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579403: Teriparatide 750 mcg/3 mL solution for injection, 3 mL prefilled pen
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2.1 Finished product specification

99 | Test Items Acceptance criteria
USP 2024
1 | Identification ik i
A. HPLC The ratio of the retention time of the teriparatide peak of the sample
solution to that of the Standard solution, as obtained in the assay, is 1.00
: +0.03 :
B. Bioidentification 75%-125% of the relative potency to USP teriparatide
Biological Activity / Bio- | RS on the as-is basis
identity (ni3ulu USP39)
2 | Assay 90.0 %- 105.0%
3 | Product related substance
and impurities o
- thPTH (1-30) NMT 1.2%
- Teriparatidesuccinimide (30) NMT 1.2%
- Largest other individual NMT 1.0%
related impurities
- Total impurities NMT 7.0%
1 | pH 3.8-45
5 | Bacterial Endotoxins NMT 100 USP Endotoxin units/mg of Teriparatide
(NMT 1 EU/Hgm of peptide)
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98 | Test Items Acceptance criteria
USP 2024
6 | Sterility Meet the requirement
7 | Particulate matter in Meet the requirements for small volume injections
injections

2.2 Specification of Active pharmaceutical ingredient (API):

(A) Teriparatide

D) Test Items Acceptance criteria
USP 2024
Host cell related proteins " Complied to API specification
Host cell and vector related Complied to API specification
DNA
2 | Identification
A HPLC The ratio of the retention time of the teriparatide peak of the sample solution
to that of the Standard solution, as obtained in the assay, is 1.00 + 0.03
B. Peptide mapping The chromatographic profile of the sample solution corresponds to that of the
standard solution. All five fragments, |, II, Ill, IV, and|V, must be present. The
fragment retention time ratio is 1.00 + 0.03 for all five fragments
C. Bioidentity unifums 60%-120% of the relative potency to USP teriparatide RS on
maaely USP39) the as-is basis
3 | Assay 95 - 105% on an anhydrous, acetic acid-free, and chloride-
free basis
4 | Acetate content NMT 5.0%
5 | Chloride content NMT 4.0%
6 | Product related substance
and impurities
- Total of methionyl NMT 0.5%
sulfoxides of Teriparatide
- Largest other individual NMT 0.5%
Ylated impurites )
- Total impurities NMT 2.5%
7 | Bacterial endotoxins test NMT 50 USP Endotoxin units/mg of Teriparatide
Microbial enumeration test The total microbial account is NMT 100 cfu/s.
9 | Water determination NMT 10.0%
UL NMT = NMT
* yiadig Dissolution wag Uniformity of dosage units TWwuulonansuaniseazdeananis
a9dased mndldudensasdeaiidusianilulu coa
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- Drug substance specification #3150131nlUAIATIEYBEHER drug substance %38 Tu
AATI2H drug substance vosrAnedNSagy atulaatunils Fsiin1snsaaiinseiasunn
Wdefifmu

3. MsUszIdiuAUsEaNSAINABI1A1 (Price Performance)
S18aLBUANMLENENS 1589 NsUSEEIUAUSEANSNINAB5IAT (Price Performance)

4. wnasildlumsiansu
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vanewme: Tunsdindlydefunuuardesiiionarsuanstevsldveseiiiiunisiusesain
dfnnuanznssuMIeMIsuasen fuansiteduiideusld demssrs douldiipunindum
susulumnaeildlunssmvminiy uasiinsssydeaudeunsldentiluenansiiuen

2) duunenansuanieruuuaINYeINTULYTTY (WeTuazNaBdeY) muiildtunadould

3) dwudvetunzlioudiuen (wuu n.e.1 we .1) ATUYNVTN NIDUTIALLBLARNANYNZIANTE
vosduaguuardartmuninnsgiuuesiimsisieien (Finished Product Specification and
Analytical Procedures) figunzideuly Tnefosdredaisusivsemansensasansisuguiuses
v3olminiusene

waeme: nsdliiegserinedsuwlauilyisinngiuasdormumnasguliaenades
s eivsEMasusesviedenagaredineunmensIMIeWswaren IWuuudiun
vousludeuuvassemslunsideusiuen (wuu ne. 9) e dunmveudlodsuutamenis
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a) dunluddgmstunadeuiiue W ne.2 ve o3 wie ve.4 vie 8.2 udusnsd)

4.1.1.nsdiewanuUsEmelng (e.2)

4.1.2 nsdifiewiitunemswaussyulsaalng (ne.3)

4.1.3. nsdignhiianseUssne (ve.d)

wureimn: nsdiinsidsunlawdlugFueyyinuazaniuiingn Wuuudnurdveaudle
Waruuvasenislunsfeusiiuen (wuu n.e. 9) wie dudeeudlowdsuwvassensly
nefoussusuieaiudfusyynuazaniuingn Wuu v.0)

5) ﬁ’nmwﬂaﬁa%’usmmmgwumwﬁmawmwﬁ'ﬂmmﬁ‘*‘s%‘m‘aﬁéﬂumﬁwﬁm&n (Good Manufacturing
Practices (GMP)) /PICs (Pharmaceutical Inspection Co-operation Science) lagnua891u PIC/S
participating authorities aUuagan 158 UNIATIVEBY Anan153UIBITIuYTENIAUIENIATIAN
idnnseiingd lumneiiiedestueiiiaus Usznausie
5.1. dumldeiusewnsgumsnansmundninueiisnsatunisnanngausendidy

(Certificate of GMP Active Pharmaceutical Ingredient (API))
5.2. duumildeiusewnsgiunsudnsmundninasiismsiintunsrannandosiondsagy
(Certificate of GMP Finished Product)
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lunsdlfdugnindraindreuseine fuandesfidnumisdesusomandus (Certificate of

pharmaceutical products, CPP) #3autiidasusean1simuie (Certificate of free sales, CFS) lu

vanagfilausue auagamsaunsnseaeulneiinasuseaiiulssmasznans
WnIFIUTetaiUARNNWIRgAUMIENEATY (Active Pharmaceutical Ingredient Specification)
LLasmﬁmﬁmﬁmﬁ%%gU (Finished Product Specification)
7.1 duunsgiuingAudie1d1Asy (Active Pharmaceutical Ingredient Specification) ha
RsgIUKAndugiendn593U (Finished Product Specification) Tmesgys15181
(Pharmacopoeia) l¥3198snsiiaseilasunsgiuesetesdeniulunudemvunuas
psgureImsiaseilumnelamaegmids aassmansensiansisugy Fes sey
A58
7.2. @1 drug monograph %a&ﬁ@ﬁ’m’lﬁ’lﬁfg (Active Pharmaceutical Ingredient) LagnanAtun
g1d 1393V (Finished Product)
7.3, nsfifingAufend1fiy (Active Pharmaceutical Ingredient Specification) n3oransausien
@33 (Finished Product Specification) liitsinglusi1snen (Non-official pharmacopoeia)
fowanminguieinnsgiuresmsieseiuluamudenielaseluil
7.3.LifeMmunuazinasguvesnisiinnesilushevesssmaniduaindnues The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) #3®

7.3.2. 8 MUALAZIIASEINYBINTUATIIERER (In-house process) TidaaAdasiy ICH
Guidelines %58

7.3.3 dorimunuazinnsgunlvvssmsienesiitmunlflusse sisels smemi
AINYSTMANTENTIRATEISAY 1389 SrUsen dmdusuuuueniug (General
requirement for dosage form)

nureng: TednuaguaIningfusiie1d1Asy (Active Pharmaceutical Ingredient

Specification) uagnAnAnsis1d13a3U (Finished Product Specification) A2581483910%151
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dumiEsiuIsINanI TRy (Certificate of Analysis (CoA)) Inedaslsenausie

8.1. duumilidiedusewmamyiinTevingausendnfgy (Certificate of Analysis of Active
Pharmaceutical Ingredient (API)) lngsiasusznausie

8.1.1Ldwwmilideiusemamsiianeiingausiendfty venaningAusendrdey
(Supplier)

8.1.2 8w milsiesusaman AT eyt
(Manufacturer)

8.2. dumideiuseawanisiinsngindndneiendniagy (Certificate of Analysis of Finished
Product) vesanaansdnueiendnsagu (Manufacturer)

8.3. lenasdudumudiniusssninejumnanvesingusiendfy (drug substance) uag Jums
wanuBINanfneid 593U (finished product) Mldlunisuaneuitdaou

duenasHAMINANITANYIAINAAT (Stability data)
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9.1. AunienasuanINan1IANYIANAIRITEELE17 (Long term stability data) 993U 3 JuUA13
NaR
9.2. duBnNaUanINaNTISANYIAUAIILUANTIZISY (Accelerated stability data) S1uau 3 Ju
NSHER
9.3. duuenansuanssansAnyianseansavinulsinenld 1 4a /duiuansuszavsua
m33nw (nsdlendin) (613
9.4. n3diueniidiesazats Afeansneuld Iduenasuanisinvmunsivdnisazats
way/139 139929 / maalald Tudvitagaiusneg asudiunazasnadesiuienalsiiuen (In
use stability data)
10) duviladesusewdndnmienduiagy (Certificate of Pharmaceutical Product) lawizainudiun
Tuusznealng
11) dumangiumuanyavemdndngien (Bioequivalence) laenansAnyAuaNyavaInansi
81 (Bioequivalence) tiulumudeniviua ASEAN Guidelines for the Conduct of Bioavail.ability
and Bioequivalence Studies %39 gilon1sAinmAlsvdvSrauardrauyavemdndueien nsensi
as1saige lasanundemhsanudnuniauyaiiléunisiusesan drinnuangnssunisemns
wazen atullaquu (nsdllilyensuuuy)
12) dwumlideiusennmsgrunsufuRnundninasiisnisialuies fiinns (Good Laboratory
Practices (GLP) lunseifivhmsfinunihauyadisinsszme
13) dwumiidesusennnsgumsiivinvuasnssngeinumdninaeiisnisfiatunsivinyuas
N3297881 (Good Storage Practice / Good Distribution Practice (GSP/GDP))
14) flauesmiesdeineg ey 3 MieusIYie
15) dimniidesuseunasguiesUfiinms 1SO/IEC 17025 Tusnemseiliaus (Ehi)
16) dnuenansuaniteyanislaiumsussqiu Green book vesnsuanemansmMsunmg (613)
17) éﬁL'mLE]ﬂ’d’]iLLﬁm‘ffElquJaﬂ'l'ﬂﬁ%'Uﬂ’l‘SU“a“aﬁﬂu Orange book 984 US.FDA. %38 European Medicines
Agency (813])
18) nsdllalldenfunuudesuaninisfinyimnain (Clinical trial) veenlulssmalnefiuanitonana
patinvewwUTgUgUAUEIR UL LKA ANLNIU TN TN SUmE (§75)
19) M39UTATUEITUMINNUMLUTEMARMENTTNM THALNTEUUI TR 1300n0aR3e5570919e
MsdNasuNIUIBETeIUTHALng WA, 2559 viaasesssudun Tiaanadasiulszman (§ni)
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of Analysis (CoA))
w v a s o o v o A - y ! 0 0
3) F&ﬂ?ﬂﬂzﬁ'ﬂﬂm‘uEI'UUBN?ULUGUUE}WLN’E]EJ"]HLﬂﬂﬁLIﬂE}’]E‘IVESBLll’é]tﬂﬂﬂ"]5Lﬁﬂﬁﬂﬂ’]ﬂﬂ'ﬂur‘l’1ﬁi\lﬂWm’i]'m'm
939

AMENTTUNMIAMMUAT B BaRULAL ARG NYEIaN Y

) 4 % /62
1.849%8 w UsEEunNTIunNg 2.84%8. o /’0 ATINMT

(unwAwi daTnidive) (ney.adan ‘L{'ﬁna} (ney.aTsn Blvwadn)

N3IUNTT




i1 6 9 6

4) 'mnquaTm‘sLwaéﬂwuﬂzgmqmmwmﬂwﬁmﬁmﬁua::ﬁmm‘sﬁam‘nmﬁa’nﬂﬁsﬁﬂmmw AYmng
wandnsierzdudiuisreumldtislumsiinmeiaunimen wazdweiluduuiignduiiasied
AuungUINIIWNNEY

5) giauenmue)duseiviendndygyineuasuimun ol
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5.3. nadinudlmamninanednfusiiorvdsasoUssavsrauazamasndsedieiaiue
5.4. nsdifinugnssuMnndynssuuaznisvitadngteenantyden qudnisunnd-wesnidnms
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Audnsuwnddeygyriuning vausmiu
WUUUsZIUAYSZENSANAR51AN (Price Performance) Ussinveaii(e1dn)

oy o & o b e Geill®)
Lasnmuazananianulsylovidenenenis 70
2.5 30
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52332._.”..,::JE:Jszmstq_m_émmée AU
n 52.‘323230#_ (General quality criteria) o= T o R R he i ot
1) WATFIUMIHAREILVENINAEIAE NS TiRluNTNEReN 1.5
2) 1mIguIngRudIend@Any (Active Pharmaceutical Ingredient Specification) UaZNINTTIY
nandaugie1d 593U (Finished Product Specification) 3
3) WRIPIUN NV UAMS 2
4) WPssIUMsUsNYILaENITANBRLMANINMeIENTIRluNBAUSTwLaYnsEa18ET (Good
Storage Practice / Good Distribution Practice ; GSP/GDP) 2
5) WINIFIUEERSUIN 7.5
6) memz%ﬂrmm% slevdsonsufuRau 4
. 523_423.:52& (Specific quality criteria) 80
1) waiigadaunmvilideiusewmansiingiev (Certificate of Analysis ; CoA) 20
2) walgIuAnAMMIsANYIAIUAIN (Stability data) 7
3) wafgarnmuANYRIMTUTUTIYTIdNRAET UsTAsiuazaan (Package & Labeling) 3
4) enuwiiisulunsthUasnwnAuensuluy (Therapeutic Equivalence) 15
5) N13ANYY/3TeNAatn 20
6) ILUUBUIUNUNIIEGIINY WANTNITY 5
7) mz‘_.u.mSﬂu&mgmaﬁ&mﬁpmuﬂmﬁﬂaﬁ Risk assessment of elemental impurities 10
AZLUUTIY 100
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1.1 nmn_wnm»m Qﬂ m_,% >Q_<m v:mﬂamnmcanmﬁ _:maa_m% o%c Tumneefiauewe avuagn 0.5
musaunInsasulasiinaiusesieiulsemalsennsie/daden (Fandeladouils)
1.1.1. 195un135u389 GMP-PIC/S 910 PIC/S participating authorities W38 cGMP 0.5
1.1.2. 193un155us09 WHO-GMP %38 %38 cGMP vSawiisuwi lumsilifeatodiu AP 0.1
1.1.3. ln5umsfuses WHO-GMP %3e cGMP wiawfisuni usiliszymnadamu / Lifionans 0
WARINIS3UTeI GMP (liWarsar)
1.1.4. 195Un155U599 GMP-PIC/S %38 WHO-GMP %38 cGMP ﬂsggmélmsqﬁ%u:ﬁ%u:u@ 0
510 waghifiienansuansnistiuvesonny u3e lsiivdnguuansiunupeny (ersan)
1 1.5. lilesun1ssuses GMP-PIC/S wse WHO-GMP (lsia15as1) 0

- . . L L 1
1.2 Certificate of GMP Finished Product Tuviineniiiauens atuargamuseunisasieaeulas | 0.5
finafuseaiaiulsenmaussmna (@andaladanis)

1.2.1. lasun133us83 GMP-PIC/S 910 PIC/S participating authorities %38 cGMP uay/w3e 0.5
nilsdesusnanansinm (Certificate of pharmaceutical products) 30 PIC/S
participating authorities lumnaeniliaues (nsdenindn) vieldsumssuses GMP-
PIC/S and1tinuaznIsuNITomMISHaLEN

1.2.2. laFumsfuses WHO-GMP %e cGMP %83 Usvinagnan lumnaiiieadesiiu Finished 0.1
Product uag/v3e wilideiusemdniom (Certificate of pharmaceutical products) u
L = o
mnneiaueue (nsdlenindn)

1.2.3. 19Fumsiuses WHO-GMP usilsiszywsnadaau (Ifersan) 0

1.2.4. Wi¥un133us89 GMP-PIC/S w30 WHO-GMP w38 cGMP fivunangnouiulsymeusynan 0
5101 wazhifiionarsuansnisbuvasionny (luiersa)

ol I 1 v e ) - A
1.3 ns@ilusnidianselsene goaldiumiiideTusowdn i (Certificate of 0.5
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1.3.1. CPP vise CFS atudnan (miuseounisnsavaeu) nsdideglilergnissusesieiulssna 0.5
Usznansim wislugniindaluuszmelng
1.3.2. Lsifl CPP w38 CFS vi3o il CPP / CFS fivunangy 0

1vi.

u‘inmus:a:csoe&.__me 9&5 vrun:mnar&nn_. _amnan_ﬁ:n mvmamnﬂ_oau uay

Z H u,_gs.u.dé.m\sgs_csac,_m._me A>n.ﬁ_<m _u_ngmnmc»_nm” _:mﬂma_m:ﬁ mnmn% nmﬁ_onv .‘Bma&m?&m

wile)

2.1.1. nsdilesunsduseslushinen (Official Pharmacopoeia) (tAandaladanil)

v o« w o = v,
1) 983 USP, BP, Ph.Eur, IP, JP atugiga (muenansitunzileuld) mndumsuile
- s oot - ) | = s
neilou Aeslunivlunzilowmiveuds @e.5 7 DY.0Y6)

15

e EY R o = w - v

2) @M1 USP, BP, Ph.Eur,, IP, JP atduaidgn (muenansndunsileuld) wmindimsuiluses
=i n- =i o e L LL ) | ar LV as LY
sinsBuudlulungidouddueuds (@ o.5 fgu oo, nelu 2 Yusdslailaunisouda
warduunlvnawiulszningian)

0.75

i - L7 ] U Ln“ ] 24,

3) W89 USP, BP, Ph.Eur., IP JP atuluinusena (muenansivunzidsuld) s
o = L5 -l o @ § 7 15 =i L QA
f13181 wndnisunledesiiun lvlunsdoudsueseusesudn (.5 9 28.0131%)

4) 81984 USP, BP, Ph.Eur, IP, JP atulmindszmea szysfsien wazmniinsudled
P - o W 0 e e e )
nstuudluuilalunsifousduenuas @ o.5 N0y ov. nelu 2 T uedsldlisunns
aild uavbuuilunewiulseninsian)

0.25

5) &W84 USP, BP, Ph.Eur,, IP,JP UTEMA T8YInTe1 waswiluly
nlousivenud uads lldduudlolunedousniue

6) 181 USP. , BP. , Ph.Eur, IP, TP, JP (atfugusnsiendt sum.Usena) wazuiloly
nefouihiueuds @e.5 7 ay.0uild)

LY = o o = =
7) @W8I USP. , BP., Ph.Eur, IP, TP, JP (aUumussieni sun.Usenie) wavduunlyly
- o w REL =l s v wa = |
slgushiveua (3 8.5 78U ae. nelu 2 Vusidalsildzuniseysl® wazbuusluneu
Tuus¥nIngInn)
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Fomsdn
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8) #1981 USP. , BP., Ph.Eur, IP, TP, JP (@tfumaassienit sum.Usenia) uazuflaly 0
nuousiuends uads ldduudlelunsSousiuen
9) #redeneatumnivszmeadisier (LiRersan)

2.1.2. 1;sguiissmuOfficial Pharmacopoeia vassemaiiiiuaundnues The Interational
Conference on Harmonisation (ICH) (s@w7zau18n ICH 7l Official Pharmacopoeia
harmonization Ag USP, BP, Ph.Eur., JP., Ph Int.) w3aterivuauazannsgIu In-house
process fiaanndaaiiu ICH Guidelines uag/w3e Pharmacopoeia General
Requirements (tFandaladonils)

1) 91993 Official Pharmacopoeia ¥89Useimeaun®n ICH wav/#38 In-house process i

AvAARBINU ICH Guidelines %38 Pharmacopoeia General Requirements atugiae
ynhde uwavunlvlunseudivenSeuiesudn (e.5 7 og.0ylR)
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2) 8284 Official Pharmacopoeia 183UszmAau1Tn ICH uaz/v3e In-house process 1.25
@0mAAaBINY ICH Guidelines #38 Pharmacopoeia General Requirements atulua
ndszmaiiTend sundsyma yathte warudlvlungdousiueuds @e.s 7
08.81317)

3) 91484 Official Pharmacopoeia ¥83UsuinAaNGn ICH uag/#58 In-house Qo.mmmm.m 0.75
aonAeU ICH Guidelines 38 Pharmacopoeia General Requirements aUugge
vialuindrszmadinend sunUszna yavhde wasBuuiluluneousdueud
(i 8.5 Moy oy, nelu 2 Yurdeliléunseutd uarBuudlurewulsemesa)

4) 1984 Official Pharmacopoeia 193UsenaAau@n ICH way/w3e In-house process il 1

@ennaeiu ICH Guidelines 38 Pharmacopoeia General Requirements atfusna
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5) 91984 Official Pharmacopoeia ¥83Uszinaauniin ICH uay/u3e In-house process 7 0.25

A0MAARBINY ICH Guidelines #58 Pharmacopoeia General Requirements_atiumny
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LNINNSUAIUL YDA UAUGUIADIUUUONTITNTOF UUINTTVOUANY (UUY 8.5) W
finished product specification lagveunlunouiulsememseninginy/Aaiaen uazluiiu 2 U a
UsENINgIN

2.2.1. psdlldsumssuseslusiaen (Official Pharmacopoeia) (tdandaladanits)

\nauein1sU TN RERS Ut Fasnsiy AZUUY
Ysgmemsnend sun Usenia yndade werBuuflelunsifeuiivewd @ u.5 fidu
o8, molu 2 Yuadaliildsunisousid uesduuilunouiulsznmnsa)

6) 91384 Official Pharmacopoeia 19UsinAan®n ICH uaz/u3e In-house process ﬂ_
donAaeiu ICH Guidelines #38 Pharmacopoeia General Requirements atuagn
v3elmind vieawuseme ualuldduudllunsdoudi3uen

7) #7984 In-house process fidoardasiu ICH Guidelines muUsEmadisieIuIewade 0

8) 1984 In-house process fidenndaefiu ICH Guidelines sniUszmasisen (i 0
NI50U7)

9) In house process liaonndas/luiffulumu ICH guideline wiolsifinstuwdly (Ll 0
WI50U0)

2.2 nmsgundndausiendisesy (Finished Product Specification) (i@andaladanile) nsdlitog 5

N doUMSULN

1) 81989 USP, BP, Ph.Eur,, IP, JP atiuaiga uas lasunisayaiilunzifeusiiueu L5

2) #1484 USP, BP, Ph.Eur,, IP, JP atfuagn was agszuingd lunzidousiiuen (d 0.75
u.5 10U a8, melu 2 Juadslifidiunisew@ uazduuslvneuiuusenisman)

3) $1989 USP, BP, Ph.Eur,, IP, JP atfughge uadh Widduudlslunseusiiuen 0

4) 91983 USP, BP, Ph.Eur, IPJP atuluuninsenmasyydsnen uae [d3unisayalaiu 1.25
neilouisue e

5) $1984 USP, BP, Ph.Eur, IP atiulmindnssmasyysanen uae ogsewineduudloly 0.15
nloudiven @ 0.5 oy as. nelu 2 Juadslailduniseydd uariiuudlunouiu
U3Enansnm)

6) #1481 USP, BP, Ph.Eur., IP atuluniussmasyyshanen uads lu/ldhuudloly 0
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7)

91489 USP, BP , Ph.Eur,, IP_masgmaseysineen was [dsumseydilunsideu
ASULINED

1

8)

81989 USP, BP , Ph.Eur,, IP mutszmaszysinse uae egseinduudlyluneidou
o e =4 el =i I as o Qe = | at

miven (@ 8.5 Neu 9y, Melu 2 Tuadslilasunisewsi® wazbuudluneutulsenie
31A1)
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9)

97984 USP, BP , Ph.Eur., IP muussmasyysisen uadluldiualdluneideudsuen

10)
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222,

nseilulazunissuseslusisen (Non-official Pharmacopoeia) 1asgiufissma
Official Pharmacopoeia vasUszivafiduaudnues The International Conference
on Harmonisation (ICH) (lawizUszimaauisn ICH 7l Official Pharmacopoeia
harmonization fie USP, BP, Ph.Eur., JP., Ph Int.).) viederuuauwazannsgiu In-
house process faoandestu ICH Guidelines wa/v5e Pharmacopoeia General
Requirements (t§anda ladanila)
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@anABIrTU ICH Guidelines %38 Pharmacopoeia General Requirements atugige
yniadie wazunlvlungideushivenGouiesuda (is.5 9 ou.0yld)

2)
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nAUszmiahsend sunUsema yodhte wavuilulunyfous$ueud Gle.s 7
98.041iR)
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5)  §1984 Official Pharmacopoeia veUsmAauNdn ICH uag/v3e In-house process i
donnaesniu ICH Guidelines #38 Pharmacopoeia General Requirements_atjugial
Uszgmadsend sun Usvne yovdade uarBuudlulungdeusivewd @ o5 iy
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6) 81984 Official Pharmacopoeia T83UszinAaNTTn ICH waz/v3e In-house process i
@9nARBINU ICH Guidelines 38 Pharmacopoeia General Requirements atfuadn

wsoludn wsenuusena_ualuleduunlylunzieusisue

v oa o wr v i E o o
7)  ©2984 In-house process Nid@anAaeInu ICH Guidelines MUUIENIARITIEIUINAIUD
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8) 87484 In-house process NaanAaBINU ICH Guidelines finaruszmaansien (la
NR1584)

9) In house process lWaennassy/luidulunia ICH quideline wialifin1stuudly (s
WII5047)

nATgINteiRms ISO/IEC 17025 (iGandaladonil)
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3.1. 195un155Uses ISO/IEC 17025 Tusteniseniliaus nvuisnususesfiulidene 19y
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yyeatuluini

3.2. 195UN155U584 ISO/IEC 17025 Tusrenisenfilaue yesiadanusiisnennensds (5157¢9:
avuluinasenmea SEYA19787 INMNBNUTUTOIMINWRER LU NTUANEIMAaRINISLNNE
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wWuau

3.3, Lilei¥un1siuses 1ISO/IEC 17025 Tusneniseniliaue
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4.1. 1#¥un153usee GDP-PIC/S Mnuthenuiusesiiundede wwu SGS, BSI 2
4.2. 195un135U589 WHO-GSP+WHO-GDP 1nuthsanususesiiuniiede wu SGS, BS| 1
4.3. 1#¥un3¥uses WHO-GDP :nmiaeuiusesiundetie wu SGS, BSI 0.5
4.4. 195 unsiuses WHO-GSP mnmihenuiusesiviiede 1wy SGS, BSI 0.5

4.5. ._.u,_.ﬁcndmﬁma mmv 5@ mow

5.1. a:m‘_s:_._.cc
5.2 WHO List of Prequalified Medicinal Products
5.3 s1umseiifisIede aglu Green book iau1 - Yagtiu

5.4 HaRTIAATIERENTsIve 3 Lot. (nsarialianiediasunnidonaseeiignids) lae 2.5
vieaURUANS 1SO/IEC 17025 Alsilanan

5.5. Wiilulumaviade 5.1, 5.2, 5.3, 5.4 0

5.6. \uenfleglutnnensedmivinunlsaifrmududou mmidonusnmnitsedymmsindsinis 5
waznTUIMINaRNIATY nsuliynaneil nA(N79)0405.0/050764 aatufl 24 waAnuu 2560)
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6.2. NIUELIAN \m_,E._\mjm_:J (Bendeladonds)
6.2.1. \Busiiiussyfusinuiindudiussyasuiau yng wiseges (vial/ampoule/viasn/ 4
19) amnszylen Lot No Yuduey wnq wiiegas (unit dose) Asuiu mssrygamnd

at B L ] ] nw\ L 2 P | =
msdanulivuaainimisdes Snundoutulalde uay/v3eilaain high alert drug (nsdl

e high alert drug)
= ar & - o @ [ 1 i <
6.2.2. Wugliussyiasinuinduiiussyasuiiu vng mietes (vial/ampoule/vaes/ 3
M) AAMNTEYYDLT Lot No udueny yng wileeee (unit dose) AUt ualifinngsey
Tl = e |

gaumginsinfulivuamniimiseges Liffiuiidouiulalde uaz/vieflaain high alert
drug (nsel Wuen high alert drug)
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6.2.4. \Uugnnfussydueinunndudiiiusey liasuiau
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Foan15én

inusinsUsTiuAun KA sie Yoty

ALY

< . . . .
. 523%._335,_5« (Specific quality criteria)

80

weRgaiqumonisdesusewmantziine (Certificate of Analysis ; CoA)
(AU = 99 1.1 + 1.2 +1.3+1.4)

20

1.1. anuduiusvamaiglaunmmilsdeiusawanitsinssidmendrfey (Certificate of
Analysis of Active Pharmaceutical Ingredient) am_ma&\m?%mxﬂ&

2.5

1.1.1. COA Tmgiu fvisves Supplier uay Manufacturer waziluingRuinaniudieaiu

25

1.1.2. filawizves Supplier kaz/vse Manufacturer vise lalligunisndnideniiu

1.2. wagatnmunmuiiideiusewmansiinseisnendrfey (Certificate of Analysis of Active
Pharmaceutical Ingredient) (Fandaladonils)

y .

1.2.1.9931U Active Pharmaceutical Ingredient Specification ynvaia Maves Supplier
uag Manufacturer Uaviin1suanimaluguluuiaey ey (Uas/viouanisanis
Sinrwilurairdewy impurity anusavaunusaaylfivu Below Reporting
Threshold (BRT) %38 Below Detection Limit Uazuanda1 Reporting Threshold %38
Level of detection Lilviiasiesien) sniu Wave Physical test, Description,
Appearance, |dentification

7.5
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nausinsUsTiiugun kAR usteda iy AU

1.2.2.a54AU Active Pharmaceutical Ingredient Specification ﬁbum\uumm 294 Supplier %38 6
Manufacturer uaziinisuanaluguuuuiey (uay/vsouaniuan1s AT riluun
Wity impurity fiansanaunuiaaylaivu Below Reporting Threshold (BRT)
139 Below Detection Limit UaziuaniA7 Reporting Threshold %38 Level of
detection luludiAsizsien) emdu Wte Physical test, Description, Appearance,
Identification

1.2.3. #53AU Active Pharmaceutical Ingredient Specification ya¥ada viswes Supplier 3
¥ag Manufacturer uadinisuananaluguuty “Conforms, Complies, Not detected,

N/A, =, <” 8nkIU U0 Physical test, Description, Appearance, |dentification

1.2.4. 531U Active Pharmaceutical Ingredient Specification it v@3 Supplier ¥3a 2
Manufacturer ugilinsuananaluzuuuy “Conforms, Complies, Not detected, N/A,

<” 9nLIU WUe Physical test, Description, Appearance, Identification

1.2.5. 73911U Active Pharmaceutical Ingredient Specification % v84 Supplier ¥38 0
Manufacturer ud TuidodAatu Assay, Related compounds tHusiu fins

wansnaluguuuy “Conforms, Complies, N/A, =, <” (lai#a15a47)

1.3. anuduiusvoswanguinunmulideiusemansiinsieiendiiagy (Certificate of 25
Analysis of Finished Product) (Gandaladanide)
1.3.1.COA finished product liingavjun1snaninednu COA Active Pharmaceutical 2.5

Ingredient Specification

1.3.2.COA finished product il ingAusunisnamaeaniu COA Active Pharmaceutical 0
Ingredient Specification

1.4. waiguinunmmiladeiusemwanmsimssienduiagy (Certificate of Analysis of Finished | 7.5
Product) (Fandaladonils)

1.4.1. a3y Finished Product Ingredient Specification Nn¥a¥e wag dn1suaninaly AP
sUWUUINGY (Uaz/mTauansnanIsiaTIziluyIiateidu impurity diunse i |
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naunusuaylaiyu Below Reporting Threshold (BRT) 38 Below Detection Limit
Uazuania) Reporting Threshold %58 Level of detection luludinszsien)
gnL3u Yo Physical description

1.4.2. m33iu Finished Product Ingredient Specification y)nite wa insuansalu
jULUU“ Conforms, Complies, Not detected, N/A , 2, <” sniiu #ade Physical

description

1.4.3. »33AU Finished Product Ingredient Specification nte us luitadAgay
M58 WU Assay, Dissolution, Related compounds (Husiu finsuanwalu

sUluU “Conforms, Complies, N/A , >, <” (lifi915041)

2 | wagariaunmnsAnmiadnuasi (Stability data) (i@endaladanil 2.1. 3 2.2.)

o  do VoA W w et ' = o | v
2.1 nsdlenndudesinnuasiiunsdald (In-use stability) Wy 81da endinauneuld smveen
& W - w "t = S v
midudiu e NsnegeuntIinuusrsasinewaz/vi3e In-use stability lueidia [Wudu
(AslUUs3 = 99 2.1.1. + 2.1.2. w3898 2.1.1. + 2.1.3.)

2.1.1.n157nw1 Long term stability (tBandaladanids)

1) fin1sfnw Long term stability fianmizdnifiu (Storage condition) sgnstias 3 JUM3
wAn 194 Wuldanadervuslu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) nsfimaunsaciuntsAinenlaniu ASEAN Guideline #aeuwuu Stability
protocol ¥3a wéngdldsuniseysAnn oe. fifiwanisAnenasuengeniiiivunll
vuaan leedinanis@nw On-going stability Ua1ge uazuanawan1snsiviaseiidy

ar ¥ oar W % 5 s o =
@ay snliuite physical description Uazdlviitan1sNAAOUATUAIU MINATIIENT
919849 (19U USP, Ph.Eur, etc)

2) fins@nw Long term stability fian1izdauiu (Storage condition) agaties 3 JUNNT
udn_uslidylumudermuslu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) nsdiidnssaciunisdnglénnu ASEAN Guideline fosuwy Stability
protocol %3 ndnguildunseyiian eu. MinansAnmasuargeriifvual
vuaan laeilinansAnw On-going stability Ua1ga wavuanawan1snsIlsieiidu

PENTTINIAMUAT A BUALAAMANWMZIAN

2/
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ar | ar W o » » o B o .L
Aay enriuiade physical description WazdMITONI1INAFDUATUAIU MIUATTIENN
919849

3) #n13AnwW Long term stability fianzdnifiu (Storage condition) agnstios 3 JUN3 3
nan i ulumudefmualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) finamsAnwasuangeniiimualivuaain ualifinanisdnun On-going stability
Ve uasuanmansnsiniinsziiudiaae sniiuste physical description

s 14

= as =3 = =
uarildonsneaeuATURIU MMURITIBINDNNDY

4) fin1sfinwn Long term stability fian1izdnifiu (Storage condition) sgnatios 3 U5 1
nan Uuluaudervusly ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) mzm:dm:ﬁ._.&mn.ém.ﬁmgmma_g%,mcamm‘_z ugginan1sAnw1 On-going stability
Vsrgm wazuansmansnmvinseiiudnay eniiuviade physical description

L v

LAIITBNISNAADUATUAIU MUMTIENND19DY

=1 =5 S = o Ty 1 v ]
5) {in13@nw Long term stability N@n1daiiu (Storage condition) atitios 3 U 1
nswan Wuluanaderivualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
= ] .L o 1 3 e =f B
5% RH) finan1sAneliiasuangeniidimualivuaain wazlifinan1sdny On-going
stability Uanga wazuamnansnsvlinsisiiduday sniiuvide physical
5 - W a oy oa
description WaziiMdanN1INAFBUATUAIU MIUAITIET D198

6) 1nN13An¥1 Long term stability fianndaufiu (Storage condition) lsiasu 3 JUNS 0
nanualdulumudeiivualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) finan1sAnuliasuangeniifiuueliuuaain uatinan1s@n On-going
stability Ua1ge uazuanmansnnvinseiidudauay sniuiate physical
description wariiatenismaaeuasudau musseniisneda

7) finsfinw Long term stability fian1azdaiiiu (Storage condition) athatles 3 ums | 0.15
nan wililuluatuderivuslu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) SinansAnwnasuargeriinimuslivuaain ushifinanisdnw On-going
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stability Ua1ge uazuanman1insiinseiiludaiae eniiuide physical
description uaziWiton1svegsuATUiIU MUETIE1NE1981 BE19BY 3 JUNTHER

8) fin1s@nw Long term stability Aan1agdnifiu (Storage condition) aeheifes 3 ums | 0.5
wan walsilulumuderivualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) finanisAnwiasuegeniifvuslivuaain walsifinan1sdnw On-going
stability Uagn LATLARINANISRSI97iAT LU Conform, Complies, Not
detected, N/A niiuhitie physical description uagiivitenismageuasudiau
AN TiEna8e

9) fin15@nw Long term stability laiiulumu ASEAN Stability Study Guidelines, 0

el a B

= o o M o av e
Anwasuangefinmualivuaain uatvhvenisneaaulsinsufiau mumisienne1eds
(lsiNar5047)

=l (=1 Ln ] ] 1 3 =
10) uM15AN® Long term stability sﬁzmndmzﬁﬁxmmcgﬁuﬂ:é:sﬁ:ﬁmmé 39 0

ar v [] (-] L . - L= [}
fivtanisneaouldiasuiun umiseno198e wsenan1T AR lHIUA N
91989 vizelal n Ansieiilufaay uniuide physical

description %58 Wifinan13finwn Long term stability

2.1.2.158nw In-use stability (tFantaladouil) iy e1dn eriinaunauld 3

1) ffeyamsAinmanuashunsdeldmuiszyluenansmivinasuiuynansazans 3

2) fifeyansAnwanunsuuzalinuitsluenansifueuslinsudugn 0.5

asarany

3) lifiteyanisfinwmanunsiuastald 0

2.2 nsdienilisiuse dimmneiuazdnld (n-use stability) wiaendivainuysdinen Tl 7
foustlumsviniing vie weuga

ns@ne Long term stability (tBantalndianide) 7

1) §inmsfine Long term stability fign1izdnifiu (Storage condition) agnstios 3 Ju 7

nswan Wulumuderivualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
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