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MANANTURNRITILACLAE AL Hemax

1. %@m'sﬁ"\ (Trade Name)
Hemax®
2 %’aﬁjﬁm {Generic Name)
Recombinant Human Erythropoietin Alfa Injection
3. feuddndninuayyssweatinga
Bio Sidus S.A. {(Argentina)
4, B Bndunudaduielulsanelneg
1719 Tilalae whnea 49An
5. Anwairanaen (Product Description)
5.1 A1W2ng (Classification)
Haematopoietic Agent (Drug used in hypoplastic, haemolytic and renal anemia)
5.2 guluy (Dosage Form)
Hetnd LA MEaNn B aaing (lyophilized powder) Wau sterile water for injection 2 mi
5.3 @1g (Shelf iife)

36 B

6. prdnTRMaLNAIARTn (Clinical pharmacology of the product)
6.1 Aaisl¥ (Indication)

S ar 1 i = 1 = 4 o oo . ar
- Hemax® Wfnniilaeiflannslatinans virefthelsalaiinarsannlnonaBeseisndusiod ¥
ndneden
- W v . = o i P " . L oA A
- aniTardnn R IaRen withalsnmadninufenn Zidovudine Seilszfuvas Hu-
EPO lusnenismnunn
54 4 éjni &= e = e v - ) o nfai =
- fiheffinnrlalinanannidliiuefidnia Winaseareusmusiiinadlatinan
< i g
6.2 meaangna (Pharmacologic Action)
- I-HU-EPO neziunnsuiaia. naedeyiAulnuaznnsdnuunmanaes erythroid precursors Ty
lanszgnludnuneBeni erythropoietin lurenenu
- INATAAUARAT (Absorption-Metabolism-Excretion)

» serum peak concentration axiiTngnelu 8-24 Falug AR Hemax® 21m 150.] ﬁ--—w
e

_— % . .
: Bioavailability 31.9% uasnhaa Hemax® 100 iutkg hinan 72 Faly 2 yal

s " 4“ t et AJ 3
: TUALITAN serum concentration TUeEi dose 7l

saendAunsaedngiuussln Tnalenizetaticludouse

s duasnnnslmtiatnd 5%
Wi 1990 3
oF it &
rosuipyihidiugndes

hw\ QMS“G?“%
Mt ﬁmﬁvé ‘1
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6.3 6at19LARY (Side Effects)
AEUTATRgY (arterial hypertension) Aniaanlumaaniden (vascular thrombosis) a1n17A&"e

udn (flu-like syndrome) ﬂ?ﬂﬂ?uﬁﬂﬂ (bone pain) vxmqﬂu {chill) ﬂ_lgmﬂ'mwmfmud (skin reaction)
6.4 damuld (Contraiondication)
mﬂ‘ﬂug‘n WAEN recombinant human erythropoietin
6.5 d?@m‘.iﬁ:"i’ez,mzﬁ'l VAR {Precaution and Wémirsg)
- AR s e Hemax® 'Luuﬂqunmu'iwm\s {arterial hypertension) sanulsadinden
‘mma@ammmaaammﬂa*wmmmm Fotirursinsyatnads wazdunmaguaithendufime
- ndmisinmbiog Hemax® Asnadaausuladis Tunuiadenuniuacdianinglaslusiung

o
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ar
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N

- nas_lqamsmmmuiﬁuﬁmmﬂm‘mmn ATTne M aatinliney AUNTRZATOAILIANAYIY
m’i@mﬂmmmwmm"mm:mwmssﬂmms Hemax® ArsasadntBunnusia@enussatintiag
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