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HHK. ATJEKCAHABP AbPKHKOB

IIPEJCEJIATEJI HA

R ER A
OBLIMHCKH CHLBET — [IVIOB/IHB \

NPEAJOXEHMHUHE

om unxc. Anecmu Tumues — 3am.- kment ,, Exonozua u 30pageonazeane
13
OTtHocHo: M3meHenne W nOIBIHEHHE Ha YupeauTeNleH akT Ha ,,MeTuiHHCKH ueqyﬁp o
pexadunuTanus U cioptia meauuuna I - Inopaus® EOO/.

YBAKAEMH I'OCIHHOAHH HPE/[CEJATEN,
YBAKAEMH I'OCHOXH HTIOCHOJA OBUHHCKH ChbBETHHIIH,

B obuuna I1nosaue nmocTeNR Hpeanoxenue ¢ Bx.Ne 22 3/1-557 or 22.06.2022r. ot
yrpaBuTend Ha ,, MeIUUUMHCKH UeHThD o pexabmmTauus U cnopTtHa Meavuuna 1 - [Tnosaus™
EOOJ — n-p Baarko I'muropos. C muemoto g-p [Hropos yeenoMssa 3a HapacTBalll MHTEpEC
OT CTpaHa Ha (HPMH C HpeJAMeT Ha JACHHOCT B 00NaCTTAa HA KIMHUYHHTE K3IMHUTAHHS 32
CHBMECTHA AEHHOCT ¢ 1eueOHH 3aBeeHUs 38 #3BBHOOIHIYHA TOMOIIL.

JeHHOCTHTE 110 KIMHUYHH MPOYYBAHMAS Ca U3KIIOYUTENHO XoOpe (HHAHCHpAHH OT
rosieMute (papManeBTHYHU GupMu. ToRa JaRa JONBIHUTEIHH BB3MOXHOCTH 33 MOBHILABAHE
Ha IPUXOAUTE B JIe1eOHUTE 3aBeICHUS, KOUTO CTABAT HEHTPOBE 3a POBEUIAHE HA KIMHHYHY
M3IUTAHUA HA JIEKAPCTREHH CPEACTBA B NIPOAYKTH B XYMaHHATA MEIUIMHA.

BeB BpB3Ka C rOpPEONMUCAHHTE BBL3IMOKHOCTH 3a YBEIMYaBaHe HAa IPUXOAUTE,
nofo0psABaHe MaTepHamHO-TeXHHYecKaTa ©0aza ¥ IIOBUINABAHE BB3IHATPAKICHUATA Ha
CHEIHATHNCTHTE U ¢ OITIe] Ha 3a0bIDKEHNETO 3a yBenomuneHue Ha MA  Menunuucku Hagzop™
upe3 P3U [1nosauB, B KaYeCTBOTO Cif HA yrIpaBuTeN J-p F IHropoB npeanara B Y YpeqUTENHus
aKT Ha MeRMUMHCKA LHEeHTBP N0 pexabunurauus u cnopTHa MmeauuuHa I - [lnopaus® EOOJ] B
T. lII - TIpeamer ua nefiHoct B wi.9 ga Obae ch3aageHa HOBa all.4, KaKTO C/I¢/IBa:

»B IPYXKECTBOTO MOTaT Ja Ce NMPOBSKIAT KIHHHYHH H3IHMTBAHHS HA JICKAPCTBEHH
HOPOJYKTH 1O peliad Ha 3aK0Ha 3a JICKapCTBEHUTE MPOAYKTH B XyMaHHATA MEIMIIHHA,

C ornex Ha ropHOTO € HeoOXoAUMO OOIUHCKY CHBET — [ITOBAUB CHC CBOE PELIEHUE Ja
0A00pH aKTyanu3anyd Ha YYpeJAUTeHUS akT Ha MeauUUHCKY HEHTBP MO pexabuuTaunus 1
cioptHa mMeaunuHa | - [Tnosaus™ EOO/I,




YBAKAEMH I'OCIHHOJHH ITPE/ICEJATEIL,
YBAKAEMH I'OCIHOKH H F'OCHTOJIA OBIIUHCKH ChBETHHITH,

IIpeasua ropeusnoxeHoTo u Ha OCHOBaHHE BaliuTe MparROMOIIMS, TPOMATHYAIA OT
wi. 21, anl, 1. 23 u am 2 or 3akoHa 32 MECTHOTO CAMOYNPABNEHHE H MECTHATA
aIMMHHCTpaIus, BbB Bpb3ka ¢ w119, an4, w137, an.l, 1.1, wn.147, an.2 or Tproeckus
3aKOH, .17, an.4 oT 3akoH 3a neyeOHHTE 3aBeleHUS BbB Bpb3ka ¢ wi2l, amrl, T. 1 or
Hapenbara 3a pena 3a yupenssane u ynpaxssapase rpasara Ha obuwna [1nosaus B ny6nuynu
NPEANPUATUS U THPTOBCKH JPYXKECTBAa ¢ OOIIMHCKO y9acTHE B KalHTaja, IpejjaraMe Ha
OO1mHHCKE ¢BBET - [LIOBAHE, yIpaXKHABAL NIpaBaTa HA eHONHYHUS COOCTBEHHK Ha KaIUTala
Ha MeIUMUMHCKH IEeHTBp mo pexabuimrauus u cnoprtHa meaumuaa | - [Inopgue® EQOJI
000463393 cbe cenanmiue M afpec Ha yrpasienue: rp. IlnoBaus, yi. ,.BragusocTok® Nel§,
NpeacTaBsBaHo OT yupasutens 1-p Biarko Imiropos, ga B3eMe cliegHoTO

PEINIEHMUE:

I. Jlouwnsa npenmera Ha neiHoCT Ha ,,MeJHIMHCKH IEHTBP 1O peXabHIHTALHSA U
cnoptHa meauimHa [ - [lrosaus™ EOOJ] ¢ Hosa geitnoct: ,,JIpyxKecTBOTO MOXeE Ja IPOBEska
KIHHHYHH H3MHTBAHHSL HA JIEKapCTBEHHM MNPOAYKTH NO pela Ha 3aKoHa 3a JIeKapCTBEHHTE
MPOJYKTH B XyMaBHAaTa MEAULIMHA",

I1. M3mens 1 nonbiBa YupeuTe HUS aKT Ha ,, MeTUIIMHCKY LUEHTEP MO peXaOHITHTaLHs!
H cnoprHa Meauiuna I - [Tnosoue™ EQOJ] ce u3Mens M JONIBIBA, KAKTO CIIE/IBa;

1. Jloneasa Tekcta Ha un9 or Vupeadrened akT Ha MemHIMHCKM LEHTBP 10
pexabunuranms v crnopraa Meauuusa 1 - [Tnosgus™ EOOJL ¢ HoBa an.2 kakTo ciensa: ,.B
APYKECTBOTO MOTaT Ja ¢e IPOBEXKJAT KIMHUYHH H3IHTBAHUs Ha JIEKAPCTEEHH TPOAYKTH MO
pella Ha 3aKOHA 3a JICKAPCTBEHHTE MPOAYKTH B XyMaHHATA MEMITHHA® 1 NpHI00HBa ClIeHaTa
pEIaKLHUA:

Y9 (1) IIpyxecTBOTO MMa 3a IPeAMET Ha JeiHOCT OCHIIECTBABAHE HA ClIeLMalIu3Hpasa
M3BBHOOTHIYHA METHITHHCKA [IOMOIII,

(2) Apy»xecTBOTO MO3KE A MPOBEKAA KIHHUIHH H3IUTBAHKS HA JIEKAPCTBEHH TIPOLYKTH 110
pena Ha 3aKOHa 3a JIEKApCTBEHUTE IPOJYKTH B XYMAHHATA MEIHIHHA,

II. Yreppiasa akryanmsupad YupeIurtesieH akT Ha METMIMHCKM HEHTBP IO
pexabuiuranns v cnopria mezuuuHa I - [Tnosaus® EOOJI, npuet ¢ Pemenne Ne69, B3eto ¢
IIpoToxon Ne5 o1 13.03.2020r. Ha O61uHCKE chBeT - [L10BaUB, H3M. B 10II. ¢ Pemmenne No§2,
B3eTo ¢ [Iporokon Ne5 or10.03.2022r, ¢ oTpaseHuTe IPOMEHH MO PEIIEHUETO, CHITIACHO
[Ipunoskenne Nel, repasfenta 4act OT HACTOSIIOTO PEIICHHE,

III. 3agpmxaea ynpasurens Ha MeJMIMHCKY UEHTHD MO pexabHIMTAlHA U CHOPTHA
memuuuHa I - Tlnosaue™ EOO/I 1a u3pbpUIM HEOOXOMMMHTE IPABHE U (PAKTHYECKH JeHCTBHS
33 0OsIBABAHE HA AKTYAIM3HPAHHA YUPEIUTENEH akT Cho0pasHo T.] OT HACTOSALIOTO pelIeHHeE B
TBproeekus perucTep K6M ATCHIMATA IO BIIMCBAHUATA.

MOTHUBMH: Hacrosauioro peteHne ce npue Ha npagno ocrogante oT wi. 21, an.1, T. 23 u an. 2
0T 3aKOHA 33 MECTHOTO CaMOYIPAB/IEHHE H MECTHATA A/IMMHUCTPAIHA, BbB BPb3ka ¢ wi.119,
and, un.137, an.1, 1.1, un.147, an.2 or Teproseku 3axon, wi.17, wi.4 or 3akoH 3a JeyebHUTE
3aBefenus u w21, ainl, 1. 1 or Hapendara 3a penia 3a yupenssaye u ynpaxHsBaHe npaBarta
Ha 001mHa [[I0BIUB B IIyOIMYHUTE IPEANPUATHS H THPrOBCKH JAPYKECTBa C OGIHHCKO




yyacTHe B Kanutana. Qaxmuyeckume OCHO6AHUA 3 B3EMaHE Ha HACTOALIOTO pellcHuE,
npousTHYar OT HeoOxomumocrra OOMMHCKH CBBET - [InoBaMB B Ka4yeCTBOTO CH Ha
yIpaXKHSBALl PaBaTa Ha eHOMYeH COOCTBEHHMK Ha KaluTard Ha MenuuMHCKH [ERTHP 0
pexabuATalAs M CIIOPTHA MeAHHuHa | - [Tropaue® EQO/JI na aktyanu3upa yupeTuTeIHUA aKT
Ha OBLIHHCKOTO MyOIHIHO IPSAIPHATHE - THPTOBCKO JIPY>KECTBO, KOSTO I1E Aa/ie BE3MOXKHOCT
Ha TMyOGIHYHOTO NpPEeAIPUSTHE — THPrOBCKO APYXECTBO 32 YBENHYABaHE HA NPUXOIUTE,
nomoOpsABaHe MaTepHanHO-TeXHHYeckara 0asa ¥ INOBUIIABAHE BB3HAIPAXKACHUATA Ha
CIIEIHANIUCTHTE.

Mpunoxenne: |. [Ipunoxense Nel, HepaszgenHa 4acT OT HAacTOAIIOTO pPCIICHHE —
YupenureseH akT Ha MeMUMHCKN NEHTHP MO pexabuIuTanys U CIIOpPTHA
vemunuHa I - IInosmus™ EOO/,.

2. Tlpennoxenue Bx.Ne 22 3/1-557/22.06.2022r. ot a-p Bnatko [ nuropos —
yIpaBuTen Ha MeIMIMHCKH LEHTHP MO pexabunuTamus M CHOPTHA
MeﬂI/IIiHHa I - [Tnosmus* EOO/I.

C yBaxenue,
WHK. AHECTH THMMER
Jamecmuur-kmem ; -E7¢oﬂ0'éiin u 30paseonaseane

<

CoriacyBand:

Kamemus KennoBa, /&4t cee. ‘/Xc?wao-%d\ /
4 upexrop wa mupexius [THO | ¢z 20 Do /i,f?) 2 2-04 ~1% 30/ 04 fF- 22,

JI-p Kannu Kanunos
JlupexTop Ha JHPEKUUA ,,BﬂpaBeSﬁa'ibBaHe“

Warorsum:
Huxonait Enen
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