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AMANBULIANIZYRIEN
Denosumab 60 mg/ml for injection

Denosumab 60 mg/ml for injection

Wuendausmnnide
Usznaunaesien Denosumab 60 mg/ml
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Finished product specification:

k) Test items Specification

1. | Identification mi’aﬁ]c\i’mmuﬁitﬂu finished product specification
2. | potency 80%-130% relative potency

3. | Protein concentration m’nﬁmi’mm’mﬁ'iquu finished product specification
4. | pH 5.0-5.5

5. | Osmolality 285-345 mOsm/kg

6. | Sterility m’mﬂhum’mﬁsgﬂu finished product specification
7. | Bacterial endotoxins m?fﬂﬁhum’mﬁ‘izﬂu finished product specification
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3.l
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3.3
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AENEULIANIZYBIEN
Calciferol 20,000 unit capsule

Yae Calciferol 20,000 unit capsule
2. AnEuUANalY
2.1 guuuy Jueuaugasiniuusemu

22 dwdsgnou w1 uAdya Usznausiesaen Calciferol 20,000 unit
2.3 MYurUssy  ussYluuseUnaiin Hosfiuaruiu
2.4 291N - vuusTafasiseyliosn dulsenoudendidy Auuss Tusdn Tudueny wauiinan
wagiawnzilousiiuen Legadaay
- VunuEUsIIeN anatasdassydssvdatianennsi dwlssnauiendndy
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3. AuaudAMavaiia
HANITMIIVILAT sﬁa anwiduluniu Finished product specification wag Drug substance
specification 71819899 nundrR1Suatudieany JeldannzidousanmznssunisemIsuasen NsEns
a1519igY Weinduiduilisrdaenduatuiiifieusiuiolnininnasgundesiiulasifunileeu
UsEMANTENTNANsSMEEY (3095eyssen wa. 2561 asfufl 6 funau 2561 (awsemelusisfsamuune
uil 12 quaniug 2562) wazUseniANTENTIENENINAY 1309 35UA1Ten @UUT 2) wa. 2562 asiudl 3
nsngIAN 2562 (AaUsenelusiwRvamguneiuil 26 nsngin 2562)
Finished product specification:

49 Test items Specification

1. | Identification mmﬁ]mumuﬁizq’tu finished product specification
2. | Assay 100.0%-120.0% of labeled amount of Calciferol

3. | Disintegration time m‘iﬂﬁhumuﬁssﬂu finished product specification
4. | Uniformity of dosage unit m‘am&humuﬁ‘wq‘lu finished product specification
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3.1, HaN13RSI3LATIVNRUAINHEN S usiendSa3UTeadrEn (certificate of analysis of finished
product) Tugguiidadusagng

3.2. HAaMINTIVAATIIAUN N INgAUTBIRIENEATY (certificate of analysis of drug substance) 4y
mswangfuiidadusegreievesraneuasduaningi

3.3, nasvievangududuaiuduiussevnitejunisdnvesingiudiend1An (drug substance)
{0 3.2 fugumsndnvesndndnsienduiagy (finished product) 98 3.1
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AMANBZIANIZYBLEN
Denosumab 120 mg/1.7 mL solution for injection

1. Fown Denosumab 120 mg/1.7 mL solution for injection
2. fuaudanily
2.1 guuuu Wuarsagareuseanie

2.2 dwsenau  Usenausagsiaen Denosumab 70 mg/ml vu1AUSIY 1.7 ml

23 pauruss]  UTSRUNTUEUSIENEnUTIAIINTD

2.4 287N - yuussYeisyTonn dulsznoudiondifty Anuuse Jurdn fuduony waiingn
wunzdewiniven wagisnmaiusnw Hegredniau
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3. Auanlintamaila
nan1sn3193tAsIzRamnIntuluniy Finished product specification uag Drug substance
specification fig1a8aa1nundesnsuatuiientu FeldaanzidoudonnenssunisenIsuasen n3enNsas
a5y faindyifuillidrdeniuatuiifisumimielnindunssgunduifuladsuniana
UsEN1ANSENsNEI513AEEY 13095503180 WA, 2561 aetuil 6 FuaiAu 2561 (asuszmelusiwiann
yunwiuil 12 nuaniud 2562) wagUsgniAnssnsasagy 15e4 seysiiaen (@UUfl 2) wa. 2562 as
fuil 3 nsngrau 2562 (aasymalusiwRsamunniud 26 nsngiAu 2562)

Finished product specification:

98 | Test items Specification

1. | Identification ﬂ'i’mﬁhum‘mﬁ‘isqlu finished product specification
2. | Potency 80%-130% relative potency

3. | Protein concentration mi'mﬁi’mmuﬁ‘izﬂu finished product specification
4. | pH 5.0-5.5

5. | Osmolality 285-345 mOsm/kg

6. | Sterility m‘imﬁi’mmuﬁisﬂu finished product specification
7. | Bacterial endotoxins m‘i’a’im"lummﬁ‘isqﬂlu finished product specification
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6.2.
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