
bo Svifiii bi^^bo wvri'Mna'i oij.mo a. a-t <ib.no v.

SamTaanjn^na ^^iBna^J ^ b m a^-ifiia tan vra ait n^

yqj
toj wji(jaH|{)jnB^B ^ na i^ u wuaa Sift

nvi^aijna' (e-Govemment   Procurement  :  e-GP]

aa n ^i^ lAwma ifo^ a^auB tfBiw nij

.  nnntia

i^̂ u fivl h numina ili an^S t̂ ojauwl iij a^mTun n i^b  ̂b^amtTunntJ

alii^ nw b ̂  ̂  niiA

i

a.aflibercept ? mg/si mL

soLutiori for injection

b.ranibizumab ^o mg/s> mL

solution for injection

2aTOiautiiniWB

b. lbiiiiuw 'flfinj

m. lii lSuhS watJ w*Ujiiii^i)j rPumi wh tjil a ta ua
tltEina^i^ti tu i^iJ^ErnniJiEm^^nmai^nvi 'sa^na vi

Tn nnatin*iixi6i iuTu nntJ wma •iianSia nvi raun^fl^^ij

a; . 1iiit5u^lfl?uisn^avtiBHnuflii iTu ^a
f^j^^i^'i'iv'aa Ea^sa^na ^untiiiKi^ niiu

no* ihsmfmm€aniuBfiiJHj5an^anLiviiS vnn/u b
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to.s!  HiaijHiifiV... ls

(^^)   m ™ran^ rni uii^ ifu^fn a ti ^ ^ Liiu3
htjtjij ty^ ia na ti vl m ^tiHlTluiEU u^ma wi^^ J m^ ij^ aa ta nni tfina

() Cty^iofian^^Tuvl 

(to)  \jtyti8fian7shijvl is

^iitj^'a^vnJ^Efi^^Ti^i'iBLan'B^atjn ^^\^ nan

i sit ^ alTUjtJtyihitjira ^^ ^ tuna w in^ mi it

Hiain'i^u^vfl^ij

ituulu tau b^i m^̂  ri i nuaiiltrssLiufi ^ a^B a^ a n ̂ n fi^fl ^ a i la

^iib^W iiiuuitiHiuuiriBii liii^utiBtLfiiin   ^
jj Btuah wus tarn s^^a nuii riivtufllilu ib na^J wnw^fn ^ 8*f) e ii s\l 7B m a n an a ta nvi raCnaoOtJU ^^ bij

B-J^Tlii  nl Small ta*bo

afi"ttjiiniiiJisinain^tj ^in'BliJusEJfrii "mai* Sfminh

^BiSianTi^^Cfia ^^^sun'^ ^^

^. aflibercept ^o rng/a mL^iiiiu

solution for injection

fc. ranibizumab sio mg/oo mLBTUTU

solution for injection



(sf)   Lanan^iTOiiflii/.. .t

^^^cynva4 rn^ l^n^nuan ^n mnij m\J w Wmh sma^ a^ w ^nn an na sin n ^aivi Sa n^nii an^ln alfl i^ iiij ^^a
lflS Sl^ vi1a^nufln^]nLlfli^u^^^i^flfla tiiiliiianai f̂lnuiiisij In

^a'̂ nn^ wS^nun^flTuf^u (anS) ^^au^u^a^^nL

(d) vj^wi^nfwin1a^j^iJinuvinK^^nfwi1viaa^'iiijn

a vni^aaalaiu^auB ijEy^naTOf^^'iunni^winn^ ^iJa'nunaanu^u

sibTvieJ (tnS) •nsau^uia^^nLin^n^a^
(in)  Inrî tUHiaua^nan îujfl^̂

^aaant^lii is anu ^

^inufi

yqi n an a ^n a i^u ^uan Sin

vi aana ^^g iiaa j qphi b?ij ri a^h alii tin S a ^ ^j n
te.^̂     f̂lpia^Bijwijnnavl^s!

^^^ia^BUaatanvi^aijna (e-Government Procur



DB^ tin afiibercept s!o m^ / a ml solution for injection, eji ranibi^umab ^om^ / a mi. solution for

injection iTjvifauni^Laus'ii^ivn^tsuu^^^aB^^ai^n'ifltti^itjai&inYi'iounfi Lvretltsnaunn^tisn^tun

tra nsnufl ̂  n am^n^u a s b\i i^^ma na i^ ti a wh n n m t

anti^tinfl^i^nsanviuuulvi^̂ ^ntfln i^nnttlu^nLun^iJdiEias^'a^fiJta^anLU'inn^aj

In aw2 B^Tn^viiuS nt ^ u^ uuS tj Rfl a ^ i na tus n ttu n i^fi^n i wn wa m^il ^ sm an a n a i^ nvn a w a B a in u

tJt^a^nastiQ^i^fuauuLL^^^̂ n^an ^Laua^ipn^^^io^uni'iUinjtJiinlvinnjsn^tajfiTj^^ntunnannttJtsn^^tin^
ai^nvneuns^imsiaaiu™'tu m ^u

fj liiinu mo tu v

i '5TBi)tsflia>jnaa

^a^i^iuain'iviii^iLU'jim'UiuBan^i mo tiu uuiK^̂ T

m1ll|iJlltl 1u PDF File (Portable Document Format)

ar .to     Hi^ua'jifniiKwB^iaiJO^i^^iivliiwiJtn^i uasia'ua'jnmifia^^mi .SaT'E^uia

^n^iflf^niuBilinM^i^na enuuuuiuifa a.b (fa)  InejUJwa^ilt^tjItjitJituu PDF File (Portable Docu

Format)

fe.s>)   t^iuituMEiuau^ntiha vitasjtuie^a'iLU'irmnB^

feW !^iuTturisLi]BUjnw|afhi^̂ jj (thiJ) w^su^u^a^iiin^nfia^
fel  "UfyflLanaTiHiiJTl s> wmi^lfitiuYi^fTunntiauatn^̂ ^TOtsuutf̂ ^B

nmaiinafnjJlimj^iB e>.b (W'ifla'Ui^MUUvlujlJlLWJ PDF File (Portable Documen

m.ta    ff^uii ta ath^aBnamanaTO^rialiJij

(a)  L L BW*nafiitasviBLm^^iJ^Ejn'i^asLBeiflB[ija'ni!(iJsLa*ns biuiib ul^hl



rniiJiKiiJuaniJiEaTiSnn^^ainen uaE^E^̂ ^ninn^nn n ana an ami

it.to    tunniwanitunwausnniauifaiaija aiunflnniasHvi^ninsu^ani\JisiJuan

(Price Performance) taBfianituntviaBUUUMnijilaaaiiianiitiBiInviunTlnnvlua S^u

si.^ (to) LL^^atu*nmjn
a^aanu^ai^iauanannaiTuaanannnn^iiluwiaua^nan uasnmasfianttunaitn^^laua^n^naindmiilu^

^^^^nu inuua'atu^n^'^^nn^^̂ ^n^iunNafinii^^EfnanaiBLanvi^Buna^^'iu^i^al^innwiaua^nennauuiilu^vi

WanunuS aii^uiJ ^tamjaafn ^ a n^tun aa ̂ ^n^ nm uasSlaiil u^^ î utvS nm nis^ n ^ft ntini
it.a  i^iauananasaa^il̂ ijili  ^^i

()  "dgijfi a nu waul^ tii s ijt^luio n a n 11I1 s m ana n a la n^ launa
(to)   inm^laueas^fa^iilunnnvinuflnftjaehifiw uaE/nBaui (anS) nil

fhWiB^nJwW*]Bii*j
(01)  ^iauananaE^a^a-JTiKiuauiwaiiin^fiiKuiunniiauainfln anuTU nan vl

nnvrua
(â   vhii^iauainanpaunniiauaiian

( ct)   wiauanananini na nwi uasinn anu innt^luiruu ua en 5 n n na ua n an Si a

lltl.sprocuiement.go.tln

una Iutuvi bo Sinew bitbo wvrin^nan od.mo u. pi sib.mo u.

ujawurinvtua n an a^^^a unit uas Lauan an nai a1S fij la n an^ m^ u^fla laua ua s m ^

aai^fl^^^
afUKfiiw n^fianunw a n n ^iJ^ s m an ana la n^ rafin a a s an i^unn^ a ^a aaua tuauija

ae^iauananuaasnan i^^^^iauanan^SwaiJ^ttjfliJi'MimjflijiSiauanannBBii anu^a .(ml tu tu

ian a^il^ s ma^ifl i a iS nvi^ ai] n a w viu^ la an aufias^ naauilai

aia na^^ilna

^.^ ^iauamena^aa^ir^̂ SiaEJi^na^^aa^iaua ^u^u to ^u^EitnianiuTi Taa^

flnmauiJissmjnn (fnS) riitii/luiafi EniSnEJ majia^Janiji'uian^TiTiaflEMiiiBiiniriiia
^aiuii to rfial^^wiian'iviaaBfliiatbsnaijmiwniEun luiui^ bm Suiau bioo i

. o^ ^fa.mo u. tu mJiB^iuui^ofiiiij sn-njuri'tiiiTCinsin^i



nfl n ^̂ uw ail isIejiiijii >j itu ^^uw taiiai i ^ni n a Sit nt iuiI i s mfl t)i b m bi n n

^

ip ^rPii^^E^^niiui th^ Lvlatlislamj^a-ivn^niiniiiilu

a-inmi^pauDB^ niwiiluipainp ^tmanpn^Eiianiaj riniaavn^lai BW ^ji^nm >^e

m itJi b ni an m a ia nifl ib^ n a ^as a^tvi l^iaviainmiSu w vi ^u Ijiinas iflu m Lau anaivflpru

(m)  iau an aas ia e i ^ itw n a^iilin n wauiiivl mvu

^ t^ nmaii n^fi ifluai w anmu vtiaS msiii^ inflflTiuipnJ iau ifl a Ji ejb uri^ im

^^y^ arnhsnifl n m a lanvi^ au na
vn suu m^OTt ̂ i^ n ̂ ^ a a Lan^ ailna H181J fy5n i^a w^ata n an^i^w m^^ an aianm aii n^Ti^ •] su^ m^

i^nilau VTOH^n^ti^'inwbij^iitia^tanan^tJ^^fti^nBn^(JimJ^sn^B^fi'iB 1anvi^aijnalya-)ijii0l'ii

i*1unuvivi^'nw'ii 'SiiiTiiL^linJ'isi[aiiiiw'Bn™iviiuu

.to.s> namiwiian pa afl ibercept ^o mg/a mL so^ution for injection

() iiaivkauarifn (fliuiJivtan)  trfflwijTiiiifuvhnijiaEias  sto

(to)  njfnimuii!!PjEijawijiSvliiJwJ - 5Sila^jriBvnnflnTj (piinh

vian] lin^ijfiivinffufBfjas  bo

<to.b nanu^nisui pa ranibi^umab bo mg/si mL soLution for injectio

(a]  npniiiaiJBi'ifii (fhinJi^an]   mMUPilTmlniviinu^^da^  so

(to)  flw^nviuasPwauijOTiL̂ ^whŝ nuwaYn-rarm (n-an-J -s

vian) n'twufliin^iinLrinmiiBiiaB  bo

tm  ^nnwlaua^nHn^^tjifiu^tufiwij^lii^nns^̂ Miwifa to visSuuBfi^ynTjouiiBia
fe     auuflannjaiii^nJiB^i^fe s: uai fl(usnii)jfni3fi^n^{unwafnii



i uXn ̂ i^ t̂p ^ ^n i zriii^ ria ins nini^ru aniSi hu HniSsnBan n w n
^\JWU1(U/...i

J^^UEBIl

aiaa^iaiSaa (^nial i^nsiniia^niniunuai^&yiaintiiiEh

^^.    a^fi-nJ?n
finJiiffli^uiniaiyqiiiiBinaTO o liffifitiiBanieaBK o.bo h

ti.    m^^ijiJisniia^aii^^fliiaviia^

^uiiErn^iliEaifinfliBi^nviiaiJa^ 5-il^niiiawaajLBiiwJiaa

injua-nEijiuifa m.m uaiiifiniiS aEfia^5iji)iiErviifl^iii "̂TjsijnviiB^^a-ia^'UBavioi

lEEjELiaiiiiiiafja^i s, i3 fa isiau uuffnanaTuvi^^aii

US^iSiunulu si* in wanaiaTii^lfii'mi^-ia'nim'iiai

na ^niua sen i

ill e m an an aianyiiau na ^sii a^ ni m^cijiif aina anil ii

an n '̂niilniii aa  ̂nasasfffl ̂ twhb mJ Wfru^^y ty i iilna

a la nn lann^lfllvirii uanf\ ai 'slvi Ti niEi^^^j lyn l^ ejKvi

Lna ^ funniaiJB fi m e^i^ ivism ^i ivni i mi o ri i^ n m i ̂ in ^

fiiiiiijaiVtiJuEnaELBiJiJiE'LBiujL L HTn^iiiifniBai^B^ ilB^aiEvmiiiaiiiia a a

nius e ^ ^iians jlvmwiau an n



elvi ei ifiua^j iia!n ininlwuini^Tunulawiuvl ^̂uufl^inm^nTsvi^mawjiainJis



Conforms to referer

e in color than reference solutNot mj. Color

n.  pH

t. Identification test by

Western blot

t. Total protein content

x Potency by cell based

bioassay

. Appearancen^ltiHTiiaiJivi^Ei^^u Finished product specification

-Not greater than turbidity standard II I

-Essentially free from visible particulates

iuwa^ •^tiwupiana lanrinan u

^ ^i inBii^n(™tlfltnEna>i n

ail^iffinn L

Aflibercept ^^iJiiiiuti'ii o mg tu^n^^tn^ ^imi\jSitf'nJnt|un') m m

Aftibercept a^o m^/m! Injectio

l Aflibercept a^o mg/mt Injection



rt. Purity

-SDS-PageAflibercept main band >/= old % total band are^

(Reduced Coomassie)

-SDS-Page

(Non- reduced Coomassie)

•% non - reduced< /^ d%

band si (NRm)

-Purify by Size Exclusion HPLC

•% main peakAflibercept main peak >/= ct^^.d % total peak are

•% aggregatre< /= te.d% aggregate

-isoelectr ic focusing

•ProfilePrinicpal band (m-iri fo test article correspond in

Posit ion to principal band (ai-sf) of the reference

standard

•Total area ofTotal area of bands m-rt >/= cisi%

a. isoaspartate assay.</= o.md mol isoaspartate/mol Aflibercept

of. Endotoxins content</= o.a: EU/ml

mo.Particulate Matter

•>/= mo pm</= teooo part icles/container

•>/= ted pm</= teoo part icles/container

mm. Steril ityn^^riiMUj^if Tjlu USP, EP requirements

mte.  Extractable volume>/= o.m ml



NBfill^i^B^imisW^tlniaHSfl/KU1l€^MSa (Certificate of analysis)  i

^l (G^P ti^a GMP/PICs) ^u

to.b fi^tuvinJiitiiu^iiihaifi^^^utiElvia ^HaaaB^ua'iitJhjnvrmavnj^aa^Ti^B^uniri^

tia^miiviafiinnjiRBVi^ilum^HaBiiatil^siMa^wawviiB Certificate pharmace

product

1iB^nan^mini^^^liviEt^EiU (Finished product specification) n^^j^ag^swrM

wJamjiwJaiinlTiLfiui .iiu ^EflB^iiiiiJiana^^nniiaanliiinviJ'aii Finished produc



e>  siiiu^uaa^waim^^fi^T Long Term St

fiBiinjviBiOauinnfTji b tl

b vnna^fiiautijjliiaimiabu (Original!

(B ioequivalence)l

nan incn^ na ^uui

mviun

vi^tj in a itiiialulil ^uifli^n^*niELQvnEViiJ')a^^ii iii'iifn^aa^ii^viBlii^ua^Tnjirn^

taua^ifl n ai ̂  na na a^ Hin uaa s/vilaw a ^un ^riaii!

: Si.imnz^ia^ui.vm^ii-utn winanvwt'LTlnn^^nt^tfliii iaBrri^ t. iSau maujaifi^

n~n L e lau a^ nvinQa^J ^n ilia i rieu ni^va

iaSuaauH^aanian^tuiriaij t̂y^

]^



] trwmwam

^nunsiTJUuflnfijtn (via.to tiEioi.

n^tuvliuluantiHamtutJ 'SKmfllvia MintitT^

ir^ fuMiimanfj uat lanviHamliQcin^fm^u

jfluu^nnj^nj^fiu^^aj Finished product

3). Identification testmthu(nij^nlu Finished product specification

to. Assaysto.o • 01010.0% LA. of Ranibizumab

m. pHit.ki -.^

*. Osmolalitytooto-m^^^̂  mOsmol/kg

*. ParticuLate Mattermnati'nuwnuii^s^iu Finished product specification

b. Steril ity TestmTJatinumnun^sulu Finished product specification

M. Bacterial EndotoxinsNot More Than of.o EU/ml

a. Volume in ContainerNot Less Than o.bo ml

t la^visitiEnjmnfuHaii^^tfmi.^

nLesfivrni5^ith VT^ Jutn

Ranibizumab Fmu^̂ njwj mo

n Ranibizumab no mg/ml Injection

Ranibizumab mo m^/ml Injection



n m^^ EYiiMTj^a B^B^tiB^iBEJi^t^iyw^~iEJ^E^ia^a^Eniviuafi

^'si^^̂ ip^is'wuaEitluwTuS^WBurinW'iiibviinbiii 'a^l^fl'nOT^in^^siinnuiiv^ n^nj

ujiiBiliiivl^lilnunwan^susia*ns vniiB^n^nnm^iiBiH

na iifii tna na'niiBin8iia n/wia mj a ^iu?arialiJ

n ti a iBEiflt^mu a^un iuiifiiwiitilijvh^ia tuaaiSi mltJiin ̂  mt

mj^tu^iiN Ena^jB^
B^itiaatiiiJoan'in me; iSau w

u (Raw material) • na-w'*jinEh prEyvflfllufn ^wa wtfuvi

^ wa a in lias mw BOTBaSu

^ia^iJ^ELVi^^hsm^^a Certificate pharmaceutical

^nitnmwi in is nan^ wantnusn a^tnvlia^sii^

w (Certrficate of analysis] TuuTJuî ^H

n^nJEi^ (GMP n1a GMP/PiCs) luv

iBiilBU (Finished product specification) nrnmBBisiriiarm

LiiaEiTJuiia^iinlTii^ii^ii tiE^aiL LuuiBna'i^fnii^BunltJ WiTiifojj Finished product

specification



(B ioequival
•aahinn

minjfl

Lon^ Term Stabil ity

mila'i riaumvma

. ^meiSueisutuuvs^


