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AMANBALIANIZUDIEN
862310: Enoxaparin sodium 80 mg/0.8 ml solution for injection

1. quuautAvialy

1.1 uuuy WHumsasmeunmanide dmiuiadldimiuazdadmeenden

12 dudszneu  1u 1 vasa (0.8 ml) Uszneumemen Enoxaparin Sodium 80 mg

13 meuzussy  ussglumaeadaemieudausimanide

1.4 a8 NABIEN: STYTBNSAN oansiyniaen YuIRALLTY Tundn Yunueeny w@udinde
wanzloueliogneauuuussydaue Jenasmiueussglunassen
naony1: atetioefesszylanisf Jeasiyniaen vuIAALLTs Tununong
LAvTinan (amﬂﬁwaammﬁaaizqﬁ”’ﬂwma mg/ml iag 1U (units) of anti-factor
Xa per unit volume)

2. AruanUANIImAila

Namsm?iﬁLﬂi’wﬁﬂmmmﬂulﬂmu finished product specification 8 Specification of Active
pharmaceutical ingredient (AP)) 8198931 nLadyi1vatuiisadu deldsansidourodiinany
ABIZNTIUANSOMISUATEN NTENTNABII0UAY TeinduiFuilidedoaduatuiiisusimiolminiy
wnsgrunduisuladiunds amudssniansenssasisugy $es syyssIe wa. 2561 aafuil 6
furau w.e. 2561 (asUsznialusivinanyununiudl 12 nuanius 2562) uag seysinsen @Uuii2) ne.
2562 aeiuil 3 nIngnAL 2562 (aeUsznelus1vRinanyunwiuil 26 nsngiAu 2562)

2.1 Finished product specification:

v Specifications
UD Test items P

USP43 BP 2022

1 | Identification

A : Precipitate by Protamine sulfate | A creamy white precipitate

B : UV absorption The spectra exhibit maxima The spectra exhibit
at 231 + 2nm maxima
at 231 + 2nm
C : Sodium content Meets the requirement Meets the requirements
2 | Clarity of solution Its appearance is analyzed The solution is clear

for clarity and degree of

color, using a validated

method
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i e Specifications
UsP43 _ BP 2022
3 | Color of solution A validate method Not more intensely
colored than reference
solution Y4 or BY4
4 | Anti-Factor Xa Activity 90.0% - 110.0% 90.0% - 110.0%
5 | Anti-Factor Xa to Anti-Factor lla 3:3=5.3 33-53%
Ratio
6 | Anti-Factor lla Activity 20.0% - 35.0 % -
(1,200 - 2,100 IU of Anti-
Factor lla activity per 0.6 ml)
Of the potency stated on
the label in terms of
International Anti-Factor Xa
Units (IU or IU/mL)
7 | Benzyl alcohol content (if present) 1.35% - 1.65%
8 | pH 55-175 55-75
Bacterial endotoxins test Less than 0.01 EU/unit* of Less than 0.01 IU/IU* of
Anti-Factor Xa activity in Anti-Factor Xa activity
Anti-factor Xa IU
10| Free Sulfate Content NMT 0.12% (w/w) -
11| Sterility test Meets the requirements Sterile
12| Particulate matter Meets the requirements Complied
13| Volume in container Complied Complied
Other requirement Meets the requirements
under Injection and
implanted drug products
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2.2 Specification of active pharmaceutical ingredient (API):

wh3 a7

Test items

Specification

USP42

BP2016/ Ph.Eur.8.0

Identification

Complied

Complied

A : >C NMR Spectrum

The spectra are similar

Carry out identification test A

as described in the

monograph

B: UV absorption

The spectra exhibit maxima
at 231 + 2nm
(14.0 - 20.0 at 231 + 2 nm)

14.0 - 20.0 at 231 nm

C :Anti-Factor Xa to Anti-
Factor lla Ratio

551—.553

S =54

D: Molecular weight
distribution and weight -
average molecular weight

M <2000 12.0% - 20.0% 12.0%.- 20.0%
M 2000-8000 68.0% - 82.0 % 68.0% - 82.0 %
M 8000 NMT 18.0% =

Mass- average molecular
mass

3800-5000 Da

3800-5000 Da

E: Sodium contents

Meets the requirements

Appearance of solution

The solution is clear (2.2.1)
and not more intensely
coloured than intensity 6 of
the range of reference
solutions of the most
appropriate colour (2.2.2,
Method ).

basis)

2 | Anti-Factor Xa Activity 90.0 - 125.0% 90.0 - 125.0%

3 | Anti-Factor lla Activity 20.0 - 35.0 IU/mg 20.0 - 35.0 IU/mg

4 | Molar Ratio of Sulfate to NLT 1.8 -
Carboxylate

5 | Sodium content (on dried 11.3-13.5% 11.3-135%
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i Specification
b USP42 BP2016/ Ph.Eur.8.0

6 | Benzyl Alcohol Content NMT 0.1% NMT 0.1%m/m
7 | Nitrogen determination 1.8 - 2.5% (on the dried basis) =
8 | pH (10% aqueous solution) 6.2-17.7 6.2-7.7
9 | Residual solvent

- 1, 6 anhydro content 15 - 25% 15 - 25%
10 | Loss on drying NMT 10.0% (at 70° for 6 hr) -
11 | Bacterial endotoxin Less than 0.01 EU/unit* -
12 | Specific Absorbance 14.0 - 20.0 14.0 - 20.0

NUBUA: NMT 8011990 Not more than
*0.01 Endotoxin unit (EU)/unit 11U 100 EU/mL waz 0.01 1U/U windu 100 1U/ml

3. NMsUszUAIUSEaNS N NRa31A (Price Performance)
TWALLBYANINLENENS 589 NM5USEEUAIUTEANSNINADIIAN (Price Performance)

4. wnansildlunsiansn
wnansllumsinsanauamelissduenasdoussymneanenasmusdu sl
1) dunenasiiue Mwing way/vsen1vndngy
wuewe: lunsalfifildensunuuazdesdionasuanstevildvesendiiiunisiusesnin
dfnnuaaznssunsemsiazen Auansienduiitevdld earssete devuldiisusifue
susuluvnaenfililunisinwuiniy wariinisseydermudeunsldenliluenansiiuen
2) duuenasuansdonnuuueaNYeINTULUTTY (Welaznaete) auitlatuns Teuls
3) dunfuetunsiduifue (wu ne.l wie o.1) ATUNNNTN NSNS IUALLBLARNANYMTIANE
13edUTIgULaz R MuANInT§IUYDI8N1531AIE9Y1 (Finished Product Specification and
Analytical Procedures) fitung el Tnefeadeduisugniusznanssnsnaissaguiusemie
Tnininusznie
waewe: nsdifiegsenimaasunaudlyitinssiuasdermununssnliaonadosnn
ﬁwswmﬁﬂizmﬂ%’maw%aﬁwmmmqﬁwGiaﬁwﬁ’m’mﬂmzmsuﬂwsmmmazm uwuvdiuve
uiludsuudassenslungifouiiue o ne. 9) wie dundmeeudluddsuidasienisiu
neifuiiven (W o.5) umdeuduse
1) dunluddynstunsdousmiue WU ve.2 vie ne.3 wise ve.d wie 8.2 udurnsd)
4.1.1.nselemdnluuszmalng (ne.2)
4.1.2.nsdiethidiiensutsussylulsaelng (ne.3)
4.1.3.nsdifeindrannesussma (ne.6)
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waewg: nsdliinisidsuudasuilugiveygauazaniuiings Iuuvdiuidveudle

Wasuulassenslungifewiiue (wuu v.e. 9) uie duurdvendluddsunvassionislu

nedeushiuenfnifugsueyynuazaniuiings (W 8.4)

5) dumlideiusewInsgIunIsHARIIRINMANINUeISNTTAIUNTHEREN (Good Manufacturing
Practices (GMP)) /PICs (Pharmaceutical Inspection Co-operation Science) lagvua891u PIC/S
participating authorities RUUAEANINTOUNIINTIVADU ANaN155UTBIDTIUUTENIAYSENIASIAN
Bieinvsetind Tumnefifefesivenfiaue Uszneude
5.1. duumlsdeiuseansgrumsuinermundninasiisnisialunisnaningAufeddy

(Certificate of GMP Active Pharmaceutical Ingredient (API))

5.2. dumdedesusennsgriunsuangimundninasiismsiiiluniswanuandusiondusagy
(Certificate of GMP Finished Product)

Tunsalmdueniidrnndrsussina guandesiidriuimtedeSusoananfast (Certificate of

pharmaceutical products, CPP) n38utlada5us09n1591%une (Certificate of free sales, CFS) Tu

vansefiauene aduagamuseunsnsraeulneinaiusesieuussmausenangian
7) wmsgruvesteiuunnuaInIngAudiendty (Active Pharmaceutical Ingredient Specification)
warnansiueiend5agU (Finished Product Specification)
7.1 dnunnnsgiuingfudiednfy (Active Pharmaceutical Ingredient Specification) wa e
urnsgrundndueigrd1i5agy (Finished Product Specification) 1ne 5y yfins181
(Pharmacopoeia) #l#8198amsTinssilasunasgruetadesde uduluaudomvunuas
NAsFIUYeINT AT IEAlumTe e nia MUUSENANSENTNANGITAEY (309 T8
g
7.2. @1 drug monograph maaﬁa@hmﬁwﬁ’m (Active Pharmaceutical Ingredient) Laznansinugien
@533V (Finished Product)
7.3. nsdiffngAusenddey (Active Pharmaceutical Ingredient Specification) ¥3aNaM AUy
d11593V (Finished Product Specification) Liusinglusisien (Non-official pharmacopoeia)
Fesuanmanguieiinasguveimsieseidulumudendsieladelul
7.3.1fMerimunuazanasgiuresmsiiseiluisevessemaiiduamndnues The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) %38

7.3.2 formuauazamsTINYINTIATIEENER (In-house process) iaanadaeiy ICH
Guidelines %39

7.3.3 ferimunuazinasgrumnluvesmsiienesifidwunlusse ssels ssemils s
UsznIANSENsNasnsugy 1504 seysiaen e‘l’m%fugﬂuuumﬁuq (General requirement
for dosage form)

(%

wanewn: defmununmingiusiend1fey (Active Pharmaceutical Ingredient Specification)

o

waznanNueind11593Y (Finished Product Specification) fo18198991nd15LAg2 funazady

ATNTINNITAINAUA ﬂaautaamua”ﬂmﬁnwmxmww
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o a o

Wty enduusnsaiidseidoimunuazanasguveansiinseiianie gAusend ey i
winsiueiednsagy
8) duuvisdesusenanisiiasie (Certificate of Analysis (CoA)) lnedipaUsenauniy
8.1. dunvtliiiosusearamslinseingfiusend1Aty (Certificate of Analysis of Active
Pharmaceutical Ingredient (API)) lng@asusznauniy
8.1. Ladnwwmiideiusemamsineiingausiendfty vesunaningiusiedifty (Supplier)

o
<

8.1.2.dwumilsiiefusewansliaseningausiend ity voundnndndugiendusagy
(Manufacturer)

8.2. d@umilidieodusenanisiiasigrinandueiendnsagu (Certificate of Analysis of Finished
Product) vesnankansiusie1d 153U (Manufacturer)

8.3. lnanstuduanuduiusseuingunisudnvesingiudenddy (drug substance) uay Jun1s
wAnveINAnsTusidSa3Y (finished product) Aldlunsnanejuidsey

9) ANUNBNATHAAINANIIANYIAUAIAT (Stability data)

9.1. dwenasUANINANTISANYIALAITEEEE1I (Long term stability data) $7uau 3 Jun1s
HE

9.2. duwenasuanInanIsAn®IANAWTUANTILISE (Accelerated stability data) $1uau 3 Ju
NSWAR

9.3. duunenansuanmanisAnuiuansingraansavinutadanld 1 g dnuuansyansee
33Ny (nsgledln) (i)

9.4. nsdluenifosarany Afevneneuld Wdnuenansuanisfinvimuaiamdnsazanouas/
w39 139913 / naaUald ludviavaiediag Asudiuuavaenadasiuienalrsiifuen (in use
stability data)

10) dumisdeiusesnaninsie1d 53y (Certificate of Pharmaceutical Product) lawigenti1idaun

Tudszinalne

11) dnvangiuniuanyavesningdeien (Bioequivalence) Ingnanisinwinuauyavonanis

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

and Bioequivalence Studies %38 fian13AnyTIUTEANSHALALTIEUYATOMARN MUY NTENT

as13gy Insanrtunsombesnufinnhauyadilisunisiusesan difnnuamenssunmsenmns
wazen atullagiu (nsdllilyensiuuuu)
12) dumilvdesusewnsgrunsufiinundninaeiisnisidluieslfifinng (Good Laboratory

Practices (GLP) Tunsaliivhnis@inuinauyaiimsuszine

13) duntiidesusewnsgrunsiivnwuaznszanesmananinueiismsialunisifiuinuuas

N3237881 (Good Storage Practice / Good Distribution Practice (GSP/GDP))

14) flauesandesdesnegaenegatey 3 mieussqsiue
15) dumitideiusesnnsgiuiosUjiinis 1SO/IEC 17025 lustenseniiaue i)
16) duunienansuansdeyanislasunisussylu Green book vasnsuiveneansnsunmg (Ed)
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17) dunienansuanatayanislasun1sussqlu Orange book U8 US.FDA. 38 European Medicines
Agency (813])

18) nsiililvendunuudaananinisdnwiniepadn (Clinical trial) vosenTulssmalvefinansdawanis
AATINYBIL U BUIBUAULIPULUULAE AL IUIS@1S9NISWNng (618)

19) M5BUINITYEITUNTNIUALYUTENIFAENTTUNITNAUITZUVLWAITR (3osnaeiadesssuinge
msduasunsneevessemalng w.a. 2559 wievsusssudug fiaenndaatudszme (613

5. aulvdue

1) ededdongudelitiosndn 1 Y duantudidaeuen

2) vwnavnsHanfidwouliunguinisunng aedosdiuutdosuseman1siinsie (Certificate of
Analysis (CoA))

3) fuisassesdluBusensudsusideslnduunengvieideifnnsidenanmnousmunmusiu
LER

4) winguénisuwndmudgmamnmainndnfasiuasfosnsdmsiaiiolinszinuam §imng
wansfousienandudiuiisveualdtelumsiinseinuamen wasdwnluswiuiignguiinszsiay
WAFUENITUNNE*

5) fuena(fuie)Busenliniandygnouasuriiuun fail
5.1. mniimsguasinlinnginnnsuinemaninisunndudanantsinseilidulunusnasgu
5.2. nstindnfasienvindgnienifviunniowmalasdinnueaznssumsennsuaren
5.3. nsdinullmamnmanwdndosifiensdmarieyssavinauasanuasaterediheilisus
5.4. nadifinaznssunisindunssunaznisthiadaeteanandyder qudnmsuwndmvesnidnnis

&iperilunsadialy
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AudnisunndUayaniiuniing vauszniu

HUUUTEIUAUTEENSNTNABI1A1 (Price Performance) Ussinngiiail

911390 18

Aaus dwmiin (Sewar)
Q\DL LNl
Launmwaganautindulsslevidseniessnis 80
297 20
1. quamuazauauAndulstlevddonissisns (Sevaz 80) Pan13in

naainsUsEuAnN WREnAueie Ty

AZUL
U
n. ineusinaun w2y (General quality criteria) 20
1) 2MSHIUMSHARMUVANINASTISNSARIUNSKEREN 1.5
2) wmgwingauied iy (Active Pharmaceutical Ingredient Specification) wazannsgu
zmsmﬁ:&%mﬁmﬁd (Finished Product Specification) 3
3) 1ATFIUNIURURNS 2
4) esunsiiusnvueznsyatseIUMEnINAEAsNMIIRUMIAUS v IkarnsT e (Good
Storage Practice / Good Distribution Practice ; GSP/GDP) 2 c
5) WINIFIUNGRSTUN 7.5
6) AuautREndoUsleviiensuiURnu 4
. InYIRMAIWIAWIE (Specific quality criteria) 80
1) wafigarnunmviideiuseanan1siing e (Certificate of Analysis ; CoA) 25
2) WalgIuAuNIMNISANYIAUAISN (Stability data) 7
3) z%ﬂamgebé%gé:ndﬂ@ﬂ_mﬁ“.,_\mm: UTIM9IkaYaaIN (Package & Labeling) =
4) anuwihiiistlunstiasnuniueduluy (Therapeutic Equivalence) 20
5) n1sAnw/ATenenatn 20
6) FYUUBUTUNMITETIIU WANTINAY 5
AZUUUIIY 100

v v
Sevarazuuulagldnannisalsuinin Q.oa:‘_s::,._,semua::dms&masm\z:\dmmwmaem_,m:sm@mzmv

39&3#EM}@M\WMJ&M_?S«@E%@E«55«
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= v
PYaN13IA1

naein1sUszIuAA REAS usiB Yoty

AU

n. inausinn1mnalU (General quality criteria)

20

fact P

WIATFIUNTTHARYINUVANNUNITN TR IUNMSHANYT (ALUVNTIY = 99 1.1 + 1.2+1.3)

1.5

1.1 Certificate of GMP Active Pharmaceutical Ingredient (API) luvsiaeniliausvie atuaan
P @ 2 @ o A = =3
UTBUMSATI@DUlAINaS USRI IUUSEMAUSENINTIAY/Anaen (1dandaladonils)

0.5

1.1.1. 165un155U589 GMP-PIC/S 210 PIC/S participating authorities %38 cGMP

0.5

1.1.2. 195un155u589 WHO-GMP %38 %38 cGMP v3atfisuvin lunuiafitiendesiu APl

0.1

1.1.3.195um33us09 WHO-GMP i3 cGMP vi3aifiauwin ualiszsymuataay / lifilenans

1a

LEAINISSUTDY GMP (liwarsaun)

1.1.4.185un"5%U584 GMP-PIC/S %38 WHO-GMP %38 cGMP finumengnouiulsemalsznan
711 waghifiienansuaninisiurasienny we lifivdngunansiununeny (liwersasn)

1.1.5. lsilasun1s5uses GMP-PIC/S %58 WHO-GMP (lsiwa15a4)

1.2 Certificate of GMP Finished Product luvinaeniiauevis atuaaamuseunisnsivdeulag
fnasusesdviulszniadszningian (@anvalndanils)

0.5

1.2.1. 165un135U589 GMP-PIC/S 910 PIC/S participating authorities %38 cGMP waz/w3e
nlsFesusomansing (Certificate of pharmaceutical products) 30 PIC/S
participating authorities luvsnaefiiauevie (nsdientign) vieldsunssusos GMP-
PIC/S 2nd1tinauAMznIINAITOINISLAZEN

0.5

1.2.2. 195Un133UT09 WHO-GMP %138 cGMP v83 Uszimagudn lunuaniiieadesiu Finished
Product wag/v3e nilsdesuseandnsium (Certificate of pharmaceutical products) u
NAEMaueuIe (NItlauLLn)

0.1

1.2.3. la5un133uses WHO-GMP usilsisyymuandaiau (laiwersa)

1.2.4. 195un33U509 GMP-PIC/S %38 WHO-GMP %38 cGMP ivunengnautulsemeusznin
5101 waglifivenansuaninistuvasionny (lWersas)

1.3 nsaidugnidnanesusema feadidnunvthdesuseswansiug (Certificate of
pharmaceutical products: CPP) #3antiidasusesnsdnmineg (Certificate of free sales: CFS)
Tuvaneeausie

0.5

ANZNTIUNTSNMUAT AL BEALA AN YUZIANE
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Fann3én
inausinsUsziliunnweAnAusiendoansiny AZUUY
1.3.1. CPP vi3® CFS atuangn (mwseumsnsavaev) nsdiderglilergnissuseieiudsemea 0.5
Usgnmangim vieueirdslulszinelne
1.3.2. laifl CPP w30 CFS vida 31 CPP / CFS fivaineny 0
2. | 1AsgIngAuAendAty (Active Pharmaceutical Ingredient Specification) wag 3

Wnsgudninueierdniagy (Finished Product Specification)
Avrsanmsens1snsdunzido (Azuuusas = 99 2.1 + 2.2)

2.1 1NAsHINRAURIENEALY (Active Pharmaceutical Ingredient Specification) (taandalnda 15
wita)

2.1.1. nsalldsunssuseslussnen (Official Pharmacopoeia) (ldandaladonils)

1) §1983 USP , BP, Ph.Eur. , IP JP atuanan (mnenansivunsifoul?) uarnsensds 1.5

W Aesiunlylunzileudueud @a.5 7 o8.010R)

2) 91481 USP, BP, Ph.Eur. , IP JP aduagn (muenansnvunziloul’) vieguudlaly | 0.75
neifouiiueudd ( 8.5 N8 oo, nelu 2 YuadslalesunisowTd wasbuudlunou
TUU5¥NINGIAN)

3) 81983 USP, BP, Ph.Eur,, IP JP atuluindiuszmea szyssnen wazuilulunzileu 1

Afussauiesudd (u.5 1 ay.oyls)

4) 9183 USP, BP, Ph.Eur,, IP, JP atulmindiusema syyssien wazBuudlalunsifou | 0.25
Afueua @ 8.5 NPy oy, melu 2 Yuddalalasunseyd® wasBundluneutu
UiznInsian)

5) 81983 USP, BP, Ph.Eur, IP,JP NUsENA S8YiTen wazunluly 0
neidoumsveua uade wlaguunlylunsiloudisuen

6) 1989 USP. , BP., Ph.Eur, IP, TP, JP (atusussiend sus.usznie) wazuilely 1
veidyuiugua He.5 7 08.a8%)

7) 91989 USP. , BP., Ph.Eur,, IP, TP, JP (@Uumidsis1819 sus. Uszne) wazduudlaly 0.15
= o @ } 4 = Lnu. =) 1 M Yo wa D.. U
neilgumiveua @ 8.5 N8 ey, melu 2 Yuadslalesuniseyd® wasiuunluneu
JuUsEnInsIAI)

ANZNTIUNSAMUASIsaUIBALAL ARG YULIANY

U3e51UNTIUNS M n33UNTT 3. a3 N34S
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< 1%
Yan13in
NUTINSUsTIUAMAWNEAA sl Yaslny AZUUY
8) &8¢ USP. , BP., Ph.Eur, IP, TP, JP (alumusse? sus.Usznia) uazuilely 0

neloumsuewar waoe Wigduunlylunsidousisuen
9) PBwNTIEIRTUANIUTENARIS1en (laiNansan)

2.1.2. 1953 uReInuOfficial Pharmacopoeia yesUszimATidumnTnues The International
Conference on Harmonisation (ICH) (l@w7zaw13n ICH 714 Official Pharmacopoeia
harmonization A9 USP, BP, Ph.Eur., JP., Ph Int.) v3etamuunuazunnsgiu In-house
process fidenAdesfiu ICH Guidelines uae/v3e Pharmacopoeia General
Requirements (tdandalndanils)

1) #1984 Official Pharmacopoeia ¥e3Usgivaan@n ICH uag/#38 In-house process i
@anAneaiu ICH Guidelines 138 Pharmacopoeia General Requirements atuaige
ynthie wazuAlulunzioumiuenizouiesudn Gle.5 7 ou.ouilR)

2) 9984 Official Pharmacopoeia U8sUsEmAauTin ICH Wag/v3e In-house process il 125

@nAaBINU ICH Guidelines #58 Pharmacopoeia General Requirements atulusi
n31U3zN1AM 89 sun.Uszna nnnte wazunlulungifeusmsuewdl @e.s5 9
28.9ULlR)

T
a

3) 91984 Official Pharmacopoeia ¥93UsgmAN1TN ICH Waz/%30 In-house process 7 0.75
@onnaeaiu ICH Guidelines %38 Pharmacopoeia General Requirements auuanga
s maindlszniaingenyt sus.dsena yadade wazBuudlalungiousiueuds

(3 8.5 NPu oy nelu 2 Yuadslulasunisend® wazBuuiluneutulsznnsinn)

4) §1484 Official Pharmacopoeia ¥83UseiMAaNTTN ICH Wag/%3e In-house process i 1
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6) #1984 Official Pharmacopoeia asUssineau®n ICH uaz/%3e In-house process 7
#onARBIU ICH Guidelines %38 Pharmacopoeia General Requirements aUuan&n
viseluaindn viemulsene_uslalds

7) 81984 In-house process fidanAdaariu ICH Guidelines muUsEnAFITIEIUTATD 0

8) #1984 In-house process fidonndasiiu ICH Guidelines mnuszmassnen (i 0
NA8UN)

9) In house process luaanndas/luifuluma ICH guideline violsidnsBuuly (i 0
NT0UN)

2.2 snasgrunansiasiedusagu (Finished Product Specification) (8andaladonile) nsdliiay 15

SENINNITIURIULUAIUA U AUF LD UUBNFITS DA UUINITVBLALY (WU 8.5) U INToU
finished product specification lagvaunlyneuiudssmealseningimi/daden uazluinu 2 U a
TUUTENIATIAT

2.2.1. nsailesunissuseslusiisnen (Official Pharmacopoeia) ((danvdalavanile)

1) w81 USP, BP, PhEur., IP JP atualga wae lasuniseyddlunsifoudiueum 15

2) $wdi USP, BP, PhEur. , IP JP atiug1ga uas agszudnsduunlyluneifowiniuen @ | 0.75
6.5 iy 08, nolu 2 Yuadsldlesunisewt® wazduudlunewiulseningian)

3) $1981 USP, BP, PhEur. , IP JP atfuarae usid uldfuudlolunsifousmiue 0

4) 1983 USP, BP, Ph.Eur., IP,JP atuluainantssmasyysinmen uag [nsuniseylily 1.25
Nzt UM

5) $wds USP, BP, Ph.Eur, IP atfuluungiuszmaszysinsnen was egsewineduudloly 0.15
nuloushsuen @ u.5 fidu es. melu 2 YuadilildFunsewsid uasduudlunouiu
Usznansan)

6) #1981 USP, BP, Ph.Eur, IP atiuluundiszmeaszyssien unds luldduudlely 0
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97989 USP, BP, Ph.Eur,, IP malsgmasyysisnen wag egsewineduudlolunsSou
o o = P | | M Yo ua L ! %
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7) 91989 In-house process fidonAdpiu ICH Guidelines mMuUsENIARITIEUITTE

8) 9184 In-house process $mwsmw®a3d ICH Guidelines fmn31Usenessen (lad
NA504N)

9) In house process luganaaay/luitulunu ICH quideline o luifintsdundly (laf
WAT0UN)

3 | wAsgunIiesUfuRns ISO/IEC 17025 (iFandaladanids)

3.1. 195un135use4 ISO/IEC 17025 Tusnenisenilidus anvuienudusesiuiiens 1oy
NIAIVEIAEnsMsunnd L uml waziin1svaaauasunnTem i S181819899 sue.Usena
3eavulminin

3.2. lo§unnsiuses ISO/IEC 17025 lusemsenilaue yesiadanussendiensds (shsien:
aUulwinasema seysinTen nvhsauiusesiundede 1y nsuinermansnisunne
Jusiu

3.3. lailesun1s5uses ISO/IEC 17025 lusieniseniiaus

3.4. Wugnhidhandnussnafldiunisiusesnasgiu

4 rgsmm._:zimdmma Good Storage Practice / Good Distribution Practice (GSP/GDP) (t3an
doladonils)
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4.3. l9¥un13¥uUss WHO-GDP mnminsnuiusesiivndeile wu SGS, BSI 0.5
4.4. 19¥un1s¥uses WHO-GSP anwhenususesiiunidede wu SGS, BS| 0.5
4.5. laildsumssuses GSP w3a GDP 0
5 | wasgrundadne (Fandaladanils) 2.5
5.1 \ugnduuuy 7.5
5.2 WHO List of Prequalified Medicinal Products 25
5.3 s1emseniiiisete aglu Green book iau1 - Hhytu 25
5.4 NARTIVNATIREAIIMLNE 3 Lot. (@nsnsadinszsinsunnitenuieiiensds) Tag 25
WeaUiAms 1SO/IEC 17025 Alailwigiudn
5.5. Wiiulupuiide 5.1, 5.2, 5.3, 5.4 0
6 | auaudAfigeustTsvisansufthnu
g13n /ami/endug (Fendelateni)
6.1. Wueniilussyfainuinduiivssyasuiu N9 wiedey (vial/ampoule/vasn/van)
ae1ns¥ P91 Lot No mtmgé n¢ wiheegee (unit dose) ATUEIU
6.2. Wusnitflussyfausinuiinduiiussy asufau lamz mielva) (ndeq) 2
6.3, Wusniitiussyfaminuiinduiiussy Linsudau 0
Fomsdn
wnausin1sUsziiugaunwdas usindeansiy ALY
8, SE&@Ebgsrmsgu (Specific quality criteria) 80
1 | waiigaguamvilisdaiusaswanisinszi (Certificate of Analysis ; CoA) 25
(AZUUUTIN = Y9 1.1 + 1.2 +1.3+1.4+1.5)
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AnudTusvemaigalnnnmyivdefusesmanisineiiend @y (Certificate of
3 : - . = =
Analysis of Active Pharmaceutical Ingredient) (tdanvalavavils)

2.5

1.1.1. COA gty ivisvas Supplier uag Manufacturer uazifuingiviinanguiaiu

25

1.1.2. Sawnzwes Supplier wag/v3e Manufacturer vi3e lifligumswaniieaiy

0

=2

waiigadgunmwiiidesusesansiessishendfey (Certificate of Analysis of Active
= " nu =
Pharmaceutical Ingredient) (t3anva lavanils)

1.2.1.7539AU Active Pharmaceutical Ingredient Specification yA¥IT® Mg Supplier wag
Manufacturer waziinsuanssaluguuuudaigy duae (uaz/msouaniuanisinsieilu
UNIIgaLU impurity mw\\gwmxﬁ:\\t&\ﬁmimm&ﬁ Below Reporting Threshold (BRT)
1358 Below Detection Limit Lasanin? Reporting Threshold %38 Level of detection
luludimsizsien) smau Wve Physical test, Description, Appearance, Identification

1.2.2.7591U Active Pharmaceutical Ingredient Specification ¥n¥1a w89 Supplier U3
Manufacturer uagiinsuananaluguuuusiuen (uae/viouaninanisinseiluuniade
L9 impurity AansnsonaunusuavlaiYu Below Reporting Threshold (BRT) %39
Below Detection Limit uazuanin Reporting Threshold %58 Level of detection Tuly
AWpTIvie1)  enLiu Wde Physical test, Description, Appearance, Identification

1.2.3. m3911U Active Pharmaceutical Ingredient Specification yathde wawes Supplier wag

R

Manufacturer @m:d:m%z%:@.;&d “Conforms, Complies, Not detected, N/A, >,

<” undu Wate Physical test, Description, Appearance, Identification

1.2.4. a33NU Active Pharmaceutical Ingredient Specification yn#hdie ve1 Supplier w3a

Lt

Manufacturer F&mmdﬁmsazmgmdpdd “Conforms, Complies, Not detected, N/A, >,

<” 9nKIU e Physical test, Description, Appearance, Identification

1.2.5. 953U Active Pharmaceutical Ingredient Specification ynvadia w1 Supplier %38
Manufacturer usi luvivadfgyu Assay, Related compounds tHusiu fnsuaniwaly
JUlUU “Conforms, Complies, N/A, >, <” (laia156047)
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1.3. anuduiusvewaigaununmmiideiusemanisinsiziendniagy (Certificate of 2.5
e el = =
Analysis of Finished Product) (tanvalavanile)

1.3.1.COA finished product l¥ingAuunsudniiiedniu COA Active Pharmaceutical 25
Ingredient Specification

1.3.2.COA finished product lsildingaviunisudnideniu COA Active Pharmaceutical 0
Ingredient Specification

1.4. wadiganunmmisdesuseamanisiinsesienduiagy (Certificate of Analysis of Finished 5
= 2 s o
Product) (ldenvalndanils)

1.4.1. m33iU Finished Product Ingredient Specification NNt wag dnsuaniualu
sULUUSIaY (Uag/mTauaninan 17 inTIzluu1iadeiyu impurity Aa150nauNY
sauavlaiou Below Reporting Threshold (BRT) %38 Below Detection Limit kaguand 5
A1 Reporting Threshold %39 Level of detection Tuludiasievie) snviu %t

Physical description, Appearance, Identification

1.4.2. w53 Finished Product Ingredient Specification yn¥ade we In1suansxaluguhuy

“Conforms, Complies, Not detected, N/A , 2, <” gNLIY 7D Physical description 4
, Appearance, Identification

1.4 3. #5391V Finished Product Ingredient Specification wnvve e luitedAgymusing

£1 \Wu Assay, Dissolution, Related compounds t8ugiu Imsuanawaluzuuuy 0
“Conforms, Complies, N/A , >, <” (lsiwa15041)
1.5 Risk Assessment Report for Elemental Impurities am.ma%&s%m:m& 10
1.5.1 4 Risk Assessment Report for Elemental impurities LARIT Active Pharmaceutical
Ingredient waw Finished Product v3aidueniilésuniseniiunudevunves ICH Guidelines 10
(Q3D)

1.5.2 31 Risk Assessment Report for Elemental impurities w&@nd 1@W1e Finished Product ey

fn1sneaeu Heavy Metals Tu Active Pharmaceutical Ingredient

A33UNI3

a /
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1.5.3 filaw1zn13maaeu Heavy Metals Tu Active Pharmaceutical Ingredient Specification
ez Finished Product Specification

2 | nafigadgunmmsaneaaunsia (Stability data) (Fendaladanids 2.1. u3e 2.2.)

2.1 nsdlendudusvafimnuasiiuasdald (In-use stability) W e1dn erfinaunould srveanm
Hudu vise Msvegeumsvinuusnsadineuas/vmse In-use stability Tuedin Husiu
(ASHUUTIN = U9 2.1.1. + 2.1.2. W3998 2.1.1. + 2.1.3.)

2.1.1.M3ANw Long term stability (tFandaladanils)

1) im3@nw Long term stability fianizdaiiiu (Storage condition) aehstioy 3 JUNS
wan el \ulumadermunalu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) n3tifiensnsariunts@nunlénu ASEAN Guideline Hiosuuu Stability protocol
vi3e nénguiildsuniseygi@ann oe. iiinansAnmasuaigeidvusliuuaann Tnedl
HaN15ANY1 On-going stability Yaga wazuaninamsnsviwsziludaay sniu
wdie physical description wavilvdenmsnageuasudiau smusmsnenfiensds (au
USP, Ph.Eur, etc)

2) fins@nen Long term stability fianazdnfiu (Storage condition) aghatiey 3 JUNS
nan_ walidulumadormualuy ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) natiflenunsariun1s@nunlémiu ASEAN Guideline #auwu Stability protocol
viie nénguildsuniseyiAann ey, fifinansAnwasuagenirwualivuaain tned
HaN15An®1 On-going stability Udga uazuanmanisnsniasziiluiay uniu
¥ade physical description wagilhitenmsvaasuasudiau sussiendiensda

3) §in3Anw1 Long term stability fianizdauiu (Storage condition) ag1ewae 3 JuN13
nan 1 Uuluauderiivualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) mzmzdmngmmcgmmgm%scgﬁd:m%: weilsiginan1sAnwi On-going stability U
8189 Lazuananan13nsiesziiludaay snciuide physical description wagil
Tatemsnaaeuasudau musseiiensda
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4) fim3finu Long term stability fianizdaifiu (Storage condition) 8gtas 3 JuUN1T 1
nansUulumuderivualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) mzm:ﬁngismd@Emgﬂ_mé%ﬁcgmé weiginan15Any On-going stability U
d1gn uazuanian1snsIviinTeiiliudaa snciuiade physical description wagdl

o

WBNSNAADUATURIU ANUAITI8IND19DS

W
flms@nw Long term stability fian1zdaifiu (Storage condition) eehatios 3 FUMT 1
nadn \Wuluauderiwunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) finamsdAnenliinsuengeiifvuslivuaain uaglifinanisdinu On-going
stability Ya1ga wazuanmansnnviasziiudaay sndurade physical

description UaziiiiTon15AAaUATURIU MNFTIBN RSB

6) fin3Anw Long term stability fian1azdniu (Storage condition) A3y 3 Jun1swan 0
watluluauderivualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5% RH)
finansAnuliinsuengeniirvualivuaain wifinan1sinu On-going stability I
a150 LazuanInansRTIRIAT el udiaaY eniuimade physical description wavil
Wdemsvageuasudg museniiensda

7) fimsfinw Long term stability fianmgdaufiu (Storage condition) aghaties 3 JUNS 0.15
nan uwakiiulumuderivualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) finanisAnenasuengeniifivueliuuaain udlsifinanisfing On-going
stability Udngn uaghanmansnsivlnssidudiame eniuide physical
description _uagfiadenisnaaeuasuiiau muisieniidreds eghatios 3 Junisudn

8) #insAnw1 Long term stability fian1izdifiu (Storage condition) aghaties 3 U3 0.5
wadn wililulumudermuslu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) finan 1sAnwrasuageniifmuslivuaan wilsifinanisdnu On-going
stability Ud1ge waziananan1snsaainszsiiu Conform, Complies, Not
detected, N/A 8nt3uive physical description wagilvdanisnageuasudu mu
iseiiensda
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9) in15@nw¥" Long term stability Laivulumu ASEAN Stability Study Guidelines, Anw 0
smﬁm&mﬁ%sasﬁcawmé wiTlshdensmaaeuliasudau mushsendiensda
W915047)
10) §in13Ane Long term stability Aifinamsanunliasuaigenitdivualivuaain sm@m 0

Fven1snaaaUkiasudaunusseniiende wianan A ildEIun NN
$198¢ s linannan1InsaBazAuday aniuiate physical description
%350 lifinan1sAnwn Long term stability

2.1.2.015fnw1 In-use stability (iFandaladonils) 1wy e18a eriinaunauld 3
1) m&@%:jmaﬁsﬁﬁf%eea@%&%ﬁmmaﬁémmmd%?%Edmaﬂs:mjm«mé 3
2) mﬁoﬁmmgmmndﬁuéz%aeu@sﬁ%gﬂ%%&%mjmidS_.gigwcmé,_% 0.5
ansavany
3) Emﬁmgmzjs3535235%82,& 0
213 ajsgm@dadsaﬁc%ﬂrﬁsmg (Splitting Tablets with Functional Scoring Test) wag/ 3
¥i%e In-use stability (Fendeladenda): nsdleda (Tablet)
1) Frudadneld Winenfisosun Gnudeessld) waziinsageuntsinutseiadng 3

(Splitting Tablets with Functional Scoring Test) VZDHANSNAADUAIILAIR VDI

gTivnuUInsaingn (In-use stability testing) ATUANTBMUUATDIFINTID1BUYW USP

w30 US.FDA waz/viie dnsveaeu impurities luenivinuus laeviesujiminng ISO/IEC
17025 lallaigndn wia namsAnuusydninavesendinuys

2) vinuwvadinenld Winefisesuin ((inuusessls) wasiimmegeunisyinuuniadng 15
(Splitting Tablets with Functional Scoring Test) KALHANTVNARBUALAITIVDILIN

gL UIAS iR (In-use stability testing) ASUANTMUUATDIRITIONIDY LU
USP %38 US.FDA wualsifinnsnagdeu impurities Tugninnuua

3) finuvadinenld wineldfsesunn Fnuuerselé) uaiimsnageunisinuueniadae 1
(Splitting Tablets with Functional Scoring Test) Wag/M3aliNan1snARBUAILAINT
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Ypaineniinuusnsadingn (In-use stability testing) ASUANTBANMUAYDIFNTID19D
1w USP %38 US.FDA

4) nsaiinuuasinenld weedsesuin Ginnuensale) luiinnsmeasunisynuuiasadingn

a wva ¥

Lifinanaaauainuney usaiinmaaauauasiilagieslfUANMSveEHEn

0.25

5) Lifisesunnly wenuuadinenla

v

2.2 nsdlenfilisndusesinnumnsiivasilald (In-use stability) Waaenfivhurinuuadingt luifide
Uerlun1svinidingn vize e1uauga

MsAne Lone term stability (t@andaladanils)

1) fin1sfnen Long term stability fianme i (Storage condition) egnstios 3 U3
nan ulumiuderivualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) nsédifianunsariunsfnuiléniu ASEAN Guideline éiaauuu Stability protocol
vide vanguiléfumseyii@ann oe. flinanisAnenasuaIgenfifivual fuuaain Tneidl
HANN3AN®YY On-going stability Yaga wazuanman1snsIiasziidudaey enliu
a¥ie physical description warilvhdanisnaaeuasudiau musseniisnsds

2) fmsfine Long term stability fiannazdafiu (Storage condition) aeatios 3 JUNT
nan Liduluanudeiivualy ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) nsdifianansariunisfinuléniu ASEAN Guideline $foaunu Stability protocol #3e
vdngAlFsunseysiAnn ee. MllnansAnwiasuaigeniifmualivuaain neiina
n3AnW On-going stability Ua1ga wazuaniwan1snsivimsiziidudiaay snduide
physical description waziivadonsnageuasudau mumsenisnsds

35

3) {in13Anw¥1 Long term stability fiannzdauiu (Storage condition) agnatioy 3 JUAS
nan Wuluauderiviualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) fikansinuasuaigeniimvualivuaain uslifnansfing On-going stability U
d1gn uazuanInanInTImITiiiudnay eniuiite physical description wawdl
Wtemsvageuasudau musseiiensds
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4) fins@nw Long term stability fianazdmifiu (Storage condition) aghatias 3 JUNI3
nan Lirduluaudeimunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) fian1sAnwasuaigeninvualivunain weliginansdny On-going stability U

a1g0 uazianman1snsiviasiziiludiaey enuriade physical description wawdl
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MWONITNAABUASUDIU AUANTIL1ND19D4
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15fnw Long term stability fianazdafiu (Storage condition) agatios 3 JUNT
o laulumuderiivunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) mzm:dmsgmmcoﬁ%n%sgﬁdzwmi ueilaiginanis@nyn On-going stability U
d1g9 uazianinan1snsaiasziiu Conform, Complies, Not detected, N/A
gnviusiate physical description wariihdenisnaaeuasudau sussendiends
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1.5

6) 1nN15ANWYI Long term stapility Taivduluanu ASEAN Stability Study Guidelines, Anwn

1w Y

AsuguivuAlivwRaIN widlvihtemsveaeuliasudau mussenneneds (i
Wa915047)

7) lsdfiena1snis@nwn Long term stability (IuiWa15047)
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NANGAUANNTNYDINIYUTUTINEUNHYT UTIAU9IUATaaIn (Package & Labeling)

3.1. MYULUIIY kAT 281NT58ALLBUARTINIUNT

ungilyuen
3.2. MYULUITY W30 aaNdseaziduansanunvunziiousn
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3.3, MYULUITY WA aaniiseasiden Wes smunvunzileuen

anuwinisulunisuriasnuniuendunuy (Therapeutic Equivalence): (ASUUUSIN = U2
4.1. %39 4.2+ 4.3+ 4.4+4.5)
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4.1\ Jugnfunuy

20

4.2.anuWinfisuiuveaandunssu (Pharmaceutical equivalence: PE) vialndunssuauya 7l
fendigiiediu Alvuinanuuss wasgluuuenieiu lnedhunssgruterivuamileuiu
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4.2.1. Husanfoyiflrnuvindisniufueduiuy: Slenansfgadhannsadounen 5
Fuwuuld Gredesmudermuauazienansiidesdulunistunsideuenlmi/srandin wuy
ASEAN HARMONIZATION)
4.2.2. Wianuwifisumandynssuiuensuwuy 0
4.3 nagadnnnwuantRnuad1eads (Biosimilarity) fuen¥aingsneds (Fendelade 5
wile) (AzuuYTI = 99 4.3.1. + 4.3.2. w30 49 4.3.1. + 4.3.3) viS0 4.3.4
43.1. fenansteyanisAnvimendtinluiuanifenuandfnnundiead (biosimilarity) fu 3
e1¥ingnedluiunnnin miuvasnsie wavUsednsam
4.32. fenarsteyanisAnvmerdiinlunyudiuanifessansnm arudasade wazany 2
Jufiwree) munsgu EMEA Guideline Afiusiiaunsluansansmensunngd
snaUsziaitndetie
4.33. fenasteyanisAnumerdinlunyudiuanifasyansnm audasade wavany 2
Juiiwresen muunesgiuvesdiinauamynssunisemnskageinmue
4.3.4. Lifienansuansdenuautfiniuadiends (biosimilarity) 0
4.4. srumsiusesiisnsussyadluenansidledold (Fendeladeni) 5
4.4.1. Duendunuy vie snansyléiuussglu US.FDA Orange book wiel@sunissusesan
EMA Sannsadsuumundunuld Samusindieslunsditnsnunivenduiuy 5
(Therapeutic Equivalence)
4.4.2. \JugduwuuSesnansiy Afsetendndos Tumifadosemsuansasiotandoylnidis
ANuinsuiulunsiieshwiue fuwuy (Thai Orange Book) E
4.4.3. Liifinan135U383 Therapeutic equivalence 0
4.5.1enasmAuen (Aendeladani) 5
4.5.1. Wueduuuy vie fideuslivess muildfueyiRnndinnuaaznssunmsemsuas 5
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viiguiugnduuundmieludsenalve uazddeyadu Ansudiu Weatuayu
msldgegnaumgna munumslunmsinienaismiuemudennaeudeu
(ASEAN Common Technical Dossier : ACTD)
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4.5.2. fivoudlduesen smunlasuoyiRndinnuanznIsunsoImkazy viiieuiue
gukuunsmueluusewalne wa lddulumu wuimislunisdavienansmiueiaiu
Jannasatdey (ASEAN Common Technical Dossier : ACTD)

2

4.5.3. Yaustltvrete mMunlasusudi@and1iniuAuenITUNITEMITUALET HRENIEIRULUY

Payauseansnmlumsine nsfny/Adeneadin (5.1+5.2)

20

5.1. MMsANY/Aen9naln (1Fandaladanils)

15

5.1.1 81AULUU NLEAanansNIsIvemendtnauuseansnmnuazanulasnsivvasenlunis
$nw muteusldvessnlasuayld

15

5.1.2 \Hugnfilenansiuserimdnlnegudniieniu ansiiudeaiu ngiuannunaniieniu
NILUIUMINEALBTAIUANANAN Tausld 1Al Tovhuldiiuieniu erduwuy

15

Ao

5.1.3. gnadey NiAnw/AdeneadtinaulseansmnnazauUasndeussenlunissnen au
YUV WU UNUEIAUKUU AbSSUNISANUNILINTAITNINNITUNNE LS
amsuguiivwiiede lnedinsAnwiwuudsieluil (Fandaladanis)

5.1.3.1.38nsAnwndunuu Well-designed Randomized controlled trial

15

5.1.3.2. 3nsAnwudunuu  Long term follow up RCT

10

5.1.3.3. WomsAnwuduuuu Comparative studies wuu Cohort studies (perspective)

5.1.3.4 Fomsanwndunuy Comparative studies wuu Case-control studies (retro
perspective)

5.1.3.5. 3msAnwndunuu Descriptive studies WuU Case report/case series

Ao

5.1.4  giandgy NHAN®/ATenepdatn wuu Well-designed Randomized controlled trial
AUUTEANTNIMBaLANURBANBYRILIUNITS NN ANUTaUslUBIeT Wb uisuiuen
sunuy ludsewmelng wilailasunisiifunlunsansmenisunnduasanssage

5.1.5. fAnw/Atenmematn webilaSeuiisunuenauwuy

5.1.6. hifinsAnw/Aven19aeann
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5.2.1 vhuiiUszaunisainsldenineeainlaualunissne iwunenunsiineinslifs 5
Uszasriouss lildfumsfesSoudessy@vsnm Ussavisnavesen
5.2.2 vhufiuszaunsainsldeninsedtnldualunissnu uwildwumensallamananinis 1.5
Suumaltasdeadsus nyaldon nussnunsiinenslifssrasdiiouss 163uns
YoaSoubossyaviam UssAnsuavessn ogths
5.2.3 vnuiiuszaumaninsldenimendtnlsmalunssnu uwinumanisaflaugnisaiviiesy 0
Wumeligthesoaudsue ngalden nusenunsiineinslifivszasdieuss 1isums
SouFoudossvavianm UssAvsuavesen 1udsyd wia Lifivszaunisainsldeniundeu
5.2.4. unndAnduns wuilymludsnmnm deladendfseluil -20
- wulsyiRnmiFenAuely Lot fhidadnuszmasan
- AUy A Tednulymenliliunsgiunundusiisu
- fseiRgnenulymamnmlusstendniarioinunmuagian ¥89nsENTas TN
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STUUBUSHINMSIR3E553U uanlinau (Fandaladonily) 5
6.1. UTEMIDNENITUTRINTOUTUNAUIMITLFITNLAYAAINT NTEIIUAIUNAI 18U PREMA, 5
TPMA, MPAT #llenansuansuazdnsuseviuasudau
6.2. UTEMlSIONaN35UI8INTOUTUNUINITLTIINULAYAAING 0
AZUUUTIY 100
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