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1. Famn Insulin degludec 100 iu/mL + Liraglutide 3.6 mg/mL suspension for injection in
3 ml cartridge
2. gruaniATlY
2.1 gUuuy ueansazanedmdvia la Tudd
22 dwlszney  Useneuaae Insulin degludec 100 iu/mL uag Liraglutide 3.6 mg/mL Tu
U3uas 3 ml
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D) Test items Specifications
1 | Identification test - Complied with finished product specification
2 | Assay
- Insulin degludec - 570-630 nmol/ml
- Liraglutide - 3.40-3.78 mg/mt
3 | pH - 7.90-8.40
4 | High molecular weight proteins - Not more than 0.7%
5 | Total Impurities - Not more than 7.2%
6 | Zinc content - 52.7-60.5 pg/ml
7 | Bacterial endotoxins - Not more than 80 1U/ml
8 | Sterility test - Complied with finished product specification
9 | Identity of phenol - Complied with finished product specification
10 | Phenol - 5.30-6.20 mg/ml
11 | Particulate matter - Size 2 10 km not more than 6,000 /container
- Size 2 25 Wm not more than 600 /container
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1. Hoen Semaglutide 4 mg/3 ml in 3 ml injection ¥ila prefilled-pen
2. aauauUAnaly

2.1 JUuwuy Husnsevaeusaainide T i

2.2 @ulsznau UsEnauie Semaglutide 4 meg/3 ml luuFunas 3 ml

2.3 AYULUTIY Uﬁaﬂ,‘um‘ziuw‘siﬁ;mﬁmﬂﬁﬂmﬂL*?T@LL‘UU multiple doses Aussgdusalu
Yinniinduydu wazussadamidosiuuas
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3. uauUAn1unaiiavas Finished product specification
namsaTTIinziaua mulun finished product specification @slsanneidousia
AINNUAMENTIUNTTOINITUAZET NTENTNATITUGY

4o Test items ' Specifications

1 | Identification test - Complied with finished product specification
2 | Content - 1.27-1.41 mg/ml of Semaglutide

3 | pH - 7177

4 | Limit of high molecular weight proteins | - Not more than 0.7%

5 | Impurity - Complied with finished product specification
6 | Bacterial endotoxins - Not more than 80 IU/ml
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i Test items Specifications

7 | Sterility test - Complied with finished product specification
8 | Phenol - 5.0-6.0

9 | Particulate matter - Complied with finished product specification
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1. Fown Semaglutide 7 mg tablet
2. AuautAnaly

2.1 yUuuy Huedfieriinsudssmu
2.2 dgwszney w1 diaUssneusesen Semaglutide 7 mg uay Salcaprozate sodium 300 mg
2.3 pwugUTIY  UsTRlunvueusTIleadin

2.4 aan szylion daulsznaudiendidy Anuuse Junda Judueny wulindn UStnan

LLauLawuLﬁauﬁ'\%’UEJ’]”L"S%’mLﬂuUi'mgwmiﬁ]ﬁm%
- nsalussgluuse wreitussqeedinlesdesszylesn daudssneudiend iy
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M\ 3. quest@nianaiiaves Finished product

wan1sasnTziganmduluang finished product specification #algaavuideusedidnem
ANZNTIUNITOMITHELYT NIENTNEAIITUEY

da Test items Specifications
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Impurity - Complied with finished product specification

ANENTTUNMIMIUAAMANYALIANITLAETUALLBUAYBIY

EN‘UE)

B eeeeereaererreenreneeferstrenne e Uigswunssunts
(upiusmd si3oed)
NTINANS BB . eeeeeeeeececereeeeeeeenosessnreeteresensenessesnneseneten ATTUANT
(wedsems Tednanaty)
ATINANT BB eeeereereee e %’V .................................... ATTUMT
(wneassetle Swanns) : (usandyei Avua)
................................................. N9IUNTS B e e B e eeeneeneeereneeeeene e AITTUANS

I [T

.................................................. ATINATS BB e receciis Yoo eee Pteesrrmeeaie e e e s s seee e ATINANS

=
AED. e N T e AIIUNTS
(weuds An WA
o 2y
L1 FRRR ‘73:/ ................... NITINMIUASENIBRIYATS
(unamghnF unsduns )
El el R w0
R0 . X WM AsTUMELasiIBeUIYNS
(uneduenil fuad) (uwamiein uieiyna)

(unawToyoun wadual) (ursgoniing fiufa3omi)

—

agngui] wifevieTaun)
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6 | High molecular weight - Complied with finished product specification

proteins (HMWP)
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