®

B
EYLEA® BAYER
aflibercept E

Package Leaflet: Information for the patient
Eylea 40 mg/mL solution for injection in a vial
aflibercept

Read all of this leaflet carefully before you are given this medicine because it contains important

information for you.

» Keep this leaflet. You may need to read it again.

» If you have any further questions, ask your doctor.

» If you get any side effects, talk to your doctor. This includes any possible side effects not listed in this
leaflet. See section 4.

What is in this leaflet

1. What Eyleais and what it is used for

2. What you need to know before you are given Eylea
3. How you will be given Eylea

4. Possible side effects

5. Howtostore Eylea

6.  Contents of the pack and other information

1. WHAT EYLEA IS AND WHAT IT IS USED FOR

Eylea is a solution which is injected into the eye to treat eye conditions in adults called

» neovascular (wet) age-related macular degeneration (wet AMD),

» impaired vision due to macular oedema secondary to retinal vein occlusion (branch RVO (BRVO) or central
RVO (CRVO)),

» impaired vision due to diabetic macular oedema (DME).

» impaired vision due to myopic choroidal neovascularisation (myopic CNV).

Aflibercept, the active substance in Eylea, blocks the activity of a group of factors, known as Vascular

Endothelial Growth Factor A (VEGF-A) and Placental Growth Factor (PLGF). In patients with wet AMD and myopic

CNV, these factors, in excess, are involved in the abnormal formation of new blood vessels in the eye. These new

blood vessels can cause the leak of blood components into the eye and eventual damage to tissues in the eye

responsible for vision. In patients with CRVO, a blockage occurs in the main blood vessel that transports blood

away from the retina. VEGF levels are elevated in response causing the leakage of fluid into the retina and

thereby causing a swelling of the macula, (the portion of the retina responsible for fine vision), which is called

macular oedema. When the macula swells with fluid, central vision becomes blurry.

In patients with BRVO, one or more branches of the main blood vessel that transports blood away from the

retina is blocked. VEGF levels are elevated in response causing the leakage of fluid into the retina and thereby

causing macular oedema.

Diabetic macular oedema is a swelling of the retina occurring in patients with diabetes due to leaking of fluid

from blood vessels within the macula. The macula is the portion of retina responsible for fine vision. When the

macula swells with fluid, central vision becomes blurry.

Eylea has been shown to stop the growth of new abnormal blood vessels in the eye which often leak fluid or

bleed. Eylea can help to stabilise, and in many cases, improve the vision loss related to wet AMD, CRVO, BRVO,

DME and myopic CNV.

2. WHAT YOU NEED TO KNOW BEFORE YOU ARE GIVEN EYLEA

You will not be given Eylea:

» if you are allergic to aflibercept or any of the other ingredients of this medicine (listed in section 6)

» if you have an active or suspected infection in or around the eye (ocular or periocular infection)

» if you have severe inflammation of the eye (indicated by pain or redness)

Warnings and precautions

Talk to your doctor before you are given Eylea:

» if you have glaucoma.

» if you have a history of seeing flashes of light or floaters and if you have a sudden increase of size and
number of floaters.

» if surgery was performed or is planned on your eye within the previous or next four weeks.

» if you have a severe form of CRVO or BRVO (ischaemic CRVO or BRVO), treatment with Eylea is not
recommended.

Furthermore, it is important for you to know that

» the safety and efficacy of Eylea when administered to both eyes at the same time have not been studied
and if used in this way may lead to an increased risk of experiencing side effects.

» injections with Eylea may cause an increase in eye pressure (intraocular pressure) in some patients within
60 minutes of the injection. Your doctor will monitor this after each injection.

» if you develop an infection or inflammation inside the eye (endophthalmitis) or other complications, you
may have eye pain or increased discomfort, worsening eye redness, blurred or decreased vision, and
increased sensitivity to light. It is important to have any symptoms diagnosed and treated as soon as
possible.

» your doctor will check whether you have other risk factors that may increase the chance of a tear or
detachment of one of the layers at the back of the eye (retinal detachment or tear, and retinal pigment
epithelial detachment or tear), in which case Eylea must be given with caution.

» Eylea should not be used in pregnancy unless the potential benefit outweighs the potential risk to the
unborn child.

» women of childbearing potential have to use effective contraception during treatment and for at least
three further months after the last injection of Eylea.

The systemic use of VEGF inhibitors, substances similar to those contained in Eylea, is potentially related to the

risk of blood clots blocking blood vessels (arterial thromboembolic events) which may lead to heart attack or

stroke.

There is a theoretical risk of such events following injection of Eylea into the eye. There are limited data on

safety in treating patients with CRVO, BRVO, DME and myopic CNV who have had a stroke or a mini-stroke

(transient ischaemic attack) or a heart attack within the last 6 months. If any of these apply to you, Eylea will

be given with caution.

There is only limited experience in the treatment of

P patients with DME due to type | diabetes.

» diabetics with very high average blood sugar values (HbAlc over 12%).

» diabetics with an eye disease caused by diabetes called proliferative diabetic retinopathy.

There is no experience in the treatment of

patients with acute infections.

patients with other eye conditions such as a detachment of the retina or a hole in the macula.

diabetics with uncontrolled high blood pressure.

non-Asian patients with myopic CNV.

patients previously treated for myopic CNV.

patients with damage outside the central part of the macula (extrafoveal lesions) for myopic CNV.

If any of the above applies to you, your doctor will consider this lack of information when treating you with

Eylea.

Children and adolescents

The use of Eylea in children or adolescents under 18 has not been studied because wet AMD, CRVO, BRVO, DME

and myopic CNV occur mainly in adults. Therefore, its use in this age group is not relevant.

Other medicines and Eylea

Tell your doctor if you are using, have recently used or might use any other medicines.

Pregnancy and breast-feeding

» Women of childbearing potential have to use effective contraception during treatment and for at least
three further months after the last injection of Eylea.

» There s no experience of using Eylea in pregnant women. Eylea should not be used during pregnancy
unless the potential benefit outweighs the potential risk to the unborn child. If you are pregnant or
planning to become pregnant, discuss this with your doctor before treatment with Eylea.

» Eyleais not recommended during breast-feeding as it is not known whether Eylea passes into human milk.
Ask your doctor for advice before starting Eylea treatment.

Driving and using machines

After your injection with Eylea, you may experience some temporary visual disturbances. Do not drive or use

machines as long as these last.

Important information about some of the ingredients of Eylea

This medicine contains less than 1 mmol sodium (23 mg) per dosage unit, that is to say essentially 'sodium-

free.

3. HOW YOU WILL BE GIVEN EYLEA

A doctor experienced in giving eye injections will inject Eylea into your eye under aseptic (clean and sterile)
conditions.

The recommended dose is 2 mg aflibercept (0.05 mL).

Eylea is given as an injection into your eye (intravitreal injection).

Before the injection your doctor will use a disinfectant eyewash to clean your eye carefully to prevent infection.
Your doctor will also give you a local anaesthetic to reduce or prevent any pain you might have with the
injection.

wet AMD

Patients with wet AMD will be treated with one injection per month for three consecutive doses, followed by
another injection after a further two months.

Your doctor will then decide whether the treatment interval between injections may be kept at every two
months or be gradually extended in 2- or 4-weekly intervals if your condition has been stable. If your condition
worsens, the interval between injections can be shortened.

Unless you experience any problems or are advised differently by your doctor, there is no need for you to see
your doctor between the injections.

Macular oedema secondary to RVO (branch RVO or central RV0)

Your doctor will determine the most appropriate treatment schedule for you. You will start your treatment with
a series of monthly Eylea injections.

The interval between two injections should not be shorter than one month.

Your doctor may decide to stop treatment with Eylea, if you are not benefiting from continued treatment.

Your treatment will continue with monthly injections until your condition is stable. Three or more monthly
injections may be needed.

Your doctor will monitor your response to treatment and may continue your treatment by gradually increasing
the interval between your injections to maintain a stable condition. If your condition starts to worsen with a
longer treatment interval, your doctor will shorten the interval accordingly.

Based on your response to treatment your doctor will decide on the schedule for follow up examinations and
treatments.

Diabetic macular oedema (DME)

Patients with DME will be treated with one injection per month for the first five consecutive doses followed by
one injection every two months thereafter.

Treatment interval may be kept at every two months or adjusted to your condition, based on your doctor’s
examination. Your doctor will decide on the schedule for follow up examinations.

Your doctor may decide to stop treatment with Eylea if it is determined that you are not benefiting from
continued treatment.

Myopic CNV

Patients with myopic CNV will be treated with one single injection. You will receive further injections only if your
doctor’s examinations reveal that your condition has not improved.

The interval between two injections should not be shorter than one month.

If your condition goes away and then comes back, your doctor may re-start the treatment.

Your doctor will decide on the schedule for follow up examinations.

If a dose of Eylea is missed

Make a new appointment for an examination and injection.

Stopping treatment with Eylea

Consult your doctor before stopping the treatment.

If you have any further questions on the use of this medicine, ask your doctor.

4. POSSIBLE SIDE EFFECTS

Like all medicines, this medicine can cause side effects, although not everybody gets them.
Allergic reactions (hypersensitivity) could potentially occur. These may be serious and require that you
contact your doctor immediately.
With administration of Eylea, there may be some side effects affecting the eyes which are due to the injection
procedure. Some of these may be serious and include blindness, a serious infection or inflammation inside
the eye (endophthalmitis), detachment, tear or bleeding of the light-sensitive layer at the back of the eye
(retinal detachment or tear), clouding of the lens (cataract), bleeding in the eye (vitreous haemorrhage),
detachment of the gel-like substance inside the eye from the retina (vitreous detachment) and increase
of pressure inside the eye, see section 2. These serious side effects affecting the eyes occurred in less than 1in
1,900 injections in clinical studies.
If you experience a sudden decrease in vision, or an increase in pain and redness in your eye after your injection,
contact your doctor immediately.
List of side effects reported:
The following is a list of the side effects reported to be possibly related to the injection procedure or to the
medicine. Please do not get alarmed, you might not experience any of these. Always discuss any suspected side
effects with your doctor.
Very common side effects (may affect more than 1in 10 people):
» deterioration of eyesight
» bleeding in the back of the eye (retinal haemorrhage)
» bloodshot eye caused by bleeding from small blood vessels in the outer
layers of the eye
» eyepain
Common side effects (may affect up to 1in 10 people):
» detachment or tear of one of the layers in the back of the eye, resulting in
flashes of light with floaters sometimes progressing to a loss of vision
(retinal pigment epithelial tear* / detachment, retinal detachment/tear)
degeneration of the retina (causing disturbed vision)
bleeding in the eye (vitreous haemorrhage)
certain forms of clouding of the lens (cataract)
damage to the front layer of the eyeball (the cornea)
increase in eye pressure
moving spots in vision (floaters)
detachment of the gel-like substance inside the eye from the retina
(vitreous detachment, resulting in flashes of light with floaters)
a feeling of having something in the eye
increased tear production
swelling of the eyelid
bleeding at the injection site
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» redness of the eye
* Conditions known to be associated with wet AMD; observed in wet AMD patients only.
Uncommon side effects (may affect up to 1in 100 people):
» allergic reactions (hypersensitivity) **
» serious inflammation or infection inside the eye (endophthalmitis)
» inflammation in the iris or other parts of the eye (iritis, uveitis, iridocyclitis, anterior chamber flare)
» abnormal sensation in the eye
» eyelid irritation
» swelling of the front layer of the eyeball (cornea)
**Allergic reactions like rash, itching (pruritus), hives (urticaria), and a few cases of severe allergy
(anaphylactic/anaphylactoid) reactions were reported
Rare side effects (may affect up to 1in 1,000 peaple):
» blindness
» clouding of the lens due to injury (traumatic cataract),
» inflammation of the gel-like substance inside the eye
» pusintheeye
In the clinical trials, there was an increased incidence of bleeding from small blood vessels in the outer layers of
the eye (conjunctival haemorrhage) in patients with wet AMD receiving blood thinners. This increased incidence
was comparable between patients treated with ranibizumab and Eylea.
The systemic use of VEGF inhibitors, substances similar to those contained in Eylea, is potentially related to the
risk of blood clots blocking blood vessels (arterial thromboembolic events) which may lead to heart attack or
stroke. There is a theoretical risk of such events following injection of Eylea into the eye.
As with all therapeutic proteins, there is a possibility for an immune reaction (formation of antibodies) with
Eylea.
Reporting of side effects
If you get any side effects, talk to your doctor. This includes any possible side effects not listed in this leaflet. By
reporting side effects, you can help provide more information on the safety of this medicine.

To report any side effect(s):

Egypt:

Egyptian Pharmaceutical Vigilance Centre
Hotline: 15301

Email: pv.followup@edaegypt.gov.eg
Website: www.edaegypt.gov.eg

Saudi Arabia:

The National Pharmacovigilance Centre (NPC)
SFDA Call Center: 19999

E-mail: npc.drug@sfda.gov.sa

Website: https://ade.sfda.gov.sa

Oman:

Tel: +968 - 2444 1999

Fax: +968 - 24602287

Email: pharma-vigil@moh.gov.om
Website: www.moh.gov.om

United Arab Emirates (UAE):
Pharmacovigilance & Medical Device section
Tel: 80011111/

+97142301000
Email: py@mohap.gov.ae
Website: www.mohap.gov.ae
P.0.Box 1853 Dubai

Other Countries:
Please contact the relevant competent authority

Jordan:

Tel: +962-6-5632000

JFDA email : jpc@jfda.jo

JFDA website: www.jfda.jo
http://primaryreporting.who-umc.org/J0
Kuwait:

Drug &Food Control, Ministry of Health
Tel.: +965-24811532

Fax: +965-24811507

Email : Adr_reporting@moh.gov.kw
Website: http://eservices.moh.gov.kw/SPCMS/
DrugCmp.aspx

5. HOW TO STORE EYLEA

Keep this medicine out of the sight and reach of children.

Do not use this medicine after the expiry date which is stated on the carton and label after EXP. The expiry
date refers to the last day of that month.

Store in a refrigerator (2°C - 8°C). Do not freeze.

The unopened vial may be stored outside the refrigerator below 25° C for up to 24 hours.

Store in the original package in order to protect from light.

Do not throw away any medicines via wastewater or household waste. Ask your pharmacist how to throw
away any medicines you no longer use. These measures will help protect the environment.

6. CONTENTS OF THE PACK AND OTHER INFORMATION

What Eylea contains

» The active substance is: aflibercept. One vial contains an extractable volume of at least 0.1 mL, equivalent
to at least 4 mg aflibercept. One vial delivers a dose of 2 mg aflibercept in 0.05 mL.

» The other ingredients are: polysorbate 20 (E 432), sodium dihydrogen phosphate monohydrate (for pH
adjustment), disodium hydrogen phosphate heptahydrate (for pH adjustment), sodium chloride, sucrose,
water for injections.

What Eylea looks like and contents of the pack

Eylea is a solution for injection (injection) in a vial. The solution is colourless to pale yellow.

Pack size of 1 vial + 1 filter needle.

Manufacturer

Bulk manufacturer

Regeneron Pharmaceuticals Inc

81 Columbia Turnpike RENSSELAER NEW YORK 12144 United States

Final Release

Bayer AG

MiillerstraRe 178

13353 Berlin, Germany.

Marketing Authorisation Holder

Bayer AG

Kaiser-Wilhelm-Allee 1

51368 Leverkusen, Germany.

This leaflet was last revised in November 2022.
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This is a medicament

» Amedicament is a product which affects your health and its consumption contrary to instructions is
dangerous for you.

Follow strictly the doctor’s prescription, the method of use and the instructions of the pharmacist who
sold the medicament.

The doctor and the pharmacist are experts in medicine, its benefits and risks.

Do not by yourself interrupt the period of treatment prescribed.

Do not repeat the same prescription without consulting your doctor.
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Keep medicament out of reach of children

Council of Arab Health Ministers
Union of Arab Pharmacists

The following information is intended for healthcare professionals only:

The vial should only be used for the treatment of a single eye.

The vial contains more than the recommended dose of 2 mg aflibercept (equivalent to 0.05 mL). The excess
volume must be discarded prior to administration.

The solution should be inspected visually for any foreign particulate matter and/or discolouration or any
variation in physical appearance prior to administration. In the event of either being observed, discard the
medicinal product.

The unopened vial may be stored outside the refrigerator below 25°C for up to 24 hours. After opening the vial,
proceed under aseptic conditions.

For the intravitreal injection, a 30 G x Y2 inch injection needle should be used.

Instructions for use of vial:

1. Remove the plastic cap and disinfect the outer part of the rubber
stopper of the vial.

2. Attach the 18 G, 5-micron filter needle supplied in the carton to a
1 mL sterile Luer-lock syringe.

3. Pushthe filter needle into the centre of the vial stopper until the needle is completely inserted into the
vial and the tip touches the bottom or bottom edge of the vial.

4. Using aseptic technique withdraw all of the Eylea vial contents into the syringe, keeping the vial in an
upright position, slightly inclined to ease complete withdrawal. To deter the introduction of air, ensure
the bevel of the filter needle is submerged into the liquid. Continue to tilt the vial during withdrawal
keeping the bevel of the filter needle submerged in the liquid.

5. Ensure that the plunger rod is drawn sufficiently back when emptying the vial in order to completely
empty the filter needle.

6. Remove the filter needle and properly dispose of it.
Note: Filter needle is not to be used for intravitreal injection.

7. Using aseptic technique, firmly twist a 30 G x %2 inch injection
needle onto the Luer-lock syringe tip.

8. Holding the syringe with the needle pointing up, check the syringe
for bubbles.
If there are bubbles, gently tap the syringe with your finger until
the bubbles rise to the top.

9. Eliminate all bubbles and expel excess medicinal product by slowly depressing the plunger so that the
flat plunger edge aligns with the line that marks 0.05 mL on the syringe.

Solution after expelling
air bubbles and excess
drug

Dosing Line
for 0.05 ml

L.\ Flat Plunger Edge

10. Thevialis for single use only. Extraction of multiple doses from a single vial may increase the risk of
contamination and subsequent infection.
Any unused medicinal product or waste material should be disposed of in accordance with local

requirements
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material-no.: 89899591
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client: 0021,GV15

dimension: 210 x 594 mm

Restricted Document

version: 24.05.2023/02



89899591_02.indd 2

ool gl Baly

ol pad P97

0ad) ghen b By

oeadl lrast

Wet AMD cgusd unpe sod hadé Lgatasde ¢ Wet AMD go dlase Lgil gy2e dlls

{opasdy 1oe ) I s o Lol <) Arilads gl duils G

> (6adly dewbiws) dewlis oelas

(oeadl dlao ol Clgal) peall J5is byplas s9ae of wilgsll €

Aokl byndl gags agll udl olgill dsiall Glgdll) peall oo 3 slial of peall dsis S5 Glgal o
i T

el b pends i e 4

osidl g5

(auyall) peall dlal deolo¥l dickll 4 py05 €

Bl Al S¥Ls o Juld sacy (il ASH) gald) ikl Jio dewbadl cdlelis e £M¥T 2 %

Sl s o Bl 5 Se) Byl dudils 4L

2 T d

(dgyud) peadl dosuo e BU dawasll cies 4

sendl g5l dvadls anill sl wlgsll

seall b aan o

ol o dayld) clidall oS bl digosdl dicg¥l o i Ggas b baly Ilis wilS Al cylaall S

Blo¥l b Bl ede wilS pull Ugiws baby cows dgols psdley pudll Wet AMD npe st (Lesalll Gi33)

Lbb g Glagresily lpdoe cuidl uinyll oo dgaline

Lgagions il st ABLe slgo Lo soid S0l 5 alS eudl Lo Joss 30l VEGF alaat ,q.h.....l! plasiaw¥l

Le (dggos ddaly ey oyl sl @¥ls) dygosd] duco¥l ol Lk bl dlaio 0955 of Jeisw LL

oenll 6 Ll pds asy ¥ oke Jio digas oo ylolse s Lyt dciles diSw gl dueld digs ] gops B

Lbi go (Bshina plusl 5095) elia Jelds digad dilSol dlis drpdall clisgll grer zo JU 4o LoS

‘ Lol 6¥1 e gt

o oS Bl 0ds b 8)9Sie st dlaise dusile LT o Jonti fin clids gl deils T sl cliba) 7 13

Al ¥ e @bl Godb e glaadl in Aot Jo> wloplell o syie suded e acbus

(TAAAA

(mssh Veee

sl ol ¥l e £

:dgagaasd]

gl Laaill Sibagll 1S,
19444 glglfy liell dolslf Aiiglf JLasl 3Sye
npc.drug @sfda.gov.sa oSl syl
https://ade.sfda.gov.sa :-s,SI¥l gisll

sbacsnill duspedl il yLoX

dndall 539Xy Lilgall 1aaul gaud
V) = £TF ) /AN ails
PV@MOohap.gov.ae :sg,iS¥1 syl
WWW.Mohap.gov.ae :ig,:SI¥| 2doll
o W e

yles didaliw 1 g5

+41A — 7£££)444 sasls Amall 5yl39 slidlly digs¥ dudlyo

FATA — T£1-TTAV puSLe +410-T£AY)OFT . Lasls

PUSTISL ) { QRIS ] +410-T£A1) 0V :,uSLs
pharma-vigil@moh.gov.om Adr_reporting@moh.gov.KW  ig,aS1¥1 s,
WWW.MON.GOV.0M : 5,21 gésll NENEI PN
: http.//eservices.moh.gov.kw/SPCMS/DrugCmp.aspx

gl
srall ddsvall ahadl 3S50

i YOr+) psludl

pv.followup @edaegypt.gov.eg g, aSI¥ sl
www.edaegypt.gov.eg ;:,gg,;s_m PENT

:()a)9|

FANT-1-01FF - asls

IPC@jfdajo :igysI¥l syl

WWW.jfdajo g, I¥1 zisll
http.//primaryreporting.who-umc.org/JO

w6 olaly
ALl ofs dnsdl bl Jlas¥l oy

& - * -
Ll s oS -
JLALE s Jolize g o o Tarey glaadf lin Lais,
sy EXP say 510l Gualll g auies, S dgunll Lo joSall Jonall slgiil guyls soy slgadl Iin pasis ¥
gl s oo ¥ padl N Jemall slgnil s
il aed pac oy (dygio daxpy A — 1) A b oyl ey
T8 Al Juas sl digio Aoy T0 o J31 Bylp> Aoy o6 AoMilf b5 dogiall yud Auslopll Bgunll oopss Sc
el
sl o duladl ol oo La¥l Lgalio b oy
S ¥l o palsas S spall Jhol Al blaidl gl goadl dpall §ob oo dugsl ol oo palss ¥
At diles oo aelis g Slelo¥l sia Lgu] g3 s ol

Sy Slogleo g bgurtl Ciligiono — 1

Lol (sosomy fiLo

Lo pibibe ) pe &5 ¥ ghnindll ALl draS e dirlej boue JS $oid copusldl o0 dlledll 5l
Slle 10 b cenlil oo T deyd Basly derle by S o3 comspealil oo § Y1 Lo Jilsy

¥l lapnl) cliwgs pegas sl psusall clsisgiss (E432) 1o clyewdyy P (ROTRITRR |
505w pgnguall 5elS (hrgargll pu¥l lannd) Gliwgd perg)and peigue gls Sharslin (Sirg) gl
ol slo

Bgrell Ciligiso o La g Ll 9o Lo

oLl ¥l el A ol gac Jol$ dsley Bore 5l (L) panll Joloo LL

Tomdid Bl )+ Al Bgae ) Ao Bgundl soi

ol

il JLSgaloyld pepaiany

il SL¥ell 1T1£8 ygugns 0w Llips LiagleS A)

gl 1,8

o> al Rl

oulyisd g VA

Loll] ey VXFOY

Grgill s yS Jols

o> 4l b

) Hi-elgligmasd

Lol L op5eS,aud 01 F1A

T oy god Bymiiaidf 0igd sl o piv] d

AA AA AA ©

Flgatl 13s of

sl e sleuleil] GMs allesiul § lisun le 3y ol jasiue 4
Sl ) bpo i) ¥ariall clorledy Lgale goguaill Jlosiw¥l diyby conlall 3Lbiul d5sy 20l o
opping axiig glaall ol Los pi¥arally cnblls o
clands flals o <l Baadl dall Jud pilell glais ¥
el ByLdital ggay flgad] By ;S5 ¥
JLab¥l sl Jolita e fawey ¢lgadf Jads
il dadl ¢ly39 lono
oyl Aalaaldl sL5
kb duscall dyle,d prdlas ¥ AIL Sloglelf slac) @

dadb basly e pilal desloill bgaell pasia ol can

10 Jolay Lo) crsmpnldl @ T ooy Lgy gl deydl o 3ST Lo dinlagll bginll g
Jlosiaw¥l Jud 50530 da<Il 5o

S ol ool i g / g Ayt lorwsr gl 2929 pac 5o 2SL Jolooll sy pasmd sl @i of oddl Jud o
ol pamill o palss BMsl gl dasde Alls b Gl glall S8 BN

£5 Al Juad Bl dupte dnps 10 o J31 Bl iy b An MM ls dmgiill jud damloill ol oy oSc
dodna Ggl wd pasl) sac¥l 8 hesw¥l con desleill byesdl @ad sy dclw

dungs ciias X G ¥ i 8l plasiiad Say oolodll eaudd Jsh gasl)

valsadl co (aldo -,

A byl Bguedl plasiianl Slosles
aalasadl o ol 51 gl g Ll fllasl) AL @3 — )

FRNIST R W R ATN

ddell Jsis brgroll 0gySee — 0 .G A b il bl Jramgts @8 = T
qodnll pillio ) dsw LUBK — juiso oo Bgunl] duigs,SII

Sgusll 6 JolSIL Bp¥l JLss] ey i durlaill dgusll Salass Jaswg 3 geedyill 8p) JLsb @3 — ¥
Aurlesll Bguell glB dils of pLal pdiill 8yf dad puads g dunledl

bis g0 dodee duds plasiwly padl Jsh Ll pasiwl doalopll dgesll clgine JS comwl - £
LS ol gt Mols il oy gung S durlasll Bousll
sl 5 3900 qedyall ) Aokl dbgladill A3 o oo SB slegll Jlssf il
Al Gle Bladl b g Sladl e M5 Jilo guny b durloyll syanll ole BladS Ld et
Sl b 5yg0io gubyill 8y dod) dbglaill

B i oS darlayll Bounll gayas i Losie BLASH ash Le pholl ) puaSU e avgs of o oS - 0

ol gyl

el ddyhay Lgio palss g podyall By AL @8 -1
o2l palesdl @udl S5l panl) gmindll 8 plasiad pac o dlasdle

dungs i X G Fe gadl 5f pd dedee duids plasiuwl -V
Luer - juiso paso iy baiy

iR o o G Le¥ Bl ard p i gy b pad el - A
olelid alslay gud
S leoly yadl bl ail oAl Jsh olelad dls olS 13
A¥ ) clelaall gasys

Bl G SU plany padst bl pasiwll o 8adl) deaS ol syl g aleliall geos Sle slanall -4
0l e sgroll yilidio +,00 dode as go dodall pu ST ddl>

splee s clelad syl sey Joldf
Aol 5,k g £logll
Eloadl o 8313l
1!
I il
V.
L\ sl dels
Aol ;-
0.
oley> gliacl b basly duslyj bgrell plasiawl gshy a5 Jadd basly 8yl deslojll Bgusll pasiiws — )-

AasWI sgaelly Salill yas daly I Baasie
wmgmﬁumuwlwﬁml,uwﬁwdi salsall oy
FWE]]

Bayer L

89899591

7 Ll

Lo LS

slgadl pasiiand Slogles dguntl § Bymaiad
dalaj Bgue Jsfs (pasld Jolono yililio / plytulio £+ L..I.v!
Ll

dole Silogleo o ‘59...4. Lg% elgadl 13n Jalac) @iy of Joud duliny Byisidf 0in JS l,.el
NUb) A.a.ua.JLv

s3] B0 Lgiehal gk a8 5dull oigy biiisl

bt Jhol dddlaf dliul gl clad ols 13

Aail By fuill ois 6 8)pSie st dleino dusily L VPN A T SRS 7 PRUEN YD SRR |

£ 34
Byl 03 5933 3L

Josiuy gape ¥ g Libiga Lo )

Ll el ey of Jud azdpeo glid sidl Lo .S
L) clilhae] eivw wanS

alexdl dosldl B £

LL gy 44,8 0

$p3) Sloagles g Bowsll clgime 1

. £ £
Jotiouw o8 $¥ g Lelyl 9o Lo - )

oS eIl 6 el despo Al pMaT el S s pao Jeboe Ll
— slosl) (W) dtyad dygosdl ducg¥l corsy pedlldl st gliauall deadl il €

Wet AMD asiews @il 5 pasdl joey bagre
o syl slaa¥ A plyauall dadul (LU pu AU Phall o sl ©513) dody o juaddl cieis 4

l CRVO 5,11 s BRVO il ealt &5
(DME) psesatt g1s dss (&Sl ) slydundl dedyl dady corsy dsfll e €
(CNV J coball il jund) drouiall dygosdl dueg¥l plawtl e FLILAIN juabd comy 435, iz o
dugosdl decg¥l dillad A= goill JoleS digreo Jolge dcgeno daleld Ll o Aledll 8slll . coiyinldl cono
AMD Wet @gust 5uill i ll ) alpall ais ol dll> o (PIGF) ol goitl Jole o (VEGF-A)
ducg¥l 0ig) oS gl b Basas diges deeg¥ Grubs pué 39055 L saby ONV J coliall jlasll jund
o sl e Alghanll dos¥l GLAL dlgs b Al 5 el J51 padl SlisSL s s of Basadl digosll
,._._n

AR e Tavsy pall Jass I aaiy ) ugosdl dacg¥l L6 sl samy CRVO o pgiley pidl unyll 0
£31) ESl 93 AL o AeSSl s Jlgal) G oy dadiye sbgie VEGF fboast coy
dnadl (LU pu U HLall sy sué @S15) doaly o Lo 9 g (adadall digll oo Agbasll eSedill o
Syl
Al D5SU &1 e Slganlly LSl dedy Lié Losic

a5 G iyl dgosdl daco¥l g05d oo fAST of asly o slasail sy BRVO o peiley il sl o6
Al S5l Plgall ooy Easy dadipe abyiwe VEGF dibniwl co peall 4808 e fawsy pull
slyiall dedl doly b ol lilly
gl Comiass iy 5y Sl g b BaB i penll LSl 6 pe oo (&Sl ) shiuall Leadl Loy
isal @sean Losic dduiall &gl e il LSl o gr> oo dndill dsddl Jsis digasll deco¥l oo
S sl b desds ybll dasad dugondl decg¥l o _”,.. Ll of oo ady dules 23S0 D50 gonas Jilaw
Al ¥ o piS g Ayl Al ldiwl GudB e LT sclun of oS 855 of Jilgadl coyans Lo LILE
CNV J wosball ,a:0 .08 ¢ DME. BRVO., CRVO . wet AMD e ddleill dygll plads Al prand

Lyl el ey o b asdypro gl il Lo— T

eyl ol as o

(V541 S8 Bayfedl) glgadl 1igd 5,5¥) wlisgSU o s of comwpnldl o dwbaus cliad oS 13 4

(eall Lok pae o prall sgac) peall aud o oall Lgy 4ty of dlels sgae cliad olS 13 o

(oeald Jlrast ol @l arle Ju) prall spash lgall chad olS 13 4

Slblas g oluid

Ll el sy of b clonds gl

(dasll jundl SLIT ] I peadl J51s sliall Tadundl aud 5250) @3l oo oo iles wiS 13 o

308 g @ b diplia Baly clad GUS 13 5 Slee diid gl syl oo wlinay dgy) e é—u'-{ clad ols 13 4
ilgadl

o Ambull do))¥1 golw¥l gguing o5 oy dold pall Sle dslps ¢lha¥ bbosill o gl daly> ol 7 13 4
PR

Ll plasawl, g)ell ogy ¥ BRVO ol CRVO (o sasass dunye dll> cliad olS 13 €

i of Gpes o e Al @@l o o5 Le Boes

ddyylall odgy cessiul Lo iy guyas @ cubell pudi 6 peieell LIS 6 pdoy Losic LY ddledy dodaw €
Al ¥ e BLLell yhas Balyy ) sapy o

bin) el s b o) @b 23 LU pa> 4
i S sy Ay il of cland Sle

ol b ol lad 09Ky ad syl wliclias gl (ALall ploly olgall) peedl Jsls olgall of sgasd oé cas 13
i of el o sgall desludl 8alsy 9 sl pads o @uis peadl lras¥ jeaa3 o dxll pasd Bl of
S By Bl 6 Lgade @i g palyel gl parsais

s3] oo Jladil of G4 Bga dusyd e au o Gl Pjrha&o‘s-ﬂJ-H-‘ulS‘ﬂLﬂJ-ﬂ-bamde-w <
loal soldf LS el 334 ol JLadil o S A G ol Jladil) pesdl e Sl g 6 sl
s Ll lass of cosg AL ois ,_a, JERSA]

Mgy @ il Jaball Sle dloxsf ;a3 Goas dlordl ilgall colS 13 ¥] Jodi slidl LT plasiul pac o 4
= X

I 5al g dlleall Jodl gio Siluws polell sl pasius of Yols groas o Joidl go 11 B0 Lo it
LLb ga> 3 any J3¥1 ole sl g0

b Bagroll slgell GlLe slgo Lo il digesdl duco¥l dillay o oloe lanil @lasill plasiaw¥l bl Join

Slals oy golyisll slaswl S¥>) digost dregdl slasuil conus dugos allals Ggas JloisX 5L LL]

Jshs Ll s say ¥ ods il dylas bybolse sxes deilos &S of duld dugs ] 6985 of oS o3Il (dugos

il juas g DME BRVO CRVO o peiles guill iyl ge o3 aadlanll pe Bagamo wbily dlio pesll

Al ot b duld dugs ol (ple dugys padsi) Bpdus diilos diSw gl duilos &S @gesdy CNV J cslall

i gisw LY dids olastuw e Golai ods o gl olS 13f dwslll gl

Ole b sagama byes dllin

Sl (20 0 Jo¥I £o5 iy slrduall Aol dody oo osiley puddl ol €

(HRAIC ais 117 o fiS1) Tam dulle padl b ,Sull @b bawwgio zo 5pSodl unpe o

- SALS LSS PMliel e g grSoandl gay0 oo el peall pare ge g Sl e €

e 4 ot e pud

Bl wlilgall g pgiley (uddl ol

(LSl 6 cdd) peadl Catll of eSSl Jladil Jio sy 8T gounll galial oo peiles guidl uyll

Tl il pull i glis)) go Sl puor0

CNV J csbiall Jaill jund o ggiles paill pugess®l ol syl

CONV J coolall j1aill jias o Pl @gd Gosw iy

CNV J cosball Jlaill jnd (5ash 4Sd ol Sl po $3SA 53 s pps e peilas gl syl

Ll e cowlill gl jydy g Elinds clile Gulais odel oo gl 13]

oeanl Ll g JLab¥

9 DME .BRVO .CRVO WetAMD joyal ¥ disw 1A o J31 pedalpdl g JLabd L slacl dawlps oo @)
dviee connd doyesll a4l ois UM I Loyl sad I L6 and CNV J cosball ol ;nd

) plasiwdl 1igy

Lol g 51 A.vgai

(duegXl jlad sg00 gy

oy A o Adds 1 P iyl gy b (peall 51

AAAAAA

s3] gl ST pasiis a3 ol Ty5he crossiiul a3 gl pasius caS i s

Sl (0 &L.a,!i 9 Jod!

A0 sal g Alledll Lodl gio Jilwy gl sl pusiws of Mol genas of Joidl oo Sl AL ple e o
Ll gas sl aey J8¥% Lo g5l ,gdd

Aoz silgdll wilS 13) ¥ Jadd Slidl Ll plasciil pae com Jold! sl sad L plasiw® old saes ¥ 4
Loule Sols zaas o dlas Lguad of Slols a1l ilS 13 sy sdoy @ g3 Jaladl Lo dlerdl pald Goas
Lyl plasssly Pl fub Lgands £30)

s ¥ ol sl e LT LS 15] Ggyell jud o adl does satll o glin ¥l sl LU plasials sos ¥ 4
Ll plassly gell fay Jud condall o duail]

SIS JuidsS g Baludd!

Lo wbinSU Judds of 8)ldl 8alid pace oy Ll pd> a2y dypadl albilasXl jasy o Lasy iles of oSe

Apcine obldasXl ais el

Ll ciligSo yamy e dols cilogles

‘porsall pa " Gimy s g deyr US A (pldilio TF) ponguo Joarlia ) oo JBT Lo syt slgall fin

Ll

£ c - .
Loyl clilag @oiin waS — ¥
(dodao g diuli) doden cgply b eall b pa> sllac] b Bps dand s clive Y5 Ll paon cgaw
(lelo +,00) cosupldl plidilia T oo Lgy ol deydl
(ol oolopll @undl J5h) clive Jshs dianS LL ,.h_...

ool cldae i Loyl gganll gil Dliny chive il peall pglia Jownd ool pasiiun g padl J3
ud—*'a-oMHLmu‘a&slisieis'Mu&aw;m
wet AMD > ,.9 Ll oo
s A Lgals Adliie aleyr AT yg-iall b sasly didoy ogade o WEt AMD o geiley puidl iyl
o3 g e
tegnl onyss Losssd o3 ol ugd JS a0 of 0 oadl on gl 6,36 S 3] Lo el amy s jidvm
AR o 8aall Julas oS il webi 3] bydiae clills cilS 3] gabuw £ gl
0dd oo chnb By pLal glisl avsy ¥ ddlise b drogs wils 13 ust_mdl_,,o_wl.:umu
$99 ¢l piartf ded Il (L oo ,.'l.ll Jlasld 9yl @51,5) dodg Il o8 Ll plasiian

@

“((CRVO) a8l 535,41 ol BRVO <) .\.3)9." Alamas¥

0hdl e dbudin by pald] el T g ol Lol ol gMell Siopll Joadl linils sao i
Ll plasaoly sygill

sy b o BT 0050 of i ¥ puiids pu eyl Jualadl

el il o sdias ¥ S B LT go el By clinds i dy a5

sadl g ST gl BN ) dals s 09S5 ad Byatae il goaal i dygab gd> ge paldl el jeiunw
LA yginl

oa 3 o epll Jualad] Bilsy Garls e Liomsyas E3ell jotany of 0 Sey EMell iloiunl bl g il
ol ol el jundy gy iopll Juoladl Balsy g legaw 2l lills wlay 13 Bydiae dll> le blisl)
LAY Lady

coleMally clogaall deylil ol Joad! pllell clonds j3dy oo Ziall clilaiwl Lo by

" (DME) ¢l dusadf ddl dodg Al - Lbsf placsiiw

basly dids Lguls dliie cleys gues bal Lygih dasly didsy DME flamll doa 0l dady punpo gile @iaw
. Cougd JS

Josdt b i b gasd ple ffly U Lidg osll Josss gl gupgd JS gl 5,35 e sladl 5Se
lasid ol

Dl il o vt ¥ bl e 3] L go giLell iy jydy a3 linils

CNV J c.._iL-a.U)-h--")..Aé alls> ué L.J.vl P'.\a....wl

il 3] badd A3l oo apll LAl g dasly didsy ONV J coslall Jaill 208 une gile @i
et @ il o gogndll o condall

sy b o JI pitid> ot eyl ol 995 ol i ¥

il Giopll Joadf jraesw chonds el S o8 iy olé 55 B0 2503 & Jop oolre¥l cils 13

2adi sle o Ao gl sy m

el sl s sleo _.J.bl

Ll plasuiwly Z3kedl oo cadelf

Dlall pe aderll Jb il bzl

Slgadl fis plasil pe dubls] diwl gl cliad oS 6] elds Jlwl

dloid) dostds 5% - ¢

ALY JS s ¥ gl 0 @bl iy BT i ol 55 flgall in Aigs¥1 JS Jio

el g dyutas SELATY 0dd (955 a8 nak ol ot (badly drsulis), dumbtt bttt S3aLAS
Aygd cemdally JLas¥!

0953 58 ¥ 0in pany pALS dinle co peall Lo 555 Dl HU¥1 pae) dlis Sy a8 LU plasiul ao
9$ 83 ¢ JL.A.A.:I (ALl bl wlgall) edl Sty gl 9l n,...h;- $9L (gL Jomiss g o,...h;-
At @t (Sl G4 ol Juadsl) paadl o ol 3 g3 ,4 ;9..4JJ PRV S 0-I N [
Sl s s ) A Aol (o Bala Jluadlif (ool @hudly 3s) (adf sl caoid (L)
oeall e b5l Bpudadl duold ,B¥1 ods cias f anall il (el Jols ol Balijg (Lol Jladsl)
dyppysll lawlyadl 8 did> VA L300 oo JBI L8

e Elonday iadl padl sey peall ob les¥ly @B b Bl ol sl b rrlie palisl e piles w13
gadl

Lgie geledll & Sl Al ,U0¥1 doild

¥ g po ;Igdbglo.a_ifua_,.h;u}l.chJugLL:,,.JlgLg...cb._l..llf,dlq...ul_il,b!hwlé,.bw
L s deils 0T g1 clonls go GG Lodls desildl B¥1 oia o sb olias ¥ a8 oY s

(pabsai] )+ o) o0 AST cas o 55) |Aa.4.ul.m4.....y|_»,h!

radl oo 4

(daSill uA agys) oendl Bysba \,3 a4

el o demldf cladall o Byl digosll dicg¥l B o FLII pally aidize e
a4

(ool Ve ) ] s of dubadl) oS) Al deilos 57

b sl ilsell go sgunll o wilinag I g3bs Lo peall g0 GAl31 A1 b alidall sas] 34 of Jladil 4
(&Sl 358/ Jladil . &S] ol LA gt floo JLadil/*358) juardl gladd ) obs¥l paey
(a1 Shdauda) o) &Sl jg0u

(2l mand! 3 33) peall Yoo B35

T (aSLS) sl e JLSST paey

(dyall) peell dlal diole¥l dadnll cals

el e L daly

(wilsc) spll b alaise gay

fill o Slinay dsdy ] obe rlesll masdl Jladil) predl J5s 2Kl o deadle arddl Bolll Jlads]
) (PSS TIPON

oeadl b Lo gmd 292y el

A AAAAAAA

5/24/2023 10:03:05 AM

Bayer AG
code-no.:

country: AME/ARA-ENG/BAG

PZ: 2640A-3B

page 2

Berlin sgpfv
material-no.: 89899591

name: LF-INS EYLEA 2MG SOLU VIAL 2ML

colors: Black
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dimension: 210 x 594 mm
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