Annex 29

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 section IV)

Preclinical study report

1. Name of medicinal product

(registration certificate Ne, if any):

MYKRONOR® 10 pg/mL, solution for
injection/infu_sion

is planned to be conducted

1) type of medicinal product according to | Hybrid medicinal product
which registration has been conducted or

2) studies conducted

yes U no Y if no, please justify

According to the requirements of the Order of the
Ministry of Health of Ukraine No. 426 (as amended) and
in accordance with Article 10.3 of Directive 2001/83/EC,
the results of proprietary preclinical studies are not
provided.

2. Pharmacology:

1) Primary pharmacodynamics

Data are not provided, as the tests were not carried out
(see point 2) studies carried out — justification)

2) Secondary pharmacodynamics

Data are not provided, as the tests were not carried out
(see point 2) studies carried out — justification)

3) Safety pharmacology

Data are not provided, as the tests were not carried out
(see point 2) studies carried out — justification)

4) Pharmacodynamic interactions

Data are not provided, as the tests were not carried out
(see point 2) studies carried out — justification)

3. Pharmacokinetics:

1) Analytical Methods and validation Data are not provided, as the tests were not carried out

reports (see point 2) studies carried out — justification)

2) Absorption Data are not provided, as the tests were not carried out
(see point 2) studies carried oul — justification)

3) Distribution Data are not provided, as the tests were not carried out

(see point 2) studies carried out — justification)

4) Metabolism

Data are not provided, as the tests were not carried out
(see point 2) studies carried out — justification)

5) Excretion

Data are not provided, as the tests were not carried out
(see point 2) studies carried out jus

6) Pharmacokinetic Interactions
(preclinical)

7) Other Pharmacokinetic Studies

Data are not provided, as the test ut
(see point 2) studies carried o stzf ication ‘

Data are not provided, as the tcf ﬁa{ %carrle
(see point 2) studies carried usjt; ‘
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4. Toxicology:

1) Single-Dose Toxicity

Data are not provided, as the tests were not carried out
(see point 2) studies carried out — justification)

2) Repeat-Dose Toxicity

Data are not provided, as the tests were not carried out
(see point 2) studies carried out — justification)

3) Genotoxicity:
in vitro

Data are not provided, as the tests were not carried out
(see point 2) studies carried out — justification)

in vivo (including supportive
toxicokinetics evaluation)

Data are not provided, as the tests were not carried out
(see point 2) studies carried out — justification)

4) Carcinogenicity:

Data are not provided, as the tests were not carried out
(see point 2) studies carried out — justification)

Long-term studies

Data are not provided, as the tests were not carried out
(see point 2) studies carried out — justification)

Short- or medium-term studies

Data are not provided, as the tests were not carried out
(see point 2) studies carried out — justification)

Additional studies

Data are not provided, as the tests were not carried out
(see point 2) studies carried out — justification)

5) Reproductive and Developmental
Toxicity:

Data are not provided, as the tests were not carried out
(see point 2) studies carried out — justification)

Fertility and early embryonic
development

Data are not provided, as the tests were not carried out
(see point 2) studies carried out — justification)

Embryotoxicity

Data are not provided, as the tests were not carried out
(see point 2) studies carried out — justification)

Prenatal and postnatal toxicity

Data are not provided, as the tests were not carried out
(see point 2) studies carried out — justification)

Studies in which the offspring (juvenile
animals) are dosed
and/or further evaluated

Data are not provided, as the tests were not carried out
(see point 2) studies carried out — justification)

6) Local Tolerance

Data are not provided, as the tests were not carried out
(see point 2) studies carried out — justification)

7) Additional Toxicity Studies:

Data are not provided, as the tests were not carried out
(see point 2) studies carried out — justification)

Antigenicity (production of antibodies)

Data are not provided, as the tests were not carried out
(see point 2) studies carried out — justification)

Immunotoxicity

Data are not provided, as the tests were not carried out
(see point 2) studies carried out — justification)

Mechanistic studies

Data are not provided, as the tests were not carried out
(see point 2) studies carried out — justification)

Dependence

Data are not provided, as the tests were not carried out
(see point 2) studies carried out — justification)

Metabolites toxicity

Data are not provided, as the tests were not carried out
(see point 2) studies carried out — justification)

Impurities toxicity

Data are not provided, as the tests were not carried out
(see point 2) studies carried out — justification)

Other

Data are not provided, as the tests were not

5. Preclinical study conclusions

No own preclinical studies
considering the declared type o




Scientific and Regulatory Affairs & 2

Market Access Chief Officer — (signature, stamp)
Laboratoire AGUETTANT Delphine FORNAS

(full name)

sboratoire AGUETTAN:
1 Aue Alexander Fleming
1007 LYON - FRANCE

{Procedure amended by new annex 29 according to MoH Ukraine Order N° 1528 0 £27.06.2019 }




Honatok 29

1o Iopsnky npoBeneHHs eKCIepTH3H
peecTpauiifiHuX MaTepiaiB Ha JliKapchKi
3aco0u, IO MOAAIOTHCA Ha JEPHKABHY
peecTpallito (epepeecTpalliio), a TaKOXK
eKCTIEPTH3H MaTepialliB Mpo BHECEHHS
3MiH 10 peecTpauifHuX MaTepianis
npotArom Aii peecrpauiiHoro
MOCBiAUEHHS

(myHxT 4 posginy IV)

3BIT

PO AOKJIHIYHI JoCHiIzKeHHSA

1. Hazga nikapcekoro 3aco0y (3a
HasiBHOCTI - HOMEP peecTpaLiifiHOro
MOCBI{YeHHSs):

MIKPOHOP® 10 MKI'/MJI,
po34HH A iH'ekuiii/indgysii

1) Tim nikapchKOTO 3ac00y, 32 AKUM
nposoauiacs abo MiaHyeTses
peecTpalis

iopuanuii nikapebkuii 3acid

2) npoBeJeHi JJoCiIPKEeHHS

Tak Hi V sKio Hi, oGrpyHTYBaTH

BigmoigHo mo BuMor Hakazy  MO3 Vxpainu
Ne 426 (3i 3minamu) Ta BigmoeimHo mo Cratti 10.3
Jupextuen  2001/83/€C, pe3ynbTaTd  BIacHUX

OKJIIHIYHMX JOCIIPKEHb HE HaaloThCs.

2. ®apMaKoJIoris:

1) nepBuHHa (hapmMakoIMHAMiKa

JlaHi HE HaJAOThCS, OCKIIbKY BJIACHI BUNPOOyBaHHA
HE [IPOBOJWIIKCH (Ous. n. 2) npoeederi 00CHiONCeHHA —
06IPYHMYBAHHS)

2) BTOpHMHHA apMaKoaHHaMiKa

JlaHi He HA/IAIOThCA, OCKIIBKH BJIACHI BUTIPOOYBaHHA
He MIPOBOAWIIMCS (QuG. n. 2) nposederi 00CHIONCEHHA —
06TPYHMYBAHHSL)

3) dapmakoJioris Ge3rnexu

IlaHi He HaJAKOTHCS, OCKIIBKH BJIACHI BUIPOOYBaHHS
HE [IPOBOIUIIHCS (OUs. n. 2) npoeedeni 00CNIONHCEHHA —
061pYHMYBAHHS)

4) papmakoguHaMiuHI B3aeMOAIT

JlaHi He HAIAKOTECS, OCKINBKY BIACHI BUIPOOYBaHHS
He TIPOBOAMIIUCH (0U8. M. 2) nposedeHi 00CHIONCeHH S —
00TpYHmMYBAHHs)

3. dapmakokiHeTHKa:

1) aHaMITHYHI METOJMKH Ta 3BiTH LLOJ0
iX Basipgaril

Jlani He HaJAOTHCS, OCKINBKY BIAacHI BUMPoOyBaHHHA
He NPOBOJUIIUCH (OUB. n. 2) nposedeni 00CNIONCeHHA —
06IpYHMYBAHHS)

2) BCMOKTYBaHHS

JTaHi He HAJAIOTHCA, OCKIJIBKH BJIaCHI BUMIPOOyBaHHsA
He MPOBOAMIHCS (0u8. n. 2) npoeedeni O0CHIONCEHH —
0OTPYHMYBAHHS)

3) po3noain

JlaHi He HaJAIOThCsl, OCKLIBKY BJIACH] BUIIPOOYBaHHS
HE MPOBOAMIIKCH (Ous. 1. 2) npoeedeni 00CHIONCEHHS —

06IpYHMYBAHHS) m

4) merabomizm

TlaHi He HAJAIOTHCS, OCKINBKU Bl BATIPO
He NPOBOAMINCA (Ous. n. 2) npo ed¢ni docnidoice
061pyHmMY6anHs) 2 («PIK.




5) BUBENICHHS

JlaHi He HaAaOTECA, OCKIIBKY BJIACHI BUIIPOOYBaHHS
HE NPOBOAWIIUCS (0U8. n. 2) nposedeni 00CNIONCEHHS —
061pYHmMYBaHHS)

6) bapmakokineTuuni B3aemoii
(MOKJIIHIYHI)

JlaHi He HaJAIOTECS, OCKIILKH BJIACH] BUNIPOOYBaHHS
HE NPOBOJUINCS (Ous. n. 2) npogedeni 00CnioNceHHs —
00TPYHMYBAHHS)

7) inwi apMaKoKiHeTHYHI
10CJTDKEHHS

JlaHi He Ha/IalOThCs, OCKIJIBKU BJIACHI BUIPOOYBaHHA
HE MIPOBOJMIINCS (Ous. n. 2) npoeedeni 00CaiOdceHHs —
00IpYHMY6AHHS)

4. TOKCHUKOJIOTIS:

1) TokCHYHICTB ¥ pa3i 0AHOPa30BOro
BBEICHHS

JlaHi He HaTAIOTHCSI, OCKINIBKHM BIIaCHI BUIIPOOYBaHHS
HE NPOBOAMIIUCS (0u8. n. 2) nposedeHi 00CioNceHHA —
0OTpYHmMYBaHHs)

2) TOKCHYHICTh y pa3i MOBTOPHHX
BBEJICHD

JlaHi He HAaJAlOThCs, OCKIIBKM BJIaCHI BUIPOOYBaHHA
HE MPOBOAMIIUCA (Ou6. n. 2) nposedeni docnionceHHs —
oOTpyHmMY6ansn)

3) reHOTOKCUYHICTh:
in vitro

JlaHi He HaJAIOTHCS, OCKINIBKY BJIacHi BUIIPOOYBaHHS
He TIPOBOJIMITHCS (Ous. H. 2) npoGedeHi O0CNiONCeH S —
obipynmyeaniis)

in Vivo (BKJIIOYAIOYM JIOJJATKOBY OLIIHKY
3 TOKCUKOKIHETHKH)

JlaHi He HAJAOThCS, OCKINBKY BIIACHI BUMTPOOYBaHHS
HE IPOBOAMIINCS (Qus. n. 2) npoeedeni 00CHIONCEHHS —
oOrpynmyeanis)

4) KaHLepOreHHICTh!

JlaHi He HaalTHCA, OCKIIEKM BIIACHI BUNIPOOYBaHHS
He NPOBOAMIINCS (Ou8. n. 2) npoeedeni 00cniodlceH s —
0b1pyHmyeans)

IOBFOCTPOKOBI TOCIIiIMKEHHS

JlaHi He HalAlOThCA, OCKIIBKY BJIACHI BUTIPOOYBaHHS
HE IPOBOAMIINCS (Oug. h. 2) npogedeni 00CNiONCEHHS —
06TPYHMYBAHHS)

KOPOTKOCTPOKORBI JOCIIiIXKEHHS
abo JoCIiKEHHS cepeJHhOT TPUBAIOCTI

JlaHi He HaJAIOThCS, OCKIIBKY BIAaCHI BUNIPOOYBaHHS
He [IPOBOAMIINCS (Ous. n. 2) npoeeoeni 00CNiONCEHHA —
001pYHMYBAHHSL)

NOJATKOB1 JOCHIKEHHS

JlaHi He HaJalThCs, OCKIILKY BIIACHI BUNIPOOYBaHHs
He TIPOBOJIUIHCS (Ous. n. 2) npoeedeHi O0CNIONCeHH —
00TpYHmMYBAHHS)

5) penpoayKTHBHA TOKCUYHICTh Ta
TOKCHYHHH BIUIMB Ha PO3BHTOK
MmoTOMCTBA:

IlaHi He HAIAIOTEHCA, OCKIMTBEKH BJIACHI BUIIPOOYBaHHS
He TIPOBOJIHITHCSA (Ous. h. 2) npo6edeHi O0CNIONCEHHS —
obrpynmyeanis)

BIUTMB Ha (pepTUNBHICTE | paHHiH
eMOpioHaJIbHUI PO3BUTOK

JlaHi He HaJlAal0ThCS, OCKINBKY BIACHI BUNPOOYBaHHS
HE [IPOBOAMIINCS (OuU6. n. 2) npoeedeni 00ChiONCeHHA —
00OIpyHmMYBaHHs1)

eMOpPiOTOKCHYHICTh

JlaHi He HajalOThCS, OCKIIIBKY BIACHI BUIIPOOYRBAHHS
He MPOBOIMIINCA (Ou8. n. 2) npogederi 00CiodNCeH s —
0OTpyHmMY6aHH)

npeHaTajbHa i NOCTHaTaJbHa
TOKCHUYHICTE

JlaHi He HAaJAIOTHCA, OCKIIBKM BJIacHI BUNPoOyBaHHS:
He TPOBOIUIHUCS (OUB. N. 2) nposedeni 00CNIONCEHHS —
06IpyHMY8anHsl)

JOCIIJKEHHS, [IPU SIKUX [perapar
YBOJAUTBCS [IOTOMCTBY
(HecTaTeBO3PITHM TBapHHaM) Ta/abo
OLIHIOETHCA BimaneHa Jist

ITaHi He HaIarOThCs, OCKIJIBKM BJIACHI BUI yBaHHH




6) MicLieBa IEPEHOCUMICTB

JlaHi He HaJAIOTHCS, OCKIIBKK BJIACHI BUNIPOOYBaHHS
He MPOBOJUIKCS (Qus. n. 2) npoeedeni 00CniONCeHHs —
06IpyHmMY8aHHs)

7) 10oATKOBI IOCHiKEHHS
TOKCHUYHOCTI:

JlaHi He HaJAIOTLCA, OCKLUIBKH BJIacHI BUNIPOOYBaHHS
HE [IPOBOJUIIUCS (Ous. n. 2) npogedeni 00CnioHceHHA —
001pyHmMY8aHHs)

AHTUIEHHICTh (YTBOPEHHS aHTHUTIJ)

JlaHi He HaJAlOThCA, OCKIJIBKY BIacHi BUIIpoOyBaHH
HE [IPOBOJMIINCS (Qus. n. 2) npoeedeni 00CnioiceH A —
00TpYHMY6AHHSL)

IMYHOTOKCHYHICTB

JlaHi He HaJAKOTHCS, OCKINIBKY BIIACHI BUIIPOOYBaHHS
He TPOBOAMIUCA (0U8. N. 2) npoeederi 00cniodNCeH s —
00TPYHmMYBAHHS)

nocHipKEHHS MexXaHisMiB il

JlaHi He Ha/IAKOTHCS, OCKIIBKY BJIACHI BUIIPOOYBaHHs
HE MTPOBOMIKCS (Ous. 1. 2) nposedeHi 00ChIONCEHHA —
06IpyHmy6arHs)

JNiKapchKa 3aJIeKHICTh

JlaHi He HalAlOThCs, OCKIIBKK BIIACHI BUNIPOOyBaHHS
He NPOBOJIMIMCA (Ous. n. 2) npoeedeHi 00CHiOHNCeHHS —
0brpyHmyeanHs)

TOKCHUUYHICTE MeTaboJIiTIB

JlaHi He HaArTHCS, OCKITBKHM BIIACHI BUITPOOYBaHHs
HE [IPOBOJMIINCA (Qus. n. 2) npoeedeni 00CHiONHCeHHA —
06IpYHMY6AHHSL)

TOKCHYHICTB JOMIIIIOK

JlaHi He Ha/lalOThC, OCKIIBKH BIIACHI BUIPOOYBaHHS
He [IPOBOJUIINCH (Qus. n. 2) nposedeni 00ChioNceHna —
00TPYHMYBaHH)

iHIIIE

JlaHi He HaJAlOThCA, OCKUIBKY BJIACHI BUIIPOOYBaHHS
He TIPOBOJMIIHCSA (Ous. n. 2) npogedeHi 00CniodNceH s —
00IpYHIMYBAHHSL)

5. BUCHOBKM 11010 JOKJIIHIYHOTO
BHBUCHHA

BracHi ZOKTiHIYHI JOCTIIKEHHSA HE MPOBOIUIIKCE, 3
oIy Ha 3asBJIEeHUN THII JJiKapchKOro 3aco0y.

["'enepanbHui QHpPEKTOP 3
HAYKOBUX 1 PeryJnsTOPHUX
MHTaHb Ta JOCTYMY 10 PHHKY
JlaGopatopii Aretau

{ITopadok donosneno nogum [Jooamkom 29 32iono 3 Haxkazom Minicmepéine

300pos'a Ne 1528 eio 27.06.2019}

Migmuc 1 nevarka

Hens(ina POPHAC @ ﬂﬂzf

(IL. 1. B)

D Grnon

Saboratoire AGUETTAR
1 Rue Alexander Fleming
FMI07 LYON - FRANCGE
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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 section IV)

Clinical study report

1. Name of medicinal product (registration
certificate No, if available )

MYKRONOR® 10 pg/ml,
solution for injection/infusion

2. Applicant

Laboratoire Aguettant SAS, France

3. Manufacturer

Laboratoire Aguettant, France

4. Studies conducted:

yes no V- if no, please justify

According to the requirements of the Order of the
Ministry of Health of Ukraine No. 426 (as amended)
and in accordance with Article 10.3 of Directive
2001/83/EC, the results of proprietary clinical trials
are not provided.

1) type of medicinal product, which has
been or will be registered

Hybrid medicinal product

5. Title of clinical trial, code number of
clinical trial

Data are not provided, as the tests were not carried
out (see point 2) studies carried out — justification)

6. Phase of clinical trial

Data are not provided, as the tests were not carried
out (see point 2) studies carried out — justification)

7. Period of clinical trial

Data are not provided, as the tests were not carried
out (see point 2) studies carried out —justification)

8. Countries, where clinical trial has been
conducted

Data are not provided, as the tests were not carried
out (see point 2) studies carried out — justification)

9. Number of trial subjects

Data are not provided, as the tests were not carried
out (see point 2) studies carried out — justification)

10. Objective and secondary endpoints of
clinical trial

Data are not provided, as the tests were not carried
out (see point 2) studies carried out — justification)

11. Clinical trial design

Data are not provided, as the tests were not carried
out (see point 2) studies carried out — justification)

12. Main inclusion criteria

Data are not provided, as the tests were not carried
out (see point 2) studies carried out — justification)

13. Investigational medicinal product,
mode of administration and strength

Data are not provided, as the tests were not carried

14. Reference product, dose, mode of
administration and strength

out (see point 2) studzes carrie justif icaften

15. Concomitant therapy

Data are not provided, as the t ng;not carrle
out (see point 2) studies carri

16. Criteria for evaluation efficacy

Data are not provided, as the tmggﬁ%ﬁffmggle

out (see point 2) studies carrie




17. Criteria for evaluation safety Data are not provided, as the tests were not carried
out (see point 2) studies carried out — justification)
18. Statistical methods Data are not provided, as the tests were not carried
out (see point 2) studies carried out — justification)
19. Demographic indices of studied Data are not provided, as the tests were not carried
opulation (sex, age, race, etc.) out (see point 2) studies carried out — justification)
20. Efficacy results Data are not provided, as the tests were not carried
out (see point 2) studies carried out — justification)
21. Safety results Data are not provided, as the tests were not carried
out (see point 2) studies carried out — justification)
22. Conclusion (summary) No clinical studies have been conducted,
considering the declared type of medicinal
product.
Scientific and Regulatory Affairs & Market (signature, stamp Q )
Access Chief Officer — Laboratoire Delphine FORNAS A
AGUETTANT (full name)

Laboratoire AG UETTAM.,
1 Rue Alexancler F"imr"rlirm;

TTO07 LYON . FRANCE:

{Procedure amended by new annex 30 according to MoH Ukraine Order Ne 1528 of 27.06.2019 }




Homartok 30

1o IMopsaaky npoBeieHHS eKCIEPTH3U
peecTpalliHIX MaTepiaiB Ha MiKapchki
3ac00H, 110 TIOAIOTHCA Ha JIEPHKABHY
peecTpaLlio (nepepeecTpaLiio), a Takox
EKCIEPTH3H MaTepiasis Mpo BHECSHHH
3MiH 10 peecTpalifiHUX MaTepiaiB
rpoTaroM Aii peecrpauiitHoro
MOCBiAYEHHA

(myHkT 4 posginy 1V)

3BIT

Npo KJiHiYHe BUNIPOOYBaHHHA

1. Ha3Ba nikapcepkoro 3aco0y (3a HassBHOCTI

- HOMEp PEECTPALIifHOrO MOCBiAYCHHS)

MIKPOHOP® 10 MKI'/MUI,
po3umH A9 iH'exuiii/indy3iii

2. 3a9BHUK

JlaGopaTtopia Areran CAC, ®panuis

3. BupoGHuxk

JlaGopaTopist Areran, ®panuis

4. ITpoBeneHi gociHKEHHS:

tak Hi V SKIIO Hi, 0OIpYHTYBaTH

BignmosigHo mo Bumor Hakazy MO3 Vkpaiuu
Ne 426 (3i 3minamMu) Ta BignosigHo no Crarti 10.3
Nupexktusun  2001/83/€C, pe3ynbTaTH BJIACHHX
KJIIHIYHUX BUIIPOOYBaHb HE HAJAIOTHCS.

1) Tun nikapcskoro 3aco0y, 3a AKUM

npoBoKIacs abo MIaHy€eThCsA peecTpaLlis

["iOpuaHui nikapebkuit 3acid

5. TToBHa Ha3Ba KJIiHIUHOTO BUNPOOYBaHHS,

KOJIOBaHMI HOMEp KJIiHIYHOIO
BUNPOOYBaHHS

JlaHi He HAJAKOTHCSI, OCKINTBKY BIAaCHI BUNPOOYBaHHs
He TIPOBOMIINCS (Ous. n. 2) npoeedeni 00CHIONCEHHS
— 00TpyHmMY8aNHs)

6. Maza WiiHiYHOro BUIIPOOYBaHHS

JlaHi He HaJAIOTHCs, OCKIIBKK BlIacHi BUIIPOOYBaHHA
He NIPOBOJIMIIUCS (OU6. N. 2) nposedeni 00CHIONCeHHSA
— 001pyHmMYy8anHs)

7. Iepion npoBejieHHs KIITHIYHOTO
BUIPOOYBaHHs

JlaHi He HAJAKTHCs, OCKIJIEKH BJIaCHI BUTIPOOYBaHHS
He TIPOBOAMIIUCH (Ou. N. 2) npoeederi 00CHIOHCEHH S
— 001pYHmMYBaHHS)

8. Kpaiuu, ne npoBoauocs KiliHiuHe
BHUNIPOOYBaHHS

JlaHi He HaaKTHCS, OCKIIIBKY BJIACHI BUIIPOOYBaHHs
He MPOBOJMIINCS (Oug. n. 2) npoeedewi 00CaiONCeHH S
— 00TpyHMYBAHHA)

9. KinpkicTh JOCI1KYBAHUX

JlaHi He HAaIOTHCSA, OCKINBKU BIIACHI BUNIPOOYBaHHS
HE MPOBOJMIIHCS (Ous. 1. 2) nposedeni 00CHiONCeHH
— 00TpyHmMy8ans)

10. MeTa Ta BTOPHHHI LiJi KJIiHIYHOrO
BUNPOOYyBaHHSA

JlaHi He Ha/IAIOTHCS, OCKIIKY BIacHI BUTIPOOYBaHHS
HE NPOBOAMIINCS (0ug. n. 2) npoeedeni 00cHiONCeH s
— 061pyHmy6ants)

11. Tu3aiid KIiHIYHOrO BUNpoOyBaHHS

JlaHi He HaJaKThCs, OCKINILKM BIIACHI BUNPOOYBaHHS
He TIPOBOUITHCS (0. n. 2) nposedeni 00CHIOdCeHHS!
— 00TpyHmMYy8aHH5)

12. OcHoBHI KpUTEPIT BKIIOUEHHS

JlaHi He HaJaKTHCH, OCKLIb I
He MPOBOJMIINCH (0U8. N. |
— 0OTpYHmMYBaHNA)




13. HocnigpkyBaHuii likapcbkuid 3acib,
crioci® 3acTocyBaHHs, cuIa dil

IlaHi He HaJAaIOThCs, OCKIJIBKH BJIACHI BUMIPOOYBaHHS
HEe TIPOBOJIMITUCS (Ou6. n. 2) npoeedeni 00ChiONCeHHS
— 00TPYHMYBAHHS)

14. Ipenapart nopiBHsAHHS, 1034, CTIOCIO
3aCTOCYBaHHsA, CHJIa Jii

JlaHi He Ha/Ial0ThCs, OCKIIBKY BJIaCHI BUNPOOYBaHHS
HE TPOBOJUIIKCA (Ous. n. 2) npoéederi Q0CNIOHCEHHA
— 061pyHmMYyBanHsl)

15. CynyTns Tepariis

JlaHi He HAJAIOTHCA, OCKIJIBKHM BIIACHI BUMPOOYyBaHHs
HE TIPOBOJIMIMCSA (Qus. n. 2) npoeedeHi 00CaiOdNCcen s
— 06TpYHmMYBAHHA)

16. Kpurepii olinku eheKTUBHOCTI

JaHi He HaJAIOTHCA, OCKINIBKH BJIACHI BUNIPOOYBaHHS
He MPOBOAWIKCS (QU6. n. 2) nposedeni 00CnioNHCeHHs
— 0OIPYHMYBAHHS)

17. Kpurepii ouinku 6e3nexku

JTaHi He HAZAIOTECS, OCKINBKM BIACHI BUIPOOYBaHHS
HE NPOBOJMIINCS (Ous. n. 2) npoeedeni 00CAIONCEHHA
— obrpyumyeanns)

18. CrarucTHuHi MeToIU

IlaHi He HAJAIOTHCS, OCKINIBKM BJaCHI BUNPOOYBaHHS
He MPOBOJMINCS (Ous. n. 2) npoeedeni 00CHIONCEHH S
— 00IpYHMYBAHHS)

19. JlemorpadivHi NOKa3HUKH
nocipKyBaHoi nonysuii (crars, Bik,
paca, ToIO)

JlaHi He HA/IAFOTHCS, OCKIJIbKH BIIACHI BUIIPOOYBaHHS
HEe TIPOBOJIMITUCS (0u6. n. 2) nposedeni 00chiONCeHH s
— 0OIpYyHmMYBAHHA)

20. PesyneraTi edeKTHBHOCTI

IlaHi HEe HAJIAKOTHCS, OCKIJIBKYM BIIACHI BUNIPOOYBaHHS
He IPOBOAMIIUCA (OU. N. 2) npoeedeHi 00CNIOHCEH S
— 0b61pyHmysanHs)

21. PeaynsraTu Ge3nexu

JlaHi He HAJAKOTHCSA, OCKINILKY BIIaCH] BUIIPOOYBaHHS
He TIPOBOAMIKCS (OU6. n. 2) nposedeni 00CHIONHCEHHS
— 06TpYHMYBaHHA)

22. BHCHOBOK (3aKJTFO4YEHHS)

BulacHi KIiHIUHI JOCTIKEHHS HE POBOAMIIUCE, 3

OIJIsi/ly Ha 3asBJICHHUH THII JIIKApChKOTo 3acoly.

[eHepanbHHIl JHPEKTOP 3 HAYKOBHX i
perysaTOPHHX MHTaHb Ta AOCTYNY 10
puiky Jlabopatopii Aretan

nigmnuc 1 neuyaTka
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