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AMANBLIANIZYDIEN
INSULIN ASPART 30 1U/1 ML+INSULIN ASPART PROTAMINE 70 1U/1 ML SUSPENSION
FOR INJECTION, 3 ML CARTRIDGE

1. Foen INSULIN ASPART 30 1U/1 ML+INSULIN ASPART PROTAMINE 70 1U/1 ML SUSPENSION FOR INJECTION,
3 ML CARTRIDGE

2. Ausudanaly
2.1 gUiuy WuasaratukIumnenaL Us1eannae @1nsuan

2.2 @uusenau T 1 mlUsenaunde Insulin aspart 30 iu 4ag Insulin aspart with protamine
70 iu US1193 3 mU/vaen (cartridge)
23 amupuTTy UsSglunTurusendauneandedmivldiuiinmanen (Pre-filled pen)
242870 - sgyBienn drudszneudienddyuasenunse Tunde 5u§umq \aviindn uay
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ouu Lauiinan Yudueny gy

- idomuudasioulidaiveny 2-8 esrueaidya uuusTItuel viienwuruIseen

3. AusuURnanaia

4o Test items , Specifications ‘
1 Identification test PIIHU muﬁ'isu‘lu Finished product specification
2 U‘%mmﬁ"amﬁﬁm | £ 94.0 - 105.0% (564-630 nmol/ml) |
3 | pH 7.20 - 7.44
| 4 Ziné Content’ | | m’aﬁlﬁhu‘ mmﬁ'is‘lﬂ,ﬂ Finished product spe’civﬂcatidn
5 Steri(i(y test | m’mﬁhu muﬁsmﬂu Finished product spec‘ificatiovn‘
6  Bacterial endotoxins " - NMT 80 IU/ml | |
7 Limit‘b‘f“high molkecular weight proteih o mwiﬁm mu‘ﬁisqlu Finished produéf specification
8 Metacresol o 1.58 - 1.89 mg/m‘L‘ | N |
9 Pherol 1.38 - 1.65 mg/ml
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0.1 wnanmslsuayyetunadewhniunifiosmieludsemedlng wasdun (declare) uviawdn
4.1.1 Tuddymstunaidousmiue Taud ve.2 18,3 n8.4 vive 0.2 uduansdl
0.1.2 ludwetunadeu ve.1 vie 8.1 vaserfiauaan niousiwazduavindomsaiuquauninue
wAnSuTuiitungidou (finished product specification) uagdamvunamamuasingiy (drug
substance specification) ﬂiiﬁﬁaavjszmwm'sl,ﬂ?a'aul,l,ﬂamﬁ’lmLﬁmamzﬁaqLLuULanmsmwaLLﬁlm
(8.5) iwseu finished product specification Wwaz/%3e drug substance specification Tngvouiiy
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4.2 @NaTUTeIINTTIUNNTHEREN

4.2.1 nadlpmdslutsemdlne §udadosdiionansiusonnmsgrumsndnemuvdninosiuaz3snsiitunis
NAneN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tanaeeu PIC/S participating
authorities vi¥edlienansfusesnasgunsHAnInndnnAiLar ISR luNsHEngwesdney
AAZNTTUNTEVNIUATEN NSEnTNEISNEY Ssivuatulasfimnudenadeuariafieuiu
wdninasiLayIsmsfirlunsndne PIC/S lumnneilaueues aduaaamuseunsnsivaoulneding
mssusesdieiulszmeUszninsedidnnsedingd

4.2.2 nsdlniidnanayseine Qwéméfmﬁl@ﬂms%’mmmmgmmsmammmwé’ﬂLﬂﬁwzﬁuaﬁ%miﬁﬁiu
MSHAAEN PIC/S (Pharmaceutical Inspection Co-operation Scherne) Tuvsnnendiiausuie Tng
w2831 PIC/S participating authorities atuaigamusounisasisaeulayinanisiusestioly
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4.3 ONFTANTNG D9YTIAUDTIAN

4.3.1 HAMSATITIATIEHRUN NN SusiednTagUveHin (certificate of analysis of

@

finished product) lugnjuidatuset

4.3.2 wanInTIvlinneiauanIngAuvesiaeddiey (certificate of analysis of drug substance) #il4lu
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4.3.3 vngruvssionanstuduanuduiusseninsjumsninvesingivuesiiend1fgy (drug substance)
{0 4.3.2 fusuniswisvondniusiendnsagy (finished product) 4o 4.3.1
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4.3.5 nachiugngy biological products M vaccines, blood products Fosslionansiusasiunisdn
(lot release) MNNLINMANTAISUNAE NIENINAGITUFY

4.4 fpgncen

4.4.1 fiauesian dosdsiiegiwediades 2 mirsussyte dudusumuanseazSenldasufunud
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wJu cold chain system ﬁiﬁmmgmm’mwﬁ'ﬂmm% Good Storage Practice (GSP) wag Good
Distribution Practice (GDP)

4.6 NI
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