OBPA3EI]
TEXHUYECKO IIPEJUIOKEHUE

3A YYACTHE B OTKPUTA INPOLIEJAYPA 3A Bb3JIATAHE HA OBINECTBEHA
ITIOPBYKA C IPEJIMET:

wlocmaska na meduyuncku u30enua, 1UYHU npednasmu cpedcmea u KoHcymamueu 3a
Hyscoume na Ilpozpama YKpensane na nayuonannama npozpama no mybepkynosa*
éKMouGauia 56 obocoGenu nosuyuu, no

Obocobena nosuyus Ne 3 npeomem Kpuoenpyserkn, [JTaCTMAcOBH, CTEPHUITHH, C BUHTOBA
Karadka ¢ ryMeH YIUTBTHUTe], ¢ 06eM 2 M, I'Pafiyupany, ChC CTOSIILA OCHOBA

HO: Munucreperso Ha 3ApaseonasBaneTo; rp. Cogus, mi. Ceeta Henens S
(naumenosanue u adpec na 8b3102ICUMENS)

Or:”lanc ®apma” EOO/]

‘ (Haumerosanue na yuacmuura)
C aapec: rp. CO(pH:;{ yi1.”bnara Jumutposa” Ne 37,
Ten.: 02/ 936 70 79, 936 77 92, dakc: 02/ 936 70 79, 936 77 92, e-mail:
ofﬁce@danspharma.com
Byncrar / EHIK: 130868975

YBAJKKAEMHU JAMH U T'OCIIOJIA,

C macroamoro, Bu npeactasame Hamero TEXHHUYECKO NPENI0KEHHEE 32 U3 bIHECHHe
Ha ofsiBeHata oT Bac NpoOlEeNypa 3a BB3jNaraHe Ha OOLIECTBEHA IOPBYKA C TIPEIMET:
wldocmaska nHa meduyuncku u3oenua, TUYHU npeonasHu cpedcmea u KoHcymamueu 3a
HyxIcOume Ha Hpozpama ,,Ykpensane na nauuonannama npozpama no mybepkynosa“
6KIIOM6aAUa 56 0bocobeHu no3uyUU noO -

Obocobena nosuuyun Ne 3 npeomem Kpuoenpyserku, nnactmacosn, CTE€pPHJIHH, C BUHTOBA
Kanaika ¢ ryMeH yIUIBTHHTE, ¢ 06eM 2 MiI, FpalyHpaHH, ChC CTOSIIA OCHOBA ,

CpoKbT 3a| namsrenne Ha
" XHM (HE NO-KBCHO OT TpHIECET
Bw3noxurens.

3a M3NbIHEHHEe Ha ROPBYKaTa npealaraMe cjenHaTa paspaboTka Ha TeXHHYECKO
IPENJIOKEHHE: ‘

eJMeTa Ha mopbukara e 30 (Tpuaecer) xajenpapun
CHIADHHU [IHH) CIIeM TIOJIyYaBaHe HA IHCMEHA 3as8BKa OT

/"Q-’C'/C'.-»“"

< ' ' TMpenmosxkenue ua
t YJacTHHKa,
Hanmenosanue Ha MexnumunckuTe H3eJHsI, THYHH Komnuu BKJII0UBAIO:
Ne | mpeamasnu cpexcTBa M KOHCYMATHBH H MHHHMATH I Msipka | ecTBoO )
i XapaKTEePHCTHKH,
H3HCKBAHHSA HA Bb3JOKHTES no:
‘ mMapka, moaes (Kar.
Ne),
K | a Kpuoenpyserkn,
HOENPYBETKH, IMJIACTMACOBH, CTEPUIIHH, C BHHTOB
P pY ’ » TCP ’ MJIaCTMacoBH,

3 | Kanauka ¢ ryMeH YIUIbTHHTEN, ¢ 06eM 2 M, 8000

rpangyvpaHH, ¢bC CTOSIIA OCHOBA

CTE€PHIIHH, C BUHTOBA
KarmaJyka ¢ T'YMeH




YIUIBTHUTEN, ¢ 00eM
2 MJI, TpajydpaHi,
CBC CTOSIIA OCHOBA,
IlponsBoanTe:
"Biologix Plastix Co.
Ltd.",

Kar. Ne: 81-8204

HCKHapHpaMC, Y€ IMIpCAJlaraHuTEe H3OCJIHA IIE ObIAaT MOCIENHO IIOKOJEHHME II0
OTHOILICHHUEC HEI1 MOKa3aTCJIUTE 3a YYBCTBUTCJIHOCT, CHCHH(I)H‘-IHOCT, HagexXIHOCT H
B'b3HpOHBBOL{HMéCT KBM Jarara Ha HallpaBCHOTO UEHORBO NPEANOXKCHUE,

I[eKnapHpaMe, 4€ CpPOKBT Ha‘ FOOHOCT Ha NpeaJlaraHuTE H3ACIHUS, KbM JdaTara Ha
JocTaBkKa LI 6’[;1121’1‘ C OCTarTh4€H CPOK Ha IOAHOCT HE IIO-MaJIBK OT 75% oT oOSBEHHS OT
MpOU3BOANTENIA,

HemapupaMe, 49¢ KbM MOMCHTA Ha A0CTaBkKa HI€ MNPEACTABAME cepm(bm(aT 3a

Ka4yCCTBO OT HpO:PI3BOIIHT€JIH, U30aJACH 3a BCAKA OTACJIHA NapTH A,

Hara: 27.07.2015 r. [Toanuc u meyar: ......

To3u doky.uenn;z 3A0BANCUMENHO Ce NOCMABA OM YHACMIHUKA 6 OMOeNeH 3ane4aman
Henpo3spa4en nauk ¢ nadnuc IVTHK Ne 2.
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/73\1 OBPA3ElI
HEHOBO IMPEJIOKEHUE

3A Y‘IACTI/IE B OTKPUTA IIPOLEYPA 3A BB3JIATAHE HA OBILUECTBEHA
: IIOPBYKA C NPEJMET:

wlocmaera llia MEOUNUHCKU U30enun, nuunu npeonazHu cpedcmea u Koncymamueu 3a
Hyxcoume Ha IIpozpama ,,Ykpensane na Hayuonannama npozpama no myéeprynosa“
sKUO46auia 56 obocobenu nozuyuu, no -

Obocobena n03;uuu;1 Ne 3 npeomem Kpuoenpyperku, I1aCTMAacCOBH, CTEPUITHH, C BUHTOBA

Kailadka ¢ TyMeH YIUIbTHHTEI, ¢ 06eM 2 Mil, TpalyHpaHH, CbC CTOSIA OCHOBA

JO: MunucTepeTRO Ha 3Apaseonaspanero; rp. Codus, nn. Ceera Henenst S
(Haumenosanue u adpec na 8b3/1001CUMENS)

Or:”anc ®apma” EOOJ] ‘

‘ (Haumenosanue na ywacmuuxa)
¢ anpec: rp. Codus yn.”Bnara Jumutposa® Ne 37,
ten.: 02/ 936; 70 79, 936 77 92, dakc: 02/ 936 70 79, 936 77 92, e-mail:
office@danspharma.com
perucTpupan HO; .. Ne 2086 / 2002 r. o onuca Ha Coouiickn rpajicku coy,
Byncrar / EUK;, 130868975,
Jara u MacTo Hé peructpanus no JJIC: 24.04.2008 r., rp. Codus
Pasznnamarenna cMerka:
0aHKOB KOII: UNCRBGSF;
HankoBa CMCTKaI'ZBG 14 UNCR 7630 1066 2591 02 ;
Oanka: Yuukpenur Byn6auk AJl;
rpaz/knon/oduc: rp. Codus, . Ceeta Hemens 7,

YBAKAEMH JAMU U T OCIIO A,

Cren sarosnaBane ¢ ycnoBusiTa Ha OpHYKATa, 3a9BSBAME, e KelaeM Aa yJacTBame B
obseeHara ot Bac orkpuTa mponenypa 3a Bb3/araHe Ha OOlIECTBEHA [TOpPBYKA C NpeIMeT:
wAocmaska nal meouyuncku uzdenun, nuunu npednazHu cpedcmea u KOHCyMamgu 3a
Hyyucoume na [lpozpama ,,Ykpensane na nayuonannama npozpama no mybepkynoza“
8KIIO48aLa 56 vbocobeHu no3uyuu, no '

Odocobena no;;»'uuuﬂ MNe 3 npeomem KpuoenpyBeTkH, acTMacosu, CTEPUIIHH, C BUHTOBA

BBB BPB3Ka C KoeTo Bu npencrapsme Halara odepra, KakTo ciensa:
Exunnyna nena o o6oco6ena nosuus Mo 3 npedvem KpnoenpyBerkH B pasmep :

0,2535 nB. (cnoBoM Hyna JieBa M ABafeceT W MeT UATO U TPHAECET H MET CTOTHH CTOTHHKH)

6e3 JIAC




1 0,3042 (cnoBoM Hyna neBa u TPUACCET LANO W YETUPHAECET U JBE CTOTHHU CTOTHHKH) C
Hayucsen JIJIC.

ObuaTa eHa 32 U3ITBIHEHHE Ha BCHUKY AEHHOCTH OT npeamera Ha 060cobeHaTa NO3UIHS €
2028,00 nB. (clIOBOM IBE XMIISIM M ABANECET H OCEM 7I€Ba U HyJa CTOTHHKH ) 6e3 JIJIC

n 2433.60 1B, (cnoBoM aBe XWusu YCTHPUCTOTHH TPHAECET M TPH JIEBA U INECTAECET
CTOTHHKH) ¢ Hauucten JIJIC.

Taka npennox(e;:HaTa [ICHa BKJIIOYBA BCHUKH PAa3XOMH 3a U3ITbIHEHHE IPEAMETA Ha TOPBUKATA.
[locouenata oflua LieHa He mOXIekH HA MpoMsAHA pe3 IIeIMA CPOK Ha_JEHCTBHE Ha
[OT0OBODA 33 M3IBIHEHHUE HA TTOPHYKATA, »

Hpezmo:meﬁme HCHU Ca OMpEene/ieHH NPH IMBIHO CHOTBEICTBUE C YCIOBHSTA OT
ROKYMEHTAIIUATA 110 NpoLeaypaTa.

IIpn HeCHOTBETCTBHE MEXIY MPEMIOKEHHTE eIHHHYHA H o0l IeHa, BaHHA Lie
ObIe enuHMYHATA HeHa Ha odepTara. B Clly4aH, 4e OBbJle OTKPHTO TAKOBA HECHOTBETCTBHE,
e 6BAEM 3aTbUKEHH [a NpHBefeM obliaTa IeHa B ChOTBETCTBHE C eIMHHYHATA I[eHa Ha
odeprara. |

Ilpy HecBOTBETCTBHE MeXIy HpemIoKeHaTa UCHA, W3MKMCaHa CJIOBOM M IEHaTa,
TMOCOYEHa ¢ LU(PH, BaNHIHA IIe Obe HeHaTa, TOCOYEHA CIOBOM,
3agbioKaBaMe ce, ako HaulaTa othepTa OBIC NpHETA, 2 HATBIHAM H nipeafieM JOTOBOPEHHTE
pabotu, csrnac:Ho CPOKOBETE M yCJIOBHSITA, 3a/IETHAIIH B IOFOBOPA.
IIpu ycnosue, ye GbaeM u36paHH 3a M3MBIHHTET Ha oOLIeCTBEHATa MOPBYKA, HHE CMe
CPIIIACHH N1a IIOANHMIIEM H MNpPEACTABMM NapWiHa/6aHKOBA TapaHLHS 3a W3MbIHEHHE Ha
3a[bIDKEHHATA 10 AOTOBOpA B pasMep Ha 3 % OT cToliHocTTa MY, 6e3 JJIC. '

Marta: 27.07.2015 r.

BaGenesikka 1: EyqaCTHHLIPITe, peructpupanu no JIJIC, orGens3BaT HATAYHETO Ha TaKaBa
perucTpanus. ,

3abenexxka 2:| Owara neHa 3a H3NLIHEHWE HA BCHUKK NEHHOCTH OT MpeaMeTa Ha
obocobeHaTa ITO3MLUHMA CE€ H3YHCIAABA KATO NPOH3BEICHHE HA eNHHWYHATa IieHa H
KOJIMYECTBOTO..

Jabeaexka 3: 3a MOSHUMHTE, KOHTO ce 0 epHpPAT KOMILIEKCHO Ce MPeACTaBsi 06110
LEHOBO MpeNToKeHHe H ce 0TOENSI3BAT KAKTO €IHHHYHHTE U O0OMIHTEe LEHH 32 BCAKA
oTAejHA mo3uuusa 0e3 H cbe JJIC, Taka H 06Ia KOMIUIEKCHA CTOIHOCT Ge3 H ¢ JAC,
npencTaBnﬂBajma c0Op OT CHLOTBETHHTE OOLIM CTOIHHOCTH HA OT/ETHHTE MO3HIHH, KOHTO

CC I10CTaBAT KpMHJ‘lCKCHO.

To3u ()0Kymeu:m 3A0BAXHCUMENHO Ce NOCIMA6A OM YYACHHUKA 6 OmoeneH 3anedamar
Henpo3pauern nauk ¢ Haonuc ITVTHK Ne 3.




OBPA3EL
TEXHUYECKO IMPEAJOXEHUE

3A YYACTUE B OTKPUTA NPOLEAYPA 3A Bb3JIATAHE HA OBILIECTBEHA
IIOPBYKA C IPEAMET:

wllocmaska na Meduuuucr\u U30eNuA, MUHHU RPeONA3HU CPeOCmEa U KOHCYMAMLGU 3a
HyxcOume Ha Hpozpama »YKpeneane na Hayuonannama npozpama no mybepkynoza“
exnousauia 56 060c06enu nosuyuu, no

Oébocobena n03uuuﬂ Ne 8 npeomem MukpoueHTpodyKHH TePMOYCTONYUMBH €NPYBETKH ¢
obem 0,5 mu1, cBoGoanu 0T RNA-3a 1 DNA, ¢ 10chK Kanak, CTepIIHy, ¢ V- -06pa3HO I BHO

HO: MunncTepcTBo Ha 31paBeonassaneto; Tp. Codnst, mi. Ceera Hemens S

(Haumenosanue u adpec Ha 6v3n00ICUMENS)
OT:”[Ich CDapMa” EOOJ

(HaumeHoganue Ha yuacmuuxa)

C agpec: rp. CO(bm{ yn.”bnara lumurposa” Ne 37,
ten.: 02/ 936 |7O 79, 936 77 92, takc: 02/ 936 70 79, 936 77 92, e-mail:
office@danspharma.com
byncrar / EMK: 130868975

YBAJKAEMH JAMH N TOCIIOJA,

C HaCTOSIIJ_IOTO BH npeacraa;me HalIeTO TEXHUYECKO NPEIOKEHHE 32 U3IMbIHEHHE
Ha obsBeHara OT Bac mpouenypa 3a Bb3jlaraHe Ha OOLIECTBEHA MOPBYKA C NIpEIMET:
wdocmaexka Ha MEeOUUUHCKU U30eNUA, TUMHU NPEONA3HU CPeOCHEa U KOHCYMAamideu 3a
Hyscoume Ha Ilpozpama »wYKpeneane na HayuoHanHama npozpama no mybepkynosa‘
sKIoueauia 56-060cobenu no3uyuu no

Obocobena nosuyus Ne 8 npeomem MUKpOLECHTPODYKHH TEPMOYCTOHUYHBH €NPYBETKH C
obem 0,5 M, cBoGosHK 0T RNA-32 1 DNA, ¢ njiochk Kanak, CTepriHy, ¢ V- -00pa3Ho IBHO ,

CpoksT 3a M3IIBJIHEHHME Ha IpeaMeTa Ha nopbykara € 30 (TpHaeceT) KajeHIapHH
AHH (HE NO-KBCHO OT TPHIECET KaJleHIapHU .jmn) CJIe[l TOJlyyaBaHE Ha MUCMEHA 3aiBKa OT
BB3fIoKHTeNs.

3a U3NBHEHHE HA IIOPBLYKAT npeﬁnarame cnegHata pa3paboTka Ha TEXHHYECKO
NPEANOXKEHHE:

Ne npe;maum CpeacTea H KOHCyMAaTHBH H MHHHMAJIHH MﬂpKa €CTBO

IIpennoxkenne Ha

YACTHUKA, .
Halmenoaamle Ha Memnm/cmn H3J1€J1H S, JIUTHH Konuu y ’

BKJIIOYBAIIO:

. . XapaKTePHCTHKH,
| H3HCKBAHHS HAa BB3JIOKHTEJIS ao: Mapka, Mo (Kar.
' .NQ),
Ml-{KpoueﬂlTpOQ)ymHli TEPMOYCTOHYHBH €NPYBETKH € MukpoueHTpodyx
8 o6em 0,5 mu, ceoboauu or RNA-3a u DNA, ¢ miocsk 6poii so00 | HH
Kamnak, CTEPHJIHH, ¢ V-00pa3Ho OABHO . TEPMOYCTOHYHBH

eNpyYBeTKH ¢ 00eM

VAYS



0,5 vaa1, cBOGOIHYM OT
RNA.-3au DNA, ¢
IUIOC BK Kamnak,
CTEPMIIHH, ¢ V-
obpasHo abHO, 1000
Op. B OMaKoBka,
IIpom3sBoanTeN:
"Name Qapma”
EOO I,

Kar. Ne
DP3-116-50-0

I[e}(napnpaMe, € IHNpcailaraHuTe H3ACNIHA 1IC Obpaar IIOCJICAHO TIIOKOJICHHE IIO

OTHOLIEHHE Ha II0KA3aTeJUTE 3a YYBCTBHTENHOCT, CHEUU(UUHOCT, HAAEKIHOCT H
BB3NPOM3BOAMMOCT KbM JaTaTa Ha HAIPaBeHOTO LEHOBO [IPEIOKEHHUE,

Jlexnapupame, 4e CpoKbT Ha TOIHOCT Ha IpeANaraHdTe U3AeNMsl, KbM [arTara Ha
JOCTaBKa Iie OBJAT ¢ OCTATHUYEH CPOK HA FOOHOCT HE MO-MIBK OT 75% OT OBSBEHHS OT
HpOH3BO,III/ITeJISI;;

Hexnapupame, 4e KBbM MOMEHTa Ha AOCTaBKa Ie INPEACTaBIME cepTU(IKAaT 3a
Ka4eCcTBO OT Hp():H3BOﬂHTeJI$I, H37ajIcH 3a BCsIKa OT/EJIHA [apTHa,

MHara: 27.07.2015 r. Ilopnuc u neyar: ...........

To3u OOKymeHITl 3a0bHCUMENIHO Ce ROCIAEA OM YHACMHUKA 8 OMmOejeH 3aneyaman
Henpospayen nauk ¢ naonuc INTHK Ne 2.



OBPA3EI
HEHOBO IIPEVIOKEHUE

3A YYACTHUE B OTKPUTA HPOLEIYPA 3A Bb3JIATAHE HA OBIIECTBEHA
IIOPBYKA C IIPEIMET:

»locmaska l-;l(l MeOUNUHCKU u3denus, uunu npeonasnu cpedcmea 1 KOHCymMamusu 3a
Hystcoume na Ilpozpama ,, YKpeneane na nauyuonannama nrpozpama no mybepkynoza‘
6KOU8ania 56 obocobenu nozuyuu, no

Obocobena nosunua Ne 8 npedmem Mukpouenrpodysxuu TEPMOYCTOHYHBH eNPYBETKH ¢
o6em 0,5 M, cBo6oxHu 0T RNA-3a 1 DNA, ¢ nnockk kamax, CTEPUNHH, ¢ V-00pa3sHo ABHO

J10: Munucrepcrso Ha 3ApaseonassaneTo; rp. Codus, mwi. Ceeta Hegens 5

(Haumenosanue u adpec na 6b31001CUMENS)
Ot:”[Tanc ®apira” EOOJ]

(Haumenosanue na yuacmuuxa)

¢ anpec: rp. Cous yn.”Bnara Jumutposa” Ne 37,
Ten.: 02/ 936 70 79, 936 77 92, dake: 02/ 936 70 79, 936 77 92, e-mail:
office@danspharma.com
perucTpupan 1o ¢.x. Ne 2086 / 2002 r. 1o omuca na Coduiicku rpancku cb,
Byncrar / EUK: 130868975,
Hara u MacTo };’a peructpauus no JUIC: 24.04.2008 r., rp. Codus
Pasmamarenna cmerka:
OankoB xox: UNCRBGSF;
OankoBa cmeTka:BG 14 UNCR 7630 1066 2591 02 ;
Oanka: Yuukpeaut Byn6ank AJl;
rpaﬂ/KHOH/O(i)ch: rp. Codus, . Ceeta nepens 7;

YBAKAEMHU JAMH U TI'OCHIOJA,

Cnen 32}‘no3HaBaHe C YC/IOBHATA Ha IOPBYKATA, 3aMBABAME, Y€ KeJIaeM 1 yIacTBaMe B
obsiBeHaTa OT ,Bac OTKpHTa NMpPOLENYpa 3a Bb3JaraHe Ha OGLIECTBEHA MOPBYKA C HpeaMeT:
wlocmaska na meduyuncku U30eNUA, MUYHU NPednasHu cpedcmea u KOHCyMamueu 3a
HyxscOume Ha"HpozpaMa »YKpensane na nayuonannama npozpama no mybepkynoza“
6KIOYBaUia 56 0bocobenu nozuyuu, no

Odocobena nosuyus Ne 8 npedmem Mukpouentpody:kuu TepmoycToitunsu eNpyBeTKH
¢ 00em 0,5 M, cBoBoauu oT RNA-3a 1 DNA, ¢ miocsk kxanax, CTePHJIHH, ¢ V-00pa3Ho ABHO,
l

BBB BpB3Ka ¢ KOeTo Bu NpeacTrassaMe Haularta O(I)epTa, KaKTO cneqaBa:

Enunuyna u?Ha no obocobeHa mno3umus Ne 8 npedsmem MHKpoueHTpodyKHN
TEPMOYCTOHYHBH enpyBeTKH ¢ 06em 0,5 v B pa3mep:

0,0641 nB. (cIoBOM Hyna n€Ba W IWIeCT LSO U HETHPHICCET U elHa CTOTHH CTOTHHKH) Ge3

AAC | '




)

[

1...0,0769 nB. (cnoBom Hyna nesa u cegem LAI0 M IIECTAECET H [IEBET CTOTHH CTOTHHKH) C
nauucJien JIJ[C.

O61uaTa eHa 32 U3MbIHEHHE HA BCUYKH JACHHOCTH OT IpeaMeTa Ha 060cobeHaTa NO3HUIHA €:
512,80 51B. (CIOBOM METCTOTHH H ABAHAZICCET JICBA H OCEMECET CTOTHHKHM) 6e3 JIJIC

¥ 615,36 1nB. |(CIOBOM IUECTCTOTHH U [ICTHANECET JICBA M TPHAECET W LIECT CTOTHHKH) C
HayucyieH JJJIC.

Taka rIpeUIoKEHaTa lleHa BKITIOYBA BCHYKK Pa3sXoln 3a M3MB/IHEHHE NPEAMETA Ha MOPHYKATa.
Ilocouenara obuia leHa e momstexu Ha mpomsHa IpE3 LEeNHd CPOK Ha JEHCTBHEe Ha
IIOTOBODA 32 M3NBIHEHHE HA MOPLYKATA,

Tpennoxenute uenu ca ONpPEAC/ICHH NPH IIBJHO CBOTBETCTBHE C YCIOBHATA OT
AOKYMEHTAIMATA I10 POl paTa. :

Tlpy HECHOTBETCTBHE MeXMy NPELNTOKEHHTE EXHHHYHA U o01la 1eHa, BanMaHA 1Ie
Oble enuHMYHATa UeHa Ha odeprara. B Clly4aH, 4e 6bAe OTKPHTO TAKOBA HECHOTBETCTBHE,
e ObAeM 3aTbIKEHH Ja MpHBEAeM 06IIATa [eHA B CBHOTBETCTBHE C €AMHMYHATA LICHAa Ha
odeptara.

Ilpu HecroTBeTCTBHE Memy mpennoskenara O€Ha, HM3MHCaHa CJIIOBOM M ILieHaTa,
TMOCOYEHA C UGPH, BAHAHA I Ob e LI€HaTa, TOCOYEeHA CIIOBOM.
3agbipkaBame ce, akO HamaTa oepra 6B1€ npHeTa, A2 HITBIHUM H npenaneM AOTOBOPEHHTE
pabOTH, CBITTACHO CPOKOBETE M YCIOBHATA, 3AMETHAIY B JIOrOBOpA. '
Ilpu ycnosue, iye Gbliem u36paHu 3a M3MBIHUTET Ha o0LIeCTBEHATa NMOPBYUKA, HUE CMe
ChIJIACHH Ja IIOANHINEM H IpPeACTABHM NapH4Ha/6aHKOBA rapaHuMg 3a H3MBIHEHUE HA
3allbIDKEHUATA I10 I0TOBOPA B pasMep Ha 3 % OT CToMHOCTTa My, Ge3 OAC.

Hara: 27.07.2015r

?
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3abenexxa 1:!Yuyactaunure, peructpupanu mo JIJIC, orbensd3Bar HanWYHETO Ha TaKasa
peructpanus. ' ‘

3abenerxxka 2:! Obwara neHa 3a H3NBIHEHHE HA BCHYKH JEHHOCTH OT npeaMeTa Ha
obocobeHaTa HO3MLMSA CE H3YHC/ABA KAaToO NIPOM3BEICHHE Ha €JWHHYHATa [IeHA |
KOJIH4ECTBOTO. | :

JaGenexxka 3¢ 3a mosHUMHTe, KOHTO ce 0epUpaT KOMIUIEKCHO e NMpeAcTaBa o6mIo
LEHOBO NpeIOkKEHHe M ce 0TOENA3BAT KAKTO CIMHHYHHTE M O0IIHTEe LIeHH 3a BCAKA
OTIeTHA MO3HUHS (€3 U Cbe AAC, Taka u 06ma KoMILIeKCHA croitHocet Ge3 u ¢ JJIC,
NpeaCTaBIABAA ¢60P 0T CHOTBETHHTE 0GIUH CTOHHOCTH HA OTACAHHTE MO3HIIH, KOHTO
ce J0CTABAT KOMILJIEKCHO.

Toszu 0okymenm 3advidncumenno ce nocmaga om yuacmuuka ¢ omoenen zanewaman
Henpo3spauen nauk c naonuc IVIHK e 3.



e
i’

9

N
OBPASELl
)
‘ TEXHUYECKO INPEAJIOKEHHAE N
3A YYHACTHE B OTKPHUTA NPOLIEYPA 3A Bb3JIATAHE HA OBUIECTBEHA
MOPBYKA C IIPEJAMET:
wHdocmaexka Ha Meouuunacu u3()emm, JMUYHU NPeOnasHU CPedCmea U KOHCYManideu 3a
Hy)scoume Ha Hpozpama »YKpeneane na HayuoHannama npozpama no mybeprynoia*
éKnI0Yeama 56 obocobenu nozuyuu, no
Obocobena nozuyun Ne 9 npeomem MuKpoueHTPodYKHH TePMOYCTOIYHBY eNpYBETKH ¢
obem 0,2 M1, cBoGoauu or RNA-3a 1 DNA, ¢ mIochk Kanax, CTEPHIIHH, ¢ V-00pa3HO JBHO
J0: MHHHCTepCTBO Ha 34paBEOIa3BaHETO; IP. Cocpm{, mi1. Ceeta Henens 5
(Haumenogarue u adpec Ha Gb310CUMENS)
Or:”Ianc @apma” EOO]]
(HaumeHoBaHUe HA YLACMHUKA)
¢ anpec: rp. Codus yn.”bnara Jfumurposa” Ne 37,
Ten.: 02/ 936 70 79, 936 77 92, daxc: 02/ 936 70 79, 936 77 92, e-mail:
office@danspharma.com
byncrar / EUK: 130868975
YBAXKAEMMH JAMH U TOCIIO/IA, _
C nacroaworo, B mpencrasaMe HaICTO TEXHHYECKO NPEANCIKEHNE 33 H3MbIHCHHE
Ha oOsBEHaTa OT Bac npouenypa 3a Bw3saraHe Ha OOLIECTBEHA IOpBYKA C MPEAMET:
»wJocmaska Ha Meouuuucxu H30eUA, NUHHU NPEONA3HU CPeOCMEa U KOHCYMAmMieU 3a
Hysxcoume Ha Ilpozpama ,,Ykpeneane Ha nawyuonannama npozpama no mybepkyno3a‘
ex0yeauia 56 o6ocobenu nozuyuu no
Obocobena nosuyus Ne 9 npedmem MUKpOUEHTPODYKHH TEPMOYCTOHYMBH ENpPYBETKH C
o6em 0,2 M1, cBo6oHM 0T RNA-3a 1 DNA, ¢ IIT0CHK Kanak, CTepUIIHH, ¢ V-06pa3Ho IBHO ,
CpokbT 3a H3NBIHEHHE Ha NpeAMeTa Ha mopbykara € 30 (TpuaeceT) KaJeHAApHH
AHU (HE MO-KBCHO OT TPHJECET KalICHJApHH AHHW) CIlle] [07yYaBaHe Ha MMCMEHA 3aiBKa OT
Bw3noxurens. ,
3a H3NbIHEHWE Ha MOPBYKATA. IpeUIaraMe ciefHaTa pa3paboTka Ha TeXHHYECKO
NpeIoKEHHE: //
/" | Hpennoxenue Ha
1 Y4aCTHHKA,
Hanmenoparme Ha MCAMILUMHCKHTE H31eJTAsY, JIHUHI Konuu BRTIOBALIO:
Nt | npeana3Hu cpencrBa’u CYMaTHBH H MHHUMAIHU | MsapKa | ecTBo
XapaKTepHCTHKH,
H3MCKBAHHSA Ha{Bb3J10KHTENA no: Mapka, Mogen (Kar.
Ne),
MlmpoueHTpO(by,KHn TEPMOYCTOHYHBH €NIPYBETKH ¢ ' MuxkpoueHTpodyx
0 o6em 0,2 a1, cBo60oaHM 0T RNA-3a 1 DNA € TIIOCBHK poii so00 | P
Kanak, CTEpHJIHH, ¢ V-00pa3Ho IbHO - ° : TepMOYCTOHYHBH
enpyBeTKH ¢ 00eM




0,2 M1, cBOGOAHH OT
RNA.-3a u DNA, ¢
TUIOC BK Kamak,
CTEpMJIHY, ¢ V-
obpasno abHO, 1000
Op. B onaxoska,
ITIpor3BoauTe:
"Jlarc ®apma”
EOO,

Kart. No
DP3-011-50-0

Hexnap{mpame, 4y€ Inpe€ajiaraHuTe HU3JENus  IIe 6’b,HaT NIOCJIENHO TIOKOJCHHE IIO
OTHOLICHHE Ha TIOKa3arejauTe 3a 4YYBCTBHUTEIIHOCT, CH€LII/I¢)PI‘-IHOCT, HaOICKIHOCT H
B”b31'IpOI/I3BOIlH1[VIOCT KBbM JaTtara Ha HallpaBECHOTO LEHOBO MPECAJOXKCHHE,

I[eKnapupaMe, Y€ CPOKHBT Ha IOJHOCT Ha HOpelylaraHuTe H3AEeinusA, KBbM JJarara Ha
JI0CTaBKa Iiie OBJAT ¢ OCTaThueH CpOK Ha TOOJHOCT HE HNO-MajlbK OT 75% ot obsgBe HMd OT
I[IPpOHU3BOAUTETIA;

I[eKnapHpaMe, 4¢ KbM MOMCHTa Ha [O0CTaBKa LIE€ IIpeACTaBsME GepTH(bP[KaT 3a
KauyecTBO OT HI:Z)OHBBOI[HTGHH, H3Ja€H 3a BCAKA OTACHIHA NIapTHAA,

Hata: 27.07.2015 1. Iloamuc v neyar: ...... :

|
Tozu 00Kquftm 3a0VNIHCUMENIHO Ce€ NOCIMABA OMl YUACMHUKA 8 OmoesieH 3ane4ama
Henpo3payuen 'nauk ¢ Haonuc IVTHK Ne 2.
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ObPA3EIL]
TEXHUYECKO NPEJJIOXKEHHUE

3A YYACTHUE B OTKPUTA NNPOLUEAYPA 3A Bb3JIATAHE HA OBIIECTBEHA
ITOPBYKA C IPEAMET:

wAocmaseka Ha MeduyuHcku u3()emm, JAUYHU RPeONa3sHU CPeOCmea U KOHCYMAmueu 3a
HyMcOume Ha Hpozpama »YKpensane na nayuonannama npozpama no mybepkyiosa‘
éKIo48auia 56 o6ocobernu nozuyuu, no

Obocobena nozuyun Ne 9 npeomem MukpoueHTPodY:KHH TEPMOYCTOHUHBH eNPYBETKH ¢
o6em 0,2 M, cBoGoxHu oT RNA-3a 1 DNA, ¢ milochk Kanax, CTEPHIIHH, C V-00pa3HO JBHO

JO: MunucTepcTBO Ha 3apaBeonasaneto; rp. Codus, mi. Ceera Henenst 5

(HaumenoBaHue u adpec Ha 6b3N0HCUMENS)
Or:”Janc @apma” EOOJ]

(HaumeHOBAHUE HA YHACMHUKA)

¢ anpec: rp. Codus yn.”Bnara Jfumutposa” Ne 37,
Ten.: 02/ 936 .70 79, 936 77 92, dakc: 02/ 936 70 79, 936 77 92, e-mail:
office@danspharma.com
byncrar / EMK: 130868975

YBAJXKAEMHM JJAMH U TOCHIOJIA,

C nacrosmoro, Bu npeacrapave HamieTo TEXHMYECKO NPEAICKEHHE 33 H3IbBIHCHIE
Ha odsBeHata OT Bac mpouenypa 3a Bb3jaraHe Ha OOUIECTBEHAa MOPHYKA C IIPEAMET:
wAocmaska Ha Meouuuucxu u30euA, TUMHU NPEONA3HU CPEOCMEA U KOHCYMAmieu 3a
Hywcoume wna Ilpozpama ,YKkpeneane na mayuonannama npozpama no mybepkynosa‘
eKoyeauia 56 obocobenu nozuyuu no

Ob6ocobena nosuyus Ne 9 npeomem MHKpOLEHTPODYKHH TEPMOYCTOHYMBY ENpPYBETKH C
o6em 0,2 M1, cBo6oaun o1 RNA-3a 1 DNA, ¢ j10¢bK Kanak, cTepuiny, ¢ V-06pasHo IBHO ,

CpoxbT 3a H3IBIHEHHE Ha IpeaMeTa Ha nopbukarta ¢ 30 (Tpuaecer) KajeHZapHH
AHH (HE MO-KBCHO OT TPUJAECET KAICHIapHU JHH) CIIe] [10yYaBaHe Ha IIMCMEHA 3aiBKa OT

Bb3noxurens. ,
3a M3NBJIHEHHE Ha NOpbYKATa. Ipe/iarame cieHara paspaboTKa Ha TEXHHYECKO
IpeIUIOKEHHE:!
S/ Ilpennoxenue na
| y4JacTHHKA,
HanmeHoBaHHe Ha MeIfIMHHCKHTE H3€ UK, JIHIHH Konny BICTIOBATIO:
Ne | npeanasHu cpeacrBa’i CYMATHBH H MHHUMAaIHu | Msipka | ecTBo )
XapaKTepUCTHKH,
H3UCKBAHHUA HA{Bb3JIOKHTENA - [o:
- Mapka, MojaeJ (Kar.
Ne),
Mmcpoue}irpocby,lmu TEPMOYCTOHYHBH €NPYBETKH ¢ ‘ MuxkpoueHnTpogyx
9 o6em 0,2 mu1, cBoOoaHH 0T RNA-3a 1 DNA _C INIOCBK 6poi so00 | MM
Kamnak, CTEpHIIHH, ¢ V-00pa3Ho ABHO - : TepMOYCTOHYHBH
: eNpyYBEeTKH ¢ 006eM

i




0,2 vuJ1, cBOGOIHY OT
RNA-3au DNA, ¢
IUIOC BK Kanak,
CTEPEANIHH, ¢ V-
obpasHo aBHO, 1000
Op. B OmakoBka,
Hpor3Boaure:

" Nawc Gapma”
EOO[,

Kat. Ne
DP3-011-50-0

Hexnapupame, 4e IpepIaraHATe H3AeNus e ObaaT HOCIEAHO IIOKOACHHE MoO.
OTHOIIEHHE Ha IIOKA3aTeJUTe 3a YYBCTBHTEJIHOCT, CIHEHM()HYHOCT, HAAEXKIHOCT U
BB3IIPOU3BOJUMOCT KbM J1aTaTa Ha HaPaBEeHOTO LEHOBO IMIPEMIOKEHHE; '

Jexnapupame, 4e CPOKBT Ha FOAHOCT Ha NpeNNIaraHUTe M3AEIHs, KBM Jarara Ha
JocTaBka Iie OBbJAaT ¢ OCTaThUeH CPOK Ha FOJHOCT HE IO-MalbK 0T 75% OT oOSBeHHS OT
IPOU3BOAUTEIIS,

Hexnapupame, ye KbM MOMEHTa Ha JOCTaBKa ILE npencraB;IMe cepTuduKar 3a
Ka4yeCTBO OT IPOM3BOAUTENSL, U3AJEH 38 BCAKA OTAENHA IAPTH/IA;

Hata: 27.07.2015 . : IToanuc u meyar: .

To3u Ooxkymenm 3a0vi3cUmMenHo ce NOCMAGA OM YYACMHUKA 6 OMOeNeH 3anevaman
Henpospauen nauk ¢ Haonuc IVTHK Ne 2,




OBPA3EI]
LIEHOBO NPE/UIOKEHUE N

3A quCTI/IE!B OTKPUTA ITPOUHEJAYPA 3A BL3JIATAHE HA OBIIECTBEHA N

IMOPBYKA C NPEJIMET: _§
»lO0CMasKka Ha MeOUUHCKU U30eua, TUYHU RPEONA3HU CPeOCMEa U KOHCYMAmMUBU 3a gq

. |
nyacoume na Ilpoepama ,,Ykpenegane na nayuonainama npozpama no mybepkynosa“
seKa4eauia 56 obocodenu nozuyuu, no

Obocobena nosuyua Ne 9 npeortem MHKpoueHTpodyKHH TEPMOYCTOHYHMBH E€NPYBETKH €
obem 0,2 mu1, cBo6oaHN 0T RNA-3a 1 DNA, ¢ yiockK Kamnax, CTepHiHH, ¢ V-00pa3Ho AbHO

H0: MHHHCTepCTBO Ha 3apaBeonasBaHeto; rp. Codus, nn. Ceera Henens 5

(HaumerHoBaHUe U adpec HA 6b3NOJICUMENS)
Ot:”]lanc CDapMa” EOCOI

(HaumeH08aHUe HA YYACMHUKA)

C azpec: rp. Conx yi.”bnara Jlumutposa” Ne 37, ,
ten.: 02/ 936° 70 79, 936 77 92, dakc: 02/ 936 70 79, 936 77 92, e-mail:
office@danspharma.com
peructpupad ng ¢.a. Ne 2086 / 2002 r. no onuca Ha Coduiicku rpajcKu CbA,
Byncrar / EUIK: 130868975,
Hata u MscTo Ha peructpanus o JIJIC: 24.04.2008 r., rp. Codus
Pa3nnamarenHa CMETKa:
GaHKOB KO UNCRBGSF
OaHkoBa C\/ICTKa BG 14 UNCR 7630 1066 2591 02 ;
Ganka: YHHerfzmT bynbauk AJl;
rpag/knon/oduc: rp. Codus, . Ceera Henens 7;

YBAKAEMHU JAMH U I'OCIIOJA,

Cnen 3amo3HaBaHe C yCIOBHUATA Ha IOPBYKATa, 3a4BABAME, Y€ XKEJTAaeM JIa yiacTBaMe B
obsBeHaTta OT Bac OTKpHTa IMpollenypa 3a Bb3JjaraHe Ha OOLIECTBEHA MOPBYKA C IPEAMET:
yAdocmaexa na meduuuncKky u3denua, TUYMHU RPeORA3HIL CPeOCMea - KOHCYMamugu ?a
Hyscoume na' Ilpozpama ,,YKkpeneane Ha HAWUOHATHAMA npozpama no mybepkynosa‘
exodsamia 56 obocoberu nosuyuu, no

Obocobena nozuuua Ne 9 npedomem MUKPOLEHTPODY:KHH TEPMOYCTOHYHBH €NpPYBETKH
¢ o6em 0,2 mut, ceobonan oT RNA-3a u DNA, ¢ mIoChK Karnak, CTEpUIIHH, ¢ V-00pa3Ho JBHO,

BBB Bph3Ka ¢ KoeTo Bu npeacTaBsMe Hauiata odepra, KakTo CJICABA:

Ennanuna nena no o6ocobena nosuiiust No 9 npeostem MHKpoUuenTpopy:KHH
TepMOyCTOHYHBH enpyBeTKH ¢ 06em 0,2 M1 B pasMmep :

|
0,0587 nB. (c;ioBOM HyJa JIeBa U MET L0 U OCEMAECET U CeieM CTOTHH cToTHHKH) Ge3 JIJIC




1 0,0704 nB. (c7OBOM Hy7a JIeBa W CeEM LU0 K YETHPH XHISIHA CTOTHHKH) C HauHCieH

JAC.

O6HlaTa LI€HA 34 H3ITBJHEHUE HA BCHUKH JEHHOCTH OT Ipe€aMeTa Ha obocobenarta TMO3HULHA €

469,60 5B. (CTOBOM YeTHPHCTOTHMH ILECTAECET M HEBET JeBa M LIECTAECET CTOTHHKH) 0e3

JJC

¥ 563,52 7nB. (CNOBOM METCTOTHH INECTAECET M TPM JIEBA M IETACCET H IBE CTOTHHKH) C
HauucneH JIJIC.

Taxa npennoxenara LieHa BKIIOYBA BCHYKH Pa3X0/iy 34 U3IILIHEHHE IPEAMETA Ha [OPhUKaTa.
ITocoyeHata ofIua leHA He MOJJIEKH HA NPOMSIHA IIpe3 LiefHs CpOK HA feliCTBHE Ha
JIOTOBODA 33 H3MbJIHEHHE HA IOPBYKATA.

[Ipennoxxennte UEHH Ca OMPENETICHH NpPH IIBJIHO CHOTBETCTBHE C YCIOBHATA OT
JIOKYMEHTALMATA 10 TIPOLEAYpaTa.

Tlpn HECHOTBETCTBHE MEXIY MPEUIOKEHHTE ¢AMHHUHA H OO [IeHa, BATHAHA IIe
Obne envnMYHaTa LieHa Ha odepTara. B ciyuvaii, ye 6bae OTKPUTO TaKOBa HECHOTBETCTBHE,
e OBeM 3aIbIDKCHH [a IpuBeneM obIIaTa IeHa B CHOTBETCTBHE C €JMHMYHATA LIEHa Ha
odeprara. '

IIpi HeCHOTBETCTBHE MEXAy TpEMUIOKEHATA LeHA, M3MHCAHA CIOBOM H IeHata,
nocoyeHa ¢ uudpu, BaTHIHA 1ie OBJE [[eHaTa, TOCOYEHA CTIOBOM.
3anbKaBaMe ce, ako Hamata odepTa Gble IPUETa, Ja H3MTBLIHUM M MPEJANeM JOrOBOPEHHTE
paboTH, CEIIaCHO CPOKOBETE H YCIIOBUSATA, 3aJIETHAIN B JOTOBOPA.
I[Ipu ycnoBue, ue ObleM H3OpaHW 3a H3MBIHMTE] Ha OOMIECTBEHATa IOpHYKA, HHE CMe
CBIVIACHH Ja MOANHMIIEM H NPEJICTABUM I[apuyHa/6aHKOBa TapaHUWs 3a H3IBIHEHHE HA
3abJDKEHUSATA [I0 IOr0BOpa B pa3Mep Ha 3 % oT cToitHocTTa My, 6e3 JIJIC.

Hara: 27.07.2015 .

3abenexka 1: Yuacrtauumre, peruictprupann no. JJIC, orGend3BaT HaIMYHETO HA TaKapa
perucTpartus.

3abenexka 2: Ofmara IeHa 3a M3MBIHEHHE HA BCHYKH AEHHOCTH OT MpeaMeTa Ha
o6ocobeHaTa MO3MLMA CE€ HM3YHCIABA KATO INPOM3BEJEHHE HAa EIHHMYHATA LeHa H
KOJIMYECTBOTO.

3atenexka 3:/3a no3uuHHTE, KOHTO c¢ 0depHPAT KOMILJIEKCHO ce IpeacTaBd 06mo
IEHOBO NpelJIo;KeHHe H ce 0T(eA3BaT KAKTO eAMHHYHATE H 00IIHTe LeHH 3a BCSIKA
oTaenHa nosunmsa 6e3 u cbe JJAC, Taka 1 o6ma komruiekcHa croiiHocT 6e3 u ¢ JJIC,
npeucrannﬂnajma cOOp 0T CLOTBETHHTE OOIIH CTOHHOCTH HA OTAEJTHHTE MO3HIHH, KOHTO
C¢e JOCTAaBAT KOMILIEKCHO.

To3u OokymeHm 3a0baAxdcCumMenHo ce NOCMA6A OM YYACMHUKA 6 OMOe/eH 3anedamad
HenpoipaueHn nauk ¢ Haonuc ITVTHK Ae 3.



ObPA3EL]
TEXHHYECKO INPEAJIOKEHUE

3A YYACTUE B OTKPUTA NNPOLEAYPA 3A Bb3JIATAHE HA OBUIECTBEHA \\
ITOPBYKA C TIPEJAMET: _ J

wocmagka Ha MeOUWUHCKU u30enua, MUHHU RPeOnasHU cpedcmea U KOHCYMAMUGU 3a
Hyscoume na Ilpozpama , Ykpeneane na nayuonannama npozpama no mybepkynoza“
éKrOu6auia 56 0bocoberu no3uyuu, no

Obocobena nozuyua Ne 11 npeomem CTepuiHH BpbXHeTa ¢ GuaTHP 32 enHOKpaTHA
ynorpe6a, 3a aBToMaTH4Ha numera ¢ o6em 0.5-10 pl

JAO: Munucrepcrso Ha 3apaseomnassaneto; rp. Copus, mi. Ceera Hegens 5
(naumenosanue u aopec Ha @v3100cUMeENS)

Or:”lanc ®apma” EOO]] '
‘ (HaumenosaHue Ha yyacmHuka)

¢ azpec: rp. Codus yu.”Bnara Jlumutposa”™ Ne 37,

ten.: 02/ 936 70 79, 936 77 92, dakc: 02/ 936 70 79, 936 77 92, e-mail:

office@danspharma.com

byncrar / EUMK: 130868975

YBAXKAEMH JAMM U FOCIIOJIA,

C nacrosmoTo, By mpeacTaBaMe HAMIETO TEXHHYECKO NPENOKEHHUE 32 U3NbIHENHE
Ha oOsgBeHara ofT Bac mpomenypa 3a Bw3jaraHe Ha 0o6IUecTBEHa MOpPBYUKA C HpeJMeT:
wlocmaska na meduyuncku uzdenun, nudHuU HpeonasHu cpeocmea U KOHCYyMamidéu 3a
Hyscoume na Ipozpama »YKpeneane Ha HayuoHanHama ppozpama no mybepkynosza“
sKmoYeauia 56 ob6ocobernu nosuyuu no

Obocobena nosuyus Ne 11 npeomem Crepunun Bpéxuefa c duATBp 3a emHOKpaTHa
yrnoTpe0a, 3a aBTOMaTH4Ha nurera ¢ o6em 0.5-10 pl ,

CpOKBT 3a M3NBJIHEHHE HA INpeJMeTa Ha II0 € 30 (Tpuaecer) KajeHIapHH
AHH (HE MO-KBCHO OT TPHIECET KaJlCHAapHU IHH) e ridaydyaBaHe Ha MHCMEHA 3asiBKa OT
Bp3noxurens. '

3a M3MbJIHEHHE Ha MOphYKaTa IpeijiaramMe CJeaHaTa pa3paboTKa HAa TEXHAYECKO
TIIpEeIUTIOKEHHE: '

IIpennoxenune Ha

‘ y4JacTHHKA,
HanmeHoBaHHe HA MeAHIIHHCKHTE MU, JHYHH Koy BITIOUBALIO:
Ne | npeanaskun cpeacTBa M KOHCYMaTHBH H MHHHMaaHH | Mspka | ecTBo )
! XapaKTepPHCTHKH,
H3MCKBAHHA HA BH3JI0KHTENA : no:
Mapka, MogeJ (Kart.
No),
Crepuann Bpbxvera ¢ GUATHD 32 €IHOKPATHA Crepuanu

BpPbXueTa ¢
$punTHp 32
€JIHOKpaTHa

11

ynorpe6a, 3a aBTOMaTHYHA [THIETA C o(iei\d 05-1 0l 6poi 4800




.

ynorpeba, 3a
aBTOMAaTHYHA
numneTa ¢ obem 0.5-
10 pul, 96 6p. B
KyTUS,
Ipor3BoauTen:
"awc Papma"
EOO 1,

Kar. Ne:
DP2-051-96-0

Jlexnmapupame, ue mNpeAjaraHuTe u3Aenus e Obaar Iio.cnem{o MOKOJNEHHE IO
OTHOLIEHWE Ha [IOKa3areJIuTe 3a YYBCTBUTEIHOCT, CHEHNUDUYHOCT, HAASKIHOCT U
BB3MPOH3BOAMMOCT KbM JaTaTa Ha HAIPaBEHOTO LEHOBO MpPEJIOKEHHE; . '

 HexmapupamMe, ue CpOKbT Ha TOAHOCT Ha NpeUlaraHuTe H3JeJusA, KBM Jarara Ha
J0CTaBKa Ile OBJAT C OCTaThYeH CPOK Ha FOAHOCT HE MO-ManbK OT 75% oT OOABEHHUS OT
OPOU3BOIUTENIS;

Heknapupame, Y€ KbM MOMEHTa Ha JOCTaBKa Ie IpeicTaBiMe cepTUdHKAT 3a

KAYeCTBO OT IIPOM3BOMAUTENL, U3/IA/EH 32 BCAKA OT/E/IHA NAPTHIA;

Hara: 27.07.2015 r. Iloanuc u meyvar: .....

To3u oOKymeum 3A0BIDICUMENHO Ce NOCIMAagA om yuacmnuka 6 omOereH ‘3aneuaman
Henpospadenr nauk ¢ daonuc IVTHK A2 2. ‘




OEPA3EL]

®
IIEHOBO IPE/JIOKEHUE \X\\
3A YUACTHE B OTKPUTA ITIPOLIEAYPA 3A BB3JIATAHE HA OBIIECTBEHA 0
MOPHYKA C IIPEJMET: ! \\‘

wAocmaska Ha meduyuncku uzdenun, AusHu RPeOnasHu cpeocmea u KoHcymamueu 3a )L
Hyacoume na Ilpozpama ,, Yrpensane na Hayuonannama npozpama no myoepkyno3a‘
6Kt0N6aua 56 obocobenu nozuyuu, no

Ob6ocobena nosuyun Ne 11 npeomem Crepniinn BphXxuera ¢ GUATHD 32 exHOKpaTHA
ynorpeba, 3a aBTOMaTH4YHa numeTa ¢ obem 0.5-10 pl

HO: MunHCTEpCTBO Ha 3APaBEONA3BAHETO; rp. Codus, mn. Csera Hemens 5

(Haumenosanue u adpec na 6b3102iICUmeNs)
Ot1:”Tanc ®apma” EOO]]

(HaumeHoganue na yuacmuuxa)

¢ anpec: rp. Codus yn.”Bnara lumutpopa” Ne 37,
Ten: 02/ 936 70 79, 936 77 92, daxc: 02/ 936 70 79, 936 77 92, e-mail:
office@danspharma.com
perucTpupan nq‘ ¢.n. Ne 2086 /2002 r. o omnuca Ha Coduiicku rpajicku ch,
byncrar / EUK: 130868975,

Hata n mscTo Ha peructpauus o JJIC: 24.04.2008 r., rp. Codus
Pasnnamarenna cmerka:

6aHKOB KOn: UNCRBGSF;

6ankoBa cMeTka:BG 14 UNCR 7630 1066 2591 02 ;

GaHKa: YHHKpeUT Bynbank AJT;

rpag/kion/oduc: rp. Codus, mr. Cera Henens 7,

YBAJKAEMH JAMHU U T'OCIIOJIA,

Citen; 3am03HaBaHe C yCIOBMATA Ha IOPHYKATA, 3asBsIBaMeE, Y€ JKEJaeM Ja Y4acTBaMe B
obsiBenata oT Bac orkpuTa nporenypa 3a BhamaraHe Ha O0LIECTBEHA ITOPBYKA C MpEAMET:
»Aocmaska na meduyuncku U30eNUA, TUYHIL RPEONA3HU CPeOCmea u KOHCcymamueu 3a
Hyscoume Ha Iipozpama ,,YKkpensane na nayuonannama npoezpama no mydepkynosa*
6KmIoYBaa 56 o6ocobenu nozuyuu, no

Obocodena nozuyua Ne 11 npedomem Crepusinn BpbX4eTa ¢ QUATHP 3a eHOKpATHA
ynorpeba, 3a aBToMaTHyHa rmunera ¢ o6em 0.5-10 pl

BBB BPB3Ka C KOETO Bu nmpeacTtaBsaMe Halulara O(bepra, KaKTo cjeaBa:

Enunnuna nena mo o6ocobena nosumus Ne 11 npedmem CrepHyiHH BpBbXUeTa ¢ QHATHD 32
€1HOKPATHA yoTpe6a B pasmep :

0,0922 nB. (c1oBOM HyNa neBa M AEBET LS/IO U ABAAECET H ABE CTOTHH CTOTHHKH) 6e3 JIJC




10,1106 5B. (crmoBom HyJla IeBa ¥ €IMHAECeT LSO H IIeCT X UM CTOTHHKH) ¢ Hauyfdmen

AIC.
O6Luara [ICHA 3a U3NBLIIHEHHE Ha BCHUKY JEWHOCTH OT IipeaMeTa Ha 00ocobeHaTa ITO3HIIHA €.

442,56 nB. (cnoBom HCTHPHCTOTHH YETHPHAECET U 1BA 1€Ba M NETHECET U LIECT CTOTHHKH)

oe3 JIJIC
1 531,07 5B. (cNOBOM IeTCTOTHH TPHACCET M €/IMH JIeBa H CeIeM CTOTHHKH) C HAYHCIIeH JJIC.

Taxa npemoxenara uena BxmouBa BCHYKH pa3sXo/iy 3a H3NbJIHEHHE NTPEAMETa Ha NOpBYKaTa.
Ilocouenata obuia nena me IMOMIEKN HA NPOMAHA Tpe3 IeNWs CPOK Ha JielcTBHe HA
ZOr0BODA 33 U3MIBIHEHHE HA IOPHYKATA, |

Mpennoxennre uewn ca OUPENICNICHA TIPH NBIHO CHOTBETCTBHE C YCIOBHATA OT
JOKYMEHTALUATA TI0 Tponeaypara.

Ilpn HecwvoTBeTCTBHE MEXAY NPEANIOKEHHTE eNHHHYHA U 0BIua LeHa, BaJlUIHA LIE
Oble envHAYHATA IeHa Ha odeprara. B cnyuaii, ye 6pze OTKPHTO TaKOBa HECHOTBETCTBHE,
e OBAeM 3aXBIDKEHH J1a [IpHBemeM obmara exa B CHOTBETCTBHE C €IMHHYHATA LIeHa Ha
oteprara.

Ilpu HecwoTBeTCTBHE MEXIY TNpENNOKEHATa IeHa, H3MMCAaHA CIOBOM I LEHaTa,
0COYeHa ¢ 1kbpH, BauaHa 11e 6b1e LCHAaTa, II0COYEHA CJIOBOM.
3agbiKaBaMe ce, ako HaraTta obepTa 6b1e npueTa, 12 UIMBIHUM I NpefanemM A0TOBOPEHHUTE
paboTu, CHIIACHO CpPOKOBETE 1 YCIIOBHSITA, 3aIETHANH B [I0OrOBOPA.
[lpu ycnosue, ye 6nmem M30paHN 3a M3NMBIHHTEN Ha OOlLUECTBEHATA MOPhYKA, HHE CMe
CBIIACHH Na HOIMHIUEM M IIpeaCTABHM NapHYHa/6aHKOBA TapaHUMsA 3a M3MbINCHHE Ha
3alIbIDKCHHUATA TIO IOrOBOpA B pasMep Ha 3 % ot CTOHHOCTTa My, Ge3 JIJIC.

I[am: 27.07.2015 r.

3abenexxka 1: VYuacTHHUMUTE, peructpupanu no IIJIC, ot6ensspar HanuumeTo Ha Takapa
perucrpaus.

3abenexka 2: ‘O6mara nena 3a H3IBIIHCHHE HA BCHYKH JAEHHOCTH OT mpeaMeTa Ha
obocobenara MO3MIHA ce W3YHCIgRA KaTO TNpOM3BEACHHE Ha eNMHHYHATA LeHA W
KOJIHYECTBOTO. .

3abenexka 3: 3a NOIHLIHTE, KOHTO ce opepHPAT KOMIIEKCHO ce npeacraeg ofis
LCHOBO MpENIOKEHHE H ce 0TOEIA3BAT KAKTO CAHHHYHHTE H OOIMTE UEeHH 3a BCfKa
OTAETHA MO3UIHS §e3 M Che JAC, Taka u o6ma kommexcHa croiiHocT Ge3 u ¢ JJIC,
NPeaCTaBAABAMA ¢G0P OT ChOTBeTHITE 001IH CTOITHOCTH HA OTAETHHTE MO3HLHH, KOHTO
Ce 10CTaBAT KOMIIJIEKCHO.

Tozu oorkymenm 3adwvascumenno ce hocmaea om yuacmuura ¢ omodenen 3anewamarn
Henpospauen nauk c naonuc IVIHK Mo 3.
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TEXHHYECKO IIPEJUVIO)KEHUE : N

9
3A YYACTME B OTKPUTA NMPOUEJYPA 3A Bb3JIATAHE HA OBUIECTBEHA .\
ITOPBYKA C IPEJIMET:

. L/

wZocmaska na meduyuncku uzdenus, nuunu npeonasHu cpedcmea u KoHcymamueu 3a
Hyscoume na Ilpozpama , Ykpeneéane na nayuonannama npozpama no myébeprynosa‘“
sKO46awia 56 o60cobernu no3uyuu, no

Obocobena nosuyua Ne 12 npeomem Crepuann Bpbxyera ¢ Guarsp 3a eIHOKpAaTHa
ynorpe6a, 3a aBToMaTHuHa runeta ¢ o6em 10 - 100 ul

HO: MuHHCTEPCTBO Ha 31paBeOa3BaHETO; rp. Codus, . Ceera Henens 5

(naumenosanue u adpec na ¢v3n0cumens)
Ot:”lanc ®apma” EOOJ]

(HaumeHosanue na yvacmuuka)

¢ anpec: rp. Codus yn.”bnara Jumutposa” Ne 37,
Ten.: 02/ 936 70 79, 936 77 92, dakc: 02/ 936 70 79, 936 77 92, e-mail:
office@danspharma.com
byncrar / EUK: 130868975

YBAJKKAEMH NTAMH U I'OCIIOJIA,

C macrosmoTo, Bu npencrassme. HameTo TexHHuecko NPEAJIOKEHHE 33 M3 bIHCHUE
Ha obsBeHata oT Bac npouenypa 3a Be3jarase Ha 00LIECTBEHA TIOPBYKA C TPEIMET:
wlocmaexka na meduuuncku uzdenus, tuunu npeonasHu cpedcmea u KoHCyMamueu 3a
Hyxucoume na Ilpozpama Ykpeneane na nayuonannama npozpama no mybepkynoza“
éxnousauia 56 o6ocobenu RO3ULUU NO

Obocobena nosuyua M 12 npeomem Crepusinu Bpbxyera ¢ GUATHD 3a eIHOKpaTHa
ynorpe6a, 3a aBToMaTHyHa numneTa ¢ o6em 10 - 100 ul,

CpoxbT 3a U3MBIHEHHE Ha npeaMera Ha nopbykata e 30 (Tpuaecer) kanenaapHu
JHH (HE MO-KBCHO OT TpUAECET ahé}map}m IHH) CJIel MOoJy4aBaHE Ha MHCMeHa 3aiBKa OT
Br3noxurens.

3a M3NBJIHEHHe Ha [OpKYKaTa npeyiaraMe cienHara pa3paboTka Ha TEXHHYECKO
[IpeaJIoKEeHHE:

IIpensoxkenne Ha
a/ : YYACTHHKA,
Hanmenosanne H4 MeqQUHHCKNTE H3XeMHS, AUIHH Konny BKTH0MBAILIO:
Ne | npeanasuu'cpexcTsa M KOHCYMATHBH H MHHHMAJTHH Mspka |ecTtBo | _ )
XapaKTepHCTHKH,
H3HCKBAHHUS HA Bb3JIOKHTE/IS no:
Mapka, Moaes (Kart.
Ne),
Crepuinu Bpbxuera ¢ GUITHp 32 elHOKpaTHa Crepuian
12 ynorpeba, 3a aBToMaTHYHa numnera ¢ obem 10 - 100 pl Gpoi s600 | BPPXUeTaC
- T T ¢puaTHp 32
L. eIHOKPpAaTHA




ynorpeba, 3a
aBTOMaTHYHaA
muneTa ¢ obem 10 -
100 pal, 96 6p. B

; : KYTHSI,
IIporzBoauTes:
"Ilanc dapma”
EOOJI,

Kat. Ne
DP2-112-96-0

Hexnapupame, 4e IpeasaraHute H3AeNus e OBJAT IOCIEAHO MOKOJEHHE M0
OTHOLIEHHE Ha IIOKA3aTeJIMTE 3a YYBCTBUTEIHOCT, CHCHU(PHUYHOCT, HAAEKIHOCT H
BB3NPOM3BOAUMOCT KbM JlaTaTa Ha HalpaBeHOTO LIEHOBO TIpeAJIOKEHNE;

JlexnapupaMe, 4Ye CPOKBT Ha TOAHOCT HAa MpelUlaraHuTe U3IelNus, KbM JarTara Ha
JOCTaBKa Ie OBJAT C OCTaTBhUEH CPOK Ha TOZHOCT HE MO-MajlbK 0T 75% oT o0sBemus or
TIPOM3BOJTUTENS; '

JeknapupaMe, Ue KBM MOMEHTa Ha JOCTaBKa ILIe HpeJICTaB}IMe cemeanaT 3a
KauecTBO OT IIPOU3BOIUTEJIS, U3]A/IEH 3a BCSAKa OTAC/IHA NTapTHIIa,;

JHara: 27.07.2015 r. Toanuc u neyar: ........ ;

To3u 001<ymeum 3A0BANCUMENHO Ce€ nOCmaea om yuacmmma € omoeneH 3aneyamau
Henpo3paven nauk ¢ naonuc ITHK Ne 2. o S C ‘
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IHHEHOBO IMPEJJIOXKEHME :
3A Y‘{ACTI/IE B OTKPHUTA ITPOUENYPA 3A BH3JIAT'AHE HA OBIIECTBEHA
IIOPBYKA C IIPEIMET:

,,ﬂocmaeka Ha MEOUKUHCKI U30eNUA, TUMHU NPeOnAa3HLL CpeoCcmea u KOHCyMamusu 3a
Hyscoume na Ilpozpama ,,Yxpeneane na nayuonannama npozpama no mybepkynosa*
eéKIOUsauia 56 obocobenu nozuuuu, no

Oéocobena nosuuusa Ne 12 npeomem Crepuianu Bphxdera ¢ GHIATHLD 3a ¢IHOKpaTHA
ynorpe6a, 3a aBToMaTH4Ha numera ¢ o6em 10 - 100 pl

J1O: MuHHCTEPCTBO Ha 311paBeorIa313aHeTo rp. Codus, nn. Ceera Henens 5

(HaumeHosanue u adpec na 6b3N0ACUMENS)
Ot:”anc ®apma” EOOJ]

(HaumeHoBaNUe Ha yuacmHUKa)

C azgpec: Ip. Codma yn.”biara [Tumurposa” Ne 37,
Ten.: 02/ 936 70 79, 936 77 92, (baKc 02/ 936 70 79, 936 77 92, e-mail:
ofﬁce@danspharma com
peructpupan mo ¢.x. Ne 2086 / 2002 r. o onuca na Coduiicku FpaIICKPI ChI,
byncrar/ EHK 130868975,
Hata u msacto Ha peructparns o JJ[C: 24.04.2008 . , Tp. Codus
Pa3nnamaTenHa CMETKa:
6ankos kox: UNCRBGSF:; ;
H6aHKoBa CMCTK:aZBG 14 UNCR 7630 1066 2591 02 ;
Ganmka: Yuukpenut Byn6ank AJl;
rpan/knon/oduc: rp. Codus, . Ceera Heaens 7;

yBAngEMH JAMHU U T'OCIIOJIA,

Criel 3an03HaBaxe ¢ YCIIOBHATA Ha NOPBUKATa, 3asdBsiBaMe, de XeaeM Ja yyacTBaMe B
obsiBeHara oT '‘Bac oTKpuTa npoueaypa 3a Be3faraHe Ha oOLIECTBEHA TMOpBYKa C IPEIMET:
»Hocmagka na meduyuncku uzdenus, nudHU npednazHu Ccpeocmea u KOHCyMamusu 3a
Hyscoume Ha llpozpama , YKkpensane Ha Hayuowaanama npozpama no myéepkynosa“
GRAIOHBAUYA 56 o6ocobenu nosuyuu, no

Odocobena nosuyua Ne 12 npedmem Crepuian BpbX4yeTa ¢ GHITHD 32 eIHOKDaTHA
ynorpeda, 3a aBToMaTH4YHa HneTa ¢ obem 10 - 100 pl

BBB BPB3Ka C KoeTo By npencrassMe Hawara opepra, KakTo ClICABA:

Envnuuna nena no o6oco6ena nosuuus A2 12 npedsem CTepuiHH BpbX4eTa ¢ ¢uaATHp 32
eXHOKpaTHa ynoTpe6a B pasMep :

0,0922 nB. (cnioBoM HyJia JieBa ¥ A€BET LAJIO U ABANECET U [BE CTOTHH crotuHkH) 6e3 JIJIC




10,1106 nB. (coBom HYyJa JIeBa ¥ €IMHANECET LSO M IHECT XHUIALHMU CTOTHHKH) C HAYUCTICH

AAC.
O6maTa LICHA 3a U3NIBLIHEHUE Ha BCI/I“{KI/I JEHHOCTH OT npeaMeTa Ha obocobeHara [O3HU1NA €:

792,92 nB. (ciioBom CEACMCTOTHH JNEBETAECET U JBA JIeRA 1 ACBETIECET U 1IBE CTOTHHKH) 6e3

AAcC

1 951,50 518. (¢IOBOM J1eBeTCTOTHH HETACCET H CAHH JIeBa M IET/ECET CTOTHHKH) ¢ HAYHCIICH

JJC.

Taka npeanosxenara uena sxmousa BCHYIKH Pa3X0/IM 3a U3IBJIHEHHE TIpeIMETa Ha NOpBYKara.
Ilocouenara o6ma mena e TIONJIEKM _HA NPOMSIHA NPe3 LeNMs CPOK HA NeiiCTBHE Ha
HOTOBODA 33 M3ITBIIHEHHE Ha IOphYKATa.

Ilpennoxennte nenu ca OMPE/CICHH NPH NBIHO CBOTBETCTBHE C YCHOBHATA OT
AOKyMEHTalLHs(Ta [0 NPOLEeaypara. ' '

[pu HC;CLOTBGTCTBHC MEKAY NPEANOKEHHTE eMHUYHA B oA HeHa, BaJIMAHA Iie
Oble enuuMYHATa HeHa Ha odeprata. B cryuai, ue 6pe OTKPHUTO TaKOBa HECHLOTBETCTBHE,
we 6bIeM 3ambIKEHH na TpUBENeM -00IaTa eHa B CHOTBETCTBHE C eIHHHYHATA LeHa Ha
oeprara.

[Ipu HecwoTBeTCTBHE MEKIy NpENIOKEHATa LeHa, M3MHCAHA CIOBOM K LeHaTa,
ocouena ¢ uubpu, Banuana e 6be [E€HaTa, MOCOYEHA CTIOBOM .
3agbikaBave Ce, aKo HalIata odepra 6b1e TPHETA, N1a N3NBIHUM M IPEJaNeM I0TOBOPEHHUTE
PaboTH, CHIIIACHO CPOKOBETE U YCIIOBHUATA, 3aJIeTHANM B IOTOBOPA. ‘
lIpu ycnosue, e 6nmem u30paHu 3a H3NBIHHTE Ha OOIIECTBEHATa MOPBYUKE, HHE CMe
CLITIACHA Ja MOAIMIUEM W HPEeICTABUM NapHYHa/0aHKOBa TapaHIMs 33 H3MbIHEHHE Ha
3a0BIDKEHHATA 110 AOroBopa B pa3Mep Ha 3 % OT cTOHHOCTTa My, 6e3 JIJIC.

Hara: 27.07.2015 r.

3abenexka 1: YyacTHuLHTE, perictpupard no JUIC, orGens3BaT HamuumeTo Ha Takapa
perucTpauus.

3aGenexka 2: OGmara nena 3a M3IBIIHCHHE HAa BCHYKH NEHHOCTH OT mHpeaMeTa Ha
obocobeHata nO3MLMI ce W3YHCIRA KaTO TNpOoW3BENCHHE HAa eNHHMYHATA [IeHA |
KOJIHYECTBOTO.

3abenexka 3: 3a MO3HIHHTE, KOHTO ce 0depHPAT KOMIJIEKCHO ce npeacTaBs o6Lro
LEHOBO MpeaioikKeHHe 1 ce OTOEIA3BAT KAKTO eAMHIYHHTE H 0GLIHTe LEeHH 32 BCAKA
OTXeaHA mosuuMa 6e3 u cbe JUIC, Taka u ofwa KOMILJIEKCHA cToliHOCT 6e3 u ¢ JUIC,

IpeacrasaBama 060[) OT CbOTBETHHTE Oﬁﬂlﬂ CTOHHOCTH Ha OTACJTHHTE NO3HUHH, KOUTO
C€ T0CTABAT KOMITJIEKCHO.

Tosu Ookymenm 3adwvascumenno ce nocmaea om yuacmuuka 6 omoenen zanewaman
|
Henpospauen nnuk c naonuc IVTHK Ne 3.
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ObPA3EI]
TEXHHUYECKO NPEJJIOXEHUE

3A YHACTHE B OTKPUTA MPOLEAYPA 3A Bb3JIATAHE HA OBIIECTBEHA
ITOPBYKA C NIPEJIMET:

»llocmaexka na meduyuncku uzoenun, MUYHU NPednasnHu cpedcmea u KoHcymamueu 3a
Hyscoume ua Ilpozpama , Yrpensane na Hayuonannama npozpama no mybepkynosza
6KI046aAa 56 06ocobeHu no3uyu, Ho '

Obocobena nosuyua N 31 npeomem Amikacin disulfate salt, yucTa nexapcrBena
cyOcTaHIug 3a OTpENC/IAHe TyBCTBUTENHOCTTA KbM 2 pell TyGepKyNOCTATHIUH, ¢ AKTUBHO
BELIECTBO HE T10-MaNKo OT 674-786 ug

J1O: MuHHCTEPCTBO Ha 31paBeonasBaHeTo; rp. Codus, rut. Ceera Hepmens 5

’ (haumenosanue u adpec na 6b3100ICUMES)
Ot:”lanc ®apma” EQOO]]

(naumenoeanue Ha ynacmuura)

¢ anpec: rp. Codus yn.”Bbnara Jumutposa” Ne 37,
Ten: 02/ 936 70 79, 936 77 92, daxc: 02/ 936 70 79, 936 77 92, e-mail:
office@danspharma.com '
Byncrar / EUK: 130868975

YBAJKAEMHU IAMH 1 TOCIIOJIA,

C nacrosioro, B npeAcTaBsMe HaIETO TEXHHIECKO NIPENIJIOKEHHE 32 U3NbIHEHUE
Ha obsBeHata oT Bac mnpoueaypa 3a Bp3narane Ha ofillecTBeHa TIOpBYKA C MpeaMerT:
wlocmaeka Ha meduyuncku uzdenus, nuunu NPeOnasHu cpedCmea u KOHCYMamueu 3a
Hyscoume Ha Ipozpama Ykpeneane na nayuonannama npozpama no mybepkynosa“
8KI046aUa 56 06ocobenu nosuyuu no

Obocobena nosuyua Ne 31 npeomem Amikacin disulfate salt, uucra JTeKapCTBEHa
CyOCTaHUHMS 3a ONpenelisiHE YyBCTBHTENHOCTTA KbM 2 pen TyOepKyJIOCTaTHIIH, C aKTHBHO
BEWIECTBO HE NO-MaJko oT 674-786 ug ,

Cpok®T 3a M3mbIHEHHWE Ha NpeaMeTa Ha MOpbuKaTa e 30 (TpHOeceT) KaneHmapHH
JHH (HE TIO-KbCHO OT TPHAECET KaleHAApHH NHH g;zn [I0/yYaBaHe Ha MHUCMEHAa 3aiBKa OT
Br3noxurens.
3a M3MBIHEHHE HA TOpbYKATa NpeyfaraMe ciienmata pa3paboTka Ha TEXHMYECKO
[IPEIIOKEHHE //M '
(

N\

A

~

Ne | npennasuu cpencTBa M KOHCYMATUBY H MHHHMATHH Mspxka | ecTBO
H3HCKBAHHUS HA Bb3JI0KHTENSA no:

No),

IIpeanoxenue Ha
: Y4aCTHHKA,
Hanmenosanue Ha Memnuunckfe m3genus, Muunn Koy
i i BKJIIOYBAIIO:
XapaKTepHCTHKH,
Mapka, moae (Kar.

Amikacin disulfate salt, uncra nexapcraena

31 rpam 1

salt, uncra

Amikacin disulfate

cyOCTaHIKsA 32 OTIpE/e/isIHE YyBCTBUTETHOCTTA KBM 2 - |




pen TyOepKy/IoCTaTHIH, C aKkTHBHO BEIIECTBO HE MO- JeKapcTBeHa
MaJko ot 674-786 pg : \ cyOcTaHIus 3a

‘ orpeziesHe
4yBCEBUTENHOCTTA
KBM 2 pex
TyOepKyocTaTUIIY,
C aKTHBHO BEIIECTBO
HE IIG-Maiko o1 674-
786 g, onaxoBka 1
rpam
pozupoauren:
Discovery Fine
Chemicals Ltd;
Kat.Ne: 39831-55-5

Jleknapupame, 4Ye MpemiaraHuTe WM3fenus e ObAar IIOCIEIHO IIOKOJIEHHE IO
OTHOILUEHHE Ha .IMOKA3aTeNUTe 32 UYYBCTBUTEJIHOCT, CHEUUPUYHOCT, HANSKAHOCT U
BB3NPOU3BOAUMOCT KbM JlaTara Ha HaIlPaBEHOTO LIEHOBO MPEATIOKEHHUE;

' Jlexnapupame, 4e CpPOKBT Ha TONHOCT Ha IIpEelUIaraHuTe HM3OENUsd, KbM Jarara Ha
JocraBka me ObAaT ¢ OCTaThUeH CPOK Ha TOJHOCT He MO-ManbK OT 75% oT 00sBEHHS OT
IPOU3BOIKTENS, ) :

Jexnapupame, 4e KbM MOMEHTa Ha JOCTaBKa Ille HOpeACTaBsaMe cepTHdHKar 3a

KauecTBO OT NPOM3BOAUTENS, H31a/IeH 3a BCAKa OTIENIHA NapTH/a;

Hara: 27.07.2015 1.  [Noamuc ¥ OeYar: ............:

To3u O0okymenm 3a0bJdCUMENIHO Ce ROCMAGA OmM YHACHHUKA- 6 OMOeneH 3anedamau
HenpospaueH nauk ¢ Haonuc IUTUK Ne 2,




ObPA3EL]
HEHOBO ITPEJJIOKEHHUE

3A YUACTHE B OTKPUTA IIPOUENYPA 3A BB3JIATAHE HA OBILIECTBEHA
: IHOPBYKA C IPEAMET:

wocmagka Ha MEOUYUHCKU U30eUA, TUHHI HPEORAZHI CPeOCMEa Il KOHCYMAmueu 3a
nyycoume na Ilpozpama ,, YKkpeneane Ha HayUOHAAHAMa npozpama no mybepkynoza“
eKoueaiua 56 ovocobenu no3uyull, RO

Oﬁocoﬁenfz nosuuua Ne 31 npeomem Amikacin disulfate salt, unicra nexapcrtena
cyOCTaHLHs 3a ONpe/IeNsiHE YYBCTBUTEIHOCTTA KbM 2 pell TYOEPKYIOCTaTHIIN, C AKTUBHO
BELIECTBO HE NO-MaJIKo OT 674-786 ug

HO: MHHHCTepCTBO Ha 3ApaBeonaspaneto; rp. Codus, 1. Ceera Henens 5

(HaumeHoBaHUE U AOpEC HA BB3NOICUMENS)
Or:”anc (Dapma” EOON

(HaumeHo8aHUe HA YYACMHUKA)

c anpec: rp. Codust yn.”bnara JJumutpona” Ne 37,
ten.: 02/ 936 70 79, 936 77 92, daxc: 02/ 936 70 79, 936 77 92, e-mail:
ofﬁce@danspharma com
perucTpupan HO ¢.x. Ne 2086 / 2002 r. o onuca Ha Coduiicky rpacku Ch,
Byncrar / EI/IK 130868975,
Jata u MacTo Ha peructpaius no JJIC: 24.04.2008 r., rp. Codus
Pasnnaniatenna cMeTka:
6anxoB kox: UNCRBGSF;
6ankoBa cMetka:BG 14 UNCR 7630 1066 2591 02 ;
6anka: Yaukpenut byn6ank AJl;
rpan/kion/oduc: rp. Codus, . Ceera Henens 7;

VBAKAEMU JAMU U F'OCIIOJIA,

Cnen 3fcxno3HaBaHe C YCJIOBHSITa Ha IOPHUKATA, 3asBsIBAME, Y€ XKEJlaeM [1a yyacTBaMe B
o0sBeHaTa oT Bac orkpuTa mpoueaypa 3a Bb3jaraHe Ha oOLIeCTBEHA MOPBYKA C IPEAMET:
wAocmagka Ha MeOUUUHCKU u30euA, NUYHU RPeOna3Hu Cpeocmea U KOHCYMamueu 3a
Hyscoume na Ilpozpama , Ykpeneane Ha Hayuonannama npozpama no mydepkynosa“
eKIOUeaua 56 obocobenu no3uyuu, Lo

Oobocooena nozuyua Ne 31 npeomem Amikacin disuifate salt, umcra nexapcTBeHa
CyOCTaHUHUS 3a OMpeJie/iiHe YYBCTBHTEIHOCTTA KBbM 2 pell TYOEpKyNoCTaTHLHM, C aKTHBHO
BEIIECTBO He MTo-Manko ot 674-786 ug,

BBB Bpb3Ka ¢ KoeTo Bu mpeacrapsMe Hamara odepTa, KakTo CIeasa:

Enunuyna ueHa no obocobena nosnuus M 31 npeomem Amikacin disulfate salt B pasnmep :

1 340,50 51B. (CIOBOM TpHCTA M YETHPHJIECET JieBa H NeTaeceT CTOTHHKH) 6e3 JIIC

V “u' &&'\gf}w,wﬁa%é/



1 408,60 nB. (CJIOBOM YETHPUCTOTHH M OCEM JieBa U IIECTAeCET CTOTHHKH) ¢ HauncieH JIJAC.
Obwara 1eHa 3a H3N'BJIHEHHE Ha BCHUKK JAeHHOCTH OT IpeiMeTa Ha 06ocoOeHaTa Mo3uuus €:
1 340,50 s1B. (cmoBOM TpHCTA H qemphnecer neBa u netaecet ctoTHHKH) 6e3 JJ1C

1 408,60 5B. (cJI0BOM YETHPUCTOTHH M OCEM JIEBA U IIECT/IECeT CTOTHHKU) ¢ HauucieH JJIC

Taka nmpeano>keHaTa HeHa BKJIIOUBA BCUYKH Pa3XOaH 3a M3IbJIHEHHE [IPEAMETa Ha [10pbhYKaTa.
[TocoueHaTta ofla IieHA He MOMJIEKH HA MPOMAHA Ipe3 [ENus. CPDOK Ha JieiicTBHE Ha
LOTOBODA 33 U3IBJIHEHAE Ha NOPhYKATA.

[TpenyioxkeHuTe LEHM ca ONpEIENEHH IpPH ITBJHO CHOTBETCTBHE € YCIOBHATA OT
JIOKyMEHTaUUsTa o Ipoleaypara.

IIpn HeCHLOTBETCTBHE MEKAY TNpPEUIOKEHHTEe eAMHHYHA M oflla IeHa, BaJMAHA Lie
ObIoe enMHUYHATA IleHa Ha odeprara. B ciyyait, ue 6b1e OTKPUTO TaKOBa HECHOTBETCTBHE,
e 6baeM 3aIB/DKCHH J1a TIPHBE/EM obwiata LeHa B ChOTBETCTBUE C CAMHUYHATA LiEHA HA
odeprarta. :

[Ipyu HechOTBETCTIBHE MEXAY NpEUIOKEHATA I[IEHA, M3MHCaHa CIOBOM M IIEHaTa,
nocoyeHa ¢ HUHQpH, BAIHAHA IIe ObJE IIeHaTa, TOCOUeHa CIOBOM.
3axbiKaBaMe ce, ako Hamrata odepra ObJie MpHeTa, a U3MBIHUM 1 NIPeJaJeM TOTOBOPEHHTE
paboTH, CBIIACHO CPOKOBETE M YCIOBHATA, 3aJIerHAJIH B IOTOBOPA.
[Ipu yciosue, de ObaeM M30OpaHH 3a H3IBLIHHTEN HAa OOIIECTBEHATA MMOPHYKA, HHE CME
CBIVIACHU Ja TNOANMIUEM M MNPEeNCTAaBUM MNapu4yHa/OaHKOBAa rapaHuusi 3a H3MbJIHEHHE Ha
3a/IbJDKEHUSITA TI0 IOTOBOpa B pasmep Ha 3 % oT croiinoctTa My, 6e3 JIJIC.

3
(noanuc; nedary”
N

Tlara: 27.07.2015 .

3abenexka 1‘ VYuactHuuure, peructpupanu no JJIC, orbendssaT HalM4YUMETO HA TaKaBa
PETHCTparys. -

3abenexka 2: Obmara LeHa 3a H3NBJIHEHHE Ha BCHUKH JEHHOCTH OT npemxiera Ha
obocobeHara MO3HLMS CE€ HM3UHCHsSIBA KaTo IPOM3BE/IEHHE Ha €AMHMYHATa LeHa H
KOJIUYECTBOTO.

3abenexka 3: 3a mo3umHHTE, KOHTO ce OQepHPAT KOMILIEKCHO ce MpeAcTaBs 0010
HEeHOBO MpeIJioXKeHHe H ce 0TOeA3BaT KAKTO eIHHHYHHTE M o0IHTe LEHH 3a BCIKA
oTaeaHa no3uuus 6e3 H cbe JJIC, Taka u o6ma KoMmiekcHa croiinoct 6e3 u ¢ JJIC,
peCTABIABAIA cOOp OT CHLOTBETHHTE 00U CTOHHOCTH HA omenmne MO3HLIHH, KOHTO
ce T0CTABAT KOMILIEKCHO.

To3u OokymeHm 3A0BANCUMENHO CE€ HOCHIABA OM YYACIMHUKA 6 OMOeneH 3ane4amad
Henpo3payen naux c Haonuc INTHK Ne 3.




OBPA3EI[
TEXHUYECKO MMPEJJIOKEHUE

3A YYACTHE jB OTKPUTA MNIPOUEJYPA 3A Bb3JIATAHE HA OBUHIECTBEHA
IIOPBYKA C IPEJIMET:

wAocmaexka Ha MEOUYUHCKU U30enusn, TUYHU npeonasHu cpedcmea u KOHCcymMamueu 3a
Hyscoume na Ilpozpama »YKpensane na nayuomannama npozpama no mybepkynoza“
6KAI0OU8AUA 56 000CObeHU no3uyuu, no :

Obocobena nosuyua Ne 32 npedmem Capreomycin sulfate (or Streptomyces capreolus),
YHCTAa JIeKapcTBEHa Cy6CTaHmus  3a ONpPEACJIIHE  YYBCTBHTENHOCTTA KbM 2  pen
TyGepKyI0CTaTHIHI

JO: MunucTepCcTBO Ha 3M1paBeonasBaHeTo; rp. Codns, mr. Ceera Hepens 5

‘ (naumenosanue u adpec na 8b3100ICUMeNs)

Ot.”Tanc ®apma” EOO[]
‘ (Haumenosanue Ha yyacmuura)

¢ anpec: rp. Codus yn.”biara Jlumutposa” Ne 37,

ten.: 02/ 936 70 79, 936 77 92, dake: 02/ 936 70 79, 936 77 92, e-mail:

office@danspharma.com

Byncrar / EMK: 130868975

YBANKAEMH JAMH U T'OCIIOJIA,

C HacrosinoTo, By npeacrapsiMe Hameto TeXHHYECKO NpeJJIOXKEHNE 33 H3IIBIIHEHHE
Ha oOsBeHata oT Bac mpomenypa 3a Bbinarane Ha oOlIecTBEHAa NOPBYKA C IMpPEIMET:
wlocmaeka na MEOUUUHCKY U30enun, TUYHU npednasHu cpedcmea u KoHcymamueéu 3a
Hyscoume na Ilpozpama , Ykpensane na HayuoxHanHama npozpama no my6epkynosa“
sr04sawa 56 o6ocobenu nosuyuu no

Obocobena nozuyusa Ne 32 npedmem Capreomycin sulfate (ot Streptomyces capreolus),
HHCTa  JIGKapCTBEHA CYOCTAaHIMA 3a ORpPENENIHEe UYBCTBHTEAHOCTTA KBM 2 pen
TybepKynocraTiuu

3

CpOKBT 3a M3ITBJIHEHHE Ha
AHM (HE MO-KBCHO OT TPHAECeT Kafie
Branoxurens. o

3a M3MbIHCHHE HA NMOPBYKATA MpeiaramMe CeHaTa pa3spaboTka Ha TexHIYecko
IPEIOKEHHE: /

CAMeTa Ha noppukara ¢ 30 (TpHaeceT) KajJeHOapHH
ApHH [IHH) CJie]] [OJIyYaBaHE Ha TMCMEHA 3aBKa OT

Ipennoxenue na

Y4aCTHHKa,

HaumenoBanune Ha MexHUMHCKHTE H3e/Hs, THYHH Komnu T——

Ne | nipeanasuu cpeacTBa u KOHCYMATHBH M MHHHMAaJIHK Mspka | ecTtBO '

XapaKTepUCTHKH,
H3HCKBAHHUSA HA BB3JIOKHTEIS no:
Mapka, moaeJs (Kart.
No),
1 Capreomycin

32 | Capreomycin sulfate (ot Streptomyces capreolus), . .

/Z,‘éﬁ E/WQ
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YHCTa IeKapCTBEHa CyOCTaHIMSA 38 OIIpeAeIITHE ' sulfate (ot
YYBCTBHTETHOCTTAa KBM 2 peJll TyOepKyI0CTaTHIH Streptomyces
capreolus), uucra
JexapcTBeHa
cybcTaHnus 3a
OIpeZieNgHe
9yBCEBUTETHOCTTA
KBM 2 pen
TyOepKyIOCTaTHIIH,
onaxoBka 1 rpam;
IMpozuroauren:
Discovery Fine
Chemicals Ltd;
Kar.Ne: 1405-37-4

Jlexnapupame, 4e NpEIaTAHATE H3ENHA L€ OBIAT IIOCIAEJHO IIOKONEHHE HO
OTHOUICHHE Ha IIOKa3aTeJIUTe 3a YyBCTBUTENHOCT, CHEUH(QHUYHOCT, HAISKTHOCT U
BB3MPOM3BOAMMOCT KbM JlaTaTa Ha HAlpaBeHOTO 1IEHOBO IpPeUIOKEHHE;

Hexnapupame, 4e CpOKBT HAa TOAHOCT Ha IpeAiaraHuTe H3JeNHs, KbM Jarara Ha
J0CTaBKa e OhJaT ¢ OCTaThYeH CPOK Ha TOAHOCT He TO-MalbK 0T 75% oT OOsABEHHS OT
TIPOM3BOAUTENS;

Hexnapupame, 4e¢ KbM MOMEHTa Ha /JOCTaBKa INe NpeAcTaBIMe cepTHdUKaAT 3a
KayecTBO OT MPOU3BOJUTENA, U3/IaJIcH 3a BCsIKA OT/eHa MapTh/a; '

&,

Hara: 27.07.2015 r. ' TToAmAC U mevar: .......... Bowr

R

To3u OoKymeHm 3a0bHCUMENHO C€ NOCMAGA OM YHACHHUKA 6 OMmOeNeH 3ane 4amat
Henpospayen nauk ¢ naonuc IVTHK Ae 2.




OBPA3EL]
HEHOBO IPEQJIO)KEHUE

3A YYACTHE B OTKPUTA IIPOLIEJIYPA 3A BB3JJATAHE HA OBHIECTBEHA
ITOPBYKA C IIPEAMET:

wZocmaska na meouyuncku uzdenua, nuunu RPeONA3HU CPEOCBA U KOHCYMAmMusu 3a
Hystcoume na Ilpozpama ,, Ykpeneane na nayuonarnama rpozpama no mybdepkynoza*
srrousauia 56 obocobenu no3uyuu, no

Obocobena nozuyua Ne 32 npeomem Capreomycin sulfate (ot Streptomyces capreolus),
HHCTa JIEKapCTBEHA CYOCTAHLAA 3a OTpeJie/He YyBCTBUTETHOCTTA KbM 2 pen
TyOepKyIOCTaTHIH

JO: MEHHCTEPCTBO Ha 37paBeona3BaHeTo; rp. Codus, nn. Cera Hemens 5

(Haumenosanue u adpec na 6v31021CUmMENA)
Ot:”lanc ®apma” EOO[

(naumenosanue na yvacmuuxa)

¢ anpec: rp. Copus yn.”biara Jlumutpona’ Ne 37,
ten.: 02/ 936 70 79, 936 77 92, dakc: 02/ 936 70 79, 936 77 92, e-mail:
office@danspharma.com '
peructpupan mo ¢.x. Ne 2086 / 2002 r. o onuca na Coduiicku I'PafCKH ChJ,
Byncrar / EUK: 130868975,
Hata u macto Ha perucrpauus no JIJIC: 24.04.2008 r., rp. Cojus
Pasnnamarenua cmeTka:
6aHKOB KOZ: UNCRBGSF;
6anxoBa cmeTka:BG 14 UNCR 7630 1066 2591 02 ;
Ganka: YHukpenut Byn6anx AJl; :
rpan/kion/oduc: rp. Codus, nn. Ceera Hegens 7;

YBAXKAEMU JAMH U T'OCHOJA,

Crnen 3ano3HaBake ¢ YCIIOBHATA Ha IOPBYKATA, 3a1BIBAME, Ye XKelaeM a y4acTBame B
obsiBenara ot Bac oTkpuTa mpouenypa 3a Bb3narane Ha obHIECTBEHA MIOPBYKA C TPEaMET:
wocmaeka Ha MEOUNUHCKU U30eNUA, MUYHU NPEONA3HIL CPEOCMEA U KOHCYMAMUSH 3a
Hyscoume na Ilpozpama ,,Ykpeneane na nayuonannama npozpama no mybepkynroza“
sKousauia 56 ooocobenu nozuyuu, no ‘

Obocobena nozuyua Ne 32 npeomem Capreomycin sulfate (ot Streptomyces capreolus),
YHCT4 JIEKapCTBeHA CyOCTaHLMS 3a ONpelensHe YYBCTBMTETHOCTTa KBM 2  pell
TyOepKyIoCcTaTHLY,

BBEB BpB3Ka ¢ KOETO Bu HpeﬂCTaBHMC Hamara 0(bepTa, KaKTO ciieqBa:

Ennnnuna nena no o6oco6ena nosuuus N2 32 npedmem Capreomycin sulfate (o1
Streptomyces capreolus) B pasmep :

369,90 nB. (cIOBOM TpUCTa MIECTAECET U ACBET JIEBA H IEBETAECET cToTHHKH) 6e3 JIJIC

- . B Oy %A
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1 443,88 1B. (CI0BOM YETHPHCTOTHH UCTHPHIIECET M TPH JIEBA H OCEMIECET H OCEM CTOTHHKH)
¢ Haunciner JJJIC.

ObuiaTta LeHa 3a H3OBJAHEHHE Ha BCHYKH JIEHHOCTH OT npegMera Ha 060cobeHaTta
ITO3HIHS/KOMIIJIECKHO 060COGeHUTe MMO3ULIHH €:

369,90 n1B. (c/IoBOM TpHCTA ILECTACCET H ACBET JICBA U IEBETIECET CTOTHHKH) 6e3 JIJIC

H 443,88 nB. (CIOBOM YETHPHCTOTHH UCTHUPHACCET U TPH JIEBA H OCEMIECET H OCEM CTOTHHKH)
¢ Hauucned JIJIC.

Taxa npeanoxenara eHa BKIOYBA BCHYKH Pa3sXonu 3a U3MBJIHEHHE NIpeJMeTa Ha HOPBYKATA.
Iocouenara obma nena me momdesu Ha npomsma Ipe3 UeNMs CPoK Ha JeHCTBHE Ha
LOTOBOpA 33 U3NIBIHEHHE HA IOPLYKATA.

Ipennoxenute nenu ca ONPEACICHH MNpPH NBIHO CHLOTBETCIBHE C YCIOBHUATA OT
NOKYMEHTal#ATa 110 NpoleypaTa.

Ilpu HecvoTBETCTBHE MexIy MpemnoXeHHTE eTMHHYHA K obma LeHa, BaJUaHa Lie
Oble enunuynara uexa Ha odeprara. B cny4ai, 4e Objle OTKPHTO TAKOBA HECHOTBETCTBHE,
e 6bAeM 3aIBKEHH Jla IPUBENEM OOIIATA eHA B CHOTBETCTRHE C €IHHUYHATA 1leHa Ha
oteprara.

[lpn HecbOTBeTCTBHE MexIy TpemnoXKeHAaTa IeHa, M3IHCAHA CITOBOM WM 1IeHaTa,
TI0COYEHA C HU(PH, BATHIHA LIe Ob/JE LIEHATA, TOCOYEHA CIIOBOM.
3anbipKaBaMe ce, ako Hawata opepra Gbie MPUETA, 1a U3NBJHUM M IIPENajieM J0rOBOPEHHTE
paboTH, CBITIACHO CPOKOBETE U YCIIOBHATA, 3AMETHANN B IOroBOpA.
Ilpu ycnosue, ue Gbmem H3BpaHH 3a M3OBIHKTEN Ha 00luecTBEHATa MOPBUKA, HHE CMe
CBIJIACHH N2 TOATHINEM H IIPEACTABHM INapH4HA/6aHKOBA TapaHIHs 3a H3MbIHCHUE Ha
3aIBJDKCHHUATA T10 I0r0BOpa B pa3Mep Ha 3 % oT cToiHocTTa My, 6e3 JIJIC.

Hara: 27.07.2015 1.

3abenesxxka 1: YyacTHHUMTE, PETHCTPHPAHH MO JAC, otbens3Bar HalHYMETO Ha TakaBa
perucTpartis.

3abemexka 2: OOwara LeHa 3a H3MBIHEHHE HA BCHUKH JEHHOCTH OT HnpeaMeTa Ha
obocobeHaTa IMO3MLMA CE€ M3YMCISIBA KATO MPOU3BE/ICHHE Ha eNWHHYHATA LieHa WU
KOJINYECTBOTO.

3abenexka 3: 3a mo3MIHMHTE, KOHTO ce 0 epHpPaT KOMILIEKCHO C€ NpeAcTaBsl 060
ICHOBO MpEA/0KEHHE H ce OTOeNA3BAT KAKTO €IHHHYHHTE H 00IMTe eHH 3a BCAKA
oTae/IHA mo3uuns 6e3 u cbe JJIC, Taka n o6ma KoOMIUIEKCHA CTOHHOCT 6e3 u ¢ AAC,
HPEACTABIABAIA COOP OT CHLOTBETHHTE 06 CTOHHOCTH HA OT/AETHHTE MO3HLITH, KOHTO
€€ J0CTABAT KOMILIEKCHO,

To3u Ookymenm 3a0bANCUMENHO Ce MOCMAGA OM YHACMHUKA 6 OMOeNeH 3Ianeyaman
Henpo3pauen naux c Haonuc IT/THK Ao 3. '



OBPA3ELl
TEXHHYECKO IIPEJJIOXKEHUE

3A YYHACTHE B OTKPHUTA NIPOUEAYPA 3A Bb3JIATAHE HA OBIHECTBEHA
ITOPBYKA C IIPEJIMET:

wlocmaska HaA MeQUYUHCKI U30enua, TUNHU RPeONA3HU CPeOCHeéa U KOHCYMamuéu 3a
Hyxcoume Ha Ilpozpama ,,YKkpensane na HayuoHanHama npozpama no mybepkynosa‘
K04 eau{a 56 obocobeHu nozuuu, no

Obocobena nosuyus Ne 35 npeomem Linezolid, umcta nekdpcTseHa cybcTaHuMs 3a
ONpelieNsiHE YyBCTBHTENHOCTTA KbM 2 pell TyOepKyJIOCTaTULIH

J1O: MunucrepcTBo Ha 3apapeonasBanero; rp. Codus, . Cpera Henens 5

(HaumerogaHue u adpec HA Bb3INOICUMEIS)
Or:”lanc ®apma” EOOJL

(HaumeHo8aHUe HA YLACMHUKA)

¢ agpec: rp. Codus yn.”bnara [Jumurpopa” Ne 37, :
ten.: 02/ 936 70 79, 936 77 92, d¢akc: 02/ 936 70 79, 936 77 92, e-mail:
office@danspharma.com
byncrar / EMK: 130868975

YBAKAEMH JAMHU U T'OCIIOJA,

C mactosmoro, Bu mpeacraBaMe HalETO TEXHUYECKO NPEIOKESHHE 3a K3MBIHECHUE -
Ha oOsBeHaTa OT Bac mpouemaypa 3a Bb3jaraHe Ha OOLIECTBEHA MOPBYKA C IPEAMET:
WAoCcmaska Ha MeOuWUHCKU U30enuA, TUYHU HPEOnAa3HU cpedcmea U KOHCyMamueu 3a
Hyxcoume na Ilpozpama ,,Ykpeneane Ha HauuoHannama npozpama no mybepkynoza*
eraroueauia 56 o6ocobeHu no3uyuu no

Ob6ocobena nosuyus N 35 npeomem Linezolid, uucra nexapcTBeHa cyOcTaHuMs 3a
OmnpeaeNsHe YyBCTBHTEIHOCTTA KbM 2 pell TyOepKyJI0CTaTHIH ,

CpoKbT 3a H3MBIHEHHE Ha MpeaMeTa Ha nopbukara € 30 (TpuaeceT) KajleHIapHH
AHH (HE MO-KBCHO OT TPHAECET KAJCHIApHH JHH) CJIEH TO0JlydaBaHE Ha NMHCMEHA 3asBKa OT
Bw3noxurens. jﬂ

3a m3nbiIHeHHe Ha Mopgukdra mpejjarame ciefHata pa3paboTka Ha TEXHHYECKO
IpeIOKEHUE:

/ IIpennoxenue Ha
y4aCTHHKA,
HaumenoBanyue HYMETHHHCKHTE U3€THS], THIHH Koany BKTIOBAIIO:
Ne | mpeanasHu cpeacTBa H KOHCYMATHBH H MUHUMATHH Mspxa ecn?o XAPAKTEPHCTHKH,
H3HCKBAHHA HA BB3JI0KHTEIH ao: MapKa, Moaen (Kar.
Ne),
Linezolid; yncTa nexapcTBena cybcranis 3a Linezolid, yncra
35 ofipenesHe YyBCTBHTEIHOCTTa KbM 2 Peft MUINTP 10 JieKapCTBEHa
TyOepKynoCTaTHLIH am cybcTaHUus 3a
omnpesesHe




mea o e T

YyBCTBUTEIHOCTTA
KBM 2 pen
TybepKynocTaTuuy,
onakxoska ot 10 mg
IIpo3uBopuTen:
Discovery Fine
Chemicals Ltd;
Kar. Ne: 165800-03-

Jexnapupame, ue npennarasuTe Hzpenus nie ObJaT NOCHENHO IIOKOJISHHE IO
OTHOWIEHHE Ha [I0K4a3aTeJIYTE 3a YYBCTBUTENHOCT, CHEIH(GUYHOCT, HAASKIHOCT W
BB3IIPOM3BOAMMOCT KbM JlaTara Ha HaIlpaBeHOTO IIEHOBO MPEIOKEHHE;

JleknapupaMe, 4e CpOKBT Ha TOINHOCT Ha IpeNIaraHuTe U3JAENHs, KbM AaraTa Ha
JIOCTaBKa I1le OBbJaT ¢ OCTAaThUYCH CPOK -Ha FOJHOCT HE MO-MaIBK OT 75% OT 00siBe HHS OT
IPOU3BOAUTEIS;

Jlexnapupame, 49e¢ KbM MOMEHTa Ha HOCTaBKa IIe IpeJCTaBiMe CepTHPHKAT 3a
KaueCcTBO 0T IPOM3BOAHUTENS, H34AICH 32 BCSKA OT/IEJIHA NapTHAA;

Hara: 27.07.2015 r. IToanuc u neyvar: ........ "

To3u OokymeHm 3a0BANCUMENHO Ce HOCMABA OMm yuacmnuka 8 omde/leu 3aneyaman
Henpospayen nauk ¢ naonuc INTHK No 2, '
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OBPA3EL
HEHOBO NPEAJIOKEHHE

3A YYACTHEB OTKPUTA ITPOLUEJYPA 3A BB3JIATAHE HA OBILIECTBEHA
NNOPBYKA C IIPEAMET:

»0CmasKka Ha MEQUUUHCKU U30eUA, TUYHI HPEORA3HU CPeOCHEA U KOHCYMAaMmU6H 3a
nyasrcoume na Ilpozpama ,, Ykpenearne Ha HAKUOHANHAMA RPOZPaMa no nybepKynoza“
exroueama 56 obocobenu nozuyuu, O

Obocobena nozuyua Ne 35 npeomem Linezolid, uucta jexapcTBeHa CyOCTaHuus 3a
OTIpeNENAHe TyBCTBUTEIHOCTTA KBM 2 peJl TyOepKyI0CTaTHIH

J10: MunuctepcTBo Ha 3apaBeonaszpaneto; rp. Codus, 1. Ceera Henens 5

(Haumerosanue u adpec Ha Bb3N0ACUMENS)
Or:”Hanc ®@apma” EOO/J]

(HaumMeHO8aHUe HA YHACMHUKA)

c anpec: rp. Codus yn.”biara Jumutposa” Ne 37, '
ten.: 02/ 936 70 79, 936 77 92, dakc: 02/ 936 70 79, 936 77 92, e-mail
office(@danspharma.com
perucTpupad 1Mo ¢.1. Ne 2086 /2002 r. mo onuca Ha Coduiicku rpaficky Ch1,
byncrar / EMK: 130868975,
Jlata 1 Mscto Ha peructpanus o JIIC: 24.04.2008 r., rp. Codus
Pasnnamarensa cMeTKa:
6ankoB xox: UNCRBGSF;
GankoBa cmerka:BG 14 UNCR 7630 1066 2591 02 ;
Oanka: Yuukpenut bynbank AL,
rpan/knon/oduc: rp. Codus, . Cpera nenens 7;

| YBAXKAEMHU JAMHU U T'OCIIOJA,

Crieq 3arI03HABaHE ¢ YCIOBHUSTA Ha MOPBYKATa, 3a4BsBaMe, 1€ KeJlaeM Jla yqacTBaMe B
obsBeHara oT Bac oTKpuTa mpolenypa 3a Bb3jlaraHe Ha OOLIECTBEHAa NOPBYKA C IMpeaMeT:
WJdocmaska Ha MeOURUHCKU W30eNuA, TUYHI APeORa3HU CPeOCHea U KOHCyMamugu 3a
nyscoume na Ilpozpama ,,YKkpenseane Ha HAWHUOHAAHAMA' npoZpama no mybepKyno3a“
sratougauia 56 obocoberu nozuyuu, no :

Odocobena nozuyusa Ne 35 npeomem Linezolid, 4ncTa nekapcTBeHa cybcTaHmusa 3a
oTIpenesHe UyBCTBUTEIHOCTTA KBM 2 pell TYOepKyJIoCTaTHIH

’

BBB BpPB3Ka ¢ KOeTO By npenctapaMe HalaTa odepTa, KaKTo CIeaBa:

EnuHuYHa ieHa 10 06ocobeHa mo3uuus N 35 npeomem Linezolid B pasmep :

34,05 nB. (CJIOBOM TPHAECET ¥ YETHPH JIeBa U MET crtorunku) 6e3 JJ1C

1 40,86 nB. (CIOBOM UETUPHAECET JieBa U OCEMIECET M IMICCT crotusku) ¢ Hauncnen JJC.

- I //7 /

I




O61aTa 1ieHa 3a U3BIHEHHUE Ha BCHUKH AefHOCTH OT npeanMeTa Ha 06ocobeHaTa Mo3uLus €!
340,50 nB. (cIOBOM TPHCTA M YETHPHECET JIeBa U retaeceT cToTurky) 6e3 JIJIC
1 408, 60 n1B. (CJIOBOM YETHPHCTOTHH M OCEM JIEBA U LIECTaAeceT CTOTHHKH) ¢ Hauncien JUJIC.

Taka mpeanoXxeHaTa [eHa BKJIIOUBA BCHYKH Pa3XO/H 3a H3MbJIHEHUE IIPEAMETA Ha NIOpbYKara.
IMocouenaTa oOHia IeHA He MOMJIeKH HAa NMPOMSIHA I[Ipe3 MEJIHsd CPOK_Ha JIEHCTBHC Ha
JIOTOBOPA 32 U3IThJHEHHE HA TOPBUKATA.

Hpennom‘eume LEHHM ca ONpeleNieHH IPH ITBJHO CBOTBETCTBHE C YCIOBHSTAa OT
JIOKyMEHTalUSATA [0 Ipoleypara.

IIpy HECHLOTBETCTBUE MEK/Y NPEMUIOKEHHTE €IMHHYHA U 00lia LieHa, BaIHAHA LIE
OBIe eqMHAYHATA LleHa Ha odeprara. B ciyuaif, 9e ObAe OTKPHTO TaKOBa HECHOTBETCTBHE,
e ObaeM 3aabJDKEHH Ja MMpuBeleM oflaTta LeHa B ChOTBETCTBHE C eMUHUYHATA LE€HA Ha
odeprara. o

TIpy HeCHLOTBETCTBHE MeEXIYy NpEIoXEeHaTa lieHa, H3MKCaHa CJIOBOM M [EHaTa,
nocoyena ¢ nubpu, BanHaHa ue ObAe LeHaTa, IOCOYEeHa CIOBOM.
3ageKaBaMe ce, ako Hamarta odepra Obe MpHETA, 1a H3MBIHUM U NpeJaieM JIOTOBOPEHHUTE
pabOoTH, CHIVIACHO CPOKOBETE H YCIOBHATA, 3AJIETHAJH B IOTOBOPA.
Ilpu ycnosue, ye OpAeM H30paHH 3a HM3MBIHUTEN Ha obliecTBeHaTa MOpPbUKa, HHUE CME
CHIIACHH Ja TOAMHUINEM M TpeACTABHM IapyyHa/0aHKoBa rapaHiMs 3a HM3IBIHCHHE Ha
3a/ILIDKEHHSTA [10 IOrOBOpa B pasMep Ha 3 % ot cTolinocTTa My, 6e3 JUIC.

Hara: 27.07.2015 1.

3abenexka 1: YuactHuuute, perucrpupand mo JJIC, orGens3BaT HalHYMETO Ha TakKasa
perucTpanusl.

3abenexka 2: O6miara IeHa 3a M3IBAHEHHE Ha BCHYKM NEHHOCTH OT NpeaMeTa Ha
060coBeHaTa ' MO3MIMS CE€ H3YMCHABa Karo IpOM3BEAEHHE Ha €IMHWYHATa LCHa H
KOJIHYECTBOTO.

JaGenexka 3: 3a MOIMIMHTE, KOHTO ce 0depPHPAT KOMILIEKCHO ce npecTaBs 00mo
LIEHOBO NpeJIo/kKeHHe H ce 0TOeIA3BAT KAKTO eJMHHYHHTE H 0DIHTE UEHH 32 BCAKA
oraesHa mosunus 6e3 U cbe JJAC, Taka B 00ma KOMILIEKCHA croitnoct 6e3 H ¢ JJIC,
NpeaCcTaBISABAMA ¢G0P OT CHOTBETHHTE OGN CTOITHOCTH HA OTAEJTHHTE MOIHIUHH, KOHTO
ce JOCTABSIT KOMILIEKCHO.

To3u O0oKyMeHm 3a0BANCUMEAHO Ce HOCMA6A OM YHACHIHUKA 6 onoeNeH 3anevamat
Henpo3pauen nauk ¢ Haonuc IIVIHK Ne 3.



