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WSim zalém tiek piemérota papildu uzraudziba. Tadéjadi bis iespéjams atri identificét jaunako informaciju par
PERTUZUMAB-TRASTUZUMAB

$0 za|u droSumu. Veselibas apripes specialisti tiek lGgti zinot par jebkadam iespéjamam neveélamam
blakusparadibam




Reklamas devéjs Roche Latvija SIA

Lekcija minétie Roche medikamenti ir recepSu zales

Phesgo

Vv Sim zalém tiek piemérota papildu uzraudziba. Tad&jadi bas iespé&jams atri identificét jaunako
informaciju par So zalu droSumu. Veselibas aprupes specialisti tiek lugti zinot par jebkadam
ilespéjamam neveélamam blakusparadibam.

No Phesgo lietoSanas gritniecibas laika ir jaizvairas, ja vien iesp&jamais ieguvums matei neatsver
iespéjamo risku auglim. Sievietém, kuram iestajas grltnieciba, jasniedz informacija par iespéjamo
kaitejumu auglim. Ja gritniece terapija sanem Phesgo, vai ja pacientei iestajas gritnieciba Phesgo
lietoSanas laika vai 7 ménesSu laika péc Phesgo peédégjas devas lietoSanas, vélama ripiga kontrole,
ko 1steno multidisciplinara komanda.

Sievietes nedrikst barot bérnu ar krti Phesgo terapijas laika un vismaz 7 méneSus péc pédéjas
devas lietoSanas.

Sievietém ar reproduktivo potencialu arstéSanas laika ar Phesgo un 7 méneSus péc pédéjas devas
lietoSanas jalieto efektiva kontracepcija.

Ja Phesgo lietots gratniecibas laika vai pacientei gratnieciba iestajas Phesgo lietoSanas laika vai 7
ménesus péc pédéjas Phesgo devas lietoSanas, nekavéjoties par to zinojiet Roche Latvija SIA pa
talruni 67039831, 28655600, e-pastu: latvia.drug-safety@roche.com

Tiks pieprasita papildinformacija par Phesgo ietekmétas gritniecibas gaitu un zidaina dzives pirmo
gadu. Tas palidzés Roche/Genentech labak saprast Phesgo lietoSanas droSumu un sniegt atbilstoSu
informaciju veselibas uzraudzibas iestadém, veselibas apripes specialistiem un pacientiem.
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PHESGO: paplasinot HER2+ kruts véza arstésanas horizontu

PHESGO ir divu monoklonalu antivielu kombinacija, kas nodrosina iespéju sanemt PERIJETA un
Herceptin priekdrocibas viena fiksétas devas subkutanas injekcijas veida'?

Administration in minutes, not hours*#

Loading doses
PERJETA + Herceptin IV

Maintenance doses
PERJETA + Herceptin IV
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Time (minutes) PHESCO Administration ] PERJETA + Herceptin IV Administration Observation Time
HER2+ kruts veza aprupe, kam nepieciesamas vien dazas minutes
1. PHESGO zalu apraksts
2. Tan AR, et al. Lancet Oncol 2021;22:85-97.
3. PERJETA Summary of Product Characteristics. Last updated December 2017.
4. Herceptin Summary of Product Characteristics. Last updated August 2010.
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Nodrosinot jau labi pazistamas terapijas sagaidamo rezultatu

FeDeriCa péetijuma, dotaja dozesanas intervala PHESGCO demonstréja lidzvertigu

PERJETA and Herceptin koncentraciju asinis (Ctrough) vs. PERJETA + Herceptin V8
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Tan AR, et al. Lancet Oncol 2021,22:85-97
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Patients achieving tpCR (%)

Nodrosinot jau labi pazistamas terapijas sagaidamo rezultatu

PERIJETA + Herceptin kombinacija ar kimijterapiju ir starptautiski atzits arstéSanas zelta standarts
pacientém ar HER2+ krats vézi”

Apstiprinatas atbildes reakcijas’
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1. PERIETA zalu aprakts
2. Herceptin zalu apraksts

0- 3. Ditsch N et al. Breast Care 2019; 14: 224-245.
Arm A: Arm B: 4. NCCN Guidelines Version 52020 - Invasive Breast Cancer.
P+HIV(n=252) PHESGO (n = 248) 5. Published July 2020. Available at:
https:/AMww.ncen.org/professionals/physician_gls/default.aspx

6. Cardoso F et al. Ann Oncol 2018; 29: 1634-1657.
7. Cardoso F et al. Ann Oncol 2019; 30: 1194~1220. ™ *
8. Burstein NJ et al. Ann Oncol 2019; 30: 1541-1557. PH ESGO
9.  Tan AR, et al. Lancet Oncol 2021,22:85-97 PERTUZUMAB-TRASTUZUMAB



PHESGO drosibas profils

PHESGO drosibas profils FeDeriCa péetijuma kopuma bija atbilstoss jau zinamam intravenozi ievaditas PERJETA un
Herceptin kombinacijas drosbas profilam ™

Upper respiratory tract infection

System organ class Very Common Common Uncommon Rare
Infections and infestations Nasopharyngitis Paronychia

Blood and lymphatic system
Disorders

Febrile neutropenia*
Neutropenia
Leucopenia
Anaemia

Immune system disorders

Infusion reaction®®, *

Hypersensitivity®, *
Drug hypersensitivity®

Anaphylactic reaction®,

Cytokine release syndrome®®

Metabolism and nutrition disorders

Decreased appetite

Tumour lysis syndromet

Psychiatric disorders Insomnia

Nervous system disorders Neuropathy peripheral
Headache
Dysgeusia

Peripheral sensory neuropathy
Dizziness
Paraesthesia

Eye disorders

Lacrimation increased

Cardiac disorders

Left ventricular dysfunction **

Cardiac failure congestive**

Vascular disorders

Hot flush

Respiratory, thoracic and

mediastinal disorders

Cough
Epistaxis
Dyspnoea

Interstitial lung disease
Pleural effusion

Gastrointestinal disorders

Diarrhoea
Vomiting
Stomatitis
Nausea
Constipation
Dyspepsia
Abdominal pain

Skin and subcutaneous tissue disorders

Alopecia

Rash

Nail disorder Pruritus
Dry skin

Musculoskeletal and connective tissue disorders

Myalgia Arthralgia
Pain in extremity

General disorders andadministration site conditions

Mucosal inflammation
Oedema peripheral
Pyrexia

Fatigue

Asthenia

Injection site reaction

ooo

Chills
Pain Oedema 1. PHE
2. Tan
3. O’'Sh
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SCGO Zalu apraksts

\R, et al. Lancet Oncol 2021;22:85-9

aughnessy J. et al. Abstract 165MO.
ress, 19th-21%t September 2020. Av.
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7.
Presented at ESMO 2020 Virtual
ilable at

0/S0923-7534(20)40283-2/fulltext
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1.
2.

Atraka, komfortablaka pacientu apripe

PHranceSCa pétijuma, 85% pacientu izvéléjas PHESGO nevis PERJETA un Herceptin IV kombinaciju'?

Main reasons for PHESGO preference were ‘less time in clinic’ and
‘more comfortable during administration”?

@ = I\ ¢ @
42%

26% 16% 11% 4%
Less time More comfortable Less emotionally Less injection-site Other reason’
in clinic’ during administration’ distressing’ pain’
PHranceSCa
Study Design
Lielaka dala pacientu (88%) bija 87% pacientu PHranceSCa pétijuma izveléjas
apmierinati vai loti apmierinati ar PHESGO, lai pabeigtu terapiju'?

PHESGO (vs. 67.5% ar PERJETA and
Herceptin IV kombinaciju)’

Terapija, ka palidz pacientam nejusties ka pacientam

PHranceSCa Data on file. F. Hoffmann-La Roche AG, Basel, Switzerland, 2020. PHESGO
O'Shaughnessy J. et al. Abstract 165MO. Presented at ESMO 2020 Virtual Congress, 19th-21st Septemlber 2020. Available at PERTUZUMABTRASTUZUMAB
https://Mww.annalsofoncology.org/article/S0923-7534(20)40283-2/fulltext
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Terapeitiskas indikacijas'

Agrins kruts vezis

Phesgo kombinacija ar Kimijterapiju ir indicéts:

- neoadjuvanta terapija pieaugusiem pacientiem ar HER2 pozitivu, lokali progresejosu, iekaisigu
vai agrinas stadijas krats vezi ar augstu recidiva risku (skatit 5.1. apakSpunktu);

- adjuvanta terapija pieaugusiem pacientiem ar HER2 pozitivu agrinu kruts vézi ar augstu

recidiva risku (skatit 5.1. apakSpunktu).

Metastatisks kruts vezis
Phesgo indicets lietoSanai kombinacija ar docetakselu pieaugusiem pacientiem ar HER2 pozitivu
metastatisku vai lokali recidivejosu nerezecéjamu kruts vezi, kuriem metastatiska slimiba ieprieks nav

arsteta ar anti-HER2 terapiju vai Kimijterapiju.
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Phesgo ieteicama deva un ievadisana!

Deva (neatkarigi no Subkutanas injekcijas
kermena masas) aptuvenais ilgums
PiesatinoSa deva 1200 mg pertuzumaba / 8 mindtes

600 mg trastuzumaba

Uzturo$a deva (ik péc 3 600 mg pertuzumaba / 5 mindtes
nedélam) 600 mg trastuzumaba

NovérosSanas laiks ab

30 minutes

15 minutes

#Pacienti janovero, vai nerodas injekcijas izraisitas reakcijas un paaugstinatas jutibas reakcijas.
PNovéroganas periodam jasakas péc Phesgo ievadisanas, un tas japabeidz pirms nakamas

Kimijterapijas ievadisanas reizes

1. PHESGO zalu apraksts
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