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AMENYSIANIZYDIEN
779376 Budesonide 320 mcg and Formoterol Fumarate Dihydrate 9 mcg Turbuhaler, 60
doses

. AuautAnaly
1.1 guuwy gasdmIuganen
12 d@wszneu  lu 1 dose Us¥nausiae Budesonide 320 mcg
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2.1 Finished product specification (In-house)

99 | Specification of finished product Acceptance criteria
In house

Description/Appearance
Appearance of Powder Complied with finished product specification
Appearance of Inhaler
Identification Complied with finished product specification
Assay
Budesonide Cdmplied with finished product specification
Formoterol Complied with finished product specification
Uniformity of delivered dose Complied with finished product specification

Budesonide and formoterol fumarate
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98 | Specification of finished product Acceptance criteria
In house
dihydrate
4 | Particle size 39 Aerodynamic size Complied with finished product specification
distribution %38 Mass Median
Diameter (MMD)
5 | Impurities

Related substances
Budesonide:

- Individual known

- Individual unknown
- Total impurities
Formoterol :

- Individual known

- Individual unknown

- Total impurities

Not more than 0.5%
Not more than 0.5%
Not more than 1.0%

Not more than 1.0%
Not more than 1.0%
Not more than 2.5%

Number of actuations per inhaler

NLT 120

Moisture content (nseiliidl desiccant)

4.5-5.5%

2.2 Specification of Active pharmaceutical ingredient (API) (USP, Ph.Eur.)
Budesonide :

Acceptance criteria

19 Specification of AP
USP 43 Ph.Eur.10.0
1 | Appearance - white or almost white
crystalline powder
2 | Identification
A. Infrared absorption IR Spectrum: corresponds | IR Spectrum: Complies
to standard with budesonide CRS
B. UV Meets the requirement
4 | Assay (on the dried basis)
Epimer A: 40.0% - 51.0% 40.0 - 51.0 %
Both epimers: 98.0% - 102.0% 97.5 - 102.0 % of the

labeled amount on dried

substance
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5 Acceptance criteria
U Specification of API
USP 43 Ph.Eur.10.0
- Organic impurities _ .
® lea- Hydroxyglrsg_plsotone 80 NMT 02%
® Budesonide acetaldehyde acetal NMT 0.1%
(epimers) 1l o) 2 :
L Budesoni_d_e o-homo an_gtog NMT 0.1%
® Desonlde 1 NMT 0.1%
® Budesonide glyoxal (epimers) NMT 0‘0?% _
® Budesonide related compound E B NMT 01%
® Budesonide related compound L | NMT 0.2%
® Budesonide related compound G NMT 0.1%
(epimers)
® Budesonide 21- acetatg____(eplmers) | NMT 0.1%
® Budesonide 21- butyrate NMT 0.1%
® Any other individual |mpur|ty NMT 0.1%
® Total specified impurities NMT 0.40%
® Total unspecified impurities NMT 0.40%
- Related substance (Ph.Eur)
- Impurity A NMT 0.2%
- Impurity L _ NMT 0.2%
- Impurity D NMT 0.2%
- Impurity K NMT 0.2%
- Unspecified impurities NMT 0.10%
- Total impurities NMT 0.5%
6 | Microbial enumeration tests and Tests
for specified microorganisms
- The total aerobic microbial count NMT 10° cfu/g,
- and the total combined molds and NMT 107 cfu/g
yeast count is
7 | Loss on drying (USP) or NMT 0.30%
Loss on drying (Eur.Ph) NMT 0.5%
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Formoterol Fumarate or Formoterol fumarate dihydrate
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Acceptance criteria

) Specification of API Formoterol fumarate ey
Ues 43 dihydrate
Ph.Eur.10.0
1 | Appearance - White or almost white or
slightly yellow powder
2 | Identification (USP) 2
A. Infrared absorption IR Spectrum: IR Spectrum: corresponds
corresponds to to standard
................................ Standard
B. HPLC Meets the requirement
3 | Assay (on the dried basis) 98.5% - 101.5 % 98.5% - 101.5 %
4 | Impurities
Residue on ignition NMT 0.1%
Organic impurities N6 Ph.Eur.10.7 #52312W1y
Formoterol related compound
AF, unspecified impurities ,total
impurities
£ famnctern e = compound B LA
..... ® Fomoterolrclated compound A | NMTO3% | NMTO3%
® Formoterol related compound B bbbl e — = ok PR
® Formoterol related compoundC | NMT 0.2% NMT 0.2%
® Formoterol related compound D NMT 0.2% NMT 0.2%
......................... ® Fomnoioml eliled compolind B ik g S R
® Formoterol related compound F NMT 0.2% NMT 0.2%
................................................. 4 (PhEUr 107 NMT 015%)
® Formoterol related compound H NMT 0.1%
® |mpuirities | NMT 0.3%
® Any individual unspecified NMT 0.1% NMT 0.1%
.......... impurity il = e it e
® Total impurities NMT 0.5% NMT 0.5%
® Limit of Formoterol related NMT 0.3%
compound |
® pH 5565
5 | Specific rotation/optical rotation
s /\/ ARENTIUNTINTMUATIBaS BERLAYAMAN BAIZIAWE
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Acceptance criteria
» Formoterol fumarate
/0] Specification of API Formoterol fumarate .
dihydrate
' USP 43
Ph.Eur.10.0
6 | Water 4.0 - 5.0% 4.0 - 5.0%
NAUYNA NMT = not more than

* 91990 Dissolution wag Uniformity of dosage units TiluuLenasHaniIsIuaziden
=3 T = o = - s
HANT3R52ATIXA Mndllaudsseasideanduiiavlilulu COA
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- NIAUNIANLLTHULTINITLIU (waive) N15ATIVABUILATITNIIENSLA THEuLans
lnaswdngrusananiilaiueysiasne

- Drug substance specification #915019NWAATIENVBERAN drug substance #38

- L - o o o 4 ¢ -l

ludiAs14 drug substance woadnans1dnsa3u avulaatunis Felin1snss
AATERTUNTaNiMue

3. MIUTLIANUAIUSEENSAINAB31IAY (Price Performance)
8aBLANNILENENS 1389 N15UsEiuAUsEANSNNED31A1 (Price Performance)

4. wnansiidlunsansan
onansiililumsionsanguamebiiFesdwuionansnioussymneiasenarsaudiu
dwluil
1) duunenaismnuen nwlng wae/mien1esangy
wunewg: lunsaiffilvesuuuuardesiionarsuansdovsldveseniiiiunisiuses
ndinnuAmEnIIINITeMITUAYeY Tuansieiuiideusld denassete dauld
disuwhtveduwulusuenildlumsinuintu wasiinsseydennuideunsldenly
Tuenansiiuen
2) duenansuansdoruuuaINYBINTULUTTY (WNeewanaesen) suildtunadeuls
3) dnurdvetuneifeusiiue (Wuu n.6.1 v3e 8.1) AsuNNYdn wieusiuazidunn
dnwazianizesediIIgUlardaimunInsgIuveisn1siasgsien (Finished Product
Specification and Analytical Procedures) itunzidouls Tnedeesnedediuenivsenia
NSENTNAGITUAVTUTDMITD IMINI U T2NA
waeme;: nsdiiegseninvedsunlawdluiziiessiuazdoimuauinsgiul
aonndoInussilsnATuseIIeaetaaased N UANENTTINITOIMTUALE)
Wuuuduundvsudluasuwamemslunsideusifuen uu n.e. 9) vde duundve
uiluasuwassemslunsdouiiue Wy o.5) smdeuiude
a) dnuluddynistiunadoudiue (wu ne.2 vie ve.3 vise ne.d v3e 8.2 udusnsdl)
4.1.1nseiewanlulszmelng (e 2)
4.1.2 nsdieninduitemsutsusslulsanalny (ne.3)
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4.1.3 naignindrandsusema (ne.d)
weng: nsdliinsiAsuuUawudledfuoygauazaniuiingn Wuuvdiundeudly

Wasuwlassemislungifoumiiven (wuu n.e. 9) wie duundvesufluasuwasiens

luneidoushivenieafudiuougnuazaniuiings (W .9)

5) dwmlsdosusesunsgruntsndngrnundninusiisnisnalunisudns (Good

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

Tagwiasau PIC/S participating authorities alUa 1A 145aUN15AIABU HANANITIUTY

fefulsgmaussmasandidnnseind lumnafifeadestueiiaus Usznause

5.1. dumivdefusennasgiunsdnemamdninueiisnsialunnaningauiae
d1Agy (Certificate of GMP Active Pharmaceutical Ingredient (API))

5.2. AU miiAsUT8aNINTFIUNTHAR BN INMANINANITNSTAlUNSHAAN AN S uTen
dusa3U (Certificate of GMP Finished Product)

6) lunsdimdusnindransssema guandosidnumiidesusemanius (Certificate of

pharmaceutical products, CPP) #3ant4da3us03n139mune (Certificate of free sales,

CFs) lumnaniiauens atuagamuseunisnsvasulneinaiusesiieiulseniausznin

3R
7) wInsgIuvedteiInuanuaInIngAufie1d1Aty (Active Pharmaceutical Ingredient
Specification) wagn@ninsie1d gy (Finished Product Specification)
7.1 dunNnsgiuingaualednAgy (Active Pharmaceutical Ingredient Specification)
uwazunsgIuNandueigrdnsagy (Finished Product Specification) Tngszysisen
(Pharmacopoeia) l#§198amsiinneilasunsguegeossoaiulumuderimun
LazanssIuTeIMTIATIelusnetlademils muUssmanTEnTassugy
399 sEYfIEN
7.2. @14U1 drug monograph wmﬁgﬁimﬁﬂﬁm (Active Pharmaceutical Ineredient) W@
Nﬁmﬁmﬁmﬁ%%'gﬂ (Finished Product)
7.3, n3Nn gAuAlu1d1Agy (Active Pharmaceutical Ingredient Specification) %3
wAnsiueiendnsagu (Finisned Product Specification) liusinglusiis1en (Non-official
pharmacopoeia) fiaauanmdnguieiinasgiuvesnmsiinseidulumudendade
Tasieluil
73.1 e fmuauazinasgureanmsiieneiluinevessamaiiduandnyes The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) %38

7.3.2 foimMuALAZINATUYBINTIATIIENAR (In-house process) Tiaenndoariy
ICH Guidelines %58

733 dofmuauazinmsumluresmsinneiidualilusse dseila disen
uils ATENIANTENTINATETAY (384 SEUsne1en dmFuguiuueun
(General requiremerit for dosage form)

wagnn: defivuaguaningiuiiend1dny (Active Pharmaceutical Ingredient

Specification) wazndnsinie1d 593U (Finished Product Specification) A258148437n01131
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Weorfuwazatuidendu snduudnsdiidenidefmuawazinnsgiuuesnisiiasey
Wy ingivienddty vise nandumedniagy
8) dlumusdasuIamanITilAIIzy (Certificate of Analysis (CoA)) Tnsmasusznaume
8.1. dnilvdeiusemamsinseingausiend Ay (Certificate of Analysis of Active
Pharmaceutical Ingredient (API)) lagfasUsznousiey
8.1.1.dwumilsdesusesransinseiingAumiendifny vekaningiusmiediry
(Supplier)
8.1.2. dnumidesussmansinsieiingausieddy vesndsnandusiediiagy
(Manufacturer)
8.2. dwmilsdesusewmanisiinseindndusiendniagy (Certificate of Analysis of
Finished Product) vesinanuansieiendsagy (Manufacturer)
8.3. nastuduanuduiusseninsqumndnvesingiusnendfigy (drug substance) uag
Jumsnanvenansitusidnsagy (finished product) Aldlumsnaneniuiideey
9) ANUNDNATUAMINANIIANWIAINAINT (Stability data)
9.1. duenalTuanINaNIIANYIAINALAITEELETT (Long term stability data) 971u2u 3
JUNIHER
9.2. ANUNBNAITUANINANITANYIAINAIALUAN 172159 (Accelerated stability data)
WU 3 JUMITHER
9.3. AuenarsuanimanAnviinaningramnsavinuiadinels 1 s dnuiuans
Uszdnduanissnw (nsdienida) (613)
9.4. nsiifusiidesazats Afeansneuld IdunenarsnanisAnwiauasiandanis
avaleuaz/vio W09 / naulnly ludvihazanes1ag ATUMULALAsNARBINUDNETS
MAuen (In use stability data)
10) dumiisdesusewaningiendniagy (Certificate of Pharmaceutical Product) laween
thinludsznalvg
11) dwmdngruanuanyaveIndningen (Bioequivalence) Inenan1sAnsIANANYaYDN
nan e (Bioequivalence) 1uluniudearivua ASEAN Guidelines for the Conduct of
Bioavailability and Bioequivalence Studies e gilon1sAnwuszdninauasdauya
yoanAnAusiEn nsEnINaIsIsagy lagantuviemsnufnmiauyadildsumsiuses
N dinnuannssunseImskazen atullaguu (nsdilalyensuuuy)
12) dumidefuseanasgrumsujiinumdninusiisnisinluesu fUAnns (Good
Laboratory Practices (GLP) lunsaifivhnsfinuninauyaiishaszina
13) dumtiidesuseanaspunsiivinyiasnssaeemuvdninusiisnsatumsiunm
Lagns¥a8en (Good Storage Practice / Good Distribution Practice (GSP/GDP))
14) flauemevddainegeeg1atioy 3 mingussyiue
15) duuwilvdesuseanmsgruesfiinig ISO/EC 17025 lusieniseniiaue (i)
16) duunenansuansteyanislaiumsussylu Green book vesnsuAnemansNIsUWMY (i)
17) nunenansuanateyanisiasunisussqlu Orange book ¥84 US.FDA. w38 European
Medicines Agency (873
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nsedlalgenduiuuipananinisAnemieratn (Clinical trial) vasenluysewalnenansd s
NAVINIAATNVDIUNUS U UNUENA UL UULAE ATUNILINTAN SN ITuNnE (§78)

= o s ! a o £ =
19) NMTBUTNAIHFIIUNUNNUANY TENIAAULNTIUN TWAIUITZUUSMIYIF 1IDANUNITETITN

o | o - = = = [ ar
IIMENITANATUNITVIBEVBIUTEINA LY WA, 2559 N30938555UDUY NaanAdBInU
Usenia= (913)

= =
5. Waulvdue

1)
2)

5)

eslongwaslitfesndt 1 U duaniuidweuen

gnavnisnanidsauliunlsaneruiaszdesdnuimidesusewmanisiinsz

(Certificate of Analysis (CoA))

fueasfeadiluuensunasusdlenlndvumengvieilaiinmsideuanwiaufuuam

NRIVRINEEN

minlsmeuanuYgmaunmanudnfusivazisansdmaiielinsziguaim

Twhendndarievstudiuiseualdtislunsieseinuame wazdweludiuou

anduiiasgviauunlsmeiua

lawesm(ue)Busenlienidindyaineunsuimun ail

5.1. mniimsgunsndiesginnnsuingimansnmsunmgudnansieseiliiduluay
UINTFIN

5.2. nafinAnfsievinignionituiunnissaalnedinmuanenssunse M wAYEN

5.3. nsginutlgmamunmanudnfusiienvdimasoussavsnauazmuUasnsiusagtaed

=L e

asuen
ﬁi s o s @ a =i L=
5.4. nsdiNAMENISNNISATNIITILazNIsUIURRRgIeenaInUYyTen Tsaneuiagesnidn
msdsveenluasadnly '
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Audnmsunwndlyeriuning vausznu

wuUUsELiuATUsSEANSAINRs1A1 (Price Performance) Ussinneniail

Wi 1

Auls vwitin (Fewaz)
1 g muazauan i iulsslovisemssivns 80
2.5 20
1. auauazausulanidulsslovisenienems (Gavaz 80) Honsdn
inausimsUsziiunun kAR Ausiedaaniiy AZUUY
n. SE&JE:J:&.U_E (General quality criteria) 20
1) 3ATEIUMIHANEIMUVENINUSIIE M ARUNTHEREN 1.5
2) Egs.mm‘_ﬁmsmmdﬂum‘_m‘_ﬁé (Active Pharmaceutical Ingredient Specification) Wazu1n3§1u
nansineie1d11593U (Finished Product Specification) 3
3) wnsgIUiesUfuRng 2
4) wmssumMaAunwLaznIEIBIAIMANINMsTAmuNsIAUIvILaEnsE BN (Good
Storage Practice / Good Distribution Practice ; GSP/GDP) 2
5) 1NIgIUREASTUN 7.5
6) AuauTindeUslovidensuiifnu 4
. 52&323.:52.._« (Specific quality criteria) 80
1) waiganpuwniideiuseamansiinsig (Certificate of Analysis ; CoA) 20
2) wafigauaunmnIsANYIANALN (Stability data) 7
| 2 zmﬂﬂammabéd%bétu:ﬂ%%ﬁ&m% UTIANALAERaIN (Package & Labeling) 3
4) anuwiisslunisiidashwiuenduuuu (Therapeutic Equivalence) 25
5 n1sAnw/Adenendtn 20
6) FTUUBUITUNMINIILEIIUY WANUNIY 5
AZUUUIIN 100

as ' ¥ ar i ¥ o w M w v @ v o= =
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2. 781 (5awaz 20)

ot - LY ar k wr W W W = - [ " ar
gg._amm,_zﬂméa%%uE:.._.mu?wurrc:.ﬁasucczdasamm_sa,zbJEmmsém__m:s.m@::m (Electronic Government Procurement; e-GP) vaansuUydnans
NFENIWNITATI
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n. 52%232&&1 (General quality criteria)

20

of el

Sﬁmé3qzssm._sJzsgsea.smadsﬂzzdzmsg (AU = U9 1.1 + 1.2+41.3)

1.5

. L o U
1.1 Certificate of GMP Active Pharmaceutical Ingredient (API) Tunuaneniitauevie auuaIgn
= a - | - 2 . |
EJEmmdDJmSmuamdeSmtzmmdmmaﬁauﬂdmujqﬂimu:u@m‘,_m.._\ms5@3 Qﬁ@h@&m&d&wwﬁ&

0.5

1.1.1. 1#3un1s5u383 GMP-PIC/S 910 PIC/S participating authorities %38 cGMP

0.5

1.1.2. 195un155U509 WHO-GMP %38 158 cGMP #3aLfisuiin humanaiinelvasniu AP

0.1

1.1.3. 1¢5Un155Us09 WHO-GMP %38 cGMP wiawisuwin uslaissyvuandniau / Lisiienans
wanin153uses GMP (luiWeasas)

0

1.1.4.1s15Un135U599 GMP-PIC/S 158 WHO-GMP %38 cGMP Mg niauiudsyme
1= -L ' = 1=t o ar
Uszmasim wazliifilenansuamimstiuvereany uia ldvdngiunansiununeny
(lsiWe15047)

1.1.5. l1il@Sun1ssuses GMP-PIC/S %58 WHO-GMP (laiwe1s5as1)

1.2 Certificate of GMP Finished Product Tuminneiiiausvie aluanganiussunisnsisdeuy
el @t = at = k
Tneiinasusesiviulsznalssmesien (iGandalndanile)

0.5

1.2.1. 1@5ums5uses GMP-PIC/S 210 PIC/S participating authorities %38 cGMP wag/n3e
mlsdeTuseamaniue (Certificate of pharmaceutical products) 310 PIC/S
participating authorities luvnaenfiauene (nsdlanindi) visldsunisiuses
GMP-PIC/S 3nd1tindTuANENISUNITDIMITHALEN

0.5

e o = v o= = v Y
1.2.2. 1¢i5Un155U509 WHO-GMP 38 cGMP wa4 Useinagudn luviiaiifeitasiu
Finished Product uaz/v3e wilsdeiusomaning (Certificate of pharmaceutical
o dsoest
products) lumnaeausis (nsdlenving)

0.1

1.2.3. 195Un135U303 WHO-GMP usiliisyyminatiniau (lsiwarsasn)

e o = =4 = 1 ar
1.2.4. 193Un135U389 GMP-PIC/S %138 WHO-GMP %38 cGMP iunengnauiulsenie
U3zNInsnm fdlonansuaninistuvedesiy (wersa)
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Wi 4
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Yan1In

inasinsUszliugAwkan ueie1 ey

ATLLUUY

al ° | v o ar i) a w o e
1.3 ns@ndusnindnanndnsuseme saadlduvildesuseswanium (Certificate of
pharmaceutical products: CPP) w3auniladeiusein1sdnvming (Certificate of free sales:
ol
CFS) luvanaenausvie

0.5

1.3.1. CPP w38 CFS atiuaian (auseunisnsivdeu) nsdilergvilergnissvusesiuiy

= o e
UsenmaUsznnsiay viserueindnlulssivalve

&5

1.3.2. 13i5] CPP %58 CFS %38 & CPP / CFS mgaam.ﬁ

2. | MasgwingAunledAy (Active Pharmaceutical Ingredient Specification) uas
Wnsgundniusie1dnsagy (Finished Product Specification)
Aorsanasenarsmsdunzideu (asuuusau = 90 2.1 + 2.2)

=
TR))

21 tgsnhwémgmdmumgmgma (Active Pharmaceutical Ingredient Specification) (t18anvalava

2.1.1. nsdiléFunissuseslusisen (Official Pharmacopoeia) {@andaladonie)

1)

819849 USP, BP, Ph.Eur. , IP JP atiugign (muenansitunsilould) wagn1seneds
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Wy sesdiuilalunsifoumSuenal @e.5 1 oy.0lR)

1.5

1.5

2)

v oa @ | o = v, 4 o
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1 =y ar i 13 ] L

$1984 USP, BP, Ph.Eur,, IP, JP atiulmindnusena seysnsnen uaziiuunlulu
el o @ 1 o = LL = 1 as M Vas Qe L

nurdousiueud @ u.5 My oe. el 2 Tusdalilasuniseyd® waztuunly

AauIuUsTENINTIAN)

0.25

81983 USP, BP, Ph.Eur., IP,JP | IUsEna sEYisen wauhly

Tunzidouinsueuan wade llgduudlelunsidoussuen

6)

81999 USP. , BP. , Ph.Eur., IP, TP, JP (adumussnend sus.Usenia) wazunluly
=l o e } 5 L LY
silisumueue (ie.5 1 o8.011R)

AMENITUMSATMUAT BB BEALATAMIENYILIRNE

H.mamm 0 1 UFEEIUNTIUNTG 2.a4%e \I.%O ......... n3gaunIs

(wey 30T e sAiEsuung) (ney.aden Wwsnga)

(ngy.gisn Alnwade)

nS3UN13




P,

w5

Fansén

inaein1sUszliuau WRA ualeYaa sy TUuU

L2 = L o n- L
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2.1.2. 1wsguneInlOfficial Pharmacopoeia veasumanidumndnues The
International Conference on Harmonisation (ICH) (sl@wazawa3n ICH 911 Official
Pharmacopoeia harmonization @a USP, BP, Ph.Eur., JP., Ph Int.) %38%8f1%un
WagHINIFIU In-house process fiaonndaariu ICH Guidelines wag/v3o
Pharmacopoeia General Requirements (i§antalndianids)

1) 87984 Official Pharmacopoeia 993UsenAau1Tn ICH Waz/v3e In-house process 1.5
Naonndoeiu ICH Guidelines 38 Pharmacopoeia General Requirements 2ty
d1ga nda waruilvlunzdeumsvenisuiosua (.5 7 oy.0ylR)

2) 91484 Official Pharmacopoeia 183UszinaAan®in ICH wag/u3e In-house process 1.25
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[} 1 a L Lo =4 o et L4
Imaindnusznieasisey sun.Usena yoita wasunllunvidsusmsvewan (fe.5

7l 0u.0YTR)
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denAaBdnu ICH Guidelines ¥3® Pharmacopoeia General Requirements auu
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91994 Official Pharmacopoeia T03UsimAanin ICH wag/%3s In-house process
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yaannasInu ICH Guidelines %38 Pharmacopoeia General Requirements_ auu
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81994 Official Pharmacopoeia ¥83UsginAandin ICH wag/%38 In-house process
o o o : 5 x " LY
Niaonnaaeny ICH Guidelines 38 Pharmacopoeia General Requirements auu

argavielwiingy wismuusene_uglulnguunlyluvedeusiuen

7) 81984 In-house process idanAassiu ICH Guidelines MuUsENIAAITIBIUNHITE

8) 87984 In-house process N@aAAABINU ICH Guidelines sniuszmanisen (L

WA5LD)

9) In house process luaenaday/luiifiuluanu ICH guideline vialuifinistuudly (i

NA150U1)
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fiaeandosiu ICH Guidelines 3o Pharmacopoeia General Requirements 2t
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7) 91843 In-house process fiaonndaaiu ICH Guidelines muUszmesseIuIsite 0
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9) In house process luaeandas/luifulumu ICH guideline vislsifinisBuudly (i 0
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3.3, lsild%unisiuses ISO/IEC 17025 Tusreniseniiaue

3.4, Jusddnandndsenanlasunisiusesnasgiu

4 | 1IMIFIUN13TUTBN Good Storage Practice / Good Distribution Practice (GSP/GDP)

(Fondaladonils)

o s ) a L 13 -E. = i
a.1. lasumssuses GDP-PIC/S 91nutne9ususasnudiee 1y SGS, BSI

4.2. [8%un155uses WHO-GSP+WHO-GDP 91nuiissudusesinideiio 1w SGS, BSI

4.3. 19a5un135uses WHO-GDP nnutnesususesnu@eie iy SGS, BSI

Brh

ras s i P ] 1 o oa |
4.4. l@sun1s5useas WHO-GSP 9nvitiieanususesnudieie 1wy SGS, BSI
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a.5. llasunssuses GSP wia GDP
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7.5

5.1. 1ugnauuwuy

2.5

5.2 WHO List of Prequalified Medicinal Products

2.5

Ln L J a
5.3 UM Iiilsede aglu Green book a1 - Yagiu

2.5
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8.1, ._.E__.ﬂim_a_._.ﬂ&\mc..mmgm=.jmmgmgﬁmdwndg.ﬁmjﬂmEugt&\d.ﬂmi auilidaanznssunisitdstygwinisiadadndie
waznsuiMIiaRagg nauty@naneil nA(N2)0405.0/050764 aatuil 24 wgaSmeu 2560)

wad &

6 | auaulAnipaustlovisenisufjifcnu (Fendeladawil)

1848

6.1. nsmledn Uastuuas dasfuanuiu (Fonvelatawnil)

£ ARENTTUNTIAMMUAT I AL BURALAE ANANYRIELIENES

\lU\.r\\ UsEEIUNSSUNIS mmaﬂmg&l

e . N33UAT3
(Wey 3077 WesAETuees) (nry.adan lwfina)

(ney.aisn Blvyadn)

L3303




w1 10

Fon15@

wnagin1sUsHiuaunWHARA sl Yoy AZUUY

6.1.1. vssgluussyfaeilastuuas (nadinasgrunduiiusyy) way/miellastuauiiu 4
(nsslnmsgundsinusvy) uariinssvyliluussyiusidneu asuiou
32&5,_«_55,_&;28,_ u_mm,_nmeﬁm% Lot No Emﬂmé VN9 vleegey (unit dose)
uazdl fhdhvsfianunsofivssuuding Asuiau

6.1.2 \Wuendialivssquas udsesdasiuua (nsdlinesgrunduiniusey) way/viedaady 0.5
ey (nsdhnasgrundsiniussy) fnsussyluvssydausimuimun udliifinisseylivu
UTIe seymwirluenatsiiiuen

6.1.3. Wuenitussgluumaen m:ﬁcﬂ&caﬂiﬁ&g (natlnpsgunduiniuszy) 3
tlnsfuputiu ABEEB%:S%%%?E zmm,_ﬁecamc‘_ Lot No udueng v wiae

o8 (unit dose) ATULIY Lalud & fsnusiiannsntvseuuding

6.1.4. vssgluuTTYuTIInAsRILATUIIY (At musluguadimly) uaed aansey | 2
Foen (@en1sfn, Toon, Auuss) VNY Mieges (semi- unit dose) uazd Fadnwsiianusn
Fseuudine

6.1.5. dﬂﬂtﬁibggséga_s.mﬂ%mdﬂg (muiifvualuguant@nily) uazll aan 15
.ME:,%S (FonsAn, Faen, A1LTY) YY) Miaeeos (semi- uni usilaid] Fadnsii
annsntvssuuing

6.1.6. UssguuTIYSNsInasURs Ui T vuslunna AR LU) 1
6.1.7. ussgluussyiusilainsuainasgiusey (Muidmusluauaavill) wss b 0

Yasiuuas (nsdlinssgrunduisu seylesiuuas) (Linaisun)
= =i '0.__ L = L 2 \“_
6.2. NIULIAA /81U1/810Uq (Hontalatonila)
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V. INUNAUNNRANIE (Specific quality criteria)

80

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

20

1.1. anudniusvemaigulaunmmideiusewman1siinnegvidmendney (Certificate of
Analysis of Active Pharmaceutical Ingredient) (dandoladavile)

2.5

1.1.1. COA Jmgau fivisvas Supplier waz Manufacturer kaziluingRunndnguiediiu

25

1.1.2. filawizaes Supplier way/mis Manufacturer wie liligunisndnifieaiu

1.2. wafgauAuamvilsdeiusaman1sinesiedfny (Certificate of Analysis of Active
Pharmaceutical Ingredient) (t8ania ladawils)

5

1.2.1.9597U Active Pharmaceutical Ingredient Specification yinvhdia swes Supplier uag
Manufacturer uazdimsuanwwaluguuuusngy fay (uas/visuaninanisinswilu
unhTeIu impurity fiaIu1sonauusalsieu Below Reporting Threshold (BRT)
w38 Below Detection Limit UaziandA7 Reporting Threshold %38 Level of detection
luluaimsazsien) snvdu Wade Physical test, Description, Appearance, Identification

s

1.2.2.7531U Active Pharmaceutical Ingredient Specification ya¥ita 489 Supplier #3a
Manufacturer uazin1suannalugUnuusalgy (uas/v3ouaninanIsinsIzluuiive
WU impurity Aansavaunusiaayldivy Below Reporting Threshold (BRT) %39
Below Detection Limit Uazuanin? Reporting Threshold %38 Level of detection Tuly
AUAsIvie1) Bniiu Te Physical test, Description, Appearance, Identification

1.2.3. m53fiu Active Pharmaceutical Ingredient Specification yjnatia vitwas Supplier uag
Manufacturer p&m:d:ms@zwﬁcmipdd “Conforms, Complies, Not detected, N/A, 2,

<” gnLIU WYe Physical test, Description, Appearance, Identification

1.2.4. 753U Active Pharmaceutical Ingredient Specification yn¥atia ¥84 Supplier #39
Manufacturer _.Em:._ﬂ_vmaazmﬁﬁdsd: “Conforms, Complies, Not detected, N/A, 2,

<” gnIy Wt Physical test, Description, Appearance, Identification

: ARIENTTUNTAMUATIBABBYALAL ALIAN WUEIOW L

1.asde H UTEsIUNTTUNTT m,m,_mm_,.__ﬁﬂ\%ﬁwé.:ﬂ%j
na)

(vigy 3073 (eshasuess) (noy.edan Tus

3. asde

4

nIzunNI13

(ny.4¥5) Fnwadn)




Wi 12

= v
Yan13An

= = ar L ar
innsinsUsziiugunwnani s By

SHUU

1.2.5. 9390V Active Pharmaceutical Ingredient Specification yn¥atia ¥ea Supplier 38
Manufacturer wel Tuiatiodfeyitu Assay, Related compounds tHusiu insuannaly
JULUU “Conforms, Complies, N/A, 2, <” (laii915047)

0

1.3, muduiusvesraiigadgunmviisdesusasmanisiinsieienduiogy (Certificate of
. alE - =
Analysis of Finished Product) (taenvalavanils)

2.5

1.3.1.COA finished product l#ingaugumsnanideaniu COA Active Pharmaceutical
Ingredient Specification

25

1.3.2.COA finished product lil¥ingAugunisudaiiienriu COA Active Pharmaceutical
Ingredient Specification

14. wafigaununmviideiusemanisiiasizierdniegy (Certificate of Analysis of Finished
= 2 2 o
Product) (ldenvaladanile)

15

1.4.1. w331 Finished Product Ingredient Specification nnwite waz insuanawaly
JUWUURILAY (Uaz/ Y5 auansuan s iiaTIziluuiatoisy impurity Hansnsanauny
Aaavlaiv Below Reporting Threshold (BRT) 38 Below Detection Limit uasuand
A1 Reporting Threshold %3@ Level of detection luludimsizsien) smiu %ide
Physical description

75

1.4.2. w33 Finished Product Ingredient Specification yn¥adie us finsuanwmaluzUuuy
“Conforms, Complies, Not detected, N/A , >, <” 8nliu W98 Physical description

1.4.3. 531U Finished Product Ingredient Specification nnwhdie wa Tusdadidyaudis
g7 LYY Assay, Dissolution, Related compounds Wusu m:.;._._.msazm___.:mdrrdd

“Conforms, Complies, N/A , 2, <” (lsia15047)

2 | waigargnmnsAnAlaAsa (Stability data) (@endaladanils 2.1. wie 2.2. )

= o - w . v e | - = ' v
2.1 nadleniindudesfimunsiunzdald (In-use stability) W e78n endinaunould snveenn
Wiy e msvedeumsnuiniadineuas/v3e In-use stability Tussia usu
(AzUUYTIN = U8 2.1.1. + 2.1.2. %3998 2.1.1. + 2.1.3.)

ALENTTUNIAVUATIBAzBuRUAT AMAN VLN

:zmm \\U\/\ ........ UFEEUNTIUNTS mmhmogﬁ ___________ AF3UNTT

(wey3n73 ieshadinyes) (neg.adan isna)

(ney.g¥57 Avadn)

ATIUMTT




Wi 13

domsdn
inausinsUszdiunmnNanf e doaiiny AZUUY
2.1.1.n13@nw" Long term stability (Gandaladonils) a
1) fin15An®" Long term stability fanmsdaiv (Storage condition) aghstioy 3 U5 4

wadn o) iuluaudervusly ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) nsdiftansnsariunsdnwldianu ASEAN Guideline #eauwu Stability protocol
vie nénguildsunisewiAnnn eu. flinanisAnwasuargeriifimualiuuaain Tned
HAN13ANYY On-going stability Usegn waruanwansnsviwsziiluiaay vnuiu
vidie physical description uagiidanisnaaauasudau mussefisnsds (W
USP, Ph.Eur, etc)

2) 3m3finw Long term stability fianiavdauiu (Storage condition) aghaties 3 FUMT 1
wao_ualtiduluaudesvunluy ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) nsdifianusaiunisdnwildau ASEAN Guideline #feawuu Stability protocol
v3e wanguildsuniseyiann ee. ilinamsAnwasusigeniiivualivuaain laed
KaN13ANYY On-going stability Uaga wazuanwwansnsviasziiiuiaay sniu
vate physical description waziiwdanmsvaasuasudau musmsiendiensda

3) dimM3fnw Long term stability fianmdaiu (Storage condition) ag4tay 3 FUMT 3
nan uluaradorivualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) finamsAnwasuaigeiiiivuslivuaain ustlaifinan1sdinun On-going stability ¥
8159 uazhanmannsavinseilduiaay sniuide physical description wawil
FdonsnndeuaTudau mMusseTTionsds

4) fimsAnw Long term stability fian1izdaifiu (Storage condition) aghatias 3 JUN1S 1
nan Uulumudarwunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) fimamsAnwnliasuaigeniidivualivuaain udiinanisdne On-going stability U
a0 wavdanaanIngIvimsiilusiaie entiuite physical description wawil

iersvaaeuaTUdau mMusisenfisnads

W
fimsfinw1 Long term stability #iannizdaLiu (Storage condition) athatios 3 Junns 1
wdo Wulumutariivuslu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%

5)
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RH) finamsAnwliinsuangeinmualivuaain wazlifinan1s@ne On-going
stability Uaga wazuamnansnsiviasziidudaay eniukide physical

= i = PN o o v -
description UaydMITBN1TVAADUATUNIU FNUFNIIENTNDN9DS

6) {n3fnw Long term stability fian iz dniiu (Storage condition) liiasu 3 FUNTSHEAR 0
weiluluauderimualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5% RH)
finansAnwliiasuangeniifivualivuaain wafinanisinw On-going stability ¥
angn Laruannan1saiviiasiziiludnay eniuiite physical description wawil
vhdomiveaouasudau mussendisnads

7) finmsfinw Long term stability fian1azdaifiu (Storage condition) anstias 3 Juns 0.15
wan wiltiiuluanudorvualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) mzm:dm:.,..,_,_ﬁ:m._m._e\_ﬂ%s:gﬁcgmé walaidinan1s@nyn On-going
stability Usnga uaruanaman1snsiadnsziiludaay snduide physical
description wagilvhienmeseuasudiau mussefiensds edheldes 3 JUNTHES

8) fimsfinw Long term stability fian1izdnifiu (Storage condition) aghatios 3 UM 0.5
wdn wildhlulumadervualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) finamsAnenasuageniimmusliuuaain udlifinanisdnw On-going
stability Udnge wazwaninanisngiaiiasizildu Conform, Complies, Not
detected, N/A #n7uyte physical description warildemsnaaevuasudu my
MTETigade

9) fin3fnw Long term stability lsisliuluanu ASEAN Stability Study Guidelines, finw 0

led B

h.. o £ 5 1] o L o = ]
AsuageInmualivuean widitenismeaeultasufiou mussenionsds
wW275047)

=l =1 o L ] h.. o L9 =l
10) #in3finw Long term stability Niiman1sfnwlyiasuaigeridvunlivuaain wied 0

Wiven1sneasuliias
914994 Y90
%39 Lidfinan1sAnw Long term stability

AENTTUNSIVUATIEARBEAUAEAAN YUsaWY
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2.1.2.03finw In-use stability (Gandeladonil) wu o1dn erinauneuld srgavu usu | 3

= W a = 12 < °  w v o iy

1) fiveyamsAnmanuasivuzdaldmunszyluenaisiiueasudiunsaiuemuiuy 3
wazasanuszylivuaaInen

- U 918 W INiUalden nsdiwenvan

2) fifeyansAnvmunsinvardaldmuiiszyluenarsifueudliasudunssiuen 0.5
AULUY
3) husiveyamsfinwirnumssinuasUaly 0
2.1.3 maedeumIinuvipsaiine (Splitting Tablets with Functional Scoring Test) wag/ 3
%38 In-use stability (F@endeladendls): nsdenla (Tablet)
1) nudadinels Weenfisesuin Ginuuseddls) wasfiniameaeunisnudsessding 3

(Splitting Tablets with Functional Scoring Test) w3anan snaaauANLAIvaLln
g1iinutanIaingn (in-use stability testing) AsumadaMuuAvBIsIS1BTY USP
v3e US.FDA uaz/v3a finmsvaaey impurities Tusniivinuis Inesiasufi@inag 1SO/IEC
17025 7ilailugnan w3a fnansdnussavsnaueseiivnus

2) vinwdadinels Winenfisesunn inuusedsls) wasiinsmaaeunisnutniasine 15
(Splitting Tablets with Functional Scoring Test) WASNANITNAABUALAIFIVDILIA
gvinuUIATadine (In-use stability testing) AsumutarMuAveIfE1Bs 1y
USP 38 US.FDA udlsifinnsweaau impurities Tugniwnuda

3) Pnuvadinenls Winenlifisesun (Fnudsadals) walimsnaageunsinutensadine 1
(Splitting Tablets with Functional Scoring Test) WAL/MIBUNANITNAADUANAIN
veadineniiviutsaiadingn (in-use stability testing) AsuAtaRMUAYBIFITIE1954
\Wu USP %38 US.FDA

= o 1 & i =1 = wr i L_ 2, r=) o 1 n.__ o
4) nsavinuuallaele, Winendisesuin (Fnwuarsale) lifnnsvaasunisvnuusasaginen 0.25
Lifinanaaouniuan wisiinsmaasuauasiilaerosfiRnisvesnan

5) Liflseeunly wavinuuadinele 0

AEATIUATTIMUAT Az BoRLAY AN BLEION Y

\/\ ( Wm 7 m
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=i B

10 & ar - hh =4 L ar 1 1
2.2 nadleilisudusiosinnuasiunusdnld (In-use stability) Wiaeniivihanuusdinen Lifide 7
uvstlunmsinidinen vi3e RIGALG

N13ANYT Long term stability (Fandaladonis) 7

1) fims@inw Long term stability fianmzdniiu (Storage condition) aeheties 3 funs 7
uan Wulumudesivunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) nsdiflansnsaiumsinuilsinnu ASEAN Guideline #aauwu Stability protocol
vide néngwilsdsunseyiinnn oe. Alinants@nwiasuargenfidivunlivueain Tned
HAN3ANY1 On-going stability Ydda wazuaninani1snsvdwszniudnay snliu
htie physical description uadidenisnaaauasudau mussiendisnsds

2) §imsfinu Long term stability ian1gdmLAu (Storage condition) aghatias 3 juns 3.5
wan lahdulumutenmunly ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) nsfifianansaiunisAnunldang ASEAN Guideline #fasuuu Stability protocol 138
vinguilddumseyiaann oe. ilinanmsAnwiasusigeniiivusl fuuaain Tnediua
N13AnY1 On-going stability Ua1ga uazuanmansnsindnszmiusiaay sniuite
physical description waviivhdanisvaaeuasudau mussienfisnsds

3) fin1sAnw1 Long term stability ian1izdaiu (Storage condition) aeatios 3 JUNT 55
nan Wuluautearivualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) finansAnwasusngeniidmuslivuaan udlaiinan1s@inu On-going stability U
8180 LazuanInanInsIvinsziiliudaae snviuiate physical description wazil
Wdenisnagouasuliou mussefiensds

a) §ims@nw Long term stability fiannazdaifiu (Storage condition) aghatias 3 FUMT 2.5
wan Lildulumuderivualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
FH) fnamsAnuasuangendidmualiuuaan udlsifinanisfinw On-going stabitity 9
A189 waskanwnansnTvirsieiiludiaae sniuide physical description wagil
FdananaaeuasUiu MU Tiends

* m)\ ARIEATTUMNTATUUAT W aEIBERUAZAMAN YN
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5) fims@nw Long term stability ian1azdnufiu (Storage condition) agatios 3 JUNNS 1.5
ndn Lilulumudermuslu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) finamsAnwnasusngeniiivueliuuaain udlaifinan1sdnum On-going stability U
A0 LaTLANINAN1INTIVIATIZRTU Conform, Complies, Not detected, N/A
gniuiatie physical description waziivhdonisvaaeuasudiau mussenisnds

6) {nsAnw Long term stability laiulumiu ASEAN Stability Study Guidelines, @nwn 0
asuageiifvusl fuuaann wifivhienmeaeulinsudau amusseniignsds
W975047)
7) lifienansnisAnen Long term stability (Iuia15047) 0
3 | waigauRunwusIuuzussYiduiaeT ussyinusiuazaain (Package & Labeling) 3
3.1. MYUrUIIY war aaniinvazideanssmuiitung Joue 3
3.2, mwurussy ie amnfineanduanssmuitunsdouen 0.5
3.3. MYULUIIY Wae aaniseaniden [Uazs muiitunzidouen 0
4 | anuvindisdlunisurtadnwniueiduiuu (Therapeutic Equivalence): (AZwYs = 9 25
4.1. %39 4.2+ 4.3+ 4.4)
4.1 Juegdunuy 25
4.2. auwiniisuiuvaaundynssu (Pharmaceutical equivalence: PE) viiaindunssusauya il 8

at o = at Lh& =l 7] 15 2 o =l s

fedfyidediu Alvuinaiuwss warguuuueideanu lnodwnesgrudefmuamiliouty
Va - =

ySaisuwinnu (ildanvaladenil)

¢.2.1. Hugnandieiifirnuinfiendufusduiun: flenansigaihannsandeuwue 8
funuuly (Gredesmudorvuauazienansiigestlunsiunsideuenlml/enantey wuy
ASEAN HARMONIZATION) %38nsd] Device fiumnsinaiu fosiionansuaninisi
Uszdvsmnlumsdsoynaludatvene Wen) Aviniiieuy

[~ ot Lﬁ_ =1 e et L =l = L =

4.2.2. \Wuganlgyiiianuiiisuiuiueisuwuy: Slenansiigauiaunsaasuwnuen 4
L 2 1 3 =) o L L hwl\ =1 ] o
aukuulyl (Sedsmntenmvuanaszionansidestulunisiunsiousilu/oanisy wuu

jﬂ_.._ﬂnmﬂ..__7..5mgs.cw._maaﬂurmcﬁFm«JEMBEEerSJu

1.89%8 \\\pn.v\..\ Jaes1unTTunig 2,848 M HON. ASIUNTT
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ASEAN HARMONIZATION) #3ans6i Device fiunnsinsriu usilifienatsuananisd
Usrdnsnmlunisdeeynaludadmane (Uen) Avindieuiy
4.2.3. ldfianuminiisumandunssuiugIfuluy 0
4.3. siumsiusasiienisussgasluenansidadiold (d@endelationil) 8
4.3.1. Wusduwuu vide snafyiileFuussglu US.FDA Orange book vi3aldsunissusesain
EMA Tranansaiasuuwnuensuwuuls Semuvindieslumsthdasnwivenduwuy 8
(Therapeutic Equivalence)
4.3.2. Wusdunuusesnanty Adsedendniud Tumisdesensudndausieransdalwifid
anuwinsuiulunsiiiadnefuenfunuy (Thai Orange Book) >
4.3.3. Lifinan133uses Therapeutic equivalence 0
4.4.enanstiuen (Fendeladanile) 9
4.4.1. Jusrduuuu vie ddevsldvessn %E%ﬁ:mﬁ&mﬂ:%&23mEuzﬂrzdméjpmu 9
g1 fvinfiutussunuuiismineludssmelng _._.m«m,m_\mﬁmmﬁ finsuiy eatiuayu
nslieegaumana muwumslunsiavitenarsiiuenmudennasendey
(ASEAN Common Technical Dossier : ACTD)
1.Asthma (aaust 12 Yaul) Tnel#du Maintenance
2.COPD
4.4.2. idouddvesen muildsuouRnndninnuanenssunsewnsuare Mviieuiuen 5
sunuufismielutszmalng we Bidulumy wamelumsdarienansmfuena
PannaeLeu (ASEAN Common Technical Dossier : ACTD)
a.43. feudlivessn muitldueyiRandrinnuangnssumsewnsuazen desniienduuuy | 0
5 | dayaustaninwlunsinen msAne/Adeveadtn (5.1+5.2) 20
5.1. MsAnw/Adeneadiin (iFandoladouils) 15
5.1.1 gfiukuy Tuanuenatsnsisennatngussansnmuasanulasndevesenlung 15
$nwn madfeslfveeniilaiueyia

-
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5.1.2 Wusidlienanssusesimdnlnegndniioriu gasdsuideiiu fagfvanuvaientu 15
NTFUIUMTHAALAEAUANAMNAIN Taudly damssyds tamuldiguiieaiu srduwuy

s L[ at - o L =3 ar ar
5.1.3. gty NiAnw/Adenadtinaulszansmnuazanulasnisuesenlunissnwl sy
Pouslivetsn Wisuiisuiueduluy AlesumMsanuwiulga
oy o s - o w1 ™1 = o 2
aosugumingeiie lesiinsfnwviwuudwieluil (Fendalade

NN

wila)
5.1.3.1.38ns@nwdunuu Meta-analysis wie RCT wnnnividewhiu 1 STuly 15
5.1.3.235n1sAnwdunuu Well-designed Randomized controlled trial 10
5.1.3.3.3%n1sAnwduluy  Long term follow up RCT 8
5.1.3.4. 3¥msAnwndunuy Comparative studies Wuu Cohort studies (perspective) 6
5.1.3.5 F5n1sAnwntuwuy Comparative studies Wuu Case-control studies (retro 4
perspective)
5.1.3.5. FBn1sAnwufiuluu Descriptive studies WUy Case report/case series 2
5.1.4 ey AiAny/Adevnsnddn wuu Well-designed Randomized controlled trial 1

ulsransnmnaganulasndsvesenlunisinuw amuteusldussen wWisuieuiuen
funuy lulszmalne ualilddumsdiuilunsarsmemsunnduazaisisuau

5.1.5. fAnw/Ademendin welilauSeuiisuiueisuwuu

5.1.6. LitinsAnw/Adenenadiin

5.2. Uszaunisainasianiendin (Bandeladanile)

Oy jun O |2

5.2.1 ynuilusraumsalniseniimerainlanalunissnu lunusieanunisiinennis i
v var > a a a a
UsrasAsnouse Lilasunisseasousesusyansnin Ussansuavassn

5.2.2 uilusraumsainisldentimendinlinalunssne ualinumanisallawnnisainis 1.5
w o w P v - ' w v
Sudummliglaesostdous ngalden wussnumsifiseimshifaszasdiiouss 16suns
S035suEsEninw UsrAvisnavesn aging
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5.2.3 vnudivsraunisainisldenimeadtinlanalunissnu winuwmsnisallawmnisainiledy 0

Jumeligiheseauaeusn nealden wuseaunsiiaeiniskiisszarienss ounis
Foafuuaeasedvdnm Uszdvianavess Wulsed wia Lifisvaunisalinsldeniunneu

5.2.4. wwdAnduns wullymiludsnmuam deladondafeluil -20
- wuusenisSenduenlu Lot Mthdudusznansian

- vy dwmewdmutymanlalsnnsgruaundusiiu

- sy iRgnasnulgmaunmlusetendnineieinun muasinan veansenyiaIs Ty
(Green book)

- wutlgmlag nnsvadeunanieiflee new/sewinyvdsinsandseningian Ly

60 U
- fiusgiAmagnasnuligmaunwilumednualdnes nvdiegl/glde
5.2.5. wuiwdndausiiaue ansdwansenuluides mqmmimémamm._mmdmgmmw%ﬂmaﬂgrma -10
6 | sruuBUTHINMeIIIESTINY winiine (Bendeladend) 5
6.1. UTEMIBNANTIUTBINTBUTUNAUNITUTITULAUAGINT INUUIBNUEIUNGT LYY PREMA, 5
TPMA fifilenansuanuaziinsuseiiuasudau
6.2. U3nlifiionansFuseInIsouSHINUeIIS 5 IIUUAYARINT 0
ATHUUTIY 100
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