ITpunoxenue Ne 1

OO0pa3sen Ha 3asBJieHUE
KBbM YCIOBMS M pel 3a CKJIIUBaHe HA WMHIMBM-
JAyajJHHN TOTOBOPHU 3a OTHyCKaHe U 3amjanjaHe Ha
JIeKapCTBEHN MPOAYKTHU mo 4wi. 262, an. 6, T. 1 ot
3aKoHa 3a JIeKapCTBEHNTE MPOAYKTH B XyMaHHATAa
MeININHA, HA MEeIUIINHCKN N31eJINs U HA TNeTHYHN
XpaHN 3a cHeNUaJIHN MeIMIUHCKN IeJu, Chbriacy-
pann mexay H30K u BOC na ocHoBanue ui. 45,
an. 17 ot 330

10 IMPEKTOPA HA
P3OK TP....cooeveernnne.

3ASABJIEHUNE

OT  eeeeteee ettt et ettt e e ettt e e e et e e e e ,
(NBAHO HAUMEHOBAHUE HA NPUMENCAMES HA PA3PEULCHUE 30
mupeosusi Ha OpebHO ¢ AeKapcmeenu NPOOYKMu 6 anmexa)
EVIK oo ,

(3a opuOUUEeCKo AUUe — NBAHO HAUMEHOBAHUE Ha NPeOCma-
eume.s, ceoanuuie u aopec Ha ynpas.ienue; 3a PusuiecKo
auuye — mpume umena, ETH, nocmosinen aopec)

B KAUECTBOTO MY HA ..ocoovviiiiiiiiiiiiiiiiiiiiiiiiiiinninnn,

|23 £ 1ol U
(*nonwasa ce camo om saseumeu, KOUMO ca YRbAHO-
MOUWLCHU AUUA, UAUL OM 3ASBUMEAU, DELUCIPUDAHL 8
opyea Ovpicasa — uienka Ha Eeponeiickusi ¢vios, uiu 8
owpacasa — cmpana no Cnopasymenuemo sa Egponeiickomo
UKOHOMUUECKO NPOCIMPAHCINGO)

BIC e ,
OAHKA (KITOH) .evveeeiuiieeeiiieeeaiieeeeaieeeeanneeeeeanieeeeannes ,
TEIL./PAKC: oeiiiiiiiieeeiiiiieeeee e ,
€-MATL Loiiiiiiii
Pa3pemienue 3a Tbprosust Ha ApeOHO C IEKAPCTBEHN
TPOIYKTI N2 veeniineene /e ,
MBIATEHO OT eoouiiiieiiiiiieiiiieeeaieeeeeieeeeeeieeeeeneeee e
AJlpec Ha alTeKaTa: O0MACT ...covvvevvveeeeeenniiieeeeee. s
OOIIMHA ..ooeeevvviiieeeeeeeee, , I'p./c.

VI e No, TeIL: v

PBKOBOANTEN Ha alTeKaTa
mar.-papm.
ETH ..o

Anpec 3a KOPECTOHACHUMS: evvvvvvvvvrvrrerereeneereeeeeenes
TEMEPOH: toiiiiiiiiiiiiiiii e ,
PAKC: ceiiiiiiiii e
€-MALL .ot e s
MOO. TEIEPOH: .eevtieriiiiiiiiieeeeeiiiiiiieeeeeeeiiieeeeeee e

YBAZKAEMMU TOCIHOAMH/TOCIIOZKO JIU-
PEKTOP,

Ha ocnoBaume umi. 7, an. 1, un. 16 m unx. 196 ot
Hapen6a Ne 10 ot 2009 r. 3a ycnoBusita, pefa, MexaHu-
3Ma U KpUTEpPUNTE 3a 3ariamane ot Hanmonamnara
3paBHOOCUTYPUTETHA Kaca Ha JIEKApCTBEHU ITPOJYK-
TI, MEIUIIMHCKN W3JIENNs M Ha TUETUUHU XPaHU 3a
CHeNMaNTHN MEAMIMHCKM LEeIM, JOTOBapsiHe Ha OT-
CTBIKU ¥ TIpIJIaTaHE HAa MEXaHU3MU, TapaHTHUpaIIN
MPEABUANMOCT U YCTOIUMBOCT Ha OroxkeTa Ha H30K

(OB, Op. 24 ot 2009 r.) (Hapenba Ne 10) xaugm-
JAaTCTBaM 3a CKJIOYBAHE Ha JIOTOBOP 3a OTHYCKAaHE
Ha CIETHUTE MPOAYKTHU, 3aTJIAIMIAHN HATIBJIHO UIIN
gactuuao ot H30K:

1. Bcuuku nexkapeTBeHU NPOAYKTU IO 4. 1,

an. 1, u3BbH TE3M Mo and. 2, T. 2 O

2. JlexapcTBEeHM MIPOAYKTH OT CAEJHUTE TPYIN:

2.1. JlekapcTBEeHM HPOAYKTHU, CHABPKALII

HApKOTUUHU M YIONBAIIM BELIECTBA i
(npu ycaosusima na 3KHBII)

2.2. JlekapcTBeHu IpoaykTum oT rpymna IA,
npeanucsanu no ,,IIporokon 3a npeanucpaHe
Ha jJekapcTsa, 3anmnamann or H3OK/P30OK*
(o6p. M3-H30K) O
2.3. JlekapcTBeHn mnpoayktu ot rpymna IB,
npefanucsanu no ,,IIporokon 3a npeanucpaHe
Ha JekapcTsa, 3amnamann or H3OK/P30OK*
(o6p. M3-H30K) O
2.4. JlekapctBeHun npoayktu ot rpyna IC,
npegnuceanu no ,,IIporokon 3a npeanucpaHe
Ha JekapcTBa, 3amnamann or H3OK/P30OK*
(o6p. M3-H30K):

2.4.1. JlexapcTBeHM NPOAYKTU 3a HOALBP-
JKallla XOPMOHAJIHA Tepanus Ha OONHM OT

3JI0KQUeCTBEHN 3a00IBaHUS o
2.4.2. JlekapcTBeHM NPOAYKTU — aHAJIOTOBU
MHCYJIVHN O

2.4.3. JIekapcTBEHM IPOAYKTH, IPEIHA3HAYEHN

3a MOAJBPKAIIO JEUeHNE Ha TPAaHCIJIAHTU-
paHM MalMeHTH O
2.4.4. JlexapcTBeHN mpoaykTu ot rpyma IC
6esresmmo T. 2.4.1., 1. 24.2. uT. 2.4.3 |
2.5. JlekapcTBeHM HPOAYKTH, ChABPKAIIU
€HO aKTUBHO BEIIECTBO (MOHOIIPOJAYKTI)
3a JedyeHme Ha 3a00JIBAHETO €CeHIMalHa
xunepronuss ¢ MKbB kopg I 10 O
(8 cayuaii ue u3NBAHUMEASIMN Ue OMNYCKA ACKAPCIMBEHU
npooykmu om cebomeemuama 2pyna no ui. 1, aa. 2,
m. 2, 8 KBAOpamuemo cpeusy Hesi ce Locmagsi 3Hax , X“)
3. MeauuuHCKY M3ATUs U AMEeTUYHYU XpaHU

3a CIeNMaTHN MEIUIIMHCKN IEJIN MO all. 1 oT
CIIEITHUTE TPYII:

1. JueTnyHM XpaHU 3a CHEUMAJHU MEIU-

OVHCKI LENn 0O
2. MegnuHCKY M3EIUs 32 CTOMUPAaHU 00IHM [
3. MeauuuHCKN U3AEHANUs — TECT-JICHTHU O
4. MeauuumHCKM M3JENUs — NPEBPB3KN 3a
Oyno3Ha enuaepMmonnsa O
5. MeauuumHCKM U3IeNus 3a IpujiaraHe ¢
MHCYANHOBA OMIIA O
6. MeanumHcku uszgenust 3a cyOKyTaHHa
MHPY3UsT HA UMYHOTIIYOOIMHN |

(6 cayuaii ue u3NBAHUMENSIM LiE OMNYCKA MEOUUUH-

CKU U30eAUST U/UAU OUSMUUHI XPAHU 30 CReUUAAHU

MEOUUUHCKU YeAU RO YA. 2, al. 2, 6 K6aopamuemo

cpeuty cbomeemnama epyna ce nocmagst 3Hak ,, X )
Ilpunaram cnepHuTE NTOKYMEHTU:

1. JOKyMEHT 3a aKTyajHa perucrpanus mo Ha-
IMOHAIHOTO 3aKOHOJATEJICTBO, U3Ja/ICH OT KOMIIe-
TEHTEH OpraH Ha ChOTBETHATa JApyra AbpxXaBa Ha
KaHAujgaTa — caMo 3a ApYyXKecTBara, perucTpupaHu
B Jipyra AbpxKaBa — 4JieHKa Ha EBponelickus cblo3s,
niam B Abpxkapa — crpaHa no Criopa3yMeHUETO 3a
EBponeiickoTo NKOHOMUYECKO MPOCTPAHCTBO;



2. pazpelmieHne 3a TbproBus Ha ApeOHO ¢ JeKap-
CTBEHU NPOJAYKTM B allTeKa, M3[afeHO 10 pefa Ha
3JITIXM - 3aBepeH OT KaHAUAATA MPENNC;

3. nmuueHsus 3a THProBUsl HA JPEOHO U CbX-
paHABaHEe HAa HApPKOTUYHN BEIIECTBAa — B CIydYa-
UTe, KOraTo amTeKaTa IIe OTIYCKa JEeKapCTBEHN
MPOAYKTH, CBABPXKAIN HAPKOTUUHN M YIOHBAIIN
BEIIECTBA — 3aBEPEeH OT KAaHAWUATa MPEIIC;

4. MOTOBOp 3a yIpaBlIEHNUE UIN TPYAOB TOTOBOP
Ha PBKOBOAUTENS HA allTeKaTa B CIyYauTe, KOTaTo
CBUIUST pabOTHU MO TPYLOBO MIPABOOTHOIIEHNE — 3a-
BEPEH OT KaHAMJATa MPEMNNnc;

5. fexknapanus 1mo obpasel CbIIaCHO MPUIOXKE-
Hie Ne 2 1 Komme OT MOTBBbPAEHATa perucTpanus
Ha TpypoBute gorosopum B HAII na paboremure
B alTeKaTa MarucTbp-PpapMaleBTU — 3aBEPEH OT
KaHAMUmaTa Mperc;

6. yIOCTOBEpEHMSI 3a YJIEHCTBO B bbarapckus
dapmManeBTUUEH CBIO3 U 3a IpeMuHaTH GopMu 3a
NPOABJIXKABAIIO MEAULUNHCKO OOydyeHME Ha PBKO-
BOJAMTEINISl Ha alTekaTa M Ha paboTelmuTe B Hes
MarmncTup-papmManeBTy, M3TafgeHN OT CbOTBETHATA
peruonanua kosnerusi Ha BOC, ¢ mocoueH agpec 1mo
MecTopaboTa Ha nunara ciopeg HanuonamHms exex-
TPOHEH pernctbp Ha wieHoBeTe Ha BOC — opurnHam;

7. mexmapannsi 3a CBBP3aHU JINIA MO CMUCHIA
Ha § 1 or TbproBckus 3aKOH C JpPyrM THProBUU
Ha ApeOHO ¢ JEeKapCTBEHM MPOAYKTHU MO obpaszel
CBIIAcHO mpuioxeHme Ne 5.

(noonuc u neuam Ha 3a568UMeAs)
ITpunoxenue Ne 2

OO0pa3en Ha neKJapanus
K'bM YCIIOBHS 1 peJl 3a CKJIIOUBaHe HA MHANBUYaTHI
JOTOBOPH 32 OTIYCKaHe 1 3aIlJIallaHe HA JIEKapCTBe-
HHM NPOAYKTH MmO 4ia. 262, an. 6, T. 1 ot 3akoHa 3a
JIEKapCTBEHUTE MPOAYKTU B XyMaHHATA MeIUIIHA,
HAa MEAMIMHCKM M3IeNs M HA JUeTUYHN XPaHH 32
crennajaHu MeTNIMHCKN eI, ChIIacyBaHU MeKIY
H30K u BOC na ocnosanne ua. 45, an. 17 or 330

JEKJTAPATINIA

OT .+ eeeeteee ettt et ettt e e ettt e e e et e e e e ,
(NBAHO HAUMEHOBANHUE HA NPUMENCAMES] HA PA3PEULCHUE 30
movpeosusi Ha OpebHO ¢ AeKapCcmeenu NPOOYKIMU 6 anmexa)
EVIK oo ,

npeacTaBasaBaHO OT ...

(3a opUOUUECKO AUUe — NDAHO HAUMEHOBAHUE Ha NPeOCcma-
eume.s, ceoanule u aopec Ha ynpas.ienue; 3a PusuiecKo
auuye — mpume umena, EI'H, nocmosnen aopec)

B KAUECTBOTO MY HA ..coooviiiiiiiiiiiiiiiiiiiiiiiiiiiiiinnnnn,
C NOKYMEHT, yJIOCTOBEpsBAIl NpPEACTaAaBUTEIHATA

BIC o ,
OAHKA (KITOH) .evvereiiurireeiieeeeaiieeeeaeeeeeaanneeeeaneeeeanns ,
Ten./dakc: ..........
e-mail
Pa3speurerue 3a ThproBus Ha peOHO C JIEKAPCTBEHM
MPOAYKTU N2 covevniienee /
MBIAMEHO OT .oovvvveieiiiieeeeeeeeeeeeeeeee
Anpec Ha anrtekara: objact
OOIIMHA .vvvvvvvvvvvvrvrerennnnns s TP/Co i s
)21 SRR No.., TeIL.: vovveeeieieeeenn, , QAKC! e ,

PBKOBOAMTEI HA ATTEKATA eeerruivrireeeeennniiiireeeeennns
MAT.=PAPM. eeviiiieeeieiiiiiee ettt e e e e e ,
ETH ..o , YUH
AZpec 32 KOPECTOHICHUMS: ..uvvvvvvvvvrnnvnnrernennenennnnns
TETEPOH: tiiiiiiiiiiiiiiiii e ,
DAKC: oeeiieiii e ,
€-MALL oo s
MODO. TETEPOH: eeiiiriiiiiiiiiiiiiniiiiiieee e et ee e e

C Hacrosimara aekjapanus
HTEKJIAPUPAM:

1. 3amo3HaT cBM ¢ Yesosusma u peda 3a CKAIOU-
6aHe HA UHOUBUOYAAHU 0020680pU 34 OMNYCKAHE U
3aniauiane Ha AeKapcmeéeHu npooykmu no ua. 262,
aa. 6, m. 1 om 3akona 3a sAekapcmeenume npooyKkmu
6 XyMaHHama MeOUUUHa, Ha MeOUUUHCKU U30eAUST U
Ha OUeMUYHU XPAHU 3a CNeUUAAHU MEOUUUHCKU UeAl,
cernacyBanu Mexay H30K u BOC na ocHoBanue
ui. 45, an. 17 ot 330.

2. PpKOBOAUTENSAT HA pa3KpUTATa OT MEH allTeKa
MAT.=PAPM. ettt st sttt st e
paboTu caMo B mocoveHara anTeKa.

3. B anTekara pasmoiaraM chbC:

— KOMHOIOTBpP, Pa3MOJOXKEH B NPHEMHOTO II0-

MelIeHNe;

— codryep, OTTOBAPSII HA OCHOBHUTE M3UCKBA-

Hus Ha H30K.

4.AnTekara me padboTn ¢ pabOTHO BpeMme:

B JEMHUYHM JHU: OT .cvoererreennnn b1 (0 JUUUUUTO

B MOYMBHU JHU:

- cpbora: or

— Heflless: OT

— Ha pa3noJOXKEHIE,;

B NPa3HUYHU THU:

— Ha pa3noJIOXKEHMUE,;

5. B anTekaTta paboTAT:

.................... Op. MaructTbp-papmaneBTn.

ITpu mpomMsiHa Ha TOPENOCOUEHUTE OOCTOSTEN-
cTBaTa ce 3a/biXKaBaMm aa ysegoms nucmerno P3OK
B CPOKOBETE, YCTAHOBEHM B 00pa3ena Ha JOTOBOP 3a
OTIYCKaHE Ha JIEKAPCTBEHU NPOAYKTHU, MEAULMHCKI
u3neaust M AMeTHMYHM XpaHU 3a CHeUMalHU Meau-
IMHCKYM IeJM 3a JOMAIIHO JieueHue, 3amjaljaHu
HanbJHO niau yactuyHo or H30K/P30OK.

Hara: ...

(noonuc u neuam)
ITpunoxenue Ne 3

JTOTOBOP
Ne voveerrereeenane / eveenens 2019 r.

3A OTIIYCKAHE HA JEKAPCTBEHU ITPO-

IVKTU, MEOQUIIMHCKY U3AEIUS U -

ETUYHNM XPAHU 3A CIHELMAJIHU MEN-

LIMHCKY LEJIN 3A JOMAIIHO JIEYEHUE,

3ATUIAIIAHY HAITBJIHO MV YACTUYHO
OT H30K/P30K

JIHEC, ..ccceeees 2019 .y B TP. eeerveenieeieceienieee
MEXY

HALIMOHAJIIHATA 3OJPABHOOCUTYPU-
TEIIHA KACA, rp. Codus 1407, yn. Kpuuum
Ne 1, BYIJICTAT: 121858220, mpeacraBiasiBaHa Ha
ocHoBanne ui. 20, ax. 1, t. 1 or 330 or .............



aupekTop Ha PalioHHa 3apaBHOOCUTYpUTEIHA

KACA — TP. eveeeeanineeenanieeeeaeneeeaantneeeanteeeeaeneeeanneeeeas s
ceganuue u agpec Ha P3OK: rp. s
VIL. ettt Ne ,
TEIL.. eeeeeeeeeeeieeee e e dakec: i, s
€-MAIL oo

Hapu4vaHa 3a KPAaTKOCT MO-J0JYy ,,B"b3JIO}KI/I—
TEJI“ - or enHa crpaHa,

(Haumenosanue Ha mvpeoéeyalKiona na lty)fcbecmpauuu;l

mwp2osey/e8poneiickomo Opyicecmao, 610 Ha MbP2oseld,

cedaauuie u adpec HA YNPasAeHue Ha AUUEMO, NOAYUUAO

paspewenue 3a mwupeodusi Ha OpebHO ¢ AeKapcmeeHu
npooykmu)

(umena no OOKymenm 3a CAMOAUUHOCH)
B KQUECTBOTO MY HA .eevvvvreeersiiiiiireeeeeanniiiireeeeeaanns ,

(Ha mwpeoGeya/kAoHa Ha uyHOeCMPAHHUS MBPeosel/
€8PONeLickomo OpyHecmao)
bankoBa cmeTka:

OTKPHUTA HA UMETO HAD ..oooiviiiiiiiiiiiiiiieeeiieee e
Tem. o /PAKC: i ,
email ..o
MpUTEeXaBAIl pa3penieHne 3a ThpProBus Ha npe6Ho
C JeKapCTBEHM NPOAYKTHU B anTeka Ne/mara ....... ,
UBJAMEHO OT ..oeviiiiiiiiiiiiiiie it eiiee e e
Anpec Ha anTeKkara:

OOITACT ovvvviiee e e et s
OOLIIVITHA weneeeeeee e e s

PBKOBOAMTEN Ha alTeKaTa:
MAT=QPAPM. ceiiiiiiiiiiiiiiiieieie e ,
(umena no OoKymenm 3a camoAUUHOCH)
YWH Ha maructbp-$papmManeBTa — pbKOBOAUTET HA
ATTEKATA ..eeiiiiiieiiiiiie et
Anpec 3a KOpeCcHOHACHIMS (Ha THProBena): ........
TenePOH: ooveiieerciceee , GAKC: e
E-mail .....ccccce. , MOO. TETEPOH: ..ovvvveerrnrrnanenn.
Peructpanmonen Ne Ha anTekara B P3OK: ......... s
HapuuaH no-poay 3a kparkoct ,,JM3ITBJIIHU-
TEJI“ — or gpyra cTpaHa,

Ha ocHoBaHue un. 45, an. 17 or 330, un. 7,
an. 1 m un. 16, an. 1 ot Hapenba Ne 10 ot 2009 r.
3a yCIOBMATA, pela, MeXaHu3Ma U KPUTEPUUTE 3a
3annamane ot HanmonanHara 31paBHOOCUTY PUTET-
Ha Kaca Ha JEKapCTBEHM NMPOXYKTH, MEAMIMHCKIN
M3eNNs U Ha AMEeTUUYHM XPaHM 3a CIENUANHU Me-
AUIITHCKY LI, JOTOBapsiHEe HAa OTCTBIIKY U ITpHIIa-
raHe Ha MeXaHNM3MU, TAapAaHTUPAIIY IPEABUANMOCT
u ycroitunBocT Ha Oromxkera Ha H30K (1B, op. 24
ot 2009 r.) (Hapenba Ne 10) u B cbOTBETCTBUE CHC
cernacyBanute mexay H30K n BOC Vcenosus
M pel 3a CKIIOYBAaHE HAa MHAUBUAYAJIHU JOTOBO-
pU 3a OTHyCKaHE U 3aljalllaHe Ha JIEKAapCTBEHN
NPOAYKTM MO ui. 262, am. 6, T. 1 oT 3akoHa 3a
JeKapCTBEHNUTE MPOAYKTU B XyMaHHaTa MEANIMHA,
Ha MEIMUMHCKM M3JeNnus U Ha AMETUYHU XpaHU
3a cHenMajJHM MEIUIMHCKM Leau, 3aljalllaHu
HanbaHO uau vactuuHo ot H30K

Ceé CKIIIOYM HACTOAMIUAT JOTOBOP 3a CIETHOTO:

Pazpgen I
IIpenmeT Ha norosopa

Ya. 1. (1) I3sobnauTENsSIT Upe3 IOCOUEHAaTA aIlTe-
Ka ce 3a7bJIKaBa ja OTIIyCKa Ha 37 paBHOOCUTYPEHUTE
anma (30J1) mekapcTBEHM NMPORYKTHM MO WiI. 262,
ain. 6, T. 1 or 3aKoHa 3a JEKApCTBEHUTE MPOAYKTH
B xyMaHHara mexnuuHa (3JIIIXM), BknioueHn B
npunoxenue Nel Ha TTo3uTUBHMS TEKAPCTBEH CIUCHK
(IJIC), 3a moMamHO JIeUeHNME Ha TEPUTOPHUATA Ha
CTpaHaTa, 3amjallaHy HambJIHO UM YACTUUHO OT
H3O0K mo pena na Hapenba Ne 10.

(2) I3nbaHUTENSIT Ype3 OCOUEHATa alTeKa Mie
OTIIyCKa MO pefa Ha TO3U AOTOBOP:

1. Bcuukn gekapcTBEHM NPOAYKTH IO al. 1,
W3BBH Te3M 1O an. 2, T. 2 O

2. JlekapcTBEHM NPOLYKTY OT CIACIHUTE IPYIIN:

2.1. JlekapcTBEHU MNPOAYKTU, CHABPXKAIIU
HApKOTUUHU M YIONBaUIM BELIECTBA i

(npu ycaosusima na 3KHBII)

2.2. JlexapcTBeHU NpPOAYKTHU OT rpymna IA,
MpeATucBaHy 1o ,, [ IpoTOKOI 3a mpeanucBaHe
Ha JekapcTBa, 3amnamanyu ot H30K/P30K*
(o6p. M3-H30K) O
2.3. JlekapcTBeHM HpoOAyKTU OT rpyma IB,
ImpeamnucBany no ,, IIpoTokorn 3a npeanucBane

Ha jJekapcTBa, 3amnamanu or H30K/P30K*
(06p. M3-H30K) O
2.4. JlekapctBeHu npoayktu ot rpyma IC,
HnpeanucBani 1o ,, IIpoTokosn 3a npeanucBane
Ha JeKkapcTBa, 3amnamanu ot H30K/P30K*
(06p. M3-H3O0K):

2.4.1. JlexkapcTBeHM NPOAYKTU 3a MOAABP-
JKalla XOpMOHallHAa Tepanusi Ha OOJHM OT
3JI0KavyecTBEHN! 3a00IsBaHMS i

2.4.2. JlekapCcTBEHU MPOAYKTH — aHAJIOTOBU
UHCYIVHNA O

2.4.3. JlekapcTBeHM NPOAYKTH, IPEHA3HAUE-
HMU 32 IOAABPKAIIO JIEUEHME HA TPAHCIIAH-
TUPaHM MalMEeHTU O

2.4.4. JlekapcTBeHn npoaykTu ot rpymna IC
obeztesmmo 1. 2.4.1., 1. 2.4.2. u . 2.4.3. O

2.5.JIekapcTBeHN NPOAYKTH, CHABPKALN
€HO aKTHBHO BEIIECTBO (MOHOIPOAYKTH)
3a JeueHme Ha 3a00JIIBAaHETO €CEHIMalHa
xunepronuss ¢ MKb kopg I 10 O
(8 cayuati ue usNBAHUMEASIM ULEe OMNYCKA AeKap-
cmeenu npoOyKmu om CbOmeemnama 2pyna no
ua. 1, an. 2, m. 2, 6 keaopamuemo cpeuiy nes ce
nocmass 3uak ,X*)

Ya. 2. (1) IsombaHuUTENAT Upe3 mocoueHaTa anre-
Ka ce 3agbixkana ga ornycka Ha 30JI 3a gomamHo
JieueHne Ha TePUTOPUSITA Ha CTPAHATA MEAUIIMHCKYU
u3neausT M AMETUYHM XpaHU 3a CHeUMaTHU Meau-
HUHCKU TEJN, 3aMaljaHy Hall'bJIHO UJIY YaCTUUYHO
ot H30K ot cnuchuu, KakTo CJlIefBa:

1. Cnucwk ¢ meouyuncku uzoeaus, koumo Hauu-
OHa/Hama 30pasHoocuzypumetna Kaca 3aniauida 8
yCcA0BUSIMA HA U3EDHOOAHUYUHAMA MEOUUUHCKA NOMOU,



(yrBppmen ¢ Pemenme na Han3zopHus cbBeT Ha
H3OK no pena va un. 13, an. 2 or Hapenba Ne 10;
nyOonuKyBaH Ha MHTEepHET cTpaHunara Ha H30K);

2. Cnucvk Ha OuemuuHu Xpamu 3a CHeyuatHu
MEOUUUHCKU UeAlU, CMOUHOCMmmMa Ha KOUmo ce 3da-
naawa Hanvano uau uacmuuno om H30OK (M3roTBeH
[0 pefa Ha IrylaBa BTOpa OT Hapejdara mo ui. 45,
an. 9 or 330 n Pemenne va HC ma H30K Ne PJI-
HC-04-5/19.01.2015 r. B cuma ot 1.02.2015 r.).

(2) VM3obaHUTENAT uUpe3 mocouyeHaTa amnTeka
OTIYCKAa MEAMIOVHCKYU WM3OENNs M AUETUYHU Xpa-
HU 3a CHeUMaJHU MEAUIIMHCKYU Lean mo aji. 1 or
CIEAHNUTE TPYIU:

1. IueTnuyHu XxpaHu 3a CHenMaIHu

MEIUIINHCKY IIeJTNI O
2. MenuumMHCKM U3Oenus 3a

CTOMUpaHU OOJIHU O
3. MeauumHCKM M3AEANUST — TECT-IIEHTH |
4. MenuumuHCKM U3Jeansl — NpeBpb3KU 3a
OyJ03Ha enuaepMosn3a m|
5. MeauumHCKM U3AEnusl 3a npuiaraHe

C MHCYAMHOBA TTOMIIA |
6. MenuumHCKY U3Aeans 3a CyOKyTaHHa
NHPY3UsT Ha MMYHOTIYOONMHY |

(6 cayuaii ue usnvAHUMEASIN WEe OMNYCKA MEOUYUH-

CKU U30eAUSsT UfUAU OUeMmuuHU XPAHU 34 CHeUUuatnu

MEOUUUHCKU UeAu NO UA. 2, ad. 2, 6 K8aopamuemo

cpewy cbomeemHuama 2pyna ce nocmagési 3Hak , X*)

(3) 3bIHUTENAT OTIYCKA MEAMIIMHCK Y M3
3a CTOMMpAHU OONHM, MPEBPBH3KNU 3a OyJI03HA enu-
AepMOJIN3a U MEIAMUMHCKN U3AENNs 3a NpuijaraHe
C MHCYJIMHOBa nommna o aumura 3a eguo 30J1 3a
€AMH MECEl, ONpPEJENIeH 3a Te3U MEAUIMHCKU U3-
oenmus B cumcbhbka mo ai. 1, . 1.

Pasgen 11
YcaoBus u pex 3a oTHmycKaHe Ha JIEKAPCTBEHU
NMPOAYKTH Mo wi. 262, an. 6, T. 1 or 3JIIIXM, Ha
MeIMIMHCKN U31eJIUs M TUeTUYHN XPAHU 32 CrelH-
aJIHU MeTUIIMHCKN [eJIU B U3M'bJIHEHNE HAa T0TOBOpa

Y. 3. (1) Ornyckanero Ha JITT, MU u IX ce u3s-
BBPIIBA CAMO B alITEKATa OT MAarncTbp-papMauesT/u,
paboreni/un B Hes.

(2) M3nbaHUTENAT ce 3aabiXKaBa [ga OTIYC-
ka JIIT — mpegmeT Ha porosopa, HpM CHa3BaHe
pasnopendute Ha 3JIIIXM, Hapenba Ne 4 ot
2009 r. 3a ycnoBusiTa U pefa 3a HNpeJNUCBAHE U
oTIycKaHe Ha jJekapcTBeHn mpoayktu (Hapenba
Ne 4), Hapenba Ne 28 ot 2008 1. 3a ycTpoiicTBOTO,
pena m opraHm3anusTa Ha paboTaTa Ha alTEKNUTE
I HOMEHKJATypaTa Ha JIEKapCTBEHUTE IPOAYKTH
(Hapenba Ne 28) m ykaszanmsara Ha H3OK mo
npuiIaraHe u THIKYBaHE Ha AOTOBOpPa, KOUTO ce
M3TOTBST ChbBMECTHO ¢ npexacrasurennte Ha BAOC,
onpenenenu no pega Ha 330.

(3) I3mbIIHUTEJIAT ce 3aAbiKaBa 1a oTnycka MU
n IX cerinacio cnucbuy Ha H30K, nydnukyBanu
Ha MHTepHeT cTpaHunara Ha H3O0K.

Yn. 4. (1) 3a ormyckane Ha JIII, MU n OX
M3MBIHUTEIST M3UCKBA MPEACTABIHE HAa JOKYMEHT
3a CaMOJNMYHOCT Ha NMpuHOCUTEens n ,PenmentypHa
omanka“ — M3-H30K Ne 5, nnn ,,Penentypna 61as-
ka“ — M3-H30K Ne 5A, Ha KOSITO ca Mpeamnucanu

JEKapCTBEHUTE MPOAYKTU (pecr. MeJMIMHCKUTE
U3AENUS/AUETUUHUTE XpaHU 3a CIELMATHU Meau-
LUHCKN 1ey), HapuvaHa 3a KpaTKoCT ,penenra“.

(2) pu mpepnucann JIII, MU n OX 3a xe-
YeHUEe Ha XPOHMYHO 3a00JsiBaHE 3a MU3IBIHEHUE
Ha peuenrtara ce nmpeacrtass u 3aBepeHa ot P30K
,PermenTypHa KHIXKA HAa XPOHUYIHO OONHUA".

(3) Ornyckanero Ha JIII, npepnucasn ¢, Ilporo-
KOJII 32 MpeANNCBaHe Ha JIEKapCcTBa, 3aliIalaHu oT
H30K/P30K¢, ce n3pbpuiBa ciej IpeJcTaBsiHE HA:

1. noxymenture no an. 1 u 2;

2. opurusHan Ha ,,IIpoTokona 3a npeanucBaHe Ha
nekapcTsa, 3annamann or H30OK/P30K®, yrebpaen
ot komucus B IIY na H30K/P3OK u 3aBepeH ot
P30K, Ha TepuropusiTa Ha KOATO € aKTYaJIHUAT
n300p Ha obmonpakTukysam gexap (OI1JI) na 30J1;

3. Kommue Ha MPOTOKOJA MO T. 2.

(4) VI3obaHUTENAT MMa MPaBO Ja M3IMIBIHSIBA
peuentu, ¢ kouto ca npeanucanu JIII, ceabpxamn
HApKOTUYHU M YNOBAIlM BEIIeCTBa, CAMO B CIy-
4yaji ye amnTeKkaTa Cceé HaMUpa Ha TEPUTOpUATA HaA
obnacTTa MO MECTOM3AaBaHE Ha pelenTara.

(5) M3pbH cayuamre no an. 4 M3MBIHUTEIAT
U3NBJIHSBA PELENTH, ¢ KoUTo ca npepnucanu JII,
MU N OX, BKJ. 1 32 OCTPU U 32 XPOHUYHU 3a00-
NBaHUA, 0€3 OIJIe] Ha TEPUTOPUATHU OTPAHNYEHNUS,
CBBP3aHU C IPEANNCBAHETO HA JIEKAPCTBEHUTE NIPO-
AYKTU UM n360pa Ha OOIIONMPAaKTUKYBAIll JeKap.

Y. 5. (1) JlekapcrBenure npoayktu, MU u X
ce OTIIyCKaT Ha:

1. auua ¢ HempeKbCHATHU 3APAaBHOOCUTYPUTEIHNU
mpaBa;

2. Auua, OCUTYpEHM B pyra AbpxkKaBa — YJIEHKa
Ha EBpomneiickusa cbio3, B llIBeiinapus uau B abp-
KaBa — ctpaHa no Cnopasymennero 3a EBpomneii-
CKOTO MKOHOMM4YecKO mpocrpaHcTBo (Hopserus,
Vicnanaus u JInxteHuain), 3a KOUTO ce Mpuiara
3aKOHOfIaTeJNCTBOTO Ha Penybnuka bbarapus cb-
TIIaCHO NMpaBKUiaTa 3a KOOpPAMHALMS HA CUCTEMUTE
3a collMajHa CUTYPHOCT MO cMuchia Ha § 1, T. 22
ot II3P na 330;

3. 1uua, 3a KOUTO Ce IMpujara 3aKOHOJATeJICTBOTO
Ha Penyonuka Bearapus mo cuiara Ha ABYCTpaHHU
CIIOTOAOM 32 COLMAIHO OCUIYpsiBAaHE CBHOOPA3HO
MaTepuanHus U NepCcoOHaNIHUs UM OOXBarT.

(2) Maructbp-papmManeBTsT H3BBPIIBA TPOBEPKA
Ha uHTepHeT cTpaHunarta Ha HAITI 3a HenpekbcHaTH
31paBHOOCUTYPUTENHU NpaBa Ha Junara mo an. 1,
1. 1. Ha numa, 3a KouTO € mMOCOYeHo, ue ca c mpe-
KBbCHATH 3APAaBHOOCUTYPUTEIHM ITPaBa, C€ OTIYCKAT
npeanucanure JIII, MU n JIX camo B ciayuaii ue
HPECTaBAT JOKYMEHT — YIOCTOBEPEHUE/CIIPABKA 32
3aMIaTeHN 3APAaBHOOCUTYPUTENHN BHOCKY/BbB3CTa-
HOBEHU 3[]pAaBHOOCUTYPUTEIHNU NPaBa, U3AAJEH OT
HATII, npuapyeH ¢ KOIue Ha CbOTBETHUS JOKYMEHT.

(3) Cnen karto ce yoenu BbB BEpPHOCTTA Ha KON~
€TO IO aJl. 2, MaruCThp-$papManeBTHT C€ MOAMINICBA,
nocrassa rpu¢ ,BapHo ¢ opurmHama“ um sagbpxKa
CBIIOTO B alTeKaTa 3a HYXJAMTE Ha OTYMTAHE Ha
n3nbiaHeHuTe peuentu koM P3OK.

(4) Pa3nevaTka Ha cipaBKa OT MUHTEPHET CTPAHU-
nata Ha HAII ce npaBu 3agbJIKUTENHO B CIIy4Yaure,
KOTaTo COPTYEPBT, C KOWTO pabOTST alITEKUTE, M3BEIE
HNpEeAyNpPeINTETHO CHOOIIEHNE 3a CBHUIECTBYBALIU
HEMbJIHOTK (TPM Mecena) B 3[paBHATAa OCUTYpe-



HOCT Ha nnmerto. Cbiara ce 3aBepsiBa C MOAIIC I
meyar OT PHKOBOAUTEINSI HA alTeKaTa 3a HyXKAUTE
Ha OTUMTaHe Ha U3N'blIHEHNUTE peuentu KpM P3OK.

(5) 3a ormyckane Ha JIIT, MM n OX nnuuara 1o
an. 1, T. 2 mpeacTaBsAT Ha MarucTbp-PpapmMalneBTa
elVH OT CIEeTHUTE JOKYMEHTH: €BpOIeiicKa 3/1paB-
noocuryputenna kapra (E30K), YnocroepeHne 3a
BpemeHHo 3amecTBaHe Ha E30K (VB3 na E30K)
nnu ypocrosepenue 3a perucrpauus B P30K, npu-
APYXkKEH ¢ KONNe Ha CbOTBETHMSI NOKYMEHT.

(6) Cnen kato ce yoenu BbB BEPHOCTTA Ha KOIIN-
€To 0 all. 5, MarucTbp-GpapMaLeBTHT C€ NOAMNNUCBA,
noctaBsa rpud ,BspHO ¢ opurmHama“ m 3agbpKa
CBUIOTO B alTeKaTa 3a HYXJIMUTE Ha OTYMUTAHE Ha
n3nbIHEHNTe peuentu KM P3OK.

Yua. 6. (1) PenenraTa He ce M3MTBJIHSBA B alITEKaTa
U ce BPbIA HAa IIPUHOCUTEIS 1 B CIEIHUTE CIyYanu:

1. ako numerto, Ha KoeTo ca npegnucann JIII,
MU u OX, e ¢ npekbCHATH 31PAaBHOOCUTYPUTETHNI
npaBa KbM JaTaTa Ha U3MBIHEHNE Ha pelenTarTa,
KAaKTO M aKO € OCBOOOAEHO OT 3aJbJKEHUETO [a
3aIIana 3paBHOOCUTYPUTEIHY BHOCKI Ha OCHOBA-
Hue uin. 40a, an. 1 330 (mpebuBaBamiu B uyK0uHa
moBede oT 183 mHU B egHa KajJeHmapHa TOJMHA);

2. aKO HE OTTOBaps Ha M3NCKBAHUATA, TOCOUCHN
B uUl. 3, an. 2 u 3;

3. mpeanmMcaHMAT JEKapCTBEH INPOAYKT HE ce
3ammama or H30K;

4. Ipu HECHOTBETCTBME MEXKAY Ipeancanus 0poii
omakoskyu ot JIII u onpepenenara no3a Ha npuem
U JpPYruTe OoOImM M3MCKBAHUS IO NMPEANNICBAHE Ha
JIT, M n IX;

5. He ce npepncrass 3aBepeHa B P3OK , Penern-
TypHa KHMKKaA 3a JIEUeHUE Ha XPOHUYHO OOnMHMA®
UM JOKYMEHTHU 1O ull. 4;

6. cbABbpKA HECBIIECTBYBALIN /UM HECHOTBET-
crBamym Komose Ha JIIT, MU u JIX 1 MKbB-konose;

7. xorato Ha 30JI 3a equH U CHIIM NEPUOA HA
nevyeHne ca npeanucanu ot OINJI, nekap no geHran-
Ha MEANMIIMHA 1/MIN OT JIEKap-CIeINaNICT TOBeYe
OT TpHU JEKApPCTBEHN NMPOAYKTA 3a €IHO 3a00isaBa-
He (equa MKB-kon), kKakTo u mpu aybiampaHe Ha
MpeanncannsaTa B paMKUTE Ha CPOKa, 3a KONTO ca
MPEANICaHN JIEKAPCTBEHN HPOAYKTH;

8. korato Ha 30JI 3a enuH U ChHUIM NEPUOA HA
JleueHne ca npeanucann egaospeMenno JIIT or rpyna
IA u npyru 3a nedeHne Ha ChHUIOTO 3a00JsIBaHE,;

9. xoraro Ha eaHo 30JI ca mpeanucaHu ef-
HoBpemenHo JIII, mpuHagmexamm KBM E€THO WU
CBINO MEXAYHAPOJHO HETMATEHTHO HAUMEHOBAaHUE,
3a moBeue OT egHO 3abonsiBaHe (epun MKB-kon)
HE3aBUCUMO OT BUAA M Opos Ha U3JaJEHUTE pe-
OEeNTypHN OJTAHKU;

10. xoraro 3a neuennero Ha exno 30JI Ha enHa
1 Ccbllla pelenTypHa OJaHKa HE3aBUCUMO OT IOJ3-
BaHUs obpazern ca npennucanu JIIT, MU n OX;

11. xkoraro 3a neyenmero Ha eqHo 30JI Ha egHa
1 ChlIA pellenTypHa O1aHKa HE3aBUCUMO OT 110JI13Ba-
HIS o0Opaser ca MpeAncaHy Hall'bIHO M YaCTUIHO
3annamann JIIT;

12. xorato AMIETO HE MPEACTABU JOKYMEHT IO
un. 5, an. 2 unn 5;

13. xoraTo B pellenTypHaTa KHMKKa Ha XPOHUYHO
OONHISA HE ca BIMCAHY IPEANNUCAHUTE TeKapCTBEHNU
MPOAYKTHU, MEANIMHCKY U3CIUS U IUSTUUHN XPAHN
3a CIenmMajHM MEAUIMHCKU HEen;

14. koraro penenTtypHaTta OJaHKa 32 IEKAPCTBEHNU
HNPOAYKTHU, MPEANUCBAHNU 110 IPOTOKOT, € M3AafAeHa
cieq M3THYaHE BANMAHOCTTA HAa MPOTOKOIA;

15. xoraTo penenTypHaTa KHUXKA € HOIN'bJIHEHA
HeueTnuso ot VIMII,;

16. xoraTo peuenTtypHarta OJaHKa HE € MOI'bIIHE-
Ha B HOPMATUBHO OIIpefelieHaTa ¢popMa ¢ BCUUYKN
TaHHU, TIOANNCAHN U TMOAIIEYaTaHU OT ChOTBETHUS
U3I'BIHUTEI Ha MEAUIITHCKA UIN AEHTATHA TOMOII,
Ipeanncal JIeKapCTBEHUTE TPOAYKTH.

(2) He e mannue nyGianpane Ha ONpEANMCAHUSITA,
aKO B paMKHUTE Ha CPOKa, 3a KONTO ca HpeANuCcaHU
JNEeKApCTBEHN MPOAYKTU CBC CPOK, pa3lU4YeH OT
30 mHM, OOIIOTO KONMUYECTBO JEKAPCTBEHU IPO-
AYKTH, OTHYCHATU MO OTAETHUTE OTPA3BUM HA
peuenTtypHa Omanka (obpazen M3-H3O0K Ne 5 n
5A), He NpeBUIIaBa MPEANICAHOTO KOJNYECTBO 3a
100 gun. Hacrosimmara pasnopenda He ce mpujara B
cnyuaute, korato Ha 30JI e npeanucan camo egnH
JIEKAapCTBEH MPOAYKT.

(3) znapena n m3mbiaHeHa penenTta 1o ,IIpo-
TOKOJI 3a NMPEANNUCBAaHe HA JIEKapCTBa, 3allJIAlllaHN
ot H30K/P30OK* u/unu ,PenentypHa KHUXKKa Ha
xpoHn4HO OonHus“, 3aBepernn ot P30OK B nmpotu-
BOpeune Ha M3UCKBaHMATA, ce u3nbaHaBa u JIII ce
3aMIallaT Hal'bJIHO UM YaCTUYHO Ha U3IT'BIHUTENS.

Pazngen 111
IIpaBa u 3aabJKeHUsS HA BH3JIOKUTEA

Y. 7. (1) Be3nmoxuTensT nyOnInKyBa Ha MHTEP-
HeT ctpaHunaTta Ha H30K ocHOBHMTE U3MCKBAHU S
KbM codTyepa, oOpaboTBam perenTypHuTe OIaHKI,
3aJBIXKUTEIHNTE HOMEHKIAaTypu um ¢dopmara Ha
OTUETHUTE €JEKTPOHHM JOKYMEHTH U YKa3aHUSATA,
npeasuaenu no Hapenba Ne 4 m Hapenda Ne 10.

(2) TIpu mpomenm B mpuioxenume Ne 1 Ha
ITJIC u B ciucwvuure ¢ MU u X BB3TOKUTEISAT
nyonukyBa Ha MHTepHeT cTpaHmupara Ha H3OK
akTyanm3upamu ¢aiisoBe KbM HOMEHKJIATYpPUTE
Ha amnTedyHust copryep BBB opmar, ompemeicH
ot H30K, ganHuTEe B KOMTO Cca 3aAbJKUTEIHN 3a
U3IBIHUTENS. AKTyanu3annuTe BIN3aT B CUIA OT
1-Bo uau 16-o0 umciio Ha Mecena.

(3) IIpu npomenn B npunoxenne Nel ma ITJIC
BB3IIOKUTENAT U3TOTBSI CHOTBETHUTE AKTYaIU3U-
pamu daiinoe B cpokosetre mo Hapenda Ne 10.
H3O0K ce 3agbaxaBa fa MOAAbpXKa MCTOpUS Ha
BCUYKU CTOWHOCTU Ha JIEKAPCTBEHMUTE MPORYKTH
ot npunoxenne Ne 1 na IIJIC ¢ goroBopeHure 1o
pena Ha uin. 45, an. 10 or 330 orcTbHKHU, KAKTO
U 7[a TpefocTaBs aKTyalnm3upamy ¢aioBe KbM
HOMEHKJIATyPUTE HAa aNTEeUHUs coPTyep C AOTOBO-
pEHNUTE OTCTBIKN B CPOKOBETE MO all. 2.

(4) TIpomenure B cnucwvunre ¢ MU u IX ce
nyonmkyBaT Ha MHTepHeT cTpaHuuara Ha H3O0K
B CPOK HE MO-MajibK OT 15 AHM Hpeau BIU3aHETO
UM B CHIA.

(5) B caryuaure, KoraTo Bb3JIOKNUTEIAT HE € U3-
IT'BJTHUII 32 TBJIKEHIETO CH T10 IIPEIXOIHITE AT HEN,
U3I'BIHUTEISAT HE HOCH OTTOBOPHOCT.

(6) VM3nbmHUTETAT HE HOCKH OTTOBOPHOCT 3a
CIla3BaHEe HAa M3MCKBAHUATA 32 MPEANICBAaHE Ha Jie-
KapcTBeHM npoayKTu ot npuinoxennue Ne 1 na ITJIC,
KOTaTO He IMpHUTEXaBa HeoOXonmMaTa MEeJUIMHCKA



nHPOpMANNs OT HPEACTAaBEeHUTE IO pefa Ha JAo-
roBopa JOKYMEHTM OT HAlMEHTa, 3a JEKAPCTBEHU
MPOAYKTH, TOCOUYEHN B ,,YKA3aHUETO 10 uJl. 3, anl. 2
OT gorosopa‘“.

Yn. 8. (1) Be3moxurensT ce 3aabiKaBa ja
3alama ABIXKMMUTE CyMU 3a OTIYCHATUTE M1
otuereHu oT usnbvanurensa JIII, MU n IOX npn
yCcIOBMSITA, B CPOKOBETe U IO pefa Ha Hapenba
Ne 10. B cmyuamre, KoraTo HpHUTeXaTeIUTe Ha
paspelieHne 3a TbproBusl Ha €1pO C JE€KAPCTBEHN
MPOAYKTM Ca CHaOAMINM U3NBIHUTENS C JeKap-
CTBEHU HNPOAYKTU (IIpeMET Ha JOrOBOpa) C HUBO
Ha 3amnamane 100 Ha ¢cTO HA CTOMHOCT, IMO-HUCKA
OT ompejejeHarTa cbhriaacHo 4ia. 55 or Hapenbarta
3a yCIOBMSATA, MpaBuUiaTa U pefa 3a peryiupaHe
I pEerucTpupaHe Ha IEHUTE Ha JIEKAapCTBEHUTE
npogyktu, H30K 3annama 3a nekapCTBEHUTE
MPOAYKTHU MO-HUCKATa CTOWHOCT.

(2) Bp3moxuTensAT ce 3ambIKaBa Aa HE Ipe-
MOCTaBsl HA TPETH JNUIA OCBEH B IPEABNUACHUTE
OT 3aKOHA CJIydYau AaHHY, KOUTO € TONYyYui mpu
UM IO MOBOJ U3INBbJIHEHUE HA JOrOBOpPAa OTHOCHO
M3BBPIIBAHATA OT M3IBJIHUTENS AeiHOCT. Bb3io-
JKUTEJAT Ce 3a7’bJIKaBa Ja He IIpelocTaBsl Ha TPETU
JMIa OCBEH B IIPEABUAEHUTE OT 3aKOHA Clydau
KOHKPETHU JaHHW OTHOCHO KOJIMYECTBA M BUOBE
Ha OTIYCKAaHNUTE B M3I'bJIIHEHNE Ha gorosopa JIII,
MU u AX OoT M3NbIAHUTENS.

(3) Bp3moxuTeIAT 3am1alia Ha U3IbIHUTEIS 10
0aHKOB NI'BT MO MOCOYEHATa B AOroBopa 0OaHKOBA
CMETKa ABJIXKUMUTE CyMU 3a OTIIYCHATUTE U OTUE-
teHu no porosopa JIIT, MU/ n IX B 30-nHEBEH CPOK
OT U3THYAHE HA CPOKA 32 OTUYUTAHE HA CbOTBETHMS
otueTeH nepuoxa B P30OK.

(4) TIpu ycraHOBsiBaHE Ha IMOJYyYCHUM OT W3-
MBIHUTENST CyMM 0€3 NMpPaBHO OCHOBaHUE, KOUTO
HE ca B pe3yiTaT Ha U3BBPIIEHO HapylIeHUEe Ha
AOTOBOPA, BB3TOKUTEIAT CHCTABS MPOTOKON 3a
HEOCHOBATENHO MOJIYUYEHN CyMMU, B KOITO MOCOYBA
pasMepa Ha CYMUTE, OOCTOSITEICTBATA, CBBP3aHU C
M3BBPIICHOTO MJAIIaHe, BKJ. JIaTaTa, HA KOSTO €
M3BBPIICHO ITANIaHeTO. Bh3 OCHOBa Ha ChCTaBe-
Hus NpoToKol gupekTopsT Ha P3OK musnpama Ha
M3MBIHUTENS C MPENOPBYAHO MUCMO ¢ OOpaTHa
pasnucka NUCMEHa IOKaHa 3a BB3CTAHOBSIBAHE
Ha HEOCHOBATEJHO IojyuyeHure cymu. Ilokanara
MOJIJIEXK Y Ha OOXKaJlBaHe IO pefa Ha ATMUHUCTpa-
TUBHONIpOLECYalHUsI KOJEKC.

(5) 3npaHUTENAT Ce 3ambiIXKaBa B 14-THEBEH
CPOK OT BIM3aHE B cuja Ha I[OKaHaTta no an. 4
Ja 3amnaTu foOpOBONHO cymara/UTe, IOCOYEHU B
Hes. B mpornBeH cnyyaif Ts/Te ce mpuxBama/T cbC
CIIeABAlIOTO NJIAallaHe 110 JOroBOpa MJIN Ce Chboupar
MO0 CHOTBETHMS pen. B ciyuail Ha mpuxBaimaHe
BB3NOXNUTENAT U3JaBa MPOTOKOJI 32 U3BBPIIEHOTO
HNpuxXBalllaHe B 7-IHEBEH CPOK, BTOPUAT EK3EMILISIP
OT KOWTO Cé MPefoCcTaBs HAa U3MbIHUTENS.

(6) YcraHOBsIBaHE OT BB3IIOXKNUTEISI HA HEOCHO-
BATENHO MOJYYEHM CyMM OT U3INBIHUTENS MOXKE
Ja MMa KaKTO B PaMKUTE Ha U3BBPIIBAH KOHTPOI
no pasgen VI, raka u u3BbH Hero. B cinyuaure Ha
U3BBPIIBAH KOHTPOJT JUIaTa MO 4ll. 26 ChCTaBST
HAapOUeH MPOTOKOI, pPa3NN4YeH OT KOHCTATUBHUSA
npoTokoa no ui. 28, an. 1.

Yn. 9. Bb3noxurtensT uma npaBo fa yrpaxHssa
KOHTPOJ MO M3MBbJIHEHNE HA CKIIOUYEHUS JOTOBOP
CBIVIACHO pe€da M HauyMHa, ONpEJelieHM B TIiaBa
mecTa Ha YCIOBUS U peJ 3a CKIIYBAaHE Ha JIOTO-
BOpPU 32 OTIYCKaHE U 3aljalllaHe Ha JeKapCTBEHMU
OPOAYKTM MO 4i. 262, an. 6, T. 1 or 3akoHa 3a
JIEKApCTBEHNUTE MPOAYKTHU B XyMaHHATA MEJUIITHA,
Ha MEIMUMHCKU M3JAENUsi U Ha AMETUYHU XpaHU
3a CHenualHu MEIMUMHCKU IeJu, 3aljalaHu
Ham'bJIHO My yactuuHo ot H3O0K.

Pasgen IV
HpaBa " 3a0bJ2KEHNA HAa U3NI'BJHUTEIA

Yu. 10. (1) VI3obaHUTEAST ce 3agbliKaBa faa
ocurypssa JIII, MM u [IX — npenmer Ha norosopa,
Ha 30J1, Ha KOUTO ca MpeAlNUCaHI.

(2) TIpu aumca uiam HEJOCTATHUHO HATUUHO
konanuectBo Ha JIIT, MU n JIX B antekaTa u3nbJi-
HUTEJST Ce 33/IbJIKaBa /1a TO TOCTAaBI/OCUTYpPU HE
MO-KbCHO OT 24 yaca CYMUTAHO OT MOMEHTA Ha MOC-
THIIBaHE Ha peleNnTypHaTa OJaHKa. B TO3mu ciyuaii
JaraTa M 4achT HA MOCTBHIIBAHETO HA pEUENnTaTa ce
OTpa3siBaT BBPXY Hesl.

(3) IIpu meBB3MOXHOCT 3a mocTtaBka Ha JIII,
MM mnnm X OT THbprosely Ha €4pO MU3NbJIHUTE-
JSAT HE HOCKM OTTOBOpHOCT. Herb3MOXKHOCTTA ce
yAOCTOBEPSIBA C OTKa3 3a JOCTaBKa OT TBHPrOBEI
Ha €pO /10 U3IM'BJIHUTEINS UM C APYTU HOAXOLSIIIN
JOKa3aTeJCTBa.

(4) TIpn 3abaBa Ha miamaHusATa OT CTPaHa Ha
BB3JIOKUTEINS M3IMTBIHUTEISIT HE HOCY OTTOBOPHOCT
32 HEM3MbJHEHNUE Ha 3aJbJXKEeHusTa 1Mo aia. 1 u 2.

Yx. 11. (1) PaboTHOTO BpeMe Ha WU3INBJIHUTE-
JISl c€ MOCOYBA B 3asIBJIEHMETO 3a CKIIOUYBAHE Ha
JOroBOpa Mpu crna3BaHe M3uckBaHuATa Ha ui. 30,
an. 1ot Hapenba Ne 28 oT 2008 r. 3a ycTpoiicTBOTO,
pena m opraHm3anusTa Ha paboTaTa Ha aNTEKUTE
I HOMEHKJIaTypaTa Ha JIEKApCTBEHUTE MPOAYKTH.
PaborHOTO Bpeme ce 00sBsIBA HAa BUJHO MSICTO Ha
BXofa Ha amnTekara. [Ipe3 msmoTo paboTHO Bpeme
ce ornyckar JITI, MW n JIX, 3anjaamaHm HabJIHO
nan yactuyno or H3OK.

(2) Anrekara He MoOXe ja Obje 3aTBOpEHa 3a
noseye oT 30 AHM B paMKNUTE Ha €JHa KaJleHJapHa
roAMHA TOpagM OTCHCTBUE HA PBKOBOAUTENS L.

(3) B cryuaure mo as. 2, KoraTo pbKOBOAUTEISAT
Ha anTekaTa € eIMHCTBEH MarucTbp-PpapmanenT,
paborenn B Hesl, aniTekaTa He pabOTU B U3N'bIIHEHME
Ha HaCTOSIIM I IOTOBOP JI0 3aBpbIaHE HA PBKOBOMIN-
Tens. B To3m cayyvaii Ha BUIHO MSICTO 32 bJIKUTETHO
ce MOCTaBsl YBEOMIIEHIE 32 CPOKA, B KOWTO HsIMa
Ja ce M3MBbAHsABAT peuentu — odpasuu M3-H30K
Ne 5 m Ne SA, xkakTO M agpec Ha Hail-Onm3KaTa am-
Teka, kogato ornycka JIII, MU n JIX, 3annamann
HAmbJIHO uan yactuyuo ot H30K.

(4) ITpu oTCHCTBME HA PHKOBOMTEIS HA AlITEKATa
3a nepuof 10 30 JHU CHILUAT MOXKE fla C€ 3aMECTBA
OT MarncTbp-papManeBT, BKIIOYEH B CIUCHKA Ha
IepcoHaa Ha anTeKara.

(5) Ilpn orcbecTBME Ha PBKOBOAUTENS HA amTe-
kara 3a nepuop Haxa 30 AHM CBIIMAT CE 3aMECTBA
OT Marmcrbp-papmMameBT B CPOKOBE M IO pefa Ha
3JITIXM.

(6) PpKOBOOMTENAT HAa alTeKkaTa HE MOXE Ja
paboTy B moBEUe OT emHa amTeKa.

Y. 12. (1) VIBObIHUTEIAT CE 3abIIKABA:



1. ma crmeam 3a HACTBOWMJIN IPOMEHM B NPUIO-
xkeHne Ne 1 Ha ITo3uTHBHMSA NeKapCTBEH CNUCHK 1
[NEHNUTE Ha JIEKaPCTBEHNUTE MPOAYKTU HAa MHTEPHET
cTpaHunmara Ha MMHUCTEPCTBOTO Ha 3[paBeomas-
BaHeTo n Ha H30K;

2. ma cienm 3a HACTBIWUIIM IIPOMEHM B MHPOP-
ManusaTa mo 4i. 7;

3. ma crasBa:

a) yKa3aHUsTA, M3aJicHN Ha OCHOBaHME 4. 3,
an. 2;

0) INpaBunara 3a nobpa ¢papmaneBTUUYHA MpaAK-
Tuka U Ykaszauusita Ha BQC 3a mpuiaaraHe us-
nucksanusita Ha JIDII, edekTnBHO BbBEXKJaHE HA
CTAHJApPTNUTE 32 OOCTYKBAHE I IPABUIIATA 32 OIEHKA
Ha CBOTBETCTBUETO UM C Hes;

4. na He u3nucksa u ga He npuema ot 30J1/mpnu-
HOCHUTEJS Ha PelenTaTa JoIIamaHe, HaJBUIIaBaIo
MaKcuMaliHaTa CTOWHOCT, KosTo gomaaia 30JI,
MMOCOYEHA B MIPEOCTaBEHNS OT BB3IIOKNTEIS ChOT-
BETEH aKTyanusupamn] $pailial KbM HOMEHKIATYpPUTE
Ha anTe4yHusi copTyep, BaIuAeH KbM MOMEHTa Ha
OTIIYyCKaHE Ha JIEKAPCTBEHUS IIPOAYKT;

5. ma He M3BBPIIBA HEOOOCHOBAHU OTKAa3W, a B
cnyvyaute nmo uia. 10, an. 2 — ga gocTaBU M OTIYCKa
JII, MU u IX;

6. Ja cpAeiicTBa Ha JNNUIATA 1O 4. 26 U J1a UM
MPEeNOCTaBS:

a) JOKyMEHTauusiTa, OTHOCUMa KbM CHabAsIBa-
HETO Ha M3MBJIHUTENS OT THPrOBOUTE HA €IpO C
koHkpeTHu JIIT, MU/ u X 1 KbM OTIIyCKAHETO UM
Ha 30JI B u3nbaHenue Ha gorosopa ¢ H30K (¢pak-
TYpM 3a OCTaBKa; KPEAUTHU U3BECTUS; PUCKATHN
OOHOBe; pPelenTypHU OJaHKN);

6) ussneuenne (oruyer 3a H30K) ot mameTTa Ha
$UCKAITHOTO YCTPOICTBO B alTeKaTa 3a ChbOTBETEH
Mepuos OT BpeMe ChoOpa3Ho IeITa Ha MPOBEePKaTa;

B) BCMUKM MOMEILIEHMsI HA anTekara, B KOUTO
ce cpxpansBar u/uan ornyckar JIIT, MU n IX;

7. naHHUTE OT QPUCKaJHUA OOH 3a OTIYCHATUTE
JIIT, MU un X ga ¢chOTBETCTBAT HA JAHHUTE, BhBE-
J€HU B alTEUHUs cCOPTyep Ha anTeKaTa, U JTaHHUTE
OT perenTtypHaTa OJaHKa.

(2) VI3mbaHUTETSIT HIMA HIPaBO [a MPEXBbPJIs
B3€MaHUATA CU 110 JOTOBOPA C Bb3JOKUTEIN S HA TPETH
JanIa, OCBEH aKO HE € YBeJOMUJI IIPEeIBAPUTEIHO B
CPOK OT eITH MECEeI] BB3JIOKNTEIS U HE € TMOIYyUUI
cpruacue 3a ToBa. Ilpu numca Ha OTTOBOP B CPOK
15 mHU OT MOJaBaHE HAa YBEIOMJEHMETO CE CUNUTA,
Ye € HaJINIE MBJIYaINBO ChIIIACHE HA BH3IOKNTEIS
3a MPEXBBPISHE HAa B3EMaHETO.

Yn. 13. (1) VI3upaHUTEIST HE MOXE Jja OTITYCKa
JITT, xouTo ce 3amjganiaT HAObJIHO UM YaCTUUHO
ot H30K, cpemy TanoHm 3a OTCTBIKA UIN APYTU
AOMBIHUTETHN MaTepuanau, HemnpeasuaeHn B Ha-
penba Ne 4 mmm 3JITIXM.

(2) VI3obaHUTENAT MOCOUBA MPOAAXKHATA IEHA
BBpXy omakoBkaTa Ha JIII Ha oGo3HaueHO OT
NPOU3BOAUTENS MSCTO CBINIACHO ull. 5, an. 2 oT
Hapenbara 3a ycnoBusiTa, mpaBuiaTa U pefga 3a
peryiupaHe U perucTpUpaHe Ha IEHUTE Ha JeKap-
CTBEHNTE MPOAYKTIH.

(3) M3mpnHUTENAT OTHYCKA Ipeanucannte MU
n X npu ycnosBusiTa, pega u 1O LEHU CBIIACHO
cnucbuute Ha H30K n ykasaHusaTa mo TAXHOTO
nmpuiaraHe. B ciaydanTe, Korato mpuTexaTeanuTe Ha
paspelieHne 3a ThbProBUs HA €APO C JEKAPCTBEHN

OPOAYKTN Ca CHAOAMINM WM3NBIHNUTENS C JeKap-
CTBEHM HPOAYKTH (IIPEAMET Ha JAOrOBOpa) C HUBO
Ha 3ammamane 100 Ha cTO Ha CTOWHOCT, MO-HIUCKA
OT ompeaeneHaTa cbriaacHo 4i. 55 or Hapenbara
3a ycIOBMsTa, NMpaBUIaTa M pefla 3a peryinmpaHe
U pEerucCTpupaHe Ha IEHUTE Ha JEeKapCTBEHNTE
HNPOAYKTH, M3MBIHUTENST OTUYNUTA JIEKAPCTBEHNUTE
HPOAYKTHU IO MO-HUCKATa CTONHOCT.

(4) M3opaHUTENST ce 3a4biKaBa /1a MON'BIBA
CIIEIHNUTE TaHHY B peIeNTypHaTa O1aHKa B MOMEHTA
Ha otnyckaHe Ha JIII:

1. Ne u gaTa Ha M3NBIIHEHUE HA PEIENTaTa;

2. ETH/JIHY/upeaTudukauiioHeH HOMEp Ha
moxyuareis, Korato e padnnuex ot 30JI, Ha KoeTo
€ M3MUCAHA pEeLenTaTa;

3. cyma 3a JonjamaHe OT NallVEHTa;

4. mopmuc Ha M3MBIHSABAIINS PELENnTaTa Maruc-
Tpp-PpapmanenT, YVH Ha oTnyckamms MarucTbp-
dapManeBT U mevyar Ha anTeKarTa.

(5) B momenTa Ha ormyckane Ha JIIT cmex mo-
IbJIBaHE HA JaHHUTE MO al. 4 M3NBIHUTEIAT Ce
3aBJIKaBa J1a s MPefoCcTaBy 3a MONINC Ha IIPU-
HOCUTEIS.

(6) M3nbaHUTENSAT ce 3aablXKaBa [a MOMbJIBA
BCUYKIU M3UCKYEMU NAaHHU B pelenTypHaTa KHMUXK-
ka. JlaTaTa Ha OTIIyCKaHEe B pelEeNnTypHaTa KHIMXKKA
TpsOBa la CbOTBETCTBA HA JjlaTaTa OT peleNTypHaTa
6naHka. VI3mbIHUTENAT HsIMa MPaBo J1a ChbXpaHsiBa
peUeNnTypHM KHUXKXKM Ha TMAOMEHTN B allTeKara C
M3KJIOYeHne Ha ciayvyaute no ui. 10, amx. 2.

(7) M3npauurenst ornycka JIII, mpennucanu
IO TTPOTOKOJ, KaTO Clla3Ba CTPUKTHO YTBBpACHATA
CXeMa Ha JIeYeHNe B MPOTOKOIIA.

(8) M3mbauuTenaT npu ornyckane Ha JIIT, MU
n JIX uma npaso fa mpoBepHM 4upe3 IpefocTaBe-
Ha enxekTpoHHa ycayra or H30OK BammupHocTa Ha
peuenTypHaTta KHMKKa KbM JlaTaTa Ha M3MICBAHE
Ha pellenTaTa U BaJUAHOCTTA HA AMATHO3UTE KBM
JaraTta Ha M3MUCBAaHE U OTHycKaHe, 3a Kouto 30J1
nMa npaso jaa noayvasa JIIT, MU u IX.

Yn. 14. (1) VM3obpaHUTERAT ce 3aibliKaBa faa
paboTy B anTekara ¢bC COPTyep, KOWTO OTroBaps
Ha m3uckBaHusATa Ha H3O0K, ny6nukyBaHU Ha MH-
TepHeT cTpaHuuara Ha H30K.

(2) VI3nbaHUTENSAT ce 3ablIXKaBa Ja CbXpPAaHIBA
naEPOopManmATa 3a MIIOCTHOTO ABUIKEHNE Ha Ie-
KapCTBEHNUTE MPOAYKTHU, OTIIYCHATU B U3M'bIHEHUE
Ha JIOrOBOpa, KaKTO B OllepaTUBHATa Oa3a JaHHM Ha
copryepa, Taka I B apXUB 3a HE IMO-MAJKO OT €THA
roguHa. ApXuBbT TPsiOBa Ja MOXKeE a Bb3CTAHOBU
nHpopmanusTa 3a IBUKEHUETO HA JIEKAPCTBEHNUTE
MPOAYKTM Ha KOMIIOTHpPA B allTeKaTa B CIydail Ha
nedekT unm cpuB B xapayepHaTa KOHQUTYpauus Ha
anTevyHaTa nmporpama.

(3) IIpu mpoBepka M3MBIHUTEIAT € JIBXKEH J1a
OCUTYpPM Ha KOHTPOJHNUTE OPTaHM AOCTBI A0 NH-
dopMmanusaTa 1Mo an. 2 B MOMEHTa Ha MpPOBEpKaTa
B ollepaTuMBHATa 0a3a MaHHU, a TPU HEBB3MOXK-
HOCT — B TPUJHEBEH CPOK OT M3BBPIIBAHETO I
cien Bb3CTaHOBsIBaHE OT apxuB. VIHpopmanusaTa no
al. 2 3a ISIIOCTHOTO JIBUJKEHNE Ha JIEKAPCTBEHNUTE
MPOAYKTN ce TeHepupa OT codpTyepa Ha aNTEKUTE
B CbOTBETCTBUE CBHC CIPAaBKUTE, 1ePUHUPAHU B 10-
KyYMEHT ,, JI3uckBanus KoM codpryepa, oopadborsal
penenTuTe OT anTeKnTe”, MyOIMKyBaH HA MHTEPHET
crpanunara sa H30K.



Y. 15. (1) V3obaHuTensT ce 3aabliKaBa aa
BbBEX/Ja B copryepa 1o uit. 14, an. 1 peKBU3UTUTE
OT M3MBJIHSIBAHUTE peuenTu. VsuckBaHMUsATa KbM
copTyepa ce OMpEAeNnsiT CbBMECTHO OT IpeAcTa-
putenaure Ha H30K u BOC no pema ma um. 45,
an. 17 ot 330.

(2) BbBexjaanero Ha mHbOpManMsiTa MO an. 1
ce M3BBPIIBA B MOMEHTA Ha OTHYCKaHe Ha JIeKap-
CTBEHUTE MPOAYKTN, MEAUIMHCKUTE W3ACIUs U
AUETUYHUTE XPaHU 3a CHENMANTHM MeJUIUHCKU
Ienn B NPMEMHOTO MOMEIIEHNEe Ha alTeKaTa oT
Marmncrup-papmaneBra, KOWTO I'f OTIIYCKA.

Yn. 16. VI3snbAHUTENAT Ce 3aAbIKaBa NUCMEHO
Ja yBeJOMsBa BB3IOXKUTENS 3a IPOMsHA B 00CTO-
SITEIICTBA B CIEJHNUTE CPOKOBE:

1. mo 7 nHM OT JaTaTa Ha NOJaBaHE Ha 3asIBJICHIE
B cayvyaute no uia. 231 ot 3JITIXM;

2. 1o 10 nHM OT maraTa Ha MOJyyaBaHe Ha pas-
pEIIeHNEeTO 3a ThProBUs Ha JPEOHO C JEKApCTBEHN
npoaykTu no uia. 231, an. 2 uan 5 ot 3JIIXM;

3. no 10 gHM OT HacTBIBaHE Ha NMPOMsHA BbB!

a) NIUIEH3NATA 32 THProBUS HA APEOHO M CBX-
paHsSBaHE HAa HAPKOTUYHU BEIIECTBA;

0) TBpProBcKaTa permcTpanus;

B) OAaHKOBaTa CMETKA;

r) obOcrosATeNcTBA OT AeKnapauus(um) m Apyru
00CTOSITENICTBA, YAOCTOBEPEHN C JOKYMEHT, Mpef-
CTaBEH IPU CKIIOYBAHETO HA HACTOSIINS JOTOBOP;

4. B IeHs HAa HACTBIIBAHE HA IIPOMSIHA B CIICHKA
Ha MarucTbp-papMaleBTUTE, paOOTELIN B aNITEKATA,
KaTo ce MOCOYBa 3a BCEKU OT MaTUCTBP-PpapManes-
THTE MPOXBIKUTEIHOCTTA I Pa3NpPeeIEeHNEeTO Ha
pabOTHOTO BpeMe; yBEIOMIICHIMETO MOXKe J1a 0bjie
u3npateHo n nmo ¢axkc MIAM eIeKTPOHHA IMOIIa,
CKAaHUPAHO C MOANNC U IeYaT Ha anTeKaTa, Uin
MTOJIIICAHO C EJIeKTPOHEH IOAIINC;

5. BJIeHs Ha HACTBIIBaHE HA IPOMSIHA B paOOTHOTO
BpeMe Ha alTeKaTa MM Ha Mepuoja, mpes KONTo
amnTekara HsaMa Aa paboTH; yBETOMJIEHUETO MOXKE
na ObJe M3NpaTeHo M Mo ¢PaKkC UAM €JEKTPOHHA
moIia, CKAaHNPAHO ¢ MOAMINC M MeYaT Ha anTeKarTa,
VIV TIOAMNICAHO C €JIeKTPOHEH MOJIIIC.

Pasgen V
YcaoBus, pex M CPOKOBe 3a OTUNMTAHE U 3aljIallaHe

Yn. 17. (1) VI3obIHUTENSAT OTYUTA OTIIYCHATH-
T€ MPOAYKTU MO uid. 1 m 2 OT JOTOBOpa ABa MBTH
MECEYHO MO eJEeKTPOHEH IbT B yTBBpAeH oT H30K
¢dopmar ipe3 nHTepHET moprata Ha H3OK nnm upes
ye0 ycnyra. OtueTHUTE nepuoau ca ot 1-so go 15-o
YIUCIO U OT 16-0 10 MOCIEAHOTO UNCIO Ha MecCela.

(2) ENeXTpOHHUST OTYET MO ajl. | ce mpeacTaBs
Hall-KbCHO 70 TpeTusl pabOTeH JIeH BKIIOUYUTEITHO,
cienBall nepuosa. B cnyyvaii Ha Hecra3BaHe Ha TO3U
CPOK M3IIBbIIHUTEINST IPEACTABS €IeKTPOHHUS OTUET
B CJIEABAINMNS OTUYETEH NMepuof. VI3WBIHUTEIAT MOXKeE
[a IpefcTaBy OTYETHM JOKYMEHTH 3a HE MOBEUE OT
ABa TOCIENOBATEIHN OTUETHU MEpPUOJA.

(3) EnexTpoHHMAT OTUeT 1O al. 1 ce mogmmcna
C yCBhBBpPIICHCTBAH enekTpoHeH nopnuc (Y EIT) mo
cMmucbaa Ha wi. 13, an. 2 or 3akoHa 32 €NEKTPOHHMS
mokyMeHT u enektporHns nognnc (3EIEIT) camo
OT pPBKOBOANUTEJS Ha allTEKaTa ChIIACHO MPUIIOXKE-
Hue Ne 5 ,IlpaBuia 3a moanucBaHe Ha OTUETHUTE
€JIEKTPOHHU JOKYMEHTU“ K'bM HaCTOSI M1 IOTOBOP.

(4) 3a ornycHaTu NpoAyKTHM MO ui. 1 u 2 oT
AOroBOpa Ha NpaBOMMAINNU JNIA, OCUTYpPEHHU
B Jpyra JgbpxKaBa, CHpPsIMO KOUTO C€ Tpuiarar
mpaBMIaTa 3a KOOPAMHAIMS HAa CHCTEMNTE 3a
conmMaliHa CUTYPHOCT/IBYCTpPaHHU CIIOTOAOM 3a
COIMAJTIHO OCUTYPSIBAHE, PETUCTPAIIMOHHNUTE JAHHN
Ha manmueHTa TpsbBa fa CHOTBETCTBAT HA TE3M B
YOOCTOBEPUTENHMSI JOKYMEHT 32 IpaBO Ha 00e3-
LIeTeHNsI B HATypa B ciaydail Ha OoyecT, MallunH-
CTBO, TPYAOBM 3IOMONYKN MJIN HpOdeCcHOoHATHA
3ab0naBaHUs.

(5) Ilpu KOHCTAaTHpaHE HA TPELIKY B €IIEKTPOH-
HIS OTYET, CBBP3aHN C PErUCTPANVOHHY TAHHN U
PEKBU3UTHU, U3MBIHUTENSAT MOJy4aBa aBTOMATHYHA
HoTuUKANMA OT MHPOPMANMOHHATA CUCTEMa Ha
H3OK u eneKTpoHHUAT OTUET HE ce 00paboTBa OT
H3OK no nonyuaBaHe Ha OTYET C KOPEKTHU TaHHU.

(6) I'pemikm mo an. 5 morar nga ca:

1. perucrpannoHeH HoOMep Ha 1e4eOHO 3aBEfICHIIE,
YUH Ha nexkap, KoA Ha CIEUUATHOCT, OTPAa3€HU B
IBPBUYHNTE MEAUINHCKY AOKYMEHTN, HOMEp Ha
porosopa Ha usnbaHurtenss ¢ H30K, perucrpanu-
ounurte panuu Ha 30JI;

2. OTUeTEHaA JAEHHOCT U3BBH IpeMeTa Ha A0TO-
Bopa ¢ H30K;

3. HECBOTBETCTBUS C YCTAHOBEHNUTE PEKBUINTU
U CBOTBETHNUTE UM HOMEHKJIIATypH, OTHOCUMI KBbM
OTIIyCHATUTE MPOAYKTH MO ull. 1 1 2 OT gorosopa.

(7) B unpopmannonHnara cucrema na H30K ce
00paboTBa MOCIETHUIT MOJANEH B CPOKOBETE IO
an. 2 OTYET ¢ KOPEKTHU JaHHMU.

(8) Ilpn ycTaHOBsIBAHE HA TEXHUYECKNU TPEIIKIL,
CBBp3aHNU C HENPaBUJIHO BBbBEXKJaHE Ha JaHHU B
copTyepa Ha anTeKUTe M NMPABUIHO OTPA3eHU Ha
xaptueHn Hocuren, P3OK u3roreBs npoTokon u
YBEAOMABA U3NBIHUTENS Npe3 NHPOPMAIMIOHHATA
CUCTEMAa, KaTO N3MCKBA HOB KOPUTUPAH €IEKTPOHEH
OTUeTeH JAOKyMeHT. Kopekmum ce gomyckar mnpnu
CrpenIeHNn:

1. perucTpanuoOHHM JAaHHU HAa U3IMBIHUTENS,;

2. peructpannonuu ganuu Ha 30JI;

3. perucTpalMOHHY JAHHY 32 IPaBOMMAIIIN INIIA,
OCUTYpEeH! B Jpyra ABbpXKaBa, CIPSIMO KOUTO Ce
Ipujarat mpaBuiaTa 3a KOOpAUHAIUS Ha CUCTEMUTE
3a couMaliHa CUTYPHOCT/ABYCTPAHHM CIOTrOadM 3a
COIMATHO OCHUTYpSIBAHE,;

4. perucTpanmMoOHHM JaHHM Ha JIe4eOHOTO 3a-
BEJCHIE;

5. perucTpalOHHU [JaHHU Ha JeKap/lekap Io
A€HTaTHa MEIMUINHA;

6. HOMep 1 faTa Ha aMOyJIaTOpEeH JINCT;

7. HOMep Ha penenTa oT aMOyJIaTOpPEH JNUCT;

8. HOMEp 1 JlaTa Ha MPOTOKOI;

9. HOMep Ha pelenTypHa KHIUXKKA;

10. ko Ha cHenMaJHOCT Ha JeKaps/neKapsl 1o
AE€HTaTHa MeIMIMHA, U3Jall pelenTaTa;

11. Opoit mHM Ha Tepamms C MpPeAmucaH JeKap-
CTBEH MPOJYKT.

(9) Kopekiunre B HOBUsI OTUET 110 al. § cliefBa
Ja ca B CbOTBeTCTBUE ¢ npoTokoaa oT P3OK.

(10) Anuuest 8 He ce mpwiara Nmpy JOIycHaTa
TEXHMYECKa IPelIka OT MaTUCTbp-papMaleBTa mpu
IpeHacsHe Ha JAHHUTE OT allTeIHNS cOPTyep BBPXY
pelenrara, pu yclIoBMe 4e JAaHHUTE ca IPaBOMEPHO
BBBEICHNU B allTEUHUS COPTyep.



(11) Caen okonvaTeaHaTa 00paboTKa 32 OTUETEH
nepuon AupexTopsT Ha P3OK/uam ynbsiHomolne-
HY OT HEro CIyXHUTeNu u3npamia/M3npamar Io
€JIeKTPOHEH BT Npe3 NHGOpMaINOHHATA CUCTEMA
Ha H3O0K ,ITonymeceuHo usBectue”, cbabpKalo
000peHNTEe 3a 3amialaHe pelenTu U JeKapcTBa
B TSIX I OTXBBPJIEHNUTE TAKNBA, ChC CBOTBETHUTE
OCHOBaHUs 332 OTXBBPJIsiHE (OCHOBAaHUE 3a HECIas-
BaHE HA YCIIOBMSTA M pefa 3a MpeanucBaHe U/Uin
OTIIyCKaHE Ha JIEKapCTBEHUTE MPOAYKTH, YCTAHO-
BEHM B 3aKOHOJATEJICTBOTO /WM TO3U JOTOBOP).
VI3BecTneTo ce n3npatia B CPOK A0 MIECTNSI pabOTEH
TeH cieq Kpas Ha Iepnopa Ha OTYNTaHe.

(12) TlomymeceuHnoro u3Bectue mo ain. 11 ce
noxnucsa ot gupekropa Ha P3OK unnm ot ynbiHo-
MOIIEHO OT HETO AJIbKHOCTHO nuue ¢ Y EIl cbriracao
wi. 13, an. 2 3EJEIL

(13) He ce gomycka momaBaHe HA HOB €JeK-
TPOHEH OTYET 3a OTYETHMS NEepuoj OT CTpaHa Ha
M3MBIHUTENST CIefl M3MpallaHe Ha MOJTYMECEUHO
uspecrue no ain. 11.

(14) Bp3paxenust BbB Bpb3Ka ¢ ain. 11 ce mo-
JaBaT B JIBYCEIMMYEH CPOK CJe[ MOoJydyaBaHE Ha
MTOJTYMECEYHOTO M3BECTHE.

(15) Bw3paxenusita mo ai. 14 ce pasriexpuar
n pemasaT oT P3OK B egHOMeceueH CpOK caMo
cien KOHTPoJ. 3a ogo0peHNuTe 3a 3aliamaHe cieq
KOHTPOJ geitHocTH AupekTopbT Ha P3OK nnn ynba-
HOMOII[EHO OT HEro AIBbXHOCTHO JINIE N3MpaIa 1o
eJIeKTPOHEH II'BT Npe3 MHPOpMaIMOHHATA CUCTEMA
Ha H3O0K ,J3BecTne cien KOHTPOA®, MOANMCAHO C
€JIeKTPOHEH IOJIIC.

(16) 3a 3annmarennte or H30OK JIIT, M n 1X, 3a
KOUTO U3MBIHUTEIAT HE € CIA3UI yCIOBUSATA U Pefia
3a IpeIICBaHe /MM OTIIYCKAaHE HA IEKaPCTBEHNTE
MPOAYKTHU, yCTAHOBEHM! B 3aKOHOATENCTBOTO U/ UK
TO31 0TOBOP, AupekTopsT HAa P3OK unn ynweano-
MOIIEHO OT HEro JIBXHOCTHO JINIE M3Mpalma IIo
€JIEKTPOHEH BT Npe3 NHGOpMalMOHHATA CUCTEMA
Ha H3O0K ,J3BecTne crnen KOHTPOA®, MOATMCAHO C
€JIeKTPOHEH IOJIIIC.

Yn. 17A. (1) VIsobaHutenst npexncrass B P3OK
B CPOK /10 3-Tusi pabOTEH JIeH, CIeIBAII IePIoa, IO
rpaduK, ONPEIEIEH OT Bb3JIOKNUTENS, CISTHNUTE IIBP-
BUYHU MEAUIVHCKYU U PETUCTPALMOHHY JOKYMEHTU!

1. TBpPBY €K3eMILISAP OT U3IMBIIHEHNTE OT U3IBII-
HUTEJSI PEUENTU U BTOPU €K3eMILISP Ha PEHENnTUTe
3a OTIYCHATHU JE€KapCTBEHU NPOAYKTHU, ChABPXKAIIN
HAapKOTUYHN BEIIECTBA, MOAPEACHN IO pefaa Ha
TAXHOTO OTIIYCKaHE;

2. 3aBepenu konusg Ha E3OK, YnocrosepeHnne 3a
BpeMeHHO 3aMmecTBaHe Ha E3OK nnu Ypocrosepenue
3a peructpauusi B PSOK — npu nsnbiHeHu peuen-
TI 32 JNIA, OCUTYPEHM B PyTa ABpXKaBa, CIPIMO
KOWTO C€ IpuJjaraT mpaBuiiaTa 3a KOOpAMHAIUS Ha
CUCTEMUTE 3a COLMAlHA CUTYPHOCT/ABYCTPaHHU
CIOTOOM 32 COIMATIHO OCUTYPSIBAHE;

3. 3aBepeHM KONMs Ha JOKYMEHTH, YIOCTOBEPSI-
BaII! 3[PAaBHOOCUTYPUTENHUS CTATYC KbM MOMEHTA
Ha OTHyCKaHE Ha JIEKapCTBEHUTE MPOAYKTH, AMeE-
THUYHUTE XPaHM 3a CHENMATHNM MEIAMIMHCKN LENN
UM MEAUIMHCKUTE M3[enus, Ha Juiara mo 4i. 5,
an. 2 unm 4.

(2) JoxkymeHnTure nmo wi. 17A He ce BpbIIaT 3a
KOPEKIUNA.

Ya. 18. Ako B anTekara ca M3NbJIHSBAHU pe-
HENTHU IO pefla Ha TO3U AOTOBOP U CHOTBETHO Ha
peuenTypHuTe OJIaHKY € MOJOXKEH MeYaT, Ha KONUTO
€ BIIIICAH HOMEPBT I faTaTa Ha IPEKPATEHOTO pa3-
pemeHne 3a THProBUs Ha JpeOHO C JEKapCTBEHMU
npoayktu, H30K 3annamia sekapcTBEHUTE NPOAY-
KTH, OTIIYCHATH IO TaKa 3aBEPEHNUTE PEUENTypHNI
67aHKM [0 U3THUYAHE CpoKa 3a obOXajaBaHE Ha
3aToBe/iTa 3a MpeKpaTsdBaHE Ha pa3pelmeHNEeTO
3a TBproeus Ha ApebHo mo pena Ha AIIK, pecm.
BIIN3aHE B CUJIa HA 3alIOBE/ATA 32 MpeKpaTsiBaHe Ha
paspemeHneTo 3a ThProBuUs Ha ApeOHO.

Ya. 19. (1) Besnoxurensit upe3z P30OK 3annama
Ha M3MBJIHUTENS 3a OTIYCHATUTE U OTUETEHU:

a) JIEKApCTBEHM MPOAYKTHU IO 4i. 1 — 70 CBHOT-
BeTHaTa peuMMOypCHa CTOIHOCT, B 3aBUCUMOCT OT
HIMBOTO Ha 3alljIalllaHe, ONpeeseHa B IPUIIOXKEeHUE
Ne 1 ma ITJIC;

0) MeIMIMHCKN M3JEINUs 110 WI. 2 — CTOIHOCTTA,
Ha KOSITO Ca OTIIYCHATH OT U3I'BIHNUTEINS, HO HE IO-
BICOKa OT cToitHOcTTa, 70 KosgTo H30OK 3ammama
CBIINTE, ChIIACHO CINMCBHKA Mo 4i. 2, anx. 1, 1. 1;

B) AUETHYHM XPaHM 33 CHEIMATHI METUIITHCKI
LEeNN — CTOHOCTTA, Ha KOSITO Ca OTHYCHAaTU OT
U3NBIHUTENSI, HO HE IO-BUCOKAa OT CTOIHOCTTA,
MIOCOYEHA 3a CHOTBETHATA AMETHYHA XpaHa B CIN-
chbKa mo 4ui. 2, anx. 1, . 2.

(2) 3a obpaboTBaHEeTO HA peEUENTH, C KOUTO
ca mpepmmcaHyM HAmbIHO 3amramaHn or H30K
JNEeKapCTBEHM MPOAYKTH, BB3ITOKUTEIAT 3amialia
onpenenenara B Hapenba Ne 10 cyma 3a oTuereHa
peunenTypHa OimaHKa.

(3) 3a MepuumMHCKYU M3AEANs 32 CTOMUPAHMU
O0oiHU, TpeBpPB3KNU 3a OyNO3HA emupepmoimsa n
MEIMIIMHCKN U3Aeaus 3a NpUIaraHe ¢ MHCYJIMHOBA
MOMIIA BB3JIOKUTENAT 3aMIamia 10 IMMUTA 32 eHO
30J1I 3a eauH Mecell, ONIPEJEINIEH 33 TE3U MEJULVHCKHI
M3enns B cnuchka mo ua. 2, am. 1, 7. 1.

Y. 20. (1) Be3moxnTenaT 3amrama Ha N3MbJI-
HUTEJS CJIeJl MpefcTaBsiHe Ha GUHAHCOBO-OTUETHN
nOKyMeHTHU (GMHAHCOBU OTYETH MIAM AeOUTHU/
KPEINTHN U3BECTNUS KBM TSIX) B €JICKTPOHEH BUJ, B
yTBBpaeH oT H3OK popmar npe3 nuHTEepHET NOopTaIa
Ha H30K nnu upes yebd yciayra u JOKYMEHTUTE II0
un. 17 n 17A.

(2) EnextpoHeH ¢uHAHCOB OTUeT 1o an. 1 ce
MO/IaBa B CPOK 70 /iBA paOOTHM JHM CJIeJ M3Ipalia-
HE Ha MOJYMECEYHOTO M3BECTUE M BKIIOUBA CaMO
OTIyCHATUTE U oT4yeTeHu no jporosopa JIII, MU un
JX, omoOpeHn 3a 3amIaniaHe B TOBA MOIYMECETHO
U3BECTHE.

(3) debutHo m3BecTHe KbM GpUHAHCOB OTUET IO
an. 1 ce momaBa B CPOK 710 iBAa pabOTHU JHU CIeEN
u3NpallaHe Ha U3BECTUE cled KOHTpOM mo ui. 17,
an. 15 u BRuIIOUBaA caMO OJIOOpPEHNUTE 3a 3alallaHe
JIIT, M1 n IX B TOBa M3BECTHE.

(4) KpenurHo u3Bectue KbM (UHAHCOB OTYET
mo an. 1 ce momaBa B CPOK [0 ABAa pabOTHU AHNU
cley M3MpalllaHe Ha HU3BECTHUE CJeJ KOHTPOJ IO
. 17, an. 16.

(5) EnexrtpoHHMTE (PUHAHCOBO-OTYETHU MO-
kymeHTn ce noanucsar ¢ YEII nmo cmucbia Ha
ui. 13, an. 2 BEJAEII oT 3aKOHHUSA NpeACTaBUTEN
Ha M3IIBIHUTEINS, OT YI'BJTHOMOIIEHO OT HETro JINIE
UM PBKOBOJAUTENS Ha alTeKkaTa B ChOTBETCTBUE



¢ mpunoxenue Ne 5 ,IIpaBmia 3a mogmucBaHe Ha
OTUETHNUTE EJEKTPOHHM JOKYMEHTHU® KBM HACTO-
SUNUST AOTOBOP.

(6) JIekapcTBeHU MPOAYKTH, MEAUIMHCKY M3JIe-
Aus U AMETUYHU XpaHU, OTIYCHATU HA OCUTYPEHMU
B Jpyrm AbpxKaBuM nnna, ce 3amnaimar or H30K
CJIe[l TIpeficTaBsIHE Ha OTJCIHY TOKYMEHTH 1Mo ai. 1.

Y. 21. (1) ITpu nogaBaHe Ha €IEKTPOHECH pUHAH-
COB IOKYMEHT 110 Wwi. 20 mHpOpMaIIMOHHATA CIUCTEMA
Ha H3OK m3BbpuiBa aBToMaTn4yHa IMpOBEpKa.

(2) IIpn KOHCTaTHpaHE HA TPELIKN B CJICKTPOH-
HITE PMHAHCOBO-OTUYETHNU TOKYMEHTH, CBBP3aHU C
perncTpauMoOHHU JaHHU ¥ PEKBU3UTH, U3 BIHUTEIAT
MoJy4yaBa aBTOMATU4YHA HOTUPUKANWS OT MHPOpMa-
nunonHata cuctema Ha H30OK u nokymeHTuTe He ce
obpaboTrsar or H3OK 10 nonyuaBaHe Ha KOPEKTHHI
CNEeKTPOHHN (UHAHCOBO-OTUYETHM JOKYMEHTH B
cpokoBeTe 1o ui. 20, an. 2, 3 u 4.

Y. 22. (1) [Ipu ycnerrHo o6paboTeH eeKTPOHEH
$UHAHCOB JOKYMEHT OT UHGOPMAIMOHHATA CUCTEMA
Ha H30K ce u3pbpmBa nposepka n ot P30OK.

(2) Ilpu kOHCTATHPAHE HA IPELIKI B €JIEKTPOHEH
$UHAHCOBO-OTYETEH JOKYMEHT M3MIBIHUTEIST M0
ayuyaBa HOTHMPUKALMS ype3 npoduia cu B nuHGoOp-
manmonHara cucrema Ha H30K u 1oKkymMeHTBT He
ce npuema ot H30K o monyyaBaHe Ha KOPEKTEH
€NeKTPOHEH (MHAHCOBO-OTYETEH NOKYMEHT B
CPOK OT efMH pabOTeH JeH clie[ MOoJydyaBaHE Ha
HOoTUdUKaALMUATA.

Ya. 23. (1) 3a npuer enekTpoHeH PUHAHCOBO-
OTYETEH JOKYMEHT C€ CUNTA JOKYMEHTHT, HOANICAH
C eNeKTpOHEH noamnuc ot aupekropa Ha P3OK uan
YII'BIHOMOIIEHO OT HEro AIBXHOCTHO JINIE.

(2) VMB3obpnHNTENAT TMONy4YaBa HOTUQPUKAIIS
ype3 npoduiaa cu B ”HGOpMaALMOHHATA CUCTEMA Ha
H3OK 3a npuetnsi uHaHCOBO-OTYETEH JOKYMEHT.

Yn. 24. (1) Ycnosue 3a mirammaHe Ha M3MBIHNTEI S
€ TOYHOTO U NMPABUIHOTO MOMBIBAHE HA TOKYMEH-
THTE CHIIACHO HACTOSIINS TOTOBOP U U3IIBIHEHIE
Ha 3aJbJIXKEHUsTa 10 AOTOBOpa.

(2) Bb3oKUTENAT 3aM1a10a Ha U3MTBJIHUTEIS 110
0aHKOB I'BT MO MOCOYEHATa B AOTrOBOpa OaHKOBA
CMETKa ABJIXKUMUTE CyMU 3a OTIIYCHATUTE U OTUE-
teHu 1o porosopa JIIT, M/ n X B 30-nHEBEH CPOK
OT U3TUYaHE Ha CPOKA 32 OTYMUTAHE Ha CHOTBETHMS
otueTeH nepuoxa B P30OK.

(3) B ciryuaii ue BB3JTOKUTENAT HE 3aMIIATH IBJI-
JKMMUTE CYMH B CPOKa, ONpPEENeH N0 NPEeAXOJHMS
YJICH, TOW ABJIKM HA U3IMBIHNUTENS 3aKOHHA JTUXBA
3a MPOCPOYECHOTO BpEMe.

(4) ITnamaxusiTa MO TO3M TOrOBOP CE€ U3BBPIIBAT
B JIEBOBE IO OAHKOB I'BT IO IIOCOUEHATA OT U3I'BJI-
HUTEJS B IOroBOpa OaHKOBa CMETKa.

YUn. 24A. Tlpn HecmaszBaHe Ha MOCOUEHUTE B
wi. 20, 21 u 22 cpokoBe 3a npejcraBsiHe Ha ¢u-
HAHCOBO-OTUETHUTE JOKYMEHTU OT MU3MBIHUTENS
obpaboTkata MM U CBOTBETHOTO 3alljlalllaHE Ce
M3BBPIIBAT B CPOKOBETE 3a CJEABAIl MEpUoj Ha
OTUYUTAHE.

Yn. 25. Bp310XKUTENSIT HE 3aIiialna Ha U3IIbJI-
HUTEIS, B Clydall 4e:

1. oT4eTHUTE AOKYMEHTM HE Ca 3aBEPEHU Cb-
rmacHo ui. 17, an. 3, un. 20, am. 5 n 4. 63;

2. He ca MpeAcTaBeHU BCUUYKM OTYETHM JIOKY-
MEHTH, ycTaHoBeHu B ui. 17, 17A u 20;

3. UMa HECHOTBETCTBUE MEXAY MbPBUUYHUTE
MEIMIMHCKU JOKYMEHTY HAa XapTUEH HOCUTET, €JIEK-
TPOHHUTE MBPBUYHU MEIUINWHCKNU JOKYMEHTH TO
yn. 17, an. 1 u ¢uHAHCOBUTE OTUETHM JOKYMEHTH,
U3BBH clyyaute no ui. 17, an. §;

4. peuenTuTe ca M3MBIHEHNM B HApyIIEHNE HA
yn. 1, am. 2, un. 2, 5 u 6;

5. OTIIyCHaTHTE JIeKAPCTBEHN MPOAYKTH ChIbpPXKAT
HapKOTUYHU BEIIECTBA, 0€3 anTeKara a IpuTexana
JMIEH3Us 32 THProBusi Ha ApeOHO ¢ TaKMBa;

6. pemenTtata € U3I'BIHEHA U3BBH CPOKOBETE
mo ui. 18;

7. MeKapCTBEHUTE MPOAYKTH, MEAUIMHCKUTE
M3meNansT U AUETUYHUTE XpaHU 3a CIEeUUATHU Me-
AMIMHCKYM LeJaM ca OTIYCHATM Ha JHULE, KOETO €
C TPEeKbCHATU 3APAaBHOOCUTYPUTEIHU TpPaBa KbM
MOMEHTA Ha OTIYCKAHETO;

8. B M3II'bJHEHA peLeNTa JINIICBAT ONPEJEIEHUTE
B HOpMaTHMBHaTa ypenda pPEeKBM3NUTHU, MOMBIBAHMN
OT Jekapsi, u3nan peuentara, u noagnuc Ha 30J1/
MPUHOCKUTEI BBPXY peUeNnTypHaTa OllaHKa;

9. numcBaT PEKBU3UTHU, MONBIHEHM OT amTe-
Kara, cbriaacHo ui. 13, an. 4; B To3M cayuaii npu
KOHCTATUPAHO HapyUIeHME CJej M3ILIAIlaHeTO Ha
JIEKAPCTBEHUTE MPOAYKTU OT BB3IOXKUTENS CE Ha-
Jara camMo GMHAHCOBA HEYCTOJKa CBIJIACHO pa3fien
,CaHKINI", KaTO cymMara Mo penMOypcHaTa CTOHHOCT
HE C€ BH3CTAHOBSIBA OT M3IBJIHUTEIS.

Pazpen VI
YcnoBust m pex 3a KOHTPOJI MO M3NMBbJIHEHUME Ha
moroBopa

Y. 26. (1) Bp31oXuTenaT ynpaxHssa KOHTPOJI
IO M3IT'BITHEHNETO Ha IOTOBOPA OT M3 BIHUTEIS Upe3:

1. pnpxHOCcTHM nuua — cayxurenun Ha H3O0K,
OIpefieNIeHN ChC 3anoBe] Ha ynpasurens Ha H30K
UM OT OIPABOMOIIEHO OT HEro JIBbXKHOCTHO JINUIE;

2. pbxkHOCTHM auna oT P30K - kKoHTpoabopu.

(2) Oavxuaoctaute nuna Ha H3OK/P3OK n
YJE€HOBETE HAa KOMMUCHUTE IO €THKa M KadyeCTBO
Ha permoHarHNTe (papMaleBTUUYHM KOJETUN Ha
BOC m3BbpmBaT ChbBMECTHM MPOBEPKM IO Tpa-
¢uk, onpenenes or H30K u BDC. I'padukspr ce
yrebpxaasa no P30K ot ynpasurens na H30K u
ot npencenarens va YC na BOC.

(3) Yupasurenst va H30K niu onpaBomMoIneHo
OT HETO AIBXHOCTHO JINIE MOXE ChC 3aloBeq Aa
pasmnopean M3BBbPIIBAHE HA MPOBEPKA OT KOHTPO-
abopu orT P3OK c¢ yuacTmeTo Ha CHyXHUTEIM Ha
H3OK 3a ocpuiecTBsiBaHe Ha KOHTPOJ 11O CKJIIOYe-
Hure poropopu. Cnyxurenure Ha H30K morar ga
U3BBPIIBAT MIPOBEPKN HA TEPUTOPUSATA HA IsyaTa
crpaHa no 3anoBen Ha ynpasutenst Ha H3OK unn
Ha ONpPaBOMONIEHO OT HEro JIBXHOCTHO INIE.
Cnyxunurenure Ha P3OK - xoHTponbopu, morar ga
U3BBPIIBAT MPOBEPKNU HAa TEPUTOPUATA Ha CHOT-
BerHata P30K mno 3amoBeq Ha HEWHNUS AUPEKTOP
NI HAa ONPAaBOMOIIEHO OT HEro AJTBKHOCTHO
AKIE, KaKTO U MPOBEPKM HA TEPUTOPUATA HA Ch-
orBerHata P3OK mam Ha tepmuropusta Ha apyra
P30K mno 3anosex Ha ynpasurens Ha H30K unn
Ha ONPaBOMOIIEHO OT HEro AJIBXHOCTHO June. 3a
n3gaBaHe Ha 3amoBeATa Ha ynpasutenas Ha H30K
3a M3BBPIIBAHE HA NMPOBEpPKa HA TEPUTOPHUATA HA
apyra P30OK koHTponbopute ce omnpegensiT 1o
HNpeaIoKeHNe Ha AMPEKTopa.



(4) IIpn u3BBpIIBAHE HA HMPOBEPKUTE MO al. 3
MOTaT Ja NPUCHCTBAT eKcmepTy Ha bbiarapckus
dapmaneBTuUeH cbl03. ExcnepTure mpemocTaBsT
MICMEHN CTAHOBWINA, KOUTO ca HEpasjesNHa 4acT
OT MPOTOKOJA 1o ui. 28.

Y. 27. (1) Iunara mo un. 26, an. 1 u3pbpuiBar:

1. KOHTPOJ BBPXY ACKIAPUPAHUTE OOCTOSTEICTBA
PN CKIFOYBaHE Ha JOTOBOPA;

2. HEMOCPEACTBEH KOHTPOJ IO MU3MBIHEHUETO
Ha JI0T0BOpa;

3. IpOBEPKM IO MPUXOJ U Pa3Xxo] Ha KOHKPETHU
JII, M n OX B CHOTBETCTBME C IpeaMeTa Ha
JOTOBOPA;

4. mpoBepKM 10 MOBOA NOCTBIININ Kaynou ot 30/,

5. IpoBepKa Ha OTUYETHUTE JOKYMEHTHU Ha M3MbJI-
HUTEJs, CBBbP3aHN C M3IIBIHECHNETO Ha JIOTOBOPA;

6. KOHTPOJ BBPXY CHOTBETHATa 4acT OT CTOIi-
HOCTTAa Ha JIEKAPCTBEHUTE NPOAYKTH, 3amMiallaHa
CHOTBETHO OT BB3JIoXUTEAsT 1 or 30JI;

7. KOHTPOJ M0 M3M'BIHEHMETO Ha 4i. 15.

(2) M3BbpuiBaHETO HAa KOHTPOJIHATA OEHHOCT
Ce OCBIINECTBsIBA IO HAYMH, KOWTO HE 3aTPyAHSIBA
AEeHOCTTa Ha U3MBIHUTENS.

(3) I3mbIHUTENAT € ITBKEH 1a OCUTYPU TOCTBIT
Ha JMIlaTa 1o 4. 26 NPy U3MbIHEHNE HA CIyXKed-
HUTE UM 3aJbJIXKEHUS [0 BCUUYKYU MOMELIEHMS Ha
amnTeKkara, B KOUTO Ce ChbXPaHSIBAT U/UIN OTIYC-
kat JIIT, MU n X, u go Bcuuku JIIT, MU n X,
MpeaMeT Ha JOTOBOpa.

(3a) V3mbpaHUTENAT € MIBXKEH J1a OKa3Ba Chb-
AeliCTBME Ha JuuaTa 1Mo 4ja. 26 Ipu M3ObIHEHUE
Ha CIYKEOHNUTE UM 3abIKEHUS.

(4) JInmata mo um. 26, an. 1 mMaT mpaBO Ha
AOCTBI 710!

a) JOKyMEHTauusiTa, OTHOCUMa KbM CHabasIBa-
HETO Ha M3MBJIHUTENS OT THPrOBOUTE HA €IpO C
koukpeTHu JIIT, M/ n JIX n KbM OTIIyCKaHETO UM
Ha 30J1 B u3mbpaHeHNe Ha AOroBopa (PpaxkTypu 3a
TOCTaBKa; KPEAUTHU M3BECTH; GUCKAIHU OOHOBE;
peuenTypHu OJaHKNM);

0) nzsneuenue (oruet 3a H3OK) or mameTTa Ha
$UCKAITHOTO YCTPOICTBO B alTeKaTa 3a ChOTBETEH
Nepuos OT BpemMe chbOOpasHO LeNnTa Ha MpOBepKa-
Ta U TEXHNYECKaTa BB3MOKHOCT Ha (UCKAIHOTO
YyCTPOJCTBO;

B) BCHUKM IOMELIEHMsI Ha anTekara, B KOUTO
ce cpxpaHnsaBat u/unn ornyckar JIIT, MU n X, n
no scuukny JIIT, MU n IX, npenMeT Ha 1OTOBOpa;

r) TPYAOBUTE JOTOBOPM Ha paboTeliust B amre-
KaTa IMepcoHall.

(5) MsnpaHNUTENSAT CHXpaHsABA B allTEKaTa N T'U
npegocTaBs MpHU MOUCKBaHE Ha jJuiara no ui. 26,
am. 1:

1. peuenTypHuTe 6JaHKM 3a MOCIEJHATa €lHA
TOAMHA CUNTAHO OT IaTaTa Ha TAXHOTO U3MICBAHE;

2. OTYeTHaTa MOKYMEHTANMs IO TO3U JOTOBOP,
KakTo 1 QakTypuTe 3a AOCTaBKa; B cilyuaii ue
MOCOYeHATa NOKYMEHTANMs MO T. 2 HE € HalMJHa
B alTeKaTa, ChIIaTa ce NMPEeJoCTaBsI B CPOK O TPH
paboTHM JHU.

Y. 28. (1) 3a pesynraTtuTe OT U3BBpIICHATA
MMpOBEpPKa JNUIATA 10 Y. 26 U3TOTBSAT KOHCTATHBEH
MPOTOKOII.

(2) KoHCTaTMBHUST MPOTOKON CE€ M3TOTBS B
ABa eK3eMIspa — eUHNUAT Ce BPbUBA B JICHS Ha

HNPUKJIOYBAHE HA MPOBEpKAaTa HA M3I'BIHUTEINSI, a
APYTMST ce mpenocTaBs Ha aupekropa Ha P3OK.

(3) KoHCTaTUBHUSAT NPOTOKOJ CE MOAMNNCBA OT
ANIATa, M3BBPIINIIN IPOBEpKaTa, M PhKOBOAUTEIS
Ha anTekara. [Ipn oTcbcTBME HA PHKOBOAUTEINS HA
aTnTeKaTa NPOTOKONBT C€ MOAMNUCBA OT MarnucTbp-
¢dapmanenT, paborem B antekara. B cayuamnte,
KOraTo OTChCTBAa MarucTbp-$papmMaueBT, HPOTO-
KOJI'BT C€ TOAMNUCBA OT paboTem OT mepcoHama
Ha anTeKara.

(4) B xoHCTaTUBHUS MPOTOKOJ CE€ BIIMCBAT:

1. 00exTBT Ha IMpoOBEpPKaTa — HAUMEHOBAHME U
ajpec Ha anTeKkara; NPeACcTaBIsBAINIT JIUIETO 110
uin. 222 ot 3JIIIXM - cobGCcTBEHMK Ha allTeKaTa, Ma-
TUCTBP-PapMaNeBTHT — PBKOBOANMTEN Ha allTeKaTa,
IIOCOYEH B pa3pelIeHUETO 3a ThProBuUsl HA JpeOHO
C JIeKapCTBEHU NMPOAYKTH B amTeka; Ne u gaTa Ha
u3/laBaHe Ha pa3peleHNeTo;

2. JaHHUTE 3a IpOBEpKaTa — jara U MsCTO Ha
ChCTaBsIHE, OCHOBAHME 33 U3BBPIIBAHE HA IIPOBEP-
KaTa, IpOBEPSBAIIOTO JUIe (JInna);

3. HapyuweHuTe pas3nopeadum Ha AOroBopa u
OmMcaHme B KaKBO CE€ CBCTOAT KOHCTATHPAHUTE
HapyIIeHNS;

4. TONy4YEeHM OT WMBIBIHUTENS CyMM OT Bb3-
JOXUTENsT 0e3 MpaBHO OCHOBAaHME B PE3yiTaT OT
KOHCTaTHPAHNUTE HApPYLICHUS 10 T. 3;

5. 3aABIKUTEIHUTE MPEATNCAHNS U CPOKOBETE
3a OTCTpaHSIBAHE Ha KOHCTATHPAHNUTE HAPYIICHMUS;

6. mpenopbpKU 3a NOA0OpsiBaHE Ha JEHOCT-
Ta — KOTaTo € MPUJIOKUMO;

7. IpenIoXKeHNs 3a CAHKIIUMY ITPU KOHCTaTUPAHNU
HapyuLIeHus;

8. CpOK 3a BB3paxKeHMUeE.

(5) B cryuan Ha Hechriiacue ¢ HIKOM KOHCTATa-
UM U3ITBIHUTEIAT MOXKE J1a OTPa3u TOBA NUCMEHO
B NIPOTOKOJIA IPY MOANMCBAHETO MY.

(6) KM KOHCTAaTMBHMS IPOTOKOJ Ce Hpuiara
ONNUC HAa M3TOTBEHM CIPABKM, KOMMSI HA PEUEHTH,
MPOTOKONM U APYTM AOKYMEHTH, aKO TOBa € He-
00xomuMo. Bcuykm JOKYMEHTHU c€ M3TOTBSIT B JIBa
elHOO00pa3HM eK3eMILIsipa, MOANNMCAHU OT JBETE
CTpaHI.

Y. 29. (1) VI3upaHUTEDAT UMa MIPaBO HA MNUC-
MEHO Bb3pa)Ke€HUE IO HANpPaBEHUTE B MPOTOKOJIA
o 4. 28 koHcTarauuu npej aupekropa Ha P30OK
B 7-JIHEBEH CPOK CUMTAHO OT JICHs, CIEABAII ICHS
Ha IoJlyyaBaHe Ha MPOTOKOIA.

(2) B cryuanTe, KOraTo M3IMIBIHUTEIST OCIIOPH
KOHCTATAallMNUTE HA TUNATA 1O 4. 26, U3BBPIININ
nposepkara, AupekTopsT Ha P30K B 7-mHeBeH
CPOK OT ITTOJIyUYaBaHEe Ha MMCMEHOTO BB3paxkeHUE
u3npamia crnopa 3a pelmraBaHe OT apOMTpaxHa
KOMMUCHSI.

(3) ApOnTpaxxHaTa KOMMNCUS 3aJBIKUTEIHO
ce NMpOM3HACS C PelIeHUE B JBYCEJAMMUUECH CPOK OT
MOJTyuaBaHe Ha MPEMICKaTa, ¢ KOETO HOTBBPKAABA
UITU OTXBBPIIS M3IISITO VITY YaCTUYHO KOHCTATAIVIUTE
Ha nuiara mo ui. 26.

(4) Pemennero 1o an. 3 ce n3npamia B 3-1HEBEH
CPOK OT M31aBaHETO My Ha aupekTopa Ha P30OK.

Y. 30. (1) B cayuaii ue apOuTpaxx HaTa KOMUCHS
MIOTBBPAM KOHCTATAIMNUTE HA JuIaTta mo 4i. 26,
KaKTO ¥ HpH JINIICA HA Bb3paKeHUE, JUPEKTOPBT
Ha P3OK B 14-gHeBeH CpOK ciei MpOU3HACSHE



Ha apOMTpaXxHaTa KOMUCHSI UM CBOTBETHO CIIEf
M3THYAHE Ha CpoKa Ho ui. 29 m3gaBa 3amoBef, C
KOSITO Hajara CaHKIMUTE.

(2) B cuyuait ue apOurpakHaTa KOMMCHSI HE
ce NpOM3HECe C pelleHNe B ABYCEAMUUYEH CPOK OT
MOCTBIIBAHE HAa MpENNCKaTa UM € HAlNIEe PaBeH
Opoii rmacose ,,3a“ U ,,IPOTUB®, MOpaaAM KOETO HsIMa
npueTo pemenne, ynpapurensat Ha H3OK, cboTBeTHO
aupexktopsT Ha P3OK, n3gaBa MoTuBMpaHa 3anoBen,
C KOATO MOXKE fla HalOXM CAaHKIUUTE.

(3) 3amoBenra mo an. 1 u 2 ce BppUBA HA JNIeE-
TO, KOETO MPEICTaBlIsIBa U3NBIHUTENS, IO HAYUH,
YyIOCTOBEPSIBAII ITOJIyYaBAHETO.

Y. 31. (1) B 14-nHeBeH CpPOK OT HOJyuaBaHE
Ha 3anoBeATa 1no uil. 30 M3NBIHUTENSAT UMa IPaBo
ma s OCIOPU MO pefa Ha AZMUHNCTPATUBHOIIPOIIE-
cyamnnus koxpekc (AITK) mo agMuHUCTpaTUBEH pef
npen ynpasutens Ha H3OK, upes3 nupekTopa Ha
P30OK, nnu mo cwuedeH pen.

(2) TIpu ocmopBaHe MO aJMUHUCTPATUBEH pef
aupexkTopbT Ha P30OK mu3npama xanbara ¢ nsnara
npenucka Ha ynpasuteist Ha H3OK B 3-gHeBeH cpok
ot nonyuaBaneTo 1. ITogagenara xxanba cnupa us-
II'BJIIHEHMETO Ha 3anoBeaTa Ha Aupekropa Ha P3OK.

(3) B mBycegmmueH CpOK OT MOJydyaBaHEe Ha
npenuckara ynpasutenat Ha H30K pasrnexpa n
ce MPOM3HACs MO MOCTBINMIOTO Bb3paXkeHNe ¢ MO-
TUBUPAHO PEHIeHNE, 32 KOETO YBEJOMSIBA MMUCMEHO
m3nbauaurens n P30OK.

Ya. 32. (1) 3anosenra Ha aupekTopa Ha P30OK
3a MpuUjaraHe Ha CaHKIMUTE HE CE€ U3IBIHSABA 10
M3THYaHE Ha CPOKa 3a HEHOTO OCIIOpBaHE IO pefa
Ha AIIK. Ilpn moganeHa xanba 3amoBeATa He ce
M3I'BIHSIBA O PEIlaBaHETO Ha CIIOpa OT CHOTBET-
HISI OpTaH.

(2) M3nbaHuTEnAT ce 3ambikaBa B 14-IHEBEH
CPOK OT BIN3aHE B CHJIa Ha 3amoBeATa Imo ai. 1
7a 3amiaTu A00pOBONHO cyMaTta/uTe, MocoveHa,/u
B Hesd. B mpoTuBeH cayuail Tg/Te ce nmpuxpama/T
CBhC CIEABAINIOTO IUIAMaHe IO JoroBopa. B ciyuaii
Ha NMpUXBallaHe BB3TOXKUTENSIT U3JaBa MPOTOKOI
3a M3BBPIIEHOTO IpKUXBallaHe B 7-THEBEH CPOK,
BTOPMST €K3EMILISIP OT KOWMTO Ce IpefocTaBs Ha
u3nbaHuTENd. Korato HaMa cieapauo/u niamjaxne/
usi mo gorosopa, aupekropsr Ha P3OK m3npama
MIICMEHa MOKaHAa 32 Bb3CTAHOBSBAHETO HA CYMUTE.
B cnyuaii ye M3IbJIHUTENST HE 3a1171aTU TOOPOBOJIHO
CYMUTE, BB3JOKNUTEIST HPUCTBIIBA KBM CBOMPAHETO
UM IO CBOTBETHUS pef.

Pasznen VII
IIpaBuaa 3a paGora Ha apOMTPaKHUTE KOMUCUM

Y. 33. (1) ApOurpaxHaTa KOMUCHUS CE CHCTOU OT
6 uneHoBe — paBeH Opoii npeacraBurenn Ha P30OK n
Ha permoHaHara papmanesrnyra kojerns Ha BOC.

(2) 3a Bcsika OT KBOTHTE C€ OIPEIEIST MO ABa-
Ma pe3epBHNU WICHOBE IO CBHINNS Pef, O KOWTO ce
OTIPENIEeNSIT MOCTOSHHNUTE UJIEHOBE.

(3) Komucusita ce mpexncegaTeicTsa OT Hpef-
craputenu Ha P3OK u na BOC ma poranmoHex
MPUHIUI 32 CPOK TPU Mecela.

Yn. 34. CbcTaBbT Ha apOUTpaxKHATA KOMUCUS
ce ompejens cbc 3amoBesa Ha aupekropa Ha P3OK
ceraacuo onpeaenenure or BOC n or P3OK pe-
TOBHU U PE3EpPBHM UJIEHOBE, NPEIMIC OT KOSITO Cce
m3npamia Ha POK wa BOC.

Ya. 35. ApOuTpaxHute KOMucum paboTAT B
cpoTBeTcTBME C unl. 75 330.

Ya. 36. (1) Besika apbuTpakxHa KOMUCUS pas-
[eXJa CIOPOBETE B IbJIEH CbCTAaB. AKO HAKOI
OT INOCTOSIHHUTE UJIEHOBE OTCHCTBA, CE IOKAHBA
PE3epBEH WIEH OT ChOTBETHATa KBOTA.

(2) Beaka oT cTpaHUTE MO CIIOpa MOXKE B IIC-
MEH BWJI Jla MCKa OTBOJ Ha YJEH Ha KOMUCHUATA,
aKO ca HalNIe OOCTOSATENCTBA, KOUTO MOpPaXKaT
OCHOBATEJNH! CBMHEHUS OTHOCHO HeroBara 0e3-
HPUCTPACTHOCT M HE3aBUCUMOCT. UjeHOoBeTe Ha
KOMUCHUMTE HOAINICBAT JIeKJapanus 3a JuIca Ha
KOHQIUKT Ha MHTEPECcH, KOATO Ce ChbXpaHIBa OT
CBOTBETHOTO JINIIE, KOETO € U3IBUMIO NpPEJcTa-
BUTEJIUTE.

(3) B cuyuaii Ha ocCHOBaHUE 3a OTBOJ Ha YJICH
Ha KOMUCHSI ChOTBETHOTO JIMIE IO 3asiBsiBa IIpean
pasriex/jaHe Ha pernyckaTa 1 He yuactsa B paborara
Ha KOMIUCHUATA. 3aMeCcTBa Ce OT JPYT MPEACTABUTEI
Ha JIINIETO, KOETO TO € M3ITBUUIO.

Y. 37. (1) IIpencenarensit Ha KOMUCHUSITA CBUKBA
3aceaHNsATa, KOMIUJICKTOBA PENICKITE I pa3Ipese-
7151 MEXX/Ty YJIEHOBETE Ha KOMICHSITAa M3TOTBSIHETO Ha
JOKJIaj MO CHOpPa U CTAHOBMILE OTHOCHO pELICHIE.

(2) Bcekn unen Ha KOMUCHsITa y4acTBa B pabo-
Tara i1, KaTo MPICHCTBA HA 3aCEJaHUSTA, IIOATOTBS
JOKJAJ ¥ CTAHOBHUINE OTHOCHO pEUICHUS IO pa3s-
HpesieJIeHUTe My IPEIUCKI.

(3) ApOuTpaxkHaTa KOMUCHS pa3TieXk/jia CliopoBe-
T€ IO AOKYMEHTHU, KOUTO CTPAHUTE HpeIBAPUTETHO
ca IpejiCcTaBuIn.

(4) Ako KOMUCHUATA TpENEHM, TS MOXe Ja U3-
ciuyma auuaTta mo 4. 26, KaKTO UM U3NbJIHUTENS,
HanpaBmui Bb3paxeHus. Komucusita moxe ja
M3VUCKBA BCUYKI HEOOXOAMMU JOKYMEHTH, CIIPaBKI
U IPYTY MaTepuainu, HeoOXOAUMN UM 3a popMIUpaHe
Ha pelICHMUE.

(5) Ha Bcsiko 3acenaHme Ha KOMUCHSITA C€ BOAU
MPOTOKOJI, KOWTO 3aJBIXKUTEITHO C€ MOAMNUCBA OT
BCUUKM UYJIEHOBE HAa KOMUCHSITA.

Y. 38. (1) ApburpaxHata KOMUCHUS CE ITPON3-
Hacsl C pelIeHue mo mpeaMeTa Ha Cropa.

(2) Peurernero Ha KOMUCHSITA € B IIMCMEH BUI,
CB/IbpKa MOTHBU U CE ITOJIICBA OT BCUYKY YJICHOBE.

(3) CpoksT 3a mpoOM3HACSIHE € JBYCEAMUUEH,
CYNTAH OT JlaTaTa Ha MOCTBHIIBAHE HAa MPEHNNCKATA.

(4) PemreHneTo ce B3emMa ¢ OOMKHOBEHO MHO3WH-
CTBO, MPUCHCTBEHO U Ype3 sIBHO IIaCyBaHE.

(5) PemrenmeTo Ha KOMUCKSTA C€ M3TOTBS B TPU
eK3eMIUIsipa — 10 e/IMH 32 U3II'BJIIHUTEI S, JUPEKTOpa
Ha P30OK u cpoTBeTHaTa permoHanHa ¢papmalnes-
tuna koserust Ha BQC. Pemennsita ce BpbuBar 1mno
Ha4UH, YJIOCTOBEPSIBALI ITOJIYyUYaBAHETO UM.

(6) Aupekropsr Ha P3OK m3npaina Ha apoutpax-
HaTa KOMUCHUS KOIJE OT 3alOBEATA 3a HajaraHe Ha
CAHKIIVS NN 32 IPEKpaTsiBaHe Ha TPOU3BOICTBOTO.

Y. 39. (1) B cnyuaii ye apbutpaxHaTa KOMUCU ST
IMOTBBPAY KOHCTATAMUTE HA IMLATa 110 1. 26 U3-
L5110 UM YacTUYHO, AupekTopbT Ha P3OK usnasa
3aIoBe] 3a NpujIaraHe Ha CAaHKUMUTE, IPEeIBUACHNU
B porosopa mexnay P3OK u m3nbirHMTENS.

(2) B cayuait ye apOmTpaxHATa KOMIUCHUS HE
HOTBBPJM HUTO €/IHA OT ONMUCAHUTE KOHCTATALUM,
nupextopbT Ha P30K mucmeHo yBegomsBa nmie-
TO — OOEKT Ha MpOBEpKaTa, 3a PEIUICHMETO M 3a
IpekparsiBaHe Ha MPOM3BOJACTBOTO MO IIPOBEPKATA.



(3) B cuyuaii ue apOumrpaxHaTa KOMMNCHSI HE
CTUTHE [0 pelIeHNEe O KOHCTATANUTE, HAllPABEHN
OT IMIaTta 1o 4i. 26 nopagn paBeH Opoii IPpOTUBO-
MOJIOXKHM TIIaCOBE, KOMUCHSITa M3TOTBSI POTOKOII,
€K3eMIUISIP OT KONTO Ce MPEeaoCTaBsl Ha TUpPEKTopa
na P3OK u na PK na BOC.

Ya. 40. Cney npuKIOYBaHEe HA BCAKA MpENUcKa
[sIaTa TOKYMEHTAnWs Ce U3BeX7a B CHenmaiIHa
kHura u ce Bpbma B P30K. Konusa ot npennuckure
ce MOAPEX/AT B apXUB U C€ ChXPAHIBAT OT KOMM-
cusTa He MO-MajJKo OT efHa ropmHa. KHurara ce
ChXpaHsIBa OT IpejicefaTeNns Ha KOMUCUSTA.

Paznen VIII
Canknun

Y. 41. (1) BugoBeTe caHKumu ca:

1. ¢puHaHCOBA HEyCTOIIKa;

2. mpekpaTsiBaHE Ha JOTrOBOpA.

(2) TIpn KOHCTaTHpaAHM HSIKOJKO HapyLICHUS
OT pa3iWYeH BUJ Ce Hajlara ChOTBETHATa IO BU[
CAaHKIMS 3a BCEKU BUJ HapyIICHIE.

Y. 42. (1) 3a KoHCTATHpaHM HAPYUICHUS IO
M3MBIIHEHNE HA HACTOSIIUS JIOTOBOP AMPEKTOPHT
Ha P3OK nmamara caHKIuM, KaKTO CJIeABa:

1. npu HapymeHume Ha ua. 3, ax. 1, uu. 11,
an. 3, u3pevyeHue IbPBO; all. 5 — IpeKpaTIBaHe Ha
JOTOBOPA;

2. npu HapymeHue Ha 4. 11, anm. 6:

a) aKO pPBKOBOAUTEJSIT HA anTekara paboTu 3a
U3INBIHUTENS] MU CBBP3aHO C HETO IO CMUCBHIA
Ha TBProBckus 3aKOH INIE — MpeKpaTsiBaHEe Ha
JOTOBOPA;

0) M3BBH CIIyyanuTe Ha MpeaxoHaTa pa3nopendoa
M3IMBIHUTENAT € MIBXKEH 1a MHUINNPA ITPOU3BOA-
CTBO IO CMsHAa Ha PBKOBOAUTENS Ha amTekaTa
mpeq KOMIIETEHTHUTe opraHu B 30-mHEBEH CpPOK
OT YCTAaHOBSIBAHE HA HAPYILIEHNMETO U Aa MPEeACcTaBU
nokasaresicTsa 3a ToBa npej P30K;

3. npu Hapymenne Ha yi. 11, an. 1,2 u 4, yn. 12,
am. 1, . 3, un. 14, an. 2, un. 16, un. 27, an. 5, 1. 2:
a) ¢uHAHCOBA HeycTolika B pasmep 50 nB.;

0) mpu MOBTOPHO HapyuleHUe — GUHAHCOBA He-
ycroiika B pasmep 100 nB.;

B) IpM moclegBammo HapymeHue — 150 nB.;

4. npu HapymeHue Ha ui. 13, an. 2 npu ycraHo-
BEHa JIMIIca Ha MapKupaHa KpajiHa mpoja’kxHa IeHa
Ha TOBEYE OT 5 ONaKOBKM:

a) ¢uHaHCOBA HeycTolika B pasmep 50 nB.;

0) mpu MOBTOPHO HapyuieHue — GUHAHCOBA He-
yctoiika B padmep 100 nB.;

B) IIpM nocienBamio Hapymenue — 150 aB.;

5. IpM yCTAHOBEHU HAPYHICHUS B IO TPU pEIen-
TypHM OmaHkm Ha ui. 12, an. 1, T. 7, un. 13, an. 4
u S, un 27, an. 5, 1. 1:

a) ¢uHAHCOBA HeycTolika B pasmep 50 nB.;

0) mpu MOBTOPHO HapyuieHue — GUHAHCOBA He-
ycroiika B pasmep 100 nB.;

B) MpHu IMOCIEABAIO HapylmieHue — GUHAHCOBA
HeycTolika B pa3mep 150 nB.;

6. mpu HapyueHne Ha 4. 6, an. 1, un. 10, an. 2,
uyn. 11, an. 3, uzpeuenune BTOopo, ua. 13, an. 1, 3, 6
7 7 ¥ 3a yCTaHOBEHM HapymieHms mo ui. 12, am. 1,
T. 7, un. 13, an. 4 u 5 B moBeve OT TPU PEUENTYpPHU
OmaHKM:

a) ¢uHAHCOBA HEeycTolika B pasMep 50 1B., ym-
HOXEHa MO0 Oposl KOHCTAaTUPAaHU HapyIIEeHN,;

0) mpm MOBTOPHO HapyumeHue — GUHAHCOBA
HeycTolika B pa3mep 100 nB., yMHOXeHa 1o Opos
KOHCTaTUpPaHU HAPYIICHUS,;

B) Ipu mocieaBamo Hapymenue — 150 nB., ym-
HOXEHa Mo Opost KOHCTAaTUPAHU HapYIIECHMUS;

7. npu HapymeHue Ha 4. 27, an. 5, T. 1 B noBeve
OT TpU PEHEeNnTypHU OJaHKU:

a) ¢puHaHCOBA HeycTOlKa B pa3mep 50 JB., yMHO-
JKEHa M0 Oposi KOHCTAaTMpPaHM HApyUICHMs, HO HE
noseue ot 500 nB.;

0) mpm MOBTOpPHO HapyumieHue — pUHAHCOBA
HeycTolika B pasmep 100 nB., yMHOXeHa 1o Opos
KOHCTaTUpaHU HapylleHus, Ho He noseue oT 1000 nB.;

B) mpu mocieaBamo Hapyiuenue — 150 aB., ym-
HOXKEHa 10 Oposl KOHCTATUPAHN HapYyIIEHNUs, HO He
noseue ot 1500 nB.;

8. mpu Hapymenue Ha ui. 27, an. 5, T. 2:

a) ¢mHaHCcOBa HeycToiika B pasmep 500 aB.;

0) mpM NMOBTOPHO HapyLIeHME — IpeKpaTsBaHe
Ha JI0T0BOPA;

9. mpu HapyumeHme Ha ui. 15, an. 2, mzpass-
BAIl0 C€ B HEW3IBbJIHCHNME Ha 3aJBJKEHUETO Ha
U3IBIHNUTENS [la c€ BBBEXAA MHPOPMAIUATA OT
peuenture 3a oruera npeg H30K B 0a3ara paHHu
Ha codTyepa Ha amTekaTa OT MarucTbp-dpapma-
IeBTa B MOMCEHTAa Ha OTIYCKAaHE Ha JeKapcTBaTa,
MEAMINHCKNUTE M3AENNs U AUETUYHUTE XpaHU 3a
crenMaaHy MEAUIMHCKU HEeJn:

— IIpU YCTAaHOBEHN HApyIIeHUS B 7O TPU pe-
HeNnTypHU ONaHKM:

a) ¢uHaHCOBA HeycTolika B pa3mep 50 nB.;

0) nmpu MOBTOPHO HapylieHue — GpUHAHCOBA He-
ycroiika B padmep 100 nB.;

B) IpM IOCJIEABAINO HapylleHue — ¢puHaHCOBA
HeycTolika B pasmep 150 nB.;

— TIpU YyCTAHOBEHU HAPYIICHUS B IIOBEYE OT TPU
peuenTypHu ONaHKU:

a) ¢pmHAHCOBA HEycTOliKa B pasMmep 50 nB., ymM-
HOXEHa M0 Opost KOHCTATUPAHU HapYIICHIS;

0) mpm MOBTOPHO HapyleHue — GUHAHCOBA
HeycTolika B pasmep 100 nB., yMHOXeHa 1o Opos
KOHCTaTMpPaHU HApPYIICHUS,;

B) mpu mocieaBamo Hapymenue — 150 nB., ym-
HOXEHa Mo Opos KOHCTAaTUPAHU HapYyUIEHUS;

10. mpu HapymeHue Ha un. 15, an. 2, u3passasalno
ce B HeU3IIbJIHEHNE Ha 32 bIIKEHNETO U3IIBIIHUTEIISAT
Ja BbBeXJa MHPOpPMANUATA OT PEUENTHUTE CaMO B
IPUEMHOTO NMOMEIICHNE Ha alTeKara:

— IIpU YCTAaHOBEHU HApyIIeHUs B O TPU pe-
HeNnTypHU ONaHKM:

a) ¢uHaHCOBA HeycTolika B pasmep 50 nB.;

0) mpu MOBTOPHO HapylIeHue — GpIHAHCOBA He-
ycroiika B pasmep 100 nB.;

B) IpM IOCJIEABAINO HapylleHMue — GpuHaHCOBA
HeycTolika B pasmep 150 nB.;

— TIpM YyCTAHOBEHU HAPYIIEHUS B IIOBEYE OT TPU
peuenTypHu OIaHKU:

a) ¢mHAHCOBA HEycTOliKa B pasmep 50 nB., ym-
HOXEHa M0 Oposl KOHCTATUPAHU HApYIICHMUS;

06) mpu MOBTOPHO HapyuieHKe — puUHAHCOBA
HeycToiika B pa3mep 100 nB., yMHOXeHa 1o Opos
KOHCTaTUPAaHU HAPYIICHUS,;

B) mpu mocieapamo Hapyiuenue — 150 aB., ym-
HOXKEHa Mo 6pos KOHCTaTUPAHU HapyIIECHUS;

11. npu Hapywmenue Ha ui. 27, an. 3:

a) puHaHcoBa HeycToiika B padmep 2000 nB.;



0) mpu MOBTOPHO HapyIIeHUE — MpeKpaTsBaHe
Ha jorosopa‘;

11a. mpu HapyuieHue Ha 4. 27, an. 3a:

a) ¢mHaHCOBa HeycTolika B pa3mep 250 nB.;

0) mpu MOBTOPHO HapyuleHue — GUHAHCOBA He-
ycroiika B pasmep 500 nB.;

B) IpU TPETO HapyUICHUE — MpeKpaTsiBaHE Ha
JIOrOBOPA;

12. 3a ycTaHOBEHO HaJIM4YMe MJIU OTUUTAHE
Ha peNenTy, M3MBIHCHN U3BBH alTeKaTa MUIN OT
anTeka, KoAaTo HsiMa porosop ¢ H3OK, ycrano-
BEHO OT KOHTpoxHuTe opranm Ha H3OK, MAIIL,
P31 n BOC:

a) ¢uHaHCOBa HeycTolika B pasmep 1000 nB.;

0) mpu MOBTOPHO HApYIIeHME — MpeKpaTsBaHe
Ha JI0TOBOPA;

13.3a ycTaHOBEHO B alliTeKaTa HapylIeHNe Ha peaa
3a o0o3HauaBaHe M OJMOKMpPaAHE UINM OTIYCKAaHE HA
JIIT ot TTJIC, MU un X u 3a cnenqyuaTHu MEIUIMH-
CKU LIeNMN, C U3TEKBII CPOK Ha TOAHOCT — PpUHAHCOBA
HeycTolika B pa3Mep 100 1B. 3a BCsIKa OIAKOBKA;

14. npu Hapywenue Ha ua. 12, an. 1, 1. 4, 5, 6:

a) ¢uHaHCOBA HeycTolika B pa3mep 120 aB.;

0) mpu MOBTOPHO HapymieHue — GUHAHCOBA He-
ycroiika B pasmep 240 nB.;

B) IPU TPETO HAPYIIEHNE — GUHAHCOBA HEYCTOIKA
B pasmep 360 nB.;

r) IpU YETBBPTO HapylLIeHUe — NpeKpaTsiBaHe
Ha JIOTOBOPA;

15. mpu HapymeHnne Ha ui. 3, all. 2 ¢ U3KJII0YeHne
Ha cayvaure no ui. 10, an. 3 u 4:

a) ¢uHAHCOBA HeycToliKa B pa3mep 50 nB.;

0) mpu MOBTOPHO HapyuleHue — GUHAHCOBA He-
ycroiika B pasmep 100 nB.;

B) TIPM TPETO HApyIIeHNE — GUHAHCOBA HEYCTOIKA
B pasmep 150 nB.;

r) IpU 4YETBBPTO HApyLIEHUE — NpPEKpaTsiBaHe
Ha JI0TOBOpA.

(2) B ciyuaure Ha oTYeTEHA M HE3amJaTeHa OT
P3OK penentypHa OnaHKa, U3BIHEHA B HAPYIIEHNE
Ha HACTOSAINMS OTOBOp, HE CE Hajara CaHKIMS.

(3) Ilpu mokazaHa OT UBI'BIHUTENS SIBHA TEX-
HIYEeCKa FPenrka Npu N3MbIHEHNETO Ha PEHENTuTe
HE ce Hallara CaHKIus.

Ya. 43. [TonyueHuTte OT U3NBIHUTEINS cyMu 0e3
MPaBHO OCHOBaHUE, yCTAHOBEHN IIPM IIPOBEpKa Ha
KOHTPOJHUTE OPTaHy, CE BB3CTAHOBSIBAT 3a€ITHO C
ABIXKMMaTa 3aKOHHA JIMXBa, HAUNCJIEeHa 32 Mepuoaa
OT JaTaTa Ha MOJIy4YaBaHETO [0 JaTaTa Ha Bb3CTa-
HOBSIBAHETO WM.

Y. 44. (1) Bb3I0XUTEIAT IPEKPATIBA JOTOBOPA
0e3 mpenm3BecTHE, C MUCMEHO YBEIOMICHIE:

1. Korato ce ycTaHOBHU, Ue AOTOBOPDBT € CKIIO-
ueH B HapymeHne Ha usnckBanuaTta Ha H30K Bb3
OCHOBA Ha HEBSIPHO AEKJAPUPAHN OT M3MBIHUTEINS
0OCTOSITENCTBA;

2. KOTaTO U3MBIHUTEIAT IPECTaHe Ja OTTOBAPS
Ha YCJIOBMSTA, HPU KOUTO € CKIIOYEH JIOTOBOPBT,
U TOBA € YyCTAHOBEHO OT KOHTPOJHUTE OPTaHU IO
MPEeABUACHNS pen.

(2) Ilpouenypure 3a KOHTPOIJ IO JOTOBOpa ce
npuiaaraT U MIpU KOHCTATMPAHU HAPYIIEHUS IIO
M3MBIHEHNETO HA NPEAXOTHNS JOTOBOP MEXKAY
CTpaHUTE 3a U3MUHAN HNEPUOJ A0 €1Ha TOJMHA OT
CKJIIOUBAHE HA TO3M JOTOBOP.

(3) PazmepbT HAa CAHKIMNTE B CIAYyYaNUTE MO aJ. 2
ce ompepaens OT AOTOBOPA, AECTBA KbM MOMEHTA
Ha M3BBPIIBAHE HAa HAPYIICHUETO.

Paznen IX
HeiicTBue, MU3MeHeHMe U MPEeKpaTsBaHe HA JIOTOBOpPa

Ya. 45. HacTosammsaT JOTOBOp, CKIIOUEH CIeq
MpOBEXIaHe Ha MpOoIeypaTa Mo JOToBapsiHe, € CbC
CPOK Ha JIeliCTBMEe, KaKTO CJEBa:

1. 3a cpok ot 1.04.2019 r. 1o ckIOUBAHETO Ha
HOB JIOTOBOP, HO He NM0-KbCHO OT 31.03.2020 r. — 3a
THProBIONTE Ha APEeOHO, KOUTO Ca MMAlN CKIIOYCH
gorosop npean 1.04.2019 r,;

2.3a CpOK OT IaTaTa Ha MOATICBAaHE HA IOTOBOPA
[0 CKIIOYBAHETO HA HOB JOTOBOpP, HO HE MO-KBCHO
ot 31.03.2020 r. — 3a THpProBUNUTE Ha APEeOHO, KOU-
TO 32 IPBB IIBT KAaHAMJAATCTBAT 32 CKIIOUBAHE HA
porosop ¢ H30K/P30K.

Y. 46. (1) Bb3IOKUTENST U UBITBIHUTEISIT MOTAT
JAa CKIIOUBAT AOMBIHUTEIHU CIOPA3yMEHUS IIPU
IpOMSIHA B IIpeMeTa U/UIN CPOKa Ha JOTOBOPA.

(2) Bbp3m0oXuUTEAAT ¥ UBNBIHUTENAT CKIIOUBAT
AOMBIHUTEIHN CIIOPA3YMEHMS TIPIL:

1. mpoMsHa B HOpMaTUBHATa ypeada, KOSITO €
OTHOCHMA KBM HACTOSIIINS TOTOBOD;

2. u3gaBaHe Ha paspeuieHue 1o uia. 231, an. 2
3JIITXM nnu paspeutenne no ui. 231, an. 5 3JIIIXM;

Yn. 47. CrpaHuTe Morar fa IpeKkpaTsaT JoroBopa
IO B3aMIMHO CBIJIACHE UPE3 MIICMEHO CIIOpa3yMeHNe.

Y. 48. (1) JoroBopsT ce mpexkparsia, 6e3 KO-
SATO U [a € OT CTPAaHWUTE Aa ABIKU HPEAU3BECTHE,
B CIEIHNTE CIydYau:

1. mpn ¢akTHUecKa HEBB3MOXKHOCT WU3IBIHU-
TEJSIT Ta OCBIIECTBSABA 3aABIIKCHUATA CU 1O TO3M
AOTOBOP; B TO3MU CIyuail M3MBIHUTENAT HE3a0aBHO
YBEIOMSIBA MICMEHO BB3IIOKUTENS, KATO TOTOBOPBT
ce MpeKpaTsiBa OT JlaTaTa HA YBEJOMIIEHNETO;

2. mpu mpekpaTsBaHe Ha pa3pemeHMeTo 3a
THPrOBUSI Ha APEOHO C JEKapCTBEHU NPOAYKTH
Ha WU3NBJIHNUTENS — HOTOBOPBT CE€ IpeKpaTrsBa ¢
U3TUYAHE CPOKa 3a OOXKajlBaHE Ha 3aloBeATa 3a
IpeKpaTsBaHE Ha Pa3pelIeHNEeTO 3a ThProBUs Ha
apebno mo pena Ha AIIK, pecm. Biam3aHe B cuia
Ha 3aMOBEATA 3a MpeKpaTsABaHE HA Pa3pelIeHueTo
3a THPTOBUs HA ApeOHO;

3. mpu mpoMsiHAa HAa HOpMAaTHMBHaTa ypenba, m3-
KJIOUBAIA ECHCTBMETO HA IEIUs MINM Ha YacT OT
AOTOBOpPA — JIOTOBOPBT C€ MPEKPATABA HAIBIIHO VI
YACTMYHO OT JJaTaTa Ha BIM3aHE B CIMJIa HA ChOTBET-
HaTa NPOMsHA MU OT JlaTaTa Ha MPUKIIOUYBAHE Ha
CBOTBETHATA HOPMATUBHO YCTAHOBEHA MpOIeEnypa,
3acsrama JeifiCTBUETO Ha JIOrOBOpA.

(2) Ilpn oTHeMaHe Ha IMICH3WSATA HA U3IIBJI-
HIUTENA 32 THPTOBMS Ha ApeOHO M ChXpaHsIBaHE Ha
JIEKapCTBEHM MPOAYKTHU, ChABPXKAIIYN HAPKOTUUHU
BEIIECTBA, IOTOBOPBT C€ MPEKPATSIBA YACTUUHO, B
ciaydaii ye mMpeAMEeTHT Ha AOroBOpa BKIIOYBA OT-
MyCKAaHETO Ha JIEKAPCTBEHN MPOAYKTH, ChABPKAIIU
HApKOTUYHH BEIECTBA.

Y. 49. (1) doroBopbT ce mpekparsiBa €QHO-
CTPAaHHO OT BB3JOXUTENs 0e3 mpeausBecTue Mnpu
HAJIOJKEHA ¥ B3I B CUJIa CAHKINSA ,,IPEKpaTsIBaHe
Ha JIOTOBOpa“ B CllyuyalnTe, YCTAHOBEHU B pasjel
»2Caukuumm®.



(2) B cnyuaure mo an. 1 M3MBIAHUTENAT HsIMa
NpaBO Ja KaHAMAATCTBA 3a CKIIOYBaHE Ha HOB
poropop ¢ H30K po m3tuuane Ha 6 mecena or
MpeKpaTsiBaHe Ha MPEAXOAHNS HOTOBOP.

Yna. 50. Bb31oXutensaT npekparsBa J0roBopa
C €JHOMECEUYHO NUCMEHO MPEIU3BECTUE, KOraTo
U3M'BIHUTEIAT HE IPEACTABY M3NCKYEMUTE OTYETHN
NOKYMEHTHU B cpoka mo uia. 17, an. 2 moseue oT 3
IBTU B paMKUTE Ha [EiCTBUE Ha AOrOBOpa.

Ya. 51. JloroBopbT ce mpekpaTsiBa eAHOCTPAHHO
OT U3I'BJIHUTENS C €JHOMECEUYHO NMUCMEHO MPeN3-
BECTHUE [0 BB3IOXUTENSI — OT faTaTra Ha U3TUYaHE
Ha TPEeiN3BECTHUETO.

Yn. 52. VI3nbAHUTEST MMa IIPaBo Ja IpeKpaTi
€THOCTPAHHO C €AHOMECEUYHO MMCMEHO MPEN3BEC-
TI€ JOTOBOPA, B CIIy4Yail Y€ Bb3TOXKUTEIAT CUCTEMHO
HE 3aMJ1alla B CPOK ABJIKMMUTE IO IOTOBOPA CYMI.

Ya. 53. IIpexkpaTsiBaHETO HA JOrOBOpPA HE OCBO-
603K1aBa BBb3JIOKNUTENS OT 3abJIXKEHIETO /12 3aIJIaTU
Ha M3I'BJIHUTENS 10 IPEeCTaBEHY PEAJOBHYU OTUETHU
AOKYMEHTHU OTIIyCHATUTE NPOAYKTU 4O MOMEHTA HA
NpeKpaTsiBaHe Ha JIOroBOpa.

Hpyru pasnopenon

Yn. 54. VI30bJIHEHNETO HA HACTOSLIUS JOTOBOP
ce OCBUIECTBSIBA IPU CIIa3BaAHE M3MCKBAHUATA Ha
3aKkoHa 3a JeKapCTBEHUTE MPOAYKTU B XyMaHHATa
menuuubaa (3JIIIXM), 3akoHa 3a KOHTPON BBPXY
HapKOTMUYHNTE BemecTsa u npekypcopure (3KHBIT),
3akoHa 3a 3uapaBHOTO ocurypsieane (330) u moxsa-
KOHOBMTE aKTOBE IO TSIXHOTO IIpuJiaraHe.

Yn. 55. 3a BcuuKM HeypeneH! B TO3U JOTOBOP
CIydau ce MpUIaraT pa3nopenouTe Ha 1eiicTBAIIOTO
3aKOHOJATeNcTBO B Penyonuka bbarapus.

Ya. 56. CtpaHuTe 1o JOroBopa ce 3ajbikKaBaT
na ce unpopmupar He3abaBHO MPM Bb3HUKBAHE HA
00CTOSTENCTBA, BB3IPENSTCTBAILN U3I'BIHEHUETO
Ha CBHIIUA.

Yn. 57. Crpanure ce 3agbiKaBar ga ce nHPOp-
MHUPAT CBOEBPEMEHHO IIPY IPOMsIHA Ha 00CTOSTEN-
CTBaTa, MOCIYXKNUIN 32 OCHOBAHME 32 CKIIOYBAHE
Ha TO3U AOTOBOP.

Y. 58.IIpuocurypeHa rexHn4ecka Bb3AMOXKHOCT
OT CTpaHa HAa BB3IOXKUTENS M3MBIHUTEISAT MOXKE
Ja OTYUTA OTHYCHATUTE JEKApCTBEHM MPOAYKTH,
MEIWIIMHCKY M3JeNNs U AMEeTUUYHM XpaH! 3a CIie-
OMAaTHY MEAWIUHCKY LENN IO €JIEeKTPOHEH IBT B
MOMEHTa Ha OTIYCKaHEeTO MM. 3a LeJiTa CTpaAaHUTe
10 IOrOBOPa CKJII0YBAT AOMBIHUTEIHO CIIOpAa3yMe-
HIE€ KBM CBIIN.

Ya. 59. [Ipn ocurypeHa TeXHMUECKa Bb3MOXKHOCT
OT CTpaHa Ha BB3JIOXUTENs U3INBIHUTEIAT UMa
JAOCTBII C ENEeKTPOHEH MOAMNMNC, upe3 yed yciayrn
u crnpaBku A0 uHGopManms 3a HpeANucaHuTe u
ornycHatu Ha 30JI JIII, MU n JIX.

Ya. 60 . I[Ipu ocurypena rexHn4ecka Bb3MOXKHOCT
oT ctpaHa Ha H3OK u3mbAHUTENAT UMa JOCTBII €
eJIeKTPOHEH MOJIIC, UYpe3 yed yCIyrm m CHpaBKHU
no ,Peructep nporokonn 1A/B/C* ¢ uapopmanus
3a m3gajgenurte Ha 30JI TpOTOKOAM OT KOMUCHUTE
3a excrneptusu B LIY na H30K n P30K.

Ya. 61. ITo cmuchia Ha HACTOSIIIUS JIOTOBOP:

1. ,IloBTOpHO HapyuieHue“ € HapyleHHue OT
CBINNS BUM, U3BBPIIEHO B CPOKA HA JEIICTBUE HA IO-
roBOpPa B pAMKMNTE Ha €JHA TOANHA CIIe]] HapylLIeHNne,
3a KOETO € HAJIOKEHA ¥ BIS3JIa B CMJIA CAHKIIUA.

2. ,JlocnenBamio HapyuieHne € BCSKO CIeaBaII0
MOBTOPHOTO HApyIIEHNE OT CBINUS BUM, M3BBPIIE-
HO B CpPOKa Ha JEHCTBUE HA JIOTOBOPA, 3a KOETO €
HaJIOKEHA U BIISI3JIa B CHMJIa CAHKIUS.

3. B cunyuanTte Ha NmpoABIKaBaHE Ha eIHO-
TOAMIIHNS CPOK Ha JeiCTBME Ha JOroBOpa CBC
CKIFOYBAHE Ha MONBIHUTEIHO CIIOpa3yMeHMe 3a
HapylIIeHNMe OT CHIIUS BUJ, U3BBPIICHO CIIEe] BIN-
3aHE B CMIIa Ha JONBJIHUTEIHOTO CIIOpa3syMeHUe,
ce mpujara II0CJIeJOBaTEITHOCTTa Ha CAHKIMNUTE
KaTo IpHu HOB JOrOBOP.

Yn. 62. (1) VsmbaHuTensT mopaBa (UHAHCO-
BO-OTUETHNUTE JOKYMEHTHU MO ull. 17 Ha xapTueH
Hocuren po 15.10.2019 r. cbhrimacHO NPUITOXKEHUS
Ne 1,2,3 u 4.

(2) M3obpnHUTERAAT TOJydyaBa HOTUPMKALMS
ype3 npoduia cu B uHPOpMALNMOHHATA CUCTEMaA Ha
H3OK 3a npuetnss puHaHCOBO-OTYETEH JOKYMEHT
no an. 1.

(3) OTyeTHMTE JOKYMEHTH 10 aJ. 1 ce mogmmucBaT
OT PBKOBOANTEN Ha alTeKaTa U Ce MOJAIevuaTnar ¢
IevaTa Ha anTeKaTa ¢ U3KJIIoUYeHne Ha QUHAHCOBUS
OTUET, KOITO ce MOAMNICBA OT 3aKOHHMNS IIPEACTa-
BITEJ HAa M3MBJIHUTENS UIU OT YII'BIHOMOIIEHO OT
HEro Juie.

Y. 63. EneKTpOHHUTE JOKYMEHTH 11O HACTOSI-
mus gorosop ce noanucear ¢ YEIT no cmucsia Ha
un. 13, an. 2 BEJEII cbrnacuo npunoxenue Ne 5
,I1paBmira 3a MOAMIICBaHE HA OTYETHUTE EIIEKTPOHHN
JOKYMEHTU, Hepa3[eHa 4acT OT TO3U JOrOBOp.

Hepa3znerHa gacT OT TO31 AOTOBOP IIPEACTABIIBAT
CIIETHUTE TPUIOXKEHUS:

1. Ilpunoxenune Ne 1 — cneumpukauusi KbM
$MHAHCOB OTUET.

2. Ilpunoxenne Ne 2 — cnenudukanusi Kbm Gu-
HAaHCOB OTYET HAa U3I'BIHEHNUTE PEUENTH Ha JIHUIa
C MpaBO Ha 3[PaBHO OCUTYpPsIBaHE, YJOCTOBEPEHO
ot EC unu cbriacHo AByCTpaHHM CHOrofom (JOKy-
MEHTUTE C€ U3TOTBAT Upe3 MPUIOKHUSA COPTYep, C
KOWTO paboTy amrekara).

3. Ilpunoxenne Ne 3 — O6paszen Ha PUHAHCOB
OTUET.

4. TIpunoxenue Ne 4 — KpenuTHo/neOUTHO U3-
BECTME KBbM (PUHAHCOB OTYET.

5. ITpunoxenne Ne 5 — TIpaBuna 3a moanucBaHe
Ha OTYETHNUTE €JIEeKTPOHHM JOKYMEHTH.

HacTosimusit 7OroBop ce nmojamnuca B iBa egH000-
pa3HM eK3eMILIsApa — I10 €/IMH 32 BCsIKa OT CTPAHUTE.

3A BB3JIOKUTEA: 3A MSITBJIHUTEJIA:

JIMPEKTOP HA P30K: (nodnuc na npedcmasumensi
" u newam Ha U3NBAHUMEAS)

I''I. CHETOBOAMTEJL: PBKOBOIUNTEJII HA
.......................................... ATITEKATA:

(noonuc ma pvKOBOOUMEAs
Ha anmekama u neuam Ha
anmekama)



IIpunoxenue Ne 1

PerucTpauuoHeH Homep

Ha anTekaTa B P30K C T T 1T 1T 11 BaHka [ |

Wme Ha antexata [ | BIC [ \

Obnact: | | Obwwma: | | IBAN [ |

fp.(c) | | vn | | No. | | BYIICTAT [ |

X | | 6n | Jex [ Jer [ Jan [] [ \
CNEUUND®UKALUNA

3A OTNYCHATUTE NNEKAPCTBEHU NMPOAYKTU, MEOULUMHCKU U3OENUA N AUETUYHU XPAHU 3A
CMNEUMANHU MEOULUMHCKHM LEJNTN, 3A IOMALLUHO NEYEHUE HA TEPUTOPUATA HA CTPAHATA,
SAMNALLAHU HAMBITHO UK YACTUYHO OT H3OK
MO OOrOBOP Ne........ccccevueneee

KbM ®UHAHCOB OTYET Ne....... e ——— OT OATA: ...
3A OTYETEH NEPMOA OT: ....... rrraese e ————— ao: - reree i ———

PbkoBoguTen Ha antekaTa — MaI'I/ICT'bp-d)apMaLLeBT

e e | [ [ T T T LT T[]

Yacr 1. JlekapcTBeHU NPOAYKTY U AUETUYHI XpaHU 3a Criemantin MeAULMHCKIA Lenv 3a A0MaLLHO fieyeHue, 3annatyaqu ot H30K

0o6wo
H3O0K koa Ha Ttproscko HauMeHOBaHWe Ha CTonHoCT 3a oTnycHaTto 0o6wo O6wa
nekapcTBeH NpoAyKT/xpaHa, nekapcTBeHa M
nekapcTBeH 3annawaHe K-BO B oTnycHaTo CTOWHOCT 3a
copma, K-BO Ha aKT. B-BO, OKOHYaTenHa
npoaykt/ Ha onakoBKa eAUHULM K-BO B 3annawaHe
onakoBka
XpaHa (nB.) (amn., Tabn. OnaKkoBKM (nB)
v ap.)
O6wWwo no yacr 1: X
Yacrt 2. MeamuuHckm usnenus, sannawaxm ot H30OK
CToiHOCT 3a O6uo O6uwo Ob6uwa
oTnycHaTo M
H3OK koa TbproBcko HanmeHoBaHue Ha MU, 3annawjaHe K-BO B oTnycHaTo CTOMHOCT 3a
MU ¢opma, K-BO B onakoBka, pa3mep/k-Bo Ha onakoBkKa eauHLN K-BO B 3annawaHe
(nB.) A u OnaKkoBKM (nB)
(6p.)
0O6wWwo no yacr 2: X
[ ®ukcupaHaTta cyma (60Hyc): | X |
| O61wo 3a cneuudmkaumsaTa: | X |
Oata : . MoaMUC: .o
Sabeaencku:

Crnenunduxkanusra e pasfeiieHa Ha ase yactu. Yact 1 cbaAbpKa BCUUKYU OTIYCHATU OT alTeKaTa JEKApPCTBEHU
NPOAYKTH ¥ AMETUUHY XPAHU 3a CHEUMATHU MEAMIMHCKY nean, 3amnamann ot H30K, a vacT 2 cpabpXka BCUYKI
OTIIyCHAT! OT alTeKaTa MEeJMIVHCKN M3Ieus.

B kpas Ha msmata cnenuuranus nMa obo0men cymapen pen ,,O0mo 3a cenudnkanusTa“, KoiiTo odeanHsIBa
CTOHHOCTHUTE IO [OKA3aTeNUTe OT CyMapHUTE M JONBIHUTEIHUTE PEAOBE Ha JBETE YaCTHU.

Pen ,Qukcupanara cyma (0oHyc)“, 3amianiaHa Ha anTekara (ChIUIACHO MHAMBUAYAJHNS TOrOBOP Ha amTeKa-
Ta) 3a 00paboTKa Ha peuentypHara OJaHKa/OTPSI3BbK OT peUeNnTypHara OJaHKa Ha pPEUeNnTH, ChAbpXKAIIU CaMO
HAI'bJIHO IIJIATEHM JIEKAPCTBA.

B cnyuail ye anrekara He € OTIYCHAJa Mpe3 OTUMTAHUS NEPUO] MEAUIMHCKY U3AENHNs, TO crneundpuranms-
Ta ce pasmevarBa 0e3 wact 2. Cymapen pen ,O0mo 3a cnenupuranmsaTa“ B TO3M Clyyaii ce OTHeYaTBa Clefq
cymapeH pep ,,O0mo no vact 1% Benuxkm crpanmny TpssbBa Ja ca HOMEpPUPAHM, KaTO HOMepauusiTa € obma 3a
nsaata cnenuuKanms.

Axo crnenudukanmusita uma 2 yactu, To  Hact 2“ 3amoyBa Ha HOBA CTPaHMIA.



4 23 0l 6 8 A 9 S 4 € 4 3
(pwox
G.:e_m@ Uo) | eygoveuo eH emewues | jg'Liox) ewdod
ol NOSH OLEON ‘LOOHWOL) | Bt eMeLLeEe YOEH . mwdodd .
eleLuafiad elelushiad 9 )OgH 10 OLEON ‘LO0HIOLD) jundodp o o yodg Yeuo (erevoLue
eleLushad BH SUHOHLIAUEN BH BLE] ————— welen ‘sdexow eH SHeMmeLen - 110dq 8/ 08LO9hMLION g/ oatoommuon | & nwdod 7ox YOEH oM gyIN 10)
HUA ee ek OLBHOALLO / ‘9 nodg 5N ELUSNad
0 OHeomuTad) |
100HKOLD
LHonfolt BUNALNLOHN
dawoH HeHoUTENMMULHATY aHemxed .ot .10 eHuaimdAmoo  |egexdar
BULMNEdD awuneadu n snwm N0Og3 dowoH HaLraLmndAmoo
HaLreHoodau BH eLer HeuLreg |HeuLeg . eH dowoH BH 0S|
HoHouNexmduLHaTN
NOEH L0 MHeMmewLee n LJ|\|A 8 NHeseLmdu ‘BuLaTen misHUnuIa| “z LoeR
4 13 0l 6 8 L 9 g 14 € 4 l
(¢'rox
G._._e..m@ Uo) | eygoveuo eH emewues | jg'Liox) ewdod s
el NOEH OLEON ‘LOOHWOLY) | et efmewwee YOgH . mwdodd .
eLeLuahiad eLeLushiad 9 YOEH 10 OLBOX ‘LOOHUOL) jundodp ‘o “Ife yodg Yeuo (erevoLue
eleLusfad BH SUHBHLIAUEN BH BLET] BH OHegeleH eH elel] Lretden ‘vdevalr eH SHemevLen ° 110dq 8/ 08LO9hMLION g/ oatoommuon | & nwdod 7ox YOEH Hox gyIN 10)
HA ee ek 01eHIALLQ / ‘e nodg oN elusfiad
0 OHeomuTad) |
190HUOLD
IHonfyott BANALNLOHM
dowoH HaHouNesNMLHETIN aHemked .o .10 eHuamdAimoo  |eaexdal
BuLMNed awuneadu n awm NOg3 dewoH HaLraLmdAmoo
HaLreHoodau BH eLer HotuLreg |Haltureg e EH dawoH BH 0S|
HoHouMNexMULHETN

NOEH L0 MHelMeULEE ‘9MHahaLr OHMEWOT BE ULl MHOHUNIMTOW MHLBMNBLD BE HEdX UHhKULaWT 1 nAdodu nHasLodexalf | Loen

10 TOWd3U HAL3hLO

W90 I0LO MHHYALOASI OHOVLIA0 WLV 03 VH YWHILh-VEYXKdlT VAT LO OHIdIFO0LO0TA "IHVEKAIMOO OHEVdITE YH 08YdL O VINL YH MLYHOALLO HOEH
10 OHAMLOVh VLIV OHLIALIYH UHYMVLILIVE ‘UL NOHUTIMITEN MHLIVNZLO V€ UHYAX MHAULINT 1 BULETEN MNOHUMATAIN ‘UINATOU MHIELOdYXIL VE MLUAN3d ALMHIHUQLEN VH

7 o\ auHaxorudy|

vivglo N 13h10 GOOHYHU® WA BUMYIMOKTIALIO




€S

0108

A

[0

1S

B1gda) ‘BuHOTaNE €0¢3

‘sudenveg ‘LIN3/03T Lo naexdat niAdt 8 nhadAimoo ‘e eH YOEH &8 sHedundLoniad ee sMHadeg0LI0LL “LII9D €713
1zia

0zi3

1%

6013

9013

g1gda) & oHadAmoo ‘ahuur eH sudeluaqg 8 woroadu ndu egedu ee auHadeg0LIOT K 11199/94S
BuHOIaxe)\ 8 oHadAmoo ‘ehmLr eH sudeluag & yo1oadu ndu egedu ee anHadagoLI0TL 1119d/Nd
1o129adu HeHawada — egaedu eH sHeangoudu ee LHaWAyol Sy0S

NOEJ eH SHEaLOaWeE OHHaWadE B aMHade80LI0MA [k

(YOg3) erdey eHuaimdfmooonsedire exonauodel JIH3

edALBLHOWOH — LHOWAYOT HawraLndAinao tng g

"efMHedLo eGOH BH BAhOLIEE ,Z 10BR" OL ‘ULOBR g BNW EL8MNENMcUTTIBLD O3y
‘elsuniexmdguneLd eLewsh ee emgo o eLsuiedswoH
oLey ‘nHedudewoH ed ef eagedl uhmHedld winndg °,| LoBh Ou omgO“ Tad HadewAd oL ealehalLO 89 WenALrd ueoL 8  elsunexuduneud ee omgQ“ Tod Hadewd)
"7 Loen €39 ealenaueed 89 eLsuienmduiaud oL ‘LNl 8 uHeseLmdu ‘BuLraen uxoHunnTon Tondal BUHELMKLO €8dU BLIEHIALILO © 8H BLEYSLLE 8h ‘UBhALD g
"MLoBh 91981 BH 980Tad SLMHLIALNHLALOT
M LMHABWAD 1O SLMLBLEERNOL OU SLMLOOHMOLO BEBHWITOQO OLMON ‘ elsunennduieud ee omgQ“ Wed HadewAd HeMQogo eww wsunexmduneud eLeush eH sedi g
"eg10deNaL MHALBLIL OHUQUEH OWed umexdarao ‘miushad eH exHeuqg ereHdALushad Lo ¥acsdLo/enHewqg erendALushad
BH B)1100edQ0 EBE (BLENOLUE BH d080I0T BUHLRATMEWTHM OHOBLIIAD) eleNalue eH eHefmevee ‘ (0AHOQ) ewAd eleHednannd, Tod HaLrBLMHLAUOT 1 oLiey ‘(5 BHOLON) YOEH L0
aHemevwuemn es ewAko u (| eHouoy) niushad yodg :MLraLeERNOL SLUHTBLD OU MLOOHWOLD 949 *** LOBh OU 0MQQ* Wad HadewAd ewn elsunienMduieLd Lo 1oeh eXBOE BH sed) g

"10Bh BYKO8 BE BUHBHLIALEN BH BLET O MHaadou ‘uLushiad MHBHLALEN Mihnog LedLlenauced 80 LHauMeU uiaoga e -
‘Mad HanAgee ou nHeduidos ‘miHeuieu ou -
‘ad BMHTBLO & ealenauced 82 eLlsuhiendunaL)

‘LI € vHeleundu ‘BuLeTen MIOHUTIMITON BLENSLLIE 10 ULBHOALLO MyhMOE BXdaad Z 19Bh B ‘YOEH L0 MHelmewuwues ‘uurah
VNOHUTIUTON MHLreMNaLD ee WHedX WHhULaNT 1 nwiATodu nHeaLodexalr eLeyaLle L0 NLBHOALLO MihKOg BXdqalia0 | 10eR 'MLOeh 98l BH eHaleeed o elsunexmdunou) |




1l 03 BuLeL)
Sl e BUTHELD|
Sy egtoloud eHHed1oAar sugda) 3 73 guHeud)
MA eguoloud eHHed1oAal BUHOTONE NH 73 BUdBIHA
H 73 puLeaday ¥lo) 73 guhda |
S 73 BMegOLD a9 73 BuHelndgoynuag
IS 73 BMHagOLD) 4 73 suhHedo
3S 73 HEL] 14 73 BUTHELHUG
o} 73 BUHANAY S3 73 BWHELO|
1d 73 guLrelALdoy] 33 73 BWHOL03
d o3 emuol| 1a OF| BUHE(]
ON um3 BnieadoH g 73 BiUHenda |
N 73 BuHeLoy 79 73 BUX8h
1N : OF| BLUEN AJ : o3 daumy
A 23 BuaLe|[ HO M gudenuas(
nl ] 73 1dAgwadyoi [ og ] 73 sndelraq
11 i OF| ean( 3d i o3 Buiusg
i um3a HyefmHaLXm|[ v SE| sudLoay
oy exHaLh-egexdafy eaexda tHoy exHaLUh-egexdafy eaexda

naexdal’ mionauodsas nIAdT v sudenuaam sunedsacHoy ‘L1413 ‘03 L0 aLvaexdal eH agomon-Qg|
edALBLHAINOH — egeXdAl BH OS¢

vi1198/g4S

€21989/a4s

601989/94S

1¢l9d/Nd

¢h19d/Nd

v119d/Nd

6019d/Wd

800N

an

lva

800S




Ilpunoxenne Ne 3

Monyuaren W3paten
Haumerosanve: | | Haumerosanve: | |
Apnpec: | | Apnpec: | |
EVK | | EVK | |
Ne no AAC | | Ne no AAC | |
Mon | | mon | |
BaHka | |
BIC | |
IBAN | |
®UHAHCOB OTYET Ne | | or | | /nata Ha cberassHe/
no ur. 20, an.1, 7.1 ot lorosop Ne | | or | |
3a Abmkumarta cyma ot Bb3NOXUTENA (P30K) Ha UBMBIHUTENSA (U3paTen) no u3anbnHeHU OT Hero peLenTu 3a
nepuoaa
: (HavanHa Jarta Ha oT4yuTaHe) : (kpaiiHa faTa Ha oTunTaHe)
Yact 1 JNlekapcTBeHM NPOAYKTU U ANETUYHU XPaHU 3a cneuuanHu uenu 3a HO 3

3annawanu ot H30K
1. O61a CTOMHOCT Ha peanusupaHuTe npoaaxou ot Uspatens (no aorosop ¢ P30K) B nes:
/cnosom/

1.1. B T.4. CTOMHOCT, 3annaTteHa Ha usgarens ot 30J1 B neBz
/cnosom/

2. CToiiHOCT, AbmkuMa oT P30K Ha U3aaTens 3a peanuaupaHuTe oT Hero npoaax6u no [lorosopa B neBa
/cnosom/

3. CtoHoCT, Abmkuma oT P30K Ha UspaTtens 3a uanbnHeHu peuentu no un. 19, an.2 ot floroBopz
/cnosom/

4. Benuko, Agbmkumu cymu ot P30K Ha U3pgaTens no AoroBop 3a OTY4ETHUA nepuoa

Yact 2 MeavumHcku usgenus, npunaradu B UMMM u 3annawanm ot H30K
1. O61Wa CTOWHOCT Ha peanu3upaHuTe npoaaxou ot Usnatens (no aoroeop ¢ P30K) B nes:

/cnosom/

1.1. B T.4. CTOMHOCT, 3annaTteHa Ha usgarens ot 30J1 B neBz
/cnosom/

2. CtouHoCT, Abmkuma ot P30K Ha M3paTens 3a peanu3aupaHuTe oT Hero npoAaax6u no [loroBopa B neBa
/cnosom/

3. CToiHocT, AbmkuMa ot P30K Ha U3paTens 3a uanbnHeHu peuenty no un. 19, an.2 ot [loroBopz
/cnosom/

4. Benyko, agbmkumu cymu ot P30K Ha UspgaTens no AoroBop 3a oTY4eTHUA nepnoa

06wo no Yacrt 1 1 Yact 2
1. O61Wa CTOVHOCT Ha peanu3upaHuTe npoaaxou ot Uspatens (no aorosop ¢ P30K) B nes:

/cnosom/

1.1. B T.4. CTOMHOCT, 3annaTteHa Ha usgarens ot 30J1 B neBz
/cnosom/

2. CTouHocT, abmkuma ot P30K Ha U3paTens 3a peanu3aupaHuTe oT Hero npoAax6u no [loroBopa B neBa
/cnosom/

3. CtouHocT, Abmkuma ot P30K Ha U3paTens 3a uanbnHeHu peuenty no un. 19, an.2 ot floroBopz
/cnosom/

4. Bcuuko, Abmkumu cymu ot P30K Ha M3aaTens no AoroBop 3a oTY4eTHUA Nepuoa

CucraButen Monyuarten
Nwe: Nwe:
Pamunus: Pamunus:
Moanuc u nevat Moanuc u nevat

‘Vka3aunus 3a nonbjiBane Ha ®UHAHCOB 0TYET

HacrosiumsaT QopMyJIsip ce ChCTaBsi HA OCHOBaHUE W 7 OT 3aKOHA 3a CYCTOBOACTBOTO H MPE/ICTABIISABA ITBPBUUYCH CYCTOBO/ICH
JIOKyMEHT, ChIJIACHO ChIIHA. 32 Ta3H 1€/l € HEOOXOMMO JIa Ce MPEINPHEMAT CIIC/THUTE ICHCTBHSA:

Iporpamupane na EKA®IT

Anrtekata, pabotera ¢ H30K nporpamupa ¢ nanmenoBanue " H30K" eun 0T Bb3MOKHUTE BAPHAHTH 32 IUIAIIAHE (€IHH
OT KIIABHIINTE 32 BHJ IIALLAHE) .

TIpu MozenuTe GUCKATHH YCTPOICTBA, KOUTO HAMAT BH3MOXKHOCT 3 IPOrpaMUpaHe Ha HAMMEHOBAHHE HA BHJI ILIAIIAHE,
Cclie/iBa Jia Ce Bb3IPHEME, Y€ eINH OT ChLIECTBYBALIUTE IUIALALIM KIABHIIH 1e ObJe H3II0JI3BAH 32 PErHCTPUPAHE CaMO Ha
mareHute cymu o guHns Ha H30K.

MBIIBIHATENIST Ce 3a/(bJKABA 1a ChXPaHsiBa MH(OPMALKITa OT AHeBHUTE (puHaHCOBH oTdeTH 0T EKA®II ¢ Hy/mpase u 3amuc
BBB (DHCKAIHATA TAMET [P HAIMYHC HA IIPOAaXOH, Mo KOUTO MMa Iuramanus ot H30K.

Perucrpupane

DuckaTHa KacoBa OeliexKa ce M3/1aBa 3a IA1aTa CTOHHOCT Ha JIGKapCTBOTO, KaTo B KacoBaTa GeNieskKa ce MocouBaT JBETe

nIanaxus - B 6poii u o ", H30K ", kaTo pasinnyHu BUIOBE IUIAIIAHKA.



Monyuaten Wapaten
Haumerosanue: | | HaumeHosaHve: | |
Apnpec: | | Agnpec: | |
EMK [ ] EVK [ ]
Ne no AAC | | Ne no AAC | |
mon | | mon [ |
BaHka | | Banka | |
BIC [ ] BIC [ ]
IBAN [ ] IBAN [ ]
KPEOAUTHO D | BEBUTHO DMSBECTVIE Ne | | or | | /nata va cucrassaHe/
( BsipHOTO Ce Mapkupa ¢ V)
KbM ®UHAHCOB OTYET Ne | | or | | /nata Ha cucTassaHe/
no un. 20, an.1, .1 ot Jorosop Ne | | or | |

3a gbmkumara cyma ot Bb3NTOXKUTENA (P30K) Ha UBNBITHUTENS (U3paTen) no uanbriHeHW OT Hero peuenTy 3a

nepuoaa
: (HavanHa faTa Ha oTynTaHe) : (kpaiiHa paTta Ha oTYuTaHe)
YacT 1 JlekapcTBEHM NPOAYKTU U AUETUYHU XpaHy 3a uenu 3a X
ot H30K
1. O6LWa CTOWHOCT Ha peanuaupaHuTe npoaax6u ot U3pgatens (no gorosop ¢ P30K) B neBa
/cnosom/
1.1. B T.4. CTOMHOCT, 3annaTteHa Ha usaarens ot 30J1 B neBa
/cnosom/

2. CtoiiHocT, Abmkuma ot P30K Ha U3paTtens 3a peanusnpaHuTe oT Hero npoaax6u no [loroBopa B neea
/cnosom/

3. CtoiHoCT, Abmkuma ot P30K Ha U3paTtens 3a uanbnHeHu peuenTty no yn. 19, an.2 ot florosopa
/cnosom/

4. Beunuko, Abmkumn cymmn ot P30K Ha U3paTtens no AoroBop 3a oTYETHUA nepuoa

L1 Jonosow

YacT 2 MeauuuHcku uspenus, npunaradm B UMMM v 3annawanm ot H30K
1. O6Lia CTOMHOCT Ha peanuavpaHuTe npoaax6u ot Uspatens (no goroeop ¢ P30K) B neBa

/cnosom/
1.1. B T.4. CTOWHOCT, 3annarteHa Ha usgarens ot 30J1 B neBa

/cnosom/
2. CtoiHocT, Abmkuma ot P30K Ha Uspatens 3a p K Te OT Hero np 61 no [loroBopa B nesa

/cnosom/
3. CtoiiHocT, Abmkuma ot P30K Ha U3paTtens 3a uanbnHeHu peuenTty no yn. 19, an.2 ot floroBopa

/cnosom/

4. Beuuko, Abmkumm cymu ot P30K Ha U3paTensi no JoroBop 3a oTYETHUSA nepuoa

(I Jonosow

06wo no Yact 1 u Yacr 2
1. O6Wa CTOMHOCT Ha peanuaupaHuTe npoaax6u ot U3patens (no gorosop ¢ P30K) B neBa

/cnosom/

1.1. B T.4. CTOMHOCT, 3annaTteHa Ha usaarens ot 30J1 B neBa
/cnosom/

2. CtoiiHocT, Abmkuma ot P30K Ha U3pgaTtens 3a peanusnpaHuTe oT Hero npoaax6u no [loroBopa B neea

/cnosom/
3. CtonHocT, Abmkuma ot P30K Ha U3paTens 3a usnbnHeHu peuentu no un. 19, an.2 ot florosopa

/cnosom/
4. Beunuko, Abmkumm cymu ot P30K Ha U3paTtens no AoroBop 3a oTYETHUA nepuoa

/cnosom/

OcHoBaHue 3a usgaBaHe:

CobcraButen Monyuaren
WNwe: Wwe:
damunus: Pamunus:
Moanwuc n nevat Moanuc
MnavaHe: D B 6poit D nn.HapexaaHe [ata | |

IIpunoxenune Ne 4



IMpnnoxenne Ne 5
IIpaBuaa 3a mognmcBaHe HA OTYETHNTE €JeKTPOHHU TOKYMEHTH

I. EnekTpoHeH oTuer

1. EnexkTporHust oruet (XML daiin) Ha anteknuTte ce mognucsa ¢ nepconanen KEII, n3panen Ha ¢u3mveckoTo
JuIe — PbKOBOJUTEN HA AlITEKATA, yII'BIAHOMOIIEHO C M3PMYHO HOTAPUATHO 3aBEPEHO IbJIHOMOIIHO OT THPTOBEIaA.
B 1031 ciyuaii e1eKTPOHHMAT Noanuc cuefsa aa cbabpxa: ETH/JIHY u TpuTe MMeHa Ha yI'bJIHOMOUIEHOTO JINIIE.

2. B cayuauTe, KOraTo JIuMLEeTO, OTKPUIIO alTeKaTa (ThProBelbT), NN 3aKOHHUSIT IPEICTaBUTE]I Ha THProBeLa
1 pPBPKOBOAMTENAT Ha alTeKaTa cbBHajar (Tpproeckarta perucrpanus € ET unm ppKOBOAUTENAT Ha alTeKaTa €
3aKOHEH IIPEJCTABUTEN HA THProBela — YIpaBUTEN UM U3NbIHUTENEH AUPEKTOP U IPEACTABIsIBA CAMOCTOSITEN-
HO), YI'bJIHOMOIIIaBaHE HE CE M3BBPILBA.

B ro3u cayuaii enexrponHust oruer (XML ¢aiin) ce mognucpa cbe:

— nepconaned KEII Ha pbpKOBOgMTENST Ha amTekara, M3majeH Ha PU3UMUECKO Iuine, Koiito cpabpxka EIH/
JIHY n TpuTe mMeHa Ha JULETO;

- npodecnonanesn KEII, koiito cpabpxka EVIK nHa turtynsaps; EITH/JTHY n Tpute mMeHa Ha pbKOBOAUTEINS
Ha anTeKara.

II. QunancoB oTyer/mM3BecTNE KbM (PUHAHCOB OTYET

3a nopNuCBaHE HA QUHAHCOBUS Omyem/u36ecmue Kb QUHAHCOG OMyent ChIECTBYBAT CIETHUTE TPYU B3MOXKHOCTU!

1. Cupo¢ecuonanen KEII, nzpanen Ha Tbprosena (KOWTO MOXKE J1a € €AHOJINYEH THPTOBELl, NN IOPUINYECKOTO
auie — ThbProBCKO APYXKECTBO/KOOMEpalusl); B TO3M CIydail TUTYISIp HAa €IEKTPOHHUS MOANNC € THPrOBELbT, a
aBTOp — GU3NYECKO JNIle, NPEACTABIABAIIO THProBENA, MIM YII'bIHOMOUIEHO OT TUTYNSIpA APYro Jule, B Te3NU
ciaydam en. mopmuc ciejsa ga cpabpxa: ¢upma u EVIK na turynsaps, ETH/JIHY n tpure nmeHna Ha aBTopa.

2. C nepconaneHn KEII, u3nanen Ha ¢u3Muecko Nnile — pbKOBOAUTEN Ha allTeKaTa, yII'bIHOMOIIEHO C U3PUUHO
HOTAapMallHO 3aBEPEHO IIBIHOMOIIHO OT ThProBela; B TE3!U Cllyuau elsl. MOAMucC ciefasa ga ceabpxka: ETH/JTHY
! TPUTE MMEHA Ha YI'BJIHOMOIIEHOTO JUIEe — PHKOBOAUTEN HA alTeKara.

3. B ciayuante, KOrato JMIETO, OTKPUIIO anTeKaTa (ThProBebT) MM 3aKOHHUST MPEJCTaBUTEN Ha THhProsena
1 pPBKOBOAMTENAT HAa alTeKaTa chBHAAaT (Tbproeckara perycrpanus ¢ ET mwim ppKOBOIUTENAT HA alTeKaTa € 3a-
KOHEH IIPEACTABUTEN Ha THProBela — YIPAaBUTEN JUIM U3IBIHUTEICH AMPEKTOP U MPEACTABISIBA CAMOCTOSITEIHO),
yII'bIHOMOIIIABAHE HE C€ U3BBLPILBA; B TO3M Clydall pMHAHCOBUAT OTYET/U3BECTHE KBbM (PpMHAHCOB OTYET MOXKE Aa
ce MOJIMNCBA ChC:

— nepconaned KEII Ha ppkoBoguTenst Ha anTekara, M3AajeH Ha PU3MUECKO Nule, KoiiTo cpabpxa EI'H/
JIHY n Tpute umMeHa Ha JUIIETO;

- npodecnonanen KEII, koiito cpabpxka EVIK nHa turynsaps; ETH/JTHY u Tpure mMeHa Ha pbKOBOAUTEIN S
Ha anTeKara.

ITpunoxenne Ne 4

JIaHHU HA MEPCOHAJIA, PADOTEH] B AMTEKA cucvurrerrenruesenseensiessassssssssssssssssesssassasssssssy IP./C.

Ba-
Perucrpa- | Hanmeno- YUH na ma- Obpasosa PaboTHO
TEJHO-KBa-
unoHeH Ne | BaHmMe Ha Nwme Ipesume | Qamunns ETH rUcTbp-dap- e G— Bpeme
Ha amnTeka | amrTekara MaleBTa (B uacose)
OHHA CTEINEH
1 2 3 4 5 6 7 8 9
Maruncrbp-
XXXXXXXX | XXXXXX XXXXXXX XXXXXXXXXXXX | XXXXXXXXXXXX
XXXXXXX XXXXXXXX dapmanesT
Maructsp-
XXXXXXXX | XXXXXX XXXXXXX XXXXXXXXXXXX
dapmanesT
ITpunoxenue Ne 5
JEKITAPANI NS
KBbM 9WI. 3, T. 8
OT ettt et st e s — HPEACTABUTEIL HA ..oovvvinniiiiiniiiiiiiiiieeiiieeenieeeans

(Qusuuecko uau ropuduuecko Auue, peeUCmMpupano Kamo mspeosel, o ObA2aApPCKOMO 3aKOHOOAMEACMBO UAU NO 3AKO-
HOOAMeACmE0mo Ha ObpHaA6a UAeHKA)
¢ EMK i , CElANINIIE U AFAPEC HA YIIPABIICHIIC —..ieeeeeeunnnnseeesieseasieaeisiisiiiiiiiiiiiiiiiieiieeaaeeeees
BbB Bpb3Ka ¢ MOAAAEHOTO 3asiBICHNUE 32 CKIIOYBAHE HA AOTOBOP 3a OTIYCKaHE HA JIEKAPCTBEHU MPO-
AYKTU, MEAMIMHCKN U3JENUs M AUETUYHM XpaHU 3a CHeUMaATHM MEJUIMHCKU LedN 3a JOMAIIHO JIEUEeHUE,
3aniamany HanbaHo uian yactuuno ot H30K/P3OK, u Ha ocHoBaHue ui. 3, T. 8§ oT YciaoBusl u pen 3a
CKJIIOUYBAHE HA JOTOBOPU 3a OTHMYCKaHE U 3aIlNIalllaHe Ha JEKAapCTBEHM NMPOAYKTH MO 4. 262, ai. 6, T. 1 oT
3aKoHa 3a JIEKApCTBEHUTE MPOAYKTHM B XyMaHHATa MEIUNNHA, HA MEIUOVHCKYU M3AETUS M HAa JUETUUHU
XpaH! 3a CHeMaIHU MEIMUMHCKM LeNn, 3alalaly HambIHO uian yactTuuyao ot H30K

AJEKJTAPUPAM:

KbM MoMeHTa cbhriacHo § 1 OT JOMBIHUTETHNUTE pasnopendn Ha ThpProBckus 3aKOH CbM CBBP3aHO JUIE
CbC CJICAHUTE THPrOBOM HaA ;[pe6H0 Ha JICKAapCTBCHU MPOAYKTHU, IPUTEKAaBaAlM pa3pCUHICHNE 3a ThpPproBusa Ha
apeOHO ¢ JIeKapCTBEHU MPOAYKTH, U3aaaeHo no pema Ha 3JITIXM:

M3BecTHO MU €, U€ 3a HEBCPHU JaHHU HOCA OTTOBOPHOCT CBHINIACHO YJI. 313 or HakazarenHus KOJIEKC.

Ipam .oooovviiiinnne
Hara .

HJEKJIAPATOP:




