Maprime: R A DEABTIEHIE T4 IMEHEH = LU DR TEAHA TP OPL AL feapnus 1

AFEHLIAA O OBLUECTBEHNM NOPBYIKHA
P i 10600 Codua, yn. Jiere 4
"Fh‘ {3 ii e-mail: kgcuaoo bg , aocn@aop.bg
MHTEDHET afpac hitp: /ZWV\I\N agp.hg

PEHJ-[ HUE 3A OO0OBFPABATE HA OBABJIEHUE 34 H3MEHEHME LI
JOITBAHMTETHA MHOOPMAYTM A

(Mudopmaliuara He ce myfauryea 8 Ofuimanes pecTHEK Ha BEC

[Mopoexr

Blsa ny6muxysane

Peruenue 3a ofo6psiBae Ha oBABICHHE 332 H3MEHEHNE WIH NOMBIHATEHA HHGOPMALNA i 05SBNIeHHe
34 UBMEHEeHMe Wil JONBIHHTEIHA HHPOPMAIIHA

O6sBNeHEe 32 N3MEHEHNE WIH JOIBTHHTEHA HHDOpMAaIis

L& .
Pemennie HOMED: N ’%’ Ot gara: 29/06/2026 nji /MM /TrTT

I: Bb3JIOMKUTEJL

I1.1) HamMeHoBaHue B apec

Odunnanso HauMeHOBAHHEE! ) HaiyonaneHs PerucTpallioHed HoMeD: 2
YMBAJI Ceetu I'eoprm EAJl, upes uInwiHUTenHms| 115576405
ONPEKTOP

ITomencxu anpec:
Byn. lemepckxo moce 66

T'pan: xozx NUTS: Tlomenckn xox: Jepxasa:
lnosous BG421 4001 BG

JIxlle 3a KOHTaKT: © | Tenedon:

Xpucro lerkos - creumanmcT obmecTBeHM +359 32602930

TIOPBUKM

EnexTponHa nousa: Qaxc:

hristo pl98l@abv.bg +359 32644058

HnrepHer axpec/u

Ocnogen agpec (URL):

http://www.unihosp.com

Arpec Ha npoduna Ha xymysaga (URL):
http://unihosp.prozop.com/?
g=page&idd=index&porachkaid=20200320aSFy6588623

II: A IMMHUCTPATHBHA MHOOPMAIFLA

IL.1) IIpomenypara € OTKpPHMTA C:
Pemerve gomep: 507 Ot mara: 11/06/2020 an/mMm/TrTT

II.2) Pedpepenren HoMep {(xaKro e MOCOYEHO B OPUIMHATIHOTO oGaBiaenme, axo e
TPHJIOMMMO )

I1.3) YumnkageH HOMEp Ha HOpbykaTa B POIL:
00325-2020-0028(NNNNN-yyyy-xxxx%)

III: ITPABHO OCHOBAHUE

B Unen 100, an. 1 or 30T1

[J4nen 100, an. 7, . [...] or 3011

[J4nen 100, an. 11 ot 30I1

[Tj4nen 100, an. 12, 7. [...] or 30II

[ 14Ynen 179, an. 1 ot 3011

[4nen 100, an. 7, 1. [...] 858 Bp. 4. 177 ot 3011
[]"4nen 100, an. 11 BB Bp. un. 177 oF 30T

[ ]49nen 100, an. 12 1. [...] BBB Bp. ¢ un. 177 ot 3011

YTHIT; 5d90dc6a-026c-4f62-8c90-bf374d6n27he ]



Maprina: PELIEHIE 3A OINORPABAHE HA OBSBNEHHE 3A H3MEHEHHE WU JOMTBAHMTENHA HHOOPMALTA (sepenn 7)

IV: OOBPABAM

OGaBrIeHUeTO 22 H3MeHeHHE HJIH 22 O BIHHTe/HA HEQOPMais

VI: JOIIBJITHUWUTE/THA HHOOPMAITA

VI.1) JompaurreaHa HHPOopMaiia (KOraTo e IPHICKIHMO ):

VI.2) [Ipouegypu 1o oGKaIBAHE

VI.2.1) Opras, KOHTO OTTOBapA 34 HPOleAypuTe o of:xarsaHe
Odunuaino HauMeHOBaHHE!

Kommcusa 3a 3alMTa Ha KOHKYpPeHUMATA

Tlomencku axpec:

ByJ. Buroma N 18

T'pan: . ITomencku xox: JBpxana:
Codus 1000 BG
Tenedon:
+359 29884070
EnexrponHa noma: Daxc:
cpcadmin@cpc.bg +359 29807315
Hutepner agpec (URL):

http://www.cpc.bg

VI.2.2) lloxasaue Ha »xanbu
Touna HHGOPMALHA OTHOCHO KPaeH CPOK/KPAHH CPOKOBE 3a [I0JaBaHe Ha anbm:

CerjtacHo un.197, an. 1, 7. 1 oT 30I. ,

VI.3) Jara Ha usnpamaHe HA HACTOAIOTO pememeﬂ

Jara: 29/06/2020 gg/mm/rTIT -
Y i
VII: BB3JIOKUTEJ VS
S o
VIL.1) Tpure umena: (Ilogmize) S T ) r i .
llpod. n-p Kapen EBEpusaHos Ixamb B S AU TE O He
VII.2) JIrbiHOCT: % ! o Y ) 70
Us3IbiIHMTENeH OMPEeKTOPR 5 OCHOCG S Heed z4 - D 62;/
T
o IIpurypka xesm O(bnunaﬂ\é“ 4 - . ’;7 s
& Ta aq- D o7 2[)
i o Wugopmanus u orstaiia Gopmysia ’
# %
e W \

IIOIIPABKA

O6aBIeHYE 32 H3MEHEH A MIH 34 JOIBIHUTE/IHA MHEOPMALHS
Hupexrtusa 2014/24/EC/30I1, Jupextupa 2014/25/EC/30I1

Benexka: AKO KOPeKUMH WIH H3MEeHEeHH Ha OGABIEHIA JOBEAAT A0 CHINECTBEHA POMAHa
HA yCHOBHATA HA MpPOILeypaTa, € HeoGXoAMMO Aa Ce YABAKAT IbPBOHAYAIHO IPEaABHIeHUTE
KpaHHM CPOKOBE HJIH /i3 C€ CTAPTHPA HORA HPOUELYPAa.

TlopruxaTa e B o6aacTHTe 0T6PAHA H CHIYPHOCT Oal] He

PA3SAEJI I: BB3JIATAINL OPTAH/BH3JIOFKHMTEL (kaKkTo € MOCOYEeHO B
OPUTHHAJIHOTO O0ABIECHHE)

I.1) HaumMeunoBaHue U agpecu !

OdunuanHo HauMeHOBaHUeE: HanmonasieH perucTpaliloHeH HoMep: 2
YMEBAJl Ceru I'eoprm EAL, upes3s manbaHuTenHus| 115576405
OMPERTOP

Ilomencku agpec:
Byn. llemepcko moce 66

T'pan: ko NUTS: ITomreHckH KOx;: JBpxasa:

VHIT: 5d90de6a-026¢-4{69-8¢90-bf374d6a27be

%)



Mapriga: PELUEHHE 3A OJOBPABAHE HA OBSBJIEHHE 3A H3MEHEHHE HITH AOMEIHUTENHA HHOOPMALTA (vepoun 7)
P I

Nnosous BG421 4001 | BG
Jlnie 3a KouTAKT: Tenedon:

Xpucrto IlleTkoB ~ coeuManaMcT oOmecTBeHM +359 32602930
TIOPBUYKHK

Enextponna noia: daxc:

hristo pl98l@abv.bg +359 32644058
YutepHer anpec/u

OcnogeH aapec (URL):

http://www.unihosp.com

Anpec Ha mpodmsa Ha kymyBada (URL):

http://unihosp.prozop.com/?
g=pageé&idd=index&porachkaid=20200320aSFy6588629

PA3AEJL II: IIPEIMET (kakTo € MOCOUEHO B OPUTHHAIHOTO OGABICHIE)

I1.1) OGxBaT HA OfLIECTBEHATA MOPHYUKA

11.1.1) HamMmeHoOBaHHeE:

JocrTaBka Ha JeKapCcTBeHM [IPOOyKTH, HeoOxoovMmM 3a nelHoctra Ha YMEBAJ
~CBeTu T'eopru™ EAI

Pedepenten Homep: 2 -

I1.1.2) Ocuosen CPV xox;: 33140000
Homeauurenes CPV xon: 1 2

11.1.3) Bup Ha iopsuxa
[ JCrpownrencrso B Mocrasxn [ Veryrm

II.1.4) KpaTko ommcaHue: .
JocraBka Ha JIGKAPCTBEHM NPOOYKTM, HeoBXOoIMMM 3a JeMHocTTa Ha YMBAIJ
Ceeru T'eoprmu EAJ, cermacHo CHeuudrxaumMAaTa Ha BbIJjIOXMTelIS.

PASJEJI VI: JOIIGJIHUTE/IHA MHOOPMAIIAA

VI.5) [laTa Ha H3IpaIane Ha HACTOAM0TO 06GaBIeHHe
Hata: 29/06/2020 nn/vm/rrrr

VI.6) IIpenparka KbM OPHIMHAIHOTO 00ABIACHHE
OpurnHanHO 00sB/IEHHE, U3NPATEHO Ypes 7

[(eNotices

BKTED eSender

[IZpyro
ITorpeburencko smusame 8 TED eSender: 7

CripaBka 3a 06s1BJIeHHA:2020-982796 7 (ToAWHA 1 HOMED Ha JOKYMEeHTa)
Howmep rHa 06aBnenunero 8 OB va EC: 2020/S 115-278746

JlaTa Ha H3Opamase Ha OpHIHHAIHOTO o6ABnenne: 7 03/06/2020 nn/vm/rrrr

Howmep Ha o6sasernero 8 POIl: 980468

PASAEJI VII: TIPOMEHI

VIL.1) Findopmaius 3a KOpUTMpaHe WiIH Ko0aBaHe

VII.1.1) IIpuansaa 3a usMeHeHnue 7

PIIpomsana B wepBoHaYanHaTa HHGOPMALKSA, OAAZIEHA OT Bh3/IaTAlM OPTaH

[MTy6nuxysanu B TED nauam, KOWTO HE CHOTBETCTBAT HA ITBPBOHAYAIHUTE, IOAALEHH OT Bh3/IArALI
OpraH

VII.1.2) TekeT 3a KOpHrHpaHe B OPHTHHAJIHOTO oGasaenue 1 (MOJLA, yKaKeTe ChLOTBEeTHIN
Ppasjzes M HoMep Ha naparpad B OpHIHHAIHOTO OGABIeHHE)

Howmep Ha paszen: Iv.2.2 O6ocofena noznmusa No: 2

Yacr OT TeKCTa, KoATo TPAOBA 4 ce TPOMEHH:

Bmecro: Ja ce ueTe:

20/07/2020 pom/mu/rvrrr  HYac: 16:00 07/08/2020 mm/mv/vrerr HYac: 16:00
Howmep na paznen: iv.2.7 Obocobena nosumyst NO: 2

Yacr oT Tekera, KosaTo TpAOBA [a Ce TPOMEHH:

Bmecro: Ha ce uete:

21/07/2020 mmn/mv/mrrr Yac: 08:00 10/08/2020 nn/ma/rrrr Yac: 08:00

VIIL.2) dpyra gonprHureHa nudopmaima 2
B TexHumdeckaTa chHeurdprkalMsa Ba HOMEHKJaTypeH pen 753, J06BA0Z,
Immunoglobulins, normal human, for intravascular adm, fl. e monycHara

YHIT: 5d90dc6a-026¢-4f69-8¢90-bf374d6a2Tbe



Tapruga: PELLIEHHE 3A OJIOBPABAHE HA OBABAEHIE 3A HIMEHEHNE 1T JOMBJIHHITEIHA HHOOPMAIIHS (sepeus 7)

TexXHMdYecka Tpelika KaTo & 3alMcaHo, 4Ye KOMMUECTRBOTO JeKapCTBEeHO BeleCTBO
B rocoueHaTa JsexapcrBeHa ¢opma e 100mg/ml 10ml. C HacToAmOTO Ce NpaBM
KOPeKUMA Ha M3MMCBAHETO Ha KOJMYEeCTBOTO JIEKAPCTEBEHO BELieCTBC B
rnocoueHaTa JekKapcTBeHa QopMa, koeTo cjelBa ma ce dere 100mg/ml 20ml.

B TexHuwueckaTa chneuudMKalMa Ce M3MeHd TeHEePMUHOTO HauMeHOBaHMe Ha
JIeKapCTBeHuTe MNPOOYKTM 3a HOMEHKIATYypHHM pernoBe 219, 221, 224, 226, 231,
236, 238, 244, 249 m 252, KaTO Ce OONBIBA ONMCAHMETO OTHOCHO BMIOa Ha
nracrTMacara Ha OaHKWMTe, a MMEeHHO: - [OoJIMeTMIIeH, C OBa He3aBMCHMM
CTepUIIHM OTBOpPA.

Ha mnpodmia Ha kynyeada ce nyoOiamKyBa aKTyalMsMpaHa TexHWUYecKa
crneuudmMranma Ha JIeKapCTBEHMTE MNPOOYKTM, B KOATO Ca OTPABEHM [OCOUEHMUTE
KOpekUMM. B®B BpBb3Ka C TOPHOTO, KPaWHMAT CPOK 3a nonaeaHe Ha odepTwW M
JaTaTa Ha OTBapgHeTO MM Ce NPOMEeHA CBIJIACHO NOCOYeHMTe IaTH B
HaCcToAmMOTO oOABIeHUe.

B’bBJIaI‘aILIH_HT OpI‘aH/B’bE}]IO)KHTeIIHT HOCH OTTOBODHOCT 3a TapaHTHDAHE Ha CIIA3BaHe Ha
3aKOHOAaTEICTBOTO Ha EBpOl’IEI‘;ICKI’Iﬂ ChIO3 U Ha BCHYKHA IIPUJIOXKIIMH 3aK0HH.

1 MOJIfl, TIOBTOPETE, KOJIKOTO MbTH € HEOBX0LHMMO
2 B MPUIOKMMHTE CryYau
7 334 b/BKUTENIHA MHGDOPMALMA, KOSTO He ce Ny6/IMKyBa

VHIT: 5d90dc6a-026¢-4f69-8c90-bf3 74d6a27be



