JOI'OBOP
3A JOCTABKA HA MEJULIUHCKH U3JEJINSA

Huec, ...... 0-0%.... 2015 r., B rp. Codust, Mexay:

MHUHHUCTEPCTBOTO HA 3JIPABEOIIA3BAHETO, c aapec: rp. Codus 1000,
m1 “Ceera Hemens” Ne 5, BYJICTAT 000695317 u JJC wunent. Ne BGO000695317,
MpeACTaBNsABaHO0 OT A-p IleThp MOCKOB —MHHHCTBD ‘Ha 3/paBeonasBaHeTo W Mapus
Benomoposa, aupektop Ha aupekuus ,,bC”, HapuyaHo TMmO-IONy 33 KpaTKOCT
LBB3JIOKHUTEJI” ot enna crpaHa

"

JAHC ®APMA EOOJ, cic cepanuie u aapec Ha ynpasnenue: rp. Copus, CO-
paiton CnatuHa, *.K. Penyra, yn. Bmara JlumutpoBa Ne 37, Bx.ler. 1, an. 1; EHUK
130868975, mnpencraBnsBano ot [lanumena CnacoBa, Hapu4aHO TMO-AOJY 32 KpaTKOCT
“U3ITBbJIHUTEJ”

Ha ocHoBaHHe 4. 41 oT 3akoHa 3a obiiecTBeHUTe NOpHUKH M Pemenne Ne PJI-11-
84/12.02.2015 r. ma BB3JIOXXUTEJIS 3a onpemensiHe Ha KJIacHpaHeTo 10 0060coGeHH
mosuiuy NeNe 30, 32, 35, 36 u 42 mo obuiecTBeHa MOphYKa ¢ MpeAMeT: ,JlocTaBka Ha
PAAHOAKTHBHH JIEKAPCTBeHH MNPOAYKTH, paaunodapManeBTHUH, PaTHOHYKIHAHH
reHepaTopH, KUTOBE H PaIHOHYKJIHIHH NpeKypcopH 3a 2015 r., oTIyckaHH no pela Ha
Hapen6a 34/25.11.2005 r.“, ce CKIIFO4HM HACTOSLIUST AOTOBOP 32 CIEAHOTO:

L. IPEJMET U CPOK HA 1OI'OBOPA

1.1. BB3JOXHUTEJAT Bp3nara, a MN3IIBJIHUTEJAT ce 3anpipkaBa [a
H3BBPIIHN IOCTaBKa HA MEIHLIUHCKH H3JEMHS.
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30 1251 Plasma renin activity 10

32 125 1 Aldosteron 10

35 125 1 beta 2 microglobulin 70

36 125 Vit B 12 + donuesa KuceiuHa 10

42 1251 TRAK 12

1.2. JloroBopsT BilH3a B CHJIa OT JaraTa Ha MOANMCBAHETO MY OT JIBETE CTPaHH H € ChC CPOK
10 29.02.2016 r. [To oTHOLIEHHE HA ,,yCIOBMS, HAYMH M CPOK Ha MjamlaHe™, CPOKBT Ha
JAeHfcTBHE € chrilacHo goroBopeHoTto B Paznen II1.

II. IEHU ¥ OBIIIA CTOMHOCT HA
JOCTABKHUTE 11O 1OI'OBOPA

2.1. IlenaTa Ha CTOKHTE IO 4. 1., CBIVIACHO NPEACTaBEHO IICHOBO IPEAJIOKEHHE,
HepasJielIHa YacT OT JOroBopa € KakTo CJIe/ABa:
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30 125 I Plasma renin activity 219,87 263,84 2198.,70 2638.,44
32 125 I Aldosteron 253.47 304,16 2534,70 3041,64
35 125 I beta 2 microglobulin 403,02 483,62 28211,40 [33853,68
36 125 Vit B 12 + ¢onuena kucenuna | 497,22 596,66 4972,20 5966,64
42 125 ITRAK 397,72 477,26 4772,64 5727,17
2.2. llenara BKIIOYBA CTOMHOCTTa Ha CTOKAaTa, ONAKOBKA, 3aCTpaxOBKa W TpaHCHOPT A0

KpailHUTE MOJTy4aTe/id /ChOTBETHUTE JIeUeOHH 3aBeeHUs/ NIPH MUHAMAJEH CPOK Ha FOJHOCT
He no-kpaTbk oT 80 % 0T 00siBeHHs OT MPOU3BOAMTENA, KbM [arara Ha BCsKa JOCTaBKa Ha
paarnodapMaleBTHIM 32 TEPAIHs | 3a AHarHOCTHKA in Vitro 1o nosuuuu ot 14 1o 45 BKIL.

2.3. O6mara cTOHHOCT Ha JOCTaBKHTE 1O Aorosopa e 1o 42 689,64 aB.( yerHpHuaeceT H
[IBe XHJISIM MIECTCTOTHH oceMeceT W AeBer JieBa H 64 ct.), 6e3 Bxioden JJIC, no 51
227,57 nB. (MeTAECET H €IHA XUJIAH ABECTA [(BaJleCeT H celeM JeBa H 57 CT.), ¢ BKJIOYeH
JUIC.

2.4. llenara no norosopa e pUKCHpaHa, He TIOJJIEKH Ha MPOMSHA 3a CPOKA Ha ICHCTBHE Ha
JIOrOBOpa, OCBEH B cilydauTe Ha ul. 43, ait. 2 ot 3011

III. YCJIOBHUS U HAUYHH HA IIJIAIIAHE

3.1. [Tnamas”ero o HACTOALIMS AOrOBOP Ce OCHINECTBsIBA Ype3 OAHKOB IPEBOJ OT CTpaHa Ha
BB3JIOXUTEJIS no nocouenara B wi. 15.3 6ankoBa cMeTka Ha U3ITBJIHUTEJLA.
3.2. 3amnamaHeTo Ha CTOKMTE MO JOrOBOpa C€ M3BBPIIBA OTIOXEHO B Cpok n0 30
/TpupeceTst/ eH, el IpeCTaBsHE Ha CIEIHUTE JOKYMEHTH:
1) JlocraBHa ¢akTypa, chcTaBeHa chrilacHO n3uckpanuaTa Ha 3JJIC u MIIBJIC —
opuruHai u 2 /na/ 6pos 3aBEPEHH KOIIHS;
2) TlpueMaTenHO-peaaBaTeNHy IPOTOKONH, MO obpaszen Ha MHHHUCTEPCTBOTO HA
3/paBe0Na3BaHeTo;
3) OGoO6iileH omuc Ha MTPOTOKOIHTE — 3 /TpH/ 6pos;
4) TlucMeHH  3asBKHU-paslpeleleHHs, H3rOTBEHH
3JIpaBEOIa3BaHETO H 3aBEPEHH OT KpalHUTE NOIyJaTeNH,
5) 3a MeIULMHCKHUTE U3JETHUs ciaelBa Aa ObAaT NPEeICTABeHH:

e Jlexnapanus 3a CbOTBETCTBHE OT IIPOM3BOAMTENS MIIH HETOBHS YITBIIHOMOIUEH
TpeAcTaBUTEN-32 BCHUKH 060cobeHH mosuuuu oT Ne 14 g0 Ne 45 Bk ¢
MEJMIIMHCKU U3ETHs.

o Banunen cepTuduKar 3a BHeApeHa cucTeMa 1o kadectoto 1ISO 9001:2008 u/
wia ISO 13 485:200X wunu eKBHBAIEHTEH CEpPTH(PHKAT Ha TPOHU3BOIAUTENS
/3aBepeHO KONHE Ha OPUIHHAI M MPeBOJ/ - 3@ BCHUKHM 000COOEHH MO3HLMH OT
Ne 14 no Ne 45 BxJ1. ¢ MEAULIMHCKH H3JIENHS.

e EC cepudumkar 3a CbOTBETCTBHE OT HOTHOMIMpPaAH OpraH (KONHE 3aBEpeHo ¢
rpud ,,BspHo ¢ opurdHana“ cbC CBEX NEYaT U MOANKUC Ha NPOM3BOIHTENA UK
YITBJTHOMOIIEH TPEACTABUTENl HA CHIUWS, MPHAPYXKEH C NMPEBOA OT (GHpMa,
CKITIOUHIIa JoroBop ¢ MBHP)- Baxu 3a o6ocobenn nosuuuu Ne 14 u 29.

e 136poeHuTe JOKYMEHTH Ce MPEICTaBIT B NENOBOJACTBOTO Ha MHHHCTEPCTBO
Ha 37paBeONa3BaHETO, KIACHPAaHH M NpHKadeHH B manka. B mankara ce
npujara MUCMO C ONKMC Ha ChIbPXKAIUMTE C€ B Hesl NOKYMEHTH, Karo

OT MHHHUCTEPCTBOTO Ha



3aBDKUTENIHO CE€ TNOCOYBAT HOMepara, JaTHTe W Opos Ha IMPHIIOXKECHHTE
JIOKYMEHTH OT BCEKH BH]I.
3.3. B cayyaif, ye NOCOYEHHTe B Wil 3.2 HOKYMEHTH Ca HEpPEJOBHH HIH HE ca
KoMIUIekToBaHH, ceiuuTe ce Bpbinar Ha U3IIBJIHUTEJIA ¢ npueMaTenno — npeaaBaTeneH
IPOTOKOJ 3a M3MpaBsiHe Ha HepeaHocTHTe. CPOKBT Mo 4il. 3.2. 3amoysa Jia Teue OT Jarara Ha
TMpeACTaBIHETO Ha NOCIIETHHS H3UCKYEM CE TOKYMEHT.

IV. CPOK HA JOCTABSHE

4.1. Bcsika oTnenHa JOCTaBKa MO JIOTOBOpPA, C€ M3BBPLIBA €XKECEIMHYHO MO yTBBPAEHA
NMCMEHa 3asBKa-paspeaeneHine oT MUHHCTEPCTBOTO Ha 3[paBeona3BaHeTo, KaTo HavalHata
JOCTaBKa ce M3IIBJIHABA B cpok 10 20 /mBameceT/KaleHAapHH [IHH OT jJaraTa Ha CKIIOYBAHE
Ha JOroBopa. MHHHCTEPCTBO HA 3/]paBeolla3BaHETo pasnpe/elis HEOOXOAUMHTE KOJIMYECTBA B
JIB€ YTBBbpACHU NMHCMEHH 3asBKH-pa3NpeNeNeHHus, IIbpBara 3a LIECT MECEYEH IEpUOd — 10
31.08.2015 r. u Bropata — jmo 28.02.2016 r., kaTo KOojM4yecTBaTa BHB BTOpara 3asBKa ca
cboOpaseHu ¢ pasrnojiaraeMuTe OHODKETHH CPEACTBA. 3asBKaTa-pasnpelesieHHEe C€ BpbUBa
JIMYHO Cpelly IIOANKC Ha YIBIHOMOLIEHOTO JIMLE Ha H3IBJIHUTEN OT 3BEHOTO 34
aJMHHHCTPATHBHO 0OC/Ty)KBaHe HIIH Ce H3Ipalla ¢ MPENOPbYaHO MMCMO C OOpaTHa pasIUCKa,
mo ¢akc WM MO eJEKTPOHEH MBT IPU YCIOBHATA M MO pela Ha 3aKkoHa 3a eJIeKTPOHHMS
JIOKYMEHT H €JIEKTPOHHHMSI IIOATHUC.

4.2. U3ITBJIHUTEJIAT ce 3agbinxaBa, B CPOK 1O ABa JAHH CIIEI BCAKA 3asBKa Ja yBCIOMH
nucmeno unu no ¢axc BB3IJIOXUTEJIA 3a u3pbpmBaHe Ha JOCTaBKMTE Ha CTOKHTE,
peAMET Ha HACTOAWMS HoroBop. IIpn HEBB3MOKHOCT 3a H3BBPHIBAHE HA JOCTABKMTE HA
CTOKHTE MpeIMeT Ha HaCTOSIMS JOTOBOp Ja YBEJOMH IIMCMEHO MM 10  (ake
BB3JIOXUTEJIA.

4.3. 3a KONHYecTBa MAOCTABEHH M3BBH 3asdBKara — pasnpeneneHue no uwi 4.1,
BB3JIOXKUTEJIAT Hama 3aapikeHHe 3a IallaHe.

4.4. JlocTaBSHETO Ha CTOKH 0e3 3asBKH — pa3NpeJeIeHHs € JOIMyCTHMO CaMO B U3KITIOYHTEIIHH
Clyyad, 3acTpalliaBallld >KHBOTA W 3]PaBeTO HA IPaXJAHHTE U CleJl H3PUYHO MHUCMEHO
MOTBBPKAECHHUE OT CTPaHa HAa MUHHCTBPA MM ChOTBETHHS PECOPEH 3aMECTHHK — MUHHCTBP.
4.5. B cnyuaute no wi. 10.3 u 10.4 oT norosopa, CpoKsT 1o 4i. 4.1 3amousa na Tede OT
jaTarta Ha mucMeHoTo ceriacie Ha BB3JIOXUTEJLL.

V. MSICTO HA TOCTABSIHE

5.1. 3a MscTO Ha JOCTaBsHE Ha CTOKHMTE IO TO3H JOTOBOP CE ONpPEAENAT KpaHHHUTE
nonyuarenu nocoueHd B [lpumoxkenns Nel KbM HACTOSIIMS JOTOBOP CHITIACHO KOHKPETHHUTE
3assku Ha BB3JIOXKUTEJLA.

5.2. PHUCKBT OT Ciy4aiHOTO TOrHBaHe WM NOBPEXJAHE HA CTOKUTE IIPEMHHaBa BBPXY
BB3JIOXKUTEJISL or MoOMeHTa Ha IpHEMaHETO MM Ha MACTOTO Ha [JOCTaBAHE C
NpreMaTesTHO-IIpeiaBaTeNieH IPOTOKOII.

V1. JATA HA TOCTABSIHE HA CTOKHUTE

6. 3a jaTa Ha JOCTaBsiHE C€ CUHMTA JaTaTa, Ha KOATO CTOKHTE ca JOCTABEHH JIO KpaHHHTE
T10Jly4aTesin, IpH YCJIOBUATA Ha 4. 9.2.

VII . BAABJIKEHUS HA H3ITBJTHUTEJIA

7. UBITBJIHUATEJIAT ce 3aabixaba:



7.1. JTa OCTaBH CTOKHTE B JOTOBOPEHHS CPOK H JIa I'M MpeJajie Ha KpadHUTE MOTydaTey.
7.2. Jla mpenane CTOKHTE, NMAaKeTHPaHH M MapKHPaHH B CBOTBETHHs BHJ, KOJHYECTBO H
KayecTBO Ha MACTOTO Ha JAOCTaBsHE.
7.3. I1pu moANMMCBaHETO HA IOrOBOPA Aa NIPEACTaBH:

a) nokymeHTH 1o wi. 47, ain. 10 or 3011 u3ganeHu oT KOMIIETEHTHHUTE OPTaHH;

6) rapanuus 3a U3MBIHEHHE, B eHa 0T hopMuTe, onpeaenedn B €wi. 60 ot 3011, xodTo
ce ocBoboXxmaBa 10 60 THM CleA NPUKIOYBAHE H3MBIHEHHETO Ha JoroBopa. I'apanuusTa e B
pasmep Ha 3 % ot croiiHocTTa Ha forosopa 6e3 J1/IC u Bp3u3a Ha 1280,69 seBa.
7.4. Jla nocraBs MEIMUMHCKM H3IeNus, 3a KOMTO € IpeacTaBeHa Jlexmapanus 3a
CHOTBETCTBHE OT IIPOW3BOJMTEINI HIIH HETOBUS YIBJIHOMOLIEH MpPEACTaBUTEN-32 BCHYKH
060cobenu no3uimu ot Ne 14 1o Ne 45 BKII. ¢ MEJUIMHCKH H3/ICNTHS.
7.5. Jla 1OCTaBs MEAMIMHCKH HM3MEHs, 33 KOMTO € NPEICTaBEeH BAIMAEH CepTHHKAT 3a
BHefpeHa cucTeMa mo KadectBoto ISO 9001:2008 u/ wumu ISO 13 485:200X wmu
eKBHUBAICHTEH CepTH(HUKAT Ha IPOU3BOAUTEINS /3aBEPEHO KOMHE HAa OPUTHHAN U NPEBOLY - 3a
BCHYKH 060c0o0eHH mo3uimu oT Ne 14 10 Ne 45 BKJI. ¢ MEJMIMHCKH H3JEITHSL.
7.6. Jla moctaBs MeIHMIMHCKM H3JeNus, 3a Kouto e mpeacraBeH EC ceprudukar 3a
CHLOTBETCTBHE OT HOTH(HUMpPaH opraH (KOMHE 3aBepeHo ¢ rpud ,,.BApHO ¢ opuruHama™ cbe
CBEX I1€4aT W IOANHC HA MPOU3BOMMTENS MM YITBIHOMOLIEH IIPEACTABHTENl Ha CBIIMA,
NPHApPYKEH C PEBOA OT hHpMa, CKIIFoUnIa Jorosop ¢ MBHP)- Baxu 3a 060C00eHH MO3HLHH
Ne 14 u 29.

VIIIL. 3AABJIKEHUS HA Bb3JIOKHUTEJIS

8. BB3JIOXXUTEJIAT ce 3axbmxapa:
8.1. Jla npueMe NOCTaBEHUTE B CPOK M Ha MACTO CTOKH, CHOTBETCTBAIIH MO BHJ, KOJHYECTBO
¥ KQueCTBO Ha OMMCAaHOTO B HACTOSLIMS JOTOBOP.
8.2. Jla 3amiaTu JOCTaBEHUTE CTOKH MO peAa Ha Wil 3.1., 3.2.  3.3. OT HACTOSIHs 10TOBOD.
8.3. Ciel mNpUKIIOYBAHE H3MBIHEHHETO Ha JIOTOBOpa J1a OCBOOOAM rapaHIusTa 3a
H3MbJHEHHE, 63 J1a JBIDKH JIHXBH 3a CPOKa, Mpe3 KOMTO CpeAcTBaTa 3aKOHHO ¢a NMPECTOSIIH Y
Hero.

IX. IPUEMAHE U ITIPEJABAHE HA CTOKHUTE

9.1. TlpueMaHeTo Ha CTOKHTE C€ M3BbpLIBA Ha MACTOTO HA JOCTABSHE OT MPEACTABUTEN HA
KpalHHUTE [10J1y4aTesIy.

9.2. UBITBJIHUTEJIST u npeacraBuTes Ha KpalHUTE [10JTy4YaTe M MOANMCBAT IPUEMATENHO-
IpeaaBaTesieH MPOTOKOJ, YIOCTOBEPABAL I10JIy4aBaHETO Ha CTOKHUTE.

X. KAUECTBO, TAPAHIIMU U CPOK HA TOJJHOCT

10.1. KayecTBOTO Ha CTOKHTE, NMpeAMET Ha HACTOSIIHSA JOTOBOp, CJIEABA Ja OTroBapAT Ha
W3UCKBAHHUATA chIyIacHO wi. 7.4.,7.5.,7.6. 1 7.7.
10.2. KpM narata Ha JOCTaBKaTa, OCTATBYHHUSAT CPOK Ha TOJAHOCT Ha CTOKUTE NPEIMET Ha
HACTOSILIMS JIOTOBOp, cilenBa na Opae He mo—Mmanbk oT 80 % (ocemnecer MpolEeHTa) OT
06sBeHHs OT MPOM3BOIMTENs, KbM JaTaTa Ha BCSKa NOCTaBKa Ha pajuodapMaleBTHIH 32
Tepanus 1 3a JUarHOCTHKA in Vitro mo mosuuuy ot 14 no 45 BKIL

B cny4ail Ha JOCTaBKa Ha MEJHLMHCKO H3J€eJIHe C MO-KPaThK OT JOTOBOPEHHS CPOK Ha
roaunocT U3ITBJIHUTEJIAT nbmxu HEeyCcTORKA KAakTo cleaBa:



Pajno(apMaleBTHIIA 3a TEPAIks U 32 AMArHOCTHKA in Vitro Mo nosuiuy ot 14 10 45

BKJI.

- 0ot 79,99% o 70% - 20% BbpXy CTOMHOCTTA Ha JOCTABKATa,

- 01 69,99% no 60% - 30% BbpXy CTOMHOCTTA HA NOCTABKATa,

- 0T 59,99% no 50% - 60% BBPXY CTOHHOCTTA Ha AOCTABKATa;

- 0ot 49,99% 10 40% - 75% BbpXY CTOMHOCTTA Ha JOCTABKAaTa;

- nox 40% - 90% BBpXy CTOHHOCTTaA Ha JOCTaBKAaTa;
10.3. JlocTaBkara Ha MEJAWLMHCKO H3JENHE C OCTAThYEH CPOK Ha TOJHOCT IO-MAlIbBK OT 40
(ueTHpHAeceT) Ha CTO OT OGSIBeHHsS OT NPOM3BOAMTENS Ce M3BBPIIBA CaMO C IHCMEHO
cernacue Ha BB3JIOKUTEJISl 3a KOHKPETHO KOJMYECTBO, ONpeneneHo OT Hero. bes
H3pu4HO mucmeno coriacke Ha BB3JIOXXWTEJIS crokute Hima ia ObAaT 3aruialliaiy.
10.4. BB3JIOXUTEJLAT Moxe na OTKaXe NPUEMAHETO HA CTOKUTE, aKO B IICHA Ha TAXHOTO
TNPUCTHIaHE WM TIPHEMaHe OCTAThYHMS CPOK Ha FOAHOCT € 110 — MabK OT ONPEAENICHHS B Wi
10.2. MHHHMAJIEH CPOK Ha FOJHOCT.
10.5. B cnyuaii Ha Ge3riaTHO JOCTaBSHE HAa HAKOM OT CTOKHTE MO JIOTOBOpA, CBINIACHO
noropoperoro ¢ W3ITBJIHWUTEJIA, cpumre cineisa jha OTroBapsiT Ha IMOCOYCHHTC OT
BB3JIOXKUTEJLS wu3ucKkBaHHS OTHOCHO CPOK Ha TOOHOCT M CPOK Ha JOCTaBKa, B
croTBeTcTBHE ¢ Toukd 4.1.1 10.2. '

XI. OTTOBOPHOCT 3A HETOYHO U3IIbJIHEHHUE. PEKJIAMAIIUHA

11.1. BB3JIOXKUTEJIST moxe na npenssssa pexinamanun npea U3ITBIIHATEJIA 3a:

a) KOJIMYECTBO W HEKOMIUIEKTHOCT HAa CTOKHMTE MJIM TeXHHYECKaTa JOKyMEHTAlMS
(IBHH HEJOCTATHLH); '

6) KauecTBO (CKPUTH HEIOCTAThIIH):

- TIpH IOCTaBSIHE HA CTOKH HE OT JOTOBOPEHHS BHJI, TIOCOYEH B Uil 1;

- IpH KOHCTaTUpaHe Ha Ae(QEKTH IpH ynoTpeda Ha CTOKHTE.
11.2. PexjiaManuu 3a SBHH HeJOCTaTbLH Ha cTokuTe ce npaear oT Bb3JIOXKUTEJLA, upes
KpalHUTE MOJyYaTelnd Ha CTOKHTE, B MOMEHTA Ha MpelaBaHEeTO MM, 3a KOETO C€ ChCTaBi
IIPOTOKOJI, OJIIHCAH H OT JABETE CTPaHH. _ '
11.3. Pexnamauuu 3a CKPHTH HEJOCTAaTBIM C€ MpaBAT Mpe3 LeaHs CPOK Ha TOAHOCT Ha
JOCTABEHUTE CTOKH, KAaTO peKjiamauusATa ce MpHAPYKaBa 3aqb/DKUTEIHO OT KOHCTATHBEH
IIPOTOKON, H3aeH oT M3nbiaHUTenHaTa areHlrs 3a 1eKapcTBara.
11.4. BB3JIOXUTEJSAT e mrexed ga yeemomu mnucMeHo W3ITBJIHHUTEJA 3a
ycTaHoBeHuTe nebekTH B 15 (IeTHaneceT) JHEBEH CPOK OT KOHCTATHPAHETO HM.
11.5. B pekiamamuute ce [OCOYBA HOMEPHT HA JOrOBOpa, TOYHOTO KOJMYECTBO Ha
MOJyYEHHTE CTOKH C TEXHHS TMapTHIECH HOMED, OCHOBAHHETO 3a PEKIIaMallisl 1 KOHKPETHOTO
nckane Ha Bb3JIOXKUTEJIA.
11.6. B 10 (mecer) mHEBEH CpPOK OT IIOJlyYyaBaHe Ha peKiaMalusTa, W3ITBJIHUTEJAT
cnenBa ga otrosopu Ha BDB3JIOXKUTEJD nucMeHo M KOHKDETHO [aild  IpUeMa
peKIaMalHATA KM 5 OTXBBPIISL.
11.7. [pu pexnamaius 3a sBuu Hepoctatsuu WUSITBJIHUTEIJLT e nnbxed B €IHOMECCHCH
CpOK OT Mojly4aBaHe Ha peK/laMaldaTa 33 CBOS CMETKa M PHCK Ja HOCTaBH Ha MSCTOTO Ha
JIOCTaBSHE KOJMYECTBOTO JUIICBALIM B JOCTaBKaTa / HEKOMILIEKTHH JOTOBOPEHH CTOKH.
11.8. Ilpu pexnamanus 3a ckputd Hemoctarbuu MW3IIBJIHUTEJIAT e mibken B
eHOMeceUeH CPOK OT IOJyuyaBaHETO H Jla 3aMEHH JOCTABEHHUTE HEJOrOBOPEHH IO BHA /
neeKTHH CTOKH 3a CBOSl CMETKA H PHCK MJIM MO TPEUCHKAa Ha BB3JIOXKUTEJIA na BbpHe
CBHOTBETHATA YACT OT 3aIjiaTeHaTa UeHa, BEAHO C IbIDKUMHUTE JIHXBH.
11.9. V360pbT Ha IMOCOYEHHTE 110-TOPE BHE3MOXKHOCTH Jia C€ BBPHE CHOTBETHATA HacT OT
MIATEHOTO HAM a Ce NOCTaBIT HOBH cToKM mpuHamiexdn Ha BDBIJIOKUTEIEA u ce



yrpaxHsaBa OT Hero moj ¢opmara Ha nucMexo ysegomienue ao M3ITBJIHUTEJLA, karo
pa3XxoIUTE M PUCKOBETE 10 HOBOTO JOCTaBsiHe ca 3a cMeTka Ha UBITbJIHUTEJLA.

11.10. PexnaMupaHuTe CTOKH C€ ChXPaHABaT OT CbOTBETHHS KpPA€H I1OJIy4aTes /10 ypexaaHe
Ha peKJamMaluuTe.

XII. OTTOBOPHOCT IIPU HEU3IIbJIHEHHE

12.1. 3a HeU3NbIHEHHE HA 3aAB/DKEHHATA CH 10 HACTOSIIHUA JOrOBOP C M3KIIOYEHHE Ha TC3H
o 1. 10.2:u 1. 10.3, U3ITBJIHUTEJIAT apmxu HeycTolika B pasmep Ha 0.7 % Ha JieH BbPXY
CTOMHOCTTA Ha HEM3ITBJIHEHOTO B JOTOBOPEHHUTE CPOKOBE 3aIbDKEHHE, HO He noseue oT 20 %
(1BameceT NPOLEHTA) OT CTOWHOCTTa HA HEU3IBIHEHHETO, KAaKTO M OOE3IICTCHHE 3a
NpeThPNEHNUTe NEHCTBUTENHM BpeAM B CIIydYaumTe, KOrarto Te HaIXBBPJSAT J0roBopeHara
HEYCTOHKa. :

12.2. Koraro npu Hanuuue Ha pexnamauu, U3ITBJIHUTEJUIT He u3nbiHu 3aabKeHUATA
cu mo pasgen XI OT HacTOAWMsS NOrOBOP B CPOK, ChinusAT Apikd Ha BB3JIOXKUTEJLA
HeyCToMKa B pasMep Ha 2 % OT LiIeHaTa Ha CTOKHTE, 3a KOWTO Ca HalpaBeHH peKIaMalliMTe.
12.3. BB3JIOXUTEJIAT ynosieTBopsiBa MPETCHIMUTE CH OTHOCHO HEHM3ITBJIHEHHETO Ha
JIOTOBOpA, KAKTO M 3a 3alulalllaHe Ha Heycroikute oT crpana Ha M3ITBJIHUTEJIA kato
3abpXKa rapaHl{aTa 3a U3MbJIHEHHe mo wi. 7.3, OykBa “0” OT AOroBopa, Ci€l KOETO 110
CHOTBETHHS pELl.

12.4. IIpu BuHoBHa 3abaBa Ha U3ITBJIHUTEJIS, npoasmkuia ¢ noBeye OT NOJOBHHATA OT
CpoKa 3a H3IBJIHEHHE Ha ChOTBETHOTO 3axbinkenue, BB3JIOKWUTEJUIT uma npaso na
pasBajii IOrOBOPa €JHOCTPAHHO C 15-HEBHO NPEIM3BECTHE.

12.5. BB3JIOXKUTEJIAT uma npaBo jJa MpeKpaTH €AHOCTPaHHO M 0€3 Mpeau3BecTHE
HACTOALIMS JOTOBOP B CAy4ad Ha CHCTEMHO HETOYHO H3IBJIHEHHE Ha 3aJb/DKCHHATA OT
U3IIbJIHUTEJLS u npenseeny noseye oT Tpu peknamauuy oT BB3JIOKUTEJIA no ri. XL
12.6. B cnyuaii, ue no otHowenue Ha U3ITBJIHUTEJLS nacTenar obcTositencTeara no 4L
47 ot 3akoHa 3a obmectseHuTe nopbukd, BB3JIOKUTEJAT uma mpaBo na mpekpaTH
eIHOCTPAHHO HACTOSILIKS J0rOBOP, 6e3 MUCMEHO MPEeN3BECTHE M O€3 fa IBIKU HEYCTOHKH.

XIII. ®°OPCMAXKOPHU OBCTOATEJICTBA

13.1. CTpanuTe MO HACTOALIMS JOTOBOP HE AB/DKAT OOe3leTeHHE 3a NMOHECEHHM BpEIH H
3ary0M, aKo TOC/IeTHUTE ca IPUYWHEHH B PE3YJITAT Ha HEMPEOol0IuMa CHIa.

13.2. AKO CTpaHaTa, KOsITO.€ CIEABAIO0 a U3IIBIHK CBOE 3aIb/DKEHHE 110 IOT0BOpa ¢ Oua B
3abaBa, TS HE MOJXKE Ja C€ M030BaBa Ha HEIPEO10/IMMa CHJIa.

13.3. “Hempeomonmuma cujla” HO CMMCBJIa Ha TO3H JIOTOBOp € HEMPCABHACHO H/Wiu
HEeNpeAOTBPaTHMO CHOHTHE OT H3BBHPEJEH XapakTep, Bb3HUKHAIO CAed CKIIOYBAHETO HA
JIOTOBOPA. ‘

13.4. Crpanara, 3acerHara OT HENPEOJOIHMAa CHJa, € AABXKHA Ja NPCANPHUEME BCHYKH
JeHCTBHA C IpHKaTa Ha AOOBP CTONAHHH, 3a J1a HaMajld 10 MHHHMYM IOHECCHHTE BPEAH H
3ary6u, KaKkTo M jia YBeIOMH ITHCMEHO Jpyrara CTpaHa B 7-JHEBCH CPOK OT HACTbMBAHETO Ha
HenpeoJoaMMaTa cuia. IIpy HeyBeIOMsBaHE CE OBb/DKH 00C3IUeTeHHE 32 HACTBIUIMTE OT
ToBa Bpeau. Hempeononumara cujia ce JOKa3Ba OT 3acerHarara CTpaHa Cbe cepTUOUKAT 3a
dopcMakop, U3NaeH IO CHOTBETHHS Pell OT KOMIICTEHTHHS OpraH B IbpiKaBara, B KOATO ca
HACTBIUIH HOPCMAXKOPHUTE OOCTOATENCTBA.

13.5. JlokaTo Tpae HENpeoIOIMMaTa CHJla, U3IBTHCHHETO Ha 3ab/DKEHHUATA H CBBP3aHUTE C
TSAX HACPELIHH 3a/bJKEHHs CE CIIUpa.



13.6. He mpencrasisBa “HenpeomonuMa cHia” CHOHTHE, MPUYMHEHO MO HEOPEKHOCT WU
ype3 YMHLUIEHO AEHCTBHE HA HSAKOS OT CTPaHHTE WM TEXHH IPENCTABMTENH H/HIIKM
CIIY)KUTENH, KAKTO U HEJIOCTHTa Ha Tapu4Hu cpenctBa Ha BB3JIOXKUTEJL.

XIV. CHOPOBE

14.1. Be3uukHamuTe Mpe3 BPEMETPAaEHETO Ha JOroBopa CIOPOBE H DPAa3HOIJIACHS MEXKAY
CTpaHHTE Ce pellaBaT 4Ype3 MpPeroBopH MexAy TaX. [locTHrHaTHTE IOOrOBOPEHOCTH CC
odopMST B MMcMeHa GOpMa U Ce MPEBPBLIAT B Hepas3/eHa 4acT OT JOroBopa.

14.2. B ciyuail Ha HErOCTUIAHE HA JOTOBOPEHOCT MO NMPEAXOAHHS 4WIEH, BCHUKH CIIOPOBE,
MOPOJEHH OT TO3H AOTOBODP WJIM OTHACSIIM C€ O HEro, BKIIKOYMTEIHO CMOPOBETE, NOPOJCHH
OT WM OTHACAIU CE€ O HETOBOTO THIKYBaHE, HEACHCTBUTEIHOCT, HEHU3IBIIHCHHE WIH
npekpatsaBaHe e ObAAT pa3peilaBaHM Cropel OBArapcKUTe MaTepHallHW H MPOLECYaTHH
3aKOHHU OT KOMIIETeHTHHS ¢ba no pena Ha ['TIK.

XV. CbOBUIEHHUA

15.1. Beuuky chOOIIEHHS MEXY CTpPAaHUTE, CBBP3aHH ¢ U3MBIHCHHETO HA TO3H JOrOBOp Ca
BAIMIHH, aKO ca HalpaBeHd B NHUCMeHa (opMa M ca TOANMCAHH OT YI'bTHOMOIUCHHTE
npeacrasutenu Ha U3ITBIIHUTEJLA unu BL3JIOXKUTEJLA.
15.2. 3a naTa Ha CHOOILIEHHETO CE CMATA:

v/ jaTaTa Ha IIpeJaBaHeTo — PH PHYHO NPEaBaHe Ha ChOOUICHHETO;

v/ jarara Ha NOIIEHCKOTO KjeiMo Ha oOpaTHara paslucka — HpH H3NpallaHe Imo

nomara;

v/ jaTara Ha IPHEMAHETO — IIPH H3Mpallane 1o Tenedakc, Teneke 1M e-mail.
15.3. 3a BamugHM aJpecd 3a MpHeMaHe Ha CbOOLIEHHS M OaHKOBH CMETKH, CBBP3aHH C
HACTOSIIMS JOTOBOP C€ CMATAT:

3A U3ITBJIHUTEJLA: 3A BB3JIOKUTEJLA:

JTAHC ®APMA EOO] MUHHCTEPCTBO Ha 3[JpaBEONIA3BAHETO
rp. Codus rp. Codust 1000

CO- paiton CnaTuHa, ni. ,,Cera Henens” Ne 5

K.K. Penyta, yn. bnara lumutposa Ne 37,
Bx.l,er. 1, am. 1;

teit: 02/9367079 TeM........

daxc: 02/9367079 daxc...........

e-mail: office@danspharma.com e-mail..............

baHnkoBa cMeTKa BaHkoBa cMeTKa

VHUKPEINT BYJIBAHK A/l BHB llenTpanHo ynpasjieHHe

IBAN BG 14 UNCR 76301066 2591 02 IBAN: BG21 BNBG 9661 3000 1293 01,
BIC xoxg UNCRBGSF BIC xon na BHb - BNBG BGSD

15.4. Tlpu npomsiHa Ha IOCOYEHHs MmO 4wi. 15.3 agpec CBOTBETHATA CTpaHa ¢ IUIBXKHA J1a
YBEIIOMH JIpyraTa B TPHIHEBEH CPOK OT NPOMSHATA.

XVL IPYI'U YCJIOBHUSA

16.1. TlpaBata ¥ 3amb/DKEHHATA IO HACTOSINMS JIOTOBOp HE MoOraT Ja C€ MPEXBBPIAT
eHOCTPaHHO Ha TPETH JHMUA M IMOAOOHM aKTOBE HE MOPAXIAT NPABHO neiictBue 6e3



MMHCMEHOTO ChIVIACHE Ha APYrara CTpaHa, OCBEH B CliydyauTe Ha oOe3neyaBaHe (rapaHTHpaHe)
Ha 3ab/DKEHHS] TT0 OAHKOBH KPEIUTH.

16.2. 3a HeypeACHHTE BBIPOCH B HACTOSIIMS IIOFOBOp ce mpuiara AefCTBaIOTO OBIrapcKo
3aKOHOJIATENCTBO.

XVIIL. 3BAK/IIOYUTEJIHHU PA3IIOPEJIBHA

17.1. Tlpu CBhCTaBSIHETO HA HACTOSLIMS JOTOBOP C€ IPEACTAaBHXA CICAHUTE TOKYMEHTH, KOHTO
ca Hepa3zejHa Heropa 4acr:

v' Pewenus Ne PI] — 11 - 84/12.02.2015 r. Ha MHHHCTBpa Ha 3/paBeona3BaHETO

3a onpenensine Ha U3ITBJIHUTEJI Ha ob1iecTBeHa MOPHUKa,

v Jloxyments o wi. 47, an.10 ot 3011,

v TapaHIus 3a U3MBIHEHHUE,;

v' 1leHOBO IpeIOXKEHHE.
17.2. HacToAIHMAT AOTOBOP Ce ChCTABU B TPU €JHOOOPA3HH €K3eMIIApa Ha OBIrapCKH €3UK —
enud 3a U3ITBJIHUTEJLA u aBa 3a Bb3JIOXKWUTEJLA.

MAPUSA BEJIOM/OPOB
JIUPEKTOP HA JJUPEKHUSA , 5C
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- B TEXHUYECKO NPEAJ/IOKEHUE o
3AYYACTHEB OTKPUTA NPOLEEAYPA3A BBb3JIATAHE HA OBLLUECTBEHA
_ - NOPBYKAC NMPEAMET: .
_,[locTaBKa Ha paAMOAKTHBHH JleKapcTBEHH NPOAYKTH, pagnodapmaueBTHIH,
PaAMOHYK/IM/IHU T€HEPATOPH, KUTOBE ¥ PaJAMOHYKJINAHK npeKypcopu 3a 2015 r.”
O60oco6ena nosuyust Ne 30 ¢ npedmem 1251 Plasma renin activity

J10: MEHHCTEPCTBO Ha anpaseonassaneTo, rp. Copus, 1. ,CB. Henmens® 5
- " (HaumerosaHue u adpec Ha Be3noxcumens)

OT: ,,Jlanc ®apma” EOOJ - '

, (HaumeHoBaHUe HA Y4ACMHUKQ)

- caapec: tp. Codus, yi.”Bnara Jumutposa” Ne 37, AR
~ren.: 02 936 7079, pakc: 02 9367792, e-mail: ofﬁce@dansphérma.com
Byacrar / EWK: 130 868 975, » t

Matau MSICTO Ha perucrpanus no J1/1C:24.04.2008 rp. Cobust
YBAYKAEMH JAMU Y TOCMOJA, 4 .

— C 'nacrosiwoTo, Bu nNpeAcTaBAME. _Hal_u’e'ro' TeXHHYECKO MNpejJsioxeHHne . 3a
U3mLIHeHUe Ha 06aABeHara oT Bac mpoueAypa 3a B'b3Jlarade Ha obuecrseHa nopbYKa C

.npe,amef -, JlocTaBKa Ha .pap,uoaKTuBﬁn fAEeKapCTBEHH  NPOAYKTH,
paauodapmManesTULH, pajHOHYK/IHHHA reHepaTopH, KUTOBE U PAJAMOHYKIHAHH
npexypcopu 3a 2015 I, OTHYCKaHH no peaa na Hapea6a 34/25.11.2005r. - S

Néncofiena nosuyus Ne 30 ¢ npedmem 125 1 Plasma renin activity, Fe

1. CpoKbT 34 U3M'bJIHEHHe Ha IOoroBopa e 10 29.02.2016r.

2.CpoK ¥ Ha4yuH Ha y3Nn'bJHEeHWe Ha JOCTaBKaTa: ' _

Besika OT/iejiHA AOCTaBKa MO J0rosopa, lie Ce M3BDBpLIBA €XEeCEeJMUYHO 10
yTBbp/AEHa nucMeHa ~ 3asBKa-pasnpejesneHue or  MHUHMUCTEpPCTBOTO ~ Ha
3/|paBeonasBaHeTo, KaTo HayasiHaTa A0CTaBKa ce U3M'bJIHABA B CPOK N0 20 /nBagecet/

KaJeHJapHu JHH - 0T JaTaTa Ha CKJAOYBaHe Ha Jorogopa. MHHHCTEPCTBO - Ha

3/ipaBeorna3BaHeTo pasnpezens Heo6X0AUMHTE KOJIMYeCTBa B [iBe yTBBPAEHN MHCMEHH -

3asiBKU-pa3npejesenhs, _m:pBaTa' 3a wecT MeceuyeH mepuop - A0 31.08.2015 r. |

BTOpaTa - A0 28.02.2016 I, KATO KOJHYeCTBaTa BBB BTOpaTa 3as1BKa ca CbOOpa3eHH ¢

pasrnojaraeMMTe Gro/DKeTHH CpeAcTBa. 3asBKaTa-pasnpejesieHye ce BpbUBa JIHYHO

cpeuly noAnuc Ha yII'bJIHOMOLIEHOTO  JIMe Ha. M3N'bJAHUTENA OT 3BEHOTO 3a°

aAMHHMCTPATHBHO 0GC/IyxBaHe MM C€ p3npama ¢ npenopbyaHo MUCMO C obpaTHa.

. eJIeKTPOHHHS JJOKYMEHT U e/leKTPOHHHS MOANKC. S _
FapaHTHpaMe, ye CMe B ChCTOAHUE Ad W3MBbJHKM KayeCTBEHO MNopbYKaTta B -
" M'bJIHO tLOTBETCTBHME C ropeonucaHara opepra. ' ' ' - '
' 'ﬂekapCTBéHMTe NpOAYKTH C€a prUiloueHyd B [lpusioxeHue 3 Ha [103UTHUBHUA -
JleKapcTBeH CMUCbK, aKTyaJiHO KbM JaTaTa Ha OTBapsHe Ha UMK Ne 1 u 2 oT

npoueaypara.

pasnucka, no $axc ujiv no eJleKTPOHeH N'bT MPpH yCcJIOBHSITA 1 110 pesia Ha 3aKoHa 3a

-~ 3a M3fbAHeHMe HA NOpbYKAaTa Tpejjarame C/efHaTa aspaborka Ha
TeXHHYeCKO Mpea/ioKenne: o ' : : '

N

Ew& g)wmuwpc 'Em_% |



MeaMIHHCKH H3AeJTHs

HaumenoBanie, eAMHHYHA ke ool -
Ne. » e . Mspka |KoauuecTso IMpepoxenue
AKTHBHOCT : 10 N
v PaguodapmaneBTHUM 33
| nmarnocTuka in vitro o ,
’ 125 1 Plasma renin
activity
an : . | ' : [1pOM3BOAMTEN:
30 {1251 Plasma renin activity | OIL. X 1 6p. .10 POMSBOMATEL. - -
I S : Demeditec Diagnostics
' GmbH . -
Kar. nomep: 1T3518 .
Hpnnoméaue:

1. Jlex/iapanus OT y4aCTHHKa, He MeJMIMHCKUTE U3/leJIHs (pagnodapManeBTHLH 32
‘Tepanus M 3a AUArHOCTHKA in vitro) no o6oco6eHH No3uLH1H OT 14 o 45 BKJIIOUHTEHO
e MMar, MUHUMAaJIEH CPOK Ha rop,HocT He no-kparbk oT 80 % oT 06sBEHHUSA OT
POM3BOAUTENSA, KbM jataFa Ha ' BCAKa JO0CTaBKa, - npejocTaBeHa Ha KpanHuTe

oty

rnoJjiy4aTesn /CbOTBETHUTE JledeGHM 3aBefieHns/.

NATA: 07/01/2015 1. o MO/TNC vt TEYAT:
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JAEK/JIAPALIAS

ﬂop,nucaﬂuﬂ"r lIaHnerIa Anxosa CriacoBa
(Tpu MMeHa) , ' ' o
JlaHH4 N0 JOKYMEHT 3a CaMOJll/l‘{HOCT JL.K. No 641671579, uzpganeHa Ha 06.12.2010 1. oT
MBP — rp. Copus ' , o
(nomep Ha JIMYHA KapTa, AaTa, opraH } MSACTO Ha U3JaBaHETO) = -
B KayeCTBOTO CH Ha: anaamenﬂ ¥ cOOCTBEHHK '
(anbxHOCT) ' :
Ha “Jlanc Papma” EOO)I
(HaPlMeHOBaHHe Ha yqacnmxa) _ L _
‘ y4aCTHMK B NpoueAypa 3a Bb3/araHe Ha o6lecTBEHA Nopbyka ¢ npeaMeT
JJlocTaBka Ha paAHOAaKTHBHH JIeKapCTBeHU MNPOAYKTH, paanodapmaneBTHIH,
 paAMOHYKJIHAHHA reHepaTopH, KNTOBE H pap.nouyxnup,ﬂu npexypcopn 3a 2015,
' OTIYCKAaHH 110 peja Ha Hapepn6a 34/25.11.2005r.
O6ocobena nosnu,nﬂ Ne30c npep,meT 125 1 Plasma renin aciivity,

NEKJAAPUPAM:
K®bM garara Ha BCAKa JOCTaBKa A0 Kpamlwre noJiy4yaTe - /C’bOTBeTHPlTe .

Nedye6HU 3aBeeHMs/ 0CTaTHLYHHMAT CPOK HA rOJAHOCT HA Me AU UHCKATE nsﬂ,ennn
e He N0-KPaTbK OT 80% (ocempecet %) OT 06HBBHHH oT npousnomrrenﬂ

07/01/2015 r. . o Jeknaparop:
( aama Ha noanuceane) ' '
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TEXHHUYECKO NPE/JJIOKEHHUE
3A YYACTHE B OTKPHUTA ITPOUEAYPA 3A Bb3/IATAHE HA OBUIECTBEHA
[MOPBbYKA C TIPEAMET:
»~JOoCTaBKa Ha palJHOAKTUBHH JIeKapCTBEeHU NPOAYKTH, paauodapmaneBTHILH,
PaAHOHYK/IMHU reHepaTopy, KUTOBE U PaJUOHYK/IMHU NpeKypcopu 3a 2015 r.”
O6ocobeHa nozuyusa Ne 32 ¢ npedmem 125 1 Aldosteron

[0: MunucTepcTBo Ha 3apaBeonasBaseTo, rp. Codus, nn. ,,Cs. Hemens™ 5
(HaumeHosaHue u adpec Ha Bwanoxcumens)
Or: ,,danc ®apma™ EOO/]
(HaumeHoBaHUE HA YHACMHUKQA)
c agpec: rp. Codus, yn.”bnara Jlumurposa” Ne 37,
tea.: 02 936 7079, pakc: 02 9367792, e-mail: office@danspharma.com
Bynacrar / EUK: 130 868 975,
Jlata v Msicro Ha peructpauus no J/1C: 24.04.2008 rp. Copus
YBAXKAEMU JAMHU U TOCITIOJA,

C Hnacrosmoto, Bu npejcTaBsMe HAlIETO TEXHHYECKO IMpeJJoKeHHe 3a
W3'bJIHEHHE Ha 06daBeHaTa oT Bac npoueaypa 3a Bb3JiaraHe Ha ob61iecTBeHa NopbykKa ¢
npeaMeT »JdocraBka Ha PagHOAKTUBHU JleKapCTBEHHU MPOAYKTH,
paguodapmManeBTHLH, PAAHOHYK/IHAHHA FeHepaTopH, KUTOBE M PaJHOHYK/IUIHU
npexkypcopu 3a 2015 r., ornyckanu no peza Ha Hapea6a 34/25.11.2005 .
O6ocobeHa nozuyusi Ne 32 c npedmem 125 1 Aldosteron,

1. CpoxbT 3a H3N'bJIHEHHe Ha Jjorosopa e Ao 29.02.2016r.
2. CpOK 4 Ha4YMH Ha M3MbJHEHUE Ha JIOCTABKATA:

Bcaka otgenHa jgocTtaBka MO AOrOBOPa, Lie Ce M3BbplIBa €XeCeJMHYHO No
YTBbPAEHA ny¥cMeHa 3asBKa-pasnpegeneHuye oT MuHUCTEPCTBOTO Ha
3/paBeoNa3BaHeTo, KaTo Haya/iHaTa J0CTaBKa ce M3M'b/JHABA B cpok a0 20 /aBazecet/
KaJieHJapHWd JHH OT JataTa Ha CKJlYBaHe Ha Jorosopa. MHHHCTEPCTBO Ha
3/ipaBeona3BaHeTo pasnpeje/s HEO6X0JUMHUTE KOJIMYECTBA B ABE YTBBP/EHH THCMEHH
3afBKH-pasnpeje/ieHus, MbpBara 3a lecT MeceyeH nepuon - o 31.08.2015 r. u
BTOpaTa - A0 28.02.2016 r., KaTo KoJM4YecTBaTa BbB BTOpATa 3adBKa Ca CbOOpaseHH ¢
pasnoJiaraeMuTe GHOPKETHHM Cpe/CTBa. 3asgBKaTa-pasnpejesieHue ce BpbYBa JHMYHO
cpelly MOANWC Ha YNbJIHOMOWIEHOTO JIMLE Ha W3MBJIHUTENS OT 3BEHOTO 3a
aAMHHUCTPAaTUBHO O6C/IYyXBaHe WJM Ce H3rpalia ¢ NpernopbyaHo MHCMO € oBpaTHa
pasnucka, no Gakc WK Mo eJeKTPOHEH MbT NpPH yCJIOBHATA M [0 PeAa Ha 3aKoHa 3a
eJIeKTPOHHHUS JOKYMEHT U €JIeKTPOHHHUSA MOANHC.

lapaHTHpaMe, Ye CMe B CbCTOSIHHE Jla M3MbJAHHM Ka4yeCcTBeHO NOpBbYKaTa B
M'bJIHO CbOTBETCTBUE C rOpeonHcanara opepra.

JlekapcTBeHUTE NPOAYKTH ca BkalodeHn B [lpunoxenne 3 Ha [lo3UTHBHUSA
JleKapcTBeH CNMCbK, aKTyaJHO KbM JaTaTa Ha OoTBapsaHe Ha Wk Ne 1 u 2 or

npouejypara.

3a u3nNbJHEHWe Ha MnopbykaTa npejjarame cjefHara pa3paboTKa Ha
TeXHHUYEeCKO NMpeAJOXKeHHe:

Bewporw vepe E092

2 /
Sty



MenuuHHCKH U3eHs1

HanmenoBaHue, eTHHHYHA ~ | Kommue )
Ne AKTHBHOCT Mspka 1o CTBO Ilpeanoxenne
Vv PaguodapmanesTuuu 3a T o
AHATHOCTHKA in vitro
125 I Aldosteron
: [TpouzBonuTen:
32 | 1251 Aldosteron om. x 1 6p. 10 Demeditec Diagnostics
GmbH
Kar. nomep: 1T1664
[IpuaoxeHnue: o

1. [lekJiapauMsi OT y4yacTHHKA, 4e MeAMLHHCKUTe U3jenus (paguopapMaleBTHLH 3a
Teparnus U 3a JUarHocTHKa in vitro) no o6oco6eHy No3uL MK OT 14 /10 45 BK/IHOYHUTENHO
e MMaT MMHHUMajJeH CPOK Ha roJHocT He no-kpatbk oT 80 % oT 06ABeHUA OT
NpoM3BOAMTENS, KbM JAarTaTa Ha BCfKa JOCTaBKa, NpejoCTaBeHa Ha KpaHHHTe
noJiy4yaTesiu /ChOTBETHHUTe JleueOHU 3aBejeHus /.

JATA: 07/01/2015 . TMIOJATUC n IIEYAT:
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JEK/IAPALIM A

IMoanucanuusiT: Jlanuena Anxora Cnacosa
(Tpn uMeHa)
JaHHHU N0 AOKYMEHT 32 CaMOJIMYHOCT: i1.K. Ne 641671579, uznanena va 06.12.2010 1. ot
MBP — rp. Codus
(Homep Ha JIMYHA KapTa, 4aTa, OpraH H MACTO HAa U3/1aBAHETO)
B Ka4eCTBOTO CH Ha: Y1paBuTeis H COOCTBEHHK ‘
(ABAKHOCT)
Ha “Jlanc ®apma” EOOJ]
{HaMmeHOBaHHUE HA yYaCTHUKA)

y4Y4acTHHK B NpoleAypa 3a Bb3JjlaraHe Ha O6leCTBeHa NOpbiKa ¢ npejMeT
»JJOCTaBKa Ha paJHOAaKTHBHHM JIEKapCTBEHHM NPOAYKTH, paauodapmaneBTHIH,
PaAMOHYK/IMAHH reHepaTopH, KHTOBe M PajAMOHYK/JIHAHH NpeKypcopu 3a 2015 r,,
0oTNyCKaHHU no peaa na Hapeaoa 34/25.11.2005 .

AT

. AEKJAPHPAM:

KbM garaTa Ha BCsAKa AOCTaBKa J0 KpalHUTE MOJydaTe/Jd /ChbOTBETHHTE
Jleye6GHM 3aBeleHHA/ OCTaTbYHHUAT CPOK HA FOJHOCT HA MEeAUIMHCKUTE U3 eJus
e He Mo-KpaThK oT 80% (ocemaeceT %) OT OGABEHHA OT IPOU3BOAUTEIA.

07/01/2015r. ' Jeknaparop:
(dama Ha nodnucsate)
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TEXHI/I‘{ECKO HPE,ZIJIO)KEHPIE
3A Y‘lACTME B OTKPHUTA NPOUEAYPA 3A Bb3/IATAHE HA OBU.lECTBEHA
: TIOPDBYKA C I'lPELlMET
,B,oc*ramca HA paJiM0AKTHBHU JIEKAPCTBEHHU NIPOJYKTH, pauuod)apmaueBTuuu,
paAHOHYK/IH/AHU FeHepaTopH, KHUTOBE M PaJHOHYK/IMJHH NIPEKYPCOPH 3a 2015 r.”
O6ocobeHa nosuuu,q Ne35c npedmem 1251 beta 2 mlcroglobulm

ﬂ,O MHHHCTepCTBo Ha 3npaBeona3}3aHeTo Tp. Coq)ym . ,,Cs. Henens™ 5
_ (HaumeHogaHue u adpec Ha B7>3/103fcume/m]
OT:,,anc CDapMa EOON _ :
o (HaumeHoeaHue HaywacmHuKa)
- cajpec: rp Codnm yn.”bnara lumatposa” Ne'37,
ten.: 02 936 7079, dakc: 02 9367792, e-mail: ofﬁce@danspharma com -
Byuacrar /EUK: 130 868 975,
' ,[l,aTa M MSICTO Ha perMCTpauuH 1no [],[lC 24 04 2008 rp Coebym

YBA)KAEM[/I JAMHU U I‘OCHO,ZIA

C nHacroawoTo, Bu mpeactasame HAlIeTO Texnymecxo npe,ano»(eﬂne 3a
nan'aneHne Ha o6siBeHaTa oT Bac npou,e,aypa 3a Bb3/1araHe Ha 06L{ecTBeHa NopbyKa C
npeaMeT  ,JocraBka Ha. pajMOaKTHBHH - JIEKAPCTBEHH- - NPOAYKTH,
papiodapmaneBTHIH, PaJHOHYK/IN/IHA T€HEPaTOPH, KUTOBE U paunouymmmu
npekypcop 3a 2015 r., OTHyCKaHU 10 peJia Ha HapenGa 34/25.11. 2005 r.
O6ocobeHa nosuyus Ne 35 c npeaMem 125 I beta 2 mzcroglobulm

1. CpOK'bT 32 M3IIbJIHEHHE HA p,orosopa e ,ao 29.02. 2016r.
2. CPOK W HayMH Ha M3I'bJIHEHH e Ha JOCTABKATa;

Beska ordesna JOCTaBKa 10 ,qorosopa me ce nssbmea E)KECGAMH‘{HO no
yTBbp/eHa nucMeHa 3afBKa-pa3snpejelieHue OT MHHHUCTEPCTBOTO Ha
3 paBeona3BaHeTo, KaTo HayajlHaTa oCTaBKa ce M3MbAHABA B CpoK A0 20 /ABaAeCET/
KaJeHJapHK JHM 0T Jartara Ha CK/K4BaHe Ha [0roBopa. MHHHCTEPCTBO Ha

_ 3[paBeolla3BaHeTo pasnpezes HEOBX0AMMHTE KOJIM4eCTBa B /B yTBPPAEHH NHCMEHH
3asiBKU-pasnpejieieHuss, nbpBaTa 3a LIECT MeceuyeH nepuog - o 31.08.2015 r. u
BTopaTa - 0 28.02.2016 T., KaTO KOJIHYecTBaTa BbB BTOpATA 3asBKa Ca cboGpaseHu C
pasrnoJiaraeMuTe 610PKETHH cpe,qc*rBa 3agBKaTa-pasnpejeseHde ce BpbYBa JIMYHO .
cpemy TIOANMC:* HA  YI'bJHOMOILEHOTO . JIMLE- ‘Ha W3MbAHUTENST OT 3BEHOTO 3a
AIMWHUCTPATHBHO OBGC/YXKBaHe HJIM Ce M3npala ¢ npenop'bano MMCMO C 06paTHA
'pa3nucKa, 1o GaKc UK 1o eneKTponeH n'bT NpH ycnosnﬂTa M no peaa Ha 3aK0Ha 3a
e/IeKTPOHHUS JOKYMEHT U €JIeKTPOHHHS TIOATHC.

. Mapantrpame, 4ye cMe B ChCTOsIHHE A HBH’bJIHHM KaueCTBEHO nopquaTa B'
M'bJIHO CbOTBETCTBHE C ropeonucaHaTa odepTa. _

J]eKapCTBeHme MPOAYKTH €3 BKJIIOYEHH B Hpnﬂomeﬂue 3 Ha HOBMTHBHHH ‘
JIeKapCTBeH CMUCBK, aKTyanHo KBM AaTaTa Ha OTBapsHe Ha MK - N° 1u 2 or

npotieAypara.

_ 3a W3NbJHEHWe Ha NOpbuKaTa TnpejiaramMe  cjejHara paspafoTka Ha
Texnuqecxonpeﬂnomeﬁne: o : o

Eww W/t"“







MeaHuHHCKHY H3QeAU

Hauméuoaﬁuhe eXMHIMUHA | o ‘ ~ o :
Ne |- , : v a | KoanuecTBo LSO
° AR THBROCT , MSIch.I 10 ) T'lp‘c-n.r{o;i\elme
v Panuoq)apl\'-lauesﬂmu 3a '
AHArHOCTHKA in vitro ,
‘ 125 I beta 2 microglobulin
. - . ' o - | [TpousBoUTEN:
35 11251 beta 2 microglobulin . . om. x 1 6p. - 70 - |Demeditec Diagnostics
' ; : GmbH o
-{Kat. nomep: IT1113
[Ipunoxenue: -

1. Jlekiapanus OT y4aCTHHKA, 4e Me,'u'nuuncxm_e uszenns (paguodapmaneBTHijn 3a
Tepanus v 3a AnarHOCTnKa'in vitro) no 060co6eHu MO3ULHH oT 14 10 45 BKJIKYUTEHO
" e ¥MaT MHHKMaJjeH CPOK Ha TrOJHOCT He MO-KpaThK OT. 80 % ot 06siBEHHA OT
. IpOM3BOAMTEJA, KBM AaTaTa Ha: BCAKa . AOCTaBKa, npejocTaBeHa Ha KpaHHuUTe
ToJiydaTe /ChOTBeTHHUTE JieueGHHU 3aBesieHns/. ' " '

JIATA: 07/01/2015r.  TIOAIHNC u IEYAT:




OBPA3EI Ne'10 -

- AEKJIAPALIMSA

Hop,lmcaﬂmn" Jlanuena AHKOBa CHaCOBa
(Tpm mvleHa) '

JlaHHHU 110 AOKyMEHT 3a CAMOJIMYHOCT! ILK. No 641671 579 mnaneﬂa Ha 06.12. 2010 r.oT -
MBP - rp. Codus : : :

(Homep Ha JINYHA KapTa, AaTa, opraH U MSICTO Ha usp,aBaHeTo)
B Ka4eCTBOTO CH Ha: anaBHTenﬁ % CO6CTB€HI/II\

(AH'b)KHOCT)

Ha “Jlanc d)apma EOO,[[
. .(HanmeHOBaHne Ha yllaCTHm(a) ‘

_y4acTHUK B npouejaypa 3a Bb3jiaraHe Ha o6meCTBeHa nopbyka C npeameT' :

~JlocTaBKka Ha pPajMOAKTHBHH . JIeKapCTBeHPl NpoAyKTH, paanodapmaneBTHLH,
pannouyxnup,ﬂu reHepaTopH, KHTOBE H pa,zmonywmmm npexypcopu 3a 2015 r.,
oTHycKaHu no peja Ha Hapeza6a 34/25.11.2005r.
. 060coB6ena no3uyusa Ne 35 cnpeamer 1251 beta 2 mlcroglobuiin, o

" AEKJAPUPAM:

K'bM AaTara Ha BCHKa AOCTaBKa A0 Kpamm're nonyqa'rejm /C'bOTBeTHPITe

o Jleue6HH 3aBe/ieHHUsl/ OCTaTHLYHHUAT CPOK HA FOJHOCT HA MeJUIMHCKUTE U3jeus -

e He Mo- KpaT’bK ot 80% (ocemaecer %) OT OGSiBEHU OT NPOU3BOANTEIA.

0_7/01/2015 r.o. R y ~ Jexnaparop:
_(dama Ha nodnuceaHe) ' .
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TEXHHYECKO INPEA/TOXKEHUE
3A YYACTHE B OTKPUTA NPOLEAYPA 3A Bb3/1IATAHE HA OBLIECTBEHA
ITOPBYKA C IPEAMET:
»JocTaBKa Ha paM0aKTUBHH JIeKapCTBEHN NPOAYKTH, pagnodapManeBTHIH,
PaAHOHYK/IHAHH reHepaTopH, KHTOBE H paJUOHYK/JIW/AHH NpeKypcopu 3a 2015 r.”
O6ocobera nozuyus N2 36 c npedmem 125 Vit B 12 + gponuesa kuceauHa

A0: MunnctepcTBO Ha 31paBeonasBaneto, rp. Codms, mi. ,,Cs. Hexens” S

(raumenosanue u adpec Ha Be3noxcumens)
Or: ,,Jlanc ®apma” EOOJ

(HaumeHosaHue Ha yHacmHuka)

cagpec: rp. Codus, ya.”bnara Jlumutposa™ Ne 37,
tes.: 02 936 7079, pakc: 02 9367792, e-mail: office@danspharma.com
Byacrar / EUK: 130 868 975,
Jata n msacto Ha peructpayus no J/C: 24.04.2008 rp. Codus

GCNGAA,

C HactosauoTo, BU mnpejcraBsMe HAlIeTO TEXHUYECKO MpeAsiokKeHHe 3a
M3N'bJIHEHHe Ha o6sBeHaTa oT Bac npouejypa 3a Bb3JsiaraHe Ha o6HieCcTBEHA MOpbYKa ¢
npesMeT ~JocTaBka Ha PaAHOAaKTHBHH JIeKapCTBEHH NpPOJYKTH,
paauodapmMaleBTHIM, PaAMOHYKJUAHN reHepaTOPH, KUTOBE U PaJHOHYKJIMAHH
npexkypcopu 3a 2015 r, otnyckanm no peaa Ha Hapea6a 34/25.11.2005 1.
O6ocobeHa no3uyus N2 36 c npedmem 125 Vit B 12 + hoauesa kucesuna,

1. CpoKbT 3a M3N'bJIHEHUE Ha forosopa e a0 29.02.2016r.
2. CpOK ¥ Ha4yMH Ha U3N'bJAHEHHWE HA JOCTABKATA:

Bcsaka otaenHa fJocTaBka MO AOTOBOpa, Wle Ce U3BBbPLUBA eXecefMHYHO Mo
yTBBbPAEHA nucMeHa 3asBKa-pasnpejesieHue oT MHHUCTEPCTBOTO Ha
3/lpaBeona3BaHeTo, KaTo HadaJjlHaTa JJoCTaBKa ce U3M'bJHABa B Cpok A0 20 /aBanecer/
KaJleHJAapHU JHM OT JjaTrara Ha CK/JAW4YBaHe Ha JAorosopa. MHHMCTepPCTBO Ha
3/paBeonasBaHeTo pasnpe/ens Heo6X0UMUTE KOJHYeCTBA B ABE YTBbPJeHH NHCMeHH
3afBKU-pasnpeJiesieHus], IrbpBaTa 3a wWecT MecedyeH nepuos - A0 31.08.2015 r. u
BTOpaTa - A0 28.02.2016 r., KaTo KOJIMYeCcTBaTa BbB BTOpATa 3asBKa ca Cbobpa3eHU ¢
pasnoJlaraeMuTe OIO/KETHU CpeACTBa. 3asBKaTa-pasnpezesieHde ce BpbYBa JIMUHO
cpeuly MNOAMWC Ha YMN'bJHOMOLIEHOTO JIMLE Ha W3I'bJHHUTENA OT 3BEHOTO 3a
aIMAHUCTPATUBHO OOCJY)XBaHe WJM Ce M3npaua C NMpenopb4aHO MUCMO C o6paTHa
pasnucka, no Gakc WK Mo eJeKTPOHEH MIbT NpPH YyCAOBUATA M MO peja Ha 3aKOoHa 3a
eJIeKTPOHHUS JJOKYMEHT U eJIeKTPOHHHUSA NOANHMC.

lapaHTHpaMe, 4e CMe B CbCTOSSHHE [a M3II'bJIHMM Ka4eCcTBEHO NOopbyKaTa B
I'bJIHO CBOTBETCTBHE C ropeonucaHara odepra.

JlekapcTBeHUTE MpPOAYKTH ca BKJAWOYeHHU B [IpHnoxeHue 3 Ha [lo3UTHBHUSA
JIEKApCTBEH CHNUCBK, aKTyaJHO KbM JaTaTa Ha OTBapAHe Ha MWK Ne 1 U 2 ot

npoueaypara.

3a u3NbJHEHHE Ha nopmw4yKata npegjaramMe cCjaefHarta pa3pa6oﬂ<a Ha
TEeXHHUYECKO NpeaJOoXKEeHHE:!

A
Ero pox omepe VD %



@*

MeauuHHCKH H3AeHs
HaumeHnoBanue, eANHHYHA
Ne aKTHBH:)C’I: Msipka gg‘""eCTBO Mpennoxenne
v PapuodapmaueBtiun 3a
JAHATHOCTHKA in Vitro
125 Vit B 12 + ¢onuena
. KHCEJIMHA

~ | 125 Vit B 12 + donuesa

36 HCeIHHa P om. x 1 6p. 10 [Tpouzsopuren: MP
Biomedicals, LLC
Kat. nomep: 06B257117

[Tpunoxenue:

1. flek/napanisa OT y4aCTHHKA, 4e MeJULIMHCKUTE H3Jesust (pagnodapmaneBruuy 3a
Tepanysa M 3a JMarHoCTHKaA in vitro) no 060co6eHu No3uunu oT 14 10 45 BKIIOYHUTESHO
e MMaT MHHHWMaJeH CPOK Ha IOJHOCT He no-kparTbk oT 80 % oT 068BeHUA OT

NpOM3BOJAMTENA, KBbM JaraTa Ha BCAKa J0CTaBKa, NpeaoCTaBeHa %m"re
S N
==,

noay4yarteJsiu /C’bOTBeTHHTe JieyebHuU BaBeAGHMﬂ/. g “'.,‘/

AATA:07/01/2015 . ' HOAMKWC u TIEYAT:

FAFE VIV
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AEKJIAPALIU A

MoanucanusT: [Januena Ankosa Crniacopa

(Tpn umeHa)

/laHHH MO JOKYMEHT 3a CaMOJHMYHOCT: I.K. Ne 641671579, u3nanena na 06.12.2010 r. ot
MBP —rp. Codus

(Homep Ha 1MYHa KapTa, AaTa, OPraH U MACTO HAa U3/ aBaHeTo)

B KAYeCTBOTO CH Ha: YIIPaBHTENS H COOCTBEHHK

(a1rBKHOCT)
Ha “Jlanc CDapwa” EOO/

yqac"mm( B nponeAypa 3a Bb3/laraHe Ha 00L1eCTBEHA NOPBYKA C IIpejMeT
»~/lOCTaBKa Ha pa/lMOAKTUBHH JIEKapCTBEHHU NPOAYKTH, pagnodapMaueBTHLH,
PagHOHYK/IUAHY reHEPaTOPH, KUTOBE U pap,nouyrmmmu npexypcopu 3a 2015 r.,
OTNYCKAaHHM M0 peaa Ha Hapep,ﬁa 34/25. 11 2005 r.“ ,

AEKJTAPHPAM:

KbM gaTaTa Ha BcAKa JOCTaBKa A0 KpaWHUTE MOJIy4aTeNd /ChbOTBETHUTE
Jile4eOHH 3aBeJeHUs/ OCTaTbYHUAT CPOK HAa FOAHOCT Ha MeJHIMHCKHUTE u3Jenus
e He Mo-kpaTbK oT 80% (ocempaeceT %) OT OGABEHHS OT NPOU3BOJUTEIA.

07/01/2015r. Jexnaparop:
(dama Ha nodnuceaHe)
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TEXHUYECKO ITPEA/IOKEHUE
3A YYACTHE B OTKPHUTA NPOLUEAYPA 3A Bb3J/IATAHE HA OBLIECTBEHA
[TOPBYKA C NIPEJIMET:
»[l0CTaBKa Ha pajAHOAKTUBHH JIEKapCTBEHH NPOAYKTH, pagHodpapManeBTHIH,
PaAHOHYKJ/INJHH reHepaTOpH, KUTOBE U paJJMOHYK/IMAHHU NIpeKypcopu 3a 2015 r.”
O6ocoberna nosuyusa Ne 42 ¢ npedmem 125 I TRAK

A0: MuHucTepeTBo Ha 3apaBeonaspaHeTo, rp. Codus, m. ,,Cs. Henens™ 5
(HaumeHosanue u adpec Ha Bu3aoxcumens)
Or: ,,Jlanc ®apma” EOO]]
(HaumeHogaHue Ha y4acmHuka)
cagpec: rp. Codust, yn.”bnara lumutposa” Ne 37,
Tes.: 02 936 7079, pakc: 02 9367792, e-mail: office@danspharma.com
Byacra/EUK: 130 868 975, =
Mara n macro Ha peructpauus no JJC: 24.04.2008 rp. Copus
YBAWAEMM JAMM ¥i TOCIIO/JIA,

C HacrosiwoTo, BM mnpeacTaBsMe HalleTo TEXHHUYECKO TNpeAJOKeHHe 3a
U3M'bJIHEHHE Ha obaBeHaTa oT Bac npouesypa 3a sb3siarade Ha ob6LjecTBeHa nopbyKa ¢
npeamMeT ~JocTaBKa Ha paJiMOaKTHUBHU JleKapCTBeHH IPOAYKTH,
pagnodapmanesTHUH, PAAHMOHYKIHAHH TeHEPATOPH, KUTOBE U PaAMOHYKINAHA
npekypcopu 3a 2015 r,, ornyckaHH no pesaa Ha Hapea6a 34/25.11.2005 .
Ob6ocobena nozuyusi N2 42 ¢ npedmem 125 1 TRAK,

1. CpoKbT 3a H3M'bJIHEHHE Ha JoroBopa. e 10 29.02.2016r.
2.CpOK ¥ HaYUH Ha U3IbJIHEHHE Ha J0CTABKATA:

Bcaka orfesna AOCTaBKa 1O /OroBOpa, Lle Ce M3BBLPUIBA €XECeAMHYHO MO
yTBBbpZeHa nUCcMeHa 3asBKa-pasiipe/ieleHne 0T MunucTepcTBOTO Ha
3/paBeona3BaHeTo, KaTO HayasHaTa JOCTaBKa ce M3I'bJHsABA B cpok o 20 /aBagecer/
KaJeH[lapHd JHW OT JaTaTa Ha CK/AIYBaHe Ha /loroBopa. MHUHHCTEPCTBO Ha
3/lpaBeonasBaHeTo pasnpejesis HeO6XOAHMHTE KOJIMYECTBA B JIBE YTBbPJAEHH THCMEHU
3afBKH-pasnpejiesieHusl, nNbpBaTa 3a WeCT MeceyeH nepuog - zo 31.08.2015 r. u
BTopara - Ao 28.02.2016 r., kaTo KoJiM4YecTBaTa BbB BTOpATa 3asiBKa ca CbOBPa3eHH C
pasnosiaraemMuTe 6HOKETHH CpeACcTBa. 3asiBKaTa-pasfpejesieHHe Ce BpbuBa JIMYHO
cpeuly MOANMC Ha YI'bJIHOMOLUEHOTO JiMUe Ha H3MbJAHWTENss OT 3BEHOTO 3a
aZAMUHUCTPATUBHO O6GC/yXKBaHe WJIM Ce M3Npalla C NpenopbyaHo NMHUCMO C obpaTHa
pasnucka, no Gpakc UM Mo eJIeKTPOHEH MTbT NPH YCAOBHATA W N0 pefia Ha 3aKoHa 3a
€JIEKTPOHHUSA JOKYMEHT W eJIEKTPOHHHUSA MOATMMC.

[apaHTHpame, 4e CMé B CbCTOSIHHE JAa M3M'bJHUM KauyeCTBEHO MOpbYKaTa B
'bJIHO CbOTBETCTBHE C ropeocrnucaHaTa opepra.

JlekapcTBeHHTE NPOAYKTH ca BKJ/MOYeHU B IlpusiokeHue 3 Ha [03UTHBHUSA
JIEKapCTBEH CIIMCbK, aKTyaJJHO KbM JaraTa Ha oTBapsiHe Ha niamk N2 1 u 2 or

npoueaypara.

3a n3nbJHeHHE Ha Nopb4yKaTa npejgJjarame cJjeaHaTa paBpa60TKa Ha
TEXHUYEeCKO NpeaJOo>XKEHHE:

EAQ/UT)QH\&D_UUFC, TP
| 2L




MeaHUHHCKH H3e1Hs]

" HaumeHOBaHHe, eIMHHYHA
Ne aKTHBH:)CT Msapka |Komndecrso Ipeanoxenne
no

PaanodapmaneBTuum 3a

v AMArHOCTHKA in vitro
1251 TRAK
[IpousBoauren:

42 1251 TRAK on. x 1 6p. 12 Demeditec Diagnostics
GmbH

Kat. momep: DEO1100

[Ipuioxenue: . . ‘

TATIImA vy 3 ByMaLesT

1. [lexkAapaiiia OT yHaCTHHKE, Y€ MeAWiMHCKUTe W3jenns (pajuodapmaies
Teparvs K 3a JJUarHOCTHKa in vitro) no 060co6eHu NO3ULHH OT 14 10 45 BKJIOYUTESIHO
e MMaT MHHHUMajeH CPOK Ha roaHocT He ro-kpaTbk 0T 80 % oT ob6sBeHMs OT
MPOU3BOJAMTEJISl, KbM JaTaTa Ha BCAKAa [A0CTaBKa, MpeJOCTaBeéHa Ha KpaHHUTe
f10Jiy4aTesau /CbOTBETHUTE JledeOHU 3aBefieHHd /.

AT
AL

07/01/2015 r. MO/IHIC u TTEYAT:

/

AL
.,
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AEKJIAPALIUA

NMoanucauusT: Jlanuena Auxosa Crniacoa
(Tpu HMeHa)
JlaHHM 0 JOKYMEHT 3a CaMOJIMYHOCT: 1.K. Ne 641671579, nznanena na 06.12.2010 r. or
MBP - rp. Codus
(HoMep Ha 1M4Ha KapTa, AaTa, OpPraH M MsICTO Ha K3/ aBaHeTo)
B KQ4YeCTBOTO €M Ha: YTpaBHuTeds H COGCTBEHHK
(A/TrBXKHOCT)
Ha “)E[aﬂc ®dapma” EOOJ]
(saumenoBaHHe HA yYaCTHHKA)

yqacnmx B Npolnieypa 3a Bbh3jlaraHe Ha OGLIeCTBeHa NOpPBbYKa C peaMeT
»[lOCTaBKa Ha pajgMOAKTHBHH JIeKaPCTBEHH NPOAYKTH, pajuodapMaueBTHLH,
PaAHOHYK/IHAHH reHepaTOpH, KHTOBE H PaIMOHYK/IMIHH NpeKypcopu 3a 2015 r.,,
OTNYCKaHH 1o pesa Ha Hapea6a 34/25.11.2005 r.".

AD A A e T T AV
eHa nosuyua N2 42 ¢ ipeameT 125 1 TRAK,

O

AEKJTAPHUPAM:

KbM faTaTa Ha BCAKa A0CTaBKa A0 KpalWHHTe MoJlyyaTead /ChbOTBETHUTE
JieueGHH 3aBe/leHHs1/ OCTaThbYHHSAT CPOK HA FOAHOCT HA MeJMIMHCKHUTE U3 e/Tus
e He No-KpaThK oT 80% (ocemaeceT %) oT 06ABEHUS OT IPOU3BOANTE .

07/01/2015r. Jdexnaparop:
(dama Ha nodnuceane)




OBPA3EL Ne 12
LEHOBO NPEAJIOKEHUE

3A YYACTHE B OTKPHUTA NPOLEAYPA 3A Bb3/IATAHE HA OBLIECTBEHA
MNOPBbYKA CIIPEAMET:
»J]OCTaBKa HA paiHOAKTHBHH JIEKapCTBEeHH NPOAYKTH,
paguodapmaneBTHLH, PaAUOHYK/INW/HU reHEPATOPH, KHTOBE H PaIHOHYK/IM/IHH
npekypcopw 3a 2015 r., orniyckanu no peja Ha Hapea6a 34/25.11.2005 .~

Ovocobena nozunusa Ne 30 npeosem 125 I Plasma renin activity

[,0: MUHMCTEpCTBO Ha 3/ipaBeona3BaHeTo »
—(HaumeHogaHue u adpec Ha Bo3aoxcumenst) -
Or: ,Jlanc ®apma” EOOJ —

-— (HaumeHoBaKUe Ha yHacmHuKa)

c agpec: rp. Codus ya. ,Bnara Jumurposa”, Ne 37,

ten: 02/ 936 70 79; 936 77 92 , dakc: 02/ 936 70 79; 936 77 92,
office@danspharma.com — =
peructpupat 1o ¢.4. N2 2086 / 2002 r. mo onrca Ha CopUiCKH rpajiCKh CbJ,
EWK / Byncrat: 130868975,

Jlata u msicTo Ha peructpanus no 4/C: 24.04.2008 rp. Codus
PasnsaunjatesHa cMeTKa:

6ankoB koj: UNCRBGSF;

faHkousa cmerka:BG14 UNCR 7630 1066 2591 02 ;

6aHka: Yaukpeaut byabank A/ ;

rpag/xJioH/oduc: Copus;

ﬂ‘)
=3
_Q_)

YBAXAEMHU JAMH UTOCIIOJA,

Cnej 3amno3HaBaHe C yCJI0OBMATa Ha MOpbYKara, 3asdBsiBaME, 4e >ejaeM /Ja
yyactBame B obsieHara oT Bac oTtkpuTa npouejypa 3a pb3JlaraHe Ha o6liecTBeHa
nopbyka c npeamer: ,JlocTaBKka Ha pajHOAKTHBHHM JIeKapCTBEHH INPOAYKTH,
paagnodapmaneBTHIH, PaJHOHYK/IHAHHA reHepaTopH, KUTOBE H PaJHOHYK/IHHU
npexypcopu 3a 2015 r., OTIyCKaHH 110 peAa Ha HapeaGa 34/25.11.2005 . -

BbB Bpb3Ka C KOETO Bu npejacrapaMe HaulaTa ocbepTa, KaKTO cJjieABa:

Ne Ha HammeHoBanune, | Ej. ueHasa Ea. nena 3a 0611_J,a _ O6wa
o6ocobeHa eJHHHYHA OnaKoBKa ONaKoBKa C | CTOHHOCT 6e3 CTOMHOCT C
Nno3HHHUA aKTHBHOCT 6e3 1/1C AAC AAC AAC
PaaunodapmaueBTHIH
A% 3a IHACHOCTHKA in
vitro
30 125 1 Plasma renin 219,87 1B 763,84 iB 2198,70 a1 2638,44 1B

%iy\\ C-



activity aBecrau JABecTta JIBE XUJISAAM CTO | ABE XHIAH
JleBeTHa/leceT | lecT/leceT ¥ | JAeBeTeceT H IIEeCTCTOTHH
JsieBa v TpH JieBa oceM JieBa M TpujeceT U
oceMmjleceT W |ocemjeceT u |cenemjiecer 0CeM JIB U
cejeM 4yeTHpH CTOTHHKH YeTHpPHUZECET U
CTOTHHKH CTOTHUHKH YeTUpH
: CTOTHHKM

Taka NpejJioXKeHaTa LieHa BK/OYBA BCHYKH Pa3XOAH 33 M3I'bJIHEHHE MNpe/meTa Ha
nopbykKaTa.

[MocoyeHara LeHa He MOIEeKH Ha TPOMsIHA 3a Cpoka Ha NEHCTBHE Ha JOTOBOpA, OCBCH B
cnygante Ha wi. 43, ai. 2 ot 30I1. B ciyuah, 4¢ npe3 BpeMeTo Ha JieficTBHC Ha AOrosopa
CTOMHOCTTA, KOSITO CleBa Ja-Ce 3arulala: ¢ IyOJHyHH CPeACTBa Ha JIEKapCTBEHH NPOAYKTH
or TTo3WTHBHUSA JIEKAPCTBEH CIHCHK CTAaHE I10-HHCKa OT JIOTOBOPEHATA, BB3IOKUTENST
6e3yCIOBHO 3aralla 1eKapCTBEHHTE MPOJYKTH Ha NO-HHCKATa LeHa, OT Aarara Ha BIIW3aHE B
CHIa HA KOHKPETHOTO pelleHHe Ha HanuonaimHus CBBET 1O ICHH H peumOypcupaHe Ha
JEKapCTBEHHTE IIPOIYKTH.

[peasioKeHHTe LCHU ca orpejieJieHH MpH ILJHO CbOTBETCTBHE C YCAOBHATA OT
JOKyMeHTalusTa 110 npoleiypara. _

[pM HeCHLOTBETCTBHE MEX/ly Npe/JoKeHaTa 1ieHa, usnucata cJosoM 1 lieHara,
nocouyeHa ¢ uudpH, BaiiniHa e 6b/ie eHaTa, 10Co4eHa c1I0BOM.
3agb/kaBame ce, ako Hamara odepra 6bje npuera, A2 M3NBIHUM K IPEAAAEM
JIOFOBOPEHHTE PaGOTH, Cbr1aCHO CPOKOBETE U yC/IOBHATA, 3a/lerHasn B JlOTOBOpa.
Mpu ycioBue, ye 6biieM M36paHH 3a U3NBJIHUTE Ha obulecTBeHara rnopbyikKa, HHUe cMe
CBIJIAaCHM J1a NOATKLIeM 1 Pe/CTaBUM apyyHa/baHKoBa rapaHLns 3a USI'bIHEHHE Ha
3a/'bJKEHUATA 110 J0r0BOpa B pasmep Ha 3 % ot CTOWHOCTTA M} T

Jarta: 07.01.2015 r. [Toanuc v nevar: ...

K oy W 7

SN g € W :
3a6enexkal: YyacTHuLuTe, peructprpanu no J/AC, 0T6enﬂ38aT»-§£mvéTo Ha TakaBa
perucTtpaumsi.

AR
K

To3u doKymeHm 3a0s1HCUMEHO Ce NOCMAass om y1acmHuKka e omdesieH
3anewamax Henpo3pa4eH nauk ¢ Haonuc IJIHK Ne 3.



OBPA3EI| Ne 12
UEHOBO NPEAJIOKEHHUE

3A YYACTHE B OTKPUTA HPOUEZAYPA 3A Bb3J/IATAHE HA OBLUECTBEHA
MOP'bYKA C IPEAMET:
»JOCTaBKa HAa paAMOAKTUBHHU J1I€KAPCTBEHHU NMPOAYKTH,
pagnodapmManesTHLH, pagHOHYK/IH/IHH reHepaTopPH, KUTOBE U PaJHUOHYKJIHAHH
npekypcopu 3a 2015 r., oTnnyckanu no pega Ha Hapea6a 34/25.11.2005 r.”

Qbocobera nozuua Ne 32 npeomem 125 I Aldosteron

J0: MuHMCTEpPCTBO Ha 3paBeonasBaHeTo L
A (HaumeHogaHue u adpec Ha Bwv3aoxcumens) )
Or: ,Jlanc Papma” EOO/
(HaumeHogaHue HA yMACMHUKA)_ -
c agpec: rp. Copus yn. ,bnara lumurposa”, Ne 37,
ten: 02/ 936 70 79; 936 77 92 , dakc: 02/ 936 70 79; 936 77 92, e-mail:

P o e N L o
orntewuudlisplidriia.cuih

pervdctpupad no ¢.4. N2 2086 / 2002 r. no onuca Ha COQHHCKY TPajCKU Cb/,
EWK / Byncrat: 130868975,

Jlata v Msacto Ha peructpauus no /1C: 24.04.2008 rp. Codus
Pasnsawaresna cMeTka:

6aHkoB koj: UNCRBGSF;

paHkoBa cMeTKa:BG 14 UNCR 7630 1066 2591 02 ;

SarKa: Yuuxpeaut bynbank A/l ;

rpaa/kaoH/oduc: Copus;.

YBAJKAEMH JJAMH U TOCIIOJA,

Csiefi 3ano3HaBaHe C YCJOBMsITA Ha NoOpbuYKaTa, 3asABABaMe, 4Ye XejaeM Jja
y4yacTBaMe B o6siBeHaTa OoT Bac oTkpuTa mpoueaypa 3a Bb3JaraHe Ha ObLleCTBeHa
nopwpyka c npeaMmer: ,JloctTaBka Ha paAHOAKTHMBHH JIEKapCTBEHH MNPOAYKTH,
paauodapmManeBTHIH, PaJHUOHYK/INJHH reHepaTOpH, KUTOBEe W pPaJHOHYK/IUAHU

npekypcopu 3a 2015 r., oTnyckanu no peaa Ha Hapea6a 34/25.11.2005 r.”

B'bB Bp'b3Ka C KoeTo Bu npejicraBsiMe HawaTa odpepra, KakTo cJiejBa:

Ne Ha HanmeHoBaHue, Ex.nena3a | Ex.ueHasa Oo61ma 061na
06o0cob6eHa eJHNHHYHA OMAKOBKa | ONMAKOBKAC | CTOMHOCT Ge3 CTOMHOCT C
NO3WUHUsA AKTHUBHOCT 6e3 JAC AAC AAC AAC

PapuodapmauesTHuH

Vv 3a JHArHOCTHKA In
vitro

2534,70 3041,64
32 |1251 Aldosteron 2534778 | 304,168 sB /B
JiBeCTa TPHUCTA H JiBe XUJSIJIU TPH XUJAJH

Y e %Aﬂ/ﬂ?(/



nergecetr U YETUPH j1eBa | NETCTOTHUH YeTUpuageceT U

TpH JIeBa H H TPUAECET U €[HH JieBa U
YeTHpHZeCeT |LIeCTHaAeCeT |Y€THPH JeBa U wmecraeceT U
H cegem CTOTHHKH ceageMaecer HYeTHUpH
CTOTHHKH CTOTHHKH CTOTHHKH

Taka npejJoxKeHaTta uUeHa BKJ/WO4YBA BCHYKHW pasxolH 3a HM3II'bJIHEHHe TpeaMeTa Ha
NnopbHYKATA.

ITocouenara HeHa He [ONEXH Ha IPOMSHA 33 CPOKa Ha NeHCTBME Ha JI0OTOBOpA, OCBEH B
ciyuyaure Ha 4. 43, an. 2 ot 30I1. B cnyuaii, ye mpe3 BpeMeTO Ha ACHCTBHE Ha A0rOBOpa
CTOMHOCTTA, KOSATO CJiejIBa Jla ce 3arJiaia ¢ MyONHuHN CPEeACTBA Ha JIEKapCTBEHW IIPOUYKTH
oT [lo3MTHBHHS JEKapCTBEH CIIMCHK CTaHe TO-HUCKA OT [OrOBOPEHATa, BB3JIOXKHTEIAT
0e3yCNoBHO 3analila JeKapcTBEHHTE IPOJAYKTH Ha ITO-HHCKaTa LieHa, OT JlaTaTa Ha BIIM3aHE B
cMlIa Ha KOHKPETHOTO perieHue Ha HannonanHms ceBeT HO UeHW ¥4 penMOypcupaHe Ha
NIEKaPCTBEHUTE TIPOJYKTH.
[pes/ioxEeHHTE UEHU ca OnpejesieHH NpH M'bJHO CbOTBETCTBHE € YCJIOBUATA OT
JIOKyMeHTaLusTa 110 npoueaypara.
lipy HECbOTBETCTBHUE MEXAY l1pefJioKeHaTa 1{eHa, H3TKCaHa C0BOM H LieHaTa,
nocoyeHa ¢ qupH, BaJMHa Lie 6'bje LeHaTa, IocoYeHa CJI0BOM.
3agb/KaBaMe ce, ako Hamarta odepTra 6bje NpHeTa, Aa HU3NBbJAHUM W NpeaajeM
JIOTOBOpEHHTE pabOTH, CbIIACHO CPOKOBETE H YCJIOBUATA, 3a/IerHaii B JJOrOBOpa.
Tlpu ycaoBue, ye 6'bjleM M36PaHH 3a U3NBAHUTE] Ha obllecTBeHaTa Nnopbyka, HUe CMe
CbIJIaCHM Ja MoJnuIleM u NpeAcTaBuM napuyHa/6aHKoBa rapaHUMs 3a H3T'bJIHEHHE Ha
3a/Ib/PKEHHUATA 110 JIoroBopa B padmep Ha 3 % OT CTOHHOCTTa MY, 6@@;}}3&,{\
ot N
. \#

Hara: 07.01.2015 r. Moanuc v nevar: ... |

3abesnexkal: YyactHuuuTe, peructpupanu no JJC, orbensassa
perucrpayus.

To3u doKyMeHm 3adsA%CuMeHO ce NoCMassi om y4acmHuka 8 omaesieH
3aneyamaH Henpo3pa4deH nauk ¢ Hadnuc II/THK Ne 3,



OFPA3EL| Ne 12
LEHOBO NPEJJ/IOKEHUE

3A YYACTHUE B OTKPUTA NNPOLLE/IYPA 3A Bb3JIATAHE HA OBIHECTBEHA
MMOPBYKA C IPEAMET:
»JloCTaBKa Ha paJM0AKTHBHH JIEKAPCTBEHHU NPOAYKTH,
paanodapmMaueBTHIH, PAAUOHYK/IHHU FreHepaTOPH, KHTOBE W paAMOHYK/IMHH
npexypcopu 3a 2015 r.,, ornyckaHu no peaa Ha HapeaGa 34/2 5.11.2005r.”

1

Obocobena nosuuusa Ne 35 npedmem 125 1 beta 2 microglobulin

J10: MMHUCTEPCTBO Ha 3/ipaBeona3BaHeTo

‘ (HaumerogaHue u adpec Ha Be3noxcumensi)
OT: ,Jlanc ®apma” EOO/]

(HaumeHo8aHuUe HA y4ACMHUKA)

c agpec: rp. Codus ya. ,Baara Jjumurposa”, Ne 37,
ten: 02/ 936 70 79; 936 77 92 , daxc: 02/ 936 70 79, 936 77 92, e-mail:
office@danspharma.com
perucTpupat ro ¢.4. Ne 2086 / 2002 r. no onuca na CoduiCKH rpasiCKU ChA,
EUK / Byacrat: 130868975,
Jlata u MacTo Ha perucrpayus o JAC: 24.04.2008 rp. Codus
PasnsialjaTesiHa CMETKa:
6aHkoB koj: UNCRBGSF;
GankoBa cMeTka:BG 14 UNCR 7630 1066 2591 02;
GaHka: YHuKpeauT bynbank A/l ; '
rpaa/kaoH/oduc: Copus;

YBAYKAEMH JAMH U TOCITIOJA,

Ciej 3ano3HaBaHe C YCJOBMSiTa Ha MOPbBYKATa, 3asBsABaMe, He Xejaem /a
yuacTBaMe B 06siBeHaTa OT Bac OTKpWTa mpoueAypa 3a Bb3JaraHe Ha obuiecTBeHa
nopedyka c npeamer: ,JlocTaBKa HA PaAMOAKTHBHU JIEKapCTBEHH HPOAYKTH,
paavodapMaueBTHIM, PAAHOHYK/INHH reHepaTopy, KHTOBE H PaAHOHYKIMIHHA
npexkypcopu 3a 2015 r., OTHyCKaHU no pega na Hapea6a 34/25.11.2005 r.”

BbB BPb3Ka C KOETO By npe/icrassiMe Haiata opepTa, KAaKTO Ce/Ba:

- Nena - HaunMmeHoOBaHUe, En.ueHasa | Eja. umeHasa _ 0O61a O6ma
o6oco6eHa eJlMHAUYHA OMAKOBKa 6e3| OnaKoBKaC | CTOMHOCT 6e3 CTOMHOCT C
No3uLus aKTHUBHOCT : BAcC AAC lel(_? : ,lm.C k

PannodapmaneBTHIHN
v 3a JUArHOCTHKA in
vitro
35 125 1 beta 2 403,02 a8 483,62 5B 28211,40 1B 33853,68 siB
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microglobulin YeTHUPUCTOTHH [ HETUPUCTOTHH | ABA/ICCET 1
M TpW leBa M | OCEMJECeT M | OCeM XWIIsiAH
[iBe CTOTMHKHW | TPH JieBa 1 JIBECTa W
wecTaecer | eAMHaecer
JIB€ CTOTHHKH |JleBa H
yerupujecer
CTOTHHKH

Tpujecer v Tf
XU AN
0CEeMCTOTHH
neTAeceT U Tp
neBau
mecTAeCceT U
oceM CTOTHHK

Taka npe,unomeHaTa {eHa BKJIIO4YBa BCHUYKU pa3xo[u 3a U3IT'bJHEeHHe [1pegMeTa Ha

nopbyKara.

[Tocouenara LeHa He IOIEXH Ha MPOMAHA 3a CpoKa Ha ZIeAiCTBHE Ha JIOrOBOpa, OCBCH B
cnydauTe Ha 4i. 43, ail. 2 0T 3011, B ciyuaii, ue Ipe3 BPEMETO Ha JIEHCTBHC Ha IOr0BOpA
CTOMHOCTTA, KOATO Ciie/iBa Jia ce 3amalia ¢ TyONMMUYHE CPENICTBA Ha JIEKAapCTBEHH MPOAYKTH
or Tlo3MTHBHMS NEKApCTBEH CIHCBK CTaHe MO-HHUCKa OT JIOrOBOpEHATa, BB3NOKHTENAT
Ge3yCcIOBHO 3aIliallia IEKapCTBEHUTE NPOJYKTH Ha Ho-HKCKAaTa [eHa, OT jJaraTa Ha BIH3aHC B
cuna HAa KOHKPETHOTO peienue Ha Hanuonamnns CbBET IO 1eHd 1 penmOypcupaHe Ha

NEKapCTBEHUTEC TIPpOAYKTH.

npe}lﬂO}KGHHTe [1eHH Cd oTnpeAeieHu Iipu MbAHC CLOTRETCTRYE C YCIOBHATA oT

AOKyMEHTaU,I/lﬂTa o npoueaypaTa.

Hpn HeCbOTBETCTBHE MEXAY HPEAHOH(QHaTa LeHa, usnurcatHa CJIOBOM H 11€HATA,

nocoyeHa ¢ iidpH, BaJrlAHa e 6bje LieHaTa, NoCo4eHa CJ1I0BOM.

3asb/KaBaMe ce, aKo HaulaTa obpepra Obje mnpueTa, Aa U3MBJHUM Y npejaZieM

JOTOBOPEHHTE pa60T14, CbrJIaCHO CPOKOBETE H yCJNOBUSTA, 3aJierHaJiy B 40I0BOpa.

[pu ycaosue, ye 6bjeM u36paHy 3a U3II'bIAHUTE] HA obiiecTBeHaTa NopbykKa, HUE CME
CbIJ/IACHH Ja MOATNMLIEM W NPeJCTABUM napuuHa/6aHKoBa rapaHLus 32 U3M'bJIHEHUE Ha

3a/bJKEHUsATA 10 I0roBopa B pasMep Ha 3 9% 0T CTOMHOCTTA

Jlata: 07.01.2015 r. [Tognuc 1 nevar:

s'//"* N
JaBesexkal: Y4acTHULIMTE, PErHCTPUPAHH TIO JAC, oT6ens3BatsHady
perncrpayms. =

M,;;‘

Tosu aoxymenm 3a0%/AMHCUMENHO € nocmaeﬂ om y4acmHukKa 8 omdeneHn

3ane4damaH HENPO3paveH NAUK ¢ nadnuc ITJIMK Ne 3.

€TO Ha TaKaBa



OBPA3EI] Ne 12
LHEHOBO NPEJJIOKEHHUE

3A YYACTHE B OTKPUTA MPOLEAYPA 3A Bb3JIATAHE HA OBLIECTBEHA
[NTOPBYKA C [IPEAMET:
~l0CTaBKa Ha paIHOaKTHBHH JIEKAPCTBEHH [IPOAYKTH,
paanodapmaueBTHIH, PaJHOHYK/IHAHN reHepaTOpU, KUTOBE U PaAHOHYKINAHU
npekypcopu 3a 2015 r., ornyckanu no peja Ha Hapea6a 34/25.11.2005 r.“

Obocobena nozuyua Ne 36 npeosem 125 Vit B 12 + (poruesa kucenuna

HA0: MunHCTEpCTBO Ha 34paBeona3BaHeTo
(HaumenosaHue u adpec Ha Bozaoxcumens)
OT: ,Jlanc ®apma” EOO/JI- B
_ (HaumeHo8aHUE HA yHacMHUKA)

c aapec: rp. Codus ya. ,bnara lumurposa”, Ne 37,

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

office@danspharma.com

perucrpupad no ¢.4. Ne 2086 / 2002 r. no onuca Ha CopHICKHU rPafCKU ChA,

EHK / Byncrat: 130868975,

Hlata u msicto Ha peructpauus no [AJ1C: 24.04.2008 rp. Codus

PasnnawarenHa cMeTKa:

6ankoB koa: UNCRBGSF;

panHkoBa cmeTKa:BG 14 UNCR 7630 1066 2591 02 ;

OaHKa: YHruKpeAuT bynbank A/l ;
" Tpaa/knaoH/oduc: Codus;

YBAXKAEMH JAMHU U TOCIIOJA,

Cnep 3ano3HaBaHe C YyCJAOBMATA Ha NOpbYKATa, 3asiBABaMe, 4e jKejaeM Ja
y4acTBaMe B ob6siBeHaTa oT Bac oTkpuTa npouejypa 3a Bb3JiaraHe Ha O6LECTBEHA
nopbyka ¢ npeamer: ,JocTaBKa Ha paJMOAKTHBHH JIEKAPCTBEHH IMPOAYKTH,
pasguodapmMaueBTHIHM, PAAMOHYK/IHAHH reHepaTOpU, KHTOBe H PaJMOHYKIHAHN
npekypcopu 3a 2015 r,, ornyckaHu no peja Ha Hapea6a 34/25.11.2005 r.”

BBB Bpb3Ka C KOETO Bu npeacraBAMe HallaTa od)epTa, KaKTO cje/Ba:

N2 Ha HauMmeHoBaHue, Ea.uena3a | Ex.nenasa Oo6oma » O6uia
o6oco6eHa eJUHHUYHA ONaKOBKa 6e3| OnNakoBKa C | CTOHHOCT 6e3 CTOWHOCT C
MO3HUHA AKTUBHOCT AAC AAC A4C AAC
PaanodapmanesTHun
A% 3a AMATHOCTHKA In
vitro
36 125 Vit B 12 + donuera | 497,22 nB 596,66 1B 4972,20 B 5966,64 1B
KHCEeNIMHa YEeTUPHCTOEWH | NRTEFOTHH YEeTHUPH XHUJSJN | TIeT XUNAAU

%1’\“}0%@/



AeBeTAeCeT U | JeBeTAeCeT U | 4eBEeTCTOTHH JAEBETCTOTHH
ceqeM JieBa U mecT JieBa v ceaeMaeceT U lmecrtaeceT U
ABageceT H wecraecer 1 | ABaJjieBa Ul ecr JieBa U
ABE CTOTHHKH | LIecCT ABazieceTt wmecraecetr U
CTOTHHKH CTOTHHKH HYeTHPH
CTOTHHKH

Taka npejjoxeHara LeHa BKJIKYBa BCHYKH pa3xo[H 3a WU3N'bJIHEHWe npejgmera Ha
NOpbYKarTa.

[Tocoyenara ueHa He MOMIEKH Ha NPOMSAHA 3a CPOKA Ha AEHCTBME Ha JOTOBOPA, OCBEH B
ciygante Ha 4. 43, an. 2 ot 30I1. B cnyuaif, ye npe3 BpemeTo Ha AeiicTBue Ha JOroBopa
CTOHHOCTTA, KOSTO CjIe/iBa /ia C€ 3alljlalia ¢ MyOlIHYHH CPEeACTBA Ha JIEKAPCTBEHH IIPOAYKTH
oT Ti03MTHBHHMS JIEKAPCTBEH CIIMCBK .CTAHE IIO-HMCKA OT AOrOBOPEHATA, BB3NOXHTENAT
6e3yCIOBHO 3aIlIalla 1eKapCTBEHUTE IPOAYKTH Ha [T0-HUCKATA I1eHa, OT NaTaTa Ha BIH3aHE B
CHJia Ha KOHKDPETHOTO pelleHMe Ha HalMoHanHMsS CHBET MO LEHH W penmOypcHpaHe Ha
JIEKAPCTBEHHTE TIPOJIYKTH. :
llpeasioxeHuTE LEHHU ca OnpefiesieHH NMpH MbJIHO CbOTBETCTBUE C YCAOBUATA OT

AOKYMEHTauMATa No NpoLeaypaTa.

~ [lpu HecLOTBETCTBHE MEXAY NpeAOKEHATA LieHa, H3IMcaHa CJI0OBOM M LjeHaTa,
noco4yeHa ¢ UHQpHU, BaJujHa Le 6b/ie 1ieHaTa, 10CoYeHa CJ0BOM.
3agbikaBaMe ce, ako HawarTa odepTta 6bjAe NpHeTa, [a U3NBJAHUM H Npejafem
[lOrOBOpeHHTE paboTH, CbIVIACHO CPOKOBETE U YCNOBUSATA, 3a/IeTHAJM B OTOBOPA.
IIpu ycaoBue, 4e 6bjeM N36paHH 3a U3N'BJAHKTEN HAa O6LIECTBEHATA NOPbYKA, HUE CMe
ChIJIaCHHM Ja MOANHUIEM H NPEJCTaBUM Napru4yHa/6aHKOBa rapaHiits 3a U3MI'bJIHEHHE Ha
3aApAeHnATa N0 40roBopa B pasmep Ha 3 % OT cTOHHOCTTA MY, 6

Jarta: 07.01.2015 r. [loanuc v nevar: !

3abenexkal: YyacTHUUMTE, perucTprpanu no JJIC, oT6ennssal
pervcrpanms.

To3u doKymeHm 3adsACUMENHO Ce NOCTNABA OM Yy4ACMHUKA 6 omdeeH
3anevamad Henpo3pa4eH nauk ¢ Hadnuc II/IHK Ne 3,

A




OBPA3EL] Ne 12
' LEHOBO NPE/J/IOMEHUE

3A YHACTHE B OTKPHUTA ITPOLEAYPA 3A Bb3/IATAHE HA OBILECTBEHA
NOPBYKA C MPEJAMET:
»[l0CTaBKa Ha paIMOAaKTHBHM JIeKap CTBEHH NPOAYKTH,
pazHopapmaneBTHLH, paHOHYKJIHAHU F€HEepaToOpH, KHTOBE U PaJUOHYKAHAHU
npexkypcopu 3a 2015 r.,, oTnyckanu no peaa Ha Hapepa6a 34/25.11.2005 r.“

Ob6ocobena nosuyua Ne 42 npeomem 125 I TRAK

[0: MuHHCTepCTBO Ha 3/ paBeona3BaHeTo

‘ (HaumerosaHue u adpec Ha Baaﬂomum
Ot: ,[anc $apma” EOO/™ > -
e (Haumenosanue Ha yuacmHuka)
c aap'e'.eﬁ?f).eé%d)m ya. ,Bnara lumMutposa’s Ne 37,
ren: 02/ 936 70 79; 936 77 92 , dakc: 02/ 936 70 79; 936 77 92, e-mail:
office@danspharma.com
peructpupat o ¢.4. Ne 2086 / 2002 r. no onuca Ha CoduMcKY rpagckm cba,
EHMK / Bysncrar: 130868975, ,
[laTa u MscTo Ha perucrpanus no 1/1C: 24.04.2008 rp. Codus - -
Pasnsamarenna cmerka:
6ankoB koa: UNCRBGSF;
baHkoBa cMeTka:BG 14 UNCR 7630 1066 2591 02 ;
6anka: YaukpeauT Bynbank A/l ; -
rpaa/knaoH/oduc: Codus;

YBAXXAEMH JAMH U TOCIIOJA,

Cnen 3anosHaBaHe C yc/lOBHMATA Ha NOPBYKATa, 3asiBABaMe, 4e KejaeM Aa
ydacTBame B obsiBeHaTa oT Bac oTKpuTa mpoluesypa 3a BbaJjaraHe Ha obuecTBeHa
noppika ¢ mnpeamer: ,/loCcTaBKa Ha pajHOAKTHBHU JIeKapCTBEHH NPOAYKTH,
paguodapmaneBTHIH, PAZHOHYKJAHAHH reHepaTopy, KATOBe U PaJAUOHYKJIHUAHH
npexypcopu 3a 2015 r., oTnyckanu no peaa Ha Hapea6a 34/25.11.2005r.“

B'bB Bpb3Ka C KoeTO By npejcraBame Hawara odepTa, KaKTo cesBa:

- Ne Ha HaunmeHoBanmue, . Ex. uena 3a Ex. uena 3a O6ma O6ma
060coGeHa €JMHHUYHA ONaKOBKa OMaKoBKa C | CTOHHOCT 6Ge3 CTOMHOCT C.
No3uIusd AKTHBHOCT 6e3 J/IC AAC AAC , ) JAac

' Pannodapmanesrium
A% 3a AMAarHOCTHKA in
vitro
42 1251 TRAK 397,72 B 477,26 1B 4772,64 1B 5727,17 nB
TpUCcTa | YeTHPUCTOTHH | YeTUPH XHJISI/IH | IeT XUJALH

Ereopdt
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AEBETAECET U |ceeMAeceT H |CceleMCTOTHH CeJIeMCTOTHH
Ce/leMJieBa W | CelleM JIeBA W | cesleMlleceT U | ABajeceT u
ceaeMJeceT U | ABajleceT u J1Ba JieBa U ceZleM JieBa U
ABe CTOTHHKH | WwecT ulecTAeceT u cesleMHazieceT
CTOTHHKHU YeTHUPH CTOTHHKH
CTOTHHKH

Taka npeanoxKeHarta lieHa BKJHYBA BCHUYKH pa3xoau 3a MU3MbJHeHUe rnpeamera Ha
[NopbYKaTa.

Ilocouenata ueHa He NOAIEKH Ha NMPoMsHA 3a CpOKa Ha JeHTTBHe Ha JOroBOpa, OCBEH B
Ciydaute Ha 4n. 43, an. 2 ot 30I1. B cmyuail, ye mpe3 Bpemero-Ha meiicTBHE Ha ZIOroBopa
CTOHHOCTTa, KOATO Cile/iBa Jia Ce 3allalia ¢ Ny6IHYHH CpescTBa Ha IEKAPCTBEHH NMPOAYKTH
orT Ilo3aTHBHMS NEeKapCTBEH CHMCHK CTAHE MO-HUCKA OT JNOTOBODPEHATA, BB3JIOKHUTENST
6€§}£G§feBHO 3annama JACKAPCTBCHHUTEC NIPOAYKTH Ha IIO-HICKATa HUEH4a, OT JaTara Ha BiIH3aHe B
CHa Ha KOHKPETHOTO pelleHHe Ha HaunoHaiuus FBOF=TTO ICHIT H—PeuMOypcHpae™ ===
JI€KapCTBEHUTE [1POAYKTH.
IIpesioxennTe UEHM ca onpejiesieHH NPH MbJIHO CbOTBETCTBHE C yC/0BUATA OT

NILURAOIY T O TI VI OOy YT v sm vy oy rrw s e my
A\

nymenrannala o NponeAypdrd.

IIpn HecbOTBETCTBHE MEXAY NMpeAJIoXKeHaTa 1ieHa, M3TTHCAHA CAOBOM U LeHaTa,
nocoyeHa ¢ uupH, BasMAHA e 6bAe LeHaTa, 0CoYeHa CJIOBOM. = T
3ajb/pkaBaMe ce, ako Hawara odepra Gbje NpPHETa, Aa M3MBAHMM MU npejajem
AOTOBOPEHUTE PAabOTH, ChbIIACHO CPOKOBETE U YCJIOBHSTA, 3a/IerHalH B ZAOroBopa.

Ipu ycnoBue, 4g 81A6M M36paHH 3a U3NBAHUTEN HA OBLWECTBEHATA NopbYKa, HUE CMe
CbrjlacHu fia NOANUINEM K IPEACTaBUM NapriHa/GaHKoBa rapaHL{Ms 3a H3N'bJHEHMe Ha
SafLIMEHUATA 110 J0r0BOpa B pasMep Ha 3 % oT cToHHocTTa My, 6e3 JI/IC.

Hdarta: 07.01.2015 r.

3abesnexkal: YyacTHULUTE, perucTpupanu no JJIC, oT6e
perucrpayms. i\
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