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Disclaimer AR@VH Eﬂ?)i(na Eualfiﬂ

This document has been prepared by Laboratorios Farmacéuticos Rovi, S.A. (“ROVI” or the “Company”), solely for its use during the attached presentation.

The information and each of the opinions and statements contained in this document have not been verified by independent experts and, therefore, no guarantee is
provided of the impartiality, accuracy, completeness or precision of the information or opinions and statements contained in this presentation.

The Company and its advisors do not assume responsibility for any damage or losses that may arise from the use of this document or the information it contains.

This document does not constitute an offer or invitation to acquire or subscribe shares, in accordance with the Spanish Securities Market Law of 1988 and its
implementing regulations. Moreover, this document does not constitute an offer to purchase, sell or exchange securities, a solicitation of any offer to purchase, sell or
exchange securities, a solicitation of any kind of voting rights, or approval in the United States of America or any other jurisdiction.

Neither this document nor any part of it are of a contractual nature, and they cannot be used to form part or construe any agreement or any kind of undertaking.

This presentation may contain information and statements or declarations with future projections regarding ROVI. The future projections do not constitute historical

facts and are generally identifiable by the use of terms such as “expects”, “anticipates”, “believes”, “intends”, “estimates” and similar expressions.

In this regard, although ROVI believes that the expectations contained in such statements are reasonable, the investors and holders of ROVI shares are advised that
the information and future projections are subject to risks and uncertainties, a large part of which are difficult to foresee, and which are, in general, out of ROVI’s
control. These risks could cause the results and real development to differ substantially from those expressed, implicit or projected, in the information and future
projections. Among these risks and uncertainties include those identified in the documents submitted by ROVI to the Spanish Securities Exchange Commission
(Comisién Nacional del Mercado de Valores), which are available to the public.

It is recommended that investment decisions not be taken based on the future projections, which refer exclusively to the date on which they were publicised. All the
future projections contained below and made by ROVI or any of its directors, managers, employees or representatives are expressly subject to the above warnings.
The future projections included in this presentation are based on the information available on the date hereof. Except when legally required, ROVI does not assume
any obligation to update its affirmations or review the future projections, even if new data is published or new facts arise.
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Product Range - AROVI® AR@VHEgﬂoxaEa[IP

AROVI®: The same dosage, indications and
method of administration as the reference medicine

AROVI® Strenghts Pack Sizes Lo s PIP Code EAN 13- CODE

{23'29(?{%_%[':“_ 10 Syringes PL 15406/0007/ 408-0867 8437009577-912
(42'290}!00_AUH1L 10 Syringes PL 15406/0008 408-0859 8437009577-929
{68'2£fOD.AUﬂ1L 10 Syringes PL 15406/0009 408-0875 8437009577-936
{Sg'r?gfoo.élgnL 10 Syringes PL 15406/0010 408-0883 843/70095/7-943
ulc?d?_lglﬁ 'I,nLlj_ 10 Syringes PL 15406/0002 408-0891 8437009577-950
{lzlczi'n?g?’gEI!LrjnL 10 Syringes PL 15406/0006 406-1263 8437009577-899

10 Syringes PL 15406/0003 406-1214 8437009577-905
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Product Range (box) - AROVI®

ROV Enoxaparin

Arovi®
2,000 U (20 mg)/0.2 mL

Solution for injection in P!

AROVI" 20mg/0.2m|
Pack of 10 PFS

Arovi®
10,000 ju (100 mg)/1 mL

filled syringé

Solution for injection in pre

adtonfot njetonin pr-led 571°°

4,000 IU (40 mg)/0.4 mL Arovi
B 6,000 IU (60

mg)/0.6 mL

Solution for Inje np

AROVI® 100mg/1mi
Pack of 10 PFS

I g

AROVI® 40mg/0.4m| AROVI® 6
Omg/0.6ml

Pack of 10 PFS

Pack of 10 PFS

Arovi®
12,000 1U (120 mg)/0.8 mL

for injection In pre-filled syringe

Solution

AROVI® 120mg/0.8ml
Pack of 10 PFS

Arovi®
8,000 1U (80 mg)/0.8 mL

Solution for njection in pre filled syringe

o g i 8 |

AROVI” 80mg/0.8ml

Pack of 10 PFS

Arovi®
15,000 IU (150 mg)/1 mL

suubwiumnmnm'ﬂledsrw

AROVI® 150mg/1ml
Pack of 10 PFS
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Product Range (PFS) - AROVI® AR@VH Ear!oxagatlp

AROVI® 20mg/0.2ml AROVI® AROVI® 60mg/0.6m AROVI® 80mg/0.8ml
Pack of 10 PFS Pack of 10 PFS Pack of 10 PFS Pack of 10 PFS

AROVI" 100mg/1iml AROVI® 120mg/0.8ml AROVI® 150mg/1ml
Pack of 10 PFS Pack of 10 PFS Pack of 10 PFS

e Each LABEL is color coded with a different color to avoid prescription and
dispensing errors (example of PFS with activated device).
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Safety Device - AROVI® AF@@VH Eﬂ?)i(naguaf[iﬂ

e AROVI® includes the safety device Preventis™ from Becton Dickinson

e Preventis™ is an automatic needle shielding system. It has a cover or sleeve that extends over the needle

following injection.

e After the injection, further pressure on the plunger activates the spring causing the needle shield to

automatically lock into place.

Needle shield
Cover or sleeve
locked @
/ =
™ N
\ 3 )

Patients and Healthcare professionals safety is critical for us
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Safety Device - AROVI® 7ARQN/| Enoxaparin

@ AROVI® 40mg before the injection

AN

Colour coded
plunger

@ AROVI® 40mg after the
injection with the needle shield

locked into place.

Patients and Healthcare professionals safety is critical for us
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Easy-to-use Safety Device - AROVI® AR@VH Eﬂ?’f??ﬂ?ﬂ

AROVI® safety device is an "active" device versus
other devices called "passive".

The difference is that with an active device the
patient controls the activation of the safety system.

o After the injection, further pressure
on the plunger rod activates the
spring causing the needle shield to
automatically lock into place.

g The protective sleeve will automatically
cover the needle producing an audible click.

Patients and Healthcare professionals safety is critical for us
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Educational Materials - AROVI® AR@VHErzoxaEailp

0 2 3

A3 poster A5 booklet |
(for thewards) (for patients) Video

:Q:

Available under request “free of cost”
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1 -A3 POSTER - AROVI®

TARQV Enoxaparin

e Matt
« Laminated

“ 29.7cm

v

VAROV/[ Enoxaparin e

How should | inject AROVI*?

AROVE* Adminseation VIDEO

Tk

¥ you are able to give AROVI® to yourself, your doctor or
nurse will show you how (o do this. Do not ry to Inject
youtself if you have not been trained how to do so. If you
are not suwre what to do, talk to your doctor or nurse
immediately. Please refer to the package Insert before
use of the product.

BEFORE the injection

S

Frat wah yeur hands wih seap 3nd wate and
dry tham caretdly.

Adrmristseion s dwem e corionidossien
Tive inpecian is racomerrsed in the a6ed of the
AL Pac e, (rére tan G Caneimaes
from e el DONOT act b an isted shn,
el @ roode o1 3. Seect Bra Injecin sk
Aenanaly on dre Wt aned % et

Coance Bre cebcind 3043 Wi 3 60 cutle
dsirfectay: afors Do bjecten

subcutaneous injection techni

Rervevs B yyinge Hom the indhdecel
PIOTREIe a0 fartewe e Cop by paling Sevin
The 3k 14t 1% bt 30Ty 0am the Sy ¥ 3
dop ppases aithe and of the nesdhe, K shordkd b
rarmaved by shaking. The needie is stwile, do ot
Wbt B A1 TN K efure v

B Mahe & shim (obd 0 (e abdorinal aea wih
foalinger wnd Darrin The st O3 st e
LRt 4Ty e F(erven

Thve 4rdie Bngeh of 11 rendie Sheid ba Insennd
with 3 90-Gegres il kit B in

Rarseve B sy e whille haaoing yout drams on
the phingec. Te prevant Sealiing, ds noe asb o
Fcruich the punciure the aftar fecsen.

Crce dh syirgs bae Bean samved s the
Y S, preas Ay o the phaTee 19 cthace
R L e
e neadhs e an Judbie CLIOK Bar conbime
e 3ctvadkon of e EXacy SREMHT,

Brrmectuaty, e Fpringe mrsm be diecarded Sy threming It Ko the neassat shap B,

[ (W) ARGVI® pro-illed syringe s naw ready l

3 O rach of Chinn T prevens
Bnieing DO NOT #2b tha injection £2e sfter adminismatien,

AROVE is availablle in a range of strengths: What does AROVI* ool bre?

WA SEEOL 0 v
=

B o
Rt

Rupering o wia VeV i 2 ol o o

A pelpowcaniv ey Adresse o o e b

ARGM® 16 3 choat Colousties 10 pale yelon sokition In 3 pimtlied Spinge
11 Wt 30 INCTIoN T e w3 S3daty Eaiicn

Tra sreflled syrinpes are siored in plestic Twys and Carton beves,

Py MO peolind wrieae i e

42 cm
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2 — A5 BOOKLET = User Information Guide - AROVI®

AROVI Enexaparin

How should | inject AROVI*?

s v a0 e ARIVI® 0 yoursell.your o o rrws wil show
Do ey 1 evectyoussel  you have 1k bewrs maesed how 6 ey
at 0 o, el 10 YR OOXTox O v WTvechately,

14.8 x 21cm

First wash your hands wih scsp
them cacefutly, 19 water and gy

Stapled Booklet

8 pages

Cleaose the suicied ea i sl
3 omn!«lmlb@ln'elhuml(lmm hig

E—

AROVI* pre-filled Syringe is now ready to be used
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v © 1
3 - VIDEO - How to Inject - AROVI® AR@VH Erzoxagailp

https://rovi.es/en/biosimilar-de-enoxaparina

2 minutes AROVI® Administration VIDEO

Public Access

/22400 Enoxaparin
UL UN=Y Y made In Europe
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https://rovi.es/en/biosimilar-de-enoxaparina
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Bioequivalence Study - AROVI®

/ARO[ Enoxaparin

8

Javier Martinez Gonzilez
Mayte Monreal

Ignacio Ayani Almagia
Jordi Llaudé Garin
Lourdes Ochoa Diaz de
Monasterioguren

Ibén Gutierro Aduriz

R&D Department, Laboratorios
Farmacéuticos Rovi $.A., Madrid, Spain

Drug Design, Development and Therapy Dove

ORIGINAL RESEARCH

Bioequivalence of a biosimilar enoxaparin sodium
to Clexane® after single 100 mg subcutaneous
dose: results of a randomized, double-blind,
crossover study in healthy volunteers

This article was published in the following Dove Press journal:
Drug Design, Develepment and Therapy

Purpose: To demonsirate the pharmacokinetic/pharmacodynamic (PE/PD) equivalence of a
biosimilar enoxaparin to the reference drug, and 1o assess its safety and tolerability in healthy
volunteers.

Patients and methods: A randomized, double-blind, crossover, 2-sequence, single-dose study
was conducted in healthy volunteers of both sexes. Participants were sequentially and randomly
administered single subcutaneous injections of enoxaparin 100 mg manufactured by Rovi (test:
Madrid, Spain) and Clexane® (enoxaparin 100 mg manufactured by Sanofi, reference) separated
by a I-week washout period. The primary PK/PD varables were maximum activity (A__ ) and
area under the effect curve from time 0 to the last measured activity (T) (AU EC:. . and AUEC
from time 0 to infinity (AUEC, _ ) of anti-FXa activity, and A__ and AUEC _ of anti-FIla
activity. Secondary variables were A__ and AUEC, | AUEC, _ of tissue factor pathway inhibi-
tor, and the ratio of AUEC, | anti-FXa to anti-Flla activity. Biosimilarity would be shown when
the 95% CI of the ratio of geometric least squares means (95% CI RGLSMs) of primary PE/PD
parameters fell within the standard range of bioequivalence, ie, 80%—125%.

Results: The study sample consisted of 46 volunteers (33 males) aged 18-44 years and with

body mass index ranging from 19.0 to 31.1 kg/m’. Three subjects did not complete the study.
The curves of anti-FXa, anti-Flla and tissue factor pathway inhibitor activities corresponding
to administration of the test and reference products were comparable. The 95% CI RGLSMs of
A_ . AUEC,  and AUEC, _ for anti-FXa activity were 94.6%-105.9%, 99_8%-108.0% and

AROVI® is biosimilar to the
innovator Clexane®

Available here:

https://www.ncbi.nlm.nih.gov/pmc/articles/
PMC5865560/pdf/dddt-12-575.pdf
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ROVI Biotech Limited

Davis House, 4th Floor, Robert Street
CRO 1QQ Croydon
Tel.: +44 (0) 203 642 06 77

inforovibiotechUK@rovi.com
UK-medicalinformation@rovi.com
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