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OTKpHTa IpoIeypa 3a 00IIECTBEHA TOPBUKA C MPEIMET :
,JI0OCTABKH Ha JIeKAPCTBEHH MPOIYKTH M MeIHIMHCKH H31e/Tsl 32 Inann3a’
MBAJL , I-p Cramen Unues” AJ] —rp.Mourana

MHOT'OITPOPHNJIHA BOJIHUIIA 3A AKTUBHO JEYEHUE
“JA-P CTAMEH WINEB" A/l -TP.MOHTAHA

JTOKYMEHTALIMS 3A YYACTHUE B OTKPUTA IPOLIEJYPA 3A
BBH3JATAHE HA OBIIECTBEHA TMTOPBYKA
JTOCTABKHU HA JIEKAPCTBEHU NMMPOJAYKTH Yl MEJIUIIMHCKA
W3JIEJIVSE 3A TAAJIA3A

Hacrosimata nokymeHTanusi ce u3JaBa Ha OCHOBaHME 4i1.28 OT 3akoHa 3a
obmiectBenute mopbukn u Pemenune Ne P-2 / 16 suyapu 2014. Ha
M3nbnaautennus Hdupexktop Ha MBAJI “JI-p Cramen Mnue” A/l - rp.MoHTaHa 3a
OTKpUMBaHE Ha OTKpHUTa MpOIeAypa 3a Bb3JaraHe Ha OOIIECTBEHA MOpPBHYKA 3a
JOCTaBKM Ha JICKAPCTBEHM MPOAYKTH M MEIUIMHCKU U3JENUd 3a Juajiu3a |
oOsiBIEHUETO 3a oOImecTBeHa mnopbuka, m3npareHo Ha 16.01.2014rox. 1o
AreHnusTa 0 OOIIECTBEHH MOPBUKH 3a BOUCBaHE B Perucrbpa Ha 001IeCTBEHUTE
MOPBYUKH U 3a MyOnuKyBaHe B ,,Odunmannus BecTHUK  Ha EBponeiickus chios.

CbABbPKAHHUE:

1. Pemenue Ne P-2 ot 16 ssayapu 2014r. Ha M3neanutenuus aupexkrop Ha MBAJI
“II-p Cramen WmueB” AJl-rp.MoHTaHa 3a OTKpHMBaHE Ha Mpoleaypa 3a
Bb3JIaraHe Ha OOIecTBeHa ophUKa - [Ipuinoskerne Nel,

2. O0sBieHue 3a o01IecTBeHa Mopbuka - [Ipunoxenue No2,

3. [IpiHO ommcaHWe Ha OOEKTa HAa MOPBHYKATA, BKIFOYUTCIIHO HAa KOJIMYECTBEHA
cneruuraus u ooy ycnoBus - [punoxenne No3;

4. Texundecka crienupuranus - [punoxenne N4,

5. Tloka3zaTtenu, OTHOCUTEIHATA UM TEXKECT M METOJUKATa 3a OMpeIeisiHE Ha
KOMILJIEKCHATa OIleHKa Ha odepTaTa - [Ipunoxkenne Neo5;

6. Obpazen Ha oepTaTa U yKazaHus 3a MOATOTOBKaTa i - [Ipunoskenne Neb;

7. IIpoexT Ha TOTOBOP 3a Bh3JIaraHe Ha o0IecTBeHa ophuKa — [Ipunokenne No7;

8. O6pasmu — [Ipunoxenue No8 :

8.1.Cnucsk Ha nokymeHTuTe — Obpazer; Ne 1

8.2.3asBnenue 3a yugactue - O6pazer; Ne 2

8.3. AnMunHuCTpaTUBHU cBefieHus - O0pazer Ne 3 ;

8.4. Jlexmapanus 3a 3amo3HaBaHe ¢ yCIOBUATA B JOKyMmMeHTarusATa - Obpasern
Ne 4 :

8.5. lexnapanus mo wi. 47,an. 1,1.1,6. ,a" no ,a’, T.2ur1.3,an 2,7.1u 1.3
u an. 5ot 30I1 - O6pazen Ne 5;
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8.6. [lexnapanusi 3a yyactue Ha noau3mbiIHuTen - O0paszer Ne 6 ;

8.7. dexnapanus ot noau3mbiaHuTen - O6pazer Ne 7 ;

8.8. lexmapamust mo wi.56an1,1.12 or 30Il 3a mpuemane ycioBusiTa Ha
noroBopa - O6pazer; Ne 8

8.9. Texnuuecko npeoxenue - Oopazerr Ne 9 ;

8.10Texnuuecka cnerudukanus - Oopazer; Ne 10 ;

8.11.11enoBo npemnoxenue - O6pazery Ne 11.

Pemennero 3a oTKpuBaHe Ha MpoleypaTa U O0sIBIEHUETO 3a OOIIECTBEHA
nopbuka Be3noxurensat uznpama 1o M3neaautenus aupexrop Ha AOII o
€JIEKTPOHHA TOIIA C U3IMO0JI3BaHe Ha eJIEeKTPOHEH MOANMC — ChIVIACHO 4. 6,am.1
1.3 o1 [ITI30I1.

BB310XKUTENAT OCUTYpsIBa IIBJIEH JOCTHII A0 HACTOAIIATA JOKYMEHTALUA Ha
anpec : _http://www.mbalmontana.com/page/show/54

[Tpu m3rorBsiHe Ha opepTara BCEKU YUYACTHUK TPsOBa Ja Ce MPUIBpPKA
TOYHO KbM OOSIBEHUTE OT BH3JIOKHUTEISI CPOKOBE U YCIIOBHSI, TOCOYCHH B
OOSIBICHUETO U JTIOKYMEHTAIIUSTA 32 yJacTHe.

Jlo m3THYaHEeTO Ha Cpoka 3a TojaBaHe Ha O(epTHTEe BCEKH YYaCTHUK B
IpoIeaypaTa MOXKe Ja MPOMEHH, AOIIBJIHU WM OTTET I odepTara Cu.

Bceku yuacTHHK B mporieiypaTta 3a Bb3jaraHe Ha oOIIecTBeHa MOpbhuka UMa
NpaBo Ja MpeIcTaBu caMo eqHa odepTa .

Pa3xomute, cBBp3aHM C W3rOTBIHETO W TOJABAaHETO Ha odepTUTe ca 3a
CMETKA Ha yYaCTHHUKA. BB3IOXKHUTENAT IPU HUKAKBU YCIOBUS HsAMa Jla y4acTBa B
TE3W pa3XxoJ HE3aBUCHMO OT HaUYMHA Ha MPOBEXKIAHE U U3X0/1a Ha MpoIieaypara.

OdepTute 3a yyacTue B OTKpUTATa MPOIIEAypa Ce MOAABAT B JIETIOBOJICTBOTO
Ha MBAJI “I-p Cr.Unues” AJl rp.MoHTaHa.

OdepraTa ce mpencTaBs B 3amedaTal HEMPO3pPAUCH UMK OT YYaCTHUKA WM
OT YITBJTHOMOIIIEH OT HErO MPEACTAaBUTEN JUYHO WIIM IO TMOoIIaTa ¢ Mpenopbh4aHo
nucMo ¢ oOpaTHa pasmucka. BbpXy MIMKa ydYacTHHUKBT IOCOYBA ajpec 3a
KOpECIIOHICHIINsA, TeledoH 3a Bpb3Ka , MO BB3MOXKHOCT (DakCc W HOMepaTa Ha
000c0o0eHNTE MO3UIMHU 32 KOUTO Mo1aBa odepTa .

[Ipu npuemanero Ha odeprara B aeaoBoacTBOTO HA MBAJI “Cr.Mnues” A/l
- rp.MoHrana , yn.” Cupma BoitBoga” No2 |, BbpXy IJIMKa c€ OTOESI3BAT MOPEIHUS
HOMEp, Jarara W 4YachT Ha ToJydyaBaHeTo. [locoueHWTe TaHHHM Ce BIUCBAT B
CHOTBETHHS PETUCTHD U HA IPUHOCHUTEIIS CE U3/1aBa IOKYMEHT.

Odeprata ce mogaBa B CpoKa, MOCOYCH B OOSBICHUETO 3a 00IECTBEHATA
nopbuka. B ciydaii korato chiarta € mojiydeHa cie MOCOYCHHsI CPOK U 9ac WA
BBHIITHO TSI HE OTTOBapsl Ha OOSIBEHUTE M3MCKBAHUS U € B HE3ale4aTaH Wil CKhCaH
UMK, CHOTBETHUTE JUTH)KHOCTHU JUIIA OTOENsA3BAaT TOBAa OOCTOSITENICTBO B
perucTbpa u odeprara He ce IpreMa, a ce BphIlla He3a0aBHO HA MPUHOCUTEIS .
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JlumaTa Morart Ja MmoucKat MICMEHO OT BB3JI0KUTENS Pa3siCHEHUS 110
JOKYMEHTAITUSTA 32 y9acTHE JI0 M3TUIAHETO HA CPOKa 32 HEHHOTO 3aKyMyBaHE WA
noyty4aBaHe. Bb3II0KUTENSIT U3npaiia pa3scHeHusITa B 4-THEBEH CPOK OT
IMOCTBIIBAHETO HA UCKAHETO., ChIIacHO 4i1.29,an.1 ot 30I1.

Kpaiinus cpok 3a nmojgaBaHeTo Ha opepTu 3a yyacTue B MpoleaypaTa € :
10.02.2014.

Komucusita, HazHaueHa OT W3ObIHUTETHUS JTUPEKTOp Ha JIEYeOHOTO
3aBe/ICHUE B CHOTBETCTBUE ChC 3aKOHA 3a OOIECTBEHUTE MOPBUYKU, pa3riexkaa
noganeHute ohepTH HA

11.02.2014. B 13: OOuaca
B crpagata Ha MBAJI “Cramen Unues” A/l :
rp.Monrana, yi.” Cupma BoiiBoaa” Ne2

[Ipu otBapsne Ha odepTUTe MOraT Ja NPUCHCTBAT 3aKOHHHUTE
NPEJICTABUTEIM HA YYACTHHIIMTE, Y4YacTBAIlM B TpoIleAypara WId TEXHH
YI'BIIHOMOUIICHH TPEACTABUTENN, KAaKTO M TMPEACTaBUTENM Ha CpeAcTBara 3a
MacoBO OCBEJOMSBaHE M Ha IOPUAMYECKH JIMIA C HECTOMaHCKa IIedl.
YIbIHOMOIIABAaHETO TPsAOBAa /Ja € H3PUYHO M ITBJIHOMOIIHOTO HWJIM HETOBO
3aBEPEHO KOIHE Ce OCTAaBS HA KOMUCHSTA .

Komucusta Moxe 1o BCSIKO BpeMe J1a TPOBEPsIBA 3asBEHUTE OT YUaCTHHUIIUTE
JaHHU , 1a UCKA Pa3siCHEHUS] OTHOCHO CepTU(PUKATUTE U TOKYMEHTHTE,KaKTO U J1a
U3MCKBA TIMCMEHO TPEJCTaBsIHE B ONpeIeNieH CPOK Ha JONBJIHUTEITHH
JI0Ka3aTesIcTBa 3a OOCTOATENICTBATA, IOCOYEHH B OepTara.

3a BcsKa OTHeNHA oepTa, KOSTO OTroBapsl Ha M3MCKBAHUATA HAa 3aKOHA 3a
OOIIeCTBEHH MOPHUKU U YCIOBUATA HA HACTOSIIATA JOKYMEHTAllWs, Ha3HaYeHaTa
KOMICHS U3BBPIIBA KIIACHPaHEe, Bb3 OCHOBA HA KPUTEPUS

» IKOHOMHYeCKH HAW-u3roaHa ogepra’.

Cpok 3a moJlydaBaHE€ Ha WMCKaHHS 3a JOKYMEHTH WM 3a JOCTBI [0

JTOKYMCHTH:
31.01.2014. Yac: 15:00

CroliHOCTTa Ha HacTosIIaTa JoKyMeHTanus € B pazmep Ha 20.00mneRa.

[Tocouenara cyma ciieqBa a ObJie 3alUlaTeéHa OT YYacTHHUKA, CPEIry KOeTo
My C€ HW3/laBa IUIATeXKEH JOKYMEHT. TO3W TuIaTekeH JOKYMEHT CielBa /a Obiae
MpPWIOKEH B odepraTa 3a ydacTHE , KaTO JIOKA3aTEICTBO, Y€ JOKyMEHTAIUATA €
3aKyTeHa Mo ChOTBETHUS PEI.

3a BCHUYKH HeypeJdeHHM B HACTOSINIATA JOKYMEHTALHsl BHIPOCU ce NMpujiarar
pa3nopendure Ha 3aK0Ha 32 00IIECTBEHUTE MOPBHYKH .



OTKpHTa IpoIeypa 3a 00IIECTBEHA TOPBUKA C MPEIMET :
a JIeKAPCTBEHN MPOXYKTH M MeHIMHCKH M31eJTHsl 32 THAIN3A
MBAJL , I-p Cramen Unues” AJ] —rp.Mourana

IHPUJIOKEHHUE: Ne 1

PEIHIEHUE
3A OTKPUBAHE HA ITPOLIEJAYPA 3A
BbB3JIAI'AHE HA OBHIECTBEHA ITOPBYKA
YPE3 OTKPUTA IMPOLUEAYPA
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IHPUJTOKEHMUE: Ne 2

OBABJIEHUE
3A OBHIECTBEHA IIOPBYKA
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INPUJTOKEHHUE: Ne 3

II'bJ1HO OMMcaHMe HA 00€KTAa HA MOPBbYKATA,
BKJIIOUHMTEJIHO HA MPOTrHO3HA KOJMY€eCTBEHA
cnenmuuKanusa 1 001U YCJIOBHUSA



OrtkpuTa npone/ypa 3a o01ecTBeHa Hopbyka ¢ NpejMer !

,JI0OCTABKH Ha JIeKAPCTBEHH MPOIYKTH M MeIHIMHCKH H31e/Tsl 32 Inann3a’
MBAJL , I-p Cramen Unues” AJ] —rp.Mourana

1.

O0exT Ha o0mecrBeHaTa mopbuka : OTKpuTaTta npoueaypa € 3a

MEPUOIUYHO TIOBTAPSIIIHA CE JOCTABKU HA JICKAPCTBEHU MPOAYKTH M METUITUHCKH
u3nemus 3a auanusa 3a Hyxaute Ha MBAJI “J[-p Cramen Wmme” ANl - rp.
MoHTaHa , ¢ 11e1 u300p Ha JOCTAaBUMK M CKIIFOUBAHE HA JOTOBOP 3a JIOCTAaBKa MPH
yCJIOBHSITA U 11O pejia Ha 3aKOHa 3a OOIIECTBEHUTE MOPBUKH, CHITIACHO MPOTHO3HO-
KoJMm4yecTBeHaTa cnenudukamnus 3a 12 mecena :

O60oco6ena nmo3unust Ne 1 - JIekapcTBeHU ITPOAYKTH 32 JUaIn3a

KonuyectBo Ha

AHaTtomo- MexpayHapoaHo MPOrHO3HO
Ne TepaneBTUYEH HenaTeHTHO negg:;zeﬂa 11:::;:2::;:0 MsIpKa Konun4yecTtBo
kop, /ATC-kop/ HaumeHoBaHue /INN/ SETEEe Ao:
1 A11CCO04 | Calcitriol x 30br capsules, soft 0.25 mcg op. 400
2 A11CCO07 | Paricalcitol x 28br tablets 1 mcg op. 400
3 VO3AEO2 | Sevelamer x 180br tablets 800 mg op. 300
4 HO5BX01 | Cinacalcet x 28br tablets 30 mg op. 250
. . roToBu cnp.
5 B0O3XA01 Erythropoietin alfa sol.inj. 3000 U 3000 1U 2 000
. . roToBu cnp.
6 B0O3XA01 Erythropoietin alfa sol.inj. 4000 U 4000 1U 2500
. . roToBu cnp.
7 B0O3XA01 Erythropoietin alfa sol.inj. 2000 U 2000 U 160
- - roToBM cnp.
8 BO3XA01 | Erythropoietin beta sol.inj. 4000 9] 4000 1U 540
9 BO3XAOL | Erythropoietin beta sol.inj. 6000 U rotosn cnp. 660
6000 IU
10 BO3XAO1 | Erythropoietin zeta sol.inj. 3000 U rotosy cnp. 1500
3000 U
11 BO3XAOL | Erythropoietin zeta sol.inj. 4000 U rotosy cnp. 1500
4000 1U
12 BO3XA00 | darbepoetin alfa sgll_mo_n for 20 mcg roToBm Crip. 50
injection 20 mcg
13 B0O3XA01 | darbepoetin alfa 39".“'0.” for 30 mcg roToBm Crip. 30
injection 30 mcg
14 BO3XA02 | darbepoetin alfa spll_mo_n for 40 mcg roTosn cnp. 450
injection 40 mcg
15 BO3XA02 | darbepoetin alfa spll_mo_n for 60 mcg roTosn cnp. 390
injection 60 mcg
Methoxy polyethylene ) s_olu_tion for roToBu cnp
16 B0O3XA02 ’ injection, pre- 50 mcg/0,3ml ’ 60
glycol-epoetin beta . . 50 mcg
filled syringe
Methoxy polyethylene solution for roToBu cn
17 BO3XA03 | Col_’éy getiyn bg{ta injection, pre- 75 meg/0,3ml | 07281 © P: 60
aly P filled syringe 9
Methoxy polyethylene solution for roToBu cnp
18 BO3XA03 glycol-epoetin beta injection, pre- 100 mcg/0,3ml 100meg 60

filled syringe
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67 mg alfa-
ketoanalogue to
isoleucine; 101 mg
alfa-ketoanalogue
to leucine; 68 mg
alfa-ketoanalogue
to phenyl alanine;

19 V06DX00 | Amino acids x 100br tablets 86 mg alfa- mg op. 36
ketoanalogue to
valine; 59 mg alfa-
hydroxyanalogue
to methionine; 105
mg L-lysine; 53 mg
L-threonine; 23 mg
L-thryptophan;
O60ocobena nozutust Ne 2 —TpuHaTpueB uuTpar
CEEREIE MexayHapoAHO HenaTeHTHO IlekapcTBeHa NPOrHo3Ho
nos. Ne TepaneBTU4Y€EeH KAyHapon /INN/ P MsIpKa P .
xon /ATC-kon/ HanMmeHoBaHue (bopma KOonu4yecTBO A0:
2-1 TpuHaTpues uutpar 4% amp 6p 3000
2-2 TpuHatpues uutpat 30% amp 6p 2500

O60ocobena mo3urust Ne 3 - JlekapcTBEHH MPOYKTH U KOHCYMaTHBH 32
NepUTOHEATHA IUan3a

AHaTtomo- KonuvectBo Ha
TepaneBTU Me)KAyHapo.qu HenaTeHTHO n aAKTUBHOTO NpOrHosHo
L [ YeH Ko HauMeHoBaHue /INN/ DB R neKapcTBeHO mApKa Konme_cmo
Ao:
IATC-kom/ BeLecTBO
PasTBOp 32 TOPOU X 21. C ITHKO3HU 600it
3-1 BO5DA nepuToHeanHa pas3TBOpU C HeobxoaumnTe 1.36% P 3000
KOMMMEKTH
avanusa akcecoapw
PasTBOp 32 TOPOU X 21. C ITHKO3HU 600it
3-2 BO5DA nepuToHeanHa pa3TBoOpU ¢ HeobxoaumuTe 2.27% P 2 500
KOMMMEKTH
avanusa akcecoapw
Pa3stBop 3a TOpOYM X 211. C FMOKO3HU 600it
3-3 BO5DA nepuToHeanHa nonumepu ¢ HeobxoaumuTe 3.86% KOMI'?J'IeKTVI 1500
avanusa akcecoapw
3.4 PasTBOp 3a anapatHa Top6M X 5. 1.36% 6pon 2000
avanusa KOMMMEeKTH
3.5 PasTBOp 32 anapatHa Top6M X 51, 297% 6pon 1600
avanusa KOMMMEeKTH
PasTBOp 32 TOpPOU X 21. C ITHOKO3HU 600it
3-6 nepuToHeanHa nonMmepu ¢ HeobxoanmmTe 7.50% P 3000
KOMMMEKTH
avanusa akcecoapw
no3. Ne HanmeHoBaHue MsipKa MpPOrH. K-BO A0
3-7 TpaHcdep ceT 3a nepuToHearnHa ananusa 6p 20
3-8 Knamnu 3a nepuToHeanHa guanusa 6p 30
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3-9 KaceTta 3a anapatHa gnanusa 6p 750
3-10 | OpeHaxeH ceT 3a anapaTHa Agvanu3a 6p 750
3-11 | KaTeTbp 3a nepuToHManHa ananusas7cm 6p 10
3-12 | KaTeTbp 3a nepuToHManHa ananusab2cm 6p 10
3-13 | TutaHueB aganTop 6p 10
3-14 | Kanauku 3a N4 MuHKM kan 6p 1500

O6ocobena no3umust Ne 4 - ConeBu pa3TBOpH 3a AUATN3a

no3. Ne HanmeHoBaHue MsipKa NpPOrH. K-BO A0

Kucen bukapboHaTeH koHLeHTpaT 3a Xemoauanumaa ¢
4-1 pa3nuMyHN KOHLEHTpauum Ha n. 10 000
K n Ca 3a paspexpaHe 1:34

Kucen bukapboHaTeH koHLeHTpaT 3a Xemoauanumaa ¢
4-2 pa3nuMyHN KOHLEHTpauun Ha n. 42 000
K n Ca 3a paspexpaHe 1:44

Cyxa BukapboHaTHa cy6cTaHumsl/ nbiHa CbBMECTUMOCT C

AK 96 BIO K. 7500

4-4 HaTpueB xnopua- kpuctaneH - HelogmpaH - Topou no 25 Kr. Kr. 1400

O60ocobena no3unust Ne 5 - J[nanuzaTopu 1 KpbBHU JTMHUU

no3. Ne HanmeHoBaHue MsipKa NpPOrH. K-BO A0

Onanusatopu HanbLHO cbBMecTUM ¢ anapat AK 96 cbe
CUHTEeTU4YHa MeMbpaHa-low-flux

5-1 Hag 1,2kB.Mm 6p 200

52 |1,52 6p 6 500
53 [1,82 6p 5000
5-4 Hag 2,0kB.M 2 op 6 300

OnanusaTtopu HanbLHO cbBMecTUM ¢ anapat AK 96 cbe
CUHTeTU4YHa MeMbpaHa-Hi-flux

5-5 Hag 1,2kB.Mm 6p 200
56 |15 6p 2000
5-7 1.8 6p 3000

5-8 Hag 2,0kB.Mm op 4 000
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Mokpu guanusatopu cepus L

5-9 Hag 1,2kB.Mm 6p 100
5-10 |152 6p 300
5-11 1,62 6p 200
5-12 |1,72 6p 300
5-13 |1,82 6p 500
5-14 | Hap 2,0kB.M 2 op 700

Mokpu amanusaTtopu cepusi A

5-15 |Hapg 1,2kB.M 6p 20

5-16 | 1.5 6p 100

5-17 | 1.8 6p 300

5-18 | Hag 2,0kB.M op 500
KpbBHM NUHUM cbC cbbupaTtenHa/gpeHaxHa/

5-19 | Top6a Ha BEHO3HMA Kpal HaNbLJIHO CbBMEeCTUMMU C 6p 15 000
anapat AK96

O60ocobena no3unust Ne 6 - JlnanuzeH GuiaTbp

no3s. Ne HanmeHoBaHue MsipKa MPOrH. K-B0 Ao

6-1 [nanuseH pmnTbp HanbHO cbBMecTUM ¢ anapaT AK 96 6p 80

O6ocobena nmo3unust Ne 7 - Ilynkiuonsu urim 3a AB ¢uctyna u npotesa

nos. Ne HanmeHoBaHue MspKa NPOrH. K-BO A0
7-1 16G A/16G V 1,6x20 KOMMIIEKT 5000
7-2 16G A/16G V 1,6x25 KOMMIIEKT 5000
7-3 15G 1,8x32mm KOMMMEeKT 2 000
7-4 15G 1,8x20mm KOMMNEeKT 2 000
7-5 15G 1,8x25mm KOMMNEeKT 2 000
7-6 17G 1,5x 25mm KOMMNEeKT 1 000
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O60ocobena no3urust Ne 8 - BeHo3HU KaTeTpy 32 BpEMEHEH ChAO0B JOCTHII

no3. Ne HanmeHoBaHue MsipKa NpPOrH. K-BO A0
LieHTpaneH BeHO3€eH KaTeTbp 3a BPeMeHeH CbA0B AOCT b
8-1 6p 10
demopanuc
8-2 LleHTpaneH BeHO3eH kaTeTbp- CyOknaBust ABynyMeHeH ceT/ 6p 15
8-3 LleHTpaneH BeHO3eH kaTeTbp- KOrynapuc aBynymeHeH /cet/ 6p 15

O60ocobena no3utust Ne 9 - BeHo3HUM KaTeTpu 3a ABATOTPAEH CHAOB JOCTBHI

no3. Ne HanmeHoBaHue MspKa MPOrH. K-BO A0

TyHeJ'IVISVIpaHVI KaTeTpu 3a 6p 50

o1 ObAroTpaeH cbaoB AocTbN/ ceToBe/

O60oco0ena no3urust Ne 10 -Pa3tBopu 3a ae3uHpeKrns

no3. Ne HanmeHoBaHue MsipKa MpPOrH. K-BO A0

10-1 | 3a cTygeHa kncenuHHa gesnHdekums nnTbpP 1000

TeyeH KOHUEHTpAT 3a TOMMUHHA Ae3UHD. U

10-2 Aekanuudukaums Ha 6asaTa IMMOHeHa K-Ha nMTep 500
Ob6ocobena nozumust Ne 11 —Xemonepdyzopu
nos. Ne HanmeHoBaHue MspKa MPOrH. K-80 A0
11-1 | Xemonepdysopu 6p 5

[Iporao3no-konuyecTBeHara crneuuduranus cpabpxka 11 o6ocobenu
MTO3UIUH.

YyacTHUIIMTE MOTaT Aa MOJaBaT MPEIIOKEHHUS KaKTO 32 BCHUYKH, TaKa M 3a
BCSIKa €THa 000Cc00€Ha MO3UIIHSI OT CTIeM(PUKAMITA OTACIHO , B ChOTBETCTBHUE C
BHECEHATAa rapaHIIKs 3a yJacTue.
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3a o0ocodenn mo3umuu Ne 1 m Ne 2 yyacTHMUMTE MOraTt jJa AaBar
NpeIJIoKeHU 32 eUH , HAKOJIKO WIH BCHYKHM MOPEIHN HOMEPAa BKJIOYEHH B
CLOTBETHATAa 000C00€eHA MO3HIINA.

3a 000co0enu mo3umum NeNe 3,4 5,7 8, 1uacTHunure TpsioBa aa
HMAT TpeAJIoKeHHe 32 BCUYKM HOMEHKJATYPHH HOMepa BKJIIOYEHH B
CHLOTBETHATA 000Cc00€HA MO3HUIIHA .

KonnuectBaTa Ha CTOKUTE OT MOPBYKATA, IOCOYEHU B HES, CA IPOTHO3HU U
OPUEHTUPOBBYHU M HE mopaxaat 3aabmkenue 3a Bb3JIOXKUTEJIA na ru 3akynu
B mbJieH oOeMm. JlocTaBkUTe HAa CTOKUTE NpPH U3IMBIHEHHWE Ha JOroBopa 3a
oOlIecTBeHa MOpbUKa 1€ ObJAaT B 3aBUCUMOCT OT KOHKPETHHUTE MOTPEOHOCTH HA
BB3JIOXKUTEJIA n HanmpaBeHUTE OT HETO MUCMEHM 3asBKHU 32 JOCTABKA .

2. MscTo HA U3ITbJIHEHHE HA MOPBHYKATA!
MBAJI “I-p Cramen Unue” A/l - rp. MonTana, yi.”Cupma BoiiBoga” Ne 2

3. O0mm ycji0Bus 3a U3NbJIHEHHE HA OPBhYKAaTA!

3.1Cpok Ha gocTaBKa — MEPUOJMYHM JOCTAaBKH B CPOK 110 24 4aca ciiell BCsKa
OOMKHOBEHHA [TMCMEHA 3asiBKa MPEAaJieHa M0 €JIEKTPOHEH BT U B CPOK /10 6 yaca
cleq BCsKa CIIEUIHA 3asBKa , 3a MEPUOJ OT €JHa TOAMHA , CJEJ] CKJIIYBaHE Ha
J0TOBOD.

3.2¥YcnoBus ¥ HAYWH HA TUTAIIAHE:

[lenaTa, KOsTO 1€ Ce 3aruiania OT BB3JIOKUTENS 32 U3IIBIHEHUETO Ha BCSKa
OTJIEJIHA JI0CTaBKa, MPEJCTaBisiBa KpaiiHa JocTaBHa LieHa Ha crokure, ¢ J/JIC un
BCHUYKM pa3xoau A0 kpaeH nosydaren - MBAJL ,/I-p Cramen Mimes” A/l - rp.
Mounrana, yn.”Cupma BoiiBoma” Ne 2 .

- YCIIOBUS Ha IJIAlllaHe — IJIAIIAHETO C€ M3BBbpIIBA N0 OAHKOBAaTa CMETKAa Ha
U3II'BJIIHATENS B JIeBa , CJEJ NPEJICTaBsiHE HA JOCTaBHA (akTypa , IpUEMATEIHO-
[peJaBaTesIeH MPOTOKOJ , MUCMEHA 3asBKa , CEpTU(PUKAT 3a KAa4ECTBO .

- HAYMH Ha IUJIaljaHe — oTiokeHo / B cpok a0 60 aHM cien mocraBkaTa u
MPE/ICTABEHN ChOTBETHUTE JOKYMEHTH /, B OBJITapCKH JIeBa .

3.3. BB3n0oKuTenaT CKI0YBa MUCMEH JOTOBOP 3a OOIIECTBEHA MOpPBYKA C
YYacTHHUKA, OMPEIENICH 3a M3MBJIHUTEN Ha MOpbhYKaTa . JJOrOBOpBHT ce CKIHOYBa
cbriaacHo pasnopendoure Ha wi. 41-45 ot 30I1 , 3a cpok OT enHa KajeHAapHa
roJHa OT JlaTaTa Ha MOANKUCBAHETO MYy OT JABETE CTPAHH .

* Ilpu cxirouBaHe Ha IOTOBOpPA , YUACTHUKBT , OTIPEICTICH 32 U3ITBIHUTEN ,
MPEACTaBsl JOKYMEHTH 3a YJOCTOBEpSBAaHE JIMIICaTa Ha 00CTOSATEICTBATA
mo uit. 47,an. 1,1.1,0. ,a” mo ,a°, 1.2 u 1.3, an. 2, 1.1 u 1.3 ot 3011,
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W3MaJICHH OT CBHOTBETEH KOMIIETCHTEH OpraH, WM W3BJICUYEHHUE OT
ChAeOCH pPETUCTHP, WIM EKBUBAJEHTEH JOKYMEHT Ha ChACOCH WU
aIMUHUCTPATHBEH OPTaH OT AbpPXKaBaTa, B KOATO € YCTAaHOBEH.

* Tlpm cxiaroyBaHEe Ha JOTOBOPA, YYaCTHUKBT, OMPEICTCH 3a H3IBJIHUTEN
MPEACTaBs TapaHUs 32 W3MbJIHEHUE HA CHILUS, KOATO CE€ OCBOOOXKIaBa Ciel
HErOBOTO M3MbJIHECHUE. ['apaHiusaTa ¢ B pasmep Ha 3 % /Tpu nporenra/ ot
CTOMHOCTTAa Ha JoroBopa. ['apaHuusara ce npeactaBs B e€AHAa OT (HOPMUTE,
cwriiacHo 4wi.60 ot 30I1:

- 0aHKOBa rapasius,
- mapu4Ha cyma, npeBeqieHa no 6ankoBa cmetka Ha MBAJI “JI-p Ctamen
WNnue”- A/l rp. Montana Tb: OBb kinon MonTana
Cmetka: BG11UBBS82211010448611 BKa Obb:UBBSBGSF
nnn BHeceHa Ha kacara Ha MBAJI “JI-p Cramen WMmmes™-AJl rp.
MomnTaHa.
Bb3noxuTensT mma mpaBo Aa 3aabpKU TapaHIUATa 3a y4acTHE TIPH
HaJIM4Yue Ha HAKOe OT ycioBusTa Ha wi.61 ot 30I1.
BB3moxuTtensT ocBOOOK1aBa rapaHIUsITa 32 y9acTHE MPU YCIOBUATA U
cpokoBeTe , mocoueHu B wi1.62 ot 30I1.
3.4B cnyuaii , 4e y4acTHUKBT, U30paH 3a U3MBJIHUTEN Ha OOIIeCTBEHATa
HOpbYKa € 00CTUHCHNE Ha (PU3UUCCKU U/WITN IOPUIUYECKH JIUIA , IPH TTOANNCBAHE
Ha JOTOBOpa clieBa Ja MPEICTaBh JOKYMEHT , YI0CTOBEPSBAILl PErHCTpallUATa Ha
IOPUANYECKOTO JIMIIE.

3a0enexkka: [lpy npoMsHa Ha 3aKOHOJATEICTBOTO KbM MOMEHTA Ha CKIIIOYBAHE HA
JIOTOBOpA, BB3JIOKHUTENAT 3ama3Ba IMPaBOTO CH Ja c€ CchoOpa3u C H3UCKBAaHUATA Ha
IIPOMEHEHaTa HOpMaTHBHA ypeaoa.
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IHPUJIO’KEHHUE : Ne4

TexHn4yecka cnennpuranus



OTKpHTa IpoIeypa 3a 00IIECTBEHA TOPBUKA C MPEIMET :
,JI0OCTABKH Ha JIeKAPCTBEHH MPOIYKTH M MeIHIMHCKH H31e/Tsl 32 Inann3a’
MBAJL , I-p Cramen Unues” AJ] —rp.Mourana

I. U3ucKkBaHus KbM JIEKAPCTBEHUTE NPOAYKTH

1.1.JIexapcTBeHUTE MPOYKTU TPSOBA Aa OTrOBAPAT HA U3UCKBAHUATA
Ha 3aKoHa 3a JIEKAPCTBEHUTE MPOAYKTH B XyMaHHaTa MeauiuHa [3JITIXM/—
y4acTHUILIMUTE TpsOBa Ja MpUTEKaBaT BaJUIHO paspelieHue 3a ymnorpeda B
cTpaHata , m3aanaeHo no pena Ha 3JIIIXM wmm Pernament /EOQ/ Ne 726/2004r. Ha
EBponeiickust mapnament u CobBera [un.23, an.l ma 3JIIIXM/. B cnyyaii Ha
M3THYaHE HAa CPOKa Ha pa3pelieHueTo 3a ynorpeda Ha JEKapCTBEH MPOAYKT Mpe3
ChOTBETHATA TOJMHA 3a KOSTO CE MPOBEXIa OOIIECTBEHATA TOPHYKA, YYACTHUKBT
neximapupa B choTBeTcTBUE ¢ Wi.55an.6 ot 3JI[IXM, dye komuuecTBara 3a
JIEKapCTBEHUSI NPOYKT Ca HAIMYHU.

1.2. VYwyactHunuTe B 00IIECTBEHATA MOPBHUYKA TPsOBA J1a MPUTEKABAT
pazpenieHue 3a Mpou3BOACTBO, U3AaAeHO 1o pena Ha 3JIIIXM wunu 3a ThproBus Ha
€ApOo C JEKAPCTBEHHU MPOJIYKTU WM YAOCTOBEPEHHUE 3a PErHCTpalus 3a ThProBus
Ha €JpO C JIEKAPCTBEHH MPOJYKTH, WIH pa3pellleHre 3a BHOC-U3JICHU 0 pejia Ha
3JIIIXM.

1.3.JlexapcTBeHHTE MPOAYKTH Clie[iBa J1a OBAAT C IBPKABHO peryjiupaHa
1eHa, copriacHo wi.258,an.1 ot 3JIIIXM.

1.4.CpoKbT Ha TOJHOCT Ha MpeJylaraHuTe JICKapCTBEHU TPOJIYKTH CJIe/IBa Ja
Obae He mo-mManbk oT 60 firectaeceT/ HA CTO OT OOSIBEHUS OT MPOU3BOAUTENS KbM
JlaTaTa Ha BCsIKa I0CTaBKA.

II. U3uckBaHus KbM MEeIUIUHCKUTE H3/1eIUs

061/{41/! MEXHUYECKU USUCKBAHUAL.

1. IlpenmaranuTe METUITMHCKY U3JICTUs, TPSAOBA J1a OTIOBAPAT Ha N3UCKBAHUATA
Ha 3akoHa 3a MeauIuHCKuTe m3aenus [/[B. Op. 46/2007 2/ w na umar
TI0JTaJICHO 3asiBJICHHE 3a peructpanus 10 MAJL.

2 MenunuHckuTe U3enus 1a umat Hanecena 'CE" mapkupoBka.

3.0CcTaThYHUAT CPOK HA FOJHOCT Ha KOHCYMAaTHBHTE 3a JUAJIM3HO JICUCHUE KbM
JATUTE Ha IOCTaBKaTa TpsOBa fa 0b11e He mo-Manbk oT 60%.

4 KanguaaTuTe 3a U3MBIHUTENM Ha OOIIecTBeHaTa MOphUKa TpsOBa Ja
MpPUTESKABAT U TPEJCTABIT KOMKE Ha pa3perieHue 3a ThProBUS Ha €IIpO C
MEIULIUHCKHA U3EIIUS.

Cneuud)uuHu MEXHUYECKU UBUCKBAHRUS KbM.

1./lnann3aTopu ¢bC CHHTETHYHA MeMOpaHAa:
1.1. JTa ce mpemyiarat ¢ HEOOXOAUMUTE AaKTUBHU MOBBPXHOCTU , OTOCNISI3aHU B
crienuUKAIUATA, TIOIXOISIIN 32 PA3INIHUTE TAI[UCHTH.
1.2.]la ca u3paboTeHH OT MaTEepUaIu ¢ BUCOKa OMOCHBMECTHOCT, OTOCIISI3aHH B
crienuguKaIusTa.
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1.3. JloctaBenuTe amaiu3aTopyd Aa OBAAT MNPUIAPYNKEHU C TPOCIEKTH Ha
OBATapCKU €3UK BHB BCEKH KalllOH (CTEpWIM3aIvs, KIMPBHCH 32 HUCKO H
CPEIHOMOJEKYISIpHH cyOcTaHIuu, KoepulIMeHT Ha yiarpaduiaTpanus,
KOA), kakTo 1 MHCTPYKIIUS 32 paboTa ¢ TsX.

1.4. Kangunatute na npeAcTaBIT OQUIMAIHM JaHHU 3a pabOTHUTE
napamMeTpu Ha JIUAIU3aTOpPUTE, MOTBBPAEHU C OQPUIMATHO MHUCMO OT
IPOU3BOIMUTENS HA AUAIU3HATA MEMOpaHa.

2 KpbBHH JuHEM ¢ WH(Y3HOHHA CHCTEeMa M chOMpareiHa/ apeHakHa/Topoa
HA BEHO3HUSA KPaii:
2.1 006ewMm Ha 3ambiaBane —He ntoseue ot 140 ml;
2.2.Hanuuue Ha V" KOHEKTOp 3a pelUPKYIalHs;
2.3.Hanuuue Ha k1aMnu Ha apTepuaiHa U BEHO3HA KaMepH,
2.4. 1a ocurypsiBaT POBEXKIAHETO HA 0€30MaCHO TUANHU3HO JICUYEHUE,;
2.5. la ocurypst KpbBeH AeOUT, HEOOXOIMM 3a MIPOBEKTAHETO Ha
e(eKTUBHO AUATU3HO JICUCHHUE;
2.6 /]a Opae 00603HaUEH BHTPEIIHUAT JUAMETHP Ha MOMIICHUS CETMEHT;
2.7. Jla ca monxoxasmuu 3a padorenure B MBAJI-MoHTaHa xeMouanu3Hu
anaparu;
2.8Jla ce mpemyiaraT OKOMIUJIEKTOBaHM C HeoOXoaumaTa 3a JHAIU3HOTO
JeyeHre UHPy3nOHHa CUCTEMA,
2.9/1a ce chbusieHABaT CUTYPHO C XEMOIUAJIM3aTOPUTE;
2.10.VY xonekropute 3a SN nuanusa 1a ce ChbuJICHSIBAT CUTYPHO C KPBBHUTE
JIMHUH 32 XEMOINaJIN3a,
2.11. B cnydaii, ye KpbBHUTE JHMHMM HE Ca OPUTMHAIHH, Aa ObAe
NpEeICTaBeHO TMHUCMO OT TPOU3BOAMUTENS, Y€ Ca CbBMECTUMHU C
pabotemuTe B OoHMIIATa XeMoauan3au anapatu /AK 96 buo/;

3. ®UCTYIHHU UTJIN:

3.1. la ocurypsT HEOOXOAUMHUS 32 MPOBEKAAHETO HA €(PEKTUBHO AUATU3HO
Jie4YeHrEe KPbBEH JCOUT.

3.2./la TpaBMUpaT MUHAMAJHO TPAWHUS CHIOB JOCTHII HA MAI[UCHTA.

3.3. Jla ce mpennaraT MOAXOMSINM 3a MyHKTHUpaHe Ha mo-rpauuinu A V
(bUCTyH, KAKTO U HA CAHTETUYHH CHJIOBH MPOTE3H.

3.4. la Obmar ¢ BBpTANIA c€ TEpKa M CTPAHWYEH OTBOpP NpH BbpXa Ha
apTepuiIHaTa UrJa.

3.5.]/la ca ¢ pa3znu4HU pa3Mep Crope]l M3UCKBAHUSTA HA Crien(PUKaIusTa.

4. lleHTpa/IHU BEeHO3HU KATETPHU 32 BpeMeHeH ChJ0B J0CTHII:
4.1.]1a He ce mpedynBar.
4.2. Jla ObzaT TEPMOCEHCHOWIHH, OT TMOJUYpEeTaH M TpH TeJecHa
TEeMIepaTypa Jia ca MEKH U OT'bBAaeMHU.
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4.3. Jla mo3BoJjsABaT MOJy4YaBaHETO Ha KPBBEH JAE€OMT, JOCTaThueH 3a
MPOBEXKIAHETO HA €)EKTUBHO TUATU3HO JICUCHUE.

4.4. Jla TpaBMUpAT MUHHUMAJIHO LEHTPAJIHHUS BEHO3€H ChJ, B KOWTO ca
MMOCTaBEHHU.

45]la ca OKOMIUIEKTOBAaHM C HEOOXOJMMHUTE 3a TOCTaBSIHETO WM
MaTepHalIi- MyHKIMOHHA UTJIa, BOJAY, U pa3lIMpUTE].

4.6./1a ca peHTIeH O3UTUBHHU.

4.7.1a ca ¢ moaXxo/sila U pa3jinuHa IbHKUHA. 3a BeHa gemopanuc — 20 —
22 cM, 3a BeHa roryjapuc u cyoknasus 15 — 18cwM.

5. Xemonepdysopu:
5.1. /la 6b1aT ¢ MOKPUT BBIJIEH, 33 J]a HE YBPEXKIAT (OPMEHUTE €IEMEHTH
Ha KPbBTA.
5.2./1a ca cTepuSIHU U allUPOTEHHH.
5.3/la mmat BHCOKa CTEIIEH Ha OMOCHBMECTUMOCT.
5.4.]1a oTCTpaHsBaT IHUPOK CIEKTHP OT TOKCHHH.

6. e3uH(eKIMOHHU PAa3TBOPH 32 IMAJTU3HA anapaTypa B JIUTPH.
6.1.la ca mpenHa3HaYeHU 3a AC3MH(EKIUS HA arapaTHTe 32 XeMOIUaIN3a.
6.2. [la u3BbpmaT nAeKkamupuKanys B IbTUINATA HA TAATH3HUS Pa3TBOP.
6.3./la ocurypsiBaT HeoOX0AMMaTa CTEPUITHOCT.
6.4./1a He yBpeXKIaT XuApaBINKaTa Ha TUATU3HUTE allapary.

/. AnMpPOreHHH (PUJITPH HA THAIU3HUA IBT:
OO11M N3MCKBAHMUS:

7.1. la ocurypsatr cBoOOJE€H OT OaKTepuu, €HIOTOKCUHU M MHUPOTCHH
AUaln3eH pa3TBop.a OCUTYypsT BUCOKOMPEUUCTEH NUATU3EH Pa3TBOP, B
ChOTBEJACTBUE C M3MCKBAHUATA HA CTaHAApT ' JMaJIW3HO JieyeHue 1o
OTHOIIICHNE HAIMYUETO Ha OAaKTEPUH U €HIOTOKCHUHHU.

7.2. Jla moraT na ce 00paboTBaT C M3MON3BAHUTE 3a AUAIM3ZHUTE amnapaTd
Ne3uH(EKTaHTH.

7.3. Guntpute ga ObIAT HAIBIHO CHBMECTUMHU € paboTeluTe B OOJHUIIATA

xemoauanu3uu anapatu /AK 96 buo/.

8 KarteTpu 3a 1bJATOTpaiiHO KaTeTepU3NpaHe HA IEHTPAJHU BEHO3HH ChI0BE:
8.1. Karerpurte 3a BB3pacTHU MaIlMEHTH Ja ObaaT ¢ abmkuHA >170 MM,
>190Mm 1 >210MM.
8.2.]/la ca u3paboTeHn OT MaTepual C BUCOKO CTETICH Ha OMOCHBMECTUMOCT.
8.3. Jla mo3BossBaT mocuraHe Ha KPBhBEH JEOUT, OocUTypsBail e(PeKTHBHO
nuann3Ho gedenne- Hax 300mn/MuH.
8.4./1a 0baaT peHTT€HOMIO3UTUBHHU.



OTKpHTa IpoIeypa 3a 00IIECTBEHA TOPBUKA C MPEIMET :
,JI0OCTABKH Ha JIeKAPCTBEHH MPOIYKTH M MeIHIMHCKH H31e/Tsl 32 Inann3a’
MBAJL , I-p Cramen Unues” AJ] —rp.Mourana

III. {pyru u3MCKBAHUSA U YCJIOBUSA
1. YyacTHuIMTE B OOIIIECTBEHATA TOPHYKA, TPsIOBA /1a IPEACTABSIT:
1.1. Jlexnapauusi, Cbabpxania:

* COHCHK HAa CKIIOYEHUTE OT HETO OCHOBHHM JIOTOBOPH 3a JOCTaBKa Ha
JCKAPCTBCHH TMPOAYKTH W/WAM MEAMIIMHCKM W3JCIMS 3a JIHalin3a,
U3BBPIICHU MPE3 MOCICIHUTE TPU TOAWHU, BKIHOYUTEIHO UH(pOpMAIus
32 CTOMHOCT, CPOK U BB3JI0KHUTEN 32 BCEKH ITOCOYEH JIOTOBOD;

* CIOMCBHK Ha TEXHHYECKOTO oOopyaBaHe / TpaHcmopt/, ckiagoBa 0a3a u
MepPCOHAJIa OTTOBOPEH 3a M3ITBIHCHUETO HA TOPHUKATA;

* TapaHTHUPAHO OCUTYpsBaHE HA HEOOXOIUMHTE KOJIMYECTBA JICKAPCTBEHU
OPOAYKTH W/ MEIUIUHCKA U3JeHs MPEJAMET Ha JOroBopa, 3a Ieus
CPOK Ha JIOTOBOpA.

1.2. PedepeHunu OT BB3IJIOKUTENIH, KOUTO ca OwiM CHaOIsIBaHU C
JICKAPCTBEHH MPOAYKTH W/WIM MEIUIIMHCKU M3JCIUs 3a Juajiu3a OT ChOTBETHHS
YYaCTHHK.

B cnyuante Ha HOBOPETMCTPHUPAHU THPTOBCKHU JIPYKECTBA U MPU HEU3MBJIHIBAHU
TaKUBa MOPBHYKU, pePEPEHITNN HE CE U3UCKBAT.

1.3. HeoOxonumuTe pa3peliuTeTHU U JINIICH3UH, CBbP3aHH C U3MTBJIHEHUETO
Ha o0IIecTBeHaTa MOPbUKa.

1.4.Moctpa/v Ha MEAUIIMHCKHU W3CIUS C IPUIIOKEH OITHC;,

2. HpeILCTaBHHeTO Ha OTOPHU3AIMOHCH JOKYMCHT OT CBOTBCTHHUA ITPOU3BOAUTCII
YAOCTOBEPsABAIl NPEACTABUTCIHATA BJIACT Ha Y4YaCTHHKA, IIE€ BJINAC BbHPXY
OIICHKAaTa K2 - (GYHKIMOHAJIHA XapaKTEePUCTHKA M IIPOU3BOAMTEJI.
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INPUJIOZKEHHUE Ne 5

Iloka3zaTeyiv, OTHOCHTEJIHATA UM TEKECT U METOAMKA
3a ompeaessiHe HA KOMIUIEKCHATA OLEHKA HA
odeprara
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* KomucusiTa, Ha3HaueHa cbe 3anoBel Ha B3bIHUTENHUS TUPEKTOP Ha
71e4eOHOTO 3aBEeIeHHE B CHOTBETCTBHE ¢ u3uckBaHuATra Ha 30II, pasrimexna
nomaneHute odepTu B yaca, Jarara W MACTOTO, TOCOYCHH B OOSBICHHETO H
JOKYMEHTAIMTa 32 y4acThe B HacTosara npomeaypa. OtBaps opepture mno peaa
Ha TSAXHOTO TMOCTHIIBAHE W MPOBEPSIBA CHABPKAHUETO MM B CHOTBETCTBHUE C
NPUJIOKEHUS! CIUCHK HA JJOKYMEHTHUTE, MOIMUCAH U MO/IIeyaTaH OT yYaCTHHKA.

* OdepTaTa, KOSITO HE OTTOBaps HA U3UCKBAHUATA 32 YIaCTHE Ce
OTXBBPIIS, KATO YYACTHUKHT HE MOXKE Ja 1 KOPUTHPA JOMBIHUTEIHO 32 MTOBTOPHO
BHACsiHE W pasriexaane. KoMmucusta mpemnara 3a OTCTpaHsSBaHE OT y4acTHE B
IIPOLEAYpPATA YHYACTHUK, KOUTO € !

1. ocwaeH c BisA3/Na B CUJia MMPUCHA, ChIVIACHO pasnopendara Ha wi.4/an.l,
1.10. ,a” no ,, 0 ot 301I1;

2. 00sIBE€H B HECHCTOSITEIHOCT,

3. B MPOM3BOJCTBO IO JIMKBUJAIWSA WM C€ HaMUpa B MOJ00HA Mpoleaypa
CBIIIACHO HAITMOHATHUTE 3aKOHH U MTOA3aKOHOBU aKTOBE;

4. B OTKPUTO TPOU3BOJCTBO TO HECHCTOSATEIHOCT, WU € CKJIFOYMI
U3BBHCBHEOHO CIOpa3yMEHUE C KPEIUTOPHUTE CH MO CMHUCHJIA Ha wi. (40
oT TBHProBCKHS 3aKOH, BKIIOUUTEIIHO KOraTO HeroBaTa JIEHHOCT € MOoJ
pasmopexaaHe Ha Cba, WM KaHAWJATBT W JIM YYaCTHHKBT €
IPEYCTAaHOBUJI ICHHOCTTA CH.

5. uMa mapuyHM 3aIBDKCHUS KbM JIbpXKaBaTa W/WIM KbM OOLIMHHUTE —
ceritacHo w147, an.2, 1.3 ot 3011,

6. HE IPEeICTaBWI HIKOW OT M3UCKYEMHUTE JOKYMEHTH, ChIIaCHO 3aKOHOBUTE
pasnopenou U 0OSBEHUTE YCIOBHUS B HACTOSIIATA JOKYMEHTAITHS,

7. TpEeUTOKWII TIeHa 3a JICKapCTBEH/M POAYKT/U, TI0- BUCOKA OT MOCOYeHATa
pedepeHTHa CTOMHOCT B MPOTHO3HO —KOJIMYECTBEHATA CTEHU(pUKAINS B
npwioxkeHue Ne 3 0T JOKyMEHTAIUSATA,
3a KOrOTO HaJUIE € 00cTosTENCTBOTO 10 wi.47,an.5 ot 3011,
npeacTaBul oepra, KOSTO HEe OTroBaps Ha U3MCKBaHMATA HA WiI.57,an.2 u
an.3 or 30Il - mpencraBeHus UMK Ja ChIbpKa MUK 1 W OTHEITHH
3arevyaTaHd HEempo3padyHu U HaamucaHu mmka ¢ Ne 2 u ¢ Ne 3 3a Bcska
00oco0eHa Mo3uIns 3a KOATO y4acTBa .

10. npeacraBun odepra ,KOATO HE OTroBaps Ha MPEABAPUTEIHO OOSBEHUTE

YCIIOBUS .

11. npencraBuin e HemrbiaHA odepTa 32 000cobeHr mo3uruu c Ne Ne 3,4 |5, 7,

8 , 10 ot mporHO3HO —KOJIMYECTBEHATA CIICIU(PUKAIINS.

©

e 3a Bcsika oT/Ae/HA opepTa, KOSTO OTroBaps HA U3UCKBAHUATA HA
30I1 m ycnoBusATa Ha HACTOAIIATAa JOKYMCHTAIlUs, Ha3Ha4YeHATa KOMUCHS
M3BBPIIBA OIICHKA, B3 OCHOBA Ha OMPECICHUS KPUTEPHMA
" HNKOHOMUYeCKH Hail-u3roana ogepra”,
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KaTo CpaBHsIBA IIEHOBUTE O(epTH HA YYACTHUIIUTE 32 BCEKU OT/AENICH MPOIYKT,
(GyHKIIMOHATHA XapaKTepucTuka W mpomsBoauTes. OOmara OIeHKa Ha BCAKO
npeioxenue K npeacrasisiBa cyma OT OLIEHKUTE HA OTAEIHUTE KPUTEPUH
K=K1+K?2
Ksaero:
- eaumHM4YHAa neHa - K1 —u3passBa ce B 4MCiI0, ChOTBETCTBAIIO HA

Opoli TOYKHM U TPEACTABISABAINO CHOTHOIICHHE MEXKIY IpeIoKeHa OT

Y4aCTHUK B TIpolleaypaTa Hal-HUCKA €IUHWYHA IIeHAa 3a MPOJIYKT OT

cnenudukaiuata /kosto e ¢ omenka 70/, KbM eIUHUYHATA IICHA MPEAIOKEHA

OT ChOTBETHHS YYaCTHHUK 32 CHIIUS MPOAYKT , yMHOKeHa ¢ KoedurueHT /0.

- GyHKIIMOHAJHA XapaKTepUCTUKA U npou3BoauTea — K2 —ekcneptHa
oueHka - 10 30 T. 32 TEXHHYECKOTO MPEMJIOKEHUE, OTHOCHO TEXHUYECKUTE
XapaKTEPUCTHKH, T[OCOYEHHUS] IPOU3BOJAUTEN, MPEACTABEHU OTOPHU3ALUHU,
MOCTPH Ha MEIULIUHCKUTE U3IEIHUS .

* Komucusra kjacupa gomnycHaTute A0 pasriexaane odepru ,
3a BCEKHU MPOJIYKT MOOTEIHO [0 HU3XOSIIL PEJI , Bb3 OCHOBA Ha MOJIydeHaTa 0011a
OIICHKA.
Ha mbpBO MsACTO ce kinacupa odeprara 3a CbOTBETHUS MPOIYKT , MOJTy4Yusa
Hal-BUCOKa KOMILJIEKCHA OIIEHKA .
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ITPUJTOXEHMUE Ne 6

OoOpasen Ha odepraTa ¢ ykazaHus
3a MOAr0OTOBKATA M
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Bceku ydacTHuUK B mpolenypara MMa IpaBO Ja NPEACTaBH CaMO EIUH
BapHaHT Ha odepTa.

[IpencraBenata odepra TpsOBa na ObAE ChC CPOK Ha BaJUAHOCT HE IIO-
Marbk oT 90 / neBeTmeceT / xajneHIapHU JHU OT KpailHHUSA CPOK 3a IMOJydaBaHE Ha
odepTuTe.

Odeprara 3a ydacTue B TpoIleAypaTra ce HU3TOTBS, MpeAaBa W NpHUeMa B
choTBeTcTBUE ¢ m3nckBaHuATa Ha 3011 u Hacrosmara moxkymenranus. Odeprara
ce TMOAMKMCBA OT 3aKOHHMS MPEACTABUTEN Ha JIMIIETO, KOETO s TO0JaBa WJIH OT
MU3PUYHO YIIBIHOMOIIEHO OT HETO JIHIIE.

Odeprara 3a ydyacthe B mTpolenypara cienBa Ja Oble H3rOTBEHa Ha
Obarapcku e3uk. B ciydanTe, KOraTto KaHAUAATHT € 4yKIECTPaHHO JIUIE, BCUYKU
JOKYMEHTH, CBhCTaBisBallM odeprara, B TOBAa YHUCIO OQPHUIMAIHU M YaCTHH
JOKYMEHTH, € HEOOXOMMO J1a ObJIaT B OpUTHHAIT (KOIHKE), C MMPEBOJI HA OBJITapCKH
€3UK, a JIOKyMEHTBHT 3a PErucTpaius ce NpelCcTaBs C Jeraju3upaH MpeBOJ] Ha
OBJITAPCKU €3UK.

Benuku TOKyMeHTH, KOUTO NpuApykaBaT odeprara ce NpeiCTaBsT B
OpUTHMHAJ WM KaTO KCEPOKOIMUE C HOTapHUaiHa 3aBEpKa WM 3aBepKa Ha y4aCTHUKA
B 3aBHCHMOCT OT BHU/Ia Ha JJOKYMEHTa B OT YKa3aHOTO I0-/I0JTY.

JIOKyMEHTHUTE U TaHHUTE C€ TMOIMUCBAT CaMO OT 3aKOHHHUTE MPEACTABUTEIH
Ha YYacTHUKA, CBIVIACHO ChJcOHATa /ThproBckaTa/ My perucTpaius HId OT
M3PUYHO YITBIHOMOIIEHH 3a TOBa JIMIA, KaTO B TO3W CIIy4ail ce€ MpelCcTaBs
I'BJIHOMOIITHO B OPUTHHAJI WJIA C HOTapHaliHa 3aBEepKa .

Beuukn nmoxkymeHTH TpsiOBa Ja ca C JaTa Ha W3/aBaHe, MPEAINISCTBAIA
MoJlaBaHeToO Ha odeprara He moBede OT 6 / mecT / Mecera uian a ca B CpOKa Ha
TSIXHATA BATUIHOCT .

Bcesika cTpanuiia Ha BCHUKH PEACTaBEHU JOKYMEHTH B odepraTa, TpsiOBa ja
ca 3aBEPEHU ChIIACHO YKA3aHUATA WIH OT YYaCTHUKA C TOJIUC U feyart.

3a obeamaeHa mo3mmuss Ne 1 m Ne 2 yyacTHUIIMUTE MOTar Aa JaBar
MIPEIOKECHUS 32 €IUH , HIKOJIKO WM BCUYKH MPOIYKTH B 000COOEHATA TIO3UITHSI.

3a o6ocobenu mosunuu ¢ NeNe 3 , 4 | 5,7 , 8, 1Or nporHo3Ho —
KOJIMYECTBCHaTa CIelU(pUKAIMs TPSOBa Ja MMAT MPEUIOKEHUE — TEXHUYECKO U
IICHOBO 32 BCHYKH HOMEHKJIATYPHH €IHHUIH OT CHOTBETHaTa o000co0eHa
MO3UIHS .

VYuacTHUK ,KOWTO € mojay HembiaHa odepra 3a 006ocobenara mo3uis (¢ Ne
Ne3,4.,5,7,8, 10r nporHo3Ho —KoJM4yecTBeHaTa cuenudukaims ) me Obae
OTCTPaHEH OT YYACTHE 32 CHbOTBETHATA MO3ULIHUS .

Y4yacTHUIIUTE NPEACTABAT OTAEJHU MUK Ne 2 u muink Ne 3 3a Besika oOT
000co0eHNTE MO3UIUM 32 KOSITO NMOJABAT IpelJIOKeHHe ChbC ChbOTBETHHTE
HA/ANMCHU HA THAX.
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Odeprata cnenBa ga O6bae (PYHKITMOHAIHO paslpesesieHa B HEMPO3padyHU
IUTMKOBE, BCEKH €TUH OT KOUTO Jia UMa CJICTHOTO ChIIbPIKAHUE!

Inuk Nel: “TOKYMEHTH 3A TIOABOP”

B mnka ce moctaBsT CaeAHUTE TOKYMEHTH:
1.Cnucbk Ha JOKYMEHTHTE, ChABpXKAIM ce B odepraTa, MOANHCAH U
HoJreYaTal OT yyacTHHKa / MpHiiara ce B HA4aJoTO Ha odeprara Mpead BCHUYKU
apyru qokymenTtu/ - oopaserr Nel.
2. 3asBiieHue 3a yyactue / oopaser Ne2/.
3. AamunHucTpaTuBHH cBeneHus - OOpazer Ne 3.
4.OpurvHan WM HOTAPUAIIHO 3aBEPEHO KOIMHE Ha YJIOCTOBEPEHHE 3a
aKTyaJlHO CBCTOSIHME, a KOTraTO YYaCTHUKBT € (PU3UYECKO JUIEe-HOTAPUATTHO
3aBEPEHO KOIMUE OT TOKYMEHT 32 CAMOJIUYHOCT.
5.0purnHan wix HOTAPUATHO 3aBEPEHO KOMHE Ha JOKYMEHTH, YJIOC-
TOBEpSIBAIlM TPEACTABUTEIHATA BJIACT HA JIMIETO, OT KOETO H3XO0XKJa
IPEIIOKEHUETO, B CITyJail, 4e ToBa HE € 3aKOHHUS MPEACTaBUTEN Ha YIaCTHHKA.
6.3aBepeHH KOIMHUS OT JOKYMEHTH 3a PETHUCTpAIHs, 3aBEPEHU OT YJaCTHHKA C
noanuc u neyat - byncrar, EMK, nanpuna perucrparus — o01mia ¥ mo 3akoHa 3a
JaHbK BBPXY J00aBeHaTa CTOMHOCT /ako MMa TakaBsal/.
7. lexnmapamus 3a 3amo3HaBaHe C YCIOBHUATa B JoKyMeHTarusaTa - OOpasenn
Ne 4,
8. Hexnaparust mo wi. 47,an. 1,1.1,6. ,a” mo ,a’, T.2ut.3,an. 2,1.1u 1.3
u an.5 ot 30I1 - O6pazer Ne 5.
9 Jlexmaparuss o 4in.56,an.1, 1.8 ot 3011 3a yuacTne Ha TOAU3IBIHUTEIH -
Oo6pazer; Ne 6 ;
9.1. lexnapanus ot noau3mbiaHuTen - O6pazer; Ne 7 ;
10. [exnaparust mo wi.56, anl, 1.12 ot 30I1 3a mpuemane ycioBusita Ha
noroBopa - O6pazer; Ne 8
11. l'apannus 3a yuactue B npoueaypara — 15 750.00meBa 3a BcHUUKH
000Cc00EHHM ITO3HIINU U CHOTBETHO 34 .
e OII Ne 1 ,JlexapcTBeHu npoaykTH 3a auanuza” —5 700nB ,
e OII Ne 2 , Tpunatpues nutpatr - 30018 ,
e OII Ne 3 ,JlekapcTBeHN MPOAYKTH U KOHCYMaTHBHU 3a MEPUTOHEATHA
nuann3a’ — 3 000ns ,
* OII Ne 4 ,Conesu pazrBopu 3a auanuza” — 1 300mB ,
e OII Ne 5 ,Jlnanuzaropu v KpbBHU JuauKu — 4 50058, ,
e OII Ne 6 ,JInanuzen puntsp” - 500 1B ,
e OIINe 7 Jlynkunonuu uriu 3a AB ¢uctyna u nmporesa” - 18018 ,
e OII Ne 8 ,BeHo3HU KaTeTpu 3a BpeMeHeH ChA0B AocThil” - 10 1B ,
e OII Ne 9 ,BeHO3HU KaTeTpH 3a ABJIATOTpaeH Cha0B AocThl - 140 1B ,
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e OII Ne10 ,Pa3rBopu 3a aesundexius’ - 90 nB ,

e OII Nel1 ,Xemonepdyzopu” — 30718 .

» Bb3ioxuTenar mma mpaBo Ja 3adbpKH TapaHIUsATa 3a Y4JacTHE [0
pelllaBaHe Ha Cropa KOTaTo KaHAWIATHhT WM YyYaCTHHKBT B MpOIeaypara
00aJIBa PEIICHNETO Ha BBH3JIOKHUTEIIS 32 OMPE/CIISTHE HA U3IBJIHUATEN .

» BB3M0XUTENAT MMa MpaBo Ja YCBOW TapaHIUATa 32 Y4acTUE B CIICIHHUTE
ClIy4Jau:

- KOraTo yYaCTHHKBT OTTEIJIM opepTaTa CH Clie[] U3TUYaHE Ha CPOKa
3a MoJy4aBaHe Ha OEePTHTE;

- KOraTo YYacCTHHKBT € OMPEICNICH 3a M3MBIHHUTEN, HO HE WM3MIbIHU
3aIBJDKEHUETO CH J1a CKIIOYH JOTOBOP 3a OOIIECTBEHA MOPBHYKA.

Koraro yyacTHUKBT € mpeacTaBui OaHKOBA rapaHius, Bb3JI0KUTENIAT UMa

NpaBo Ja MPUCTHIIM KbM YIOPaKHABaHE Ha TIpaBara CH 1O HeS B

TOPETIOCOYCHUTE CITyYaHu.

["apanmnuuTe 3a y4acTre Ha OTCTPAHEHUTE YYACTHHIIA C€ OCBOOOKAABaT OT
BB3JIOKHUTENSI B CPOK 5 fiieT / paboTHU JHU ciie]] U3THYaHE HAa CPOKa 3a 00XkKaJiBaHE
Ha PEIICHUETO Ha BB3JIOKUTEIS 3a ONpeIesTHE Ha N3ITbIHUTEI.

["apanmnuuTe 3a ydacTre Ha KJIACUPAHUTE YYACTHUIIM HA IBPBO U BTOPO MSCTO,
ce 0CBOOOXIaBaT B CPOK 5 /met/ paboTHU IHU Clie] CKIFOYBAHETO Ha JIOTOBOP 3a
oOIIecTBEHa MOPHUKA, & Ha OCTAHAIUTE KJIACUPAHU YYaCTHHUIH - B CPOK S /met/
paboOTHU OHHU CleJ W3THUYAaHETO Ha CpoKa 3a OOXaJBaHE Ha PELICHHETO 3a
oTpesiesisiHe Ha U3IbJIHUTEIL.

[Ipu mpekpaTsiBaHe Ha MpoLEAypaTa 3a Bb3JaraHe Ha OOIECTBEHA MOPbHUKA,
rapaHiiuTe Ha BCHUYKH YYaCTHHUIIM C€ OCBOOOXKJIAaBaT B CPOK MET pabOTHU IHU
clie]] U3THYaHEe Ha CPOKa 3a 00XaJIBaHe Ha PELICHUETO 3a PEeKpaTsABaHe.

BB3nmoxxurensaT ocBoOOXKAaBa TapaHIMHUTE 0€3 Ja JABDKH JIUXBH 32 TIEPHUOAA,
Ipe3 KOWTO CpeACTBaTa 3aKOHHO Ca MPECTOSIIN MPH HETO.

["apanmuuTe 3a ydacTue ce IpeCTaBsAT B €Ha OT GOPMUTE, ChIIIacHO Wi.60
ot 30II:

- OpUTHHAJ Ha 0e3yCJIOBHA U HEOTMeHsieMa 0aHKOBa TapaHIus,
u3/1ajiecHa OT OBJarapcka WM 4YyXKJaecTpaHHa OaHka, B moiza Ha MBAJL “II-p
Cramen  Umnues”-AJl  rp.Montana, cbc cpok Ha  BamugHoct 90
/neBetTnecer/kaneHapHu THH, CYWTAHO OT KpaWHHUS CpPOK 3a TOJy4aBaHE Ha
odeprute. bankoBuTe rapaHuuu, U3JaA€HN OT YyXKIAECTpaHHU OaHKH, CJe/IBa Ja ca
aBu3MpaHu upe3 Obiarapcka OaHKa, TMOTBBbpPXKAAaBallla aBTEHTUYHOCTTA Ha
CHOOIIIEHUETO;

- TapuyHa cyma. mpeBeieHa mNo OaHkoBa cmeTka Ha MBAJL “I-p

Cramen Mnues”- A/l rp.MonTana — Th: OBb kinon MoHTaHa,
Cmerka: BG11UBBS82211010448611
Bia Obb:UBBSBGSF
unu BHeceHa B kacata Ha MBAJI “JI-p Ctamen Mnues”- A/l rp.MoHTaHna.

11 /loka3aTencTBa 3a TEXHHYECKUTE BB3MOXXHOCTH 3a U3IBIHCHHE HA

nopbuKara:
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11.13aBepeHo komue OT pa3peuieHUuE 3a THProBUsS Ha €ApO C JIEKapCTBEHU
NPOAYKTH | /WK ¢ METUIIMHCKH U3/IEIHS.
11.2.Heo6xoaumu pa3pelInTeHU U JIULEH3UH, CBBP3aHH C U3ITBIHEHUETO
11.3/lexnapanust OT y4acTHUKA B MpoLIeaypaTa, ChAbpIKaIla;
11.3.1Cniuchk Ha CKJIIOYEHUTE OT HEro OCHOBHU JOTOBOPU 3a JOCTaBKa Ha
JIEKapCTBEHH MPOIAYKTH W/MIM MEAUIIMHCKH U3IEIHs 32 TMalln3a, U3BbPIICHU Npe3
IOCIEAHUTE TPU TOJMHH, BKIKOYMUTETHO HHPOpManus 3a CTOHHOCT, CpPOK U
BB3JI0KUTEI 32 BCEKH ITOCOUYEH JI0TOBOP.
11.3.2Cnucek Ha TEXHHYECKOTO OOopyaBaHe /rpaHcrmopt/, ckiagoBa 0Oa3a u
IepcoHaJIa OTTOBOPEH 3a U3I'BJIHEHUETO HA MOPbBUKATA;
11.3.3.0curypsiBane Ha HEOOXOAMMHUTE KOJUYECTBA JIEKAPCTBEHU MPOTYKTH W/ WK
MEAUIMHCKHU U3AETUs PEeIMET Ha JOTr0BOPA, 3a LM CPOK Ha TOTOBOPA.
11.4PedepeHunn OT BB3JIOXKHUTENIN, KOUTO ca OWIM CHAOISBAaHU C JIEKAPCTBEHU
NPOAYKTH W/WIM MEIUIUHCKU M3IENHS 32 JUaIn3a OT ChOTBETHHUS YYacTHUK. B
CllydauTe€ Ha HOBOPETMCTPUPAHU THPIOBCKH APYKECTBA W NPU HEU3MBIHSBAHU
TaKHUBa MOPBHUYKH, peepeHIINH HE CE U3UCKBAT.

12 JlokyMeHT, yA0CTOBEpABAIll 3aKyIIyBAHETO Ha IOKYMEHTALlUA 32 y4acTHe
B OOLIECTBEHA MTOPBHUKA.

13 [Ipyru 1OKyMEHTH,IPEICTABEHH 10 N300p OT y4aCTHUKA.

Ilauk Ne2: “  HNPEJJIOKEHUE 3A N3ITbJHEHUE HA
IHOPBYKATA"

YuacTHUKA npeacTaBs oT/eseH MK Ne 2 3a Besika 000co0eHa mo3unms
3a KOSITO MNOJaBa MNpelsio:KeHHe ¢ HAANMCaHAa Ha IUIMKAa HOMepa Ha
000co0eHaTa MO3UIUSA 32 KOAATO € MPeAJI0KEHUETO .

[Tnuk Ne 2 cpabpika :

1. Texunuecko npeajoxenue - Oopazen Ne 9 .

2. Texunuecka creuupukanus - Oopaszernr Ne 10 (ot 10.1 mo 10.11 )or
JOKYMEHTAaIMsITa 3a ydacThe B TpoleAypara — 3a CHhOTBETHATa
000co0eHa Mo3UINA .

3. MocTtpa/u Ha MEUITUHCKUTE U3/IENINsS C ONKC/H , 32 KOUTO y4acTBa .

4. Oropuzanusi/u.

TeXHUYEeCKOTO MpeIIoKEHUE € 3a MPOMYKTUTE |/ M3AenusATa 3a KOUTO Ce
odepupa.

MocTtpuTe Morar ja ce MpeAcCTaBsIT B OTIACICH KalloH ( KOraTto pa3MepuTe
UM ca TOJIeMHM M HE TIO03BOJISIBAT IOCTaBsiHE B IUIMK ). MocTtpute na Obaar
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NPUIPYXKEHU C OMUC U Ja Obae oTOens3aHa o0ocoOeHaTa MO3UIMS 3a KOSTO ca
PECTABCHHU.

Inuk Ne 3: "ITPEJIVTAT'AHA IHIEHA”

1. IlenoBo mpemntoxkenne - OoOpazemr Ne 11 or 11.1 mo 11.11 ) or
JOKYMEHTAIMsATa 3a YydJacTHe B TpoIeaypara — 3a ChOTBETHATa
000co0OeHa MO3HITHS .

Y4yacTHHKA npeAcTaBs oT/AejeH ITHK Ne 3 3a Besika 000co0eHa nmo3uums

3a KOSITO MOJaBa IpeNIoKeHHe ¢ HAANMCAHA HAa IUIMKAa HOMepa Ha
000c00eHaTa MO3UIIMS 32 KOSITO € MPeIJI0KEHHUETO .

4.

5.

6.

APYT'U YKA3SAHUA :

Bcekn y4acTHUK TOMBIBA, MOMMUCBA W IOANEYATBA BCEKH JIHCT OT
odepTara.

[IpennoxxeHaTa meHa TpsOBa na € B ObJarapcku JieBa, ¢ BkiaoueH JJIC —
cnopen obpazena. OdepTH, B KOUTO LIEHUTE HE ca B OBIATAPCKHU JieBa, HIMa
7la ce pas3riiex/ar.

Bcenuky TOKyMEHTH ce TIOIBJIBAT Ha OBITapCKU €3HK, O3 3aipacKBaHUs U
TIOTIPABKH.

[lenoBata odepra ce MOMbIBa CHIIIACHO, MPUIIOKEHHUSI B JOKYMEHTAIUsATA
obpaserr.

Bceku yuacTHHK B mipolieiypaTa uMa mpaBo Ja MPeICTaBh caMo eAnH
BapHaHT Ha odepTa.

YyacTHUK noJan HemrbJiHa odepTa 3a BCska OT 000co0eHuTe mo3unuu ¢ Ne
Ne3,4,5,7,8, 16T nporao3no —KoJn4YeCTBEHATA CTICTIM(PUKAIINS, TI1C
ObAe TpemyoXeH 3a OTCTpaHsBaHE OT Npolexypara. 3a oOeIuHEHa
no3urysa Ne 1 u Ne 2 yyacTHUIIMTE MOTaT Jja 1aBat MPEAJIOKEHHUS 3a €IUH ,
HSIKOJIKO WJTM BCHYKH ITPOTYKTH

Koraro ygactHuk nogasa odepTa 3a moBeue oT eaHa 000coOeHa mo3uIus,
ummkoBe Ne 2 u3 ce mpeCTaBsT 3a BCAKA OT MO3UIIUUTE.
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Od¢eprara ce moanucBa OT 3aKOHHUSA MPEICTABUTEN HA JIUIETO, KOETO f
M0JIaBa UJIX OT U3PUYHO YI'BJIHOMOIIEHO OT HETO JIULIE.

BcHYKH IUIMKOBE ce MOCTABSAT B JIPYT HeMpo3paveH IUIHK, BbPXY KOHTO
ce 0TOeJIAI3Ba HMETO M aJipeca Ha BB3JIOKHUTEIs, MpeAMeTa Ha o0lecTBeHATA
NOpbYKA ,_ HOMEPATA HA 000CO0EHUTE MO3MIIMU 32 KOMTO YYACTHHKA MOJaBa
odepra u ume, aapec, Teaedon, pakc u e-mail /3a koHTaKTH/ HA yYacTHHKA B
npoueaypara.

e Jluue, KoeTo e 72710 chrjiacue U pUrypupa KaTo noaAu3mbJIHATE
B opepTaTa Ha IpYT YUaCTHHUK, HE MOKE J1a IIPE/ICTaBsi CaMOCTOsITENIHA OepTa.

* IlopaBaHero Ha o¢epTa 03HAYABA, YE YUACTHUKBT IIPUEMA U3LIIIO
BCUYKH CHELMAIHU U 00ILM NPAaBUJIA, ONIPEJIECICHHN B HACTOSILATA TOKYMEHTALIMS.
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INPUJIOKEHHUE Ne 7

INPOEKT HA 10I'OBOP
3A BB3JIAT'AHE HA OBUHIECTBEHA IMTOPBYKA
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ITPOEKT HA 1OI'OBOP

JOCTABKH HA JIEKAPCTBEHHU ITPOAYKTHU U MEJUIIUHCKHA

N3IEJIHUA 3A TUATIN3A
JIHEC, i r. B rp. MoHTana Ha ocHoBaHue wi.41 ot 3akoHa 3a
oOmecTBeHuTe MNOpbUkM U Pemenume No.................. Ha M3nbiHuTenHus

nupextop Ha MBAJI “I-p Cr.Mnues” Al rp.MoHTaHa 3a U3BBPILECHO KJIACUPAHE U
ONpeaeNsiHE Ha U3ITBIHUTEN, CE CKIIFOUM HACTOSIIHS IOTOBOP MEXY:

MBAJI" I-p Cramen UnmeB"- AJl, EUK: 111047073

c aapec: rp. MonTana, yi.“Cupma BowiBoga ” 2, Ten.: 096/ 305-150 ,pakc: 096/
307-554,mpencrapnsBano ot [-p Lisetan TomopoB — U3mbiHuTENCH AUPEKTOD,
Hapu4aHo no-noiy 3a kparkoct “ Bb3JIOZKUTEJI" ot enHa cTpana,

51
e e 7 EBUK /BYJICTAT: e

C QMPEC.  teeerniiiiries ateeen e S <) S, axc:............. ,
110153 (63 213 621202 (oI s P , HApUYAHO TI0

- noaty 3a kpatkoct “ USITBJIHUTEJL” ot apyra crpaha, 3a CIE€IHOTO :
I. NPEIAMET HA JOI'OBOPA

1.1BB3JOXKHUTEJAT sBb3nara, a HU3IBJIHUTEJIAT ce 3agpipkaBa na
nocrtaBu Ha BB3JIOKUTEJISL nexkapcTBEHH MNPOAYKTH H/WIA MEAMIIMHCKH
U3JIeNUS 3a AMain3a, ChIJacHO IpuiiokeHa Crenudukaius -HepasiesHa 4acT OT
HACTOSIIIUS TOTOBOP .

II. IEHU 1 OBIIIA CTOMHOCT HA JJOCTABKHUTE IO JOTOBOPA

2.1 EnunnynaTta 1ieHa Ha ctokute 1o T.1.1 e ompeneneHa B jeBa, CbriiacHO
npuinokenata Crnenudukanus.
2.2.00mara CTOMHOCT Ha J0CTaBKaTa 1o JJOTOBOPA €

................................ neBa 6e3 JI/1C,
................................... neBa ¢ JIJIC.
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2.3. lleaute ca ¢ukcHWpaHun W HE TMOJJICKAT HA TMPOMSHA Tpe3 TNepuoja Ha
U3MIBJIHEHHE Ha J0TO0BOpA, C M3KJIIOYEHHE MPU MPUIOKEHHETO Ha uil.43, an.2 ot
30I1.

2.4 B cnyu4aii, 4e mpe3 BpeMeTo Ha JIeHCTBUE Ha JOroBopa CToiHOCTTa Mo 4i.20 ot
Hapenbarta 3a ycnoBusATra, npaBwiata U KPUTEPUUTE 3a BKIIOYBAHE, MPOMEHU
1/MIK M3KITIOYBaHE HA JIEKAPCTBEHU TPOIYKTH OT [103UTHBHUS IEKapCTBEH CIIUCHK
U yCIIOBUSTA U pesa 3a paborta Ha KoMucusita 1o no3suTHUBHUS J€KapCTBEH CIIMCHK
CTaHE IO0-HUCKAa OT JOrOBOPEHATa, BB3JIOKUTEIAT OE€3yCIOBHO 3allalia
JIEKApCTBEHHUTE NMPOAYKTH Ha IIO-HHMCKA LI€HA, OT JAaTara Ha BIM3aHE B CWJIA Ha
KOHKpeTHOTO pemieHre Ha Komucusra no [1o3uTHBEH JIEKapCTBEH CIIUCHK.

III. YCJIOBUA U HAYUH HA IVIAITAHE

3.1. [InamaHeTo Mo HACTOSIIXS JOTOBOP CE€ OCBIIECTBABA B OBITAPCKH JIEBA Upe3
O0ankoB mnpeBoj ot ctpaHa Ha  BB3JIOKUTEJSA no nocouenara B T.15
o6ankoBata cmMetka Ha U3IIBJIHUTEJISA- otnoxeno B cpok no 60 quu crien
ChOTBETHATA JIOCTABKa U MPEJCTaBsIHE HA HEOOXOIUMUTE JOKYMEHTH .
3.2 3ananiaHeTo Ha CTOKUTE C€ U3BbPIIIBA CJIC]I PEICTaBsIHE HA CIIECTHUTE
JTOKYMEHTH

a/lmocraBHa (hakTypa - OpUTHHA,

0/ mpuemaTeTHO-TIpeIaBaTelicH MPOTOKOT;

B/ mapTHieH cepTU(UKAT 32 KA4eCTBO.

r/ 3asBKa
3.3 B ciyuaii, ue mocoyeHuTe B Wi.3.2. TOKyMEHTH Ca HEPEJOBHH WJIH HE Ca
KoMIUIeKkTOBaHH, chiuTe ce Bpbhat Ha USITBJIHUTEJISA ¢ npuemo-
npeaaBaTesieH MPOTOKOJ 3a U3NpaBsiHe Ha HepeaHocTuTe.CpokbT 1o T.3.1.3a
mJialiaHe Ha JocTaBKaTa, 3allo4Ba Jia Teue OT jJaTaTa Ha IPEeACTaBIHETO Ha
JTIOKYMEHTHUTE B U3UCKYEMHUS BUI.

IV. CPOK HA JOCTABSAHE

4.1 JlocTaBKaTa Ha CTOKHUTE, MPEIMET Ha HACTOSIIUAT JOTOBOP C€ HM3BBPIIBA
NEePUOJANYHO M B CPOK J0 24 yaca ciea Bcsika OOMKHOBEHHA IMHUCMEHA 3asBKa
npeaajzceHa 1mo eJeKTPOHEH BT M B CPOK J0 6 yaca ciej BCsKa CIelTHa 3asBKa Ha
BB3JIOXUTEJILA.

4.2. TBN'BJHUTEJAT ce 3aappkaBa Aa yBEAOMH IMHMCMEHHO WM 4Ype3 (akc
BB3JIOKUTEJISA 3a 1npeactosmiero J0CTaBsSHE Ha  CTOKUTE Mpeau
EKCIEIUIIAATA UM.



OTKpHTa IpoIeypa 3a 00IIECTBEHA TOPBUKA C MPEIMET :
,JI0OCTABKH Ha JIeKAPCTBEHH MPOIYKTH M MeIHIMHCKH H31e/Tsl 32 Inann3a’
MBAJL , I-p Cramen Unues” AJ] —rp.Mourana

V. MSACTO HA TOCTABSHE

5.1. Msicto Ha J0OCTaBsSiHE Ha CTOKHUTE IO TO3U JOTOBOP € JI0 KpaeH IoJydarel:
MBAJI ,Jd-p Ct.MnueB AJl rp.Monrana , yn.”Cupma BoiBoga” Ne 2-00JIHMYHA
anTeka/oTeIeHHe 10 XEMO/IMaIi3a, ChIVIACHO YKAa3aHUATA Ha Bb3JIOKHUTEIIA.

5.2. PucKkpT OT CIydyallHOTO TOTMBAaHE M TOBPEXKIaHE HA CTOKUTE IMPEMUHABA
BepXy BDB3JIOKUTEJISA or mMoMmMeHTa Ha NOpPUEMAHETO W Ha MICTOTO HA
JIOCTaBsTHE C TPUEMATEITHO-TIPEIaBaTeNIeH TTPOTOKOI.

VI. JATA HA 1OCTABSIHE

6.1.3a Jara Ha J10CTaBsAHEC CC€ CUHUTA AaTaTa, Ha KOJATO CTOKHTC Ca JOCTaBCHU B
MsSICTOTO Ha JOCTABAHC, CbIJIACHO IIPUCMATCIIHO-TIPCAABATCIICH IIPOTOKOIJI.

VIIL. 3BAABJIKEHUSA HA U3ITBJIHUTEJIA

7. A3IBJIHUTEJIAT ce 3agbpipkasa .

7.1. Jla noctaBu CTOKUTE B JIOTOBOPEHUS CPOK, MPUAPYKEHU ChC CEPTUPHUKAT 3a
Ka4yecTBO.

7.2. ]la mpenaae CTOKUTE B CHOTBETHHS BHJI, KOJUYECTBO M KaU4eCTBO HA MSCTOTO
Ha J0CTaBsIHE.

7.3. Cnen pnocrtaBsHe Ha crokute pAa unpeactaBu Ha BbB3JIOXUTEJIA
JTIOKYMEHTHTE, U30pOCHH B T. 3.2.0T HACTOSIIIHS JOTOBOP.

7.4.1Ipu moANMKMCBAaHETO HA JOTOBOPA J1a IPEICTABH:

al TOKyMEHT 3a perucTparus,

6/ mokymeHTH, cbriiacHo wi.47,an.9 or 3011,

B/ TapaHIUs 32 W3MBJIHEHUE B €IHA OT Qopmure, omnpenencHu B wi.60 or
3011, kosiTo ce ocBoboxkaaBa g0 30 MHU cliesl MPUKITIOYBAHE HA U3ITBIIHEHUETO Ha
noroBopa. ['apannmsita € B pazmep Ha 3 %0T cToitHOCTTa Ha MOoroBopa 6e3 JIJIC u
BB3JIM3a Ha

............... JIB./CIIOBOM: ...oevvvvnienievneineeneennennnnn |

VIII. 3AABJKEHUA HA Bb3JTOXKUTEJIA

8. BB3JIOKUTEJISAT ce 3angpkasa :

8.1. Jla mpuemMe cTOKHTE, MPEAMET Ha HACTOSIIINS JIOTOBOP, B JICHS HA JOCTABKATa,
CHOTBETCTBAIlA [0 BUJ KOJWYECTBO M KAYE€CTBO Ha OIMCAHHUETO B HACTOSIIHS
JIOTOBOP.

8.2./la 3amiaTv JOCTaBEHUTE CTOKH B YTOBOPEHUS CPOK.
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8.3. Cnex um3ThyaHe Ha CpOKa 3a M3MBJIHEHHWE Ha JOroBopa Ja ocBoOOaU
rapaHiusaTa 3a U3MbJIHEHHE Ha JI0TOBOpa 0€3 Ja ABIDKH JIMXBU 3a MepHoja, mpe3
KONTO Cpe/icTBaTa ca MPECTOSIN 3aKOHHO IIPU HETO.

8.4. la ocurypu OpUCHCTBUETO HA CBOW NPEACTaBUTENl NpPU NPHUEMaHETO Ha
CTOKHUTE, pa3oJiarall ¢ HaJUIe)HO IIbTHOMOIIIHO 32 MOANKUCBAaHE Ha MPUEMATEIHO-
npeaaBaTeIeH IPOTOKOJI.

IX. IPUEMAHE U ITPEJABAHE HA CTOKHUTE

9.1.IIpuemMaHeTo Ha CTOKHTE CE€ OCBHINECTBSIBA B MPUCHCTBUETO HA YITHITHOMOIIECH
npeacrasuten Ha Bb3JIOKUTEJIS.

9.2. Ilpu mpuemMaHeTo Ha CTOKUTE C€ TIOJIHKCBA MPHEMATEIHO-TIPEIaBaTelICH
MPOTOKOJI, YJOCTOBEPSBAI IMOJYYaBAHETO HA CTOKUTE, €JHOBPEMEHHO C
MPEJCTAaBSIHETO Ha pa3pellieHue 3a npojaxoa, uznaueno ot MAJL

X. KAYECTBO, 'APAHIIUU U CPOK HA I'OJJHOCT

10.1KadecTBOTO Ha CTOKHTE, MpEIMET Ha HACTOSIIHMS JIOTOBOp, CleIBa Ja
OTroBaps Ha TEXHUYCCKUTE CTAaHIAPTH Ha MIPOU3BOJAMTEIIS, KOETO CE YAOCTOBEPsBa
ChC cepTU(HKAT 33 KA4eCTBO W TPOM3XOJ, M3MaJCH OT KOMIIETCHTCH OpraH B
CTpaHaTa-TPOU3BOIUTEIL.

10.2. Kpm paTaTa Ha JOCTaBKAaTa CPOKBT HA TOJHOCT HA CTOKUTE, MPEAMET Ha
HACTOAIIMUS TOTOBOP, cienBa aa Obae He mo-ManbKk oT 60 %0T cpoka Ha TOAHOCT,
00SIBEH OT MMPOU3BOAUTEIIS.

10.2.1. B cnyyali Ha J0oCTaBKa Ha JICKAPCTBEH MPOMYKT /WM MEIUIIUHCKO
U3JIeNue C MO-KPaThK OT JOTOBOPEHHS CPOK HAa TOTHOCT, M3IIBJIHHUTEIS 3arialia
HEYCTOMKA,KaKTO CJEBA!

oT 59.99%n0 50% - 5%BBpXy CTOMHOCTTA Ha IOCTABKATA;

ot 49.99%n0 40% - 10%®BHpXy CTOHHOCTTA HA JOCTABKAaTa,

ot 39.99%m0 30% - 30%®BBHpXy CTOHHOCTTA HA JOCTABKAaTa,

ot 29.99%m0 20% - 60%®BBHpXy CTOHHOCTTA HA JJOCTABKATa,

noa 20 % - 90%®bpXy CTOMHOCTTA HA JIOCTABKATA.

10.2.2. JlocTtaBkaTta Ha JIEKapCTBEH MPOAYKT /WM MEIUIIMHCKO H3JEJIHE C IO0-
ManbK 0T 40% 0T 00sIBEHUST OT IPOUZBOAUTENSI CE U3BBPIIBA CAMO C MOTHBUPAHO
peIIeHNe Ha BH3JI0OKUTENS 32 KOHKPETHOTO KOJIMYECTBO, OMPEACIICHO OT HETO.
10.3. BB3JIOKUTEJIS Moxe 1a OTKakKe MPUEMAHETO Ha CTOKHUTE, aKO B JCHS
Ha MPUCTUTAHETO W MPUEMAHETO, T¢ HE OTrOBAPAT HAa IOTOBOPEHOTO C HACTOSIIIHS
JIOTOBOP.
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XI. OTTOBOPHOCT 3A HETOYHO M3ITBbJIHEHME, PEKVIAMAILIUN

11.1BB3JOKUTEJIIA moxe na npenssu pexnamanuda npeg UITBJIHUTEJIA
3a:
a/ KOIMYECTBO M HEKOMIUIEKTHOCT Ha CTOKHTE WM TEXHUYECKaTa
JOKyMeHTaIus / SBHU HETOCTaThIH /;

0/ xauecTBO / CKpUTH HEXOCTATHLM /:
-IIPY I0CTABSIHE HA CTOKA HE OT JIOTOBOPEHUS BU/I, TOcOYeH B T.1.1;
-ipu KOHCTAaTUpaHe Ha AeQEeKTH NP yrnoTpeda Ha CTOKATA.

11.2. PexmamanuuTe 3a SIBHM HEJAOCTATBIM HA CTOKUTE ce TMpaBAT B 14 nHEBeH
CPOK OT JaTaTa Ha JOCTaBsiHE ChC CbOTBETEH MPOTOKOJ.

11.3. BB3JIOKUTEJIS e nnbxen na yegomu nucmeno UIMTBJIHUTEJISA 3a
yCcTaHOBEHUTE ePeKTu B 15-THEBEH CPOK OT KOHCTATUPAHETO UM.

11.4.B pexnamaiuTe ce N0OCOYBa HOMEPHT HA IOTOBOPA, TOUHOTO KOJIMYECTBO Ha
MoJiyueHaTa CTOKAa, OCHOBAHHMETO 3a peKjaMalus M KOHKPETHOTO HCKaHe Ha
BB3JTOKUTEJSA. KM peknamanusTa ce npujara Komnue ot cepTudukara 3a
KauyeCcTBO, MOJYUYEHO 3a€THO C IPYTUTE ABbKUMHU JOKYMEHTH I10 JOTOBOPA.

11.5. B neraneBeH cpok oT noJiydyaBaHe Ha peknamauuara, U3ITbJIHUTEJIA
cnensa na orropopu Ha BB3JIOKUTEJISA nucMeHo U KOHKPETHO Al NprUeMa
peKIamManuaTa Uin st OTXBbpPJISL.

11.6. Ilpu pexnamauuu ¢ siBuu Hepoctarblin USIIBJAHUTEJISA e nibxen B 5-
JTHEBEH CPOK OT MOJIy4aBaHE Ha peKjaMallusTa 3a CBOSI CMETKa U PUCK Ja JIOCTABU
Ha MSICTOTO Ha JOCTaBSHE KOJIMYECTBOTO JIMIICBAIIY B JIOCTaBKAaTa/HEKOMIUICKTHH
JIOTOBOPEHH CTOKH.

11.7.1360pbT HA MOCOYEHUTE MO-TOPE Bb3MOKHOCTH Jla C€ BbpHE ChOTBETHATA
yacT OT IUIATEHOTO MWJM Jla C€ JOCTaBAT HOBU CTOKM TMPUHAIICKA Ha
BB3JIOKUTEJIA , xato pa3xoguTe U PUCKOBETE MO HOBOTO JIOCTaBAHE cCa 3a
cmerka Ha U3ITBJIHUTEJIAL.

11.8PeknaMupaHuTe CTOKH C€ ChXPaHSIBAT OT ChOTBETHUSI KpaeH MOJydaTes [0
ypexXJIaHe Ha peKIaMaluuTe.

Xll. OTTOBOPHOCT IIPU 3ABABA, HEYCTOHUKH

12.1.3a HeW3I'BIHEHHE HA 3aIBJKEHUSATA CH TI0 HACTOSIIIUS JOTOBOP,
W3neaautens AU HeycToWKa B pa3mep Ha 0.7 Ha JieH , BbpXYy CTOMHOCTTa Ha
HEU3ITBIHEHOTO B JIOTOBOPEHUTE CPOKOBE 3aab/DKeHHE , HO He moBeue oT 10%
/necer mporieHTa/ OT CTOWHOCTTA HA HEU3IBIHECHHETO, KAKTO U O0E3IIETCHHE 3a
OPETHPIEHUTE BPEAUM B CIy4YaWTe, KOraro T€ HAAXBBPJAT JOTOBOpPEHATa
HeycTolika. Cymara Ha HeycToikaTa, AbbkuMa oT ctpaHa Ha USITBbJIHUTEJIA,
CE€ OCUT'ypsiBa OT rapaHLHUsITa 32 U3I'bJIHEHUE HA JOTOBOPA.

12.2 Korato npu Hanumuyue Ha pexinamanus, USIIBJIHUTEJIS He wusnbinu
3aIbJDKEHHSATA CH 1O pa3nen XI oT HacToAIMs AOTOBOP B CPOK,CHIUIUAT IBJKU HA
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BB3JIOKUTEJISA ueycroiika B pazmep Ha 2 % OT 1leHaTa Ha CTOKAaTa B 4acTTa
Ha peKJIaMaIusTa.

12.3. Tlpu BuHOBHA 3a0aBa Ha e€AHA OT CTPAHUTE, MPOIBIDKUAJTIA TOBEYE OT
MOJIOBUHATA OT CpPOKa 3a M3MBIHEHHWE HAa CHOTBETHOTO 3aIBJDKCHHE, Apyrara
CTpaHa MMa IPaBo Jla pa3Baju JOroBopa e1HOoCTpaHHO ¢ 301HEBHO MPEAU3BECTHE.
12.4. B cunyyaii, uye mno otHomenne Ha W3SIIBJHUTEJS nHacThosaT
oOcrositencrea mo wi. 47,an. 1,1.1,6. ,a” no ,n", r.2ur1.3,an. 2,7.1u 1.3 u an.5
ot 3011, BB3JIOKUTEJIAT uma npaBo a NpeKpaTh €AHOCTPAHHO HACTOSILIUS
JIOTOBOP,0€3 MUCMEHO MPEIU3BECTHE U 0€3 J1a TBIKH HEYCTOUKH.

XIII. ®OPCMAKOPHHU OBCTOATEJICTBA

13.1.Crpanute mo HACTOALIUS JOTOBOP HE IBJDKAT OOE3LIETEHHE 3a MOHECEHH
Bpeau W 3ary0u, ako MOCJIETHUTE Ca MPUYMHEHH B PE3yJTaT Ha HEMPEO0JIMMa
CHJIA.

13.2 Ako cTpaHara, KOSITO € CJIeIBAJIO J]a M3IIBJIHA CBOE 33IbJDKCHHE TI0 JIOTOBOPa
e Oua B 3a0aBa, TS HE MOXKE J1a C€ TT030BaBa HAa HEMPEOA0IMMa CUIIA.

13.3. “Hemnpeomonnma cuiaa“ mo CMHChJIa Ha JOTOBOpa € HEMPEABHIACHO H/HIIN
HENPEJIOTBPAaTUMO CHOWTHE OT M3BBHPEACH XapaKTep, BB3HUKHAIO ClIE]
CKJTFOUBAHETO Ha JOTOBOPA.

13.4. Crpanara, 3acersata OT HENPEOJOJIMMa CHJIa € JUTB)KHA Ja NpearpueMe
BCUYKH JICHCTBUS C Tpwkarta Ha J0OBp CTOMAHWH, 3a JIa HAMAJIA 10 MHHHUMYM
MOHECCHUTE BPEAM W 3aryOH, KakTO W Ja yBEJIOMH NMHCMEHO Jpyrara cTpaHa B
JIBYCEJIMUYEH CPOK OT HACTBIIBAHETO Ha Hempeononmmara cuna. [lpu
HEYBEJOMSIBaHE C€ ABJIKU O0CIIETEHUE 32 HACTHITMINTE OT TOBA BPE/IN.

13.5. JlokaTo Tpae HempeojoJMMaTa Cuia, W3MBIHCHUETO Ha 3aAbJDKCHUATA U
CBBP3aHUTE C TSAX HACPEITHHU 33IBIDKCHUSI CE CITHPA.

13.6. He mpexacraBnsiBa “Hempeomoinma cuja’ CbOUTHE, MPUUMHEHO II0
HEOPEXKHOCT WJIM 4Ype3 YMHILIEHO JEWCTBHE HAa CTPAaHUTE WIA Ha TEXHH
MPEJICTAaBUTEIA U/WIIA CITY>)KUTEIH, KaKTO M HEJIOCTHTa Ha TapWYHH CPEJICTBA Ha
BB3J1OXKUTEJISA.

XIV.CIIOPOBE

14.1. Bp3HUKHaIUTE Ipe3 BPEMETPACHETO HA JOTOBOPA CIIOPOBE U Pa3HOIIIACHS
MEXIy CTpPaHHTE C€ pellaBaT 4Ype3 MperoBopu Mexay Tax. [locturnarure
JIOrOBOPEHOCTH ce opopMAT B MHCMEHa ¢opMma M ce MPEeBpbIIAT B HepasJesHa
4acT OT JOroBOpa.

14.2. B ciyyaii Ha HEMOCTUTaHE HA IOTOBOPEHOCT 110 MPEAXOAHUS WIEH,

BCUYKM CIIOPOBE, MOPOJEHU OT TO3U JIOTOBOp WM OTHACAUIM C€ JI0 HEro,
BKJIFOUUTEJIHO CIIOPOBETE, MOPOJAEHH OT WJIM OTHACAILM CE 10 HETOBOTO THJIKYBAHE,
HEIEWCTBUTEIHOCT, HEU3IbJIHEHUE WM IpeKparsBaHe L€ ObAaT pa3pellaBaHu
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crope OBArapcKUTe MaTepUaIHU U MPOLECYATHNA 3aKOHH OT KOMIIETEHTHHS ChJl
o pena Ha ['TIK.

XV. CBOBUHIEHUA

15.1. Bcuuku choOIIEHUS MEXy CTPAHHUTE, CBbP3aHU C M3IBJIHEHHETO Ha TO3HU
JIOTOBOP Ca BAJIMJIHHU, aKO Ca HaIllpaBEHU B MUCMeHa (opMa, IMOAITUCAHU JTUYHO UK
OT YI'BJIHOMOIIICHUTE MPEICTABUTEIIH .

15.2. 3a nata Ha CHOOILIEHUETO CE CMATA!

- JaTaTa Ha MpelaBaHeToO — IIPY PHUHO MpeaBaHe Ha ChOOIIEHUETO;

- JaTaTa Ha TMOIIEHCKOTO KJIEHMO Ha 00p.pa3NucKa-mpy U3MpaIaHe o MoIiaTa;

- 1aTaTa Ha TIPUEMAHETO — IPY U3MpaliaHe mo tenaedakc

15.33a BanuaHM agpecu 3a mpreMaHe Ha ChOOIICHMSI, CBbP3aHU C HACTOSIIHUS
JIOTOBOP C€ CMSATAT:

3A BB3JIOKUTEJIA : 3A U3IIBJIHUTEJIA:

MBAJ " -p Cr.UnueB " — Al

rp. MonTana 3400

yi. “Cupwma BotiBoga" Ne 2

Th: Obb k10oH MoHTaHa

Cmetka: BG11UBBS82211010448611
BIC na Obb:UBBSBGSF
http://mbalmontana.com

E-mail :mbalmont@net-surf.net

15.4. IIpu npomsiHa Ha ajapeca, CbOTBETHATa CTpaHa € JUIbXHA Ja YBEIOMH
ApyraTta B TPUHEBEH CPOK OT MPOMSIHATA.

XVI. IPYI'H YCJOBUsA

16.1. Huto eana oOT cTpaHUTe HAMa I[paBO Ja MPEXBbpJA IpaBaTa H
3aIBJDKEHUSTA, IPOU3THYAIIH OT TO3U JOTOBOP HA TPETH JIHIIA.

16.2. 3a HeypeaeHHUTE BBIPOCH B HACTOSIIMS JOTOBOP C€ MpuUiara JAeWCTBAIOTO
OBITAPCKO 3aKOHOIATEIICTBO.

XVII. 3AKJIIOYUTEJIHU PA3IIOPEJABU

17.1. JloroBopbT BAM3a B CUJIA OT JlaTaTta Ha MOJINUCBAHETO MYy OT JBETE CTPaHU U
):7:0> 0% ) (0 N, roJIMHA.

17.2. Besika OT CTpaHMTE MOXeE Jla MPEeKpaTH JIOrOBOpa, aKkoO B pe3ysiTaT Ha
00CTOSTENICTBA, BB3HUKHAIM CJIE]] CKIIFOYBAHETO MY, HE € B ChCTOSIHHE Ja U3IBJIHUA



OTKpHTa IpoIeypa 3a 00IIECTBEHA TOPBUKA C MPEIMET :
,JI0OCTABKH Ha JIeKAPCTBEHH MPOIYKTH M MeIHIMHCKH H31e/Tsl 32 Inann3a’
MBAJL , I-p Cramen Unues” AJ] —rp.Mourana

CBOWTE 3aIbJDKCHHUS, 32 KOETO OTIPaBs NMHUCMEHO YBEIOMIICHHE JO OTCpelrHaTa
CTpaHa.

17.3. [Ipu cbCTAaBAHETO Ha HACTOALIUS JOTOBOP CE€ IMPEACTaBUXa CIIECTHUTE
JOKYMEHTH !
1.Pemenue Ha M3mbaHuTenHus aupekTop Ne .......... 01 L. ;
2.Y noctoBepenue 3a akTyanHo cbie6Ho cberosinue Ha USITbJIHUTEJIS
3.JloxymenTu 1o 1.7.4.0T HaCTOSIIIHS JOTOBOP;

HaCTOHI]_II/IﬂT A0roBOp C€ CbCTABU B J1Ba CI[H006p33HI/I CK3CMILIsIpa —II0 CANH
3a BCJIKa OT CTPAHUTE U CC IMMOANMCA, KAKTO CJIC/BA.

3A BB3JOXUTEJ. ................ 3A M3IBJIHUTEJ .................
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OTKpuTa npoueaypa 3a o0IEeCTBEHA MOPbUYKA C MPEAMET !
,JI0OCTABKH Ha JIeKAPCTBEHH MPOIYKTH M MeIHIMHCKH H31e/Tsl 32 Inann3a’
MBAJL , I-p Cramen Unues” AJ] —rp.Mourana
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