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AMANYULIANIZVDIY)
Insulin aspart 30 IU/1 ml + Insulin degludec 70 1U/1 ml
solution for injection, 3 ml prefilled pen

1. ¥o81  Insulin aspart 30 IU/1 ml + Insulin degludec 70 1U/1 ml
solution for injection, 3 ml prefilled pen

2. quaNtAnaly
21 guuuy Fuasazavla LillE Uneande dwmsudn
22 dwdseneu  Usenausie Insulin aspart 30% way Insulin degludec 70% Wavaa 300 U
Tugnhurungneuliung 3 ml
23 nupUTIy  USTRluATuBUSIIeNdaUTmndetianioudn
24 aan - seyfiosn dauusvnaufendfyuasanuusy Jundn Tudueny lauiindn
waziaunzdoumivenliogndaauuuussying
- yuAuEUIIREIRtatoudessrylesmIetaniinisd dauusznauuay
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3. Finished product specification:

4o Test Items Specifications

3.1 [ Identification Meet the requirement

3.2 | Assay Insulin aspart: 171-189 mmol/ml (95.0-105.0%)
Insulin  degludec: 399-441  mmol/ml  (95.0-
105.0%)

33 | pH

3.4 | Impurities/Related substances

High molecular weight proteins Release: NMT 0.6%
Shelf life: NMT 1.0%

Insulin degludec
- Hydrophilic impurities Release: NMT 0.9%
Shelf life: NMT 1.2%
- Hydrophobic related substances | Release: NMT 2.1%
Shelf life: NMT 2.8%
- Hydrophobic impurities Release: NMT 0.9%
Shelf life: NMT 1.2%
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Insulin aspart

- B28isoAsp insulin aspart Release: NMT 1.0%
Shelf life: NMT 2.2%
- Desamido insulin aspart Release: NMT 2.1%

Shelf life: NMT 4.5%
- Insulin aspart related impurities | Release: NMT 1.4%
Shelf life: NMT 3.2%

3.5 | Zinc 23.3 - 31.5 pg/ml

3.6 | Bacterial endotoxins < 80 IU/ml

3.7 | Sterility Meet the requirement
3.8 | Metacresol 1.58 — 1.89 mg/ml

3.9 | Phenol 1.38 - 1.65 mg/ml

3.10 | Particulate matter
-UNNATUIN210 um Not more than 6,000 per container

-BUAIAYUIN25 UM Not more than 600 per container

4. Fouledu 9
4.1 wnansnsidsueyyntunaifewsinueniedmineluusemealng wagdung (declare) unaanian

411 luddymstunsadowiiue (me.2 ne3 nes wie 82 udusinsd)

012 Tukwelunndoue vie 1/6 1 vesenfiauesia wieuseasndundensnuruauniw
vowmAnSusimuiitunsdou (finished product specification) uazdarimunnmamyes
mqAu (drug substance specification) n3difiagszmitamsivasunvaudludisiu sxses
wuUlOnasdNUINMANINTUBLALY (8 5) HIWsBu finished product specification waz/
%39 Drug Substance specification

4.2 NANITUTRWINTTIUMTHANYT

421 nsdifewdnlulsuvelne dudndelduunmironideuseunnsgriumsuingini
wanNaeIsNsARlun1sHAREN PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Iagvieanu PIC/S participating authorities ¥383leNansSUTRIATIIUNTNENLIN
wanINa9ILaLIENITRlUNSNEREYEIFTNIUANENTTUNTEMNTUAZEN NTENTH

as15uae Faimustulaedinudenndesuasyinieuiundninueiuagisnsnalunisuin
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4.2.2

01 PIC/S Tumnmenfliaustie atuagamussunsnsisaeulnedunanisiusesdeiud
Ussmausemnsiadidnivsiing

nsaifdugminihansneussme frindasiilonanssuseannsgumsuaneeumaninas;
FWnsfirlun1sw@nen PIC/S(Pharmaceutical Inspection Co-operation Scheme) Tng
Mg PIC/S Participating authorities aUuaigamusaumsnsivasulagiinan1ssusesdia

Tuivsemadszmasindidninsindvionasnangdnudusnsd

4.3 LeNATANNNYILILAUBTIAY

4.3.1

4.3.2

433

434

NANTTNTIVIATIERRUN KGN uTIvaENEn (Certification of analysis of finished
product) lugnguiidssedng

HANTIATIERRMNNIRgAUYDIIENd1dty (Certification of analysis drug substance) g
Tumsuaneguiidudusesnaiavesuansuasinaninghu

NN IVTaNANgUEUIUANNFINUSTYNINTUNTHARYBY IRgAUYRIMIENdAY (Drug
substance) 98 4.3.2 fugumsnanvendnsiasidnsagy (finished product) 4o 4.3.1
NAN13ANWI Long term stability 1y ASEAN guideline on stability study of drug product
paontrnguanildiunadeulitudinauanznssunisemsuaze nsensag

A1515604Y

4.4 A9

44.1
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4.5 nsUsEiuAAMeIde

4.5.1
4.5.2
453

454
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455 sruumsiiuuazdndseniiliuinsgiuniuvdninesi GSP (Good Storage Practice) Way GDP
(Good Distribution Practice) lnguanaonansusznau (Muanaenansilaiunisiusesssuu)
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ISO/IEC 17025 nan139 539 nsziliidulumuanasgiudeninug
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5.n15UsudiuA1UsEansnnees1an (Price Performance)
NUALLD IALAALONATANUNUNUT I UUSLANS NINADI A P LULN

HIUNTFUTDIAMZNTTUNTAMANEUZLANIZ VDI
Insulin aspart 30 1U/1 ml + Insulin degludec 70 1U/1 ml
solution for injection, 3 ml prefilled pen
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5.naueUsslivuseansnmseasian (Price Performance)

Insulin aspart 30 IU/1 ml + Insulin degl.udec 70 1U/1 ml solution for injectron 3 ml prefilled pen
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