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IIPOTOKO!I
Ne 1/27.04.2018 r.

Ha 27.04.2018 r. or 10.00 waca xoMucwus, Ha3HaueHa chC 3amosen PJI-08-
155/27.04.2018 r. Ha M3neaauTensus qupekrop Ha MBAJI “JI-p UBan CenuMuHCKA” —
A/l rp.CuBeH B ChCTaB:

HNPEACEAATEJI: Po3annnka CrnacoBa — 3aM.IUPEKTOp [0 aAMHUHHUCTPATUBHHUTE
neitnoctu Ha MBAJI-AI-CiiuBen

YJIEHOBE:1.agBokat Aumutsp MureB — npabBeH cbBeTHUK Ha MBAJI-AJl-

CiuBeH;

2. n-p HBarn BeauyawnoB -~ Hawaanuuk Ha ,OtTaeneHue 1o
xemonuanusa” npu MBAJI-AJl-Cnusen

3. mar. Bans KoxyxapoBa — HawanHuk Antexka — MBAJI — AJ] —
CinuBen;

4. Panoct CuMeonoBa — Opranuzatop ,,Mapketunr” npu MBAIJI-
AJl-CnuBeH

PE3EPBHU YJIEHOBE: 1. wmar. Crena 3nateBa — mar.¢papManeBT B AnTeka
— MBAJI - AJl - CnuBen

2. n-p Kanuuka IlBeranoBa — jaekap B ,,OTaeneHHe
o xemoauanuia” npu MBAJI-AJI-CnuBen

ce cs0pa B MbJIEH CHCTaB U 3allouHa cBOATa paboTa MO pasiexJaHe, OLIEHKA U
KJacHpaHe Ha MOCTHIWINTE o¢epTH B 0OsBEHATa OTKpHUTA NPOLIEAYpa 3a Bh3JIaraHe Ha
obImecTBeHa IMOpBYKa C mnOpeamer: “JloctaBka HA JIeKApCTBeHH MPOAYKTH H
MEIHIMHCKH H31eJIHs, Heo0XOQUMH 32 MPOBEXAAHEe HA XeMOJHAJM3HO JiedeHHE B
»OTaeqenne mo xemoauaimsa” Ha MBAJI "/I-p UBan Ceaummuckn" AJl rp.
CauBeH”, KOATO ce IPOBEXJa II0 peAa U yCIOBUATA HA 3aKOHA 3a OOILIECTBEHHTE
mopbukd, obsBeHa ¢ Pemenme Ne PJ/1-08-105/20.03.2018 r. Ha M3meiaHuTenHUS
jqupexrop Ha MBAJI “JI-p Usan Cemumunacku” — AJ] rp.CnuseH.

Komucusta 3amouBa paGora ciex ImojydaBaHe Ha IpeAcTaBeHUTE OobepTH U
IpueMo-nipenaBaresieH IpoTokos no wr. 48, ai. 6 IMT30IT (w1. 54, ax. 1 HIT30II).




KoMucusaTa ce 3amo3Ha ChC CIHUCHKA ¢ HOCTHIMINTE OGEPTH M BCHUKH
YICHOBE HA KOMHCHATA NoANucaxa Aekjaapanum mo wi. 103, an. 2 ot 30I1.

KoMmucusara KOHCTaTHupa, 4e

3a yyacTHe B OTKPDHTHS KOHKYPC €a NoAaAeHH 9 /feBeT/ NpeaJoXeHHA:

Bx.Ne OII/1-05-1/23.04.2018 r.-09.45 u. — ,Jisumen Uutepuemansia” EOO/JI -
rp.Codus;

Bx.Ne OIIJ(-05-2/25.04.2018 r.-09.08 u. - ,®pesenuyc Meauksn Kesp
bwsarapus" EOO/I - rp.'abpogo;

Bx.Ne OII/1-05-3/25.04.2018 r.-10.10 u. — ,BYJIMAP MJI" OOJ - rp.Codus;
Bx.Ne OTI1-05-4/25.04.2018 r.-10.15 u. — ,Menekc” OO/ rp.Codus;
Bx.Ne OIT[1-05-5/25.04.2018 r.-15.50 u. - ,MEJIUPEH” EOO/] rp.Cannancku,

BX.Ne OIIZ-05-6/26.04.2018 r.-08.50 u. —,®rouukc Papma” EOO[]
rp.Copus;

BXx.Ne OII[]]-05-7/26.04.2018 r.-09.30 4. - ,Etpoman Tpeitg" OO/ -
rp.ETponoie;

Bx.Ne OII/1-05-8/26.04.2018 r.-09.40 u. - ,Xenmen brwarapus” EOOJ -
rp.Codus;

Bx.Ne OII[J-05-9/26.04.2018 r.-10.10 u. - ,Codapma Tpeiiguar " AJl -
rp.Codus.

[Ipu otBapsHero Ha o¢deprure B 10.00 uwaca Ha 27.04.2018 r. He
OpUCHCTBaXa YYAaCTHHIM MJIM TEXHHM YIBJIHOMOIIEHHU IpeAcTaBuTenH. He
IpUCHCTBaXa MPEJCTaBUTENH HA CpeACcTBAaTa 3a MacoBa HHpopMmanus.

KomucusaTa oTBapy 1o pejia Ha TAXHOTO IIOCTHIBAHE 3all€4aTaHUTE HEMPO3PaYHH
OIIAKOBKH M OIIOBECTH TAXHOTO ChABP)KAHHUE U IIPOBEPH 32 HAIUYHUETO HA OTACIICH
3areyaTaH IJIMK ¢ Haanuc "[Ipeqnarany 1eHOBH llapaMeTph’.

Tpuma or wieHoBeTe Ha Komucusara - Posamunka CroacoBa — Ilpencenmaten,
Jlumutep MurteB — wieH u Mar. (apm. Bams KoxyxapoBa — wieH mnojamucaxa



TCXHHUYECKOTO IIPEIIOKEHHE U IUIMKOBeTe ¢ Haanuc "IIpeyiaranu 1eHOBU mapameTpu”
Ha BCUYKH YJaCTHUIIM.

C ToBa jelicTBHe MNPHKIIOYH NOy0JHYHATA YACT OT 3aCeJaHHETO Ha
KOMHCHSATA.

Cinen ToBa KOMHCHATA B 3aKpHUTO 3ac€Janre U3BBPIIMU IIPOBEPKA 32 CHOTBCTCTBHUEC
C UBHUCKBAHUATA KbM JIMYHOTO CECTOAHUEC U KPUTCPHUUTE 34 HOH60p.

Komucusara pasriena mokymenture mo wi.39, an.2 IIT30I1 3a chLOTBETCTBHE C
H3UCKBAHUATA KBbM JIMYHOTO CBCTOSHHE U KpUTEpHHMTE 3a MOAGOp, IOCTaBEHH OT
Branoxwurens 1 KOHCTATUPA CJIEJHOTO:

IIpeasoxenne ¢ Bx.Ne OIIJI-05-1/23.04.2018 1.-09.45 9. — . Jdbumen
Hutepuemanba” EOO/ - rp.Codus

Y4yacTHUKBT ydacTBa 3a o06ocobenum mnosummuu Ne 14 MeaumuHCKO
u3nenne-XEMOJMNAJIN3ATOPH, CTEPUIIN3VNPAHU C ETUJIEH
JUOKCHUI, TAMA JIBYU U JJPYTU BHUJIOBE; Ne 15 MeauliuHCKO H3JENHE
- KPBbBHU JIMHUHU; Ne 19 Megunuucko usznenue-KATETPU 3A BPEMEHEH
CBJOB JAOCTBII u Ne 20 Meaunuacko wusgenue - ITOCTOSHHHU
TYHEJIM3UPAHU KATETPH.

Y4acTHUKBT € IPHIOXKHUI KbM odepraTra cH CIEJHUTE JOKYMEHTH H
uHbpopManu:

Bun na

Ne JOKYMEHTHU AOKYMCHTHTC
(opueunan wiu

3a8epero xonue)

ICriicEK ¢ TOKYMEHTHTE, ChIBPXKALIH e B ofepraTa
I |- TIpunoxenue Ne 1 opuuHan
II |3asaBneHue 3a yUacTHE:

2.1. | EEJOII - Tlpunoxenue 2 OPUSUHATL
29, Nexnaparus nmo wi. 101, an. 9 u an. 11 ot 3011 /lpunoscenue Ne 11/; opucuHAn
2.3. | Nexnaparus /llpunosicenue Ne 9/; opuuHan

IIT | Odepra:
3.1 | TexHHYECKO MPEIIOKEHHUE:

TexHUYIECKO MPEATIOXKEHHUE 3a H3ITBIHEHNE Ha IOPBUKATa
3.1.1.| /IIpunoxente 5/ B CHOTBETCTBUE ¢ TEXHHUECKHUTE CIIENHQHKALNY H opuzunan
M3UCKBAaHMUATA HA BB3JIOXKHUTEINS - 32 CHOTBETHHTE MO3UITUA




Hexnapauns 3a ceriacue ¢ Kiay3uTe Ha IPHIOXKEHHS TIPOEKT Ha
3.1.2.| norosop (ITpumoxenne Ne3); opuzunan
Hexnapanus 3a cpoka Ha BanuaHOCT Ha odeprata (IIpunoxerue Ne
3.13.14); opuzuUHan
Jlexrapams, d9e npu H3roTBsHe Ha odeprata ca CIa3eHH
314 BaNb/DKCHUATA, CBBP3AHM C JaHBIM M OCHTYPOBKH, OIa3BaHE HA opuzunan
OKOJTHATa Cpeja, 3aKpHhjia Ha 3a€TOCTTa M YCIOBHATA Ha TpPYyH /6
cgob0den mexcny.
Jlpyra uaMOpManUs H/HIA JOKYMEHTH, M3UCKAHH OT BB3JIOXKHTEIS,
[KOraTo TOBa CE Hallara OT IpeMeTa Ha MOphYKara: O
315 1. Hexnapauus 3a CbOTBETCTBHE OT IPOU3BOAMUTEINS; Konue
2. Cepruduxar 3a kauecTBo - CE MapKupoOBKa, CBITIACHO ODUBUHA
Jupextusa 98/79 EC min eKBHBaIEHTHO; p
3. Bpomypu.
v | "llpexnaranm neHoBu napameTpu”
4.1 heHOBO npeaoxxeHue - [Ipunoxenne 6A 3a CbOTBETHUTE MTO3HIIHH opuzunan
4.1.1. [TenoBo npeanoxenue /Tpunoxenne 6B/ 32 CbOTBETHATE MO3UIAK opuzunan

YyacTHUKBT € npenactaBwi CIUCHK Ha JOKYMEHTUTE, ChbABPXKAIIK ce€ B odepTara
Mpunoxenne Ne 1 or JoKyMeHTanMATa 3a y4acTHE B IpoledypaTa/ MOAIHCaH H
MOJITIEYaTaH OT HETO.

KomMucusTa KOHCTaTHpa, Je:

- Beuukm omucann B CHuchbKa JOKYMEHTH U HMH(QopManus Osfxa HaIUYHU B
NpIIoXKeHaTa odepTa;

- He € Haiulle JUIICa, HENBJIHOTa HMIH HECHOTBETCTBHE Ha
HHpOpMaNnuiaTa, BKIIOUYHTEIHO HEPEAOBHOCT MJH (aKTHYeCcKa TIpeIlka, HJIHU
HECHOTBETCTBHE C M3UCKBAHHATZ KbM JUYHOTO CHCTOSHHE HA Y4YaCTHHKA HIIH
KpUTEepUHUTE 32 moAdop.

IpenBun ropporo Komucusita equHOAyIIHO
PEIII A:
YyacruakeT ,,JAbumen UntepHemannia” EOOJ - rp.Codus oTrrosaps

HAa H3HCKBAaHHATA 334 JIHYHO ChCTOAHHEC H HA KPHTEPHHTE 3a lIOI.[ﬁOp H IO¢€
pa3rjega TEXHHYIECKOTO MY NPEAJOKEHHE.



Ilpeanoxenne BX.Ne OIIT-05-2/25.04.2018 r.-09.08 u. — . ®DpezeHnyc
Meaunkna Kenp Buarapuga'" EOOJ - rp.I'a6poBo

YuacTHUKBT y4yacTBa 3a o6ocoGenn mosuuuu Ne 13 MeauumHCKO
n3nenue - XEMOJUAJIM3ATOPU, CTEPUIIN3UPAHU C IIAPA; Ne 17
Meannuncko uspenue -AIIMPOTEHHU OUITPU u Ne 18 MeaunuucKo
usnenue - JESUHOEKIITMOHHU PA3TBOPU

Y4YaCTHUKBT € IPHIOXKHUI KbM OdepTaTra CH CIEIHHTE NOKYMEHTH H
uHpopManus:

BugHa
Ne JOKYMEHTHU JOKyMEHTHTE

{opurunran mu
3aBEPEHO KOITHE)

Cnucsek ¢ AOKYMCHTHTC, ChbABPXAaIIHA CC B od)epTaTa -

I [Ipunoxerne Ne 1 OPHTHHAJI
II |3agBieHHe 3a YUACTHE:
2.1.| EEIOII - ITpunoxenue 2 OpHTHHAI
2.2. | Hexnapanus /TIpunoxxerue Ne 9/; OpUTHHAJ

2.3.{ Hexoaparws no wi. 101, an. 9 m an. 11 ot 30I1 /Tlpumoxenne Ne 11/; OpHTHHAN

OpUTHHAI
Hexnaparus o 4. 3 1 91, 4 oT 3aKkoHa 32 HKOHOMHUYECKHATE U

2.4.| DMHAHCOBH OTHOIIEHMS C IPY>KECTBATA, PETUCTPUPAHH B FOPUCAUKIIHH C
npedepeHIaICH JaHbYCH PEXUM, CBEP3aHUTE C TSX JIMIla M TEXHUTE
nelicteurenun coocTBenny /Tlpunoxenne Ne 12/;

2.5.| Mexnapanms mo 49i1. 6, 1. 2 oT 3aK0Ha 3a MEPKHUTE CPelly M3MHPAHETO Ha | OPUTHHAN
napu /Ilpunoxenne Ne 13/;

Texuuyecko TpeIOKEHHE 3a M3NBIHEHHE Ha Mopbukara| OPUTHHATI
2.6. {TIpunoxenne 5/ B ChOTBETCTBHE C TEXHHUYECKUTE CEUPUKALIY U
M3UCKBAHWATA Ha BB3JI0XKHTENA - 32 ChOTBETHUTE HO3UIMU

2.7 Ilemapauml 3a ChIJIaCue C KJIAY3UTE Ha IPUIIOKCHUS ITIPOCKT HA JOTOBOD

. OpHTHHAN
(ITpunoxxerne Ne3); prTH

2.8. | Jlexnapaius 3a cpoka Ha BaJILAHOCT Ha o(eprara ([Ipuioxenue Ne 4); | opuruHal

Uexnapanus, 4e IpH H3TOTBSIHE HAa odepTaTa Ca CIA3eHH 3aIb/DKeHusTa, OPHIAHAT
5.9 [CBBP3aHH C JaHBIM M OCHTYPOBKH, Olla3BaHE Ha OKOJIHATA CPE/I, 3aKPHII
" Ha 33€TOCTTA M YCIOBMATA HA TPy, (AKO € MPHIOXHUMO ) /B cBOGOAEH
TeKCT/.




Hpyra vadopmanms /U JOKYMEHTH, H3UCKAHH OT BB3JTIOXKHTENS, 3aBCPCHO

KOraTo TOBa Ce Hajlara OT peMeTa Ha MOPBhYUKATa: ;(:;I:CCHO

0.10. 4. EC ceprudukar Komfe
5. Ceprutmkar KauecTBo. 3aBEpeHO

6. Paspeliense 3a THProBHS Ha €IpO ¢ MEI.U3AETHL KOTIHE
7. Karano3u OPHTHHAJ

III |"llpennaradu I[eHOBH mapaMerpu'

3.1 | LenoBo npennoxenue - IIpunoxenne 6 A, 6 b 3a ChOTBETHUTE TIO3UIUM | OPHTHHAI

YyacTHukbT € npencraBua CIIHCHK Ha JOKYMEHTHTE, ChIbPXKAIIM ce B odepTaTa
Mlpunoxenne Ne 1 OT mOKyMeHTaIMATa 3a y4yacTHE B IIpolledypara/ NONMHCAH H
MOAIIeYaTaH OT HETO.

KomMucwusra KoHCTaTHpAa, Ye:

- Beuuxku ommcann B ChnuchbKka JOKYMEHTH M HMHGOpMmanus 6sfxa HadWyHH B
NpUWIOKEHaTa oQepra, KaTO KOMHCHATa KOHCTaTHpa CIEIHUTE HECHOTBETCTBUSA C
M3HCKBaHUATA Ha Br3noxurens u 3akoHa :

- B EEJAOII e Hamunme Junca, HeOBJIHOTa Ha HHQoOpMauuiaTa.
KoMmucusta He MOXE [1a yCTAHOBH CHOTBETCTBUE C H3UCKBAHHUATA KbM JUUHOTO
CBCTOSIHHE Ha YYaCTHHMKA MJIM KPUTEpHUUTE 3a MoA060p, a UMEHHO:

1. B EEAOII, Yact IV ,,Kpurepuu 3a nogbop”, A: ,,'ogHoct™, T. 1,
Y4aCTHHKBT € JEKJIapHupal, 4e € BIHCAaH B IPOQPECHOHAIEH PETUCTHP, HO HE ca
NOoCOYeHU JaHHU 3a Ne Ha pa3pemeHHeTo 3a THProBUA Ha €Jpo U OT KOTO €
U3/1aJ€HO.

B cayuait, ye moxkyMeHTa € cBOOOJHO HOCTHIEH M BUAEH OT NyOJHYeH
pETHCTHpP, YYACTHUKHT B CHIIOTO II0JIE MOXE Ja II0COYM M JaHHH 3a
CHOTBETHHS UHTEPHET ajpec.

2. B Tabauna B: ,, Texuuueckd U npopecHoHaJIHU CIOCOOHOCTH”, 4acT
IV ,Kpurepuu 3a non6op" sHa EEJIOII, yyacTHHKBT € NOCOYMJI HHPOpMaNus 3a
H3OBJIHEHU JoroBopu, HO JIUIICBA undopmanus 3a ocTaHAIUTE KPUTEPHUH 3a
noa60p - TEXHHYECKO 06OpyABaHE U PECYpPCHH BB3MOXXHOCTHU (TPaHCIOPTHH
cpelncTBa, HaJIMdUe Ha cKiagoBa 6asa, ¢ KOMTO pa3sloJara ydacTHHKA)

3. B tabnuna I': ,,CxemMu 3a ocurypsaBaHe Ha KayeCTBOTO U CTaHIapTH
3a exojsoruyHo ynpaBieHue” Ha EEJIOIl, yyacTHUKBT € AeKiapupala, 4e MOXe
Ad Ja TpeactaBn cepTu(dHUKAaTH, H3TOTBEHH OT HE3aBUCHMH OpraHu H
JOKa3BalqM, Y€ HKOHOMUYECKHUAT OINEepaTop OTroBaps Ha CTAaHAApTUTE 34
OCHUTYypSBaHE Ha KaueCTBOTO, HO HE ca MOCOYEHHU JaHHU 3a Ne Ha cepTuduKara
M OT KOTro € u3jJajeH. B ciayuai, 4ye JokyMeHTa € cBOOOAHO JOCTHIIEH U BUAECH




oT H}’6JII/I‘-I€H perucThp, YY4aCTHUKBT B CHINOTO HOJIE MOXKE Ja MOCOYU U JaHHU
3a CbOTBETHHUA HHTCPHET agpcc.

IIpeasuy ropHoTO ¥ Ha ocHOBaHHeE 4n.104, an.4 ot 30I1 u BEB Bp.C 4i.54,
an.8 u an.9 ot III30I1, Komucusra

PE III K:

B cpoxk or 5 paGoTHM XHHM OT moJiyiaBaHe Ha HAaCTOSIMIUA HPOTOKOJI,
Y4YacTHHKBT ,Ppesennyc Meauknbia Kesp Boarapus" EOOJN - rp.I'aéposo
Aa NpeACTaBH AONBJIHHTENHO CJIeJHHTE JOKYMEHTH H/HJIH HHpopManus :

- Kopextno u neiano nonsianed EEJIOII, ¢ orpazenu onucauuTe mo-rope
KOHCTaTallU! U HECHOTBETCTBHA.

- ITognucan nugposo EEJIOIl - EnuHHHAT €BpOMEHCKH MOKYMEHT 3a
0o6IeCTBEHN MMOPBYKHM, CIEIBA [a c€ HNPEACTaBs 3aJB/DKUTEIIHO B €JIEKTPOHEH
BUJ, chriacHo 4i. 67, ain. 4 ot 3011, kosATo paznmopenba Ha ocHOBaHHE § 29, T.
5, 6ykBa ,.a” ot IIpexonuure U 3aknoyutenHu pasnopendéu Ha 30II, Biu3a B
cuia ot 1 anpun 2018 roguna.

Ipeanoxenne ¢ BX.Ne OII/1-05-3/25.04.2018 r.-10.10 4. — ,BYJIMAP MJ"
OO -rp.Codus

YyacTHUKBT ydacTBa 3a o6ocobOena mo3zunus Ne 16 MeauunuHCKo
n3neane- OUCTYJIHU UT'JIN.

VYacTHUKBT € NPHIOKHI KbM odepTara CH CICIHHUTE IOKYMEHTH H
HHbOpMaNNA:

Bug Ha

Ne JOKYMEHTH IOKyMEHTHTe
(opucunan unu

3a6epeno xonue)

I 'Crmmcwk ¢ HOKyMEHTHTE, ChIBbpKaILH ce B odeprara - IIpunoxenune Ne 1; OpHUTHHAI

II BasBneHue 3a ydacTue:

2.1. [EEJIOII - IlpunoxeHnue 2; OpHUTMHAI
2.2. JTexnapalyis 3a CPOK Ha FOAHOCT Ha MEIHLIHHCKHTE H3EIHs; OpHIrHHAT
2.3. Nlextapanms 3a H3uckBaHuATa mo 3MU,; OpHIrMHAN

2.4. JTexnapaims o wi. 54, an.1 ot 30I1 Alpunoocenue Ne 9/; OPHIMHAI




2.5. lexnapamms no wi. 54, an.1 ot 3011 /puroxcenue Ne 9/; OpHUIHHAJI

2.6. |Mexutapaums o wi. 101, an. 9 u an. 11 or 3011 /Hpunodicenue Ne 11/; OpHUTHHAJ
2.7.{Paspelrenue 3a THProBust HA €APO C MEXULMHCKY H3ENHs, H3aaneHo ot MAJL; 3?:5;20

IIT Odepra:
3.1 [Texnuyecko npennoxeHue

'TexauuecKo NpeaoKeH e 3a U3MbIIHEHHE Ha opbykaTa /TIpunoxenye 5/ B
3.1.1. |chOTBETCTBHE C TEXHMYECKHTE CrIENM(DHKALIN H H3UCKBAaHHATA Ha OpHMI'HHAJ
BB3IIOKUTEIIA - 38 CHOTBETHHTE ITO3HLIHH;

3.1.3. \Texnapauus 3a cbriacue ¢ Kiay3uTe Ha IPHIOKEHHS TIPOSKT HA JOTOBOP
ITpunoxenue Ne3);

OpUTHHA

3.1.4.
Jlexapanus 3a cpoka Ha BanuaHOCT Ha odeprara (IIpwioxeHue Ne 4); OpHTHHAM

Jlexapalys, ye Npy H3roTBsHE Ha ofepTaTa ca Cla3eHH 3aIb/DKEHUATA,
F;.l.S. CBBP3aHH ¢ JaHBUM ¥ OCHTYPOBKYM, OIa3BaHE Ha OKOJIHATA Cpela, 3aKpusia Ha OpHUTHHAT
Bae€TOCTTa M YCIIOBHATA HA TPYH. /8 c80600en mexcm/;

rZ[pyra uHGOpMaIMS U TOKYMEHTH, H3UCKAaHU OT BB3TIOKHUTENS, KOTaTo TOBa Ce
Hajlara OT IpefiMeTa Ha IIOpPbhUKaTa;

3aBepeHH
1. Jlekiapaiys 3a ChOTBETCTBHE OT IpousBoauTens ¢ Jupekrusa COMHS
98/79/EC, u3paneHa OT HOTH(UIMPALL OPraH 1o cMuchIa Ha 3SMHU 1,
2. Ceprudmukar 3a xkauectBo - CE MapkupoBKa, cbriiacHO J{upexTupa 3apepenn
*.
3.1.6. | 98/79 EC*; COMHS
3. Karanor Ha npeylaraHiTe MEAULIMHCKY U3IETIHs;
3aBepeHn
ormvst
4. TexHUYECKH CIELU(UKAIMH HA MEIHULIHHCKUTE U30E/INA, H3TOTBEHHU OT K
Y4acTHHKA, OpurvHan
IV ["IIpeajaranu NeHOBH napamerpu'"
4.1 [llenoso npennoxenne - IIpniaoxkenne 6A 3a CLOTBETHHTE MO3HIHH OpHTHHAI
4.1.1. [[IenoBo npexnmnoxeHue /[Iprnoxenue 65/ 3a CHLOTBETHUTE MIO3ULIHU OpHIHHAT

YyacTHUKBT € mpencrapui CIHCHK Ha JOKYMEHTHTE, ChIbpXKallK ce B opeprara
[MIpunoxenne Ne 1 OT AOKyMEHTalusTa 3a ydaCTHE B IpOUEypaTa/ NONMUCAH H
OJIICYaTaH OT HEro.

Komucusra KoHCTaTupa, 4c:




HE BCHMYKH omucann B Cruchkka JOKYMEHTH U HHboOpManus 65xa HATHYHU
B IpuioxeHara odepra. B monanenara odepra nuncea EEJIOII 3a ycraHOBsBaHE Ha
CBOTBETCTBHE C H3UCKBAHUATA KbM JIMYHOTO CHCTOSHUE Ha yYaCTHUKA WIIH KPUTEPUUTE
3a 1oA60p, KaKTO B €JIEKTPOHEH BapUAHT, TaKa U HA XapTHEH HOCHUTE.

[Ipensun ropaoto U Ha ocHoBaHue wi.104, an.4 ot 30I1 u BBB Bp.C
un.54, aix.8 u an.9 or IIII30I1, Komucusra

PE IOl U:

B cpok oT 5 paGoTHH AHH OT moJiyYaBaHe HAa HACTOSIIIHA NPOTOKOJI,
ydyactHHKBT LBYJIMAP MJ" OO/ rp.Cobus 1ga mnpeacraBu
AONBJHHTEJHO CJIeAHATEe NOKYMEHTH H/HaH HHpopManusd :

- KopekTHo M nwJHO nonbiaHeH W noxnucaH nudpposo EEJOIT -
EIMHHUAT €BpONENCKH NOKYMEHT 3a OOINeCTBEHW IOpPHYKH, CjeIBa Ja ce
IpeAcTaBs 3aJbJDKUTENHO B €JEKTPOHEH BUM, ChriacHo wi. 67, an. 4 ot 3011,
KoATO pasmopenba Ha ocHoBaHue § 29, 1. 5, 6ykBa ,.a“ ot IlpexoaHnTte u
3aKiIo4yuTeHU pasnopenbu Ha 3011, Bnusa B cuna ot 1 anpun 2018 roguna.

Hpegnoxenne ¢ BX.Ne OII/1-05-4/25.04.2018 r.-10.15 u. — ,Meaexc” OO
rp.Codus

YuacTHUKBT ydacTBa 3a o6ocobeHu mo3unuum Ne 1 | JlekapcTBeH
npoaykt A11CC04 CALCITRIOL  Ilepopanna ¢opma kamnc”; Ne 2

»JlekapctBeH npoaykT HO5SBX01  Paricalcitol 1 mcg Ilepopanna dpopma
tabi.; Ne 3 ,,JlekapcTBen npoaykt HOSBXO01 Paricalcitol 5 mcg/ml amp 1
ml  Ilapentepanna ¢popma amnynau; Ne 4 »JIEKapCcTBEH  MPOAYKT

B03XAO01Erythropoietin -65p3oaetictam 2000E ITapenTepanna  ¢dopma
mmpui; Ne 5 ,JlekapctBeH npoaykT BO3XA01 Erythropoietin 6sp3oaeiicTBam
3000E ITapenTepanHa ¢opma mupumn; Ne 6 ,JlekapctBen npoaykt B0O3XAO01
Erythropoietin -6bp3oneiictBam- 4000E Ilapentepanna dopma mnpui;;Ne 7
»JlekapcTtBeH npoaykT BO03XA01  Darbepoetin alfa - 40 mcg ITapenTepanna
¢opma mnpuir; Ne 8 . JlexkapctBen BO3XA01 Darbepoetin alfa - 60 mcg

[TapenTepanHa bopma IINPHI; Ne 9 »J1€KapCTBEH MPOAYKT
HO05BX01Mimpara 30 mg x 28 6p. llepopanna ¢opma Tabu.”; Ne 10
»JlekapcteH mpoaykt HOSBX01  Mimpara 30 mg x 30 6p. Ilepopanna

dopma Tabn.”; Ne 11 JlexapcTtBeH npoaykT VO3AEO2 Sevelamer 800 mg
Ilepopanna ¢opma tabia.” u Ne 12 ,JlekapctBen nmpoaykr HOSBXO04Parsabiv
2.5 mg/ 0.5 ml IlapentepanHa popma amiyau’.

Y4acTHUKBT € NPUJIOKHUI KbM odeprata CH CIECAHUTE JOKYMEHTH U
nHbopManus:




Bunx Ha ZOKYMEHTHTE

cpelny u3nupaHeTo Ha napu /[Ipunoxenne Ne 13/

INe JOKYMEHTH
(opuruHan uiau
3aBEPEHO KOMHUE)
CHUCBK € JOKYMEHTHTE, CBHABPXAIH CE€ B
! opeprara - IIpunoxenne Ne 1 Opurunan
&I 3asgBIECHUE 34 y4YacTHE:
OpuruHan, mnoANHUCAH
CIICKTPOHHO BHB
02.1. [EEEJIOI - IIpunoxenue 2 dopmar PDF u BEB
bopmart XML Ha
CICKTPOHEH HOCHTEN
1 6p. CD/
bZ 5 JIOKyMEHTH 3a J0Ka3BaHE Ha MPEANPHETHTE MEPKH He ¢ IDHILOKAMO
) Ba HaJeKITHOCT /aKo € IPHIOKUMO/; P
eKJiapalus 3a ChrilacHe OT TPETO JHIE Mo wi. 65,
2.3 A HE € IPHUI0XKHUMO
2 an. 3 ot 3011 /ako € mpunoXUMO/; P
b2 4 J[[exnapanus mo wi. 101, ax. 9w an. 11 ot 30I1 ODHrHHAN
" Yllpunoxenme Ne 11/, p
Jlexnapanus mo wi. 3 u wi. 4 or 3aKkoHA 3a
MKOHOMHYECKHTe ¥ GDHHAHCOBH OTHOILICHHUS C
by 5. [IDYXeCTBaTa, PETHCTPUPAHH B IOPHCAMKINH € ObHrHELT
""" mpedepeHNMANICH JaHBYEH PEXHUM, CBBP3AHUTE € P
TSIX JTHIA U TEXHUTE AeHCTBUTEIHU COOCTBCHUIH
ITpunoxenne Ne 12/;
Kjnapamnus no ui. 6, am. 2 or 3 a MEpKHUTE
22.6. Jlexnapan ’ aKoHa 3 P Opurunan

OKYMEHT 3a YyII'bIHOMOIaBaHe, KOTATO JHIETO,
33.1.1.

oeTo moAaBa odeprara, He € 3AKOHHUST
MpeACcTaBUTEN Ha YIACTHHKA /aKO € MPUIOKUMO/;

HEC € NPpUJIOXHUMO




JIpyTH TOKYMEHTH:

-Jlexkmapanus nmo  4in.54, ax.l ot 30II
ITpunoxenne

Ne 9/

P- Paspemenue /nuuneH3/ 3a THPTOBHSA Ha enpo €OpHUTHHAN
nexapcTBeHn npoaykth Ne IV-P-T-EU-S-110-1,33aBepeno xomnue
m3naneso Ha 30.10.2017r. mo pena Ha 43i1. 202 ot
3JITIXM " Hapen6ara 3a Hobpara
nmuctpubytopcka npaktuka /GDP/; 3aBepeHO KONHe
- Cepruduxar mo ISO 9001:2015, mzganmen o
Lloyd’s Register Quality Assurance 3a Ono6penue
Ha CucTeMmara 3a ympaBleHHE Ha KadeCTBOTO Ha
LMEOEKC” OO ¢ o6xBar, BkiaouBam J[o6pa)
nucTpuOyTopcka npaktuka /GDP/

3.1.2. |12 oTnenHu OMakOBKH /mxobdera/ - MO BCAKA OT
obepuparuTe 000cOOEHHM MO3WUIHH, KAaTO BCAKA
OTAEJIHA OMaKOBKA ChIBpPXKa:

TTexHHYECKO NPEeNIOXKEeHHE 3a H3NBIHEHHE Ha OpuruHam
nopbukata /IlpunoxeHne 5/ B CBOTBETCTBHE C
TCXHHUYECKUTE cUEeHHPHUKANNHA ¥ M3HCKBAHMUATA HQ
BBH3JIOXKHUTENS - 38 ChOTBETHATA/UTE MO3HIUA/H -

3.1.3. [lexmapamuss 3a cCcBrIacue C  KJIay3uTe HA
NpUI0XEHHs TpoekT Ha poroBop (IIpunoxeHue Opurusan
Ne3);

3.1.4. {lexnmapanus 3a cCpoka Ha BaJUIAHOCT Ha odeprara
([Ipunoxernue Ne 4);

3.1.5. |[lexnapanus, 4ye NpH HU3TOTBAHE HA odeprara ca
CTma3zeHH 3albJDKeHHATA, CBBpP3aHH C HOaHBIH H
OCHTYpPOBKH, OIla3BaHe Ha OKOJHara cpena, OpuruHam
3aKpuja Ha 3a€TOCTTA ¥ YCJIOBHATA Ha TPy, (aKo
€ IPHI0KHUMO ) /B cBOOOIEH TEKCT/.

3.1.6. |Ipyra mHbOpManus W/MIM NOKYMEHTH, U3UCKaHHU
OT BB3JIOXKHUTENAS, KOraTo TOBa ce Hamara OT
mpeaMeTa Ha mopbhuKarTa:

Jlekymapanns 3a CHOTBETCTBHE OT MPOM3BOIAUTENS
MM HETOBHS YI'BJIHOMOINEH npeacTaBuTed uid ECHe € IpUI0KUMO
ceptuduKaT 3a CHOTBETCTBHE ¢ JlUpEeKTUBY
98/79/EC, wu3znmaneH oOT HOTHQHUOHpPAH OpraH IO
cMucBbIa Ha 3MU;

Opururan

Ceprudukar 3a kauectBo - CE wmapkupoBka,
CHIIIACHO HupexTuBa 98/79 EC UIIHHE € MPUITOKUMO
CKBHBAJICHTHO;

Jlexnapanus, 4€ y4aCTHHKBT NMPHUTEXKaBa BAJIHUIHO
Paspemenue 3a ynorpeba B cTpanarta
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v "IIpennarany LeHOBH mnapaMeTpH" - 12 oTAeNHH
[JIKMKa - 10 BCAKa OT odepupaHute obocobeHH
TO3UIUN, BCEKH OT KOUTO ChABPIKA:

4.1 IlenoBo mnpennoxeHue - Ilpunoxenme 6A 3aOpuruHan
CHOTBETHATA /MTE MO3UITHI/H

ft.l.l. LlenoBo npennoxenue /Ilpunmoxenue 6B/ 3a0puruzan Ha XapTHEH
CBOTBETHATa /UTE NO3ULUS/H M Ha  eNeKTPOHEH
HocuTes /1 6p. CD/

YyacTHUKBT € npeacTaBuwil CIUCHK Ha JOKyMEHTHTE, ChIbp)KallH ce B odepraTa
Mpunoxenne Ne 1 OT JOKyMEHTalMsTa 3a Y4YacTHE B MpoIeAypara/ MOIKMCaH H
noJnedaTraH oT HEro.

Komucusra KOHCTarupa, 4c:

- Beuuku omumcanu B Cnuchbka JOKyMeHTH U uH(popManysa Osfxa HaIMYHUA B
NpUWIOXKeHaTa opepra;

- HE € Hajgulle JHIca, HENBJIHOTa WIH HECHOTBETCTBHE Ha
nHpOpMaUMATa, BKJIIOYUTETHO HEPENOBHOCT HJIM (aKTHUECKa TpeINKa, HIH
HECHOTBETCTBHE C HU3NCKBAHHUATA KBM JUYHOTO CHCTOSHHE HAa YYAaCTHHKA HIH
KpUTEpHUHUTE 32 1000p.

[IpenBun ropaoto KoMucusta eTMHOAYIITHO

PEIN A:

YuactaakbT ,Meaekc” OO/l rp.Codus oTropaps Ha M3IHCKBAaHHATA
32 JHYHO CHCTOSIHHE H HAa KpHTepHHTe 3a mnoalop W mle pa3sriaega
TEeXHHYECKOTO MY HpeIJ0KeHHE.

Ilpeanoxenne Bx.Ne OIIN-05-5/25.04.2018 r.-15.50 4. - . MEJAHUPEH”
EOQOO/ rp.CangaHCKH

Y4yacTHUKBT ydacTBa 3a 000co0eHH NO3UIUHU N 14
Meaunuucko m3genue-XEMOJJIUAITNU3ATOPU, CTEPHUIIU3UPAHU C
ETUJIEH JAUOKCH]J, TAMA JIBYU U JAPYIM BHIAOBE; Ne 15




MeaunnuHcko usgenaune - KPbBHU JIMHUMU u Ne 16 MeaguuuHCKO H3AEIHE-
OUCTYJIHU UT'JIN.

Y4acTHUKBT € IIPpUIIOXHUJI KbM oq)epTaTa CH CIHCAHUTEC AOKYMCHTH HU

uHpopMaLus:
Bwx Ha
Ne JTIOKYMEHTH ALOKYMCHTHTE
B (opuUTHHAT N

3aBEPEHO KOMue)

CouchbK ¢ JOKYMEHTHUTE, CBABPKAINYU c€ B odeprara

i - [Tpunoxenue Ne 1 opurHHal
I BasBlIeHUE 3a y4yacTHe:
2.1. EENOII - Ilpunoxernune 2 OpHMTHHAI
JIOKyMEHTH 3a JOKa3BaHe Ha INpEAIPUETUTE MEpPKH 3a KOTHS
2.2. manexmHOCT /axo e mnpuioxumo/ Thproscka dakTypa
mn3n.0T MBAJIboTeBrpan ¥ 10TOBOD ChC ChINATA
b 3 Jleknmapanus 3a chriacme OoT TPETO JHIE IO 4i. 65, an. 3
" ot 30Tl /ako e mPHIOXKHUMO/;
b 4 Jeknapanus no 4ia. 101, an. 9 m an. 11 or 3O0II OpHUTHHAI
" VIlpuimoxenne Ne 11/;
OpHTHHAI
Jlexmapanuss 1o 4i. 3 ®w uin. 4 ot 3akoHa 3a
MKOHOMHYECKHTE M  (UHAHCOBH  OTHOIIGHHS  C
D.5. |IpyXecTBaTra, pPETHCTPHPAaHH B  IOPHUCIUKIHUHU C
npedpepeHINANICH NaHBUYEH pEXHM, CBBP3aHUTE C TIAX
muna " TEXHUTE OefCTBUTENHH coO6CTBEHUIIH
IMpunoxenne Ne 12/
b 6. Jlexnapanus no wi. 6, ain. 2 oT 3aK0Ha 32 MEPKHUTE Cpelny OpHUTHHAI
m3nupaneTo Ha napu /Ilpunoxenue Ne 13/;
JIOKyMEeHT 3a YI'bJIHOMOIIaBaHE, KOTaTo JHUIETO, KOETO
3.1.1.moxaBa odeprara, He € 3aKOHHHAT MNPENCTABHTEN Ha
VYACTHHKA /aKO0 € MPUIQXKUMO/;
TexHHUYECKO MPEATOKEHUE 3a U3NBJIHCHHE HA MOPBHYKATA OpUTHHAI
IMpunoxenue S5/ B CHOTBETCTBHE C TEXHHYECKHUTE
3'1’2'cneumbm<aunn H H3UCKBAHHUATA HA BB3JIOXHUTENAA - 34
CHOTBETHATA/UTE MMO3ULHUS/H
313 Jlekmapanus 3a ChIIacHe C KIay3UTe Ha NPHIOXKECHHS OpPUTHHAI
" "mpoext Ha noroeop (ITpunoxenue Ne3);
3.1.4.lIeKnapaun;1 3a Cpoka Ha BaJTUOHOCT Ha odepTara OPHUTHHAT

(ITpuiaoxenune Ne 4);
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Jlexnapanusi, 4¢ OpU M3TOTBIHE Ha odepTaTa ca CIa3eHH opuTHHAI
BalbIKCHHATA, CBBP3aHH C JOaHBOM H OCUTYPOBKH,
3.1.5.onaspane Ha okonHaTa cpena, 3aKpuia Ha 3a€TOCTTA H
YCIOBHMATA HAa TPYA (aKo € MPHUIOKHMO ) /B CBOGOIEH
TEKCT/.

Jl[pyra uHpopManmus W/HIM IOKYMEHTH, H3UCKAHH OT OpUTHHAI
3.1.6.BB30XHUTENA, KOraTo TOBa ce Hamara oT HpeaMeTa Ha)
nopbukara: Jleka mo un.54,an.1 ot 3akona 3a OII.

Jlexnapanus 3a CHOTBETCTBHE OT INPOU3BOAMTENS HIIH Konus
HECTOBHSI  YINBJIHOMOINEH  mpeacTtaBuTes uiH  EC Konus
ceprudukar 3a cporBeTcTBHE ¢ JlupektuBa 98/79/EC, KONU4
1Y
"[Ipennaradu neHoBH napamerpu”
OpHUTHHAI
4.1 [leHoBo mpennoxeHue - llpunoxenue 6 3a CHLOTBETHATA
UTE NO3ULHAA/H
OpHUTHHAI

4.1.1.[leroBo npennoxenue /IIpunoxenue 6/ 3a CHOTBETHHUTE
mo3unuu 14,15 u 16

YuacTHUKBT € npeacTaBui CIuchK Ha JOKYMEHTHTE, ChABPXKAIIHU Ce B odepTaTa
Mpunoxenre Ne 1 OT HOKyMEHTalHMsATa 3a y4acTHe B Ipouedypara/ MOANUCAH U
IOJTIeYaTan OT HEro.

Komucusra koHcTaTHpa, ue:

- Benuku omucann B Crnuchka NOKyMeHTH M uH(opMmainus 0sgXa HAIHYHE B
npunoxenara odepra, Ho npencraBeHusT EEJIOII e ma xapruen mocuren. JIMIICBA
EEJIOII na enexrponeH Hocuren - [TUOPOBO ITOATTMCAH.

Hanuue e nunca, HENBJIHOTAa HWJIM HECHOTBETCTBHUE Ha HHPOpPMAIUATA,
BKJIIOYHUTEIHO HEPENOBHOCT MM paKTHUECKa TpelIKa.

[Mpensun ropHoTo ¥ Ha ocHoBaHHe ui.104, an.4 ot 30Il u BBB Bp.C
11.54, an.8 n an.9 ot IMII30TI1, Komucusara

PE I N:

B cpok or 5 pa0oTHM AHH OT HoJy4YaBaHe HA HACTOSIIHS HPOTOKOJI,
yyactauksT ,MEJIHWHPEH” EOO/l rp.CanpaHckn [Ja npeacTaBH
AONBJHHTEJHO CJIeAHHTE JOKYMEeHTH H/Han napopmanus :

- KopexTHO ¥ NBJIHO NONbBJIHEH W mnoanucad nupposo EEJOII -
EInHHUAT €BpONEHCKH MOKYMEHT 3a OOIeCTBEHM MHOPHUKH, CIAEJBa Ja C€
npeacTaBd 3aABJDKUTEIHO B €JIIEKTPOHEH BUJ, ChIJIacHO Wi. 67, an. 4 ot 30I],
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K0ATO pasmnopenba Ha ocHoBaHMe § 29, 1. 5, OykBa ,.a“ ot Ilpexomnure u
3akno4uTeNHy pasnopendbu Ha 3011, Bnu3a B cuna ot 1 anpun 2018 roguna.

IlIpeanoxenne Bx.Ne OII/1-05-6/26.04.2018 r.-08.50 u, —.. Prounkc Papma”
EOOJ - rp.Codus

Y4yacTHUKBT ydacTBa 3a o0ocoOeHu mosumuu Ne 1 ,JlekapcTBeH

npoaykt A11CC04 CALCITRIOL  Ilepopanna d¢opma kamc”; Ne 2

»JlexkapcTBeH mpoaykT HOSBXO01  Paricalcitol 1 mcg Ilepopanna popma

tabn.; Ne 9 ,JlexapctBen mnpoaykt HO5BX01Mimpara 30 mg x 28

op.Ilepopanna ¢opma Tabu.” uw Ne 11 ,Jlekapcrsen mnpoaykt VO03AE02
Sevelamer 800 mg Ilepopanua dpopma taba.”.

Y4acTHUKBT € NPHJIOXKHUI KbM oeprara CH CIETHUTE NOKYMCHTH H
nHpopManus:

Bun Ha

N JOKYMEHTH JOKYMEHTHUTE
(opurmHaI UIN

3aBEPEHO KOIHE)
CHuCBK ¢ JOKYMEHTHUTE, ChABbPXKAMHM ce B odeprara - OpHMTHHAI

E [Tpunoxernne Neo 1

11 3asBiIeHNE 3a yYacTHe:
Enextponen
2.1. EEJIOII - llpunoxenue 2 HOCHTEN
) JloKyMEeHTH 3a JoKa3BaHe Ha NpPEANPHETHTE MEPKH 3a He
" [HaIEXIHOCT /aK0 € MPHJIOKUMO/; TIPHJIOKHAMO
2.3 Jlexnapanus 3a Chriiacue OT TPETO JHIe mo 4. 65, am. 3 He
" jot 3011 /ako e PHIOKHMO/; TIPHIIOKAMO

4 (lexmapamms mo wi. 101, am. 9 wm am 11 or 30II Oprranar
2.4 Ilpunoxenne Ne 11/;

Nexnapauus mo 9. 3, T.8 0T 3aKoHa 3a MKOHOMHYECKUTE OpHraHal

i GUHAHCOBH OTHOINEHHSA C IPYXKECTBaTa, PETUCTPUPAHH B
2.5. Gopmcamkuum ¢ TpedepeHnMaNeH NaHBYEH  PEKHM,
CBBbP3aHUTE ¢ TAX JHOa W TEeXHUTe JeHCTBUTEIHH
cooctBeHuIH /[Ipunoxenue Ne 12/;

b 6 Jlexmapanus mo 4ia. 6, aix. 2 oT 3aKOHa 32 MEPKHTE CpEIly OpHUTHHAJ
" m3nupaneto Ha mapu /Ilpunoxesne Ne 13/;
JlokyMeHT 3a YyNBIHOMOINIABaHe, KOoraro jaunero, koero| Hotapuanno
3.1.1.momaBa odepraTa, HE € 3aKOHHHAT MPEACTaBUTEJ] HAQ 3aBepeHo/
YJaCTHHKA /aK0 € MPHIIOXUMO/; KOomue
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3.1.2.

TexHudecko NpeanoxeHHe 3a H3NBIHEHHE Ha MOPHhUKATa
IIpunoxenne 5/ B CHOTBETCTBHE C TEXHHIECCKHUTE
cnenuHUKaOUM ¥ M3UCKBAHUATA HA BB3JIOKHTEIA - 33
CHOTBETHAaTa/UTE HO3UIHUA/H

OpUTHHAI

3.1.3.

Jlekmapanus 3a CBrIacHe C KIAay3HTE Ha TNPHUIOKCHHUS
npoekT Ha norosop (IIpumoxenne Ne3);

OpUTHHAI

3.1.4.

Jleknapanus 3a CcpoKa Ha BaJHOHOCT Ha odepTara
(Ilpunoxenue Ne 4);

OpPUTHHAI

3.1.5.

Jleknapanus, 4e NpU U3TOTBSIHE Ha odepTrara ca CHa3ecHH
BalbJIXKEHUSITA, CBBP3aHH C MJAaHBIU U OCHI'YPOBKH,
Oorma3BaHEe Ha OKOJIHATa cpela, 3aKpuja Ha 3aeTOCTTa H
yCIOBHATA Ha TPYH, (AKO € IPHUIOXKHMO ) /B cCBOGOIECH
TEKCT/.

OpHUTHHA

3.1.6.

Jlpyra wuHOGOpMAINus W/UIX JOKYMEHTH, H3MCKaHH OT
BB3ITOXKHUTENSA, KOraTO ToBa ce€ HajJara OT HpeaMeTa Ha
MOpBYKaTa:

Opurunan

JlexapcTBEHHTE NMPOAYKTH OTTOBapsT Ha H3UCKBaHUATA Ha
3akoHa 3a JIEKAapCTBEHUTE TMPOAYKTH B XyMaHHaTa
MeaunuHa (3JIIIXM) -npurexaBar BadHAHO pa3pelICHHE
3a ynorpeba B cTpaHaTa, m3gaxeHo no pexa Ha 3JI[IXM
mau Permament (EO) Ne 726/2004 r. ma EBpomneiickus
nmapnameHT u CeBeta un. 23, an.l ma 3JIIIXM u B cnyyai
Ha HM3THYaHe Ha CpOKa Ha pa3pelleHHeTo 3a ymnorpeba,
[KOJINYEeCTBATa HA JIEKAPCTBEHHW MPOAYKTH € Ca HAJHYHH,
Jlexnapanus, 4€ JEKapCTBCHUTE NPOAYKTH Ca BKIIOYEHH B
[Tpunoxernue Ne2 na ITJIC u ca cmaszenu pedepeHTHHTE
IeHH, aKTyaJlHd KBbM JaTaTa Ha IoJaBaHe Ha odeprara;
Jlekmapanus 3a CBOTBETCTBHE OT MPOU3BOJHUTEIS WIH
HETOBHUS  YOBIHOMOINEH  npeactaButen  uian  EC
cepTupukar 3a cboTBercTBHEe ¢ JlupextuBa 98/79/EC,
W3najeH OT HOTU(QUUHPAH OpraH Mo cMHChIa Ha 3MU;
Cepruduxar 3a kxagectBo - CE MapkupoBKa, CHIIIACHO
JTupexTHBa 98/79 EC uiIu eKBUBaNEeHTHO;

OTopu3anuu, AOTOBOPH 3a THBPrOBCKO MPEACTABHTEJICTBO
MK JPYTH €KBHBAJICHTHH AOKYMEHTH OT OBATapCKu HIH
qyXKJIeCTpaHHH IPOU3BOAUTEIH 17810 TEXHHU
YHOBJIHOMOINEHH NPENCTaBUTEICTBA HA TepuTOopusta Ha PBb,
YAOCTOBEpABAIIM TIpaBa 3a MNPEACTaBUTEJICTBO H/HIIH
THPrOBHS Ha TEPUTOPHUSITA HA CTPAHATA,

He
NPHIIOKHMO

He
MPUJIOXKHMO

Opwurunan/
KOTIHE

v

"[Ipenymaraim HeHOBW HapaMeTpu'

4.1

[leroBo mpennoxenue - llpmioxeHue 6 3a CHOTBETHATA
UTE NMO3UIHUA/H

OpHTHHAI

4.1.1.

IlenoBo mpeanoxenue /Ilpunoxenue 6A/ 3a cCHOTBETHATA
UTE NO3UIUSA/H

OpUTHHAI
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OpHUTHHAN

4 1.2.0enoBo mnpemnoxenue Cnemuduxanus - JIeKapCTBEHH
npoayktu /Ilpunoxenue 66/

Y4acTHUKBT € npeacraBwl CIHUCHK Ha JOKYMEHTHTE, ChIbp)KalK ce B odeprara
/Mpunoxenne Ne 1 OoT HOKyMeHTamusAra 3a y4yacTHe B Ipolleaypara/ IMOINHACAH H
IIOJITIeYaTaH OT HEro.

Komucusra koHcTaTHpa, ue:

- Benukm omucanu B Cnuchka JOKyMeHTH M HHGopManus Ofxa HalHYHH B
IpHIoXKeHaTa opepTa;

- He € Hajlulle Jurca, HENbJIHOTa WJIM HECHOTBETCTBHE Ha
HHOpMANUATAa, BKIIYHUTEIHO HEPEAOBHOCT WJIH (aKTHUecKa Trpemka, HIH
HECHOTBETCTBHE C HM3UCKBAHUATA KBM JIUYHOTO CHCTOSHHE Ha YUYaCTHHKA HIIH
KpuTepuuTe 3a noabop.

IIpeneun ropuoto KoMucusaTa e AMHOAYIIHO
PE III K:
YuyactuukbT , PboHnkc Papma” EOOA - rp.Coduns otrosaps Ha

H3ACKBAaHHATA 32 JJHYHO ChCTOAHHC H Ha KPHTEpPpHHTE 3a nouﬁop H e
pa3rjela TEXHHYE€CKOTO MY NPEAIOKEHHE.

Ilpeanoxenne BX.Ne OII/1-05-7/26.04.2018 r.-09.30 u. — ,,ETponaja Tpeiig"
OO/ - rp.ETponoJe

Y4yacTHUKBT YydacTBa 3a o06ocobenu mnozunuu Ne 14 MegunuHcko
usznenue-XEMOJUAJIN3ATOPU, CTEPUIIN3UPAHHU C ETHUJEH
JUOKCHUI, TAMA JIbUYU U JIPYTU BUJOBE u Ne 15 MeaunuHcko
usneaue - KPbBHU JIMHUMU.

Y4YacTHUKBT € INPUIOKHI KbM odeprara CH CIECAHUTE JOKYMEHTH U
nHpopMaLU:

Bun Ha

No JTOKYMEHTH AOKyMCHTHTC
(opurdHan uiu

3aBEpPEHO KOMHeE)
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I CnuCBK C JIOKYMEHTHUTE, ChbABPKAMM c€ B opeprara - OpHTHHAI
[Ipunoxenue Ne 1
1 3asgBICHHE 3a yUacTHE:
b 1 EEOII - Ilpunoxenune 2 OpHUTHHAI
"7 [EEHOOII -uudposo noanucan | Gp.auck
h 7 JlOKYMEHTH 3a JNOKa3BaH¢ Ha MNPCANPHETHATE MEPKH 3a He
aJeXJIHOCT /aKo € IPHIOXKUMO/,; IPHIIOKAMO
b 3 Jlexmapanus 3a chrilacHe OT TPETO JIHLE MO wi. 65, am. 3 He
" Jot 3011 /ako € mpuI0KUMO/; NPUIOKUMO
o 4 HNexnapanus no un. 54, an. 1,1.1,2 mw 7 or 3O0II
" yHpunoxenune Ne 9/; Opurusan
b 5 Hlexnapanus no uin. 101, an. 9 mw an. 11 or 30II Opurunan
" {Tlpunoxenue Ne 11/;
Jleknapanus mo @i, 3, T.8 oT 3aK0OHA 33 MKOHOMHUECKHATE OpuUrpHal
1 (MHAHCOBH OTHOIICHHUS C APYXECTBaTa, pETUCTPHUPAHHU B
2.6. wopucamxkumm ¢ npedepeHHHANeH JAHBYEH  PEKHM,
CBBpP3aHUTE C TAX JHINAa H TeXHHUTEe HAEeHCTBUTEIHH
cobctBennnu /[Ipunoxenue No 12/;
b 7 Jlexnapanus mo 4. 6, ain. 2 ot 3akoHa 3a MEPKUTE cpelny OpHI'HHAI
n3nupaHeTo Ha napu /Ilpunoxenune Ne 13/
[lexmapanus 4e MNpeNNTaraHATe MENMUHHCKH H3ACIHS OpUTHHAJ
D § [(OTTOBAapsAT HA U3HCKBAHUATA Ha 3aKOHA 32 MEIHMIHHCKH
W3 e THs
OpHUTHHAI
b Jlexnmapanus dYe IMpeAjaraHuTe MEIWIHWHCKH HU3IEIus
9. 0TroBapsT Ha M3UCKBaHHUATA 0o wi.8 ¥ 4i.15 or MU
3aBEPEHO
PaspemieHre 3a THProBUs HA €APO C MEAMIIMHCKHA H3IEIHUS, Korl:ne
2.10. m3nameno ot MAJI Ha ©MeTO Ha y4acTHHKA
b 11. [Ceprudurar ISO 9001:2015 3a BHeapena cucTeMa 3a 3aBCPCHO
IpaBJieHHE Ha KadecTBOTO Ha ,ETponman Tpeiin” Kommne
b 12. [CepTuduxar 1S09001:2008,1S013485:2003 Haj 3aBCPEHO
,Erponan” AJl (IpOU3BOANTEN) - KOTIHE Komnne
3.1. | Texamuecko npeioxenne - O6ocobena mosumust Nl 4
[TOKyMEHT 3a YyNOBIHOMOINaBaHE, KOTaTo JHIETO, KOETO| HEMPHUIOKHUMO
3.1.1.monaBa odepTaTra, He € 3aKOHHHAT MPEACTABUTEN HAa
y4aCTHHKA /aKO € NPHIIOXKHMO/;
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3.1.2.

€XHHYECKO IpPENTOXKECHNE 3a M3NBJIHEHHE HA HNOPBUKATA]
Ilpunoxenue S/ B CHOTBETCTBHE C TEXHHYECKHUTE
cnenupUKAMHH M H3NCKBAHHATA Ha BBH3INOXKHTEIA - 3a
CHOTBETHATA/UTE MO3UIHSA/H

OpHUTHHAJ

3.1.3.

Jlexmapanus 3a ChrIacHe C KIay3HT€ HAa NPHIOXKCHHUS
npoekT Ha qorosop (Ilpunoxenune Ne3);

OpHTHHAN

3.1.4.

Jleknapanusa 3a cpoka Ha BalugHOCT Ha odeprara
(IIpunoxenue Ne 4);

OpHUTHHAI

3.1.5.

élexnapaunx, Y€ IpU H3rOTBSIHE Ha odeprara ca CIa3eHH
alb/DKEHUATA, CBBP3aHH C JAHBIOH W OCHTYPOBKH,
onasBaHe Ha OKOJHATAa Cpela, 3aKpHia Ha 3aeTOCTTAa H
VCIOBHSATA HAa TPYHA, (aKO € IIPHIOKHMO ) /B cBOGONEH
TeKCT/.

OpHUTHHAI

3.1.6

Jllpyra wuHQOpManus W/MIX JOKYMEHTH, H3MCKAHH OT

-BB3JOKHUTCIA, KOraToO TOBa C€ Hajlara OT npeaMeTra Ha

IOopBhUYKATA:

1. Jlexnapanusa 3a CBOTBETCTBHE OT HPOH3BOAHMTENS HIIH
HETOBUS YOBIHOMOIICH npeacTaBUTEN HIu EC
ceprudukar 3a cwrorBeTcTBHEe ¢ JlupektmBa 98/79/EC,
M31aleH OT HOTHGHMIUpPAH OpraH Mo cMuchia Ha 3IMU;

2. Ceprudukar 3a kauectBo - CE MapkupoBKa, CBIIIACHO
HNupextuBa 98/79 EC unu ekBUBaICHTHO;
3. Jlekmapanus, Ye YYaCTHMKBT IIPHTEXAaBa BaTHIHO
a3peleHue 3a ynorpeba B cTpaHarta
4. lexmapanus 3a OCTaTHbYHHA CPOK HA TOTHOCT

a mpeJJaraHUTe MCAUIMHCKY U3 IEITH
5. bpomypa ¢ TexHH4Yecka cnenupuKanusd U HHCTPYKLIHUS
3a ymoTpe6a - XeMoIHaIn3aTopu

3aBepeHO KOMHe

3aBepeHO Komue
Opurunnan
Opururan

3aBepeHO Komue

3.1.

Texuuuecko npemtoxenue - O6ocodena mozunud NelS

3.1.1.

JIOKyMeHT 3a yIOBIHOMOIIaBaHE, KOTAaTO JHIETO, KOETO
monaBa odepraTa, HE € 3aKOHHHUAT NPEACTABUTEN Ha
yIaCTHHKA /aK0 € MPHIOXKHUMO/;

HECIIPHIOXHUMO

3.1.2.

TexHHYECKO TPEeHTOKEHHE 32 U3MbJIHEHHE HA MOpPhUKaTa
Ilpunoxenue 5/ B CHOTBETCTBHE ¢ TEXHHYECKHTE
cienuduKaUMH W H3INCKBAHMATA HAa BB3JOXKHTENS - 32
fLOTBeTHaTa/HTe MO3HUILIK/A

OpHUTHHAII

3.1.3.

Jlexiapamusi 3a ChIyIacMe C KIAay3WT€ Ha NPHIOXECHUS
poekT Ha noroBop (Ilpunoxenue Ne3);

OpUTHHAI

3.1.4.

Jlexnapanuss 3a CpoKa Ha
[Ipunoxenne Ne 4);

BaNIUJHOCT Ha odepTara

OpHTHHAI




Jlexnapanus, 4ye IpH H3TOTBSHe Ha odeprara ca cuOaseHH OpPHTHHAI
3aJBIDKEHHUATA, CBBP3aHH C JaHBIH H OCHIYPOBKH,
3.1.5./omasBaHe Ha OKOJHATa cpela, 3akpHJa Ha 3aeTOCTTa H
yCIOBHATA Ha TpyZH, (akKo € NpHIOXKHMO ) /B c¢BOOOIEH
TEKCT/.

3 1 ¢ Apyra uHbOpmManMs H/MIM IOKYMEHTH, H3HCKAaHH OT
" BB3I0OXKHTENA, KOTaTO TOBa Ce Halara OT IpeAMeTa Ha
IopbhYKaTa:

1. Jlexmapanus 3a ChbOTBETCTBHE OT IPOU3BOAHUTEINS HIIH
HErOBUA  ymbIHOMomeH  npexacraButen  mnum  EC| 3asepeno xomme
ceprudukar 3a cpoTrBeTcTBHE ¢ JlupektuBa 98/79/EC,
M3naqeH OT HOTU(QUOUpaH opraH Mo cMHCHIa Ha 3MU;

2. Ceprudukar 3a xauecTBo - CE MapKkupoBKa, CHIIACHO| 3aBepeHO KOMHE
NupexktuBa 98/79 EC unu ekBuBaleHTHO;

3. Jlexknapanus, 4Ye YYacTHHUKBT IIPHTEXKaBa BaJTHIHO Opwurusan
Paspemenue 3a ynorpeba B cTpanara
4. Ilexnmapanus 3a OCTaThbYHUSA CPOK Ha TOAHOCT Opurunan

Ha NMpeJjiaraHuTe MEIHIHHCKH H3ACTHS
5. bpomypa ¢ TexHHYecKa cneHHGUKANUd U HHCTPYKIHUA| 3aBepeHO KOIHE
Ba ymotpe6a — CucTemu 3a xemoxuanusza/KpbsBuu nmunmn/
6. OnHC Ha IPEeIOCTAaBEHH MOCTPH OpPHUTHHAX
v [Ilpemnaranu neHoBu mapameTpu"

IlpencraBenn 2 nnaumka 3a 2 000co0€HH MO3UIMH, KAaTO
BCEKH ILIHK CHABPKA CICIHUTE TOKYMEHTH:

1 FCHOBO npenjgoxenue - Ilpunoxkenue 6 c¢bOTBeTHATa OpHUTHHAI
pe1 /ATe MO3HIHUA/H

| 1 [HeHoBo mpennoxenue - IIpunoxenue 6 cboTBETHATa /HTE OpHTHHAI
U 'mosunus/u

VYuacTHUKBT e npeacTaBuwl CIHCHK Ha JOKYMEHTHTE, ChAbpXKAIlU ce B odepTara
/Mpwroxernne Ne 1 0T JOKyMeHTamuiTa 3a y4JacTHEe B MpoleAypaTa/ MOJIMCaH H
HOJTeYaTaH OT HETO.

Komucusita koHCTaTHpA, Ye:

- Bewuxku onmcanu B Cruchka JOKYMEHTH W HHGopManus Ofxa HalUYHU B
npuiokeHara odepra;

- He € HaIuIe JHUICa, HeNbJIHOTA WIH HECHOTBETCTBHE Ha
nHQopManuaTa, BKIIOYUTEIHO HEPENOBHOCT MJIH (akTHYecka TrpellKka, HJIU




HECBOTBETCTBHE ¢ M3UCKBAHMATA KBM JHMYHOTO CHCTOSAHHME Ha yYacTHHKA HIU
KpUTEpUUTE 3a moa060p.

IIpenBua ropaoto Komucusra euHOIyIIHO
PE I N:
YyactaukeT ,,ETtponman Tpeiia" OO - rp.EtpomnoJie orroBaps Ha

H3HCKBaHHATA 32 JHYHO CHCTOSAHHE¢ H HAa KPDHTEpPpHHTE 34 IlOIlﬁOp H 1Ie
pa3rjeJa TEXHHYCCKOTO MY NpPeaAJOKECHHE.

IIpennoxenne BX.Ne OIIN-05-8/26.04.2018 r.-09.40 w4, - L.XeJMen
brarapus” EOO/M - rp.Codus

Y4acTHUKBT ydacTBa 3a o0ocobeHum mnosunum Ne 15 MeaunuHcko
usgenne - KPbBHU JIMHUM u Ne 16 Megunuucko usznenue- ®UCTYIIHU
UTJIN.

YYacTHUKBT € NPHIOKHI KbM odepTaTra CH CICAHHTE JOKYMEHTH H
HHbOpMAITHS:

Bun Ha ToKyMeHTHTE
(opueunan unu
3a6eperHo xonue)

Ne JOKYMEHTH

I Cnuchk ¢ AOKYMEHTHTE, CBIBpPXaIH ce B odeprara -

OpHUTHHAI
Ipunoxenune Ne 1 P

I[I [BasBIcHHE 3a YUYacTHE:
2.1. EEHOII - IIpunoxenue 2 OpHTHHAI
29, JIOKyMEHTH 3a JOoKa3BaHe Ha NpeJNpHETHTE MEPKH 33 HENPHIOXKHMO
HaqeXKAHOCT /aK0 € TMPHIOKUMO/;

23 Jlexnapanus 3a Chrjacue OT TPETO JIMIE IO 4. 65, ajl.| HENPHUIOXKUMO
" B or 30II /ako € MpUIOKHUMO/;

24 HNexnapanus mo 4. 101, an. 9 uw an. 11 ot 3011 OpHUTHHAN
" Jlpunoxenue Ne 11/;
Mexknapamquss 1mo wi. 3 ®u 4i. 4 oT 3akoHa 33 OpUTHHAN

MKOHOMHYECKHTe W  (WHAHCOBH  OTHONIEHHA  C
55 [APYXECTBAaTa, PETHCTPUPAHM B  IOPHCIAMKIHH  C
npedbepeHINANIEH AAHBYEH PEXHM, CBBP3aHHUTE C TAX
MHIa W TEXHUTe  AeHCTBHTENHH  COOCTBEHHIH
[punoxenue N 12/;
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2. flexmapamus mo ui. 6, aix. 2 or 3aKkoHa 3a MEPKHTE OpUTHHAI
cpeiny u3nupaHeTo Ha napu /Ilpunoxenue Ne 13/;
27, Paspemenne 3a THProOBHA HA €APO C MEIHIMHCKHU 3aBepeHO
W3 IS TIH S KOIHe
2.8. Karano3u 3aBepenn
KOIHSA
2.9. |Hexnapanms mo un.54, an. 1 or 30II-Ilpunoxenne Ne9 OpHTHHAI
VIOKyMEHT 3a YUBIHOMOIIABAHE, KOTATO JNHIETO, KOETO| HEIPHIOKHMO
3.1.1. nonaBa odeprara, He € 3aKOHHHUSAT NPEACTABUTE] Ha
JaCTHHKA /aKo € MPHIIOXHUMO/;
TeXxHHYecKO  TpeMIoXeHHEe 3a  H3MNBJIHCHHE  Ha OpHUTHHAI
noppyYKaTa /Ilpunoxenne S/ B CBOTBETCTBHE ¢
3.1.2. TEXHHYECKHTE cHeuuPUKanMu u HIUCKBAHHATA Hal
BB3JIOXKHATENA - 3a CbOTBeTHara/uTe mo3unus/m 3a OII
Nel5
3 | 3 (eKIapamus 3a ChIIAcHe C KIay3UTe Ha NPHIOKCHHS opHrEHAT
npoekT Ha foroBop (Ilpunoxenne Ne3); 3a OII NelS§
314 Jleknmapanuss 3a CpokKa Ha BalHIHOCT Ha odeprara opHTHHAN
" (Ilpunoxenue Ne 4); 3a OIT Nel$
Jlexmapanusi, uYe nOpH H3TOTBIHE Ha odeprara ca
cmaseHM 3agBIKEHUATA, CBBP3aHH C JAHBOH H
B.1.5. OCHUTYpPOBKH, OIa3BaHE Ha OKOJIHATA cpela, 3aKpuia
Ha 3a€TOCTTa M YCIOBHSITA Ha TPYX (2KO € IPHUJIOKUMO) OpHUTHHAI
B cB0oGoaeH TekcT/, 3a OIT Nel5
Jlpyra uHpopManus H/MIH JOKYMEHTH, H3MCKAHH OT
BB3JIOXKUTENS, KOraTo TOBA ce€ Hajiara OoT IpeaMeTa Ha
mopbyKaTa:
Mekmapanus 3a CBOTBETCTBHE OT NPOU3BOAUTENS HIH
HEerOBHSA  yUOBJHOMoUIeH npexacraButen umu EC 3aBepeHo
3.1.6. ceprudukar 3a crorsercrBue ¢ Jlupextnsa 98/79/EC, Komne
M31aJeH OT HoTuGHUUHpPaH Oprad mo cMucwaa Ha 3MU;
Ceptuduxar 3a xagectBo - CE MapkupoBKa, ChIIacHO 3aBepeHo
JlupextuBa 98/79 EC unu eKBUBaAJICHTHO; Konue
Jlexmapanusi, Y€ YYacTHHKBT MPHUTEXKaBa BaIUIHO
Paspemenue 3a ynorpeba B crpanarta 3a OIl NelS§ OpHI'HHAI
TexHHYEeCKO  TNpPENJIOXECHHE 3a  H3NBJHEHHE  HAa
nopbukata /IlpunoxeHue 5/ B CBHOTBETCTBHE C
P'1-7' TEXHUUYECKHUTE CHEIU(PUKAlUH ¥ H3UCKBAHHATA HQ
BBH3JTOXKHUTENA - 3a ChOTBeTHaTa/mte mo3muus/m 3a OII
Nel6 OpHUTHHAI
3.1.8. |lexnapanus 3a cwriachme ¢ Kiay3uTe Ha NPHIOKEHUS
npoekT Ha n1oroBop ([Ipumoxenue Ne3); 3a OIl Nel6 OpUTHHAI
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3.1.9. Jexnapanuss 3a cpoka Ha BaTHZHOCT Ha odeprara
(ITpunoxenue Ne 4); 3a OIT Nel6 OpHTHHAT

Jleknapanus, 4Ye TIpH H3rOTBIHe Ha odeprara ca
Clla3eHH 3aJbJXKEHHUATA, CBBP3aHH C JaHBUH W
OCHTYPOBKH, ONla3BaHE Ha OKOJIHATa cpeja, 3aKpHuiia Ha
Ba€TOCTTA M yCJIOBHUATA Ha TpyAd (aKO € MPHIOXKHUMO ) /B
BoGoneH Tekct/, 3a OIl Nel6 OpHUTHHAT

3.1.10.

pyra HHbOpMalus H/UIH NOKYMEHTH, H3HUCKAHH OT
B3J0XKHTENS, KOTaTO TOBa C€ Hajlara OT NMpPeAMETa Ha
mopbYKaTa:
Jlexnapanus 3a CHOTBETCTBHE OT IPOHU3BOAHTENS HIIH

HETOBHMS  YIBJIHOMOIEH IpencTaBuTen wmu EC 3aBepeHo
B.1.11.\cepruduxar 3a crorBercTBHEe ¢ Jupextnna 98/79/EC, Komue
M3faleH OT HOTHGUIMpAaH opraH mo ¢cMHCHIA Ha 3MU;
Cepruduxar 3a kauectBo - CE MapkupoBKa, CHIIIACHO 3aBepeHo
Jupextnsa 98/79 EC uiu eKBHBAaICHTHO, Konme
. Jexnapanus, 4e YyYaCTHHKBHT INIPHTEXKaBa BAIHIHO
aspelneHue 3a ynotpeba B crpanarta 3a OIT Nel6 i
v " "
[Ipennaradu IEHOBH IapaMeTpu
41 IlenoBo npemioxenue - [Ipunoxenune 6 3a CbOTBETHATA
ute mo3unus/u 3a OIT Nel$S OpUTHHAI
4.1.1. HenoBo npemnoxenue /IIpunoxenne 6/ 3a cbOTBETHATA
ute mo3unusa/u 3a OIl Nel$ OPUTHHAI

VYyacTHUKBT € npencTaBml COUCHK Ha JOKyMEHTHUTE, ChABPIKALIM ce B odepTaTa
/Mpunoxenne Ne 1 oT JOKyMEHTanusTa 3a y4acTHe B Mpoleaypara/ IOJIHCAH H
HojireyaTan oT Hero.

KoMucusra KOHCTaTHupa, 4c:

Bcruuky onucand B CHHChKa AOKYMEHTH W HHGopManus Osfxa HAJMYHU B
npuioxeHarta ogepra, KaTO KOMHUCHATAa KOHCTaTWpa CJICIHUTE HECHOTBETCTBUSL C
M3HUCKBaHUATAa Ha Bp3noxurens u 3akoHa :

- B EEJOIl e Hanune mauica, HeNbJIHOTa Ha HHPOpMaUHATA.
KoMmucusata He MOXeE 1a YCTAaHOBH ChOTBETCTBHE ¢ U3UCKBAHUATA KbM JIMIHOTO
CHCTOSIHHE HA yUYaCTHHMKA HJIM KPUTEPUHUTE 3a MOA00pP, 8 UMEHHO:

1. B EEJOII, Yact IV ,Kpurepuu 3a moxbop”, A: ,l'ogHoct”, T. 1,
YYaCTHUKBT € AEKJIapHpal, 4e € BnucaH B npodecuoHaleH perucTsbp, HO HE ca
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MOCOYECHH JaHHM 3a Ne Ha paspelmieHHETO 3a THhPTOBHUS Ha €ApO M OT KOIo €
H3aJI€HO.

B ciyudaii, 4ye nokyMeHTa e cBOGOJHO AOCTHIEH U BHAEH OT IIyOJIHYEeH
PErucThp, YYACTHUKBT B CBHIIOTO I[IOJE MOXE Ja IMOCOYM M JaHHH 3a
CHOTBETHHUSI HHTEPHET ajpec.

Ilpeasun ropHoTo M Ha ocHoBaHue 4in.104, an.4 or 30Il u BBB Bp.C
yn.54, an.8 u an.9 or IIII30I1, Komucusra

PE I N:

B cpok oT 5 pa0oTHH AHM OT mHoJiyYyaBaHe HA HACTOSAINHS HPOTOKOJI,
y4acTHHKBT ,,Xeamex Bwarapua” EOOJ - rp.Codus na mnpeacraBu
AONBJIHHUTEIHO CJHEAHHTE NOKYMEHTH H/HJH HHPOpManus :

- KopextHo u nbiaHO nonwsjiHeH W mnoamucaH uupposo EEJOII -
EQVHHUAT eBpONEHCKH MOKYMEHT 3a OOIECTBEHH NOPHUYKHU, CJeJBa Ja ce
IpEeACTaBs 3aABJDKUTEIHO B €JIEKTPOHEH BUA, ChriacHO 4wi. 67, an. 4 ot 30II,
KoATO pasnopenba Ha ocHoBaHue § 29, T. 5, 6ykBa ,.a“ ot Ilpexonuute u
3aKI0UYNTENHU pasnopendu Ha 3011, Biusa B cuna ot 1 anpun 2018 roxuna.

Opepnoxenne ¢ BX.Ne OIIN-05-9/26.04.2018 r.-10.10 4. - ,Codapma
Tpeiiauar " Al - rp.Codus

YuacTHUKBT yd4acTBa 3a o0ocobenu mosumuu Ne 1 JlexapcTBeH
npoaykr A11CC04 CALCITRIOL  IlepopanHa d¢opma kamc”; Ne 2

»JlekapcTBeH npoaykT HO5SBX01  Paricalcitol 1 mcg ITepopanna ¢opma
tabm; Ne 4 JlekapctBen nponykt BO3XAO1Erythropoietin -6bp3oaeiicTBamg
2000E [TapentepanHa ¢opma mupui; Ne 5 ,JlekapcTBeH HOpOLAYKT

B03XA01 Erythropoietin 6sp3oaeiicteamr 3000E Ilapenrepanmna d¢opma

mopun; Ne 6 ,JlekapctBen npoaykt BO3XAO01 Erythropoietin -
onp3oaeiicrBam- 4000E Ilapentepanna popma munpum;Ne 7  , JlekapcTBeH
npoaykr BO3XA01 Darbepoetin alfa - 40 mcg IlapeHtepanHa ¢opma
mpui; Ne 8 | JlekapctBen BO3XA01 Darbepoetin  alfa - 60 mcg
[TapenTepanna ¢opMa MIIPHUI; No 9 »J|€KapCTBEH MIPOAYKT
HO05BX01Mimpara 30 mg x 28 6p. Ilepopamna ¢opma Tabn.”; N 11
»JlekapcTBeH npoayKT VO3AE02  Sevelamer 800 mg Ilepopanna dopma
tabn.”; Ne 12 ,JlekapctBeH mnpoaykt HOSBXO04Parsabiv 2.5 mg/ 0.5 ml
[Tapentepanna dopma amnyau” u Ne 16 Meaununcko usaenune- ®UCTYIIHU
Uriju .
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Y4acTHUKBT € IPHIOXKHUI KbM odepraTra CH CIEJHUTE NOKYMEHTH U
uHpopManus:

JOKYMEHTHU

Bun Ha joKyMeHTHTE
(opucunan unu
3aeepero konue)

Cnuchbk C OJOKYMEHTHTE, ChABpXamu ce€ B obdeprara -

monaBa odeprara, HE € 3aKOHHUAT TPEACTABHTEN Ha
yJacTHHKa /ako € mnpunoxumo/; IIbaHOMOIIHO 3a
TMpEeACTABHTEICTBO Ha HMeTO HAa Pymen Kones

! [Mpunoxerune Ne 1 OpuTHHAT

[I SasBICHHE 3a y4acTHe:
EE}IOH—HpHnomeHHe 2, EEJLOII, npencTaBeH CHIIacHO

21, pasnopenbute Ha wi1.67 an.4 ot 3O0Il, cuutano oT1| MNpeAcCTaBeH Ha
01.04.2018 r. - B nBa ¢opmara: pdf - eneKTPOHHO| ONITUYEH HOCHUTEN
noanucad u xml (espd-response);

29, VIOKYMEHTH 3a JOKa3BaHE Ha NpENNpUETHTEe MEepPKH 3a] HEIPUIOKUMO
HaJeXKIHOCT /aK0 € IPHIOKUMO/;

53, flexiapamus 3a CBIJIACHE OT TPETO JHIE IO 9. 65, air.| HENPHIOXKHMO

ot 301l /ako € IpHIOXKHUMO/;

2.4. Mlexknapanus mo wi. 101, an. 9 w an. 11 or 3011 3 6pos opuruHanH
ITpunoxenue Ne 11/;
Jlexnapanus mo win. 3 wum wi. 4 or 3akoHa 33 OpHUTHHAI
MKOHOMHYECKHTE W  (OUHAHCOBH  OTHOUIEHHA  C

55 [IDYXKECTBaTa, PETHCTPHPAHH B  IOPHCAMKUHMH  C
npedepeHIHANCH NaHBYECH pPEXKHM, CBBP3aHUTE C THAX
Muma ¥ TEXHUTE  AeHCTBHUTENHH  cOOCTBEHHIHM
Ipunoxenue N 12/;

26. Mlexmapanus mo wi. 6, an. 2 ot 3aKOoHa 3a MEPKHTE OpHMIrHHal
cpemy u3nupaneTo Ha napu /IIpunoxenne Ne 13/;

2.7. JBexnapanus no 4n.54, an. 1 ot 30II-Ilpunoxernne Ne9 |3 Gpos opurunaau

I |Odepra
TeXHAYECKO MpeMJIOKEHHE, OKOMILIEKTOBAHO 3a BCAKA
o6oco6eHa moO3WHHA  HOOTAEAHO H  CHIABPXKAIIO

3.1. CBOTBETHO:

HOTapHallHO 3aBEPEH
JIOKYMEHT 3a yNBIHOMOINABaHE, KOTATO JIMIETo, koerol PEHHAC,  MOCTaBCH
BM TexHHUECKO

peanoxenue 3a OII
o] ¥ 3aBepeHH KONHUSA
a BCAKa cielBama
6ocobeHa mo3unus




B CBOOOJEH TEKCT/

€XHHYECKO  IIpeJJOXEeHHE 3a  H3NBJIHCHHE  HaOpUTHHAI
mopbukata /IlpuinoxeEme 5/ B CHOTBETCTBHE C
3.12. hrexunueckute crmenuduKAUME ¥ H3MCKBAHHATA HY
BH3IOXKHUTENS - 32 CbOTBETHATA/UTE MO3HIHA/H
€KJlapalldsl 3a ChIJIaCMe C KJIAay3WT€ Ha MPHIOXEHHS
3.1.3. P P Y P OPUTHHAI
poekT Ha goroBop (IIpunoxenue Ne3);
eKkjapamus 3a CpoKa Ha BalUJHOCT Ha odeprara
3.1.4. F pal P g ep OpHUTHHAI
(ITpunoxenue Ne 4);
Jlexyiapanusi, 4e IpM H3TOTBIHE Ha odeprara ca
15 ClIa3eHH 3aABJKEHHATA, CBBP3aHM ¢ JaHBOU H
P' "”" |DCHTYpPOBKH, Olla3BaHE Ha OKOJHATa cpeja, 3aKpuiia
Ha 3a€TOCTTA M YyCIOBHATa Ha TPYX (AKO € MPHUI0KUMO) OpHUTHHAI

3.1.6.

Jlpyra uedopmamus H/UIM AOKYMEHTH, H3UCKAaHH OT
BBH3JOXKHUTENA, KOraTo TOBAa c€ Hajara OT IpeaMeTa Ha
MOpbYKaTa:

1. Ilexnapamnus 3a CBHOTBETCTBHE OT
NpPOU3BOIUTEIS UITH HETOBHUSA YIBJIHOMOIICH
MpeaCTaBUTEN o801 EC cepruduxar 34|

cboTBeTcTBUE ¢ Jlupektuna 98/79/EC, uznanen
or HoTHQUUHUpaH opraH mo cMmuckiIa Ha 3MU;

2. Cepruduxar 3a xauectBo - CE wmapkxuposka,
CBHIIIACHO JupekTtusa 98/79 EC HITH
EKBHUBAJICHTHO,

3. Karano3u, 6pomypu;
4. Jlexnapauus 3a OcCHrypsBaHe H4 HeoOXOmXMMHUTE

P(OJII/I‘ICCTBa MCOUIIHMHCKH U3ACIHUA,

5. Jlekmapamus, OTHOCHO CpPOK Ha TOXHOCT Ha
npenjlaraHuTe MEIUIIUHCKH U3IeNus;

6. Jlexkmapanus, OTHOCHO o¢epUpaHHTE MEAUIHUHCKH
W3neaus;

7. Onuc HAa IPEACTaBEHUTE MOCTPH;

8.lexyiapanus,ge T1eKapCTBEHHUTE MPONYKTH MPUTEXaBaT
pa3peureHne 3a ymorpe6a W dYe CHIIMUTE OTrOBapAT HA
3JIITXM un EBpomeiickoTo 3aKOHOJATENCTBO;

0. Jleknmapanus mo wi. 55 an 6;

10. OTopu3anuOHHY NHCMa,

Opuruean u
3aBepeHH
Konus
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11.lexknapanusa, d9e  mnpemiaraHuTe  JEKapCTBEHH
NpoAYKTH ca BKiIodeHm B IIJIC, akTyalleH KM marara
Ha moJaBaHe Ha OQepTHUTE;
12 Jlexnapanus, 9e ieKapcTBEHHTE NPOAYKTH me O6bnat| OpuruHan u
C OBpXaBHa peryjuMpaHa meHa, chriacHo uia. 258 u ci. 3aBepeHH
B.1.6. \or 37TIIXM; Konus
13. Jlexnapamus 3a OCHT'YpABaHE€ HA HEOOGXOIMMHTE
[KOJIMYECTBA JICKAPCTBEHU MPOAYKTH;
14. Jlexnapauus, OTHOCHO CpOK Ha TOJAHOCT Ha
NpejaraHuTe JEeKapCTBEHU MPOAYKTH
"[Ipeanaranu neHoBH napametpu" 3a OIT NeNe 1, 2,4, 5,
6, 7, 8, 9,11,12 u 16, upeactaBeHH B OTACIHHU
v 3ane4yaTaH¥ IUIMKOBE 3a Beska OT odepupaHHUTE
o6ocobenu MO3UIIMH  TOOTHEIHO, BCEKH eIV H
CbABPXKAII:
41 [leroBo mpennoxenue - [IpunoxeHue 6 3a cHbOTBETHATA
UTE NO3UIUSA/U OpHUTHHAI
OPHUTHHAT Ha|
411, XapTHECH U
I[leHOBO peaJioxKeHue /TlpunoxeHue 6b/ 3aleIEKTPOHEH
CHOTBETHATA /HTE NO3MIHA/H HOCHTEJ

YuacTHHKBT € npezacraBul CIIUCHK Ha JOKYMEHTHTE, ChIBpKamy ce B opeprara
Mpunoxenne Ne 1 OT noxkyMmeHTanusTa 3a ydacTHe B IponeAypara/ IOAIKMCaH MU
MOJTI€YaTaH OT HEro.

Komucusra koHCTaTupa, ge:
- Bceuuku onucanu B CrnMchKa JOKYMEHTH M mHpopManus 6gxa HAJTUYHH B
npwiokeHata odepra, HO € HaNWIEe JIUICA, HEMBJIHOTA WX HEChOTBETCTBHE Ha
MHPOPMAUUATA, BKIFOUUTEITHO HEPETOBHOCT WIH (paKTUUECKa IPEIKa, 8 HMCHHO :

[Tpenocrasenuar EEJIOII He € oOTHOocMM KBM HacTosIaTa IpoIenypa.
VYyactaukst € npenacraswi EEJIOIN, otHacsin ce 3a mpoueaypa Ne 2018/5053-116999 na
Kommekcen oHkooru4eH 1eHThp-Crapa 3aropa” EOO/I.

IIpenBun ropHoTo u Ha ocHoBaHue 4i1.104, an.4 or 30II u BBEB Bp.C
qn.54, an.8 u ai1.9 ot IIII30I1, KoMucusra

PE Il K:
B cpok oT 5 paGoTHH AHH OT MHoJy4YaBaHe HAa HACTOSIIHA NPOTOKOJ,

ydacTHHKBT , Codapma Tpeiiamar " AJl - rp.Codus aga npeacraBu
AONBJAHHUTEJNHO CJAEeAHHTE JOKYMEHTH H/HJAH HHPOpMaNus :
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- KopekTHO ¥ ©OBIHO DHONBIHeH W moiamucaH uudpposo EEJOII -
EauHHMAT eBpONeHCKH NOKYMEHT 3a OOIECTBEHM IIOPBYUKH, CII€ABa Ja ce
InpencTaBd 3aJBJDKHTENHO B €JeKTPOHEH BUJ, ChrilacHO Wwi. 67, an. 4 ot 3011,
KoATO pasmopenba Ha ocHoBaHme § 29, T, 5, 6ykma ,.a“ or Ilpexomuurte u
3aKJII0YUTETHH pa3nopenbu Ha 3011, Bnu3a B cuna ot 1 anmpun 2018 roauna.

C ToBa cBoe pgeictBue Komucusta 3aBbpIIH AeHHOCTHTE CH
pasrnexnaHe H o0ChXJaHe Ha JIHYHO CHCTOSHHE M Ha KpUTEpUHTE 3a moxbop,
KakTo H TEXHHYCCKUTE INpelJoXKEeHUud Ha YYaCTHHIHUTE, CcJeJ KOETOo
€AUHOOAYLUHO

PvEIlII/I:

3aBppmBa IHPBOTO CH 3aceJaHME, KaTO HACPOYBa CIEABALIOTO CHU
3acenanue 3a 15.05.2018 r. /Bropuuk/ ot 11.00 uaca B 3acegarenHara 3aja B
crpagata Ha MBAJI ,,JI-p UBan Cenumuncku” AJl rp. Ciousen, 6yn. ,,Xpucto
BoreB” Nel.
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