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BbB Bpb3ka ¢ o0HapoaBane B /[bpkaBeH BeCTHHK, Op. 113 or 23.12.2025 r. Ha ,, Yc/I0BHS H
pel 3a CKJIIOYBaHe HA JOrOBOPH 32 OTHYCKAHe H 3alJIalllaHe HA J1eKAPCTBEHH NPOAYKTH IO 41.262,
a/1.6, T.1 ot 3JIITXM, Ha MeTHIHHCKH H3/1e/IHs H HA IHETHYHH XPAHH 32 CHENHAJHA MeIHIHHCKH
1 eJIH, 3alJIAIAHH HANBJIHO HJIH YacTHYHO oT H30K* (YcioBHA H pex) nokaHBaMe NMPHTEKATETHTE
HA pa3pelieHue 3a TbProsus Ha Ape0HO ¢ JIeKapCTBEHH NMPOAYKTH, ¢ Pa3KPHTH HA TEPHTOPHATA HA
P30OK - CinBen anTekH a y4acTBaT B NpoleIypa IO J0roBapsine 3a CKJIKYBaHe HA
HH/IHBHIYAJHH J0TOBOPH.

Ha ocHoBanue un. 11 ot YcnoBus u pex 3a CKiIr0YBaHe Ha JOTOBOPH 3a OTITYCKAaHE M 3alljlalllaHe Ha
JIeKapCTBEHHU NPOAYKTH 10 w1.262, an.6, 1.1 ot 3JIITXM, Ha METULIMHCKH M3IET1s U Ha AUETHYHH XPaHH 3a
CrelMajTHi MEQWLIMHCKM LENM, 3aIUlalllaHd HambaHo wiau yactuyHo ot H3OK, mpurexarenure Ha
paspelieHre 3a ThproBus Ha JpeOHO ¢ JIeKapCTBEHU MPOIYKTH (ANTeKH Pa3sKPHTH HA TEPHTOPHATA HA
P30OK-CnuBen) jke/1aemu Ja CKJII0YAT I0roBop, clie/Ba 1a Moaaaar 10 aupekropa Ha P3OK 3asBenne
no obpaszen Ne 1 xpM VYKa3aHus MO ThIKyBaHe M NpHJaraHe Ha YCIOBUS M pel 3a CKJIIOYBAHE Ha
WHAUBUAYATHU TOTOBOPH 3a 3aIulalllaHe Ha JIEKApCTBEHW MPOAYKTH IO Wi. 262, an. 6, T. 1 ot 3akona 3a
JIEKapCTBEHUTE MPOAYKTH B XyMaHHaTa MEeJMUMHA, Ha MEIULMHCKU M3JeMs U Ha AUETHYHH XPaHH 3a
CIeUMaIHU MEIMUMHCKH LIEJIH, 3arulallaly Hane/1HO Wi yacThuHo oT H30K (Yka3aHus), B KOeTo BIKCBa
JaHHH 32 eJMHHUS HIEHTH(QHUKALMOHEH KO/l Ha ThProBeLa WK KOOMepalHsTa OT ThPrOBCKHS PETUCTHP.

KoM 3a8B/1€HHETO ce NPHJIAraT C/IeIHATEe T0KYMEHTH:

l. NOKyMEHT 3a aKTyajlHa pericTpauus [0 HAlMOHAJIHOTO 3aKOHOJATEJICTBO, M3JaJeH OT
KOMIIETEHTEH OpraH Ha ChbOTBETHATA Jpyra IbpiKaBa Ha KaHIuJaTa — caMo 3a Jpy’KeCcTBaTa, perucTpupaHu
B JIpyra IbpkaBa — 4ieHKa Ha EBpomneiickus cbio3, WM B AbpxkaBa — ctpaHa no CriopasyMeHHMETO 3a
EBponeiickoTo MKOHOMHUYECKO MPOCTPaHCTBO;

2. 3a pHKOBOJMTENISl HA anTeKaTa — JIOrOBOP 3a YIpaBJIeHHE, Ha BIIUCAHHMSA B ThPrOBCKHUS PETHCTHP
MarucTbp-hapMaleBT, Npe/ICTaBIIsBAll APYKECTBOTO 3asBUTEN, WK TPY/OB J0TOBOP B CIydaHTe, KOraTo
CBLIMAT pabOTH MO TPYJOBO NMPABOOTHOLICHHWE — 3aBepeH OT KaHAW/aTa Mpemnuc; B CIy4auTe, KOTaTo
NIPUTEKATENAT Ha pa3pelieHne 3a Tbproeus Ha ape6Ho ¢ JIIT e MmarucTbp-papMaleBT U € pbKOBOAMTEN Ha
anTekara — €JHOJIMYEH ThProsell (eIHOIMYEH COOCTBEHHMK Ha KaluTaia), He € HeOOXO0AMMO MPEICTaBIHETO
Ha TPyJI0B JOTOBOP WJIA JOTOBOP 3a yMpaBjeHHE Ha arTeKara;

3. meksapauus 3a nepcoHaa Ha anrekara o obpaser; Ne 2 kbM YkasaHusiTa M KOIHKE OT NOTBLPAEHATa
perucTpauus Ha TpyaoBute norosopu B HAII Ha paGoTemure B anTekara MarucTbp-hapMaueBTH — 3aBEpPeH
OT KaHAHJaTa Mperuc;

4. ynoctoBepenus 3a 4ieHCTBO B BOC u 3a mpemuHat GOpMM 3a MPOABIKABAILO MEIULIMHCKO
00y4eHHe Ha PHKOBOJIMTENS HA anTekara M Ha pabOTelUTe B Hesl MarucThp-(GapMalleBTH, M3/afeHH OT
CBOTBETHATa peruoHanHa kosierust Ha bAOC, B koATO MarucTbp-hapMaleBThT € BIUCAH, C IIOCOYEH ajIpec Mo
MecTopaboTa ¥ NPOJb/KUTETHOCTTa Ha pabOTHOTO BpeMe Ha JMuara cropea HauvoHanHus eneKTpoHeH
peructbp Ha wieHoBeTe Ha bDC — opuruHai;



5. geKJapanus 3a CBbp3aHH JMLa Mo cMUckaa Ha § 1 oT ThproeckHs 3aKOH ¢ JPYrd ThProBUHU Ha
Ape6GHO ¢ JleKAapcTBEHH MPOAYKTH, THProBUM HA eapo M JieueOHM 3aBeleHMs 1o obpasen Ne 3 KbM
VkazaHusTa,

6. nexsapaiis 3a paboTHOTO BpeMe Ha anTekara no obpasen Ne 4 kbM Y KaszaHUsTA;
7. nexsapanus 3a nojaasaHe Ha QUHAHCOBO-OTYETHH JAOKYMEHTH 1o obpasent Ne 5 kbM YKasaHusta.

Cpok 3a nogaBaHe Ha JOKYMEHTH:

P30OK-CnuBeH npueMa 3asBjieHHs 3a CKII04BaHe Ha qorosopu A0 15.01.2026 r., kato 1oropopure ca
ChC ClIeIHHs CPOK Ha JieiicTBueE:

1. 3a cpok o1 01.01.2026 1. 10 31.12.2026 r. — 3a THProBUMTE Ha APeOHO, KOMTO Ca MMATH CKIIOYEH
norosop rpeau 01.01.2026 r.;

2.3a CpOK OT JlaTaTa Ha NoANKCBaHe Ha Jorosopa 10 31.12.2026 r. — 32 TbproBUMTE Ha APEOHO, KOUTO
3a NpbB BT KAHIMIATCTBAT 32 CKIroYBaHe Ha Jorosop ¢ H3OK/P3OK.

Cx/I04eHHTe Mpeay BiM3aHe B CHJIa Ha HACTOSILUTE Y CJIOBHSA M PeI JOrOBOPH C THProOBLUHUTE Ha
npeGHO ce mpekpaTsBat, cyuTaHo oT 16.01.2026 r., ako ThProBeLbT HE € Mo/l 3asBJICHUE 32 CKIII0YBaHE
Ha JOrOBOp 10 MPeIBUACHUS B HacTosmuTe YciaoBus U pel. Ilpu HenmoanuceaHe Ha A0TOBOP B CPOK 710
15.01.2026 r. 1OrOBOPBT C€ CUMTA 3a IIPEKPATEH.

Cpok 32 pasriie)xaane Ha JOKYMEHTHTe H CK/II0YBaHe HA 10r0BOPH

PasriexaHeTo Ha JIOKyMEHTHUTE M CKirouBaHe Ha goroBop ¢ P3OK ce u3pbpuiBa B 14 - 1HEBEH CPOK
OT MOJABaHETO UM.

Ipu 0TKa3 OT cTpaHa Ha aupekTopa Ha P3OK 3a ckiltouBaHe Ha JOrOBOP, aKO ThProOBELBT Ha APEOHO
e uMaJ ckrodeH aorosop npean 01.01.2026 r., ce ckirouBa cpodeH gorosop ot 01.01.2025 r. no narara Ha
W3J]aBaHe Ha OTKa3a.

INonb/IHEeHHTE H MOANHCAHH OT KAHAHIATHTE JTOKYMEHTH MOraT Aa 0bIaT moAaBaHH, KaKToO
cieaBa:

- B nenoBoactBoto Ha P3OK - CnuBen Ha azapec: rp. Ciiuex 8800, yi. ,, Camymn® Nel, B ciryyante
B KOWUTO KaHIUIATHT 3asBU JKeJlaHHe JOKYMEHTUTE [a ca Ha XapTHEH HOCUTET

- Moanucanu ¢ kBanuduuupan enekrporen moamuc (KEIT) BeB  dopmar pdf, upes Cucrema 3a
curypHo enektporHo BpbuBade (CCEB) win 4pe3 nndopmanronsara cucrema Ha H30K.

Bcuukn 00pasuy Ha JOKYMEHTH, CBBP3aHM ChC CKIIOYBAHETO, M3MEHCHHETO, W3MBJIHEHHETO H
NpeKpaTABAHETO HA WHIMBUIYAIHHTE JOrOBOpH ¢ Thprosuute Ha apebHo ¢ JIII ca mpunoxeHn KbM
VKa3aHue 10 ThJIKyBaHe U NpUIaraHe Ha Y CJIOBHATa U Pe/ia, KaKTo clieBa:

- 3asBieHHe 3a CKJII0YBaHe Ha HHAUBUIyasieH nqoroop (O6paszen Ne 1);

- Jlexnapaums 3a JaHHM Ha repcoHana, paborem B anTekara (O6pasen Ne 2);

- Jleknapauus 3a CBbP3aHM JHLA 1O cMHUCBAa Ha §1 oT ThproBckusi 3aKOH € ApYrM ThProBUM Ha
Ape6HO ¢ JIeKapCTBEHH TTPO/yKTH, THPrOBLM Ha eapo H euebHu 3aBenenus (O6pasen Ne 3);

- Jlexnapauus 3a paboTHo Bpeme Ha anrtekata (O6pasen Ne 4);

- Jlexnapauus 3a ¢puHancoBu JokyMeHTH (O6pasen Ne 5).

OG6pasell OT KOMILUIEKTa JOKyMEHTH Moske J1a 6be nonyudeH u ot P3OK — CineH.

JlnbxHEOCTHH JHNA 32 KOHTaKTH B P3OK-CiinBen

Huna Iasnosa Konesa ten. 044/615213 — KOHTpoOJILOp
Mapuana Benuyesa CtosiHoBa Ten. 044/615227 — KOHTPOJILOP
M. TuneBa Ten. 044/615226 - ria. OpUCKOHCYIT

Iera Konesa ten. 044/615204 - ri1. FOpHCKOHCYJIT
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