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®. 81 Calcium chloride dihydrate ec.;m mg/@oo mL + dextrose
monohydrate e.& ¢/@oo mL + magnesium chloride hexahydrate & o mg/@oo mL + sodium
chloride &¢ns mg/@oo mL + sodium lactate &es mg/@co mL solution for peritoneal dialysis,
& L bag
. 81 Epoetin beta &ooo iu/o.en mL solution for injection, o.en mL
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Calcium chloride dihydrate 18.3 mg/100 mL + dextrose 1.5 g/100 mL + magnesium chloride
hexahydrate 5.08 mg/100 mL + sodium chloride 538 mg/100 mL + sodium lactate 448 mg/100

1. Joen

mL solution for peritoneal dialysis, 5 L bag

Calcium chloride dihydrate 18.3 mg/100 mL + dextrose 1.5 ¢/100 mL + magnesium chloride

hexahydrate 5.08 mg/100 mL + sodium chloride 538 mg/100 mL + sodium lactate 448 mg/100 mL
solution for peritoneal dialysis, 5 L bag

2. gruandAnaly

2.1
22

2.3
25

JUuuy Wuhenlausmanidadmivdnalameesios sliauaaideush
dulsenau  Usenaunle Dextrose 1.5%, Calcium 2.5 mEg/L uay lonic concentration
(Sodium, Magnesium, Lactate, Chloride) U339 5,000 mL/§3
AWUrUTIy  UsTqlugawanadin Ambu-flex Il uasiiguiudnwiletu
281N - seyfiesn dwdszneumisnddyuasanuussiundniuduoigauingn uas
wuneilousmivenlisgnadninuuuussyiue
- yumMwurussYIegtiendesssylesmiedenenisddiulseneuuar
VAR aTTREn A iy

3. AuaNUANIumaila

b Test Items Specifications

1 | Identification Complied with finished product specification

2 | Ysunaushenddgy - Dextrose, hydrous: 1.40-1.60%
- Chloride as Sodium Chloride: 5.28-5.83 ¢/L
- Sodium Lactate: 4.20-4.70 ¢/L
- Magnesium Chloride hexahydrate: 0.041-0.061 ¢/L
- Calcium Chloride dihydrate: 0.157-0.210 g/L
- Sodium: 125-139 mEg/L

3 | pH 4.0-6.5

4 | 5-HMF and related substances | NMT 0.25

5 | Colour NMT 10 Klett units

6 | Bacteria endotoxin < 0.05 EU/mL
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D) Test Items Specifications

Particulate matter > 10 pm: NMT 25 particle/mL
> 25 pm: NMT 3 particle/mL
8 | Sterility test Complied with finished product specification
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Calcium chloride dihydrate 18.3 mg/100 mL + dextrose 1.5 ¢/100 mL + magnesium chloride
hexahydrate 5.08 mg/100 mL + sodium chloride 538 mg/100 mL + sodium lactate 448 mg/100

mL solution for peritoneal dialysis, 5 L bag
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5.nuauseiliudseansningasian (Price Performance)

Calcium chloride dihydrate 18.3 mg/100 mL + dextrose 1.5 ¢/100 mL + magnesium chloride
hexahydrate 5.08 mg/100 mL + sodium chloride 538 mg/100 mL + sodium lactate 448 mg/100

mL solution for peritoneal dialysis, 5 L bag
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ANANBULIAWIZYDIEN
epoetin beta 5000 iu/0.3 mL solution for injection, 0.3 mL prefilled syr

1. o8 epoetin beta 5000 iu/0.3 mL solution for injection, 0.3 mL prefilled syr

2. qruantAialy

21 Uiy asavarwla WA Unannidedmiudadnliiami viedad vasndens

2.2 dmlszneu  Usenaumesaen Erythropoietin Beta 5000 1U/0.3 mL

23 awurussy  AugendausARInieuuu single dose container iunszusndnundex

2n (Pre-filled syringe)

2.4 28N - syt danuuseneufendidyuarmiuussiundniuduoigiauiingn uay

wanzileuimsuenlisgatniauuuussyiu
- uumvuzUsIYEIeEaesdessrydosmiatenanismadulsenaunas

YPWAMNLITBINaTNAn FuAu g IFRy

3. pruanUAnImaila

3.1 Finished product specification:

& Test Items Specifications
1 Identification Complied with finished product specification
2 Assay 90.0%-110.0% of the labeled amount of nominal
EPO-protein content
3 |pH 7.0-7.4
a Sterility test Complied with finished product specification
5 Bacterial Endotoxins <2.0 EU/1000 IU
6 Particular matter
Particle > 10um < 6,000/syringe
Particle > 25 pm < 600 pm/syringe
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4.1.2
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Drug Substance specification
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4.2.1

4.2.2

nsdifmanluysemalne dudnfesdiduunmeemideiusennasgiumsuanginu
NS NSARIUNMSHERYN PIC/S (Pharmaceutical Inspection Co-operation
Scheme) Imgvuiae7u PIC/S participating authorities vﬁ'aﬁLi}ﬂﬁ’li‘%'mmmmgﬂuﬂ’l‘i
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4.3 LONATIAUNTNUYDIY MLEAUDIIA

4.3.1

4.3.2

433

4.3.4
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4.4 F79E1980
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epoetin beta 5000 iu/0.3 mL solution for |nject|on, 0.3 mL pref’LLed syr

muﬂmanua"u'munﬁ..uw o

ﬁ":LLUiﬂé’ﬂ dwiinAzuuY
1.5Allaue 40
2. 1MIFINTRIFUAMTBUINNS 55
3.N113UINIVAINTTVY 5
ST 100
faudsudnit 2: simsgruvesBudmisuings (AxuuULAY 100) k)
AUl 3509 hwinAzuuy
LansgIuKansue 60
2 3asguvioU Juanag 20
3 arauidausHlevsonsuf iRy 20
374 100

1.6uussaed 1: WM IgIUKAASNI (AZWUULAN 200)

T I
| Azuuu | Wmun
(Foway) |Azuuu

1.1 ms‘smaaﬂmmwﬂawamnmm (11 1'lu 5 ATWLULAY 100)

100 60

(n) Lﬁuawmg'lumwﬂam‘smammwmaa WHO List of Prequalified Medicinal Products

d‘ at =i J - as (3 ¥V =
() \Duemisglutydsetondndusiernunimuasenadn (Green Book)
loensuineimansnisunng a1 - Jagou

- = o = a L3 v oa
() Wupeglulglnevendndusieinmunmuazdnan (Orange Book)/EMA

= @ = - a w s Y v a 5.8 .
(9) Wuendseglutydsedondndunenfilasunsiuses (Approved Medicinal List) lng
iw3arslsameuianguaniuuweman suvisUsewmalng

(1) uedainanviinssiensinaulidesndn 3 funswandahdenismsaiinsesides
Youniwhdeiisyylu Green Book atiuargaiusngmemsendeasinyfeafiuvionuviadod
seylugnantRmsmenunaUssmaasnamsiseviiongliiiu 5 Tuanduilldsuns
Fusomamsinssiiiulssmalssmanadidansednd anvlinneilaetesUfiinisds
LildvenfuRnmsvesndneuarieaufuinms auunsgiu ISO/EC 17025 Mnmihenu
accreditation body fivaniuluseiuaina wislasdinnuinnsgrukesUjuRinas
NSUINGINANTNITUNNE  NTENTNANEITNGY

1.2 deyaaduayu Anwidonunmnind e

100

n35UN1S é%/

(wey.Inums fla) (.nty 'd's.mﬂum mzunma) (mg 2177713 ANLd)
GPU 690015 [V2602]




(Fendeladeniis mninndn 1 Mteliidenteniinzuuuiinign)

1.2.1 nsdinansfusiendunuy fsrsnunsfinsmenainiuansdeuszaniameas 100
grildlunisine asimuiluansansmenisuwdiundede

1.2.2 nsdilaldendunuy fsenunsanwnienainfiveueniwszansnmeeseniue 100
FuLUURITIBNUMSAnERaTnAkansieUss A nnuasenildlumsinw asdifiaily
Msasvamsumdiundede (dendeladenils winfinnndn 1 WadelWidendeiifinzuuy
mnﬁqm)
(n) FamsAnenu Randomized controlled trial wazdinisifuilunsarsmensunndinindede 100
(%) 33n3Anw iy NON-Randomized controlled trial wagdin1safuilutsansmemsunnegiundedie 90
() 3msAnwndiu Comparative studies wuu cohort studies waziinsAfiurluaITasmMINTTUNNE 70
undefe
() 35n3Anwliu descriptive studies Wuucase report or case series (S1e41ugUe) waziinsaRuvily 60
NsasmImswwdiundetie
(3) dendelatenis i

(1) msAnwduqiisadesiuanuasnduvessuas/misnnuasafevaitldiuen

(2) vtete (n) vSe (1) w3o (A) v3e (1) Tl fmsiRuilunsarsmenisunnsiindede

1.2.3 g1ueise nsdiduen Biosimilar Aeafimsiusedludevsliideaiuiveduwuy 100

at é = et
2.fuUssesil 2: uMsgIuesUURNS (AzUULLAY 100)

v = a wa o o f.w
21 ﬂﬂ‘ﬂﬂﬂl}‘5]ﬂ"l'i‘VIN"I'Uﬂ'\'ﬁ'ﬁ‘U?@Qﬂ')quaqﬂqsﬂm'\uuqmiﬁqu ISO/IEC 17025 é\"‘luﬂ"l'iﬂﬂaau
= s fé Qe - -J ]
NARNAUNVILEUDEN 'L'U'iqElﬂ"I'iﬂﬂHB‘UunﬂlmﬂNUﬁﬂWQLﬂﬂUﬂﬂﬂ']ﬁu@

100

—— . = = o o w =
Finished product specification %’lmwuﬂi‘ﬂuﬂmaﬂwm:ﬂmwﬂ”l‘il,?’ﬂnmﬁ&l”mm'i’m

(n) Assay or potency

40

1 v A A = o ar ] a s v
(v) d@udevnaaudu 9 Mvas MUUAMAZILUTINAUIGAY 60 MINATITATUNNIITE

v or ;5 s v ﬂl é o L7 o ]

fuadaladenismuniivualilu FPS vinmudndiuain 60 azikuy wawia

¥ = o 1 H‘ A = ol

Ju madoy 2 fuwvil) leewdsnisivagiuudaivaoussuiunu

60

Vo L e alen 4 1 s
2.2 winlildisuses HosUfuRn1snHIuNISIUTaIANANITANINNINTEIV ISO/IEC 17025
INNTIAIEFMARTNISUNNE Eands (1) %38 (2)

60

(1) Imivdouanin1svesusasmuainsoviaduuRn1su1nsgu ISO/IEC 17025 20
- L3 L = =3 s A
nsuAneeansnisunng dasdinsmaasundndnsienianesnlusenImaany AsIvaey
R g = L L ] ] - at A’
aswnuAantiniavada 3 lot lngviesuuAnis ISO/EC 17025 ﬁu’LﬂQ’Nam AU

‘e g i <o ar a =
Finished product specification Mifwualilugadnuarlusiems s1vineininge

(n) Assay or potency

24

N33UNT
(wey. nuws Ala) (ney. U‘i”ﬂ"iEJLLﬂ’J ’uamnmq)
GPU 690015 [V2602]

&rmmﬂlﬂ

(ney.21nes ﬁi"lil"a)




(9) dudenaasudu q Mvde Avuslfazuuusiy 36 mnaseasunniite e
wteladenismuiitivuallu Finished product specification ¥naenmu
dndauann 36 wiindu (atey 2 sumie) Tnswdsnmsazuuuderivde
Ussunnuiu

36

=i o at w - e IJ
(2) fanzmisdoudninsveiusesrnuaninsn wiesufiRnsmanmsgiu ISO/IEC 17025
o 3 el - at IJ
nnsAnermansnisunng laglifinisnegeundadurienfiauesalusenvmeaou
p3vABUNTIINANANUANAIWATA 3 lot TaevipsjuAn1s ISO/IEC 17025 hiludndn dsil

30

. . d e al ar L3 d
Finished product specification wmwum‘l";‘luf-}cuanvmz'luswam'smnmmmmms'm

(n) Assay or potency

12

] v dl A = -3 v a v v
(¥) dutevndsudu 9 Nivds MuuAlYATLULTIY 18 MINATIVATUYNYIVE 010
ar at -i. -4 ] w...i 3 3 a
witelaviventsnunnmualilu Finished product specification vineanau
at ] g - a 1 A $ 7 v d a
dnaiuann 18 iwlndu (mAatou2 Aunus) lnewdsmsivinsiuuteNvasussaiunu

18

(Souay)

AZHUUL 20 |

P g ———
1.287nU559¥881 Lot NO. Judueny vn 9 vuluees

35

[ 19 a ala 1 i
2.L1]uEJ'1W'5'EJﬂJQﬂ‘:’I§Jﬂ’¥'ﬁu3U'i'iQ N 9 NWILyoy

35

3 nsdilunguen biological products Aeailianasiusesgunisndn (Lot release) 97N

NTIINGINAATNITUNNE NTENTIANEITUAY

30

Ywiin
AZHUY 5

o ° - o al =
3.1 wanwasulaiud i Inglifidermuateulula 9 lumsuaniudey

100

= ) ' A e a
3.2 wanwagulalusinaa 50% viailidaulalunisuaniuasu

50

n33UNIT

pd

(neg.UsEnauna viynans)

(wey. Unuws Al
GPU 690015 [V2602]

(ngy.010AS Aued)




LHUU UN.ob

A5 19BAAIIIUIVUT TN LATUINETTHAZS18asLBuAAT LYTe
n3sndasndneiinldeunesadng

& as « ] s =) = « x 5
o. TolATaNs UsemesAdonasusie $1uin b 518013 Ingifusemanadidnnseiind (e-bidding)
0. MiBUIIYaalasInIg Tsanguagassnil nguaundunIsy

. 2dusuUsTITlaSUTRass
o &t olob.00 U Auvnaruinuauruiiudanuassasgaunnuinniu)

&. WNNMMUATIAINA19(51A191984) U "J'uﬁ%:\ WYIEU oo

®) 81 Calcium chloride dihydrate e&.e0n mg/@oo mL + dextrose monohydrate @.¢ ¢/@oco mL +
magnesium chloride hexahydrate &.o& mg/@oco mL + sodium chloride &na mg/@oo mL +
sodium lactate &&= mg/@oo mL solution for peritoneal dialysis, & L bag
U ®&,000 bag
3IA/viine o,&clo.dm UIW/lo bag
Hulu  ee,onddec.co ym @udadudaniudaiudaiesdvumd)

o) 81 Epoetin beta #ooo iu/o.s mL solution for injection, o.en mL prefilled syr
U maao prefilled syr
39A/9Y obed.ae UM -

Judy @ xoo,can.oe U @uduaudaniiudaiuiidesidadudaumdanid)

& UNEITINY8951AINA19(51A181954)
@) ’[{i's']ﬂwﬁma‘?’aﬁaﬁwm%gwﬁdqmnw'luﬁwmm b Yeuuszana audygianil an comm.e/oer/odow
aciuil & WLy bdoa
o) USENARNIZNTTUNIRAUITEUUE IR 1389 MuATIAINA19ET atUaITIR9 YUY
o MUY bdom

ﬂ v v o we ¥y a
. 118 E]Lﬂq“uq“%ﬂqwuﬁs'\ﬂqnﬂqﬂ(51ﬂ'1€l"|\1'EN) ﬂnﬂu

b.e UNEANANYA $3de1nsalsay Us5UNITUNT
bl UYL 1dAlnIng nIIUMS3
b.on UNAIBIMAT ANULE NITUNI3

BB .. cccoesenossisssssssinsonss ponsssasass U5867UNIsUNIS
(Wegeudnuel Sedensaling)

o -~ 0%
GG P By NITUNT A880......... (202N . NITNNT
(Uanigr iU 1@mlnang) (UNAMBINIAT MULE)




SIWALBYAIVANIIYT FIUIU b SIBNTT

il 378015 319U AVl 59/ | IWIURY (V)
® | Calcium chloride dihydrate
ea.cn mg/moo mL + dextrose
monohydrate .& g/@oco mL +
magnesium chloride
hexahydrate &.o@ mg/eoco ®&,000 bag 0,dclw.dan/lb | 00,000 0a0.00
mL + sodium chloride &me
mg/@oo mL + sodium lactate
@&z mg/e@oco mL solution for
peritoneal dialysis, & L bag
b | Epoetin beta &ooo iu/o.en mL
solution for injection, o.en mL o, eed’D prefilled syr ®,006.00 | &CIX,EdeD.00
prefilled syr
7 v vy v v 4 o o y_ o
Fedn Furmaruiuauiiviuildanugessasidunnuingou) o&,&dw, bwb.00
aa%‘a(g{,// ....... UsgsIUNTIUNIS
(wegaudnual $3dunsaismd)
asde ﬂdn'i'iumﬁ 89%90........ @Ww’g ..... NITUNNT

(Wnnigyniu 1dalning)

(W9dNMINAS MNUYA)




