 we.
2562 avfuil 3 nanmiAy 2562 (asUszmAluseRiaayunwiui 26 nsngnaw 2562)

2.1 Finished product specification

98 | Specification

Acceptance criteria
(EP 11.0)

Acceptance criteria
(USP2024)

1 | Identification

HPLC Correspond to the standard Correspond to the standard

IR Correspond to the standard

uv Correspond to the standard
2 | Assay 95.0 - 105.0% 90.0% - 110.0%

3 | Colour of solution

Not more intense than
reference solution BYs or GYa

secondary impurities

lodides NMT 500 ppm

Related substances/

Organic impurities

- Impurities D NMT 1.6% NMT 0.5%
- Any other impurities NMT 0.2% NMT 0.2%
- Total Any other NMT 0.5% NMT 1.0%

6 | Particulate matter

> 10 lm NMT 6000/container
25 Hm NMT 600 /container

> 10 km NMT 6000/container
> 25 Um NMT 600 /container
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Y | Specification

Acceptance criteria
(EP 11.0)

Acceptance criteria
(USP2024)

7 | Dissolution

Test 1: NLT 80% (Q) in 60 min
Test 2:NLT 75% (Q) in 30 min

Test 3 or 4: NLT 70% (Q) in 60
min

Test 4: NLT 80% (Q) in 30 min

8 | Uniformity of dosage

Meet the requirements

units
9 | Sterility test Meet the requirements Meet the requirements
10 | Labeling Meet the requirements Meet the requirements

2.2 Specification of Active pharmaceutical ingredient (API):

1

99 | Specification of API

Acceptance criteria
(EP 11.0)

Acceptance criteria
(USP 2024)

1 | Identification

A. Infrared Complied with the standard Meet the requirements
absorption
B. Reaction of Complied with the standard Meet the requirements
chlorides
2 | Assay 98.5% - 101.0 % (dried 98.5% - 101.0 % (on dried basis)

substance)

3 | Appearance of

The solution is clear and not

solution more intensely coloured than

reference solution GY5 or BY5
pH 32to38 3.2t0 3.8
Impurity H NMT 0.02%

6 | Related substances/

Organic impurities

(The product meets the requirements for both

Procedure 1 and Procedure 2)

Procedure 1 Procedure 2

Any spot with the
same RF as the spot
due to amiodarone
related compound H

from the Sample
solution is not more

intense than the

.......................................... UsEsunNssunIg
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98 | Specification of API Acceptance criteria Acceptance criteria
(EP 11.0) (USP 2024)
spot from Standard
solution A (0.02%).
impurities A or
Amiodarone related NMT 0.2% NMT 0.2%
compound A
impurities B or
Amiodarone related NMT 0.2% NMT 0.2%
compound B
impurities C or
Amiodarone related NMT 0.2% NMT 0.2%
compound C
impurities D or
Amiodarone related NMT 0.2% NMT 0.2%
compound D
impurities £ or
Amiodarone related NMT 0.2% NMT 0.2%
compound E
impurities F or
Amiodarone related NMT 0.2% NMT 0.2%
compound F
impurities G or
Amiodarone related NMT 0.2% NMT 0.2%
compound G
unspecified
. NMT 0.10% NMT 0.10%
impurities:
Total impurities NMT 0.5% NMT 0.5%
7 | lodides NMT 150 ppm NMT 150 ppm
Loss on drying NMT 0.5% NMT 0.5%
Residue on NMT 0.1% NMT 0.1%
ignition/sulfated ash
NUYLNR NMT = not more than

1.a0d

* ya9® Dissolution wag Uniformity of dosage units I uULNa1TUWEAI8aZLBIANANTS
anRiATed windldudsneasndeaiidusaanlilulu CoA

- nsdifteangidoundenisiiu (waive) msnsavdevinsisisienisia ouwansonans
dngufananildsueyinse
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- Drug substance specification ﬁm‘sruw*nn’[u"’jl.ﬂswﬁ'uam:wé‘m drug substance %39 lu
AAs1eA drug substance varAnedNsazU atulaatuniis Falinrsenadweiasuyn
Wtenivun

3. N15UsEINAIUSEANSNINABIIA1 (Price Performance)
T8aZBEANNULENETT 1589 NMsUSEEIUAUSEANSNNRBs1AN (Price Performance)

4. \9Na15N 1Y IUN1SNANTUN

1)

6)

; /
...................................... Use87unIsun1g Zﬁwaﬂ“ OO ;1 1) 33

nansildlumsinsanauameliisssdduienansnioussyminelavenasmudsu Foieluil
diunenarsiiuen Mwlng war/MIenudangy
vurewe: lunsdifildefunuuardedienarsuansdevdldvesgiiiriiunisiusesain

dinnuamenssunsomMIsuaren fuansieniudideusld domssels deviuldidounintuen
sunuyTuruneldlumsinvivindy wagiinmsseydermuiieunsidelilulenansiiuen
AU NENAUANITIMINULRAINTBINITLLUTTY (WeuarnaBIET) nuilatunsdould
duunmveiunslousiniue (Wuu v.e.1 wie 6.1) Asunamin nieuneaziBeanudnvaziany
va9e1d 15930z dormununIgIuYeeIEn133tAT12MeN (Finished Product Specification and
Analytical Procedures) fitunzifeuly Tasdosdredaifueniiuszniansenssansisguivses
wislmindsene

wuBng: n3dnoyserinvaidsuulaiileifiinssitasdoimunuinsgulvasandes
muisevsEmasusemsometagasiedtinaiurmenssumsesuazen Wiuuudiund
voufludsuntassenislunsidouihiuen (wuu ne. 9) vie duundvsudluasuwaens
Tunzileumsuen (Wuu 8.5) umsauiume
dnluddymstunafousisue Wy ve.2 wie vie.3 viie ne.d v3e 8.2 ududnsdl)

4.1.1.n3difemanluUszalng (ne.2)

4.1.2 nsdifeminduiemsudaussqlusemelng (ne.3)

4.1.3 nsdfemindhandeUsema (e.4)

wurwng: n3dinsdsunvasuflugiuoygauazaniuiingn Iuuudiuidveufle
Wisuutasenislunsadeuiiue wuu n.e. 9) vis duurdveudlydsuudassenisly
neilvushsusiiefudfusygnuazanuiingn (wu v.4)
duumilviodusosunasgunisuangnuvdninasidsnisiiaiunsudng (Good Manufacturing
Practices (GMP)) /PICs (Pharmaceutical Inspection Co-operation Science) Ingvua891u PIC/S
participating authorities RUUa14ANINTBUNMIATIVERY TiNaN5TuTeIeiulseniAlsznIngIAn
Bidnusetind lumneiifedasiveiiaus Usgnaume
5.1. dnumilvdefuseminsgrunisuangrnundninusiisnisiialunisedningaudiend iy

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

(Certificate of GMP Finished Product)
Tunsdiduenindianndalssme guandoaiidnumiidesusowndnimei (Certificate of
pharmaceutical products, CPP) n3anilsdaiusosnisdnming (Certificate of free sales, CFS) Tu
wnaeiauewe atuangamuseumsasvasulneiinasusesiviulsemalsmasia
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7) wnsguvestomruanuawingAusend@dy (Active Pharmaceutical Ingredient Specification)
wavnansaeiendniagy (Finished Product Specification)
7.1 duiuinsgruingAudiend1dny (Active Pharmaceutical Ingredient Specification) wae
195§ uNEnTuie1d1.593U (Finished Product Specification) lagszyss1en
(Pharmacopoeia) ld§98ansinssilagunasguegatesdondulunmudamuauas
nesgueinsIeilumneladsemils auuszmanszmsassugy 13eq sxy
13787
7.2. @1 drug monograph maqﬁgaﬁamehﬁ’ag (Active Pharmaceutical Ingredient) Waghan e
18393V (Finished Product)
7.3. nsdiiingAusaend1fty (Active Pharmaceutical Ingredient Specification) n3aransasien
d1593Y (Finished Product Specification) liusinglusiisien (Non-official pharmacopoeia)
fouanmdnguieiinnsguemsinnesidulunmutenideladelud
7.3.1 fefvusuazinsgruvesmslinnesilussenvesssvaiiduaindnves The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) ¥13®

7.3.2 ot vunuaranmsguueIMs A iENan (In-house process) fiasnndsariu ICH
Guidelines 38

7.33 defmunuazinmsgrunluresmsiianeinsmunlilusise dsenla e
PUUTENANSENTINATEITUAY (389 S2ushsen dwduguiuueniug (General
requirement for dosage form)

=

wuteivg: YedvuanuaInIngAudie1d1Aty (Active Pharmaceutical Ingredient

'3

Specification) wagnfnAneie1d11593U (Finished Product Specification) A258198391061157
iWeatunazatuidaiy enduudnsdidaenfifermuanazinasgiureinisiasgiianiy
Tagaufenddty vie nandngiendusagy
8) dumsdesusaman1siaTIey (Certificate of Analysis (CoA)) lnempeusenouniy
8.1. dumilsdefusewmamyiineingiusendrfy (Certificate of Analysis of Active
Pharmaceutical Ingredient (API)) lnsfsausenaume
8.1.Ladwwmwlideiusewmamsiiangiingfiufmendifty vesndningiuieidifty
(Supplier)
8.1.2.dwwnlidesusewamsiaseiingiufendify veskdnnandueiendniagy
(Manufacturer)
8.2. dumilsdaiusenan1siaTIginaniugiend i3y (Certificate of Analysis of Finished
Product) veinanuandusierdnsagu (Manufacturer)
8.3. enanstudumnuduiusseninsjumsninvesingfiusendAgy (drug substance) uay Jums
wanvoNAnAnuIENS3U (finished product) Ailtlun1snanegudidaey
9) duenansuanINanIsANYIAINAIRT (Stability data)
9.1. uunienasuanINANIIANYIAMUAIRISEELE1) (Long term stability data) §1U2U 3 uNNT
WA
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9.2. AUNDNATUAANANSANIAUAWII IUANTIZLTS (Accelerated stability data) $1u3u 3 U
NSNEN

9.3. dunenatsuanmanIsAnwiuansieannsavinuiadinenls 1 g /duinansuszaniea
mMssne (nsdlendia) (§d)

9.4. nsdhfusiifosazares Adeansneuld WdwenasnanmsAinmauassnanisazans
way/v3o 130979 / waalaly Tusvinazanesneg asudiulazasanaasnuienalsifiven (In
use stability data)

10) dnumisdesusesndndnmenduiagy (Certificate of Pharmaceutical Product) wizenuiidian
lulsznelvey
11) dumdngiunuauyavemansiagien (Bioequivalence) lagnan1sAnyAuaLyavenan i

81 (Bioequivalence) Wulumudenivua ASEAN Guidelines for the Conduct of Bioavailability

and Bioequivalence Studies vi38 gllonsAinwiUszavsnauardiauyavendnineien nsens

assngy Insantuniemhsnudnndrauyaildiumsiusesan difaunnenssunisems
wazen atuilaquu (nsallalgenduiuy) (6d)
12) dnumilsdesuseunnsgrunsufianumdninueiisnsialuries fFin1s (Good Laboratory

Practices (GLP) lunsdlivhmsintaauyaiiiauseme (dnil)

13) E’hl.mwﬁqﬁa%’U'ﬁaqmmgmﬂ'ﬁlﬁu%'nmua::n‘a'sﬂ'mmm'mwé’nmmﬁ’?ﬁmiﬁﬁ'[umnﬁu%'nmuas
n5¥97881 (Good Storage Practice / Good Distribution Practice (GSP/GDP))

14) flaupTAABdIinng9e1e 1By 3 MINBUTTYIN

15) diumiidesusenunasgruesufinms 1ISO/EC 17025 Tusiemseniaue (i)

16) duenansuansdeyanislaiunisussgiu Green book vasnsuInemansnsumeg (i)

17) duunenansuansdayamslasunisussglu Orange book 484 US.FDA. w38 European Medicines

Agency (81%)

18) nsallailvenfunuudiomansnisAnymisaddn (Clinical trial) veselulsemalneiuansianana

AALNYDEL T UTIB UAUE UL ULAZANUN LY TEN SN SUWnE (01d)

19) MIBUTHTILFITUNINIUALUSENAALIYATIN IRALITTUVEWIRNYA LF09nUeRTEsIuIdne

msduasumsueevesunalng wa. 2559 Wieasussudun Naeandosiuusene (i)

o o
5. Wwoulvduq

@t v-ﬂi

1) ewewenywdslivesnii 1 U dunniundweuen

2) gwniavmsndniidweuliungquinsumdmazdosdumldesusesmansliaszy (Certificate
of Analysis (CoA))

3) fueasdesiluduseniudsunideilndvunegviedlaianisidenanmaeuimuaaasiuay
N

4) wnausmsunmdmudgmannmansdniusitaziomnisdmmadieinseiaunm gSmie
wanfasieandufiuiaveumlidelumslinneinguamen uazdwiludnnuiigndaiinsey
AuLAAUINITUNINGY

5) gauesaEvie)Busenlvisnidndygnounsuimun il
5.1. mniiMsguasITAsIEEInnsAng mansnswgudanan1sinseiiiduluaunasgu

ANYNITUNSIVURT DAY BALALAREN YL NNE
G/ £
o / /‘4 2
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5.2. nstinaniusievindgniseniviunniomaalasdninnuamgnssunseIwase)

5.3. nstiwulgmaunmensdninsiiensdmareussavirauasanuaondesodUaeiidiue

5.4. nsdifinurnssumsndunssunasnisdidadnensenaindeyden AUONITUNNE 1YBENENNT
dpenlundadaly

ANENISUNSAMURT IEaz S oAl ANEN BT AN
fa ; :—/— 3 %/ /@0 4
1.89% UsEamunisunis 2840 o VA n93UN"5 3. 830 nI3UNT5
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AudnsunndUsygyriuning vauszviu

wuuUszliuanUseansniniasnan (Price Performance) Uszunneniail(a1dn)

= B
W3 umiin (Fevaz)
1L.annmuazAnanTATiuUsylevisenasvms 80
2.97A1 20

e =l '
aebé_.SuaEa:dssa:._._muHedmsmsJ,._.M,_d:._m (3away 80)

W1 1 970 19

&
an13A1

b,

inausimsUssiliugunmkaasusiendosiiny AZUUY
n. 52&;231&0#_ (General quality criteria) 15
1) NATFIUMIKARIAUNERINASTIBNSTIRUNSHEREN 1.5
2) wmspingRumed@ney (Active Pharmaceutical Ingredient Specification) Wagunsgu 3
wansdusiednsagy (Finished Product Specification)
3) RTFIUNIVBIUFURNIT 2
4) wesumMsAvinvLasnsEEERLIvanInRIsMsRlunsIAuinTLaEAsE g (Good 2
Storage Practice / Good Distribution Practice ; GSP/GDP)
5) 1AIFIURAANUIN 5
6) AnauTinideUstlvinemsufuRnu 1.5
¥. inausiRuNINanE (Specific quality criteria) 85
1) wafigaununmviadesuseanansingey (Certificate of Analysis ; CoA) 10
2) WalgIuAMMWNIANYIAUALN (Stability data) 7
3) 2%mammanéembbw_a:ucﬂ@nmﬁmm% U359 UNLaraaIn (Package & Labeling) 3
4) enuwiisnlunsthiasnwiueriuluy (Therapeutic Equivalence) 15
5 msAnw/Adenemaiin 30
6) LUUBUTUNUNITLTITUY UAWiInau 5
7) fimsieseansuuitounazsis i Risk assessment of elemental impurities 5
8) nahsrlnulasnnsuetennevaiesngnain  (Pharmacovigilance) 10
AUUUTIN 100

(un Uniedau gwssnined)
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ar ! H ar ' H ar v & o ow o W = o =
Sovazazuuulaglinannisalsumin (draiminlasszuunsindedndnanieigaedidnnseiing) 80 I

2. 71 (Fewar 20)
fulsiusaazgnuszdiunarlinzuuulagsyuunsindedninniadgiiediinnselind (Electronic Government Procurement; e-GP) wasnsudeyEinans

NIENTMNISAAI

ARIENTINNTIATHAUA Smavduauay JEm._.: HUTLUWIE

l
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Fon1sén
inausinsUszifiunmunwHARSusiEnToanily AZUUY
. 52%235..“__\.”__& (General quality criteria) 15
1. | wasgruntawdaeimamdninasiisansita lumsudne (Azuuusay = 99 1.1 + 1.2+1.3) 1.5
1.1 Certificate of GMP Active Pharmaceutical Ingredient (API) Tumneniauevie atu 0.5
dnanmuseumsnsideulnsiinausesiviulssmauszninsen/daden (Fandalatonily)
- 1.1.1. 195un155us83 GMP-PIC/S 910 PIC/S participating authorities %38 cGMP 0.5
1.1.2. 1% unsuses WHO-GMP viie wie cGMP vieifisuivin lumnailifediosiu AP 0.1
1.1.3. 145un135U583 WHO-GMP %38 cGMP v3aiisuwin uwaliszyvsiadaiau / laill 0
lnasuanin1siusas GMP (luiwersasn)
1.1.4. 163Un33U509 GMP-PIC/S 9158 WHO-GMP %30 cGMP fivainengrouiuusznina 0
Usznnsien wagliifienarsuaninisiiuvesionny u3e Iindngrunansiuvineny
(laiar3047)
1.1.5. luilasun1siuses GMP-PIC/S w3e WHO-GMP (luiiW975047) 0

1.2 Certificate of GMP Finished Product lunminagniiiausvis aduaganusaunisnsivdeu | 0.5
Tnefikadusesieiulsemavseninsin (Bandaladanil)

1.2.1. 18¥un1s5uses GMP-PIC/S 91 PIC/S participating authorities #38 cGMP wag/#s® | 0.5
wilidesusowmdniumn (Certificate of pharmaceutical products) 970 PIC/S
participating authorities luvnagnfaueme (nsdeming) vislifunssuses
GMP-PIC/S :nd1nIuAENITUNITaIMHALEN

v w Yo o = a
1.2.2. 1#%un155uU583 WHO-GMP 30 cGMP 983 Useinagnds Tuvinaifeidesiu 0.1
Finished Product way/#38 nilsdasusasnansig (Certificate of pharmaceutical
products) luvnagiauswie (nNsae1dnL)

1.2.3. 195umsuses WHO-GMP uailiszynuiedaau (lainersas) 0

L a ] =5 n._ i ar
1.2.4. 195un35u383 GMP-PIC/S %38 WHO-GMP %38 cGMP fiviun@ngneuiulszne 0
1= k | 1=
Usgninnian uaglifiienansuaninstiuvesoniy (lsinar5021)

ARIENTIUMSAMUATIBAZIBEALAEANAN BRI

4 o H.W M\. \%Q 5
18378 Usgs1unIsunIs 28318 12 ATTUNTS 3. fete 4 N3N
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=) = o @ 1 1 s .EL =l o
nsunla dnsudlalunvidsussuenuwdn wads Llddguudlelung Jouisuen

danadn
inausinsUstiliugunrEas sl Yoy AZUUY
1.3 nsdifdusnindrandeszna fedlduumilidesusomdndus (Certificate of 0.5
pharmaceutical products: CPP) w3amisdesusein1sdiming (Certificate of free sales:
CFs) lumnamiliaueny
1.3.1. CPP w3® CFS atiuadn (museunsnsavaey) nsdldegvillengnissuseeieiy 0.5
Usemiavsznangim vialunindsluusmalng
1.3.2. laiil CPP w30 CFS v i CPP / CFS fivuaeny 0
2. | MasguingAunle1d1Aty (Active Pharmaceutical Ingredient Specification) uas 3
wnsgIuRandusiendniagu (Finished Product Specification)
Avrsamisnanarsmstunsidou (auuusan = 90 2.1 + 2.2)
2.1 snmsgruiagAuienddy (Active Pharmaceutical Ingredient Specification) (ldendala | 1.5
Jonils)
2.1.1. nadildsunsiuseslushsien (Official Pharmacopoeia) (tAandaladanils)

1) #1981 fen atudian Eranenansiitunsdeul?) mndunsudly desudlaly | 15
ysdoumiueudn @5 7 ev.oyllR)

2) #1981 fsren aduaran (umenarsiitunzdeul®) mndumsudly fnstuudle | 0.75
Tumsifousiueuda @ o.5 i o, molu 2 Yuddslsllduniseyia wasdu
whlvnauiulszninga)

3) %84 USP, BP, PhEur,, IP JP atulmindsznia seyssnen manilumsudlull 1
nsuflelunsdeusueniGeuiosuds (@e.5 A ov.ouim)

4) #1983 USP, BP, Ph.Eur, IP, JP atilmindiUsemia seyfsnen madunsudledl | 0.25
nstuudlulunsfousiniueuds 6 o.5 At oo, melu 2 Tuadildsumseyl
uarBuuflvrieuiulszninnan)

5) 91489 USP, BP, Ph.Eur., IP,JP Usema seysisen iy 0

ARUENTTUNSAMUATBAZIBIALALAMAN BN IE

........................................ UsE51UnTINNTS N.m,._mm_..,...__..W__._W_W..ﬁ_.%z:__,,B.E:d
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3.1. 1#i§un1s¥uses ISO/IEC 17025 Tusienseniiiaue annmizenuiusesiiundede wy 2
nsuinenenansnisung Wudu waziinnsvaaeuasuynfidenuiensidi sun.
Usznia misatulwind
3.2, I¢ifun1s3uses ISO/IEC 17025 Tusiemseniaue yasiadamusseniiensds (675787 1
avulminaszma szyssign Mnmhssuiusesiundetie 1wy
nsuAneAansn1sunng Husuy
3.3, Taflsifumssuses ISO/IEC 17025 luseniseniiiaue 0
3.4, \ugnthidhanisUssmaildiunsiuseanasgunmandmnieisnmnain e 2
Mnnsnuivideiasydu PIC/S
4 | 1MMIFIUNT53UTRY Good Storage Practice / Good Distribution Practice (GSP/GDP) 2
(Fantaladonils)
4.1. 1#¥un1s¥uses GDP-PIC/S MAmienuiusesiiinidetie wu SGS, BSI 2
4.2. 1¢¥un135Us89 WHO-GSP+WHO-GDP 91nwiasaususesiivniietie wu SGS, BS| 1
4.3. 1#$un133uses WHO-GDP :nnwthesuiusesiiudetie wu SGS, BSI 0.5
4.4. 1#¥un135U89 WHO-GSP nnwihesuiusesiiudetie wu SGS, BSI 0.5
4.5. Lilesun135uses GSP w3e GDP 0
5 | wasgundndud (189n5.1 w39 5.2+5.3+5.4 38 5.5) 5
5.1. Wugnduuuy 5
5.2 ﬂm:dma_mmémm@%: orange book 1.5
5.3 wn3eiiisnede aglu Green book taut - Yagiiu 1.5
5.4 naRsI9ATIERETIs Mg 3 Lot. (insesadiasizvinsunnitemusiiseniisndda) 1
Tneviea§iAns ISO/EC 17025 lailgiuan
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% AMENTINNTIAVURT B BEALEALAN LS
- 3 : ;

FETTUNTTUNTT AFINNTS
(un eI gnssund) (ney.adian Llsna) (ney.afe Elnadn)

AFIUATT



w1 10 990 19
= v
YBNIIAN

naeinsusEliuguawREAS B Yoy

AT HUU

wa e & ' a ua - v &
AusnAnReyszlsnidensufiinu (dendeladenil)

1.5

6.2. NINEIAN \E%\Emﬁ (denvalatoni)

621, E.Em_‘d.SEdm.ﬁbEa‘_E\._E.S_.bmdsgmdmedmmdﬂ_uﬁ S:J Miegoy

(vial/ampoule/viaan/v39) mm,_aecamm,_ Lot No u:mﬂmé N9 milegey (unit dose)
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Asuihu finsseygamglinsdaiulivgannimisedes Suideuiudelde wav/mvied

287 high alert drug (n3ell 1uen high alert drug)
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6.2.2. \ugnilussgnuinuilndyimsuseyasunu vneg wiiegey
A ol at nw; i i i
(vial/ampoule/vaan/v19) aanssyresn Lot No Judusny vnq wuleeges (unit dose)

Asuihy uilifinssvyguvniinisdaiulivueaniminedes Lifituideuiudelden
waz/v3eilaan high alert drug (nse Uuen high alert drug)
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2. INUIIRMNWLANIE (Specific quality criteria)

85

naRgIUAuAWMLsFeTUTBINANTTIATINN (Certificate of Analysis ; CoA)
(AbUUTIN = U 1.1 + 1.2 +1.3+1.4)

10

Lastd-

L1, anuduiusvemangatnunmvisdeiuseman1sineiiiendfey (Certificate of
Analysis of Active Pharmaceutical Ingredient) (Gandaladanis)

1.5

1.1.1. COA Jngiu iviaves Supplier way Manufacturer waiduingiunkanguiieaiu

1.5

1.1.2. filaw1zves Supplier uay/v3e Manufacturer vise lilygunsuaansieaiu

1.2. wafigalauamuilideiusewmamsliaseisiaendify (Certificate of Analysis of Active

Pharmaceutical Ingredient) am.ma.m.mnaﬁm:m&

3.5
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1.2.1.959AU Active Pharmaceutical Ingredient Specification % Waves Supplier waz 3.5
Manufacturer waziinsuanwaluguuuugiauay fiau (uaz/v3ouanuan1sam sl
yaToy impurity Fansnsonaunusiaiaylaieu Below Reporting Threshold (BRT)
%59 Below Detection Limit kazuania1 Reporting Threshold #38 Level of detection
luludipnsizsien) snviu ave Physical test, Description, Appearance, Identification

1.2.2.95911U Active Pharmaceutical Ingredient Specification yaadfa ve1 Supplier 3D 3
Manufacturer waziinsuanwaluguuuuiiay (uas/vieuansnan1s3ns1eiluyrnfade
Lo impurity iasonaunuiaaylsivu Below Reporting Threshold (BRT) w3
Below Detection Limit uazuaniA? Reporting Threshold %3® Level of detection Tulu
SimTI¥ig7) Bniu Wte Physical test, Description, Appearance, Identification

1.2.3. @391V Active Pharmaceutical Ingredient Specification sbumu&m 73984 Supplier Wag 2
Manufacturer F&m:,_.m_._.m%zm?mdscc “Conforms, Complies, Not detected, N/A, 2,

<” gndu Wit Physical test, Description, Appearance, Identification

1.2.8. a59ffU Active Pharmaceutical Ingredient Specification yjaada 484 Supplier ¥ 1
Manufacturer F&mzdsmwazmﬂcmasdc “Conforms, Complies, Not detected, N/A, 2,
<” gL T8 Physical test, Description, Appearance, Identification

1.2.5. #39fU Active Pharmaceutical Ingredient Specification yjn#adia ¥4 Supplier ¥3a 0
Manufacturer ud Tuvidad ity Assay, Related compounds 1usiu finsuansualy

sUluU “Conforms, Complies, N/A, 2, <” (lsiwarsaun)

1.3. anudiiusvesmaiigainunmmiidesusesmantsiraigisndiiagy (Certificate of 1.5
Analysis of Finished Product) (@andaladonils)
1.3.1.COA finished product 1 ¥ngAusun1sndaideaiu COA Active Pharmaceutical 1.5

Ingredient Specification

1.3.2.COA finished product liliingAugunisndaisieniu COA Active Pharmaceutical 0
Ingredient Specification
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1.4. nafgadgunmmisdesusemanmsiesgisnduiagy (Certificate of Analysis of Finished
Product) (i@andaladonids)

3.5

1.4.1. 959/ Finished Product Ingredient Specification yn#te wag fnsuaniwaly
sURUURAGY (Uaz/vSauanasan s iinsisiluueiadaw impurity fannsonaum
#atavlaiyu Below Reporting Threshold (BRT) %38 Below Detection Limit Uagian
A7 Reporting Threshold 130 Level of detection luluiasizvie) gnLiu 91e
Physical description, sterile

3:5

1.4.2. @59 Finished Product Ingredient Specification nn¥te us fn1suammaluguiuy

“Conforms, Complies, Not detected, N/A , 2, <” gAY 70 Physical description

1.4.3. @59f7U Finished Product Ingredient Specification ynwate wa luded1Aymumis
g1 LU Assay, Dissolution, Related compounds Wusu m:,._.mpmsazm.?miscd

“Conforms, Complies, N/A , 2, <” (laiW91584)

2 | uaigatiamuamnisAnmnaluaea (Stability data) (i@endaladavil 2.1. w3s 2.2.)

a0 v o« ) a [ i | - = | v
2.1 nslensndudesdinuasiivausdald (In-use stability) Wy 81da ervnauneuld evesan
Hudu e MInaEeunsinLUIRsasineuay/vie In-use stability Tugdia 1Wudu
(AzluUsaY = Y8 2.1.1. + 2.1.2. 399 2.1.1. + 2.1.3.)

2.1.1.m5Anw Long term stability (@andaladanis)

1) fnsAnw Long term stability fidnnaedafiu (Storage condition) agtiey 3 Junns
wan vt Wlumutervusilu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) nsdifiansnsaiumsAinulania ASEAN Guideline #osuiu Stability protocol
vie wingiildzuniseysifionn ey, MllwamsAnmasuageriifmunliuuaain nedl
HANSANYI On-going stability Yaga wazuanman1snsaviiasziiludnay sniiu

o 1 %4 o . . o o .L (2 - ]

Wate physical description WaZIMITBNITNAGDUATUNIU ANUMTIEINB19BY (19U
= o = e WV Lhﬂ = ot

USP, Ph.Eur, etc) %38 N3l in house UMIVIATUAMLBNETNVUNELUSUNY B.8
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2) fins@ne Long term stability fian1azdmifiu (Storage condition) aghaties 3 U3 1
wan_ualaituluauderiwiunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) nsditanunsaciunsdnwléniu ASEAN Guideline #fasunu Stability protocol
vie ninguiildsunseyiinn ee. fifinansAnwmasusigeniidvusliuueain Tnedl
WANT3ANWYT On-going stability Yaga wazuanmanmsnsvlinseidudiaay enciu
Watie physical description uarilvdemsvageuasudiau mussnenitérads

3) fin1sfnwn Long term stability fian1azdaifiu (Storage condition) aeheies 3 Junis 3
wan \luluauderinualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) fikan1sAnunasuageniifivunalivuaan udlifinansdne On-going stability U
a1sn uazwanwan1snsIviasziiludauay eniduiate physical description wagdl
Fadomsvageuasuiau musseienids

4) 1inNsAnw Long term stability fannedafiu (Storage condition) aghaties 3 U3 1
nan 1 tuluaudarimualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) mzm:Jmmzd,_._.z.m.mcm,_n_m_,_mmé:sﬁmdﬂwm,_: wainan1s@ne On-going stability U
d1ga uaziansanisnsavinseiidudaay eniuiite physical description wagil
Wdensvadeuasuiau musseiensda

5) fimsfnu Long term stability fi@nagdaLiu (Storage condition) aghsiies 3 Junns 1
nan Wuluaaderimualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) mzm3mmzd,.Em.u.:mﬁe.._mmé%ﬁc%%3 wazlidinan1sAnw On-going
stability Udge uazuanmansnslinseiidudaiay eniuide physical
description waviivatenisvadeuasudiau museiiensds

6) fins@nw Long term stability ian1izdmifiu (Storage condition) liiasu 3 FJUNTIHER 0
wallulumaudiortviunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5% RH)
mzm:dm:&#&ﬁ:mﬁmgﬂmé:sﬁczmm,s WAEiNaN15ANY On-going stability U
#1g0 uwasuanan1Insvliaseiidudaiay eniiuiide physical description wagil
Wtemsvaaeuasuiau musenisnsda
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7) flms@Anwn Long term stability fidanazdnuiu (Storage condition) agatios 3 Juns 0.15
= 1 ¥ o aps 5 - o
wan walailduluautenivualy ASEAN Stability Study Guidelines (30 + 2 °C, 75 +

= o 2 ' .
5% RH) finan1sAneasungeiifivualivueain wadlsifinan1s@nwn On-going
stability Uanga uazuanmansasivdnneiiduduay sniuiide physical
description warilvhdenisnaaeuasufiau musis1e1M181989 ageas 3 JUNHER

8) fimsfinw Long term stability fian1aedaifiu (Storage condition) aghaifes 3 fums 0.5
e uildiduluaiudeivunly ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) SinanisAnwasuargendiiivunliuuean wailiifinanis@nw On-going
stability Uange wazuaniwan13nsaainsziilu Conform, Complies, Not
detected, N/A sniiuside physical description uaiiiton1sveasuasudiou sy

FsenTignada

9) finsAnw Long term stability lsivulumu ASEAN Stability Study Guidelines, finwn 0
asugeniimyual fuuaan udlivhdenismaaeulinsudau museniidneds uf
W915047)

10) fn1sAnw1 Long term stability mw_zm:dm:d.,._ummdaﬁupm%ﬁ:sﬁcﬁwm‘s e 0

o W 1 i o = v =3 =y - [N ] \L
.s‘.,.dwjJmﬁgﬂmdésgﬁsgmgmgﬁmga@a .S.mwzmjgmdﬁmguﬁgsqﬁr:gfﬁ
81984 visoliudnnan1nsaadnseiiludiaey eniuiite physical description

%39 LiliNan13AnNE" Long term stability

2.1.2.135Anw In-use stability (@andaladonils) iy e1dn erfinaurauld 3
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