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Jlep:kaBHa peryJIATOPHA CJIy:K0a
Ykpainu

MiHICTEpCTBO OXOPOHU 30POB’sI YKpaiHU HANpaBIiA€ HA MOTOJKEHHS MPOEKT
Haka3zy MiHicTepcTBa OXOpOHU 370poB’st Ykpainu «IIpo BHeCeHHS 3MiH J0 JOJATKIB
1o Tlopsiaky ceptudikarii sIKOCTI JiKapChbKUX 3ac001B JJIsI MIXKHAPOJAHOI TOPTiBIi Ta
NIATBEPKEHHS 111 aKTUBHUX (DApMalIeBTUYHUX 1HTPEIIEHTIB, IO €KCIOPTYIOTHCS.

Honatok: Ha 45 apk.

IHepumnii 3actynauk MinicTpa Ceprii IYBPOB
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MIHICTEPCTBO OXOPOHM 3/{I0POBR’A YKPATHU

HAKA3

Kuis

IIpo zarBepmxkenns 3min g0 geaatkie go [lopaaky ceprudixanii axoeri
AikapchKHX 3acodiB 171A MODKEAPOAHOL TOPTiBi Ta MiATBeP/KEeHHA 119 AKTHBHHX
papMaleBTHYHAX iHIPeXi€HTIB, HI0 eKCIOPTYIOThES

Bimnosimao po cratei 11, 13, 14, 18 3axony Yipaiuu «IIpo mikapceki 3acobmy,
nignyeKTiE 1, 2, ad3any ABaJUATE JAPYrore MANYHKTY 12 mymkty 4, nyexry 8
Honoxenna mpo MIHICTEPCTEO OXOPOHH 3O0pOB’S  YKpaiHM, 3aTBEPIDKEHOTO
noctanosorw KaGimery MinicTpie YipaTuw Big 25 6epezna 2015 poxy Ne 267 (v
penakiiii nocranoBu Kabinery Minictpie Vikpainn eix 24 ciuna 2020 poxy Ne 90), 3
METOI0 YIOCKOHANEHHS MPONEeAYPH cepTH(ikamil AKOCTI JiKapchKUX 3aco0iB Ans
MDKHAPOAHOI TOPriBmi

HAKA3VIO:

1. 3areepauTtH 3minu J0 noxatkis A0 [opaaxky ceprudikami AKOCT1 MKAPCEKHX
3aC00IB It MDKHapogHO!  TOpriem  Ta  IIATBEPKEHHA I8 AKTUBHHMX
hapMALICBTHYHHY IHIPSAIEHTIR, 100 EKCOOPTYHOThCA, 3aTBEPDKCHOTO HAKAIOM
MiHicTepcTBa oxopoHu 3mopoR’s Ykpaimm Bin 25 muneg 2022 poxy Ne 1310,
sgpeecTpopanoro B Minictepersl  woctuiii Yipalem 31 cepmas 2022 poxy
1a Ne 992/38328, mo 1073a0THCH.

2. dapManeBTHUHOMY yIpaBaigHio (Onexcarapy I 'pineHky) zabe3neunTn:

1) DogaHHs [LOT0 HAKA3Y HA ACpxaBHY Deectpaniro Ao Minmicreperea werunuil
Yxpaidu B YCTAHOBIEHOMY 3aKOHOJABCTROM TOPAIKY;

2) OonpUIKIHCHHS ULOTO Hakazy Ha odimiliHomy Bebcaiiti MinicTepcTBa
OXOPOHH 370p0B’ s VKpaiuu mica siilfcHeHHd aep:KapHol peecTpauii B MiHicTepcTBi
OCTHLIT YKpaiHu.
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3. KoHTposb 332 BUKOHAHHAM I60OF0 HAKA3Y TTOKJIACTH Ha ITEPIIOTO 3aCTyHHHKA
Minictpa Cepria Mybpora.

4. [ei Hakas HaOUpae YHHHOCTI 3 JHA Horo o@inifHHOTO 0nyDalKyBanHs.

MinicTp ikTop JIAILIKC




3ATBEPJIXEHG

Haxkaz MiricTepcTBa 0XOPOHH
3OpoB's YKpaiuu

poKy Ne

3minm
ao popavkis 1o Iopsaaky ceprudikauii axocri NikapcbkHX 3acofiB Anas
MixKEapoaHoi TOprisiai Ta NigTBEpAXKeHHA 119 AKTHBHAX papMaleBTHYHHX
inrpeni€HTIB, M0 eKCHOPTYIOTHCH, 3aTBepAKeHOr0o HaKkazeM Minicrepersa
oxopouu 300pos’s Yikpainu Big 25 qmunmaa 2022 poxy Ne 1310,
sapeecTrpopanoro B Minicrepersi wernnii Yxkpainu 31 cepnus 2022 poxy 3a
Ne 992/38328

1. Jonatok 1 BUKIacTH B TaKiil pedakuii:

«
Jonatox 1
no [opsaxy ceprudixanii axocTi
TMKApCHKMX 3acobin
JUH MIXHAPOAHO! TOPTIiRTTi
Ta NiATBEPIKCHHA 1A aKTHBHUX
(hapMaUueBTHIHEX IHIPEIIEHTIR,
IO CKCHOPTYROTECH
(niggyakT 1 nyHkTy 7 posainy I)

N2 ceprudikara: Kpaiea-exciioprep:

Kpaira-imaoprep / KpaiHu-iMmmopTepH:

Ceprudikar
Jikapenxore 3acoby!

Iet cepmudbivam eionogioae gopmamy, pexoMeHOOBaHOMY
Beecsimuvoro opzanizayicio oxoponu 300pos ‘s (BOO3)

I. Hazea Ta nikapceka opMa nikapebKoro 3acoby:

1.1. ToproBemsHa HazRa NiKAPCBEKOTO 3ac00y B KpaiHi-
iMIopTepi®:

1.2. Mixuapogna senatedTopana nazea (MHH):

1.3. AktEBHMiA(D) inrpexicnT(n)’ Ta X KITHKICTE HA OIHHALEC
AC3YBaHHA":

ToruRE CRIaN, BKMOYAIOUN JOMOMINKH] DEHOBHHIT




1.4. U Mae 1eit AiKapeskuil 3aci6 peectpanifine NOCBITICHHS

NS PO3MIMEHHS Ha PHHKY JUIs BUKOpHCTaHHA HOPe B KpaiHi- Tak £ Hi £l
excnoprepi®?
1.5. Yu 3aificHIOETRCA peanizania TiKapcsKoro 3acody Tax € i O

Ha PHHKY KpalHd-excriopTepa’

Sxuro BLanosine Ha myEKT 1.2 «Tax», 3amoBHITE po3ais 2A Ta OpomycTithk poszin 2B.
Slkmo Bimnosims Ha nyakT 1.2 «Hi», IPOIYCTITE po3aia 2A Ta 3aNOBHITE PO3IN 2B

Pozgin 2A

Pozain 2B

2.A.1, Homep peecrpaniiinoro
HOCBITIeHH Ha MKAPCHKUH

2.B.1. 3assrmk cepraixara
(RaliMeHyBaHHA Ta

nixapcrkoro 3acoby'>?

nepesipkd (IHCNeKTYBAHHA )} MITPHEMCTRA - BHpOOHIKa

(Aximo Hi, NEpeHTH A0 OYHKTY 4)

3acif Ta garta BHga4l: MICHEeIHAXOMKEHHS):

2.A.2, BracHuk 2.B.2.CraTyc 3aABHUKA: a |b |c
peecTpaliiHoro IoCBIAIeHHS {NOACHEHKS 7T BiANORLAHOT oo |4
Ha JikapchaAl 3aci0 KaTeropii 3a3HadeHo B

(HaliMeHYBAHHA Ta npuMiTIi 8)

MICIIEeTHAX OIHKCHESA ):

2.A.3. CTaryc BlIacHHKA a |b lc [2.B.2]1 Hnaxareropifibic
peectpamiiiHoro noceimsenss’: | B |82 [} | nadimenysamms Ta Micne/s

(MOsACHEHHS ANA BiANOBiAHOI IPOBADKSHHA AIANBHOCTI,

KATEropii 2a3Ha9eHO B BHpobHMKA AIKapCEKOro

npeMiTIi 8) 3acify':

2.A.3.1. [imn xareropidt b tac 2.B.3. 3 axoi nmpUIHHH

HAWMEHYBAHHA Ta MicIe/s BifICYTHE peecTpalliiize

TPOBAKEHEA TISTEHOCTL, nocBigueHA? (He

BHpPOOHMKA HiKApCHKOro BHMATACTRCS / FE 3BEpTATHCH/

3aciby: Ha POITJILAL / BiIMOBNEHO)

2.A 4. Un rajare moromkere | Tak | g g |2B4 TTprviTiu':

TexHiuHe pesome!!? £

2.A.5. Un € HanaHa Tax €

indopMarnis npo mKapcLRuH Hi O

3acif TOBHOIO T2 BiJMOBITaE

minenaii'?? He nagano O3

2.A.6. JasBHMK ceprHQikaTa,

AKITQ BiH HE € BIACHHKOM

PEECTPAMIHHOrO BOCBITUEHHS

(HaliMeHyBaHHA Ta

Micle3Haxo/preHHs)

3. Yu oprauisosye cepTudirarifinuii opras nepioguai Tak O | Hi &3 | He HOE":IIpiGHO

3.1. MepioguaHICTh TTAHOBHX NEPERIPOK ¥ (poKaX):




3.2. Yn iBCTIeKTYRAIOCE BUPOOHALITBO HLOTO BUAY Tax O Hi (3
Tikapcekol hopyu?

3.3. Un BiANOBLIAIOTE OCHATICHES TA HPOIECH BHMOFAM Tax I3 | Hi O | He no’{RifiHo’LS
HANCKHOI

BrpobEMYct npakTrke (GMP), npritETTEM B YKpaiRi, AKi
BpAXOBYIOTH peKOMEH10BaHi BuMorH GMP BOO3'?

4. Uy 3a/10BOILHAE HAZAHA 3ASBHAKOM IH(GOPMAEIEA opray, Tax O Hi {1
IO BHIAB cepTHGIKAT, 3a BCiMa aclieKTaMH BHPCOHHMITBA
MpORYKIi :

Sxno Hi, GoacHATH:

Bymp-axi obMexerHsa ab0 OACHEHHS, iH0 MatOTh
RiHOIMCHHS
J0 1TE0TO ceprudikara;

HaliMeHvBARHS Ta MiCLIE3AaX0DKCHHES OPTaHY, IO BUAAB CePTH(IKAT:

Tenedon:

Paxc:

ITocana, Bnacae im’s [IPI3BUIILE sigmoeinatbhol ocobH opraHy, INo BHAAB cepridikar:
Tliamuc, nara

M. IL

Ceprudirar Ne jlaTa

[Moscrenns A0 3AD0BHEeHES cepTAPIKATY

1. Tleii ceprulikaT YCTAHOBIIIOE CTATYC JHKAPCEKOTO 3ac00Y 1 3adBHMKa B KpaiHi-ekcnoprepi.
Bin mpr3Havensit TinpKy A 0JHOTO AIKApChKOTo 3ac0fy, OCKINBKE A1 Pi3HUX TKApCHKAX
¢opM 1 pisHOI cHAM Ail YMOBH BHPOOHUIITEE TA MOToMmKeHa iHGOpMAaNis MOXKYTE OyTH pi3HAMH.

2. 3rizno indopMallil, 3a3daverol y 3ag8] npo BHpATy ceprudikara JiKapeEKoro 3acoly.

3. BaskaHo BHKOPHCTOBYBATH MiXkHApoAHi HematenTorani Hazed { MHH) abo ganionansmi
HEIaTeHTOBAHI HA3BH.

4. JlogaeThes TiepeniK | KiUTLKICTh JiF09HX PEYOBHH, 2 TAKOXK HepelTiK IHMuX iHTpenieHTiB,
AKi BXOJISTE O CKJIaAY FOTOBOI MIKapChKoi (opmu.

5. eransra iA(opMania Ipo KITBKICHHA CKNaz € 6aXaH0k0, ane BoHA Mac 6y TH 110roKeHa
3 BIACHAKOM PEECTPAIHHOTO NOCBLAMEeHHS.

6. 3a noTpebu NONATKOBO HABEIITE NOAPOOHIH PI3HAX OOMEKEHE 3 IIPOILKY,
PO3MOBCIKCHHS
aB0 3aCTOCYBAHNS JiKApPCHKOTO 3800y, YKa3aHOTO B PEECTPAIMIRHOMY HOCHE.

7. Posgime 2A 1 2B BUKTIO9AFOTE OHH OJHOLC,

8. 3a nmoTpebu 3asuadTe, HIO peccTpaLiiie TOCBIAUeH s THMYIACOBE a00 3HAXOAHTECH Ha
PO3ETISAL.

9. 3a3HavTe XapaxTep AIAIBHOCTL, AKA 3MHCHIOETLCH 0C0000, BiATTORIIAIEHOO 34
PO3MINIEHAS TIKAPCHKOTo 3aco0y Ha PHHKY:
1) BUPOOHATRO FOTOBUX TIKAPCHLKUX DOPM;
2) maKyRanms Ta/ab0 MAPKYBAHHS TOTOBHX NTIKapChKEX (GOpM, SK1 BEpoOInie HesanexKHa
pipma;
3) He 3aTi9HE B KOJHOMY 3 BHIICAA3HATCHIX BH/IB JISIBHOCTI,
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10, g indopMania MoxKe GVTH HaIaHa TLIBKH 33 3TONOK0 BIACHHKA PEECTpaLi#HOTO
DOCRiTYerHA a00 ¥ pazi BiACYTHOCTE 3apeecTpOBAHMX NIKAPCHKEX 3ac00iB 3aABHUKA.
Hesanopueru posain BKasye, IO 3RIATCPECORAAA CTOPOHA HE NOIOOANAcA Ha BKIIODCHHA
niiel indopmanii. Crif 3asHasmTd, mo iHdopManis npo Micne BEPOOHHITES € YACTHHOK
ninensii. Akmo Miciie BUpOCHALITREA 3MIHWIOCH, TIEH31S Mae HyTu oHOBIeHa abo BOHa
finsiue He gificHa.

11. e mocHnaHAA Ha TEXHITHE DE3IOME, AKE € CKNAI0BOK HacTHHOK cepTHdIKaIiiEOro
JOCHE.

12. Ile manexuTe Ao iH(GOpMAIii Opo OPOKYKT, 3aTBEPIKCHUN KOMIICTEHTHHM
HAIlIOHATILHEM PEryIATOPHHM OPTaHOM, Takoi sk KopoTka XapakTepHCTHKA IPOLYKTY.

13. V TakoMy pasi Bill BTACHHKA pPeECTPAIllHOTO [TOCBITYeHHA (TOPropol JIICH31) Ha
nixapchbKMi 3aci6 (SKII0 Ke BiH € 3aABHHKOM) BHMArACTHECH AO3BLT HA OTPHMAHHA
cepradikara. [lei mo3nin Mae OYTH HaAaHWH B OPTaH 3aSBHHKOM.

14. BraxiTh NpAIEHY. 3 K01 3aABHUK He 3POOHB 3allAT Ha peecTpaniio:

a) Mikapcexuii 3aci6 6y pospoOnenuil BUKIFOYHO A% TIKyBaHHS CTAHIB, 30KpeMa TPOIIYHUX
3aXBOPHOBaHE, HEEHACMITHHX I KpalHu-eKcnopIepa;

b) mixapchkmii 3acih §yB mepeTBOpeHnil 3 TOUKH 30Dy [ABAINEHHES HOTO cTabLILHOCT: B
TPONIYHKX YMOBAX;

¢) miKapceKui 3aci6 6yB nepeTROpeHHHA A4 BANYYSHHS JONOMDKHEWX PEYOBHH, HE
NO3BOIEHAK

AJIL BHKOPHCTAHHA B NiKapchKHX 3acobax B KpaiHi-iMImopTepi;

d) mikapcexwit 3acif 6yB mepeTBOpeHUH M OTPHMAHHA 1HUIOF MAKCHMATAEHO JOITYCTHMOL
HO3M 040 PEUOBHHME;

) 3 iHmol npuYHHY, 6Vb JACKA, BKAKITE.

15. «He norpibmo» o3nayae, o sBupoSCHANTBO BiAOYBAcTHCA B iHMil kpaiHl, HDX BHa4a
cepTHiKaTa HA NiKAPCEKAM 3acif, 1 TepeBipKa IPOBOTUTECH ITiJl €THIOK KpaiHH-BEPOOHHKA.

16. BaMord Hantexnoi BupoOHIIoT npaktaky (GMP), npuiingn B Yipaist, 1o
BimorigaroTs BAMoraM GMP BOO3 ta GMP €C.

17. LI JacTHHa 3aI0BHIOETECA, AKINO RIACHAK PeCCTPANiHEOT0 NOCBiAICHHA HA
nikapcekuii 3acif abo sasBHHK BioneBinae cratycy «b» abo «c», sx onmcano B npumirii 8. e
0CcOGAMBO BEXUIMBO, AKLIO NPH BEPOCHUUTEI JiKaperKoro 3acoly 3aaigHi iHo3eMHI $IpMH, AKi
TIPAUIOIOTE 38 KOHTPAKTOM. Y TAKOMY pa3i 3agBHUK [TOBHHCH HAZIATH B cepTHMKamiinuit
opraH iEdopManio, v Axili BH3HAYAI0TE YIaCHUKIB KOHTPAKTY, BIANOBIGATEHAX 38 KOXKHY
CTaIiI0 BHPOOHMITTEA FOTOBOTO JHKapCEKOTo 3acoby, T BKA3YIOTH CTYITIHE | XapakTep iHIIMX
BHAIB KOETPOIIO, IO 31HCHIOIOTHCS KOKHAM YJaCHHKOM.



No. of certificate:

Exporting (certifying country):

Importing (requesting couniry):

Certificate of a pharmaceutical preduct?

This certificate conforms tu the format recommended by the World Health Organization (WHO)

1. Name and dosage fonn of the product:

1.1. Trade name of the product in the importing (requesting

country):

1.2. International Nonproprietary Name (INN)

1.3. Active ingredieni(s)* and amount(s) per unit dose*:

For complete composition including excipients, see attached’:

1.4, Is this product licensed to be placed on the market for use

O 0
in the exporting country®? Yes No
1.5. Is this product actually on the market in the exporting Yes O No
country?

If the answer to 1.2 is yes, continue with section 2A and omit section 2B.
If the answer to 1.2 is no, omit section 2A and continue with section 2B’:
Section ZA Section 2B
2.A.1. Number of product 2.B.1. Applicant for
licence® and date of issue: ccrtificate
(name and address):
2.A.2, Product hicence holder 2.B.2. Status of applicant: aBlbLjcO

{name and address):

(Key in appropriate category
as defined in footnote 8)

officialty approved product

No (3

2.A.3. Status of product a L11b 3| c Q(2.B.2.1. For categories b and
licence holder®: (Key in c
appropriate category as the name and address
defined in note 8} of the manufacturer

producing

the dosage form is:1"
2.A.3.1. For categories b and 2.B.3. Why is markeling
c authorization lacking?
the name and address of the (not required / not requested/
manufacturer producing under consideration / refused)
the dosage form is'";

: 14,

?.AA. Is a summary baE]s Yes G| No O 2.B.4. Remarks™:
or approval appended”-?
2.A.5. Is the attached, Yes £




information complete and
consonant with

Not provided
the licence!®? C

2.A.6. Applicant for
certificate,

if different from licence
holder (name and address)!®:

3. Does the certifying authority arrange for periodic
imspection

of the manufacturing plant in which the dosage form is
produced'*?

If not or not applicable, proceed to question 4.

Yes [ [ No £ | Not applicable [

3.1. Periodicity of routine inspections {yecars)

3.2. Has the manufacture of this type of dosage form been
inspected?

Yes O

No O

3.3. Do the facilities and operations conform to GMP as
rccommended by the World Health Organization!®?

Yes O | No 3 | Not applicable®
|

4. Does the information submifted by the applicant satisfy
the certifying authority on all aspects of the manufacture of
the product'”:

Yes [}

No B3

If no, explain:

Any restrictions or clarifying remarks related to the scope of
this certificale:

Name and address of certifying authority:
Telephone:

Fax:

Position, name of authorized pesson:
Signature and date:

Stamp:

Certificate No

dated

Explanation for filling out the certificate

1. This certificate, which is in the format recommended by WHO, establishes the status of
the pharmaceutical product and of the applicant for the certificate in the exporting country. It is
for a single product only since manufacturing arrangements and approved information for

different dosage forms and different sérengths can vary.

2. According to the information specified in the application form for issuing a certificaie of a

pharmaceutical product.

3. Use, whenever possible, International Nonproprietary Names (INNs} or national

nonproprietary names.




4. The formula (complete composition) of the dosage form should be given on the certificate
or be appended.

5. Details of quantitative composition are preferred bul their provision is subject to the
agreement of the product-licence holder.

6. When applicable, append details of any restriction applied to the sale, distribution or
administration of the product that is specified in the product licence.

7. Sections 2A and 2B are mutually exclusive.

8. Indicate, when applicable, if the licence is provisional, or the product has not yet been
approved.

9. Specily whether the person responsible for placing the product on the market:
a. manufactures the dosage form;
b. packages and/or labels a dosage form manufactured by an independent company; or c. is
involved in none of the above.

10. This information can only be provided with the consent of the product-licence holder or,
in the case of non-registered products, the applicant. Non-completion of this section indicates
that the party concerned has not agreed to inclusion of this information. It should be noted that
information concerning the site of production is pari of the product licence. If the preduction
site 1s changed, the licence has to be updated or it is no longer valid.

11. This refers to the document, prepared by some national regulatory authorilies, that
summarizes the technical basis on which the product has been licensed.

12. This refers to product information approved by the competent national regulatory
authaority,
such as Summary Product Characteristics (SPC}

13. In this circumstance, permission for issuing the certificate is required from the product-
licence holder. This permission has to be provided to the authority by the applicant.

14. Please indicate the reason that the applicant has provided for not requesting registration.
a. the product has been developed exclusively for the treatment of conditions - particularly
tropical diseases - not endemic in the country of export;
b. the product has been reformulated with a view {0 improving i{s stability under tropical
conditions;
¢. the product has been reformulated to exclude excipients not approved for use in
pharmaceutical products in the country of import;
d. the product has been reformulated to meet a different maximum dosage limit for an active
ingredient;
e. any other reason, please specify.

15. Not applicable means the manufacture is taking place in & country other than that issuing
the product certificate and inspection is conducted under the aegis of the country of
manufacture.

16. The requirements of good manufacturing practice (GMP) adopted in Ukraine and
equivalent to the requirement of WHO GMP and GMP in the EU.

17. This section is to be completed when the product-licence holder or applicant conforms to
status {b} or {c) as described in note 8 above. It is of particular importance when foreign
coniractors are involved in the manufacture of the product. In these circumstances the applicant
should supply the certifying authority with information to identify the contracting partics



responsible for each stage of manufacture of the finished dosage form, and the exient and nature
of any controls exercised over each of these parties.

¥,

2. Jlomatox 4 micnma cnie «Hazsa Jikapcekoro 3acoly 3rigHo

peecTpauiiiHoro BOCBiTUenEs B Ykpaini

(B pasi BiCyTHOCTL peecTpaliliHOrO NOCBim4enns B YKpaiHi BKasaTé IpHIHHY
BIICYTHOCTI ):

»

JONOBHUTH ciioBamMu «ToprosejabHa Ha3zBa JiKapchbKOro 3acoby B Kpaimi-
iMnoprepi:

Mixcnapoana HenaTeHToBaHa Haisa (MHH):

»,

3. Jlomarox 5 micaa cHiB «TOproBenbkHAa HasBa JIKapchKOrO 3acoly;»
JOTMOBHUTH CJIOBAMH «TOProBe/ibHA HA3B8a B Kpaini-IMImopTepa;».

B.o. Hananbuuxa @apmauesruynore

YOpaBJiiHHA Oaexcanap I'PINEHKO



NOACHIOBAJIBHA JAITHCKA
o NpoexTy Hakazy MinicTeperna oxopoHH 310poB’s Ykpailnu
«IIpo pEecenns 3Miu g0 gogaTkis no Ilopanky ceprudikanii akocTi Jikapcsxax
3aco6iB A1A MikcHAPOXHOT TOPriBJi TA NIATBEPIKRCHAA AN AKTHBHHX
bapmManeBTHYHHX IBFpeNicHTIB, IO eKCHOPTYIOTLCH»

1. Meta

IpoekT Hakazy MiHicTepcTBa OXOPOHHE 300poB’s YKpaiHK «lIpo BHeceHHS 3MiH
a0 gopatkis go Iopaaky cepTudikamii AKocTi JiKapchbkdX 3aco0iB AT MDKHEPOIHOT
TOPTiBJi T& MiATBePIXKCHHA [UIA AKTHBHMX (apMareBTHYHUX iHrpedieHTiB, IIo
eKCHOPTYIOTECS» {Haii —~ HPOEKT Hakaly), PO3podliCHO 3 METOH YAOCKOHAICHHS
npoNeIypH cepTH(iKalil SKocTi TiKapChKEX 3acobiB IS MDKHAPOZHOI TOpriBii Ta
MIATBEPKCHAS A aKTHBHAX (papMalleBTHYHNX 1HTPEAIERTIR, IO €KCIIOPTYIOThCS Ta
yCyHeHHA 6ap’epiB g eKCIIopTy.

2, O0rpyHTYBanHA HeoOXiOHOCTI NpUHHATTS aKTa
Bignopiguo mo Ilopsinky ceprudixamil sxocti JiKapchkuX 3acoDiB  ans
MDKHApOIHOI TOPriBjii Ta NOiATBEPIKEHHA MANA AKTUBHAX ¢apManeBTHYHNX
IHTpenieHTIB, MO EKCIOPTYIOThCH, 3aTBEPXEHOr0 HakaizoM MiHICTepCTBa OXOPOHH
3M0pOB’ A YKpainw Bix 25 nurHa 2022 poxy Ne 1310, sapeecTpoBaroro B MiHICTEpCTBI
ocTHIil Ykpainm 31 cepmas 2022 poky za Ne 992/38328 Hepxknikcayxba, 3a
pe3ynbTaTaMi pOINIANy 3ade, 30kpeMa Braae Ceptudikar mikapcekoro 3acody, y
AKOMY, B TOMY 4HCH, MICTHTBCA 1H(OpPMAIA TIOAO HA3BH Ta HiKapcbkol GopMmna
JTIKapCcBKOro 3accby, akTUBHOTO (apMalleBTHYHOIC IHTpeAleHTY(1B) Ta IX KUIBKOCTI Ha
OJIHHUIIO No3yBawHs. PazoM 3 TuM, BIACYTHS iH(OpMAalis MO0 TOProBeNnLHol Ha3By
AIKAPCHKOTO 3300y B KpalHi-iMITOpTEpi.
3riHO 3 BCTAHOBNEHHMH NOpaBuiaamMH BceecBiTHBOT opragizamil OXOpoHH

zaopor’s (BOO3) eix 2021 poxy (Texuiwamit Penopt 1033, BOO3: Excnepramit
KOMITET Mo HapragHio QapMareBTHdaHx Creundikauif) peKOMEHIOBAHO 3pa3ok
cepTH(hikaTa Ha Hikapcekuil 3acif® «Ceprugdixar GapMalleBTHUIHOIO TPOOYKTY», SKHK
30KpeEMa MIicTUTh IHGOPMALIIO X010 MiKHAPOIHOT HenareHToBanoil Hazpn (MHH) Ta
TOProBoi HasBH apMalleBTHYHOIC MPOAYKTY, SK BOHA 3afARII€HA B peecTpaliiHoMy
NOCBiYEHHI TA BHKOPDHCTOBYETLCA Ha Tepuropil kKpaiuu excroprepa, a Taxox, 3a
MOXIIMBOCTI, TOPTOBA Ha3Ba JITI IHO3EMHOI KpalHM.

3Baxaroul Ha 3artBepikeni npaBwia BOO3 13 3 MeTow rapMosizauii
HAIOHAIILHOT HOpMaTHBHO-paBoBOi Oazu y cibepi obiry nmikapcekux 3acoliB i3
MIKHAPOJHUM T2 €BPOIIEHCHKAM 3aKOHOAABCTBOM Ta MONIMIICHHIO iCHYIOUMX YMOB
Nl eKCHOOPTY BITYH3HAHHX JiKapChKUX 3acoOiB MPOHOHYETHCA BHECTH BIATIOBIOEI
smign Ao Iopaaky ceprudixani] sKocTi JHKapcbKUX 3acoGiB Wi MiXHAPOJHOT
TOPTiBNl Ta MiJTBEPMKEHHA MJIX AKTHBHHX (AapMalleBTHYHHX I1HTPEII€HTIB, LOO
EKCTIOPTYIOTRCA, 3aTBEpIKEeHoro HakazoM MiHicTepcTBa OXOpOHU 3N0poB’ s YKpaiHu
Bix 25 manug 2022 poxy Ne 1310, sapeectpopanoro B MinictepeTsi 0cTHull Yipaiuu
31 cepira 2022 poky 3a Ne 992/38328,

Bin peamizamii npoexTy HakKazy OYIKYETECH IIO3ATHBHHA BIUIMB IHOJO
NOJIIMEHHS eKCIOPTHOrO IOTERIIATY BITYH3HIHHX BHPOGHHKIB TIKapCHKUX 3aco0iR.
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3. OcHOBHI MOJOKEHHS HAPOCKTY AKTA
[IpoexToM Haka3y NPONOHYETHCH BHECTH 3MIHH 10 Somarkie no [lopsaxy
cepTHdiKalil SMKOCTi JNiKapchbKHX 3acobiB  AnM MUDKHApOZHOI TOPriBiH  Ta
HNiATBEPMKEeHHS A1 aKTHBHHX (QapManeBTHYHUX IHMPENICHTIB, IO €KCIIOPTYIOTHCH,
3aTBEPIKEHOTO Haka3zoM MIHICTEpCTBA OXOPOHH 340pPOB’# YKpalHH Big 25 JIHIOHA
2022 poky Ne 1310, zapeectpoBarnoro B MimicTepctsi jocTamil Yipainu 31 cepnas
2022 p. za Ne 992/38328.

4, IIpasoBi acmexTH

Y naniit cepi CyCIiasHEX BIIHOCHH MIOTEL TaKi HOPMATUBHO-TTPABOB] aKTH:

3akoH Ykpaiuu «IIpo sikapeski 3acobuy;

nmocranoba Kabinery MinicTpis Ykpaiuu Bif 28 xobrHA 2004 poky Ne 1419
«Heaki 3axonu mwono 3abe3ncYcHHEA AKOCTI MKApCEKHAX 3aC00iB»;

Pexomenpanii BeecBiTHBOI opranizaiii oxoponu 3nopoe’s (WHO TRS Ne 8§23,
1992, TRS Ne 863, 1996, TRS Ne 908, 2003).

5. PiHaAHCOBO-eKOHOMIYHE OOIPYHTYBAKHN
Peamizania npoexTy Haxaszy He moTpeCye ¢iHaHcyBaHHA 3 OepiaBHOro ta/ato
MicieBux GrKeTIB.

6. Ilo3unin 3aiATepecoBaHHX CTOPIH

[IpoexT Hakazy noTpedye MpoBeAcHHS IyOAiTHIX KOHCYNBTALIH.

[TIpoexT Hakasy HE CTOCYETbCA IIMTaHb (YHKUIOHYBAHHA MICLEBOTO
CaMOBpSAAYBaHHA, NOpaB Ta IHTEpECiB TEPUTOPIANBHHX TPOMal, MICLHEBOro Ta
PEriOHANBHOTO PO3BUTKY, COMIANBHO-TPYAOBOI cdepH, mpaB ocCi® 3 1HBANIAHICTIO,
GYHKI[IOHYBAHHY i 30CTOCYBAHHS YKPATHCRKOT MOBH SIK lepKaBHOI, TOMY He notpebye
HOrOMAKEeHHS YIIOBHOBAKEHWXK IMPEACTABHHKIB BCeyKpalHCHKHX acolliailili opraHis
MICIIEBOTO CAMOBPANYBAHHS 4M BiIIOBIOZHHNX OPTaHiB MICIEBOTC CAMOBPSYBAHHS,
YIIOBHCBRKEHUX IIpe/ICTABHUKIB BeeyKpaiHchkUX npodeninok, ix ob’eqHaHs Ta
BCEYKPaTHCHKUX 00’ ¢ JHARE OpraHizanii poboTogaBiie, YpagoBoro yNoBHOBAKEHOTO
3 mpaB oci0d 3 IHBAMHICTIO Ta BCEYKPAiHCHKHMX TpPOMaJChKHX OpraHizamiif ocid 3
1HBaNUIHICTIO, 1X CIIUIOK, Y TOBHOBAXKEHOI'O 13 3aXHCTY ASPKaBHOL MOBH.

[IpoekT Hakazy He CTOCYETBCS cdepd HAYKOBOI Ta HayKOBO-TEXHIYHOT
MIANBHOCTL, ¥ 3B'S3KY 3 IMM He HAACHUIAETHCH Ha posrnsn HaykoBoro komiretry
HanioHameHOT pagy 3 MUTaHb PO3BUTKY HAYKY 1 TEXHONOTIN.

ITpoext Hakazy norpebye noropxerns 3 JlepxKaBHOK peryisTOpHOIO ciyk60r0
Ykpainu, depxasHoio cIoy:x0010 YipaiHH 3 MKapcBKHX 3acobiB Ta KOHTPOIIO 3a
HapKOTHKaMH, ¥ NOBHORKEHEM BepxopHol Pagn YKpaiHH 3 IpaB MOAHHH.

Ilpoexr nakaly noTpebye 3milicHeHHS Aep)kaBHOI peectpauii B MinicTepcTsi
IOCTHIIT YKpainn.

7. Quinka BiANOBiAHOCTI
ITpoekT HaKa3y He MICTHTE IIOJIOKEHB, 10 CTOCYIOTECH 30008’ 138Hb YXpPAiHH ¥
cohepi epponeiichkkol iHTerpaiii; npas Ta c¢soboj, rapanToanwx KoHBeHIi€w mpo
3aXKHCT Ipap JHOOHHH |1 OCHOBOTIOUICMKHHX ¢BOOOH; BIUIMBAIOTE Ha 3a0e3mnedcHHd
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PIBHMX TMpaB Ta MOXIHBOCTEH JKIHOK 1 YONOBIKIB, MICTATh DH3MKH BUHHEHHs
KOPYNIIAHUX OPaBONOPYINCHLE TA INPaBONOPYHIEHB, [OB’A3aHHX 3 KOPYIIIIEO;
CTBOPIOIOTE NIICTAB NI THCKPHMiHALI].

[TpoekT Hakazy He CTOCYETBCH NHMTAHL iHQoOpMaTH3alii, eleKTPOHHOIo
ypaayBaHHA, GOPMYBAaHHA | BUKOPUCTAHHS  HAUIOHARINBHHX  SIEKTPOHHUX
inpopMariilinnx pecypciB, pO3BUTKY IH(OPMAIIHEOro CYCIJIBCTBEA, E€ICKTPOHHOL
OeMOoKparil, HajaHHA aAMIHICTPATHBHEX TOCayr ado IMUGPOBOTC PO3BHTKY, TOMY
He.noTpebye DpoBeAeHHS UOHOPOBOI EKCHEPTH3M T4 OTPHMAHHA BHCHOBKY
MinicrepeTra mHdporoi rparcdopmaltii Ykpainu.

I'poMamchka  aHTAKOpYNNifiHA, TFpOMAJCBKa  AaHTHAMCKpPHMIHaNIHHA Ta
I'POMaICHKa MEHOSPHO-NPABOBA KCIEPTHIH He MPOROIHIHCH.

8. Ilporsos peiyasTaTin

Peanizamis mpoexTy Hakazy HE MaTHME BIUTABY HA PO3BUTOK PEriOHIB,
TiIBUINEEHA YW 3HAXEHHS CIPOMOXKHOCT TEpHTOPIANbHHX IPOMaJI; PHHOK Mpalli,
piBeHb 3aMHATOCTI HACENIEHHS; TPOMAJCEKE 30POB’4, NOKPAMEHHS YH MOTipIieHHs
CTaHY 3O0poB’% HaceneHHsd abo Horo oxkpeMHX IpYI; €KONOri0 Ta HABKOIMUIIHE
OPHPOAHE CEepeloBHInE, o0CAr TPHPOJHUX pecypciB, piBeHs 3a0pyAHeHHS
aTMOC(EPHOTO TIOBITPS, BOOM, 3€MeNb, 30Kpema 330pydHEHHs YTBOPEHHMMH
BLIXOZAMM, iHIUI CYCHiABHI BITHOCHHH.

Peanizailis NpoeKTy HakKa3y MO3WTHUBHO BIUIMHE Ha Cy0’€KTIB roclomapchbKol
TAISTTBHOCTI 3 BHPOOHWITBA MKAPCHKHX 3acobiB I TOJANBIIONe €KCIIOPTY TaKHX
JIKApChKIX 3a¢001B.

3ainTepecoBaHa | Bnnme peanizanii
CTOPOHA AKTa Ha
3ainTepecoBany

CTOPOHY

i IlosicHeHHS OYiKYBAHOTO BIJIHBY
I

I'poMangEu 1lozuTHBHUE 3alezncyenHs NpaBa Ha OTPHMAaHES
AKICHAX, e(eKTHBHHX Ta Oe3neqyHux
TKapchKHX 3acobiB — 33 paxyHOK
cuisopanl 3 IHIDUMH KpalHaM# CBIiTY B
paMKax B3acMo3abesnedenHs
MKApCBKEMH  3ac00aMH,  I'POMAINHHM
YkpaiEu TakoX MaTAMYTH MOMKIHUBICTE
OTPHMYBATH TILKH AKiCHI, eexTHBHI Ta
OesnedHi MixapchKi 3aco0y, mo pupobneHi
BIANOBIAHO A0 BEMOT CTaHASPTIB.

Cy6’exrnn TlosuTuBHANK VaockoHaneHns TAa CHpOMeHHA
recIoAaprOBAHHS IpOLEAyPH ceprudixanii AKOCTI
MiKapchKHX 3ac0oBiB A MIKHApPOIHOL
; TOPTIBIIl Ta MLATBEPUKEHHA 1A aAKTHBHUX
! (hapMaOeBTHYHKHX  IHrPefleHTIB,  AKi
| eKCIOPTYIOTHCSL.

Hepxapa ITosutuBHAK PO3BHTOK TOCMOZIAPCHKOT TiANBHOCTI B

Kpaiui Ta CTHMYTIOBaHHS BHpPOOHHLITBA




dhapManeBTHIHO] HPOIYKIIL hafii: |
eKCIIOPTY, 30iTBIIeHHS EKCTIOPTY
BITYH3IHAHHAX JTIKAPCHKHX 3ac00iB, a TAKOXK

: B HiJ’IOMY zabe3fnedeHAs JIOCATHEHHA

0anaHcy IHTepeciB MiANPHEMHHIITRA Ta
OepKaBH.

MinicTp oxoponu 3q0poB’a YKpainn yé/\/_ﬂikmp JAHKO

<
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2023 poky
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AHAJI3 PErYJATOPHOI'O BILIMBY
npoeKTy Hakazy MiHicTepeTBa 0XOpoHH 310poB’s YKpaiuu
«IIpo sHecenns 3MiH 70 JoaaTkis a0 Ilopaaky ceprudikanii axocti
JiKapchbKHX 3acofiB 1A% MiskRapoaHOT Toprisii Ta niaTBepIKEHHS AIS
AKTHBAHX (papMadeBTHYHHX iHIPEeAICHTIR, IO eKCMOPTYIOThCH»

I. Buanavenus npodaeMnu

Ha BukoHaHH® Yrogm npo acomiamiro Mik YKpaiHOW, 3 OJHIE! CTOpOHHM, T4
€pponecHicekuM CotrozoM, €sponeidicekuM CniBTOBAPHCTBOM 3 aToMHOI eHeprii i
iXHIMM AeprKaBaMu-dIeHaMH, 3 inmoi croponu (Aani — Yroaa npo acoriaiio) ta 3
METOI0 TapMOHi3amii ykpaiHChPKOTO 3a3KOHOJABCTBA Ha BINNOBIAHICT: Mpasy
E€pponelicekoro Corosy po3pobiieHo Ta BBemeHo B miro ITopanok ceprudikanii skocTi
JMKapCBKUX 3acO0IB AN MDKHAPOAHOI TOPTIBNL Ta MiNTRBEPKEHHS NNt aKTHBHUX
bapManeBTHUHNX IHTPENI€HTIB, IO EKCIOPTYIOTHCA, 3ATBEPKEHHN HaKalom
MinicTepcTBa OXOpPOHH 3HOPOB’S YKpaiHH Big 25 mumag 2022 poxy Ne 1310,
3apeecTpoBaHMii B MiHicTepeTBi toctumii Ykpaimm 31 cepmHa 2022 p. za
Ne 992/38328.

3rimHo 3 BcTaHOBNEeHUMHK npasunamu BQO3 Bin 2021 poxy (Texuiunui
Pemopr 1033, BOO3: Excnepruu#t koMiter mo HagapHio ¢apManeBTHYHIX
Crnemudixamiii) pekoMeHAOBAHO 3pa3oK ceprudikara HaA JNiKapcbkud 3acib
«CeptdikaT bapManesTHUHOrO Ipoayky» (Aani — ceprudikar CPP), axuii 30kpeMa
MicTHTL iHGOpManito moxo: MixHAapogHol HemarenToBanol Hazsu (MHH) ta
TOProBoi Ha3BH (PapManeBTHYHOro IPOAYKTY, SK BOHA 3a4BJICHA B peccTpalifHOMYy
[IOCBIJYCHHI Ta BUKOPHCTOBYETLCH HA TEPHUTOPi KpaiHH-eKCHOpTepa, a TaKoX, 34
MOKIJIHBOCTI, TOProka Ha3Ba s kpalHi-IMIOpTepa.

3paxalo9d Ha 3arBep/pkeni mpasmna BOO3, mnepepaxHa OinpIicTh
€BpONEHCBKHX KpaiH IMINEMEHTYBAIM Y CBO€ HAUIOHAIBHE 3aKOHOZABCTBO
BHINE3a3HAYEH] NoaoxeHHa 1 B cepradikarax CPP Bka3yioTe, 32 HeoOXiAHOCTI,
TOPrOBEIRHY Ha3By JIKApPCBKOTO 3acoly 3riIHO peecTpariiiHoro mocBiAveHHd 1
TOProBebHY HA3BY JNIA KpalHH-iMIIOpTEpa, Y pasi, 4KNI0 Taka Ha3Ba BiJIpi3HAEThCS
Bi/Jl 384BJIEHO] B PEECTPAIIHHOMY ITOCBiTUEHH.

YpaxoByroun 3a3HadeHe, IPONOHYETHCA BHECTH BiANOBIIHL 3MiHK B AOAATKY JI0
Hopaaky ceprudixanii sxocTi MKapcbKEX 3aco0iB miid MDKHAPOZHOI TOPriBIi Ta
HiATBEPIKEHHA AN% aKTHBHUX (PAPMAIIEBTHYHHX IHPEAICHTIR, MO EKCIIOPTYIOThCA,
3aTBEP/IKEHOr0 HakaszoM MiHicTepcTBa OXOpoHA 370poB’s Ykpainu Bix 25 nunus
2022 poxy Ne 1310, zapeecTpoBaruil B MiHicTepeTBi toctuiil Yikpainu 31 ceprnus
2022 p. 3a Ne 992/38328.

HporuozopaHuM pe3yIbTATOM peanizallil BKazaHUX 3MiH € TiABHIIEHHS
€KCINIOPTHOTO MOTEHIIANY YKPaTHChKUX (hapMAalleBTHIHAX BHPOOHHKIR.

3rigHo cTaTHCTHIHO! iHdopManil, Kinbxickul nokasuuk 3a 2023 pik (crasoM aa
xosTerb 2023) y pospisi mpaaux ceprudixarie CPP, mikapeekux 3acobis ta kpaik
CTAHOBHTb:

Jixapenku# | Kpaina Ceprudikar ; 3 uux kpaiau €C | Ceprudikar
3acif . | CPP L Crp

236 160 670 20 47
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Ocposni rpynd (MiArpynx), Ha AKi CIPABISIE BILIHB:

I'pynu (miarpynx) Tak ‘ Hi
I'poManisHu +
Hepxaga B _ +
Cy0’eKTH TOCIIOIAPIOBAHHS, +
Yy TOMY 9HCII ¢y0’ €KTH MaJIOTO IiIPHEMHHBITEA | —

Vpery/uoBania 3a3Ha9€HOT0 X TAHHS He MOXKe OYTH 3MHCHEHO 38 JOIOMOTOI0:

PHUHKOBHX MEXaHI3MIB, OCKINBKM Taki NHTAHHS PErYIIOIOTHCA BHHATKOBO
HOPMAaTHBHO-IIPABOBHMH aKTaMH;

YHHHOTO PETYIATOPHOIO aKTa, OCKUILKH 3aTBEP/DKEHI HUM JOAATKH He MICTATh
BiANOBiAHOI indopManil. '

IL. ITim gepxaBHOTO peryIioBAHHHA

Metoro npoexty Hakazy MinicTepcTsa oxopoRH 3m0poB’s Ykpainn «(IIpo
BHeCeHHA 3MiH g0 Ilopagky cepTHGikauii AKeCTI NiKapcbKEX 3acobip s
MDKHEpOJHOI TOPriBIi Ta MIATBEpMKEHHS AJA AaKTHBHHX (apMAalleBTHYHHX
iHTpenicHTIB, 1IN0 EKCIOPTYIOThCS» (Jami — I[POEKT aKra) € TrapMoHI3aris
YKPATHCBKOT'Q 3aK0HOMABCTRA 13 3akodofascTBoM €C ta BOO3, a Takox aMeHInenHs
6ap’epiB AMY HapOIMYBAHHA EKCIOPTHOI'C IMOTEHIIATY BiTMM3HAHNX BHPOOHHKIB
IMIKAPCEKHX 3aC00IB.

IT1. BusHa9eHHS T2 OLIHKA AJILTCPHATHBHKX ¢n0Cco6iB JocarHenHs uiaei
BePAABHOIO PEryRIOBAHAA

1. AnpTepHaTHBHI CHOCOON AOCATHEHHASN HiNeH OepXKaBHOTO PEeTyIIOBAHH!

Bua aasTepHATHBH OnHe 3ITEePHATHBRE
Ansreprarura 1 [IpuiiHaTy NpoeKT aKkTa.
Anvreprarnsa 2 {He npuifiMaTi npoekT akta

2. Oninka BEOpanUX aNbTEPHATHBHAX CriocoBIB TOCATHEHHS IIiNeH
2.1. Ouinka BIMBY Ha chepy IHTEpeciB AepKaBH:

Bua Buroan BuTpatn
AIbTEpPHATHBHA
AnpTepHaTHBa 1 TapMoHisanis yKpalHceKoro | He norpedye
3aKOHOJAABCTRA i3 3akoHOAaBcTBOM CC | TOZaTKOBHX
ta BOO3. thiHAHCOBHX BHTpAT
3a paxyHoK 30LIBIICHHS | 3 LePKABHOTO T2 |
BUPOOHUI[TBA NIKapChKHAX 3acobiB - | MiCLIEeBOrO '
36inemeHHs  pobodMX — Michob  HA | GIOTKETIB
HiIPHEMCTBI. Vkpaind.
|
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3a paxyHOK 30iNbIIeHHA HKapChbKHX
3acobip ykpaiHchkoro BHpoOHMNTRA 33

KOPOOHOM — TIOKPAlleHHS  IMIIKY
YKpalHH Ha MKHApOJIHIA apeHi.
Hoxpamenusa bizHec-kniMaTy B a
YkpaiHi. i
AnbsTepHaTnBa 2 BiacyTHi. HegootpuManns
OIATKIB BiA
BITYM3HAHHUX
BHPOOHHKIE E
JMiKapCcBEKUX 3acobiB |
BiZ eKCIIOPTHOL
IiANBHOCTI.
2.2. Oninka BrmuBy Ha chepy IHTepeciB TpOMaIiH:
Bua Buroan Burparu
AThTePHATHEH
AnrrepuaTtara | 3a paxyHoK 30inmpmieHHEs BHpoOHHMIITBA | BigcyTHi.
JiKapchKAX 3ac00iB 3 METOIO EKCIIOPTY -
301IBITeHHS pobodnx MICIh Ha
MATPHAEMCTEI
AnpTepHaTHBa 2 BincyTHi. BigcyTHi.

2.3. Omnigxa BOIABY Ha chepy iHTepeciB ¢y0'€KTIB roCITONaAPIOBAHHA:

TTorkazupk®

Beanxi

Cepeani

Maui

Mikpo | Pazom

Kinekictb cy0’ekTin
rOCHOAapIOBaHHS, 110
HiITagaroTh THa

PETVIIOBAHHS, OJHHHIE

20

109

- 129

[uroma Bara rpynu y
3arajibHid KINBKOCTI,
BIOCOTKIB

15,5

84,5

- 100

i

*[Ipumimra: naeedena y yeomy APE xinericme cy6'exmie 2ocnodaprosanis odeprcana eionosiono 0o
gioomocmeti JTiyenzitinozo peecmpy 3 npoMuciosoze supobnuymea Rixapcexux 3acobi8 CMAMOM Ha

01.11.2023,
Bup Buroau BurpatH
AJbTEPHATHEH
AnprepHarusa 1 3MeBIIeHHs OIopokpaTudHHX Oap’epis BincyrHi

A BITHH3HAHEX BUPOOHHKIE TIKapCHKHX

3acobiB  mpu  peecrpanii  JixapceKHX
3acobiB B KpaiHi-iMmoprepi;
36innpmenHy  peecTpauii  JTKapCEKHX

3acobiB BITUHM3HAROrO BHPOCHHITBA 34
KOPJAOHOM Ta B NOJANBIIOMY 301TBIIIeHHSA
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EKCTIOPTY  BITUM3HAHUX nixapcamxi
32C001B. ;
AssTepratiBa 2 | BiacyTHi. 36inpIIeHns 9acy
Hassricts 6ropoxparnynnx 6ap’epis s Ha IpoLec
BITUYM3HAHUX BUPOOHHKIB  JIKAPCHKUX peecTparii
3aco0iR  TIpH  peecTpamii  JKapChKHX MiKapChKUX
3aco0IB B KpaiHi-iMIOpTEPI. 3acofiB 3a
KOPIROHOM,
HEMOXKITABICTE /119
BITIAIHAHOTC
BHPOOHUKA
HapOWyBaTH
TEMIH
BHEPOOHHUIITBA 3
METOK) EKCIIOPTY
NiKApChKHX

Cymapni BHTpaTH 32 aibTepHATHBAMH

Cyma paTpAT,

fpHBEHb
AnvTepHatusa 1
| AlipTepHaTdBa 2
IV, BuGip Ha#iGiApmm ONTHMAJILHOTO AJbTEPHEATHBHOIO  CHOCO0Y
AOCATHCHHA LLIEH
PeiliTrRr ban KomenrTapi o0 NpHCBOCHHS
pPe3yIbLTAaTHBHOCTI pPe3yJAbTATHBHOCTI BianmoBigHOro Gana

{pocArHeHHs Iiae

qa¢ BHpilIeHHA

nix

{3a 20THPHOATLHOIO
CHCTEMO10 OUIHKH)

npodaemMH)
Annrepuatuea 1 4 Ilimi npuHHATTS HOPOEKTY
aKTa OyIoyTh JOCATHYTI
MOBHOIO MipOIO.
AnbrepuaTapa 2 1 He posBonse HOCATHYTH
HOCTaBICHUX ineit
OepKaBHOrO PeryTIOBAHH.
PeliTuHr Buroan BuTpaTh Oo6rpyrTyRanAN
pPe3yNBLTATHBHOC (miacymoxk) (mizcymox) BiANOBITHOrO Micus
~Ti AJIbTEPHATHBH
Y PERTHETY
AnvrepsatuBa 1 | [apMonizauis Bigcytni | € HaibimpIm JOIUIBHOIO 3
YKpPAiHCBKOTO OrNAMy Ha cTaH npobiiem
peecTpanii Ta eKCIIOPTY

3aKOHOIABCTBA
13




Peiirunr Baroan Burpatn Ob6rpyaryBanasn
PE3YALTATHBHOC (nincymox) (miacymok) BLANOBIAHOTO MicOd
-Ti AJILTePHATHBH
Y PEHTHHLY
32KOHO/AABCTBOM | nmKapeeKHX ~ 3acobiB 3a
€C ta BOO3. | KOPJIOHOM.
INoxpanieHEA
Ol3HeCc-KIiMaTy
B YKpaiHi.
AnvtepHaTtHiBa 2 | BigcyTHi. Bigcyrui | He mozponsie  BHplinHTH
He npr3eeae o nipobiieMK IOA0 30LIbIICHHS
JOCATrHEeHHA BAPOORUITEBA MKAPCHKHX
HnocrasneHux 3ac00iB 3 METOIO EKCTIOPTY.
1inei. |
Peiitnnr AprymenTu Ouinka
00 NepeBaru o6paHoi PH3HKY
AL TePHATHBH/TIPHYMHH BiMOBH BiX 30BHIOIAIX
aILTEPHATHBH YHHHHKIB Ha
Jire '
3aMpONoHO-
BAHOI'O
peryasrop-
HOTO AKTA
Anprepraruga | Ilapmonizanis ykpalHCLEKOIC 3aKOHOAABCTBA X
13 3axonoxaecreoM €C ta BOO3.
3MeHIneHHs OIOpOKpaTH4YHUX Dap’epiB s
BiTYH3HAHHX BHPOOHHKIB JIKAPCHKUX 3aC0018.
36impImenHs peecTpanil JiKapchKUX 3acodin
BITYM3HAHOTO BHPOOGHHIITBA 33 KOPJIOHOM T4 B
NONANBIIOMY 301IbIIEHHA E€KCHOpTY
BITYH3HAHKX MiKAPCBKMX 3aCO0IB.
3a paxyHoK 30iIBIIeHHSA JIKapChKHX 3ac001B
YKPaiHCBKOr0 BHPOOHHITBA 3a KOPOOHOM —
3pOCTAHHA ITO3UTHBHOTO iMUDKY YKpaiHH Ha
MDKHApPOOHIN apeHi.
TMoxpamenns Gisrec-KaiMaTy B YXpaiHi.
AbTepHaTiBa 2 BizgcyTHi. X
HagenicTe OropoxpaTHYHHX ©ap’epiB A
BITUM3HAHAX BRPODHUWKIB NMIKAPCHKEX 3ac00iB
npd peecrpanii mikapchKHUX 3aco0iB B KpaiHi-
IMIOpTEDI.

V. MexaniiMu Ta 3aX04H, AKi 3a0€3n¢uarTh poiR’43aHHA BHZHAYEHOT

npotaemu




1. MexaHi3M fil npoekTy aKTa

Br3HadeHi OiTi AOCATAIOTHCH MIUIAXOM BHECEHHA 3MiH 0 AoAaTKie Ao Iopsaky
ceprudikanil sgkocti Jikapchkux 3acoBiB  mum  MbkHapogHOl TOpriBm Ta
MiATBepIKEHHS 4714 aKTHBHHUX GapManeBTHIHHX iHIPEIIEHTIB, IO eKCIOPTYIOThC,
3aTBEPKEHOr0 Haka3oM MiHicTepcTBa OXOPOHH 3HOPOB S YKpaiHH Bif 25 THNHA
2022 poxy Ne 1310, zapeecTpoBanoro B MinicTepcTri rocTunii Ykpainu 31 cepnrs
2022 p. 3a Ne 992/38328.a came:

1. «CepTuikar nixapcekoroe sacody» (Jomarox | mo Ilopsaaky ceptudixamii
AKOCTI JIKApPChKHX 3acobiB UIg MIKHApOAHOI TOPriBIi Ta MiATBEPMKEHHS IJIM
aKTUBHUX ()apMaleBTHYHUX IHIPELI€HTIB, OI0 SKCIOPTYIOTHCA);

2. «3assa mpo eumady» (Jomatoxk 4 g0 llopsapky ceprudikamii AKOCTI
TMKAPCHKHX 3acO0iB A MUKHApPONHOI TOPTiBIl TA DIATBEPIKESHHS IS 3KTHBHHX
(dapMalleBTHYHUX IHTPEI€RTIR, IO EKCTIOPTYIOTHCH);

3. «Bumoru a0 Texniunoro peztoMe» (loaatox 5 go IMopanky ceprtudikamii
AKOCTI JIKapchKHX 3accbiB A MUKHAPOAHO! TOPriBIl Ta MIATBEPUKEHHS IUIA
aKTHUBHUX (papMalleBTHIHUX iHT'PEI€HTIB, IHO EKCHOPTYIOTHCS).

2. 3ax004 BIPOBAIKEHHSA IMPOEKTY aKkTa B AL

s BnpoBafKeHHS LBOTC IPOEKTY akTa B Ail0 HeoOxiano 3abesnmeuntn
iHQOPMyBaHHA TI'POMAACBKOCTI IIPO BHMOTH DeryISTOPHOrO akTa IUBXoM Horo
OIPUIIOAHEHHN Ha odinifiHoMy BeOcaditi MinicrepcTa 0XopoHH 300poB’ s YKpaiHy,
IOAAHHS TIPOEKTY aKTa Ha PpO3INAA Ta I[IOTODKEHHSA 3alliKaBJISHHUM OpraHaMm
JIEPKABHOT BIIATH.

V1. Ouinka BHKOHAHHS BHMOT PETYJISTOPHOTO AKTA 3a/1€3HO Big
pecypciB, AKHMH PO3NOPSAXKAIOTHCH OPraHH BHKOHABYOY BIaH YH OPrasy
MiCHeBOro cCaMOBPSIIYBaHHSA, (pizHUHI Ta IOPHAHTHI 0cobH, K] MOBAHHI
NPOBA/KYBATH 200 BHKOHYBATH Lli BHMOT'H

Hns BUHKOHaHHS BHMOT IPOEKTY aKTa OpraHf BUKOHABYOI BIIAJIH, MiAIIpAEMCTRA
HE HECTHMYTh ZOOATKOBHX BHTPAT.

PozpaxyHOK BHTPAT Ha OJHOTO CyO’€KTa TrOCHOAAPIOBAHHA BEIHKOTO i
CePeIHLOT0 HiAMPHEMHHALITBA, IK1 BAHMKAIOTL BHACTLAOK I1i IIPOEKTY AKTa AOJACTECA
{monartox 1).

PozpaxyHok OMIKCTHHX BHTpPAT Ha AJIMIHICTPYBaHHHA pCryJIOBaHHA I
cy0’€KTIiB BEJIMKOTO i CEPeIHbOrO MiATIPUEMHKRITEA OONAETHCA (IOJATOK 2).

VII. O6rpysTyBaHHS 3aBPONOHOBAHOI0 CTPOKY Ail PeryJaTOPHOF0 aKTa

[IponoHyeThCS BCTAHOBUTH HeoOMexXeHUH CTPOK Ali peryiadaTopHOre aKkTa, Ino
CITIBBiZHOCHTEBCH 3 IIIIMH HOTO NPHAHATTA.

3MIHH IO PEryIfTOPHOrO aKTa BHOCATHCH B pasi morpeOH Ta y pasi BHeCCHHA
3MiH 0 YHHHOTO 3aKOHOJAABCTRA.

AKT Habupae YMHHOCTI 3 JTHA #oro oiniHHEOTr0 OMyOIiKYBAHHA.
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VIIIL, BainadenHs NOKA3HHKIB pe3yabTATHBHOCTI Jil peryJIaTOPHOro aKTa

IIporaoesHi 3HAYCHHS HOKA3HHKIB PE3yNBTATHBHOCTI PETYIATOPHOTG aKTa!

1) poamip HaAXOMKEHD HO ACPXABHOTC Ta MICHeBHX GROIDKETIB 1 mepicaBHHX
insOBRUX (GOHIIB, IOB’I3aHHUX 3 JI€IO aKTa, He 3MiHIOBATHMETECH, B 3B’ 43Ky 3 THM,
me HepxmikcoyxkOGa 37iHcHIOE Ge3KOIITOBHO BHAAYY CepTH(IKaTa JIKapChKOTO
3ac00Y;

2) KimpKicTh cy0’eKTiB TocmogaproBaHHA Ta/abo GismuHMX oci0, @a AKuX
NOLIHPIOBATHMETRCA Hid akTa, 129, BogHOYAC KUIBKICTE MOJKe 3MIHIOBATHCH 3
ypaxyBaHHAM KiTBKOCTI €V €XTiB TOCHOZAPIOBEHHA, IOO MAlOTh JIILEH3I0 Ha
BHPOOHUIITBO MKAPChKUX 3ac00iB (MPOMHCIICBE).

3) po3Mip KOIITIR 1 9ac, Mo BETPAIaTAMYThCA Cy0’ €KTAME rOCIIONapIOBaHHS HE
3IMIHIOETECS 3 YPAXyBaHHAM Ai0u0] IpoleNypy;

4} piseHs noiH(OPMOBAHOCTI CyD’ €KTIB rOCHOAAPIOBAHHS 3 CCHOBHHX HOIOXKEHE
axta — 100 %, OCKIIbKH NPOEKT PEryIsTOPHOO aKTa ONPUIOIHEHO Ha odiniiiHOMY
BeGcaiiTi MinicTepcTBa OXOpOHM 3#0POB’S YKpalHH (WWW.MOZ.g0v.ua) Ta MiC
npHiARATTA Oyne onyOnikopanuil B oiifHAX HKepenax.

JOoOaTKOBi MOKA3HAKH pe3yIbTaTHBHOCTI!

KiTBKICTS MOMAHUX CY0’ €KTaMU FOCIOJAPIOBAHHA 3aiB Ha BUAaYy cepTHdikarTa
HiKapChEKOTO 3acoly,

KIBKicTh BHAannx Hepxnikeayx6oro cepraikaria aikapcbKoro 3acooy.

IX. Bu3zHaveHHS 32aX0/1iB, 32 JONMOMOIOK SKHX 31ilCHIOBATHMEThCA
BiAcTe:xKeHHA Pe3yALTATHABHOCT il peryJIaTOPHOro AKTA

BasoBe BiJICTEXEHHS PE3YJIRTATHBHOCTI  PErymATOPHOrC akra Oyzne
3NIHCHIOBATHCA MiCis HAOpaHHs YMHHOCTI MM aKTOM, ale He Ti3Hille AHS, 3 SKOT0
IMOYHHAETRLCS MPOBEACHHSA NOBTOPHOI'C BLOCTEKEHHS Pe3yALTATHBHOCTI (OO aKTa.

[loBTOpHE BifCTeXeHHS pe3YIBTATHBHOCTI pPeryiaTopHOro axTa Oyae
3MIMCHIOBATHCH YepE3 ik 3 AHS HAOpaHHA HUM YMHHOCTI, alle He Mi3Hime ABOX POKIB
3 HA HAOpawHs YHHHOCTI HHM AKTOM.

IlepionuyHe BiACTEXKEHHS PE3yALTATHBHOCTI PEryJIATOPHOrO aKTa MIAaHYeThCA
3AIMCHIOBATH pa3 Ha KOXHI TPH POKYM TOUMHAKOYH 3 JHSA 3aKiHYeHHS 3aX0LiB 3
NOBTOPHOIrO BiCTEXEHHS Pe3yJIbTATHBHOCTI IbOr0 aKTa.

BiacTexeHHs pe3yNbTATHBHOCTI PETyIASTOPHOrO akTa Oyiae 3AiMCHIOBATHCS
HepxarHo10 cIyk0010 YKpalAH 3 TiKapChKUX 3aCO0IB Ta KOHTPOIIIO 33 FAPKOTHKAMH.

Y pa3sli HagxoipkeHHs IpPoNO3UIiE Ta sayBakeHb [NOAO BHPIIEHHS
HERperylboBaHMX 200 npobnemHMX nwrtaHk Oyne posrnagaTuck HeoOXimHICTs
BHECEHH BIAMOBIAHMX 3MiH.

MiHicTp oxopouy 310poB’a YKpatHH ixTop JAIKO

« » 2023 POKY




Jomatox 1
10 AHami3y PervIaTOPHOrO BIIUBY

BHUTPATH

HA OJHOIC Cy0’€KTa rocmoAapioBaHHA BETHKOIO i cepeaHbLOro
NIANPHEMHHITEA, AKi BHHHEKAIOTE BHACTIAOK I perysiTopHOro akTa

ArnprepHarnea 1

t Tlopsin

KOBHIA
HOMEP

Burparn

3a mepromii pix

3a 1’ 4TH POKIB

Butpatn Ha nOpEIbaHHAS OCHOBHAX (OHIIB,
obnagHauHA Ta OpRIATIIR, CEPBICHE
o0CIIyTOBYBAHHS, HARGAHHA/ 1 IBHIICHES
kpastihiranii mepcoHATY TOIMO, IPHBEHR

322900

16 145,00

Tonatkn T2 36opH {3Mina po3Mipy
NOJaTKiB/360piR, BHHHKHEHHA HEOOXigHOCTI ¥
CILIATI I0JATKIB/300pIB), TPHBEHE

Burparun, nos’ssani i3 BegeHasM  oOdKy,
IIATOTOBKOIKO TA HOAAHHAM 3BITHOCTL JZepiKaBHHM
Opranam, TpHECHE

Butparn, mor’d3afi 3 aJMiHICTPYBAHHAM 3aX0JIiB
AEpPKABHOTO HArmAny (KOBTpomow) (IEepeBIpoOK,
mrrpadHEX casKIii, BAKOHAHHSA PIINCHb/ TPUITUCIE
TOLIO), IPHBEHB

Burpatn Ha oTpMMaHds aAMIHMICTPAaTHEHHX NOCTYT
(mo3poiie, ITilenzid, cepTH(IXATIR, AaTECTATIR,
HNOIOEKEeHE, BHCHOBKIEB, IPOBEICHHA
HERAICKHIX/000R’ A3KOBAX eKCIePTH3,
cepTudikanii, arecTalii TOIOO) Ta JHIOHX TIOCITYF
(IpoBeZIeHHY  HAYKOBHX, IHIOHX  €KCIEPTH?.
CTpaxyBaHHS TOWIQ), FPHEEHE

Bumpamu noe'szani 3 O0pyKY8aHHAM (KORDOBGHHAM,
CKGHYBAHEAM) OOKYMeHmia, HeobXIONUX o8 NOCarHA
IGABY HO OMPUMANKR cepmudiixama JI3,

103,00

Burpats Ha obopoTHi 8xTHRM (MaTepianw,
KaHHEpcbK] TOBapHA TOMIO ), I'PHBEHD

Bumpamu nog'snzani 3 RpUIBAHRAM  KOHUERAPCLRUX
moeapie (nanox, gaiinie, nanepy), neobxidnux Oaa
HOOGHNR 30880 HA CMPUMAHNR cepmudixama JT3.

105,16

Burpats, mom’d3aHi i3 HalMOM JOZATKOROTO
NEPCOHANY, [PHBEHE

THime (YyTOYHHTH), TPHBCHE

Bumpamu nog ssani 3 ROOanNSM 30381 HA OMDUMAHHA
cepmuthivama JI3 ma xomnrexmy doxymenmie do nel
(npoizd Ha Micexkomy mpancnopmi 0o Jepocrixcayicéu
ma y zeopomunowmy HanpaMmxy). Ilpunycxacmo, wo
3aAauuK snaxodumees y sicmi Kuesi,

32,00

PA3OM (cymapagkis: 1 +2+3+4+5+6+7+
8). rppHBEHL

:
1
i
1

3 469,16

3 469,16
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Kinpkicrsb cy0’ exrib rocnoaplOBaHHd BEAHKOTO Ta 129 .
10 CEePeHBOr0 MIAMPHEMHHIITBA, Ha fAKHX Oyae
TMOIAPEHO PETyIOBAHHS, OXHHALh

Cymapni Burpard cy0'exTiB rocmopapropadHs | 447 521,64 -
BEJIHKOTO T4 CEpPeNHBOro IMiANPHEMHHITEA, HA

1 BHKOHAHHA PETYMIOBAHHA {BAPTICTD PeTy/IOBaHHAA)
(pamox 9 x pagok 10), rpuBeHL
Po3paxyHOK BLAOBLAHUX BHTPAT HA OJHOTO ¢y( €KTA rOCTIONApIOBAHHS
Bux Butpar Y nepuamii pix Tepiommmi Burparu 3a n’sth
(3a pix) POKiB
Butpatu Ha npEASaHHA GCHOBHEHX 3 229,00 rpu 3 229,00 rpu 16 145,00 rpr
dronzie, obnarHaHHs TA EPHAAIIE,
cepeicHe cbciyrosysanns,
HABYAHHA/ T ARHIICHHA
kpamikanii nepcoHATY TOIIO

Il sumpamamu rHa npudbanma ocHoshux Goidis, 0ORGOHAHNA Md NPURAOIS, CcepeicHe
00CAVZO8YRaHKA, HAGYAHHS | niOsuyeHHA KeaTi(Ikayil NEPCOnaily mowo PoIYMIOMsCs eUMPant
HA:

ApuOGanna  OOHIEl OOUNUYE KOMRIOmMepHOI MEXHIKU (Repconarsnuil  KoMn lomep) 0as
nidzomosxu OOKyMenmis,

APUGBaniA 6aeamo@yHKYIORAAbHO20 AUZCPHOZO HPUCIPOIO (RPUHMED, CRANED, KONIOBGNbHA
MAUIUHA), KAPMPUANCY,

ApUOGanna npozpamnozo 3abeIneyenna (onepayiiinol cucmemy, RPUKAGOHUX npozpam) Oas
PYHKYIOHYBAHHA KOMP IOMEPHOY mexnixu,

cepsiche 0DCRY206Y8aNHA.

Cepedna eapmicmb  kapmpuodcy 018 0azamoVHKUIOHANBHOZ0 AA3EPHO20  RPUCMDOID
cmarnosums 2029,00 epugens

Cepednn sapmicmb cepeicrozo 0BCAY208Y8aKHA (Y moMy Nucii nocryza i3 3Gnpaexu
xapmpuoxcy) cmanosums 120000 epusens.

Y pospaxynox sumpam He Opanaca  eapmicnhtv  NMEPCOHAALHO20 — KoMn'lomepa,
bazamo@YHKYIOHANBHO20 RAIEPRO2Z0  NPUCMPOIO, npospamio2o  3abesnevenns, ockilexu o014
SUKOHAHHR 6UMOZ OTI08020 Pe2yTAMOPHOZ0 AKmA Cyb exmu 20cneOapiosanHa NORECIN sumpanu Ha
3aKYNIEAI0 0aR020 0OAAORAHRHA.

Bua surpar BuTparn Ha crinaty mogatkie | BeTparw 3a ' ATH pOKiB
Ta 300piB
{(3MiHeHHX/HOBOBREAEHIX )
(3a pik)

TonaTkn Ta 300pu (3MiHA

pO3Mipy DoAaTKiR/300pin, - -

BHHUKHEHHA HEOOXIMHOCTI ¥
CIUIATI NoaaTkie/36opis)

Bun sutpar Burpary® Ha Burparu aa Pazom 3a pix | Burpars 3a
BeAeHHA 00Ky, OTLIATY I’ ATE POKIB
MATOTOBKY Ta mrrpadHax
TI0JaHHA CaHKLIH 3a piK
3BITHOCTI (38 piK)




IIponosxenHs xopartka 1

Burparn, nos’s3ani i3
BeeHHAM 00iKY,
i ATOTORKOIO T4
NOJTAHHAM 3BITHOCTL
JepxKaBHHM OPraHaM
(BuTpaTH Qacy
TIEPCOHALY)

‘BapTicTh BATPAT, NOB A3HMX i3 NIAMOTORKGK) T OOJAHHAM 3EITHOCT] ICPWABHMM OPTAHAM, BMIHAYACTLCA
IUTAXOM MHOXEHHA haKTHYHWY BRTPAT 9ACY NSPCOHATY Ha 3apobiTHy NaTy coellianicTa BignokigHol Keamidixamii).

i pinIeHs/ MPHIMCIE TOMO)

But BuTpar BuTpatn® Ha Brrparn Aa Pazom za pix | Burpatu 3a
AMIHICTpYBAHHS OIIAaTy II’STh POKIB
3aX0J1B 1rrpa¢HEEX
AEePKaBHOTO CaHKIiH T2 i
Harnany YCYHEHHA |
(KOHTPOJTIO) BHSIBIICHHX
(3a pix) HOpPYIIEHB .
(3a pix) i
Butparu, mop'szaHi 3
agMiHICTPYBAHHIM - - - -
3axX0AiB HepKaBHOTO 3
HATIAIY {xoHTpOmO) |
(mepepipok,  mrrpadgEAxX
CAHKIH, BHKOHAHHSA

SBapricTs BHTDAT, ITOB %38HHK

3 agMiHICTPYBAHHAM 3AX0HIB OEPHARHOr0 HArNsay (KOHTPOMO), BHIHATAETHCA
TEUIAX0M MEOKCHI GakTHIHHX BHTPAT Yacy nepcoHary na rapobirHy nnaTty enelliaticTa sifnopigHol keanidikami.

TOIO) T& IHMIMX TWOCHYT
(npoBelieHHs HAVKOBHX,
33111204 EeKCTIEPTH?,
i CTPAXVBaHHA TOIG)

Brg BrTpar Butparm na Burparu PazoM 3a pix Butparu 3a
MPOXOMKESHHS BesnocepeaHbLO {cTapToBHH) I’ ITH POKiB
BILINIOBIJIHAX HA J03BOJIH,
npoueayp JIIEH3iT,
{BHTpaTH 9acy, cepradikaTh,
BHTDATHA HA CTPAXOBI MOMCH
; EKCTIEPTHIH, {3a pik -
[ TOLLO) CTApPTORME )
Burpath Ha orpHManHS
AIMIiHICTPaTHBHIX 103 rpu. - 103 rpH. -
TIOCTYT (mo3BouiB,
JHHEH31H, cepTH)IKATIR,
aTecTaTiB,  IOTOMKEHE,
BHCHOBKIR, TIPOBENCHHR
HE3ATEHKHIX !
000B’ A3KOBHX EKCIEPTHUS,
ceprudikarii, arecramii

1lio sumpamamu HG OMPUMANHA GOMIHICMDAMUSHUX ROCAYZ POSYMIIOMbCA SUMPAMIL,
nOG A30Hi 3 OPYKYBAHMAM (KORFIOBAHNAM, CRAHYBANNIM) OOKYMEHmMIE, HeoBXiOnux Ons NodaHHA
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3aRsu Ha ompumanua cepmugbixama JI3. Hpunycraemo, wc Ba ompuManis aOMinICmpamuenix
nociye Heobxiono eumpamumu [ 200. Bumpamu 8 2powiosoMy exgisqienmi GUIHAYEHD 3
ypaxyeanHaMm cepecnvol sapobimnuol wiamu no Yxpaini 3a 2023 pix — 17 176,00 2pusens.

Pozmip eumpam cmanoeumunme: 17 176,00 zpu / 167 pobouux 200un 3a micays 6 2023 poyi x
1 200 = 103,00 zpusens.

Bun grTpar 3a pik (crapToBHil) Iepioauasi BuTparu 2a ' sT8H
{3a HacTVHHHI piK) DOKIB
Butpars Ha OGOpOTHI
AKTHBH {mMaTepiang, 105,16 rpa. 5 - -
KAaHIENApPCEKL  TOBApH g
TOI0) !

Hio abopomnumu axmuseamu pasymilonbes SUMpPamu Ha NPUODAHNS KAHYERAPCOKUX mosapie
(nanxu, catinu, nanip), HeoOXiOHI 04 NOOAHHR 3GA6U HA ompumanus cepmugbivama JI3.
DO3PAXYHKY eUMpPam APUNYCKAEMO, o cyf 'ekm 20cnodapioeanns Ons nidzomoexy weobxionozo
naxemy OOKYMeHmie € cepedHboMmy euxopucmoeyc 1 nanxy-peccmpamop afio  nanky-
wieuorosutusay, 5 haiinis, 100 apx. nanepy. Cepedun yina 1 nanxu-peecmpamopa cmanosums
62.38 epn., 1 nanxu-wsuokonuusaya — 6,78 epu., 1 gatiny - 1 zpn., 1 aprywuy nanepy - (0,31 2pn.

Bup BETpaT BurtparH Ha omary mpaimi | Butparth 3a
HOJATKOBO HAaHMaROT0 II’ATL POKiB
TIepCOHANY (3a PiK)

BuTparn, 1o’ s3ani i3 HaliMoM
JIOAATKOBONO IEPCOHATY

AnrTepHaTHBA 2

Tlopan Burparu 3a nepinnit pix | 3an’aTE pokis
KOBHH
| HOMEp
i Butpate Ba nppuaGaEms  ocHOBHEX  $oHIIE, 3 229.00 16 145,00
i obJagManHs Ta NpUIAIIB, CepBicHE
O0CHYTOBYRBAHHA, HABYAHEA/TILABHINCHHS

xBanidikauil mepcoHATY TOINO, IPHBEHD
> Iloaarxm T4 300pH {aMina pO3MIpyY - -
NOAATKIB/300piB, BAHHKHEHHN HeoOXiTHOCTI ¥y
CIUIATI DOJIATKIB/3G0piR), TPABEHE

3 Bﬁmam, moB’ A3adi i3 BE/ICHHAM oBITiKy, - -
MArOTOBKOIO Ta MOAAHHAM 3BITHOCT1 DEPEABRHM
opraHaM, IPUBEeHb

Butparn, nos’43am] 3 aIMIHICTpYBaHHAM 3aX0Lie - -
4 JepaBHOTO Harmagy (koHTpomo) (mepeBipok,
iIrTpadhHEX CaHKIIiH, BAKOHAHHA PIiIeHE/ [IPHIIICIB
TOIID ), [PHBEHE

BHTpaTy Ha OTpHMAaHHA aJMIHICTPATHBHAX MOCHYT 103,00 -
(moseomie, mienzid, ceprudikatie, arecraris,
NOTOIKEHE, BUCHOBKIB, OPOBEJIEHHS
HE3AISKHEX/ 0008 A3KOBHX eKCIIepTH3,
cepTH(iKalii, arecralii TOMO) Ta IHIIAX ROCAYr




[TponorxkerHs nonarka 1

(MpoBefeHHA  HAYKOBHX, iHIIHX  eKCIEPTHS,
CTpaxyBaHHA TOIBO), FPUBEHE

Bumpamu noe’szani 3 opykysanuam (KORNIIOBARNAM,
CRAnYSaRHAM) JOKyMenmtis, HeobXiOnux Oaf nodauns
3A2EH NG OMPpuManHa cepmugbinama JI3.

Butpate wna ob6opoToi axTMBR (MaTepiand, 105,16 -
6 KaHUEIAPCLK] TOBApH TOINO), [PHBEHD

Bumpamu nos’azani 3 npudbannam KanYEASpCEKUX
moaapie (nanox, @ailnie, nanepy), HecHxionux ona
ROOANNHE 3GAGH HE GIMPUMania cepmudhirama JI3.

7 Burpard, nok’s3adHi i3 HaliMOM JOJ3TKOROIC - -
TERCOHANY, TPABEHE
IHiue (yTo9YHHTH), FPHBCHE 32,00 -
Bumparmu noe '536ri 3 REOANHAM 3QR6H HA OMPUMARNA

8 cepmudpirama J3 ma xovmnaexmy doxymenmie 00 nel

{rpoiz0 Ha micexomy mpancnopmi oo Jepocriveryactu
ma y 38opomHaMm)y  Hanpamiyl. Hpunycxaemo, wo
3aAeHUK FHaxooumecs y micmi Kucsi,

9 PA3OM (cymapsaxis: 1 +2+3+4+5+6+ 7+ 3 469,16 3 469,16
8), rpHBeHE
KinbKicTb ¢¥6’€KTiR rocnogapioBaHHa BEAHKOTO T4 129 -

10 CepeARBOro  TiAUpHEMHENTBA, Ha sIkux Oyae
TIOMHPEHO PETYIIOBAHHA, ONHHHLE

CymapHi BHTpaTd cy0 ekTiB rocmoiapioBanus | 447 521,64 -
11 BEMHKOrG Ta CepeTHBOrC MiAIPHEMHHIITBA, Ha
BHKOHAHHSA PETYIIOBAHHS (BapTiCTh PETYITIOBAHHS)
(psmox 9 x pagok 10), rpEBeHE

Po3paxyHOK BLANOBLOHEX ERTPAT Ha OXHOTO ¢V0’ €KTa TOCTIOAAPIOBAHEA

Buxa eaTpar Y nepwiwii pix [lepiomavsi Butpatu 3a 0’ a1b !
(3a pik) pOKiB |
Butparn na mpaabaunus ocHoBEEX | 3 229,00 rpu 3 229,00 rpa 16 145,00 tpr |
(hOHIIB, OBIAMHAHHS TA IPHIIAIB, j
cepBicHe obcnyrosyBaHH1, i
HAB9YARHA/ T ABAIICHHA
KBajidiKalil nepcoHaTy ToLo

o sumpamamu na npudbanHs OCHOGHUX (ONQIE, O0ORAVWGHHA ma nNpuladie, cepeicHe
00CAV208YRANHA, KaguanKR [ hioguwenHa keanihixayil NepconRaly Moujo PoIyMIIOMbCA eumpamu
Ha!

npuobanna  odnici OOuRuYl  KOMP TOMEPHOT  mexuixu  (RePCoRanbHull  KoMmi 'tomep) 0aa
HIA2OMOBKY DOV MERMIB,

npuobanna BazamoPYHKYIONanbHOZ20 AAZEPROZ0 RPUCMPOIO (RpUNMED, CKAHED, KORIEanuHQ
MAuUna), Kapmpuosicy;

npuotauun npozpamMnozo 3a0e3nedeHns (onepayiiinol cucmemu, NPpURIaGoOHux Npozpam) Oas
@YHKYIONYBANNA KOME TOMEPHOT mexHiiy,

cepsicHe 0HCIY208)8aAHHA.

Cepedun sapmicmv kapmpuoxcy o048 6GazamodymiyionarbHoz0 AAEPHO20  RPUCMPOIO
cmanoeume 2029,00 zpugenn

Cepedna eapmicme cepeicrozo 00CIYZOBYEAHHR (Y MOMYy Nucki nociyza iz 3anpasKu
xapmpuooicy} cmarnoceums 1 200,00 zpugens.
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YV pospaxywox  eumpam we GOparaca  egpmicmb  HEPCONATLEOZO — KOMW 1OmMepq,
bazamopyukyionatbH020 IA3EPHOZO APUCMPOIO, RAPOSPAMHOZ0 3a0€3NneuenHs, OCKItbKY Onf

BUKOHAHHA BUMO2 OHION020 PeZyIAMOPHOZ0 akma cy6 'ckmil 20Cno00apIOBaARHA ROHECTY BUMPanu Ha
3aKYRieno 0anozo 06RAOHAHNA.

Bua Butpar l Burpars Ha cmaaTy noaarkie
Ta 360piB
(3MiHEHHX/HOROBBEIEHAX )
(3a pix)

BurpaTh 3a 11’ AT pOKiB

[NoxaTku Ta 360pH (3Mina

po3Mipy moaTKis/360pis, - -

BHHHKHEHHS HEOOXIAHOCTI ¥
CIUaTi HogaTKiB/300piB)

3BITHOCTI (34 pik)

Bug rutpar Butpati® Ha Burparw na Pazom 3a pik | Bwmrparu 3a
BeJICHHS 00Ky, OTLNATY I 9T POKIB
HiATOTOBKY Ta mrpadHEX
TOZIAHHA CAHKIII# 34 piK

BuTrpary, nop’s3aHi i3
BeACHHM 00Ky,
MiATOTOBKOO Ta
[NOJAHHAM 3BITHOCTI
JEPKARHHM OpraHam
(BUTpaTH yacy
ICPCOHATY)

*BapricTe BHTpAT, NMOB A3AHHX i3 MIATOTOBKOK TA NOAAHHAM 3BITHOCTI ASpWABHHM OpPraHAM, BH3HAUACTECH
BLIAXOM MHOKEHRE GaKTHTHEX BATPAT Yacy MePCoHANy Ha 3apobiTHY BAATY coellianicTa BiMnoBimHOT xpamidikamit).

i CaHKIii,
{ PHUEHDL/ NPHIKHCIB TOMIO)

Bun suTpar Burpatu® Ha Batpatu ra Pazom 3a pix | Burparu 3a
aIMIHICTPYBAaHHA OILTaTy i I’ ATH POKiB
3aX071iB ITpadHEx 5
JePKABHOTO CAHKIINA Ta i
HarT Iy YCYHEHHs
. {(xoHTpOMO) BHABACHHX
] (3a pix) TIOPYIICHE
(3a piK)
Brrparu, nop’ssani 3
aMIHICTPYBAHHIM - - - -
2AXOAIB JICPKABHOTO
HATTY {KOHTPOmO)
(repesipox, mrTpadHHX
BHKOH&HHS

“BapTicTe BHTpPAT, NOR’FIAHMX 7 AIMIHICTPYBAHHAM 3aX0JiB AepKABHOTO HATIANY (KOHTPOMO), BH3HAUAETLOA
OULAXOM MHOXEHHA (BaKTHYHKX BMTPET 4acy NepCOHANY Ha 3apobiTHy wiaTy coemianticTa siomorinHoY keamidixarii,

] Bup eatpar Burparn Ha Burparn Pazom 3a pix Burpars 3a
i TIPOXOKEHHSA fe3mocepeIHL0 {cTaproBnii) I’ ATk POKIR
! BLATOBI THEX HA J03BOITH,

i IPOIEAYD mnemsii,




ITpoporxenns qomatka 1

7
(BUTpaTH uacy, cepTRbiKaTy,
BHTPATH HAa CTpaxoBi MORICH
EKCIIEPTH3H, {(3a pix -
TOIO ) CTAPTOBHH }
Burpats Ha OTpHMaHHA
AMMIHICTPATEBHHX 103 rpn. - 103 rpH. -

TOCIyT (A03BOTIB,
Jinensit, ceprudikaris,
ATeCTATiB,  NOTOJKEHE,
BHCHOBKIB, NpPOBCACHHS
HE3ATEKHUX !
OG0B’ A3KOBHX eKCHmepTHa,
cepradikanii, arecTauil
TOHIO) Ta IHIUHX IOCITYT
{OpoBe/IGHHEY HAYKOBHX,
1HINHX EKCHEPTHS,
CTpPaxXyBaMHs TOMIO)

Ifi0 eumpamamu HA OMPUMGHHA AOMINICMIDAMUGHUX ROCAYZ DOIYMIIOMbCA GUMPAMU,
nO8 A3aHi 3 OPYKYBAHHAM (KONIIOBANHAM, CKAKYEAHNAM) QOKYMenmig, Heobxionux ona noddnns
3aa6u Ha ompumanun cepmudpivama JI3. Hpunycracmo, wo Ha ompuManis GoMIRICMPamusHux
nocryz weobxiono sumpamumu ! 200. Bumpamu e cpowiogomy ewgiganenmi eusnaueno 3
YPaxysannam cepednvol sapobimuoi niamu no Yxpaini 3a 2023 pix — 17 176,00 zpueens.

Poamip eumpam cmanoeumume: 17 176,00 2pu / 167 pobovux 200uu 3a micays & 2023 poyi x
1 200 = 103,00 2pusenn.

Bnpn BuTpar 3a pik (cTapToBHHA) [epiomerri BaTpatd 38 m'A18 |

{34 HACTYIHWHA PIK) POKiB |

Butpatd na oBopoTHi I

| BKTHEH (MaTepianm, 105,16 rpH. - - *’
KaHLUEIAPCEKI  TOBAPH ‘
TONO) E

fTio obopomnumu axmusamu po3yMilombCa BUMPAMU KA NPUOBGHRA KARYEAADCHIUX MOBADIE
{nanicy, Qaunu, nanip), HeoBXIOHI ORa NOOAHHA 3AA6U HA OMPUMAHHR cepmugbixama JI3. [na
DOSDEIYRKY BUMPAmM NPURYCKAEMO, o CVO '€km 20CReOapiGeania Oas NidzomosKu Heobxionoz2o
naxemy OOXyMenmie & cepednboMmy euxopucmosye [ nanky-peccmpamop abo nanky-
weudroswueay, 5 gaiinis, 100 apr. nanepy. Cepedna yina 1 nanxu-peccmpamopa cmanoeeums
62.38 2pn., 1 nanku-weuoxosumeaia — 6,78 zpu., 1 gpatiny - I 2pw., 1 apxywy nanepy - 0,31 zpxn.

Bun putpar BurpaTn na omwraty npaugi Buarparu 3a
JOAATKOBO HANMAHOTO I’ ATH POKIB
TiepcoHany {3a pik)

BrETpaTH, OB a3481 13 HaliMOM
ZJOJATKOBOrO MEPCOHATY




Honarox 2
J0 AHali3y peryIaTOpHOIO RINIHRY

BIOJKETHI BUTPATH
HA AAMIHICTDYBAHHSA PETYAI0BaHHA 119 ¢yl exXTIB Bea1HKoro I cepeARLOro
HinpHEMHATTBA

JepXkaBHUM oOpraHoM, MANA NKOro 3AIHCHIOETECS PO3PaxyHOK BapTOCTI
ANMiHICTPYBaHHA peryIIOBarHE4, € JlepixaBHa coyx0a YKpalHH 3 IikapchbKHX 3acobiB
T4 KOHTPONO 33 HAPKOTHKAMH.

ITponenypa MInanort | Bapticts gacy Ouinxa Ominka BrTpats Ha
peryRoOBaHH BATPATH | COIBpOOITHHKA |  KIMBKOCTI KiMbKOCTI ¢y | agMiHicTpyBaH
cy0’exTiB Yacy HA OpTraHy npouenyp 3a | O’ekTiB, mo HST
BENHKOTO i npouenypy | AepKaBHOT piK, 1o THIANAIOTE | Pery/IOBAHHA
CePEITHBOTO BIIAJH TPHIARAIOTh i aieo (3a pik),
T ANPUEMHATITES BianosiaHOl HAa OAHOTO IpoteypH FPHRCHL
{pO3paxyHOK HA Kareropti | cy0'exta | perynoBaHHS
OAHOTO THIOBOTO (zapobiTHa
cy®’exra TLTATA)
roCoONAPIOBAHHA)
1. O6nix cyb’exra - - - - -
TOCIOJAPIOBAHHS,
o nepedyeac y
cpepi
peryIIOBaHHSA
2. IloTounrnit - - - -
KOHTPOJIE 32
Y6’ eKTOM
rOCHOJAPIOBAHH,
o Hepedyeac y
cepi
PETYIIOBARHA, ¥
TOMY JHCHL:
KaMepanbHi - - - - ]
BHI3HI - - - -
3. ITiaroroBka, - - - -
3aTBEP/DKCHAS Ta
OHpALIIOBAHHA
OHOTO OKPEMOTO
aKTa npo
TIOPYIIEHHS BUMOT
peryaroBaHHA
4, Peanizaria - - - - -
OHOTO OKPEMOTO
pilIEHHA IMOAO
TIOPYILEHAS BHMOT
TYJIOBAHHA
5. Ockap¥eHns - - - - -
OAHOTO OKPEMOTO
piMeHHA
¢y0 ' exTaMu
TrOCTIOAAPIOBAHHI




[TpomorxcHHES AGATKA 2

NG

6. IligroToexa - - - - . -
3BITHOCTI 38 '

PeE3Y/ILTATAMH
PETYIHOBAHHA

7. lami 3 rog. 9 000 rpu/167 1 129 20 859,3
aIMIHICTPATHBHI poGoUHX

MPOLEAYPH: TOJHH 34

1) nepeaipxa ma Micaips B 2022

ONPAYICBAHHS potii = 53,9

nodanol sasew ma IPH / TOA.

doxyMenmia 0o Hei;
2) odopmaennn  ma

gud

cepmupirama J13.

Pasom 3a pix® X X X X 20 8593
CyMapHo 3a 1’ 5Th X X X X 104 296,5

poKiB’

‘BapricTs BUTpAT, NOB’A3aHEX 3 AAMIHICTPYBAHEAM OpPOLECY PEryNOBAHHN NEPHKABHMMMH OprAHAMH, BHSHATACTHCS
LIIAX0M MBEGHKEHHEA (MKTHYHYX BHTPAT Jacy NSpCOHALY Ha 3apobiTHy miary caewiaticra sianosizrol keanithikamii Ta
Ha kinbkicTs cyG cKTiR, MO MHANANAIOTE fit [ i GPONCAYPH Pery/ECBadEs, Ta Ha KUTBKICTE IpoHeay] 3a pik.

SBurparn migpaxosaro 3a 2023 pix.
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1IPO MIHICTEPCTEO BOEHHMH CTAH TPOMALRHAM MEHHHHM PALIBHHKAM OCBITA NIPECLIERTP ADKYMEHTH KORTAKTH ~ © YRP +

[POMALICLKE OB OBOPEHHA

i o [oekr Hakaay Miicrepcraa oxopown an0pos’s Yepaikn Tipo il
SATBEPIXEHHA 3 10 f0aTkia 0 [lopaaky ceprudikalikocri P ¥ 6
rOnOuR JEPABIAR fikapcskiy 3acabia 1A MXHaponHal Toprini 1a NiATBaPMXEHHA LR
T CHITAPHIE MIKAP YXPAIHH s .
AKTHBHHX ¢apnauenmuux [HTPEIEHTIE, LLi0 BXCTIOPTYHOTECA
8 roymeR 2023 ©
‘ KEPIBHMK POBIT 3 NIXBIRALI
HACTIKIB HALIBHYARHOT
0 CHTYALIT [cov-tg) AHani3 perynaTopHoro enaney_CPP
[losigka
ﬂOﬂ&iUK 1o e
[POMANCKKA PALA MO3 v Ronaror 2 go apa
Juinn CPP
TPOMANCKA EXCTEPTHA HAKA3
ﬂumuwnam ﬂpﬂ ONPHADIHERHA
JIDKYMEHTH 3 MHTAHG
EXOHOMIKH TA QIHAKCIE ToplakANGHa TaGAWUA 3MiW CPP
MoAcHINRANLHA 3ankcKa kil CPP
HALIOHANBHA PALLA 3 NHTAHD 0
MIPOTHAN TYBEPKYIBO3Y TA v
Bin/chu Onnaitn nigTpHNE:
MIKICTEPGTBO OXOPOHH 30POB'A YKPAIHH Bacsra Hau‘ﬁ?g.ﬂ]bwﬁ ;
HONTANT-LENTP MO, YiguiTe
NORYERTH g nacka, i ok By ff o
ONOMOITH? -
TPOMATEHAE O6TOB0PERHR e . I
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