PEWEHWE

Ne 4214

rp. Codmsa, 07.02.2025r.

B MMETO HA HAPO[A

AOMUWHUCTPATUBEH CBO - COPUA-TPAL, XVil KACAUUOHEH
CBCTAB, B nybnuyHo 3acenaHue Ha 24.01.2025 r. B cneiHUs CbCTaB:
NMPEOCEOATEN: Bnagumup Hukonos
UNEHOBE: EneHa llonoBa
Mapusa CtoeBa

npn y4actnetTo Ha CeKpeTapA MaKpI/IHa XpVICTOBa n rnpm ydactmeto Ha
npokypopa Hags 3aroposa, kato pasrnega geno Homep 11117 no onuca 3a 2024
rognHa AOOoKnaaBaHO OT CbAuA BJ'Ia,D,I/lMI/lp HI/IKOJ'IOB, M 3a Oa ce npom3Hece B3e
npensug crie4HoTo:
[TpowmsBocTBOTO € 1Mo pena Ha wi. 638 or 3SAHH.
C pemenue Ne 3087 ot 30. 06. 2024 r. na Codumiicku paifoneH cba, HakazaremHo
otaenenue, 105-tu cweraB mo HAXJT Ne 8951 / 2023 r. o ommca Ha CPC, € moTBBpIcHO
HakasatenHo mocranoaeaue (HIT) Ne PJI-M1-043 / 16. 05. 2023 r., uW3mageHo OT
W3MBJIHATEITHUS TUPEKTOp Ha V3mbIHUTETHA areHIus 110 JIEKapCTBaTa, ¢ KOeTo Ha ,,ATITeKa
JIuma” OO/, [HaceneHo msacTo], Ha ocHoBaHue wi. 219, ai. 3 oT 3akoHa 3a JeKapCTBEHUTE
npoayKTH B xyManHaTa Meauiaa (3JIIIXM), e HanmokeHa UMYIIIECTBEHA CAHKIIUS B pa3Mep
na 1000 xaB.
Cpenry Taka MOCTAaHOBEHOTO pEIIEHUE € MOCThIMIIA KacallMOHHA Kaji0a OT MTbJIHOMOIIHHUK
Ha ,,Anteka Jlmm” OO/, ¢ xosT0 ce Mmonu na Obae otmeHeHo pemienuero Ha CPC, kato
HENPaBUJIHO U HE3aKOHOCHhOOPa3HO.
B cpaebHO 3acemaHme KacallMOHHUAT >KalOOIojaaTesd, 4pe3 MHCMEHO CTAHOBHUIE Ha
MIPOIIECYATHUSI CH TIPEACTaBUTEN TOIbpPrKa Kanbara 1Mo M3JI0KEHUTE B HEsl ChOOpaKEHUSI.
[Iperennupa HampaBeHUTE Pa3HOCKHU, ChOOPA3HO MPEACTABEH CITUCHK.
OTBETHHUKBT, Upe3 MPOIECYATHHUS] CH TIPEICTABUTEI, MOJIU JIa C€ OCTABHU B CHJIa PEIICHUETO
Ha CPC. [Ipetennupa rOpUCKOHCYATCKO Bbh3HArpaxaeHue. [Ipeacrass mucMeHn OeexKu.
[IpencraButensat Ha Coduiicka Tpajcka MPOKypaTypa cunTa xajudara 3a HEOCHOBATETHA.
AnmunuctpatuBeH ¢ba Codust — rpaj, KaTo mpereHn CbOpaHuTe Mo AeT0TO J0Ka3aTeNCTBa,
JIOBOJIUTE W BB3PAKEHUATA HA CTPAHUTE, HAMHUPA 332 YCTAHOBEHO OT (DaKTHYECKa U MpaBHA



CTpaHa CJIEeTHOTO:

3a J1a MOCTaHOBU PEIICHUETO CH, palOHHUS ChJ € ChbOpasl KaTo J0Ka3aTeICTBA MO JEI0TO
nokazauusaTa Ha cugerenute M., C. u H. M micMeHHTe 10Ka3aTeNCTBA, NMPEICTABEHH C
HAKa3aTeJTHOTO MOCTaHOBIICHUE.

[Ipen HacTosAmaTa MHCTAHIUS HE Ca aHTAXHPAHU HOBH IMMCMEHH JIOKA3aTEeJICTBA, CBP3aHHU C
KacallMOHHUTE OCHOBAHUSI.

Kacanuonnara wHCTaHIMs criojenst M3IUI0 (PAaKTUYECKUTE W MPaBHUTE KOHCTATAIlMM Ha
paliOHHHUS CHJ.

[Tpu u3BbpIieHa mpoBepka Ha 26. 01. 2023 r. B [HaceneHo mscto], [ymuna], Cynepmapker
,b.“ amnreka 2, cromaHucBaHa oT ,Anteka Jlumu” OOJl e ycraHoBeHO, uUe
nomoniHuk-papmanesra C. H. ormycka / mpopaBa JieKapCTBEH HPOIYKT ,,[I0 JIEKAPCKO
npeanucanue” Betaloc Zok 50 mg, 6e3 ma mpoBepw aBTEHTHYHOCTTA HA JIEKAPCTBEHUS
IPOAYKT M 0€3 MpH OTITYCKAHETO My Jia [€3aKTUBUPA OMAKOBKAaTa B €JIEKTPOHHATA CHCTEMa
3a BepuQUKaIus.

B B mpuchkcTBHE Ha ynpaBuTen Ha IpyxecTBoTo, Omin cheraBeH AYAH na 10. 04. 2023, a
BIIOCIIE/ICTBHE € U3/1afieHo u atakyBanoto HIIL.

Karo u3Bbppmm ciyxebHo npoBepka Ha ocHoBaHue wi. 218, am. 2 AIIK u BB3 ocHOBa Ha
dakTuTe, yCTaHOBEHU OT pailoHHUs cbj, cbriaacHo ui. 220 ot AIIK, HacTosmusaT cbcTaB
HaMHpa, 4Ye O0KaJBAaHOTO pEUICHHE € BalMIHO, JOMYCTHMO U B CBOTBETCTBHE C
MaTepUaTHUs 3aKOH.

B Ta3m Bpb3Ka pemaBamusaT ChCTaB Ha ChJa ChOOPA3U M, Y€ TOBA PEUICHHE € TIOCTAHOBEHO
[0 OTHOIIEHHWE HAa aKT, KOHTO MOJJIekKH Ha ChIEOCH KOHTPOJ, KAaTO MPOU3HACSHETO €
U3BBPIICHO OT KOMIIETEHTEH ChJ B PAMKHTE Ha IPABOMOIIHITA MY.

[TocnegHUAT € MOCTAaHOBHUJ O0XKAIBAaHOTO PEIICHHE CIIeJ TOYeH U OOCKTHBEH aHAINU3 Ha
ChOpaHUTE JTOKA3aTeNCTBA, KaTO € M3ITBJIHWI 3abJDKCHUETO CH, PasTIIekKIalKu JET0TO 110
CBIIECTBO, B X0Ja Ha CHJICOHOTO MPOM3BOJICTBO J1a YCTAHOBU C JIOMYCTHUMHUTE OT 3aKOHA
JIOKa3aTeicTBa Jajdl € W3BBPIICHO HapylmIeHHe W OOCTOSTENCTBaTa, NPH KOWUTO €
U3BBPIICHO. MOTHBUTE Ha BB33UBHOTO pEIIEHUE CHIBPKAT M TOYHO YCTAaHOBEHA
¢dakTryecka oOCTaHOBKa IO JIEJOTO, CHOTBETCTBAIllA HAa CHOpaHMTE [OKA3aTelICTBA, U
NpPaBUIHKM WM3BOJM, HAllPpaBEHU Bb3 OCHOBA HAa YCTAaHOBEHHUTE (PAKTH, KOUTO HACTOSIIUAT
ChCTaB BB3MpUEMa U3IISLIO.

Ceraacno ui. 219, an. 3 ot 3JIIIXM, nputexaTensT Ha pa3pelieHHe 3a ThproBus Ha JpeOHO
NpoBEpsiBa ABTCHTUYHOCTTA HA JIGKAPCTBEHHUTE TMPOAYKTH 4Ype3 TIOKa3aTelnuTe 3a
6e3omacHocT mo wi. 168, an. 8 u Ae3akTHBMpa YHUKAIHUS WACHTU(UKAIMOHEH Oener B
cucTeMaTa OT PETUCTPH.

B xona Ha 1e10T0 6€3COpHO € YCTaHOBEHO, Y€ APY>KECTBOTO KacaTop, KaTo MpUTeKaTel Ha
paspenieHne 3a TbProBus Ha JpeOHO, MPH U3BbPIICHATa KOHTPOIIHA TIOKYIIKA Ha JIEKAPCTBEH
IOPOAYKT HE € M3BBPIIMI MPOBEpKAa 332 aBTEHTHMYHOCT W HE € JE3aKTUBHpAJl YHHKATHUS
UACHTU(DUKAIIMIOHEH Oerer.

HeocHoBarennu noBoaute B KacanunoHHata xainba, ue CPC He ce e mpou3HechlI 1o
BCUYKH HaBEJICHU JOBOJIM NP ocrniopBane Ha m3aanenoto HII. Hampotus ot crpana na CPC
€ M3BBpIIEH aHaJIM3 Ha ChOpaHUTE MO JEN0TO JOKa3aTelCcTBa M Bb3 OCHOBA Ha TIX CE €
NIPOM3HECH]T 110 HABEJACHUTE OT CTpaHAaTa JOBOIH 32 HE3aKOHOCHOOPA3HOCT Ha M3aJCHOTO
HII, kakto M ciykeOHO € MpeleHWT CHOTBETCTBUETO MY C MaTe€pHaJHHs 3aKOH U
CTa3BaHETO Ha MPOIIECYyaTHUTE IPaBUJIa MO U3JAaBAHETO MY.

@akThT, Y€ MpU MOCTAHOBSBAHE Ha PEIICHUETO BB33UBHUS CHJl € Jajl MpeBeC Ha
€/IHU JI0Ka3aTeJICTBA, 32 CMETKa Ha JIPyTH, He O3HA4aBa, Y€ ChIBT HE CE € MPOU3HECHI 110



JIOBOJUTE HA CTpaHaTa.

B cpmoTo Bpeme, KacallMOHHAaTa WHCTAHIMS HaMUpa, 4Ye TMPaBWIHO HE ca
KpeAUTHPAHU TIOKa3aHUsATa HA CBUJETENs H., KOATO KaTo MOMOIIHHK-(papMaIleBT € mpoaaia
TOpPEIOCOYCHOTO JIEKAPCTBO, Th KaTro OE3CHOPHO € YCTAaHOBEHO, Y€ HE € M3BBpPIICHA
U3HMCKyeMaTa Mo 3aKOH MPOBEPKa 3a aBTEHTUYHOCT. J{amu ToBa € CTaHao Mopajau He3HAHUE
WJIM HEOOYUYEHOCT Ha NePCOHajia, KAKBUTO JOBOJIM Ca M3JIOKEHH C yKayidaTa mpej palioOHHUS
Chl, € 0e3 MpaBHO 3HAYCHHE, THhl KATO HMMEHHO TBHPrOBEUBT € CIEABAIO OCHUTYpHU
HE0OXOIMMOTO 00YUCHHE.

B Ta3sm BpB3Ka ca HEOCHOBATEIIHM [OBOJUTE B KacallMOHHATa Kajba 3a
HEJIOMMYCTUMOCT Ha CBHJICTEJICKHTE MOKa3aHUs Ha aKTOCHhCTABUTEIS, Thil KATO CHIIUAT HE €
ydacTBajl B JPYro MPOIECYATHO Ka4eCTBO B aJIMUHUCTPATHBHOKA3ATEIIHOTO MPOU3BOACTBO.
ChmuaT € pa3nuTaH HMMEHHO KaTo JIMIEe, KOETO € YCTaHOBWJIA IIPOIECHOTO
aJIMHHHCTPATHBHO HAPYIICHHUE.

Kacanmonnara mHCTaHIMS HAMHpPa 32 HEOCHOBATEIHO TM030BABAaHETO B jkajbaTa Ha
npezncraseHara npex CPC MHCTpyKIus 3a yrnpaBieHHWE HAa CHUTHAIM TPU BEpUPHUKAIMIL U
OTIIMCBAaHE Ha JIEKApCTBa, CIOPEI KOSATO HAJIWYMETO HA CHTHAIHW, MOPaJd TEXHUYCCKHU
NPUYMHU HEe TPsAOBa Ja ObJIe MPeUka 3a OTIYCKAHETO Ha JIEKAapCTBaTa HA MAIUCHTHTE, Thi
KaTo ChlllaTa € IUTHpaHa HEMBJIHO U mpeBpaTHO. [locoueHus TEKCT OT MHCTPYKIUATA
POBJDKABA TI0 CJICTHUS HAYUH: ,,KOETO 00a4ye MOCTaBs OIIE IMO-TOJIIMA OTTOBOPHOCT IPEJ
dbapmaleBTUTE 32 OTCTPAHsABaHE HA TEXHUYECKHUTE TPEIIKH... . BHIHO €, 4e OTTOBOpHOCTTA
IpH BB3HUKHAIM TPEIIKH 3a TAXHOTO OTCTpPaHSABAaHE € MMEHHO Ha (hapMareBTHTE, KaTo
OCBEH TOBa HsAMa IIPEACTABEHW HHUKAKBHM JIOKA3aTEJICTBA 3a IIOJAJICHH CHTHAIU 32
BB3HUKHAIM TEXHUYCCKHU TPEIIKH HA Ta3a Jara.

Cpu10 Taka, MPaBUIHO OT CTpaHa HA PAOHHUS ChJ € MPUETO, Y€ YCTAaHOBEHOTO HAPYIICHUE
HE TIPEJICTABIISIBA MAJIOBAXKEH CIIy4al 1o cMUChiIa Ha wi. 28 ot 3AHH.

Hapymennero Ha mocouenurte pasmnopenou, e GopMarHO U 3aKOHA HE OTYHTA BPEIOHOCEH
pesynrat. B chImoTo Bpeme ce kacae 3a mpojaaxoOa Ha JIEKapcTBa, MOpPaJd KOSTO CHITUTE ca
MOJJIOKEHU Ha 3acuiieHa perynanus. QakThT, 4e HAPYIIEHUETO € U3BBPIIEHO 32 MbPBU BT
HE 03HauaBa, 4e ChIOTO CJIe/[BA Ja ca KBATU(HUIIMPA KAaTO MAIIOBAXHO.

[IpenBun numcata Ha APYTH TBBPACHHUSA, NPEICTABISBAILIM KAaCAllMOHHH OCHOBAHMS 3a
OTMSIHA Ha BB33UBHOTO pEIICHHWE M C OIJIe]l MpeAMeTa Ha Kacal[dOHHATa TIPOBEpKa,
HACTOSALIUAT CBhCTaB CYMTA, Y€ PEIICHHWETO clieJBa 1a ObJe OCTaBEeHO B CHJA, Karo
3aKOHOCHOOPa3HO, 0OOCHOBAHO W IOCTAHOBEHO INPHU CIa3BaHE Ha ChIONMPOU3BOJICTBEHUTE
paBuIIa.

[Tpu TO3M M3X0 HA CTIOpa U C OTJIe]l HAlPaBEHOTO UCKaHEe HAa OTBETHHKA 3a MPHUCHKIAHE HA
IOPUCKOHCYJITCKO Bb3HArpaXkJieHHe, ChABT HaAMUpPa CHIIOTO 32 OCHOBATEIHO, ChOOPA3HO UIl.
63x, ai. 4 or 3AHH.

[To m3noxenute croOpakeHUsI U Ha ocHOoBaHuWe wi. 221, an. 2, mpemn. I ot AIIK, Bp. ¢ un.
638 or 3AHH, AnmunuctpatuseH cbjx Codus - rpan - XVII kacarioneH cbCcTaB

PEIIN:

OCTABS B CUJIA perrenrie Ne 3087 ot 30. 06. 2024 r. . mo HAX]JI Ne 8951 / 2023 r. Ha
Codmiicku paiionen cbll, Hakazarenno otaenenue — 105-tu cheras.

OCBXJA ,Anreka Jlumun” OO/I, [macemeno wsicro], EMK[EUK], na 3ammatu Ha
W3nbnHuTeNHA areHnus 1o JeKapcTBaTa, IOPUCKOHCYITCKO Bb3HATPAXKICHUE B pa3Mep Ha
80 (ocemmecer) JB.



PEHIEHUETO e okoH4yaTeaHo.

I[MPEACEIATEJI: YJIEHOBE: 1.
2.



