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AMANEZIANIZYDIT
insulin lispro 50 iu/1 mL + insulin lispro protamine 50 iu/1 mL suspension for injection, 3 mL
prefilled pen

1. ¥o1  insulin lispro 50 iu/1 mL + insulin lispro protamine 50 iu/1 mL suspension for injection, 3
mL prefilled pen

2. gruaNAnaly
2.1 gluuy Humsazas Unannide dmsude
22 dwusenou  Usenausie Insulin lispro 50% wae Insulin lispro protamine 50% yiaviaia
300 U Tugnthu3nms 3 ml
23 MwURUTIY  USIRlUNTUrUSIRenEauTAnideviandendn
24  aamn - szyPorn dawlszneudeddyuaranuuse Junde Sudueny wavikan
waztawnzilouiivenlisghadmauuuussqiug
- yunYuEUIIYIegtendessyylesmIatonianisd dulsenouuas
ynanUsIIELaYTinan Tudu g ITIu

3. Finished product specification:

D) Test Items Specifications

1 Identification Complied with finished product
specification

2 Assay Release: 95.0-105.0% of label claim

Shelf life: 90.0-105.0% of label claim
3 Immediately available insulin lispro Release: 43.0-55.0 U/mL
Shelf life: 40.0-55.0 U/mL

a Phenol 90-110% of label claim
5 Metacresol 90-110% of label claim
6 High molecular weight proteins Release: NMT 1.2%
Shelf life: NMT 3.0%
7 Sterility Meet the requirement
8 Bacterial endotoxins NMT 80 EU/100 T.mits
9 A21-Desamido insulin lispro Release: NMT 1.00%
Shelf life: NMT 1*50%
10 | Other related substances Release: NMT 2.dJ_O%
N3SUNIT ﬁ{} kil % fﬂﬁ > {
TR o A P S it 3.2 B st
(uw.U3vn ASasnamen) (neg. WAty dusing) (ney.01nes M)

GPU 994702 [Vv2403]



Shelf life: NMT 4.00%

11 | Particulate matter - particle 210 um: NMT 6,000/container
- particle 225 pym: NMT 600/container

12 | pH 70-78

13 | Zinc 20 - 40 pg/mL

14 | Filling uniformity Complied with finished product
specification

15 | Crystal check Complied with finished product
specification

- o
4. 3aulvdu 9

4.1 wnansmslasveygynunzideuiiveniedminglulsuvelne uavduns (declare) unaandn

4.1.1  Tuddgnistunzsiduussuen (ne.2 ve3 vud w3e 82 udusnsed)

° & = P v = o
4.1.2 'LUF]"I'U'QTJU'VWLUEJ‘NU'] 18 1/8 1 9938duasian WIBUIYALBUAMIVENITAIUAUAUNIN

= oa I3 o = R g 3 ¥ o
VBIHANAUNAUNVUNZIUEU (finished product specification) UWALTENUUAAUATWYDY
AU (drug substance specification) nsfifiegseninnsdsuwlasudluiudy svdes
wuuleNasaERUININENEN1TUBLALY (8 5) NN3au finished product specification wag/

%38 Drug Substance specification

4.2 eNANITUTRWATHIUNMITHENEN

A3FUNIT

4.2.1

4.2.2

nseifmanlussmelng frdndoidnunmarenisdofuseunnsgrunsuanginy
WANNUIIBNSTRUNISHARE PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Tnevuaea1u PIC/S participating authorities #3aillanans5usaInIgIUNITHAN 1IN
NENNUIILALIT M ITRLUNSHARNENTRIATNUANYATIUNMTOMITULAYEN NTENTH
asnsnay SafmuniulasdianuaenadeuasindioufundninaniuasBnsiinlunisedn
&1 PIC/S Tumanenlauewns atuangamuseunsasisaeulasiinanisiusesfiaiud
Usemedsemasimdidninsing

nsaifdugniuirandesene guandesiianansiusesnnsgiumskanenundninms
F5msARlunsw@nen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tng
M8 PIC/S Participating authorities atuaigamussumsasivsasulaeiinanissuseddis
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4.3 BNAIANNNYBILTLAUDTIAN
4.31 WAN1INTIVIATIBIRUAWKERSUYIVBINER (Certification of analysis of finished
product) Tugnguiidssetng
432  wanmshaneigunmingiuyesiaenddty (Certification of analysis drug substance) Al
Tumsuanenjuidadusmegaiavesdudneuasinanngiu
4.33  enamvionangnuguduanuduiusseninguninanvedingiuvesiendfty (Drug
substance) 90 4.3.2 fiugumsuanvomdniaueidniagy (finished product) ¥ 4.3.1
434 wWan13Anw) Long term stability m1u ASEAN guideline on stability study of drug product
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