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00LIECTBEHHTE [OPB4EH, CC CKJIKMH HACTOAIIMAT NOTOBOD MEAHIY.

"MEOO®APMA" EOOH, cvc cepanuue B rp. Cobus 1784, anpec Ha
ynpasnenue: .k, "Mnagoct" 1, 6a. 38B, oduc crpaga, EMK 121578346, npencrasnagato ot
Axuneac llanrapue, onpeseneH 3a w3nunuuten ¢ Pemenuwe Ne 7/ 19.03.2019 rop. na
BRIIOKHTENN Cclejl MpoBejieHa MpoUenypa 3a BhinaraHe Ha obliecTBeHa NopbYKa THN
"orkpura” No 00083-2018-0022, c¢ npemmer: [lepuojgM4Ha MAOCTaBKA HAa JEKAPCTBEHH
npoaykty, Hapuda [TPOJIABAY u

"MHOI'OITPOOPHIIHA BOJIHMLIA 3A AKTHUBHO JIEHEHHUE-JIOBPHY" Al
rp. JoGpuy, cse cefanniue # anpec Ha ynpasnenne: rp. Jlobpuay, yn. “llanaiior Xutos" 24,
ten, 058/600160, daxe: 058/600414, e-mail: oblb{@bergon.net, EMK 124141302,
npencrasnasano ot J-p CBETO3AP BAWYEB [IETPOB — Wsnwanurenen dupextop Ha
ApyiecTsoTo, Hapuvana KY[TYBAY,

CTPH.HHTE CE CIOpa3yMAxa 1a c/IeIHOTO.

IMPEOAMET HA JOI'OBOPA H LIEHM

Unen 1.(1) [lpomapaubT npomapa HA KynyBaya JIEKAPCTBEHHTE MPOAYKTH, 3a
KOHTO € nogan odepra B OTKpUTaTa Npolelypa 3a Bb3flarane Ha oblnecTBeHa MOpPBUKa,
nocoveHH B [IpuaosKeHHe KbM J10I0BOPA.

(2) LleHoBuTe NpennoxKeHHa Ha NPoOaBada ca MOCOYeHH B MPe/IX0/IHATA aniHen.

(3) IlpornosHara cToHHOCT HAa NOCTABKATA, MMOCOYMEHHW B [OKYMEHTAUHATA 3a
ofulecTBeHa MOpPLYKA He MNOPAKIAT 3afb/KEHHEe 33 KyNyBaya [a I'M 3aKylH B [0COYEHHS
obeMm.

CPOKOBE M HAYMH HA IMTNTALLIAHE

Unen 2. CpoxsT Ha HacTosAwKs gorosop e 12 (nBananecer) Meceua OT jgatara Ha
MOJAMHCBAHETO MY MIH JI0 CH3MABAHETO HA YC/IOBMA 23 JIOCTABKA Clle/l NMPOBEMIAHETO HA
LEeHTPAIU3UPAHN ENeKTPOHHH Thprose. JlorosopbT npombixasa neilcrBUMeTo CH 10
CKJIIOYBAHETO HA JI0I0BOP € APYr H3IILIHHTEN cliell MpoBekiane Ha o0LlecTBEHa NophUKa.

Unen 3. [locouenure B wi. | nekapCTBEHH NPOAYKTH 1ile OBAAT NOCTABAHH OT
npojiaBada Ha KyIyeada B Cpok oT 24 (ABaneceT H YETHPH) Haca, C/ie/]l 3aABABAHETO HM.

Ynen 4. Jnmxumara Ha npozasada cyMa No BCAKAa OTAE/NHA goctaska e Onje
njaTeHa OT Kynyeaua no OaHKoBara cMeTKa Ha npojasada B cpox ao 60 (wectaecer)
KasieHlapHi JIHH cliejl JOCTaBKa 1 W3/IaBaHeTo Ha (akTypa oT npojasava.

Unen 5. CpoKBT Ha rOAHOCT HA HOCTABEHHTE NIGKAPCTBEHN MPOAYKTH Tpabea na e

He no-kpatbk oT 60 % (mectaecer npoueHTa) oT 001UMA CPOK HA FOAHOCT KbM MOMEHTA Ha
NOCTARKATA.

MACTO HA M3ITRJIHEHHE W INTPEMHUHABAHE HA COBCTBEHOCTTA

Unen 6. 3a MACTO Ha [0CTaBAHE Ha JIEKAPCTBEHHTE MPOLYKTH CE OIpejens
“MBAJI-Hobpuu”™ AJl rp. Hobpuy, yn. “Tlanafior Xutos” Ne 24, 3seHo ,,bonunyno antexa”.

Ynen 7. CobcTBeHOCTTa BBPXY AOCTABAHHTE EKAPCTBEHHN NPOAYKTH H PHCKBT OT
TBJIHOTO MM YacTHYHOTO WM [OTHBAHE [PEMHHABA BbpPXY KYNYBaua OT MOMEHTA Ha
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IPHEMAHETO MM HA MACTOTO Ha JOCTABAHE C [PUEMO-TIPENABATENCH MPOTOKON WM APYI
PaBHO3HAYEH JOKYMEHT.

IIPABA 1 3AJIbJDKEHIS HA [TPOJTABAYA

Hien 8. (1) IlponasaukT e AnbieH 1a CKIOYH [OrOBOp 3 MOJH3ITBIHEHHE,
KOrato € 00ABH B 3aABNCHHETO CH 33 YACTHE N0/I3BAHETO Ha NOAM3NBANKTEN, B cpok 10 3
AHH OT CKINOYBAHETO HA A0r0BOP 3d MOAM3NBIHCHHE HIIH HA JONBIHHTEIHO CIOPA3YMEHUE
33 3aMAHA HA NOCOYEH B 3AABICHHETO NOJHINBIAHHTEN HANBIHHTENAT W3lpalla KolMe Ha
A0rOBOpa HAH HA JNOIBIHHTENHOTO CHOPA3yMEHHUE Ha BH3JIOMKUTENA 38e/IHO C I0KA3aTe/CTa,
4e Ca M3IN'BJIHEHH YCJIIOBHATA 110 wi. 66, an. 2 1 11 or 30I1.

(2) llommanenuurenwte HAMAT NPABO Jla NpPEeBB3TAraT eiHa WM [0BEYE OT
AeHHOCTHTE, KOMTO Ca BKJIIOYEHH B IPSIMETA HA J0r0BOpPa 3a NOAH3NbIHEHHE.

(3) HesaBucumo 0T BBIMOKHOCTTA [ld CE M3IMNOMN3BAT MOAHAMNHIHHTENH,
OTTOBOPHOCTTA 3@ H3NBLHEHHE HA I0T0BOPa 3a 00IIECTREHA TOPBYKA € Ha MpojaBaya.

(4) KynysausT HaMa 2 H3BBPLIBA AUPEKTHH PasIUIAIIaHMs ¢ [OMHANLIHHTEIHTE

Hnen 9. [lponaBaysT e UrbieH fa NOCTABS JIEKAPCTBEHH TPOMYKTH, KOHTO MMAT
paspelennue 3a ynorpeba Wil y10CTOBEPEHHE 3a PErHCTPALHA Ha JIEKAPCTBEHH NPOLYKTH 110
4. 23, an. 1 or 3JIIIXM ® oTroBapsT Ha M3HCKBAHMATA 33 KAYECTBO, GE3ONACHOCT M
ethuxacuoct no 3JITTXM;

Hien 10. Lienara na nexapctsenute npoaykTH TpaGBa 1a OTroBaps Ha cleHHTe
H3HCKBAHMSA:

1. Ilpennaranara neHa Ha JieKapcTBEHHTE [POAYKTH, KOHTO ca BKNIONEHH B
[To3HTHBHHSA JIEKADCTBEH CNHCHK M 3aIUTAIAHH ¢ Ny0AHYHHN Cpe/IcTBa, I8 HE € N0-BHCOKA OT
peryanpanara nena no Ilpunoxenne Ne 2 or [IJIC, mocouena s konona M (croiinoct na
ONAKOBKA, H3UHCIeHa Ha basa ped)epeHTHA CTOiHOCT 32 ledHHUpanaTa IHeBHA [1032).

2. Tlpeanaranara LieHa Ha JieKapcTBEHWTE NPOLYKTH, H3BBH Te3n no 1. 10.1 ., Ja He
€ NO-BHCOKA OT mpejenHara (MakCHMaiHaTa NpoJaxHa LieHa Ha apeGHo), NocoYeHa B
PerncTbpa Ha MakCHMAIHIITE NPOAAKHH LEHH HA JTEKAPCTBEHHTE NPOYKTH, OTIycKanH Ges
JICKAPCKO MpENACaHHEe H MAKCHMAIHHTE MPOJAXKHH LEBH Ba JIEKAPCTBEHHTE MpPOAYKTH,
OTIOYCKAHH 110 JIEKapcKo npeiankcanye (Perucrsp Ha npenennuTe mnexu),

Ynen 11. B coyvauTe, Koraro npojapaybT [OCTABA JICKapCTBEHH MPOAYKTH,
ChABpHAIY HADKOTHYHH BELUECTBA, Te3W JIEKAPCTBEHH NPONYKTH TpaOBa fa OTroBapaT Ha
H3IHCKBaHUATa HA 91. 68 ot 3KHBIL.

HUnen 12. TlponaBaysT e MIbkKeH Ja M3Nane B CPOK (haxTypa 3a gocraseHute
NEKapCTBEHH NPOIYKTH.

[TPABA U 3AABJDKEHMS HA KYITYBAYA

Uner 13.(1). KynmyeaubT MMa 1paBo 4a NpOBEpABA KONHYECTBOTO HA BCAKA
OTAC/HA JOCTAaBKa, KATO NPH YCTAHOBABAHE HA HECHOTBETCTBHE € JUTBIKEH [a YBENOMH
npojasayd B CpokK oT 24 yaca.

(2). TlpH ycTaHoBsBaHe HA HECLOTBETCTBHE B KAYECTBOTO HA JOCTABCHHTE
JISKAPCTBCHH MNPOAYKTH KYNYBausT e ATbKEH [a YBeIOMH NPOAaBaya B CpoK oT 24 yaca.

(3). HecwoTseTcTBHETO HAa KONHYECTBOTO W KAYECTBOTO cCe yCTaHOBSBA C
MPOTOKOJ, CBCTABEH OT KOMHCHA, CECTABEHA OT JUIbKHOCTHHTE JIMLA Ha KyNysaua,

(4). B cnyuait, ue nponasaysT B cpok j0 24 waca cien YREAOMABAHETO 1o ai. |
H/IWIH 2 OCTIOPH MUCMEHO HEChOTBETCTBHETO HA KAUeCTBOTO, TOH MOKE fa Heka NpoBEpKaTa
MY OT YOBAHOMOILEH Oprad uiu nabopatopus.
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HUien 14, KynysaubT € arbieH Oa 3amiaTi YroBopeHarta lieHa B pasMmepa, no
HAYHMHA U B CPOKa, ONPEC/ICHH B HACTOALIHA OTOBOP,

HEVCTONKU

Haen 15.(1) Ipu 3abasa na jocTaska T cTpana Ha npojasaya ¢ nopeue oT 24
(IBajieceT W YETHPH) 4aca, KYIMYBaYhT HMa MpaBo ja Moiy4yH Heyctoiika B pasmep xa 0.1
(Hysna usmo, eaHa AeceTa) Ha CTO OT CTORHOCTTA HA 3a0aBEHATA JIOCTABKA 34 BCEKH 24 yaca
sabasa.

(2) Ilpn ycraHOBSBaHe HA HECKOTBETCTBHE B KOJTH4ECTBOTO, MpOJABAYLT &
ATBAEH 113 I0CTABH JIHIICBAIOTO KOJHYECTRO [P CleBalllaTa JOCTABKA, & MPH [OHCKBaHe
OT CTpaHa Ha Kynysaua B Cpok oT 24 yvaca. [Ipu HemsnbiHeHHe Ha ToBa 3anbiDKeHMe
KYIyBaybT HMa [paBO Na [TONY4H HEeYCTOHKA B pasMep Ha 5 (meT) Ha ©TO OT CTOHHOCTTA Ha
JHICBANIOTO KOMHYECTRO.

(3) Ilpn ycraHOBABaHe Ha HECHLOTBETCTBHE B KAYECTBOTO, NPOAABAYET € JUILIKEH
A& NI0CTABH IEKAPCTBEHM NPOAYKTH C YTOBOPEHOTO KAYECTBO MpPH ClEABALIATA 1OCTABKA, a
lIpy MOHCKBaHEe OT CTpaHa HAa KynyBava B cpok oT 24 uaca. [Ipu Hemsnmbimesnue Ha Tosa
3alpJDKCHHE KYNYBAYBT HMA MPARO Jla MONYy4H HeycToiika B pasMep Ha 5 (ner) Ha cro oT
CTOHHOCTTA HA HeKadecTBeHAaTa J0CTABKA.

(4) B cnyyante no amunen 2 ¥ 3, ako NpojaBavwLT He AOCTABH JOTOBOPEHOTO,
KYNyBadbT WMa NpaBo fa 3aKyni HEOOXOAMMHTE MY JEKAPCTBEHH MPONYKTH OT Jpyr
AOCTABHHK, KaTO pa3/IMKaTa MeK1Y LeHaTa Mo J0ToBOpa H AeHCTBHTENHO 3aM1aTeHaTa LIeHa ¢
38 CMETKA Ha NpojaBaya.

Yien 16.(1) Ipu oTkas wa npojapaua qa JOCTABM 3afBEHUTE MY JIEKapCTEEHH
NpoAyKTH WM 1ph 3a0asa noseye o1 48 (uerupuaecer n ocem) uaca, KYNyBaybT UMA NPaBo
J1a 33KyNH HEOOXOMMMHTE MY JNICKAPCTBEHH NPOAYKTH OT JIPYT A0CTABYHE.

(2) B ciyuanTe no npeaxoaHara anuHes PATHKATA MEKAY LIEHATA MO JIOTOBOpPa |
AICHCTBHTE/HO 3AIUIaTeHaTa [IeHa ¢ 3a CMETKA Ha Npojasaya,

Unen 17.(1) Tlpn nocrasxa Ha jekapeTsern OPOJIYKTH, CPOKBT HA FOAHOCT Ha
KOHTO € MO-KPaThbk OT CPOKA Ha uil. 5, WIMBIHHTENAT ALK HA BE3NOKHTENA HeYCToHKa B
pasMmep, KaKTo clie/Ba:

l. mpu focTaBka cbe cpok Ha rogsoct ot 59.99 o 50 % ot o6umms CPOK Ha
FOAHOCT — 5 % (eT NpoleHTa) BbPXY CTORHOCTTA Ha LOCTABKATA:

2. IpH OCTABKA CBHC CPOK Ha rofHOCT oT 49.99 mo 40 % ot o0mus cpok Ha
ropdoer — 10 % (mecer npouenta) supxy cToifHoCTTa Ha JIOCTaBKaTa;

3. mpH n0cTABKa ¢BC CPOK Ha rogHocT ot 39.99 ;o 30 % or obmms cpok Ha
roaxoct — 30 % (Tpuaecer mpouesTa) BLPXY CTORHOCTTA Ha NOCTABKATA,

4. IPH [0CTABKa CbC CPOK Ha rommoct ot 29.99 1o 20 % oT ofms CPOK Ha
ronuoct — 60 % (mwectaeceT npoLenTa) BLPXY CTORHOCTTA Ha /I0CTABKATA:

5. npH locTaBka ¢be CPOK Ha rogHoeT moa 20 % ot obuHs CPOK Ha rogHocT — 90
% (nesetnecer NPOLEHTA) BLPXY CTOMHOCTTA HA AOCTABKATA.

(2). Ilocraskata Ha NekapcTBeH NPOAYKT Che CPOK Ha roAHOCT no-kparsk ot 40 %
OT 00LIA CPOK HA FOJIHOCT C& H3BLPIIBA CAMO CJiej] MOTHBHPAHO PElIEHHE Ha PhKOBOAHTENA
Had KyllyBaua 3a KOHKPETHOTO KONH4ecTBO. DBes H3pHYHOTO mnHCMeHo Cchriacke wua
PBKOBOIHTENA Ha KynyBaya JIeKapCTBEHHTE NPOIYKTH He Ce JaMIallaT Ha [1poJjaBava.

YUnen 18. KymysawsT mma npaso ga Mcka obeslleTcHHe B OLJIEH pa3Mep Ha
BPCAHTE, KOHTO & NPeTLPIIAN B Pe3y/ITaT Ha 3a0aBeHaTa W/HIH HEeKAYeCTREHATA JOCTABKA,

Ynen 19. Ilpy 3abasa na nnamane or CTpaHa Ha KyIyBada, MOCNegHHUST ITRIKH
HA Npo/iaRaya HEYCTOHKA, B pa3Mep Ha 3aKoHHAaTa NHXBA,
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Ynen 20. Heycroiikure, ofesweTenunta # UCHOBUTE paziuky no ui. 16, an, 2
Morat Aa ObJAT yUbpiKaHu 0T BCAKO AL/LKHMO Ha Npojasaya MialaHe.,

[IPEKPATABAHE HA JIOI'OBOPA

YUnen 21.(1) orosopsT ce npekpaTssa:

l. ¢ u3THYAHE HA CPOKa, 33 KOHTO e CKIIOYeH, OCBEH B CIYYauTe [0 “1. 2, W3,
BTOPO;

2. OpH Ch3JABAHETO HA YCNOBHA 3@ JIOCTABKA CJel NPOBEXIAHETO Ha
HEHTPAIM3HPAHH ENEeKTPOHHH THProBe;

3. KOrato ca HACTBIMIH CBHIUECTBEHH [POMEHH BLB (MHAHCHpaHEeTO Ha
obIecTBeHaTa [OPBbYKa — MPEIMET Ha JOT0BOPE, H3BLH NPABOMOLIHATA HA KYIYBAYa, KOMTO
TOH HE € MOT'BA UM He € OHJ JUThiKeH fla NpeJBHM HIH Ja [IPEJOTBPATH — C IHCMEHO
YBEJIOMIIEHHE OT KYNYBaya, BejiHara clle]l HacThlBaHe Ha ofcToATeNnCTRATA;

4. IpH HACTHIBAHE HA HEBHHOBHA HEBL3MOXHOCT 3a H3NBIHEHWE B PE3YVATAT HA
HEMPEABH/ICHO MIIH HENPeJOTBPATHMO CHOMTHE OT H3BBHPE/ICH XApakTep, BLIHHKHANO clejl
CKJIIOYBAHETO HA JIOTOBOPA (,,HenpeoaonumMa cuna’) 3a cpok no-awaer ot 30 aHu.

(2) KymysausT moxe na npexpaTh A0roBopa Ge3 npemm3sectye, ¢ yBEIOMICHHE,
H3IIPaTeHo A0 NpoJaBaya;

l. mpi cHCTeMHO HEH3MBJHEHHE HA JIOCTABKHTE HA JEKAPCTBEHH NPOAYKTH MO
KOIH4ECTBO W/HJIM Ka4ecTBO OT CTpaHa Ha mponasava. [loji CHCTEMHO HeM3bIHEHHE Ce
pa3bupa TaKoBa, H3BBPUIEHO /BA MM [OBEYE MBTH B PAMKHTE HA SIMH KAICHIApEH Mecell,
H/IH [IOBEYE OT TPH MBTH B PAMKHTE HA CPOKA Ha J0roBOpa;

2. B caryyail, e NpoAABAYBT HINOMIBA MOAMINBIHHTEN, §e3 fa e AeKkIapupan Tosa
B MOKYMCHTHTE 34 y4acTHe, MIIH M3NI0I3Ba NOJH3NBIHHTE, KOHTO e paznuueH oT TO3H, KOHTO
¢ MOCOYEH, OCBEH B CHY4YaWTe, B KOHTO 3AMNHATA, CLOTBETHO BKJIIOYBAHETO HA
NOAH3MBAHATEN € H3BBPIIEHO ChC CBIVIACHETO HA KYNyBa4Ya # B choTBercTBHEe che 3001 u
HACTOAIINA JI0r0BOP;

(3) KynysausT npekparsasa jorosopa B ciaydante 1o 4n, 118, an. 1 or 3011, Gez na
AbIUKH OBe3leTeHHe HA NPoJlaBaya 3a NPETLPIEHH OT NPEeKPAaTABAHETO HA J0TrOBOPA BPEIH,
OCBEH aKo npekparaBaHeTo ¢ Ha ocHoeanue ui, 118, an. 1, 1. 1 ot 30I1.

APYTH YCIIOBHA

Hnen 22.(1) CrpannTe no A0roBOpa He MOTAT /1a 'O HIMEHST, OCBEH B CHIYYAUTE,
npensuaeHy By 116, am 1, 1. 2 - 6 ot 3011

(2) B ciyuaii, 4e no Bpeme Ha jeficTBHE HA JIOrOBOPA, CTOMHOCTTA HA JOCTABAH
/IEKapCTBEH NPOAYKT, OnpelnencHa no peja na HapenGara sa peryanpane u peructpupase Ha
IICHHTE Ha JICKAPCTBEHHTE MPOAYKTH, YCIOBHATA, NPABHIATA M KPUTEPHHTE 38 BKIIOYBAHE,
HPOMEHH M/HIH H3K/OYBAHE HA EKAPCTBEHM MPOAYKTH OT NO3HUTUBHUA JIEKAPCTBEH CHHChK
H YCNOBHATA M pejia 3a paboTa HA KOMHCHATA MO LEHH W peMMOYpCHpaHe MAH o pea Ha
ApYT HOPMATHBEH aKT, CTAHE N0-HHCKA OT A0TOBOPEHATA, KYNMYBaYLT 3aN/AlA JIeKapCTBEHMS
OPOAYKT 10 I0-HHCKATA LleHa, OT [aTarta Ha BAM3AHETO B CHJIZ HA PEIeHHETO Ha
PEeryNaTopHHA OpraH.

Unen 23. Crpanute no [0rosopa Iue peiasat BBIHAKHAINTE [0 M3ITBIHEHHETO
COpOBE MO B3AHMHO CBIVIACHE, a aKO TOBA € HeBb3MoxkHO 1o penia Ha I'TIK npen JloGpuykus
OKPEIEH ChI.

Hnen 24. 3a BCHYKH HEYpeNEHH NO HACTOALIHA JOroBOP BBIPOCH LLE Ce IIPUIAraT
pasnopendute Ha 3011, 33]1, T3 u ApyruTe OTHOCHMH HOPMATHBHH AKTORE,

s
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Hnen 25.1). 3a Banupuu agpecH 3a NpueMaHe Ha ChOGIICHMSA, CBBP3AHH C
HaCTOALLHA JOTOBOPD CC CMATAT aIpPEeCcHTE, NOCOYEHH B HAYAIOTO Ha JOTOBOpPaA.

(2). Ilpu npomsHa Ha MaHHHTE 0O NPEAXOAHATA AIHHEH, CHOTBETHATA CTpaHa e
IUTbKHA 18 YBEJJOMH ApYrara B TPHAHEBEH CPOK OT [IPOMAHATA.

[lpu nonnuceaHero Ha Hacrosmusn JloroBop ce NpeacTaBMXa  CHEMHHTE
JOKYMEHTH:

- 3a obcTosTencTeara no 4. 54, an. 1, 7. 1 ot 3011 - cBuaeTencTEO 38 ChANMOCT:

- 3a obcToATencTeoTo Mo 4. 54, an. 1, . 3 ot 3011 - ynocTosepenue 3a aunca Ha
MyOMUYHH 3ab/DKEHHA, H3AaJCHO OT OPraHuTe MO NPHXOJUTE; VAocToBepeHHe oT Ofumina
rpan JloOpuu s3a nmmca ma nyOnHYHH 380BIDKEHHSA; YIOCTOBEpeHHE OT OOIMHATAE MO
CeIANKIIETO HA YYACTHHKA 24 JIHNCca HA MyONHYHE 3aIbIKEHH;

- 32 oDcToATencreoTo No wi. 54, amn. 1, T. 6 - yiOCTOBEpeHHe OT OpraHiTe Ha
Manwnuurensa arennns "['naBna Hacnexkuns mo Tpyaa”;

- Ceprpuxar 3a mpuiaraHe ¥ nojIBPAKAHE HA CHCTEMA 3a YIPaBleHHe Ha
kayecrsoTo EN ISO 9001 w/man EN ISO 13485/13488 u/niy eKBHBANCHTHA, B 06NacTTa Ha
NPOH3BOACTBOTO W/HIIH THPrOBHATA C JIEKAPCTBEHH [IPOAYKTH;

- Paspemenne 3a npoussoactso no wi. 196, an. 1 ot 3JIMTXM, B cnyyanrte Korato
YUACTHHKET € MPO3BOJMTEN H INpejiara NEKapCTBEHHTE MPOAYKTH, KOHTO NPOH3BENIA, HIH
Ha Paspemenne 3a sHoc no wi. 196, an. 2 ot 3/IIIXM, B ciyuanTe KOraTo yyacTHHKLT €
BHOCHTEJl H Npe/Ulara IeKapcTBeHHTE NPOAYKTH, KOHTO BHACH;

- Hexnapaums no 4. 59, an. 1, 1. 3, BB Bp. ¢ 4. 53, an. 2 or 3MUII no
3a/bKHTenHAA 00pasen [lpunoxenne Ne 3 ot obpasiuTe JOKYMEHTH Ha JIOKYMEHTALMATA 3a
YHACTHE.

KM pacTosuia 10roBop ca NpHIoKeHH:

1. Tlpunoxenue KbM 10roBOpa;

2. TexuuueckoTo NpeaIoKeHNe Ha po1asaya;
3. LenoBoTo npeaioxenue na npmﬁaﬂatla.

Hactosmmar gorosop cf  TpH eanHoobpasHu eK3eMmiviipa, eauH 3a
npojiaBaya i [Ba 3a Kylysaya.

HPO,&&BAT{:}.H B KYIIYBAY: | - .
j '~ |
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Hpunoscenue Ne 2

TEXHUYECKO HNPEJJOKEHHE

Mo obocobena mosuuus Ne 1- Jlexapersa ofmm/ ¢ HOMERKAATYPH No
10,29,31,TE,EIEI,I33,138,234,235,244,245,248,251],151,265 u 272

ot MEJO®APMA EOOJL
che cepanmmie 1 anpec Ha ynpasienue: Codma, xk. Mnanocer 1, 6. 385
EWK / BYJICTAT: 121578346
npeacra=~esan oT 'eopru Bnaxes KaTHHOB, NPHTEKABALI MIBIHOMOMIHO ¢ arocTH
Ne  _op. wzganeno s rp. Hukoaus, PenyOnuka Knmosp, B
KAYeCTROTO e Ha meaHoMomENK Ha METO®APMA EOO/] EUK/BYJICTAT 121578346

MPEJUIATAM CIIEOHUTE YCJIOBHA:

|. Jlekiapupam CpoK Ha BAIMIHOCT Ha odeprara, HO HE MO-KpATEK OT 3 (1pn)
Mecela OT JaTaTa, KOATO € TI0COUEeHa 3a JaTa Ha NojlaBate Ha ofeprara:

3 ( Tpu) Mecena.

2. MMpuemamM cpoKa Ha W3NEIHEHHE HA OOpbYKATA: 12 (mBanajecer) Mecena ot
CKITIOMBAHETO Ha JIOTOBOPA.

3. Tlpuemam cpoka 3a miamane: a0 60 (mecTaecer) KaneHjapHH IOHH OT
H3BLPIIBAHETO HA JOCTABKATA H H3/IABAHETO HA (axTypa OT H3MBIHHTENS,

4. TIpueman cpoka Ha joctasxa: [lo 24 (nsanecet n YeTHPH) Haca 0T MOMEHTa Ha
1asBABAHETO OT CTPAaHa Ha BhAJOKHTENA.

5. Tlpremam cpoKa Ha TOAHOCT: He no-manko ot 60 % ot obmara roJHOCT B
MOMEHTA Ha JI0CTaBKa.

6. IEKJTAPUPAM, ue gocTaBsHHTE NEKAPCTBEHN MPOAYKTH:

6.1. uMaT paspelleHue 3a ynorpeba WM YNOCTOBEpEHHE 34 PErHCTPaIlii Ha
nexapeTBeHH npoaykTH o wi. 23, an. 1 ot 3JIIIXM;

6.2. OTroBapaT Ha M3WCKBAHMATA 3a KAHECTBO, fezomacHocT W eUKACHOCT IO
3NTIXM.

7. JEKJIAPMPAM, ue npe/araHata CHA Ha JICKapCTBCHHTE HPOJYKTH, KOHTO
ca Brouend B [TOMTHEHMSA JeKAapeTBeH CIHCHK H 3aniailaHi ¢ myOHyHu CpescTea, He €
[O-BHCOKA OT peryiupanata uena no [Ipunoxenne No 2 ot TIJIC, nocouena B konona M
(cToiiHOCT HA OMAKOBKA, H34YHC/ICHA HA fasa pedepenTHa cTOiHOCT 3a AedHHUpaHATa IHEBHA
J103a).

8. [lpuemam Ja H3NBLAHABAM BCHYKH H3MCKBAHMA HA BBHINOKHTENA, NOCOUEHH B
0BSBIEHHETO U JOKYMEHTAINATA 33 YYacTHe. 3

9. Jleknapupam ChIIACHETO CH C KJlay3HTe Ha MPHIIOXCHNA TPOCKT Ha JOr0BC



10. B cnyuaii, ue 6baa onpejiesied 3a N3NBIHATEN Ha NOpLYUKATA, CC 3AMBIAKABAM,
NpM  MOAMMCBAHETO HA JIOroBOpa 32 oflecTBEHA MOPBHKA, Ja [peficTaBi AKTYanHH
[OKYMEHTH YIOCTOBEPSBALNH JIMTICATA Ha OCHOBAHHUA 33 OTCTPAHABAHE 0T mpoleypara,

KAKTO 1 CHOTBETCTBHETO ¢ NOCTABEHUTE KPUTEPHN 38 MOAGOp:

10.1. 3a ofcrogrencreara no un 54, an. 1, 1. 1 or 30Il - cBuaeTeacTBO 34

CHAMMOCT, H3AZEHO B G-MECceyHHs CPOK Ha BAMIHOCT NPEAH MPEACTABANCTO,

10.2. 3a oBcToATencTEOTO 1o un 54, am. 1, . 3 ot 3001 — yaocroBepeHuHa 3a
NUICA Ha NyOIHYHA 3aIb/KeHNs, H3/IaneHH 0T OPraHuTe Mo NpPHXOAHTE, OT Obmuua rpam

JoBpuu # oT 0BmKHHATA 10 CeIATHILETO HA Y4aCTHHKA;

10.3. 3a oferosTencreoTo mo Wi 54, an, 1, 7. 6 - yAocTOBEpeHUE OT OpPraHHTe Ha

WManuimuTenna areding "TnapHa HHCIEKIRL 1o TpyAa';

10.4. Ceprudukar, yHoCTOBepsBail BHEIPEHa CHCTEMA 3d yIpaBineHie Ha
xauecrsoro EN ISO 9001 w/mms EN ISO 13485/13488 W/HIH eKBHBAJEHTHA, ¢ OOXBAT B

ofacTTa Ha NPOM3BOJCTBOTO H/MITH THPrOBHATA C JIEKAP

CTBEHM MPOIYKTH;

10.5. Paspelnenue 3a npoussojcTBo no wi. 196, an. 1 ot 3JIIIXM, B cay4anTe
KOTATO YYACTHHKLT € TPO3BOAMTEN M Tpeiara JieKapeTBEeHHTE [POAYKTH, KOHTO
npousBeNa, WM Ha Paspenenne 3a BHOC 10 4L 196, an. 2 or 3JIIIXM, B cny4aute KOrato

YYACTHHKET € BHOCHTEN H Opeiara JeKapeTBeHnTe NPOIYKTH, KOUTO BHACH,

10.6. Jlexnapamus no wi. 59, an. 1, T. 3, BBB BP. € HIL. 53, an. 2 ot 3MHUII no
sambKkuTentns obpazen [punoxenne Ne 3 oT o6pasiuTe A0KYMEHTH Ha IOKYMCHTALIHATA 3¢

YUaCTHE.

Sabenencka: Yoocmosepenuama no mouxu 10.2 u 10.3 mpabea oa gausdadent

cned damama Ha OMKPUEanemo Ha npoyedypama,

Jata:10.01.2019r

['eopru Karn.
VIBTHOMOIIIEH TIPEICTABHTE,
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