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SUMMARY OF PRODUCT CHARACTERISTICS
W This medicinal product is subject to additional monitoring. This will allow quick identification of

new safety information. Healthcare professionals are asked to report any suspected adverse
reactions. See section 4.8 for how to report adverse reactions.

1. NAME OF THE MEDICINAL PRODUCT

Trazimera 150 mg powder for concentrate for solution for infusion
Trazimera 420 mg powder for concentrate for solution for infusion

2. QUALITATIVE AND QUANTITATIVE COMPOSITION

Trazimera 150 mg powder for concentrate for solution for infusion

One vial contains 150 mg of trastuzumab, a humanised [gG1 monoclonal antibody produced by
mammalian (Chinese hamster ovary) cell suspension culture and purified by chromatography including
specific viral inactivation and removal procedures.

Trazimera 420 mg powder for concentrate for solution for infusion

One vial contains 420 mg of trastuzumab, a humanised IgG1 monoclonal antibody produced by
mammalian (Chinese hamster ovary) cell suspension culture and purified by chromatography including
specific viral inactivation and removal procedures.

The reconstituted Trazimera solution contains 21 mg/mL of trastuzumab.

For the full list of excipients, see section 6.1.

3. PHARMACEUTICAL FORM
Powder for concentrate for solution for infusion (powder for concentrate).

White lyophilised powder or cake.

4, CLINICAL PARTICULARS
4.1 Therapeutic indications
Breast cancer

Metastatic breast cancer

Trazimera is indicated for the treatment of adult patients with HER2 positive metastatic breast cancer:
(MBC):

- as monotherapy for the treatment of those patients who have received at least two chemotherapy
regimens for their metastatic disease. Prior chemotherapy must have included at least an
anthracycline and a taxane unless patients are unsuitable for these treatments. Hormone receptor
positive patients must also have failed hormonal therapy, unless patients are unsuitable for these
treatments.

ot received

- in combination with paclitaxel for the treatment of those patients who h:

£
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chemotherapy for their metastatic disease and for whom an anthracycline is not suitable.

- in combination with docetaxel for the treatment of those patients who have not received
chemotherapy for their metastatic disease.

- in combination with an aromatase inhibitor for the treatment of postmenopausal patients with
hormone-receptor positive MBC, not previously treated with trastuzumab.

Early breast cancer

Trazimera is indicated for the treatment of adult patients with HER2 positive early breast cancer. (EBC).

- following surgery, chemotherapy (neoadjuvant or adjuvant) and radiotherapy (if applicable) (see
section 5.1).

- following adjuvant chemotherapy with doxorubicin and cyclophosphamide, in combination with
paclitaxel or docetaxel.

- in combination with adjuvant chemotherapy consisting of docetaxel and carboplatin.

- in combination with neoadjuvant chemotherapy followed by adjuvant Trazimera therapy, for
locally advanced (including inflammatory) disease or tumours > 2 cm in diameter (see sections
4.4 and5.1).

Trazimera should only be used in patients with metastatic or early breast cancer whose tumours have
either HER2 overexpression or HER2 gene amplification as determined by an accurate and validated
assay (see sections 4.4 and 5.1).

Metastatic gastric cancer

Trazimera in combination with capecitabine or-5-fluorouracil and cisplatin is indicated for the treatment
of adult patients with HER2 positive metastatic adenocarcinoma of the stomach or gastro-oesophageal
junction who have not received prior anti-cancer treatment for their metastatic disease.

Trazimera should only be used in patients with metastatic gastric cancer (MGC) whose tumours have
HER?2 overexpression as defined by IHC2+ and a confirmatory SISH or FISH result, or by an IHC 3+
result. Accurate and validated assay methods should be used (see sections 4.4 and 5.1).

4.2 Posology and method of administration

HER?2 testing is mandatory prior to initiation of therapy (see sections 4.4 and 5.1). Trazimera treatment
should only be initiated by a physician experienced in the administration of cytotoxic chemotherapy (see

section 4.4), and should be administered by a healthcare professional only.

Trazimera intravenous formulation is not intended for subcutaneous administration and should be
administered via an intravenous infusion only.

In order to prevent medication errors it is important to check the vial labels to ensure that the drug being
prepared and administered is Trazimera (trastuzumab) and not Kadcyla (trastuzumab emtansine).

Posology

Metastatic breast cancer

Three-weekly schedule I
The recommended initial loading dose is 8 mg/kg body weight. The recommended maintenapce;dose at




179

three-weekly intervals is 6 mg/kg body weight, beginning three weeks after the loading dose.

Weekly schedule
The recommended initial loading dose is 4 mg/kg body weight. The recommended weekly maintenance
dose is 2 mg/kg body weight, beginning one week after the loading dose.

Administration in combination with paclitaxel or docetaxel

In the pivotal trials (H0648g, M77001), paclitaxel or docetaxel was administered the day following the
first dose of trastuzumab (for dose, see the Summary of Product Characteristics (SmPC) for paclitaxel
or docetaxel) and immediately after the subsequent doses of trastuzumab if the preceding dose of
trastuzumab was well tolerated.

Administration in combination with an aromatase inhibitor

In the pivotal trial (BO16216) trastuzumab and anastrozole were administered from day 1. There were no
restrictions on the relative timing of trastuzumab and anastrozole at administration (for dose, see the
SmPC for anastrozole or other aromatase inhibitors).

Early breast cancer

Three-weekly and weekly schedule

As a three-weekly regimen the recommended initial loading dose of Trazimera is 8 mg/kg body weight.
The recommended maintenance dose of Trazimera at three-weekly intervals is 6 mg/kg body weight,
beginning three weeks after the loading dose.

As a weekly regimen (initial loading dose of 4 mg/kg followed by 2 mg/kg every week) concomitantly
with paclitaxel following chemotherapy with doxorubicin and cyclophosphamide.

See section 5.1 for chemotherapy combination dosing.

Metastatic gastric cancer

Three-weekly schedule
The recommended initial loading dose is 8 mg/kg body weight. The recommended maintenance dose at
three-weekly intervals is 6 mg/kg body weight, beginning three weeks after the loading dose.

Breast cancer and gastric cancer

Duration of treatment

Patients with MBC or MGC should be treated with Trazimera until progression of disease. Patients with
EBC should be treated with Trazimera for 1 year or until disease recurrence, whichever occurs first;
extending treatment in EBC beyond one year is not recommended (see section 5.1).

Dose reduction

No reductions in the dose of trastuzumab were made during clinical trials. Patients may continue therapy
during periods of reversible, chemotherapy-induced myelosuppression but they should be monitored
carefully for complications of neutropenia during this time. Refer to the SmPC for paclitaxel, docetaxel
or aromatase inhibitor for information on dose reduction or delays.

If left ventricular ejection fraction (LVEF) percentage drops >10 points from baseline AND to below
50%, treatment should be suspended and a repeat LVEF assessment performed within approximately
3 weeks. If LVEF has not improved, or has declined further, or if symptomatic congestive heart failure
(CHF) has developed, discontinuation of Trazimera should be strongly considered, unless the benefits
for the individual patient are deemed to outweigh the risks. All such patients should be referred for
assessment by a cardiologist and followed up.

Missed doses




If the patient has missed a dose of Trazimera by one week or less, then the usual maintenance dose
(weekly regimen: 2 mg/kg; three-weekly regimen: 6 mg/kg) should be administered as soon as possible.
Do not wait until the next planned cycle. Subsequent maintenance doses should be administered 7 days
or 21 days later according to the weekly or three-weekly schedules, respectively.

If the patient has missed a dose of Trazimera by more than one week, a re-loading dose of Trazimera
should be administered over approximately 90 minutes (weekly regimen: 4 mg/kg; three-weekly
regimen: 8 mg/kg) as soon as possible. Subsequent Trazimera maintenance doses (weekly

regimen:2 mg/kg; three-weekly regimen 6 mg/kg respectively) should be administered 7 days or 21 days
later according to the weekly or three-weekly schedules respectively.

Special populations

Dedicated pharmacokinetic studies in the elderly and those with renal or hepatic impairment have not
been carried out. In a population pharmacokinetic analysis, age and renal impairment were not shown to
affect trastuzumab disposition.

Paediatric population

There is no relevant use of Trazimera in the paediatric population.
Method of administration

Trazimera is for intravenous use. The loading dose should be administered as a 90-minute intravenous
infusion. Do not administer as an intravenous push or bolus. Trazimera intravenous infusion should be
administered by a health-care provider prepared to manage anaphylaxis and an emergency kit should be
available. Patients should be observed for at least six hours after the start of the first infusion and for two
hours after the start of the subsequent infusions for symptoms like fever and chills or other infusion-
related symptoms (see sections 4.4 and 4.8). Interruption or slowing the rate of the infusion may help
control such symptoms. The infusion may be resumed when symptoms abate.

If the initial loading dose was well tolerated, the subsequent doses can be administered as a 30-minute
infusion.

For instructions on reconstitution of Trazimera intravenous formulation before administration, see
section 6.6.

4.3 Contraindications

. Hypersensitivity to trastuzumab, murine proteins, or to any of the excipients listed in section 6.1

. Severe dyspnoea at rest due to complications of advanced malignancy or requiring supplementary
oxygen therapy.

4.4 Special warnings and precautions for use

Traceability

In order to improve the traceability of biological medicinal products, the trade name and the batch
number of the administered product should be clearly recorded.

HER?2 testing must be performed in a specialised laboratory which can ensure adequate validation of the
testing procedures (see section 5.1).

Currently no data from clinical trials are available on re-treatment of patients with prev1ous exposure to
trastuzumab in the adjuvant setting. &
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Cardiac dysfunction

General considerations

Patients treated with Trazimera are at increased risk for developing CHF (New York Heart Association
[NYHA] Class II-IV) or asymptomatic cardiac dysfunction. These events have been observed in patients
receiving trastuzumab therapy alone or in combination with paclitaxel or docetaxel, particularly
following anthracycline (doxorubicin or epirubicin) containing chemotherapy. These may be moderate to
severe and have been associated with death (see section 4.8). In addition, caution should be exercised in

treating patients with increased cardiac risk, e.g. hypertension, documented coronary artery disease,
CHF, LVEF of <55%, older age.

All candidates for treatment with Trazimera, but especially those with prior anthracycline and
cyclophosphamide (AC) exposure, should undergo baseline cardiac assessment including history and
physical examination, electrocardiogram (ECG), echocardiogram, and/or multigated acquisition
(MUGA) scan or magnetic resonance imaging. Monitoring may help to identify patients who develop
cardiac dysfunction. Cardiac assessments, as performed at baseline, should be repeated every 3 months
during treatment and every 6 months following discontinuation of treatment until 24 months from the
last administration of Trazimera. A careful risk-benefit assessment should be made before deciding to
treat with Trazimera.

Trastuzumab may persist in the circulation for up to 7 months after stopping treatment based on
population pharmacokinetic analysis of all available data (see section 5.2). Patients who receive
anthracyclines after stopping trastuzumab may possibly be at increased risk of cardiac dysfunction. If
possible, physicians should avoid anthracycline-based therapy for up to 7 months after stopping
trastuzumab. If anthracyclines are used, the patient’s cardiac function should be monitored carefully.

Formal cardiological assessment should be considered in patients in whom there are cardiovascular
concerns following baseline screening. In all patients cardiac function should be monitored during
treatment (e.g. every 12 weeks). Monitoring may help to identify patients who develop cardiac
dysfunction. Patients who develop asymptomatic cardiac dysfunction may benefit from more frequent
monitoring (e.g., every 6 - 8 weeks). If patients have a continued decrease in left ventricular function, but
remain asymptomatic, the physician should consider discontinuing therapy if no clinical benefit of
trastuzumab therapy has been seen.

The safety of continuation or resumption of trastuzumab in patients who experience cardiac dysfunction
has not been prospectively studied. If LVEF percentage drops >10 points from baseline AND to below
50%, treatment should be suspended and a repeat LVEF assessment performed within approximately

3 weeks. If LVEF has not improved, or declined further, or symptomatic CHF has developed,
discontinuation of trastuzumab should be strongly considered, unless the benefits for the individual
patient are deemed to outweigh the risks. All such patients should be referred for assessment by a
cardiologist and followed up.

If symptomatic cardiac failure develops during Trazimera therapy, it should be treated with standard
medicinal products for CHF. Most patients who developed CHF or asymptomatic cardiac dysfunction in
pivotal trials improved with standard CHF treatment consisting of an angiotensin-converting enzyme
(ACE) inhibitor or angiotensin receptor blocker (ARB) and a beta-blocker. The majority of patients with
cardiac symptoms and evidence of a clinical benefit of trastuzumab treatment continued on therapy
without additional clinical cardiac events.

Metastatic breast cancer

Trazimera and anthracyclines should not be given concurrently in combination in the MBC settmg

Patients with MBC who have previously received anthracyclines are also at risk of cardiac dysfunctlon
with Trazimera treatment, although the risk is lower than with concurrent use of Traznnera and

You?)
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anthracyclines.

Early breast cancer

For patients with EBC, cardiac assessments, as performed at baseline, should be repeated every 3 months
during treatment and every 6 months following discontinuation of treatment until 24 months from the last
administration of Trazimera. In patients who receive anthracycline-containing chemotherapy further
monitoring is recommended, and should occur yearly up to 5 years from the last administration of
Trazimera, or longer if a continuous decrease of LVEF is observed.

Patients with history of myocardial infarction (MI), angina pectoris requiring medical treatment, history
of or existing CHF (NYHA Class [I-IV), LVEF of < 55%, other cardiomyopathy, cardiac arrhythmia
requiring medical treatment, clinically significant cardiac valvular disease, poorly controlled
hypertension (hypertension controlled by standard medical treatment eligible), and hemodynamic
effective pericardial effusion were excluded from adjuvant and neoadjuvant EBC pivotal trials with
trastuzumab and therefore treatment cannot be recommended in such patients.

Adjuvant treatment

Trazimera and anthracyclines should not be given concurrently in combination in the adjuvant treatment
setting.

In patients with EBC an increase in the incidence of symptomatic and asymptomatic cardiac events was
observed when trastuzumab was administered after anthracycline-containing chemotherapy compared to
administration with a non-anthracycline regimen of docetaxel and carboplatin and was more marked
when trastuzumab was administered concurrently with taxanes than when administered sequentially to
taxanes. Regardless of the regimen used, most symptomatic cardiac events occurred within the first

18 months. In one of the 3 pivotal studies conducted in which a median follow-up of 5.5 years was
available (BCIRGO0O06) a continuous increase in the cumulative rate of symptomatic cardiac or LVEF
events was observed in patients who were administered trastuzumab concurrently with a taxane
following anthracycline therapy up to 2.37% compared to approximately 1% in the two comparator arms
(anthracycline plus cyclophosphamide followed by taxane and taxane, carboplatin and trastuzumab).

Risk factors for a cardiac event identified in four large adjuvant studies included advanced age

(>50 years), low LVEF (<55%) at baseline, prior to or following the initiation of paclitaxel treatment,
decline in LVEF by 10-15 points, and prior or concurrent use of anti-hypertensive medicinal products. In
patients receiving trastuzumab after completion of adjuvant chemotherapy, the risk of cardiac
dysfunction was associated with a higher cumulative dose of anthracycline given prior to initiation of
trastuzumab and a body mass index (BMI) >25 kg/m>.

Neoadjuvant-adjuvant treatment

In patients with EBC eligible for neoadjuvant-adjuvant treatment, Trazimera should be used concurrently
with anthracyclines only in chemotherapy-naive patients and only with low-dose anthracycline regimens
i.e. maximum cumulative doses of doxorubicin 180 mg/m? or epirubicin 360 mg/m?2.

[f patients have been treated concurrently with a full course of low-dose anthracyclines and Trazimera in
the neoadjuvant setting, no additional cytotoxic chemotherapy should be given after surgery. In other
situations, the decision on the need for additional cytotoxic chemotherapy is determined based on
individual factors.

Experience of concurrent administration of trastuzumab with low dose anthracycline reglmens 1s
currently limited to two trials (MO16432 and BO22227). i

In the pivotal trial MO16432, trastuzumab was administered concurrently with neoadjuvant
chemotherapy containing three cycles of doxorubicin (cumulative dose 180 mg/mz)
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The incidence of symptomatic cardiac dysfunction was 1.7% in the trastuzumab arm.

In the pivotal trial BO22227, trastuzumab was administered concurrently with neoadjuvant
chemotherapy that contained four cycles of epirubicin (cumulative dose 300 mg/m?); at a median
follow-up exceeding 70 months, the incidence of cardiac failure/congestive cardiac failure was 0.3% in
the trastuzumab intravenous arm.

Clinical experience is limited in patients above 65 years of age.

Infusion-related reactions (IRRs) and hypersensitivity

Serious IRRs to trastuzumab infusion including dyspnoea, hypotension, wheezing, hypertension,
bronchospasm, supraventricular tachyarrhythmia, reduced oxygen saturation, anaphylaxis, respiratory
distress, urticaria and angioedema have been reported (see section 4.8). Pre-medication may be used to
reduce risk of occurrence of these events. The majority of these events occur during or within 2.5 hours
of the start of the first infusion. Should an infusion reaction occur the infusion should be discontinued or
the rate of infusion slowed and the patient should be monitored until resolution of all observed symptoms
(see section 4.2). These symptoms can be treated with an analgesic/antipyretic such as meperidine or
paracetamol, or an antihistamine such as diphenhydramine. The majority of patients experienced
resolution of symptoms and subsequently received further infusions of trastuzumab. Serious reactions
have been treated successfully with supportive therapy such as oxygen, beta- agonists, and
corticosteroids. In rare cases, these reactions are associated with a clinical course culminating in a fatal
outcome. Patients experiencing dyspnoea at rest due to complications of advanced malignancy and
comorbidities may be at increased risk of a fatal infusion reaction. Therefore, these patients should not
be treated with trastuzumab (see section 4.3).

Initial improvement followed by clinical deterioration and delayed reactions with rapid clinical
deterioration have also been reported. Fatalities have occurred within hours and up to one week
following infusion. On very rare occasions, patients have experienced the onset of infusion symptoms
and pulmonary symptoms more than six hours after the start of the trastuzumab infusion. Patients should
be warned of the possibility of such a late onset and should be instructed to contact their physician if
these symptoms occur.

Pulmonary events

Severe pulmonary events have been reported with the use of trastuzumab in the post-marketing setting
(see section 4.8). These events have occasionally been fatal. In addition, cases of interstitial lung disease
including lung infiltrates, acute respiratory distress syndrome, pneumonia, pneumonitis, pleural effusion,
respiratory distress, acute pulmonary oedema and respiratory insufficiency have been reported. Risk
factors associated with interstitial lung disease include prior or concomitant therapy with other anti-
neoplastic therapies known to be associated with it such as taxanes, gemcitabine, vinorelbine and
radiation therapy. These events may occur as part of an infusion-related reaction or with a delayed onset.
Patients experiencing dyspnoea at rest due to complications of advanced malignancy and comorbidities
may be at increased risk of pulmonary events. Therefore, these patients should not be treated with
trastuzumab (see section 4.3). Caution should be exercised for pneumonitis, especially in patients being
treated concomitantly with taxanes.

4.5 Interaction with other medicinal products and other forms of interaction

No formal drug interaction studies have been performed. Clinically significant interactions between
trastuzumab and the concomitant medicinal products used in clinical trials have not been observed.

Effect of trastuzumab on the pharmacokinetics of other antineoplastic agents

Pharmacokinetic data from studies BO15935 and M77004 in women with HER2-posifiveMBC
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suggested that exposure to paclitaxel and doxorubicin (and their major metabolites 6-a hydroxyl-
paclitaxel, POH, and doxorubicinol, DOL) was not altered in the presence of trastuzumab (8 mg/kg or
4 mg/kg intravenous loading dose followed by 6 mg/kg q3w or 2 mg/kg qlw intravenous dose,
respectively). However, trastuzumab may elevate the overall exposure of one doxorubicin metabolite,
(7-deoxy-13 dihydro-doxorubicinone, D7D). The bioactivity of D7D and the clinical impact of the
elevation of this metabolite was unclear.

Data from study JP16003, a single-arm study of trastuzumab (4 mg/kg intravenous loading dose and 2
mg/kg intravenous dose weekly) and docetaxel (60 mg/m? intravenous dose) in Japanese women with
HER2- positive MBC, suggested that concomitant administration of trastuzumab had no effect on the
single-dose pharmacokinetics of docetaxel. Study JP19959 was a substudy of BO18255 (ToGA)
performed in male and female Japanese patients with advanced gastric cancer to study the
pharmacokinetics of capecitabine and cisplatin when used with or without trastuzumab. The results of
this substudy suggested that the exposure to the bioactive metabolites (e.g., 5-FU) of capecitabine was
not affected by concurrent use of cisplatin or by concurrent use of cisplatin plus trastuzumab. However,
capecitabine itself showed higher concentrations and a longer half-life when combined with
trastuzumab. The data also suggested that the pharmacokinetics of cisplatin were not affected by
concurrent use of capecitabine or by concurrent use of capecitabine plus trastuzumab.

Pharmacokinetic data from Study H4613g/GO01305 in patients with metastatic or locally advanced
inoperable HER2-positive cancer suggested that trastuzumab had no impact on the PK of carboplatin.

Effect of antineoplastic agents on trastuzumab pharmacokinetics

By comparison of simulated serum trastuzumab concentrations after trastuzumab monotherapy (4 mg/kg
loading/2 mg/kg q1w intravenous) and observed serum concentrations in Japanese women with HER2-
positive MBC (study JP16003) no evidence of a PK effect of concurrent administration of docetaxel on
the pharmacokinetics of trastuzumab was found.

Comparison of PK results from two Phase II studies (BO15935 and M77004) and one Phase III study
(H0648g) in which patients were treated concomitantly with trastuzumab and paclitaxel and two Phase II
studies in which trastuzumab was administered as monotherapy (W016229 and MO16982), in women
with HER2-positive MBC indicates that individual and mean trastuzumab trough serum concentrations
varied within and across studies but there was no clear effect of the concomitant administration of
paclitaxel on the pharmacokinetics of trastuzumab. Comparison of trastuzumab PK data from Study
M77004 in which women with HER2-positive MBC were treated concomitantly with trastuzumab,
paclitaxel and doxorubicin to trastuzumab PK data in studies where trastuzumab was administered as
monotherapy (H0649g) or in combination with anthracycline plus cyclophosphamide or paclitaxel
(Study H0648g), suggested no effect of doxorubicin and paclitaxel on the pharmacokinetics of
trastuzumab.

Pharmacokinetic data from Study H4613g/GO01305 suggested that carboplatin had no impact on the PK
of trastuzumab.

The administration of concomitant anastrozole did not appear to influence the pharmacokinetics of
trastuzumab.

4.6 Fertility, pregnancy and lactation

Women of childbearing potential

Women of childbearing potential should be advised to use effective contraception during treatment w1th
Trazimera and for 7 months after treatment has concluded (see section 5.2).

Pregnancy




Reproduction studies have been conducted in Cynomolgus monkeys at doses up to 25 times that of the
weekly human maintenance dose of 2 mg/kg trastuzumab intravenous formulation and have revealed no
evidence of impaired fertility or harm to the foetus. Placental transfer of trastuzumab during the early
(days 2050 of gestation) and late (days 120150 of gestation) foetal development period was observed.
It is not known whether trastuzumab can affect reproductive capacity. As animal reproduction studies are
not always predictive of human response, trastuzumab should be avoided during pregnancy unless the
potential benefit for the mother outweighs the potential risk to the foetus.

In the post-marketing setting, cases of foetal renal growth and/or function impairment in association with
oligohydramnios, some associated with fatal pulmonary hypoplasia of the foetus, have been reported in
pregnant women receiving trastuzumab. Women who become pregnant should be advised of the
possibility of harm to the foetus. If a pregnant woman is treated with trastuzumab, or if a patient
becomes pregnant while receiving trastuzumab or within 7 months following the last dose of
trastuzumab, close monitoring by a multidisciplinary team is desirable.

Breast-feeding

A study conducted in lactating Cynomolgus monkeys at doses 25 times that of the weekly human
maintenance dose of 2 mg/kg trastuzumab intravenous formulation demonstrated that trastuzumab is
secreted in the milk. The presence of trastuzumab in the serum of infant monkeys was not associated
with any adverse effects on their growth or development from birth to 1 month of age. It is not known
whether trastuzumab is secreted in human milk. As human IgGl is secreted into human milk, and the
potential for harm to the infant is unknown, women should not breast-feed during Trazimera therapy and
for 7 months after the last dose.

Fertility

There is no fertility data available.

4.7 Effects on ability to drive and use machines

Trazimera may have a minor influence on the ability to drive or use machines (see section 4.8). Patients
experiencing infusion-related symptoms (see section 4.4) should be advised not to drive and use
machines until symptoms abate.

4.8 Undesirable effects

Summary of the safety profile

Amongst the most serious and/or common adverse reactions reported in trastuzumab usage (intravenous
and subcutaneous formulations) to date are cardiac dysfunction, infusion-related reactions,
haematotoxicity (in particular neutropenia), infections and pulmonary adverse reactions.

Tabulated list of adverse reactions

In this section, the following categories of frequency have been used: very common (>1/10), common
(21/100 to <1/10), uncommon (>1/1,000 to <1/100), rare (>1/10,000 to <1/1,000), very rare (<1/10,000),
not known (cannot be estimated from the available data). Within each frequency grouping, adverse
reactions are presented in order of decreasing seriousness.

Presented in Table 1 are adverse reactions that have been reported in association with the use of
+ intravenous trastuzumab alone or in combination with chemotherapy in pivotal clinical trials and in the

post-marketing setting. P

All the terms included are based on the highest percentage seen in pivotal clinical trials. 7
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Table 1 Undesirable Effects Reported with Intravenous trastuzumab Monotherapy or in Combination
with Chemotherapy in Pivotal Clinical Trials (N=8386) and in Post-Marketing

System organ class Adverse reaction Frequency
Infections and infestations | Infection Very common
Nasopharyngitis Very common
Neutropenic sepsis Common
Cystitis Common
Herpes zoster Common
Influenza Common
Sinusitis Common
Skin infection Common
Rhinitis Common
Upper respiratory tract infection Common
Urinary tract infection Common
Erysipelas Common
Cellulitis Common
Pharyngitis Common
Sepsis Uncommon
Neoplasms benign, Malignant neoplasm progression Not known
E?I?ill_grg;nstt:gi;gﬁ;;ﬁed Neoplasm progression Not known
Blood and lymphatic Febrile neutropenia Very common
system disorders Reagnid Very common
Neutropenia Very common
White blood cell count Very common
decreased/leukopenia
Thrombocytopenia Very common
Hypoprothrombinaemia Not known
Immune thrombocytopenia Not known
Immune system disorders | Hypersensitivity Common
“Anaphylactic reaction Not known
“Anaphylactic shock Not known
Metabolism and nutrition | Weight decreased/Weight loss Very common
disorders Anorexia Very common
Hyperkalaemia Not known
Psychiatric disorders Insomnia Very common
Anxiety Common
Depression Common
Thinking abnormal Common
Nervous system disorders | 'Tremor Very common
Dizziness Very common
Headache Very common
Paraesthesia Very common
Dysgeusia Very common
Peripheral neuropathy Common
Hypertonia Common
Somnolence Common
Ataxia Common
Paresis Rare
Brain oedema Not known
Eye disorders Conjunctivitis Very common -

Lacrimation increased

Very common”
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System organ class Adverse reaction Frequency
Dry eye Common
Papilloedema Not known
Retinal haemorrhage Not known
Ear and labyrinth disorders | Deafness Uncommon
Cardiac disorders 'Blood pressure decreased Very common
'Blood pressure increased Very common
'Heart beat irregular Very common
'Palpitation Very common
!Cardiac flutter Very common
Ejection fraction decreased” Very common
“Cardiac failure (congestive) Common
“!Supraventricular tachyarrhythmia Common
Cardiomyopathy Common
Pericardial effusion Uncommon
Cardiogenic shock Not known
Pericarditis Not known
Bradycardia Not known
Gallop rhythm present Not known
Vascular disorders Hot flush Very common
“"Hypotension Common
Vasodilatation Common
Respiratory, thoracic and “'Wheezing Very common
mediastinal disorders “Dyspnoea Very common
Cough Very common
Epistaxis Very common
Rhinorrhoea Very common
“Pneumonia Common
Asthma Common
Lung disorder Common
“Pleural effusion Common
Pneumonitis Rare
“Pulmonary fibrosis Not known
“Respiratory distress Not known
*Respiratory failure Not known
“Lung infiltration Not known
“Acute pulmonary oedema Not known
"Acute respiratory distress syndrome Not known
“Bronchospasm Not known
“Hypoxia Not known
“Oxygen saturation decreased Not known
Laryngeal oedema Not known
Orthopnoea Not known
Pulmonary oedema Not known
Interstitial lung disease Not known
Gastrointestinal disorders | Diarrhoea Very common
Vomiting Very common
Nausea Very common
ILip swelling Very common
Abdominal pain Very common

Dyspepsia

Very common

Constipation

Very common
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System organ class Adverse reaction Frequency
Stomatitis Very common
Haemorrhoids Common
Dry mouth Common
Hepatobiliary disorders Hepatocellular injury Common
Hepatitis Common
Liver tenderness Common
Jaundice Rare
Hepatic failure Not known
Skin and subcutaneous Erythema Very common
tissue disorders Rash Very common
'Swelling face Very common
Alopecia Very common
Nail disorder Very common
Palmar-plantar erythrodysaesthesia Very common
syndrome
Acne Common
Dry skin Common
Ecchymosis Common
Hyperhydrosis Common
Maculopapular rash Common
Pruritus Common
Onychoclasis Common
Dermatitis Common
Urticaria Uncommon
Angioedema Not known
Musculoskeletal and Arthralgia Very common
connective tissue disorders | 'Muscle tightness Very common
Myalgia Very common
Arthritis Common
Back pain Common
Bone pain Common
Muscle spasms Common
Neck Pain Common
Pain in extremity Common
Renal and urinary disorders| Renal disorder Common
Glomerulonephritis membranous Not known
Glomerulonephropathy Not known
Renal failure Not known
Pregnancy, puerperium and| Oligohydramnios Not known
perinatal conditions Renal hypoplasia Not known
Pulmonary hypoplasia Not known
Reproductive system and | Breast inflammation/mastitis Common

breast disorders

General disorders and
administration site
conditions

Asthenia Very common
Chest pain Very common
Chills Very common
Fatigue Very common

Influenza-like symptoms

Very common®™ ivc [

Infusion related reaction

Very common <>~ "7

Pain

Very commen

Pyrexia

Very common
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System organ class Adverse reaction Frequency
Mucosal inflammation Very common
Peripheral oedema Very common
Malaise Common
Oedema Common
Injury, poisoning and Contusion Common
procedural complications

" Denotes adverse reactions that have been reported in association with a fatal outcome.

! Denotes adverse reactions that are reported largely in association with Infusion-related reactions. Specific
percentages for these are not available.

* Observed with combination therapy following anthracyclines and combined with taxanes

Description of selected adverse reactions

Cardiac dysfunction

Congestive heart failure NYHA Class II-IV) is a common adverse reaction associated with the use of
trastuzumab and has been associated with a fatal outcome (see section 4.4). Signs and symptoms of
cardiac dysfunction such as dyspnoea, orthopnoea, increased cough, pulmonary oedema, S3 gallop, or
reduced ventricular ejection fraction, have been observed in patients treated with trastuzumab (see
section 4.4).

In 3 pivotal clinical trials of adjuvant trastuzumab given in combination with chemotherapy, the
incidence of grade 3/4 cardiac dysfunction (specifically symptomatic Congestive Heart Failure) was
similar in patients who were administered chemotherapy alone (i.e., did not receive trastuzumab) and in
patients who were administered trastuzumab sequentially after a taxane (0.3-0.4%). The rate was highest
in patients who were administered trastuzumab concurrently with a taxane (2.0%). In the neoadjuvant
settmg, the experience of concurrent administration of trastuzumab and low dose anthracycline regimen
is limited (see section 4.4).

When trastuzumab was administered after completion of adjuvant chemotherapy NYHA Class III-IV
heart failure was observed in 0.6% of patients in the one-year arm after a median follow-up of

12 months. In study BO16348, after a median follow-up of 8 years the incidence of severe CHF (NYHA
Class IIl & IV) in the trastuzumab 1 year treatment arm was 0.8%, and the rate of mild symptomatic and
asymptomatic left ventricular dysfunction was 4.6%.

Reversibility of severe CHF (defined as a sequence of at least two consecutive LVEF values >50% after
the event) was evident for 71.4% of trastuzumab-treated patients. Reversibility of mild symptomatic and
asymptomatic left ventricular dysfunction was demonstrated for 79.5% of patients. Approximately 17%
of cardiac dysfunction related events occurred after completion of trastuzumab.

In the pivotal metastatic trials of intravenous trastuzumab, the incidence of cardiac dysfunction varied
between 9% and 12% when it was combined with paclitaxel compared with 1% — 4% for paclitaxel
alone. For monotherapy, the rate was 6% — 9%. The highest rate of cardiac dysfunction was seen in
patients receiving trastuzumab concurrently with anthracycline/cyclophosphamide (27%), and was
significantly higher than for anthracycline/cyclophosphamide alone (7% — 10%). In a subsequent trial
with prospective monitoring of cardiac function, the incidence of symptomatic CHF was 2.2% in patients
receiving trastuzumab and docetaxel, compared with 0% in patients receiving docetaxel alone. Most of
the patients (79%) who developed cardiac dysfunction in these trials experienced an improvement after
receiving standard treatment for CHF.

Infusion reactions, allergic-like reactions and hypersensitivity e i
It is estimated that approximately 40% of patients who are treated with trastuzumab will.€ _penence :
some form of infusion-related reaction. However, the majority of infusion-related reactxonsare mild to
moderate in intensity (NCI-CTC grading system) and tend to occur earlier in treatment, i.¢: during. -
infusions one, two and three and lessen in frequency in subsequent infusions. Reactions: mclude chllls

EE \ ¢
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fever, dyspnoea, hypotension, wheezing, bronchospasm, tachycardia, reduced oxygen saturation,
respiratory distress, rash, nausea, vomiting and headache (see section 4.4). The rate of infusion-related
reactions of all grades varied between studies depending on the indication, the data collection
methodology, and whether trastuzumab was given concurrently with chemotherapy or as monotherapy.

Severe anaphylactic reactions requiring immediate additional intervention can occur usually during
either the first or second infusion of trastuzumab(see section 4.4) and have been associated with a fatal
outcome.

Anaphylactoid reactions have been observed in isolated cases.

Haematotoxicity

Febrile neutropenia, leukopenia, anaemia, thrombocytopenia and neutropenia occurred very commonly.
The frequency of occurrence of hypoprothrombinaemia is not known. The risk of neutropenia may be
slightly increased when trastuzumab is administered with docetaxel following anthracycline therapy.

Pulmonary events

Severe pulmonary adverse reactions occur in association with the use of trastuzumab and have been
associated with a fatal outcome. These include, but are not limited to, pulmonary infiltrates, acute
respiratory distress syndrome, pneumonia, pneumonitis, pleural effusion, respiratory distress, acute
pulmonary oedema and respiratory insufficiency (see section 4.4).

Details of risk minimisation measures that are consistent with the EU Risk Management Plan are
presented in (section 4.4) Warnings and Precautions.

Immunogenicity

In the neoadjuvant-adjuvant EBC study (BO22227), at a median follow-up exceeding 70 months, 10.1%
(30/296) of patients treated with trastuzumab intravenous developed antibodies against trastuzumab.
Neutralizing anti-trastuzumab antibodies were detected in post-baseline samples in 2 of 30 patients in
the trastuzumab intravenous arm.

The clinical relevance of these antibodies is not known. The presence of anti-trastuzumab antibodies
had no impact on the pharmacokinetics, efficacy (determined by pathological Complete Response
[pCR] and event free survival [EFS]) and safety determined by occurrence of administration related
reactions (ARRSs) of trastuzumab intravenous.

There are no immunogenicity data available for trastuzumab in gastric cancer.

Reporting of suspected adverse reactions
Reporting suspected adverse reactions after authorisation of the medicinal product is important.
It allows continued monitoring of the benefit/risk balance of the medicinal product.

United Kingdom

Healthcare professionals are asked to report any suspected adverse reactions via the Yellow Card
Scheme at: www.mhra.gov.uk/yellowcard or search for MHRA Yellow Card in the Google Play or
Apple App Store

Ireland

Healthcare professionals are asked to report any suspected adverse reactions via HPRA
Pharmacovigilance, Earlsfort Terrace, IRL - Dublin 2, Tel: +353 1 6764971, Fax: +353 1 6762517,
Website: www.hpra.ie; E-mail: medsafety@hpra.ie

4.9 Overdose
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There is no experience with overdose in human clinical trials. Single doses of trastuzumab alone greater
than 10 mg/kg have not been administered in the clinical trials; a maintenance dose of 10 mg/kg q3w
following a loading dose of 8 mg/kg has been studied in a clinical trial with metastatic gastric cancer
patients. Doses up to this level were well tolerated.

5. PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

Pharmacotherapeutic group: Antineoplastic agents, monoclonal antibodies, ATC code: LO1XC03

Trazimera is a biosimilar medicinal product. Detailed information is available on the website of the
European Medicines Agency http://www.ema.europa.eu.

Trastuzumab is a recombinant humanised IgG1 monoclonal antibody against the human epidermal
growth factor receptor 2 (HER2). Overexpression of HER2 is observed in 20%-30% of primary breast
cancers. Studies of HER2-positivity rates in gastric cancer (GC) using immunohistochemistry (IHC) and
fluorescence in situ hybridization (FISH) or chromogenic in situ hybridization (CISH) have shown that
there is a broad variation of HER2-positivity ranging from 6.8% to 34.0% for IHC and 7.1% to 42.6%
for FISH. Studies indicate that breast cancer patients whose tumours overexpress HER2 have a shortened
disease-free survival compared to patients whose tumours do not overexpress HER2. The extracellular
domain of the receptor (ECD, p105) can be shed into the blood stream and measured in serum samples.

Mechanism of action

Trastuzumab binds with high affinity and specificity to sub-domain IV, a juxta-membrane region of
HER?2’s extracellular domain. Binding of trastuzumab to HER2 inhibits ligand-independent HER2
signalling and prevents the proteolytic cleavage of its extracellular domain, an activation mechanism of
HER2. As a result, trastuzumab has been shown, in both in vitro assays and in animals, to inhibit the
proliferation of human tumour cells that overexpress HER2. Additionally, trastuzumab is a potent
mediator of antibody-dependent cell-mediated cytotoxicity (ADCC). In vitro, trastuzumab-mediated
ADCC has been shown to be preferentially exerted on HER2 overexpressing cancer cells compared with
cancer cells that do not overexpress HER2.

Detection of HER2 overexpression or HER2 gene amplification

Detection of HER?2 overexpression or HER2 gene amplification in breast cancer

Trastuzumab should only be used in patients whose tumours have HER2 overexpression or HER2 gene
amplification as determined by an accurate and validated assay. HER2 overexpression should be
detected using an immunohistochemistry (IHC)-based assessment of fixed tumour blocks (see section
4.4). HER2 gene amplification should be detected using fluorescence in situ hybridisation (FISH) or
chromogenic in situ hybridisation (CISH) of fixed tumour blocks. Patients are eligible for Trazimera
treatment if they show strong HER2 overexpression as described by a 3+ score by IHC or a positive
FISH or CISH result.

To ensure accurate and reproducible results, the testing must be performed in a specialised laboratory,
which can ensure validation of the testing procedures.

The recommended scoring system to evaluate the IHC staining patterns is as stated in Table 2:
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Table 2 Recommended Scoring System to Evaluate the IHC Staining Patterns in Breast Cancer

Score Staining pattern HER?2 overexpression
assessment

0 No staining is observed or membrane staining is Negative
observed in <10% of the tumour cells

1+ A faint/barely perceptible membrane staining is detected in | Negative
>10% of the tumour cells. The cells are only stained in part of
their membrane.

2+ A weak to moderate complete membrane staining is detected | Equivocal
in >10% of the tumour cells.

3k Strong complete membrane staining is detected in >10% of | Positive
the tumour cells.

In general, FISH is considered positive if the ratio of the HER2 gene copy number per tumour cell to the
chromosome 17 copy number is greater than or equal to 2, or if there are more than 4 copies of the HER2
gene per tumour cell if no chromosome 17 control is used.

In general, CISH is considered positive if there are more than 5 copies of the HER2 gene per nucleus in
greater than 50% of tumour cells.

For full instructions on assay performance and interpretation please refer to the package inserts of
validated FISH and CISH assays. Official recommendations on HER2 testing may also apply.

For any other method that may be used for the assessment of HER2 protein or gene expression, the
analyses should only be performed by laboratories that provide adequate state-of-the-art performance of
validated methods. Such methods must clearly be precise and accurate enough to demonstrate
overexpression of HER2 and must be able to distinguish between moderate (congruent with 2+) and
strong (congruent with 3+) overexpression of HER2.

Detection of HER2 over expression or HER2 gene amplification in gastric cancer

Only an accurate and validated assay should be used to detect HER2 over expression or HER2 gene
amplification. IHC is recommended as the first testing modality and in cases where HER2 gene
amplification status is also required, either a silver-enhanced in situ hybridization (SISH) or a FISH
technique must be applied. SISH technology is however, recommended to allow for the parallel
evaluation of tumour histology and morphology. To ensure validation of testing procedures and the
generation of accurate and reproducible results, HER2 testing must be performed in a laboratory staffed
by trained personnel. Full instructions on assay performance and results interpretation should be taken
from the product information leaflet provided with the HER2 testing assays used.

In the ToGA (BO18255) trial, patients whose tumours were either IHC3+ or FISH positive were defined
as HER2 positive and thus included in the trial. Based on the clinical trial results, the beneficial effects
were limited to patients with the highest level of HER2 protein overexpression, defined by a 3+ score by
IHC, or a 2+ score by IHC and a positive FISH result.

In a method comparison study (study D008548) a high degree of concordance (>95%) was observed for
SISH and FISH techniques for the detection of HER2 gene amplification in gastric cancer patients.

HER2 over expression should be detected using an immunohistochemistry (IHC)-based assessment of
fixed tumour blocks; HER2 gene amplification should be detected using in situ hybridisation using either
SISH or FISH on fixed tumour blocks.

The recommended scoring system to evaluate the [HC staining patterns is as stated in Table3 o,



Table 3 Recommended Scoring System to Evaluate the IHC Staining Patterns in Gastric Cancer

Score | Surgical specimen - staining Biopsy specimen — staining pattern | HER2
pattern overexpression
assessment
No reactivity or membranous No reactivity or membranous
0 reactivity in <10% of tumour cells| reactivity in any tumour cell Negative
Faint/barely perceptible Tumour cell cluster with a faint/
membranous reactivity in >10% | barely perceptible membranous
1+ of tumour cells; cells are reactive | reactivity irrespective of percentage of | Negative
only in part of their membrane tumour cells stained
Weak to moderate complete, Tumour cell cluster with a weak to
basolateral or lateral membranous | moderate complete, basolateral or
reactivity in >10% of tumour cells| lateral membranous reactivity i
2+ . . Equivocal
irrespective of percentage of tumour
cells stained
Strong complete, basolateral or Tumour cell cluster with a strong
lateral membranous reactivity in | complete, basolateral or lateral
3+ >10% of tumour cells membranous reactivity irrespective of | Positive
percentage of tumour cells stained

In general, SISH or FISH is considered positive if the ratio of the HER2 gene copy number per tumour
cell to the chromosome 17 copy number is greater than or equal to 2.

Clinical efficacy and safety

Metastatic breast cancer

Trastuzumab has been used in clinical trials as monotherapy for patients with MBC who have tumours
that overexpress HER2 and who have failed one or more chemotherapy regimens for their metastatic
disease (trastuzumab alone).

Trastuzumab has also been used in combination with paclitaxel or docetaxel for the treatment of patients
who have not received chemotherapy for their metastatic disease. Patients who had previously received
anthracycline-based adjuvant chemotherapy were treated with paclitaxel (175 mg/m? infused over

3 hours) with or without trastuzumab. In the pivotal trial of docetaxel (100 mg/m? infused over 1 hour)
with or without trastuzumab, 60% of the patients had received prior anthracycline-based adjuvant
chemotherapy. Patients were treated with trastuzumab until progression of disease.

The efficacy of trastuzumab in combination with paclitaxel in patients who did not receive prior adjuvant
anthracyclines has not been studied. However, trastuzumab plus docetaxel was efficacious in patients
whether or not they had received prior adjuvant anthracyclines.

The test method for HER2 overexpression used to determine eligibility of patients in the pivotal
trastuzumab monotherapy and trastuzumab plus paclitaxel clinical trials employed
immunohistochemical staining for HER2 of fixed material from breast tumours using the murine
monoclonal antibodies CB11 and 4D5. These tissues were fixed in formalin or Bouin’s fixative. This
investigative clinical trial assay performed in a central laboratory utilised a 0 to 3+ scale. Patients
classified as staining 2+ or 3+ were included, while those staining 0 or 1+ were excluded. Greater than

70% of patients enrolled exhibited 3+ overexpression. The data suggest that beneficial ,e‘ffé'c"ts wete -

greater among those patients with higher levels of overexpression of HER2 (3+).
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The main test method used to determine HER2 positivity in the pivotal trial of docetaxel, with or without
trastuzumab, was immunohistochemistry. A minority of patients was tested using fluorescence in-situ
hybridisation (FISH). In this trial, 87% of patients entered had disease that was [HC3+, and 95% of
patients entered had disease that was IHC3+ and/or FISH-positive.

Weekly dosing in metastatic breast cancer
The efficacy results from the monotherapy and combination therapy studies are summarised in Table 4:

Table 4 Efficacy Results from the Monotherapy and Combination Therapy Studies

Parameter Monotherapy Combination Therapy
Trastuzumab ! | Trastuzum | Paclitaxel? | Trastuzum | Docetaxel®
ab plus ab plus
paclitaxel’ docetaxel®
N=172 N=68 N=77 N=92 N=94
Response rate 18% 49% 17% 61% 34%
(95% CI) (13-25) (36-61) (9-27) (50-71) | (25-45)
Median duration of 9.1 8.3 4.6 11.7 5.7
response (months) (5.6-10.3) (7.3-8.8) | (3.7-7.4) L (4.6-7.6)
(95% CI) (9.3-15.0)
Median TTP 3.2 7.1 3.0 11.7 6.1
(months) (95% CI) | (26.3.5) (6.2-12.0) | (2.0-4.4) | (9.2-13.5) | (5.4-7.2)
Median Survival 16.4 24.8 17.9 31.2 22.74
(months) (95% CI) | (12.3-ne) | (18.6-33.7)|(11.2-23.8) | (27.3-40.8) | (19.1-30.8)

TTP = time to progression; "ne" indicates that it could not be estimated or it was not yet reached.
L Study H0649g: IHC3+ patient subset

2 Study H0648g: IHC3+ patient subset

3. Study M77001: Full analysis set (intent-to-treat), 24 months results

Combination treatment with trastuzumab and anastrozole

Trastuzumab has been studied in combination with anastrozole for first line treatment of MBC in HER2
overexpressing, hormone-receptor (i.e. oestrogen-receptor (ER) and/or progesterone-receptor (PR))
positive postmenopausal patients. Progression free survival was doubled in the trastuzumab plus
anastrozole arm compared to anastrozole (4.8 months versus 2.4 months). For the other parameters the
improvements seen for the combination were for overall response (16.5% versus 6.7%); clinical benefit
rate (42.7% versus 27.9%); time to progression (4.8 months versus 2.4 months). For time to response and
duration of response no difference could be recorded between the arms. The median overall survival was
extended by 4.6 months for patients in the combination arm. The difference was not statistically
significant, however more than half of the patients in the anastrozole alone arm crossed over to a
trastuzumab containing regimen after progression of disease.

Three -weekly dosing in metastatic breast cancer
The efficacy results from the non-comparative monotherapy and combination therapy studies are
summarised in Table 5:



Table 5 Efficacy Results from the Non-Comparative Monotherapy and Combination Therapy Studies
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Parameter Monotherapy Combination Therapy
Trastuzumab' | Trastuzumab? | Trastuzumab plus Trastuzumab plus
paclitaxel® docetaxel’
N=105 N=T72 N=32 N=110
Response rate 24% 27% 59% 73%
(95% CT) (15-35) (14-43) (41-76) (63-81)
Median duration of 10.1 7.9 10.5 13.4
response (months) (2.8-35.6) (2.1-18.8) (1.8-21) (2.1-55.1)
(range)
Median TTP 34 Tl 12.2 13.6
(months) (95% CI) (2.8-4.1) (4.2-8.3) (6.2-ne) (11-16)
Median Survival ne ne ne 47.3
(months) (95% CI) (32-ne)
TTP = time to progression; "ne" indicates that it could not be estimated or it was not yet reached.
I Study WO16229: loading dose 8 mg/kg, followed by 6 mg/kg 3 weekly schedule
2, Study MO16982: loading dose 6 mg/kg weekly x 3; followed by 6 mg/kg 3-weekly schedule
3% Study BO15935
4 Study MO16419

Sites of progression

The frequency of progression in the liver was significantly reduced in patients treated with the
combination of trastuzumab and paclitaxel, compared to paclitaxel alone (21.8% versus 45.7%;
p=0.004). More patients treated with trastuzumab and paclitaxel progressed in the central nervous system
than those treated with paclitaxel alone (12.6% versus 6.5%; p=0.377).

Early breast cancer (adjuvant setting)

Early breast cancer is defined as non-metastatic primary invasive carcinoma of the breast.
In the adjuvant treatment setting, trastuzumab was investigated in 4 large multicentre, randomised, trials.

- Study BO16348 was designed to compare one and two years of three-weekly trastuzumab
treatment versus observation in patients with HER2 positive EBC following surgery,
established chemotherapy and radiotherapy (if applicable). In addition, comparison of two years
of trastuzumab treatment versus one year of trastuzumab treatment was performed. Patients
assigned to receive trastuzumab were given an initial loading dose of 8 mg/kg, followed by
6 mg/kg every three weeks for either one or two years.

- The NSABP B-31 and NCCTG N9831 studies that comprise the joint analysis were designed to
investigate the clinical utility of combining trastuzumab treatment with paclitaxel following AC
chemotherapy, additionally the NCCTG N9831 study also investigated adding trastuzumab
sequentially to AC—P chemotherapy in patients with HER2 positive EBC following surgery.

- The BCIRG 006 study was designed to investigate combining trastuzumab treatment with
docetaxel either following AC chemotherapy or in combination with docetaxel and carboplatin
in patients with HER2 positive EBC following surgery.

Early breast cancer in the HERA trial was limited to operable, primary, invasive adenocarcinoma of the
breast, with axillary nodes positive or axillary nodes negative if tumours at least 1 cm in dxameter

In the joint analysis of the NSABP B-31 and NCCTG N9831 studies, EBC was lumted to women w1th
operable breast cancer at high risk, defined as HER2-positive and axillary lymph nodeposmve or HER2
positive and lymph node negative with high risk features (tumour size > 1 cm and ER negatlve or tumour




size >2 cm, regardless of hormonal status).

In the BCIRG 006 study HER2 positive, EBC was defined as either lymph node positive or high risk
node negative patients with no (pNO) lymph node involvement, and at least 1 of the following factors:
tumour size greater than 2 cm, oestrogen receptor and progesterone receptor negative, histological and/or

nuclear grade 2-3, or age <35 years).

The efficacy results from the BO16348 trial following 12 months* and 8 years** median follow-up are

summarized in Table 6:

Table 6 Efficacy Results from Study BO16348

Median follow-up 12 months*

Median follow-up 8§ years**

IParameter Observation Trastuzumab1 Observation Trastuzumabl
N=1693 Year N=1697*** Year

N=1693 N=1702%%**

Disease-free survival

- No. patients with event 219 (12.9%) 127 (7.5%) 570 (33.6%) 471 (27.7%)

- No. patients without event 1474 (87.1%) 1566 (92.5%) | 1127 (66.4%) 1231 (72.3%)

P-value versus Observation <0.0001 <0.0001

Hazard Ratio versus Observation 0.54 0.76

Recurrence-free survival

- No. patients with event 208 (12.3%) 113 (6.7%) 506 (29.8%) 399 (23.4%)

- No. patients without event 1485 (87.7%) 1580 (93.3%) 1191 (70.2%) 1303 (76.6%)
P-value versus Observation <0.0001 <0.0001

Hazard Ratio versus Observation 0.51 0.73

Distant disease-free survival

_No. patients with event 184 (10.9%) 99 (5.8%) 488 (28.8%) 399 (23.4%)
- No. patients without event 1508 (89.1%) 1594 (94.6%) 1209 (71.2%) 1303 (76.6%)
P-value versus Observation <0.0001 <0.0001

Hazard Ratio versus Observation 0.50 0.76

Overall survival (death)

- No. patients with event 40 (2.4%) 31(1.8%) 350 (20.6%) 278 (16.3%)
- No. patients without event 1653 (97.6%) 1662 (98.2%) 1347 (79.4%) 1424 (83.7%)
P-value versus Observation 0.24 0.0005

Hazard Ratio versus Observation 0.75 0.76

*Co-primary endpoint of DFS of 1 year versus observation met the pre-defined statistical boundary

**Final analysis (including crossover of 52% of patients from the observation arm to trastuzumab)

***There is a discrepancy in the overall sample size due to a small number of patients who were randomized after
the cut-off date for the 12-month median follow-up analysis

The efficacy results from the interim efficacy analysis crossed the protocol pre-specified statistical
boundary for the comparison of 1-year of trastuzumab versus observation. After a median follow-up of
12 months, the hazard ratio (HR) for disease free survival (DFS) was 0.54 (95% CI10.44, 0.67) which
translates into an absolute benefit, in terms of a 2-year disease-free survival rate, of 7.6 percentage points
(85.8% versus 78.2%) in favour of the trastuzumab arm.

A final analysis was performed after a median follow-up of 8 years, which showed that 1 year
trastuzumab treatment is associated with a 24% risk reduction compared to observation only (HR=0.76,
95% CI10.67, 0.86). This translates into an absolute benefit in terms of an 8 year dlsease free survwal
rate of 6.4 percentage points in favour of 1 year trastuzumab treatment. v
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In this final analysis, extending trastuzumab treatment for a duration of two years did not show
additional benefit over treatment for 1 year [DFS HR in the intent to treat (ITT) population of 2 years
versus 1 year=0.99 (95% CI: 0.87, 1.13), p-value=0.90 and OS HR=0.98 (0.83, 1.15); p-value=0.78].
The rate of asymptomatic cardiac dysfunction was increased in the 2-year treatment arm (8.1% versus
4.6% in the 1-year treatment arm). More patients experienced at least one grade 3 or 4 adverse event in
the 2-year treatment arm (20.4%) compared with the 1-year treatment arm (16.3%).

In the NSABP B-31 and NCCTG N9831 studies trastuzumab was administered in combination with
paclitaxel, following AC chemotherapy.

Doxorubicin and cyclophosphamide were administered concurrently as follows:
B intravenous push doxorubicin, at 60 mg/m’, given every 3 weeks for 4 cycles.

- intravenous cyclophosphamide, at 600 mg/m’ over 30 minutes, given every 3 weeks for
4 cycles.

Paclitaxel, in combination with trastuzumab, was administered as follows:

- intravenous paclitaxel - 80 mg/m’ as a continuous intravenous infusion, given every week
for 12 weeks.

or

- intravenous paclitaxel - 175 mg/m’® as a continuous intravenous infusion, given every 3
weeks for 4 cycles (day 1 of each cycle).

The efficacy results from the joint analysis of the NSABP B-31 and NCCTG 9831 trials at the time of
the definitive analysis of DFS" are summarized in Table 7. The median duration of follow up was
1.8 years for the patients in the AC—P arm and 2.0 years for patients in the AC—PH arm.

Table 7 Summary of Efficacy results from the joint analysis of the NSABP B-31 and NCCTG N9831
trials at the time of the definitive DFS analysis”

Parameter AC—P AC—PH Hazard Ratio vs
(n=1679) (n=1672) AC—P (95% CI)
p-value

Disease-free survival

No. patients with event (%) 261 (15.5) 133 (8.0) 0.48 (0.39, 0.59)
p<0.0001

Distant Recurrence

No. patients with event 193 (11.5) 96 (5.7) 0.47 (0.37, 0.60)
p<0.0001

Death (OS event):

No. patients with event 92 (5.5) 62 (3.7) 0.67 (0.48, 0.92)
p=0.014"

A: doxorubicin; C: cyclophosphamide; P: paclitaxel; H: trastuzumab
*At median duration of follow up of 1.8 years for the patients in the AC—P arm and 2.0 years for patients in the
AC—PH arm

**p value for OS did not cross the pre-specified statistical boundary for comparison of AC—PH vs. AC—P

For the primary endpoint, DFS, the addition of trastuzumab to paclitaxel chemotherapy resulted in a 52%
decrease in the risk of disease recurrence. The hazard ratio translates into an absolute benefit, in terms of
3-year disease-free survival rate estimates of 11.8 percentage points (87.2% versus 75. 4%) in favour of
the AC—PH (trastuzumab) arm.

At the time of a safety update after a median of 3.5-3.8 years follow up, an analysis of ZIDES‘NVreconﬁnns
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the magnitude of the benefit shown in the definitive analysis of DFS. Despite the cross-over to
trastuzumab in the control arm, the addition of trastuzumab to paclitaxel chemotherapy resulted in a 52%
decrease in the risk of disease recurrence. The addition of trastuzumab to paclitaxel chemotherapy also
resulted in a 37% decrease in the risk of death.

The pre-planned final analysis of OS from the joint analysis of studies NSABP B-31 and NCCTG N9831
was performed when 707 deaths had occurred (median follow-up 8.3 years in the AC—P H group).
Treatment with AC—PH resulted in a statistically significant improvement in OS compared with AC—P
(stratified HR=0.64; 95% CI [0.55, 0.74]; log-rank p-value < 0.0001). At 8 years, the survival rate was
estimated to be 86.9% in the AC—PH arm and 79.4% in the AC—P arm, an absolute benefit of 7.4%
(95% CI14.9%, 10.0%).

The final OS results from the joint analysis of studies NSABP B-31 and NCCTG N9831 are summarized
in Table 8 below:

Table 8 Final Overall Survival Analysis from the joint analysis of trials NSABP B-31 and NCCTG
NO9831

Parameter AC—P AC—PH p-value versus | Hazard Ratio
(N=2032) (N=2031) AC—P versus AC—P
(95% CI)
Death (OS event):
No. patients with event (%) 418 (20.6%) 289 (14.2%) <0.0001 0.64
(0.55,0.74)

A: doxorubicin; C: cyclophosphamide; P: paclitaxel; H: trastuzumab

DEFS analysis was also performed at the final analysis of OS from the joint analysis of studies NSABP B-
31 and NCCTG N9831. The updated DFS analysis results (stratified HR=0.61; 95% CI [0.54, 0.69])
showed a similar DFS benefit compared to the definitive primary DFS analysis, despite 24.8% patients in
the AC—P arm who crossed over to receive trastuzumab. At 8 years, the disease-free survival rate was
estimated to be 77.2% (95% CI: 75.4, 79.1) in the AC—PH arm, an absolute benefit of 11.8% compared
with the AC—P arm.

In the BCIRG 006 study trastuzumab was administered either in combination with docetaxel, following
AC chemotherapy (AC—DH) or in combination with docetaxel and carboplatin (DCarbH).

Docetaxel was administered as follows:
- intravenous docetaxel - 100 mg/m’ as an intravenous infusion over 1 hour, given every
3 weeks for 4 cycles (day 2 of first docetaxel cycle, then day 1 of each subsequent cycle)

or

- intravenous docetaxel - 75 mg/m’ as an intravenous infusion over 1 hour, given every
3 weeks for 6 cycles (day 2 of cycle 1, then day 1 of each subsequent cycle)

which was followed by:

- carboplatin — at target AUC=6 mg/mL/min administered by intravenous infusion over
30-60 minutes repeated every 3 weeks for a total of six cycles

Trastuzumab was administered weekly with chemotherapy and 3 weekly thereafter for a total of
52 weeks.

The efficacy results from the BCIRG 006 are summarized in Tables 9 and 10. The median duration of
follow up was 2.9 years in the AC—D arm and 3.0 years in each of the AC—DH and DCarbH-arms.




Table 9 Overview of Efficacy Analyses BCIRG 006 AC—D versus AC—>DH
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Parameter AC—D AC—DH Hazard Ratio vs
(n=1073) (n=1074) AC—D
(95% CI)
p-value
Disease-free survival
No. patients with event 195 134 0.61(0.49,0.77) |
p<0.0001
Distant recurrence
No. patients with event 144 95 0.59 (0.46,0.77)
p<0.0001
SnItiESanEay 0.58 (0.40, 0.83)
No. patients with event 80 49 p=0.0024

AC—D = doxorubicin plus cyclophosphamide, followed by docetaxel; AC—DH = doxorubicin plus
cyclophosphamide, followed by docetaxel plus trastuzumab; CI = confidence interval

Table 10 Overview of Efficacy Analyses BCIRG 006 AC—D versus DCarbH

Parameter AC—D DCarbH Hazard Ratio vs
(n=1073) (n=1074) AC—-D

(95% CI)

Disease-free survival No.

patients with event 195 145 0.67 (0.54, 0.83)
p=0.0003

Distant recurrence

No. patients with event 144 103 0.65 (0.50, 0.84)
p=0.0008

IS ) 0.66 (0.47, 0.93)

No. patients with event 80 56 p=0.0182

AC—D = doxorubicin plus cyclophosphamide, followed by docetaxel; DCarbH = docetaxel, carboplatin and
trastuzumab; CI = confidence interval

In the BCIRG 006 study for the primary endpoint, DFS, the hazard ratio translates into an absolute
benefit, in terms of 3-year disease-free survival rate estimates of 5.8 percentage points (86.7% versus
80.9%) in favour of the AC—DH (trastuzumab) arm and 4.6 percentage points (85.5% versus 80.9% ) in
favour of the DCarbH (trastuzumab) arm compared to AC—D.

In study BCIRG 006, 213/1075 patients in the DCarbH (TCH) arm, 221/1074 patients in the AC—DH
(AC—TH) arm, and 217/1073 in the AC—D (AC—T) arm had a Karnofsky performance status <90
(either 80 or 90). No disease-free survival (DFS) benefit was noticed in this subgroup of patients (hazard
ratio=1.16, 95% CI [0.73, 1.83] for DCarbH (TCH) versus AC—D (AC—T); hazard ratio 0.97, 95% CI
[0.60, 1.55] for AC—DH (AC—TH) versus AC—D).

In addition a post-hoc exploratory analysis was performed on the data sets from the joint analysis (JA)

NSABP B-31/NCCTG N9831* and BCIRG006 clinical studies combining DFS events and symptomatic
cardiac events and summarised in Table 11:




Table 11 Post-Hoc Exploratory Analysis Results from the Joint Analysis NSABP B-31/NCCTG N9831*
and BCIRGO06 Clinical Studies Combining DFS Events and Symptomatic Cardiac Events

AC—PH AC—DH DCarbH
(vs. AC—P) (vs. AC—D) (vs. AC—D)
(NSABP B-31 anfi (BCIRG 006) (BCIRG 006)
NCCTGN9831)
Primary efficacy analysis
DFS Hazard ratios 0.48 0.61 0.67
(95% CI) (0.39,0.59) (0.49,0.77) (0.54,0.83)
p-value p<0.0001 p<0.0001 p=0.0003
Long term follow-up efficacy
analysis™ DFS Hazard rations
0.61 0.72 0.77
(95% CI)
p-value (0.54,0.69) (0.61, 0.85) (0.65, 0.90)
p<0.0001 p<0.0001 p=0.0011
Post-hoc exploratory analysis
with DFS and symptomatic
cardiac events Long term
follow-up™ Hazard ratios
(95% CI) 0.67 0.77 0.77
(0.60, 0.75) (0.66, 0.90) (0.66, 0.90)

A: doxorubicin; C: cyclophosphamide; P: paclitaxel; D: docetaxel; Carb: carboplatin; H: trastuzumab

CI = confidence interval

*At the time of the definitive analysis of DFS. Median duration of follow up was 1.8 years in the AC—P arm and
2.0 years in the AC—PH arm

""Median duration of long term follow-up for the Joint Analysis clinical studies was 8.3 years (range: 0.1 to 12.1)
for the AC—PH arm and 7.9 years (range: 0.0 to 12.2) for the AC—P arm; Median duration of long term follow-
up for the BCIRG 006 study was 10.3 years in both the AC—D arm (range: 0.0 to 12.6) arm and the DCarbH
arm (range: 0.0 to 13.1), and was 10.4 years (range: 0.0 to 12.7) in the AC—DH arm

Early breast cancer (neoadjuvant-adjuvant setting)

So far, no results are available which compare the efficacy of trastuzumab administered with
chemotherapy in the adjuvant setting with that obtained in the neo-adjuvant/adjuvant setting.

In the neoadjuvant-adjuvant treatment setting, study MO16432, a multicentre randomised trial, was
designed to investigate the clinical efficacy of concurrent administration of trastuzumab with
neoadjuvant chemotherapy including both an anthracycline and a taxane, followed by adjuvant
trastuzumab, up to a total treatment duration of 1 year. The study recruited patients with newly
diagnosed locally advanced (Stage III) or inflammatory EBC. Patients with HER2+ tumours were
randomised to receive either neoadjuvant chemotherapy concurrently with neoadjuvant-adjuvant
trastuzumab, or neoadjuvant chemotherapy alone.

In study MO16432, trastuzumab (8 mg/kg loading dose, followed by 6 mg/kg maintenance every
3 weeks) was administered concurrently with 10 cycles of neoadjuvant chemotherapy as follows:

. Doxorubicin 60 mg/m’ and paclitaxel 150 mg/m’, administered 3-weekly for 3 cycles,-o...

which was followed by
. Paclitaxel 175 mg/m’ administered 3-weekly for 4 cycles,

which was followed by
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. CMF on day 1 and 8 every 4 weeks for 3 cycles

which was followed after surgery by
. additional cycles of adjuvant trastuzumab (to complete | year of treatment)

The efficacy results from Study MO16432 are summarized in Table 12. The median duration of follow-
up in the trastuzumab arm was 3.8 years.

Table 12 Efficacy Results from MO16432

Parameter Chemo + Chemo only
Trastuzumab (n=116)
(n=115)

Event-free survival Hazard Ratio
(95% CI)

No. patients with event 46 59 0.65 (0.44, 0.96)
p=0.0275

Total pathological complete 40% 20.7%

response” (95% CI) (31.0,49.6) (13:7529:2) p=0.0014

Overall survival Hazard Ratio
(95% CID

No. patients with event 22 33 0.59 (0.35, 1.02)
p=0.0555

*defined as absence of any invasive cancer both in the breast and axillary nodes

An absolute benefit of 13 percentage points in favour of the trastuzumab arm was estimated in terms of
3-year event-free survival rate (65% versus 52%).

Metastatic gastric cancer

Trastuzumab has been investigated in one randomised, open-label phase III trial ToGA (BO18255) in
combination with chemotherapy versus chemotherapy alone.

Chemotherapy was administered as follows:

- capecitabine - 1000 mg/m? orally twice daily for 14 days every 3 weeks for 6 cycles
(evening of day 1 to morning of day 15 of each cycle)

or

- intravenous S-fluorouracil - 800 mg/m?/day as a continuous intravenous infusion over
5 days, given every 3 weeks for 6 cycles (days 1 to 5 of each cycle)

Either of which was administered with:

- cisplatin - 80 mg/m? every 3 weeks for 6 cycles on day 1 of each cycle. The efficacy results
from study BO18225 are summarized in Table 13:

Table 13 Efficacy Results from BO18225

Parameter FP FP +H HR (95% CI) p-value
N=290 N=294
Overall Survival, Median months 11.1 13.8 0.74 (0.60-0.91) 0.0046
Progression-Free Survival, 545 6.7 0.71 (0.59-0.85)
Median months v
Time to Disease Progression, 5.6 71 0.70(0.58-0.85) i
Median months '

Overall Response Rate,% 34.5% 47.3% 1.70%(1.22,2.38) T.v-v-u;G'.OOlT "
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Parameter FP FP +H HR (95% CI) p-value
N=290 N=294
Duration of Response, Median 4.8 6.9 0.54 (0.40-0.73) <0.0001
months

FP + H: Fluoropyrimidine/cisplatin + trastuzumab
FP:Fluoropyrimidine/cisplatin
® Odds ratio

Patients were recruited to the trial who were previously untreated for HER2-positive inoperable locally
advanced or recurrent and/or metastatic adenocarcinoma of the stomach or gastro-oesophageal junction
not amenable to curative therapy. The primary endpoint was overall survival which was defined as the
time from the date of randomization to the date of death from any cause. At the time of the analysis a
total of 349 randomized patients had died: 182 patients (62.8%) in the control arm and 167 patients
(56.8%) in the treatment arm. The majority of the deaths were due to events related to the underlying
cancer.

Post-hoc subgroup analyses indicate that positive treatment effects are limited to targeting tumours
with higher levels of HER2 protein (IHC 2+/FISH+ or IHC 3+). The median overall survival for the
high HER2 expressing group was 11.8 months versus 16 months, HR 0.65 (95% CI 0.51-0.83) and
the median progression free survival was 5.5 months versus 7.6 months, HR 0.64 (95% CI 0.51-0.79)
for FP versus FP + H, respectively. For overall survival, the HR was 0.75 (95% CI 0.51-1.11) in the
[HC 2+/FISH+ group and the HR was 0.58 (95% CI 0.41-0.81) in the IHC 3+/FISH+ group.

In an exploratory subgroup analysis performed in the TOGA (BO18255) trial there was no apparent
benefit on overall survival with the addition of trastuzumab in patients with ECOG PS 2 at baseline [HR
0.96 (95% CI1 0.51-1.79)], non measurable [HR 1.78 (95% CI 0.87-3.66)] and locally advanced disease
[HR 1.20 (95% CI1 0.29-4.97)].

Paediatric population

The European Medicines Agency has waived the obligation to submit the results of studies with
trastuzumab in all subsets of the paediatric population for breast and gastric cancer (see section 4.2 for
information on paediatric use).

5.2 Pharmacokinetic properties

The pharmacokinetics of trastuzumab were evaluated in a population pharmacokinetic model analysis
using pooled data from 1,582 subjects, including patients with HER2 positive MBC, EBC, AGC or other
tumour types, and healthy volunteers, in 18 Phase I, IT and III trials receiving intravenous trastuzumab. A
two-compartment model with parallel linear and non-linear elimination from the central compartment
described the trastuzumab concentration-time profile. Due to non-linear elimination, total clearance
increased with decreasing concentration. Therefore, no constant value for half-life of trastuzumab can be
deduced. The t,,, decreases with decreasing concentrations within a dosing interval (see Table 16). MBC
and EBC patients had similar PK parameters (e.g. clearance (CL), the central compartment volume (V.))
and population-predicted steady-state exposures (Cpyn, Crax and AUC). Linear clearance was 0.136 L/day
for MBC, 0.112 L/day for EBC and 0.176 L/day for AGC. The non-linear elimination parameter values
were 8.81 mg/day for the maximum elimination rate (V,,,) and 8.92 pug/mL for the Michaelis-Menten
constant (K,,) for the MBC, EBC, and AGC patients. The central compartment volume was 2.62 L for
patients with MBC and EBC and 3.63 L for patients with AGC.

In the final population PK model, in addition to primary tumour type, body-weight, serum aspartate
aminotransferase and albumin were identified as a statistically significant covariates affecting the «.
exposure of trastuzumab. However, the magnitude of effect of these covariates on trastuzutmab; equsure o,
suggests that these covariates are unlikely to have a clinically meaningful effect on trastuzuxhab
concentrations. 4
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The population predicted PK exposure values (median with 5th - 95th Percentiles) and PK parameter
values at clinically relevant concentrations (C,,, and C,;,) for MBC, EBC and AGC patients treated with
the approved qlw and q3w dosing regimens are shown in Table 14 (Cycle 1), Table 15 (steady-state),
and Table 16 (PK parameters).

Table 14 Population Predicted Cycle 1 PK Exposure Values (median with Sth - 95th Percentiles) for
Trastuzumab Intravenous Dosing Regimens in MBC, EBC and AGC Patients

. - C '
Rerdnan Primary tumour type N Cmin (ug/mL) | Cmax (ug/mL) | AUCO-21days
(ng.day/mL)
28.7 182 1376
LS sl (2.9-463) | (134-280) (728 - 1998)
8mg/kg + 30.9 176 1390
6mg/kg q3w BB 390 | 187-455) | (127-227) (1039 - 1895)
23.1 132 1109
sl 274 | (61-503) | (842-225) | (588—1938)
37.4 76.5 1073
P BB G (8.7-58.9) | (49.4-114) (597 — 1584)
2m w
gkgq —_ 390 38.9 76.0 1074
(253-58.8) | (54.7-104) (783 - 1502)

Table 15 Population Predicted Steady State PK Exposure Values (median with 5th - 95th Percentiles) for
Trastuzumab Intravenous Dosing Regimens in MBC, EBC and AGC Patients

Time to
— Primary tumour N Cmin,ss* (ug/mL) Cmax,ss"* AUCss, 0-  [steady-state
type (ng/mL) 21days (week)
(ng.day/mL)
44.2 179 1736
MEE: 805 1 (18-854) | (123-266) | (618 -2756) i
Bl 53.8 184 1927
6mg/kg Q3w EBC 390 | (287-85.8) | (134-247) | (1332-2771) &
32.9 131 1338
Ak 274 1 (61-889) | (72.5-251) | (557-2875) ¥
63.1 107 1710
fmglke-+ MBe 805 | (117-107) | (542-164) | (581-2715) =
2m qw
gkg — - 72.6 115 1893 ”
46-109) | (82.6-160) | (1309-2734)

.Cmin,ss = Cmin at steady state
"Cmax,ss = Cmax at steady state

ke

time to 90% of steady-state



Table 16 Population Predicted PK Parameter Values at Steady State for Trastuzumab Intravenous
Dosing Regimens in MBC, EBC and AGC Patients

= Total CL range from tip range from Cax ss to
Regimen o N |Cmax,ss to “min,ss Cmin,ss
tumour type (L/day) (day)
MBC 805 0.183-0.302 15.1-23.3
8mg/kg + 6mg/k
b ow mKe ERc | 390 | 0.158-0253 17.5-26.6
AGC 274 0.189-0.337 12.6 -20.6
4mg/kg + 2mg/kg MBC 805 0.213-0.259 17.2-20.4
gw EBC 390 0.184 -0.221 19.7-23.2
Trastuzumab washout

Trastuzumab washout period was assessed following qlw or g3w intravenous administration using the
population PK model. The results of these simulations indicate that at least 95% of patients will reach
concentrations that are <1 pg/mL (approximately 3% of the population predicted C,,,, or about 97%
washout) by 7 months.

Circulating shed HER2 ECD

The exploratory analyses of covariates with information in only a subset of patients suggested that
patients with greater shed HER2-ECD level had faster nonlinear clearance (lower K.,) (P < 0.001). There
was a correlation between shed antigen and SGOT/AST levels; part of the impact of shed antigen on
clearance may have been explained by SGOT/AST levels.

Baseline levels of the shed HER2-ECD observed in MGC patients were comparable to those in MBC
and EBC patients and no apparent impact on trastuzumab clearance was observed.

53 Preclinical safety data

There was no evidence of acute or multiple dose-related toxicity in studies of up to 6 months, or
reproductive toxicity in teratology, female fertility or late gestational toxicity/placental transfer studies.
Trastuzumab is not genotoxic.

No long-term animal studies have been performed to establish the carcinogenic potential of trastuzumab,
or to determine its effects on fertility in males.

6. PHARMACEUTICAL PARTICULARS

6.1 List of excipients

L-histidine hydrochloride monohydrate

L-histidine

sucrose

polysorbate 20

6.2 Incompatibilities

This medicinal product must not be mixed or diluted with other medicinal products except those
mentioned under section 6.6.
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It must not be diluted with glucose solutions.

6.3 Shelf life

Unopened vial

4 years

Reconstituted solution

After reconstitution with sterile water for injections the reconstituted solution is physically and
chemically stable for 48 hours at 2°C — 8°C. Any remaining reconstituted solution should be discarded.

Solutions of Trazimera for intravenous infusion are physically and chemically stable in
polyvinylchloride, polyethylene, polypropylene or ethylene vinyl acetate bags, or glass intravenous
bottles, containing sodium chloride 9 mg/mL (0.9%) solution for injection for 24 hours at temperatures
not exceeding 30°C.

From a microbiological point of view, the reconstituted solution and Trazimera infusion solution should
be used immediately. The product is not intended to be stored after reconstitution and dilution unless this
has taken place under controlled and validated aseptic conditions. If not used immediately, in-use storage
times and conditions are the responsibility of the user.

6.4 Special precautions for storage

Store in a refrigerator (2°C — 8°C).

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

Unopened vials of Trazimera may be stored up to 30°C for a single period of up to 3 months. Discard at
the end of this 3-month period or by the expiry date on the vial, whichever occurs first. Record the
“discard by” date in the date field provided on the carton.

For storage conditions of the reconstituted medicinal product, see sections 6.3 and 6.6.

6.5 Nature and contents of container

Trazimera 150 mg powder for concentrate for solution for infusion

15 mL clear glass type I vial with butyl rubber stopper laminated with a fluoro-resin film containing
150 mg of trastuzumab.

Each carton contains one vial.

Trazimera 420 mg powder for concentrate for solution for infusion

30 mL clear glass type I vial with butyl rubber stopper laminated with a fluoro-resin film containing
420 mg of trastuzumab.

Each carton contains one vial.
6.6 Special precautions for disposal and other handling

Trazimera should be carefully handled during reconstitution. Causing excessive foaming, di‘iriﬁg huT
reconstitution or shaking the reconstituted solution may result in problems with the amount of
Trazimera that can be withdrawn from the vial. e
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The reconstituted solution should not be frozen.

Trazimera 150 mg powder for concentrate for solution for infusion

Appropriate aseptic technique should be used.
Each 150 mg vial of Trazimera is reconstituted with 7.2 mL of sterile water for injections (not supplied).
Use of other reconstitution solvents should be avoided.

This yields a 7.4 mL solution for single-dose use, containing approximately 21 mg/mL trastuzumab, at a
pH of approximately 6.0. An overfill of 4% ensures that the labelled dose of 150 mg can be withdrawn

from each vial.

Trazimera 420 mg powder for concentrate for solution for infusion

Appropriate aseptic technique should be used. Each 420 mg vial of Trazimera is reconstituted with
20 mL of sterile water for injections (not supplied). Use of other reconstitution solvents should be
avoided.

This yields a 20.6 mL solution for single-dose use, containing approximately 21 mg/mL trastuzumab, at
a pH of approximately 6.0. An overfill of 5% ensures that the labelled dose of 420 mg can be
withdrawn from each vial.

Volume of sterile water for
Trazimera vial injections Final concentration
150 mg vial i 7.2 mL = 21 mg/mL
420 mg vial +: 20 mL = 21 mg/mL

Instructions for reconstitution

1) Using a sterile syringe, slowly inject the appropriate volume (as noted above) of sterile water for
injections in the vial containing the lyophilised Trazimera, directing the stream into the lyophilised cake.
2) Swirl the vial gently to aid reconstitution. DO NOT SHAKE!

Slight foaming of the product upon reconstitution is not unusual. Allow the vial to stand undisturbed for
approximately 5 minutes. The reconstituted Trazimera results in a colourless to pale brownish-yellow
transparent solution and should be essentially free of visible particulates.

Determine the volume of the solution required:
* based on a loading dose of 4 mg trastuzumab/kg body weight, or a subsequent weekly dose of
2 mg trastuzumab/kg body weight:

Volume (mL) = Body weight (kg) x dose (4 m for loading or 2 m for maintenance
21 (mg/mL, concentration of reconstituted solution)

* based on a loading dose of 8 mg trastuzumab/kg body weight, or a subsequent 3-weekly dose
of 6 mg trastuzumab/kg body weight:

Volume (mL) = Body weight (kg) x dose (8 mg/kg for loading or 6 mg/kg for maintenance)
21 (mg/mL, concentration of reconstituted solution)

The appropriate amount of solution should be withdrawn from the vial and added to an infusion bag or
bottle containing 250 mL of sodium chloride 9 mg/mL (0.9%) solution. Do not use with glucose- N
containing solutions (see section 6.2). The bag or bottle should be gently inverted: fo mix the' solutlon in
order to avoid foaming. Once the infusion is prepared it should be admmlstered«-’xmmedlately If diluted
aseptically, it may be stored for 24 hours (do not store above 30°C). 5k




207

Parenteral medicinal products should be inspected visually for particulate matter and discoloration prior
to administration.

No incompatibilities between Trazimera and polyvinylchloride, polyethylene, polypropylene or ethylene
vinyl acetate bags or with glass intravenous bottles have been observed.

Trazimera is for single-use only, as the product contains no preservatives. Any unused medicinal product
or waste material should be disposed of in accordance with local requirements.

7. MARKETING AUTHORISATION HOLDER
Pfizer Europe MA EEIG

Boulevard de la Plaine 17

1050 Bruxelles

Belgium

8. MARKETING AUTHORISATION NUMBER(S)

EU/1/18/1295/001
EU/1/18/1295/002

9. DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION
Date of first authorisation: 26 July 2018

10. DATE OF REVISION OF THE TEXT

04/2019

Detailed information on this medicinal product is available on the website of the European Medicines
Agency http://www.ema.europa.eu.
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3ATBEP/DKEHO
Hakazom MinicTrepcTBa 0XOpOHH
310poB’s1 YKpaiHu
AD.08 23/ Yo JF.3

PeecTpauiiine nocBiTyeHHs

N/p ) S ASE B ot/ OL

IMepekas YKpaiHCBKOK MOBOIO, ABTEHTHYHICTh SKOTO TiATBep/keHa 3asdBHMKOM abo Horo
YIOBHOBAXKEHOIO 0c060I0, HCTPYKLIT PO 3aCTOCYBaHHS JiKAPChKOro 3acoly ado indopmauii npo
3aCTOCYBaHHA JiKAPCHKOTO 3ac00y, 3aTBEP/UKEHOI BIAMOBIAHO /10 HOPMATHBHMX BHMOT KpaiHH
3asBHUKa/BupoOHuKa abo KpalHH, pPerylaTOpPHMA opraH sIKOT KepyeTbCA BHCOKMMHM CTaHIapTamMu
AKOCTI, 10 BiAMOBigaloTh cTaHaapraMm, pekomeHmoBaHuM BOO3, ta/abo 3rigHo 3 pe3y/ipTaramu
KITiHIYHMX BUIPOOYBaHb, 3aCBiTYEHHMl MiAMMCOM yNOBHOBAXKEHOI OCOOH, IO BMCTYNA€E Bill iMEHI
BasBuuKa (JIncrok-Braaguu: indopmanis 115 nauienra).

3asiBHHK, Kpaina: [1oaiizep Eitu. Ci. Ili. Koprope#iumn, CILIA
Pfizer H.C.P. Corporation, USA

Bupoduuk, kpaina: [1¢aiizep Mentodekuaypunr benbris HB, benbris
Pfizer Manufacturing Belgium NV, Belgium
- s6epizanns ADI, 0ozyeanna ADI y emunengininayemamni nakemu i NOSMOPHe
3aMOPOIACYBAHHA, BUPOOHUYMEO, NAKYEANHS, MAPKYBAHHS, MECNYB8AHHA NPU BUNYCKY
cepii, sunyck cepii

Tdaiizep Ipnanais @apmaceioTikans, [pnauais
Pfizer Ireland Pharmaceuticals, Ireland
- mecmyeanHs npu 8UNYCKy cepii, Mecmysants Ha cmadinbricmy

Baer ®apmaceyTukanc, Benka bputanis
Wyeth Pharmaceuticals, United Kingdom
- 8UNYCK cepii, 6MOPUHHE NAKYBAHHA, MAPKYEAHHS

Tpasumepa / Trazimera®

IOPOLIOK JUISt KOHIEHTPATy IS PO3UMHy A1 iH}y3ii mo 150 m
y (akoni Nel et X
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JIUCTOK-BKJIAJUIIL: IHOOPMANLIA JJId KOPUCTYBAYA

Tpasumepa NoOpPOILOK /IS KOHIEHTPAaTy /15
po3unHy As indys3iii mo 150 mr
TpacTy3ymad

V¥ Ileit nikapcbkuii 3aci0 mifnsrae J0IaTKOBOMY KOHTposwo. Lle [03BOMMTH LIBHAKO i1eHTH(iKyBaTH HOBY
indopmaiiro 3 Gesnexkd. Bu MoxkeTe IOMOMOITH, AKIO OyneTe MOBIXOMIATH MPO BHHHKHEHHA OyIab-AKHX
noGiunux peakuiit. Y kiHui po3iny 4 HagaHo iHGOpMaLiiO PO Te, AK MOBIIOMHMTH MPO MOGIYHi peaKlii.

Ilepi HiK 10YATH 32CTOCYBAHHS ILOr0 NPENapaTy, yBakKHO NPOYHTAITE BeCh JHCTOK-BKJIAUIL,
OCKiJIbKH BiH MiCTHTBH BaXJIUBY Uil Bac iHdopmauiro.
+  306epiraiiTe uei JTUCTOK-BKIAMHUII. MOXIIHBO, BaM 3HaJ00UTHCS IPOYUTATU OO 3HOBY.
SIKuo y Bac BUHUKJIM JOJIaTKOBI MUTAHHs, 3BEPHITCA 110 Jlikaps abo papmareBTa.
+  Slkmo y Bac BUHUKIM Oyab-sKi MOGiuHi peakiii, 3BepHITECA 10 cBOro Jikapd, papmalesra abo
mexacectpu. Lle cTocyeTbes OyAb-SKHX MOXKIHBHX MOOIYHUX peakuil, He MepesiyeHnX y 1bOMY
JMCTKY-BKIaauum. JJuB. po3ain 4.

IndopMauist y HbOMY JHCTKY-BK/JIAXHILI:

1. Lo siBnsie coboro npenapat Tpa3umMepa i AN 4Oro BiH 3aCTOCOBYETHCS
2. lllo noTpi6HO 3HATH Nepe 3acToCyBaHHAM npenapary Tpasumepa

3. SIk 3acTocoBYy€EThCsA npenapar Tpasumepa

4. MosxuuBi noGiuHi peakuii

5. SIk 36epiratu npenapar Tpa3umepa

6. BMicT ynakoBkH Ta iHma iHdopmauisa

1. Il{o siBasic coBoro npenapat Tpa3umepa i 115 4Oro BiH 3aCTOCOBYEThCS

TpasiMepa MIiCTHTB JIiF04y Pe4OBHHY TPAacTy3yMal, Aka € MOHOK/IOHATLHUM aHTUTIIOM. MOHOK/IOHATIbHI
AHTHTINA TpPHEIHYIOTbCS 0 creuu¢iunnx Ginkie abo anturenis. TpacTysymaG npusHayeHHH anmd
CeJIEKTHBHOTO 3B'A3yBaHHS 3 aHTMreHOM, AKHil Ha3UBA€ThCA perenTop 2 enifepMaIbHOro GpakTopy pocty
moaunu (HER2). HER2 npucyTHii y BEMKHX KibKOCTSAX Ha OBEPXHi JEAKUX PAKOBUX KIITHH, € BiH
crumymoe ix pict. Konu Tpasumepa 3p'ssyetbes 3 HER2, nie synumuse picT TakuxX KIiTHH i BUKIHKaE 1X
3arudens.

Bam nikap Moxke Npu3Ha4MTH npenapar Tpasumepa JUis JiKyBaHHS paKy MOJOYHOI 3a03U Ta paky
LLTYHKY, AKUIO:

« ¥ Bac paK MOJIOYHOI 31031 Ha paHHiif cTafii 3 Bucokum piHeM Oinky HER2.

« YV Bac MeTacTaTHYHWil pak MOJOYHOI 3a/1031 (PaK MOJIOYHOI 3aJI03H, IO MOIIMPUBCA 3a MEXi
NepBUHHOI MyXJIMHHM) 3 BHCOKuM piBHeM HER2. Tpasimepa Moxe mpH3HayaTucs y komOiHawii 3
XiMioTeparielo naksiitakcenoM abo JOIeTaKceloM B AKOCTi MepIIoi Teparii Mpi MeTacTaTHYHOMY
paKy MOJIOYHOT 3a/1031 a60 MOXKe IPU3HAYATHCS Y AKOCTi MOHOTEPAIlii, KLU0 iHLUIi BUH JIKYBaHHSA
BUABUWINCS HeedekTuBHMMH. [penapar Takok MpU3HAYarOTh B KoMGiHawil 3 npemapatam, sKi
HA3MBAIOTBCS iHTiOiTOpaMU apomartasy, nauieHtam 3 BucokuM piBHem HER2 i ropmon-peuentop-
[IO3UTHBHUM METaCTaTHYHMM PAKOM MOJIOYHOI 3703 (PaKkoM, 4y TJIMBHUM /0 JKiHOYHMX CTaTeBHX

TOPMOHIB).
« 'V Bac METacTaTMYHHIl paK ULTYHKY 3 BicokuM piBHeM HER2, B kombinawii 3‘4ﬁmumu.;§aco6amu
P paltHa \
1714 NiKyBaHHs paKy, TAKMM sK KaneuuTa6in abo S-¢proypaimn i uHcrmaTgt;Y 4‘;\5 HUy e Y

» He 3acrocoByiite npenapart Tpasumepa, sKILO:
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* y Bac ajeprii Ha TpacTy3ymab, muiuadi 6iku abo Ha Oyab-fKi JOMOMDKHI peuyOBHHH Mpenapary
(mepeniveHi y po3aini 6).

* y Bac € cepio3Hi MpodieMu 3 JUXaHHAM Y CTaHI CHOKOK 4Yepe3 pak, abo sKIIo BaM moTpiOHa
JI01IaTKOBa KUCHEBA Tepais.

P Oco0aUBOCTI 3aCTOCYBAHHSA

Bamu nikap Oyze peTenbHO KOHTPOJTIOBATH Ballly Teparlito.

» MoHiTopuHr ¢pyHKUIl cepus

JlikyBanHs npenaparom Tpasumepa y ssKOCTi MOHOTepanii abo B KOMOIHAIi1 3 TAKCAHOM MOXKE€ BIUIHBATH
Ha ceple, 0COOMUBO AKIIO BU KOJU-HEOYAb MpUilManu aHTpaUUKIiH (TaKCaHH i aHTPAUUKIIHA € JBOMA
{HIIMMHU KJ1acaMM [penaparis, 1[0 BUKOPHUCTOBYIOTHCS AJS JIiKyBaHHA paky). [TobivyHi peakuii MOXyTh
OyTy noMipHUMH ab0 TSDKKHMH 1 MOXYTb IPU3BECTU 40 cMepTi. Tomy dyHKLiIO cepus 6yayTh nepeBipaTu
nepes, npoTsaroM (KoxHI TpH Micsilli) i micns (10 ABOX-M'ATH POKIB) JiKyBaHHs npenaparoM Tpasumepa.
SIkio y Bac BUHHUKHYTH OyZAb-sIKi O3HaKHM CepLeBOi HEAOCTATHOCTI (HEJIOCTATHE MpPOKavyyBaHHA KPOBI
cepueM), GYHKLIIO ceplLs BaM MOXYThb [EpeBIpATH dYacTille (KOXHI IUICTB-BICIM THIXKHIB), BU MOXeTe
OTPUMYBATH TepaIito cepleBol HeJOCTATHOCTI, a00 BaM OBEAETHCS MPUIIMHUTH JIKYBaHHS IIpernapaToMm
Tpasumepa.

[ToroBopitTe 31 cBOIM JikapeM, ¢apManeBTOM ab0 MEACECTPOI Mepel 3acTOCYBaHHAM Mpenapary
Tpaszumepa, AKLIO:

« y Bac Oyna cepleBa HeJOCTATHICTh, illleMidHa XBOopoOa Ceplls, 3aXBOPIOBAHHSA KJIaMaHiB Cepls
(1ymu B ceplii), BACOKUI KPOB’ SHUI TUCK, KO BU MpUitManu Oyab-sKi penapaty 1 3HHKeHHS
KpOB'SHOTO THCKY abo B JaHHUI 4ac mpuiiMaete OyAb-siKi mpenapaTu JUIs 3HIKEHHS KPOB'SHOTO
THCKY.

e BM npuiiManu pasiume abo mpuiiMaeTe B AaHMI 4ac mpenapard JOKcopyOiluH abo emipyOiluH
(mpemapaTu, W0 3aCTOCOBYIOThCA AJS JiKyBaHHA paky). Lli mpemapatu (abo Oyap-ski iHIui
AHTPALMKIIIHM) MOXYTbh MOIUKOMXKYBAaTH CEPLEBHUH M'A3 | MigBHINYBATH pPH3UK BHHHUKHEHHS
npobJieM 3 cepleM Iif Yac 3acTOoCyBaHHs npenapaty Tpasumepa.

*  BH CTpaxKJa€Te Ha 3aJUIIKY, OCOOIMBO SKIIO BH B JaHHIi Yac 3aCTOCOBYETe TakcaH. Tpaszumepa
MOJKe BUKITMKATH yTPYJIHEHEe TUXaHHS, 0COOJIMBO KO MPU3HAYaeThes Brepide. [IpobieMa Moxe
OyTu 6inblI cepiio3HOO, AKIO Y Bac Bxke € 3aauiuka. Jlyxe pilko Tpamisaucs BUMAAKHA CMepTi
[ali€eHTiB 3 BAXKHM YTPYAHEHUM [IMXaHHAM A0 IOYATKy JIKyBaHHs, KOJHM iM MpH3HAYAIIH
npenapar Tpa3umepa.

*  BHU KOJM-HeOYy/b MPOXOANIIH iHILIY TEeparniko paxy.

Slkio BH oTpUMyeTe npenapat TpasuMepa 3 Oy1b-IKUM iHIIMM JiKapChbKUM 3acO00M IS JIIKyBaHHS paKy,
TaKUM fK MaKJiTaKce, JOoLeTaKcel, iHribiTop apomarasy, kaneuutabid, 5-gropypaunt a6o HUCILUIATHH,
TaKOX MPOUYMTANTE JIMCTKU-BKJIAAHUILI U1 ALi€HTIB 10 LUX MpenapaTib.

» JliTu Ta migniTku

3acrocyBaHHs npemnapary Tpasumepa He peKOMEHAYEThCs MalieHTam mMosoAue 18 pokis.

P Inwi dikapebki 3aco6n i Tpasumepa

[ToBizomrte nikapro, hapMaLeBTy ado MeACecTpi, AKLIO BH pUiiMaeTe, HELWOAABHO MpUiiMaad ab0 MOXKeTe
npuiiMaTu Oyab-AKi iHWII IpernaparH.

Jlns BuBeeHHs npenapaty TpasiMepa Moxke 3Hazo0uTHCS 10 7 MicsuiB. ToMy BH MMOBHUHHI MOBiIOMHUTH
cBoro Jikaps, hapmareBTa abo MeAcecTpy, L0 BU OAEPXKyBaIU mpenapat TpasiMepa, IKIO BH MOYMHAETE
3acTocyBaHHs Oy/lb-AKUX HOBUX IpenapaTiB yepe3 7 MiCALIB ITiC/IA PUIIMHEHHS JIiKYBaHHS.

» BarithicTb

*  SIxuio BY BariTHi, BBa)KaeTe, [0 MOXKeTe OyTH BariTHOIO abo MiIaHyeTe MaTH AUTHHY, 3BEPHITHCA
10 Jikaps, (apmarieBTa abo MeICECTpH 3a MOPAJOK0 Nepe]l 3aCTOCYBAHHSAM L[BOTO Mpenapary.

* By NOBUHHI BHKOPUCTOBYBaTH €(EKTUBHY KOHTpALEMUil0 MiA dYac JiKyBaHHsA MpernapaToM
Tpasumepa i mpoTAroM MpUHANMHI 7 MiCSALIB Mic/s 3aKiHYeHHS JTiKyBaHHS.

*  Bam nikap mpoiHdopMye Bac mpo pH3MKM Ta MepeBaru npuioMy npemnapary TpasuMepa mmix yac
BariTHOCTI. Y piAKICHUX BUMA/IKaX CIIOCTEPIranocs 3MeHIIeHHs 00’ eMy (aMHiOTH:{ggé}gp@&}mo

1Ha

OTOYY€ TUTHHY, sIKa PO3BUBAETHLCS, B yTpoOi MaTepl y BariTHUX *kIiHOK, fKi OTEgﬁig@%nﬂpg
afepid byB nos'sFaH]
A2 o 1~

Tpaszumepa. Le#t ctan moxce Oy TH LIKIATHBUM /15 BalIOi AUTHHH B YTPOOi M
3 HCIIOBHUM PO3BHTKOM JICT€Hb, L0 MPU3BOJMIIO 40 3arudelti miomay.
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» ['pyaHe BUro10BYBaHHS

He roayiite quTHHy rpyAmro miJ 4ac Tepamii mpemapatoM Tpasumepa Ta mpoTaroM 7 MiCSLiB Micns
ocTaHHBOI 034 npenapary Tpa3umepa, ockinbku Tpasumepa Moxe repenaBaTHUCs AMTHHI Yepe3 rpyaHe
MOJIOKO.

[TpokoHCyIbTyiTecs 3 ikapem abo dapManeBTOM Nepes THM, K MpuiiMaTH Oy ab-AKi JTiKapcbKi 3aCO0H.

» KepyBaHHs aBTOTPAHCIOPTOM T2 po6oTa 3 iHIIUMH MexaHIzMamu

HesigoMo, yn TpasuMepa BIUIMBA€E Ha 3JATHICTh KepyBaTH TPAHCIOPTHUMH 3aco0aMH Ta MPaLlOBaTH 3
iHmuMu MexaHizmMamu. OfHaK, AKIIO IMiJ Yac JIiKyBaHHs y Bac BUHHKAE 03HOO abo MMXOMaHKa, He CIif
cizaTy 3a kepMo a00 MpaLOBaTH 3 iHITHMH MeXaHi3MaMH, MOKU CUMITOMHU OCTaTOYHO HE MUHYTE.

3. Sk 3acTocoByeThest mpenapat Tpasumepa

[lepen movaTkoM JIiKyBaHHs Ball Jikap BU3HauuTh piBeHs HER2 y Bamiit myxmuni. Tinekn nauieHtH 3
senukuM piBaeM HER2 GyayTs otpumyBaru npenapat Tpa3umepa. Tpa3umepa BBOAUTECS TiIBKH JiKapeM
abo Mezcectporo. Bamr mikap Oyae nmpu3HayaTH 03y i PeKHM JiKyBaHHA, AKi MOTpiOHI came gam. Jlo3a
npernapary Tpa3uMepa 3aleKUTh BiJl Bard BalIOro Tija.

[Mpenapar Tpa3umepa Ans BHYTPiLIHBOBEHHOIO 3aCTOCYBAHHA HE MPHU3HAYEHMIl M4 MiALIKipHOTo
BBEJEHHS, 1 IOro CJIi/1 3aCTOCOBYBATH Ti/IbKYU K BHYTPILIHBOBEHHY iH(Y3il0.

Tpasumepa JUIsi BHYTPilIHBOBEHHOT'O 3aCTOCYBAHHS 3aCTOCOBY€TbCA Y BUIJISA/I BHY TPiLIHBOBEHHOT iHQY3iT
(«xpanenbHO») GesnocepeHbo y BeHy. [lepuiy 103y npenaparty BBOAATE npoTarom 90 XBuiuH, i Bu 6yaete
3HAXOJUTHUCS ITi[ HArJIAI0M MeIHYHOTO MpalliBHUKA I1i/] 4ac BBEIeHHS Ha BUMAJOK BUHUKHEHHS Oy Ib-KHX
noGiyHuX peakuiil. SIKIIO nepiua 103a J00pe NepeHOCUThCS, HACTYMHI 1031 MOKYTh BBOJMTHCS IPOTATOM
30 xBunuH (AuB. po3ain 2, micas «OcoGauBocTi 3actocyBaHHA»). KinekicTe oTpumanux iHdysii Oyne
3aJIe’KaTH Bijl TOro, SIK BH pearyere Ha JIiKyBaHHs. Baul jikap oOroBOpHTS 1ie 3 BAMH.

JIns 3ano6iraHHs IOMUIIOK Yy JIIKYBaHHi BaXTMBO MEPEBipATH €THKETKU Ha (akoHax, o6 NepeKoHaTHCs,
110 TIpenapar, sKuil FOTYEThCA i 3aCTOCOBY€EThCH, € AificHo Tpasumepa (Tpacty3ymab), a He TpacTy3ymaly
eMTaHCHH.

Jlns nmikyBaHHs paKy MOJIOYHOI 3al03M Ha paHHiil cTanii, MeTacTaTMYHOro paKy MOJIOYHOI 3al03H i
MEeTacTaTHYHOr0 PaKy UUTYHKY, Tpa3uMepa 3acTOCOBY€EThCS KOXKHI 3 THXHI.

Tpasumepa MosKe TaKOK BBOAUTHUCS OMH Pa3 HA THXEHb JUIA JTiKyBaHHA METaCTaTHYHOIrO paKy MOJIOYHOI
3aI03H.

» SIKu0 BM NPHIHHIIHN 32CTOCYBaHHA npenapaty Tpasumepa

He npunuHsiiTe 3aCTOCYBaHHS LBOTO TpenapaTty, CHeplly He NOBiIOMMBLIM CBOro Jikaps. Bei 103u i
npuiiMaT B HANeXHUN 4Yac KOXKHOTO THXKHA ab0 KOXKHI TpU THXKHI (3a71€XHO Bid BauIoi CXeMH
3actocyBaHHs). Lle cripusie HaifOibLIIH eeKTUBHOCTI BAlIOTO Mpenapary.

Busenenns mnpenapary Tpasumepa Mmoxe TpuBatd Ao 7 Micauis. Tomy mikap Moxe BHpPIiLIMTH
MPOIOBKYBATH MepeBipATH (GYHKIIIO CepLs HaBiTh MiC/IA 3aBEPIUEHHS JIIKyBaHHA.

SK1o y Bac BUHMK/IM JOAATKOBi MUTAHHA LI0OJ0 3aCTOCYBAHHS LBOrO IPENaparty, 3BepHIiTbCA 10 JiKaps,
(bapmaneBTa abo MEACECTPH.

e

4. Mo:xauBi no0iuHi peakuii

Sk i Bei nikapeski 3acodu, Tpa3umepa Moke BUKJIMKATH MOOiYHI peakiii, Xo4a He y BCiX Mali€HTiB BOHUH
NpoABNsAIOTECS. Jlesiki 3 LUMX MOOIYHUX peakiii MOoxyTb OyTH CEPHOZHMMH i MOXYThb IpPH3BECTH [0
rocriTanisarii.

[lix yac ingysii npenapatom Tpasumepa MOXYTb BHHHUKATH 03HOO, TMXOMaHKa Ta iHII rpumononioHi
CUMNTOMM. BoHM [Iye mouupeHi (MOxyTb BUHMKATH Oinbiue Hix y 1 Ha 10 ocib). IHwi cuMnromy,
noR's3adi 3 iHQY3i€w, BKIIOYAIOTh: HYHOTY, OJIOBaHHsA, Oifb, IMOCHICHHS HANpYXeHHA y M'A3ax i
TPeMTiHHS, TOJIOBHUH OiNb, 3aMamMOpOYEHHs, YTPYAHEHE NMXAHHSA, XPUIIM, BUCOKMH ab0 HH3bKHH
KPOB'SHUI THCK, OPYIIEHHS PUTMY ceplid (cepleSuTTs, TPINoTiHHA ceplid abo HeperyisApHe cepLeOuTTs),
HaOpsiky 00My4s i ryd, BUCHIIAHHA | Bia4yTTa BTOMH. J[esKi 3 UMX CUMITOMIB MOXYTb OyTH CepI/I03HMMH
a neﬂm naulemu nomepnu (AUB. pozzun 2, micns «Oco6mdaocr1 3acrocyBaHHx»)
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ITiz yac indy3ii i IpoTsroM LOHaMMEHIIIE IECTH FOAHMH IiC/IA MoYaTKy nepiioi indys3ii, a Takoxk MpoTAroM
JIBOX TOJIMH MiCIs MOYaTKy iHIOl iH(Yy3il, B OyaeTe 3HaXOAMTHUCS MiJl HArIAAOM MeIU4HOro (axibus.
Skmo y Bac BMHUKHE peaklis, iHdy3ilo Oyje CHORITEHEHO ab0 MPUIHHEHO, i BaM MOXYTh MPOBECTH
Tepartio 3 IPHBOIY MOOIYHUX peakuiil. [Hdy3ito Moxe Oy TH IPOJOBKEHO MiC/A MOMIMIIEHHS CHMIITOMIB.
[HO/i CUMNTOMM BHHUKAOTH TTi3HIIlIe, Hisk Yepes LicTh FOAUH Mic/A Mo4aTKy iH(y3il. SKIuo ue Tpanirhed
3 BaMH, HeraifHO 3BepHiTBCA M0 Jikapd. [HOAI CHMOTOMH MOXYTb MONIMUIyBAaTHCA, a Mi3HilIe
TMOTipLLyBaTHCA.
[nmi moGivni peakuii, He TiMBKM MOB'A3aHi 3 iHY3i€r0, MOXYTh BHHHMKATH B OyIb-fKHH 4ac Mid 4ac
nikyBanns npenaparom Tpasumepa. [IpodneMu 3 cepueM iHOAI MOXYTh BUHMKATU MiJ Yac JiKyBaHHSA i
3pigka micns NpUNHHEHHs JiKYBaHHS i MOXKyTh OyTH cepio3HMMH. BoHHM BKIIOUArOTh OCJIabIeHHS
CeplEeBOro M'A3a, WO MOXe MPHU3BECTH A0 CepleBOi HeAOCTATHOCTI, 3ananeHHs (HabpsK, MOYEPBOHIHHS,
*ap 1 6iJ1b) 30BHILIHBOT 0OOTIOHKH Ceplid i MOPYILIEHHsS CepleBoro putMy. Lle Moke npu3BecTH 10 TakuX
CUMIITOMIB, SIK:

e 3agumuka (BKJIIOYAIOYH 3aJUIIKY B HIUHHIT yac),

*  KallleJb,

e 3aTpHMKa piauHU (HaOpsK) B Horax abo pykax,

*  cepuedbuTTa (TpinoTiHHA cepls abo HeperyJspHe cepueOuTTs).
Bauu slikap Oy1e pery/ispHO CTeKUTH 3a BaLIKM CeplLieM I1iJl 4ac i micj1s TikyBaHHs, ajie BY OBHHHI HeranHo
TIOBiJOMUTH JTiKapIo, SKII0 BH HOMITHIM OyIb-KHii 3 IepepaXoBaHUX BHUILE CHMIITOMIB.
SIkuo BM BigdyBaeTe OyIb-iKHil 3 NepepaxOBaHUX BHUILE CHMITOMIB, KONH JIiKyBaHHS IIpernapaTtoMm
TpasuMepa 3akiHYWIOCS, BH MOBHHHI BiJBiZaTW Iikaps i CKa3aTW, [0 BH paHille OTPUMYBAIH
TpacTy3ymao.
Jlyxe 4acti nodiuni peakuii Ha npenapatTpasumepa (MOXyTb BUHUKATH y Ginbiu Hix 1 3 10 oci0):

o iHdexuil
*  niapes
¢ 3akpen

e reyis (aucrencis)

*  crabkicTe

*  BHCHIIaHHS Ha LIKipi

*  Oinby rpyaix

*  Oingb y )KUBOTI

* Oinpy cyriobax

*  HU3BKI IOKa3HUKH €PUTPOLMUTIB i TeHKOLUTIB (AKi ZomoMaraoTh 60poTucs 3 iHdeKUiero) iHoal 3
JTUXOMAHKOIO

* Oigp y m'A3ax

*  KOH'IOHKTHBIT

*  TMOCHIIEHE CIIbO30BUIINEHHS

*  HOCOBa KpOBOTEYa

*  HEXHTb
¢ BTpara BOJIOCCH
*  TpeMop

*  [PUIUIHBU XKapy

*  3anamMOpOYEHHs

*  ypaXeHHS HIrTiB

*  BTpara Baru

*  BTpara aneTuTy

*  HEMOXJHBICTB 3aCHYTH (0€3COHHS)

*  3MiHH CMaKy

*  HU3BKHUH piBeHb TPOMOOIMTIB

e cHHLI

*  OHiIMiHHA 200 MOKOJIIOBAaHHA MaJbLIB PyK i HIiT

*  [o4epBOHiHHS, HAOpsiku abo BHpa3Ku y poTi Ta/abo ropii
s Oinb, HAOPSIK, TOUEpPBOHIHHSA a0 MOKOJIOBAHHS PyK Ta/abo Hir

2

Sanuy
[/\5“‘”‘7_@
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*  3aJUIIKA
*  TOJIOBHHH OB

e Kaulenb
*  OmIOBaHHA
* HyIoOTa
YacTi moGiuni peakuii Ha npenapat Tpasumepa (MOXyTh BUHHKATH y MeHII Hixk 1 3 10 ocid):
*  anepriyHi peakuii * CyXiCTB y pOTI Ta WIKipu
e  iHdexuii ropna * CyXiCTb oueit
e iHdekuii ceqyoBOro Mixypa Ta LIKipH * DiTAUBICTH
*  omepi3yro4uit repnec * BiIUyTTA C1a0KOCTI Ta HE31yKaHHA
*  3amajieHHs MOJIOYHOI 3a1031 * TPUBOXKHICTB
*  3anajJeHHs MiJITyHKOBOT * empecis
3a1031 abo MevyiHKu * [IOPYLIEHHS MUCJIEHHS
*  [OpyLIeHHs (QyHKLIT HUPOK * acTMa
*  MiABUIIECHHH TOHYC M’A3iB * JiereHeBa iH(eKList
abo Hanpyra (rinepToHyc) * nopyueHHs QyHKUIl JereHb
¢ Oinpy pykax ta/adbo Horax * Oy CruHI
*  BHCUIIAHHA * 6inp y mui
*  COHJIUBICTh * O6inb y KicTKax
e reMopou * aKHE
e cBepbik * clla3MHU Hir
Heuacri no6iuni peakuii Ha npenapaT Tpa3umepa (MoXyTh BUHUKATH y MeHII Hixk 1 3 100 ocib):
*  [IyxoTa

*  JepMaTut

*  iH(ekis KpoBi
PigkicHi moGiuni peakuii Ha npenapaT Tpa3nmepa (MoXyTh BUHUKATH y MeHII Hix 1 3 1000 ocib):

e cnabkicTh

*  SKOBTSHULA

«  3ananeHHs abo pyOIFOBAHHS JereHb
Inmi nmoGiuni peakuil, mpo fAKi mosBigomusaocs Mmia yac 3acTocyBaHHs1 npenapaty Tpasumepa
(4acTOTy HEMOMUIUBO OUiHUTH 3 AOCTYMHHUX JaHUX):

e maroJiorisg abo MopylIeHHs 3ropTaHHS KPOBi

* aHadinmakTu4Hi peakuii

*  BHCOKHIl piBeHb Kaito

*  HaOpsK MO3KY

»  Halpsk abo KpoBOTeHA 3a/IHBOI CTIHKH OKa

s IIOK

*  HaOpsK 30BHILIHBOI 0OONIOHKH CepLs

*  TIOBiJIBHUH MyJIBC

*  [OpYLUIEHHS PUTMY Cepls

*  pecnipaTOpHHUH AUCTpeEC

¢ JuXaJlbHa HeJOCTATHICTh

¢ rocTpuii HabpsK JereHb

*  TOCTpe 3BYXKEHHS JUXaJbHHUX LLIAXIB

*  [1aTOJIOriYHO HU3BKHUil PIBEHb KUCHIO B KPOBI

s yTpyAHEHe IUXaHHS y MOJIOXKEHHI JeXadn

*  ypaKeHHs/MOLIKOLKEHHS MeUiHKU

¢ Habpsk obnuyus, ry6 i ropna

¢ HUPKOBA HEJOCTATHICTH

*  MATOJOTiYHO HU3BKHUI PiBeHBb PiAMHU HABKOJIO IUTHHU B yTpoOi MaTepi

*  HEeJIOpPO3BHHEHICTB JIEreHb JUTHHHU B YTPOOi MaTepi

*  [aToJOris pO3BUTKY HUPOK Y JUTUHH B yTPoOi MaTepi
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Jleski 3 moOIYHUX peakIii, IKi BU BiT4yBa€Te, MOKYTh OYTH MOB’43aHi 3 OCHOBHUM 3aXBOPIOBAHHAM Ha
pak. SIkiio Bu oepikyeTe mpenapar Tpasumepa B koMOiHaLil 3 XiMioTepanie€ro, 1esKi 3 HUX TaK0X MOXYTh
OyTH OB’ s13aHi 3 XiMioTepari€ro.

Skio y Bac BHHHKAIOTh OyAb-iki moOivyHi peakuii, 3BepHiTbCA 10 CBOro Jikaps, (apmauesra abo
MEeJCeCTpH.

IMosizomirenus 1po no6ivxi peakuii

3BepHiTbCS 10 CBOrO Jikaps, (¢apmaueBTa abo MeJCECTpH, AKLIO y BAC BUHMKAIOTh Oyap-AKi mobivHi
peaxuii. BoHH MOXyTh BKIIFOUATH OyIb-Ki MOMUINBI MOOI4HI peaklii, He mepenideHi y UbOMY JUCTKY-
BKIaauii. Takosk MOJKHA MOBIZOMIIATH Ipo modiuHi peakuii 6e3nocepeHbo yepes Bed-caitT Yellow Card
Scheme: www.mhra.gov.uk/yellowcard a6o 4epes nouryk MHRA Yellow Card Scheme B Google Play a6o
Apple App Store. [ToBizomsitoun npo no6iyHi peaxiii, BU MoxKeTe JOMOMOITH HaJaTu Oinblie inpopmanii
npo 6e3nexy IbOro JiKapchKoro 3acody.

5. Ik 36epiraTu npenapar Tpa3umepa

30epiraiite ueii nikapcbkuit 3acid B HEJOCTYITHOMY A/ AiTeH Micwi.

He BUKOpHCTOBYITE Iieil mpenapar Mic/s 3aKiH4eHHS TepMiHy NPHIATHOCTI, 3a3HAYE€HOr0 Ha KapTOHHIi
ynakoBui Ta Ha eTukeTui ¢akoHa micns «[Ipunathuit 1o» (EXP). TepMin npuaaTHOCTI BITHOCHTECS 10
OCTaHHBOTO JHSA MicALS.

36epiratu B xonoaunbHuky (2° C - 8° C).

36epiraTi B OpUTiHANBHIM yIaKOBLI [UIA 3aXHUCTY Bill CBiT/Ia.

Hepo3skpuTi ¢uiakonu npenapary Tpasumepa MOXyTh 30epiratuca npu temnepatypi a0 30° C mpotarom
oaHOro mepiomy 10 3 Micsuis. Ix HeoOXiAHO yTHII3yBaTH B KiHLI UBOro 3-MicAYHOro mepiogy ado micis
3aKiHYEeHHs TepMiHy MPUAATHOCTI, KM BKa3aHUH Ha (IaKkoHi, 3aJeXkKHO Bi TOrO, 110 CTAHETHCS paHille.
Ha kapToHHi#it kopo6ui B noni «He 3acTocoByBaTH micis» HeoOXiHO 3anMcaTH JaTy AJi 3a3Ha4eHHs 1aTu
yTHIi3auii.

Po3uunu st iHdy3it cnig BUKOPUCTOBYBATH 0Jpa3y MicCJd PO3BEAECHHS.

He 3actocoByiite mpemapaT Tpasumepa, sIKIIO BM MOMITHIM Oyab-fiki TBepAli 4acTHHKH ab0 3MiHY
3HeOapBICHHS PO3YUHY MEPes BREACHHIM. »

Jlixapchki 3aco0u He OBHHHI OyTH yTHIi30BaHi yepes cTiuHi Boau abo mobyToBi Biaxoau. Cruraiite cBOro
(bapmareBTa K yTUIi3yBaTH Npenapar, akuii Bam 6inbiie He noTpiten. Lli 3ax0au 10MOMOXYTh 3aXHCTUTH
HaBKOJIMILHE CEPEOBHUILE.

6. BmicT ynakoBkH Ta iHma indpopmanis

» IIlo micTuTh npenapat Tpasumepa
e Jliroua peyoBuHa — TpacTy3ymMad. OguH ¢nakoH Mmictute 150 Mr TpactysymaOy, skuil ciif
po3unHUTH Y 7,2 Ma Boau s iH'ekuift. OtpumaHuii poszuuH MicTuTh nmpubmuzHo 21 mr/ma
TpacTy3ymaoy.
e [Huwi iHrpei€HTH BKIIOYAIOTH rigpoxyiopun L-rictununy, L-rictuaus, caxapo3sy, nonicop6ar 20.
» Sk purasizae npenapat Tpa3umepa i BMicT yNaKOBKH
[Ipenapar Tpasumepa sBise cOOOIH MOPOLIOK NS KOHUEHTPATy MlA PO34MHY And iHY3iH, sxuid
MOCTAYAETHCA Y CKIAHOMY (D1akoHi 3 [yMOBOIO TPOOKOIO, i MicTHTH 150 Mr TpacTy3ymady. [Topoiok aBise
co6oro Ginuit kopxk. KoxkHa kopodka MiCTUTE | (JIAKOH 3 MOPOLIKOM.
BiacHuK peecTpauiiiHOro nocBig4eHHs
[Tdaiizep Eypona MA EEIT
ByneBap-zne-na-Ilnen 17
1050 Bproccens
Benbris
BupooHux
[aiizep Menbtodexyypinr bensris HB
Peiikcger 12

2870 ITyypc
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Beneris

J1s orpumaHHs Oyab-ikoi iHdopmamii mpo wued mpemapar, Oyab 71acka, 3B'KIThCA 3 MiCLEBUM
MpeICTABHUKOM BJIACHHKA PEECTPALifIHOro MOCBiAYEHHS.

Beaunka bpuranis

[Tipaiizep Jlimiten

Teu.: +44 (0) 1304 6161061

Ileii THCTOK-BKJIAUII GYJ10 BOCTaHHE neperasaHyTo 07/2018.

Inmni pxepena indopmaniy

JertanpHa iHpopMallis npo el mpenapaT A0cTyNHa Ha BeO-caiiTi €BpOneicbKOro areHTCTBA 3 JIIKapChbKUX
3aco0iB: http://www.ema.europa.eu.

Lle# nucTOK-BKIaQHIN AOCTYMHHUHA Ha Bcix moBax €C/E€E3 Ha BeO-caiiTi €BpomelcbKoro areHTCTBa 3
NiKapchbKUX 3aco0iB.

Hacrynna indopManis npH3HayeHa TiILKH ISt MeIHYHHX NPALiBHUKIB

3aBxk/au 30epiraiiTe ueil mpenapaT y 3aKpUTiii OpUriHATBHIA yNaKOBIi B XOJIOJWIBHUKY MIPU TeMIepaTypi
Bix 2° C no 8° C.

Heposkputi ¢rakoHu npernapary Tpasumepa MOXyTh 30epiratucs npu temneparypi 1o 30° C nmpotsrom
0JIHOTO Tepiomy 10 3 Micswin. IX HeoOXiaHO yTHIi3yBaTH B KiHLi KOO 3-MicsuHOro mepiomy a6o micss
3aKiH4YeHHs TepMiHy MPUAATHOCTI, SKUH BKa3aHMI Ha (JIaKOHI, 3aIeXKHO Bijl TOrO, 110 CTAHEThCS paHille.
Ha kapToHHiii kopoOui B noii «He 3acTocoByBaTH micisA» HEOOXiAHO 3amucaTy AaTy AJs 3a3HaYeHHA JaTH
yTHITi3aLil.

®nakoH 3 TpasuMepa, BiITHOBIECHUIT BOTOO U1 iH'eKLiH (He BXOAUTH 10 YIAKOBKU), CTabinbHuUil MPOTAroM
48 roauu npu 2° C - 8° C micis BiIHOBIEHHS, HOr0 HE CJIiJ 3aMOPOXXYyBaTH.

Heo6Xi1HO BUKOPHCTOBYBATH BiIOBIHY aceNTU4HY TexHiKy. KoxeH ¢nakon 3 Tpazumepa BiJHOBIIOIOTh
i3 7,2 M1 BOHM JUis iH'e€KLiH (He BXOAUTH O yHakoBKH). He MOXHa BUKOPUCTOBYBATH iHIII PO3UHHHUKH
118 BigHOBIeHHS. OTPUMYIOTh Pa30BY J03Y PO3UMHY 00°€MOM 7,4 MJI, IO MiCTUTH NpUOJIM3HO 21 MI/Ma
tpacty3ymaby. Hamnmuiok 4% rapantye, 10 3a3HadyeHa Jo3a 150 Mr moxe OyTH BifiGpaHa 3 KOXKHOTO
¢dhakoHy.

[Tix 4ac BigHOBIEHHA 3 JNikapchbkuM 3acobom Tpasumepa ciif MOBOAUTUCE 3 obepexHicTio. Hanmiphe
CIIHIOBAHHA TMiJ 4Yac BiJHOBIEHHS a00 CTPYLIyBaHHS BiJHOBJIEHOTO PO3YMHY MOXE MPH3BECTH 10
3HIKEHHS KiIbKOCTI npenapaty Tpasumepa, sika Moxke OyTH BifiOpaHa 3 akoHy.

[HCTPYKUIT U1 BiTHOBJIEHHS:

1) 3a 1OMOMOTOKO CTEPHILHOTO MINPHLA NOBIJIBHO BBECTH 7,2 MJI BOAU IS iH'€KLiH y (y1akoH, 1O MICTUTh
niodinizoBanuit mpenapar Tpasumepa.

2) JIns po3unHeHHsA obepexHo obepTaTh (1akoH konuBanbHUMH pyxamu. HE CTPYIIYBATH!
Hegeuke criHIOBaHHS MPOLYKTY TPH BiTHOBJIEHHI € MPHUIyCTUMUM. 3 METOIO0 YHUKHEHHS L[bOT0 AaiiTe
¢nakony BifcToATHCS MpoTiroM OaM3bKO 5 XBHIMH. BinHoBnenuit npenapat Tpasumepa moBuHeH OyTu
Ge3baprHUM 2060 ONi0-KOPUYHEBATO-XKOBTUM IIPO3OPHM DO3YMHOM, SKHMH [PAKTUYHO HE MICTHTH
BHIMMUX 4aCTOUYOK.

BusHauTte HeoOXiAHUI 00'eM PO34YHHY:

e JUId BBEJEHHS HaBaHTAXYBaJbHOI [JO3H TpacTy3ymaly 4 MI/KI Macd Tina abo moJaabiiol
THXXHEBOI JO3H TpacTy3ymady 2 MI/Kr MacH Tina:

006’em (M) = Maca TiJa (kr) X 103a (4 MI/Kr HaBaHTaKyBaJIbHa a00 2 MI/KI OiATpUMYIOYa /103a)
21 (Mr/mi1, KOHLEHTpALis BiIHOBIEHOrO PO3YHHY)

e JUIA BBEJEHHA HABaHTaXXKyBaJIbHOI 403U TpacTy3ymady 8 MI/Kr macu Tija abo momansiuoi 3-
TIKHEBOI JJ03H TpacTy3yMady 6 MI/KT MacH Tifa:

06’em (M) =Maca Tiaa (kr) X 103a (8 Mr/kr HaBaHTaxKyBaibHa ab0 6 Mr/kr mm'n@wqu ,a\oé%
21 (Mr/m, KOHUEHTpaLis BiJHOBIEHOrO PO3YUHY) 2 A%
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(0,9%) po3uuHy HaTpiro xopuay. He ciig BHKOpHCTOBYBAaTH PO3YMHH INIOKO3U. [HY3iliHui naker abo
bmakoH cmig oOepexxHO nepeBepTaTd MO0 MepeMillaTd pPO34YHMH, 3ano0iraloyd yYTBOPEHHIO IIiHH.
[Tpemapatu 11 MapeHTepabHOTO BBEIEHHS Mepel 3aCTOCYBAaHHAM HEOOXiHO Bi3yalbHO OIVIAHYTH, 1100
[IEPECBITYUTUCA Y BIJICYTHOCTI MeXaHiYHUX AOMILIOK i 3MiHHM 3abapBrneHHs. [Hys3iiHMI po3UnH Cix
BBOJMIHY Bijpdsy K LICIA MPUTOTYBaHHA. SIKIIO PO3BCACHHA BiIOyBaOCA B ACCITHYHHX YMOBAX, PO3TIHII
MokHA 30epiraTi npoTaroM 24 roaus (npu remnepatypi He suuie 30° C).
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JIMCTOK-BKJIAJUI: IHOOPMANIA JJI5I KOPUCTYBAYA

Tpasumepa nopooK ik KOHUEHTPATY ANA PO3UHHY AJst iHy3ii mo 150 mr
Tpasumepa nopowoK A/ist KOHUEHTPATY AJIsl PO3MHHY Ads iHy3iii mo 420 mr

V Ileit nikapcbkuil 3aci® migndrae 104aTKOBOMY KOHTposto. Lle A03BOAMTE MIBHAKO ieHTU(IKYBATH HOBY
iHpopmauito 3 Oesrmexu. Bu Moxere DOMOMOrTH, AKWIO OyaeTe NOBIZOMISTH MPO BHHHKHEHHS OyIb-AKHX
no6iuyHUX peakuiit. ¥V kiHLi po3ainy 4 HagaHo iHbOpPMAIIiIo MPO Te, K MOBIIOMHUTH NP0 MOGIYHI peakiii.

ITepiu Hik MOYaTH 3aCTOCYBAHHSA OO0 NpPeNapaTy, YBa:KHO MPOYHTAliTe BeCh JHCTOK-BKIAIHIL,
OCKIIBKH BiH MiCTHTh BasKJIHBY AJIfl Bac iHpopMamniro.
* 30epiraifTe uel TUCTOK-BKIAIUII. MOXKIIHBO, BaM 3HAIOOUTHCS MTPOUYKTATH HOTO 3HOBY.
+  SIKwmo y Bac BUHHMKJIM JOJATKOBI IUTAHHSA, 3BEPHITHCS 10 jikaps abo ¢apmalesra.
* Slkmo y Bac BUHUK/IU OyAb-iki MoOiyHi peakuii, 3BepHiTbCS 0 CBOro jikaps, ¢apmaiesra abo
mezncecTpH. Lle crocyeThes Oyap-iKUX MOXJIMBHX MOOIUHMX peakuiil, He nepeideHux y LbOMY
JIUCTKY-BKIaaui. Jlus. poszin 4.

Indopmauisi 3a3Ha4YeHa y BOMY JHCTKY-BKJIAHIII:

1. Lo siBnisie cootro nmpenapat Tpasumepa i A1 HOro BiH 3aCTOCOBYETHCS
2. lllo noTpi6HO 3HaTH Nepes 3acToCyBaHHAM npenapary Tpasumepa

3. Sk 3acTocoByeThes npenapat Tpazumepa

4. MoxnuBi no6iyHi peakuii

5. Sk 306epiratu npenapar Tpa3umepa

6. BmicT ynmaxoBku Ta iHma iHpopmauis

1. Illo siBasie cob6oro npenapart Tpasumepa i 4151 40ro BiH 3aCTOCOBYETHCH

Tpa3zumepa MICTUTB {04y peUyOBHHY TPacTy3yMad, sika € MOHOKJIOHAJIbHUM aHTUTIIOM. MOHOKJIOHAITBHI
aHTUTINA MPUEIHYIOTHCA A0 creuudiyHux OinkiB abo aurtureHiB. TpacTy3ymal mnpusHaueHHd AJIsA
CENeKTUBHOTO 3B'3yBaHHA 3 aHTUT€HOM, AKMH HA3MBAETHCS PELENTOp 2 eriiepMaTbHOro (GakTopy pocTy
moauau (HERZ). HER2 npucyTHIH y BEJIUKHX KiJIBKOCTAX Ha MOBEPXHI JEAKUX paKOBUX KIITHH, [¢ BiH
ctumyJitoe ix pict. Konu Tpasumepa 38'a3yersest 3 HER2, ue 3ynusse picT Takux KIiTUH i BUKIMKAE iX
3arubels.

Bamr nikap Mo)ke NpHM3HAUMTH Ipenapar TpasuMepa Ui JKyBaHHS paKy MOJOYHOI 3a03H Ta paKy
LLTYHKY, SIKIIO:

* Y Bac pak MOJIOYHOI 3aJI031 Ha paHHil cTazii 3 BucokuM piBHeM Oinky HER2.

e YV Bac MeTacTaTM4YHHMH pak MOJIOYHOI 3a103d (paK MOJOYHOI 3aJ03H, IO MOLUMPHUBCA 3@ MEXI
NepBUHHOI MyXJIMHU) 3 BUcoKkuM piBHeM HER2. Tpazumepa moxe npusHadaTucs y komGiHaUil 3
XiMioTepami€ero nmakiiTakceaoM abo JOLETaKCeIOM B SKOCTI MepIloi Tepartii MpU MEeTacTaTHYHOMY
paky MOJIOYHOT 3a71034 aD0 MOKe MPU3HAYaTUCH Yy IKOCTI MOHOTeparlii, AKIO iHLI BHIH JTiKyBaHHSA
BUABHIMCA HeepekTHBHUMHU. [Ipernapar Takox MpH3HayaroTh B kKoMOiHauil 3 mpemaparaM, siKi
Ha3MBaIOThCS iHribiTOpaMu apomaTasi, nauieHTaM 3 Bucokum piBHeM HER2 i ropmon-penenTop-
MO3UTUBHUM METacCTATUYHUM PAKOM MOJIOYHOI 3a103U (PaKkoM, 4yTJIHBUM [0 >KIHOYHMX CTaTEeBUX
TOPMOHIB). .

+ Y Bac MeTacTaTHYHHUI pak LUTyHKY 3 BUCOKUM piBHeM HER2, B komGinawuil §f14{/1£1u
JUIs JTIKYBaHHS paKy, TAKUM K Karneuntadin abo 5-proypauus i UMCIIATAH /5 7

2. lllo moTpiOHO 3HaTH Nepe] 3acTocyBaHHAM npenapaty Tpasumepa

» He 3actocoByiite npenapar Tpasumepa, AKLLO:
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¢y Bac aJeprig Ha TpacTy3ymad, Mulayi 0inku abo Ha Oyab-sAKi JOMOMiXHI pe4OBUHH Tpenapary
(mepeniveni y po3aini 6).

* y Bac € cepiio3Hi mpobieMu 3 JUXaHHAM y CTaHi CIIOKOK Yepe3 pak, ado AKIIO BaM MOTPiOHa
JIOAaTKOBA KMCHEBA Tepallisi.

» Oco0.1MBOCTI 32CTOCYBAHHHA

Bau nikap Gy/ue peresibHO KOHTPOJIIOBATH BaIlly TEpPariko.

» MonitopuHr QyHkUii cepus

JlikyBanus nmpernapatoM Tpasumepa y AKOCTi MOHOTeparlii a60 B KOMOiHALIT 3 TAKCAHOM MOXe BILIHBATH
Ha cepue, 0co0IMBO AKIIO BU KOIU-HEOYIb MpHUIAMANH aHTPALMKIiH (TaKCaHU i aHTPALUKIiHKU € JBOMA
{HIIMMM KJIacaMd Tpenapartis, 110 BUKOPUCTOBYIOTBCA [UIA JIIKyBaHHA paky). IToOidHi peakiii MOXyTh
OyTH MOMipHUMH 200 TSKKHMH i MOXKYTh IIPU3BECTH J0 cMepTi. ToMy yHKLi0 cepiist Oy 1y Th nepeBipATH
nepes, MpoTAroM (KOXHi TpU MicsLi) i micas (10 JABOX-M'ATH POKiB) JiKyBaHHs npenaparom Tpasumepa.
SIko y Bac BUHHMKHYThH Oy/Ib-Ki O3HaKH CepLeBOi HEJOCTATHOCTI (HEZOCTAaTHE MpPOKAYyBaHHSA KPOBI
cepueM), QYHKUiIO cepus BaM MOXYTb IEPEBipATH 4acTille (KOXHi LIICTh-BiCiM THIKHIB), B MOKETe
OTPHMYBATH TEpaIliio CepLeBOl HeOCTATHOCTI, a00 BaM JI0BEAETHCA MPUIMHKUTH J1iKYyBaHHA IpenapaTtoM
Tpazumepa.

[ToroBopiTek 3i cBOIM JikapeM, (apmaneBTOM abo MeEACECTPO0 Iepe] 3aCTOCYBaHHAM IIpenapary
Tpasumepa, AKILO:

« y Bac Oyna ceplieBa HeJOCTaTHICTh, illleMiuyHa XBOopoOa ceplid, 3aXBOPIOBAaHHA KJaraHiB Cepld
(urymu B cepiti), BUCOKHIT KPOB’ THUI TUCK, AKILO BU NpHiiMau Oyb-sKi penapartH /15 3HHKEHHS
KPOB'SHOTO THCKY a0o B JaHMil yac npuiimMaeTe Oyap-iki MpernapaTu LIS 3HUKEHHS KPOB'AHOIO
THCKY.

+  BU mpuiimManu paxiwe abo mpuiiMacTe B JaHMi yac mpemapartu JOKcopyOiuuH abo emipy6iuun
(mpenapartH, 110 3aCTOCOBYIOTBCA IS JiKyBaHHA paky). L{i mpemaparu (abo Oyab-ski iHmi
AHTPAaLMKITIHK) MOXYTb MOLIKO/KYBAaTH CeplUeBMH M'A3 i MiJBHIIYBaTH PU3MK BHHHUKHEHHS
npo6JieM 3 cepLeM i yac 3acTocyBaHHs npenapary Tpasumepa.

*  BH CTpaXIa€Te Ha 3aIMLIKY, OCOOIMBO SKIIO BU B JaHMIl 4ac 3acTOCOBYeTe TakcaH. Tpasumepa
MO’Ke BUKJIUKATH YTPYAHEHe AUXaHHS, 0COOIMBO KOJIM NPHU3HAYAETECS Brepuie. [TpobiemMa Moxke
OyTH OibLI CepHO3HOIO, AKLIO Y Bac BXe € 3aauuKa. Jlyxe piko Tparisaucs BUNAAKH CMepTi
Mali€HTiB 3 BaXKUM YTPYAHEHHM [IUXAHHSAM JO TOYaTKy JiKyBaHHA, KOJU 1M MNpU3HAYanu
npenapat Tpasumepa.

e BM KOJHM-HEOY/b MPOXOAUIIH IHIY TEpaIito paKy.

SIkuo BK OTpUMYe€Te npenapat TpasuMepa 3 Oy Ab-SKHM iHIIUM JIIKapChbKUM 3ac000M IS JliKyBaHHS paKy,
TaKUM K MakjiTakcen, JoleTakcell, iHribitop apoMarasu, kaneuuTadi, S-pTopypauun abo UUCIIATHH,
TaK0X IMPOYUTANTE JIMCTKU-BKIAAMILI 1A IALIEHTIB 10 LMX [IPENaparis.

» JliTy T2 miiTKH

3acrocyBaHHs npenaparty TpasuMepa He peKOMEHIYEThCS TMallieHTaM Monojie 18 pokis.

» Iuwi adikapeski 3aco6u i Tpazumepa

[Tosigomre nikapro, hapManeBTy abo MeCcecTpi, SKLIO BU IPUAMAETe, HELL[OAaBHO NpUitMany abo MoxkeTe
npuitMati Oyab-AKi iHILII MpenapaTy.

Jlnsa BuBeneHHs npenapary Tpa3sumepa Moxe 3HanoOuTucs 10 7 MicauiB. TomMy BU MOBHHHI MOBiAOMHTH
cBoro Jjtikapsi, hapMauesTa abo MeJICecTpy, 110 BH OJIepKyBaju npenapar TpasnmMepa, AKIIO0 BU TOYHHAETE
3acTOCYBaHHA OyIb-KHX HOBUX NPEIapaTiB uepe3 7 MicsALiB MiC/IA MPUIIMHEHHS JiKyBaHHA.

» BaritHicTh

»  SIKu1o BM BariTHI, BBaXKaeTe, 110 MOXKeTe OYTH BariTHOIO abo MiIaHyeTe MaTH AUTHHY, 3BEPHITHCA
10 Jikaps, ¢papManesTa abo MeACECTPH 3a IOPAI00 Mepel 3aCTOCYBaHHAM LIbOTO Mpernapary.

* By MOBHHHI BHKOPHUCTOBYBAaTH e(EKTHBHY KOHTpALEIMIil0 MiJ 4ac JiKyBaHHA MpernapaTtoMm
Tpasumepa i mpoTAroM NpUHaAMHiI 7 MICALIB MiC/IA 3aKiHUEHHS JTiKyBaHHS.

»  Bamw nikap npoiHopMye Bac Mpo pU3MKU Ta MepeBaru Npuiomy mnperapary Tpasumega mig yac
BariTHOCTI. Y pigKiCHUX BUMaAKaX CIIOCTePiraaocs 3MeHIIeHHs 00’ eMy (aMHiOT g}[p;_) Pfﬁ“m“ﬂ?
OTOUY€ JUTHHY, AKa PO3BUBAETHCSA, B yTPOOi MaTepi y BAriTHHUX KiHOK, SIKi OT Mysan'n npefna a;r.
Tpasumepa. Lleit cTan Moske OYTH LIKITHBUM JUTs BALIOi JUTHHHU B yTPOOi MajreEn 10yB rnos' A3a mr‘
3 HEIIOBHUM PO3BUTKOM JIET€HB, IO MPU3BOJUIIO [0 3arubelti mioay.
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» I'pyaHe BHrOJO0BYBAHHS

He roayiite auTuHy rpyamio mia 4ac Tepanii npemaparom Tpasumepa Ta mpoTsrom 7 MicsLiB mHicis
OCTaHHBOI 103U mpenapaty TpasumMepa, ockinbky Tpasumepa Moxe repeaaBaTUCA JHUTHHI Yepes rpyaHe
MOJIOKO.

[TpokoHcyIbTyHTECA 3 NiKapeM abo (apMalieBTOM Mepe THM, K IPUMaTH Oy 1b-AKi JTiKapchKi 3aCO0H.
» KepyBaHHS aBTOTPAHCIIOPTOM Ta podoTa 3 IHIIHMH MeXAHISMaAMHU

Hesinomo, un Tpa3umepa BIUTMBAE Ha 3/1aTHICTh KepyBaTH TPAHCIIOPTHUMHU 3aco0aMH Ta NpaLtOBaTH 3
iHmuMu MexaHisMamu. OfIHAK, AKIIO M Yac JIiIKyBaHHSA y Bac BHMHHUKAE 03HOO abo JNMXOMaHKa, He Clif
cizaTu 3a kepMo abo MparroBaTH 3 iHIIHMH MeXaHi3MaMH, MOKH CUMIITOMH OCTaTOYHO HE MUHYTE.

3. SsIk 3acTocoByeThes npenapat Tpasumepa

[lepen moyaTkoM JiKyBaHHs Ball Jikap BH3Ha4uTh piBeHb HER2 y Bawiit myxnuni. Tineku nauiedtu 3
BennkuM piBaem HER2 6yayTs otpumyBaTu npenapar Tpasumepa. Tpasumepa BBOAUTECA TiIbKHU JliKapeM
abo Meacectporo. Bau nikap Oyme mpu3HayaTH 03y i PeXUM JiKyBaHHS, AKi MOTpiOHI came eam. Jlo3a
nperapary Tpa3suMepa 3aeXHUTh Bijl Baru BalIoro Tijia.

[Ipenapar Tpasumepa a1 BHYTpIlIHBOBEHHOTO 3aCTOCYBaHHA HE MNPU3HAYEHMH JUIA MiAKipHOTO
BBEJIEHHS, 1 iOr0 CJIiJ1 3aCTOCOBYBATHU TiJIbKM SIK BHYTPIIIHBOBEHHY iH(Y3i10.

TpasuMepa [1Uist BHY TPilIHBOBEHHOT'O 3aCTOCYBAHHS 3aCTOCOBY€ETHCS Y BUIISi BHYTPilIHLOBEHHOT iHQY3ii
(«xpanenbHO») Ge3nocepeIHBO y BeHy. [lepiry no3y npenapaTy BBOAATH MpoTsroM 90 XBHIHH, i BU OyaeTe
3HAXOQUTHCA MTi HArISAA0M MEIUYHOTO MpaliBHUKA M1 Yac BBEJEHHS HA BUINA/I0K BAHUKHEHHs Oy Ib-sIKHX
noOiYHKUX peakuiil. Ko nepiua 103a 106pe NepeHOCHTHCS, HACTYIIHI J03H MOKYTb BBOAUTHCS IPOTATOM
30 xBunuH (AuB. po3ain 2, micns «OcoOnMBOCTI 3acTocyBaHHA»). KinbKicTe oTpumaHuX iHQY3id Oyne
3aj1eXaTH Bijl TOTrO, SK BU pearyeTe Ha JiKyBaHHs. Bal jlikap 0OOroBOpHUTS 1€ 3 BaMH.

Jlns 3amo0iranss IIOMUIIOK Y JTiKyBaHHI BaXJIUBO MEPEBIPATU €TUKETKU Ha (JIaKOHAX, 11100 NepeKoHaTuCH,
110 Mperapar, sKUii FOTYEThCS i 3aCTOCOBYETHCH, € AilicHo Tpasumepa (Tpacty3ymab), a He TpacTy3ymaldy
€MTaHCHH. ‘

Jns nikyBaHHA paKy MOJIOYHOI 3al03M Ha paHHilf cTaiil, MeTaCTaTUYHOrO paKy MOIOYHOI 3aN03M i
METaCcTaTMYHOTO paKy LLTYHKY, Tpasnmepa 3acTOCOBY€EThCA KOXKHI 3 THXKHI.

Tpa3sumepa Moe TaK0X BBOIUTUCSA OJMH Pa3 Ha THXKJACHB /1A JIiIKyBaHHA METaCTaTHYHOIO PaKy MOJIOYHOL
3aJ103U.

» SIKio BM NPUIHHUIH 32CTOCYBaHHs npenapaty Tpasumepa

He npumnuHsiiTe 3aCTOCYBaHHS LOIO MpeNapary, Crepuly He MOBiZOMUBIIM CBOToO Jikaps. Bei mo3u ciif
NpUiMaTH B HAJEXHUH Yac KOXKHOIO THXKHA ab0 KOXHI TPU TIDKHI (3aleKHO BiJ BalIoi CXeMH
3actocyBanHs). Lle cripusie HaibinbIuiil eeKTUBHOCTI BalIOro Mpenapary.

Busesnennsa mnpenapary TpasuMepa Moxe TpuBatH o 7 Micauis. Tomy nikap Moske BHPIiLIHTH
IIPOJIOBXKYBATH MepeBipATH QYHKLIIO Ceplid HAaBiThb MiC/IsA 3aBEPLIECHHS JiKyBaHHA.

SIKII0 y Bac BUHUKJIM JOAATKOBI MUTAHHA 100 3aCTOCYBAHHSA ILOTO Mpenapary, 3BepHiThca 10 Jikaps,
¢bapmareBTa abo MeCECTPH.

4. Mosxausi no0iyHi peakuii

Sk i Bci nmikapewki 3aco6u, Tpasumepa Moxe BUKJINKATH [TOOIYHI peakuil, Xoya He y BCiX Nali€HTiB BOHU
NpOABIAIOTECA. Jleski 3 LUX MOGIYHMX peakUi MOxyTh OyTH CepHO3HMMHM i MOXYTb MPU3BECTH 10
rocmiTasizauii.

ITig yac ingysii npenapatoM Tpasumepa MOKyTh BUHHKATH O3HOO, TMXOMaHKa Ta iHIIi rpunonomioHi
cUMNTOMH. BoHM ayxe moumpeHi (MOKyTh BUHHKATH Oinbiue Hik y 1 Ha 10 ocif). IHwi cumnTomy,
nos's3adi 3 iHQy3i€r, BKIIOYAIOTh: HYHOTY, OMIOBaHHSA, Oinb, MOCHIIEHHS HANpyXeHHs y M'A3ax i
TPEMTIHHA, TOJIOBHMH Oinb, 3amaMOpOYeHHs, YTPyJHEHE [MXaHHsA, XPHIHM, BUCOKUH ab0 HH3bKUMH
KPOB'SHU THCK, TIOPYLLIEHHS PUTMY ceplid (cepLeOUTTs, TPIMOTiHHA ceplis ab0 HeperyIsapHe cepueduTTs),
HabpsAKY 00MYYst i ryD, BUCHIIAHHA | BiT4yTTs BTOMU. J[esKi 3 LMX CUMIITOMIB Moxcymémx;gﬁﬁmgumu
a Jlesiki nauieHTy momMepiu (IuB. po3ain 2, micas «OcoOIUBOCTI 3aCTOCYBAHHS). 4“ ’ "“m*fg . ] P\
Li peakiiii B OCHOBHOMY TPAIUIAOTHCH i/l Yac MepLIO] BHY TPillIHBOBEHHOT 1H¢y315{<m§anenbunu1>> y B ff@
i MPOTAroM MepuINX KiIbKOX OAMH Mic/s mo4atky iHgy3ii. BoHH, Sk npaBuiIo, THMYAcOBI. At .
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[Tig yac iudy3ii i MPOTATOM LIOHAMEHIIIE IECTH FOIUH MiC/Is IOYATKY IepLioi iHdy3ii, a TakoX MPOTATOM
7IBOX FOMH MIC/Is MOYaTKy iHwol iHdys3il, B OyAeTe 3HAXOIUTHCA MiJ HArVIAI0OM MEIUYHOro GbaxiBus.
SIKIo y Bac BHHHMKHE peakiis, iHQys3ito Oyne CroBinbHeHO ab0 NMPHUIHHEHO, I BAM MOKYTh MPOBECTH
Tepariio 3 NpuBOYy MoGiYHUX peakiliil. [Hdy3ito Moxe GyTH NPOAOBKEHO MmicHA TOJIIIIEHHS CHMIITOMIB.
[HOMIi CHMIITOMH BHHUKAIOTh Mi3Hille, HiX Yepe3 WiCTh FOJUH Mic/d noYatky iHdys3ii. HKIIOo 1e TparnuThed
5 Bamu, HeraifHO 3BEpHITLCA MO JikapA. I[HOAI CHMITOMH MOXYTL MOIMUIYBAaTHCS, @ Mi3Hime
MOriplIyBaTUCH.
[Hwi no6iuni peakuii, He TiNbKM MOB's3aHi 3 iHdY3i€lo, MOXKYTh BUHMKATH B OyIb-fKHi Yac MiA 4ac
nikyBaHHs TperrapatoM Tpasumepa. [IpoGiemMu 3 cepLeM iHOMi MOXYTh BUHMKATH MiJ 4ac JiKyBaHHSA i
3pifka Tic/is MPHUIMHEHHSA JiKyBaHHA i MOXyTb OyTH cepiHo3HHMH. BOHHM BKIHOYAIOTH ocliabeHHA
CepleBoro M'a3a, o MOXKE NMPU3BECTH J0 CEPLEBO] HEJOCTATHOCTI, 3ananeHHs (HaOpsk, [OYEePBOHIHHS,
ap i 6i1b) 30BHILIHBOT 00OTOHKHU CePLA i TOPYIIEHHS CepLeBoro put™my. Lle Moxke Mpu3BECTH 0 TaKUX
CHUMIITOMIB, SIK:

o 3agumKa (BKJIIOYAIOYM 33UIIKY B HIYHMH 4ac),

*  Kallens,

+  3aTpuMKa piauHU (HabpsK) B HOrax abo pykax,

»  cepuebuTTs (TpinoTiHHA cepld abo HeperysipHe cepueOuTTs).
Bau ftikap Gy/1e pery/IApHO CTEXKUTH 3a BALIMM CEPLEM I1iJ Yac i Mic/1s TiKyBaHHs, ajle BU OBUHHI HeraiHo
[1OBiZTOMUTH JiKapro, AKILO BU MOMITH/IN Oy ab-KHil 3 MepepaxoBaHUX BHILE CHMITOMIB.
SIkmo Bu BiguyBaeTe OyAb-siKHil 3 MEpepaxoBaHUX BMILE CHUMITOMIB, KOJH JiKyBaHHsA IperapaTroM
TpasuMepa 3akiHYWIOCS, BM TOBMHHI BilBiZaTH mikaps i CkasaTW, WO BH paHille OTPUMYBAH
Tpacty3ymab.
Jlye uacTi noGiuni peakuii: MOyTh BUHUKATH y Ginbur Hixk 1 3 10 ocid

e iHdekuii

*  niapes

*  3akpen

e meuid (gUcIencis)

*  crnabkicTh

e BHCHNAHHA Ha LIKIpi

e 0inby rpyasix

*  Oinby *KHUBOTI

» 0Oinpy cyrnobax

HU3bKi MOKA3HUKM EPUTPOLMTIB i JIEHKOUKTIB (sKi JomoMararTh HopoTucs 3 iHdekuiew) iHOAL 3

JTUXOMAHKOI

e Oinp y M'si3ax

*  KOH'IOHKTHBIT

*  MOCHJICHE CIIBO30BHIINICHHA

* HOCOBa KpPOBOTE€4Ya

*  HEXHTh
+  BTpara BoJOCCH
*  TpeMop

*  [PUIUTHBHU Xapy

*  3aaMOpOYEHHA

*  ypaXeHH: HilTiB

e BTparta Bar"

¢ BTpaTa aneTury

e HEMOXIIUBICTH 3aCHYTH (0€3COHHS)

¢ 3MIHHU CMaKy

*  HU3BKUH piBEHb TPOMOOLHTIB

e CHHUI

*  OHiMiHHA a00 IOKOJIIOBaHHA MAbLIB PyK i HIr

e [O4YepBOHiHHSA, HaOpsKK abo BUpa3KH y poTi Ta/abo ropii
*  Oinb, HAOPSK, MOUEPBOHIHHS a00 MOKOIIOBAHHS PYK Ta/abo Hir
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e 3QMIIKA
*  TOJIOBHHI Oilb

*  Kauenb
*  OnroBaHHA
*  HyJOTa
Yacri nobiuni peakuii: MUKy b BUHHKaTH Y MeHII HIK 1 3 10 oci6
*  ajiepriuHi peakuii * CYXICTB y pOTi Ta LIKipH
¢ iHdexkuii ropna * CyXicTh oyeit
*  iHdekuii ceqoBoro Mixypa Ta mkipu * NiTIUBICTE
*  Omepi3yrouuii reprec * BiX4yTTs c1abKOCTi Ta HE34yKaHH
*  3arajeHHs MOJIOYHOI 3aJ103U * TPUBOXHICTh
*  3anajJeHHs MiJLUTyHKOBOT * Ienpecis
3a103u abo neviHku * MOPYIUEHHS MUCJIEHHS
*  HopyleHHs QYHKIiT HEPOK * acT™Ma
*  MNiIBULICHHUH TOHYC M’53iB * JIereHeBa iH¢ekis
abo Hanpyra (rinepToHyc) * opyleHHs QyHKUIT JereHs
*  Oinb y pykax Ta/abo Horax * Oiby CrUHI
*  BHUCHUIIAHHSA * 6in1b y mmi
*  COHJMBICTB * 6iNb y KicTKax
*  reMopoi * aKHe
*  cBepOixk * Cl1a3MHu Hir
HeuacTi mo6iuni peakuii: MoXXyTh BUHUKATH y MeHII Hixk 1 3 100 oci6
*  [IyXoTa

*  JepMaTUT
*  iHdekuis kposi
Piakicnhi nmobivni peakuii: MoXyTh BUHHKATH y MeHII Hixk 1 3 1000 oci6
*  cnabKicTh
*  OKOBTSHHULS
* 3ananeHHs abo pyOLIOBaHHS JIereHb
YacroTa HeBiloMa: (aCTOTY HEMOXITMBO OLIHUTH 3 IOCTYIHUX JaHHUX
* matosoris abo MOpYyLIEHHs 3rOPTAHHS KPOBi
* aHadinakTU4Hi peakuil
*  BUCOKHUIi piBEHB KaJlilo
*  HaOpsK MO3Ky
* Habpsk abo KpoBOTeYa 33aAHBOI CTIHKH OKa
*  IIOK
*  HabpsAK 30BHILIHBOI 00OIOHKH cepLs
*  MOBINBHHIA MyJBC
*  IOpYLUEHHs PUTMY CepLs
*  pecrnipaTopHU# AUCTpec
*  J[MXaslbHa HeJOCTATHICTh
*  rocTpuil HabpsK JereHs
*  rOCTpE 3BYKEHHS AUXaIbHHX LUIAXIB
*  [aTOJIOTiYHO HU3BKMII PiBEHb KHCHIO B KPOBI
*  yTpYAHEHE IUXaHHS y MOJIOXKEHHI JIexKayn
*  YpaXeHHs/NOUKOIKEHHS MeYiHKH
* HaOpsk o0nuyus, ry6 i ropna
*  HHPKOBA HEJOCTATHICTb
*  MaToNOriYHO HU3bKUi PiBEHb PiIMHI HABKOJIO AUTHHH B yTpobi MaTepi
*  HEJOpO3BUHEHICTH JIEreHb AUTHHH B yTPoOi MaTepi
*  [ATOJIOris PO3BUTKY HMPOK Y ANTHHHU B yTpoOi Matepi
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Jlesiki 3 mobiuHux peakuiif, ski Bi BiauyBaeTe, MOKYTh OyTH OB’ 13aHi 3 OCHOBHIM 3aXBOPIOBAHHAM Ha
pak. fIkwo Bu oaepxyere npenapat Tpasnumepa B koMbiHaLii 3 XimioTeparni€ro, AesKi 3 HUX TaKOX MOXKYTb
OyTH OB’ 43aHi 3 XiMioTepariero.

Skmo y Bac BUHMKaOTh Oyab-aki MOGivHi peakuii, 3BepHiThCH 40 CBOrO nikaps, Qapmarnesra ado
MEJICeCTpH.

IMusigomaenns npo no6iuni peaxuir

3BCPHITBCS 10 CBOTO Jiikapsi, (hapMaleBTa abo MeacecTpH, SKIIO Y Bac BHHHKAKOTh OYyab-Aki mobivHi
peakuii. BoHH MOXyTb BKIFOYATH Oyab-AKi MOMUIMBI M0GiuHi peakuii, He mepeniyeHi y upoMy IHCTKY-
BKJIauLi. Takox MOXHA MOBIZOMIIATH N1PO NoGiuHi peakii OesnocepeaHso uepes Be6-caifT Yellow Card
Scheme: www.mhra.gov.uk/yellowcard a6o wepe3 mouyk MHRA Yellow Card Scheme B Google Play a6o
Apple App Store. ITosinomsiroun npo no6iuui peakii, Bi MoxeTe T0MOMOITH HALATH Gibiie indopmarii
po Ge3MneKy 1bOro JiKapchbKoro 3acofy.

5. Sk 36epiraTu npenapat Tpasumepa

30epiraiite Leii Tikapcbkuii 3aci6 B HeOCTYHOMY it AiTeit Mici.

He BHKOpHCTOBY#iTE Lieil mpenapat micis 3aKiHYeHHS TePMiHy MPUAATHOCTI, 3a3HAYEHOTO Ha KapTOHHI
YMaKkoBUi Ta Ha eTuKeTUi (rakoHa micas «[Ipuaatuuit no» (EXP). Tepmin npunatHocTi BigHOCUTBCS 10O
OCTaHHBOTO JTHS MiCSLIA.

30epiratu B xonoaunbHuky (2° C - 8° C).

30epiratu B opuriHaibHiil ynakoBui 115 3aXUCTY BiZ CBiTIIA.

Heposkpurti ¢nakonu npenapary Tpasumepa MoxyTh 30epiratucs npu Temmepatypi 10 30° C [IPOTATOM
OJIHOTO mepiody 10 3 micauip. IX Heo6XiaHO YTUIIi3yBaTH B KiHLi 1BOro 3-MicsuHoro mepioxy a6o micis
3aKiHYEeHHs TePMiHy NMPHIATHOCTI, KNIl BKa3aHHil Ha (DIAKOHI, 3aIeKHO Bil TOrO, 1[0 CTAHEThCS paHille.
Ha kapronniit kopo6ui B moni «He 3acTocoByBaTH micis» Heo6XiAHO 3amucaTi JaTy JUIA 3a3Ha4eHHs JaTu
yTUTi3aMi1.

Posuunu st indysiit cin BuKopucTOBYBaTH 01pa3sy Mmicis po3BeneHHS.

He sactocoByiite npenapar Tpasumepa, SIKIIO BM MOMITHIM GYIb-fiKi TBEPAI YACTUHKH ab0 3MiHy
3HeOapBIIEHHs PO3YUHY [1epe/] BBEACHHSM.

Jlikapceki 3aco0u He MOBUHHI Oy TH yTUITi30BaHi uepes cTidHi Boau a6o no0yToBi Bigxoau. CruTaiiTe CBOro
¢apmaresra Ak yTUTi3yBaTH Npenapar, kil BaM Gibiie He notpiben. Li 3aX0/111 10MOMOXYTh 3aXUCTUTH
HABKOJIUIIHE CepPeOBHILE.

6. Bmict ynakoBku Ta iHwa inpopmanis

» Illo micTuTs npenapar Tpasumepa
Hiroua peyosuna — tpacty3ymal. OauH hI1akoH MiCTUTB:
* 150 Mr Tpactysymaby, skuit it pozunnuUTH Y 7,2 M1 CTEPUIIBHOI BOJIU [UTA iH'ekwiit abo
* 420 mr tpacty3ymaly, skuit ci1ig posuuHuTH y 20 M1 CTEPUJIBHOI BOAM AJIA iH'€KLIIH.
OTpumaHuit pO34MH MiCTUTE IPUGIH3HO 21 Mr/mn TpacTy3ymaby.
[Hiui iHrpesieHTH BKIIOYAI0TH L-ricTHRIUHY rigpoxaopumy MOHorizapart, L-rictuauH, caxapo3sy, noicopoar
20.
» Slk Burasiaae npenapat Tpasumepa i BMicT ynakoBku
[Ipenapar Tpa3sumepa sBise co60r MOPOLIOK s KOHUEHTpATy [l pO34YMHy And iHQy3il, skuii
MOCTa4YaEThCA Y CKISHOMY (h1aKoHi 3 FyMOBOKO MPo6KOI0, i MicTHTL 150 Mr ato 420 mr TpacTy3ymady.
[Toporuok siBise co6oro 6inmit kopxk. Koxuna kopobka MicTats 1 ¢baakoH 3 mopowikoMm.
BiacHuk peectpauiiiHoro noceigyeHus
[T¢aiizep Eypona MA EEIT
Byneap-ne-na-ITnen 17
1050 Bproccens
Benbris
Bupoouuk
[T¢aitzep Menstodekyypinr bensris HB
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Pelikcger 12

2870 Ilyypc

benbris

Jnsg oTpumaHHs Oyap-ikoi iHdopmauii mpo ueil mpemapart, Oyap Jlacka, 3B'SDKITBCS 3 MICLEBUM
TMpe/ICTAaBHUKOM BJIACHHWKA PEECTPALIHHOrO MMOCBIUEHHS,

Beaunka Bputanis

[1daiizep JlimiTen

Ten.: +44 (0) 1304 616161

Ieit mucTOoK-BKRIAaANLI Gy10 BocTaHHE NeperasinyTo 04/2019.

Inuii pxepesa ingopmaunii

HeraneHa indopmaris npo el mpenapar I0CTyNHa Ha Be-caiiti €Bponeiicbkoro areHTCTBa 3 TiKApChKUX
3aco0iB: http://www.ema.europa.eu.

Lle#l nucTok-BKIAAUII JOCTYyNHMH Ha BciX MoBax €C/€E3 Ha BeG-caiiti €Bpormeiicbkoro areHTcTBa 3
JKapChKUX 3ac00iB.

HacrtynHa indopmanis npusHayeHa TiAbKH A1 MEANYHHX NPALiBHUKIB

3apx/au 30epiraiiTe Leil npenapar y 3aKpuTii OpUriHalbHIHi ynakoBIi B XOMOIUIBHUKY [P TEMIIEPATYpi
Bin 2° C no 8° C.

Heposkputi ¢iiakonu npenapary Tpasumepa MoxyTh 30epiratucsa npu temneparypi 10 30° C mpotsrom
OJIHOTO mepioxy o 3 MicALiB. [x HeobxiaHO YTHJII3yBaTH B KiHLI 1bOro 3-MicsiyHOrO mepiogy abo micis
3aKiH4YeHHs TepPMiHy NIPUIATHOCTI, KU BKa3aHUH Ha (IaKOHI, 3aJIe)KHO BiJ TOTO, IO CTAHETHCS paHillle.
Ha xapToHHiii kopo6ui B nosti «He 3acTocoByBaTH micis» HEOOXIAHO 3amucaTH JaTy A 3a3HaYeHHs JaTH
yTHII3aI1.

®naxoH 3 Tpa3umepa, BiHOBIEHHH BOIOK /1A iH'€KLii (HE BXOAUTH 10 YIIAKOBKH), CTA0iILHUM MPOTAroM
48 ropun npu 2° C - 8° C nicis BiIHOBIEHHS, HOro He CIIiJ 3aMOPOKYBATH.

Tpaszumepa nopoLIOK UL KOHLIEHTPATY JUIL PO34MHY Juld iHdV3iH o 150 Mr

Heo0xifHO BUKOPHCTOBYBATH BiANOBiAHY acenTHuHy TexHiKy. Koxken ¢aakon 3 Tpasumepa mo 150 mr
BiZIHOBNIOIOTE i3 7,2 MJ CTepWIBHOI BOAM [UIf iH'ekuiif (He BXOOWTH 10 ymakoBku). He MoxkHa
BMKOPUCTOBYBATH iHIIi PO3UMHHUKM JUIA BiHOBAEHHA. OTPUMYIOTH pa3oBy 103y po34uHy 00’eMom 7,4
MIT, 110 MiCTUTb pHOIU3HO 21 Mr/Mn Tpacty3ymady. Hannuiok 4% rapantye, 1o 3a3Hadyena 103a 150 mr
Moxe OyTH BiZliOpaHa 3 KOXKHOTO (pJIaKoHy.

Tpaszumepa NOpOLIOK JUIsT KOHLIEHTPATY I pO3UUHY Juid iHDV3ii mo 420 mr

Heo0xiaHo BuxopucToByBaTH BiANOBIAHY acenTuuHy TexHiky. KoxeH ¢uakon 3 Tpasumepa no 420 mr
BiHOBIIIOIOTE i3 20 M CTepusipHOI BOAM A iH'eKUil (HE BXOAMTH A0 yMakoBkH). He MoxHa
BMKOPUCTOBYBATH iHIIIi PO3YMHHUKH [/ BiTHOBIEHHA. OTPUMYIOTh pa3oBy 03y po34uHy 06’ eMom 20,6
MJ1, 1[0 MiCTUTB IpUOIN3HO 21 Mr/Mit TpacTy3yMaby. Haanmuimok 5% rapantye, 1o 3a3HadeHa go03a 150 mr
Moxe OyTH BifiOpaHa 3 KOXKHOTO ()1aKoHY.

Tpaszumaepa, OO6’eM cTepunbHOI BOAM

MICTKICTBb ()JTAKOHY IS iH eKLif OtpumaHa KOHUEHTpallis
150 mr y dakoHi 5 7,2 Mn = 21 Mr/mn

420 Mr y dakoHi + 20 M1 = 21 Mr/mn

[Tig 4ac BigHOBNEHHA 3 JikapchkuM 3acoboM Tpasumepa ciifl MOBOAMTHCH 3 obepexHicTio. HaamipHe
CMiHIOBaHHA IiJ 4ac BiJHOBJIEHHS a00 CTPYLIYBaHHA BiJHOBIEHOr0 PO3YHHY MOXKE MPH3BECTH 0
3HIDKEHHA KinbkocTi npenapary Tpa3sumepa, sika Moxxe OyTu BifiOpaHa 3 diiakony.

[HCTPYKIIT [UIS BIIHOBIIEHHS:

CTepUIIBHOT BOJIM TS iH'eKLi# y ¢akoH, 1m0 MicTUTh niodinizoBanuii npenapaT Tpa3uMepa il
2) Jlna po3uuHeHHs 00epexHO 00epTaTH (PJIAKOH KOMBATBHHMHU PyXaMH. HE:CTPYIHYBATI/I‘ )
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HeBeke CiHIOBaHHSA MPOAYKTY IPH BIAHOBIEHHI € MPUITYCTUMUM. 3 METOK) YHHKHEHHS L[bOTO JaiiTe
(hrakoHy BiACTOATHCA NPOTArOM 0M3bKO 5 XBHIMH. BinHosnenuit mpenapat Tpasumepa MoBUHEH OYTH
0e30apBHUM ab0 O611i10-KOPUUHEBATO-KORTUM MPO30PHM PO3UHHOM, AKHIi MPAKTHYHO HE MiCTHTH
BH/IMMHX YaCTOYOK.
Busnaute HeoOXiqHUI 00'€EM po3uUHY:
*  JUIA BBEIEHHS HABaHTaXyBaJlbHOI 103U TpacTy3ymMady 4 MI/Kr macu Tina a0o IOAaNbLIOL
THO>KHEBOI 103U TpacTy3yMaly 2 MI/KT MacH Tina:

O6’em (M1) = Maca TiJaa (kr) X 103a (4 MI/KT HAaBaHTAXXYBaJbHa 2060 2 MI/KI NiATPUMYIOYA 1034)
21 (Mr/mi, KOHLEHTpAaLis BiZIHOBIEHOTO PO3YHHY)

*  JUId BBEJEHHS HABAHTA)XyBaJIBHOI 03U TpacTy3yMady 8 MI/Kr Macd Tijia abo mogaibliol 3-
THXKHEBOI 103U TpacTy3yMaly 6 MI/KI MacH Tina:

006’eM (M) = Mmaca Tija (Kr) X 103a (8 MI/KT HaBaHTaXyBajibHa a60 6 MI/KT MiATpHMYIOYA 703a)
21 (Mr/mi1, KOHUEHTpALis BiTHOBICHOTO PO3YMHY)

Heo6xinnui 06’eM po3unHy BinOMparoTh 3 (riakoHa i BBOAATE B iHDy3iitHuiT nakeT 3 nmoniBiHiAXIOpHUAY,
NoJTieTHIIeHy, MOJiMporniaeHy abo eTHIeHBiHiNaleTaTy, ab0 CKISHUI (IIaKOH, 110 MicTHTB 250 M1 9 Mr/MiT
(0,9%) po3uuny Hatpiro xjopuay. He ci1il BAKOPUCTOBYBATH PO3UHHH TITIOKO3H. [Hy3iitHuii naker a6o
¢makon cmig obepexHo mepeBepTaTH MO0 MepeMillaTH pO3YMH, 3amMobiral04M YTBOPEHHIO MiHHM.
[Tpenapatu /1 mapeHTepaabHOrO BBEACHHS MEPe/l 3aCTOCYBAHHAM HEOOXIAHO Bi3yalbHO OIVIAHYTH, 1100
TNEePecBiIUUTUCA Y BiACYTHOCTI MeXaHiYHMX JOMIIIOK i 3MiHM 3abapBrnenHs. IHdysiliHUIA po3uuH crix
BBOJIMTH BiJIpa3y  IiC/JIs MPUrOTyBaHHA. SIK1IO pO3BeleHHs BiA0yBalocs B aCeNTUYHUX YMOBAX, PO3YUH
MO3KHa 30epirati npoTarom 24 roauH (npu TeMnepatypi He Butie 30° C).
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JJUCTOK-BKJIAJUII: IHOPOPMALIA 1 KOPUCTYBAYA

Tpasumepa nopowoK 115 KOHUCHTPATY s Po3unmy s indysii mo 150 mr
Tpasamepa nopowok 1151 KOHUEHTPATY A/ PO3YHHY Aus indys3iii mo 420 mr

V Lleit nikapcekuil 3acid mizsrae 101aTKOBOMY KOHTpomo. Lle 103BonMTH WBMAKO iZeHTH)IKYBATH HOBY
inpopmauito 3 Gesneku. Bu MoxeTe IOMOMOrTH, AKINO GydeTe NMOBIIOMJATH NMPO BHHHKHEHHA Oynb-aKnX
No6IYHKX peakuii. ¥ Kinui posaity 4 Hanaxo iHpopmaLlito mpo Te, SK NOBIZOMUTH MpPO MOGiuH peaxitii.

Ilepiu Hik MOYaTH 3aCTOCYBAHHS BOT0 NPENAPATY, YBAKHO MPOYHTATe BeCh JHCTOK-BK/IAJULL,
OCKIJILKH BiH MiCTHTB BaXXJIMBY U1 Bac iHgopmauiro.
*  30epiraiite ueil IMCTOK-BKIaAUIL. MOXITHBO, BaM 3HaZ00UTHCS MPOYHTATH HOTO 3HOBY.
*  JSlkumo y Bac BUHUK/IA 10JaTKOBi MUTaHHS, 3BEPHITECA 10 Jlikaps a6o (apmareBTa.
* JSlkmo y Bac BUHHK/IM Oyap-sKi moGiuHi peakuii, 3BepHiTECA 10 CBOro Jikaps, dapmamesra ado
meacecTpu. Lle cTocyeTbes Oyb-AKMX MOXKIHBUX MOOIYHHX peakuiii, He MepeNiueHHx y LboMy
JIUCTKY-BKIaaumi. JIuB. po3ain 4.

Indopmanis 3a3Ha4eHa y UbOMY JHCTKY-BKJIA/HIII:

1. llo sinsie co6oto npenapat Tpa3umepa i AU1s HOro BiH 3aCTOCOBYETHCA
2. lllo notpi6Ho 3HaTH nepe/ 3acTocyBaHHsM npenapary Tpaszumepa

3. Sk 3acTocoByeThes npenapat Tpaszumepa

4. MosxnuBi noGivui peaxitii

5. Sk 36epiratu npenapar Tpa3umepa

6. BmicT ynakoBk Ta iHma indopmauis

1. Illo siBasie coboro npenapat Tpasumepa i 4/ist 40ro BiH 3acTOCOBYEThCH

Tpasumepa MicTUTB Iiro4y pedoOBHHY TpacTy3ymad, sSKa € MOHOKJIOHATbHUM aHTUTLIOM. MOHOK/IOHANBHI
AHTUTINA MPHEAHYIOTHCA A0 creuudivuux Ginkis aGo anturenis. TpacTysyma® mnpusHadenuit mis
CEJIeKTHBHOT'O 3B'A3YBAHHA 3 AHTHUIEHOM, AKUH HA3UBAETHCSA PELENTOp 2 eMigepMaTbHOro GakTopy pocTy
monunu (HER2). HER2 npucyTHIH y BEJMKUX KiIbKOCTAX Ha MOBEPXHi A€AKMX PaKOBUX KIITHH, A€ BiH
crumymioe ix pict. Konmu Tpasumepa 38'13yeTsest 3 HER2, ne 3ynuuse picT Takux KIiTHH | BUKIHKAE iX
3arubens.

Baur nikap moxe npusHauntd mpenapaT Tpasumepa s NiKyBaHHS paKy MOMOYHOI 3a7103d Ta paky
LUTYHKY, SKIIO:

* ¥ Bac pak MOJIOYHOI 3a/1034 Ha paHHii cTazii 3 BHCOKUM piBHem Oinky HER2.

* ¥V Bac MeTacTaTHYHMil paK MOJOYHOI 3a703u (Pak MONOYHOI 3a/103H, WO MOIIMPHBCA 33 MEKi
NMepBHHHOI MyX/IuHK) 3 BUCokuM piBHeM HER2. TpasuMepa mose npusHayaTHcs y komOiHauii 3
XiMioTepariero naxiitakcenom abo 10LUeTaKkceI0M B SKOCTI NepLuoi Tepartii mpu MeTacTaTU4HOMY
paKy MOJIOYHOI 31031 200 MOJKe [IPU3HAYATUCS Y AKOCTi MOHOTEpaIil, AKILIO iHIIi BHIM NiKyBaHHS
BUABHIHCS HeedekTHBHUMHU. [Ipemapar Takox Npu3HavaoTh B KoMOiHALii 3 mpemapatam, si
Ha3MBAOTCA IHribiTOpamy apomartasy, nauienram 3 BucokuM pisiem HER2 i ropmon-peuentop-
I0O3UTUBHUM METaCTaTHYHUM PAKOM MOJIOYHOI 3a1031 (pakoM, YyTJIMBUM /0 KIHOYMX CTaTeBUX
TOPMOHIB).

* ¥V Bac MeTacTaTMYHMI paKk UUTyHKY 3 BucokuM piBHeM HER2, B komGiHawii 3 in MMHU 3acobamMu

JUIsL TIKyBaHHA paKy, TAKUM fK Karneuurtabin abo 5-proypauun i HUCTUIATHH, <%, na

» He 3acTocoByiite npenapar Tpa3umepa, AKLIO:
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* Yy Bac anepris Ha TpacTy3ymal, Muiuadi 6imku abo Ha Gyab-AKi AOMOMiKHI pedoBuHH npenapary
(nepeniueni y po3aini 6).

* Y Bac € cepiio3Hi NpobiemMu 3 AUXaHHAM y CTaHi CIIOKOK 4epe3 pak, afo fAKIIO BaM noTpioHa
JI0laTKOBa KUCHEBA TepaIlis.

» OcobuBoCTI 3aCTOCYBAHHS

Baiu iikap Gyzie peTebHO KOHTPOIIOBATH Bally Teparito.

» MoHiTopHHT QyHKUii cepust

Jlikysanns npenaparom TpasuMepa y SKOCTi MOHOTepanii abo B KOMOIHAL{T 3 TAKCAHOM MOJKE BILIHBATH
Ha ceplie, 0COOMMBO AKIIO BH KOJH-HeOYab MPUMAIM aHTPALMKIIH (TAKCAHHU i AHTPaLUKIIIHKA € JBOMA
IHIIMMK KJIacaMu [PeNapariB, 10 BUKOPUCTOBYIOTHCA [TIA JIKYBaHHA paky). [To6iumi peakwii MOXYThb
OyTH MOMipHEMH aG0 TSKKHMH i MOKYTh PH3BECTH 0 cMepTi. Tomy hyHKLi0 cepus OyayThb nepeBipsATH
nepesi, MpoTAroM (KOXHi TP Micswi) i mic/s (10 ABOX-II'ATH POKiB) NTiKyBaHHS npenaparoMm Tpasumepa.
Skmo y Bac BUHUKHYTH OYab-AKi O3HAKM CEPLEBOI HENOCTATHOCTI (HELOCTATHE NPOKauyyBaHHSA KpPOBi
cepuem), GyHKLiO cepLs BaM MOXYTb [EPEBIPATH yacTille (KOKHI LICTh-BiciM THKHIB), BU MOXETE
OTPUMYBATH TEPariio CepLeBoi HEAOCTATHOCTI, 800 BaM JOBEAETHCA MPUITUHUTH JiKYBAHHSA npenapaTom
Tpazumepa.

[ToroBopite 3i coim nikape™, dapMmaieBToM abo MeacecTpol mepex 3aCTOCYBAaHHAM Tpenapary
Tpazumepa, AKuIO:

* Yy Bac Oyna cepueBa HEJOCTATHICTh, ileMiuHa XBOpoGa Ceplis, 3aXBOPIOBAHHA KITANaHiB cepLs
(urymu B cepui), BACOKMH KPOB® SHHH TUCK, AKIIO BH IpHiiMau 6y Ib-sKi Npernaparu Uil 3HUKEHHS
KPOB'SAHOr0 THCKY a0 B 1aHWi 4Yac mpuitmMaere Gy/Ib-siKi Npemapat A8 3HWKEHHS KPOB'SHOTO
THCKY.

*  BM npuiiManu pasiwe abo mpuiiMaete B JaHHil 4ac penapat 10KcopyGiuuH ado enipy0iuuH
(mpemapaTH, 10 3aCTOCOBYIOTbCA A JiKyBaHHs paky). Lli mpemapatu (aGo Oyap-siki iHII
AHTPALMK/IIHM) MOXYTb MOLIKOKYBaTH CepUEBMHA M'S3 i MiABMILYBATH PU3NK BUHMKHEHHS
npoGuieM 3 cepueM Mijl Yac 3acTOCYBaHHs mpemnapary Tpasumepa.

*  BH CTPOXJAETe Ha 3a[MIUIKy, OCOOIMBO AKIIO BU B JaHUIl Yac 3aCTOCOBYeTe TakcaH. Tpasumepa
MOJKe BUKITMKATH yTPYHEHe IMXaHHs, 0COOINBO KOJIH NMPU3HAYA€EThCs Briepiue. [Ipobnema Moske
OyTH GLIBLI Cepiio3HOKO, SAKIIO Y Bac Bike € 3auiika. Jlyxe piko Tpamisiucs BUmaaKu cMepTi
MAUi€HTIB 3 BKKMM YTPYJHEHUM NHXaHHAM [0 [OYaTKy NiKyBaHHA, KOIH iM NpU3HaAYaIIH
npenapat Tpasumepa.

*  BU KOJIM-HEOY/Ib IPOXOIMIIM {HIIY Tepariio paxy.

Skuwio Bu oTpumyeTe npenapat Tpasumepa 3 Oy/Ab-SKAM iHIIMM JTiKapChKHM 3aCO60M T JiKyBaHHS paxy,
TaKUM sK MakaiTakces, JoleTakcel, iHribiTop apomarasy, karneuutabis, 5-pTopypauua abo LUCIIATHH,
TaKOK NPOYHTAHTE JINCTKU-BKIAANILI AJIA Mali€HTIB 40 LHUX [IpeNaparis.

» Jlitu Ta migaiTku

3acrocysaHHs npenapary Tpa3uMepa He peKOMeH/IY€eTbCA MalieHTaM Mojoame 18 POKiB.

» Inwi nikapceeki 3aco6u i Tpasumepa

[Tosinomre nikapto, hapmaneBTy aGo MeACECTPI, AKWIO BU MPUIIMAETe, HELIOAABHO npuiiManu abo MoxeTe
npuiimMaTy Oyab-AKi iHIII Mpenapary.

Ans BuBeneHHs npenapaty Tpasumepa Mose 3HaZOOHTHCS 10 7 MicauiB. ToMy BH MOBMHHI MOBIZOMHUTH
CBOrO Jlikaps, (papmaLeBTa abo Me/IcecTpy, L0 BH 0JepxKyBanu npenapar Tpasumepa, SKILO BU MOYHHAETE
3aCTOCYBaHHA Oy/b-SIKHX HOBHX NPENapaTiB yepe3 7 MiCALIB MiC/Is IPUMUHEHHS JiKyBaHHS.

» BarithicTs

*  JSIKINO B BariTHi, BBaXAeTe, MO MOXKeTe OyTH BariTHOO abo MIaHyeTe MaTH JUTHHY, 3BEpHITHCA
no nikaps, (hapMalieBTa a00 MEICECTPHU 3a MOPAIOH0 MePel 3aCTOCYBAHHAM 1(5OTO npemnapary.

* B 1NOBMHHI BMKOPHCTOBYBATH e()eKTUBHY KOHTpALENMUild M yac JiKyBaHHS [pEnapaTtom
Tpasumepa i npoTArom npuHaiiMHi 7 MicALIB Mic/s 3aKiHUEHHS TiKyBaHHS.

*  Bam sikap npoigpopmye Bac mpo pu3MKH Ta Mepesaru npuiiomy npenapaty Tpas
BariTHOCTI. ¥ Pi/IKiCHUX BHMA/IKaX CIIOCTEPIranocs 3MeHIIEHHs 06’ eMy (ammon{qﬂm p]nﬁ% 10
OTO4YY€ TUTHHY, K& PO3BUBAETHCSA, B YTPOOi MaTepi y BariTHUX *iHOK, SKi g)"rpnmyaann n’pcrra ar
Tpasumepa. Le#t cTaH Moxe Oy TH LIKiTMBUM [T BALIOT TUTHHM B yTpodi MaTepl i0yB nos'
3 HEMOBHUM PO3BUTKOM JIET€Hb, IO MPU3BOAMIO 0 3arubeli miomy. '
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» I'pyaHe BUroJ0ByBaHHS

He ropyiite mutuny rpyamro mia yac Tepamii mpemapatom Tpasimepa Ta mpotarom 7 MicauiB micnis
OCTaHHBOI 103K mpenapaty Tpasumepa, ockinbku Tpasumepa Moxe nepeJaBaTUCs JUTHHI 4epes rpyaHe
MOJIOKO.

[TpokoHcynbTyiTECH 3 JlikapeM abo apMaLeBTOM nepel TUM, K MpHitMaTH 6y1b-sKi JikapchKi 3aC00H.
» KepyBaHHSI aBTOTPAHCIIOPTOM Ta pod0Ta 3 iHIIHMH MeXaHI3MaMH

Hesinomo, yn Tpasumepa BIUIMBAE Ha 31aTHICTb KepyBaTH TPAHCIIOPTHUMHU 3acoDaMu Ta MpalOBaTH 3
iHIIMMH MexaHizMamu. OfiHaK, AKLIO MiJ 4ac JIIKyBaHHS y Bac BHHHKAE 03HOO a0o JMXOMaHKa, HE CIiJ
cijlaTH 3a kepMo abo MpaLoBATH 3 iIHIIMMH MeXaHi3MaMH, TIOKH CHMIITOMH OCTaTOYHO HE MUHYTh.

3. SIk 3acTtocoByeThes npenapart Tpasumepa

[Tepen nmovaTkoM JliKyBaHHs Ball Jikap BH3Ha4uTh piBeHp HER2 y Bawiii myxsuni. Tinbku mauieHTH 3
BenukuM piBHeM HER2 OynyTe otpuMyBaTu npenapar Tpasumepa. Tpasumepa BBOAUTHCS TiTbKH JTiKapem
abo Meacectporo. Bam mikap 6yne npu3HayaTH 103y i pexuM JIiKyBaHHS, sKi MOTpiOHI came eam. Jlo3a
npenapary Tpa3umMepa 3aexHTh Bil Bard BalLIOro TiJia.

[Tpenapar Tpasumepa 1/ BHYTPIlUHBOBEHHOTO 3aCTOCYBaHHS He MpPU3HAYEHHI [UIA IiJIIKIPHOIO
BBEJICHHS, | Or0 CJIi/I 3aCTOCOBYBATH TUIBKU SIK BHYTPILIHBOBEHHY iH(Y3i0.

Tpasumepa /119 BHYTPiIIHEOBEHHOTO 3aCTOCYBAHHA 3aCTOCOBY€ETHCS Y BUIISIII BHYTPiLIHLOBEHHOT iH(Y3ii
(«xpanenpHO») Oe3mocepeIHbO y BeHy. [lepury no3y nmpenaparty BBOAATE MPOTAroM 90 XBUIIHH, i Bu OyaeTe
3HAXOAUTHUCS I/ HATTIAZ0M MeIMYHOr O MpalliBHUKA ITi/l Yac BBECHHS Ha BUIA0K BAHMKHEHHS Oy 1b-IKHX
nobiyHuX peakuii. SIkiuo nepia 103a 100pe NEPEHOCUTHCS, HACTYIIHI 103K MOXKYTh BBOIUTHCSH MPOTATOM
30 xBunuH (auB. po3ain 2, micasd «OcoOnUBOCTI 3acTOCyBaHHA»). KinbKicTh oTpuMaHux iHdy3ii Oye
3aj1e’kaTH BiJ] TOTO, SIK BU pearyeTe Ha JlikyBaHHs. Bam jgikap oGroBopuTh Lie 3 Bamu.

Jln4 3ano6iraHHs MOMMIIOK y JTIKYBaHHI BaXXJIMBO MePeBipATH €TUKETKH Ha (1akoHax, 106 nepeKoHaTH S,
110 Mpernapar, SKUi roTyeThCs i 3aCTOCOBYEThC, € AificHo Tpasumepa (TpacTy3ymat), a He TpacTy3ymady
€MTaHCHH.

JUns mikyBaHHS paKky MOJIOYHOI 3al103d Ha paHHif cTafii, MeTacTaTUYHOro paKky MOJIOYHOI 3a/lo3d i
METacTaTUYHOI0 paKy LUUTYyHKY, Tpa3uMepa 3acTOCOBYETHCS KOXKHI 3 THIKHI.

Tpaszumepa MoKe TaKOK BBOJAUTUCS OJMH pa3 Ha THXKIEHb [UIA TiKyBaHHS METaCTaTUYHOIO PaKy MOJIOYHOT
3aJI03H.

P SIkio BH NPHIHHUIIM 32CTOCYBaHHsA npenapaty Tpasumepa

He npununsiiTe 3acTocyBaHHs L[OT0 MPENapary, Clepily He MOBiJOMUBILIH CBOrO Jikaps. Bei go3u i
nNpuiiMatd B HaleXHUH 4Yac KOXHOrO THXHS ab0o KOXKHI TpU THXKHI (3a/IeHO Bif Bauiol cXeMHu
3acTocyBaHHs). Lle cripusie HaiOinbILiit e(eKTUBHOCTI BalOro Mpenapary.

Buseaenns npenapary Tpasumepa Moyke TpuBaTH A0 7 MicAuis. Tomy Jikap MoXe BHUpPILUMTH
[IPOJIOBXKYBATH NepeBipATH (YHKIIIO CepLs HaBITh MMic/si 3aBepLUeHHS JTiKYBaHHS.

SIk1o y Bac BUHMKJIM JOJATKOBi MUTaHHA W00 3aCTOCYBaHHS LbOTO Mpenapary, 3BepHiThCs 10 JIiKaps,
tapmaueBTa abo MeaCECTpH.

4. MoxknuBi no0iyHi peaxkuii

Sk i Bei nmikapebki 3aco6u, Tpasnmepa Moxke BUKIUMKATH NOOIYHI peakilil, Xoya He y BCiX Malli€HTiB BOHH
NposABIAOTECA. JlesKi 3 UMX MOOIYHMX peakuiii MOXYTb OyTH CepHO3HHMH i MOXYTh IPU3BECTH 0
rocmitanizarii.

ITin yac iHgys3ii npenaparom Tpasumepa MOXYyTh BUHHKATH O3HOO, TMXOMAaHKa Ta iHIUI TPUMONOAiOHI
CUMNTOMH. BOHM Iy)xe momupeHi (MOXyTb BUHHKaTd Oinblie HixX y 1 Ha 10 oci6). [Hmi cumnroMu,
noB's3aHi 3 iHQY3i€r0, BKIIOYAKOTh: HyA0Ty, OMoBaHHS, Oinb, MOCHJIEHHA HAaNpyXeHHs y M's3ax i
TPEMTiHHs, TOJIOBHHHA Oi/b, 3amaMOpPOYEHHSA, YTpyJHEHE [UXaHHA, XPHIIH, BUCOKUI ab0 HU3BKHIA
KPOB'SHUH TUCK, TOPYLIEHHs PUTMY cepLs (CepLeOUTTA, TPiMOTiHHS cepls abo HeperyspHe cepueﬁm*rﬂ)
HaOPsKK 0671144 i ry0, BACUIIAHHS i BiA4yTTs BTOMH. JI€sKi 3 UMX CUMIITOMIB MOXCY T, 6}3‘&
a J1esKi Mali€HTH MOMepIH (JUB. Po3ain 2, micas «OcoB6IMBOCTI 3aCTOCYBAaHHSY). \gff?'/ <2°" e,

L1i peaxuii B OCHOBHOMY TParIAIOTECS I1i/] 4ac MepLIo] BHY TPilIHEOBEHHOT iHy3ii ( kp@nenbuuux» y /geﬂ )
i MPOTAroM MepIHIuX KiNbKOX FOMH MiC/s MoYaTKy iHby3ii. BoHM, Sk MpaBUIIO0, TUMACOBI. 17
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[Tix gac indys3ii i npoTarom MoHaiMeHIIIe MeCTH FOJHH ITic/IA TOYaTKy MepLuoi iHdy3ii, a Takox MpOTAroM
ZIBOX TOJMH MiCJIA MOYaTKy iHwIoi iHdy3ii, BU OyneTe 3HAXOAUTHCS MiJ HArJSIIOM MEAUYHOro (axisus.
SIKwo y Bac BMHMKHE peakuid, iH}y3ito Oyae CroBiTbHEHO a0 MPUINHEHO, i BaM MOXYTh [POBECTH
Teparniko 3 NpUBOAY MOOIYHHX peakuiit. [HDYy3it0 Moxe OYTH MPOTOBKEHO IMTiCIs MOMINIIEHHS CHMIITOMIB,
[HOZi cCHMNTOMU BUHUKAIOT MMi3HillE, HI’K Yepe3 IiCTh FOAMH Mic/IA MOYaTKy iHdY3ii. Ko 1e TpanuTses
3 BaMM, HeEraliHO 3BEpHITBCA 1O JiKaps. [HOAL CUMIITUMHM MOXYTH TOJIMIIYBATHUCA, a Mi3HILIC
MOTipIIyBaTHCS.
[ami noGiuni peakuii, He TiAbKM MOB'A3aHi 3 iHGY3i€r0, MOXKYTh BHHHKATH B OyIb-AKMil yac mig yac
nikyBanHs npenapatom Tpasumepa. [IpoGnemu 3 cepueM iHOII MOXYTh BHHHKATH [1iJ 4ac JiKyBaHHA i
3piKa MiCJIA NPUIMHEHHS JTiKyBaHHS i MOXYTh OyTH cepiio3HMMH. BOHM BKIIOYAIOTH OCTA0IEHHS
CepLEeBOro M's3a, 1[0 MOXE MPU3BECTH JI0 CEPLEBOI HEOCTATHOCTI, 3anaueHHs (HaGpsK, MOYepBOHIHHA,
*Kap i 0isib) 30BHIIIHEOT 000IOHKH CepLs i MOPYLIEHHS cepleBoro putMy. Lle Moke MPU3BECTH 10 TAKUX
CHMIITOMIB, fK:

*  3a7MuIKa (BKJIOYAIOUM 3aJULIKY B HIYHHIT yac),

*  Kaulensb,

*  3aTpuMKa piauHu (HaOpsk) B Horax abo pykax,

*  cepuebuTTs (TpIMOTIHHA ceplid abo HeperyspHe cepuebuTTs).
Ba nikap Oyze peryisapHO CTeXHUTH 3a BALIMM CEpLEM ITiJ Yac i [mcis JiKyBaHHs, ale BU MOBUHHI HeraifHo
TMOBiTOMUTH JTiKapro, SKIIO BU MIOMITHIIM OYIb-KHUii 3 epepaxoBaHUX BHUILE CUMIITOMIB.
Skwo Bu BimuyBaeTe Oy/ab-fKMil 3 NepepaXxOBaHMX BHINE CUMITOMIB, KOJHM JIiKyBaHHS MpernapaTom
Tpasumepa 3akiH4miiocs, BM MOBMHHI BiABiZaTH ikaps i ckasaTH, IO BH paHille OTPHUMYBAIH
Tpacty3ymao.
Hy»xe yacTti modiuHi peakuii: MOXXyTb BUHUKATH y Oinbw Hixk 13 10 oci6

e iHdekuil

* niapes

*  3akpen

e medis (QUCIIencis)

e crabkicTe

°  BHCHIAHHA Ha LIKipi

*  Oinp y rpyasx

*  OlIb y KUBOTI

* Oinby cyrnodax

*  HU3bKi MIOKa3HUKH €PUTPOLMTIB i JIEHKOUMUTIB (SKi JoMoMararoTh 60poTHcs 3 iHpekuiew) iHoai 3

JMXOMaHKOIO

* Oinpy M'a3ax

°  KOH'IOHKTHUBIT

*  [OCHUIIeHE CITbO30BUIIIEHHS

*  HOCOBa KpOBOTEYa

*  HEXHTb
*  BTpara BOJIOCCS
*  Tpemop

*  [PUILTUBH Xapy
*  3araMOpOYEHHs

*  YpaXeHH{ HIrTiB

*  BTpaTa Baru

*  BTpaTa aneTury

*  HEMOX/IHBICTh 3aCHYTH (O€3COHHS)

*  3MIHU CMaKy

*  HU3BKHIi piBeHb TPOMOOLHUTIB

*  cHuHUI

*  OHIMiHHA a00 MOKOJIOBAHHA MaJbLiB PyK i HIr

*  [O4YepBOHIHHSA, HaOpsiku ab0 BUpa3ku y poTi Ta/abo ropJi
*  Oinb, HAOPsIK, MOYEPBOHIHHA a00 MOKOJIIOBAHHS PYK Ta/abo Hir
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*  3aaulIKa
*  [OJIOBHUH OB

*  Kaulenb
*  ONIOBaHHA
* HyJOTa

YacTi nodivHI pearuii: MOXKyTh BUHUKATH y MeHL Hixk 1 3 10 oci0
*  aJeprivyHi peakuii * CYXICTB Y POTi Ta LIKipH
* iHdexuil ropna * CyXiCTh O4Yeit
*  iHdekwil ceyoBOro Mixypa Ta LKipH * MITIHUBICTh
*  omepi3yrouuii reprec * BiTUyTTS C1abKOCTi Ta HE3MyKaHHS
*  3anajeHHs MOJOYHOI 3aJ1031 * TPUBOXKHICTh
*  3anajeHHs MiALLTYHKOBOT s lenpecis

3a71034 abo MeYiHKU * [IOPYLUEHHS MUCIIEHHS
* nopyuleHHs QyHKUIi HUPOK * acTMa
*  MiJBUIIEHHH TOHYC M’s3iB * jereHeBna iHpexuis
abo Harpyra (TinepToHyc) * nopyLueHHs QYHKUIT JiereHb

«  Oimb y pykax Ta/abo Horax * Oinby cruHi
*  BUCHUIIAHHA * Oinb y wui
*  COHJMBICTB * 0inb y KicTKax
*  reMopoiu * aKHe
+  cBepbix * crlasMHy Hir

HeuacTi no6iuHi peakuii: MOXXyTh BUHHKATH y MeHII Hixk 1 3 100 oci6
*  IIyXOTa

*  JIepMaTuT
e iHdekUis KpoBi
PiakicHi modiuHi peakuii: MOXyTh BUHUKATH y MeHII Hixk 1 3 1000 ocib
*  crnabkicTh
*  JKOBTSHHUIA
¢ 3ananeHHs abo pyOLIOBaHHS JereHb
YacrToTa HeBiioMa: (aCTOTY HEMOKIIMBO OLIHUTHU 3 JOCTYIHUX JaHUX
e marojoris abo MOpyIIEHHS 3rOpTaHHs KPOBi
*  aHa(inakTU4HI peakwii
*  BHUCOKHII piBeHb Kalito
*  HabpsK MO3KY
¢ Habpsak abo KpOBOTEUa 3aHBOI CTIHKH OKa
*  LIOK
*  HabOpsK 30BHILIHBOT 000IOHKH Cepls
*  MOBiJIBHUI MyJbC
*  [IOpYLUEHHS PUTMY CepLs
*  pecHipaTOpHHUI AUCTpec
*  JIUXalbHa HEJOCTATHICTh
*  roCTpuii HaOPSK JIereHb
*  TOCTpe 3BY>KEHHS JUXAJIbHUX LUIAXIB
*  MATOJIOTiYHO HU3BKHUII PiBEHb KUCHIO B KPOBI
¢  yTpyAHEHE JUXaHHA Y [OJOXKEHHI J1eXauH
*  ypaXeHHS/TOIKOKEHHS NeYiHKU
» HaOpsk o6nuyys, ry6 i ropna
*  HHPKOBa HEOCTATHICTh
*  [aTOJOriIYHO HU3BKHUI piBeHb PiAHHH HABKOJIO JUTHHH B YTPoOi MaTepi
*  HEeJOPO3BUHEHICTH JIETeHb JTUTHHU B yTpoOi Marepi
¢ [1aTONOTris PO3BUTKY HUPOK y AUTHHU B yTpoOi MaTepi
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Jlesxi 3 noGivHMX peakiii, AKi BU BiauyBaeTe, MOXYTh OyTH MOB’A3aHi 3 OCHOBHUM 3aXBOPIOBAHHAM Ha
pak. SIKiio BU ofiepxyeTe npenapat TpasuMepa B KoMOiHalii 3 XiMioTepari€to, nesKi 3 HUX TaK0K MOXKYTh
OyTH NOB’s13aHi 3 XiMioTepariiero.

SKumo y Bac BUHHUKaKOTh Oyab-sKi MoOiIYHI peakuii, 3BepHITbCA 4O CBOro Jikaps, (apmauesra abo
Me/ICeCTpH.

IToBinomuienns npo nodluni peaxuif

3BepHITBCA 10 CBOro Jikaps, (apmauesra abo MeJcCecTpH, SKIIO Yy Bac BHHHKAKOTH Oyab-fki MmoGiuHi
peakuii. BoHn MOxyTh BKJIIOYaTH Oyab-AKi MOXJIMBI MOOiuHiI peakilii, He mepeniueHi y 1UBOMY JHCTKY-
BKJIaauIi. Takok MO’KHa MOBiIOMIIATH Ipo MobiuHi peakuii 6e3nocepeHbo uepes Be6-caidT Yellow Card
Scheme: www.mhra.gov.uk/yellowcard a6o uepes nomyk MHRA Yellow Card Scheme B Google Play a6o
Apple App Store. IToBigomsitoun npo no6iyHi peakwil, BU MOXeTe JONOMOITH HajatH Oisbiie ingopmaii
npo Oe3neKy 1bOro JikapCchbKoro 3acofy.

5. Sk 36epiraTu npenapat Tpa3zumepa

30epiraiiTe Hei Jikapcbkuii 3acid B HEJOCTYTHOMY AUISL iT€H MicLi.

He BUKOpHMCTOBYHTE LieH Mpenapar micjd 3aKiH4eHHA TepMiHy MPHIATHOCTI, 3a3HAYEHOr0 Ha KapTOHHIi
ynakoBLi Ta Ha eTHKeTUi (akona micas «IpuaatHuit 1o» (EXP). TepMid npuaatHoCTi BiJHOCHTHECS 10
OCTaHHBOTO JTHS MICSILIS.

36epiraru B xonoauiasHuKy (2° C - 8° C).

30epiraT B OpUTiHaNbHIN YMAKOBIi I 3aXHUCTY BiJ CBITIA.

Heposkputi ¢akonu npenapaty Tpa3sumepa MoxyTh 30epiratucs npu remnepatypi 1o 30° C mpotsrom
oaHoro nepiofy 10 3 micsuis. [x Heo6XiaHO yTHmi3yBaTH B KiHLi UEOro 3-MicsuHOro mepioxy a6o mics
3aKiHYeHHs TepMiHy NPHIATHOCTI, AKUH BKa3aHUH Ha (1aKoHi, 3aJIeXHO Bi TOrO, L0 CTAHETHCA paHilIle.
Ha xapToHHi#i kopo6ui B nouni «He 3acTocoByBaTH micis» HEoOXiAHO 3amucaTy 1aTy [/ 3a3HaYeHHs JaTH
yTHIi3alil.

Po3unnu an1s iHgy3iil ¢ BUKOPUCTOBYBATH Opa3y MiCNsA PO3BEAEHHS.

He 3actocoByiite nmpenapat Tpasumepa, SAKIIO BM MOMITHIM OyIb-siKi TBepAi YacTUHKH abo 3MiHy
3HeOapBIICHHS PO3UUHY MEPe]] BBEICHHSIM.

Jlikapchbki 3aco0H He MOBUHHI OYTH YTH/II30BaHi yepes cTiuHi Bogu abo nodyTosi Binxoau. CriuTaiiTe cBOro
(bapmarieBTa AK yTUIi3yBaTH [Ipenapar, sKui BaM Oinblue He moTpideH. Lli 3axoau 10MoMOoXKyTh 3aXHCTUTH
HaBKOJIHILIHE CEPEIOBHULIE.

6. BmicT ynakoBkH T2 iHma indopmauist

» 1o micTuTh npenapart TpasumMepa
Jiroya peyoBuHa — Tpacty3ymad. OnuH (QraxoH MiCTHUTE!

e 150 Mr Tpacty3ymaly, AKUH CITiX pOZYUHUTH y 7,2 M CTEPHIBHOI BOAM [JIs iH'€KLil abo

e 420 mr Tpacty3ymady, sKUi iy po3YUHUTH Y 20 M CTEpPUIIBHOI BOAM IS iH'€KLIH.
OTpyMaHui po3uuH MiCTUTb NpUOIKU3HO 21 MI/MIT TpacTy3yMady.
[HLIi iHrpelieHTH BKIIOYatOTh L-ricTHMHY ripoxJIopuay MoHOriapar, L-rictuauns, caxapo3sy, nosnicopbar
20.
P sk Burasinae npenapat TpasumMepa i BMicT ynakoBku
[Mpenapar Tpa3umepa sBid€ cOOOK MOPOLIOK U KOHUEHTpATy I PO3YMHY s iH(y3id, skuii
MOCTAYAETHCA y CKIAHOMY (IaKOHI 3 TyMOBOIO MpoOkoro, i Mictuth 150 Mr ago 420 Mr Tpactysymady.
[Topowok sBisie coboro Oinuit kopuk. KoxkHa kopodka MicTHTB 1 (h1akoH 3 MOPOLIKOM.

BnaacHuk peecTpauniiiHOro nocBig4eHHsA
[¢aiizep Eypona MA EEIT
BynbBap-ae-na-Ilnen 17

1050 Bproccens

Benpris

JrpaiH

(aBhvy P et
) e
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Bupoouuk

[1daiizep Menstodpekuypinr bensris HB

Peiixceer 12

2870 Ilyypc

Benpris

Jist orpumanHs Oyae-akol iHpopmauii upo ueit upeunapar, Oyap nacka, 3B'SKITBCA 3 MICLCBHM
TpeCTaBHUKOM BJIACHUKA PEECTPaLiifHOro MOCBiAYEHHS.

CioBeHis

[Tdaiizep JlrokcemOypr CAPJI, ¢inis [1daitzep
JUISL KOHCYNbTaliid y cdepi papmaleBTUKH
JTrobnsua

Ten .: +386 (0) 1 52 11 400

[leit mucToK-BKIaAMII OYJ10 BOocTaHHE neperaaHyTo 04/2019.

Inmi xxepesa ingpopmauii

HertanbHa iHQopMalis Mpo Lei npenapaT AOCTyHA Ha BeO-caiiTi €BpoNeiicbKOro areHTCTBa 3 TiKapChKUX
3aco0iB: http://www.ema.europa.eu.

Lleit nucTok-BkIaauil A0ocTynHUIH Ha Beix MoBax €C/€E3 Ha Beb-caliTi €BpomneicbKOro areHTCTBa 3
NiKapchKUX 3ac00iB.

HacTtynHa indopmanisi npu3HaYeHa TiILKH 111 MEAHYHHX NPaliBHUKIB

3amkau 30epiraiite 1eil mpenapar y 3aKpuTiil OpUriHanpHill ynakoBLi B XOJOJHIBHUKY MPH TeMITepaTypi
Big 2° C no 8° C.

Heposkpuri prakonu npenapary Tpazumepa MoxyTb 30epiratics npu Temmepatypi go 30° C npoTtsrom
OJIHOTO mepioAy A0 3 MicsLiB. Ix HeobximHO YTUITI3yBaTH B KiHLI [[BOTO 3-MiCSIUHOrO mepioay abo micis
3aKiHYeHHs TepMiHy NIPHUIATHOCTI, KU BKa3aHUi Ha (1aKkoHi, 3aJ1eKHO BiJ TOro, L0 CTAHETLCS paHille.
Ha xapToHHi# kopo6ui B noji «He 3acTocoByBaTH miciis» HeOOXIAHO 3anucaty JaTy Ul 3a3HaYeHHS 1aTH
yTHITi3aMii.

®nakoH 3 Tpa3uMepa, BiAHOBICHHUH BOAOO A4 iH'€KLiH (He BXOIUTH 10 YIAKOBKH), CTabiIbHIN MPOTATOM
48 roaun mipu 2° C - 8° C micis BiJHOBIEHHs, HOro He CITijl 3aMOPOXKYBaTH.

Tpa3uMepa MOpOLLIOK ISl KOHUEHTPATY Ui PO3YMHY st iHb Y31 1mo 150 mr

Heo6xigHO BUKOPHCTOBYBATH BiANOBIAHY acenTUuHY TexHiky. KoxeH dnakon 3 Tpasumepa mo 150 mr
BiIHOBIIOIOTH i3 7,2 M CTepHIbHOI BOAM ANs IH'€KUiH (He BXOAMTH 10 YIAKOBKH). He MoOXHa
BHKOPHMCTOBYBATH iHII PO3UMHHUKHU [T BiJHOBIEHHA. OTPUMYIOTh pa3oBy 103y PO34HHY 06’eMom 7,4
MII, IO MiCTHTB MpuOu3HO 21 Mr/mn Tpacty3ymaly. Hagnuiok 4% rapaurye, 1o 3a3Havesa qo3a 150 Mr
Moxe OyTH BiZibpaHa 3 KO)KHOTO (h1aKoHy.

Tpazumepa MopoIoK A KOHLIEHTPATY AT PO3UUHY s iH Y31 o 420 mr

Heo0xinHO BUKOPUCTOBYBATH BiAMOBiAHY acenTuuHy TexHiky. KoxeH ¢makon 3 Tpaszumepa mo 420 mr
BiHOBMIOIOTE 13 20 M cTepuibHOI BOAM AA iH'eKUill (He BXOAMTH A0 yMakoBku). He MoxHa
BUKOPHCTOBYBATH iHIUI PO3YMHHUKHU /A BiAHOBIEHHSA. OTPHMYIOTh pPa3oBy 103y po3urHy 06’emom 20,6
MJI, [0 MiCTHTB pubOaH3HO 21 Mr/mMit TpacTy3ymMady. Hagnmumox 5% rapantye, 1o 3a3HadeHa 1o3a 150 mr
Moxke OyTH BigiOpaHa 3 KOKHOrO (h1akoHy.

Tpasumaepa, O6’eM cTepuIbHOI BOJIH T,
MICTKICTh (hJTaKOHY TS iH €KL OTpumMana KOHLEHTpaLlis
150 mMr y duiakoHi + 7,2 M1 = 20Mpin - Cg
420 mr y dakosi + 20 mn - T ;
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[Tig yac BigHOBIEHHS 3 MiKapChKUM 3acoboM TpasmMepa clil MOBOAUTHCH 3 obepexkHictio. HagMipHe
CMiHIOBaHHS TMiJ 4Yac BiTHOBIEGHHA a00 CTpPYIUYBaHHA BiJHOBJICHOIO PO3YHHY MO MPU3BECTH [0
3HIKEHHS KinbkocTi npenapary TpasuMepa, ska Moxe OyTH BixiOpaHa 3 dakoHy.

[HCTPYKIIT 1715 BIAHOBACHHS:

1) 3a [OMOMOroI0 CTepHJILIIOrO IIMPHIA [OBUIBHO BBECTH HEOOXIOHHMH 00’e€M (AK 3a3HAUEHO BHIIE)
CTepUIIBLHOT BOAH A iH'eKLii y hIakoH, 10 MicTUTE JiodinizoBaHuii npenapat Tpa3umepa.

2) Jlns po3unHeHHs obepeskHO o0epTaT (1akoH KoauBaabHuMH pyXamu. HE CTPYILIYBATH!

HeBenuke ClNiHIOBAaHHSA MPOAYKTY NPU BiAHOBJEHHI € MPUIYCTUMHUM. 3 METOIO YHUKHEHHS LLOro JaiTe
¢1aKoHy BiZACTOATHCA MPOTAroM OJM3bKO 5 XBWIMH. BigHoBneHuit npenapat Tpasumepa MoBUHEH OyTH
Oe3bapBHUM a60 O6J1i10-KOPUYHEBATO-)KOBTUM [IPO3OPUM PO3YHHOM, SAKHH IMPAaKTUYHO HE MICTUTH
BUIUMHX 4aCTOYOK.
BusHauTe HeoOXiHHH 00'eM pO3YHHY:
e JUId BBEJEHHS HABaHTaXyBAJBHOI 703U TpacTy3ymaly 4 MI/Kr Macu Tina abo noJajibIuoi
TIDKHEBOT JO3U TpacTy3yMaly 2 MI/KI MacH Tina:

06’em (M1) = Maca Tija (kr) X 103a (4 MI/KT HaBaHTa)KyBasbHa ab0 2 MI/KT MiATPUMYyIOUa /103a)
21 (Mr/mi1, KOHLIEHTpallis BiJHOBIEHOIO PO3YUHY)

e JUId BBEJEHHS HABAHTAXYBAJIBHOI J03U TpacTy3ymady & MI/Kr Macu Tina abo nmojanabuoi 3-
TIDKHEBOT 03U TpacTy3yMaly 6 MI/KI MacH Tina:

06’em (M) =Maca Tija (Kr) X 1032 (8 MI/KI HaBaHTaxXyBalbHa a00 6 MIV/KI NiATPUMYOYA J103a)
21 (Mr/mi1, KOHLIEHTpALlis BiJHOBJIEHOIO PO3UUHY)

Heo6xinuuii 06’ €M po3duHy BiIOUparoTh 3 (GrIakoHa i BBOAATE B iH(y3iHHUI MakeT 3 MoMiBiHIIXIOPHUIY,
nonieTusIeHy, noninpormineHy abo eTHiIeHBiHinaNneTaTy, abo CKISHUH GIakoH, 110 MicTUT 250 M 9 Mr/ma
(0,9%) posumHy HaTpilo xjopuay. He ciif BUKOPHCTOBYBATH PO3YMHH IIFOKO3H. [HQys3iitHui naker abo
GbnakoH cnig obepexHO NepeBepTaTH OO MNepeMillaTH PO3YMH, 3amodiraloyud YTBOPEHHIO MiHM.
[IpenapaTi A1s HapeHTepalbHOTO BBEEHHS Nepe/l 3aCTOCYBaHHAM HEOOXiHO Bi3yalbHO OIJISIHYTH, 100
TEPeCBIAYUTHCS Y BiACYTHOCTI MeXaHiYHHX JOMIIIOK i 3MiHM 3abappnenHs. IHdy3iliHuit po3dun crin
BBOJIMTH BiJipa3y >k Mic/is MPUroTyBaHHs. SIKIIO po3BedeHHs BiAOyBalocs B aCeNTUYHUX YMOBAX, PO3UMH
MOskHa 30epiraTi npoTsarom 24 roauH (mpu Temnepatypi He Buue 30° C).
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JJUCTOK-BKJIIAUII: IHOOPMALISA 1151 KOPUCTYBAYA

Tpa3umepa MOPOIIOK /LI KUHUEHTPATY A8 po34MHy A3 indysiit mo 150 mr
Tpa3umepa nopomIOK AJIs KONUCHTPATY AJsl PO3YHHY AJs indysiii no 420 mr

V¥ lledt nikapchkuil 3aci0 mignsArae OOOaTKOBOMY KOHTpOmo. Lle J03BONHTH INBHAKO iEHTH(IKyBaTH HOBY
inpopmauito 3 Gesneku. Bu moxere A0MOMOrTH, AKmo OyneTe MOBIAOMIATH MPO BUHHKHEHHA Oyab-AKHX
no6iyHux peakuii. ¥V kiHui posainy 4 HazaHo iHGoOpMaLio Mo Te, AK MOBIAOMHTH MPO MOGIUHI peakiii.

Ilepiu Hi% MOYATH 3aCTOCYBAHHS LLOT0 NPENAapaTy, YBAa)KHO NIPOYHUTAITE BeCh JUCTOK-BKJIAUI,
OCKIJILKH BiH MIiCTHTBH BaXJINBY /s Bac iHopmanilo.
+ 30epiraiiTe 1eil JNCTOK-BKJIAIULI. MOXJIHBO, BAM 3HAJ00MThCA IPOUMTATH HOro 3HOBY.
»  SKwio y Bac BUHHUKIIM JOAATKOBI MMTAHHA, 3BEPHIThCA 10 JIikaps abo dapmaresra.
» Skuo y Bac BMHUKIH Oy/1b-AKi MOoOiuHi peakuii, 3BepHiTbCA 10 cBOro Jyikaps, dapmauesra abo
meacecTpu. Lle crocyeTbest Oyab-SKMX MOXIMBUX MOOIYHMX peakliil, He mepesiyeHuX y LbOoMy
AMCTKY-BKJIaauIi. JIus. posain 4.

Indopmauis 3a3Ha4eHa Y bOMY JHCTKY-BKJIA/IHLII:

1. [1lo sBusie coboro nmpenapat TpasuMepa i A8 4Oro BiH 3aCTOCOBYEThCA
2. lllo noTpi6HO 3HaTH MepeA 3acToCyBaHHAM npenapaty Tpasumepa

3. SIk 3acTocoByeThes nmpernapar Tpasumepa

4. MoxuBi noGiuHi peakuii

5. Sk 30epiratu npenapat Tpazumepa

6. Bmict ynakoBku Ta iHma indopmauis

1. ll{o sBasie coboro npenapart Tpa3umepa i /18 40ro BiH 32CTOCOBYEThCS

TpasuMepa MiCTUTB IiF04y PeYOBHHY TPAcTy3ymal, Ka € MOHOKJIOHATbHUM aHTUTIIOM. MOHOKIIOHAIIBHI
aHTHUTINA MPHEIHYIOTECS [0 creuudidHux OinkiB abo anTureHiB. TpacTy3ymal npu3Ha4YeHWH 71
CENIeKTHBHOTO 3B'I3yBaHHS 3 aHTUTEHOM, IKMH Ha3MBAETHCA PELIENTOP 2 eMilepMaibHOro (pakTopy pocTy
moauHu (HER2). HER2 npucyTHii y BeIUKUX KiIBKOCTAX HA MOBEPXHI JAEAKMX PAKOBUX KIITHH, I€ BiH
crumymoe ix pict. Konun Tpasumepa 3B'a3yeTsca 3 HER2, 1e 3ynuHAe picT TaKuX KITIiTHH i BUKIHKAE iX
3arudens.

Bam nikap Moke TpPH3HAYUTH Tpenapar Tpasumepa A/ JliKyBaHHS PaKy MOJIOUHOI 3a/l03U Ta paky
LUTYHKY, SKIIO:

+ 'V Bac pak MOJIOYHOI 3a/103¢ Ha paHHi# crazii 3 BucokuM piHeM 6inky HER2.

* YV Bac MeTacTaTHYHHH paK MOJIOYHOI 3a703H (PaKk MOJIOYHOI 3aJ03H, LIO MOLIMPUBCSA 33 MEXi
NepBUHHOI MyX/IMHA) 3 BUCOKMM piBHeM HER2. Tpasumepa moxe npusHayatucs y komOiHauii 3
xiMioTepani€ro makiTakcenoM abo JOLETAKCEIOM B AKOCTI MEpIIOi Teparii Mpu MeTacTaTu4HOMY
paKy MOJIOYHOT 31031 260 MOXe PU3HAYATHCA Y AKOCTi MOHOTEparii, SKIIO iHIIi BUH JTiKyBaHHS
BUABMIINCA HeedeKTHMBHMMH. [IpermapaT Takox NMpH3HAyaloTh B KOMOiHauil 3 mpenapartamu, ki
Ha3MBaIOTHCA iHriOiTopaMu apomatasy, nauieHtaM 3 Bucokum piBHeM HER?2 i ropmon-penentop-
MO3UTUBHUM METACTATUYHMM PAKOM MOJIOYHOI 3a103U (pakoM, YyTJIUBUM [0 JKIHOYMX CTaTeBHMX
TOPMOHIB).

YV Bac MeTacTaTU4YHUH paK UUTYHKY 3 BUcOkUM piBHeM HER2, B koMOinauil 3.intumiy 3acobamu
JUIst TiKyBaHHS paKy, TAKMM SIK KareuutaGi a6o S-(roypari i LucrmaTyi. | AR

2. [Ilo moTpiGHo 3HATH Mepe 3aCTOCYBAHHIM Npenapary Tpaaumleﬁa:

» He 3acrocoByiite npenapat Tpa3umepa, AKILO:
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¢y Bac anepris Ha TpacTy3yma0, MuIuayi Oiskd abo Ha Oyab-AKi JOMOMIXHI PeYOBHHHU TIpenapaty
(nepenidyeHi y po3zaini 6).

ey Bac € cepifo3Hi mpoGieMH 3 JUXaHHSAM y CTaHi CMOKOK uyepe3 pak, abo AKLIO BaM MOTpiOHa
JIOJATKOBA KUCHeBa Tepartis.

» Oco0aHBOCTI 32CTOCYRAHHSA

Bauu siikap Oyjie peTeqbHO KOHTPOMIOBATH BALLY 1€PAlLit.

P MoHiTopHHI (yHKUIT cepus

JlikyBanHs npenapatoM TpasuMepa y sKOCTi MOHOTeparii abo B koMOiHallii 3 TAKCAHOM MOJKe BIUTHBATH
Ha ceplie, 0COOIMBO SKIIO B KOMU-HeOyab MpHiiMani aHTPAaUMKIIiH (TaKCaHU i AHTPALMKIIHK € ABOMa
{HIIMMK KJTacaMu Mpenaparis, [0 BUKOPHCTOBYIOThCA IJIA JiKyBaHHA paky). ITo6GiuHi peakuii MOXyTb
OyTu MoMipHUMH a00 TSOKKUMH 1 MOXYTb PH3BECTH 10 cMepTi. Tomy dyHKUi0 cepus OyayThb epeBipsaTH
nepe, NpoTsroM (KOXHi TpH Micali) i micis (10 IBOX-N'ATH POKiB) JiKyBaHHA npenaparom Tpasumepa.
SIkIo y Bac BUHUKHYTH OyIb-iKi O3HAaKM CepleBOi HeJOCTATHOCTI (HeJOCTATHE MPOKadyBaHHSA KPOBI
cepueM), QYHKLiIO cepls BaM MOXYTb MepeBipATH 4YacTile (KOXHi INiCTh-BICIM THXKHIB), BU MOXETe
OTPUMYBATH TEpAIlil0 CEePLEBOi HEAOCTATHOCTI, ab0 BaM J0BEEThCA MPUIUHUTH JIIKyBaHHS MPENapaToM
Tpazumepa.

[ToroBopiTe 3i cBOiM JikapeM, (apmaueBToM ab0 MEICECTPOK IMEpeld 3aCTOCYBaHHAM Ipenapaty
Tpasumepa, AKIIO:

+ y Bac Oynia cepleBa HEJOCTAaTHICTb, illeMi4Ha XBopoOa cepld, 3aXBOPHOBAaHHA KiamaHiB cepus
(urymu B ceplii), BUCOKM KPOB’ sHUI TUCK, SKILO BU PpUitMany Oy Ab-AKi IpernapartH A/ 3HHKEHHS
KPOB'SHOrO THCKy ab0 B JaHuil yac mpuiiMaete Oyap-AKi NpenapaTd AJd 3HIKEHHS KPOB'SHOTO
THCKY.

+  BM mpuiiManu paHime abo npuiiMaeTe B JaHuil yac mpemaparu Jokcopy6iuuH abo emipy6iuuH
(mpemaparH, WO 3aCTOCOBYIOTBCA AUIA JiKyBaHHA paky). Lli mpenmapatu (abo Oynp-fiki iHLui
AHTPALMKITIHE) MOXYTh MOIIKOUKYBATH CEpPLUEBHH M'A3 i MiABMILYBATH DPU3UK BHHHUKHEHHS
npo6JieM 3 cepleM Iif 4ac 3acTocyBaHHs npenaparty Tpasumepa.

*  BM CTpaXIa€Te Ha 3aJHIIKy, 0COOIMBO SIKIIO BH B JaHHH yac 3acTOcoByeTe TakcaH. Tpasumepa
MOYe BUKIIMKATH yTPyAHEHe AUXaHHS, 0COOIMBO KOJHM MpU3HavyaeThes Brepe. [Ipobiema mMoxe
OyTH 6ibII CepiO3HO0, SKILO Y Bac BKe € 3amuiuka. Jlyxe piako Tpanisyucs BUNAAKHA CMEpTI
MaLi€HTIB 3 BAXKKUM YTPYJHEHUM [ANXaHHAM [0 MOYATKy JIKyBaHHA, KOIM iM NpH3HaYalu
npenapaT Tpasumepa.

*  BH KOJIM-HeOyIb IPOXOJH/IH IHILY TEpaIlito paKy.

Skmio Bu oTpuMye€Te Tpenapat Tpasumepa 3 Oy ab-gKUM iHIIUM JTiKapChbKUM 3aCO00M IS JTiKyBaHHA paKy,
TakUM K MakJiTakcel, AoUeTakce, iHribiTop apoMarasu, kaneuuTadil, S-¢pTopypaunn abo UUCIIATHH,
TaKOX MPOYHTANTe TUCTKU-BKJIAAMILI U Malli€HTiB 4O LUMX Mpernaparis.

» JliTu Ta miAaiTRI

3actocyBaHHs npenapary Tpa3umepa He peKOMEHIYeThCs MalieHTaMm Mojoaue 18 pokis.

» Iuwi dikapebki 3acodu i Tpasumepa

[Togizomre nikapro, GpapmareBTy a0 MececTpi, AKIIO BH NPUMAETe, HELOAAaBHO MpHiiManu abo MoxeTe
npuitMaTi OyAb-sKi iHIUI penapar.

Jlna BuBedeHHs npenapary Tpa3uMepa Moxe 3HaJoOUTHCA 10 7 MicsauiB. ToMy BH MOBHHHI IOBIAOMUTH
CBOTO JliKaps, hapMaleBTa abo MeCecTpy, L0 BU OePXKyBalu npenapar Tpa3umepa, SKILo BH IOYHHAETE
3aCTOCYBaHHsA Oy/b-KHX HOBHX IIpernapatiB yepe3 7 MiCALIB MiC/Is MPUIMHEHHA JliKyBaHHA.

» BariTHicTb

«  SIKIIO BH BariTHi, BBaxKa€Te, 10 MOKeTe OYTH BariTHOI abo IIaHyeTe MATH JUTHHY, 3BEPHIThCA
110 nikaps, (hapmarieBta abo MeICeCTPH 3a [OPAJ0K0 Mepes] 3aCTOCYBAHHAM LIbOr0 Mpenapary.

* By NOBHHHI BHUKOPUCTOBYBAaTH e(EKTHBHY KOHTpALEMNLilo MiJ 4ac JiKyBaHHA IperapaToM
Tpasumepa i NIPOTAroM MpUHAKMHI 7 MiCALIB MiC/IsA 3aKiHYEHHS JIIKyBaHHS.

+  Bauw nikap npoiHpopMye Bac Mpo pU3MKH Ta MepeBard NpuioMy npenapary Tpa,mmgpqr\ma qac
BAriTHOCTI. Y PifIKICHUX BUMAJKaX CIIOCTEPIranocs 3MEHIIEHHS 00’ eMy (aM};/mm}fd;‘)’ pmmm,’\mo
OTOYY€E AUTHHY, AKa PO3BUBAETLCA, B YTPOOI MaTepi y BariTHHX XKiHOK, Akl owﬁMmeu
Tpasumepa. Lle#t cTan Moxxe 6y TH HIKiUTMBAM JIJIs1 BALLOT IWTUHH B yTpo@{IﬁaTepl i 6yB F
3 HEMOBHUM PO3BHTKOM JIETeHb, 11O MPU3BOIMIIO 10 3arubeti mioay. g
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» I'pyaHe BUroJ0OBYBAHHSI

He roayiiTe nuTHHy rpyaaro mia yac Tepamii mpermapatom Tpasimepa Ta MpoTAroM 7 MiCALiB Micis
OCTaHHBOI 103H mpenapaTy Tpasumepa, ockinbku Tpasumepa Moxe mepeaBaTHCs ANTHHI Yepe3 rpyiaHe
MOJIOKO.

[MpokoHcynbeTyiiTecs 3 MikapeM abo ¢GapMaleBTOM nepe] THM, SK OpHidmMaTy Oy ab-sKi Jikapchki 3aco0u.

P KepyBaHHA aBTOTPAHCNOPTOM Ta podoTa 3 IHuMHN MexaHismamn

Hesinomo, 4yu Tpasumepa BIIMBAE Ha 3JAaTHICTb KepyBaTH TPAHCIIOPTHUMH 3aco0amMM Ta MpALFOBaTH 3
iHIIMMU MexaHi3MaMu. OfHak, AKLO MiJ 4ac JiKyBaHHA Y BaC BHHUKAE 03HOO abo MMXOMaHKa, He CIIif
cizatyu 3a KepMo abo IpaLIOBaTH 3 iHIIMMH MeXaHi3MaMu, MTOKH CHMITTOMH OCTATOYHO HE MUHYTh.

3. SIk 3acTocoByeThest npenapart Tpasumepa

[Tepen mo4aTkoM JiKyBaHHs Ball Jikap BU3Ha4uTh piBeHb HER2 y Bamriit myxuuni. Tinbku nmamieHTd 3
BenukuM pisHeM HER2 6ynyTs otpuMyBaru npenapar Tpasumepa. Tpasumepa BBOAUTECA TUILKH JiKapeM
abo Mezcectporo. Bau sikap Oyae npusHauaTé 103y i PeXHM JiKyBaHHs, sKi MoTpibHi came eam. Jlosa
npenapary Tpa3uMepa 3aexKUTh Bijl Bard BallIoOro Tija.

[Tperapar Tpasumepa A1 BHYTPIIIHBOBEHHOI'O 3aCTOCYBaHHS He MpHU3HAYEHMH JUIA MiAUIKIPHOTO
BBEJEHHS, i HOro CNiJ] 3aCTOCOBYBATH TITBKU SIK BHYTPILIHBOBEHHY iH(DY3ir0.

Tpasumepa [uis BHYTPiLIHBOBEHHOT'O 3aCTOCYBaHHS 3aCTOCOBYETHCS Y BUTIISAI BHY TPIlIHROBEHHOT iHDY3iT
(«xpamnensHO») 6e3mocepeIHBO y BeHy. Ilepiry 103y npenapary BBOAATH npoTsarom 90 XBuIvH, i Bu OyaeTte
3HAXOAUTHUCS i HAIVIAAOM MEUYHOrO NPaLiBHUKA 11/l Yac BBEJEHHs HA BUNA0K BUHHKHEHHS Oy Ib-IKHX
no6iYHMX peakuiif. fxuo nepia 103a 100pe NePEHOCUTHCS, HACTYITHI JO3H MOXKYTh BBOAUTHCS MPOTATOM
30 xBumuH (uB. po3nin 2, micas «OcoOnuBoCTI 3acTocyBaHH»). KinbkicTe oTpuMaHux iHdy3iit Oyne
3ajeXkaTtH BiJl TOro, SIK BH pearyeTe Ha JIiKyBaHHS. Bau jlikap 0OroBOpHUTE 1ie 3 BAMH.

Jlns 3anodiraHHs IOMUJIOK Yy JiKyBaHHI Ba)KJIMBO N€PEBiPATH €THKETKH Ha (rakoHax, 1100 nepekoHaTHCs,
1[0 TIpernapar, SKHii FOTYEThCS i 3aCTOCOBYEThCS, € JilicHO Tpa3umepa (Tpactyszymad), a He TpacTy3ymaoy
€MTaHCHUH.

Jlng nikyBaHHS paKy MOJIOYHOI 3al03d Ha paHHiil cTanii, MeTacTaTUYHOrO paKy MOJOYHOI 3a103H i
METacTaTUYHOIO PaKky UUIYHKY, Tpa3uMmepa 3aCTOCOBYETHCSA KOXKHI 3 THXKHI.

TpazumMepa MoKe TaKOXK BBOAUTHCS OHMH pa3 Ha THXKASHb 15 JIIKYBaHHS METaCTaTHYHOIO PaKy MOJIOYHOT
3a503H1.

» SIkuio BM NpHIMHWIMN 3acTOCYBaHHs npenapaty Tpasumepa

He npumnuHsiitTe 3acTocyBaHHS LBOTO Mpenapary, Crepily He MOBIZOMMUBLIN CBOro jikaps. Bei qosu cnin
npuiiMaTd B HaJeXHUI Yac KOXXHOrMO THXKHA abo KOXHI TpW THKHI (3a/ekHO Bia Baulol cXemu
3actocyBanH#). L{e cripusie HaliOinbLLiil e()eKTUBHOCTI BaLIOro Mpenapary.

Busenenns mnpenapary Tpasumepa Moxke TpuBaTH J0 7 Micaui. Tomy Jlikap Moske BHUPILIHTH
[POAOBXYBATH NEePeBipATU BYHKLIIO CepLs HaBiTh MiC/IA 3aBEPLUCHHS JTiKyBaHHS.

SIk1o y Bac BUHMKJIM JOJATKOBI MUTAHHS IOJ0 3aCTOCYBAHHS LILOTO Ipenapary, 3BepHiThCA [0 JKaps,
(dapMmaneBTa abo MeICeCTpH.

4. MosxauBi nmo0iuni peakuii

Sk i Bci mikapebki 3acobu, Tpa3uMepa Moke BUKIIMKATH MOOIYHI peaklii, Xoua He y BCiX Mali€HTiB BOHH
nposiBAsioThes. Jesiki 3 HUX MoOiYyHMX peakuiil MOxKyThb OyTH CepHO3HHMHU i MOXYTh MPU3BECTH 10
rocriTanisauii.

[lig 4ac indys3ii mpenapatoM Tpaszumepa MOXyTh BUHHKATH O3HOO, JHUXOMAHKa Ta iHIUi TpHIIONOAiOHi
cUMNTOMU. BoHu myske morupeHi (MOxyTb BUHMKATH Oinbuie Hixk y 1 Ha 10 oci6). [Hwi cuMnromuy,
noB's3aHi 3 iHQYy3i€lo, BKIOYAIOTh: HYJO0TYy, OMIOBaHHA, OiNlb, [OCHJIECHHSN HaNpyKeHHA y M'a3ax i
TPEMTiHHs, TOJIOBHHMH Oinb, 3amaMOpOYEHHs, YTpyAHEHE AUXaHHS, XPHIIH, BHCOKUI a0 HU3BKHIH
KPOB'SSHUI THCK, TOPYIIEHHA PUTMY cepLs (cepUeOHTTs, TPINoTiHHA ceplid abo HeperynspHe cepueduTTs),
HaOpsku 00mu4ust i ry0, BUCHIaHH 1 BiA4yTTs BTOMHU. J{esKi 3 [MX CUMITOMIB MOXYTb Oy TH cepnozﬂnmu
a fesiki nauieHTH nmoMepnu (JuB. po3ain 2, nicast «OcoOMMBOCTI 3aCTOCYBAHHSY). =

LIi peakuii B OCHOBHOMY TPAIIsIOTHCS I1i/] Yac MepLiol BHY TPILIHBEOBEHHOT iHY3ii («Kpanemeﬂﬂmi% ;Hy
i IpOTAroM MepuIux KiTbKOX FOJAUH Mic/d novarky iHgysil. BoHu, sk npaBuIio, THM‘{aQOB} /

'/
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[Tix yac indy3ii i IpOTAroM MIOHaHMEHIIIe NIECTH FOANH Mic/IA MOYaTKy nepuioi iHdy3ii, a Takox MpoTAroM
JIBOX FOJIMH MiCNIs MOYaTKy iHmoi iHdy3ii, BM OyaeTe 3HAXOAUTHUCS MiJ HAJIAAOM MEIHYHOro (axiBus.
Skwo y Bac BHHHMKHE peakuis, iHQy3ito Oyae CrOBiIbHEHO a0o NMPUMHHEHO, i BAM MOXKYTh MPOBECTH
Tepartilo 3 TpuBOAYy MOOIYHUX peakwiil. [HDy3iro Moyke OyTH IPOJOBKEHO Mic/Is MOJIMIIEHHS CUMITOMIB.
[HOZi CUMNTOMH BUHMKAIOTH Mi3HILLIE, HIXK Yepe3 WiCTh FOAMH Iic/1A moyaTKy iHdysii. SIKuIo ue TpanuTses
3 BAMM, HEIdiHO SBEPHITBCA 10 JikapsA. [HOAI CHMOTOMH MOXYTh TOJIMIIYBATHCA, a Midiime
TOTipLIyBaTHCA.
[Hmi mo6iuHi peakiii, He TINBbKU MOB'S3aHi 3 iH(Y3i€l0, MOKYTh BUHUKATH B Oyab-iKHii 4yac mim dac
nikyBaHHsA npenapatoM Tpasumepa. [IpoGnemu 3 cepleM iHOAI MOXYTb BHHHUKATH I1iJ] 4ac JiKyBaHHS i
3piKa Micias TMPHMHHEHHS JKyBaHHS i MOXYTb OyTH cepilo3HUMH. BOHM BKJIHOUYAIOTH OciiabiieHHS
CepLEBOro M'A3a, 10 MOXKE NMPU3BECTH 10 CEpLEeBOi HEJOCTATHOCTI, 3ananeHHs (HaOpsAK, 0YEPBOHIHHS,
*Kap i 6i/1b) 30BHILIHBOT OOOJIOHKH CEPLA i MOPYIIEHHs CepPLEBOro pUT™My. Lle MOXe MpU3BECTH J0 TAKUX
CHUMIITOMIB, fK:

*  3anuuiKa (BKIHOYAOYM 33UMLIKY B HIYHUK 4ac),

*  Kaulenb,

*  3aTpuMKa piauHH (Habpsk) B HOrax abo pykax,

o cepueduTTs (TpinoTiHHA cepls abo HeperyJsipHe CepLeOHTTs).
Baiu nikap 6y/e peryssipHO CT€KUTH 3a BalllUM CeplieM MiJ yac i micis IiKyBaHHs, ajle BU MOBHHHI HeraifHo
MOBiJOMUTH JIIKapIo, SKIIO BH MOMITHIH OYb-AKUIi 3 MepepaxoBaHUX BHILE CHUMIITOMIB.
Skwo BM BiguyBaeTe OyIb-fiKMH 3 I€pepaXxOBaHUX BHILE CHUMIITOMIB, KON JIIKYBaHHsA MpenapaToM
Tpasumepa 3akiHumiIOCs, BM MOBHHHI BiJBidaTH Jikaps i CKa3aTW, L0 BH paHillle OTPUMYBAIH
TpacTy3ymao.
Hy>xe yacTi nodiuHi peakuii: MOXyTh BUHUKATU y Oinbil Hixk 1 3 10 oci6

e iHdekuil

* niapes

*  3akpen

e rmedis (AUCIIErncis)

* cnabkicTh

*  BHCHIIAHHA Ha IIKipi

e Oinp y rpyasx

e OiJb y )KUBOTI

*  Oime y cyriaobax

*  HU3bKI MOKA3HUKU €PUTPOLUTIB i TEHKOUUTIB (AKi JornomaratoTs OopoThcs 3 iHdekuiew) iHoIl 3

JTUXOMAHKOIO

*  Oigp y M'Azax

*  KOH'IOHKTUBIT

¢ MOCHIIEHE CITbO30BH/IiIEHHS

*  HOCOBa KpPOBOTEYa

*  HeXHUTb
*  BTpara BoJocCCH
*  Tpemop

*  [IPUIUTUBH XKapy
*  3arMmaMOpOYEHHS

*  YpaXeHHS HIITiB

*  BTpaTa Baru

¢ BTpaTa areTHTy

*  HEMOXX/HBICTh 3aCHYTHU (0€3COHHS)

*  3MiHH CMaKy

*  HU3BKHI piBEeHb TPOMOOLIUTIB

*  CHHLI

*  OHiIMiHHS a00 MOKOJIFOBaHHA MabLiB PyK i HIT

*  TOYEPBOHIHHSA, HAOPAKU abo BHPa3KH y poTi Ta/abo ropii

*  0inb, HaOpAK, NOYEPBOHIHHA a00 MOKOIIOBAHHA PYK Ta/ado Hir
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3aJMLIKa
rONOBHUH 0i/1b
Kalenb
OnmroBaHHA
HyJ0Ta
YacTi modiuHi peakuii: MOXyTh BUHUKATH y MeHw Hix 1 3 10 ocib
anepriuHi peakuii * CyXiCTb y pOTi Ta LIKipH
iHdexuii ropna * CyxXicTb o4eit
iH(exuii ce4oBOro Mixypa Ta LIKipH * MITJAUBICTB
ornepizyrouuii reprec * BiuyTTs c1abKOCTI Ta HE3/ly >KaHHS
3anajeHHs MOJIOYHO] 31031 * TPUBOKHICTh
3anajgeHHs MiALUTy HKOBOT * nenpecis
3a1034 ab0 MevYiHKU * [IOpYLUIEHHs MUCJIEHHS
nopyleHHs GyHKIIT HUPOK * acTMa
MiABUILEHHH TOHYC M’ s3iB * jlereHeBa iH(peKLia
abo Harpyra (rinepToHyc) * opyLueHHs GyHKUii 1ereHb
6inp y pykax Ta/abo Horax * OisIpy CrIUHI
BUCHIIAHHSA * 011 y 1ui
COHJIUBICTB * OiNb y KicTKaxX
remMopoii * aKHe
cBepOiK * crasMu Hir
HeuacTi no6iuni peakuii: MOXyTs BUHHKATH Y MeHLI HiX 1 3 100 oci6
riayxora
JAepMaTUT

iHdexuis kpoBi

PigkicHi no6iuni peakuii: MOXXyTh BHHHKATH y MeHW Hix 1 3 1000 oci6

c/1abKiCcTh
>KOBTSHHULIA
3ananeHHs abo pyOLOBaHHA JEreHb

YacToTa HeBigoMa: (aCTOTY HEMOXKJIMBO OLIIHUTH 3 JOCTYHUX JaHUX

naTosnoris abo MopyIeHHs 3ropTaHHs KPOBi
aHaQiTaKTHYHI peakuil

BUCOKHIA piBEeHb Kalilo

HaOpsK MO3Ky

HaOpsAK abo KpoBOTEYA 3aAHBOT CTIHKH OKa

ILOK

HaOpAK 30BHIIIHBOT 0OOIOHKH CepLs

MOBIIBHUHI MTyJIBC

MOpYIUEHHS PUTMY CepLs

pecripaTopHUil IUCTpeEC

JIUXajbHa HeJOCTaTHICTh

roctpuit HabpsK JereHs

rocTpe 3BYXKEHHS IUXabHUX IINAXiB

MaTOJIOriYHO HU3BKHIl piBeHb KMCHIO B KPOBI
yTpyJHEHe JUXaHHS y MOJIOXKEHH] JIeXauH
yPpaKEHHS/TOKOIKEHHS TTeIiHKH

Habpsk o6au4yst, ry6 i ropna

HUpPKOBA HEJOCTATHICTh

MaTO/OTIYHO HU3bKKI piBEHb PIAMHU HABKOIO AUTHHH B yTpoOi MaTepi
HEeJI0PO3BUHEHICTB JIereHb AUTUHHU B YTPoOi MaTepi
1aTOoJIOTisi PO3BUTKY HUPOK Y IUTHHH B yTpoOi MaTepi
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Hesiki 3 moOiYyHUX peakiiiif, gKi BU BIAUyBaeTe, MOXYTh OYTH MOB’A3aHi 3 OCHOBHUM 3aXBOPIOBAHHAM Ha
pak. ko B oxep:kyere npenapar Tpasumepa B komOiHawii 3 XiMioTepani€to, AesKi 3 HUX TAKOX MOXYTh
OyTH 10OB’si3aHi 3 XiMioTepariero.

SIKwo y Bac BHHHKAIOTh Oyab-siki moOidHi peakiuil, 3BepHITBCA MO CBOro Jjikaps, ¢apmaueBTa abo
MeJICECTpH.

IMosigomuenan upo mo6ivHi peakuii

3BepHiTBCA 10 CBOro Jikaps, (apMaueBTa abo MEACECTPH, AKLIO Y Bac BUHUKAIOTH Oyab-iki 1M0OiuHi
peakuii. BOoHM MOXYTh BKIIIOYaTH Oy/Ab-sKi MOXJIMBI MOOiI4HI peakuii, He MmepenivdeHi y bOMY JHCTKY-
BKIaauii. Takok MOKHA [MOBIZOMIIATH Mpo modiuHi peakuii Oe3nocepenHbo yepes Bed-caiit Yellow Card
Scheme: www.mhra.gov.uk/yellowcard a6o gepe3 nomryk MHRA Yellow Card Scheme B Google Play a6o
Apple App Store. [ToBizomnsroyu npo noOiuHi peaxiii, BU MOXKeTe JOIOMOITH HaaaTu Oiblue iHGopmanii
npo Ge3mneKy LBOTO JiKapChKOro 3acoly.

5. 5l 36epiraTn npenapar Tpasumepa

30epiraiite Leii Tikapcbkuii 3aci B HeOCTYMHOMY Uld JiTeit MicLi.

He BUKOpHCTOBYiiTe Liell mpenapar micis 3aKiHYeHHS TepMiHy MPUAATHOCTI, 3a3HAYE€HOr0 Ha KapTOHHIMH
ynakoBLi Ta Ha eTukeTtui ¢uakona nicna «[Ipuaatuuit 1o» (EXP). TepMmin npuaaTHoOCTi BITHOCHTBCA 10
OCTaHHBOTO JIHA MiCAL.

30epiratu B xonoauibHUKY (2° C - 8° C).

306epiraTu B OpUriHaIbHiN ynakoBLi AJIs 3aXMCTY BiJ CBiT/IA.

Heposkpuri dakonu npenapaty Tpasumepa MoxyTh 30epiratucs npu temneparypi 10 30° C npotsarom
OJHOTO mepiofy A0 3 MicaAwis. X HeoOXifHO yTHIi3yBaTH B KiHLI bOr0 3-MicAYHOro mepiogy aGo micis
3aKiHYeHHs TepMiHy MPUAATHOCTI, IKUH BKa3aHHH Ha (DIaKOHi, 3aJIeKHO Bil TOTO, 110 CTAHEThCS paHille.
Ha kaprouHiit kopo6ui B noii «He 3acTocoByBaTH micis» HeoOXiIHO 3anKcaTH AaTy AJs 3a3HaYeHHs J1aTh
yTUMi3aMii.

Po3unH# 415 iHGY3i# il BAKOPUCTOBYBATH 0Jpa3y MicJs pO3BEAEHHS.

He 3acrocoByiire mpemapat TpasuMepa, SKILO BM NOMITHIM Oyap-Aiki TBepAi 4acTUHKM abo 3MiHY
3HeGapBIEHHS PO3YHHY Iepe]] BBEACHHSM.

JlikapceKi 3aco0u He MOBUHHI OyTH yTHIII30BaHi Yepe3 cTiuHi Boau abo nodyToBsi Binxoau. Crniutaiite cBOro
(apmaleBTa K yTHIi3yBaTH [penapar, skui am Oiibiue He noTpideH. Lli 3axo1u 10MoOMOXyTh 3aXHCTUTH
HABKOJIUIIHE CepeIOBHUIIE.

6. BmicT ynakoBku Ta iHma ingopmauis

» IIfo micTuth npenapat Tpasumepa
iroua peuoBuHa — Tpacty’ymad. OnuH (IaKOH MiCTUTh:
e 150 mr TpacTy3ymaly, KUt CJIiZ pO3UMHUTH Y 7,2 MJI CTEPUJIBHOT BOAM A iH'eKLii abo
+ 420 mr TpacTy3ymady, SKdi cig po3yMHUTH Y 20 M CTEepHIbHOI BOAK [/Is 1H'€KLIH.
OTpuMaHui po34UH MiCTUTH NPUOIH3HO 21 MI/MI TpacTy3ymaly.
[HIi iHrpegi€HTH BKIIFOYAIOTh L-ricTUAMHY TiApoX/I0puay MOHOTiApaT, L-rictuauH, caxaposy, nojiicopdat
20.
» Sk Buriasigae npenapat TpasuMepa i BMicT yNaKOBKHU
[Ipenapar Tpa3umepa sBid€ COOOI MOPOLIOK I KOHLEHTPATy Ui DPO34YMHY 414 iH(y3iH, Axkui
MOCTAYaETHCH y CKISHOMY (IakoHi 3 r'yMOBOIO Mpobkoro, i MicTuTh 150 Mr ado 420 mr tpacty3ymady.
[Topotuok sBisie coboro Ginuit kopx. KoskHa kopoOka MiCTUTE | (1akoH 3 HOPOLIKOM.
BaacHuk peecTpauniiiHOro nMocBig4eHHs
[daiizep Eypona MA EEIT
BynsBap-ne-na-Ilnen 17
1050 Bproccens
Benbris
Bupoouuk
[1paiizep Menstodexuypir bensris HB
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Pelikceer 12

2870 Ilyypc

Benbris

Jns orpumanHs Oynp-sxoi iH(opmauii mpo ueil mpemapar, Oyne Jjacka, 3B'SKITBCS 3 MICHEBUM
[pe/ICTABHUKOM BIaCHHKA PeECTPaLifHOro MOCBiAMeHH .

CiroBaubka PecriyGiika

[Tpaiizep JlrokcemOypr CAPJIL, dinist

Ten .: +421-2-3355 5500

Leit nuctok-BKIaguil 0yno BocTaHHE nmeperasHyTo 04/2019.

Inmi pxepena ingopmanii

HeranbHa iHpopMauis rpo Lei npenapar J0CTylHa Ha BeO-caliTi €Bponelichkoro areHTCTBa 3 TiKapChbKUX
3aco0iB: http://www.ema.europa.eu.

Lle#t nucTOK-BKJIAAUII AOCTYNHHUII Ha Bcix mMoBax €C/€E3 Ha BeO-caiiTi €BponeiicbKOro areHTCTBa 3
NiKapchbKUX 3ac00iB.

HacTtynna indopMauisi npu3HayeHa TUILKH 118 MeJHYHUX NPaliBHHKIB

3a:xau 30epiraiite Leif npernapar y 3aKpUTil OpUriHaNbHINA YIAKOBLI B XOJIOAWIBHUKY [IPH TEMIIEpaTypi
Big 2° C no 8° C.

Heposkpuri drakonu npenapaty Tpasumepa MoxyTh 30epiratucs npu temnepatypi 1o 30° C npoTsirom
oIHOTO mepioay 10 3 Micauis. Ix Heo6XiaHO yTuIi3yBaTH B KiHUi LBOrO 3-MicsauHOTrO Mepiogy a6o mics
3aKiHYeHHs TepMiHy NMPUIATHOCTI, AKUI BKazaHUIl Ha (IaKOHi, 3aJIeXKHO BiJl TOrO, IO CTAHEThCS paHille.
Ha kaproHHiii kopo6ui B ot «He 3acTocoByBaTH mic/A» HEOOXIAHO 3aucaTy AaTy A1 3a3Ha4eHHs 1aTH
yTHITi3aLil.

®nakoH 3 Tpazumepa, BiIHOBIEHHH BOAOO A1 iH' €KLl (He BXOAUTH 10 YIAKOBKH), CTabiIbHHUI TPOTATOM
48 roaus npu 2° C - 8° C micis BiTHOBIIEHHS, HOro He CJIiJl 3aMOpOXyBaTH.

Tpasumepa nopouIok i KOHIEHTPATY A PO3YHHY AJIS iHbY3i# o 150 mr

HeoOxiJHO BUKOPUCTOBYBATH BiJIOBiAHY acenTU4Hy TexHiky. KoxeH ¢rakon 3 Tpasumepa mo 150 mr
BiZIHOBJIIOKOTE i3 7,2 MJI CTepwIbHOI BOIM [UIA iH'eKUii (HE BXOAMTH OO YyMakoBkH). He MoxxHa
BHKOPHCTOBYBATH iHIII PO3UMHHUKH Ul BiAHOBIEHHA. OTPUMYIOTh Pa3oBy 103y po3uuHy 00’eMom 7.4
MJ1, 10 MicTUTB npubau3Ho 21 Mr/mi Tpacty3ymaly. Hagnumok 4% rapaHtye, 110 3a3Ha4yeHa 1o3a 150 mr
Moske OyTH BigiOpaHa 3 KOXKHOTO ()1aKOHY.

Tpazumepa NOpOLIOK UL KOHIEHTPATY Ul PO3YMHY Ui iHbV3ii mo 420 mr

Heo6xizHO BUKOPHCTOBYBAaTH BiAMOBiAHY acenTUYHy TexHiky. KoxeH ¢nakoH 3 Tpasumepa mo 420 mr
BIIHOBMIOIOTE 13 20 MN cTepuiabHOI BOAM Ans iH'ekuiff (He BXOAMUTH A0 ymakoBku). He MoxHa
BUKOPHCTOBYBATH {HIUI PO3YMHHMKH I BiAHOBIEHHA. OTpUMYIOTE pa3oBy 103y po3duHy 06’ emom 20,6
MII, 110 MiCTUTB Mpubau3HOo 21 Mr/mi TpacTy3yMaly. Hapmumok 5% rapantye, 1o 3a3Hadena 103a 150 mr
Moke OyTH BiiOpaHa 3 KOXKHOTO (IaKoHY.

Tpaszumaepa, O6’eM cTepunbHOI BOAH

MICTKICTb (hJIAKOHY I 1H €Ki OTpuMaHa KOHIIEHTpaLis
150 Mr y daakoHi + 7,2 M1 = 21 mr/mn

420 Mr y daxoHi it 20 mn = 21 mr/ma

[Tix yac BigHOBIEHHS 3 JiKapchbKUM 3acobom Tpasumepa ciia MOBOOUTHUCH 3 obepexHicTio. HanmipHe
CMIHIOBAHHS MiJ 4Yac BiAHOBJIEHHA a00 CTPYIIYBaHHS BiJHOBJIEHOTO PO3YMHY MOXe lpu3BeCTH, ;10
3HUKEHHS KiNBKOCTI mpenapaty Tpa3umepa, sika Moxke OyTH BifiOpaHa 3 ¢rakoHy.

[HCTPYKILT IS BiTHOBAEHHS :




68

1) 3a DOMOMOroOK CTEPUIBHOTO MIMPHIIA MOBIMBHO BBECTH HEOOXimHMI 00’€M (AK 3a3HAYEHO BHIIE)
CTepUIIBHOI BOAM VTS iH'€KLiN ¥ (h1akoH, o MiCTUTH JiodinizoBanuii npenapat Tpasumepa.
2) Inst po3unHeHHs oOepexHo obepraTu diakoH konuBaibHuME pyxamu. HE CTPYIIIYBATH!

HeBenuke CriHIOBaHHS MPOJAYKTY MPH BIJHOBICHHI € MPUIYCTUMUM. 3 METUK yHUKHEHHS LBOrO daifTe
¢braKoHy BiACTOATHCS MPOTAroM OnM2bK0 5 XBMMMH. BingHosnenuid npenapar Tpasumepa noRUHeH OyTH
Oe30apBHuUM abo OJ1110-KOPUUHEBATO-)KOBTUM MPO30PHM PO3YMHOM, SKUH MNPAKTHYHO HE MICTUTH
BHIAUMHX 4aCTOYOK.
BuzHauTe HeoOXiIHUIT 00'€eM pO3UUHY:
e IS BBEACHHA HABaHTAXYBalbHOI 103U TpacTy3yMady 4 MI/Kr Macu Tina abo moaasibLiol
THKHEBOT 103U TpacTy3ymaly 2 MI/KI MacH Tina:

06’em (M) = Maca Tija (Kr) X 1032 (4 MI/KT HaBaHTaKyBaJbHA a00 2 MI/KT MiATPUMYIOYA J103a)
21 (Mr/mJ1, KOHLIEHTpaLlis BiTHOBJICHOIO PO3UHHY)

e JUIs BBEJEHHs HaBaHTaXyBaJbHOI 03U TpacTy3ymady 8 Mr/kr Macu Tina abo nozpanbuioi 3-
THKHEBOI 103H TpacTy3ymady 6 MI/KT MacH Tina:

06’em (M) = Maca Tina (Kr) X Jo3a (8 MI/KI HaBaHTaKyBaJbHa a00 6 MI/Kr miaTpUMYyIoYa 103a)
21 (Mr/mi1, KOHLEHTpaLis BiIHOBIEHOIO PO3YHHY)

HeoOxianuii 06’ eM po3urHy BiaOuparoTh 3 (iakoHa i BBOAATH B 1HQY31HHMIT akeT 3 MOJIBIHIIXIOPUAY,
MmoJlieTHIIEHY, TIONiNponiieHy abo eTUIeHBiHITaleTaTy, abo CKIAHUMN (IaKoH, 110 MicTUTB 250 M1 9 MI/Mi
(0,9%) po3umHy Hatpito xyopuay. He ciij BUKOpHCTOBYBAaTH pO34MHM IUIFOKO3U. [HYy3iitHuit maker abo
¢dnakon cnmig obepekHO MepeBepTaTH 1100 MepeMillaTH pO34YMH, 3arodiraroyy yTBOPEHHIO IiHH.
[TpenapaTy 4Jst IAPEeHTEPAIBHOTO BBEJICHHS Mepe/] 3aCTOCYBaHHAM HEOOXiHO Bi3yallbHO OTITHYTH, 11100
MePeCBITYUTHCA y BiICYTHOCTI MEeXaHIYHMX AOMIIUOK i 3MiHM 3a0apBneHHA. [H]ys3ifiHui po34uH CIif
BBOAMTH Bijipa3y K Iicis MpUroTyBaHHs. SKIIO pO3BeJeHHs BiAOyBaIoCs B aCeNTUYHUX yMOBAX, PO3UYHH
MoOsKHa 30epiraTi poTAroM 24 roauH (npu Temineparypi He Buie 30° C).
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JUCTOK-BKJIIAIUII: IHOOPMANLA JJISI KOPUCTYBAYA

Tpasumepa nopowIOK ISt KOHUEHTPATY A8 PO3HHHY Aad indy3iii mo 150 mr
TpasuMepa NopowoK AJIsi KOHUEHTPATY AJIsE PO3uuHy Aas iHdy3iii no 420 mr

V lleit nikapcekuil 3aci® migsrae D0OJAaTKOBOMY KOHTpouito. Lle 103BONMTH MIBMAKO iAeHTH]IKYBATH HOBY
inpopmauiro 3 Gesmekn. Bu MoxkeTe OMOMOITH, AKIIO OyneTe MOBIZOMIATH MPO BHHHKHEHHA OYyIb-AKHX
noGiyHMX peakuiit. ¥ KiHui po3ainy 4 HagaHo iHGopMaLito Mpo Te, SK NOBITOMUTH MpO MOGIYHI peakil.

[lepuu HiK MOYATH 3aCTOCYBAHHHA 1[LOT'0 MPENAapaTy, YBaKHO MPOYUTAITE BeCh JHCTOK-BKIAIUIII,
OCKIJILKH BiH MiCTHTB BazK/JIUBY AJIs Bac iHpopMmaiio.
+ 30epiraiite Leit TMCTOK-BKJIAAUII. MOXINBO, BaM 3HaTOOUTHCA POUYUTATH HOro 3HOBY.
»  SIKmio y Bac BUHHMKJIM JJOATKOBI MUTAHHSA, 3BEPHITLCS 10 Jlikaps abo gapmatenTa.
»  SIKuio y Bac BUHUKJIM OyAb-ski MOOi4HI peakuii, 3BepHITBCS 10 CBOro Jikaps, ¢apmanesra adbo
mencectpu. Lle cTocyeTbes Oyap-IKUX MOXIMBHX MOOIYHUX peakuill, He mepesliueHuX y UbOMy
MMCTKY-BKJIaauLui. JIuB. po3ain 4.

Indopmanisi 3a3Ha4YeHa y bOMY JHCTKY-BKJIa/ M1

1. lLlo sBnsie coboro npenapat TpazuMepa i U1 YOro BiH 3aCTOCOBYETHCA
2. lllo noTpi6HO 3HaTH Nepel 3acTOCyBaHHAM npenapaty TpasumMepa

3. Sk 3acTocoByeThes npenapat Tpasumepa

4. Mosxiui noGiuHi peakuii

5. Sk 36epiratu npenapar Tpazumepa

6. BmicT ynakoBku Ta iHIIa iHpopMmauis

1. o siBasie coGoro npenapat Tpa3zumepa i /151 4Oro BiH 32CTOCOBYEThCS

TpasuMepa MICTHTb Jil04y PEeYOBHHY TpPacTy3ymal, ska € MOHOK/IOHAILHHM aHTHTIIOM. MOHOK/IOHANIBHI
AHTUTINA NPHEIHYIOTHCH A0 creuudivyHux OinkiB abo antureHiB. TpacTysymald npH3Ha4eHHH s
CeNIeKTMBHOTO 3B'I3yBaHHA 3 aHTUT€HOM, SKHH Ha3UBAETHCA pelenTop 2 eniJepMaibHoro GakTopy pocTy
moanuan (HER2). HER2 npucyTHi# y BEIHKHX KIIBKOCTAX Ha MOBEPXHI JEAKHX PaKOBUX KIITHH, € BiH
crumyJiioe ix pict. Konu Tpasumepa 38'a3yetsea 3 HER2, ne synuHse picT TakuX KIITHH | BUKIMKAE 1X
3arubernb.

Baw jikap Moxke MpH3HAUMTH npenapart TpasuMepa [Uif JIiKyBaHHsS paky MOJIOYHOI 3a]l03U Ta paky
LITYHKY, SKIIO:

» YV Bac pak MOJIOYHOI 31031 Ha paHHi# cTazil 3 Bucokum piBHem Oinky HER2.

+ YV Bac MeTacTaTHYHUH paK MOJIOYHOI 3a03M (paK MOJIOYHOI 3aJI03H, IO MOLIMPHUBCS 3a Mexi
NepBUHHOI MyXJinHK) 3 BUcOKMM piBHeM HER2. Tpa3umepa moxe npusHayatucs y komOiHauii 3
ximioTeparni€to makiTakce1oM abo JOLEeTaKCceIoM B AKOCTi MepLIoi Tepartii Ipyu MeTacTaTH4HOMY
paky MOJIOYHO] 3a/103H a00 MOXKe MPU3HAYATUCA Y AKOCTI MOHOTEpAril, AKLIO iHILi BUAU JIIKy BaHHS
BUABHIIMCA HeedekTHBHUMHU. [Ipenapar Takox MNpU3HA4aroTh B KOMOiHaLii 3 mpemnapatamu, ki
Ha3UBAIOTHCA IHTIOiTOpaMU apoMaTasy, nauieHram 3 BucokuM piBHeM HER2 i ropMoH-penentop-
MO3UTUBHUM METACTATHYHUM PAKOM MOJIOYHOI 3a/103U (pakoM, YyTJMBUM 10 >KIHOYMX CTATEBUX
TOPMOHIB).

+ VY Bac MeTACTaTMYHHI paK WITyHKY 3 BucokuM piBHeM HER2, B koMOiHauii 3 iHIIKNMH 3aco0amu
JUIA TIKYBAHHS paKy, TakKHM sk KarneuuTtadid abo S-GpToypauui i LMCIIAaTHH.

2. [Ilo noTpiOHO 3HATH Nepea 3acTocyBaHHAM npenapary Tpasumepa

» He 3actocoByiite npenapart Tpa3umepa, KILO:
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s y Bac anepris Ha TpacTy3ymad, muadi 6inku abo Ha Oyab-ski JOMOMIXHI PEYOBHHU TpenapaTy
(mepemniueni y po3aini 6).

* y Bac € cepiio3Hi nMpoOieMH 3 AUXAHHAM y CTaHi CIIOKOK yepe3 pak, abo SKII0 BaM MOTpiOHA
JI0JIaTKOBA KHCHEBA Teparlis.

» OcolaHBOCTI 32CTOCYBAHHSA

Bauu Jsiikap Oy/ie peTelibHO KOHTPOTIOBATH Bally TePAIlito.

» MoniTopuHr GpyHKuUii cepus

JlikyBaHHs npemnapaTom TpasumMepa y sKOCTi MOHOTeparlii abo B KOMOiHaLil 3 TAKCAHOM MOJKE BILTHBATH
Ha ceple, 0cOOMUBO AKLIO BH KOMU-HeOyAp MpHiManu aHTpaLUKIiH (TaKCaHU 1 aHTPAUUKIIHA € JBOMa
{HIIMMH KJTacaMH IperapariB, [0 BUKOPUCTOBYIOTBCSA IS JTiKyBaHHS paky). [1o6iuHi peakiii MOXyTbh
OyTH noMipHUMHU 200 TSXKKUMU 1 MOXKYTh IIPU3BECTH 10 cMepTi. ToMy ¢yHKUi0 cepist OyayTh nepeBipsATH
nepej, NpoTsArom (KOKHI Tpu MicsLi) i micis (10 ABOX-I'ATH POKiB) JIIKyBaHHS IpenaparoM Tpasumepa.
SIKmo y Bac BUHHKHYTH Oy/Ab-fKi O3HAKU CEpLEBOi HEAOCTATHOCTI (HEJOCTATHE MPOKaYyBaHHA KPOBI
cepueM), GYHKUIIO cepls BaM MOXYTb NEpeBipATH yacTille (KOXKHI LIICTb-BICIM THIKHIB), BU MOXeETe
OTpPUMYBATH Teparlio CepleBOl HeIOCTaTHOCTI, ab0 BaM J0Be/EThCS NMPUITMHUTHU JTiKyBaHHS IIpernapaToM
Tpazumepa.

[ToroBopite 3i cBoiM mikapem, ¢apmaueBTOM ab0 MeACecTpOor IMepel 3acTOCYBaHHSIM Ipenapary
Tpazumepa, AKIIO:

¢ y Bac Oyna cepleBa HeJOCTaTHICTb, illeMiyHa XBOpoOa cepls, 3aXBOPIOBAHHS KIamaHiB cepLd
(urymHu B ceplii), BACOKHN KPOB’ AHUI THCK, AKIIO BU MpHHMaITu Oy 1b-Ki MpernapaTtu 11 3HHKEeHHA
KPOB'SIHOTO THCKY a00 B JaHui 4ac npuiiMaere Oyab-fki npenapaTd U1 3HMXKEHHs KPOB'SHOIO
THCKY.

e BU npuitmanu paiue ado npuiiMaere B JaHUH 4ac mpemapard J0KcopyOiuuH abo emipyOiluH
(mpemapaTH, II0 3aCTOCOBYIOTHCS [UIf JIiKyBaHHA paky). Lli mpemapatu (abo Oynp-ski iHmi
AQHTpaLMKIIIHK) MOXYTh MOLIKO/KYBaTH CEpUEBUH M'SA3 1 MiABMILYBAaTH PH3UK BUHUKHEHHS
npobiieM 3 cepLeM MiJ Hac 3acTocyBaHHs npenapary TpasuMepa.

*  BH CTpaKJaeTe Ha 3a/MIIKY, OCOOJIMBO SKIIO BH B JaHHI Yac 3aCTOCOBYETe TakcaH. Tpaszumepa
MO)Ke BUKJIMKATH YTpyIHEeHe AUXaHHA, 0COOIMBO KOJIHU MPU3HAYAEThCs Brieplue. [Tpobiema Modxe
OyTH OBl CepifO3HOKO, SKIIO y Bac BKe € 3aauiuka. J{yKe piKo TparuIsIucs BHMAAKA CMepTi
Mali€HTIB 3 BAXKUM YTPYJHEHHUM [IUXaHHAM [0 [OYATKy JiKYBaHHfA, KONU IM MpU3HAYAIU
npenapat Tpasumepa.

*  BHU KOJIM-HeOY/1b IPOXOAUIIU iHIIY Teparilo paky.

SIkio BM oTpUMye€Te mpernapat Tpasumepa 3 OyAb-IKUM iHIIHM JTiKapChbKUM 3acO00M [Ts JIiKYBaHHS paKy,
TaKUM sIK MaKJIiTakces, JoLeTaKcel, iHri0iTop apomarasu, kaneuuTadil, S-pTopypauuit ado LUCIIATHH,
TaKO0XX MPOYUTANHTE TUCTKU-BKIAJULLI U MALiEHTIB A0 LMX Mpenaparis.

P it Ta miaaiTku

3acTocyBaHHs npenapaTy Tpa3uMmepa He peKOMEHAY€EThCs MalieHTam Mosoauie 18 pokis.

» Inuwii aikapebki 3aco6u i Tpazumepa

[ToBigomre jikapro, GpapmareBTy abo MeIcecTpi, AKIIO BU MpUMaETe, HEI[OJaBHO MpuiiMaiu abo Moxere
npuiiMati Oyab-sKi iHLII IpenapaTy.

Jlns BuBeneHHs mpenapaty Tpasumepa Moke 3HagoOuTHcs 10 7 MicsauiB. ToMy BH MOBMHHI MOBiJOMUTH
CBOro Jtikaps, hapManeBta abo MECECTpY, 110 BH OAEP)KYyBaJIU npenapar Tpa3umepa, SKIIO BU TOYHHAETE
3aCTOCYBaHHs Oyab-IKUX HOBUX IpenapariB yepe3 7 MiCALIB Mic/sl MPUIMHEHHS JiKyBaHHS.

» BariTHicTb

* SIKIWO BM BariTHi, BBaXKa€Te, LI0 MOXeTe OyTH BariTHOIO ado IUIAHYETe MATH JUTHHY, 3BEPHITHCS
J10 Jikaps, apmalieBta abo MeICeCTpH 3a MOpaor0 Mepesl 3aCTOCYBAaHHAM L[BOT0 Mpernapary.

* Bu MmoBHHHI BHKOPHUCTOBYBAaTH €(EeKTUBHY KOHTpALEMUil0 IMiJ Yac JiKyBaHHA IpernapaToM
Tpasumepa i mpoTAroM MpUHaiMHi 7 MiCALIB MiC/s 3aKiHYEHHS TiKyBaHHS.

*  Baw nikap npoingopmye Bac npo pU3HKH Ta nepeBar npuiomy npernapaty Tpasumepa Mmia ac
BariTHOCTI. Y piIKICHUX BUIMA/IKaX CIIOCTEPIragocs 3MEHIIEHHs 00’ eMy (ammomtmo. ) p’iﬂmm A0
OTOYY€ TUTHHY, sIKa PO3BHBAETHCA, B YTPOOi MaTepi y BariTHUX JKiHOK, sKi o'rpnMyBanu npenapaT‘_
Tpasumepa. Lle# ctar Moke OyTH LUKITUTHBUM JUTsl BALIOi AUTUHH B yTPOOi MaTep: i 6yB nor;,stsam/m ;
3 HEMOBHHM PO3BHTKOM JIer€Hb, 1[0 IPHU3BOAMIIO 0 3arubei miomy. - -
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» I'pyaHe BUro10ByBaHHS

He roayiite autuny rpyazaro mif yac tepamii mpemaparom Tpasumepa Ta MpOTArOM 7 MICALIB Iic/s
ocTaHHBOT 103U npenapary Tpasumepa, ockinbku Tpasumepa Moke NepeaBaTUCs AUTHHI Yepe3 TpyIHe
MOJIOKO.

[TpoxoHcynpTylTecs 3 TikapeM abo papMaLeBTOM Mepen THM, AK MpUitMaTu Oyab-AKi JlikapchKi 3aco0u.
» KepyBaHHSI aBTOTPAHCIIOPTOM Ta pod0Ta 3 iHIIUMH MeXaHI3MamMu

Hegsinomo, yu TpasuMepa BIUIMBAE HA 3JaTHICTb KepyBaTH TPAHCIIOPTHUMH 3aco0aMu Ta MpalroBaTd 3

iHmuMy MexaHisMamu. OfHak, SKUIO IMiJ Yac JIIKyBaHHs Y Bac BUHHUKAe 03HOO a0o JMXOMaHKa, He CIij
cimaty 3a kepMo abo MpalfOBaTH 3 iHIIMMH MeXaHi3MaMH, IIOKH CHMITOMH OCTaTOYHO HE MHHYTB.

3. Slk 3acTocoByeThest npenapat Tpasumepa

[Tepen modaTkoM JIiKyBaHHS Ball Jikap BU3Ha4uTh piBeHb HER2 y Bawiit myxausi. Tineku nauieHTu 3
BesninkuM piBHeM HER2 6yayTh oTpumyBaTi mpenapat Tpasumepa. TpazuMepa BBOAUTECS TiIbKH JIIKapeM
abo Mezcectporo. Bamu nikap Oyne mpusHayaTH 03y 1 peXXHM JiKyBaHHs, sKi MOTPiOHI came eam. [lo3a
npernapary Tpazumepa 3a1eUTh Bil Bard BaLIOro Tija.

[Tpenapar Tpa3umepa And BHYTPIIIHBOBEHHOTO 3aCTOCYBAaHHS He NpH3HAYEHMUH M MiALUIKIPHOTO
BBEJICHHS, 1 OTO CJTi/I 3aCTOCOBYBATH TiJIbKH SK BHYTPIlIHBOBEHHY 1HQY3it0.

Tpazumepa u1st BHYTPiLIHBOBEHHOIO 3aCTOCYBAHHS 3aCTOCOBYETBLCS Y BUIIIAAL BHYTPilIHbOBEHHOT iHDY3iT
(«xpamnensHOY») Ge3nocepeAHB0 y BeHy. [lepily 103y npenapary BBOIATE MPOTAroM 90 XBUJIKH, i BU OyaeTe
3HAXOAMTHCS ITi/] HATJIAI0M MEIUYHOTO TIpalliBHUKA 111 Yac BBEJAECHHS Ha BUIA0K BUHUKHEHHSA Oy Ab-1KNX
nobiuHKMX peakuiif. SIkuo nepia 103a 1o0pe NepeHOCUTHCS, HACTYITHI 1031 MOKYTh BBOJUTHUCS IIPOTSATOM
30 xBuiaMH (ouB. po3ain 2, micnst «OcobauBocTi 3actocyBanHs»). KinbkicTe oTpumanux ingysiit 6yae
3a51e)aTH Bijl TOro, SIK BH pearyere Ha JIiKyBaHHs. Baui jiikap 0OroBOpHUTS 1€ 3 BaMH.

Jlns 3anmo0iraHHs MOMHUITOK Y JIIKyBaHHI BaXX/THBO MePEeBipATH €THKETKH Ha (IakoHaX, o0 nepeKoHaTUCH,
1[0 TIpemnapar, AK|if TOTYEThCS i 3aCTOCOBY€EThCS, € AificHo Tpazumepa (TpacTy3ymad), a He TpacTy3ymady
€MTaHCHH.

Jlng JikyBaHHS paKy MOJIOYHOI 3a7103M Ha paHHIi cTanil, MEeTacTaTUYHOrO paKy MOJIOYHOI 3al03H i
MEeTacTaTHYHOTO PaKy LITYHKY, Tpa3umepa 3aCTOCOBYEThCS KOXKHI 3 THXKHI.

TpasumMepa Moske TakOK BBOAMTHCS OJMH Pa3 Ha THXKIEHb 1A JIIKYyBaHHA METacTaTUYHOIO paKy MOJIOYHOT
3a5103H.

» SIKmo BM NPHIMHIIN 32CTOCYBaHHA npenapaTty Tpasumepa

He npumuHsiiTe 3aCTOCYBaHHA LLOrO MpenapaTy, Crepuly He MOBiJOMHBIIM CBOro Jikaps. Bei qosu ciin
npuiiMaTd B HAJeXXHUH 4Yac KOXKHOIO THXKHA abo KOXKHI TpPU TWKHI (3a1€KHO Bi Balol CXeMU
3actocyBanHs). Lle cripusie HaitGinb1Ii#l eeKTUBHOCTI BAILIOro Npenapary.

Busenenns npenapary Tpasumepa Mmoske TpuBatd A0 7 wicAuis. Tomy sikap Moke BHPIMIATH
MPOJOBIKYBATH NMEPeBipATH QYHKILIIO cepls HaBiThb MiC/IA 3aBEPLIEHHS TiKyBaHHA.

SIKIo y Bac BUHHMKJIM JOAATKOBI IUTAHHA MO0 3aCTOCYBAHHA LOTO Mpenapary, 3BepHIThCs 10 JiKaps,
¢dapMmarneBTa abo MeacecTpH.

4. MoxuuBi no0iyni peakuii

Sk i Bci mikapchki 3acobu, TpaszuMepa MoXe BUKJIMKATH MOOIYHI peakuil, Xoua He y BCiX MalLi€HTiB BOHU
npostBisiioThCA. Jleski 3 LUX MOOIYHMX peakui MOxyTb OyTH CepHO3HHMH i MOXYTb IPU3BECTH [0
rocmitanizanii.

[lix yac indysii mpemaparom Tpazumepa MOXKYTb BUHMKAaTH O3HOO, TMXOMAaHKA Ta iHIUI IPHIONOAIOHI
CUMITOMH. BOHM Iy)ke momupeHi (MOXyThb BUHHKATH Oinbiue Hix y 1 Ha 10 oci6). [Hwi cuMnromy,
noB'si3aHi 3 iHQYy3i€l0, BKIOYAIOTH: HYIOTy, OnoBaHHs, Oinb, MOCHUIICHHS HampyXeHHs y M'A3ax i
TPEMTiHHs, TOJOBHHH Oinb, 3amaMOpOYEHHS, YTPYIAHEHE JIWXaHHs, XPHUIM, BUCOKUA ab0 HU3BKUH
KPOB'IHUH THCK, NOPYIIEHHS PUTMY ceplst (CepLeOUTTS, TPIMOTiHHS ceplis abo HeperyspHe cepLeduTTs),
HaOpsiku 00iyus i ry6, BUCUIIAHHS 1 BITUYTTS BTOMU. J{esiki 3 HMX CHMITTOMIB MOXYTb Oy TH CepiO3HUMH,
a JesKi nauieHTH noMepnu (IUB. po3ain 2, micad «Oco6IMBOCTI 3aCTOCYBaHHS»).
L{i peakuii B OCHOBHOMY TPAIUIAIOTEC M1/l Yac MepLIOi BHYTPiLIHbOBEHHOT 1HDY3i1 («Kp@nenbﬂggu» y Beﬂy)
1 TPOTAroM Mepiuux KiibKOX FOMH Mmicis movaTky iHdy3ii. Bonu, sk npasuo, Tm\macom 28
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[Tix yac indys3ii i MpoTAroM oHaMEHIIIE LIECTH FOAHH Iic/Is MoYaTKy nepiuoi iHdysii, a Takox MpOTAroM
IBOX TOJHMH Micjd moyaTky iHmof iHdys3ii, Bu OyaeTe 3HAXOOUTHCS M HArJIAIOM MeAHYHOro (axiBiA.
Skio y Bac BUHMKHE peakilis, iHQy3ito Oy/e CIOBiIbHEHO ab0 MPUIMHEHO, i BaM MOXYTh MPOBECTH
Tepariro 3 NpuBoAy NoGiYHUX peakwiil. [Hdy3iro Moxe Oy TH TPOTOBKEHO MicIA MOINIIEHHS CUMIITOMIB.
[HOi cCUMNITOMY BUHUKAFOTH Mi3HiIle, HiX Yepes IiCTh FOAUH Mic/i movYatky iHdys3ii. ko e TpanuTses
3 B4MM, HEl'alfHO 3BEPHITBCA [0 JikapA. [HOAI CHMIOTOMH MOJXKYTHb MOJIMIIYBATHCSA, G Ii3Iilie
TOripIIYyBaTHCA.
[Hwi no6iuHi peakiii, He TiABKU MOB'M3aHi 3 iHQY3i€r0, MOXXYTh BUHHMKATH B OyIb-KMH 4ac Mmia dac
JiKyBaHHsA npenapatoM Tpasumepa. [IpoGiemu 3 cepLem iHOAI MOXXYTh BUHUKATH M 4ac JIKYBaHHS i
3pifka Ticis NPUIUHEHHSA JiKYyBaHHA 1 MOXYTb OyTH cepilo3HHMH. BOHU BK/IIOUarOTH Oc/iabaeHHS
CEepLIEBOro M's3a, 110 MOXKE IIPU3BECTH A0 CEPLEBOI HEIOCTATHOCTI, 3anaieHHs (HabpsK, MouepBOHIHHS,
»kap i 6171b) 30BHIIIHBOT 0OOTOHKHU Cepld i MOPYIIEHHA CepLEeBOro puTMy. Lle MoXKe MPU3BECTH 10 TAKUX
CHUMIITOMIB, fK:

¢  3aaumKa (BKIIOYAIOYH 33IMIIKY B HIYHHIHA Yac),

*  Kaulenb,

*  3arpuMKa piauHH (Habpsk) B Horax abo pykax,

e cepueOuTTs (TpinoTiHHA cepls abo HeperyJsipHe cepLeOuTTs).
Bau nikap Oy/ie peryaspHO CTEeXKUTH 3a BaLIUM CepLEM IiJ Yac i micis NiKyBaHHs, ajie BU [IOBUHHI HEraiiHoO
TMOBiJIOMUTH JTiKapro, AKIIO BU MOMITHIIN OYIb-KUil 3 MepepaXxoBaHUX BHIIE CHMIITOMIB.
Slkwo Bu BiguyBaere OyIb-sKMH 3 NEpepaxoBaHUX BHILE CHMITOMIB, KOJM JIiKYBaHHsS IpernapaTrom
Tpasumepa 3akiHuWIOCA, BM IIOBMHHI BiJBiZaTH Jikaps i ckaszaTW, LI0 BH paHilie OTPUMYBAIH
Tpacty3ymao.
Hyxe yacTi modiyHi peakuii: MOXXyTh BUHUKATU Yy OinbuI Hixk 1 3 10 oci

e iHdekuii

e niapes

*  3akpen

*  meuis (JUCTIETICis)

e cnabkicTe

*  BHCHIIAHHS Ha LIKipi

*  Oinby rpyasx

e Oinb y )KUBOTI

e 0Oingb y cyriodax

*  HU3bKIi IOKa3HUKU EPUTPOLMTIB i JEHKOLMTIB (AKi AormomararoTh 6opoTHcs 3 iHpeKuier) iHOAl 3

JTUXOMAHKOHO

* Ouip y M's3ax

*  KOH'OHKTHBIT

*  IOCHWJIEHE CIbO30BUMIITECHHS

*  HOCOBa KpOBOTEYa

*  HEXHThb
*  BTpara Boyoccs
*  Tpemop

*  NPUILTHBHU Xapy

*  3amaMOpPOYEHHS

*  ypaXXEHHS HIITiB

e BTpara Baru

e BTpaTa ameTuTy

*  HEMOX/HUBICTb 3aCHYTH (6€3COHHS)

*  3MiHM CMaKy

*  HU3BKHHA PiBEHb TPOMOOLUTIR

*  CHHLI

e OHiIMiHHA a00 MOKOJIOBaHHSA MaJbLiB PYK i HIT

*  [OYEpPBOHIHHSA, HAOpAKKH ab0 BUpa3KH y poTi Ta/abo ropii
*  0inb, HAOpPAK, MOYEPBOHIHHA a00 MOKOIFOBaHH:A PYK Ta/abo Hir




73

3aMiIKa
rOJIOBHUIA O111b
Kalesb
OmoBaHHsA
Hy/10Ta
YacTi modivHi peakuii: MOXyTh BUHUKATH y MeHII HiX 1 3 10 ocid
asepriuHi peaxuii * CYXIiCTB Yy pOTi Ta WIKipH
indexuii ropna * CyXicTh oueit
iHdekwil ce4oBOro Mixypa Ta WKipH * MiTIUBICTH
orepi3yrounii reprec * BIUYTTS CJ1a0KOCTI Ta He3Ty>KaHHA
3amajieHHs MOJIOYHOI 3aJ1031 * TPUBOXKHICTh
3amajieHHs MiLLTy HKOBOT * nempecis
3an03u abo MedviHku * OpYLIEHHA MUCJICHHA
nopyieHHs QyHKUiT HUPOK * acT™Ma
MiIBULIEHUI TOHYC M’53iB * JereHeBa iH(pexuis
abo Hanpyra (rinepToHyc) * nopy1ueHHs QyHKLUIl JereHsb
6ime y pykax Ta/abo Horax * Oinpy CriuHi
BUCHUIIAHHS * Oinb y mui
COHJIMBICTB * 6inb y KicTKax
reMopon * aKHe
cBepOiX * Cla3MU Hir
HeuacTi nodiuHi peakuii: MOXyTh BUHHKATH y MeHII Hix 1 3 100 oci6
riayxora
JIepMaTUT

iHdekis KpoBi

PiakicHi no6iuni peakuii: MOXXyTh BHHHKATH y MeHII Hixk 1 3 1000 oci6

cnadkicTh
JKOBTAHHLA
3anajieHHs abo pyOIIOBaHHS JereHb

YacToTa HeBigoMa: (aCTOTY HEMOKJIMBO OL[IHUTHU 3 JJOCTYHUX JaHUX

naTosioris abo MopyLeHHs 3ropTaHHs KPOBi
anadisakTH4HI peakwii

BUCOKHUH piBEHb KaJIit0

HaOpsAK MO3KY

HaOpsik abo KpOBOTEYA 3aJHBOI CTIHKH OKa
[LIOK

HaOpAK 30BHIIIHBOT 0OOIOHKH CepLA
MOBITBHUI MyJIbC

MOPYLLUEHHS PUTMY CEpL

pecnipaTopHUil JUCTpeC

JMXaJbHa HEJ0CTaTHICTh

roctpuit HabpsK JIereHb

rocTpe 3BYXKeHHs ANXalbHUX LIAXiB
aTOIOTIYHO HU3BKHI piBeHb KUCHIO B KPOBI
yTpyIHEHe JUXaHHA y TION0XKEHHI JIe)auu
ypakeHHS/TIOLIKO/PKEHHSA MEYiHKH

HaOpsik 06auyys, ry6 i ropia

HUPKOBa HEIOCTATHICTh

[aTONOTiYHO HM3bKKIT pPiBEHB PIANHH HABKOJIO AUTHHH B yTpoOi MaTepi
HeJJOPO3BHHEHICTB JIereHb JUTHHHU B yTPoOi MaTepi
[aTOJNOrisl PO3BUTKY HUPOK Y ANTHHHU B yTPOOi Marepi
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Jeski 3 moOIYHUX peakwiid, ski BU BiAUyBaeTe, MOXYTh OYyTH MOB’S3aHi 3 OCHOBHUM 3aXBOPIOBaHHAM Ha
pak. SIkio Bu ofepikyeTe npenapat Tpasumepa B koMmOiHalii 3 XiMioTepamiero, AesKi 3 HUX TaK0XK MOXYTh
OyTu 1oB’sA3aHi 3 XimMioTepamiero.

SIKIo y Bac BHHHUKAKOTh OyAb-siKi MOOIYHI peakwii, 3BEepHITbCS OO CBOro Jikaps, ¢apmanenra ado
MEJCECTpH.

IMoBigomaenust npo nobiuHi peakuii

3BepHiTbCA 10 cBOrO Jikaps, (apManeBTa abo MeIcecTpH, SIKLIO y BAaC BUHUKAIOTH Oyab-iki MobiuHi
peakiii. BoHM MOXyTh BKJIFOYATH Oy/b-sKi MOXUIHBI MOOiYHI peakii, He repeniveHi y LbOMY JIUCTKY-
BKJTaauIni. Takox MOXKHA MOBITOMIIATH Ipo 1odiyHI peakuil de3nocepeHpo yepes Beb-caiiT Yellow Card
Scheme: www.mhra.gov.uk/yellowcard abo 4yepe3 nomyk MHRA Yellow Card Scheme B Google Play a6o
Apple App Store. [ToBizomnstouu npo nodGivyHi peakuii, BU MOXKeTe JOMOMOITU HaaatH Oinblie iHGopMauii
npo Ge3nexy 1BOro JiKapchKOro 3acody.

5. SIk 36epiratu npenapat Tpasumepa

36epiraiiTe el JlikapcbKuii 3aci® B HEAOCTYTHOMY Ul AiTeil MicLi.

He BUKOpHCTOBYiiTe el Mpernapar micjs 3aKiHYeHHS TepMiHy NPHIATHOCTI, 3a3HAUYEHOr0 Ha KAPTOHHIH
yHakoBIi Ta Ha etukeTli (rakoHa nicnsa «[Tpunatuit no» (EXP). TepMiH NpuaaTHOCTI BiTHOCUTBCA 10
OCTaHHBOTO JHS MicsLS.

36epiraru B xonoaunbHUKy (2° C - 8° C).

3GepiraTu B opUriHaNbHiN yrnakoBLi A 3aXUCTY Bi CBITJIA.

Heposkputi drakonu npenapaty Tpa3umepa MOxyTb 30epiratucs npu temnepatypi a0 30° C npoTarom
oJHOTO mepioay a0 3 Micauis. X HeoGXiaHO yTHIi3yBaTH B KiHLi UBOro 3-MicAYHOro mepiogy abo micis
3aKiHUeHHs TepPMiHy MPUAATHOCTI, IKUH BKa3aHUil Ha (1akoHi, 3aJIeXKHO Bijl TOTO, L0 CTAHETHCA paHille.
Ha xapToHHiii kopobui B nosni «He 3acTocoByBaTH miciis» HEOOXiHO 3anucaTi JaTy JUid 3a3HAUEHHS JaTh
yTHmi3amii.

Po3uunu [yt iHdy3i# i BUKOPUCTOBYBATH 0Jpa3y Micjs pO3BeJeHHS.

He 3actocosyiite npemapat TpasuMepa, SKIIO BH NOMITHINM OyAb-iki TBepAl YacTUHKH abo 3MiHY
3HeOapBICHHs PO3YMHY Nepesl BBEAECHHIM.

Jlikapcbki 3aco0u He MOBMHHI OyTH yTHITi30BaHi yepes cTiuHi Boau abo no6yTosi Bigxoau. CnuraiiTe cBOro
(bapmalieBTa AK yTHIIi3yBaTH Ipenapar, ikuif Bam Oinblue He noTpibeH. Lli 3aXoau 0MOMOXYTh 3aXHCTHTH
HABKOJIUILIHE CepeJOBHUILE.

6. Bmict ynaxkoBkH Ta iHIa indopmanis

» 1o micTuth npenapat Tpasumepa
Jliroua peyoBuHa — TpacTy3ymad. Onun GrnakoH MiCTUTE:

e 150 mr TpacTy3ymaby, AKUi CIiJ pO3UMHUTH y 7,2 MJI CTEPUIBHOT BOAM AJA iH'eKLiit abo

* 420 mr Tpacty3yMady, AKUii C1iJ pO3UMHUTH Yy 20 MJI CTepUIbHOT BOAU AJISA iH'€KLIH.
OTpuMaHu#i pO3uHH MiCTUTH NPHOIH3HO 21 MIr/Mil TpacTy3ymaoy.
[HLwi iHrpeAieHTH BKTIOYaKOTh L-ricTHAMHY TiApOXI0puIy MOHOTiApaT, L-ricTuauH, caxapo3y, noiicopbar
20.
» Sl Burasinae npenapat Tpasumepa i BMiCT yIaKOBKH
[Ipenapar Tpaszumepa sABis€ cOOOK MOPOLIOK /A KOHLUEHTPATy A po3uuHy Aua iHdysii, Axuii
[I0CTAYa€ETHCA Y CKISHOMY (DJIaKOHI 3 T'yMOBOIO MpoOKoro, i MicTUTh 150 Mr a6o 420 Mmr TpacTy3ymady.
[Topouiok sBisie coboro Oinuii kopx. KoxHa kopoOka MicTHTb | (1aKkoH 3 MOPOLIKOM.

BiacHuK peecTpauiifHOro nocBigyeHHs
[1aiizep Eyponna MA EEIT
ByneBap-ne-na-Ilnen 17

1050 Bproccens

benbris
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Bupoouuk

[Taiizep Menbstodexuypiur bensris HB

Peiikcser 12

2870 Ilyypc

Beneris

Jlis orpumanHs Oyap-skoi iHpopmauii nmpo ueid mnpemapaT, Oyab Jacka, 3BSDKITECS 3 MiCLEBUM
[peACTABHUKOM BJIACHHKA PEECTPALifHOr0 MOCBIAYEHHS.

XopBaris
[¢aitzep Xoprartis 1.0.0
Ten .. +385 (1) 3908 777

Lleit mucToK-BKIaguUI Oy10 BocTaHHE neperyisiHyTo 04/2019.

I poxepena ingopmanii

JeranpHa iHpopMalis nmpo Lei npenapat 10CTyMHa Ha BeO-caiiTi €BponeichKoro areHTCTBA 3 TiKapChKUX
3aco0iB: http://www.ema.europa.eu.

Llelt nMCTOK-BKIAAMII JOCTYNHHUH Ha Bcix MoBax €C/€E3 Ha Bed-caiiTi €Bpomneiicbkoro areHTCTBa 3
TiKapchbKUX 3ac00iB.

HacrynHa iHdopMauisi npu3HaYeHa TIJIbKHU I8 MeANYHUX NIpaliBHUKIB

3axu 30epiraiite 1eil mpenapar y 3aKpuTiit OpUriHaIbHiil ynakoBLUi B XOJIOANIBHUKY MPH TEMIEpaTypi
Big 2° C o 8° C.

Hepo3skpuTi dakonn npenapaty Tpasumepa MoxyTh 306epiratucs npu Temneparypi g0 30° C npotsrom
OJIHOTO Mepiofy 10 3 MicsuiB. Ix HeobximHO YTUIIi3yBaTH B KiHLI LBOTO 3-Mics4HOro nepiogy abo micns
3aKiHYEHHs TepMiHy MPUAATHOCTI, KU BKka3aHUH Ha (QIaKOHI, 3a/1€KHO BiJ TOrO, IO CTAHEThCA PaHille.
Ha xapToHHi# kopo61i B moni «He 3acTocoByBaTH mic/is» He0OXiIHO 3anMcaTH JaTy [UlA 3a3Ha4€HHA 1aTH
yTunizauii.

®dnaxoH 3 Tpazumepa, BiTHOBIEHUH BOOOKO AJIs iH'€KLii (He BXOAUTH 10 YIIAKOBKH), CTAOIBHUI IPOTATOM
48 roaus nipu 2° C - 8° C micns BiIHOBJIEHHS, HOro He CJIijl 3AMOPOXYBATH.

Tpa3uMepa NOPOLIOK Ul KOHLEHTPATY Ul PO3YHMHY Juis iHdy3iH 1o 150 Mr

Heo06XifHO BUKOPUCTOBYBATH BiJIIMOBIIHY acenTUuHy TexHiky. Koxen ¢uakon 3 Tpasumepa mo 150 mr
BIJIHOBIIOIOTE 13 7.2 MA CTepWIBHOI BOOM ISl iH'ekliii (He BXOMUTH 10 ynakoBku). He MosxHa
BHKOPHCTOBYBATH IHIII PO3YMHHMKH [UIA BiAHOB/IeHHA. OTPUMYIOTh pPa3oBy /103y po34uHy 00’eMom 7,4
MJI, [0 MicTHTB pubausHo 21 Mr/mi Tpacty3ymady. Hamnuimok 4% rapaHTye, 1o 3a3HadeHa 103a 150 mr
Moske OyTH BiiOpaHa 3 KOXXHOTO (IaKoHy.

TpazuMepa MOpoIIOK Ul KOHLIEHTPATY JUId PO3YMHY A1 iHY3iH mo 420 mr

Heo0xifHO BUKOPUCTOBYBATH BiJAIOBIAHY acenTUYHy TexHiKy. Koxen ¢aakon 3 Tpasumepa mo 420 mr
BiHOBMIOKOTE 13 20 MJI CTepHJIBHOI BOAM [UIf iH'€KLi (He BXOAUTh O ymakoBkH). He MoxHa
BMKOPHUCTOBYBATH iHIUI PO3YMHHUKY JUIA BiJHOBJIEHHA. OTPUMYIOTh pa3oBy 103y po3uuHy 06’emom 20,6
MJI, 110 MicTHTB Tpudau3HO 21 Mr/mi TpacTy3ymaly. Hagmumox 5% rapanrye, mo 3a3HadeHa Jo3a 150 mr
Moxe OyTH BiJiOpaHa 3 KOXKHOro (I1aKoHY.

Tpazumaepa, O6’eM cTepuibHOI  BOAU

MICTKICTB (hJIAKOHY JUIst iH’ €Kit OTpuMaHa KOHIIEHTpALlis
150 Mr y ¢utakoHi 35 7,2 M1 -

420 Mr y ¢dakoHi +; 20 M1 —
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[lig 4ac BiJHORNEHHS 3 MiKapchkMM 3aco0om TpasuMmepa CIiA MOBOAMTHCH 3 obepexHicTio. Haamipue
CTiHIOBAHHA IiJ 4ac BiJHOBJIEHHS a0O CTPYIIYBaHHsA BiJHOBJIEHOrO DPO3UMHY MOXE MPU3BECTH [0
3HIDKEHHA KinbkocTi npernapaty Tpa3numepa, sika Moxke OyTu Bixibpana 3 diakoHy.

[HCTPYKLIT 1/1s BIIHOBJICHHS:

1) 3a DOMOMOrOK CTEPHILHOTO LUMPHIA MOBiTBHO BBECTH HEOOXi/HMi 00’eM (SK 3a3HAaYCHO BUILE)
CTepUIBHOT BO/M UTst iH'eKUii y (1akoH, Mo MicTHTh diodini3oBanuii npenapar Tpasnmepa.

2) Jln4 po3uuHeHHs obepexxHo obepTatn dakon konupaisHuMy pyxamu. HE CTPYIIYBATH!

HeBenuke CriHIOBaHHA MPOIYKTY MpPH BiHOB/IEHHI € MPUIYCTUMUM. 3 METOK YHHKHEHHS 1[bOTO JalTe
raKoHy BiACTOATHCA MPOTAroM Gu3bKO 5 XBuiMH. Bignosnenuit npenapat Tpasumepa noBuHeH OyTu
Ge3GapBHUM a0 61i10-KOPHYHEBATO-KOBTHM IMPO3OPHM PO3UMHOM, AKMH MPAKTHYHO HE MICTUTH
BHAUMHX YaCTOYOK.
BusHauTte HeoOXiHMI 00'€M PO3UHHY:
« U BBeJEHHS HABAHTAXYBaJIbHOI J03M TpacTy3ymaby 4 MI/Kr Macu Tina abo mopanbLuol
THKHEBOI 1034 TpacTy3ymaly 2 MI/KT MacH Tina:

06’eM (M1) = maca Tisa (Kr) X 1032 (4 MI/KT HABaHTaKyBaJIbHA a00 2 MI/KI MIATpUMYIOYa 103a)
21 (Mr/mJ1, KOHIIEHTpAaLis BiIHOBJIEHOIO PO3UUHY)

+  JUIs BBeJEHHS HABAHTAXYBAIbHOI 103M TpacTy3yMaly 8 MI/KI MacH Tina abo mojassoi 3-
TIKHEBOT 1034 TpacTy3yMaly 6 MI/KT MacH Tina:

06’em (M1) =Maca Tiaa (kr) X 103a (8 MI/KT HaBaHTaKyBaIbHa a60 6 MI/KT NIATPUMYIOUA 103)
21 (Mr/mi, KOHLIEHTPALis BiJHOBIEHOr0 PO3YUHY)

Heo6xiauuit 06°eM po3duHy BiAGHPAIOTh 3 (JakoHa i BBOAATE B iHdy3ilHuil MakeT 3 NOMiBIHIIXIOPHLY,
roJieTHIIeHy, TTONiNponineHy abo eTHIeHBiHinaueTaTy, a60 cKIsHUi drakoH, 110 MicTHTb 250 M1 9 Mr/MI
(0,9%) po3umHy HaTpiro XJopuay. He /il BUKOPUCTOBYBaTH PO3YMHH [IFOKO3H. [H]y3iitHuil naket abo
drakoH crin obepekHO MepeBepTaTH MO0 MepeMiliaTd PO3YMH, 3arodiraroyi yTBOPEHHIO MiHHU.
[penapaty [is NApeHTePAILHOrO BBEICHHA Tepel 3aCTOCYBAHHAM HEOOXIAHO Bi3yalbHO OTTAHYTH, 1106
MepecBi4uTHCS Y BiACYTHOCTI MEXaHIYHMX JOMIlIOK i 3MiHHM 3abaperents. [HQy3ilHui poO3uHH cnif
BBOJMTH BiJpasy * [Mic/s NPUrOTYBaHHA. SIKIIO po3BeaeHHs BiAOyBanocs B aCeNTHYHUX YMOBAX, PO3UMH
MO>Ha 36epiratu mpotaroM 24 roauH (npu temnepatypi He Buiue 30° C).
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JIMCTOK-BKJIAJHUII: IHOOPMALLA IS KOPUCTYBAYA

Tpasumepa nopowok /i1 KOHUEHTPATY A5
po3uHHY Aas iHdy3iii no 150 mr
TpacTy3yMad

V Ileit nikapcekuit 3aci® mimidrae I0AaTKOBOMY KOHTpoOi0. Lle J03BOJIMTH IUBUAKO iOEHTU(]IKYBAaTH HOBY
inbopmauito 3 Gesmeku. Bu Moxkere AOMOMOrTH, AKIIO OyaeTe MOBIAOMIATH MPO BHHHKHEHHA OYIb-AKHX
no6iuHKX peakuii. Y kiHui po3aity 4 HagaHo iHGOpPMaLiIO MPO Te, K MOBITOMHUTH Mpo MobiuHi peakuii.

Ilepiu Hi3K MOYATH 3aCTOCYBAHHS LLOT0 MpPeNapary, yBaxKHO NPOYHTAiiTe BeCh JIHCTOK-BKJIA/HIL,
OCKIJIBKH BiH MIiCTHTE BaXJHBY AJs Bac iHdpopmauilo.
»  30epiraiite ueit TMCTOK-BKIaAUII. MOX/INBO, BaM 3HAZOOUTHCS [IPOYUTATH HOr0 3HOBY.
e SIKmio y Bac BUHHMKIIM JOAATKOBI MUTAHHSA, 3BEPHITHCS 10 JlikapsA abo dapMaleBTa.
¢ Slkmo y Bac BHHHUKJIH OyAb-iKi MoOiuHi peakuii, 3BepHITBCA 10 CBOrO Jikaps, (apmaneBta abo
Mencectpu. Lle crocyeTbes Oyap-AKMX MOXKJIMBUX MOOIYHMX peakliii, He MepeiyeHuX y LbOMY
TUCTKY-BKIaaumi. JIuB. po3ain 4.

Indopmauis y uboMy JHCTKY-BKJIA/IHIII:

1. Lo siBnisie coboro npenapat TpasumMepa i AJ1s HOTO BiH 3aCTOCOBYETHCA
2. lllo noTpiGHO 3HaTH Nepe 3acToCyBaHHAM rpenapaty Tpaszumepa

3. Sk 3actocoByeThes npenapat Tpasumepa

4. MoxnuBi nobiuni peakuii

5. Sk 36epiratu npenapar Tpasumepa

6. BumicT ynakoBku Ta iHIIa iHpopMaulia

1. o siBaisie coGoto npenapat Tpaszumepa i 1/Ist 4Oro BiH 3aCTOCOBYETHCH

Tpa3umepa MiCTHTb Jil04y Pe4OBHHY TpacTy3yma0, ska € MOHOK/IOHAIbHAM aHTHTIIOM. MOHOK/IOHAJIBHI
AHTUTINIA TIPHEIHYIOTBCA 10 creuudiyHux OinkiB abo antureniB. TpacTysymald mnpH3Ha4YeHHH 1A
CENEeKTUBHOrO 3B'A3yBaHHA 3 aHTUTE€HOM, SKUH HA3MBAETHCS PELENTOp 2 elilepMalbHOro (GakTopy pocTy
moauad (HER2). HER2 npucyTHift y BETHKHX KIJIBKOCTAX Ha MMOBEPXHI AEAKMX PaKOBUX KJITHH, A€ BiH
crumymoe ix pict. Konu Tpasumepa 3B'a3yetscd 3 HER2, Le 3ynuuse picT Takux KIITHH | BUKJIHKAE iX
3aruberns.

Bamr nikap Moxke TMpH3HAYMTH IpenapaT TpasuMmepa Ui JIIKyBaHHS PaKy MOJIOYHOI 3ajlo3d Ta paky
LUTYHKY, SKIIO:

» ¥ Bac pak MOJIOYHOI 31031 Ha paHHiii cTazii 3 BUcokuM piBHeM Oinky HER2.

* YV Bac MeTacTaTHYHUI pak MOIOYHOI 3a703 (paKk MOJIOYHOI 3aJl03H, LIO IMOIIMPUBCA 38 MEXi
MepBUHHOI MyXJuHK) 3 BUcOKUM piBHeM HER2. Tpa3umepa moxe npusHavaticst y koMOiHawii 3
XiMioTeparmiero makigitakcesaoMm abo JOLETaKCeIOM B SKOCTI NepLIoi Teparnii pU MeTaCTATUIHOMY
paKky MOJIOYHO{ 3a/1031 a00 MOKe MPU3HAYATUCA Y SIKOCTI MOHOTEpAIIii, SKLIO iHIIi BUAM JTiKyBaHHS
BUABMIIHMCS Hee(eKTUBHUMH. [IpermapaT Takox MpU3HA4arOTh B KOMOiHaLil 3 mpemaparamu, fKi
Ha3MBAIOTHCA iHTiIOITOpamMu apomarasu, matieHTaMm 3 BucokuM piBHeM HER2 i ropmon-perentop-
[O3UTHBHUM METAaCTaTHYHHUM PAKOM MOJIOYHOI 3a/103H (pakoM, YyT/IMBUM A0 KiHOYHUX CTaTEeBUX
TOPMOHIB).

* V¥V Bac MeTacTaTMYHMI paK LUTYHKY 3 BUcOKUM piBHeM HER2, B komOiHauil 3-iHiusmm.3acobamMu
JUIA JTIKyBaHHS paKy, TaKUM K Kareuutadid abo S-hroypawu i uucnna@fﬁi At <

2. Ilfo noTpi6Ho 3HaTH mepea 3acTocyBaHHsM npenapaty Tpasumepa ° ”

=

» He 3actocoByiite npenapat TpasumMepa, AKUIO:




/8

ey Bac ayieprisi Ha TpacTy3yma0, Murnadi Oiku abo Ha OyIb-sKi JOMOMDKHI PEYOBHHH IpenapaTy
(nepeniveni y po3aifi 6).

* y Bac € cepio3Hi MpobieMH 3 AUXaHHAM y CTaHi CIIOKOKO uepe3 pak, abo fKIIo BaM MOTpiOHa
JI0ZIaTKOBA KUCHEBA Tepartisl.

» Oco6.1uBOCTI 32CTOCYBAHHS

Baru nikap 6yzae peTenbHO KOHTPOILOBALY Bdllly 1€Palliio.

» MouniTopuHr ¢pyHkuii cepus

JlikyBaHHA npenapatoM Tpaszumepa y SKOCTi MOHOTeparlii abo B KoMOiHaLiTl 3 TakCaHOM MOJKe BILJTUBATH
Ha ceplie, 0cO0MMBO AKLIO BH KOJIM-HEOYIb MpUiiMalM aHTPALMK/IiH (TAaKCaHU i aHTPALUKIIHU € JBOMa
{HIIMMHK KJTacaMu TIperapaTiB, U0 BUKOPHUCTOBYHOTHCS I NiKyBaHHA paky). [1oOiuHi peakiii MOXyTh
OyTd MOMipHUMH a00 TSHKKHUMH 1 MOXKYTb IIPU3BECTH 10 cMepTi. ToMy dyHKLUi0 cepls OyayThb epeBipATH
nepeJi, IpOTAroM (KOKHI TpH MicAli) i micns (10 ABOX-M'ATU POKiB) JIiKyBaHHA MpenapaToM Tpasumepa.
SIK1I0 y Bac BUHUKHYTh Oy/b-sKi O3HAaKH CEpLEBOi HEJOCTATHOCTI (HEJOCTATHE MPOKauyBaHHS KpOBI
cepueMm), QYHKLiIO cepLs BaM MOXYTb IEpeBipATH 4acTille (KOXKHI INiCTh-BiCIM THIKHIB), BU MOXETe
OTPUMYBATH Teparilo cepleBol HEAOCTaTHOCTI, a0 BaM J0BEIEThCS NMPHUIMHUTH JIIKYyBaHHS [IpenapaToM
Tpazumepa.

[ToroBopitTe 3i CBOIM dikapeMm, ¢apmaneBToM ab0 MEICECTPOK0 Iepe] 3acTOCyBaHHAM IIpernapary
Tpasumepa, AKILO:

« y Bac Oyia cepueBa HeJJOCTAaTHICTb, illleMidHa XBOpoOa ceplls, 3aXBOPIOBAHHS KJAlaHiB cepls
(rymu B cepiti), BACOKH# KpOB’ AHUI THUCK, SKILO BU NpUitMau Oy ab-sKi pernapaTy Uil 3HUKeHHS
KpOB'SHOTO TUCKY ab0 B JaHUH uac mpuiiMaere Oyab-AKi NpenapaTd Ajs 3HMKEHHS KPOB'SHOTO
THCKY.

e BM mpuiiManu pasiure abo mpuiiMaeTe B JaHHH 4ac mpenapaTd JoKcopyOiunH abo emipyOiuuH
(mpemapaTH, IO 3aCTOCOBYIOTBCA JUIA JiKyBaHHA paky). Lli mpemaparu (abo Gyab-ski iHmi
AHTPALMKIIHA) MOXYTh MOIIKOKYBaTH CEpUEBU M'A3 1 MiABHMIIYBAaTH PU3UK BUHHUKHEHHS
mpo6ieM 3 cepLieM IIiJl Yac 3aCTOCYBaHHA npenapaty Tpasumepa.

*  BH CTpaXXJacTe Ha 3aJMIIKY, OCOOIMBO AKIO BH B JaHMH Yac 3aCTOCOBy€Te TakcaH. Tpaszumepa
MOK€ BUKJIMKATH YTPYAHEHE IUXaHHS, 0COOIUBO KOIM MpU3HaYaeThes Brepiie. [IpobnemMa Moxe
OyTH OibLI CepiO3HO0, SKIIO y BAaC BXke € 3aAMIuKka. Jyxe pilko TpaIUIsIUCcs BUMNAIAKU CMEpTI
Mali€HTIB 3 BaKKAM yTPYAHEHUM AMXaHHAM [0 MOYaTKy J/iKyBaHHS, KOJU IM HpU3HAYIN
npenapat Tpa3umepa.

*  BHU KOJIM-HeOy[Ib IPOXOIM/IH iHIIY Teparito paky.

Slkuro Bu oTpuMyeTe npenapat Tpasumepa 3 6yaAb-IKUM iHIINM JTIKapChbKUM 3ac000M IS JliKyBaHHS paKy,
TakUM fK MakjJiTakce, JoLeTakces, iHribiTop apomarasy, kaneuutadid, S-¢pTopypauuna abo LUCIIATHH,
TaKO’ MMPOYHUTANTE JIMCTKHU-BKIAAHUIII [T MAi€HTiB 0 UX MTpernaparis.

» JliTi Ta migaiTKH

3acTocyBaHHs npenapary TpasuMepa He peKOMEeHIYETbCS MalieHTam Monoue 18 pokis.

» Inwi gdikapcebki 3aco6n i Tpasumepa

[Tosimomre nikapro, papMaieBTy abo MeacecTpi, SKILO BU IpUAMAaETe, HEIOJABHO NpuiimMany abo MOXeTe
npuiiMaTu Oyab-Ki iHIII Mpernapary.

Jlns BuBeeHHs npenapary Tpasumepa Moxxe 3HagoOuTHCS 10 7 MicauiB. TomMy BH MOBHHHI MOBIOMHTH
CBOroO Jikaps, hapmarieBTa abo MeacecTpy, IO BU OJepKyBaay rpenapat Tpasumepa, K10 BU HOUYHHAETE
3acTocyBaHHA Oy/Ab-IKMX HOBHX IpenapariB uepe3 7 MiCALIB MiC/a NPUIHHEHHS JIIKyBaHHS.

» BariTHicTb

e SIkm1o BU BariTHi, BBaXKa€Te, 110 MOXKeTe OYTH BariTHOK ado MIaHy€eTe MaTH IUTHHY, 3BEPHITHCS
1o Jikaps, (hapmaleBTa abo MeJICeCTpH 3a NOPa0K0 Mepe]] 3aCTOCYBaHHM LBOT'0 Tpenapary.

* By mNOBMHHI BUKOPHCTOBYBAaTH e(EKTHBHY KOHTpALEMNLiI0 IMiJ Yac JiKyBaHHA I[pernapaTtom
Tpasumepa i IPOTAroM NpUHAUMHI 7 MiCALIB MiC/s 3aKiHYEHHS J1iKyBaHHS.

+  Bam nikap npoiHopMye Bac Ipo pU3UKH Ta mepesaru npuiiomy npemnapary T epa mig 4ac
BariTHOCTI. Y piAKICHUX BUMAJKaX CIOCTEPIranocs 3MeHIIeHHS 00° eMy (aMm ;uq of) piAuHH, WO
OTOUY€ AMTHHY, AKa PO3BHBAETHCS, B YTPOOi MaTepi y BAariTHUX KiHOK, 5kl orpnmysamf Aperiapar
Tpasumepa. Lleit cTan Moxe OyTH LIKiATUBUM [T BaLIOT IUTHHU B yTp061 MaTep1 i 6y5fnoa sI3aHUH
3 HETIOBHUM PO3BUTKOM JIETeHb, 1[0 MPU3BOAMIIO 10 3arudeni mioay. =
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» I'pyaHe BUroJOBYBaHHS

He roayiite autuny rpyamo mia 4ac tepamii mpemapatoM Tpasumepa Ta mpoTAroM 7 MicALiB Mmicis
OCTaHHBOI 103U npenapaty Tpasumepa, ockinbku Tpasumepa Moke IepegaBaTHCs ANTHHI Yepe3 IpyHe
MOJIOKO.

[TpokoHcynbTYiiTeCA 3 TikapeM abo apMaLeBTOM Mepe THM, K MPHAMATH Oy /Ib-9Ki JIiKapchKi 3aCO0H.
» KepyBaHHSI aBTOTPAHCIIOPTOM Ta po60Ta 3 iIHIIHMH MeXaHi3MaMHu

Hesinomo, 4n Tpasumepa BIUIMBAE HA 34ATHICTH KEPYBATH TPAHCIIOPTHUMH 3aco0aMM Ta MpaIllOBATH 3
iHImMy MexaHizmMamu. OJHaK, SIKILO MiJ Yac JiKyBaHHSA y Bac BUHHMKA€e 03HOO abo NMXOMaHKa, He CIIifJ
CiaTH 3a KepMo abo NpaLIOBATH 3 iHIIMMHU MeXaHi3MaMH, TOKH CUMIITOMH OCTATOYHO HE MHHYTE.

3. Slk 3acTocoByeThest npenapat Tpasumepa

[Tepen movaTkoM JliKkyBaHHA Balll Jlikap BU3HauuTh piBeHb HER2 y Bamiiit myxumuni. TilbKd namieHTH 3
BenukuM pisHeM HER2 6ynyTs oTpumyBaTu npenapat Tpasumepa. Tpazumepa BBOAUTBLCA TiIbKH JIiKApeM
abo meacectporo. Baiu sikap Oyae nmpusHayaTH 103y i peskUM JiKyBaHHSA, AKi MOTPiOHI came eam. [lo3a
npenapaty Tpaszumepa 3aeKUTh BiJl Bard Baloro Tina.

[Ipenapar TpasuMepa Ui BHYTpPIiLIHBOBEHHOrO 3aCTOCYBAaHHS HE INPHU3HAYEHHH [UIA MMiAIIKipHOTO
BBEJEHHS, i IOro ClijJ] 3aCTOCOBYBATU TiJIbKHU SIK BHYTPILIHBOBEHHY iHOY3itO0.

Tpasumepa 1 BHYTPIIIHEOBEHHOTO 3aCTOCYBAHHS 3aCTOCOBYETBCA Y BUIIIAAI BHYTPILIHBOBEHHOT 1H(Y3iT
(«xpanenbHO») Ge3nocepeHbO y BeHy. [lepiy 103y npenapaTy BBOAATH MPOTAToM 90 XBUIIHH, i BU OyaeTe
3HaXOJUTHCA Mi/l HATJIAI0M MEIUYHOrO MpalliBHUKA MMi/] Yac BBEACHHS Ha BUNA/0K BUHUKHEHH: Oy Ib-AKUX
nobiuHuX peakuii. Skuo nepia 103a 106pe NEPEHOCUTHCS, HACTYITHI J03H MOXYTh BBOAUTHUCS TIPOTATOM
30 xBunmuH (auB. po3ain 2, micas «OcoOauBOCTI 3acTocyBaHHA»). KinbkicTe oTpuManux iHdy3iit Oyme
3ajiexatH BiJ TOro, K BH pearyeTe Ha JiKyBaHHA. Baru iikap 06roBOpHTS 1€ 3 BaMH.

JIs 3aro6iraHHs IIOMHUIIOK Yy JIiKyBaHHI BaXK/IMBO MEPEBiPATH €THKETKHU Ha (1akoHax, 1100 mepekoHaTucs,
110 Mpernapar, KU roTyeTbCs i 3aCTOCOBY€EThCS, € AiticHo Tpasumepa (Tpacty3zymal), a He TpacTyzymady
€MTaHCHH.

Jlns nikyBaHHS paKy MOJOYHOI 3a7103M Ha paHHIW cTajii, METaCTATMYHOrO paKy MOJIOYHOI 3aJI03M i
MeTacTaTHYHOro paKy LITYHKY, Tpa3uMepa 3aCTOCOBYETHCS KOXHI 3 THKHI.

Tpa3umepa MOxkKe TaKOK BBOAUTUCA OAMH pa3 Ha THXKACHB AJIA JTiKyBaHHS METACTATHYHOIO PaKy MOJIOYHOT
3aJ103H.

P SIKimo BH NPHIIMHIIH 3aCTOCYBaHHA npenaparty Tpasumepa

He npunuusiiTe 3acTocyBaHHs LLOT0 Npenapary, Crepuly He MOBiJOMUBIIN CBOro Jikaps. Bei go3u cnin
npuiiMaTH B HalleXXHMH 4Yac KOXXHOrO THKHA ab0 KOXKHI TPH TIDKHI (3a/IeXHO BiA Bawmoi cxemu
3actocyBaHHs). Lle cripusie Halibinbii e(eKTUBHOCTI BAlIOTO Mpernapary.

Buseaenna npenapaty Tpasumepa moke TpuBaTu Ao 7 Micauis. Tomy sikap MOXe BHPILUUTH
MPOJIOBXKYBATH MepeBipATH ByHKLiIO CepIis HaBiTh Mic/s 3aBepIICHHS JiKYBaHHS.

SIko y Bac BUHMKIJIM JOJAaTKOBI IIMTaHHA LIO0 3aCTOCYBAaHHSA LOTrO Mperapary, 3BepHIiTbCs 10 JiKaps,
tdapmaneBta abo MeacecTpH.

4. MoxauBi no0GiuyHi peaknii

Sk 1 Bei nikapebki 3acodu, Tpasumepa Moske BUKIMKATH MOOIYHI peakiil, Xoya He y BCiX Mali€HTiB BOHH
NposABAAOTbCA. Jledki 3 UMX MoOiYHMX peakUid MOXyTb OyTH CepHOSHMMH i MOXYTb IPH3BECTH [0
rocmitaiizauii.

Ilin yac indys3ii npenapatom Tpasumepa MOXYTh BUHHKATH O3HOO, TMXOMaHKA Ta {HII TPUMIONOMiIOHI
cUMITOMH. BOHM Iy»e mouMpeHi (MOxXyTb BUHUKATH Oinbiie Hixk y 1 Ha 10 ocif). [Hwi cumnroMu,
MoB'A3aHi 3 iHQY3i€r0, BKIIOYAIOTh: HYOTY, OMOBaHHSA, 0inb, MOCHJICHHS HANpyXeHHs y M'a3ax i
TPEMTiHHs, TOJIOBHUH Oib, 3aaMOPOYEHHS, YTPyAHEHE [AWXaHHS, XPHUIIM, BUCOKHI a00 HM3BKMI
KPOB'AHUI TUCK, TOPYLIEHHA PUTMY ceplid (cepueOUTTs, TPIMoTiHHA cepls abo HeperyspHe cepLednTTs),
Habpsiku 06;11M44s i ry6, BUCHMAHHS i BIAYYTTA BTOMH. JIesKi 3 UMX CUMOTOMIB MOXYTh OyTH CepiiO3HUMH,
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[Tig vac ingy3ii i IpoTAroM LOHANMEHIIIE [IECTH FOAMH MiC/Id MoYaTKy neplioi iHdy3ii, a Takok IPOTATOM
JIBOX T'OAMH IiCJIA MoYaTKy IHINOI iHdY3il, BU Oyaere 3HAXOAUTHUCS IiJ HArJIAAOM MEAHYHOTo (axiBLs.
SIkmo y Bac BHHHKHE peakiis, iHQy3ilo Oyzae croBiibHeHO ab0 MPUIMHEHO, 1 BaM MOXYTb HPOBECTH
Teparniio 3 NpUBOY MOGIYHMX peakiiil. [Hpy3it0 Moxe OyTH MPOIOBXKEHO MicIs MOJIMIIEHHS CUMIITOMIB.
[HO/i CUMITTOMH BHHHKAIOTH Mi3Hille, HiXK 9epe3 WIiCTh POAHH IiciIs ModaTky iHdy3ii. SIKIo ue TpanuThesa
3 BAMH, HEldiHO 3BepHitbed Qo JiKapA. [HOAI CHUMOTOMH MOXKYTh MOJIMIIYBATHCS, a Ni3wilue
TOTipLIyBaTHUCS.
[Hmi moGiuni peakuii, He TiMbKY MOB'A3aHi 3 iH(QY3i€r0, MOXKYTh BUHUKATH B OyIb-aKuil 4ac mia 4vac
nikyBaHHs npenapatoM Tpasumepa. [IpoGiemu 3 cepueM iHOAI MOXYTh BUHHKATH MiJ Yac NiKyBaHHA i
3piAKa Mmicias MPUIMHEHHs JiKyBaHHA I MOXYTb OyTH cepio3HMMH. BOHHM BK/IIOYarOTh Oci1abieHHA
CepLeBoro M's3a, 10 MOXKe MPHU3BECTH JI0 CEPLEBOI HEJOCTATHOCTI, 3anaieHHs (HaOpsK, NOYepBOHIHHA,
*ap i 611p) 30BHILTHBOT OGONOHKH CepLd i MOPYLIEHHS cepLeBoro putMy. Lle Moxe nMpu3BecTH 10 TaKUX
CHMIITOMIB, 5K:

¢ 3aauiuKa (BKJIIOYAIOYH 3aJHLIKY B HIYHHH Yac),

*  Kalleb,

*  3aTpuMKa piauHU (Habpsk) B HOrax ado pykax,

e cepueduTTa (TPiNOTiHHA cepls a00 HeperyJispHe cepLeOuTTs).
Baui nikap 6y e peryIsipHO CTeXKHUTH 3a BallMM CepLEM i1 4ac i Mic/s JiKyBaHHs, ajle BH MOBHHHI HeraifHo
TOBiIOMHTH JTiKapto, SKIIO B MOMITHIN Oyab-KUIl 3 IepepaxoBaHUX BHILIE CHMIITOMIB.
Skuo B BigdyyBaeTe OyIb-sKMif 3 MepepaXOBaHMX BHILE CUMITOMIB, KOJIM JIIKyBaHHS MpernapaToM
TpasuMepa 3akiHUMIIOCS, BH TOBMHHI BiIBiZaTW Jikaps i CKa3aTH, 110 BM paHille OTPUMYyBaIu
TpacTy3ymao.
Hyxe dacti modiuni peakuii Ha npenapatTpasumepa (MoxyTb BUHUKATH y Oinbur Hix 1 3 10 ocib):

e iHdexuii

*  niapes

*  3akpen

e mevis (aucrerncis)

+ cnabkicTe

*  BHCHITIAHHS Ha LIKipi

*  0Oinby rpyasax

e 0ifb y )KHUBOTI

*  Oinby cyrymobax

*  HH3BKi OKA3HUKM €PUTPOLMUTIB i NelKoUUTIB (ki Jomomararoth 6opoTucs 3 iHdekwiero) iHoAi 3

JTHXOMaHKOIO

*  Oilby M'A3ax

*  KOH'IOHKTHBIT

*  MOCHJIEHE CIIbO30BUIITEHHS

*  HOCOBA KpOBOTEYA

*  HEeXUTb
*  BTpara BOJIOCCH
s TpeMop

¢ TIPUILTHBH Kapy

*  3amaMOpOYEHHA

*  ypaKeHHS HIITiB

e BTpaTa Baru

¢ BTpara aneTuTy

*  HEMOXJIHUBICTB 3acHYTH (O€3COHHS)

*  3MiHM CMaKy

*  HM3BKHI piBeHb TPOMOOLUTIB

*  cuHUI

*  OHiMiHHA aD0 MOKOJIIOBAHHA MaJBLIB PyK i HIr

*  [o4YepBOHiIHHSA, HaOpPsKK ab0 BUpa3KH y poTi Ta/abo ropii
s 6inb, HAOpPSK, TOYEepBOHIHHS ab0 MOKOIIOBaHHS PyK Ta/abo Hir
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e 3aqUIIKA
*  [OJIOBHHUH OB

¢ Kalenb
*  OmroBaHHA
* HyJoOTa
Yacri nodluul peakuii Ha upeunapat Tpasumepa (MOKyTh BHHHKATH Y McHII HDK | 3 10 ocid):
*  aneprivHi peakii * CyXIiCTb y pPOTi Ta LIKipH
* iHdexuil ropna * CyXiCTb o4eit
*  iH¢exuil ceqyoBoro Mixypa Ta IIKipH * MiTJUBICTD
* omepi3dylouunii repnec * BIIYyTTs C1aOKOCTI Ta HEe3Ly>KaHHA
*  3arajgeHHs MOJOYHOI 3a103H * TPUBOXHICTh
*  3amajieHHs MigITyHKOBOI * enpecis
3a51031 200 MeYiHKU * IOPYILIEHHS MUCIIEHHS
*  mopyuleHHs QYHKIIT HUPOK * acTMa
e migBHIIEHHU TOHYC M’ A3iB * JIereHeBa iH(peKLisa
abo Hampyra (rinepToHyc) * opyLieHHs QyHKUii TereHb
+  0inpy pykax ta/abo Horax * OisIby CIIUHI
*  BHUCHIIAHHA * 0inb y ui
*  COHJIUBICTH * Oib y KicTKax
*  reMopoi * aKHE
¢ cBepOix * CIIa3MU Hir
Heuacri nodiyni peakuii Ha npenapaT Tpa3nmepa (MOXyTb BUHMKATH y MeHII HiX 1 3 100 ocib):
e [IyXoTa

e JIepMaTuT

e indekuis kposi
PiaxicHi no6iuni peakuii Ha npenapat Tpa3umepa (MoXyTb BUHHKATH Y MeHUI Hix 1 3 1000 oci6):

+  cnabkicTe

¢ KOBTSAHHUIA

e zananeHHs abo pyOItOBaHHS JereHb
Inmi nobiyni peakuii, mpo sIKi MOBiZOMJIAJIOCH M 4ac 3acTocyBaHHsi npenapaty Tpasumepa
(4acTOTy HEMOX/TUBO OLIHUTH 3 JOCTYMHHUX AaHUX):

+ marosioris abo MopyIeHHs 3ropTaHHA KPOBi

* aHadinakTUuHi peakuii

e  BUCOKHil piBeHB Kalilo

*  HaOpsK MO3KY

»  Habpsak abo kpoBoTeya 3aHbOI CTIHKM OKa

*  MIOK

*  HaOpsK 30BHIIHBOI 0O0TOHKH CepLs

*  TOBINBHUH MYyJIbC

*  [OpYLUCHHS PUTMY cepLs

e  pecripaTOpHHii AUCTpeC

*  JMXaJlbHA HEJOCTATHICTh

¢ rocTpuil Habpsk JereHb

¢ roCTpe 3BYXKEHHs JUXaJTbHHUX HIIAXIB

*  [aToJIOriYHO HU3BKUil PIBEHb KUCHIO B KPOBI

*  yTpyAHEHe AMXaHHA y MOJOXKEeHHI Jiexauu

¢ ypaXeHHS/IOUIKOLKEHHS MeYiHKH

»  HaOpsk oOnuyys, ry6 i ropna

¢ HHPKOBA HEJOCTaTHICTh

*  [1aTOJIOTIYHO HU3BKHI PiBEHb PiAUHU HABKOIO AUTUHH B yTPoOi Marepi

*  HEeJIOpPO3BHHEHICTH JIereHb JUTHHH B yTpoOi MaTepi ;

*  [aToJOris PO3BUTKY HUPOK Y AMTUHH B YTPoOi MaTepi
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Jleski 3 moOIUHKMX peakiiil, ki BU BiT4yBa€Te, MOXKYTb OyTH MOB’3aHi 3 OCHOBHUM 3aXBOPIOBAHHSAM Ha
pak. SIk11o BU oziepxkyeTe npenapat TpasuMepa B koMOiHaLil 3 XiMioTepani€to, AesKi 3 HUX TaK0XK MOXKYTh
OyTH moB’s3aHi 3 XiMioTepartiero.

SIKuo y Bac BUHHUKAOTh OyAb-siKi NOOIYHI peakiii, 3BepHITbCS [0 CBOro Jikaps, (apmauesra abo
MEICeCTpH.

1loBigomiienHs npo nodivdi peaxulf

3BepHITECS O CBOTO Jikaps, ¢apMmaleBTa abo MEICECTPM, fAKILO Yy BAC BMHMKAKOTL OyAb-aki noOidHi
peakuii. BoHH MOKyTb BKJIFOYATH OyIb-AKi MOXJIMBI IOOI4HI peakuii, He MepesideHi y UbOMY JIHCTKY-
BKyIaauiii. Takok MOKHA MOBIJOMIIATH po modiuHi peakuii e3nocepeHbo yepes Bed-caitt Yellow Card
Scheme: www.mhra.gov.uk/yellowcard ado yepes nomyk MHRA Yellow Card Scheme B Google Play a6o
Apple App Store. [ToBizoMsIsi04u Mpo MoOiYHi peakilii, BU MOXeTe JOIOMOITH HajlaTH Oinblue iHpopmauii
npo Gesnexy UBOrd JIiKapchKOro 3aco0y.

5. Ik 36epiraTu npenapat Tpazumepa

3Gepiraiite ueii JTikapcbKui 3aci6 B HeIOCTYMHOMY 114 AiTeil MicLi.

He BuKOpHCTOBY#iTe Iieii mpemnapar micis 3aKiHYeHHS TepMiHy MPUIATHOCTI, 3a3HAUYEHOr0 Ha KapTOHHIi
yImakoBii Ta Ha eTukeTui ¢rakoHa micas «[Ipunatauii 1o» (EXP). Tepmin npuaatHOCTI BiTHOCHTECA 10
OCTaHHBOTO JHS MICSLA.

36epiratu B xonoauibHUKy (2° C - 8° C).

36epirati B OpUriHATBHIM yIakoBLi A4 3aXHCTY Bifl CBiT/IA.

HeposkpuTi ¢akonu npenapary Tpasumepa MoxkyTh 30epiratucsa npu Temneparypi 10 30° C npotsrom
OJHOTO mepiody A0 3 MicAwUiB. [X HeoOXiAHO yTHIi3yBaTH B KiHLI LBOrO 3-MicAYHOro mepiogy ado micis
3aKiHYeHHs TEPMiHY MPUAATHOCTI, SKHii BKazaHHUI Ha (aKoHi, 3aJIeXHO BiJ] TOTO, [0 CTAHEThCS PaHillle.
Ha kapTtonHiit kopo6ui B noni «He 3acTocoByBaTy miciis» HeoOXiIHO 3amucaTy JaTy A/ 3a3Ha4EHHA JaTh
yTHTi3auii.

Po3uunu [uis iHGy31# ci1if BAKOPUCTOBYBATH 0O/pa3y Mic/sA PO3BEIEHHS.

He 3acrocoByiite mpenapar Tpasumepa, sKIIO BM MOMITHIH Oyab-AiKi TBepAi 4acTHMHKM abo 3MiHY
3HeGapBIIeHHS PO3YHHY Tepe]l BBEJCHHAM.

Jlikapceki 3aco0H He MOBHHHI OyTH yTUI1i30BaHi Yepes cTiuni Boau abo nodyTosi Binxoau. Cnutaiite cBOro
(bapmarieBTa K yTUIIi3yBaTH Mpenapar, akuif BaM Oinblue He noTpideH. i 3aX0au 10MOMOXKyTh 3aXHCTHTH
HABKOJIUIIHE CepeOBULIE.

6. BmicT ynmakoBkH Ta iHma indgopmanis

» Ilio micTuth npenapat Tpa3umepa
s Jliroya peyoBuHa — Tpactysymald. Oaue duaxor mictute 150 Mr Tpactyzymaly, AKUd Ciif
PO3YMHUTH Y 7,2 M Boau Ans iH'ekuid. OTpuMaHuii po3uuH MicTuTh nmpubmuzHo 21 mr/mn
TpacTty3ymaoy.
+  IHwi iHrpeaieHTH BKIOYAOTH rigpoxjopun L-rictuauny, L-rictuaun, caxaposy, nomicopdar 20.
» SIk Burasigae npenapat TpasumMepa i BMiCT yNIakoBKH
[Ipenapat Tpasumepa sBise co0OK MMOPOMIOK JUIS KOHLUEHTPATy IS PO3YMHY s iHQY3id, AKWH
M0CTaYaeThCA Y CKITHOMY (DIakoHi 3 ryMOBOO MPoOKoL0, i MicTUTh 150 Mr TpacTy3ymady. [Topoiok sABise
co6oro Ginuii kopx. KoxkHa kopoOka MicTUTE 1 (IaKkOH 3 MOPOLIKOM.
BiacHUK peecTpaniiiHOro MocBig4eHHs!
[T¢paiizep Eypona MA EEIl
ByneBap-ne-na-Ilnen 17
1050 Bproccens
beneris
BupooHHK
[Maitzep Menbtodexuypinr bensris HB
Peiikcer 12

2870 [1yypc
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Benbris

Jna oTpumanHs Oyzab-sikoi iHdopmauii mpo wueil npemapar, Oyap Jlacka, 3BSOKITBCS 3 MiCLEBHM
NpeACTaBHUKOM BIIAaCHHUKA PEECTPALiiTHOTO MOCBIAYEHHS.

Boarapis

[Tdaiizep Jlrokcembypr CAPJI,

Binninenna bonrapii

Ten .: +359 2 970 4333

Ieit nucTok-BKIaANII GY10 BocTaHHE neperasinyTo 07/2018.

Inmi pxepena indopmanii

HetanbHa indopmallis Mpo Lei npenapat 10CTyNMHa Ha BeO-caiiTi €Bponeiicbkoro areHTcTBa 3 JIiKApChKUX
3aco0iB: http://www.ema.europa.eu.

Lleit nuCTOK-BKIaMil AOCTYNHHUH Ha Bcix MoBax €C/€E3 Ha Beb-caiiTi €Bpomeiicbkoro areHTCTBa 3
TiKapchKUX 3aco0iB.

Hactynna indopmanis npusHadeHa TIIbKH A8 MeTHYHUX NPaliBHUKIB

3apxu 30epiraiite Uei mpenapar y 3akpuTiid OpUriHa/IbHIN YNaKoBLi B XONOANILHUKY IIPH TEMIIEpaTypi
Big 2° C o 8° C.

Heposkputi ¢iakonu npemnapary Tpasumepa MoxyTh 30epiratics npu temneparypi o0 30° C npotsrom
OZHOro mepiofy 70 3 MicsAuiB. [X HEOOXiAHO yTHITI3yBaTH B KiHLi LBOro 3-MicsuHoro nepioay abo micis
3aKiHYeHHs TepMiHy NMPUAATHOCTI, AKHH BKa3aHWMH Ha (IAKOHI, 3aeXKHO Bifl TOTO, [0 CTAHETBLCA paHilLe.
Ha kapronHiii kopo6ui B noni «He 3actocoByBaTy mic/is» HeoOXiAHO 3anucaTH AaTy 1S 3a3HAYEHHS 1aTH
yTHITi3auii.

®nakon 3 Tpa3umepa, BiIHOBIEHUH BOAO [UIA iH'eKLiif (HE BXOAUTH 10 yITAKOBKH), CTa0iILHUN NPOTIrOM
48 roaun npu 2° C - 8° C micns BiJHOBIEHHS, Oro He CJIiJ 3aMOPOKYBATH.

Heo6xiaHo BHKOPHCTOBYBATH BilNOBiIHY acenTu4Hy TexHiky. KoxeH ¢uakon 3 Tpasumepa BiTHOBIIOIOTh
i3 7,2 M1 BOAM A% iH'eKLif (HE BXOIUTH A0 yNakoBKH). He MOXHa BUKOPHCTOBYBATH iHILI PO3YHHHUKH
101 BiiHOBIEeHHA. OTPUMYIOTh Pa3oBy /103y pO3uHHy 00’eMoM 7,4 M1, IO MiCTHTh Mpu6au3Ho 21 mMr/mi
TpacTy3ymaby. Hanmumok 4% rapantye, 1o 3a3HayeHa go3a 150 Mr Moxe 6yTu BimiGpaHa 3 KOKHOIO
¢akoHy.

ITin yac BiIHOBJIEHHA 3 JiKapChKUM 3acoboMm Tpasumepa cili MOBOAUTHUCE 3 0bepexHicTio. HaamipHe
CMiHIOBaHHA MiJ 4acC BiJHOBJIEHHA ab0 CTPYUIyBaHHA BiHOBJIEHOrO pPO3YUHY MOXKE MPU3BECTH [0
3HIDKEHHS KiTBbKOCTI npenapaty Tpasumepa, sika Moxke OyTH BiiOpaHa 3 diakoHy.

[HCTPYKUIT UIS BiTHOBIEHHS:
1) 3a 1OMOMOror0 CTEPHUIBLHOIO IINPHIA TOBIIBHO BBECTH 7,2 MJT BOAM 1A iH'€KLiil y (h1akoH, 110 MiCTHT
niodinizopanuii npenapat Tpazumepa.
2) JInsa po3unHeHHs o0epexHo obepTaTi (akoH KonuBaabHuMU pyxamMd. HE CTPYIIIYBATHU!
Hepenuke criHIOBaHHA MPOAYKTY NPH BiZIHOBJIEHHI € MPUITyCTUMHM. 3 METOK) YHMKHEHHS LbOro AaiiTe
(1akoHy BiZICTOATHCS MPOTATroM OJIM3bKO 5 XBUJIMH. BigHoBneHuii npenapat Tpa3uMepa MoBUHEH OyTH
Oe3bapBHMM ab0 OmiZ0-KOPUYHEBATO-)KOBTUM MPO3OPUM PO3YHHOM, KU MPAKTUYHO HE MICTHUTH
BUIUMUX 4aCTOUOK.
BusHaure He0OXiAHHUH 00'eM pO3UHHY:

* Ui BBEJCHHA HABAHTaXXyBaJbHOI N03M TpacTy3ymaly 4 Mr/kr macu Tiga abo MOAaabLIol

TH)KHEBOI JO3M TpacTy3ymady 2 MI/KT MacH Tina:

06’em (M) = Maca Tija (Kr) X A03a (4 MI/KT HaBaHTaXXKyBajabHa a00 2 MI/KI MiITPUMYIOYA J103a)
21 (Mr/mi1, KOHIIEHTpaLlisl BiTHOBIEHOrO PO3YUHY)

* U1 BBE/IEHHsA HaBAHTaXyBaJbHOI 103 TpacTy3ymady 8 Mr/kr macu Tisia abo moAaIbLIoi 3-
TID)KHEBOT 03U TpacTy3yMady 6 MI/KI MacH Tina:

06’em (M1) = Maca Tijga (kr) X g03a (8 MI/Kr HaBaHTaXxyBaJlbHa abo 6 Mrfxr mm'pnmysoqa 1103a)
21 (Mr/mi1, KOHLIEHTpALis BiIHOBIEHOTO PO3YUHY) ;
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Heobxinuit 06’eM posunHy BinOHparoTs 3 dhrakoHa i BBOAATE B iHdy3iiiHuii maker 3 HOJiBIHUIXJIOpUY,
MOJTieTHIICHY, TIOJINpOTIifieHy abo eTHNeHBiHinaueTaTy, b0 CKIAHUH GIaKoH, o MicTHTB 250 M 9 MI/MI
(0,9%) poszunty Hatpito xnopuny. He ciiin BUKOPMCTOBYBATH PO3YHHH TMIOKO3H. [Hys3iitHuil makeT a6o
¢nakon cmig obepexHo mnepeBepraTH OO MepeMillaTH pO3YMH, 3anobirarYu YTBOPEHHIO MiHH.
[Tpenaparn ans napenTepanbHOro BBEAGHHA Mepe 3aCTOCYBAHHAM HEOOXINHO BisyanbHO OMIAHYTH, (06
MePeCBIAYUTHCA Y BIACYTHOCTI MEXaHiYHUX JOMIIIOK i 3MiHHM 3a6apBrenns. [ndysiisuii po3unn cig
BBOJMTH Bi/pa3y K MiC/is PUrOTYBaHHSA. SIKWIO po3Be/ieHHs BiIOYBaNoca B aCeNTUYHHX YMOBAX, PO3UUH
MO>Ha 30epiratu npoTarom 24 roauH (mpu temieparypi ue suuie 30° C).
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JIUCTOK-BKJIAJUII: IHPOPMAIIA JJI5I KOPUCTYBAYA

Tpa3zumepa NopouIoK /11 KOHLEHTPATY A4
po3 nuy s ingysiii mo 150 mr
TpacTy3ymabd

V¥ lleil JikapcbKuil 3aci® miaiArae JOAATKOBOMY KOHTpOio. Lle 103BONMTH IUBMAKO iAEHTH(iIKyBaTH HOBY
indopmauito 3 Gesnekn. Bu Mokere HOMOMOrTH, AKIIO OyaeTe MOBIZOMIATH MPO BUHHKHEHHA OYIb-AKHX
no6iuHuX peakiii. ¥ kiHui po3ainy 4 HagaHo iHoOpMaLio Mpo Te, AK MOBIIOMHTH Mpo MoOiuHi peakuii.

IMepur HiZ MOYATH 32CTOCYBAHHS OO NMPENApPaTy, YBAXKHO NPOYHTANTE BeCh JIMCTOK-BKJIA/ UL,
OCKiJILKH BiH MiCTHTB BasK/JIHBY /11 Bac iHpopmauiro.
+ 30epiraiite ueii TUCTOK-BKIAANLI. MOXIIMBO, BaM 3HAA00HTHCA MIPOYMTATH HOTO 3HOBY.
»  SIKwI0 y Bac BUHMKJIM JOAATKOBI MUTAHHA, 3BEPHIThCA /10 Nikaps abo dapmalesTa.
+  Slkmo y Bac BUHUKJIH Oy/ab-ski mobiuHi peakuil, 3BepHiTbCA 10 cBOro Jikaps, ¢apmauesra abo
mezacectpu. Lle crocyersest Oyap-IKHX MOXIMBHUX MOOIYHUX peakUidl, HE MepeiyeHuX y LbOMY
JMCTKY-BKJIaauii. JJuB. po3ain 4.

Ingopmanis y HbOMY JHCTKY-BK/IAHLLI:

1. LLlo sBase coboto npenapat Tpazumepa i AJ1s1 HOTO BiH 3aCTOCOBYETHCA
2. lllo notpibHo 3HaTH Mepez 3acTOCyBaHHAM npenapary Tpasumepa

3. Sk 3actocoByeThest npenapat Tpasumepa

4. Moxuuei nobivxi peakuii

5. Sk 36epiratu npenapat Tpa3umepa

6. BMicT yrnakoBKH Ta iHIa iHdopMaLlis

1. Illo siBasie coboro npenapat Tpa3numepa i 214 40ro BiH 3aCTOCOBYEThLCH

Tpasumepa MiCTUTB [if04y peHOBHHY TPacTy3ymal, ska € MOHOK/IOHAJIbHUM aHTHTiNIOM. MOHOK/IOHANbHI
AHTHUTINA TPUEAHYIOTBCA 10 creundivHnx OinkiB abo awtureHiB. TpacTy3ymalb npusHayeHuid s
CEeNeKTUBHOTO 3B'A3yBAHHS 3 AHTUTEHOM, KUl HA3UBAETHCA PEIENTOop 2 enifepMaasHoOro GakTopy pocTy
moauuu (HER2). HER2 mpucyTHiH y BeIMKUX KiJBKOCTSAX HA IOBEPXHI JEAKMX PAKOBHX KIITHH, 1€ BiH
crumymoe ix pict. Konn Tpasumepa 3p'a3yetsesa 3 HER2, ne synuHsae picT Takux KJIITHH | BUKJIMKA€ iX
3aru6ens.

Bamn nikap Mo)ke MpM3HAYMTH Tpenapart Tpasumepa /s JiKyBaHHA PaKy MOJIOYHOI 3a03H Ta pPaKy
[UTYHKY, SKIO:

+ 'V Bac pak MOJIOYHOI 3a/1034 Ha paHHii cTajii 3 BucokuM piBHeM 6inky HER2.

+ VYV Bac MeTacTaTM4YHHH paK MOJIOYHOI 3a703U (PaK MOJIOYHOI 3aj103H, LIO MMOLIMPHBCA 3a MeXi
nepBUHHOT myxauHK) 3 BucokuM piHeM HER2. Tpasumepa Moxe npusHayaTucs y komOiHauii 3
ximioTepari€ro makiitakceaoM abo AOLETaKCea0M B AKOCTI NepPLIOi Teparii IpyU MeTacTaTUYHOMY
paKy MOJIOYHOT 3a/103¢ a00 MOXe IPU3HAYATHCA Y AKOCTI MOHOTEpAnii, AKIIO iHIIi BU/IH JTiKyBaHHSA
BUABMIMCA HeeheKTUBHUMHM. [Ipenapar Takox MpU3HayaroTh B KoMOiHawUil 3 mpemapaTtamu, fKi
Ha3MBAIOTHCA IHriGiTOpaMu apomatasy, nauieHram 3 Bucokum piBaeM HER2 i ropmon-penenTop-
MO3UTUBHUM METACTATMYHHM PAKOM MOJIOYHOI 3aJ03H (PaKkoM, UyTJHBUM [0 KIHOYHX CTATeBUX
TOPMOHIB).

+ 'V Bac MeTacTaTHUYHHMIi pak UUTYHKY 3 BucokuM piBHeM HER2, B kom0iHauii 3 iHmuMu 3acobamu
JUTA NiKyBaHHs paKy, TaKuM sk Karneuntadi abo 5-GToypauu i LHCIIaTHH.

2. lllo notpiGHo 3HaTH MepeA 3acTocyBaHHAM npenapaty Tpasumepa

» He 3actocoByiite npenapar Tpaszumepa, SKIIO:
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* Y Bac ayiepris Ha TpacTy3ymad, Mumayi 0inkn abo Ha Oyab-AKi A0MOMiXKHI PEeYOBHHHM Mpenapary
(nepeniveni y po3aii 6).

* Yy Bac € Cepiio3Hi MpoOieMH 3 OUXAHHAM y CTaHi CIIOKOIO dYepe3 pak, abo AKLIO BaM MOTpi6HA
JI0/IaTKOBA KMCHEBA Tepartis.

» OcoGauBOCTI 32CTOCYBAHHSA

Bauu siikap Oyue pereiibHO KOHTPOITOBATH BaLLy TEPAIiio.

» MoniTopuHr ¢pyHkuii cepus

JlixyBaHHs npenapatoM Tpazumepa y SKOCTI MOHOTeparii ad0 B KOMOiHALIT 3 TaKCAHOM MO’Ke BILTMBATH
Ha cepue, 0cO0IUMBO AKIIO BU KONU-HEOYAb MpPUiMAIM aHTPAUMKIiH (TaKCaHH | aHTPALMKIIHK € JBOMA
HIIMMM KJTacaMM TIperaparis, L0 BUKOPHCTOBYIOTHCA A JIiKyBaHHsS paky). [1o6iuni peakuii MoxkyTh
OyTu noMipHUMH 200 TSXKKMMH i MOXYTb IPU3BECTH 10 cMepTi. Tomy (yHKIi0 cepus OyayTs nepeBipsaTH
nepes, NpoTAroM (KOXHi TP Micsui) i micyis (10 ABOX-N'ATH POKiB) JlikyBaHHS mpenapaToMm Tpasumepa.
SKwo y Bac BUHMKHYTH Oy/Ib-fiKi O3HaKHM CEpLEBOi HEJOCTATHOCTI (HEZOCTATHE MpPOKayyBaHHSA KpPOBI
cepueM), QYHKIiO cepls BaM MOXKYTb I€PEeBIPATH 4acTille (KOXKHI IIiCTh-BiCiM THIXKHIB), BU MOKETE
OTPUMYBATH TEpArilo CepLEBOi HEJOCTaTHOCTI, 800 BaM JOBEACTbCA IPHUIIMHUTH JIiKYBaHHS MPENapaTtoM
Tpazumepa.

[ToroopiTe 3i cBOiM JikapeMm, (apMaleBTOM a0 MEICECTPOI Iepel 3acTOCYBAHHAM TMpenapaTy
Tpazumepa, SKLIO:

¢y Bac Oyna cepleBa HeJOCTaTHICTh, ilIEMiYHAa XBOpoOa ceplsd, 3aXBOPIOBaHHA KIIAlNaHiB ceplid
(1ymu B cepui), BACOKMH KPOB’ AHUI THUCK, AKILO BU MpHitMau 6y 1b-sKi IpernapaTy 11 3HUKEHHS
KPOB'SHOr0 TUCKY ab0 B JaHuWii yac mpuiiMaere Oyab-sKi NpenapaTd AMs 3HMKEHHS KPOB'SHOTO
THCKY.

*  BH NpuiiManu pasiwe abo npuiiMaere B AaHUIl yac mpenapaTtd JOKcopyOiluH abo emipy6iuuH
(mpemapaTd, LIO 3aCTOCOBYIOTBCA AU JiKyBaHHs paky). Lli mpemaparu (ab6o 6ymp-ski iHmi
AHTPALMKIIHM) MOXYThb MOIIKOMKYBAaTH CepLUEeBUIl M'A3 1 MiABHIIYyBATH PU3MK BUHHUKHEHHS
mpoOeM 3 ceplieM Mif yac 3acTOoCyBaHHA npemnapaty Tpasumepa.

* B CTpa)kJa€Te Ha 3a[MIIKY, OCOGIMBO SAKIIO BH B JaHHI 4ac 3acTocoByeTe TakcaH. Tpasumepa
MOXKe BUKJIMKATU yTpYJHEHE AMXaHHs, 0COOIMBO KOJIH NpH3HauaeThes Briepire. [IpobieMa Mosxke
OyTu Oinbl cepiO3HOIO, AKUIO y Bac BXKe € 3aquiika. J[yxe pilko Tparisiucs BUIAAKH CMEPTi
MalieHTIB 3 BAKKUM YTPYJHEHUM JHMXAaHHAM 10 MOYATKy JiKyBaHHA, KOMM iM [pU3HAYAIH
npenapat Tpasumepa.

*  BH KOJIU-HEOYIb MPOXOAMIIH IHULY TEPAIIO PaKy.

Skio Bu otpuMmyeTe npenapat TpasumMepa 3 OyAb-9KHM iHIINM JIIKapChbKUM 3acO00M /151 JIIKyBaHHS paKy,
TaKUM sIK MakiTakces, JoueTakcesn, iHrioitop apomarasy, kaneuutabit, S-Gropypauun abo LUCIIATHH,
TaKOX IIPOYUTANTE JTUCTKU-BKIAAMIII A/ Mali€HTiB 10 LKUX IIperaparis.

» Jlitu Ta miaaiTku

3acrocyBaHHs npenapaTy TpasuMepa He peKOMEHIY€ETbCA MalieHTaM MosoAwue 18 pokis.

» Inwi aikapebki 3acodu i Tpazumepa

[TosinomTe ikapro, apManeBTy abo MEICECTpi, AKILO BU NpHIiMAETe, HELIOAABHO NpUAMaTH abo MoXKeTe
npuitMaTu Oyab-AKi iHLII IpenapaTH.

Jlnst BUBeneHHs npenapaty Tpasumepa Moxxe 3HanoOutHcs A0 7 MicsauiB. ToMy BH MOBHHHI 0B JOMHTH
CBOTO Jiikaps, (hapmarieBTa abo MeJcecTpy, 110 BH OJep:KyBaJH Npenapat Tpasumepa, SKIIO BU MOYHHAETE
3acTOCyBaHHs Oy/Ib-IKMX HOBHX IIpernapaTiB uyepe3 7 MiCALIB MiC/s MPUIUHEHHS JTiKyBaHHA.

» BaritHicTb

* SIxwmo BY BariTHi, BBaXkaeTe, O MOXeTe OyTH BariTHOIO abo IUTaHyeTe MaTH AUTHHY, 3BEPHITHCS
1o mikaps, (papmarneBra abo MeICECTPH 3a MOPAJIOI0 Mepes 3aCTOCYBaHHSAM LIBOTO Tpernapary.

* By noBMHHI BHMKOPHCTOBYBaTH €(EKTHBHY KOHTpALENI[I0 Mig 4ac JiKyBaHHA I[pernapaTom
Tpasumepa i mpoTArom npuHakMHi 7 MiCALIB MiC/IA 3aKiHYEHHS JTiKyBaHHS.

* Baw nikap npoiddopMye Bac po pU3MKHM Ta repeBary npuiiomy npemnaparty Tpasumepa min yac
BaritHOCTI. Y pifIKICHUX BUMAaKaX CIIOCTEPIraiocs 3MEHLIEHHS 06’ eMy (aMHio;;u/qgiﬁ pmﬁﬁyxf\,ﬁmo
0TO4Y€ AUTHHY, KA PO3BUBAETHCA, B yTPOOi MaTepi y BariTHUX JKiHOK, sKi g@ﬁdg}/kﬁﬁﬁﬁﬁhﬁ;j‘l@é@;
Tpaszumepa. Lleii ctan Moke Oy TH ILIKiUTHBHM JUTS BAILIOT TUTHHH B YTPOOi N%Tgﬁi ioyB noym;;{}iﬁ >
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3 HEIIOBHUM PO3BUTKOM JIETCHbB, LIIO MPU3BOJAUIIO 10 3aruberti mioay. i~
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» I'pyaHe BUro1oByBaHHS

He ropyiite autuny rpyaaro mig vac Ttepamii npernaparom Tpasumepa Ta npotsarom 7 MicAuiB micis
OCTaHHBOI 103U npenapary Tpasumepa, ockineku Tpasumepa Moke nepenaBaTHCs IUTHHI Yepe3 rpyjHe
MOJIOKO.

[IpokoHcynpTyiiTecs 3 Nikapem abo (papmaueBTOM nepes TUM, SK NpuitMaT Oy Ab-AKi JTiKapceki 3ac00H.

» KepyBaHHA aBTOTPAHCIIOPTOM Ta PofoTa 3 iIHIIMMH MeXaHi3MaMu

Hesigomo, un Tpa3umepa BIIMBAE Ha 31aTHICTH KepyBaTH TPAHCIOPTHUMU 3ac00aMU Ta MpalioBaTH 3
iHImMy MexadizmMamu. OJIHaK, SIKIIO MiJ yac JKyBaHHS y Bac BHHHKA€E 03HOO abo JMXOMaHKa, He CIij
CiJ.IaTI/I 3a KEpMO abo [IpalOBATH 3 THIIUMHA MexaHi3MaMH, ITOKH CUMIITOMH OCTaTOYHO HE MHUHYTB.

3. 4k 3acTocoByeThest npenapart Tpasumepa

[Tepen mo4aTkoM JiKyBaHHS Ball Jlikap BU3Ha4UTh piBeHb HER2 y Bawiit nyxsuui. Tineky namienTtu 3
BenukuM piBHem HER2 6yayTe otpumyBaru npenapat Tpasumepa. Tpa3umepa BBOAUTECS TiNBKH JliKapem
abo mezacectporo. Baur yikap Oyzae mpuzHayaT 103y i pexuM JiKyBaHHS, AKi MOTpiOHI came eam. JJo3a
npenapary Tpa3umepa 3ai1exuTh BiJl Baru Baloro Tina.

[lpenapat Tpasumepa s BHYTPILIHBOBEHHOIO 3aCTOCYBAaHHS HE I[PU3HAYEHUI I1s MiamwkipHOTO
BBEJICHHS, 1 1Oro CiJ 3aCTOCOBYBATH TiNbKHU SK BHYTPIlIHBOBEHHY iH(Y3it0.

Tpasumepa 1 BHYTPilIHBOBEHHOT'O 3aCTOCYBAHHS 3aCTOCOBYEThCA Y BUINISAAI BHY TPiLIHBOBEHHOT iHY3iT
(«xparnenbHO») Oe3mocepeiHbO Y BeHy. [epiy 103y npenapaTy BBOAATE NpoTarom 90 XBHIIKH, i BY Oy1eTe
3HAXOAMUTHCA I1i/l HAaTIAZ0M MEIMYHOTO MpalliBHHUKa I1i/] 4ac BBEAECHHA Ha BUNA/I0K BAHUKHEHHS Oy 1b-IKHX
no6iYHuX peakuiil. ko nepuia 103a 100pe NePeHOCUTHCA, HACTYTHI 1031 MOXKYTh BBOAUTUCS MTPOTATOM
30 xBunuH (auB. po3ain 2, micas «OcoOauBoCTi 3acTocyBaHHA»). KinbkicTh oTpumanux iHoys3iit Oyae
3aj1eXaTH BiJl TOro, K BU pearyeTe Ha JIiKyBaHHs. Baur jlikap oOroBopHTS 1€ 3 BaMH.

JIns 3anobiraHHs MOMHJIOK y JTiKyBaHHI BaXIMBO MepeBipsATH eTUKETKHU Ha (IakoHax, 100 nepeKkoHaThCs,
IO Ipernapat, sIKUi FOTy€eThCA 1 3aCTOCOBY€EThCH, € AilicHo Tpasumepa (Tpacty3ymad), a He TpacTyzymady
€MTaHCHH.

JIns nikyBaHHS paky MOJIOYHOI 3aJ03M Ha paHHiil cTazil, MeTacTaTU4YHOro paKy MOJOYHOI 3a/03u i
METACTaTUYHOrO paKy LUUTYHKY, Tpa3umepa 3aCTOCOBYEThCS KOXKHI 3 THXKHI.

Tpaszumepa Moske TaK0>K BBOAUTHUCS OJUH pa3 Ha THXKAEHb U1 JiKyBaHHSI METaCTaTUYHOIO PaKy MOJIOYHOT
3aJI03H.

P SIkuio BH NPUIIMHUIK 32CTOCYBAHHSA npenapaTty Tpasumepa

He npununsiite 3acToCcyBaHHS LBOr0O MpeIapary, Creplly He MOBiJOMHBIIN CBOro Jiikaps. Bei mo3u cig
npuiiMaTd B HAJIEXKHUHA 4Yac KOXKHOrO THXHA abo KOXHI TpH TIDKHI (3aJle)KHO BiJ BalIol CXeMH
3actocyBaHHs). L{e cripuse HalOIbIIi# e(heKTHBHOCTI BALIOTO Mpenapary.

Buseaenna npenapary Tpasumepa Moske TpuBatu A0 7 Micsuie. Tomy Jikap MoOe BHpILIMTH
MIPOJIOB)KYBATH EePEBIpATH (YHKIIIO Cepls HABITh MiC/s 3aBEPIUEHHS TiKYBaHHS.

SKio y Bac BUHUKIIM J0AATKOBI ITMTaHHA LI0J0 3aCTOCYBAHHA LUbOrO Mpernapary, 3BepHiThCs 10 Jikaps,
tapmanesTa abo MeacecTpH.

4. MosxauBi no6iuHi peakuii

Sx i Bci mikapeeki 3acobu, Tpazumepa MoKe BUKJIMKATH MOOIYHI peakllil, Xo4a He y BCiX MaLi€HTiB BOHU
NpOsBAAIOTECA. Jleski 3 LUX MOOIYHMX peakuii MOXyTb OyTH CepHO3HMMH i MOXYTb MpPU3BECTH [0
rocmirtanizawuii.

[lix gac iu¢y3ii npenapatroMm Tpa3umepa MOXyTb BUHHKATH 03HOO, TMXOMaHKa Ta iHIUI TPUMIONOiIOHI
cUMNTOMU. BOoHM my)ke moruupeHi (MOXXyTb BHHHUKATH Oinbuie HX y 1 Ha 10 oci6). [Hmi cumnromu,
MoB'A3aHi 3 iH(Y3i€r0, BKIIOYAOTB: HyAOTy, OMtoBaHHA, 0inb, MOCHJICHHA HANpYyXeHHA y M'A3ax i
TPEMTiHHs, [OJOBHUH OiNb, 3amaMOpOuYeHHs, YTpy[HEHE AWUXaHHS, XPUIH, BHCOKHI ab0 HHU3BKUI
KPOB'THUH TUCK, IOPYLIEHHS PUTMY cepLd (CepLedUTTs, TPINOTiHHA ceplis abo HeperyJspHe cepleOuTTs),
HaOpsaku 00muyys 1 ry0, BUCUNAHHS i Bi4yTTs BTOMH. JesKi 3 [MX CUMIITOMIB MO2XYTh 6ym cepuomnmn
a Jlesiki marieHTH moMepu (IuB. po3ain 2, micns «OcoOMUBOCTI 3aCTOCYBAHHAY). 7
L[l peakuii B OCHOBHOMY TPAIIsIOTECA mij dac nepmox BHyTpl[HHBOBEHHOl mq)ym ‘
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ITix yac indys3ii i mpoTArom moHaiiMeHIIe IeCTH FOAUH Mic/I MOYaTKy nepuioi iHdy3ii, a TakoX MPOTAroM
ABOX TFOJHUH ITic/A noyatky iHmoi iHdysii, BU OyJere 3HaXOAUTHCS IiJ HArIAAOM MeIUYHOro (axiBus.
SAxuio y Bac BUHHMKHe peakuis, iHdy3ito Oyae croBiibHEHO ab0 MPUMHHEHO, i BAM MOXYTh MPOBECTH
Teparito 3 NpUBOLYy MOOIYHUX peakiiid. [Hy3ito Moxke OYTH MPOTOBKEHO MIC/s MOJIMNIIEHHA CHMIITOMIB,
[HOAI CHMNITOMM BHHUKAIOTB Mi3Hille, HiX Yepes IicTh FOANH Mic/IA MoYaTKy iHdy3ii. SKio ue TpanuThes
3 BAMM, Hel'afiHO 3SBEpHitbUd A0 JlikapA. [HOAI CHUMNTOMM MOKYTh MOJINIIYBATHCSA, a IMi3HIIIC
MOripIIyBaTHCS.
[Hmi mo6ivHi peakuii, He TUIBKM MOB'S3aHi 3 H(Y3i€0, MOXKYTh BUHHMKATH B OYAb-AKHil Yac Mg dyac
nikyBaHHs npenaparoMm Tpasumepa. [Tpobremu 3 ceprem iHOAI MOXKYTh BUHUKATH MiJ 4ac JTiKyBaHHS i
3piKa Mic/s TPUIMHEHHS JIIKyBaHHA I MOXYTb OyTH cepio3HUMH. BOHHM BKIIHOYaIOTH OC/Iab/eHHs
CEepLEBOro M'A3a, 1O MOXe MPHU3BECTU 10 CEpUEBOi HEAOCTATHOCTI, 3ananeHHs (HabpsK, MOYepBOHIHHS,
’ap 1 0i7b) 30BHILIHBOT 0O0JIOHKH CepLsd i MOPYLIEHHS CeplieBOro puTMy. Lle Moxe MpU3BeCTH 10 TaKUX
CHMIITOMIB, SIK:

*  3aaMuiKa (BKJIIOYAKOYU 3aAHLIKY B HIYHHUH 4ac),

e  Kalllelb,

*  3aTpuMKa piauHu (HAOpsK) B Horax abo pykax,

*  cepueOuTTs (TpIMOTIHHSA ceplid abo HeperyaspHe cepLeOuTTs).
Bamu nikap Oy/e peryaapHO CTeKHUTH 3a BalllUM CepLeM Iij yac i Micys TiKyBaHHs, ajle BU TOBUHHI HEraifHO
MOBiTOMHTH JIiKapro, SKI[O BU MTOMITHIIN OyIb-IKHil 3 TepepaxoBaHUX BHUIIE CUMITOMIB.
Skwo Bu BiguyBaeTe OyAb-AKHH 3 IepepaXxOBaHMX BHIIE CHMIITOMIB, KOJM JIKYBaHHs IpenapaToM
Tpa3zumepa 3akiHuWJIOCS, BM MOBMHHI BiABIiAAaTH Jikaps i cKa3aTH, 1I0 BH paHillle OTPUMYBaJ
TpacTty3ymao.
Hy»xe yacTti no6iuHi peakuii Ha npenapatTpa3umepa (MOXyTb BUHUKATH y Oinbur Hixk 1 3 10 ocif):

e iHdexuii
*  niapes
e 3akpen

e nmeyis (aucrierncis)

e cnabKicTh

*  BHCHUIAHHS Ha LIKipi

e Oinb y rpyasx

e Oinb y )KUBOTI

* Oinp y cyrnobax

*  HM3bKi MOKa3HUKU €PUTPOLIUTIB i JIEHKOLMTIB (AKi ZormoMararTs 60poTHCs 3 iH(eKUiew) iHoai 3
JTHXOMaHKOKO

* Ol y M's3ax

*  KOH'IOHKTHBIT

*  TIOCHUJIEHE CJILO30BUIITIEHHS

*  HOCOBa KpOBOTEYa

L HEXHUTh
*  BTpara BOJIOCCH
*  Tpemop

*  TPUILTUBH XKapy

*  3amaMOpOYeHHS

*  ypaXeHHS HIrTiB

e BTpaTa Baru

*  BTpaTa aneTuTy

*  HEMOXJIMBICTB 3aCHYTH (0€3COHHS)

*  3MiHHU CMaKy

*  HU3BKUI piBEHb TPOMOOLHUTIB

e CHHLI

*  OHiIMiHHA a00 MOKOJIFOBAaHHS MaNbLiB PyK i HIr

*  [OYepBOHIHH, HAOpsikK ado BUpa3ku y poTi ta/abo ropii
*  0inb, HAOPSK, NOYEPBOHIHHA a00 MOKOJIIOBAHHA PYK Ta/abo Hir
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*  3a7UIIKA
*  TOJIOBHHUII OiJIb

*  Kaluenb
*  OmoBaHHSA
* HyJOTa
YacTi nodivHi peakuii Ha npenapat Tpasumepa (MOXXyTb BUHHUKATH y MeHII Hix 1 3 10 ocif):
*  ajeprivHi peakuii * CYXICTB y pOTI Ta WIKipU
*  iHdexuii ropna * CyXicTb o4eit
*  iHdekUil ceqyoBOro Mixypa Ta LKipH * NITIUBICTH
*  Omepi3yrouuii reprec * BIJUYTTS CIa0KOCTI Ta He3yKaHHs
*  3amajeHHs MOJOYHOI 3aJ03H * TPUBOXKHICTh
*  3amaneHHs MiJULTyHKOBOT * nenpecis
3an03u abo MevyiHKu * MOPYLIEHHS MUCTICHHS
*  nopylieHHs QyHKUII HUPOK * acT™Ma
*  TIiJBUIICHUI TOHYC M’S3iB * JIlereHeBa iHdekuis
abo Hampyra (rinepToHyc) * IOpylIeHHs (YHKLII 1ereHsb
*  Oinb y pykax Ta/abo Horax * OiNIby CIHHI
*  BMUCHIAHHS * Oifb y 1ui
*  COHJIUBICTB * Oi7Tb y KicTKaX
*  remMopoi * aKHe
*  cBepbix * CIIa3MH Hir
HeyacTi no6iyHi peakuii Ha npenapaTt Tpasumepa (MOXXyTbh BUHUKATH y MeHII Hix 1 3 100 oci6):
*  [IyxoTa

s JIepMaTUT

*  iH¢exuis KpoBi
Pigkichi mo6iuni peakuii Ha npenapat TpasuMepa (MoxyTh BUHHKATH Y MeHUI HixK 1 3 1000 ocif):

*  cnabkicTe

*  KOBTSHHUUA

* 3ananeHHs abo pyOLrOBaHHA JereHb
Inmi mobiunHi peakuii, mpo AKiI NMoBiZoMJIsIOCH MiJ 4Yac 3acTocyBaHHs npenapaty Tpasumepa
(4acTOTy HEMOXITHUBO OLIIHUTH 3 AOCTYITHUX JaHUX):

*  matosioris abo MOpyIIeHHs 3rOPTAHHA KPOBi

* aHa¢inakTUyHi peaxuii

*  BHCOKHIi piBeHb KaJito

¢  HaOpsK MO3KY

*  Habpsk abo KpoBOTEYA 3aJHBOI CTIHKU OKa

*  LIOK

*  HaOpsK 30BHIIIHEOT 000JIOHKH cepus

*  MOBIJBHUII MyTbC

*  [OpYyLIEHHS PUTMY CepLs

*  pecmipaTOpHHI AUCTpeC

*  IUXajibHa HeJJOCTATHICTh

*  rocTpuit HaOpsK NereHb

*  TOCTpe 3BY)XEHHS [UXaTbHUX LUIAXIB

*  [ATOJIOTiYHO HU3BKHUIT piBeHb KHCHIO B KPOBI

*  yTpy[IHEHe JUXaHHA y [OJIOXKEHHI Jexayu

*  ypaKeHHS/MOLIKOKEHHS MeYiHKH

*  Habpsk obOnuyus, ry6 i ropna

*  HHPKOBa HEJOCTaTHICTb

*  [aTOJIOTiYHO HU3BKUIl PiBEHb PiAMHM HABKOJO AUTHHU B YTpoOi MaTepi

*  HEJOPO3BUHEHICTH JIereHb IUTHHU B YTpoOi MaTepi

*  MATOJIOTis PO3BUTKY HUPOK Y AUTHHHU B yTPoOi MaTepi
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Jeski 3 mobiuHMX peakwiif, AKi BU BiadyBaeTe, MOXYTb OyTH MOB’SA3aHi 3 OCHOBHUM 3aXBOPIOBAHHAM Ha
pak. SIkuio BH ofep:kyeTe npenapar Tpasumepa B koMOiHalil 3 XiMioTepami€ro, Ieski 3 HUX TaKOXK MOXKYTh
OyTu NOB’s[3aHi 3 XiMioTepamiero.

Skmo y Bac BMHMKaIOTh Oyab-fKki MoOiuHi peakuii, 3BepHITbCA 10 CBOro Jjikaps, (apmaiesra abo
MEeJICEeCTpH.

IMoelgomuenus: upo nobiuni peakuil

3BepHITECA 10 CBOro Jikaps, ¢apMaueBra abo MeACECTpPH, AKINO y Bac BUHUKAIOTH Oyab-sKi moOivHi
peakuii. BoHl MOXyTh BKJIFOYATH Oy/Ib-fKi MOXJINBI MOOIYHI peakiil, He repenideHi y HboMy JTUCTKY-
BryIaaui. Takosk Mo>kHa MOBIIOMIIATH Ipo MoOiuHI peakuii Oe3nocepenHbo yepes Bed-caiT Yellow Card
Scheme: www.mhra.gov.uk/yellowcard ado uepe3 nouryk MHRA Yellow Card Scheme 8 Google Play a6o
Apple App Store. [ToBizomisroun npo nodivHi peakLii, BU MOXKeTe I0MOMOITH HafaTu Oinblue iHGopmarii
npo Oe3neKy LbOro JiKapcbkoro 3acody.

S. Ik 36epiraTu npenapat Tpasumepa

30epiraiite Uel NikapcbKuii 3aci0 B HeOCTYTHOMY /15 AiTeil Micui.

He BuKOpucTOBYHiTe Lieii mpenmapar mic/isA 3aKiHYeHHs TepMiHy MPHAATHOCTI, 3a3HAYCHOrO Ha KapTOHHIM
ynakoBui Ta Ha eTukerui ¢uakoHa nicist «[Ipunatauit go» (EXP). TepMiH NpuaatHOCTI BiTHOCHTBCA 10
OCTaHHBOTO JTHS MicCsLIS.

30epirary B XonoaunbHUKY (2° C - 8° C).

36epiraty B OpUTiHaNBHI# yIaKoBIi U1 3aXUCTY Bif CBiTNA.

Heposkpuri ¢nakonu npenapaty Tpazumepa MoxyTh 30epiratucs npu temmeparypi go 30° C mpotsrom
0JHOTO MepioAy A0 3 MicAwiB. X HEOOXifHO yTHIi3yBaTH B KiHLi LHOro 3-MicAYHOro mepiogy ado micns
3aKiHUeHHs TepMiHy MPUIATHOCTI, SKUI BKa3aHUil Ha ()IIaKOHi, 3aJIEKHO BiJl TOTO, IO CTAHETHCS PaHillle.
Ha kaproHHiil kopoOui B nouni «He 3acTocoByBaTy miciis» He0OXiAHO 3anmucaTy JaTy A 3a3HaYEHHS AaTH
yThmizanil.

Po3uunu [uis iHGy3iit c11iJ] BUKOPHCTOBYBATH 0JIpasy MIiCIsA pO3BEIEHHI.

He 3actocoByiite mpemapat Tpasumepa, sKIIO BH MOMITUIM OyJab-fiKi TBepAi 4YaCTHHKH abo 3MiHY
3HeOapBIEeHHs PO3YUHY Mepe]] BBEACHHAM.

Jlixapchki 3aco0u He MOBUHHI OyTH yTUIi30BaHi yepes cTiuHi Boau abo nodyToei Bigxoau. Criuraiite cBOro
(bapmaueBTa K yTUIi3yBaTU Npenapar, skuit Bam Oinblue He noTpideH. Lli 3axoau 10MOMOXyTh 3aXUCTUTH
HABKOJIMIIHE CEPeOBUILE.

6. BmicT ynakoBku Ta iHa inpopmanis

» IIfo micTuth npenapat Tpasumepa
« Jliroua peuoBuHa — TpacTy3ymab. OnuH duakoH mictuth 150 Mr Tpactysymaly, skuit criig
pO3uMHHUTH y 7,2 M BOAM Ais iH'ekui. OTpUMaHUI po34MH MICTUTH NpuOMM3HO 21 Mr/mn
Tpacty3ymaoy.
*  [HwI iHrpedieHTH BKJIIOHAIOTH rigpoxyiopus L-rictuauny, L-rictuany, caxapo3sy, nomicop6ar 20.
» sIk Burasiaae npenapat Tpasumepa i BMiCT yNakoBKH
[Ipenapar Tpa3umepa sBnge coOO0 MOPOLIOK U KOHLEHTPATy IS PO34UHY Ans iHQY3id, skuii
MOCTAYa€ETHCA y CKITHOMY (TaKOHi 3 TyMOBOO IIPOOKOIO, i MicTUTB 150 M TpacTy3ymady. [Toporok sBse
coboro Oinuii koprk. KoxkHa kopoOka MicTUTE 1 (JIakOH 3 MOPOLIKOM.
BiacHuk peecTpaniiiHOro nocBig4eHHs
[1¢aiizep Eyponna MA EEIT"
byneBap-ne-na-Ilnen 17
1050 Bproccenn
Beneris
Bupo0HuK
[daiizep Menntodexuypinr bensris HB
PeiikcBer 12
2870 Ilyypc
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benwris

Hna orpumanusa Oynp-akoi iHdopmauii mpo wueit npemapar, Oyap nacka, 3B'SKITECA 3 MICLEBUM
NpeACTaBHUKOM BIACHHKA PEECTPALIiiHOTO [TOCBIAYEHHS.

Pymynis

[paitzep Pymynis C.P.JL.

Tel: +40 (0) 21 207 28 00

[eit ucTOK-BRIagUII §y10 BocTaHHE nepersasinyTo 07/2018.

Inwi azxepena ingopmauii

HeranbHa iHopMauis npo uel nmpenapar 10CTyNMHa Ha BeG-caiiTi €BpONeiicbKoro areHTCTBa 3 TIKapChKUX
3aco0iB: http://www.ema.europa.eu.

Le#t nucTOK-BKIanMIN AOCTynHUM Ha BCix mMoBax €C/€E3 Ha BeG-caiiTi €Bpomeiichkoro areHTcTRa 3
JiKapChKUX 3aco0iB.

Hacrynna indgopmauis npusHadeHa TIIBKH IS MeAHYHUX NPAUIBHHKIB

3akau 30epiraiite ueil npenapar y 3akpuTiii OpUriHANBHIM YAKOBLi B XOJOAMIBHUKY TP TeMIIEpaTypi
Big 2° C no 8° C.

Heposkpuri diakonu npenapary Tpasumepa MoxyTs 36epiraTics mpu temmepartypi g0 30° C npoTsarom
OJHOrO nepiofy 0 3 micsauis. X HeoOXiaHO yTHII3yBaTH B KiHLi LBOrO 3-MiCA4HOrO nepiogy abo micns
3aKiHYEHHs TePMiHy NPUIATHOCTI, AKUH BKa3aHMit Ha (IaKOHI, 3a/Ie)KHO BiJ TOrO, WO CTAHETBCS paHille.
Ha xaptonHiit kopoOui B mosi «He 3acTocoByBaTH miciisi» HeOOXiJHO 3amucaTi AaTy /s 3a3HAYEHHs AaTH
yTumizanii.

®rnakoH 3 Tpasumepa, BiTHOB/ICHUH BOIOO /1A iH'eKLii (HE BXOAHTB 0 YIAKOBKHU), CTabiIbHUI MTPOTAroM
48 roaux npu 2° C - 8° C nmicas BiZHOBIEHHS, HOTO He CJIiJ 3aMOPOXKYBaTH.

Heo0xizHO BUKOPHCTOBYBATH BiANOBIIHY aceNTHYHY TeXHiKy. KoxeH ¢akou 3 TpasuMepa BiJHOBITIOIOTE
i3 7,2 Mn BoaM 1A iH'€KUil (He BXOAUTH 10 yNakoBKH). He MOXXHA BUKOPUCTOBYBATH iHIII PO3YHHHMKH
115 BiIHOBIeHHA. OTPUMYIOTh Pa3oBy 03y PO3YHHY 006’e€MOM 7,4 MII, 110 MiCTUTH MpuGAN3HO 21 Mr/Mn
TpacTy3ymady. Hannumok 4% rapanTtye, mo 3a3sHayeHa go3a 150 Mr moxe OyTu BiniGpaHa 3 KOKHOIO
(akony.

[Tix 4ac BiHOBNEHHA 3 JiKapchkuM 3acoboM Tpasumepa Ciif MOBOAMTHCH 3 obepexHicTio. Haamiphe
CNIHIOBAHHS Il Yac BiAHOBJEHHA ab0 CTPYLIYBaHHA BiAHOBICHOIO PO3YMHY MOXKE IPU3BECTH [0
3HKEHHA KibKoCTi npenapaTy Tpa3sumepa, sika Moxe OyTH Bigibpana 3 dakoHy.

[HCTPYKUIT 17151 BIAHOB/IGHHS:

1) 3a 10MOMOror0 CTEPHIBHOTO IINPHULIA MOBITEHO BBECTH 7,2 M BOAM [U1st iH'eKil y (IaKOH, 110 MiCTHTB
nioginizoBanuii npenapat Tpasumepa.

2) AN po34yHMHEHHS 00epexXHO 00epTaTH (PJIAKOH KOJIUBaIbHUMU pyxamu. HE CTPYLLIYBATHU!
Hesenuke cniHioBaHHA MPOAYKTY NpPH BiJAHOBIEHHI € MPUITYCTUMHUM. 3 METOK) YHUKHEHHS LbOTO JaiiTe
(nakoHy BiACTOATHCA NPOTAroM 6M3bKO 5 XBUIMH. BinHoBneHnit npenapar TpasuMmepa NoBUHEH OyTH
Ge3bapsuuM abo 6J1i10-KOPHYHEBATO-)KOBTHM MPO30PUM PO3YMHOM, AKHH MPAKTHYHO HE MiCTHTH
BHIMMHUX 4aCTOUYOK.

BusHauTte HeoOXigHUH 00'€EM pPO3UHHY:

*  JUIid BBEJCHHA HABaHTAXyBaJbHOI 03U TpacTy3ymady 4 Mr/Kr macd Tina abo MmojanbLIoi
THXKHEBOI 103 TpacTy3ymady 2 MI/KT MacH Tina:

06’em (M) = maca Tiaa (Kr) X 1032 (4 MI/Kr HaBaHTaXXYBaJlbHa a00 2 MI/KI MiATpUMYIOYA [103a)
21 (Mr/mi1, KOHIEHTpALis BiAHOBIEHOTO PO3YHHY)

*  JUIA BBEACHHS HABaHTAXYBAJIbHOI 103U TpacTy3ymaly 8 Mr/kr macu Tina aGo nomasibLiol 3-
THKHEBOI 1034 TpacTy3ymMaly 6 MI/KI MacH Tina:
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(0,9%) po3unny Hatpiro xnopuay. He i BHKOPHCTOBYBaTH PO3UHHH IUTHOKO3H. [HOY3iiiHuil makeT abo
¢nakon cnix oGepexHO mMepeBepTaTH II00 IMepeMilllaTH PO3YMH, 3aMOOIrar0yM yTBOPEHHIO MiHM.
[Ipeniapatu juis napeHTepaJbHOroO BBEICHHS Iepe/l 3aCTOCYBAHHAM HEOOXiTHO Bi3yaJbHO OTNISAHYTH, 100
MePECBIAYMTUCA Y BIACYTHOCTI MEXaHIYHMX NOMIIIOK i 3MiHM 3abapBneHHs. [H]y3iiHUA po3uuH cig
BBOJIMTH BiJpa3sy ’ MiC/A MPHrOTyBaHH:A. SIKII0 po3BeleHHA BiAOyBaIocs B aceNTHYHNUX yMOBAX, PO34HH
MOzKIIa 36epiraTi mpotaroM 24 roanH (mpu Temmnepartypi He surie 30° C).




