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3A TOCTABEA I1A JIEKAPCTBEHH IMTPOTYRTH

Aace, ... f‘.HDE) ,,,,, 24 ﬂfl T., B rp. Codim, meniy:

MHOI' OITPOMOHITHA BOJOHIA 3A AKTHBHO JEURHHAE “I-P CTOHYO XPHCTOB"
EQQI, ¢ agpec: 1. Cerumeso, y1. Credarr Llemmens Me 147, EMK 107507982, npeactabrasano o 1-p
Hmamen llexor - ¥IIPaBHTEI, IAPHIEAIC TIO-A00y 38 KPATKOCT LJEUELHO 3ABE/IEHHE —
Rh3ITOKHTET”, o1 cora crpara

H

SMEJERC?OOR, che cenamue M aapee a yapaencive: oboacr Codma {cToamma), ofinmua
Croammia, ¢ Ceerorpasene 1252, v, Yasgap sodisoaa Ne 48, EMK Ne 131268894, en. 4359 2
4051900, =339 2 403191; dare +359 2 4051899 e-mail: officewmedex.be, mpe, icranssado oT I-p
Faruan JTaHeR - YIPAaBHTC, ITAPHTAH0 10-/10.1Y 34 KPATEOCT  H3INBJIHHTEI®, ot apyra cIpamna.

na ociopanre . |12 ov 3akoma sa edmecteorTe 1opeukin (30I0), BIB BpLIRA ¢ npokeze
BLTPCIOCH KOHKYPeHTeH H3Dop/mombincna odepra no Pamkoso cmopasymenme Me PI-11-62 /
010220217, ce CKIN®H HACTOAMHAA J0NOROR 31 CHESAHOTO:

L NMMPEAMET H CTOK IIA 1OPOBOPA

T 1 (1) JEYHELHO 3ABEJEHHE — BLI3JTOXKHTE wrsnaa, o H3INDJAIHTEAAT ce
3ATLKARA T4 F3HL[HIH 0CTABKA HE CIIEIHATC TCKAPCTECHH |IPO1Y KTH:

Obeodens no3HuEa M ...

ARaront)- Moxmynapomo Haunu Ha Mapka | 3abeTemka Koawmvecrno
TERANCETHHCH IIETMATENTITN npHiGKeHHe | /mg, tabl.,
koa AATC-xkon/ | mmanMenosanme ;TNN/ ml. » ap./
Coagulation factor 1X,
II, V1l and X in
BO2BDOI combinalion OapeETepaIna [ 1204}
Leon{[113- hydroside
BO3ACHE dexiran complex HAPCITCNATTA mg 300000
BosrBOl Sodium chloride TAPCIITCRANIT ml WHml | 2400000 |

(2} JTororophr RIM34 B CHIA OT JATaTa 114 TOMUIHCRAHEIG MY OT JBETC CIPAIDI B € Che CPOK IO
3112.2021 ., o He mo-ETeno o7 31022077 o«

IL IEHKM H OBLIA CTORHOCT HA JOCTABKHTE IO JOTOBOPA

W, 2. (1) Ilerata na cTOKATG o W] & ChislatH UgHOBO mpeamoskerine va WITTHRJIHHTE. 15,
HEPA3ICHIIA YACT OT JOTOTBODA.

(2} LemaTa weioued ¢TORHOCTTL Ha CTOKATA, OMAKORKA, 3a¢TPAXOBKA M Tpamchopr o
AETERHOTO JABEIEHHE — BH3MOMHTEJ npy MUHUMANEH CPOK HA TOMIOCT 118 110-KPHITHE
or 40 % o1 00ABEHHA 0T IPOHIBOINTCTA 34 NEKADC IBEHUTE NPOIYKTE HIH IIC To-Kparsr oT 20 % o1
ODABEIHA OT MPOHIBOTHTCNH 38 OHONPOYKIHTE WIH BHOMOIOIDITE POy H. MUEAMATERIT cpok

s;,:s-v**.'j]}a:u;
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{3) Odmarra croRHoeT Ta TOCTAaBKATES 110 ToTORaPd € Ao 3 346.63 15, (TpHITSCET XHIATH METCTYTHH
TETHPHASCET M INMECT JIERA W IICCTACCCT H TPH CTOTHHKH) Oez micnowen JAC B mo 36 63590 ns.
{IpHAECceT H IIECT XHMSUH NIECTCIOTH NCTICCCT H IET NEBd W ASRSI/IeC&r W UICCT CTOTHIIRH) ¢
ermouwcer J[C.

(4} [lenara mo qorosopa ¢ GUKCHPaHA, HE LOLNERH HA IPOMATIA 33 CPOKA Ha FEHUTRHE HA HOUORODA,
oCReH Beaysante na 1S ot 3011

(5} B covuai, ye ypes epevero wa  clHeTHIC I8 CLOTEETHHA AOTOROD GIOHADCTTA, KOJTOo CICIRA Ja C
IANMAINE ¢ OVOIHYHN CPEIs Bl Hi S eKapersell TpoyKTE oT Hosutusnus [ iekapersed CITHCBR CTAIC
NO-TIHCKA  OT JOTOBOpeHAaTa, Neuedoore  2ape;@dHC — BL3TORETEN  OGe3yCIOBHO  3alnama
JNRKAPCTREHMTE MTPOIYKTH 114 NIO-HACKATE CTORHOCT, CHUTARD OT!

- AW HA BNMAATIC I CHOIA O3 PELISHHele M4 Hanwosaming CLECT 10 IIEEH H
peEMOYpCHpaHe Ha Mekaperrenre upo,yere { HCLPJLTY,

- JATATA 114 AKTYAIH3ALHATA A TTeaw simid JICKAPCTBCH COACEE IO Peid Ha . 27, a1 oT
Hapeabara 2a yeloBHATA, LPABILIaTa H Peda Hd PEryiMpalc W PCTHCTPEPAHE HE LEHKIE HA
nekapereenare upoayerw (HYUIPPPLUILL 33 merapetsenmre npoiy il ¢ MEMATICIA CTOHHOCT 3
OIAKOBKE, H3UMCIeHA Ha Oasa pedepentiia cTollIocT.

I cIvuanTe I0 OPeUso/HGTO WIPEHETHG, CTOHIIOCTTA C©f OQOPEIeNH IKhM MOMEHTR T
JOCTABKATA (TIOJIACBALC O TPHEMO-MIPETABL I EIIEH NI IORAI).

I ¥C.IOBHI H HAYTHH HA TUJIALNAHE

W 3 (1} IInalgancro G0 acTOAIMHA J0TOBOD & O¢hlIecIAira 9pe ORIIKOB NPERON OT CTPEHA Hi
JEYERHO 3ABEAEHHE — Bb3JIOMKHUTEN oo nocoaexara v 4w 15, a1. 3 Dallkoba CMETKA Ha
H3ITLJITHTEJIA.
{2) 3aInamAaHeTo Ha CTOKHTE [0 AGIUROPE C& HIRGLPLIEA OTIOHECIIO B ¢POK 40 60 /mieciwee raa’ jgil,
CLey l MPCACTABATIC 1A CICAIHTE JOKYMEHTH:
JEocrarHg Jaypa, cueransera ¢LINaclo H3ECKBaausTa Ba 3/ » TIH3AAC;

2. [pucMaTeMIo-TPeIaRaTcIOd OPOTOKOMH;
(3) 13 cmyualf, 92 nmocousHuTe B w3, an 2 JIOKYMCIITH 4 OCPEeTOBHH 114 He O3 HOMILISKTOHAITH,
enmmrTe o¢ Bpnmar oa M3 L JIHHTEIS ¢ npuemareimo  TPCHABATCICH OPOTOKO 32 HIUPARIHE
Ha HepenHocry e, CPORDST 0 U1.3, Al 2, 3a00tBl 43 Te1e ¢ JATard na TTPCACTARAIIETO 118 D0CT¢IHES
HIHCKYEM €€ NOKYMEH'T,
(4) [Ipu hAKTYPHPEHE Ha 3SHEHWTE KOJWICCTEA JICKAPCTREHH NMPOIYKTH, 110 RCHKA GrilE)Ha 3aqBKa,
OCNATA 114 ONMAKOBKA HE CIEIBA i HiARWINGEL Onpecnenara B l1IO3ETHBAML JCKAPCTESH CHHChK-
TIpsutomere Ne 2, poopelTHA CTOHHOCT HA OUUKOKKA 33 CLOVBCTIEA JICEAPCTBEH NPOJIYKT. B
CHYHUF HE W3YMCIMBANG TIa CTOHIIOST IIO-BHCOKAD OT pedepsHinara CTOHMOCT IIAa OIAKOBKA 33
CHOTBETHMS JIEKAPCTRed Npo Ay KT, CTOHRIIOCTTA o¢ HAMAIIRA M 3aIL1aid W CroEA0CTTa 1A OTIAKOREA
onpenenesa B [TosHTHEARA ekapeired cunesk- | lpHTomernie N 2,

V. CPOK HA JOCTABIHE

Y1 4 (1) JEYEEHOTO 3ZABEAEHHE - BBIJNOEKHTLEI saspsea HeolxXOMMHTE MY
romuuceTna ¢ mHevena 3aaeka 10 HIITBJIHHATENA. 3ainkata cc BpLYBA MTHUHO CPELLY UNUIHE HY
HIMBJIHWUTE A amH VITLIHMOMOIIEHO OT HEI'G JMIE KM C8 WATPAIIA ¢ MNPCIOPEYAHO ITHCMO ¢
OO HA PRINHCKA, (10 (ake I M0 CHCKIPOHEH T,

{2) Beaka orjieiHa i0CTaBKa, cfcdba Ta OLAC JOCTABEHD B CPOK J0 7 KLISHNAPIH MITH CICT
nonyvuaBase Ha sk o JIEUERBHOTO 3ABEAEH UL — BL3IOWKHTET v sa ko maecmara i
A3HO  KOHKPEIHWIE  lIeKaperselld  TpOSYKIH, IIOcOoueHHd TEXHHHECKTY

A umnmenﬂ) TOUHO OUPElelenn & 2asekata. B coydali, e ce npa}/ﬂ@’%
\Rp
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JOCTABKA OT &, 18HA Ay, @ H TEKAPCTBEH HPOTYKT, o¢ mpencrany CepTHOHEAT 38 0ChOBONGIARAHE
ra TAPTHTATA, M3aaMeH OT Keamopramipairo mame no 3TTTXM Ha eIeKTpolIcH mock el WIH 1o
CICKIPIOHEH IBT HA EIEKTPONTATR MOTHA, NOCOYEHY KATO aIpes 38 KOPCCTTOUMEHINE, IPHAPYIECIL ¢
NPeEoa Ha DEITAPCKH CIAR 01 HPWA, CKIKIAL TOTOBOP ¢ MATHCTEPC RO HY RHELTHETE paboTH 3a
H3BLPMIBAIC 11 OfHimaL g upeeoau. H30poeHHTe JORYMCTTH ¢& IPE/UTABLT B CEOTBCTIIOTO 2REHL,
OTPCOCICIIO 07 JgHedHOTe 3aBCACIHC — BBATOWHTEN. JIpH CNenBHIOM JOCTABKH WA NIeKaPCTEEHH
IPO/I¥KTH OT ChINATE DAPTATA, CCPTHRHKA L HE C& IPeICTHRL

(3) B coyuadi 1ma 1mcobxonmmoer or cpewda  goctaska, JIEYERHOTO 3ABEIEHHE -
BbhITOAHTEIT nocodsa W3paiHO B 3aMBEATA, 49C ¢ Teodxoynmo na Obde HIBLPIICTIA CLENH:
mocTania. B orosw cuy'di, TocTaBkaTa CIcHpa Ja (RNe WIREPINEHA 00 © UAaCa OT HONyYARAHE Ha
JUMAKEIA W 30 KOMHYECTBATA H OMAKOBKNIe {ChOlpasHU KOHKPETOHTC NCKAPCTHEHM LPOIVKTH,
DOCOYEHH B TEXIMUCCKOTO TTPCILIOKEHHE HI HIMBIHHUTEIN), TOTIO OTTNCE.IEHH B 3A9RKATA.

(4) H3NIbJIHHUTEJIAT ce sajthisasa, B cpok Jo 1 paBoTelm Icn, B cyianre 0o 81, 2 ¥ T cpok 1o |
Tac, B eMydane Hi . 3, I8l DOMyTaBalIcTO Ia BCAKA 3aMRKd /@ YESIOMH HHECMCIIO FITH N0 {aKc
JEUEBHOTO 3ABEIEITHE ~ BhIJMOAHTEN k corvvai ue He MOKS 12 B3BLPIOH /IOCTERKL HITH
B CITYHAH, Y€ He MOXKC Ja CIIAIH CPOKLT 33 M3WhMNIBAHE HA TOCTABKATA, TIPC/IVET Hi KOHKPETHATA
SABEL.

(5) KoM JaTaTa Had oWy OCTHEKY, OCTATBHUOEAT CPOK [a IOHOCT HA JIEKAPCTBENATS TP (VITH,
Ce;Ba Na obie He To—Mansl oT 4 % /faeTHpRIecer na o/ o O0IRSHHA OT TIPOHIBOIH €I,

(6} K'bm luTaTa Ha BCAKA JOCTABKA OCTATRYHMHIT CPOK HE FOJIHOCT Ia SHOUPOIVET viv GHonodoben
OPOAYET, CAEIBA T4 OLOC AC To—wi ek o1 20 % fapageceT Ha cTof 0T 08%8EHES OT (POM3BOMITCI.
(7) 33 KOMHYCCTRA IOCTAREHM M3BEH 3aABKATA oo w1 4, aml, JJEUYERHOTC 3ABEEHHE -
BhRIJJOEHTE T pava 20 I0GESHIE 34 ILTAITATIC.

(8) B cuyuante mo 9n. 10, an. 7 oT JoTowopa, cpoker 00 4l 2 H 3 38009RA 74 Te4e o BATATA 114
nacMeroTo chracHe Ta IEUEBHOTO 3ABEIEITHE ~ B3O WU TE..

V. MSICTO HA TOCTABMHE

Ha. 5. (1) 3a MACTO HA JOCTARAHE Hil CTOKHTE IO TOZH JOIOBOP CE ONpPENe s CNeIHHS ampec: TP.
Conmieno, v, Creduan Tlewer Mo 147, bonmntuma antera.

{2} PucicnT 0T cnyafHOTO IOTHBAIIC ITH TOBPSKIAHE HA CLOKKIE NpeMEHABA 8epxy JIEUERHOQTO
SABEJEOHE — BL3JIOMHTE o wmovewra Ha OPHeMEHETO HM IIa MACTOTO HA JWCTIABAHE ©
OPHCMATCIIO-TPCIARBATENEH [IPIYIGHRO.I,

VI TATA HA JOCTABANLE HA CTOKHTE

. 6o 33 ara He OCTIRIRE C8 CUNRTA JATATa, 114 KOATO CTORKTE CA OCTARSHN 20 AIpeca IoCouUctT 1
i 5, a1, 1pu ¥CI0BHATA HA W1 9, & 2.

VIL. 3ATLKEHNS HA M3ITRJIHWTE TS

Un, 7. HANMENMHATE AT ce sagnmzana:

1. Ja gocTaBH CTOKHIC B JOTOROPCTIFG cpoie W g v upeaade Ha JEYELHOTO 3ABEJIEAHNE, —
Bh3JHYVAHTE.L

2. Ja npeTane CrogHTe, HAKSIMPUHE H MAPKHPAHA B CTLOTBCTIHG BH, KONNHECI S0 H KAUECTRO IIA
MACTOTD HA JOCTRIHE,

3. Tpu H{J,?[IlHC-BHHET% & A Ta IPCACTATH: -
A} NOKYMEHTH D041, / }lgﬁﬁftﬂ’h {OT. 1@5@%
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O} FaPAHIES 34 H3FRIHEH e, & CAIma oT dopaaire, copegersedn w111, a1, 5 or 30II, cve cpok na
pamrIEeCT 60 M Clled H3THaHE CPOKA HA JOTOBOPA, ROATO ce 0cRoDONK 1aka 8 cpok 10 60 JO0H caer
MAITETIICITME TIA ToTonopa. [ ey uwall, e siin, (HOCTTa Ta TAPAEGHATA H3THY HPEIM JIOros0Pa 5a 0L
gairkinen, H3INNBAHHUTENAT ce 3aibbaara (@ ¥hIDER CPOKA 118 BAMAHOCT HE rapadnmianz ©
TOIKORA JHH, TAKa 4 rapallOAATA J3 TOKPHBL QUAKBUHHH CPOK 28 WITLINCOEE Ha JOrOBOPa 1L 1He Hf)
ammr. Tapaninara ¢ B pasvep #a 3% 0T eToiinocTTa Ha Moropopy dez AJAC v pLinmgsa aa 916,44
JICRIL

(4) Na jocrasd ICKAPCIBEHH OPOAYKTH, XOWI OVTOBAPAT HA HMIHCKBAHMATY Ha 3aKoMa 2a
JEKAPCTREHWTE NPOAYKTH b XyMannata Meaunuda (3TN} — i TPUTCKABAT BAIMIHG DATPeIeHHe
33 yooTpeda B ¢rpavara, wiageno me pega Ha STIIXM wim Pevnament (LO) Ne 726/ 2004 1. na
Epponciickud mapaavest M Cheera fua. 23, am ] ma 3MIXMY.

(5) Jla jocrant ICKAPCTBEHH NPOAYKTH, KOMTO ¢a BKToIcnE B lipunosenne Ne 2 wa To3RTHBIHA
TR THEH CHHERK.

(6) B cayuai, 4e ce updsr IHPEA TOCTARKA T0 JAIEHL DAl HIE Ha IEKAPCTRCE OPOTYET, T DPeICTak:
CepTGHEAT 32 OCRODORIARAHE HA UAPTHIATA, H3JATEH 0T Ked mmumnpaso mixe mo 3JILXM Ha
EUCICTPOTICT HOCHICH HIH [0 SISKIPOHEH 1T 1A CICKTPOHHATA NOME, NOCOHEHR KaTh ampoec 2a
KOPECHIOHERIS, TPHIPYECI C OpeBon Ha Ob rapekd CIRK OT (HPMd, CKIKOMHIE JOI0B0p ¢
MuHBCTERCIRO HY BLHITETE PADOTH 38 HIBEPIIBAHE HA ODUIMaA TIPCBOTH.

VI 3ATbTKEHUA HA JETYEBHOTO JABEJEHHE - BL3JIOAHTE.]

Y 8. JEUEBHOTO JABEJIEHHE — BL3FORHATE.T ce 3a,b5kasa:

1. Jla mpiexe TOCTABEHNTE B CPOK W 1IA MACTD CTOKH, CEOTBETCTBMILHA 10 KW/1, KOIMICCTRO H KAYECTRO
HA ONHCATIOTO B IIACTOMIHA IOTOROT.

2. T sannanry JIOCTABCIONTCE CTOKH 0 Pefd Ha 1, 3 1 HACTOAIIHE J0TeBOD.

3. C1ea npukioMBane u3NGITICIIACTO Id JOTOBOPA A8 OCRODOM IApaTIUHATA 34 H3TLIHERHE, 0e3 Ta
ALTRH THXEH 38 CROKY, NPe3 KOH10 CPCICTRATA SAK0HHG Ca IPECTONR I ¥ HEI.

IX. MPHEMAHE H HIPEJABAIIL ITA CTOKHTE

Yn. . (1} [pHeMaHeTo Ha CTOKMTE C& MIBLPLIBA 14 MACTOTO Hi AOCTABHHE IOCOHETO B 1L 5, al. 1.
(2) M3NBJHUTEIAT mav yukHOMOIEH OT TICTO  OPCICTABMTE] W NPEICTABATEN Ta
JEUERBHOTY) 3ABENENHE - BBIIOARHTEI noI0ucEaT NPHEMATEMHO-LPE; HHTICIEH
TEPOTOR |, ¥; 0 TOREPH 300 TONVIABAOCTO Ha CTOKHTE.

X. KAYECTBO, TAPAHITHHA W CPOK HA TOUHOCT

Ua. 10, (1) Crogure, ipeTMeT Na DACTOAMEA JICTOBCE, €:IE/18 A O'UMOBAPAT 114 HIHCKBAHKATY HA "1,
T, am 4 m 5,
(2) KTy JaTata Ha JOCTARKLTH, GCTATRHHHAT CPOK 118 TOJEOCT Hi TeKdpOTBeHn e HPOIYKTH, Cacasa
Sl gl TG TIO—ManLK oT 40 % fueTHpiiiecel va ¢y 0T OOARCIOLT OT IPOH3ECIH eI
(3) B coyuali Wa JOCTARKA IId TEKAPCTBEHUS IPWIYKLT € U0 - KPATLE OT IOTOBOPSHHA C[WIK Ha
[ODHOCT, URGKHMA T HEYCTOHRA 13 OTLIC TPOMEHEHH, KAKTO ¢IgjIBa

o1 39,99% no 30% - 3 % wepgy cToliIocTTa IIa TOCTABKATA;

o1 29,08%; ne ‘Z(:P\L‘n.\— 5 %% mepxy CIOMIOCTTA IIa TOCTABKATA:

Zii }%‘T %% BBPRY CTORHOCITA 114 J0CTALKATA;

o

naey 1§ _]ﬂ$ XV CTOHHOCTTA HA I IR T, ape—
LTI B N - rje':_\_,\
e j ) & ¥
A -
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(4) OcTaTLimaT Cpok Na 10 HOCT Ha JHOOPOIYET /SHOOomOOCT MPoiycr, ¢ eisd 19 Obde HC Ho-
MATILE OT 20 % £ ipasecer vy ¢Tof 0T 0OABEHU OT NPOHIBOTHTENR Kb J1:NATa HY BCAKA JOCTABKA.
(5) B emydai Ha J0CTABKY HE DHOIPOOYKTAHONOIOOEH NP0, (¥ K1 ¢ 110 — KPATEE 0T JOTOROPCTIHA CRoKk
HIL N IHOCT, TBIGKEMATA ICYCTOHKA & KAKTO G/ ka:

0T 19.99% 1o 10% - 2 % wepxy CrOMHOCTTY HE TOCTABKATA,

oT 9.949% ,10 5 % - 4 % rBpxy CTOHHOCTTA HA JOCTABKATA;

o 5% - 6 %% BRpXY CTOHHOCTIA HA JOCTABKATA,
{6} IEYEBHOTO JABENEHHE — BhAMOKHUTEN voke 18 OTKAKC OPHECMATICTO HA CTOKHTE,
AKO B NgHA 1A TEXOOTO MPHCTHIAHS HAN NDPMEMAHE OCTATEIHHT CPOE 11 TOMVOGT € 10 — MATEE 0T
onpcaencnad &, 10, & 2, v, 4 MUHAMATIEH CPOK 114 TOATOGT.
(7) JocTakkaa vy MEKApCTREE OPOIYKT © OCTATLUCT CPOK H IGMHOCT MO-MATXEE oT 10 ma oo or
QDSIREHNA OT IPOH3BOIMICII H 1A BHOTIPoiy Ki'DHonmwhed IPOIVET ¢ OCTATLUCI CPOK HA I'OjHOCT
IO-METEK OT 5 04 cTO OT ODARSHMH OFF NPOMIROINTENS 8 HIBLPIORA CAMO C THCMEHD ChIIACHE HA
JAEYELHOTO 3ABEIEHHWE — Bh3JOKHTEJ 3a KOIRPCTIO KONMYECTRG, 0IPelsIeHo oT IcTo.
hes wapwuno nmemeno cbonacke Ha JEHEBHOTO 3ABEJEHHE — BBLIOKRHTE croxmre
HAMA ;1 ORhJIaT 30IUIAMaHH.
{8) Hcxanero sa macMcIIo CLTHacHe, B Coyuwawe Ha av. 7, ¢leisa Za mocThid 8 JEUYERHOTO
SABEJEHHY - BB3JIOKHTEN k cpok ;10 1 (eaue)} paloTeII OGO OT IIOTVIARAHE Hi 345 BKATA.
(9) I3 cIyTante Ha COSNHK JIOCTARKH IOCOUEHITE B AL 3 H &7, 3 IICYCTORKH He ¢ [DHITAraT.

XL OTIOBOPHOCT 3A HETOMYIIO WAL/IHEHHE. PEETAMAITHIA

o 11, (1 JEYEBHOTO 3ABEIEITHE — BB3JNOGKHTEN wowe ng nppenssaea pokIamMarvm
upeil HOITLJIMHATLEA 3a:

8) ROIEICCTBO H  IICKOMINCKIHOST HA  CIOKWIE MNIH  TEXHEYGCCKATA JOKYMENTAMA  (SBHH
ICIOCTATLOH

0) kadec vy (CKPHTH HETOCTATBITH ):

- UPH AOCTARAHE HA CTOKH HC OT JOTOBOPCHAA LHI, NOCOYEH B, 1;

- IPH KOHCTATEPAIIC 14 AChCkTR TPH yiormeba v CTokn e,

(2) PormaMamiy 3a saBHE HENOCTAIRIN HA CTOKMTE ¢8 npasgtr oT JEYEBHOTO ZABEJAEHHE —
BBLIMOKHTE, r moMeHTa Ha IpeJaBaHeTO MM, 33 EOCTO CC ChOTABH UPDIGRO), IOOIHCAH H OT
JIRETE CTHEHA,

(3) Pexmavaimin =4 CRPETE IICTOCTATBITH C& NPAHHT NPE3 NEIHA CPOK HA TOSHOCT 08 JOCTALEHH 'S
CIOKH, KaT0 PCITAMAITHATA C& IPHARYIARE TUIhIHHTSNAY 0T KOHCTATHRCO TPOTORMT, ML EVIEH OT
M3NLINTATETHA IR AISHILAA 31 IS KIPC TRETA,

{(4) JIEYEBHOTO 3ABEIEIIHE - DBDL3NOKHTE e jurswdo ;2 yeeloMH THCMCIO
H3ITLJJIIHTE LA =2 veTarronenmTe TCPeKTH I S (ner) ;IHEReH ¢poK OT KOHCTATHPAHETO HM.

{3) 3 pcKIaMaIIMTe ¢C MOCOTHa OMEPBT HA jIONECPY, TOMHOTO KOIHYSCTRO HA TONVACITHTS CIOKH (¢
TCXITRH TAPTHIEH HOMED, GUHORIHHETO 34 PEENAMAIHA K KOHEpCTnoTo Aekare a JIEUYERHOTO
JABE/TEHHE - BL3JTOKHTLEL

(6) I 5 (mer) gmcBeE c¢pok oT momyuatanc 1a peknavannsra, HIMBIHHTETAT cncosa ma
orrosopd 1Ia JEYUEGHOTY) 3ABEIEHHE — BhINNOAHTE.] oHcMeHO M EONEPCTIO0 Janu
TIPHCMA PCKTAMATIMS I HIK 2 OIKERIA.

(7) Tpy pexnavaips sa asun peaocTarsod HITLJATIHTEAAT ¢ gniexen o epok o1 2 paloran gHE
4T MONYHABAHE HA PEKTAMAINLITA 33 CBOA CMCTEA H PHCK Ja JOCUAKH HA MHCTOTG HE JTOCTABSIHC
KEOIYCCTROTO THOCBAINE B JOCTABKATA / TCKOMILICKTHM JIOIOBOPEHY CTOKH,

{8) llpw pexIaMaOAs 33 CKpPHTH weiocrarkig, r oyvad e HIOLJIOATEAHT ¢ mpaer
PCEITAMAIFATA, ChlEAT € jLbaed B 10 (leceT) AHEREH CPOK OT OONMYUABAIICTO ¥ ;14 3dMeHd
AOCTHEEHUTE HE; OIOBOPEHI 110 BiLY { TetheKTHHE CTOKE 33 CBOS CMCTKA M HCK KM 110 IPEIEHKA Ha

;#; "c \‘;l\ =]
- 1:-';'. fh}'w(?
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JEYEEHOTO ZABEAEHME — BLITOWHTE.N 13 BLpHe CROTHeTHAra HacT OT SAITATEHATA
LCTA, BEIIO C ThHNMMIE JIMXEH.

{9) M300pLT Ha TOCOYEHM 18 1I0-10PG TLIMOETOCTH Jd ¢ REPHE CLOTRCTHATA YaCT Of 1LIATeHTD HIH
ili ¢ TOCTARAT II0BE ¢Tokl npusgexn 1a JIEYELRIIOTO JABEJEHHE - Bh3JTOMKHTE.T v ce
VILpaXHARS O HEO oI dopMaTa Ha nuemeno yactouaense 10 H3IThJTHHTENA, kato pasxonuie
I PHCKOBETE 110 HOBOIO ,IOCTABAEC ca 3a cMerkd Ha H3MMbJHMTE L

(10) Croxdre. mpeimer Ha poriamanma ce cwxpaqasar or JIEHELGHOTO 3ABEAEHHE -
BB3NOAKHUTLE 10 ypexkaaHe Ha pEKNAMATHATE.

XIL OTTrOBOPHOCT LIPH IEAZITRJIHEHHE

T 120 (1) 3a TCH3ILINIEHNE HY 34216 KEHHATA CH TI0 MACTOAIIMS LOI0HOP ¢ HIKMOUSHHS Ha TE3Y 110
un, 10, 2 2 v an 4, WINLJETHTEMAT [eonon neyeToika B pasMep Ha (L3 % 11a Je1 BEpXY
CTOHHOCTTA Hd KOHK[ETHATA 3a4BKa, HO He Doreve or {0 % {JCCCT mpoUgHTA) o CroHINCeTTa 1A
KOTIKPCTIATA 3EABKA, KaK'0 W ODLIMUCTCIHEC 3& IPeThpieHnTe NCHCTBHISIHE BPelM B (IYyHauTL,
KOPAIO TG TTIATXDLPIST JOTOBOPeHara uweyeTolika. B cmyuaumre wo an 4, am 3, Oocouendss »
OPEAX0; HOTO HAPCTHCITHE IICYCTORKA B passtep Ha (.5 %% Co IaTHCILABD 33 BUEKH A0 TPOCPOTHE, HO He
nosede o1 10 % {;iecer IPOUCITA) OT CTOAHGCITA HA KOTKPCTIIATA 3aABKA, KaKI0 H 0DCIMCTCING 38
TIPCTLPICHEATE TefctB e Hi BPCTH B CIYUARTE, KOLa1) 1€ HATXBLPIUIT JOTORODEHNIE HEYCroA k.

{2} Korato npa maiuume va pecnavaiil, H3IIBJIIMTE.IIT re HinLOn 3ageTReHAATY G110
pazier Xl 0T TMAcTogmET JOMOBOP B Cpow, CLOIEAT ThTAH Ha JEUEBHOTO 3ABETEHHE-
BB3.IOKHWTEN wgcyveroiika B pasvep Ha 2 % or UCHATa 1A CTOKKIE, 33 KOHTO €A TIAOPABEHH
peEIaMAaLHHTE,

(3) JAEYELHOTO 3ABF/AEHHE — BhIJGOWKHTEIL yiomersopasa DPETCHIHATE CH (PHOCHD
HEUIILINICANCTO 14 JOTOBOPH, KAkt H 33 SaONAllaHe Hi  HeyCTOHKHIC OT CTpaHd  Hi
H3TTh THHTE.IH ka1o 3aILpsd TapasiHsia 33 MINEINCHHS 0o 11, 7, 4.1, 3, Oviea “067 0T J0TOROPA,
KaTo NpeInpHevi (elcriAd 54 OcHHOTo yeeoskaHe, B Cmydal, 9C CTOHHOCLTL HA rapalliiaTa 3a
HITLIOICHAE He noxpusd scwuky JorEEvH or HIThJIHHTEAA neycrofixy, JETELGHOTO
JABEJEHHE — BELIIOAHWTEN npaxpama ILIDEEMHTIE CyMH Or TACPHINIE OHALEAHEA KhM
H3ITL IHATE .

{(4) IIpn 1po wern watonira sadasa Ho HIITh . THUTEJIH, mpofnmrEng ¢ noreye o7 TOTOTHIATA 0T
CPOKA 30 H3MhIHEHHE KA CLOTBCTIIOTO 38ILUKEHHE, B PaMiiTe ma TpE mecend JEUYEBHOTO
JABEJEITHE — BRITOKUTES mva OpaBo g4 NPEKPard WOI0BOPA CIHOCTPAHHO ¢ 13-jiHesno
MG THIBCCTHE.

(5) JEUEBHOTO 3ABEAEHHE — Bh3AMOAHTEI Bva Opao Ja Npespars IIOCTPanno 1 6es
NPEIMIRECTHE HACTONIRE JOTOBOP B CAYUAH HA CHUTEMIIO TICTOUHO H3IBIHEHHE HA 33IL.IKCIRATA
or HANILJHHTEIS v TpeddpelHE IIOBEHE O IPH PEKIAMALHE B PaMKiTe Hid 1Py Mecena oT
AEYELHOTO SABENFHHE — B3 OMKH PRI oo pena na 1mawa X1

{6) B c1vmait, uc mo oteowmenne vy M3MThJAHHTENA HacTbaat o008 eICTBATA 00 WL 34, a1, 1,
o, 55, ar 1 oT SBaxoma 3a obngcreewdre moprukd, JIEUERROTO 3ABE/IEHME-
BB3JIOKHTESl wma TIpaB0 04 OPEKPETH  @NHOCIPAHTO TACTOAINHSL R 'OBOR, O€3  NMACMCIIO
OPCTHIBECTHE M 083 /11 /IbJUKH TICYCTOHKH.

X111 OPCMAKOPHE OBCTOATEJICTBA
. 13 (1) Cupanvie no LAcTOIIIIS TOTOBOP He Ik ODE3CTCIHC 39 HOHECEHY RPE; LM 1 3a1 v,

AKO [IOCISIHHTE G LIPHHHHEHH B PC2VITAT Ha HEIIPEO0RHMA CHIIL
(2) AKO CTPAHATA, KOATO € CJIE/ABLIO A ASIELIIN CBOS 3UIBLKEHME 10 jl0T0DRopa ¢ DHIA B 320463, 14

T MOBEKC T4 CC II020BABA Hil Hﬂﬁl]t?{_},-'l,ﬂill'l Wi CHITA. 1
PR ZEL iy
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(3) “HenpeomoIAMa CHIA™ II0 CMACHTA 1TA TO3M JWHOROR € HEIPSABMISHO H/HIH OCUPCIOTHIAIMME
CHOMTHE OT HIBLIPCICI XAPAKIED, BAAHHKHAID 1871 CKIKRIBAHSTO HA JOTOBOPA.

(4) CTpamara, 3acerHara o HENPeo;I0IMMa CHIA, € OTEEIA T3 TPCTIpHeve sevuky NelcTBHA ©
ITHAATA T ;0D CTO0AHKE, 33 13 HAMAMH 10 MIDDIMYM TOHECeHHTE BPS/M M 3uryDHE, KAETO B 14
¥REOMH IIMCMEHO IPYTATA CTPAA B 7-TICHCIT CPOK OT HACTHIIRAHETO HE HEIPeOJOIHMATA CHTa. [Ipu
HEYBLAOMABAHC B MOCOYCIIHS T TRCIXO,HOIO  M3PEYEHHe CPOK CE ILIDRKH oboamerenne i
IACTHOANATC OT TORA Bpeim. HenpeonoIuvata CHIA €8 JOKA3Ba OT 3ACCTHATAIA ¢IPUHEL ChE
COPTHGHEAY 3a (POpeManp, M3IgIeH 00 CBOTBETHHL PCT OT KOMIICTCHIHMY OPIaH B NLp:EABATA, B
KOHPI0 C3 HAC T BITHAY GOpCMaskopHETE 00CTOITCICTRA.

{3) Hokate Tpae HenpeoTOIHMATA CHNA, W3TTLNHEHWE 0 HI 3R0B/UECHHATA H CBLPIAITHTE © 'THX
HACPELIHA 3aTLIDKCINE CC CTIHpA.

(6) Hc mpemctavnxea “venpeosioinva cuta” CEOETHE, OPUTHICTO N0 wedpesxnoer HIH dpes
YMHIIUIEHO NeHCTRYe B HAKOS OT CTPAHHTC IIH TCXIA MPCACTARMIENH WHIM CIVAHTEML, KAKTO H
HegoorHra Ha mapaaiH cpedersa Ta HAMBJIHHUTEIS o JIEUEBIOTO 3ABEAEHHE —
Bh3.JOKHTEL

X1v. CNnNoOrOBE

Y14, (1) BrapuKHamHTE Ipe3 BPCMCTPACIICTO ITa JOVOROPA CHOPORE M PasHOTTACIT MOy
CTPAHHTE CC PCIMABAT 9PC? MPCTOBOPH MCACTy s, [TOCIHIMATHTe J0TOBOPEHOCTE o OfhopMaT &k
IACMCEA opMa H o TPCHPTILTT B HEPAZIE THA HACT OT TOTOROPR.

(2) B cI¥4al Ha HENOCTHIEHE Ha 01 0ROPEHOCT 00 IPeAX0NEILT WICIE, BCHYKW CIIOPORE, IOPOISHA 0T
TOZH JOTOROP W IH OTHACAIUH C€ 10 HErd, BRIICUHTCIIIO CIOPOBCTS, MOPGIEHH O WIH OTHACAMH ¢C
J¢  HErOBOTC TBIKYBAHE, HCACHCTBHTCINOCT, TCHITIRIHEHWE WM OPSKPHTABANC IIC  OhLar
pApCImABald clioped DLATAPCKNTE MATEPHAIHN B IPOUSCYANHA 39KOHH OT KOMITCTGITTHHS ©hil TH}
pemawna [TTR.

XY. ChOBHIEHAS

YU 15, (1) Beraryd ohLOOIerHs MEXN;ly CIPAHHTE, CRRPD3MHHY ¢ H3OBIHEHHETO HA TOIH JOTOBOP i
REAIIW,IHH, 4RO C3 HAIPUREHH B IHCMERY PopMa H ¢4 MOINHCAHH OT YOLIOOMOMCIIETS TTPE,1C AR 1€ 11
ga H3ITBJHHTLE I e JEHMEBIIOTO 3ABENEHHE - BB IOGKHTE.L.

{2) 3a gara 11a CTODIICIINCTO CC CMATA:

v JIATATA 114 MPCHABATICTO — TPH PRYHO e jasane Ha ChoDIeHHe o,
v JIETATE HA NOIEHCKOTY KIeHMO Hi 0DPE e PUINHCKE — IPH R3OpAINaHe 10 TOIETA;
v JAATATY HEL MPYEMIHETO — [IPH H3DPallaHe Mo Garce i e-mail,

(3) 33 BamTHIHH ATpecH 33 TIPHEMAHE HA CROOINCIINI H DANKOEH CMCTKH, CEBPIANH € HACTOAIIMA
JOTOTBOP ¢C CMATAT:

3A HBITRJTHHTELA:
Asipec: obn Codwn, obm. Croomana, Crerospanene 1252, yn.Hagnap pofiromg Nods
Tenedon: 124351920, daxe: 024051899, Enexrponna moma: office@medex.hg
bankona cverka : GHIL [Tapeda C.oAL IBAN: BG23BNPASAO01020013410, BIC: BNPABGSX

3A JTEVMEBHOTO 3ABEAEHHE- BRI HATEIL:
MBAJL, I-p Crroitue Xpucror™ EQOJ, ipan Cerinero, e-mail: mbal_scvlicvobai@aby.bg
banra: JTCK - AJl, knon Cermmero,
Lamkon xom (BLC): STSABGSL
bamrona evetia (IBAN): Ne BGLISTSAY3001 504007202
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XVL AP¥I'H YCITOBHH

Ou, 16, (1) llpapata H SageAeHHTIL 10 TACTOAIIHA JOMOBCP HC MOTRT Ja <€ OPEeXEhpILT
SIHOCTPIHHO HA 1PETH OOl H HOAOOHH akToBe TIC TOPAXIAT OParHe (CHCTBHC BC3 IHCMEHO0
CLIMACHE HA APY¥IdTa CIPaHa, OCECI B CIVUANTE Ha 0DeITICUaBalc (TapdHTApEHe] HA 3aTDLIACION 10
DAIKOBH KPCIHTH.
(2)  3a TMCYPCACIIMTE BBROPOCH # HACTOSMHI JOTOBOP ©& IPWIAra MCHCTBAIIOTO Ohiiiapoe
SAKQH OIS ICTHO,

XVIL IIOTHINBJIHMTETH
FHPIAONCTONG CAMO 6 CTVYANINE, 6 KONTIO WiOpGHI 30 USHBINNIET YYUcmHUEK € AOCOYIT. ¢ e
HOA 36 RODUSHBINURERL, PP CROYGUHE HA PAMEOSORI CROPAMEHTE}

Y 17. (1) HOBITEIHUTEITHTE Tpadsa 03 OTrosapH | Ha CLOTBCTHHTE KPHTEPHU 3a 10,100p
CRODPAIHG BHIA A JCTA OT NOPLUKAT, KOHTD TC HIOLIHIBAT, K 3d T9X jId TIC CA ITHILE GCHOBAHHS 34
OTCTPAHsIRAHE O IPOTCTYPATa.

(2) JEUEBHOTO 3ABEAEHUE — BB TOKHTEN mancksa savans va ITOAH3INBAHHTE.],
KOHTO IIC OTTORAPS HE YCUORMATA 1TO ar. 1.

{3} KoraTo 9acTTa 0T mopwiKaTa, kosro ot AinLIggea or JTOJHINBJIHHTET, mome g Obie
npeyieHa karo otaeren obexT na HITTBJAHUTEILM mm na JEUEBHOTO 3ABEIEHHE -
BL3JTOERWTE, noc (¢Innd SaliIama B3sapas enis 3a Tasd tacT Ha TTOIHINBAHHTELA.
{4) Pasmmamauuara oo an. 3 0C OCBOECTEARYT ke3 OCTIOBA HAa HCK4HE, OTipapcio  OT
NOAHZNBJAHUTEIS a0 JREUEBHOTO 3ABEIEHHE -  BBIICKHTET  upes
HIMMBJIHHUTEH, koifTo ¢ oapiked @ o OpCHOCTABH HA BbZIO0wHIeTd B 15-OICBEH CPOK o1
MOV YHABIHE D MY,

(5) Keat mekanero 1o e 3 UWIMTBJAHHATETAT npenociast CTATORHINE, OT KO0 JIA ¢ sHIIT0 JaTH
OCTIOPDA IUTATIAHIITA WM S o1 THX KATO ICThIEHMY.

(6) NEUEBHOTO 3ABETEHHE — BhL3AOKHUTEN uMa npaso ,1a OTKAKC IWIALEHE 1O @), 3,
KO0 HCKAHE 38 [TTANAIE & OCOOPEHD, W MOMCTITA I8 OTCTPAMSIEAHE HA NPHTHTIATA 34 OTKA3A.

(7 Iesapmcumo or asrmomssanete HA [TOJW3MBIHWTE/IH oTropopaociTa 34 MAMLOICIDC Ha
Jorosopa ¢ va H3IMMTETHATE A,

XYL SAKVIOMHATETHA PAINOPEALH

Y1 18, (1) [Ipe chotarsseo na MACTOAIMT J0TOBOD C& 1P, (CTARHXA CICTHHTE A0KYMEHTH!

v Horyracrrma mo w1, 112 or 3011,

v MexTapamat o wi. 35, an. 6 or 3TTTXM (koTaTo ¢ IPHN0KEMO);

v Tapariiiy 33 H3ITLIICIIHE;

v Texnuiecrko v [ [eM0BO TPCITOKEHRE, HEPA3 IIHA HACT OT JOTOBODA;

v Hexapaunn no IMHATL

(2} HacTOoAINLIT JTOTOBOD & ChUTdBH B TPH CIMO0OPasHH eseviipa 1a OLITapckH S3HK — €1HH 34
HUIMThJHUTENH u gpa 3a JEHEEHOTO 3ABEAEHHE — Bh3IOMKHTEN.
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