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(5) B ciyvaii ue apOuTpakHaTa KOMHCHSI He CTHTHE JIO PElIEHHE I10 KOHCTAaTAlMUTE, HANPABEHH OT
munara mo wi. 26 or MJ] mopamu paBeH Opoil NPOTHBONOJIOXKHH IJIACOBE, KOMHCHATA H3IOTBS
IIPOTOKOJI, EK3EMILISP OT KOHTO ce nmpenoctaBs Ha qupekropa Ha P3OK, Ha PK Ha BOC u va H30K.

(6) Cnen 3ano3naBane ¢ mpoTokoia o an. 5 aupexropa Ha P3OK ceBMecTHO ¢ mipezcenarens Ha POK
Ha b®C Mmorar Ja NMOTBBPAAT M3ISUIO WIM YaCTHYHO KOHCTATAlMMTE HA JMIara mo 4wi26 or
WHIMBUyaTHHs JoroBop. B To3u ciyudait nupexropsT Ha P30OK m3zaBa 3amoBex 3a npuiarane Ha
CaHKIMUTE, TIPeBHICHH B JoroBopa Mexay P3OK u m3msianuTens.

(7) Pemenuero 3a MOTBBpIKAABaHe M3ILUIO WIH YaCTHYHO HA KOHCTATALMUTE OT Aupekropa Ha P30K
cpBMecTHO ¢ mpeacenatens Ha POK wa BOC, ce orpazsBa B CHbBMECTEH MPOTOKON MO oOpaser
CBIVIACHO IpHIIoXKeHue No5.

Pazpen IV

CaHKIHH NIPH HEM3IIbJIHEHHE HA I0TOBOPHTE 32 OTIYCKAHE HA JIEKAPCTBEHH NPOLYKTH,
MEHIHHCKH H3/1eJIHs ¥ THeTHYHH XPAHH 32 CHEUHATHH MeAHUMHCKH LeJIH, 3aI1alaHH
HANbJHO WK 9acTHdHo oT H30K

Yn.14. (1) Koraro antekara He H3I'bJIHU 3a1b/DKeHusTa cH 110 goroBop ¢ H30K, aupexropst Ha P3OK
MMa NPaBo J1a MPUJIOKH CAHKI[MHTE, IPEABUACHN B HHIMBHIYATHAS JOTOBOP HA H3IIBJIHATEIIS.

(2) IlpenBueHuTe CAHKIMH, Ce TPHIATaT NIPH HapyIIeHHe, KOHCTATHPAaHO 1O pena Ha pasgen VI ot
JI0roBOpA.

(3) 3a HapymeHHe, KOHCTAaTHpPaHO B CpPOKa, [ajeH OT KOHTPOJHHTE OPraHd 3a OTCTpaHsBAaHE Ha
CBIIOTO, HE Ce HaJlara MOBTOPHA CAHKIIHS.

UYin.15. (1) Bunosere cankiuu ca:

1. hbuHaHCOBa HEyCTOMKa;

2. mpekpaTsBaHe Ha JIOrOBOpA.

(2) Tpu KOHCTAaTHPAHH HAKOJIKO HAapYIIEHHS OT pa3jIMyeH BUJ, Ce HaJlara CbOTBETHATA [0 BAJ] CAHKIIHS
3a BCEKH BHJI HApYIIIEHHE.

(3) CanxiuuTe ce HaJaraT Ha IPUTEXKATEIUTE Ha pa3pelieHue 3a ThProBus Ha APeOHO ¢ JIeKapCTBEHH
MPOAYKTH, T.€. Ha JIMIaTa, OTKPUJIH anTeku (COOCTBEHHIMTE HA alITEKH).

Un.16. (1) Canxuuure ce Hanarar ot aupekropa Ha P3OK, mo BHx u pasmep B 3aBHCHMOCT OT
KOHCTaTHPaHOTO HapyIIeHHe, KAKTO ClIe/Ba:

1. npekpaTsiBaHe Ha 10roBopa:

a) NpH HapylIeHHe NPH OTIYCKAHETO Ha JIeKApCTBEHH MPOAYKTH — IpeIMET Ha HHAMBHIYaTHHSA
JI0OrOBOp, KOETO €€ M3BBPIIBA CaMO OT MarucThp-(papmanest cbriacHo wi. 220, ar. 1 ot 3JIIIXM —
w13, a1 or U/1;

6) mpy HEM3MbJIHEHHE HA 3aIbJDKEHHETO, KOraTo PbKOBOAMTEIST HA allTeKaTa € eJMHCTBEH MarucThp -
(apmanest, paGoremn B Hes, anTekara Ja He pabOTH B U3IbIHEHHE HA WHIMBHAYaIHHS JOIOBOP /IO
3aBpblIaHe Ha pbKoBoauTens — w11, an.3 or U/l n3pedenne nbpBo;

B) IIPH HEU3ITBIHEHHE HA 3a/IbJDKCHHETO IIPH OTCHCTBHE HA PHKOBOJMTENI Ha anTeKara 3a Mepuojl Hajl
30 HM, CHIMAT J1a ce 3aMecTBa OT MArHCThp-(hapMaleBT B cpokose H 110 peaa Ha 3JITTXM — w11,
a5 or U/

T) TIPH HEU3IbIHCHHE HA 3a[b/DKEHHETO PHKOBOIMTENST HA anTekara 1a He paboTH B TOBEYE OT eJHA
anreka — w11, am 6 ot UJI

J1) TIPH YETBBPTO 10 pejl HapylieHue Ha 1.3, amr.2 ot U]

€) IIpH YeTBBPTO MO pejl HapylieHue Ha w12, a1, 1.4 ot V]I

) IIPH YETBBPTO 110 pe]l HapyInenue Ha 91.12, aa.1, 1.5 ot ML

3) IIPH YETBBPTO 10 pe]l HapylueHue Ha wi.12, a1, 1.6 ot W[
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M) IIpY IIOBTOPHO HapyIineHue Ha 91.27, an.5, 1.2 ot M
M) IPH TpeTo HapyuieHue Ha w27, an3 ot U

2. ¢unancoBa Heycroiika B pasmep Ha 50 JIB.; NpH NOBTOPHO HapymeHue — G(UHAHCOBA
HeycTolika B pasmep Ha 100 JiB.; npu nociensamo napymenne — 150 js.

a) TpH HapyLICHHE Ha 3a1bJDKeHHeTo Ha M3nbiuurens aa ormycka JIIT — npegMer Ha goroBopa, mpu
criassane pasnopenbure Ha 3JIIIXM, Hapen6a Ne 4 or 2009 r. 3a ycioBusiTa 1 peJia 3a pe/IkCBaHe |
OTIycKaHe Ha jiekapcTBenH npoxyktn (Hapen6a Ne 4), Hapen6a Ne 28 or 2008 r. 3a ycTpoicTBOTO,
peda W opraHusanMATa Ha paboTaTa Ha aNTeKHTe M HOMEHKJIATYpaTa Ha JIEKAPCTBEHUTE MPOIYKTH
(Hapen6a Ne 28) u ykazauusta na H30K, kouto ce u3rotsst ceBmectHO ¢ BOC — w3, an.2 or UJ1

0) npu HapymeHue, cBbp3aHo ¢ paborHoTo Bpeme Ha U3ITBJIHUTEJIS no cmuchia va wi. 31, an.l ot
Hapen6a 28/2008r. chriacHo mojazeHara JeKjiapaius IpH CKIIOYBAHE HA WH/MBH/IYaTHHS OTOBOD,
TIpU Cra3BaHe M3MCKBaHMATA Ha wi1.30, aj1.]l oT chmara Hapeaba; Ha 3abIDKEHHETO pabOTHOTO Bpeme
JNla ce 00ABABa HA BHIHO MSCTO HA BXOJa Ha alTeKaTa M Ha 3ab/DKEHHETO 1Ipe3 LsUI0TO paboTHO BpeMe
Jla ce OTIyCKaT M JIeKapCTBa, MEIHUIMHCKH H3JIeNNs M IHeTUYHH XPaHH 3a CHELHAIHH MeIUIUHCKA
neny, 3amwnam@asin ot H30K — w11, an.1 ot UJ{

B) IIpH HEM3IBJHEHHE Ha 3aIbJDKEHHETO anTekaTa Ja He Objae 3aTBOpeHa 3a mosede oT 30 JIHH B
paMKHTe Ha €/IHa KaJIeHJapHa ro/IMHa opaJi OTChCTBHE HA pbKoBoauTes . — w11, am2 ot U]]

T') OpU HEM3MbIHEHHE Ha 3aJb/DKCHHETO NP OTCHCTBHE HAa PHKOBOJMTEIIS Ha alTeKara 3a IepHo 10
30 mHE CHIIMAT Ja ce 3aMecTBa OT MarHCThp-(apManeBT, BKIIOYEH B CIIMCHKA HA NEPCOHANA HA
anrekara — wi.11, am.4 ot U]

1) npu HewsmbiaHeHue Ha 3anbipkenneTo MBIIBJIHUTEJIST pa chnassa ykasanusita, OCOYEHH B
MH/IMBH/yaJIHHs IOTOBOP H IIpaBHJjara 3a 100pa (apmaneBTHyHa npakTuka — wi.12, anl, 1.3 or U]
e) npu HemsmbiaHerne Ha UBITBJIHUTEJIAT na mapkupa kpaiiHa npojaksa 1ieHa Ha I0BeYe OT MeT
OIIaKOBKM /chriacHo wi.5 an.2 or Hapenbara 3a ycnoBusrta, mpaBuiiata M pefa 3a peryjimpaHe u
PErucTpUpaHe Ha LEHUTE Ha JIeKapcTBeHHTe MpoayKTH/ — 9113, a2 ot U]

K) mpu HemsmbiaHeHWe Ha 3axbinkenuero M3ITBJIHUTEJIAT na cexpansBa uHpOpMammsra 3a
JIBIOKEHUETO Ha JIeKapcTBaTa IO MapTHIM Ha eNeKTPOHEH HOCHTeN (AapXMB) HE MO-MAJKO OT eIHa
KajleHJapHa rojuHa; /Jla ce mpociexsBa Kora ce IpaBH apXHBHPAaHETO, Karo KbM MOMEHTa Ha
npoBepKaTa Jla MMa Hasza/l eHa IoJMHA M apXuBa Ja ObJe Ha OTHENeH OT KOMIIOThpa eIeKTPOHEH
Hocuren/ - wi.14, an.2 or UJI /B cpoxka mo wi.14, an.3 ot UJI/

3) npu HemsnbiaHeHne Ha 3agepkeHnero  MIBITBJIHUTEJIST nmemeno Jja  yBemomsiBa
BB3JIOXXUTEJIA 3a npomsina B o6crositencTsa - w16 ot UL

u) UBITBJIHUTEJIAT He chxpaHsBa B anTekarta penenTypHUTe GIaHKH 3a [OC/IeAHATa eJHA TOA1HA —
3a /10 TPH penenTypHu 6jaankm - 4. 27, a5, .1 ot U1,

3. ¢unancoBa Heycroiika B pasmep Ha 50 JiB. yMHOKeHA 10 Oposi KOHCTATHPAHH HAPYIICHMS;
NpH MOBTOPHO HapymieHHe — (pHHAHCOBA HeycTolika B pasmep Ha 100 JB. yMHOKeHA 1o Opos
KOHCTATHPAHH HApYyNIEHHs; NpPH mNocjeaBamo Hapymenue — 150 aB. ymHokeHa mo Opos
KOHCTATHPAHH HAPYIIECHHS:

a) MpH HapyIIEHHs, CBbP3aHH ChC 3aIbDKEHHETO PElenTaTa Ja He Ce M3IBJHSABA B alTeKara u Ja ce
BpBINA HA IPUHOCUTENIA |, B CITy4auTe, OCOYEHH B MHAMBHyaIHUS A0r0BOP — 4.6, an1 or UL

6) npu HeM3NBIHEHHE HA 3a(b/UKEHHETO IPH JIMICA MM HEJOCTAThYHO HAIMYHO KOJIMYECTBO HA
HNPOAYKTH — mpeamer Ha uuauBMayannus gorosop, M3ITBJIHUTEJIAT na mocraBm u oTmycHe
JIEKApCTBEHMUS MIPOJYKT, MEJMIMHCKO M3/IC/IHE MM JUETHYHA XpaHa 3a CHENHATHA MeIUIMHCKH e ,
He MO-KbCHO OT 24 wyaca, CYMTaHO OT MOMEHTAa Ha IIOCTBIBaHe Ha peuentypHara Oianka. Ha
peuentypHara 6j1aHKa 3aIb/KATEIHO ce 0TOeNsI3Ba JjaTa U Yac Ha TOCTHIIBaHe Ha peenTara — wi.10,
am2 or U1,

B) [IPU HEU3I'bJHEHUE Ha 3ab/DKEHHETO, KOraTo anrtekara He paboTH B M3IbIHEHHE HA HACTOSILIHS
JZI0TOBOP JI0 3aBpBINaHe Ha PKOBOJMTENS, HA BUIHO MSCTO 3abJDKHTEIHO CE TIOCTABS YBEJIOMICHHE,
3a CPOK, B KOHTO HAMA JIa ce M3MbIHABAT penentH, oopasun M3-H30K Ne 5 u Ne 5A, kakto u anpec Ha
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Haif-OM3KkaTa amTeka, KOSTO OTHycKa JekapcTBa, 3amnamand or H30K - will, an3 or U]
H3peyeHHe BTOPO.

1) npyu HemsnbiaHeHue Ha 3axbipkennero U3ITBJIHUTEJIAT na we ormycka JiekapcTBEHH MPOAYKTH,
kouto ce 3amwramar or H3OK, cpeury TanoHu 3a OTCTBIIKA WIIM JIPYTH JOIBJIHHATEIHH MaTepHAIH,
nenpensuaenu B Hapen6a Ne 4 wm 3JIITXM — w13, an.1 ot U,

1) IpH HEM3ITbJIHEHUE Ha 3a/(bJDKeHHeTo M3mbiauTensaT ma ormycka mpeamucanute MU u X npu
YCIIOBHATA, IO peZia M 110 IeHu cbriacHo criucbiute Ha H30K u yka3aHusiTa mo TSXHOTO MpHiaraHe -
w13, an.3 or U1,

€) IpH HEH3IbJHEHHE Ha 3aIb/DKEHUETO V3IBIHUTENAT Ja MONbIBa BCHYKH M3HCKYeMH JaHHH B
penenTypHaTa KHIXKa - 9113, am.6 ot U1,

XK) TpH HemsmbiaHeHHe Ha 3ambiokeHuero W3ITBJIHUTEJIT pa ormycka JieKapcTBEHH MPOLYKTH,
NpPEINHCaHK IO TPOTOKOJ, KaTO CrasBa CTPUKTHO YTBBPAEHATa CXeMa Ha JIeYeHHe B MPOTOKOJA -
w13, an.7 or U,

3) IpH HEH3IBJIHEHHE HA 3aJb/DKCHHETO JaHHUTe 3a uenurte Ha ormycuarure JIII, MU u X u
nomnamasneto ot 30J1 ot huckanHus GOH a CHOTBETCTBAT HA JAHHUTE OT PELENTAT B MOBede OT TPH
peuenTtypHu 6J1aHKH /6pou ce om nvpsama peyenmal —4n.12, an.l, 1.7 or U/,

u) npu HemsmbiaHeHWe Ha 3ambipkernero M3IIBJIHUTEJIAT pa momeisa mnocodeHute B
MHIMBH/IyaJIHHs JIOTOBOP JIAaHHHU B pelienTypHara O1aHka B MOMEHTA Ha OTITyCKaHe Ha JIeKapCTBEHHUTE
NIPOIYKTH B MOBeYe OT TPH pelenTypHH O0jaHkHu /Opou ce om nvpeama peyenma/ — 4i.13, and ot
na.

i) TIpH HeM3NbJIHEHHEe Ha 3aJb/DKEHHETO B MOMeHTa Ha ormyckane Ha JIII, ciex mombisade Ha
JIaHHHTE 110 ajl. 4, M3IBIHUTENIAT JIa IPEeOCTaBH PelienTaTa 3a MOANNC Ha TIPHHOCHTENS B IOBeYe 0T
TPH penentypHu 6Janku /6pou ce om nvpeéama peyenmal— un.13, an.5 or U1,

K) npu HemsmbaHenwe Ha 3axwpkenuero M3ITBJIHUTEJIAT na BeBexna undopmamusrta ot
penenrture 3a oryera npex H30K B 6a3ara njanuu Ha codryepa no wi. 14 B MOMeHTa Ha OTIyCKaHe Ha
JIeKapcTBaTa, MEMIIMHCKATE U3/IeNTHS U IMETHIHATE XPAHH 3a CIICI[HATHE MEJUIIMHCKH LIeJTH B OBeYe
OT TpH penenTtypHu 0;1aHKH /6pou ce om nvpeama peyenma/ - un.15, an.1 or U1,

1) npu HemsneaHeHue Ha 3axbipkenuero M3ITBJIHUTEJIAT na BeBexxaa uHbOpMauusta OT
penenTtute 3a otyeta npen H30K B 6a3ara nannu Ha codryepa 1o wi. 14 B IpHEMHOTO NOMEIIEHHE Ha
anTeKara B MoBede OT TPH penenTypHu O6JaHKH /6pou ce om nvpeama peyenma/ - 41.15, an.l or

na.

4. ¢unaHcoBa HeycTolika B pasMep Ha 50 JB.; IpH NOBTOPHO HapymeHue — (uHAHCOBA
HeycTolika B pasmep Ha 100 aB.; npn nocsieaBamo Hapymenne — 150.8.:

a) TIpU HEH3IbJIHCHHE Ha 3a[bJDKEHHETO JaHHHUTe 3a ueHute Ha ormycHarure JIII, MU u X u
nornamanero oT 30JI or ¢uckanuus GOH Ja CHOTBETCTBAT HA JAHHHUTE OT peLeNnTaT B A0 TPH
penenTtypHH 6aanku — w12, an.l, 1.7 ot U/,

6) npu HemsnbiHenue Ha 3axbokennero  M3IIBJIHATEJIAIT na mombiBa MOCOYEHHTE B
MHIMBU/IyaJIHUS JIOTOBOP JIaHHM B pellenTypHaTa G1aHka B MOMEHTA Ha OTITyCKaHe Ha JIeKapCTBEHHTE
MPOJYKTH B 10 TPH penenTypHu 6jaanku — 41.13, an.4 ot U1,

B) TIPH HEM3ITBTHEHHE Ha 3abJDKEHHETO B MOMEHTA Ha oTiyckane Ha JII1, ciie1 momb/iBane Ha JaHHATE
10 1. 4, H3MBJIHUTENAT J1a IPEIOCTAaBH PELENTATa 33 MOAIKC Ha IIPHUHOCUTENIS B 10 TPH pelenTypHH
Oomankn — 91.13, a5 or U1,

I) pu HeusnbiHeHue Ha 3aabmkennero U3ITBJIHUTEISIT na BbBexaa nHGOpMALMATA OT PELENTHTE
3a ordera npex H30K B Gasara nannm Ha codTyepa mo wi. 14 B MOMEHTa Ha OTIyCKaHe Ha
JIeKapeTBaTa, MeJUIUHCKUTE U3/IE/US ¥ IMETHYHATE XPAaHH 33 CIELHATHE MEAHIIMHCKH [IeJIH B 10 TPH
peuentypuu 6s1ankH - wi.15, an.1 or U/,

1) mpu HemsmbiHeHMe Ha 3axbikenuero W3ITBJIHUTEJIAT na seBekaa uubopMmammsita oT
peuenrute 3a otyera npex H30K B 6asara nannu Ha copryepa o wi. 14 B mpUeMHOTO MOMeIEHHE Ha
anTekaTa B 10 TPH peuentypHu 6Janku - w15, anl or U/,
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S. ¢punancosa Heycroiika B pasmep Ha 50 JIB. yMHOKeHa 110 6pPOsi KOHCTATHPAHH HAPYIIEHHSsI, HO
He noseve or 500 JB.; NpH NOBTOPHO HAapymeHHe — PUHAHCOBA HeycTolKa B pasmep Ha 100 jB.
YMHOKeHa 10 Oposi KOHCTATHPAHH HApYIIeHHs, HO He moBede oT 1000 JaB.; mpH mocjeaBamO
Hapymenne — 150 JiB. yMHoKeHa 110 Oposi KOHCTATHPAHH HApYIIeHHs, HO He noBede o1 1500 JB.:
a) UBITBJIHUTEJIAT ne chxpaHsBa B anTekaTa pelenTypHHTE GJIAHKH 3a [OC/IEAHATA €JHA IOMHA —
3a noBeve OT TPH penenTypHu 6aankm; - wi. 27, an5, 1.1 or U/,

6. ¢unancoBa Heycroiika B pasmMep Ha 250 JB.; NMpH NOBTOPHO HAapymieHHe — (PHHAHCOBA
HeycTolika B pa3mep Ha 500.1B.; IpH TPeTO HAPYIIEHHE — IPEKPATSABAHE HA 10r0BOpPA:

a) npu Hen3NbIHeHHe Ha 3anbmkeHneto U3ITBJIHUTEJT na okas3Ba chueiicTBUE Ha JThKHOCTHATE
mina #Ha H30K/P3OK npu u3nbinenne Ha ciryxeGHATE UM 3a1b/oKeHns — wi.27, an3 or UL

7. dunancoBa HeycTolika B pasmMep Ha 1000 JB.; IpH MOBTOPHO HAPYIIEHHE — NPEKPATABAHE HA
Aorosopa:

a) IpU HapyUICHHs, CBbP3aHH C OTYHTAHE HA PELEITH, U3IIbJIHEHH W3BbH alTeKara WM OT alTeka,
kosiTo HsaMa jjoroBop ¢ H30K, ycranoBeHo ot koHTposiHuTe opranu Ha H30K wm UAJL, P3U u BOC -
w142, an1,1.12 ot U/I.

8. punancoBa Heycroiika B pasmep Ha 100 J1B. 3a Bcsika onakoBKa:

a) 3a YCTAaHOBEHO B anTeKaTa HAJIMYHE WM OTIYCKAaHEe HA JIeKapCTBEH MPOAYKT, MEJUIMHCKO H3/IeiHe
W/WIM TMETHYHA XpaHa 3a CIElHATHH MEIHIMHCKH IeNIH ¢ M3TeKbI CPOK Ha FOJAHOCT — w42, amrl,
T.13 or U/1.

9. ¢unancoBa Heycroiika B pasmep Ha 120 JB.; nNpH NOBTOPHO HapymieHHe — (HHAHCOBA
HeycToiika B pazmep Ha 240.1B.; npH TpeTo Hapymenue — 360.B.:

a) u3ucksa u npuema ot 30JI/mpuHOCHTENS HA penenTaTa JoIUlallaHe, HaJBUINABAIIO MaKCUMAIHATA
croitHocT, Kosto momnama 30JI, mocoyena B mpenocraBerusst or BB3JIOXKUTEJIS cworBereH
akTyanmsmpam (aiil KbM HOMEHKJIATYypHTe Ha anTedHus codryep, BaiWAeH KbM MOMEHTAa Ha
OTIyCKaHe Ha JISKApCTBEHHS MPOIYKT - wi. 12, an.1, T.4 ot U]

6) n3BbpHIBA HECOOOCHOBAHH OTKAa3H Ja OTIIYCKa, a B ciiydauTte 1o wi. 10, ajn. 2 — a 10CTaBU U OTIyCKa
JIeKapCTBEHH MPOIYKTH, 3aIUIalaHK HambJIHO MM YacTuaHo ot H30K - w12, an.d, 1.5 or /L.

B) UBITBJIHUTEJIAT He chaeiicTBa U He mpeaocTaBs AOCTHII HA JIMIATa 110 wi. 26 - w12, anl, 1.6

or U/,

10. ¢unancoBa Heycroiika B pasvep Ha 800 JiB.; npH NOBTOPHO HapymeHHe — (PHHAHCOBA
HeycTolika B pa3mep Ha 1600 J1B.; npu TpeTo HapymIeHHe — MPEeKPATABAHE HA 10r0BOPA:

a) Oposi Ha OTYETEHHTE PELENTYPHH OJAaHKM HaJBHINABA MAKCHMAIHO IOIYCTHMHs OpOif, H3uHCIIeH
cwriaacHo popmyiiata Ha w15, an.3 ot M/L u onpeziesiennTe MUHYTH.

11. ¢punancoa Heycroiika B pazmep Ha 500 JiB.; npu MOBTOPHO HApPYLIEHHE — NPEKPATABAHE HA
J0roBopa:

a) He ce NpeJoCTaBsl ILsjlaTa OTYETHA M IPHXOJHA JOKYMEHTALHs B PEraMEHTHPAHHS CPOK OT TPH
pabotau quu- Wi 27, an5, 1.2 ot U/,

(2) B cyuanTe Ha oTyereHa u Hesarulatena ot P3OK peuentypra Giianka, U3IbJIHEHa B HApyIIEHHE HA
WHIMBHIyaJIHHS JOTOBOP, HE Ce Halara CaHKIHs.

(3) IoBTOpHO HapyIIEHHE CBINIACHO WI. 59 T.1 OT MHAMBHIYAIHHS JOTOBOP € HAPYIIEHHE OT ChHITHS
BHJI, U3BBPIICHO B CPOKa Ha JICHCTBME HA [0roBOpa B paMKHTE Ha eJHa KaJeHJapHa rOJMHa Cliej
HapylIeHHE, 32 KOETO € HAJIOKEHA H BJISA3/1a B CHIIA CAHKIIMSL.

(4) CpoxsT ,.e1Ha KaleHIapHa FOJAMHA® Ce M3YMCIIABA 110 cMuCchIa Ha wi. 60, an.2 ot I'TIK, chriacHo
KOHTO CHUIMAT C€ CUMTA M3TEKbJI aKO HAPYLICHHETO € KOHCTATHPAHO ClIe]l H3THYaHeTo Ha jaTarta (oT
HacTosllaTa rOAMHA, KOrato ce M3BBPIIBA NPOBEpKaTa), ChOTBETCTBALA HA ChIIATa jara Ipe3
HpeIX0iHaTa rojIHa.
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Pazpen V

IIpou3BoaCTBO 10 HAJIATAHE HA CAHKLHM NPH KOHCTATHPAHM HAPYIICHHS 110 H3bJHEHHE HA
JI0OrOBOPHUTE 32 OTHYCKAHE HA JIEKAPCTBEHH NPOXYKTH, MEIHIHHCKH H3/1eJIUsl ¥ IHETHIHH XPAHH
3a CHeIHAJTHH MEeAHIHHCKH 1eJIH, 3aIUIAIIAHHA HANBJIHO WM YacTH4Ho ot H30K

Yn. 17 (1) B ciyuvaii ye apOuTpaxkHaTa KOMHUCHSI HOTBBP/M KOHCTATALMUTE OT IPOBEPKATa, KAKTO M
OpH JIMICA HA BB3PAKEHHE CJIe]| M3THYAHE HA CpoKa 1o Wi 29 OT MHIMBUIYAIHHS JOTOBOP,
JupextopsT Ha P3OK B 14-1HeBeH cpok, M3JaBa 3aloBejl 3a HajaraHe Ha caHKUMs. B 3amosexra ce
110COYBAT M3BBPIICHATE HAPYIIEHHS, BHJAa Ha CAHKIMATA 3a BCAKO HApyLICHHWE M pa3Mmepa i mpu
CaHKIUS ,,)uHAHCOBA HEYCTOMKA”, KAKTO M pa3Mepa Ha HEOCHOBATENHO MOJyYEHUTE CYMH B PE3yJITaT
Ha KOHCTaTHPAHUTE HAPYIICHUS /IIPH YCTAHOBEHH TaKUBA CYMH/.

(2) B cinyqaii ye apOuTpaXkHaTAa KOMUCHS YBa)XKH HAIIBJIHO BB3PaXEHUSATA HA M3IBIHATENS, TUPEKTOPHT
na P30K, B 14-1HeBeH CpoK ciiej NpoM3HAcsHE Ha apOMTpakHaTa KOMHCHS IO YBEAOMSBA C
MOTHBHpaHO mucMo. B ciydaif ye apOuTpakHata KOMHCHS YBa)XH YaCTHYHO BB3DPaKEHHATA HA
u3nbaHUTEN, aupekTopsT Ha P30OK ro ysemoMsBa 3a oTmagHaiuTe KOHCTATALMH €IHOBPEMEHHO C
BPBYBAHETO Ha 3amoBeATa 110 Wi. 30 OT HHMBH/YaIHHS JI0TOBOP.

(3) 3anoBenra Ha aupekropa Ha P30K 3a nanaraxe Ha cankuum (o o6paser ), ciezsa 1a 0TroBaps Ha
u3ucKkBaHuATa Ha W1.59, an.1 u 2 ot AIIK u na ceabpxa:

1. HauMeHOBaHKE Ha OpraHa, KOWTO ro H3/1aBa;

2. HaUMEHOBAHHE Ha aKTa;

3. azpecar Ha aKTa;

4. axTHYCCKH U IPaBHH OCHOBAHHMS 32 M3/[aBaHe HA aKTa, BKJI. MOTHBH 32 B3€TOTO PELICHHUE;

5. pasnopeuTeIIHa YacT, C KOATO Ce ONpeeNaT paBaTa WK 3ab/DKEHHATA, HAYHHBT U CPOKBT 32
M3IBIHEHHETO;

6. pa3nopexiane OTHOCHO Pa3HOCKHUTE;

7. mpeJ1 Koif opraH u B KaKbB CPOK aKTHT MOJKE J1a ce 00KalIBa;

8. nara Ha M3/1aBaHe U TMOJMC Ha JIMIETO, H3/AJI0 aKTa, C O3HAaYaBaHe Ha JUIBKHOCTTA My.

(4) 3anoBezra 1o ai. 1 ce BpbuBa Ha JHIETO, KoeTo mpeacTasiussa U3IIBJIHUTEJLS, no HauuH,
YAOCTOBEpSIBALIL [IOJIy4aBAHETO.

(5) UBITBJIHUTEJIAT ce 3anbikaBa B 14-1HeBeH CPOK, CYMTAHO OT IIOJIyYaBAHETO HA 3aIOBEATA Ja
BHECE OlpeJiesienaTa cyma. B mpoTuBen ciyyaii TS ce yabpika OT CieBalloTo IUIalmaHe WK ce ChOupa
10 HCKOB PeJl.

Yn. 18 (1) B 14-1HeBeH cpok OT IoJTy4aBaHe Ha 3anoBeara 1o wi. 30 oT A0roBopa M3IBIHUTENAT HMa
TIPaBo J1a s OCIIOPH TI0 peaia Ha AIMHHACTpaTHBHONpouecyanHus kogekc (AIIK) no agmMunncrparuses
(no ynpasurens Ha H30K upes nupexropa na P3OK) wimn 1o cbaeben pen.

(2) Ilpn ocnopsane 1o aaMuHHCTpaTHBeH pex aupekTopbT Ha P30K m3npama jxanbara ¢ usiata
npenucka Ha ynpasutens Ha H30K B 3-aneBen cpok ot momydasanero . IToganenara sxanba cnimpa
U3IBJIHEHUETO Ha 3aroBe/Ta Ha aupekropa Ha P3OK.

(3) B nBycenmmuen cpok OT ToydaBaHe Ha mpenuckarta ynpasutenst Ha H30K pasriexaa u ce
[POU3HACH 10 MOCTBIMIOTO BH3PAXKEHHE C MOTHBHPAHO pEIIEHHE, 3a KOETO YBEIOMsBA IHCMEHO
n3nbiauTess u P3OK.

Yn. 19. (1) 3anmoBenra Ha aupexkropa Ha P30OK 3a npuiarane Ha CaHKIHMHTE HE cé M3MBIHSABA JO
U3THYaHe Ha Cpoka 3a HeifHoTo ocmopsane 1o pena Ha AIIK. ITpu mopanena sxanba 3anosesira He ce
U3IBJIHABA JI0 PENIaBAHETO HA CIIOPa OT CHOTBETHUS OpraH.

(2) V3nbnmuTensT ce 3axbikaBa B 14-IHEBEH CPOK OT BiIM3aHe B CHJA Ha 3alloBeATa MO ar. 1 aa
3amiaTi 106pOBOHO cymara/Te, NMOCOYEHH B Hes. B mpotuseH ciywail Ts/Te ce NMpHXBama/T che
CJIC/IBALIOTO IUIAlAHe [0 J0roBopa. B ciywaii Ha npuxBamaHe BB3JIOKUTENST M3/aBa IPOTOKOI 3a
M3BBPIICHOTO IPHXBAlAHE B 7-IHEBEH CPOK, BTOPHAT EK3EMIUISP OT KOHTO ce NpeaocTaBss Ha
usnbaHATens. Korato Hma creqBaimo/n miamane/us 1o 10roopa, aupektopsT na P30K m3mpama
MHCMEHA II0KaHA 33 BB3CTAHOBABAHETO Ha CyMHTe. B ciydwail Ye M3NBIHMTENAT HE 3arUiaTH
A00pOBOIIHO CYMHTE, BB3TOKHTEIIST HPUCTBIIBA KbM CHOMPAHETO MM IO ChOTBETHHS PEl.
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Pasznen VI

HpOHSBOLICTBO 10 Bb3CTAHOBSIBAHE HA CYMH, OJTYYUCHH oe3 NpaBHO OCHOBaAHHE NPH
H3N'bJIHECHHE HA I0rOBOPHTE 32 OTIIYCKAHE HA JIEKAPCTBEHH NPOAYKTH, METHIIHHCKH H3/1eJTU U
JAHETHYHH XPAHH 32 CHICNHAJTHH MEAHIHHCKH Le/IH, 3aIJIAIAHA HAI'BJIHO HJIM YaCTHYHO OT
H30K

Un.20. (1) IomyyennuTe OT H3MBIHATENS CyMH O€3 IIPABHO OCHOBAHHE, YCTAHOBEHH IPH NIPOBEPKA Ha
KOHTPOJIHHTE OpraHH II0 peJa Ha H3BBPLICH KOHTPOX 0[O pasgen VI wiM u3BBH Hero, ce
BB3CTAaHOBABAT 3a€JHO C JBDKMMATa 3aKOHHA JIMXBA, HAYMC/IeHAa 3a [epuUoJa OT jarara Ha
TI0JTyYaBaHETo JI0 JlaTaTa Ha Bh3CTAHOBSIBAHETO UM.

(2) 3a momyyeHH OT HM3NBIHHTENS CyMH 0e3 NMpaBHO OCHOBaHWE, YCTAHOBEHH IPU IIPOBEPKA HA
KOHTPOJIHMTE OpPraHd MO pefa Ha M3BBpIIEH KOHTPON mo paszgen VI W KOHTO ca B pe3yiarar Ha
M3BBPLIEHO HApyIIEHNE HA JIOTOBOPA, C€ ChCTaBs KOHCTATHBEH MPOTOKOI 110 0bpaser (mpuioxkenne Ne
1 OT MHCTPYKIHSATA), CIIe/ KOETO ClIe/[Ba H3/jaBaHe Ha 3arnoBes 110 wi. 30 OT HHIMBHIYAIHHS JOTOBOP.
(3) 3a monmyuenu oT U3MBIHHUTENS CyMH 6€3 IPaBHO OCHOBaHHe, YCTAHOBEHHM M0 peja 1o pasaen VI wm
U3BbH HETO, M KOMTO HE Ca B PE3yJITaT Ha U3BBPIIEHO HapyLIeHHe Ha JOTOBOPA Ce ChCTABS NPOMOKON
3a HeocHosamenHo noayvenu cymu 1o obpasen (upuiaoxenue Ne 1A OT HHCTPYKUHMSATA) W Cle[
M3THYaHE Ha 7 -JIHEBEH CPOK 3a BH3PAXEHHS Ce M3Ipalia [IMCMEeHa [I0KaHa 33 Bb3CTAHOBSBAHE Ha TE3H
cymu. [Tokanara mojuiexu Ha obxanBase 1o pezna Ha AITK.

To3u Teker e pasmucaH MO0 HACTOSIBAHE HA IOPHCTHTE M MO TA3H NPHYMHA € BK/IKYEH B
HHCTPYKLHSATA,

(4) M3nbiHuTeNAT Ce 3aabiDkaBa B 14-1HeBeH CPOK OT BIIM3aHE B CHJIA HA MOKAHATA 110 aJl.3 J1a 3aIuiaTi
J06pOBOJIHO cyMara/Te, OCOYEHH B Hes. B NpOTHBEH clyyaii Ts/Te ce MPHUXBAIIa/T ChC CIIEABAIIOTO
IUIalaHe 110 JIOroBOpa WM ce ChOMpaT 1o ChOTBETHHS pell. B ciywaii Ha npuxBamane, Beanoxurenst
U3/1aBa POTOKOJI 3@ M3BBPLICHOTO IPHXBAlllaHE B 7-JHEBEH CPOK, BTOPHAT €K3EMILIIP OT KOHTO ce
npenoctass Ha V3mbiHuTENS.

(5) YcranossiBane oT BB3noxurens Ha HEOCHOBATEIHO MOJYYEHH CyMH OT V3mbJIHHATENS MOXe Ja
MMa KakTO B PaMKHTEe Ha H3BBPIIBAH KOHTPOJI 1O pasnen VI, Taka u u3BBH Hero. B ciydaunte Ha
M3BBPIIBAH KOHTPOJ, JIMIATa MO WI26 CBCTAaBAT MPOMOKON 3d HEOCHOBAMENHO NONYHEHU CYMU
(mpunoxerue Ne 1A oT HHCTPYKIHUATA), pa3JIM4eH OT KOHCTATHBHHUS MIPOTOKOJ 10 wi.28, ai.1.

I''IABA TPETA .
OTYUTAHE HA KOHTPOJIHATA JTEMHOCT

Yn.21. Konrposnara 1eHHOCT 110 H3II'BIHEHHE HA JOTOBOPHTE C allTeKH 3a OTIIyCKaHe Ha JIeKapCTBEHH
TPOJYKTH, MEIUIIMHCKH M3/IE/Ms ¥ TUETHYHH XPAaHH 32 CTIICHUATHA MEANIMHCKH 1ienH, 3a kouto H30K
HaI'bJIHO MJIM YaCTHYHO 3aruiama, ce otuuta B ,,Cripasku 9, 9-1, 9-2, 10 u 117 exemeceuno a0 10-tust
paboTeH JieH Ha Mecela, CleiBall OTYETHHS, CBBMECTHO C OTYeTa M CIPABKHTE OT KOHTPOJHATA
JIEHHOCT 110 M3IBJIHEHHE HA JIOTOBOPHTE, CKIIOUEHH C H3ITBIHUTEIMTE Ha MEIUIMHCKA W/WIIH JIEHTaIHA
TIOMOIIL.

IMPEXO/IHA U 3AK/IIOYUTEJIHU PA3IIOPEABA

§1. Tlpouemypure 3a KOHTPON IO JACHCTBAUIMS HMHAMBHIyaleH JOTOBOp Ce TpHiaraT M TpH
KOHCTaTHPAHH HAPYLICHHs 10 U3MBIHEHHETO HAa IPEIXOJHHS JOrOBOP MEXIY CBIIATE CTpPaHH, 3a
M3MHHAJ TIEPUOJ JI0 €/IHA TOJMHA OT CKIIOYBaHE HAa TO3M JOroBop. PasMephT HA CAHKUMHTE B TE3H
CITy4aH ce OmpeJielis OT I0r0Bopa, AeiCTBal KbM MOMEHTA HA H3BBPIIBAHE HA HAPYIICHHETO.

§2. Tasu uncTpyKuMs ce u37aBa Ha OCHOBaHHe wi.72, an.10 oT 3aKOHa 3a 3IPAaBHOTO OCHTYpSIBAHE.

§3. UnerpykumsTa BIM3a B CHJIa OT JaTaTa Ha yTBbpKAaBane oT Yupasurens Ha H30K u e ¢be cpok
Ha JIeAiCTBHE 10 M3THYAHE CPOKa Ha YCIOBHS M Peil 3a CKJIIOYBAHE HA JOTOBOPH 3a OTIYCKAHE H
3anialafe Ha JIeKapeTBeHH MPOIYKTH Mo 4wi.262, an.6, 1.1 or 3aKoHa 3a JeKapCTBEHHTE MPOJYKTH B
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XyMaHHaTa MeJUIMHA, HA MEIMIIMHCKY M3JeNHs ¥ Ha INETHYHH XPAaHHM 3 CHENMATHH MEIULUHCKH
LeJIH, 3aIUIamany HambiHo Wi yactiuaHo oT H30K (O6H. JIB 6p. 22 ot 22.03.2016r.)

§4. Cpmara otmenss HMucmpykyus 3a ocvuwecmeseane na kowmpon no 4in.72, an4 om 330 no
UBNBIHEHUEMO HA 002060puUmMe 3a OMNYCKAHe Ha Jekapemeenu npooykmu no 4n.262, an.6, m.1 om
3JITIXM, meouyuncku usdenus u OUeMmuyHU XPAHU 3a CReYUANHU MEOUYUHCKU yeau 3a OOMAULHO
Jevenue, saniawjanu nanvano unu yacmuino om H30K Ne P]1-16-26/01.07.2014r.

§5. U3nbHEeHHEeTo Ha MHCTPYKIMSATA Ce Bb3J1ara Ha IUPeKTopa Ha IUpeKIus ,,JIeKapcTBEeH! IPOLYKTH,
MEIMIMHCKH M3/IE]Hs ¥ KOHTPOJI 110 NpeanucBane u otiyckade” B LY na H30K.

Hepa3nenna yact ot tasu MHCTpyKIms ca:

ITpunoxenne Ne 1 — o6pasen; Ha KOHCTATHBEH IPOTOKOJI IIPU IIPOBEPKA HA allTEKH;

ITpunoxenne Ne 1A — o6paser Ha POTOKOI 32 HEOCHOBATEIHO MOJyYEHH CYMH;

Ipunoxenne Ne 2 — obpasers Ha 3an0Be/1 3a HaaraHe Ha CaHKIMS HAa COOCTBEHHMK Ha anTeKa;
Ipunoxenne Ne 3 — obpaser; Ha jocHeTa Ha IOAKOHTPOIHHTE O0EKTH — alTeKH ¢ OCHOBHH JaHHH H
JIOKYMEHTAIIUsI OT H3BbPIICHH [IPOBEPKH;

Ipunoxenne Ne 4 — obpasel| Ha MHCMeHa IIOKAHA 3@ BB3CTAHOBSBAHE HA HENPABOMEPHO IOJTYYEHH
CYMH.

IIpunoxenne Ne 5 — oGpaser; Ha CHBMECTEH MPOTOKOJL.
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IIpunoowcenue Nol kom Huempykyus 3a yearosuama u peoa
3a ocvujecmessane Ha kowmpon no un72, arl0 om
3akona 3a 30pasnomo ocuzypasane

Obpasey

PAVIOHHA 3/IPABHOOCHUT'YPUTEJHA KACA -
KOHCTATHUBEH ITPOTOKOJI

3a H3BbpHIBAHE HA (‘)HHSHCOB KOHTPOJI BbPXY H3Ib/IHEHHETO HAa J0roBOpPHTE, CKJKYEHH C
anTeKu

Ne ...

Ha ocnoBanue wi1.72, an.2, un.72, an.9 or 330, pazaen VI u VIII ot gorosop Ne
.. 1 3anosen Ne .. r. Ha qupekTopa Ha P3OK - rp.

KonTpo/mpam exun B ¢bCTas :

PrkoBoguTel: ... .
YNCHOBE:  ili sonmenunostinsns i5asistnsioisbasmnnsinmmnn smpaspnnsennnn omsnsndonansmmenrass
i e SR R A TR R SN PR SRS SN SR e R e e
Juec, 20.... I. ce H3BBPLIN IpoBepKa Ha:

(Haumenoeanue u aopec Ha anmekama)

(mwpeosey unu IoOpuduyecko 1uye — cobecmeenux Ha anmexama)

(mazucmvp - papmayeema - pvkoodumen na anmexama, Ha wuemo uMe € U30AOEHO PA3PEULEHUEMO 3a
omxpueane na anmexa u Ne na paspewenuemo)

TI0 M3MBJIHEHUETO Ha J0r0OBOp NO onminassunnamsammavisaaTaes SRS SR S s 3a OTITyCKaHe

Ha JIeKapcTBa, MEJIMIIMHCKHA U3JIEJUs ¥ IMETHYHU XPAaHH 32 CHEUHATHA MEeJUIIMHCKHM [IeJIH 3a JIOMAIIHO
JICUEHHE, 3allIalaH| HAII'BJIHO WK YacTHuHO oT H30K.

Bun Ha IpoBepKara:

(nvana, memamuuna (vacmuyna), nopeuuna, émopuuna, no xcarba, no cuznai u op.)

Ilpyn u3BbpIIeHaTa npoBepka Gelue KOHCTATHPAHO:





image14.jpeg
(koHcmamupanu HapyueHus no Kidy3ume Ha 002080pa)

Ha ocnosanue un. 28, an4, 1.6 OT MHAMBHIYaIHHs J0TOBOP H BB BPb3Ka C KOHCTATUPAHH
HapylieHus B JIHHOCTTa Ha anTekaTa, aBaMe CIIeIHUTEe HpeHophiH NPEANNCaHus 3a M0400psIBaHeTo

Koncrarupann nojy4yenn cymu 0e3 NpPaBHO OCHOBAHHE B PA3MEP HA .occoeeesevseees
/e10BOM/. 32 HEOCHOBATEIHO MOJIYMEHATA CYMa e AbJIKH 3aKOHHA JIHXBA, HAYHCIIEHA 32 PO
OT IaTATA HA NOJIy4aBAHETO /10 1aTATA HA Bb3CTAHOBABAHETO MM.

Ilpeanarame 1a ce HajOXKaT CAHKIMH B 3aBUCHMOCT OT KOHCTATHPAHOTO HAPYLIEHHE CHITIACHO
41.42 OT I0rOBOpA:

O61mo:

HacrosmumsaT npoTokos e H3rOTBeH B 2 eK3eMIUISIpa - €IMH 3a IPOBEPABAHHUS 00EKT, eMH 32
P30K.

IIncmenu BL3pazkeHus 0 HANPABEHHTE B HACTOSIIASA NPOTOKOJI KOHCTATAIMH ce
npuemar ot aupexktopa Ha P3OK B 7 (ceaem) 1HeBeH CPOK, CYHTAHO OT JeHs C/IBAMI AeHS HA
noJIyyaBaHe Ha NpoTokoa. Hechriacue ¢ KOHCTaTALIMM MOTAT /1a Ce OTPA3AT B
KOHCTATHBHMS IIPOTOKO/I B MOMEHTA HA BPbYBAHE HA IPOTOKO.IA.

Hepaszenna wact ot nmporokoia ca:
IMPUJIOKEHUE:

PBKOBOJAMUTEJL: .............ccoooviiii
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YIEHOBE: L........ccnmmmpessevivsannee

NOJIYYWI EK3EMILISIP OT IIPOTOKOJIA
3anmo3HaT ¢hbM ¢ KOHCTATAIMHTE OT IPOTOKO/IA
H3pasagam HeCHNACUE 1O M. M..... ... ... .c..ccce eeeee v et et e et et et et et e e e e e

VIMe: B O mIAC HA TOMYMBATCIIR 5isussiaisis s« o5isiA vssv s sa s s 6 e B A s s SRR S s e s e
(8 Kavecmeomo Ha: peKoO6OOUMeN HA anmeKa, auye pabomewo 6 anmexama)
Ceuoemenu: L

JlaTa Ha BPBUBAHE:  ....cevvvnivninninniiinns
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IIpunoxcenue Ne 1A kom Hucmpykyus 3a ycnosusma u
peda 3a ocvujecmengane na kKoumpon no un.72, ar.10 om
3axoma 3a 30paenomo ocuzypasane

Obpaszey

PAIOHHA 3IPABHOOCHUT'YPUTEJHA KACA -

IMPOTOKOJI
3A HEOCHOBATEJIHO NIOJIYYEHHU CYMH

YCTaHOBEHHM OT KOHTPOJIHHTE OpraHy 1o wi.72, ai.9 ot 330 npu mpoBepka Ha anrexa

) [ sesunsssasuassnonnerZOassasiE
Ha ocnopanue wi.72, an.2 w72, an.9 ot 330, uin. 8, an. 4 oT 10roBOp No ...c.covvvvivevnnnne Ha
P30K -1p. oo, s

KounTpoampam exun B cbeTaB :

PBKOBOIHTEIL: ..ivuiiiii ittt e e
UIEHOBE: 1. oottt e
2 e
Jluec, 20.... r. ce U3BBPIINA IpoBepKa Ha:

(vazucmp - hapmayesma - peKocooume1 Ha anmexama, Ha wuemo uMe e U0AOCHO pPApeweHuemo 3a
omKpueane na anmexa u Ne na paspewenuemo)
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10 M3MBIHEHUETO HA JTOTOBOP NO ....iiiiiiiiiiiiiitiit ittt eieieie e eieeana 3a OTIyCKaHe
Ha JIEKapCTBa, MEMIMHCKH H3/ENHs M JTHETUYHH XPAHH 32 CTIeHATHNA MEIUIMHCKH eI 3a JOMAIIHO
JIeYeHue, 3aramaly HanbJIHo Wik yactuyHo or H30K.

Bun Ha nposepkara:

(nvana, memamuuna (Wacmuuna), nopeuiHa, 6MopuuHa, no KHearba, no cuznan u op.)
(monnb/Ba ce B cTydauTe, KOraTo NPoBEPKATa € o peaa Ha pasaea VI ot norosopa)
Ilpu u3pbpmenara nposepka Gerre KOHCTATUPAHO:

(onucanue HA HAYMHA, N0 KOIHTO € MOJyYeHa CyMaTa, KAKTO U HelfHHs pa3mep)

KoncraTupanu nosry4ens cyMu 6e3 NPaBHO OCHOBAHHE B PA3MED HA cv..cveerscrenenss /CTIOBOM/
HacrosmusaT mpoTokoJT € H3roTBeH B 2 eK3eMIUISIpPa - €MH 3a IPOBEpsABAHHS 00EKT, eIHH 3a
P30K.

IIncvenn Bb3pakeHHsl 10 HANPABEHHTE B HACTOSMHUSA NPOTOKOJI KOHCTATAIIHH e
npuemar ot qupexrtopa Ha P3OK B 7 (ceaem) aneBeH CPOK, CYMTAHO OT J€HsI C/Ie/IBAIN AeHS HA
noJryyaBaHe Ha npoTokoaa. Hechriiacue ¢ KOHCTATALIMH MOTAT Ja ce OTPA3AT B
KOHCTATHBHHS NIPOTOKOJI B MOMEHTA HAa BPbYBaHe HA MPOTOKOJIA.

Hepaa,uenﬂa 4acT OT MPOTOKOJIa ca:

IPUJIOKEHHE:

PBKOBOJUTEJL: ...............ccooviviiniinnn.

YJIEHOBE: 1..............cooiviiiiiiniinnn,
2.

MNOJYYNJI EK3EMIUISIP OT ITPOTOKOJIA
3amo3HaT CbM ¢ KOHCTATALIMHTE OT MPOTOKO.1A
H3pasasam HECH2NACUE MO M. M. ... ... ....cccceevrs coeeces e ee et e e et v e e e e e e e

VIME A TOFIAC HA TTOMYIATCIULY 1. os susussvunsss sonssias vs 6 asmeassonsa s samisvavan o ssii i ssommune
(6 kKauecmeomo na: pvko6oOumen Ha anmexa, 1uye pabomewo 6 anmexama)

Ceudemenu: L5 5 A SR s st i e s

Jlata Ha BpBUBAHE:  ...........ooo..iiii
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Ipunoowcenue No2 kom Huempykyus 3a yerosusma u peoa
3a ocvujecmeasane Ha kowmpon no un.72, arl0 om
3axoma 3a 30paenomo ocuzypasane

Obpaszey

HAITMOHAJIHA 3JIPABHOOCUI'YPUTEJTHA KACA

Codust 1407, xB.“JIozenerr”, yn.“Kpuaum™ 1

3ANOBE ]

(0711177 PRI | NI X

Ha ocnoBanue 41.30, a;1.1 ot 1oroBop Ne ........ wveseseseseseses BBB BPB3Ka ¢ H3BbpPIIEHA
nposepka no 3anosen Ne........ Ha aupexropa Ha P3OK - ................... H cberaBen Koncratusen
MPOTOKOJ New.ueverencrennnnnan
HAPEXKJIAM:

=/CODCTBEHMK HA AIITEKA y5ussssssesssisssnsisssssssss A
" PBKOBOIHTE: MarucTbp-papmarest
..., IOpaJId KOHCTATHPAHH HAPYIIEHHs HA JOTOBOpA, KAKTO

Hanaram cankius Ha
c azpec:

(nocouea ce un. om 0ozo6opa, uusamo pasnopedba e napywiena u cvomsemuama m. om Koncmamuenus
NPOMOKOI, CHbOLPICAUA HAPYUIEHUEMO, KAKMO U Y. 0N 002060Pd, ONPEOeIsily CbOMBEMHAMA CaHKYUs 3a
mosa napywenue)

MOTHUBU:
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CyMaTa B PASMED HA wisisussssisisssississsssnssssssnsssones (0 si5essssnsstnnscipinmnsnsasons ) ciexBa Ja ce BHece B
momza Ha P3OK = wuumisasmmnnmissmsimn TIO CMETKA? wsvaisississsissisesissiimisvsssisnss B 14-1HeBeH cpok

OT II0JIy4YaBaHE HA HACTOSIIATA 3al10Be/I.

Koncratupann nojydenn cymu Ge3 HpaBHO OCHOBAHHME B pa3Mep Ha .. %
BEIHO ChC 3aKOHHATA JIAXBA B PA3MEP HA ....cveevveernerersennnns CIIEABA J@ CE BHECE B 10J13a HA
. B l4-1HeBeH CpoK OT

TI0JTy4aBaHe Ha HACTOSIIATA 3aIl0Be/I.
(mombJ1Ba ce B CJIy4anTe, KOraTo ¢a YCTAHOBEHH TAKHBA CYMH)

B cryqaif, ye 1hmkHMara cyMa He ce BHece J0OPOBOJIHO, ChIIaTa ce yAbpiKa OT CIIeIBAIIOTO
IUIAIaHe 1o JJOTOBOpa MIIH Ce ChOHpa 10 UCKOB Pel.

Hacrosmara 3anoBe]| o/uiexu Ha o6kaiBaHe B 14-IHEBEH CPOK OT IOJIy4YaBaHETO # IO peia
Ha AIIK no anvunuctpartusen pexn npen Ynpasurens Ha H30K, upes qupexktopa na P3OK,T mim o
chebeH pe.

Hacrosmara 3amoBen na ce joBene 1o 3HaHHeTo Ha oTaen / cekrop “Kontpon amreku” Ha
P30K 3a cBezieHHE M U3ITBIIHEHHUE.,

EKBCMI’IMP OT HacCTosAIIaTa 3all0BE/] 1a C€ BPBYM Ha JIMLETO, MIPEACTaB/IsABAIIO allTeKaTa.

JUAPEKTOP HA PAMOHHA
3APABHOOCHUTYPUTEJTHA KACA - ...oouerreeerrrennnnnst

eesssesessesesesnesnsnseses .
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IIpunoocenue Ne3 kom Hucmpykyus 3a ycrosusma u peoa
3a ocvuecmeseane Ha Kowmpon no un.72, anl0 om
3axona 3a 30pasnomo ocucypasane

Obpasey Ha nocueTa Ha MOAKOHTPOTHHUTE 00EKTH —
anTeky ¢ OCHOBHH JIAHHH M JIOKYMEHTAIHUs OT
M3BBPUICHU IPOBEPKH

TaGnuuara ce mpuKpenBa KbM JOCHETO HAa BCSKA anTeka M Ce IOINBJIBA NPH BCSKA
M3BBPIICHA NpOBepka. JIOCHETO ChIOBPKA MOKYMECHTAUMs OT H3BBPLICHATE IPOBEPKHU: 3arjiaBHa
CTPaHHMIA C HIMETO Ha anTeKaTa, PerucTpanioHeH No Ha JoroBopa, KOIHE OT 3allOBe/Ta 3a MPOBEpKa,
KOHCTAaTHBEH MPOTOKOJI, JOKA3aTeJICTBEH MaTepuall, ako HMa TaKbB, KOIUE OT 3aIl0OBEJTa 3a HaJlaraHe
Ha CaHKIHS, KOIIHE OT MMCMEHaTa II0KaHa 3a JOOPOBOJIHO BHACSHE HA HAJB3ETUTE CYMH H JIMXBH KbM
TAX. 3aIb/DKeHHE Ha KOHTPOJIHHTE OPraHH € Ja CJCAT CIIa3BaHEeTO Ha CPOKOBETE IIO IPOLEAypHTE,
ONpesieNieHd B MHJMBHIyaJHHs JOTOBOP M Ja TOJTOTBAT HY)KHATA IOKYMEHTAlWs 3a MOJIHC OT
JIUPEKTOpa.
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Ipunosicenue Ned kom Hucmpykyus 3a yenosusma u peda
3a ocvujecmessane na kowmpon no un.72, anl0 om
3axona 3a 30pasnomo ocuzypasane

Obpaszey

PAVIOHHA 3JIPABHOOCHT'YPUTEJIHA KACA

C pBKOBOJHTEIL: .
JloroBop Ne ............
3a OTIHyCKaHe Ha Jlelcapc"menn HPOIYKTH, MeIHIHHCKH
M3/IeJIHS M JTHeTHYHH XPAHH 32 CHELHATHH MeIHUMHCKH LeJIH,
3amIamaHd HAbJIHO WK YacTtu4aHo ot H30K

IMMCMEHA TIOKAHA

OTHOCHO: /Io6poBo./1HO Bb3CTAHOBSIBAHE HA CYMH, NOJIy4eHH 0€3 NPABHO 0CHOBAHHe.

Cne 3anmoBen Ne................./..............T. Ha qupekTopa Ha P3OK - .............. € U3BBpIICHA
(unancoBa npoBepka U cheraBeH KoHcTatuser mpotokon Ne......... Lesssnovas r /IIpoToxomn 3a
HEOCHOBATEJIHO MOJTyYEeHH CYMH, C KOHTO € YCTAHOBEHO II0JIy4aBaHETO Ha CyMH 0€3 IIpaBHO
OCHOBaHHE.

Bamero Bp3paxenue ¢ BX. Ne ......... 110 KOHCTATHBEH MPOTOKOT Ne......... He ce IpueMa 3a
OCHOBATEJTHO.
(6 ciyuail Ha nooadeno 6v3pasicenue 6 pe2lameHmupanus Cpox)

Ha ocnopanme wn.43 ot goroBopa, Bu npukanBame B 14 - JHEBEH CpPOK OT MojiyyaBaHe Ha
HaCTOsIIATa MOKaHa J1a 3aIUIaTHTEe J0OPOBOJIHO HEOCHOBATEIIHO NOJy4eHaTa oT Bac cyma B pasmep Ha

Cymara cniezsa 1a 6b/e BHecena B nonsa Ha P3OK no cmetka Ne..............

B cnyqaﬁ, 4C HC BHECETE I10COYCHATa Cyma, Ts C€ yAbpiKa OT CJIEJBAIIOTO IUIAIaHe I10
CKJIFOYEHHUS JIOrOBOP, HUJIHA CE c1>6npa I10 UCKOB pea.

JUPEKTOP HA PAMOHHA
3IPABHOOCHUT YPUTEJTHA KACA - ...ouorrrrrnnns?
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HOBO - Ilpunoocenue Ne5 xwvm  Hucmpykyus 3a
Yenoeuama u peoa 3a OCvujecmenéane Ha KOHMpon no
un.72, an.10 om 3axona 3a 30pasnomo ocuzypssane

Obpaszey

CBBMECTEH ITPOTOKO.I

Jluec, ... 2016 rox. B u3nbiIHeHue Ha wi.45, an.4 oT YCIOBHS M pejl 3a CKIIOYBaHEe
Ha WH/IMBU/IyaJIHH JIOTOBOPH 3a OTITyCKaHE M 3alUIalllaHe Ha JICKAPCTBEHH IPOAYKTH 10 wi.262, an.6,
1.1 oT 3aKkoHa 3a JeKapcTBEHHTE MPOAYKTH B XyMaHHATA MEJUIMHA, HA MEIMIMHCKM M3JIEIUsi U Ha
JNHETHYHH XPaHHU 3a CNENMATHH MEIUIMHCKU e, 3alUlaliaHi HambJIHO WM YacTdHo or H3O0K,

Jupexropst Ha P3OK — ............. u [pencenarenst na YC va POK va BOC - ................ee. , CIex
Karo ce 3ano3naxa ¢ IIporokom Ne .............. Jiviiiiiniinn Ha ApOMTpaXkHaTa KOMHCHS, OTPEJIENIeHa Che
3amoBeg Ne .......... bsesmsnins MOCTUTHAXA CJICTHOTO:

IloTBbpkIaBa M3ISIO KOHCTATAUMATA IO T. ... OT KoHcratuBeH mpoTokon Ne
.............. foviiiiannnns

OTXBBpJS HM3IUIO KOHCTAaTAUMATAa 10 T. ... OT KoHCTaTMBEH mnpoTokon Ne
.............. Joviiinainnns

HacTosmusaT mpoToKos ce ChCTaBH M IMOJNKHCA B ABA eJHOOOpPAa3sHU E€K3eMIUIApa 10 IMH 3a
P30K:— ssssimsmmainns HPOKHaBOC— ...,

JUPEKTOP NPEACEJATEJL
P30K -........... HA YC HA POK
HAP®OK - .....ccevneennnnns
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HAIITMOHAJIHA 3IPABHOOCUT'YPUTEJIHA KACA
Codpun 1407, yn. “Kpuwum” No 1 www.nhif.bg v.a\‘\ 0%2,‘9659121
N

~

HUHCTPYKLIUS Nﬁ@%zﬂ ./5\09//5

3a 0ChIIECTBABAHE HA KOHTPOJ N0 W1.72, an. 10 ot 330 no u3nb/IHEeHHETO HA 10rOBOPHTE 32
OTHYCKAaHEe HA JIEKAPCTBEHH MPOAYKTH N0 W1.262, an.6, 1.1 ot 3JIIIXM, MeAMUMHCKH H3/1e/ IS H
JAHETHYHH XPAHH 32 CHeHAIHH MeHIHHCKH Le/IH 32 JOMALIHO JIeYeHHe, 3aIUIAIAHH HA'b/IHO

wian gactaano ot H30K

I'/IABA ITbPBA
OBIIMH ITOJIOXKEHUSA

Yn.l. C Ta3u MHCTPYKUHMS Ce ONpEIeNsAT yCIOBHSTa M PEAbT 3a OCBUIECTBSBAHE HAa KOHTPOJ IO
U3IBJIHEHHETO Ha JOrOBOPUTE 3a OTIIYCKAHE Ha JICKApCTBEHH INPOMYKTH, MEJWIMHCKH H3JIENIHA H
JIMETHYHA XpaHW 3a CIENHAIHH MEeIUIHHCKH LeTH 3a JOMAIIHO JIeYeHHe, 3allIalllaHi HAIbIIHO KN
yactuyno o H30K/P30K.

Un.2. (1) HenmocpencTBEHHAT KOHTPOJ 110 M3I'BIHEHHE HA JIOTOBOPHUTE 3a OTIYCKAHE Ha JIEKapCTBEHH
npoayKTH 1o wi.262, an.6, 1.1 ot 3JIIIXM, MeIMIMHCKA M3/eTHs ¥ IUETHYHH XPaHHU 3a CIeNHaTHH
MEIMIMHCKA Il 3a JOMAIIHO JIeYeHWe, 3alUlaliaHd HambiHo Wi 4actmyHo or H3OK, ce
OCBIIECTBSBA Ype3 POBEPKH, H3BBPIIBAHH OT JUIbXXHOCTHH Jiuna ot P3OK-KoHTpoBOpH.

(2) 3a u3nBIHEHHE HAa KOHTPOJIHUTE CH IpaBoMomus 1o wi.72, an.l or 330, Ha ocHOBaHue Wwi1.72, ain.2
ot 330, ynpasutenst na H30K moxe na pasnopenu u3pbpuBane Ha mpoBepka ot P30OK ¢ ywactnero
Ha ciyxutend Ha H30K.

UYi.3. O6eKT Ha KOHTPOJI IO Ta3U HHCTPYKIHS ca BCHYKH alTeKH, KOMTO OTIycKar 110 gorosop ¢ H30K
JIIT mo w262, an.6, 1.1 or 3JIIIXM, MU u JIX 3a nomamHO Jjie4eHHe, 3allialllaHd HallbjIHO WK
yactuaro ot H30K.

Un.4. (1) Inb)KHOCTHH JIMIIAa U3BBPLIBAT CJIEAHUTE BHJIOBE IPOBEPKH HA 00EKTUTE 110 Wi.3:

1. Cnopen BpeMeTo Ha H3BBPIIBAHE:

a) IUIAHOBM — IUIAHBT 3a KOHTPOJ C€ M3TOTBSL OT CTPYKTYpUTE 3a KOHTPOJI M CE€ YTBBPXKJIaBa OT
nupexropa Ha P3OK;

6) U3BBHILUIAHOBH:

- I10 CHTHAJIH U XaJ0u,

- 10 uH(OpMANUs OT M3BBPIIEHH MEIHIMHCKH MPOBepku 10 npeanucane Ha JIIT, MU u JIX 3a
JIOMAIIIHO JIeYeHHE;

- 110 HHGOPMAIHSA OT NPHETHTE OTYETHH JOKYMEHTH;

- 110 MH(OpPMALKS 33 YCTAHOBEHH CHCTEMHH MPOIYCKH B JOKYMEHTHTE IIPH OTYMTAHE HA M3BbpIIEHA
JIefHOCT;

- [0 IpeLeHKa Ha ppKoBoAHUTe opranu Ha P3OK 1 H30K.
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2. Cnopen o6xBara Ha JIeHOCTTA HA TPOBEPSIBAHUS JOTOBOPEH NMapTHHOP BHB BPB3Ka C H3MBIHEHHETO
Ha goroBopa ¢ H30K:

a) MBIHA — obXBama IUIOCTHATa IEHHOCT OTHOCHO H3IbJIHEHHeTo Ha gorosopa ¢ H3O0K Ha
MpOBEPSBAHHS JOTOBOPEH MApTHHOP 3a ONpesieieH EPHO OT BpeMe;

6) TeMaTHYHU (4aCTHYHHU) - IIPOBEPKA 110 MPEJBAPUTEIHO ompe/eneHa Tema (mpobieMarika) OTHOCHO
U3IbJIHEHHETO Ha gorosopa ¢ H30K;

3. Cnope[; OpeAHOCTTA HA U3BbpIIBAHE:

a) IbPBHYHHY;

6) BTOpUYHH.

4. Criopeyt ydacTBammre B MpOBEpKaTa JUIb)XHOCTHH JIHIIA:

a) CbBMECTHH:

- ¢ yuacTueTo Ha JurbxxHocTHH Juna Ha H30K u mrsxnocTay jmia ot P3OK-konTposbopy;

- ¢ yuactueto Ha aApyru uncrturynuu (bOC, UAJL, P3U, HAII u np.).

6) caMOCTOSTETHH:

- €aMo C Y4acTHETO Ha JUIbXHOCTHH Jiuia ot P3OK-koHTpomsopH.

I''TABA BTOPA

YCJIOBHSI M PEJ] 3A OCBIECTBSIBAHE HA KOHTPOJI I10 M3IIbJIHEHHE HA
JIOTOBOPUTE 3A OTIIYCKAHE HA JIEKAPCTBEHH ITPOYKTH, MEAULIMHCKHA
M3JIEJINS] M TUETHYHHA XPAHM 3A CTIEIMAJTHY MEALIMHCKH LEJIH 3A
JIOMAIIHO JIEYEHHE, 3ATLTAIIIAHH HAITBJIHO HJIH YACTHYHO OT H30K

Pazpgen 1
Ilnanupane U OPraHU3anUs HA KOHTPOJIHATA JeHHOCT

Yn.5. (1) PaifoHHMTE 3paBHOOCHTYPHTEIHH KacH pa3paboTBAaT TOJMINEH IUIAH 3a W3BBPIIBAHE Ha
TIPOBEPKHTE.

(2) Besika P3OK u3roTsst 1 nojurbpika B XapTHEH M €JIEKTPOHEH BHJI JOCHETA HA alITEKUTE, OTIYCKAIIH
JIII, M u JIX no norosop ¢ H30K; mocuerara ca mo oGpasen cwvriacHo Ilpunokenne Ne 3 u
CBHIBPKAT OCHOBHH JJTAHHU U JIOKYMEHTAIHS OT H3BBPIICHH MIPOBEPKH.

(3) Jmpexropute Ha P30OK yTBBpIXKIaBaT €xeMeceuH rpaQuiy Ha IUIAHOBHTE IPOBEPKH, B KOHTO
IPUOPHUTETHO CE BKJIFOYBAT IJIAHOBH IIPOBEPKH:

1. Ha anrexn, ormycuamm JIIT, MU u JIX 3a oMainHo jedeHne B HapyIIeHHe Ha KJIay3uTe Ha JI0roBopa
¢ H30K, ycranoBeno B P30OK mnpu obpaGoTBaHe Ha eNEKTPOHHHTE OTYETH Ha AaNTeKHTe MPH
HpeIBAPUTETHHIS KOHTPOI;

2. no undopmarms ot cnpasku oT MHrerpupanara uadpopmauuonna cucrema Ha H30K. Coigara ce
npenoctass o1 P3OK 3a mpoBepka Ha ye4e6HOTO 3aBezeHHe, B Koeto paboru o gorosop ¢ H30K
JIeKapAT/NeKapaT MO JEHTaTHA MEJWIMHA, TpPEANHCcAl JIEKapCTBEHHTE MPOAYKTH, MEIHIMHCKATE
U3/JENMs U JMETHYHHTE XPaHHU 3a CNECHHATHA MEJIUIMHCKA [IeJH U anTekaTa, H3IbJIHIIA ChOTBETHATA
penenra;

3. anTekH, OTYMTAIM Hal-roysiM obeM peuenty, ¢ kouto ca ormycHard JIIT, MU u JIX 3a nomauso
JieueHue, 3ariamany HanmbIHO WK yactuyHo oT H30K Ha tepuropusita Ha P3OK.

4. anTekH, GopMHpaIIH HaK-TOIAM Pa3XoJ MPH H3MBJIHEHHE HA PELENTH, ¢ KOUTO ca otmycHaru JIIT,
MU u JIX 3a jomMalHo JieyeHHe, 3aIUlallaHd HambJIHO Wi Yactuuno ot H30K na TepuTopusaTa Ha
P30OK.

5. Ha anTekH, ChIIACHO YTRBpJAeHUs rpaduk ot ynpasutens sa H30K u or npeacenarens na YC na
B®C, 3a cbBMecTHH npoBepkH oT ArbxKHOCTHH jHna Ha H30K/P30K u uieHOBEeTE Ha KOMHCHHTE 110
€THKa ¥ Ka4eCTBO HAa PErHOHAIHUTE (papMaLeBTHYHU Kojlerun Ha BOC.

Paznen 11
Kountpou, ocbmecrBsiBan ot rbkHocTHH Juna na H30K

[
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Yn. 6. (1) Jmexuoctaure muna Ha H30K m3pbpimBat mpoBepka 10 M3MBIHEHHE HA JJOTOBOPHTE 3a
otmyckane Ha JIIT, MU u IX 3a noMamiHo jeveHue, 3aruialiaiy HambIHo wiK dactuuro ot H30K, Ha
ocHoBaHMe 3amoBes Ha ynpasurenss Ha H3OK, B kofTo ce mocouBaT npaBHHTE H (DaKTHUECKHTE
OCHOBAHHMS 32 M3J[aBaHETO | ¥ CE ONpE/EeIIAT IPOBEPSBALIOTO JIHLe (JIMLA), CPOKBT, BUABT U 3a1a4ara
Ha IpoBepKara.

(2) 3a mpoBepkara mo ain. 1 ce cbeTas J0KJIAk B S-IHEBEH CPOK OT MPUKIIOYBAHETO i, KOWTO ce
HOJIHKCBA B IBA €K3EMILIIPA OT UTHKHOCTHHTE JIMIIA U TIPeIOCTaBs Ha:

1.ynpasurens na H30K;

2. nupextopa Ha P3OK.

(3) Iimexxuoctaute muia Ha H30K mmar npasata u mpaBoMommusita mo wi.9.

(4) UndopmanusTa mo mpoBepkara, ChriiacHo ai. | u al. 2 ce BbBEX/Ja B MO ,,MeIMIHHCKH OHT
Ha Vnrerpupanara unpopmanuonna cucreMa Ha H30K B cpok ot 5 paGoTHM 1HE OT mpejcTaBsHe Ha
JIOKJIaJia 1o ai. 2.

Yn.7. (1) Yopasurenst na H30K Moxxe cbe 3anoBes Ja pasnopeay u3BbpliBaHe Ha posepka oT P3OK
¢ ydactuero Ha cmyxurend Ha H30K. 3anmoBenra chabpika: nmpaBHuTE ¥ (AKTHYECKHTE OCHOBAHUS 3
n3aaBanero if; ciyxutenute Ha H30K, kouTo me yyacTBar B mpoBepkara; 3aja4ara, BUJa U CpoKa Ha
nposepkata, kakto 1 P30OK, Ha 4usiTO TepUTOpHS TS IE ce H3BBPIIN.

(2) Ha ocHoBanue 3anoBexra Ha ynpasurens Ha H30K, aupexropst Ha P3OK u3znasa 3anoses, KosTo
ChABPIKA: NpaBHATE M (HAKTHYECKHTE OCHOBAHHS 3a M3JaBaHeTo if; ciyxuremure Ha H30K, kakro n
koHTposHATe opranu Ha P30K, KouTo 1e ydacTBar B ipoBepKara; anteka/u - 00eKT/u Ha IpoBepKara,
3aJ]ayaTa, BH/Ia M CpOKa Ha IpoBepKara.

(3) 3a m3BBpImIEHaTa MPOBEPKA CE& CHCTaBS KOHCTATHBEH IPOTOKON OT JUTHKHOCTHHM Jimma ot P30OK-
koHTposbopH. JirbxkuocTHHTe JMia or H30K, ydyactBanu B mpoBepkara, H3rOTBAT JOKJIal, Kato ce
npuiara 9.6, an.2.

(4) MudopmarusaTa 1o nposepkarta, ChriacHo ai. 1, an. 2 u ajl. 3 ce BbBeXJa B MOAYI ,,MeINIHHCKI
oauT* Ha HMurerpupanara mHdopmanmonna cucrema Ha H3OK B cpok or 5 paGoTHH IHH OT
TpeJICTaBsiHe Ha JOKJIaja 110 al. 3.

Paznen 11T
HemnocpeacTBen KOHTPOJI

Un.8. (1) HemocpencTBeHUAT KOHTPOJ ce M3BBbpmBa OT KOHTpoabopu Ha P3OK - upe3 mposepku Ha
OCHOBaHME Ha 3amoBel Ha Jupektopa Ha P30K, B kosTo ce mocodusBar npaBHHTE M (HAKTHYECKUTE
OCHOBaHHMS 3a M3/1aBAHETO i M ce ONpeJeNAT IPOBEPSBAIIOTO JIHIE/THIA, 00EKTHT - HANMEHOBAHHE U
aJ[pec Ha anTeKaTa, CpPOKBT, BUIBT U 3a]la4ata Ha MpOBepKarTa.

(2) Ilpn oTkpuBaHe Ha MpPOBEpKATa KOHTPOJHHTE OPTaHH C€ JETHTHMHpPAT M BPBHYBAT €K3EMILISAP OT
3aroBe/ITa 3a IPOBEpKa Ha PHKOBOJMTEIIS Ha anTekaTa - 00eKT Ha IpoBepKaTa MM Ha Jiie, paboTero
B Hesl.

(3) B ciryuaif, 4e ppKOBOJMTENAT Ha anTeKaTa OTKaXe MOAIKC U [IPUEMaHe Ha 3all0Be/Ta 3a IIPOBEpKa,
TOBa O0OCTOATEJICTBO Ce BIIMCBA B KOHCTATHBHHS NMPOTOKOJ M CE YAOCTOBEPSBA ¢ IOANKMC HA JBaMa
CBUJIETEIH.

(4) OTcpeTBHETO HA PHKOBOIMTEIIS HA AlITEKaTa He € IIpeyka 3a H3BbPIIBAHE HA IIPOBEpKaTa.

(5) B antekara TpabBa ma paGoTH MarucThbp-(apMaueBT, BKIIOYEH B CIHChKA Ha paboTemuTe B
anrekara, o6ssen B P3OK. B ciywait, 4e B anTekara paGoTH caM0O IOMOIIHUK-()apMaleBT U OTIyCKa
JIIT, MX u JIX 3a nomamso jeyenne no ,Penentypna Granka M3-H30K Ne5” w/umn ,,Penentypna
Gmanka M3-H30K Ne5A”, ToBa ce OTpa3sBa B KOHCTATMBHHS NPOTOKOJI M BOJAM JIO HAJaraHe Ha
CHOTBETHATA CAHKIIHSI.

Yn.9 (1) Kourposnsopure sa P3OK u3pbpiusar:

1. KOHTPON 3a HATMUMe M CHOTBETCTBHE HA JEKIApUPaHMTE OOCTOSATENCTBA MPH CKIIOYBAHE Ha
WHIMBH/TyaJTHUSI IOTOBOD;

w
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2. mpoBepKa 3a JoTUIallaHe, Ha/IBUIIABAINO MaKCHMAalTHaTa CTOHHOCT, KoaTo norvrama 30J1, mocodeHa
B npenocrasenuss o1 H30K choTBeren axryamusupani (aitl KbM HOMEHKJIATYpUTE HA ANTeqHHS
coTyep, BaMeH KbM MOMEHTA Ha OTITyCKAHE HA JIEKAPCTBEHHS IPOIYKT;

3. mpoBepka 3a CHOTBETCTBHE MexJy HH(popMauusra oT (UCKalHATa aMeT HAa KACOBUs amapar
/uckanen 60H/ M NaHHUTE OT penenTypHHTe OJIaHKH BBB BPB3Ka C H3UCKBaHEeTO HAa Wwi.12, a1, 1.7 o1
JIOTOBOPA;

4. KOHTpOJI 110 OTIYCKaHE Ha IIPOJYKTHTE B ChOTBETCTBHE € WI. | M WI. 2 OT HHMBU/YaIHHS JOTOBOD;
5. KOHTPOJI B CHOTBETCTBHE C M3MCKBAHMATA HA YCJIOBHATA U peJa 3a OTIyCKaHe Ha MPOIYKTHTE 10
WHIMBHIyaJIeH JIOTOBOP;

6. TIPOBEPKH 110 MOBOA MOCTHITWIHA Xkanou oT 30JI, Abp)KaBHM HHCTHTYLIMH H BEIOMCTBA;

7. mpoBepka Ha OTYETHHTE M (PHHAHCOBM JOKYMEHTH Ha M3IIBJIHHTENS, CBBP3aHH C U3MBIHCHHETO HA
JIOTOBOpA.

(2) Vi3pppmBaHeTo Ha KOHTpOJHATa AEHHOCT Ce OCBHIIECTBSBA [0 HAYMH, KOWTO HE 3aTpyIHSABA
JeiiHocTTa Ha m3mbaHuTeN. I1o cBOe pelueHune anrtekaTa 3aTBaps WM MPOIbIDKaBa JIEHHOCTTA CH.

(3) KonTponmaute opraHu, py M3OBIHECHHE HA CITY)KeOHUTE MM 3abJDKCHHS, HMAT IIPaBO Ja H3UCKBAT
OT M3ITBJIHHTENS JIa UM OKaXke ITBJIHO CHIEHCTBHE, KAKTO M Ja He BBH3IPENSTCTBAT 110 HUKAKBB HAYMH
M3BBpIIBAHE HA IIPOBEpPKaTa.

(4) KonTtponauTte oprany MMaT IpaBo Jia H3UCKBAT OT M3MBIHUTENS Ja MM IIPeJOCTaBH (aKTypuTe HITH
KOIHMS OT TSX, KAKTO M IsIaTa OTYETHA JJOKYMEHTAIUS 110 TO3H J0TOBOP B CPOK JI0 3 paGOTHHU JHH.
W3nbaHenuTe penentypHd OJaHKM ce ChXpaHsSBAaT B anTeKaTa 3aJb/DKHTENHO 3a IOC/IeJHATa eJHa
TOJIMHA, CYMTAHO OT JIaTaTa Ha TAXHOTO M3IHCBAHE.

Yn.10. Ilpu KOHTpON OTHOCHO cmasBaHe Ha wi.ll OT MHIMBHIyalHHS JOTOBOp /3a clia3BaHe Ha
JIeK1apupano paboTHO BpeMe M IIepCOHa Ha anTekata/, JUrbkHocTHUTE jHia oT P3OK - koHTpoasopu
clie/iBa 1a ChOMIOABAT CIIa3BaHETO Ha CIIEHHUTE IPABUIIA:

1. oTHOCHO 3aMecTBaHe Ha PHKOBOIMTENS Ha anTeKara, B CIy4anTe Ha HErOBO OTCHCTBHE 3a MEPHOJ JI0
30 guu:

a) B CllydauTe, KOraTo MMa BKJIIOYEH IPYr MarucTbp - ()apMaleBT B CIHMChKa Ha IIEpCOHANAa Ha
antekarta, npejcraBeH B P30OK — ppKOBOAMTENAT ce 3aMecTBa OT MarucThbp-(papMaieBT, BKIIOYEH B
CIIMChKA Ha NEepcoHalla Ha anrekaTa, kato ce ysenomsBa P3OK B perimameHTHpaHHTE CPOKOBE M ce
IIpeJICTaBsl HOTapHAIHO 3aBEPEHO ITbIHOMOLIHO HA 3aMeCcTBalHs 3a oTyuTaHe AeiHoctra B P3OK.

6) B ciydamTe, KOraTo HsMa BKJIIOYEH JPYr MarucTsp - ()apMaleBT B CIIMChKA Ha NEpPCOHala Ha
anrtekara, npezicrased B P3OK:

6a) mpu ompejensHe Ha 3aMECTHHK Ha PBKOBOJMTEINS Ha amnrtekara, cieigsa ga yBegomu P30K B
perjaMeHTHpaHUTE CPOKOBE, Jia IPEeJCTaBU TPYIOB JOTOBOP HA 3aMECTHHKA U HOTAPHAIHO 3aBEPeHO
TI'BTHOMOIITHO, € KOeTo Aa otuuTa Aeifnoctta B P30OK, kakTo u ja ro npejcrasissa.

66) B ciryyauTe, KOraTo HsIMa Ha3HaYeH APYT MAarucThp - papmariest, antekara He ormycka JIIT, MU u
JIX, 3annamany HaneHO Wi yactHyHo oT H30K, T.e. He m3nbinsBa ,,PenentypHa 6nanka M3-H30K
No5” w/umn ,,Penentypna 6anka M3-H30K NeSA™.

2. B clyyauTe Ha 3amecTBaHe nosede oT 30 JHM O 2 TOAMHM - Ha 3aMeCTBAIUSA PHKOBOAHMTEN HA
anTekata € HeoOX0MMO HOBO Pa3pelIMTENHO, H3/aJIeHO OT MHHHCTEpPCTBO Ha 3/PaBEONa3BaHETO 10
pena Ha 3JIIIXM. 3amecTBamusaT MarucThp-apmaneBT TpsOBa a OTroOBaps Ha yCIOBHATA, TOCOYEHH
B 3JIIIXM. PrkoBomutenst ciezsa aa yseaomu P3OK B perniaMeHTHpaHuTE CPOKOBE 3a IPOMSHATA.

3. Ipu NpUKITIOYBAHE Ha IPOBEPKATa H3IBIHUTEIAT € JUTBXKEH Ja IPEJOCTABH Ha KOHTPOJIHHUTE OPraHu
3aBEPEHM C TOJNUC M TeyaT KONMs OT HeoOXOJIMMHTE 3a M3BbpIIBAHE Ha [POBEpKata JIOKYMEHTH.
Komnusita ce npunarat KbM IpOTOKOJIA OT H3BBpIIEHATA IIPOBEPKA.

Y1l (1) Ilpu xoHTpon OTHOCHO cmaspane Ha wWi.l3, amrl OT MHAMBHIyamHHs JOroBOp /3a
HEOTITyCKaHEe CPelly TaJOHH WM JAPYTH JONBIHUTEHH MaTepHald Ha JIEKApCTBEHH MPOIYKTH/ ce
U3UCKBAT peLEnTypHUTe OJaHKH Ha TPOW3BOIHO H3OPAHM JIEKAPCTBEHH IMPOAYKTH, (HCKaIHHTE
GoHoBe 3a chOTBeTHHTe Hpojaxbu u uHpopmauusara ot codryepa. IIpaBm ce chrocTaBka Ha
OTpaseHHuTe LeHH 3a oTmycHaTH npoayktd no H30K u  npu HampaBeHH OTCTBIIKM OT anTekara ce
NIPOBEPsBA 3a HAJIMYME HA TAJIOHU WM JIPYTH JIOKYMEHTH, TOJI3BAIIH TTallHEHTHTE.

(2) KontponsT 0THOCHO crasBaHero Ha wi. 15, an.l OT MHAMBHIYaTHHS JOTOBOP /32 BHBEKIAHE HA
pelienTara B MOMEHTA Ha OTIyCKaHe Ha JIGKApCTBEHUTE MPOAYKTH/ C€ OCHIIECTBABA OT UThKHOCTHUTE
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muna ot P30K-KOHTPOIBOpH, KOUTO Ha MACTO KOHCTATHpAT Jaid MHGOpMALMATa OT pelLenTUTe 3a
oryera npex H30K ce BBBek/1a caMO B IPHEMHOTO [IOMEILEHHUE Ha allTeKaTa.

(3) Cnaspanero Ha M3MCKBAHETO 3a CPe/IHA MPOIBDKHTEHOCT 3a 06paboTBaHe Ha pelenTa cho0pasHo
paGoTHOTO Bpeme M Opos Ha MarucTep — (apMauneBTHTEe B amnTeKata ce KOHTPOJIMpa OT
nHpopmarmonHara cucrema Ha H30K, oT KbzeTo ce nosyyaBar JaHHH 33 HAIMYHE HA HApYLIEHHS.
Yn.12. (1) 3a pesynraTuTe OT U3BBpIICHATA IIPOBEPKA CE CHCTABS KOHCTATHBEH IIPOTOKOJ 1O obpasert
CBIJIACHO NpuIIoxkenue Nel, B KOUTO ce BIHCBAT:

1. 0GexThT Ha IpoBepKaTa — HAUMEHOBAHKE U aJIpeC Ha anTeKara; MPUTEKATENAT Ha Pa3pelIeHneTo 3a
THProBHsl Ha JpeOHO Ha JIEKAPCTBEHH NPOAYKTH — T.e. COOCTBEHHKHT Ha anTekara, KakTo M JIMIETO,
KOETO 0 Mpe/ICTaB/IABA; MarHCThp (hapManeBTa - PpKOBOAKMTE/ HA AlTEKaTa, [I0COYEH B Pa3pelieHHETO
3a OTKpUBAHE Ha anTeKa /pa3peleHne 3a ThProBHs Ha JpeGHO ¢ JIeKapCTBEHH IpOAyKTH; Ne / nara Ha
pa3pemeHneTo;

2. IaHHHTE 3a IPOBEpKaTa — JlaTa H MICTO Ha ChCTABSIHE, OCHOBAHHE 3a M3BbPIIBAHE HA [IPOBEPKATa,
IPOBEPSBALIOTO JIHLE (JIMLA);

3. moapo6HO olMcaHHe Ha KOHCTATHPAHUTE HAPYUICHUS 110 KJIay3UTe Ha JOTOBOpa;

4. 3aIB/DKHTEITHATE TIPEITACAHAS H CPOKOBETE 3@ OTCTPAHSBAHE HA KOHCTATHPAHUTE HAPYLICHHS;

5. mpenopbKH 3a MoxobpsBaHe HA AEHHOCTTA;

6. IIpeIOKeH s 3a CAaHKI[HH IIPH KOHCTAaTHPAH! HapyIIEHHUS;

7. noJIy4YeHH OT U3IBJIHUTENS CyMH OT BB3noxurerns 6e3 mpaBHO OCHOBAaHHUE B PE3yJITaT HA H3BBPIIEHO
HapyIICHHUE;

8. mo/mmuc Ha CHCTABUTEIS M JIMIETO — 00EKT Ha IPOBEpKATa U JaTa Ha BphUBAHE;

9. CPOKBT 3a BB3paKeHHE.

(2) KoHCTaTHBHHEAT IIPOTOKOJI C€ CHCTABS B JIBA EK3EMILISPA: €/IUH 3@ H3IMBIHUTEIIS 10 JOTOBOPA U eIHH
3a gupektopa Ha P30OK. IlporoxonbT ce BpbuBa cpelly NMOANMC HA PHKOBOJHMTENS Ha anTekara. B
Cllydaif Ha OTCHCTBHE Ha PBKOBOJMTE/S HAa aNTeKara, CHIIMAT CE IOJIMCBA OT JMue, paboTemo B
anTeKkaTa B MOMEHTAa Ha INpoBepkara, BKmodeHo B [Ipmioxenne Ne 4 xpM ycloBusta W pena 3a
CKJIIOYBAHE HA HH/IMBU/yJIHHTE JOTOBOPH C alTEKH.

(3) KBM KOHCTAaTHBHHSI IPOTOKOJI C€ IPHJara OIKC HA W3TOTBEHH CIIPABKHM, KOIHMS HA PELENTH,
NPOTOKOJIH, JIOKYMEHTH M JIPYTH ChOpaHM JoKa3aTelcTBa. BCHUKM JOKYMEHTH Ce M3TOTBAT B JBa
€IH000pa3HH eK3eMILLSIpa, MO/IMHCAHH OT JABETE CTPAaHH.

(4) Ilpn HeBB3MOXKHOCT J]a ce M3BBPIIM NPOBEpKa (aKo anTeKkara e 3aTBOpeHa B 00SBEHOTO pabOTHO
BpEME WIIM HM3IBJIHUTEIAT BB3NPENATCTBA JOCThIIA JO INOMEIICHUSTA Ha anTekara) Ce H3rOTBs
KOHCTaTHBEH IPOTOKOJ, B KOHTO ce BMMcBa ToBa 0OcTosATeNcTBO. KOHCTAaTHBHHAT HMpOTOKON —ce
MOJNKCBA OT ITBKHOCTHATE Jiuna oT P3OK-KOHTpOIbOPH, KaKTO U OT JBaMa CBHIETEIH.

(5) CrcraBsHeTO M BPHYBAHETO HAa KOHCTATHBHHUS IIPOTOKOJI CE H3BBPIIBA B MOMEHTA HA NIPUKITIOYBAHE
Ha mpoBepkara. B ciyuan Ha HechIilacHe ¢ HSKOM KOHCTAaTalluH, pPbKOBOJUTENIAT Ha anTeKaTa Moxe Ja
OTpa3u TOBA IMCMEHO B IIPOTOKOJIA TIPH MOJITHCBAHETO MY.

(6) B cmyyanre mo an.4 B xumoresara ,,aKko anTekara € 3aTBOpeHa B 00SBEHOTO paGOTHO Bpeme”
CHCTABEHUAT KOHCTATHBEH MPOTOKOJI CE BPhbYBA HAa PHKOBOAMTEIIS HA anTeKaTa JIMYHO WIIH Ce H3IIpalia
TI0 TI0IIAaTa ¢ MPENopbYaHO MUCMO ¢ 0OpaTHA pas3NucKa B CPOK 7 pabOTHHU JAHHU OT CHCTABSHETO My.
Yn.13. (1) OcBen Bb3pakeHHETO PH CHCTABSHE HA KOHCTATHBHHA IPOTOKOJI, JIMLETO, IIPEACTABIISBALIO
ofexra Ha NpoBepKara, MMa IIpaBO Ja IPEJICTABH IHCMEHO BB3PAKEHHE II0 HANpaBEeHHTE B
KOHCTATHBHHUS IIPOTOKOJI KOHCTATaluH, npej aupekropa Ha P3OK B 7-1HEBeH CpoK CYHTAHO OT JeHS,
ClieBalll JIeHs Ha 10JIyyaBaHe Ha IIPOTOKOJIA.

(2) B caydaute, KOraTo H3NBIHHTENAT OCIOPH KOHCTATAlMMTE Ha JjHnara no wi26 or MJI,
U3BBPIIMIM TIpoBepkaTa, aupektopsT Ha P30K B 7-1HeBeH CpoK OT moOjlydyaBaHe Ha IHCMEHOTO
Bh3pakeHHe H3Ipalla CIopa 3a pelasaHe 0T apOUTpakHa KOMHCHSL.

(3) ApGurpaxknaTa KOMHCHS 3aIBIDKHTEIHO C€ IPOM3HACS C DELICHHE B €IHOMECEYEH CPOK OT
TOJly4aBaHe Ha [pPENHMCKaTa, ¢ KOETO TNOTBBPKAABAa WM OTXBBPISA HM3LSUI0 WIM YacTHYHO
KOHCTaTallMUTe Ha Jurara mo wi.26 or UJI.

(4) Pewenuero ce u3npara B 3-1HeBeH CPOK OT M31aBaHETO My Ha jupekTopa Ha P3OK.





