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IIOKAHA 3A TONbJBAHE HA O®EPTA

YBAXKAEMH JAMH H T'OCTTIOAA,

MuHHCTepCTBO Ha 3apaBeonassadeTo, rp. Codus, nn. ,.Cseta Henens™ Ne 3. ten. 02/9301
330, daxc 02/9301 451, nuue 3a koHrakT: Bans MuTkosa, e-mail vmitkova/@mh.govemment.bg,
BBB BPb3Ka ChC CKIOUeHO ¢ Bac Pamkoso cnopasymenne Ne PII-1 1-228 o1 11.05.2013 r., Bu ranu
Aa nodaneTe odepra 3a A0CTABKA HA OHONpOAYKTH ¢ MeXKAyHapOaHO HEeMaTeHTHO HaAHMEHOBAHHE
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 # Tetanus antitoxin, cbriacHO CIEAHHTE YCTOBHA H
H3HCKBaHHA:

1. HAYHH, CPOK H MSICTO HA U3ITbJIHEHHE

1.1. CpoK u Ha4HMH Ha 10CTABKA HA GHOMPOAYKTUTE - B CPOKOBETE, TIOCOUCHH B rpadHka Ha
IOCTABKHTE, HO HE NMO-KbCHO OT 10 paboTHH AHH CJIEA M07y4aBaHE Ha IMCMEHA 3aABKa OT AHPCKIHA
TT3I167 B M3 3a HeoOXOAUMHTE KOMHYECTBA. _ ’

1.2. M3nBAHHTENAT € ATLKEH B CPOK A0 48 uaca npean H3BbPIIBAHETO HA BCAKA A0CTABKA,
712 YBEAOMH ITHCMEHO HAH 1o ¢ake M3 3a u3pbpLIBaHE HA NPEACTOAUIATA AOCTABKA.

1.3. MsACTO Ha H3MBAHECHHE HA nopbukata — ckiaana #a HU3IIb 3a ceXpaHenue
SuonpoayKTH, ocurypssaii ot M3, rp. Codmus, By ..CtoneTor™ Ne 44a.

1.4. JIoKyMEHTH 3a MIalliaHe:

- gocTasHa $aKTypa, ChCTaBEHA CBIIAacHO H3HCKBAHUATA Ha:3JJIC u TIN3AJC - opurkHan
H 1Ba HPOS 3aBEPEHY KOMHSA;

- IpHeMaTeHO-NPeRaBaTeTHH IPOTOKOIH, MO obpazen Ha M3;

- [INCMEHH 3afBKH, H3TOTBeHH 0T M3;

- cepTHHKAT 3a 0cBOOOKAaBAHE HA BCAKA MAPTHAA, H3AAACH ot UAJI witn cepTudHKar 3a
0CBOGO M IABAHE HA BCAKA NApTHAA, H3AaAeH OT OQHIIHATHA KOHTPOHA ACKAPCTBEHA n1aboparopHs
B APYTa AbP/KaBa OT EBPONEHCKOTO HKOHOMHYECKO IPOCTPAHCTBO M B Kongenepauns llIBeiinapus;

npuApy&eH ¢ ysenoyMirenne oT MAJI 3a nyckaHe Ha napTHAaTa Ha Na3apa B cTpaHarTa.
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1.5. TlpuemaHero Ha CTOKHTE C€ H3BbpIIBA Clel TOAMMCBAHE HA TNIPHEMATENHO-
npeJaBaTenen NpoToKon Mo obpasell Ha M3, K0eTO 3aAbTKHTENHO CTaBa /el NpEeacTapsiHe Ha
ceprH¢HKaTHTE 33 0cBOOOKAABAHE HA MAPTHAHTE, BKAIOYEHH B JIOCTABKATA, B ChOTBETCTBHE C Ui
69 ot 3MTIXM. : '

1.6. Cpox Ha morosopute - a0 31.12.2017 r.

2. IBUCKBAHHUSA KbM YUYACTHHKA

VYYyacTHHKBT B NpolleAypaTa.cleaBa Aa MPHTEXKABa pa3pelcHUe 3a TbProBMA Ha €1po ¢
AMEKApPCTBEHH MPOAVKTH. '

3. TPA®UK HA JOCTABKHTE

MekiayHapoaHo flexapcraena . I1porxosno n o3 .
Bakcnna ATC ron HEMATEHTHO P Mapka KoAHUYECTB( POTHOIHH CPOROBE Ha
dopma JA0CTABKA H KOAHYECTBA
HaMeHOBaHHeE ao: -
arpun 2017 — 82 500
Mycobacterium Maii 2017 — 82 500
TvBepky: 1 (03 33 -
vBeprynosa | JOTANO bovis BCG napeHTepanHa |[kommiext| 330 000 romi 2017 — 82 500
noexepu 2017 — 82 500
Tuberculini anpia 2017 - 100 000
Ia | purified Protein maii 2017 - 100 000
_ v e X4}
TvOepKYHH 04CFo1 Derivative for napenTepanua fromnnexT| 400 000 toad 2017 - 100 000
human use uoemspH 2017 - 100 000
Diphtheria and ali 2017 - 120 000
' "017 . 13
Teranye u JO7TAM3I (adsorbed, napenTepanua |kommaext| 500 000 fonn 2017 - 130 000
AndrepHa . centeMepy 2017 - 120 000
reduced antigen : ) 3 -
. = aexemBpd 2017 - 130 000
(s) content
. Crimean
Kpiimcka Haemorthagic
xemopariyHa | JO7BX00 = napeHTepaiia |[kommiaexr( 1000 aekemepH 2017 — 1 000
Fever vaccine,
Tpecka L
: inactivated
Yosewxky Immunogicbulin
HopMasieH J06BAOI | & norrnal human napeHtepania [komnaexr| 1500 nekemppu 2017 - 1 500
HMVHOTA00VAHH, for extravascular )
HecneundueH administration
CepyM MpoTHBO- JO6AADI Dlp}_uh?'na napeHTepanHa | Jo3a 50 aexemspH 2017 - 50
audrepHeH antioxin
Cepy™ npoTHEo- JO6AA02 | Tetanus antitoXin | napeHTepaina ao3a 130 nexemBpH 2017 - 150
TETAHHYEH

4. HAYUH HA OBPA3YBAHE HA IIPEJUVIATAHATA LIEHA

Tpu odepupane Ha-lleHATa 3a 1034 ClEBa NOCNCIHATA /1A HE HABHINABA CTOHHOCTTa 10
ui. 55 ot Hapenda 3a ycnosysTa, NpaBHiaTa H pe/la 3a peryjHpaHe W PEFHCTpHpaHe Ha ICHHTE Ha
NeKapCTBEHHTE NPOAYKTH.

CrenBa 1a ce odepHpa H HEHA 3@ KOMIIEKT, BKITOYBAlLa OeprpaHara LieHa 32 eHa 103a
BAKCHHA M CTONHOCTTA HA TEXHWMECKHTE CPEICTBA 3a HEHHOTO MpHmaraHe ChriacHo T.5.6. oT
TeXxHHUECKHTE H3HCKBAHHA. ’

3a 0GocoBeHHTe NMO3MUMHE 33 AOCTABKA HAa OHONPOIYKTH ¢ MeKIYHapOIHO HEMATEHTHO
naumenosatHe Diphteria antitoxin # Tetanus antitoxin ce oepHpa LieHa caMo 3a 1o3a. '

OdepupanuTe HEHH 3@ A03a i KOMILIEKT He TpAOBa /a HANBHLIABAT LICHHTE odepHpaHH B
OTKpHTa NMPOLEypa Mo 0BIUECTBEHA NOPBYKA € IpeaMeT: ., JlocTaBka Ha BRKCHHH 33 3a0BIKHTEIHH
W LleAeBH MMYHHM3ALHH H PEHMYHH3aUKHH, OHOTIPOXYKTH 33 M3BBPLIBAHE HA MOCTEKCMO3ULMOHHA
npoduIAKTHKA 3@ CHOTBETHHTE TFOAKWHH MpPE3 CPOKa HA ACHCTBHE HAa CKIIOHCHH pPaMKOBH
CriOpa3yMeHHus ",

B cavuaii, u¢ mpe3 BpeMeTO Ha AeHCTBHE HA 0roBOpa CTOHHOCTTA, KOATO CREaBd Aa ce
3annaiia ¢ NyGAMYHH CPeACTBa HA ACKAPCTBEHH MPOAYKTH OT 1I03HTHBHHA J€KapCTBEH CIIHCBK
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CTaHe M0-HHCKA OT J0TOBOPEHATA, BL3I0KHTEAAT 0e3YCNOBHO 3arialla AeKapCTBEHHTE MPOAYKTH
Ha MO-HHCKATa LieHa, OT [aTaTa Ha BiM3aHe B CHia HA KOHKPETHOTO pelleHHe Ha HauuoHatHus
ChBET N0 [IEHH U peHMOypcHpaHe Ha ACKapCTBEHUTE MPOLYKTH. '

LienoBoTO mpeanokeHre TpAOBa Ja ChAbpika: €AMHHYHA IIEHA B €BA 0 KpacH moay4atel
oe3 u ¢ JIJIC, xato undpuTe ce U3MUCBAT ¥ € AYMH, a IPH HECHOTBETCTBUC CE 3aUUTa W3IIHCAHATa
¢ AvMH 1eHa; ob1ua cToiiHocT Ha odeprara B sepa 6¢e3 ¥ ¢ JIJIC, kato npy HECHOTBETCTBHE MEKITY
eIHHH4YHATa H o01ara 1eHa ce 3a4uTa eAHHHYHATA,

EAMHHYHATA [IEHA 33 1032 M KOMIICKT 32 BCAKa oTAenHa 000cobeHa NO3HIHSA, CileaABa Aa HE
HAJBHLIABA [OCOYEHATA €JHHHYHA 1I€HA B IIEHOBOTO MpEANOKEHHE. HepasfeilHa HacT oT
cBOTBETHOTO PaMkoBo criopazymerne. LleHaTa 3a onakoBka cle/iBa jia Ce [PeAn0KH 10 BTODH 3HAK
cieq AeceTH4YHAaTa 3aneTas. -

5. TEXHHYECKH H3HCKBAHUA

5.1. OcTaTbYHHAT CPOK HA FOAHOCT HAa OHONPOAYKTHTE KbM jlaTaTa Ha J0CTaBKa CAefBa 1a
Obie He MO—MATBK OT 45 (YeTHpHIeceT H NET) Ha CTO OT OOABCHHUA OT NPOU3BOAHTEA.

B ciayuail Ha mocTaBKa Ha OHONPOYKT € MO — KPaThK OT JIOTOBOPEHHA CPOK Ha TOIHOCT,
W3MBJIHUTEJUIT abmxn HeycTofika, KakTo clesa:

5.1.1. Tlpu cpox Ha romuoct Mexay 44,99% wu 40% - Heyctofika B pasmep Ha 3% oT
CTOHHOCTTA HAa AOCTABKATA;

5.1.2. Tlpu cpok Ha roaHocT Mexay 39.99% n 35% - HevcToHKa B pasMep Ha 3% Of
CTOMHOCTTA HA JOCTABKATA; '

5.1.3. Tlpu cpok Ha roaHocT Mexay 34,99% u 30% - HeycTOlKa B pasMmep Ha 10% or
CTOHHOCTTA HA J0CTABKATA;

5.1.4. Tlpu cpok Ha romHocT Mexay 29,99% u 25% - HevcToiika B pa3mep Ha 30% ot
CTOMHOCTTa Ha AOCTAaBKaTa.

5.2. JlocraBkara Ha OHONIPOAYKT C OCTATHYEH CPOK Ha roaHoceT mo-Mamek oT 30 (Tpuiecer)
Ha CTO OT OOABEHHA OT IPOU3BOAKTENS C€ M3BBPIIBA CaMO ¢ TIHCMEHO CBbInacHe Ha
BB3NIOXWUTEJIS 33 KOHKPETHO KOAMYECTBO, ONpeleieHo OT Hero. MckaHeTo 3a fIHCMEHO
CBIIIacHe cedBa Aa NOCThIH B aenoBoacTeoto Ha BB3JIOXKUTEILA B cpok A0 5 (meT) AHK OT
oAYYaRaHE HA 3adBKaTa-pasnpeneleHue. : |

5.3. JiocTaBKka CbC CPOK HA FOAHOCT 0A 25% He ce LOMYCKa U He Ce 3aniaila oT M3.

5.4. buonponykrure TpAOBa Ja MMAaT BATHAHO DAa3peUICHHE 3a viioTpeba B CTpaHara,
w3nageHo mo pexa Ha 3JITIXM wau Peraasent (EOQ) Ne 726/2004 na EsponieHickHs napAaMeHT H
Cwpera-ta EC (ua. 23, an. 1 or 3JHTXM). B cayuail Ha H3THYaHE Ha CPOKa HA Pa3peLICHHETO 3a
ynoTpeGa Ha JeKapcTBEH NPOAYKT npe3 2017 r., y9aCTHHKBT ACKAAPHPA B CHOTBETCTBHE C M. 35.
an. 6 ot 3JITTXM, ue KoMHUeCTBATa 32 ACKapCTBEHHS NIPOAYKT Ca HATHYHH.

5.5. buonpoaykrute TpsbBa na ObIaT BKAIOYEHH B IPHIOKEHHC Ne 3 ua ITozuTHBHHA
AEKapCTBEH CITHCBK. '

'5.6. buonponyktuTe TpaOBa n1a OBAAT OKOMIACKTOBAGHH C HEOOXOAHMHTE TEXHHYECKH
CPEICTBA 33 TAXHOTO MPHIOKEHHE (MIJH, CIPHHUOBKH/IPE/IBAPHTENHO HAlTBAHEHH CIPHHIIOBKH).

5.7. Tlpu jocTapsHEe B CKilada OHOMPOAYKTHTE TpsAbBa Aa OBJAT OKOMMTIEKTOBAHH C
TeMIepaTyYPHU MOHHTOPH, YIOCTOBEPSABaLlH CIIA3BaHETO HA XJlaAHAHAaTa BepUTa [IpH TPaHCnopTa H
CHXPaHEHHETO A0 IOCTABKaTa CBhI7IACHO VKA3aHHATA HA NPOU3BOAKTEIA (cvra. wi. 10 nva Hapenda
Ne 15/12.05.2005 r.). '

6. PA3SMEP HA TAPAHUMUSTA 3A H3ITbJIHEHHE

[apaHuATa 32 H3TBIHEHHE HA A0rOBOPA € B Pa3MEp HA 3 % (Tpu mpoLeHTa) OT CTOHHOCTTA

na norosopa 0e3 JIIC u ce.npeacTaBs B MOMEHTA Ha CKIAIOYBAHETO MY K4TO C¢ ocBoboxIaBa ciel
HErOBOTO NPHKIIOUBAHE, aKO HE €A HATHIIE OCHOBAHHS 33 321bPKAHETO U.

7. KPUTEPHH 3A OLIEHKA HA O®EPTUTE

_WasepllBa ce OLEHKA HAa HKOHOMHMYCCKH HaH-H3roaHara opepra Bb3 OCHOBA Ha
onpeneneHns KpuTepHii — “Haff-Hucka LeHa” ChriacHo Wi 70, an. 2, 1. 1 o1 30I1.

rp. Cothms, nn. ,Ceera Heaens® N2 5
Ten. +359 29301 171, +359 2 981 01 11, dakKc: +359 2981 18 33
’ e-mail: press@mh.government.bg
www.mh.government.bg




8. CPOK HA BAJIUJTHOCT HA O®EPTHTE

CpOoKbT Ha BATMIHOCT Ha odepTHTe TpaOBa 1a 6bae Hal-Manko 3 (TPH) MECENa, CUHTAHO OT
JaraTa, IOCOYEeHa KAaTO KPAaeH CPOK 33 NOTVYaBAHE Ha NPEI0KEHHETO, U IPEACTaBIABd BPEMETO,
1IPE3 KOETO YYACTHHIHTE ca 00BbP3aHH C YCIOBHATA HA NIPEACTABEHHTE OT TAX TIPEANOKECHHA.

9. JP¥TU H3UCKBAHHA

OdepraTa cleABa Na MOTBHPKAARA YCHOBHATa Ha odeprara, fpeACTaBeHa B OTKPHTATa
MpOLEAYpa 3a CKIH04BAHE Ha PAMKOBO CTOPA3vVMEHHe MAH Ja MpeiocTaBs M0-0AaronpuATHH 3a
BB3N0KHTEAA veIoBHsA. [lpennoxeHara geHa B odepTara 110 KOHKYPEHTHATA NpOLeAYPa HE MOXKeE
na 6wie no-HebnaronpHuaTHa 3a Br3aoxuTens OT NpelcTaBeHaTa HEHOBA ofepTa KbM OTKPHTaTA
MpoLeaypa 3a CKJI04BaHe Ha PAMKOBO CIIOpa3yMeHHE.

10. CbJABPKAHHE HA O®EPTATA

10.1. JlexnapalLus 3a OTCHCTBHE Ha oOCTOATENCTBaTA 110 Uil 54, an. 1 nun. 55, a1, 7. 1 oT
3011 (o obpasen);

10.2. BanuaHo paspemehne 3a ynorpeda B CTpaHaTa, H3NAneHO [0 peild Ha 3JIIXM wnn
Pernament (EQ) Ne 726/2004 na Esponeiickus napmameHT v Ceeera Ha EC (uwa. 23, an. 1 ot
3JITTXM). B cavaaii Ha n3THYaHe Ha CPOKa Ha Pa3pellieHHETO 3a YNoTpeda Ha AeKapCTBEH NPOAYKT
npe3 2017 r., YYaCTHHKET AEKAAPHPA B CHOTBETCTBHE ¢ wil. 55, af. 6 ot 3JIIIXM, ye koTHuecTBAT2
34 NEKAPCTBEHHS [TPOAYKT Ca HANMHYHH;

10.3. BanyaHo pa3pelieHHe 3a TEProBHsA Ha €Ip0 ¢ IEKapCTBEHH NPOAYKTH;

10.4. Jleknapauus OT YYacTHHKA, Y€ LIC OCHIYPH LSI0TO KOAHYECTBO B OMPEIENCHHTE B
rpadHKa Ha J0CTABKHTE CPOKOBE — B CBOOOIEH TEKCT; -

10.5. Texuuuecko npennoxenne/cneunduxanus;

10.6. LleHOBO nipeAnokeHHE.

+

11. CPOK U MSICTO 3A MNPEACTABSIHE HA O®PEPTATA

11.1. Cpok 3a nonapane Ha odeprtuTe: A0 10 (zeceT) AHH, CYMTAHO OT JaraTa Ha
Noy4yaBaHETO Ha NOKaHara.

11.2. Odeprara ce nogasa B AeA0BOACTBOTO Ha MHHHCTEPCTBO Ha 3/1PABEONA3BAHETO, M.
..Ceeta Henens™ Ne 3 B cpok a0 17.30 uaca Ha jeceTHs G€H, CYMTAHO OT 71aTaTa Ha NOAYYABAHETO
Ha MOKaHaTa. i

11.3. Odeprute e Gbaar oTopern nydaudno B 10.00 4. B aeHA, cieABAll ACHS 8 KOHTO
H3THYa CPOKa 3a M0JaBaHe Ha olepTHTE, B Crpajata Ha MUHHCTEPCTBO Ha 3APaBLONasBaHeTo, T,
..Cerera Henens™ Ne3 B NpHCBCTBHETO HA YTIHAHOMOLIEH NMPEACTABHTE! Ha KaHAHAATA. B cayuai,
Yye TO3M J€H € HEMPUCHCTBEH, OTBAPSHETO HAa OQEPTUTE IIie C€ W3BBPIIM B NHPBHA MPHCHCTECH NIEH

3aM. -MUHUCIbP HA 30pA8EONA38aHEMO
gb3r0CcUmMen cv2aacHo 3anoeed NePI-01-425/28.
d-p fembp Mockos, MunkCMBp Ha 30paBeONa3eanemo
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