PEWEHWE

Ne 7006

rp. Cocpna, 18.11.2019r.

B UMETO HA HAPOJA

AOMUHUCTPATUBEH CbO - CO®UA-TPAA, XXl KACAUMOHEH
CBbCTAB, B ny6nnyHo 3aceaaHue Ha 25.10.2019 r. B cnegHUst CbCTaB:
NMPEOCEOATEI: Oo6pocnae Pykos
UNEHOBE: Kpacumupa XeneBa
BaHuHa KoneBa

npn y4aCctmeTo Ha CeKpeTaps EneOHopa M CrtoaHoBa u npn yv4acTtmeTo Ha
npokypopa AnekcaHabp [MaBnos, kato pasrnega geno Homep 10491 no onwuca
3a 2019 roguHa goknaaBaHo OT cbausa BaHuHa Konesa, 1 3a ga ce npovsHece B3e
npegsuna CnegHoTo:

[TpousBoncTBoTO € MO pena Ha wi.63, an.l or 3akoHa 3a aAMUHUCTPATHBHUTE
Hapymenuss W Hakazanus (BAHH), BB Bp. ¢ w1208 wum cm.  oT
AnMunucTpaTUBHO-TIpoIecyanus Koaekce (AITK).

O0pa3yBaHo ¢ 1o kacarronna xasnoa Ha . JI. T., ot [HaceneHo MsACTO], MPOTHB pEIIeHUE OT
05.08.2019r., mo naxa Ne 20001/2017r., na Coduiicku paitonen cwba (CPC), HakazaremnHo
OT/IeJIeHUe, ¢ KOETO € IOTBBbpAeHO Haka3zareiaHo nmocranoBieHue (HIT) Ne PJI-M1-040/ 15.
08. 2017 romuHa Ha W3NBJIHUTEIHHUS AUPEKTOP Ha V3MBJIHWUTENHATAa areHIus 1o
nekapcrBata (MAJI), ¢ KoeTo My € HaJ0XKEeHO aIMHUHUCTPATUBHO HAKa3aHUE r7100a B pasMep
Ha 25 000 /mBazmecer u net xuisiau/ JieBa 3a U3BBPIICHO HapylleHue Ha 4i. 284, an. 2, mp.
2-po, anT. 2-pa OT 3aKOHA 3a JIEKApPCTBEHUTE MPOIYKTH B XyMaHHaTa MeauiuHa (3JIIIXM).
KacaTtopbr M3mara J0BOAM 3a HENPABMJIHOCT HAa O0KaJIBAaHOTO pelieHue. TBbpaU, ue
notBbpaeHoTo HII e m3maneno cinen m3tnuane Ha cpoka mo wi. 34 3AHH, kakto u ue e
U3JaJICHO MPH JOMYCHATH MPOIECyalHd HapymieHHs. TBBPAM, Y€ HE € M3BBPIINI
IIOCOYEHOTO AesiHne. Monn cpaa na otmenu pemennero u HIL

OTBETHUKBT TTOKacarys, V3mbIHUTEIHA areHIIHs 110 JIEKapCTBaTa, He U3pa3siBa CTAHOBUIIEC
10 KacallMoOHHAaTa »aJjoa.

[TpencraButensar Ha Coduiicka rpajacka NpoKypaTypa JaBa 3aKIFOYEHHE 32 OCHOBATEITHOCT

Ha KacallMOHHATa jkayba, cuuTa, ue pemenuero Ha CPC cienBa ga 6b/1e OTMEHEHO, KaKTO U
HIT.



KacanunonHnara jxanba, moganeHa B cpoka mo 4. 211, an.l AIIK, ot HajgiexHa cTpaHa 1o
cvuchbia Ha wi. 210, an.1l AIIK, e nmporiecyaiHo A0mycTUMA.
Pasrnenana mo chIiecTBO, B MpeneinTe HAa KacallMOHHATa MPOBEpKa, AIMHHHCTPATHBEH
cpa-Codusi-rpaj;, HAMUpPA 32 OCHOBATEIHA T10 CJICTHUTE ChOOpakeHUSI:
Coduiicku paitonern cba ¢ pemerre ot 05.08.2019r., mo maxmx Ne 20001/2017r., e
notebpaua HIT Ne P/1-11-040/ 15. 08. 2017 roxuua Ha u3nbIHUTEIHUS qupekTop Ha MAJL, ¢
koero Ha . JI. T. e HaloXXeHO aIMUHUCTPATUBHO HakaszaHue rioda B pasmep Ha 25 000
JeBa 3a M3BBPIIEHO HapylieHue Ha ui. 284, an. 2, mp. 2-po, ant. 2-pa ot 3JIIIXM, cnen
kato Ha 13.07.2016r. O6una m3BBpIICHA ChBMECTHA NpoBepka oT mHcrekTopu ot UAJL u
CIBP B [HaceneHno mscto], kk bopoBo m Gmio ycranoBeno, ye T. cbXpaHsBa B JBE
KapTOHEHW KyTHH OT OOYBKHM CIEIHHUTE JiekapcTBeHH mpoayktu: E. solution for injection,
pre-filled syringe 50 mg X 4, ¢ mapt. Ne M43210, c¢sc cpok Ha roguoct 07.2017 r., B
konmruecTBo 5 omakoBku; H.. solution for injection, pre-filled syringe 40 mg X 2, e mapt. Ne
61144XD04, cbe cpok Ha rogroct 12.2017 r., B konmuyectBo 1 omakoBka; S.. tablets 100 mg
x 30, ¢ mapt. Ne AAG6827, cve cpok Ha rogHoct 06.2018 1., B komm4ecTBO 8 OMaKOBKH.
JlexkapcTBEHUAT IPOAYKT € B OMAKOBKH M C JIMCTOBKH Ha UYXK]I €3HK.
3a nma mocraHoBu oOkanBaHoTo pemeHue CPC e mpuen, ye or chOpaHuUTe MO AENOTO
JIOKa3aTeJICTBA CE€ YCTAHOBSBA, Y€ KAIOOMOAATEINSAT € U3BBPIINI BMEHEHOTO MY HapyIlIeHHEe
Ha wi. 284, am. 2, mp. 2-po, ant.2-pa ot 3JIIIXM, crmopex KOATO KOWTO CBXpaHSBa
JIEKapCTBEHU MPOIYKTH, KOUTO Ca C HEYCTAaHOBEH MPOU3XO0J, ce Haka3Ba ¢ rioda ot 25 000
10 50 000 nB. Ilpuen e u 4ye npu U3AaBaHE Ha aKTa 3a YCTaHOBSIBAHE Ha aJMUHUCTPATHUBHO
napyurenue (AYAH) u HII, He ca HajMIle ChIIECTBEHHU MPOLIECYaIHH HAPYIICHUS, BOACIIN
JI0 OTMSIHA Ha aTaKyBaHOTO IMOCTAHOBIICHHE.
Taka MOCTAaHOBEHO PEIIEHUETO, € HEeMPaBUITHO.
CpabT cykebHO clefiBa 1a U3BBPILU IPOBEPKAa OTHOCHO perjaMeHTUpaHuTe B 4. 34, ai.
2 or 3AHH cpokoBe 3a 0o0pa3yBaHETO Ha aIMUHUCTPATUBHOHAKA3aTEIHOTO MPOU3BOJICTBO.
ChIMTe ca aJITSPHATUBHO MPEIBUICHN U U3THYAHETO HA KOWTO € J1a € TAX — TPH Mecela OT
OTKPUBAHETO Ha HAPYIICHWETO WIH €IHA TOAMHA OT W3BBPIIBAHETO MY, MpPEICTaBIsABA
MpeYKa 3a ChCTABSHETO Ha aKTa 32 YCTAHOBSBAHE HA a]MUHUCTPATHBHOTO HapyIICHHUE.
Hapymennero e ycranoBeHo mpu u3pbpiieHa Ha 13.07.2016r. ceBMecTHa mpoBepka OT
uncnektopu ot UAJI u cnyxurenu Ha CIIBP, 32 K0osITO € ChbCTaBEH KOHCTATUBEH MPOTOKOJI.
BunHo oT mpencraBeHus: KOHCTaTuBEH MpoTokod oT 13.07.2016r. chmuaT € ChCTaBEH OT
M. I'. C., rnaBeH ekcrnepT B Aupekuus ,,Hanzop Ha na3zapa u uncnekuuu* B MAJI, kato 14 e
cecraBmia 1 AYAH. CrnenoBatenno Ha tasu gara 13.07.2016r. e OTKpUT HapyIIUTEIAT.
Tpumeceunust cpok 3a cberaBsiHe Ha AYAH e nztnua Ha 13.10.2016T. AYAH e cheraBen
Ha 27.02.2017r. — moBeue oT 4 Mecema ciiel M3THYAaHE HA 3aKOHOYCTAHOBEHHS CPOK.
3aKOHBT 3a JIEKAPCTBEHUTE MPOAYKTH B XyMaHHAaTa MEAMIIMHA HE € Cpel] M3KIIOYCHHSTA,
BbBeneHd B an.l u 2 Ha ui1.34 3AHH, caenosarenno, Ha ocHoBanue 4i1.34, an.l 3AHH ue e
ClIeZIBAJIO /1a ce 00pa3yBa aIMUHUCTPATUBHOHAKA3ATEITHO TPOU3BOICTBO.

C ornen M3710)KEHOTO HACTOSAIIUAT KacalmoHeH cheraB cunTa, ue AYAH e chcraBeH M3BBH
3aKOHOBHUSI CPOK M CHhC CHCTaBSHETO MY TPU TaKWBa YCJOBHS € JIONMYCHATO ChHINECTBEHO
HapylIeHUE Ha MPOIEeCYATHUTE IMpaBWia, YUATO CIWHCTBEHA IOCIEIWIlAa € OTMsSHA Ha
U3JIaZICHOTO HAKa3aTeITHO MOCTAHOBJICHUE.
Pemennero na CPC kaTo HeNmpaBuiIHO ciie/iBa Ja ObJe OTMEHEHO, KaKTO U MOTBBPACHOTO C
HEro HaKa3aTeJHO MOCTAaHOBIICHUE.

Boaen ot ropHotro u Ha ocHoBaHue wi.221, an.l u an.2, AIIK, BB Bpw3ka ¢ wi.63, an.l
3AHH, AagmunuctpatuBed cba Codus-rpasn
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P E II HU:

OTMEHAI pemtenue ot 05.08.2019r., mocranoseno o Haxa Ne 20001/2017r., na Coduiicku
paiioneH cba, Hakazatenno otnenenne u BMecto Hero [IOCTAHOBSBA:

OTMEHS mnakazarenmno mocrtanoBienne Ne PJI-M-040/ 15. 08. 2017 romuna Ha
M3ITBIIHUTENHUS AUPEeKTOp Ha M3MbJIHUTENHATA areHius no Jjekapcreara, ¢ koero Ha I'. JI.
T., ETH [ETH], e HajnoeHO aJIMHHUCTPATHBHO Haka3aHHe rioda B pasmep Ha 25 000
/nBameceT u met XA/ JieBa 3a W3BBPILICHO HapylleHue Ha wi. 284, an. 2, np. 2-po, aJir.
2-pa OT 3aKOHa 3a JIEKapCTBEHUTE MPOYKTH B XyMaHHATa MEIUIMHA.

PemenneTo € oKoOHUATEIIHO.

MIPEJICEJATEJ:

YJIEHOBE:



