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Nonacog alfa 500 iu powder and solvent for solution for injection

1. %own Nonacog alfa 500 iu powder and solvent for solution for injection
2. paanUANalY
<4 v Ey =l s ¥ = o
21 Ul Junsgmidefouresseusmnte du11 dmsvaadvasaidanm

22 d@musznau Usenausie Recombinant coagulation factor IX 34ii potency Wi
500 IU Factor X #igu2
23 aupussy  UsSRluNurUsIREanUnAndeuarussytaeitesiuuas wienhewhavany
uazgunsaiitltlunisdnegn
25 A - seyTern dnuseneusiendAtyuarauus Tuwdn Yudueny aeiindn
waztauneileusiuen b isgadaauuuussgium
- yunusuTIeealefesryiesmiedevnamsdiduysenay
LAYIUINATINLIITEIE LaVTiHGR "i'ugumql"f‘ﬁ'mw
3. AnsuUANINATA
3.1 Finished product specification:

99 Test Items Specifications

1 | Identification m'ﬁ':‘iwhumuﬁizqiu finished product specification
2 | Specific activity 180-320 1U/mg

3 | Purity ﬂ'i’lﬁ]ﬁhuﬂ"li.lﬁ'iz‘l.ﬁ,u finished product specification
4 | Potency 80-125% of stated potency

5 | Sterility test mi':‘ilﬂhumuﬁssqlu finished product specification
6 | Bacterial endotoxin < 1 EU/100 ml

7 | Particulate matter NTIWU

8 | Moisture < 3.0% (wW/v)

9 |pH 6.3-7.1

10 | Solubility avanevuanisly 2 Wil uagldansavaneiila 1A

4. Fevldu q

Vas dv = o & <l o ) o 1 =
4.1 wnansnsinsvaygmtunsileusisueiedminelulsemalne wavduas (declare) unaandn

4.1.1  Tuddgnstunegusiven (Ne.2 vie.3 ve.4 ¥358 82 Laausns)

.12 Tudwedunuileu ve.1/e8.1 9837lausIn1 wiauseazdeniidon1sAIuANANAN
vomdnAuginuntunzileu (finished product specification) wazdaivuARNAINYDS
ar = - - dd [} i J n' -
Ay (Drug Substance specification) nIfliagsgnitamauasuiaunluiiusy

(rey.01ne3 Auzd)

naguNIg
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FDUUVLENANINTVUALY (8.5) uIndau finished product specification uag/wie

Drug Substance specification

4.2 19N@1TIUT MMIFIUNTT NARE

4.2.1

4.2.2

ns@ifemanlulsemelne guanfedidunnmaenldesuseunnsgrunsnangnia
MANNAIIENISARLUN1SEREN PIC/S (Pharmaceutical Inspection Co-operation
Scheme) lneyagau PIC/S participating authorities ¥38ilianan35usownsgIuNTs
NARIIMMENINAeILAY MR luNMIKEREITsEiNNUAMENTTINTE NS LALEN
nsEnyNAITNgY Satmuntulaeiinnuaenndowuasinfieuiundninaeiuayisnsin
Tumswang PIC/S Tumnaenilausune atiudganuseunisasvaeulasinanisiuses
fefuiivssmausemesimaidninsiing

nsdiidugnindranssussne guandasiionansiusennnsgiunsnangny
WANNAUIISNSARlUN1SHARE PIC/S (Pharmaceutical Inspection Co-operation
Scheme) Inevitiaeenu PIC/S Participating authorities aUUa@ASNNTBUNIINTIVEBY
Tneiinamssusesdieiuiiuszmausemnesidninsindvionasnengdnudausinsd

o
4.3 LENATNIAUATNUBIYINLEAUBIIAN

431

432

433

4.3.4

4.4 A8
4.4.1

HANINTIVIATIERAUNINKARTUTIVRINER (Certification of analysis of finished
product) Tugniuildsiaegng

HaN1TATIRMNNIngAUTeIend1AYy (Certification of analysis drug substance)
slumsndnejuiidaiuieiaiwesdneuavguanTngiu
enasvIevangududuauduiusseningunsnanveingivvesiiendify (Orug
substance) 99 4.3.2 ffujunsndnvewdndnsidnsagy (finished product) 4o 4.3.1
HaN13ANWI Long term stability 11 ASEAN guideline on stability study of drug
product mapnteguatildtuneoulifudinnuamuznssunsesuazen
NIENTNATITUGY

HlauasIA Aevdwiegnenetios 1 wiieussyiae Saduiununanssvavideald
AsufunuifwusluiteruauntEludsiunegly 3 Jundninaussim

4.5 myuseiupunneNdsay

451
4.5.2
453

454

NITHNTT

eidmeusesiiongldldlitosnin 1 9 6 iWeutiuantudsey

gmnuInTideey fesdsdunamasluiusesmanismmaiinnsisuiidwey
nsdifimesmaihmsguiegiseidweuiiiedmsaiinneinmuain miesnse
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455 szuunsiivwardndseiildumsgrumundninasi GSP (Good Storage Practice) uae
GDP (Good Distribution Practice) Inguanaenansuszneu (uanaonansiilasums
FUSDITEUL)
4.6 fiauesin ({e) fusenlviendndyanreunsuimundsil
4.6.1 n'smwam'saumi';anLﬂﬁ'l.mmumﬂmm‘wmmamimﬁmew‘iawmﬂgumnﬁﬂﬂ
1MIFIU ISO/IEC 17025 wansasadinseiliidulusmunasguderimun
462 nsdindndnseeiadgndeniuAuniemarslaediinnuanuenssunsemsuase
Tuths naesdygesdoare
4.6.3 ﬂ'scﬁwuﬂq;mQmmwmnwﬁmﬁ’mv‘:ﬁa”meiawaasiaﬂix‘é‘mﬁwauazmmﬂaaﬂﬁaﬁaﬁﬁwﬁ
lasuen
4.7 mnEJs'mﬂ'mmamuawﬁlu‘mwmsmwamnmmmwuﬂsnmnm‘ianmuau‘lmaﬁmm"m
AnuznsTuNTeMILaETlusEaznan 1 Tneuiubuenasiauenamsintonied
5. nMsUsediuAUszansnmeaasian (Price Performance)
seazduauanaenansmnaeUssiulsEAvisnimeasA kLU

ﬁﬁunﬁ%’mmnmsniium‘samﬁ'ﬂﬂmzmmztlaw'l
Nonacog alfa 500 iu powder and solvent for solution for injection
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5. IneusiUsziiuUsEansnmeasna (Price Performance)

Nonacog alfa 500 i wder and solvent for solution for injection

faudsuan vwiinAzuLY
1L51P7idne 40
203 IURIAUAMTBUINTS 55
3.MTUIMINEINITUE 5
Saviae 100

AuUT594 Umiinazuuy
1aNASgINERT 9 60
23935 VBUGUANT 20
3 anuanTRniBeUsHleviomsUiRnu 20
U 100

1.§ulssesii 1: mesgrundndnet (Azuuui@y 200)

1.1 ms3usesnmunmuasmdnsding @ 1 Tu 5 azuuuis 100)
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