Annex 30

to the Procedure for Conducting Expert Evaluation of Registration
Materials Pertinent to Medicinal Products Submitted for the State
Registration (Re-registration) and for Expert Evaluation of
Materials about Introduction of Changes to Registration Materials
during the Validity Period of Registration Certificate

(item 4 of section I'V)

Clinical Trials Report Ne 3

1. Name of medicinal product (if available - | Winrevair
number of registration certificate):
2. MA applicant Merck Sharp & Dohme IDEA GmbH, Switzerland

3. Manufacturer - Merck Sharp and Dohme B.V., Netherlands;

- Patheon Italia S.p.A, Italy;

- Eurofins Lancaster Laboratories, LLC, USA;

- MSD International GmbH T/A MSD Ireland (Carlow), Ireland;
- Nuvisan GmbH, Germany;

-Vetter Pharma-Fertigung GmbH & Co. KG, Germany
(Langenargen);

-Vetter Pharma-Fertigung GmbH & Co. KG, Germany
(Ravensburg, Schuetzenstrasse 87);

-Vetter Pharma-Fertigung GmbH & Co. KG, Germany
(Ravensburg, Mooswiesen 2);

- Vetter Pharma-Fertigung GmbH & Co. KG, Germany
(Ravensburg, Helmut-Vetter-Strasse 10)

4. Trials m Yes oNo  Ifno, please justify
1) type of medical product, for which Medicinal product with complete dossier (stand-alone dossier).
registration was done or planned New active substance.
5. Full name of clinical trial, A Phase 3. Randomized, Double-Blind, Placebo-Controlled Study
clinical trial code to Compare the Efficacy and Safety of Sotatercept Versus Placebo

When Added to Background Pulmonary Arterial Hypertension
(PAH) Therapy for the Treatment of PAH.
Clinical trial code: PO03VO01

6. Clinical trial phase 3
7. Clinical trial period from 25-Jan-2021 to 26-Aug-2022
8. Countries of clinical trial sites Argentina, Australia, Belgium, Brazil, Canada, Czech Republic,

France, Germany, Israel, Italy, Mexico, Netherlands, New
Zealand, Poland, Serbia, South Korea, Spain, Sweden,
Switzerland, United Kingdom, and United States of America

9. Number of subjects scheduled: 284

actual: A total of 323 participants were randomized (163 in the
sotatercept group, 160 in the placebo group). One additional
participant was randomized in error; this participant did not
receive study intervention and was excluded from all analyses.
For analyses, 323 participants were included the in the Full
Analysis Set (FAS) and the Safety Set.
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10. Objective and secondary goals of
clinical trial

Primary Objectives

Primary Endpoints

To evaluate the efficacy of
sotatercept treatment
background PAH therapy)
versus placebo (plus
background PAH therapy) at
24 weeks in adults with PAH

(plus

Change from baseline in
6MWD at Week 24

To evaluate the safety of
sotatercept treatment (plus
background PAH therapy)
versus placebo (plus
background PAH therapy) at
24 weeks in adults with PAH

Adverse events,
tests, vital signs,
immunogenicity  (anti-drug
antibody), and ECGs

laboratory

Secondary Objectives

Secondary Endpoints

To evaluate the efficacy of
sotatercept treatment (plus
background PAH therapy)
versus placebo (plus
background PAH therapy) at
24 weeks in adults with PAH

L. Multicomponent
improvement endpoint
measured by the proportion of
participants achieving all of
the following at Week 24
relative to baseline:

- Improvement in 6MWD
(increase > 30 m);

- Improvement in NT-proBNP
(decrease in  NT-proBNP
> 30%);

or maintenance/achievement
of NT-proBNP
<300 ng/L;

- Improvement in WHO FC or
maintenance of WHO FC II.
2. Change from baseline in
PVR at Week 24;

3. Change from baseline in
NT-proBNP levels at Week
24;

4. Proportion of participants
who improve in WHO FC at
Week 24 from baseline;

5. Time to death or the first
occurrence of any of the
following clinical worsening
events (TTCW):

- Worsening-related listing for
lung and/or heart transplant;

- Need to initiate rescue
therapy with an approved

level
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background PAH therapy or
the need to increase the dose
of infusion prostacyclin by
10% or more;

- Need for atrial septostomy;

- Hospitalization for
worsening of PAH (=24
hours);

- Deterioration of PAH
defined by both of the
following events occurring at
any time, even if they began at
different times, as compared
to their baseline values:

-- Worsened WHO FC;

-- Decrease in 6MWD by
>15% confirmed by 2 tests at
least 4 hours apart, but no
more than 1 week.

6. Proportion of participants
who maintain or achieve a low
risk score at Week 24 versus
baseline using the simplified
French Risk score calculator.

7. Change from baseline in the
Physical Impacts domain
score of Pulmonary Arterial
Hypertension-Symptoms and
Impact (PAH-SYMPACT®)
at Week 24;

8. Change from baseline in the
Cardiopulmonary Symptoms

domain score of PAH-
SYMPACT® at Week 24;

9. Change from baseline in the
Cognitive/Emotional Impacts
domain score of PAH-
SYMPACT® at Week 24.

Abbreviations: 6MWD=6-Minute Walk Distance;
ECG=electrocardiogram; ~ FC=functional  class; ~FSH=follicle
stimulating  hormone; ~ NT-proBNP=N-terminal  pro-B-type
natriuretic peptide; PAH=Pulmonary arterial hypertension; PAH-
SYMPACT=Pulmonary Arterial Hypertension-Symptoms and
Impact; PVR=pulmonary vascular resistance; TTCW=time to
clinical worsening; WHO=World Health Organization

11. Design of clinical trial

Randomized, double-blind, placebo-controlled, parallel-group
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12. Main inclusion criteria

Male and female participants >18 years of age with documented
diagnostic right heart catheterization (RHC) and confirmed
diagnosis of WHO PAH Group 1 in the subtype of idiopathic
PAH, heritable PAH, drug/toxin-induced PAH, PAH associated
with connective tissue disease (CTD) or PAH associated with
simple, congenital systemic-to-pulmonary shunts at least 1 year
following repair, and who met the following criteria were eligible
to participate in the study:

- Symptomatic PAH classified as WHO Functional Class (FC) II
or III;

- Baseline RHC of pulmonary vascular resistance (PVR) of = 5
Wood units (WU) and a pulmonary capillary wedge pressure or
left ventricular end-diastolic pressure of < 15 mmHg at screening;
- On stable doses of background PAH therapy and diuretics for at
least 90 days before screening;

- 6-minute walk distance (6MWD) > 150 and < 500 m repeated
twice at screening.

13. Investigational medicinal product,
method of administration, strength

Route of
v | Administration | Treatment Period
Sotatercept | Sotatercept|  Starting dose Every SC injection Treatment Period: Test
0.3 mgkg witha | 21days DBPC - 24 weeks | Product
target dose of LTDB - upto72
0.7mgkg weeks

DBPC=Double-Blind  Placebo-Controlled; ~LTDB=Long-Term
Double-Blind; SC=subcutancous

14. Comparator medicinal product, dosage,
method of administration, strength

Treatment Dose Route of Regimen/
Name Drug Dose Strength | Frequency | Administration | Treatment Period Use
Placebo Matching 0Omgkg Every SC injection Treatment Period: | Placebo
Placebo 21 days DBPC - 24 weeks
LTDB -upto72
weeks

DBPC=Double-Blind  Placebo-Controlled; ~ LTDB=Long-Term
Double-Blind; SC=subcutancous

15. Concomitant therapy

During screening and throughout the study, participants may take
stable doses of medications for chronic conditions. If there is an
immediate clinical need during the study to prescribe a new
medication or a new dosage of an existing medication for either a
new or worsening preexisting condition, concurrent therapy may
be administered at the discretion of the investigator. The
investigator may consult the medical monitor regarding what
constitutes a stable dose or a chronic condition. Information
regarding concomitant medications will be collected in the eCRF
beginning after signing the ICF and will include all medications
taken during Screening Period to EOS.

16. Efficacy evaluation criteria

Six-minute walk test (6MWT);
Sensitivity Analyses;
Subgroup Analyses;

Multicomponent Improvement;
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Pulmonary Vascular Resistance (PVR);

NT-proB-type Natriuretic Peptide (NT-proBNP) sample
collection;

WHO FC Improvement;

Time to Death or the First Occurrence of a Worsening Event;
Simplified French Risk Score;

Pulmonary Arterial Hypertension—Symptoms and Impact (PAH-
SYMPACT®);

Echocardiogram Parameters;

Dyspnea Score;

Pulmonary Vascular Resistance <3 WU;

Mean Pulmonary Arterial Pressure <25 mmHg;

Mean Pulmonary Arterial Pressure at Week 24;
Hematocrit-adjusted Pulmonary Vascular Resistance;
EQ-5D-5L;

EQ-5D-5L VAS;

Cardiac Index.

17. Safety evaluation criteria

Adverse events;

Serious adverse events and Other Clinically Meaningful Adverse
Events;

Clinical Laboratory  Evaluation  (Individual Laboratory
Measurements by Participant, Evaluation of Laboratory Values);
Vital Signs, Physical Examinations, and Other Observations
Related to Safety (Electrocardiogram, Antidrug Antibody)

18. Statistical methods

The primary analysis population for efficacy endpoints was the
FAS. defined as all randomized participants, regardless of
whether study intervention was administered.

A gatekeeping method was used to control the Type I error rate in
the primary and secondary efficacy endpoints by testing, starting
with the primary efficacy endpoint and then proceeding in the
order of the secondary efficacy endpoints as listed in the
Objectives and Endpoints table above. All testing used a 2-sided
alpha=0.05.

Safety analyses were based on the Safety Set, defined as all
participants who received at least 1 dose of study intervention.
Adverse events (AEs) were coded according to the Medical
Dictionary for Regulatory Activities (MedDRA) Version 25.0 or
higher.

19. Demographic characteristics of the
study population (sex, age, race, etc.)

Overall Median Age (range): 48.0 years (18 to 82 years);

Sex: 256 (79.3 %) female, 67 (20.7%) male:

Ethnicity: 256 (79.3 %) not Hispanic or Latino, 58 (18.0 %)
Hispanic or Latino, 9 (2.8 %) not reported;

Race: 288 (89.2 %) White, 9 (2.8 %) other, 8 (2.5 %) missing, 7
(2.2 %) Asian, 7 (2.2 %) Black or African American, 2 (0.6 %)
multiple, 1 (0.3 %) American Indian or Alaska Native, 1 (0.3 %)
Native Hawaiian or Other Pacific Islander;

WHO FC: 166 (51.4%) Class III, 157 (48.6%) Class II;
Background PAH Therapy: 198 (61.3 %) triple therapy, 112

(34.7 %) double therapy, 13 (4.0 %) monotherapy;
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Overall Median Time of PAH Diagnosis (range): 7.26 years
(0.08 to 40.21 years).

20. Efficacy results

The following are key efficacy results from analyses addressing
the primary time point. The primary timepoint was Week 24 for
cach endpoint below, except for time to death or the first
occurrence of a clinical worsening event, for which all data
through the data cutoff (26-AUG-2022) were included.

Primary Efficacy Endpoint:

Sotatercept led to significant improvements in 6SMWD compared
with placebo. The median treatment difference between the
sotatercept and placebo groups was 40.8 meters (p<0.001).
Secondary Efficacy Endpoint:

- The proportion of participants achieving multi-component
improvement (MCI, defined as increase >30 m in 6MWD,
decrease in NT-proBNP >30% or maintenance/achievement of]
NT-proBNP level <300 ng/L, and improvement of WHO FC or
maintenance of WHO FC II) was significantly greater in the
sotatercept group (38.9%) than in the placebo

group (10.1%) (p<0.001);

- Sotatercept led to significant improvements in PVR compared
with placebo. The median treatment difference between the
sotatercept and placebo groups was -234.6 dynes*sec/cm’
(p<0.001);

- Sotatercept led to significant improvements in NT-proBNP
compared with placebo. The median treatment difference between
the sotatercept and placebo groups was -441.6 pg/mL (p<0.001);
- The proportion of participants with improvement from baseline
in WHO FC was significantly greater in the sotatercept group (48
participants [29.4 %]) than in the placebo group (22 participants
[13.8 %]) (p<0.001);

- Fewer participants in the sotatercept group (9 [5.5 %]) than in
the placebo group (42 [26.3 %]) died or had at least 1 clinical
worsening event. The risk of death or a first clinical worsening
event was 84 % lower in the sotatercept group compared with the
placebo group (HR: 0.163; 95 % CI, 0.076, 0.347, p<0.001);

- The proportion of participants who maintained or achieved a
low-risk score (French Risk score calculator) relative to baseline
was significantly greater in the sotatercept group (64 participants
[39.5 %]) than in the placebo group (29 participants [18.2 %))
(p<0.001);

- Sotatercept led to significant improvements in participant scores
in the Physical Impacts Domain of the PAH-SYMPACT®
questionnaire compared with placebo. The median treatment
difference between the sotatercept and placebo groups was -0.26.
(p=0.010);

- Sotatercept led to significant improvements in participant scores
in the Cardiopulmonary Symptoms Domain of the PAH-
SYMPACT® questionnaire compared with placebo. The median
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of the treatment difference between the sotatercept and placebo
groups was -0.13 (p=0.028);

- The difference between the sotatercept and placebo groups in
participant scores in the Cognitive/Emotional Impacts Domain of]
the PAH-SYMPACT® questionnaire was not statistically
significant.

21. Safety results

The safety table below shows results from the DBPC Treatment
Period (Week 24).
Overall Summary of Treatment-Emergent Adverse Events
Safety Set Week 24 Results (DBPC)

Sotatercept vs. Placebo

Comparison

Placebo  Sotatercept Towl Point

(N=160)  (N=163)  (N=323) Estimate
Number of subjects with any n (%) n (%) n (%) (%) 95% C1[1]
Treatment-Emergent adverse events (TEAEs) 140 (87.5) 138(84.7) 278 (86.1) =28 (-10.5,4.8)
TEAEs related to weatment 41(256) 67(4L1) 108(334) 155 (5.2,25.5)
TEAE of interest S4(338) 69(423) 123(381) 8.6 (-2.0,19.0)
TEAE special interest S5(30)  17(104) 2(68) 73 (2.0,13.3)
TEAEs leading 1o treatment discontinuation 10( 63) (18 13(4.0 -44 (95.-0.1)
TEAEs leading 10 study discontinuation S( 3 31y 8( 295 <13 (-55.25)
TEAEs leading to death 6( 3.8 0(0.m 6( 1.9) -38 (-7.9,-1.4)
Severe TEAEs 200130 13(80)  34(105) -5l (122, 1.6
Serious TEAEs 36(22.5) 23(141) 59(183) -84 (-16.9,0.1)
Serious TEAEs related to treatment 2 1Ly 2(12) 4(12) -0.0 NR
Serious TEAEs leading to treatment discontinuation 8( 5.0) 1(0.6) 9( 28) 44 (-9.0,-1.0
Serious TEAEs leading to study disconunuation 530 1(0.6) 6(19) <25 (-6.6,0.6)
Serious TEAEs leading to death 6( 3.8) 0( 0.0y 6(19) -38 (-7.9,-1.4)

DBPC = double-blind placebo-controlled period.

N = number of subjects in the treastment group or overall. n = number of subjects in the category. Percentages are cakulated

as (n/N)*100. NR = Not reported (Incidence <4 in both treatment groups).

Forthe S pt vs. Placebo comy the 95% C1 was not provided when the incidence is <4 in both trestment
roups.

g\ lﬂ:l:mcm-cmcrgsnl adverse event is an cvent that has a stant date on or after the first dose of weatment and up o 8 wecks

afier the last dose of reament in the DBPC.

Adverse events of special interest (AEST) include telangicctasia.

Adverse events of interest (AEOI) include the following d hemoglobi 5 bocytopenia,

neutropenia (including febrile neutropenia), embryo-fewl wxicity, hepatic wxicity, cardiac events, thrombotic events, renal

toxicity, blceding events, increased blood pressure, and suppression of FSH.

[1] Confid ntervals for b group differences was provided using the Mictmen and Nurminen method.

Adverse events were assessed by the igator 10 be ‘suspected related' or not ‘suspected related. A ° d related’ AE

is considered  be related 1o treatment.

22. Conclusion

Efficacy:

In adults with PAH (WHO Group 1, FC II or III), treatment with
sotatercept plus background PAH therapy versus treatment with
placebo plus background PAH therapy:

- Improves 6MWD at Week 24;

- Increases the proportion who achieve MCI at Week 24;

- Improves PVR, NT-proBNP levels, and WHO FC at Week 24;
- Reduces the risk of death or a first clinical worsening event;

- Increases the proportion who maintain or achieve a low-risk
score (French Risk score calculator) relative to baseline at Week
24,

- Improves scores in the Physical Impacts Domain and the
Cardiopulmonary Symptoms Domain of the PAH SYMPACT®
questionnaires at Week 24.
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Safety:

In adults with PAH (WHO Group 1, FC II or III), treatment with
sotatercept plus background PAH therapy versus treatment with
placebo plus background PAH therapy:

- Is generally well-tolerated with a manageable safety profile.

Applicant J/&LO(A/;\J (A, f},

(owner (Signature)

of registration ‘ =
certificate) (Q(UC\*/ Ly A -tgan

(Full name) J
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Honarok 30

1o Topsinky mpoBeeHHs €KCIIEPTU3H
peecTpalifHUX MaTepialiB Ha JiKapChKi
3aco0u, 10 OJAIOThCS HA IEPIKABHY
peectpaitito (mepepeecTpailiro), a TaKOX
€KCTIEPTHU3H MaTepialliB PO BHECEHHS
3MiH JI0 peeCcTpaliifHuX MaTepiaiB
MIPOTATOM i1 peecTpariitHoro
MOCBITYEHHS

(myHKT 4 po3ainy IV)

3BIT

Npo KJiHiYHe BUNIpoOyBaHHs Ne 3

1. Ha3Ba nikapcbkoro 3aco0y
(3a HassBHOCTI - HOMEDP
pEECTPAIIHHOTO MTOCBIAYCHHS)

Binpeseiip

2. 3asIBHUK

Mepk lapm 1 Hoym [IEA I'm6X, LBeiinapis

3. BupoOuuk

- [TaTeon Itania C.n.A., ITamis;

- Eypodinc Jlarkactep Jlabopatopis, JIJIC, CILA;

- MC/I Intepuemnn I'm6X/MC/] Ipnaunnis (Kapnoy), Ipnanais;
- Hysican 'M6X, Himeuunna;

- Mepk apm i loym b.B., Hinepnanau;

- Berrep ®apma-®epriryar I'm6X i Ko. KI', Himewumna
(JIanrenapren);

- Berrep ®apma-®epriryar I'm6X i Ko. KI', Himewumna
(PaBencoypr, llytuenmrpacce 87);

- Berrep ®apma-®epriryar I'm6X i Ko. KI', Himewyumna
(PaBencoypr, Moocaaiicen 2);

- Berrep ®apma-®epriryar I'm6X i Ko. KI', Himewyumna
(PaBencoypr, XensmyT-Bettep-1liTpacce 10)

4. IIpoBeneH1 AOCTIIKEHHS:
OoOIPYHTYBaTH

m Tak oHi ko Hi,

1) Tun nikapcekoro 3aco0y, 3a
SIKUM TIPOBOJIATIACS a00
IUIaHY€ETHCS pEECTPALlis

Jlikapcpkuii 3acib 3a MOBHUM JJOChE (aBTOHOMHE JT0Cche). HoBa
JitoYa peuoOBHHA.

5. IloBHa Ha3Ba KIIIHIYHOTO
BUIIPOOYBaHHS, KOJOBAaHHHA
HOMEp KJIHIYHOTO
BUIIPOOYBaHHS

PannomizoBane, mojBiiiHE ciine, TUIane00-KOHTPOIHLOBAHE
nocmikeHHss (asu 3 uid MOpiBHAHHSA €(QEKTUBHOCTI Ta
Oe3IeKu coTaTepIenTy Ta Iiarnedo mpu 1oaaBaHHl 10 GOHOBOT
Tepamii JiereHeBoi aprepianbHOi rinmeprensii (JIAD) ans
nikyBaHHs JIAT.

KopmoBanwuii HoMmep kiiHiuHOro BunpooyBanus: POO3 V01

6. dasza xiIiHIYHOrO
BUIIPOOYBaHHS

3

7. Ilepion mpoBeACHHS
KIIIHIYHOTO BUITPOOYBaHHS

3 25 ciyns 2021 poky mo 26 ceprast 2022 poky

8. Kpainu, ne npoBoauiocs
KJIIHIYHE BUIPOOYBaHHS

Aprentuna, ABcrpanis, benbris, bpasunis, Kanama, Yecbka
PecnyGmika, ®pantis, Himeyunna, [3paine, Itanis, Mekcuka,
Hinepnanau, Homa 3enanpis, Iloawmia, CepOis, IliBmeHHa




Kopest, Icmanmis, IlBemis, IlIBeiinapis, CnomyueHe
KopousniecTBo Ta Criostyueni llltatn AMepuku

9. KilIbKiCTh JOCHIIKYBaHUX

3annaHoBaHa: 284

dakTuyHa: 3aranoMm Oyno panaomizoBano 323 yuacHuku (163
y rpym corarepuenty, 160 y rpyni twrane6o). Onua
JOJAaTKOBUM Y4acHUK OyB paHAOMI30BaHUN MOMMWIKOBO; Liei
YY9acHUK HE OTPUMYBaB JIOCIIJIHUIIBKOTO BTpydYaHHS Ta OyB
BUKIIIOUEHUN 3 ycix aHamiziB. [[ns mpoBenenHst anamiziB 323
YYaCHUKHU OYyJIM BKIIOYEHI JO MOBHOI MHOXXHHHU JUISI aHAII3Y
(FAS) 1 MHOXMHY JUTS OIIIHKH O€3IEKH.

10. Mera Ta BTOpUHHI IiJTi
KJIIHIYHOTO BUIIPOOYBaHHS

[TepBuHHI yini Ilepsunni Kinyegi mouku
Jnist otinku epeKTUBHOCTI | 3MiHA 6MWD BIJ
JKyBaHHS MMOYaTKOBOTO PiBHS Ha 24-

corarepuentoM  (TWIOC | My THXHI
donoa Tepamis JIAD)
NOpIBHSAHO 3  MIanebo
(urtoc  hoHOBaA  Teparmis
JIAT') uepe3 24 TuxHi y
nopociux 3 JIAT

Hns  ominku  Oe3meku | [ToOiuHi peaxiii,
JKyBaHHS nabopaTopHi aHaI3H,
corarepuentoM  (IUIOC | TIOKa3HUKU KUTTEBO
donoBa Tepamis JIAI') | BaxmuBHX GbyHKITIH,

MOPIBHSAHO 3 IuIanebo | IMyHOTCHHICTh (aHTHUTiNIA
(urtoc  ¢oHoBa Tepamis | g0 npemnapaty) ta EKT
JIAT') uepe3 24 TuxHi y

nopociux 3 JIAT

Hpyeopsoui yini Bmopunni kinyesi mouxu
s ontinku eexTuBHOCTI | 1. Kinnesa TOYKa
JiKyBaHHS 0araTOKOMITOHEHTHOTO

COTaTepIENTOM (TUTIOC | IOKpAIIeHHS,  BUMIpsIHA
¢onoBa Tepamist JIAI) | mpomopmi€ro  yYacHHUKIB,
MNOpIBHAHO 3 Tuanebo | sSKi  JOCATIM  BCiX 13

(utroc  oHOBa Tepamis | HABEICHUX HUKYE
JIAT") gepe3 24 TwkHI y | MOKa3HWKIB Ha 24-my
nopocnux 3 JIAT THKHI ~ TIOPIBHSHO 3

MMOYaTKOBUM PiBHEM:

- mnokpamenas 6MWD
(3061mpIIeHHS > 30 M);

- mokpamieHHs piBHs NT-
proBNP (3Hmxkenns NT-
proBNP > 30 %);

A0o MiATpUMKa/
nocsrHeHHs piBHS NT-
proBNP < 300 ur/m;

- mnokpamenHs @OK 3a
BOO3 abo 306epexeHHs
OK II 3a BOO3.

2. 3mina JICO mnopiBHSHO
3 TIOYaTKOBHUM piBHEM Ha

24-My THXHI;




3. 3mima NT-proBNP
MOPIBHSHO 3 MOYaTKOBHM
piBHEM Ha 24-My THXHI;
4. YacTka y4yacHUKIB, Y
akux nokpamuscsa OK 3a
BOO3  nopiBHAHO 3
MOYaTKOBUM pIiBHEM Ha
24-My THXHI;

5. Yac mo cmepti abo
nepmoi  mosiBU  OyIb-
SIKOTO 3 HACTYIHHX SIBUIII
KIIIHIYHOTO  TOTIPIICHHS

(YAKII):
- y 3B’SI3KY 3
HOTipIIEHHIM CTaHy

HEOOXIAHCTh Mepecaku
nereHiB i/abo cepus;

- HEOOX1THICTh PO3MOYATH
HEBIAKIAIHY Tepamito i3
3aTBEPKEHOI0 (POHOBOIO
tepamieto  JIAI'  abo
HEOoOX1IHICTh 301IbIIIEHHS
703U iH}Yy3iiHOTO
npocraiukiainy Ha 10 %
a00 OlJIbIIIE;

- HeOoOX1IHICTh
nepecepaHol
CEeNTOCTOMII;

- rocmitamizauis  Opu
noripmenni JIAT (> 24
TOJIMHU);

- moripmenas  JIAT,

BU3HAUYECHE oboma
HABEICHUMU HIKYE
SIBUIIIAMHU, 110

BiIOyBalOThCSI B Oyib-
SIKMH dYac, HaBITb SKIIO
BOHHU TMOYAJIHCS B PI3HUMN
qac, MOPIBHSAHO 3 IXHIMH
MOYaTKOBUMU
3HAYEHHSIMU:

- moripmenHs DK 3a
BOO3;

- 3HWKeHH1 6MWD Ha
> 15 %, migTBepKeHE 2
TeCTaMH 3 IHTEPBAJIOM
MpUHAWMHI 4 TOIWHU, aje
He OuIbIle HIXK | THKIEHE.
6. YacTka y4acHHUKIB, SKi
30epiraroTh abo
JOCSATAIOTh HU3BKOTO
piBHS pPHU3MKY Ha 24-My




THXKHI  TOPIBHAHO 3
MIOYaTKOBUM DIBHEM 3a
JIOTIOMOTOK0 ~ CITPOIIEHOL
[xamu pusuky French
Risk score.

7. 3MiHa TOpIBHSIHO 3
IIO4YaTKOBUM piBHEM
OLIIHKH JOMEHY (PI3UYHHX
BILJIUBIB JIET€HEBO]1
apTepiasibHOT TimepTeHs3ii
— CHMIITOMH Ta BIUIHB
(PAH-SYMPACT®) wHa
24-My THXHI;

8. 3MiHa MOpIBHSIHO 3

IIO4YaTKOBUM piBHEM
OLIIHKH JIOMEHY CEpIEBO-
JIETCHEBHUX CUMIITOMIB
PAH-SYMPACT® na 24-
My THXKHI;

9. 3MiHa TOpIBHSHO 3
[I0YaTKOBUM piBHEM
OLIIHKH JIOMEHY
KOTHITUBHUX/EMOLIITHUX
BILJIVBIB PAH-
SYMPACT® na 24-my
THKHI.

Cxopouennsi: 6MWD = 6-xBuiinaHa aucTaHIis xoasom; EKT =
enektpokapaiorpama; K = ¢ynkuionansuuil knac; OCIT =
(boTiKyITOCTUMYITIOI0YHIA TOPMOH; NT-proBNP=N-
TepMiHAIBHUN HaTpiilypeTnuHuil nentu npo-B-tumy; JIAIT =
nereHeBa aprepianpHa rineprensis; PAH-SYMPACT =
ONMUTYBAJbHUK <«JIET€HEBa apTepiajibHa TiNEepPTEeH3is —
cumrnromu Ta BBy, JICO = nereHeBwid CyJUHHHHN OIIip;
YJIKII = vac no kminiyHoro noripmenHs; BOO3 = BeecBiTHs
oprasizallisi OXOPOHH 3/10pOB’s

11. {uzaiin KIIHIYHOTO

PannomizoBane, monBiiiHe ciine, miaanebo-KOHTPOILOBaHE, 3

BUNIPOOYBaHHS napajeIbHIMH TPyTIaMu
12. OcHoBHI KpuTepii VY4YacHUKM YOJIOBIYOi Ta >KIHOUOi cTaTi BikOM >18 pokiB 13
BKJTIOYCHHS 3aJJOKYMEHTOBAHOIO JIIarHOCTHYHOI0 KaTETEPU3AIEI0 MPABUX

BigainiB cepus (KIIBC) 1 miarBepmkenum miarnozom JIAT
rpynu 1 3a BOO3 y migrumi igionmatuunoi JIAT, cmankoBoi
JIAT, wmeaukameHTO3HOI/TOKCUH-iHAYKOBaHoi JIAL, JIAT,
OB’ S13aHOI 13 3aXBOPIOBAHHSAM CIOJMy4HOI TKaHMHM abo JIAT,
MIOB’S13aHOI 3 MPOCTUMHU BPOKEHUMHU CHCTEMHO-JIET€HEBUMU
IIyHTaMH, MIOHaiMeHIIe yepe3 1 pik miciist BiTHOBIEHHS, 1 SKi
BiJIMOBi AN HACTYTHUM KPUTEPisiM, OYIIH JOMYIIECHI O y4acTi
B JIOCJIIJKCHHI:

- cumntomatuyHa JIAT, kiacudikoBana sk (GyHKIIOHATIEHOTO
knacy II a6o III 3a BOO3;

- [TouatkoBa KIIBC 3 nereneBum cyauHauM onopom (JICO) >
5 omununb Byga (OB) 1 THCKOM B KIHIEBUX JICTEHEBUX




Kamusipax abo KIHIEBMM JIacTOJNIYHUM THCKOM JIIBOTO
IUTYHOYKA < 15 MM PT.CT. i1 Yac CKpUHIHTY;

- Ha cTabinbHUX no3ax ¢onoBoi Tepamii JIAI' 1 miyperukis
MpoTsIroM npuHaimMHi 90 THIB 10 CKPUHIHTY;

- 6-XBWJIMHHA AMCTaHIlsA Xxoapou (6MWD) > 150 1 < 500 M,
MTOBTOPEHA JIB1Y1 ITiJT YaC CKPUHIHTY.

13. JocmimxyBaHuii
JiKapchKui 3acio, crnocid
3aCTOCYBaHHS, CHJIa it

Hasga J3 Cuiia Yacrora lsix Cxema/Ilepion (Bukopucranus
JTKYBaHHS 031 103yBaHHsI | BBeJCHHS JIKyBaHHS
Corarepuent |Corarepuent | 0,3 mr/kr Iepion
OYaTKOBa JKyBaHHS:
11032 3 Pazma2l |[Mimukipua | TICIIK-24  |TocumimkyBaHuii
LiJTOBOIO JIEHb iH’eKIis THKHI npenapar
no3oro 0,7 JCIIC - mo 72
MI/KT TIKHIB

IICTIK = nonagiitHe ciine mianedo-korTponsobane; JACIIC =
JIOBTOCTPOKOBE MOBIHHE CITile

14. TIpenapat nopiBHAHHS,
71033, CTIOCi0 3aCTOCYBaHHS,
cuna mii

Haszsa J3 Cuia Yacrora Hlasx Cxema/Ilepion  |Buxopucranns

JKYBaHHS 1031 J103yBaHHS BBEJEHHS JiKyBaHHS
Tepion

. . . . JIIKYBaHHS:

Biamnosinue 0 Paz na 21 [Mimukipua .
ITnane6o rﬂlauego MIKE oHL irf’exuli)s{ TCIIK - 24 TroxHi ITnane6o
s : JICIIC - 10 72

TIKHIB

[ICTIK = nopgiiine cnine mianedo-kouTpoiasosane; JJCIIC =
JIOBrOCTPOKOBE TOBIHHE CITIITe

15. CynyTHs Tepamis

[lin 9ac CKpHHIHTY Ta TPOTATOM JOCHIPKEHHS YYaCHUKU
MOXXYTh TpHAMATH CTaOUTbHI JO3M MEJAHKAMCHTIB  BiJ
XPOHIYHUX 3aXBOPIOBaHb. SIKIIO ITi /1 4ac JOCIiKEHHS BUHUKAE
HeraifHa KJiHIYHA 1moTpeda MpU3HAYMTH HOBUH mpemnapat abo
HOBE JI03yBaHHS iCHYIOYOTO MpenapaTy AJIs JiKyBaHHS HOBOTO
a00 TMOTIpIIEHHSI iICHYIOUOTO 3aXBOPIOBAHHS, CYITyTHS TEpaIris
Moxe OyTH TpH3HA4YeHa Ha PO3CyH JOCHiTHMKA. JociiTHUK
MOJKE€ MPOKOHCYJBTYBATUCS 3 MEIWYHUM HarjsgadeM II0/0
TOT0, IO € CTA0ITFHOIO JI03010 UM XPOHIYHUM 3aXBOPIOBAHHSIM.
IHdopmanis momo CymyTHIX MeAMKaMeHTIB Oyne 3i0paHa B
CNEeKTPOHHIM  ¢dopMi  KIIHIYHOTO  AOCHIKEHHS,  MICIHS
niamcanas OI13, 1 BrouaTiMe BCi ipenapaTH, TPUAHATI 111
4yac Nepioly CKPUHIHTY 0 KIHIIEBOI TOYKH JOCIIKCHHSI.

16. Kpurepii orinku
e(eKTUBHOCTI

Tect Ha 6-XBUIWMHHY AUCTaHIIIO X060 (6OMWT);

aHaJi31 4y TIUBOCTI;

aHaI3 MiArPYIL;

6araTOKOMIIOHEHTHE MTOKPAIICHHS;

nereHeBuid cyauaHu# omip (JICO);

30ip 3pas3kiB Hatpiilypermunoro mnentunay npoB-tumy (NT-
proBNP);

nokpameHHs ©K 3a BOO3;

gac 10 cMepTi a0 MepInii BUNaA0K MOTIPIICHHS;

OIIiHKA 3a CTPOIIEHO0 mKanow pusnky French Risk score;
JIeTeHeBa apTepiajibHa TIMEePTEH3isl — CHUMITOMH Ta BILIUB
(PAH-SYMPACT®);

napaMeTpH exoKapiiorpamu;

OLIiHKA JIUCITHOE;

nereHeBui cyuHaNH ormip < 3 OB;

CepeHil JIeTeHeBUI apTepiaabHUI TUCK < 25 MM PT.CT.;
Cepe/IHil JISTCHEeBUI apTepialbHUN TUCK Ha 24-My THKHI;
JIET€HEBHIA CYyIMHHUH OIip 3 NONPaBKOIO HA TEMAaTOKPHT;




pe3yJIbTaTH OMUTYBAJbHUKA SKOCTI JKUTTS «CBPOKBOJ TPYID» 3
' sitbMa acnektamu EQ-5D-5L1;

pe3yabTaTh Ha Bi3yalbHil aHanmorosii mkani EQ-5D-5L;
CEPIICBUH 1HIEKC.

17. Kpurepii omiHku O0e3meKu

[To6iuHi peakii;

cepiio3Hi MOOiIUHI peakiii Ta iHII KIIHIYHO 3HAuyIll MOO14Hi
peaxiii;

KIiHiyHe  jnabopartopHe  oOcTexxeHHS  (IHAUBIAYyaIbHI
nabopaTopHi  aHaNI3W  yYacHHWKA, OIliHKA JIAOOpaTOPHHUX
MMOKa3HUKIB);

MOKAa3HUKH JKUTTEBO BXKJIMBHUX (YHKIIN, (QiI3UIHUNA OIS Ta
1HII CIIOCTEPEIKEHHS, OB’ sI3aH1 3 0e3MmeKoro
(emekTpokapaiorpama, aHTHTIJIA JI0 JIKIiB)

18. CratucTuuHi METOIA

[Tomynsiiero MEpPBUHHOTO aHammi3y Ui KIHIEBUX TOYOK
epexTuBHOCTI Oyna FAS, Bu3HaueHa sk yci paHAOMi30BaHi
YYaCHMKH, HE3&JIeXHO Bil TOro, 4Yu  IPOBOJMIOCH
JOCTII)KyBaHE BTPyYaHHS.

JUis KOHTpOJIIO YacTOTH MOMMJIOK THumy | y mepBUHHHX 1
BTOPUHHUX KIHLIEBUX TOYKaX €(eKTUBHOCTI
BUKOPHUCTOBYBABCSl METOJ] BXIJIHOTO KOHTPOJIO HUIAXOM
TECTYBaHHs, TOYMHAIOYM 3 TIEPBHHHOI KIHIIEBOI TOYKH
e(EeKTHUBHOCTI, a MOTIM MPOAOBXKYIOUH B MOPSAKY BTOPHUHHUX
KIHIICBUX TOYOK €(EKTUBHOCTI, SIK 3a3HAYCHO B TAOJIUIII IILJICH
1 KIHIIEBUX TOYOK BHIIE. Y  BCIX  TeCTyBaHHSIX
BUKOPHCTOBYBaBCA JBOCTOPOHHIHN anbda=0,05.

AHamiz Oe3neku TIPYyHTYBaBCS HAa MHOXHUHI M OI[IHKU
Oe3reKkn, BH3HAYCHOMY SK YCI YYacHHKH, SIKi OTpPHMAJH
npuHaiiMHI 1 703y JociimkyBaHoro BTpyudaHHs. [loGiuni
peakuii (ITP) Oymu 3akomoBaHi BiAMOBIAHO 1O MeTUYHOTO
CJIOBHUKA JI71s1 perynsaropHoi AistibHOCTI (MedDRA) Bepcii 25,0
a0o BuIIE.

19. lemorpadivni moka3HUKU
JOCTIIPKYBaHOT MOMYJISLi
(crats, BiK, paca, TOIIO)

3arajabHuii cepenniii Bik (miamason): 48,0 pokis (Bix 18 g0 82
POKiB);

Cratb: 256 (79,3 %) xiHok, 67 (20,7 %) 40NOBIKiB;

Etniuna npunanexuicts: 256 (79,3 %) He icnaHOMOBHI 41
natuHoamepukanmi, 58 (18,0 %) icmaHOMOBHI  uu
JaTHHOAMEpHKaHIi, 9 (2,8 %) He BKa3aHo;

Paca: 288 (89,2 %) nmpencraBHUKIB €BporeoinHoi pacy, 9 (2,8
%) iHmmx pac, 8 (2,5 %) ©Oe3 Bkazamusa, 7 (2,2 %)
MpeICTaBHUKIB MOHTOJ0iHOT pacH, 7 (2,2 %) mpencTaBHUKIB
HerpoimHoi pacum abo adpoamepukanmiB, 2 (0,6 %)
NpeJICTaBHUKK KimbKoX pac, 1 (0,3 %) amepukaHChbKuit
iHmianens abo xopiHHMIA )uTenb Amsckd, 1 (0,3 %) xopiHHMIA
XKUTeNb [ 'aBaliChKMX OCTPOBIB  a00  KHUTENb  IHIIHUX
TUXOOKEAHCHKUX OCTPOBIB;

®K 3a BOO3: y 166 (51,4 %) xnac III, y 157 (48,6 %) xnac II,
®onona tepamnis JIAI: y 198 (61,3 %) notpiitna Tepamis, y 112
(34,7 %) nopgiitna tepamis, y 13 (4,0 %) moHoTeparis;
3aranbHuii cepeaHiii yac aiarHoctuxku JIAT (niamason):
7,26 poky (Bin 0,08 mo 40,21 poky).




20. Pe3ynbratu epekTuBHOCTI

Hwxue HaBeIeHO KIIIOUOBI pe3y/IbTaTH aHali3y e(eKTUBHOCTI,
10 CTOCYIOTHCS IEPBUHHOT TOYKH Yacy. [IepBUHHOIO TOYKOIO
gacy OyB 24-i1 THKIEHb IS KO’KHOT KiHIIEBOT TOYKH, HABEICHOT
HIDKYE, 32 BHHATKOM Yacy JI0 CMEpTi a00 MEPIIOro BUIAIKY
KJIIHIYHOTO TIOTIpIICHHS, JJIs IKOT0 OyJIM BKITIOYEHI BC1 JaHi 10
MOMEHTY OOMEKEHHS peecTparii 1anux (26 cepmas 2022 p.).
[lepBuHHA KiHIIEBA TOYKA €(hEKTUBHOCTI:

CoraTteprienT TPHU3BIB 10 3HAYHOTO TMOKpamieHHs 6MWD
nopiBHAHO 3 Twiane6o. CepenHs pI3HUIA JIIKyBaHHSA MIX
rpyliaMy coTaTeplenTy Ta miarnedo ctaHoBmia 40,8 metpa (p <
0,001).

BropuHHa kiHI1leBa TOUKa €)eKTUBHOCTI:

- Yactka ydYacHHKIB, SKi JOCATNIM 0araTOKOMIIOHEHTHOTO
nokparnieHHst (BKII, Bu3znauenoro sik 30impmeHHss > 30 My
6MWD, 3HIDKEHHS NT-proBNP >30 % abo
niarpumka/nocsraenHs pisHs NT-proBNP < 300 ur/i, a Takox
nokparieHHs @K 3a BOO3 abo nigrpumanns OK II 3a BOO3),
Oyrna 3HayHO BULIOI B rpymi cotarepuenty (38,9 %), HiK y
rpymni miane6o (10,1 %) (p < 0,001);

- Corarepuent mnpusBiB a0 3Ha4HOro mokpamenas JICO
nopiBHAHO 3 Twiane6o. CepenHs pI3HUIS JIIKyBaHHI MIXK
rpynaMi coTaTeprenty Ta Iuianedo craHoBuna -234,6
nun*c/em® (p < 0,001);

- Cortareprient npu3BiB /10 3HAYHOTO MoKpamieHHs NT-proBNP
nopiBHsAHO 3 Twiane6o. CepenHs pI3HUIS JIIKyBaHHSI MIX
rpylaMH COTAaTepLENTy Ta IJianedo craHoBuia -441,6 nr/mi
(p<0,001);

- Yactka yyacHukiB i3 mokpameHnasm ®K 3a BOO3 nopiBHsIHO
3 MOYaTKOBMM piBHEM Oyia 3HAa4YHO OUIBIIOI0 B TpyIi
cotarepuenty (48 ygacuukis [29,4 %]), HiX y Tpymi 1uianebo
(22 yuacuuku [13,8 %]) (p <0,001);

- Menmie yyacHukiB y Tpymi corarepuenty (9 [5,5 %]), Hix y
rpymi riane6o (42 [26,3 %]), nomepnu abo Manu npuHaiiMHi 1
KJIIHIYHE MOTipieHHs. Pu3nuk cmepTi abo mepioro KiIiHIYHOTO
noripmenHs OyB Ha 84 % HIKYMM y Tpymi cOTaTepLenTy
MOPIBHSHO 3 TPYIIOLO Tuiane6o (BigHomenHs pu3ukis: 0,163; 95
% 11, 0,076, 0,347, p < 0,001);

- YacTka ywacHUKIB, sKi 30epernu abo OCSTIIM OIlIHKH
HU3BKOTO pU3uKy (1mkana pusuky French Risk score) BinHocHO
MMOYaTKOBOTO piBHA, OyJla 3HA4YHO BHIIOK B TPyl
cortarepuenty (64 ygacuuku [39,5 %]), Hix y rpyni miamne6o
(29 yuacuuxkis [18,2 %]) (p <0,001);

- Corarepiient nmpu3BiB A0 3HAYHOTO MOKPAIICHHS TTOKa3HUKIB
YYaCHUKIB y OMeHi (pi3UYHUX BIUIMBIB onuTyBajdbHuka PAH-
SYMPACT® nopisusHo 3 mane6o. CepenHs pizHUIS
JKYBaHHS MDK TpyIaMH COTAaTEPIICNITY Ta IJianedo CTaHOBHIIA
-0,26 (p =0,010);

- Corarepuent TNpU3BIB 70 3HAYHOTO ITOKpAIEHHS OaiB
YY4aCHHUKIB Yy  JOMEHI CEepLEBO-JIETEHEBUX  CHUMIITOMIB
ormutyBansEuka PAH-SYMPACT® mopisHsHO 3 miane6o.
Meniana pi3HHMII JIKYBaHHS MK TpyHamMH COTaTEpLENTy Ta
miane6o cranoswia -0,13 (p=0,028);




- PisHMusg Mix rpynamu coTtarepuenty Ta mianebo B Oamax
YYaCHUKIB Yy JIOMEHI KOTHITUBHUX/€MOIIIMHUX BIUIMBIB
onutyBatbHuka PAH-SYMPACT® He Oyna cTaTHCTHYHO
3HAYyIIOH.

21. Pesynbratu Ge3nexu

Tabmuus 6e3nexn Hmwx4ae nokasye pesynbrati [ICTIK nepiomy
mikyBaHHS (24 TUXICHBD).
3aranpHE pe3roMe MOOIYHUX PEeaKIlii, 0 BUHUKIIH ITi]] 9ac
JIKyBaHHS
PesynbTaTit MHOKHHH TS OITIHKY O€3TeKH Ha 24 THXKHI
(IICIIK)

TlopiBHSIHHSA coTaTepLenTy Ta mianeco

IMnane6o  Corarepuent Bceworo Orinka

KinbkicTs yuacukis 3 (N=160) (N=163) (N=323)  Toukn 95% JI[1]

Oye-soio n (%) n (%) N %)
Ho61qH0}o_peaKulero, mo 140 278

BUHMKJIA IIi]1 9ac 87.5) 138 (84,7) 86,1) -2,8 (-10,5, 4,8)
nikyBanss (ITPJT) > ’

IIPJI, moB’s13ana 3 108

Aikymasn 41(256)  67(4L1) 33.4) 15,5 (5.2,25.5)
TIPJI, w0 cTaHOBUTH 123

isrepec 54(33,8) 69(42,3) 380) 8,6 (-2,0, 19,0)
TTPJI, mo cTaHOBUTH

ocoB it intepec 5(3.1) 17 (10,4) 22 (6.8) 73 (2,0, 13,3)
TIPJL o NPH3BOMATE K01 3) 3(1.8) 13(40) 44 (-9,5,-0,1)

MPUITMHEHHS JIIKYBaHHS
TIPJI, 1o npu3BOAUTE 0
MPUIIMHEHHS y4acTi y 5@3,1) 3(1,8) 8(2,5) -1,3 (-5,5,2,5)
JIOCITiJKSHHI

TIPJI, 1o npu3BoauTs 10

cvepri 6 (3.,8) 0(0,0) 6(1,9) -3,8 (-7,9,-1,4)
Tsoxka [TPJT 21 (13,1) 13 (8,0) 34 (10,5) -5,1 (-12,2,1,6)
Cepitoszna [TPJI 36 (22,5) 23 (14,1) 59 (18,3) -84 (-16,9,0,1)
Cepiiosna [1PJI, moB’s3ana 2(13) 2(12) 4(12) 0,0 HII

3 JTiKyBaHHAM
Cepiiosna [1PJI, mo
TIPU3BOAUTE J10 8(5,0) 1 (0,6) 9(2,8) -4.4 (-9,0, -1,0)
TIPHUTTHHEHHS JTiKyBaHHS
Cepitosna ITPJI, mo
MPU3BOAHUTD 110

i yagcTi 53,1) 1(0,6) 6(1,9) 25 (-6,6, 0,6)
JOCITI IKSHH1
Cepiioona [1PJ1, 10 668 000 6019 38 (79.-14)

MPU3BOJKTH JIO CMEPTi

TICTIK = nozgiitnuii cninmii miare60-KoOHTPOIbOBAHUI MEPioJ.

N = KiNbKicTb Cy0'e€KTiB y rpymi JTiKyBaHHS a00 B IIJIOMY, N = KUIBKICTb Cy0'eKTIiB Y KaTeropii.
Bizncotku pospaxoByrorbest sk (n/N)*100.

HII = He moBigoMiseThest (dactoTa <4 B 000X rpymnax JiKyBaHHS).

JUist IOpiBHSIHHS COTAaTepLeNTy Ta miane6o 95% JII He Gyno HagaHo, SKIIO YacToTa <4 B 000X
rpymax JiKyBaHHs.

TTo6iuna peakuis, 1110 BUHUKAE I1i]] Yac JIKYBaHHSI — L€ SIBHUILE, KA MA€ JaTy MOYaTKy I yac abo
TCJIS TIEPLIOT TO3H JIIKYBaHHS Ta JI0 8 THIKHIB ITicIst OCTaHHBOT 103H JikyBaHHs B ITCITK.

TTo6iuni peakuii, 110 cTaHOBIATH ocoOnuBHii iHTepec (ITPOI), BKIIOUAIOTH TeNeaHTieKTa3io.
TTo6iuni peakii, o craHoBuATh iHTepec (ITPI), BKIIOYAIOTh HACTYITHE: TiABHILEHHS TeMOTTIO0IHY,
iIMyHOTE€HHICTb, TPOMOOLUTOIICHIS, HefTporeHis (BKodaro4un GeOpuiibHy HelTponeHio), eMopio-
(eranbHy TOKCHYHICTB, TIEYiHKOBY TOKCHYHICTb, CEPIEBi ABUIIA, TPOMOOTHYHI SBUII[A, HUPKOBY
TOKCUYHICTb, SIBUIIIA KPOBOTEUI, MiIBUILEHHS apTepiadbHOro TUCKY Ta npurHiveHHs OCI.

[1] doBipui inTepBay JUIs BiAMIHHOCTEH MiX TpyIIaMH JIIKyBaHHs OyJIM OTPHMaHi 3a JOMOMOT 010
Mertoxy Miertinena Ta HypmMinena. JlocitiJHHK OLliHIOBaB MTOOi4HI peakwii K «iMOBIpHO MOB’sI3aHi»
a60 He «IMOBIpHO OB’ s3aHi». «IMOBipHO OB’ s13aHa» [TP BBa)KaecThCs OB’ A3aHOIO 3 JIIKYBAHHAM

22. BUCHOBOK (3aKJIFOUEHHS)

EdexTuBHicTb:

VY nopocnmux 13 JIAT (rpyma 1 3a BOO3, ®K II a6o III),
JIKyBaHHS coTarepuentoM Iuttoc ¢onoBa Tepamis JIAT
MOPIBHSHO 3 JIIKyBaHHSM Tutare6o rurroc ponosa Tepamis JIAT:
- mokpanrye 6MWD Ha 24-my THxHi,

- 301IBIIIY€ YacTKy THX, XTO Aocsarae bKII na 24-my TrokHi,

- mokpaniye JICO, NT-proBNP i ®K 3a BOO3 Ha 24-My THXHI;




- 3MEHIIyE pPH3UK CcMepTi abo mepmoro KJIiHIYHOTO
MOTIPIIICHHS,

- 301IbIIye YacTKy THX, XTO 30epirae a0o 1ocsrae OLIHKH
HU3BKOTO pU3HKYy (mkana pu3uky French Risk score) BimHOCHO
MOYaTKOBOTO PiBHS HA 24-My THXKHI;

- MOKpAIy€e MOKa3HUKHA B JOMEH1 (pi3MUHUX BIUIMBIB 1 JOMEHI
CEepLEBO-JICTEHEBUX  CHUMIITOMIB  omnuTyBaJbHUKAa PAH-
SYMPACT® Ha 24-My THXKH.

besneka:

VY nopocnmux 13 JIAT (rpyma 1 3a BOO3, ®K II a6o III),
JIKyBaHHS coTarepuentoM Iuttoc ¢onoBa Tepamis JIAT
MOPIBHSHO 3 JIIKyBaHHSM Tutarie6o ruroc ponosa tepamis JIAT:
- 3arajoM NepeHOCUThCS J00pe 3 KepoBaHUM MpodijaeM
Oe3neKu.

3asBHUK (BIaCHUK
pEECTPAIIHOTO MTOCBIAYEHHS)

(mmiamuc)

Onpi A. Eras (Audrey A. Egan)
(II.1. B.)
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