
fl,"@unu"3L@"1gql@qul  Erythropoietin Beta Sterile Sol 30,000 lu./o.b ml Pre-Filled  Syringe

.a@un  ErvthroDoietin  Beta  Sterile  Sol eno.ooo  IU./o.b  ml.  Pre-Filled  Syri_nee

apap@_anJife
b.®.  ?U,,uu

b.to.  d"tl53;flow

to.on.  flmju3U5Sq

to.a:.  @@1n

ai5a3@"ul5"@ini@"Oao"guaflt""il#@"u"qLi@3aflmu""@O®iao®®oi

lu  ©  Vla@p\  (o.b  ml) tli3fl@ufltylumulul  Erythropoetin  Beta  oho,ooo  lu

usi@qlufl"3Ulafltl5"@1nL@"a   tluu  single dose container
-53¥£@gi d"ul5%noufluigidirfuuii@3fl"jiii` ia`"am fua"uo"q mfiNaen  ii@3

i@"%Liju"°iguuitfodi`"ufli@u"u5sqflu"en`
-"fl"%ui5@`ui@tlNu"Oufl"Oqi3ufiou"soaoMimi5fl"id"tl53noui@3"ui®

flii8jLii`"Odui  L@"fiNafl  fua"u@iq t5qujfli@u

gr|_graouuor@VIlqunfl_Sfl     Finished  product  specification:

w@n"51@3bfli"`q"fl"Laultlmou finished  product specification  tL@g drug substance

Specificationfiogrid6q@inmau"°iguarfui@uinuus`tfly@flVl3i€uuofoa°iuun¢iufl"3fl5itlm5@"isLt@3ui

n53Vl5iqai6i5"q"3`fl"mau"°ig"fro"iq6QflgroqL@u@uuufiLfiuuvi"?0|Malniiuim5§"iflau"°igulflfl°ifu

Vlfifl  m3jtl53fi"fi53yi5i€ai6i5"q"  i5oq53ufl°i5iui ".fl.  to&b® @muufi  b 8ui"ou  VI.fl.  tod:b© (@q

tl53mfllu5"fi@@iHi"ii-ufi ®® Q""Uu6` tod:bto)
onsi@al"mu  Finished  Product Specification

cko% -©©o % of nominal content

c5o0/o -  Gtto6: % of nominal content

< b EU/©ooo lu

fl51@al"maj  Finished  Product Specification

ch.o  -  ch.a:

< booo Oqufllfl/container

<  boo     Oqufllfl/Container

on.©.    Identification

on.b.   tl3oulouffl®1ala°1fluouu(content  of epoetin)

on.on.   Immunoreactive  protein  (Elisa)

en.a:.   Bacterial endotoxin

en.a:.    Sterility

on.b.    pH

on.ch.   Particulate  matter      2  ®o  urn

2  tod: urn

fl"3ni553jm5n°i"flq"@unu"%ia"i3"ui

t"itgivJ;#Nur:       ulffimun
or/

~~--              tl596iun55unls

n55enfii5

n553jni5

(uiqaiia@iiuuon`     iu@tlqfl@)

ctr/       0,

(ui{aiiuflu@    iu@u`chs`)
-to-/isoul"5u|



-b-

G:.Idoul"8uq

a:.© ioflai5m5[fl"gu@Hng"g"3ifiuufl°iguuiLfio@°"iJiul"tl53b"tVlu  unga"q (declare) LLnd"am

6:.©.© 1ua"Ufumi#"3L€u"°i?uui t#tth  yiu.b Vlu.on yiu.6: VI€o  a.to tt@"itim'n5di

a:.a.b lufl°"@#uyigiijuu  Mu.© VI?o  u.a  "o"ifirauoimi  "gou5iuagl6a®#"gromsmuQan

q"fl""Naonflu"en`m"fi5"3isuu  (finished product specification) It@3""on°"ufl

q"fli"o{i'flQau  (drug substance specification)nsfifioti53Vliiim5Ltlauuwtl@"fll"
lfi3ji6iu@3OfoiLiuuL@nfllsm5"oLlnl"  (u.a) 3J"gou  finished  product  specification  w@3j/

MS@drugsubstancespecificationtflu"ottfll"houi-utlsgmfltl53m®sifliaia"sofina`

tt@83uifiu  b a  " iuutl58n"ul53mfl5mi@Lanvii@@na`

a:.to  ioflai5gu5O{3j"5§ium5Naonui

a:.to.©mfiu"afllutl5%iVlfltVluffNaffl#@qfi#"m"al"uov{aoguioiou"5£"n"amuimu
via-ninou6M`thagf6m5dfllumsNamuiGMP-PIG/SM3omm5gium5Nafflaim"auninoucM`ttag

3Sfl"fiffiun"aflui"#iuunaiufl"3ni5un"@"iitt@3ui  n53Msidai6i5"q" §q
fl°i"®Su|flufifi"a@flfl@gr@`tta%MuflLfiu"flu"@untn"en`EL@gism5fiatun"afflui

Pharmaceutical  Inspection  Cooperation  Scheme (Plc/S) 1"u"tllfiLflu@mu  @rfu

diq®mtlioufl"si@fl@utflufiN@miiuu5@dfimuuuli3mfltli3""i6ianVlsofinfl`

fl"3n55iuni5no"uflfl`"@unfty"3L@VIi3"Oaui/.V-
(u"qmdyu   t"nl@u`N@)

ar...,

(ui`aiia@iiu"`    it!@3jqfla)

avat
(uNai"fl3j@     3t!@u`@Ufl5`)

tlss;§iufl55um5

n55anni5

nii3Jnli
/ -on-  a:.b.b...



-en-

6:.b.ton5fifit@uu"o""m"'Ntls3iVlfl#wamm"Odfiao"i"d"uudaogu5@d"5£"n"am
uimuvi@dynm"m`LL@3ism5fiatufl"amui  GMP-Plc/S  VISo  current  GMP  (CGMP) "oq

tl53L"Rg"wamauuudiqflmw5oun"5i@a@ulflufiNam55uuiodfi`rfutl53mfltl53m®sifli
QC=

oi@nvi5@fina`

6:.on l@flal5q"fl""ulfilau@ilm

a:.on.©  Nan"5i@im5i3VI`flQ"fli"amu"ayiuia°iL3@€U"ffNam  (certificate  of analysis  of

finished  product) 1uu|iufiddL@"Oriou`i{

a:.on.bNam"5i@im5i3VI`q"{iimuflQauq/o"u"ia°muouu(certificateofanalysisofdrugsubstance)
3a`Q

Vli"lum5NaffluiiufiddLtiufluiou'N""@dRgN@muiiia3tg"Namuflq6u

a:.on.onVlaun§i"i@Loflai5guuuufl"auu"®u6`i"iiflium5Nam"omuenqau"o"u"ifl°ifluQ!(drug

substance)#@6.on.bnoruium5Nam"@"amflor"`uia°ii€@€tljfi:fishedproduct)""od.on.a

a:.on.a:N@n"anuilongtermstabilitym@@flaliao","o`u""uvi3Lfiuuti"nuua°iuufldiu

fl"3fi5soufiiioivlisii@3ui  nian5idfli6isouq"

a:.on.a n5dibflualm:w  vaccines,  blood  products  fl"otlal@nal59u5o{iun"am  (lot  release)

@im53jivitlifliaen5m5LLIN"`  n53VI5iqai6i5"q"

a:.a:mq`ioEji€ui

a.a.®Rg"iauo"""@€d"ui@tl"iod""@u....©....Vluliuu5i@,flu"m`adi@uenuiiL"iiafld5iu@8L5a®

tfl"fl5ufl""mwfin°i"1"u""@q"atlu-m"Ji"""Nrfu

a:.ani5tl53nuuq"fl"ifidqtlou
a:.a:.©uifid{tlouife`fioiq"fllalu"@unii......©to.......i@Ouuuu@imdyud"Ou

a.a.touiMnmflfidqouou@3m"@{dqa°"i"al"tugu5@{Namiffl5i@imi"`uiiufidqou@u

a,

fl"3n5i53jmsflo"uflq"aflu"3i@m3"ui

.ul,
(uiuqm®u   t"t!au`N@)

or.,
al        a,     6      a

(uiqflm@@i"m     it!@u`fl@)

giv     qr-
(uNa"flou@     it!@u`@evn5`)

tli8;6iun553jms

n55unl5

flssuni5

/  -c±   c£.&.f^..



-a:-

a:.a:.onnidifiVlitiu"m5VI°imia:ufluiodNuifid`ououifiod"5i@iifl5"`fl,"fll"ullu5"mi@3
VI°"-`ao¥@`"-3odi`t®tlng"iauo5mi(givia)@gm"o`d`uibfiou§nmufl°iuiufiMti""m5dQ

m5i@3m5"`iia3i@uffgu@flfloudil""@'"fiiaui#odiun"5io3ms"`fl.oufl"n5did"uii

uiui@uwmuq"@ovnu"8i@"i3Vlndiu"nis"Oaq"aM3tu'5.ufi@is"ini5iau05imai

®®mdm"§iau@"i(giv")Li@3/Vlio#Nafllufl¥qofow

a.a.dffL"@"i(nggr"iu)fl3m"@`guitlauuuiifiouitn@""o".VISoidoiaflni5iaouafl"#iu

alsgmsl®ihoufl°i"t®utal@idoulru

a:.a.a n5diifluuifim"@`ifiugnuifiQ"Vlflfi  to -g @qfl"ai€uaifeqfiL@nai5iiafl€iifi53uumiLfiu

ii@3@Orfld{uii@u  cold  chain  system  dt®"ou"5§"m"auntn"6m`  Good  Storage  Practice

(GSP)  11@3  Good  Distribution  Practice  (GDP)

6:.b i@flai55u|

nsfilfluuldm"oqa3alubl@g/VI3oi@o@i¢houlfllMgra°"ifl"diuw@m5finftyifl"fl"Ov"a-i

mi@3@"Lia3/Vlfoiso"lu#iVI°i@3@"ofi€ifl5ufl""iL@3a@flfl@"@`nuuioflai5n°ifluuui

ck.chSiauo5im(giviu)§uu@ulVI"unian#guou.ih@ufliun°"ufl

a.ch.©n5diw@nisdtlm5i@3ifl5"`uifl"@im5tt5"ifliams`ni5ii"u`tali@uwmuan"s§iu

"or@no"ufl

a:.ch.bmdiNamfl-"m`tliflfi®fl"Qni3unifiufiu@""@"a"tfltldiu-miuflougnsstlmso"isii@gui

lualiqii@iayo`@u"uOuui@3@"@@3ayiu

a.ch.onmdi"utlou.Vlifi"fl"@"amfl-"`uifl"domdqNadotlsgaMSN@ii@3fl"Uaoflfi-adofftliud

[#guul

fl"3flsi5ajm5fl°ivmflfl"@®nuou3i@"i3qioatli

tlL-
tu"`fl"evu  t"#@u,N@,

(ui`aiia@mu"`    it!au`fl@)

tl596iuniioumi

n55oufiii

•.........6L~.....n55"m5

(uNai"fl3J@    itl@u`th5`)


