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 No, if any):

Phocytan 0.66 mmol/ml, concentrate for
solution for infusion, 10 ml in a polypropylene
ampoule; 10 (5x2) ampoules in a cardboard
box

1) type of medicinal product according to
which registration has been conducted or is
planned to be conducted

Medicine that has a well-established medical
use

2) studies conducted

yes no V_if no, please justify

According to the Order of the Ministry of
Health of Ukraine No. 460 dated 23.07.2015 (as
amended), the type of registration form for
"Medicinal product with well-established
medical use" replaces the data of preclinical
studies, which are in module 4 of the
registration dossier, with the corresponding
data of the published scientific literature
(publicly available information).

2. Pharmacology:

1) Primary pharmacodynamics

Data are not provided, as the own tests were not
carried out (See point 2) studies carried out —
Justification)

2) Secondary pharmacodynamics

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

3) Safety pharmacology

Data are not provided, as the own tests were not
carried out (See point 2) studies carried out —
Justification)

4) Pharmacodynamic interactions

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

3. Pharmacokinetics:

1) Analytical Methods and validation reports

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

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

3) Distribution Data are not provided, as the own tests were not
carried out (see point 2) studies carried out —
Jjustification)

4) Metabolism Data are not provided, as the own tests were not

carried out (see point
Justification)

2) studies carried out —

5) Excretion

as the own tests were not
2) studies carried out —

Data are not provided,
carried out (see point
Justification)

6) Pharmacokinetic Interactions (preclinical)

as the own tests were not
2) studies carried out --

Data are not provided,
carried out (see point
Justification)

7) Other Pharmacokinetic Studies

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

4. Toxicology:

1) Single-Dose Toxicity

as the own tests were not
2) studies carried out —

Data are not provided,
carried out (see point
Justification)

2) Repeat-Dose Toxicity

as the own tests were not
2) studies carried out —

Data are not provided,
carried out (see point
Justification)

3) Genotoxicity:
in vitro

as the own tests were not
2) studies carried out —

Data are not provided,
carried out (see point
Justification)

in vivo (including supportive toxicokinetics
evaluation)

as the own tests were not
2) studies carried out —

Data are not provided,
carried out (see point
Justification)

4) Carcinogenicity:

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

Long-term studies

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

Short- or medium-term studies

as the own tests were not
2) studies carried out —

Data are not provided,
carried out (see point
Justification)

Additional studies

as the own tests were not
2) studies carried out —

Data are not provided,
carried out (see point
Justification)

5) Reproductive and Developmental
Toxicity:

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

Fertility and early embryonic development

Data are not provided, as the own tests were not
carried out (see point 2) studies carried oul —
Jjustification)
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Embryotoxicity

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

Prenatal and postnatal toxicity

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

6) Local Tolerance

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

7) Additional Toxicity Studies:

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

Antigenicity (production of antibodies)

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

Immunotoxicity

Data are not provided, as the own tests were not
carried out (see point 2) studzes carried out —
Justification)

Mechanistic studies

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

Dependence

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

Metabolites toxicity

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

Impurities toxicity

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

Other

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

5. Preclinical study conclusions

The investigational medicinal product is
submitted for state registration according to the
type ''Medicinal product that has a well-
established medical use" and has the relevant
materials of the registration dossier, in which
the data of preclinical studies in module 4 of the
registration dossier are replaced with the
relevant data of the published scientific

literature (publicly available information).

Applicant (registration certificate holder)

(signature) ]
1 Rue Alexander Fle

Céline RIGAUDEAUM;Dﬁ R’qgu!al&ry AN

Affairs Drug Division - Export

{ Procedure amended by new annex 29 according 1o MoH Ukraine Order Ne 1528 of 27.06.2019 }
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Honatok 29

1o Iopsaaxky NpoBeaeHHs eKCIEPTH3H
peecTpauiiftHux MaTepianie Ha Jikapchki
3aco0H, IO MOJAIOTECA HA AEPIKABHY
peecTpauilo (MepepeecTpatiio), a TAKoX
EKCTIEPTH3H MaTepianiB PO BHECEHHS
3MiH 10 peecTpaLifiHuX MaTepianis
NpoTAroM Iii peectpauiiinoro
NIOCBiJUeHHs

(myskT 4 pozminy IV)

3BIT

NPo AOKIiHIYHI A0CHiIKEeHHS

1. Hasga nikapcekoro 3aco0y (3a
HasBHOCTI - HOMEp peecTpaLifiHoro
MOCBII4EHH):

@ouuTan 0,66 MMOJIL/MII, KOHIIEHTPAT 15
po34HHy 1 ingys3ii, mo 10 ma y
nosinponisienosiii amny.ri; mo 10 (5x2) amnya y
KAPTOHHiH Kopobui

1) Tvn nikapcekoro 3acofy, 3a skum
nposoaunacs abo MiaHyeTses
peecTpallis

Jlikapebkuii 3acif, siknii Mae 100pe BHBYeHe
MeIHYHe 3aCTOCYBaAHHS

2) npoBejieHi A0CTiKEeHHS

Tak [J ni ¥V sxmo i, o6rpyaTyBaTH

Jrinno makazy MO3 Vkpainu Ne 460 Bix
23.07.2015 p. (3i 3minamu) THD peecTpamiinol
¢popmu na «Jlikapeskuii 3aci6, sikuii Mae 106pe
BHBYEHe  MeAMYHE  3aCTOCYBaHHS»  JaHi
AOKJIHIYHHX 10CTIUKeHb, SIKi 3HAXOAATHCS B MOTY.Ti
4 peectpaniiiHoro Aocke, 3aMiHIOIOTH BiANOBiAHUMH
AaHuMH  omyOJuikoBaHoi HaykoBoi JiTepaTypu
(3araibHogOCTYNHA iH(OpManis).

2. ®apmakosoris:

1) nepeuHHa hapmakoauHamika

Jani  He  HamalOTECA,  OCKINBEKM  BJjacHi
BUNpoOyBaHHA HE NpOBOAWIMCA (Ous. n. 2)
npoeedeni 00cniodiceHHa — 0bTpYHMYBaHHS)

2) BTOpHHHa (hapMaKoMHaMiKa

Jlani  He  HagalOThCHA,  OCKUIBKM  BhacHi
BUNpOOYBaHHA He NpoBoauiMcs (dus. n. 2)
npoeedeni d0cniodiceHHs — 0DTPYHMYBaHHSL)

3) bapmakooris Geznexu

Jani  He  HagalOThes,  OCKINBKM  BIAcHi
BUNPOOYBaHHA HE TPOBOAWIHCS (Ous. n. 2)
npoeeoeni 00CniOdICeH S — ODTPYHMYBAHHSL)

4) dpapmakoauHamiuHi B3aeMOil

HNani  He  HANAOTBhCS,  OCKINBKM  BIACHi
BUNPOOYBaHHA HE MPOBOAMIUCS (Ous. n. 2)
nposeoeHi 00CniONHCeH s — ODTPYHMYBAHHSL)

3. @apMaKoKiHETHKa:

1) aHa/lITUYHI METOAMKH T4 3BITH LLOJ10
X Bayigamii

Hani He HAJalOThCA,  OCKIJIBKH BIIACHI
BUNpOOYBaHHA He MpoBOXMIMCS (Oue. n. 2)
npoeedeni 00cniodlcents — OBTPYHMYBANHS)

2) BCMOKTY BaHHsti—====._

Jani He  HajalOTBECHA,  OCKIIBKM  BJAcHi
BUNIPOOYBaHHA He NpPOBONHIHCS (0us. n. 2)
npoeedeHi 00CNiONCeHHs — OOIPYHMYBANHS)

3) po3noain

Jlani He  HajalOTBCH,  OCKUIBKH  BJACHI
BUNPOOYBaHHA HE TPOBOMMIMCS (Oue. n. 2)

Ilepexian sipnuii. J
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npoeedeni 0ocnioxcenns — obIpynmysanns)

4) meTadonizm

Jlani  He  HAZAIOTBCHA,  OCKIIBKH
BUIIPOOYBaHHA He TNPOBOAMIMCA (OUS.
npoeeoeni 00CniodNCceH s — 0OIPYHMYBaHH)

BJIACHI
n 2

5) BUBEIEHHS

Jlani  He  HamalOTBCHA,  OCKLIBKH
BUNpOOYBaHHA HE MPOBONMWIHCH (Ous.
npogedeni docniddicenns — 0OIpyHmyeans,)

BJIACHI

n 2)

6) dapmaKkoKiHeTHYHI B3aEMOT
(nokniHIvHI)

Haui  He  HagAlOTBCAd,  OCKiIIBKHM
BUMPOOYBAHHA He TPOBOAMIIMCH (Oue.
nposeoeni 00CNIONCeH s — 0DTDYHMYBaHHS)

BJIACHI
n 2)

7) iHuwi apMaKkoKiHeTHYHI
NOCITI K HHS

Jlani  He  HAjaAlOTBCS,  OCKINBKH
BUIIPOOYBaHHA He MPOBOAMIMCA (Oue.
nposederi 00CniOdCeH s — 0OTPYHMYBAHHSL)

BJIAacHI
n. 2)

4. Toxcuxonoris:

1) TokcHYHICTB Y pa3i 0aHOPa30BOIo
BBEICHHA

Jlani  He  HajaOTBCA,  OCKINBKH
BUNIPOOYBaHHA HE MNPOBOLHMIKCS (Ous.
nposederi 00CHiONCen s — 0BIPYHMYBARHSL)

BJIACHI

n 2

2) TOKCMYHICTB Y pa3i NOBTOPHUX
BBENCHD

JlaHi  He  HamalOTECA,  OCKUIBKH
BUNpOOYBaHHA He MPOBOJWIMCA (Ous.
npoeederi 00CiOdNCeH s — OOTPYHMYBAHHS)

BJIacHI

n 2)

3) FeHOTOKCHYHICTD:
in vitro

Jlani He  HajawTBCA,  OCKLIBKH
BHIIPOOYBAaHHA He TMPOBOMMIHCA (Ous.
npoeedeni d0cniodiceH s — 0DTPYHmMYBanHL)

BJIACHI

n 2

3 TOKCHKOKIHETHKU)

in vivo (BKJIKOYAIOYH 01ATKOBY OLIHKY

JaHi  He  HagalOThCd,  OCKIIBKHU
BUMPOOYBaHHS He TNPOBONMIMCS (Oug.
nposedeni 00cniodNcents — 0bTPYHIMYBAHHS)

BJIACHI
n 2

4) KaHLIePOTeHHICTh:

Hani HE HaJalThC4, OCKLIIBEKH
BUNPOOYBaHHA He TPOBOAMIMCH (Ous.
npoeedeni 00CHiONCeHHs — OBIPYHMYBANHA)

BJIACHI
n o 2)

[IOBIOCTPOKOBI IOCIKEHHS

Haui He HaJarThCH, OCKIJIbKH
BUMpPOOYBaHHA HE TNPOBOJMIHCA (Ous.
npoeedeni 00CiONCeHH — ODIPYHMYBAHHSL)

BIIACHi
n 2)

KOPOTKOCTPOKORI JIOCI/PKEHHS

b0 JOC/1AKEHHS Cepe/IHbOT TPHBATIOCTI

Jani  He  HagalOTBCA,  OCKIIBKH
BUNPOOYBaHHA HE TPOBOOWINCA (Ous.
npoeeoeri 00CHIONCEHHS — 0OTPYHMYBAHHSL)

BJIacHi

B 2)

NOJATKOBI JOCHIPKEHHS

Jani  He  HALAIOTBCA,  OCKIIBKH
BUNpOOYBaHHA HE TPOBOJHIMCH (Ous.
npoeeoeni 00CiONCeHHs — OOTPYHMYBAHHA)

BJIACHI

n 2)

5) penpoyKTUBHA TOKCHYHICTE Ta
TOKCUYHWH BITUIMB HA PO3BUTOK
MOTOMCTBA:

Hani He HaJaloThECA, OCKIJIEKH
BUTIPOOYBAHHA HE NPOBOAMIHCS (OUS.
nposedeHi 00CHiONCeHHS — 0DTPYHMYBAHHSL)

BJIACHI
n 2)

BIUTAB Ha (epTHIIBHICTE 1 paHHIN
eMOpiOHaNbHUE PO3BUTOK

Hani  He  HaJalOTECA,  OCKUIBKH
BUNPOOYBaHHA HE TPOBOJMIUCH (Ous.
npoeedeni 00CnioNCeHHL — 0BIPYHMY6aHHSL)

BJacHi
n. 2)

eMOpIOTOKCHYHICTD

»

Haui He HaaloThCA, OCKIJIBKH
BUMPOOYBAHHA HE TNPOBOAMIMCA (OU6.
nposederi 00CHiONCeHHS — OOTPYHIMYBANHHSL)

BJIACHI
n 2)

IpeHaTa/IbHA | IOCTHATAbHA
TOKCHYHICTE

Hani  He  HaNalOTHCA,  OCKIIBKH
BUNPOOYBaHHA HE MPOBOIMINCS (Ous.
npoeeoeHi 00CNIONCeHHS — OOTPYHMYBANHS)

BJIACHI

n 2)

MOCTIPKEHHS, NPU SKUX Nperiapar

Hani HE HaJaI0TEEA, OCKIJIbKH

BJIACHI

IMepexnan sipanii.
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YBOJMTECS [TOTOMCTBY BUNIPOOYBAHHA HE NPOBOMMIMCA (Jug. n. 2)
(HecTaTeBO3pinuM TBapuHaM) Ta/abo nposederi 00CTiONCeHHS — 0BIPYHMYBAHHSL)
OLLIHIOETBCS BiylaneHa ais

6) MicLieBa MEPEHOCUMICTD Jani He HaIaKThCH, OCKIIEKM  BlIacHi
BUNPOOYBaHHA He NpPOBONMIMCA (OuG. n. 2)
npoeedeni docniodcenns — 0OTPYHmy6anns,)

7) NONATKOBI HOCHi/KEHHS Jlani  He  HajgalOTECHA,  OCKIUIBKH  BJacHi

TOKCUYHOCTI: BUNPOOYBaHHA HE MNPOBOAMIMCA (Oue. n. 2)
nposedeni dociodcens — 06IpyHmMysanHs)

AHTHTEHHICTh (YTBOPEHHS aHTHUTIJ) HMani  He  HajgarOThCA,  OCKINBKHM  BIACHI

BUNPOOyBaHHS HE MNPOBOAWIMCA (Ous. n. 2)
nposedeni 00CHIONCEHHS — OOIPYHMY6AHH)
IMYHOTOKCHYHICTB Haui He HAaJIaF0ThCS, OCKIIBKM  BJIacHi
BUNPOOYBaHHS HE INPOBOAMIHMCA (Ous. n. 2)
nposedeni 00chioxncen s — 0OIpYHmYeans,)
NOC/IKEHHS] MEXaHI3MIB Ail Hani HE HaJal0ThCS, OCKIJIBKH BJIACHI
BUIIPOOYBAaHHA HE TMpoBONMIMCSA (Oug. n. 2)
npoeederi 00cniodIceH s — 0OTPYHMYBAHHSL)
niKapcbKa 3a0eKHICTh Jlani He  HajawThCHA,  OCKINBKM  BiAcHi
BUNIPOOYBaHHA HE MPOBOAWIMCS (Jus. n. 2)
nposedeHi 00CHIONCeHHS — 0BIPYHMYBaHHSL)

TOKCHYHICTE MeTa0OJITIB Hami HE  HaJarThCd, OCKIJIBKH BJIACHI
BUNpoOyBaHHs HE NpoBOAWIHCA (Jus. n. 2)
npoeedeni 00CIONCeHHA — OOTPYHMYBAHHS)

TOKCHYHICTH JOMIIIIOK JaHi HE HaJaloThCA, OCKIJIBKH BJIACHI
BUNPOOYBaHHA HE NpPOBOAMIMCA (Oue. n. 2)
npoeeoeni 00CRIONCEHHS — OBTPYHMYBAHHS)

iHIe Hani He HaJJaF0ThCH, OCKIJIBKH BIIACHI
BUNPOOYBaHHA HE MNPOBOMMIMCSA (Ous. n. 2)
nposeoeni 00CiONCeHHs — OBIPYHMY6aHHA)

5. BACHOBKH 110710 TOKJTiHIYHOIO HocaimkyBannii Jikapcbkmii 3aci6 mopaeTnes
BHUBYECHHS Ha  JepkaBHY  peecrpamiio, 3a  THIOM
«Jlikapepknii 3aci, axkuii mae 706pe BHBuYeHE
MeIH4YHE 3aCTOCYBAHHA» Ta Mac BignosinHi g0
OBOr0 MaTepiajid peecTpamifiHOro J0ChE, Y SAKOMY
JaHi JOKNIHIYHHX JOCHiIKeHb, SIKi 3HAXOAATLCSH y
Moayai 4 peecTpaniiiHoro aocke, 3aMiHIOIOTE
BiANOBIIHMMH NaHHMH omyGuaikoBaHOi HayKoBOY
JIiTEepaTypH (3arajibHOJOCTYIHA iHopMaiLis).

i JKC 1 eyaTka
3asBHUK (BJIACHUK
peecTpaliifHOro NOCBiAYeHHS)

Ceniu PITOTEO
(ILLB)

{IIopsdok._oonosneno nosum Jlooamrom 29 seiono 3 Hakasom Minicmepemea oxoponu
300pos’s.Ne 1528 6io 27.06.2019)
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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 Ne, if available )

Phocytan 0.66 mmol/ml, concentrate for
solution for infusion, 10 ml in a
polypropylene ampoule; 10 (5x2) ampoules in
a cardboard box

2. Applicant

Laboratoire Aguettant SAS, France

3. Manufacturer

Laboratoire Aguettant, France

4. Studies conducted:

yes Y if no, please justify

According to the Order of the Ministry of
Health of Ukraine No. 460 dated 23.07.2015
(as amended), the type of registration form for
""Medicinal product that has well-established
medical use" replaces the data of clinical
studies, which are in module 5 of the
registration dossier, with the corresponding
data of the published scientific literature
(publicly available information).

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

Medicine that has a well-established
medical use

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

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

6. Phase of clinical trial

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

7. Period of clinical trial

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

9. Number of trial subjects

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

10. Objective and secondary endpomts of
clinical trial -

Data are not provided, as the own tests were not
carried out (see point 2) studies carried out —
Justification)
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11. Clinical trial design Data are not provided, as the own tests were not
carried out (see point 2) studies carried out —
Justification)
12. Main inclusion criteria Data are not provided, as the own tests were not
carried out (see point 2) studies carried out —
Justification)
13. Investigational medicinal product, mode of] Data are not provided, as the own tests were not
administration and strength carried out (see pomt 2) studzes carmed out —
o s ik g R .
14. Reference product, dose, mode of Data are not provided, as the own tests were not
administration and strength carried out (see point 2) studies carried out —
Justification)
15. Concomitant therapy Data are not provided, as the own tests were not
carried out (see point 2) studies carried out —
Justification)
16. Criteria for evaluation efficacy Data are not provided, as the own tests were not
carried out (See point 2) studies carried out —
Justification)
17. Criteria for evaluation safety Data are not provided, as the own tests were not
carried out (see point 2) studies carried out —
Justification)
18. Statistical methods Data are not provided, as the own tests were not
carried out (see point 2) studies carried out —
Justification)
19. Demographic indices of studied Data are not provided, as the own tests were not
population (sex, age, race, etc.) carried out (see point 2) studies carried out
Jjustification)
20. Efficacy results Data are not provided, as the own tests were not
carried out (see point 2) studies carried out —
Justification)
21. Safety results Data are not provided, as the own tests were not
carried out (see point 2) studies carried out —
Justification)
22. Conclusion (summary) According to the Order of the Ministry of
Health of Ukraine No. 460 dated 23.07.2015
(as amended), the type of registration form
for "Medicinal product that has well-
established medical use' replaces the data of
clinical studies, which are in module 5 of the
registration dossier, with the corresponding
data of the published scientific literature
(publicly available information).

Applicant (registration certificate holder)

Affairs Drug Division - Export
(full name)
{Pr ()cedure amended by new annex 30 according to MoH Ukraine Order Ne 1528 of 27.06.2019 }
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JHonarok 30
Jo Iopanky npoBeneHHs ekcriepTH3H

peecTpalifiHuX MaTepiainie Ha fikapchbki

3aco6H, [0 NOAAIOTHCA Ha JlepIKaBHy

peecTpauiio (nepepeecTpalito), a TakoK

EKCTIEPTH3H MaTepialiB PO BHECEHHS
3MiH 10 peecTpaliiHuX MaTepiain
NPOTATOM Aii peecTpauiiiHoro

MOCBi T4EHHA

(myHKT 4 posminy IV)

3BIT

Npo KJiHiYHe BUNIPOGyBaHHSI

1. Haspa nikapcbkoro 3aco0y (3a HassBHOCTI
- HOMEpP PeEcTpalliifHOro NoCBig4eHHs)

@ouurtan 0,66 MMOIL/MI, KOHUEHTpAT aIs
po3unHy paas  imdysii, mo 10 wma vy
noJinponiienosii ammy.i; no 10 (5x2) amnya y
KapTOHHi# KopoOmi

2. 3asBHUK

JlaGopatopist Areran CAC, ®pannis

3. BupoOuuk

Jlabopartopis Areran, ®pannis

4. IlpoBeneni njocnimkeHHs:

tak [ wi, V sxumo Hi, o6rpynTyBaTh

3rigno makazy MO3 Vkpainu Ne 460 Bia
23.07.2015 p. (3i 3minamu) THN peecrpauiiiHoi
(popmu na «Jlikapebknii 3aci6, sskuii mae 106pe
BHBYeHe  MeJHYHE  3aCTOCYBaHH#»  jaHi
KJIHIYHAX J0CTiIKeHb, SIKi 3HAXOAATHCH B MOXY.Ti 5
peecTpaniiHoro Aoche, 3aMiHIOIOTL BiAnoBigHHMH
AaHHMH  omyOJiKOBaHOI HayKoOBOI JiTepaTypu
(3araapHogocTynHa ingopmamis).

1) Tun nikapcbkoro 3acofy, 3a SKuM
1poBoauaacs abo IJIaHy€EThCs peecTpailis

Jlikapcekuii 3acié, sikuii mae noOpe BHBuYeHe
MeIHYHe 32CTOCYBaHHS

5. IloBHa Ha3Ba KniHiuHOTO BUTIpoOyBaHHs, | lani  He  HAjalOTbCA,  OCKUIbKM  BJACHI
KOJOBaHMI HOMEpP KJIIHIYHOTO BUNPOOYBaHHA HE NPOBOAMIMCS (Ous. n. 2)
BHIIPOOYBaHHsI npogederi 00cniodiceHHs — 0BTPYHMY6anHs,)

6. ®a3za KNiHIYHOTrO BUIPOOYBaHHs Jlani  He  HajaAlOTBHCH,  OCKIIBKH  BIIACHI
BUNpOOYBaHHA He TNpPOBOMMIHCH (Oug. n. 2)
nposedeni 00CiONCeHH — OOTPYHMYBAHHS)

7. Iepion npoReneHHS KIiHIYHOTO Hani  He  HaalOTBCA,  OCKIIBKH  BJIACHI

BUNpPOOYBaHHs BUIIPOOYBaHHS HE TNPOBOAMIHCA (Ous. n. 2)
nposedeni 00CHiONCeH s — 0OTPYHMYBAHHS)

8. Kpainu, ne npoBoaunocs KiiHiune Jlani  He  HajAlOTBCH,  OCKIIBKM  BiacHi

BUMNPOOYBaHHA BUNIpOOyBaHHA He mpoBoAMnucs (Ous. n. 2)
npoeedeni 00CiONHCeHHs — 0OTPYHMYBAHHSL)

9. KinbkicTs pocmipKyBaHX Jlani  He  HAJAOTBCH,  OCKIMLKHM  BJACHI
BUNPOOYBaHHA HE MNPOBOAMIHCA (Oue. n. 2)
nposedeni 00CHiONCeHHs — 06TPYHMYBAHHS)

10. MeTa_ ra BTOpHHHI L KIiHIYHOTO Jani HE HaJaloThCA, OCKUIBKM  BJIAcHi

BUIPOOYBaHHA A BUNpOOyBaHHA He TNpoBOAWIMCS (Ous. n. 2)

[/ ; nposedeHi DOCHIONCeHHs. — OBIPYHMYBAHH)
11./Tm3aiin KIHHIYHOTO Bﬁppo6yBaHHs{ Hani  He  HamalOThCA,  OCKIABKM  BJACHI
1S} BUNpOOYBaHHA HEe NpPOBOAWIMCA (Ous. n. 2)

Tepexian BipHwuii. ;
MocrosipHicTs nepexnaxy TapanTyio.
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npoeedeni 00CNiONCEHHS — OOTPYHMYBAHHS)

12. OcHoBHi KpuTepil BKIIOUYEHHS

Jlani  He  HajgarOTBCA,  OCKIIBKH  BjacHi
BUNPOOYBaHHA HE MPOBOAMIMCA (Oug. n. 2)
nposederi 00CNiONHCeH S — 0BTPYHMYBANHS)

13. JlocnimkyBanuii nikapcekuii 3aci6,
croci6 3acTocyBaHHS, CUia il

Jlani HE HANalOThCSA,  OCKUJIBKM  BJIACHI
BUNPOOYBaHHA HE NPOBOLMIHMCH (Ous. n. 2)
npoeedeni 00CniodceHHs — 0GTPYHMYEaHH)

14. [Ipenapat nopiBHsHHS, 1034, CrIoci6
3aCTOCYBAHHS, cuna il

JlaHi  He  HajmAOTBCHA,  OCKIIBKM  BjacHi
BUMPOOYBaHHA HE TNPOBOAMIMCA (Ous. n. 2)
nposedeni 00CHiONCeH s — 0OIPYHMY6aHHS)

15. CynyTHs Tepanis

Jlani He  HAjalOTBCHA,  OCKIABKM  BJACHI
BUNpoOyBaHHS He TpOBOAMIMCA (Ous. n. 2)
npoeedeHi 00CniOdiCeHHA — 0DIpYHMYBanHHSL)

16. Kpurepil o1iHKH eeKTHBHOCTI

Jdani  He  HamalOTLCA,  OCKIIBKM  BJacHi
BUMPOOYBaHHA He IPOBOAMIHCA (Ous. n. 2)
npo6edeni 00cniodlceHHs — 0BIpYHmMY6anHs)

17. Kpurepii ouinku 6e3nexu

Jlani He  HamalOThCH,  OCKUIBKM  BiAcHi
BUMPOOYBaHHA He IpoBOAMIMCA (Ous. n. 2)
npogederi 00cniodNcen s — 0BTpYHmMY6anHs)

18. CraTHcTHYHI METOIH

JlaHi  He  HamalOTLCA,  OCKUIBKM  BIacHi
BUNpoOyBaHHA HE TNpPOBONWIKCS (Ous. n. 2)
npogedeni 00CcniodiceHHs — 0DTPYHMYBaNHS,)

19. JlemorpadivHi nokazHUKH
IOCIIi Ky BaHOT Moy iALii (ctath, BiK, paca,
TOLIO)

Jlani  He  HAJAKOTBCA,  OCKUIBKH  BJacHi
BHIIPOOYBaHHA HE NpoBOJWIMCS (Ous. n. 2)
nposederi 00CniodNCeH s — 0OTpYHMYBanHsL,)

20. Peaynbrati epeKTHBHOCTI

JlaHi He  HAmAIOTBCHA,  OCKUIBKM  BJACHI
BUNpOOYBaHHA HE TNpOBOAMIHCA (Ous. n. 2)
nposedeni 0ocnioxcenHs — 00IpYHMYBaHHs)

21. Peaynbratu Oesneku

Jlani  He  HAmalOTBCH,  OCKITBKHM  BJACHI
BUNIPOOYBaHHs HE TpPOBOAMIHCH (Ou6. n. 2)
npogedeni 00CniodceHHs — 00TPYHMYBanHHSL)

22. BUCHOBOK (3aKJTFOUYEHHS)

3rizno nHakazy MO3 Vkpainn Ne 460 Big
23.07.2015 p. (3i 3minamu) THN peecTpauiiinoi
¢opmu na «Jlikapebknii 3aci6, axuii mae go6pe
BHBY€HEe  MeIMYHE  3aCTOCYBaHH#»  JaHi
KJIIHIYHHX 10CTiTXKeHb, AKi 3HAXOIATHCH B MOAY.Ii 5
peecTpamifiHOroe Qoche, 3aMIiHIOIOTHL BiANOBiZAHHMH
AaHHMH  omyOaikoBaHOT HayKoBOI JiTepaTypu
(3araanHonocTynHa iHdopmanis).

3asBHHK (BIIACHUK
peecTpaLiifHOro MOCBiq4eHHSs )

iIKC 1 [1IeYaTka

(migmc)
Cenin PITOIEO
(IL1.B.)

{l1opadox donosnena nosum Jooamxom 30 32iono 3 Haxasom Minicmepemsa oxoponu 300poe’s Ne 1528

gio 27:06.2019}

IMepexnan sipHmii.
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