PAMKOBO
NoP J1-11-4:

OPAIYMEHME
1. M.00.....2015 1.

Juec........ 2015 T BIP. covinninnennrnennennn , MEXILY:

1. MUHUCTEPCTBOTO HA 3IPABEOITA3BAHETO, c anpec: rp. Codus 1000,
mr. “Ceera Henmens” Ne 5, EMK 000695317 u JJIC unent. Ne BG000695317, npencTapisiBaHo
or 1-p Ilersp MoCKOB — MEHHCTBD Ha 37PaBCON3BAHETO H Mapus BenomMoposa — IUPEKTOp Ha
mupeknus ,,@CYC”, HapuuaHO TO-TOIY 3a KpaTkocT “Bp3i0KHTEN” OT €lHA CTPaHa u

2. ,,CTUHI” A, cbc cenanmiie i aapec Ha yIpaBlIcHHe: Ip. Pasrpan, obumHa Pasrpaf,
Oymn. ,,bearapus’ Ne48, 6ok ,,Buromia“ 1, Bx. T, er.4, an.37, EMK 116584586, npencTasisiBaHo
oT Asekcanasp I'eoprueB 31paBKOB B Ka4ecTBOTO My Ha W3IBIHATEICH TAPEKTODP, HApuiaHo
[10-J0JTy 32 KPaTKoCT ,,l loTeHIIHANICH W3ITBJIHATEN,

4a ocHosanue Permenme Ne PJI-11-165/18.03.2015 r. Ha MHHHCTBPA Ha 3/paBeona3BaHeTo 3a
¥360p HA MOTEHIMAJIHHW HM3MBJIHMTEIN IO MPOBEICHA OTKpHTA poleaypa 3a CKIIOYBAHE Ha
PaMKOBO CIIOpa3syMEHHE C IpEAMET ,JI0CTABKA HAa BAKCHHH 33 3a[(bJUKHTEJHH H HEJICBH
MMYHH3alHH H pPeHMYHH3alUMH, OHONPOAYKTH 33 M3BbLPHIBAHE HA NOCTEKCHOIHIHOHHA
npoQHIAKTHKA 32 CbOTBETHHTE IOJHHH Npe3 cpoka Ha AelicTBHE HA CrIopa3syMeHHeTo 1o
obocoGenn mosumun Ne 2, 6, 9, 11, 14, 16 n 17, ce CKIIOYM HACTOAMIOTO CIOPasyMEHHE 32
CIIETHOTO:

I. [EJ 1 ITPEAMET HA CIIOPA3YMEHHETO

Y. 1. Ilenra Ha HACTOSINOTO CNOpa3yMeHWe ce H3pasisa B yCTaHOBSIBaHE Ha
NpOLIE/IyPaTa, IO KOATO Ie OB/IAT CKIOBAHH JIOTOBOPHUTE 3a OOIIECTBEHH OPHUKH 32 I0CTaBKa
Ha BAKCHHH M OMOIPOIYKTH CBC CHOTBETHUTE MeXTyHApOIHH HENATCHTHH HaMMEHOBaHHUA:

oGocobena mo3unus Ne 2, JlocTaBka Ha BaKCHHA CPEILy Ty6epKkynosa“ - Mycobacterium
bovis BCG,

o6ocoGena mosumms Ne 6, JloctaBka Ha BakCHHa Cpeldy [II1]] TyOepkymuH® -
Tuberculini purified Protein Derivative for human use,

oGocoGena mosumms Ne 9 ,JocraBka Ha BaKCHHA Cpellly TETaHyC H nprepus” -
Diphtheria and tetanus vaccine (adsorbed, reduced antigen (s) content,

o60ocoGena mosuims Ne 11 ,,JlocTaBKa Ha BaKCHHA CPELLy KPHMCKa XeMOparuvHa TpecKa™
- Crimean Haemorrhagic Fever vaccine, inactivated,

oBocoGena mosumust Ne 14, JlocTaBka Ha HOBEUIKH HOPMAlCH AMYHOTJI00YIHH,
necneunduuen - Immunoglobuline normal human for extravascular administration,

oGocobena mozumms Ne 16 ,JlocraBka Ha CEpyM npoTHBOARGTEpUEH” - Diphteria
antitoxin ¥

oGocobena nozunug Ne 17 ,. JloctaBka Ha CepyM IpOTHBOTETaHHYEH " - Tetanus antitoxin

HeoGxomuMu 3a obesmeyasaHe Ha VIMyHW3aIMOHHWA KaICHIAP Ha CTpaHarta 3a
CHOTBETHHTE TOMHY [IPe3 CPOKa Ha JEHCTBHS HA CIIOPasyMEHUETO.

Y. 2. [IpeaMer Ha HACTOSIIOTO CIOPasyMEHUE € CKTIOUBAHE Ha JOTOBOPH 3a JIOCTaBKa
Ha BAKCHHH ¥ OHONpPOAYKTH Cbe cremuure MexayHapoxHH HeNnaTeHTHH HAUMEHOBaHMI!
Mycobacterium bovis BCG, Tuberculini purified Protein Derivative for human use, Diphtheria
and tetanus vaccine (adsorbed, reduced antigen (s) content, Crimean Haemorrhagic Fever
vaccine,  inactivated, Immunoglobuline normal human for extravascular administration,
Diphteria antitoxin u Tetanus antitoxin 3a mepuox 1o 48 mecena.



Y. 3. JloroBopuTe 3a KOHKPETHHM [IOCTaBKM Ha GHOTIPOILYKTH, 3a ole3leyapaHe Ha
IMyHHM3aI[HOHHHUS KaJICHAAp Ha CTpaHaTa LIe ObaaT CKIIOYBAHH CJell OTIPaBsHE Ha MOKaHa N0
BCHUKHM CTpaHH IO PaMKOBOTO CIOPa3yMEHHE, IPH yCJIOBHATA Ha 1. 936, an.3 or 3011, B
CHOTBETCTBHE ChC 3AIOKCHHTE H3MCKBAHHSA B PaMKOBOTO CIIOPasyMEHHE, € M3KITIOYCHHE Ha
I'bPBOHAYAHMS JIOTOBOpP, KOHTO c€ CKirodBa IpH ycnoBusaTa Ha Wi 93B OT 3011 3a
xonuuectsara, nocouenn B [nmaBa Il ,, Texnuuecka cnenudukanus” Ha JOKyMEHTanusTa Ha
o6HIecTBEHATA TOPHUKA, HA IICHUTE IPEJUTIOKEHA OT H3MBIHHTCI B [IEHOBOTO TPEII0XKECHHE 3a
cpok 10 31.12.2015 roxuHa.

I1. IPOBEXJAHE HA KOHKYPEHTHA MNPOLEAYPA

Yy 4. 3a CKIIOYBAHETO HA BCEKH IOCIEABANl KOHKPETEH JIOTOBOP 32 Bh3JATaHe Ha
oGLIecTBeHa [OPHUKA, BB3NOXKHTENAT OTKPHBA KOHKYPEHTHA MPOLIEAYpa, KaTo OTIpaBs MMOKaHa
J10 BCHUKH CTPAHH T10 PAMKOBOTO CIOPAa3yMEHHE, IIPH YCIOBUATA Ha ML 936, an. 3 ot 30IL

Y. 5. (1) B mucMeHaTa MoKaHa 3a NpPEJCTaBAHC Ha odepTy BB3IOKHUTEIAT MOCOUBA
KOJIHYECTBOTO, CPOKa 3a TPEACTaBIHETO Ha OdepTHTE, xoiito ¢ 10 (mecer) AHH, CUHTAHO OT
JaTaTa Ha IONy4aBaHe HA NMOKaHaTa, KaKTO W BCHHUKW Jpyrd H3UCKBAHUA [0 CKIIOUBAHETO HA
KOHKpETHHS JOTrOBOD.

(2) C mokaHaTa BB3I0XKUTEIAT U3HCKBA OT HOTEHITHATHUTE H3ITBIHUTENH Jia IPEACTaBAT
odepTM ¥ KOHKPETHO IEHOBO MPEIOKCHHUE B CBHOTBETCTBHE C H3HMCKBAHUATA, NOCOYCHH B
roKaHara.

(3) 3a pasriexaHe U KIIACHPAHE Ha MPEICTABEHATE odepTH BBIIOKHTENS Ha3HAU4BA
KOMMCHS. 3a pe3ylNTarTHTe OT paboTara CH, KOMHCHATA CHCTaBi IPOTOKOJI 33 KJIaCHPaHE Ha
ojepThTe M ONpENeNsHE Ha M3NBIHMTEN HAa CHOTBETHHA noroBop. PaboTara Ha KOMHCHATA
IpHKITIOUBA B CpoK 110 10 (meceT) pabOTHH IHH, CYATAHO OT laTaTa Ha Ha3HAYaBaHETO ..

(4) 3a M3MBIHATEN CE ONpEAeNs YIaCTHHKA M3MbIHHIT H3UCKBAHUATA Ha BB3JIOKHUTENS,
ocoueHd B ohepTaTa i NPEIONKUI Hali-HUCKA [ICHA.

IIL. CPOK HA CTIOPA3YMEHHUETO

Y. 6. CpoKsT Ha HACTOSIIOTO PaMKOBO CHOpasyMEHHE € mo 48 Meceua, CUATaHO OT

Jarara Ha MOANKMCBAHE.
IV. HEHA

Yy, 7. (1) Ilenara Ha IHPBOHAYANHMSA JOTOBOP, CKIIOHCH IIpH yCIOBUSTA HA Wi 93B OT
3011 e neHaTa ocodeHa B odepTara Ha y4acTHHKA, IPCITOKHIT Hali-HHCKa lIEHa.

(2) Llenara o BCHYKH IOCICABALIHM JOTOBOPH, CKJIIOUCHH Ha ocHOBaHHe 41930, al. 3
ot 3011 B3 OCHOBA HA HACTOSIIOTO PAMKOBO CIOpasyMCHHUE, CC dopmupa Ha 6aza MONYICHUTS
odepTH B KOHKypEHTHATa IIpOIeypa.

(3) Tlpu oTkpuBaHe Ha IiOC]e/Ballld KOHKypEHTHa Ipollelypa Bb3 OCHOBA Ha
CKJIFOYEHOTO  PAMKOBO  CIIOpasyMEHHE  MOTCHIHATHHAT W3OBIHATE 1O  PaMKOBOTO
cropasyMeHHe He MOXe Jia Ipejiiara o-Bucoka 1ieHa OT 3adBeHaTa B [I'bpBOHAYAIHATA odepra.

V. IPABA ¥ 3AIBJIKEHMS HA CTPAHUTE

Y. 8. B3IOXKHTEIAT HMa IPaBo Ja IPOBEeXkJIa MpoLenypy u 1a BBb3JIara OOILECTBCHH
OPBUKH CHC CXOJCH MIIM MACHTHYEH MPEAMET H3BBH HACTOSIIOTO CIIOpa3yMEHHE MO BpCME Ha
IIEUCTBUETO MY.

Y. 9. (1) INoTeHUMATHATE M3MBIHATENN CS 3a/(b/DKaBaT [a TpencTaBsAT opepTH HpH
YCIIOBUSTA HA HACTOSIIOTO CIIOPasyMEHHE MpH ITOMCKBAHE OT Bb3JI0KHUTEILA.



(2) [ToreHMaIHATE U3NBJIHUTEIN CC 336DKaBaT Ja CKiuaodaTr H HU3NBIHABAT
KOHKPETHHUTC JOTOBOPH, 6831/IpaHI/I Ha HACTOAMOTO PAMKOBO CIIopasyMeHHC.

V1. TAPAHIIMHA

Yor. 10 TToTeHIMATHUAT H3IBIHATEN IPEJOCTaBs rapaHiys 32 U3IBIHCHAC B pa3Mep Ha
3% OT IeHaTa Ha BCEKHM KOHKPETEH IO0roBOp 6e3 JUIC, ckito4eH Bbh3 OCHOBA Ha HACTOAIIOTO
criopasyMenne. [ 'apaHuusTa ce IpeACTaBs B €1HA OT dopmuTe, CHITIACHO L 60 ot 3akoHa 3a
00IIIEeCTBEHUTE MOPBYKH:
- opurMHal Ha 6e3yCIOBHA U HEOTMEHAEMA GaHKOBa rapaHIys, U3aaneHa oT OBarapcKa
WM dyXaecTpanHa 6anka. bankoBaTa rapaHitus, H31a/IcHH OT qyxJIecTpaHHH OaHKH, cle/iBa 1a
ca aBU3MpaHy gpe3 Obirapcka faHKa, IOTBLPXK/IaBallla aBTCHTHYHOCTTA Ha CBHOOIIIEHUETO.
-mapuyHa CyMa, MpeBeleHa IO GaHKoBa CMeTka Ha MHHHCTEPCTBO Ha

37]paBeona3BaHeTo:

BHE HEHTPAJIHO YIIPABJIEHHUE

Banxos ko1 (BIC): BNBG BGSD;

Banxosa cverka (IBAN): BG21 BNBG 9661 3300 1293 01

VIL. HEYCTOUKH

Y1 11. [Ipu BUHOBHO HEM3IIBIHCHHE HA 33[IbJDKCHUATA CH IO PaMKOBOTO CIIOPa3yMEHHE

Hew3MpaBHATa CTPaHa Jb/DKK HEYCTOHKa B pasMep Ha 5 000 nesa.
Y. 12. [Ipy HEOGOCHOBAH OTKa3 HA M3IIBIHUTEN] 13 CKIIOUH KOHKpETEH JOrOBOp Bb3
OCHOBA HA HACTOSIIOTO CIIOpa3yMeHHe, ChIMUAT IBIDKH HeycToiika B pasmep Ha 10 000 neBa.

VIIL [IPEKPATSIBAHE HA PAMKOBOTO CIIOPA3YMEHHME

Y1. 13. PaMKOBOTO Criopa3yMeHHE C€ IIPEKpaTsBa.

1. C u3THYaHe Ha CPOKa, 3a KOKTO € CKIIIOYCHO;

2. [To B3auMHO ChIJIacUe Ha CTPAHUTE,

Y5 14. Bp30XKHTENAT HMa M[paBo Ja TPCKpATH €IHOCTPaHHO HAaCTOSIOTO
cropasyMeHue ¢ 30-1HEBHO NHCMEHO peau3BECTHE.

IX. CbOBHIEHHUA

Yy 15. Bcuuke cboOLIEHHS MEXAy CIPaHMTe, CBBP3aHH C W3NBIHEHUETO Ha
CIIOPa3yMEHHETO Ca BAJIMIHM, aKO Ca HaNpaseHH B nucMeHa ¢opma M ca MOANUCaHK OT
3aKOHHHTE WJIH YITbJIHOMOIIEHUTE MPEACTABUTCIM Ha [MoTeHIMATHATE U3IBIHUTEIN HIH
Br3noxurens.

Y1. 16. 3a 1aTa Ha CHOOIIEHHETO CE CMATA!

- jarara Ha MpeJaBaHeTo — [PY PHUHO Npe/laBaHe Ha CHOOIICHUETO;

- gaTara HAa TOIIEHCKOTO KJICHMO Ha obpaTHaTa pa3NMCKa — MpPH H3Mpallake o

1o1ara,

- jaraTa Ha IPUEMAHETO — NPH H3Ipallane 1o Tenedaxc, TeNeke Wi e-mail.

Yy, 17. 3a BaiuAHH afpecH 3a MNpUEMaHE Ha CBHOOIICHUSA, CBBP3aHH C HACTOAIIOTO
CIIopa3yMeHHue Ce CMATAT:

3A TTIOTEHITUAJIHUTE 3A BB3JIOXKUTEJLA:
W3ITBJIHUTEJIN:
1. “CTUHI™” AL MUHHCTEPCTBO Ha 3paBeONa3BaHeTo

rp. Pasrpan rp. Cous 1000



oyn. ,,bearapus™ Ne 48 1. “Csera Hemena” Ne §
6ok ,,Butoma“ 1, Bx. [, et. 4, am. 37

men.:02 97031 men.. 02/9301 211
paxc: 02/970 3301. 02/9301 188
e-mail: office.sofia(@stingpharma.com e-mail: mail@mh.government.bg

Y1, 18. ITpu npomsHa Ha MocoueHHs no wi.17 anpec ChOTBETHATA CTPaHa € JUIbXKHA N
YBEJIOMH JIPyraTa B TPHAHCBEH CPOK OT MPOMSHATA.

X. IPYT'! YCJOBUSA

Y1, 19. HacTosAmoTo cnopasyMeHHe BIIH3a B CHJIA OT JaraTa Ha HETOBOTO MOAMMHCBAHE.

Yu. 20. 3a HeypeneHUTE B CHOPasyMEHHETO BBIIPOCH Ce Iipuarar pasnopenouTe Ha
JefCTBAIIOTO 3aKOHOATENICTBO Ha PemyOnuka beiarapus.

Y1, 21. CiopoBeTe MO M3IBIHEHAETO HA CIIOPAa3yMEHHETO Ce PEIaBaT upe3 IMPEroBopH.
[Ipy HEMOCTHraHe Ha CBIJIACKE CLIOPBT CE PEIIaBa 1o cbrebeH pel.

Y. 22. Haii-kbcHO XBM JaTaTa Ha CKIIOYBaHE Ha HACTOAIIOTO CIIOPa3yMCHHEC
[lOTeHIMANENTE H3MBIHATENH TPECTABAT BCHUKH W3MCKYeMH IOKYMEHTH OT CHOTBETHHTC
KOMIIETEHTHH OpPraHy 3a yJOCTOBEPSBAHE JIAIICATa Ha obcTosTescTBata o wi. 47, an. 1, 1. 1 -4
ot 3011 ¥ Ha MOCOYCHUTE B OOSIBACHUETO OOCTOATENICTBA 110 4L 47, an. 2,1.1,2,4u 5 or 3011,
OCBEH KOTaTo 3aKOHOAATENCTBOTO Ha MAbpXaBaTa, B KOATO € YCTaHOBCH, IIPCIBMIAA
BKTIOUBAHETO HA HAKOE OT TE3H OOCTOATENCTBA B MyOnMYeH O€3MIaTeH PErncThp WM
TIPEeIOCTABSHETO UM GE3MUIaTHO Ha BB3JIOKHUTEIIS.

HepaszmenHa 4acT OT HACTOMILIOTO CHOpa3yMEHHE € JIoKyMeHTaIUATa Ha MPOBE/ICHATA
OTKpHTA TOLEAYpa 3a CKIIOYBAHE HA PAMKOBO CIOpasyMEHHE, B T.H. U odepruTe Ha
[ToTeHUMATHATE H3ITBIHATEIH.

HacTosIOTo CrofasyMeHHe ce TOANHCa B TPH €IHOOOpasHHL eK3eMIUnipa — JBa 3a
BB3IOKHTENS B €/IHH 33 3IBIHUTES.

NOTEHIWAJIEH U3NTBJIHUATEJL:
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