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YIBBPANI.............n¥wccuiininnnnnnnn
AUPEKTOP INCMII - CMOJISIH
/A-p Beaun denen/

IIPOTOKO.I

Ot nmeitHocrTa Ha Komumcus, nasHaueHa cbe 3amoBen NG
Hupekropa Ha LICMII — Cmons — n-p Benun JleHeB chbe 3aia
nocrenuaute B LICMIT — Cmonsia odeptr 3a yuactie B oO1mecTs
ci. or 30II, ¢ mpemmert: ,,JlocTaBKka Ha JIEKAPCTBEHH IIPOJIYE

Ne 1

P — 07 — 48 / 15.04.2019 r. nHa
93 J1a pasriesa, OLCHH W Kilacupa
€Ha IOpBYKa II0 pena Ha wi. 187 u
(TH ¥ MEJULIHUHCKA KOHCYMATHBH,

Ne3UH(EKTaHTH B aHTUCENTHIM 3a Hyxaure Ha [[CMIT — Cmonan mpes 2019 roauna mo 060cobeHn

nosuipu, Obocobena mosumus Ne 1 - JlocTaBka Ha IeKapCTBEHH
Cmomsan mpe3 2019; OOGocobena mosummsas Ne 2 - JlocraBk
Ne3sUHQEKTAaHTH M aHTHCENTHIM 3a Hyxaure Ha L[CMII — C
nyOIHKyBaHe B npo¢uia Ha KyllyBaua Ha 00sBa 3a 06IIeCTBEHA T1d
oT 3011 ¢ u3x. Ne 04 — 41 o1 21.03.2019 1.

Huec, 15.04.2019 r., B 10:00 waca, B rp. Cwmos
agmuaucTparuBHaTa crpaga Ha IICMIT — CMosaH, KOMUCHS B CHC

Hpencenaren: Bacun Tomos — agsokar ot AK - CMouisH;

Yaenose:

1. Hemma TomoBa — rit.cuetoBouten na LICMII - CMousH;

2. Pymsana Cuspuesa — ¢papmaredr,

ce ¢p0pa Ha 3aceJTaHUE U 3aII0YHa CBOSITA padoTa.

Ilpencenarenss Ha KOMHCHATA IIOAYyYH OT [IPEACTABH]
KaHJMIATATE U IPEJCTABEHUTE OQEPTH, 3aBEIEHH B PETHUCTHD 3
perucThbpa, B cpoka ykaszad B o0sBara 05.04.2019 r., 16:30 gaca, B
ca MOCTHIMIM e/lHa odepTa 3a 000cobena mo3ummsa Ne 1 1 ABe of
KAaKTO CJIeBa;

1.C Bx. No 26 — 01 — 4/ 05.04.2019 r., B 08:01 4. ¢ ¢
TPEWJIVHT AJT, ampec: rp. Codus, yi. ,,JIpuesap Crarues* No
A, et. 12, 32 06ocobena mmo3urmsg Ne 1.

2.C Bx. Ne 26 — 01 — 5/ 05.04.2019 r., B 10:27 4. e
bBJI'APUA“ EOON, anmpec: rp. Codus, Oyn. ,,Tomop Anekc
obocobena mo3urus No 2.

IPOXYKTH 3a Hyxxaute Ha [[CMIT —
i Ha MCIUIMHCKM KOHCYMATHBH,
mojisiH mpe3 2019, oOsBeHa upes
)PEUKa Ha CTOMHOCT 110 wit. 20, air. 3

2

9H, Oym. B

‘aB.

»bbarapus Ne

3

ren Ha DBE3I0oXUTENs COHCBK ¢
A ocTenunnate opeptu. BugHo ot
3alle4aTaHd HeTPO3pauHH ILIHKOBE
beptu 3a obocobena mozummsa Ne 2,

verpnuna odepra ot ,,CODAPMA
b, Cotbapma busnec Tayspc, crpama

noctenmia odepra or ,,XEJIME]]
aHpoB Ne 179, Giox Ne 79, 3a

3.C Bx. No 26 — 01 — 6 / 05.04.2019 1., B 11:57 4. e tocrermna odepra ot ,,UCTJIMHK

BBJITAPYIT OO/, anpec: rp. IInosaus, 6y , Illectu cenreMBp!
2.

Hpezxcez(aTeJm Ha KOMUCHATA IPUE IIITUKOBETE ¢ BUAVMO HE

1 No 87, 3a obocobena mosuimst Ne

HapynicHa IsJI0CT, ¢ YKa3aH Ha TIX

BXOJAII HOMEP 1 4YaC Ha IIOCTBIIBAHE. CJ'ICII KaTo C¢ 3aro3naxa ¢ PErHCThpa 3a IOCTBIINIINTE od)epm,

YJIEHOBETE HAa KOMUCHTA ITOIIBJIHAXA JICKJIapanuy 1o 9. 51, ai. 8

Komucusita xoHCcTaTHpa, Ye Ha ocHoBanue wi. 187, an. 1
upouenypa upe3 IybnumkyBaHe B npodria Ha KyIoyBada Ha O
crofinoct 1mo wi. 20, aix. 3 or 3011 ¢ usx. No 04 — 41 21.03.]
myOnuKyBana B Ipoduia Ha KyIryBada 00sBa 3a 00IIECTBEHA TIOPD
3011, nyOnukyBaHa Ha eleKTpoHHara ctpammna ma AOII ¢
00IIeCTBEHA IIOPBUKA C IPEAMET ,,JI0CTaBKa Ha JTeKapCTBEHH TPO/]
Je3sMHGEKTaHTH U aHTACCITHIM 3a HyxmuTe Ha [[CMII — Cmons
nosunuu‘, O6ocobena mozunus Ne 1 - JlocraBka Ha NeKapCTBEHH
Cmonar mpe3 2019, OGocobena mosmmusg Ne 2 - JlocraBka

ot [TII30I1.

otT 3011, BB3710XXHATEIAT € OTKpHI
DsiBa 32 OOIIECTBEHA IOPHYKA HAa
2019 r., xaxTo m Wudopmanus 3a
HKa Ha cToitHocT 1o 4. 20, an. 3 or
ID 9086886 / 21.03.2019 r. 3a
YKTH ¥ MEJTUIUHCKM KOHCYMATHBH,
1 upe3 2019 roanua mo o6ocobenu
ITPOAYKTH 34 HYyXauTe Ha IICMII —
] HAa MEJIMIUHCKA KOHCYMATHBH,




ne3uH(EeKTaHTH ¥ aHTUCeNTHIM 3a HyxauTe Ha LICMII — Cymonsan

Ha cunepgpaimo MICTO KOMHCHUSATA KOoHCTaTHpa, Y€ Ha OC
BB3noxuTenaT € YABIIXKUIL CPOKaA 3a IIOJaBaHe Ha O(bepm CBhC CE]

ompenenenus cpok o 16:30 gaca ma 05.04.2019 r. ca momyue
060cobeHa Imo3unusa. BHUIHO OT BXOIAIIMA PETHCTBD B JHOIIbIL

12.04.2019 r.He ca mOCTHIWIN APYTH 0QEPTH 3a YUACTHE B IPOLIE)

npe3 2019.

popanue wi. 188, am. 2 or 30IL,
TeM JHH, ThbH Karo B MBPBOHAYAIHO
HU 110 — MajKo OT Tpu odepTu 3a
HUTENHUS cpoK a0 16:30 waca Ha
[ypara.

B crorBercTBHE ¢ pasmopendoutre Ha wi. 97, an. 3 uzp. mepBo oT IIII30Il, xomucusra

IPUCTHIIBA KBM OTBAapsHE HA IIOCTHIMINTE OobepTH U O0OsABABA

YYaCTHHITUTE 110 peZia Ha TAXHOTO ITIOCTBIIBAHC.

CoriacHo wi. 97, an. 3, u3p. Bropo or [ITI30II, npu orsa
Ha IIEHOBHTE IPE/JIOKECHUS Ha YUACTHUIUTE MOTraT Ja MPUCHCTB
Ha 3acenanneTo Ha KOMHUCHSITA HE IIPUCHCTBAXa MPeICTaBUTENN H

HE Ha INCHOBUTC HNPCAJIONKCHHA Ha

PSTHETO Ha O(EePTHTE U OOSABIBAHETO
AT TIpE/ICTABUTENN HA KaHJHATUTE.
1 Ha YYaCTHUIUTE oA ohepTH.

C H3BBPIIBAHC HA OIIMCAHHUTC 361>'ICTBI/I}I, HY6HI/I‘{HaTa HACT OT 3acCCIaHHCTO Ha KOMHCHATA

mpukioun B 10:45 vaca.

Komucusara IIPOABIIKH CBOATA pa60Ta B 3aKpHUTO BaCCHaHPﬁe, KaTO MPUCTBIN KBM Pa3TICKAAHE

PEIOBHOCTTA HA IPEJCTABEHUTE OT YYACTHUIIMTE NOKYMEHTH H Ci
00sBEeHUTE OT BB3I0XKHUTENS yCIOBHUA.

Vuacrauk ,,COPAPMA TPEMJIHUHI“ Al e moman
IMO3UIMA Nelme IIpeACTaBu CJICTHUTE JAOKYMCHTH:

1.Crucek ¢ gokymentute — [Ipunoxenue Ne 11;
2.IIpencrapsse Ha yuacTHHKA — IIpunosxenue Ne 2;

3. Jexnaparus mo wi. 192, an. 3 ot 3011 3a nomca Ha 06CT
ot 30II - Ipunoxenune Ne 3 — 4 6pos;

4. Nexnaparus o wi. 192, an. 3 ot 3011 3a sonca Ha 06¢
30I1 - ITpunoxerne Ne 4 — 4 6pos;

5. Jlexmaparus 1o 9. 3, T. 8 i wi. 4 ot 3UDPOIPIOIIIPC.
6. Jexnaparys o wi1. 101, an. 11 ot 3011 — IIpunoxenmue J
7 Jexnaparius 1o @wi1. 64, an. 1, 1. 9 ot 3011 — IIpunoxenu;
8. Tanonu 3a perucrpanus Ha MIIC — 5 6pos;

9. JlokaszareyicTBa 3a TOJHOCT (IIPaBOCHOCOOHOCT) 3a
IeMHOCT, 33 HMKOHOMHMYECKO W (HUHAHCOBO CBCTOSHHE H 3
CIIOCOOHOCTH:

9.1. 3aBepeno komme Ha BanuaeH ceprtudukar ISO 900
JIACTPHOYIIMS/ THPrOBHUS Ha MEUITMHCKH M3/JIEJIMs] HA HMETO Ha Cb

9.2. 3aBepeHO KOmMe HA BANUAHH CEPTUQUKATH 32 BHS

»OTBETCTBHCTO UM C IIPCABAPUTCIIHO

o(pepra 3a yuactue 3a o6ocobeHa

hgTescTBa 0o wi. 54, am.l, . 1,2u 7
rosTENCTRA Mo WI. 54, an.1, 1. 3-6 ot

ITAC — ITpunoxenue Ne 5 — 3 6pos;
No 6 — 3 6post;
c No 8;

yIpaxHsaBaHe Ha HpodecroHaNTHa
Q, TEXHUYECKH W TpodecroHaIHN

1:2008 wiM eKBUBAJEHT 3a BHOC H
DTBETHHS YIACTHHK.

ppeHa CHUCTEMa 3a YIPaBICHHE Ha

kagectBoTo ISO 13485 Ui eKBUBAJICHTEH, 3a MPOM3BOAUTENHTE Ka oheprpaHuTe IPOLYKTH;

9.3. Pasperrenue 3a THPrOBUS HA €pO ¢ MEIAMIUHCKA K
paspelmenye 3a MPOM3BOACTBO / BHOC B ciaydaure mo wi. 196
YYaCTHUKA;

9.4, Jlexnaparus, 4e NpeJaraHuTe MEIUIUHCKH H3Jel
3aKoHA 33 MEIUIMHCKUTE H3JCNHA /IeKiapanus 3a ChOTBETCT)
IIPOU3BOAUTEIIS YT HETOBHS YIILIHOMOIIEH IIPEACTaBUTE]T,

9.5. Jlexmapanus 3a CBOTBETCTBHE OT IPOHU3BOIUT

3JIeTUs/TIeKapCTBEHH IIPOAYKTH WM
oT 3JIIIXM - 3aBepeHO KONHE OT

ys, OTTOBApPAT HAa W3KUCKBaHMATA Ha
pue mo wi. 14, am 2 or 3MU/ ot

oIl WM HETOBHSA  YII'BJIHOMOIICH




pesicTaBuTeN (C HOKA3aTeNcTBa 3a yIbiHOMomasanero) wm EC cepTUHUKAT 33 CBOTBETCTBHE C
TMupextusa 93/42/EEC, u3gaged OT HOTHGUIMPAH OpraH IO CMHChIA Ha 3MU 1o OTHOIICHKUE HA
MEIVIMHCKUTE N3CIIUS,

9.6. JIunensus no wi. 32 ot 3KHBIL, npu ycinoBue, ye IPEACTaBIAT IPEIIOKEHHE 33 TOCTaBKA
Ha JIEKAPCTBa, ChABPIKAIIN HAPKOTUYHHU BEIIECTRA.

9.7. Jlexnapanus, 4e YIACTHUKBT Pas3Iiojara ChC CKiaaoBal0asa, KOSTO MO3BOJISBA B Cllydal Ha
Heo6XOMMMOCT CHOTBETHUTE MEIMKAMEHTH W/WIM MEIUIIMHCKY KOHCYMaTHBH Ja OBJAT JOCTAaBSHU B
Te4eOHOTO 3aBemeHye 1o 24 /mBajeceT M uweTwpw/ daca OT 3ajBIBAHETO UM M 4e pasliojiara ChC
CHLOTBETHHTE  TPAHCIOPTHH CpenCTBa, cmopen  coeiirdukara  Ha  JIEKApCTBEHHUTE
IPOIYKTH/MEIUIUHCKATE KOHCYMaTHBH;

9.8. Jlexnapanms, ue MOpemlaraHaTa OT YJYacTHHKA IEHa Ha O(QepUpaHuTe JICKApCTBCHU
IPOAYKTH He HAJBHIIABA HOPMATUBHO OTpE/eIeHaTa ChIiIacHO Y. 261a, air. 1 ot 3JIIIXM ueHa u B
cJIydaii, 9€ YY4aCTHUKBT OB/E OIPENEIeH 33 U3ITHIHATE] aBTOMATHYHO 1IIe CchOOpPa3siBa MPOMEHUTE Ha
IBPKABHO PETYJIMPAaHUTe TeHH, KOTaTo € B Mon3a Ha BB3IOXKHUTCNS W INe JOCTaBsd JIEKAapCTBCHUTE
IPOAYKTH Ha HaMalCHHUTE IEHH, CYATAHO OT Jarara Ha HPOMSAHA Ha IOCTEJHHUTE B ITosutHBeH
JIEKApCTBEH CIIHCHK.

9.9. Pepepenmuu 3a HoOpO  UAPTHHOPCTBO  3a) JOCTaBKaTa HA  JICKApCTBCHH
IPOILYKTH/MEUIMHCKA KOHCYMAaTUBH- OPUTHHAI MJIM 3aBCPCHO DT yYaCTHHKA KOIHKE, ChIBPKAMO U
Tened)OH 3a KOHTAKT Ha JIULETO, H3/aI0 pedepennusra;

9.10. Komye oT JOKYMCHTH, YIOCTOBEPABAIIX [IPABOTO HA YYACTHUKA J1a U3BHPIIBA THPIOBYL
Ha epo Ha odepupanuTe MPOJYKTH Ha TepuTOpusiTa Ha Perybimka beirapus

10.ComchbK ¢ yelayruTe WACHTHYHH WM CXOAHH C NpEAMETa Ha HacTosliaTa IOphYKa —
IMpunoxenue Ne 13;

11.TexHudecKo TpeIOKEHNE 32 H3IbJIHEHHE Ha Iopbukara 3a obocobena mosumus Ne 1 —
[Mprnoxenue Ne 9;

12 ITBIIHOMOIITHO;
13.1lenoBo npemioxenue — [Ipunoxenne Ne 10.1;

Komucusra KOHCTaTHpa, 4€ y4aCTHUKA € IPeACTaBUI BCHYKHA N3HUCKYEMH JIOKYMEHTH BBB BH]
151 (bopMa CBHINIACHO M3UCKBAHUATA Ha BB3IOXKUTENIA. Hpencmnm | € TEXHHYCCKO IIPCIIOKEHNE, KOCTO
OTIOBapss Ha IIPEABAPHUTCIIHO 00saBeHUTEe OT BB3goXUTENS yCJIIOBHs, OIIMCHAI € B JIeTalJIi
napamMeTpuTe, Ipu KOUTO MIC HA3MIbJIHABA JOCTABKHUTE.

KoMucHsTa yCTaHOBH, de IIPOrHO3HATA CTOMHOCT 33 M3IIBJIHCHUE Ha JOCTABKUTE 32 LENHsA CPOK
Ha jorosopa ¢ B pasmep Ha 50 000,00 /mermecer XuisijiH nesa/ nmepa 6e3 JJIC. YwacTHHK
LCO®APMA TPEUJIMHI* AJl npemiara o6Ina IeHa 3a A0CTaBKa HA BCHYKH BHJOBE M KONHYECTBA
JIEKapCTBEHHW MPOAYKTH B pasmep Ha 39 647,86 /rpugeceT H JA€BeT XWISAAH INECTCTOTHH
JeTHpPHAECeT M CeleM JieBa H OCeM/ieceT H IecT crorunky/ aesa 0e3 JJC. OOmara nexHa e
o6pasyBaHa Kato cOOp OT eICHAYHH [IEHH 32 BCCKH JIEKAPCTBEH [MPOAYKT YMHOXCHA IO TIPOTrHO3HOTO
KOJIHYECTBO.

KoMmucHsTa ClIef KaTo pasriena Bewdkw mpencraseHu |oT ,,CODAPMA TPEVJIUHT™ ANl
JMOKYMEHTH KOHCTaTHpa, Y€ ChIIUA € HU3IBJIHII [PEABAPUTENHO IIOCTABCHHUTE OT BB310XHTCIS
YCIIOBHS, II0P&J( KOETO HAIIPABEHOTO OT HETO MPEIOKEHUE 32 H3IIBJIHEHHE Ha IIOPBUKaTa ¢e J0IyCKa
10 OTIEHSBAHE B CHOTBETCTBUC C O0SBEHH KPUTEPHH — ,,HAW — HHCKa neHa’,

Ipenaranara obma IeHa oT ydactHuk ,,CODAPMA TPEUIUHI“ AJl B pasmep Ha 39
647,86 /TpuaeceT W JeBeT XWJISIAH MIECTCTOTHH YeTHPHIECET| H CEAeM JIeBa U 0ceM/IeceT H mecT
crorunakn/ Jesa 6e3 JIIC e m3nucana NpaBuiHO UMbPOM ¥ CIOBOM M OTTOBAps Ha PEANHHs cO0p OT
elEHMYHKTE IICHA HA BCHYKY MEIAIMHCKY KOHCYMATHBY YMHOXKEHH O TIPOTHO3HUTE KOJIMYECTBA.




C Taka IpeicTaBCHWTE ILEHOBU MPEIJIOKEHUS 33 0000
KJlacupa:

Ha mepBo mscro: ,,CO®APMA TPEMJIUT AJ ¢ npe/l
JIEKapCTBEHUTE TIPOAYKTH B pasMep Ha 39 647,86 /Tpumece
YeTHPHIECET H Ce/ieM JIeBa H 0CeM/IECeT U MIeCT CTOTHHKH/ Jie

oOeHa mo3miuss Ne 1, xoMmucusara

JIO7KEeHA 00IIa IIeHa 3a JOoCTaBKa Ha
I' H JACBET XHJIAAH IMECTCTOTHH

oe3 IJIC.

Ha BTOpO MACTO HAMa KJIACHpaH y4acTHUK mopaiu (akTd, de 3a oGocobena mosumus Ne 1 e

nojajeHa caMmo eana odepra.

Komucusra Geme yBenomena ot Bo3noxxutens, ue € jorm
HOMEHKIIATypaTa Ha M30POEHUTE MEIUIMHCKH KOHCYMATHBM Ca
JIEKapCTBEHU IIPOXYKTH. ApTHKYI Ne 17 — itox, anruxym Ne 32 —
[Ipensun ToBa ChIMTE HE cleABa Ma OBIAT B3EMAHH IIPEJBH/L
IICHOBHTE IIPEJIOKCHUS Ha YUACTHUINTE, a IPEIIOKEHNATE 3a THIX
cOop Ha IpeIoKEeHATa OT TSIX IIeHa.

Vuactauk ,,XEJIMEJA BBJI'APUSA“ EOO/I ¢ nogpar
no3urys Ne 2 1 € IpefcTaBUIL CIIETHUTE JOKYMEHTH

1.Crmcnk ¢ gokyMenTuTe — [Ipunoxenue Ne 11;
2.IlpencraBsiHe Ha yyacTHHKaA — [Ipminosxenne No 2;

3. Hexnapanus mo wi. 192, an. 3 ot 30I1 3a siomica Ha 06¢Ta
oT 3011 — [Ipunoxxenue Ne 3;

4. Nexnmaparus no wi. 192, an. 3 ot 3011 3a yonca Ha 06cT
30I1 — [Ipunoxenue Ne 4;

5 Jexnapanud o ui. 3, T. 8 u un. 4 ot SUGOAPIOIIIPCI]
6. Jlexnapanus no wi. 101, an. 11 ot 3011 — [punoxenue N
7. Jexnapanys no 4. 64, ain. 1, T. 9 ot 30I1 — [priroxeHnmue
8. Tanonu 3a perucrparus Ha MIIC — 4 Gpos;

9. JlokaszaresncTBa 3a TOJHOCT (IIPABOCHOCOOHOCT) 3a
JEHHOCT, 32 HWKOHOMUYECKO ¥ (PHHAHCOBO CBCTOSHHUE M 32
CIIOCOOHOCTH:

a

9.1. 3aBepeHo komme Ha BanmuueH ceprudukar ISO 9001
TUCTpUOYIUS/ THPrOBUSL HA MEIUITIHCKY U3IENMsA Ha HMETO Ha ChO

9.2. 3aBepeHO KolWEe Ha BaJUIHU CepTH()HUKATH 3a BHE,
kagecTBOTO ISO 13485 uny exBuBaNeHTEH, 3a IPOU3BOJIUTEINTE H

9.3. Paszpemienne 3a THProBUS Ha €OPO ¢ MEIAMIMHCKH Wi
paspelleHe 3a IIPOU3BOACTBO / BHOC B CilydauTe 10 wI. 196
y4acTHHKA,

9.4. Jlexinapanus, ye TpelaTaHUTe MEIUIUHCKA W3ACTH
3akoHa 32 MEIULIMHCKUTE H3JICNUs /IeKiapalus 3a ChOTBETCTB]
IIPOM3BOUTEIS WM HETOBHS YIIBITHOMOIIIEH IIPeICTaBHTEL,

9.5. [Jeknapanys 3a CBOTBETCTBHE OT IIPOM3BOJIMTE
UPEACTaBUTEN (C JOKA3aTENCTBA 3a YI'BIHOMOINABAHETO) MM B

ycHaTa TEXHUYECKa TpellKa, Karo B
BK/IFOYEHH TPU apTHKYyJa, KOHTO ca
puBanoa U apTukya Ne 33 — coupr.
OT KOMHCHATA IIpU KJacHpaHe Ha
IIEHH 112 OBJAaT U3BAICHH OT OOLIHS

oepra 3a yuyactHe 3a oGocobeHa

grencTBa no wi. 54, a1, 1. 1,2u 7
ostTesicTBa 1mo wi. 54, an.l, 1. 3-6 ot

'TJIC — [Ipunoxxerue Ne 5;
0 6;
Ne §;

yIpakHsBaHE Ha NpodecHOHATHA
TEXHUYECKH W TNPodeCHOHAIHH

:2008 MM eKBUBAJIGHT 3a BHOC H
TBETHUS yYaCTHHK.

IpeHA CHCTeMa 3a yIpaBicHHE Ha
A O epUpaHnTE IPOAYKTH;

JICIIHS/IEKAPCTBEHU MTPOAYKTH HIIA
ot 3JIIIXM - 3aBepeHO KOIHE OT

s, OTTOBApsIT Ha H3UCKBAHMATA HA
e mo un. 14, an. 2 or 3MI/ or

19 WM HETOBUS YIIBJIHOMOIIEH
C cepruduxar 3a CHOTBETCTBHE C

Jupextura 93/42/EEC, m3ganen oT Hotuduuupan oprad 1mo cMmuchia Ha 3MUW 10 oTHOIIEHHE Ha

MCIUIMHCKHUTC U3JICIINA,

9.6./[lexnaparus, e yJacTHHKBT PasIiojara ¢he CKIaZoBa
HEOOXOMMOCT CHOTBETHUTE MEIUKAMEHTH H/HJIM MEIUIIMHCKH K(

hasa, KOSITO MO3BOJIABA B CiIydal Ha
DHCYMAaTHBY Aa ObAaT DOCTABSIHU B




Ne4eOHOTO 3aBeleHue N0 24 /nBajeceT ¥ deTHpy/ dYaca OT 3as
CHLOTBETHUTE

(BJABAHCTO UM W 4¢ pasnojiara cbe

TPAaHCIIOPTHH CpeICTBa, criopen cuefiupukaTa  HA  JIEKAPCTBEHHTE
IPOJTYKTH/MEIUIITHCKUTE KOHCYMATHBH;
9.1.Pebepenin 32 106p0  mAPTHROPCTBO  3a | MOCTAaBKATA  Ha JIEKapCTBEHH

HpO,ZIYKTI/I/MeI[I/IHI/IHCKI/I KOHCYMAaTHUBH- OpUTHHAJI WA 3aBCPEHO QT YYACTHHKA KOIHE, ChAbpPKAIIO U

TeIedOH 3a KOHTAKT Ha JIHIIETO, M3/aN0 pedepeHIusITa;

9.8. Komue oT IOKyMEHTH, yAOCTOBEPSBAIIT IIPABOTO Ha Vi
e/ipo Ha oepupaHuTe IPOAYKTH Ha TEPUTOPHUATA Ha PerryGmka b

10.Crucbk ¢ yenyruTe MACHTHYHM WM CXORHH C IIpe
IIpunoxenne Ne 13;

11.Texaudecko TpeMIOKEHNE 33 MIIIBIHEHUE HA MIOPBYK
Ipunoxenne Ne 9,

12..Ilenoso npemnoxenue — [Tpunoxernne Ne 10.1;

KomucusiTa ycTaHOBH, e MPOTHO3HATA CTOMHOCT 33 M3IBIT
Ha fioroBopa ¢ B pasMep Ha 20 000,00 /mBagecer xwism ieBa/ Jie
BBJIITAPMA“ EOOM mpemiara ofna IieHa 3a J0CTaBKA H
JICKapPCTBEHU IIPOAYKTH B pazMep Ha 12 619,40 /nBanamecer xm/
JIeBa M YeTHPHAECET cTOTHHKHU/ JieBa 0e3 JI/IC. Obmara 1iena e
IEHH 332 BCCKH MEIUIUHCKH KOHCYMATHB YMHOMEHA [0 IIPOIHO3
B3€JIa IPEABUA LICHUTE MIPEIOKEHH 3a apTukyn Ne 17 — fon, ant
33 — cmpr.

Komucusara CIICA KaToO pasrjcna BCHUYKH IIpEACTaBEHN O1
JOKYMCHTH KOHCTaTHpa, Y¢ CBLIOUA € MI3IIBIHWI IIpeABapHTell
YCJIOBHSL, IIOpaad KOCTO HAIIPABEHOTO OT HETO IIPCIUIOKCHUE 3a U3l
J0 OLICHSIBAHE B CHOTBETCTBUC C OOIBEHUS KpHTepPII;'I — ,,Haf;I — HHC

Yuaactauk ,MCTJIMHK BBJITAPUSA“ OOJ] e moman
no3uitdst Ne 2 ¢ € Ipe/ICTaBUII CIIeIHUTE JOKYMEHTH:

1.Coucrk ¢ noxymenTute — [punosxerne No 11;
2.IIpencraBsse Ha yuacTHHKA — [Ipmitoxenme No 2;

3. HMexnapanus o wr. 192, an. 3 ot 3011 3a nomca Ha 06¢TO
ot 30I1 - IIpunoxenne Ne 3 — 3 Gpos;

4. Nexnapanus 1o wi. 192, an. 3 or 3011 3a nomca Ha 06cT
3011 - INpunoxenue Ne 4 — 3 Gpos;

5.[exnapanus mo @wi. 3, T. 8 1 wi. 4 or SUGOIPIOITIPCJI
6.lexnapanus o wi. 101, an. 11 ot 30IT — [Ipunoxenune Ni

7. Jexnapanusg o wi. 64, ai. 1, 1. 9 ot 3011 — [Tpusnoxenue;

8. Tanonu 3a peructparnust Ha MIIC — 6 Gpos;

9. Hokasarencrsa 3a TOZHOCT (LIPaBOCHOCOOHOCT) 3a

HeﬁHOCT, 3a HKOHOMHYECKO H (1)I/IHaHCOBO CLCTOSSHHE ©W 34

CIIOCOOHOCTH

9.1. 3aBepeHo xomme Ha BamwueH ceprudurar ISO 9001

I[I/ICTpI/I6y1_II/ISI/ THhPIOBUS Ha MCITHITMHCKHU U3ACHHA HA UMETO Ha ChOT

9.2. 3aBepeHO KOIME Ha BANUIHU CepTHGUKATH 3a BHE]
kauecTBOTO 1SO 13485 wim exBuBanentesw, 3a IIPOU3BOIUTEINUTE HE

HACTHHKA J1a M3BBPUIBA THPrOBUS HA
BITAPUS

JIMETa Ha HacTos’Iara IIOpBYKa —

ara 3a 000cobeHa mo3urmsa Ne 1 —

HCHUC HAa JIOCTABKUTE 34 IICINA CpOK

Ba 6e3 JIJIC. Yuactauk ,,XEJIME]]

L BCHYKH BHJIOBE H KOJIHYECTBA

SI/IH MIECTCTOTHH U JIeBE€THAJECET
0OpasyBaHa KaTo cOOp OT eIeHIIHH
HOTO Koim4ecTBO. Komucusara He e
Ky Ne 32 — puBaHox u apTuky1 Ne

»XEJIMEJl BBJITAPUS“ EOON
10 IOCTABEHUTE OT BE3IIOXKATENS
I'BJIHCHHE Ha IIOpPBYKATa CE JAOILyCKa
Ka IeHa’™.

odepra 3a yuacte 3a o6ocobeHa

AITCIICTBA IO WI. 54, a1, T. 1,21 7
DATENCTBA 110 WI. 54, ain.1, 1. 3-6 oT

TJIC — [Ipumoxxenue Ne 5;
b 6
Ne §;

YIpaOXHABaHE Ha MpodecnoHamna
TCXHUYECKH ¥ TNpodeCHOHAIHH

:2008 MM eKBHUBANEHT 3a BHOC H
'BETHUS YYACTHHK.

peHa CHCTeMa 3a yIpaBlIeHHE Ha
o(epUpaHUTE IPONYKTH;




9.3. Paspemenue 3a THPIOBHS HA €pO ¢ MEUMITMHCKA H
paspelneHre 3a IPOU3BOACTBO / BHOC B ClydauTe 10 wi. 196
YUYaCTHHUKA,;

9.4. Jlexnmapanuus, 4e Npe/ylaraHuTe MEIUIMHCKA H3el:
3aKoHa 3a MEIMIMHCKHUTE HU3JCNHs /TeKIapanus 3a CHOTBETCTE
IPOM3BOUTEIISt WM HETOBUS YIIBIHOMOIIEH TIPECTABITEIT,

9.5. Jleknapamust 3a CBOTBETCTBHE OT IIPOH3BOJIATE
MPE/ICTABUTEN (C JOKA3aTENCTBA 33 YIBJIHOMOLIABAHETO) MM |
Hupexrusa 93/42/EEC, n3nanmeH oT HOTHQUITAPAH OPraH IO CN
MEIUIMHCKUTE H3]ICIINS,

9.6.Jlexnapanus, 4e y4aCTHHKBT Pa3lofiara ¢hbC CKIAN0Ba
HeOOXOJUMOCT CHOTBETHUTE MEIHKAMEHTH W/VIM MEIMIIMHCKY K
JIe4eOHOTO 3aBElleHHe N0 24 /IBajeceT W ueTWpu/ uaca OT 3as

3IEIHSA/IEKApCTREHH NMPOAYKTH HIHA

or 3JIIIXM - 3aBepeHo komue OT

[, OTroBapAT Ha H3UCKBaHHATa Ha

e o wi. 14, an. 2 or 3MHWU/ ot

sl WO HETOBHS  YII'BJIIHOMOILECH
‘C ceprudukar 3a CHLOTBETCTBHE C
inceina Ha 3MU mo ortHomeHue Ha

0a3a, KOATO IO3BOJIABA B CiIydail Ha
OHCYMAaTUBH Ja OBbAAT JOCTABSIHU B
[BIBAHETO MM M Y€ Pas3lojara Che

CBOTBETHHUTE TPAaHCIOPTHH CpeAcCTBa, cnopen cuegudurkara Ha JICKapCTBEHUTE
IPOAYKTH/MEUIIMHCKATE KOHCYMATUBH;
9.7.Pedepentmn 32 10o06po  mMApPTHROPCTBO  3a | MOCTABKATA  HA JIEKapCTBEHU

IIPOJYKTH/MEUIMHCKH KOHCYMATUBH- OPUTUHAN MM 3aBEPEHO (
TeneOn 3a KOHTAKT Ha JTULETO, U31aI0 pedepeHIusTa;

9.8. Komue 0T OKyMEHTH, yAOCTOBEPSIBAIM IPABOTO Ha Y
¢Apo Ha oepHupaHUTE IPOAYKTH HA TCPUTOPHUATA HA Penry6mka B

10.Ceek ¢ yemyrure HISHTHYHH WM CXOAHH C Hpe
ITpunoxenune Ne 13;

11.Texunuecko IIPpEIOKEHUE 3a U3IBIHECHUE Ha IIOPBHK

[Tpunoxxenne Ne 9;

12. enoso npemnoxenne — [Ipunoxenue Ne 10.1;

Komucusra ycraHoBH, 4e IPOrHO3HATA CTOHHOCT 33 H3IIBIE
Ha norosopa e B pasmep Ha 20 000,00 /nBajgeceT xwisinu eBa/ Jiex

BBJITAPKSA“ OO/ npennara o61ra LieHa 3a JOCTABKA HA BCHYKH

HpONYKTH B pasMep Ha 12 497,70 /aBananecer Xuiisau 4eTHPHC,

T Yy4aCTHHKa KOIINE, CBABpPIKAIO U

1aCTHUKA Ja H3BBPIIBA ThPrOBUS HA
bIITaApHUs

(AMCTa Ha HACTOAIIATa IIOPBYKA —

ata 3a o0ocobena mosumus Ne 1 —

1CHHE Ha JIOCTABKUTE 3a LIS CPOK
a 6e3 JIJIC. Yaacraux ,,MICTJIMHK
BUJIOBE M KOJIMYECTBA JICKAPCTBEHH
[OTHH JA€BETIECET U CeqeM JIeBa H

cegemaecer croTuHkn/ aesa 6e3 JIJIC. O6mara nena e o0pazys
BCEKH MEIUIHWHCKA KOHCYMAaTHB YMHOXXEHA IO HPOTHO3HOTO K
IpEABH] UCHHUTE NPEATOXKEHH 3a apTuKylI Ne 17 — fon, antuxyn
CIHPT.

Komucusara CICH KaTO pasriena BCHYKH IIPEJICTABCHU OT

?11'13 KaTo C60p OT COCHUYHU 1ICHHU 34

nn4ecTBo. KoMmucHsaTa He € B3ena

i’g 32 — puBa”oN U apTUKya1 Ne 33 —

»JICTJIMHK BBITAPV“ OO/

JAOKYMEHTH KONCTAaTHpa, Ye ChINUS € H3IBIHHI IPEIBAPUTE
YCJIIOBYS, TIOPAJIH KOSTO HANIPABEHOTO OT HETO MPEIIOKEHHUE 3a U3
70 OICHABAHE B CHOTBETCTBHUE C OOABCHUS KPUTEPHIA — ,, Hall — HIC

Komucusra CICH KaTo pasrjicna JTOKYMEHTHTE Ha YHACTE

U3PSTHA ¥ OTIOBApsT HA MPEABAPUTEIIHO TOCTABEHHUTE OT BB3ll
OLECHSABAHE U KIIACHPAHE B CHOTBETCTBHE C OOSBEHUS KPUTEPHIL —

Ipennaranara obma mena or ydacruux ,, XEJIMEJI Bb

2%

;

ﬂj][o NIOCTaBEHUTE OT Bo3noxurens

BIIHEHNE Ha IIOpBUYKATa ce JO0IyCKa

Ka 1ena’.

IMINTe U NPCIECHH, Ye CBIMHATE ca
DKATENIS YCIOBUS, MPUCTHIBA KbM
141 — HUCKAa [eHa’,

[CAPWSI EOOJT B pasmep Ha 12

(

619,40 /nBaHATECET XHJISI/IH MIECTCTOTHH H JA€BeTHANECET JIEB
0e3 J/IC e n3nucana IIpaBUIHO QU(YPOM 1 CIIOBOM B OTTOBaps Ha
Ha BCHYKH MEAUIMHCKYA KOHCYMATHBH YMHOXEHH TI0 TPOTHO3HHT

H YeTHPUIECET CTOTHHKH/ jieBa
peanmHus cO0p OT €JICHUYHKTE LICHH

€| KOJIMYIECTRBA.

!

Ilpenmaranata obma nena ot yuactauk ,ICTJIMHK B'RIITAPUSI“ OO B pasmep na 12
497,70 /nBanagecer XWIAAU YETHPHCTOTHH /JEBeTAeCeT M ceadM JIeBa i ceaeMaeceT CTOTHHKH/



nesa 6e3 JIJIC e n3nucana npaBriHO ME(POM U CIIOBOM K OTrOBAPS HA PEATHHS CGOD OT eIeHUTHUTE
UEHH Ha BCHYKH MEUIIMHCKH KOHCYMATHBY YMHOXKEHU 110 IPOTH3HUTE KOMYECTBA.

C Taka NpeACTaBEeHUTE IEHOBH NPEIIOKEHHS 3a 000¢06eHa mozunus Ne 2. xoMucusta
KJIacupa:

Ha mepBo mscro: ,, MCTJIUHK BHJITAPHUS OO/] ¢ nipeuioxkena o61ma 1ena 3a 10CTaBKa

Ha JICKapCTBCHUTC TPOAYKTH B pasMep Ha 12 497,70 /asaHamecer Xwuisitd 4eTHPHCTOTHH
JEBETAECET H CelleM JIeBa U ceeMaeceT croTHHKN/ JeBa 6e3 JUIC.

Ha Bropo mscro: ,XEJIMEJ BBJITAPUSI« EOO/ ¢ mpesiokena o6Ima 1eHa 3a 10CTaBKa
Ha JICKapCTBEHUTEC IPOAYKTH B pasmep Ha 12 619,40 /aBamagecer XWJISIIH MIECTCTOTHH W
AeBeTHAeceT JIeBa H YeTHpH/IeceT cToTHHKH/ JieBa Ge3 JJIC.

B®3 0cHOBa Ha HAIPAaBEHOTO OLEHABAHE M KIACHPAHE HA HOCTHINAIATE OpepTH, KOMHUCHSTA
npeiara #Ha Jlupekropa Ha LCMII — Cmonsa na u3bepe 3a M3MBIHHUTEN W CKIIOYH JIOTOBOD 3a
HOCTaBKa C Tpenmet: ,,JIocTaBka Ha JEKapCTBEHH NPOAYKTH M MEIWIMHCKA KOHCYMATHBH,
Je3sMHQCKTaHTH U aHTUCENTHIHM 32 Hyxaute Ha IICMIT — CmonsH 1pe3 2019 rojuua mo 060co6erHn
MO3UIUN"*, KAKTO CJIENBA;

Ob6ocobena mosumus Ne 1 — , JlocTaBka Ha JIEKAPCTBEHH [IPOJYKTH 3a Hyxaute Ha [ICMII —
Cmonsn mpes 2019 ¢ xmacupaHHs Ha ITBPBO MACTO ydacTHUHK |, CODAPMA TPEMIUHT“ A,
EUK 103267194, cbe cemanume u agpec Ha yupasnenue: rpag Codus, yir. »JIpuezap Cranue” Ne 5,
Codapma Busnec Tayspe, crpama A, er. 12, mo npenoxeHa oT HEro ena 3a manbaHeHre Ha OIT No 1
B pasmep Ha 39 647,86 /rpumecer W JeBeT XWISIH IECTCTOTUH YeTUPUAECET H cedeM JeBa W
oceMIeceT H MecT cToTUHKHU/ jieBa 6e3 JIJIC.

O6ocobena mosunus Ne 2 — | JloctaBKka Ha MEIWIHHCKH KOHCYMAaTHUBH, AE3UHGEKTAHTH H
anTMCeNTHIN 32 Hyxaure Ha LICMII — Cmonsn nipes 2019 ¢ kngeupanus Ha IBPBO MACTO YYIACTHHK
»ACTIMHK BBJITIAPUS“ OO/, chc cepamuie M ampec Ha YHpaBleHHe: rp. IlnoBaus, yi.
»Aopaan Moskos“ Ne 9, mo mpemnoskena ot Hero Iena 3a HSHLJ'THCHI/IG Ha OII No 2 B pasmep Ha 12

497,70 /nBanageceT XMJISAH YETHPHCTOTHH JIeBETAECET H CCAEM JIeBa M CeaeMaeceT CTOTHHKM/
Jgesa 0e3 JIJIC.

Hacrosimus IpoToKoJ Ce ChCTABH B €JIMH EK3CMILISP M [3a€/IHO ¢ MAUIATa JOKYMEHTAIHS CE
npeziaBa Ha Br3noxurens 3a yIBBp)KIaBaHe B CHOTBETCTBHE ¢ wi. 97, an. 6 ot IITT30I1

JUIbKHOCTHH JIHMIA:

1. n*
/ Bacun Tomos /

2. n*
/ Hemu Tomoga /

3. n*
/ Pymsina CuBpuena /
HacTostimust poTOKOJ BEAHO ¢ IsiaTa JOKyMEHTauus, cs0pana B X0fa Ha IPOBEXIAHE Ha
HacTodInara npoueaypa ce npenazne Ha Jupexropa Ha [ICMIT — Chrosnsa ma 10.05.2019 1.

IIpeoan: ....uueeecee B¥uuuvvnriiriiseonnrnnnnns V1 §7277.3 2 Y | . SO
IIpencenaren: angs. Bacuia Tomon Jupexrop:/I-p Bestun lenen

*- Hanmme e moJ103keH MOAMUC, KATO ChLINHS € 3aJH49eH chbriacuo O6umus periiaMeHT 3a
3amMTA Ha Ju4HuTe JaHHH /Pernament (EC) 2016 / 679/




