"MHOT'OIIPOPHUAHA BOAHHIIA 3A AKTUBHO AEYEHHWE - [IOBPHUY" ALl

I JOBPHY 9300 B yn, Manafor Xuros” 24 B 0SE/G0048R paxc DSR/600414 B e-mail. oblb@herpon net

norosor NMe4S

,ﬂ.Hf.‘E,.I £ f.'f..:.lﬂl? roj. & rp. Jlobpuy, Ha ocHosanue wi. 112 u cn. ot 3akona 3a
00IeCTBEHHTE MOPLYKH, C€ CKIIOMH HACTOALLMAT A0TOBOP MEXKIY:

"POLI BBJATAPHA" EOO/, cbe cenanuuie B rp. Codua 11618 u agpec ua
vipaeienue K.K Masactupekn aneamu-3anan”, yn. "bano none” 16, EMK 131279951,
npejncraenaeano oT Esrennit Huxonaes Huxkonos, Ilpus Patnam u Auatoswuo Angpe [e
Coyca Jle Backoncenoe, ot Bcekn aBaMa oT o000 TpHUMATa YIPABHTENH, udpe3
NBAHOMOIIEEKA UM Pomeo Bnagumupor Muakos, ynweanomoines ot AxtoHHo Aujape Jle
Coyca Jle Backoncenoc u Esrennit Huxonaer Hukoios ¢ nbiHoMommo ¢ Hortapuansa
3aBepka Ha noanuca per. Ne 1045, sasepero va 13.05.2019 roa. ot Hotapuye Enxa Mnuesa,
per. Ne 207 na Hotapnannara kamapa, npejactaseHo B 3aBepeHo Komnue per. Ne 127, sasepeno
Ha 17.05.2019 roa. or Hagka Criacosa, noMomHHK-HOTApHYC npu Hotapuyc Enka Mimena,
per. Ne 207 na Hotapnanuara kamapa,

onpeseneH 3a usnbaauTen ¢ Pemmenne Ne 23/ 17.06.2019 r. Ha pu3nokurens cues
npoBefieHa Opole/lypa 3a BbanaraHe Ha oOmecTseHa nopbuka Tn "gorosapshe Ges
npejapapute/ino obasnenne” ¢ npeamet: Ilepuoanyna JocTaBka Ha TEKAPCTBEHH NPOAYKTH 3a
nyicaure Ha , MBAJI-JloBpuu™ AJ]

H

"MHOTI'ONMPOPHJIHA BOJHHLIA 3A AKTUBHO JIEMEHHWE-
JHOBPHY" ANl rp. JloGpuy, cbe cemanuiie W agpec Ha ynpamienue: rp. [loGpuu, yi.
“[laaaiior Xuros" 24, ten. 058/600160, daxe: 058/600414, e-mail: oblbf@bergon.net, EMK
124141302, npencrasassano ot J-p CBETO3AP BAMYEB IETPOB - Mansauurtenen
Hupektop Ha apy:xecTsoTo, Hapuyana KYITYBAUY.

CTPEI.HHTE CC COOpasyMAXa 3a clelHOTO;

[TIPEAMET HA IOI'OBOPA U LIEHH

Hnen 1.(1) IlpomapagnT npopapa Ha Kynyeaua JIEKAPCTBEHWTE NPOAYKTH, 3a
KOHTO € Y4acTBa/l B IOroBapAaHe 3a Bb3/arade Ha oblecTBeHa NopbYKa:

Obocobena mnosuuma: Ne 2: JlekapcTBeHH NpPOIAYKTH 338 OHKOJOIHMHH
sabonsBanms:

297

| Hom. | Memayna Jexapere | Map | Koan | Tuproscko Mpomzeoauren/ | Koanye | Llena na |
Ne poano ena KA HECT | HAMMEHOBANM | NPUTERATEN HA | CTBOB | ONAKOBK |
HenaTenT topma BO e paspelleHneTo | ONAKOR a e
no 1 ynorpeda Ki IUc
HAHMEND
Banne
JINN/
3 Bevacizu | concentrat 25 mg Avastin Roche Pharma | 424,43
mab e for mg/m concenirate for | AG — lepmanns/
solution | 1-4 ml solution for Roche
for infusion 25 Registration
infusion mg/ml-4 ml GmbH -
{100 mg/4 ml) Cepuanua
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x | vial
4 Bevacizu | concentrat | 25 mg Avastin Roche Pharma 1 1697.78
mab e for mg/m concentrate for | AG — I'epmanns/
solution I-16 solution for Roche
for ml infusion 235 Registration
infusion mg/ml-16 ml GmbH -
(400 mg/16 lepmanna
ml) x 1 vial
47 Trastuzum | solution 600 mg Herceptin Roche Pharma 1 2685.43
ab for mg/3 solution for | AG — I'epmarmna/
injection ml injection 600 Roche
mg/Smlx 1 Registration
vial GmbH -
lepmanus
48 Vemurafe film- 240 mg | Zelboraf film- Roche Pharma 56 2291.57
nib coated coated tablets | AG — Cepmanns/
tablets 240 mg x 56 Roche
Registration
GmbH -
lepmanns
50 Pertuzuma | concentrat | 420 mg Perjeta Roche Pharma 1 4613.31
b e for concentrate for | AG - lepmarna/
solution solution for Roche
for infusion 420 Registration
infusion mg x | vial GmbH -
Cepmanns
53 Trastuzum | Powder 160 mg Kadcyla 160 Roche Pharma | 4726.89
ab for mg/8 mg/§ ml AG — Mepmanns/
Emtansine | concentrat ml Powder for Roche
e for concentrate for Registration
solution solution for GmbH -
far infusion x | lepmanuns
infusion vial ]
54 Trastuzum | Powder 100 mg Kadcyla 100 Roche Pharma | 2950.36
ab for mg/5 mg/5 ml AG — Fepmaning/
Emiansine | concentrat ml Powder for Roche
e for concentrate for Registration
solution solution for GmbH -
for infusion x 1 Fepmanna
infusion vial

oDen.

NpoNaBada Ha Kyysada B Cpok o1 24 (1BajeceT H YeTHPH) Yaca, cliel 3aiBARAHETO HM.

(2) LlenouTe npe/uioxkeHus Ha NIPoAaBaya ca MOCOYEHH B PEIX0/HATA ATHHES.

(3) Tlpornosnara croiiHOCT Ha JOCTABKaTa, NOCOMEHH B JIOKYMEHTAIMATZ 3a
Dﬁl.T.lECTEEHﬂ NOPEYKA HE NOPAKIAT 3aiBJMEHHE 34 EYMyBada Ja 'l 3aKyIH B NO0COYeHHA

CPOKOBE M HAYMH HA TJIAIIIAHE
Unen 2. Cpoxwr Ha Hactosmus morosop e 10 (gecer) mecena oT garara Ha
NOANHUCBAHETO MY MM /10 Ch3JABAHETO HA YCIOBHS 34 JIOCTABKA CJiell MPOBEHIAHETO HAa
HEHTPANHIUPAHH EeNeKTPOHHH Thprose. Jloropopsr
CKJIKMBAHETO Ha IOrOBOP C JAPYT H3NLAHUTEN Clle/l MPOBEXkIane Ha 00IIecTREHA NOPbhYKA.

Ynen 3. [Nocouyenure B wi. | nexkapeTBeHH NPOAYKTH e ObaaT DOCTABAHH OT

Npoab/DKaBa ASHCTBHETO CH 0

14T

Y

TELL s

1164 y

LAY
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Ynen 4. Jlniokumara Ha npojaBada cyMa IO BCHKA OTAeNHa JIOCTABKa e Oble
ljlaTeHa OT KynyBa4a no OaHKoBata cMeTka Ha npojasada B cpok no 60 (wectaecer)
KaleHIapHi JHH Cllejl IOCTABKA i H31aBaHeTo Ha (akTypa oT npojapaya.

Haen 5. Cpok®T Ha NOAHOCT Ha JOCTABEHHUTE JIEKAPCTBEHH MPOAYKTH TpaGBa la e
He no-Kparek o1 60 % (wectiecer npouenTa) ot oOLUMA CPOK HA FOJHOCT KbM MOMEHTA Ha
JIOCTABKATA.

MACTO HA U3ITBJIHEHHUE W ITPEMHMHABAHE HA COBCTBEHOCTTA

Unen 6. 3a mscTO Ha nocTaBfAHEe HA JEKAPCTBEHHTE [IPOIAYKTH CE ONpeacis
“MBAJI-obpuy™ AJL rp. Hobpuy, yn. “[lanaitor Xutos™ No 24, 3peno ,,Bonnnuno amrexa”.

Unen 7. CobcTBeHOCTTa BEPXY JOCTABAHHTE JIEKAPCTBEHH MPOAYKTH H PHCKBT OT
MBAEOTO WIH YacTHYHOTO HM [OrHBaHE [IPEMHHABA BBPXY KYIyBaya OT MOMEHTa Ha
NPHEMAHETO HM Ha MACTOTO Ha JIOCTABAHE C NPHEMO-TIPENABaTeNeH MPOTOKON HIH Jpyr
PABHO3HAYECH JOKYMEHT.

IMPABA W 3ATBIDKEHMSA HA [TPOJJABAYA

Ynen 8. (1) [lponaBaysT € AnbiKEH Na CKIOYM J0TOBOP 34 NOIHINBIHEHHE,
KOTaro ¢ 00ABH/ B 3adB/IEHHETO CH 33 YyHacTHE MOA3BAaHEeTO Ha NoAusntaHuTea. B cpok g0 3
JHH OT CKIIIOYRAHETO HA JIOTOBOP 3a MOAH3NBJIHEHHE MM HA JONBLIAHHTEIHO CNIOpazyMeHHEe
33 3AMAHA Ha [I0COYEH B 3a4BIEHHMETO MOAM3NLIHUTEN H3NLIHHTENST HINpalla KoMHe Ha
JIOTOBOPA H/IH HA AOTBIHHTENHOTO CNOpasyMeHHe HA BBL3JIOMHTENN 3ae/IHO ¢ I0KasaTe/cT B,
Ye C& H3MBIHEHH YCIOBHATA IO 4. 66, an, 2 1 11 ot 3011

(2) TNoauanbAHHTENMTE HAMAT NPABO Ja NPEBB3NATAT €Ha HJIH [OBEYE OT
JNeHHOCTHTE, KOHTO Ca BI/IIOYEHH B NPEAMETA HA JOTOBOPA 33 MOAH3IbIHEHHE.

(3) HesaBucuMo 0T PBBIMOKHOCTTA Ja C€ H3IMOAIBAT [OJHIITEIHHTENM,
OTTOB0PHOCTTA 3a HANLIHEHHE Ha JIOroBopa 3a o0lIecTBeHa MOPBYKa € Ha Npojiasaya.

(4) KynysaysT HAMA j1a H3BBPIIBA IUPEKTHH PA3NIAIIAHKS C MOAHIITEIHHTENNTE

Ynen 9. IlponapaysT € [TbiKeH J1a JOCTABA JIEKAPCTEEHH MPOAYKTH, KOHTO HMAT
paspeulerHe 3a ynorpeda MM yIOCTOBEPEHHE 3a@ PErHCTPALMs HA IEKAPCTBEHH MPOAYKTH [0
wi. 23, an. 1 or 3JIIIXM n oTtropapaT Ha HM3MCKBAHMATA 338 KauyecTRo, Ge30NacHoCT M
euracHoct no 3JINTXM;

Ynen 10. llenara Ha nexapcTeeHHTe NpoaykTH TpsadBa Ja oTroeaps Ha cleHHTE
H3IHCKBAHHA:

1. Ilpennaranara ueHa Ha JeKapCTBEHHTE MPOAYKTH, KOHTO Ca BKIIOYEHH B
[TosuTHBHHA JIEKAPCTBEH CINCHK H 3AIUIAIAHN ¢ MyOJHYHI CPEICTBA, [1a HE € MO-BHCOKA OT
perv.inpanara uena no [lpunowenne Ne 2 or IUIC, mocouena B konona M (croiinoct Ha
ONaKoBKa, H3UHcleHa Ha Dasa pedepenTHa cTORHOCT 34 JlepHHHPAHATA JTHEBHA 1034).

2. [lpennaranara 1leHa Ha JIeKAPCTEEHHTE NMPOAYKTH, H3BBH Te3d no 1. 10.1., 1a He
€ MO-BHCOKA OT MpejeNiHata (MakcHMalHata npojakHa uena Ha jipefHo). mocoueHa B
Perncrbpa Ha MakCHMAIHHTE NPOJAKHH LIEHH HA NEKAPCTBEHUTE NPOJAYKTH, OTIYCKaHH e
JNIEKapcKo NpeinHcalie H MaKCHMATHHMTE MpPOJaKHW [EBH Ba JICKAPCTBEHHTE IPOJAYKTH,
OTIYCKaHH 10 NeKapcKo npeanucanne (PerucTsp Ha npejellHUTe 1EHH).

Unen 11. B ciysaumre, Koraro npojasaybT IOCTABA JEKAPCTBEHH NPOLYKTH,
CBAOLPIKAINH HAPKOTHYHH BEILIECTRd, Te3M JIEKAPCTBEHH MPOIYKTH TpgaOBa ja OTrosapaT Ha
n3uckBaHuATa Ha wi, 68 or 3KHBII.

Unen 12. [lponapausT € [JUThIKEH Ja H3lale B cpok (akTypa 3a J0CTABEHHTE
NEKADCTBEHH MPOIYKTH.

[TPABA U 3AJTBICKEHMS HA KYIITYBAYA
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Hnen 13.(1). KynypaysT MMa npaBo 1a NpoBepABa KONHYECTBOTO HA Beska
OT/eNHa JIOCTABKA, KATO TNpPH YCTAHOBABAHC HA HECLOTBETCTBHE € [IBIKEH 13 YBEIOMH
npo/@asaya B cpok oT 24 gaca.

(2). Tlpn ycraHoBsBaHE HA HECHOTBETCTBME B KA4YECTBOTO HA J0CTABEHHTE
JEKAPCTBCHH NMPOAYETH KYOYEAYLT € [UThHEH 1a YECIOMH OpoJaBaya B CPOK OT 24 ygea,

(3). HechoTercTBHETO HA KOJIMYECTBOTO M KAa4eCcTBOTO CE YCTAHOBABA C
MPOTOKON, CHCTABEH OT KOMHCHS, CHCTABEHA OT JUIBKHOCTHHTE JIM1A Ha KyNyBaua.

(4). B ciyyail, ye npoaasaysT B Cpok 10 24 waca ciell YBeNOMSBaHETO Mo an. |
H/HIH 2 OCMOPH MHCMEHO HECBOTBETCTBHETO HA KAYECTBOTO, TOH MOMKE Ja HCKa nposeprara
MY OT YIILIHOMOUIEH OpraH Win nabopaTtopus.

Ynen 14, KynypaybT € [UTEKEH [a 3anIaTH YroBOpeHaTa LeHa B pasMepa, 1o
Ha4Y¥Ha H B CPOK4, OIPEENeHH B HACTOALINA J0TOBOP.

HEYCTOMKH

Unen 15.(1) Ilpu 3abasa va moctaska oT cTpaHa Ha MpoAapada ¢ nosede ot 24
(IBaTeceT W Y4ETHPH) 4Yaca, KYNYBaYLT MMa MpaBo Jia MonydH HeycTolika B pasmep ua 0.]
(Hyna msamo, eHa JeceTda) Ha CTO OT CTOHHOCTTA Ha 3a0aBeHaTa NOCTAaBKAa 3a BeekH 24 waca
3abaBa.

(2) Tlpn ycraHoBsBaHE HA HECHOTBETCTBHE B KOJIMYECTBOTO, NPOJABAYLT e
JTHLIXEH JIa JIOCTaBH JIHICBAIOTO KOJNHYMECTBO MpPH ClEABalara J0CTaBKa, a NPH [OHCKBAHE
OT CTpaHa Ha Kynyeaya B cpok oT 24 uaca. [lpu HemsnbiHenue Ha ToBa 3adbiKCHHE
KYNYBa4bT HMa MpaBo Ja Moly4d HeycTolika B pasMep Ha 5 (net) Ha CTO OT CTOHHOCTTA Ha
JHOCBALIOTO KOIMYECTRO.

(3) Ilpu ycranosasaHe Ha HECBLOTBETCTBHE B KAYECTBOTO, NPOJABAYLT € JUIBHKEH
N4 J0CTaBH JIEKAPCTBEHH MPOAYKTH C YTOBOPEHOTO KAYECTHO MPH clieiBallara J0CTABKa, a
NpH MOHCKBAHE OT CTpPaHa Ha Kynysada B cpok oT 24 uaca. [lpH HemsnbiHeHHE HA ToBA
3a1bIDKEHHE KYNYBAYLET MMA NpPaBo Jia nojydd Heycroiika B pasMep Ha 5 (mer) Ha 1o oT
CTOHHOCTTA HA HEKayecTBEHATA A0CTABKA.

(4) B ciyuante mo anmnen 2 M 3, ako NpojaBaykT HE JOCTABH J0TOBOPEHOTO,
KYIYBa9bT HMa NpaBo fa 3akynH HeoOXoAMMHTE MY JIEKADCTBEHM NPOLYKTH OT APYT
JOCTABYME, KaTO Pa3JIHKATA MENULY LieHaTa 10 JoroBopa H AeHCTBHTEIHO 3alUlaTeHaTa LieHa €
34 CMeTKa Ha [pojasava.

Hnen 16.(1) Ilpn oTkas Ha mpojapada J1a JOCTABH 3A4BEHHTE MY JIEKAPCTBEHH
NPOJYKTH HAH NpH 3adasa moseve 0T 48 (ueTHpHECET H OCeM) yaca, KYMyBaYLT UMA NPABo
713 3aKYTH HeoDXO0AHMHTE MY JIEKAPCTBEHN MPOAYKTH OT APYT I0CTaBYHK.

(2) B cnyyauTe no npeaxoaHara aTHHEA Pa3IHKATA MEKY LleHaTa Mo J0roBopa |
neficTBHTENHO 3aJIaTEHATA LEHA € 33 CMeTKA Ha npojasaya.

Unen 17.(1) [lpu nocraska na nekapcTBEHH NPOIYKTH. CPOKLT Ha FOAHOCT Ha
KOHTO € MO-KPaThK OT CPOKA Ha 4. 5, M3NBAHHUTENAT Ob/KH HA BBINOMHTEN HEYCTOHKA B
pasmep, KaKkTo clensa:

1. Opu mocTaBKka chC Cpok Ha rogmocT oT 59.99 jno 50 % ot oOwma cpox Ha
roasocT — 5 % (et npouenTa) BLPXY CTOHHOCTTA HA JOCTABKATA;

2. OpH JoCTaBKa ChC CPOK Ha roaHoct or 49.99 no 40 % or obumms cpok Ha
roanocT — 10 % (geceT npoueHTa) BLPXY CTOHHOCTTA HA IOCTABKATA;

3. npH JlocTaBKka ke Cpok Ha roaHoct oT 39.99 mo 30 % or ofwmMsa cpok Ha
roppoct — 30 % (TpuieceT npolieHTa) BEPXY CTOHOCTTa HA JOCTABKATA;

4. NpH A0CTAaBKa CbC CPOK Ha rogmoct or 29.99 no 20 % or obmmsa cpok Ha
roasoct — 60 % (mecTaeceT nponenTa) BPXY CTOHHOCTTA Ha A0CTaBKATa;
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5. NPH JI0CTABKA Cb¢ CPOK HA rojgHocT noa 20 % ot obumms cpok Ha rojxoct — 90
Yo (NeBeTACCET NPOLEHTA) BLPXY CTOHHOCTTA HA JOCTABKATA.

(2). lloctaBkaTa Ha NEKapCTBEH NPOAYKT ChC CPOK HA IOJHOCT No-kpathi ot 40 %
OT ODUIHA CPOK HA MOJHOCT C& M3BBLPIIBA CAMO ClIe]l MOTHBHPAHO PellieHHe HA PHKOBOIHTE A
Ha KyllyBaua 3a KOHKPETHOTO KOMHYecTRO. be3 H3pHYHOTO [HCMeHO ChrjlacHe Ha
PBKOBOHTEIIA HA KYIyBaya JICKapCTBEHHTE NPOIYKTH HE CE 3aniallar Ha npojasaqa.

YUnen 18. KynysaysT MMa npaso ja ucka ofe3mereHHe B NMBIEH pasMep Ha
BPEIHTE, KOUTO € NPEThPIIAN B Pe3yATaT Ha 3abaBeHarTa H/HIH Heka4ecTReHaTa JOCTABKA.

Unen 19, Ilpu 3alapa Ha nnamane oT cTpaHa HA KYNYBAYa, HOCHEIHHAT ThILKH
Ha MpofiaBa4a HeycToiika, B pasMep Ha 3aKOHHATa JIHXBa.

Unen 20. Heycroiikute, obeslerennsta U LEHOBHTE PasiMku mo 4, 16, an, 2
MoraT ja ObAaT yObpiKaHH 0T BCAKO JB/MKHMO Ha NMpoidsayva niamaHe.

[TPEKPATABAHE HA IOTOBOPA

Unen 21.(1) JorosopsT ce nipekpartsga:

1. ¢ H3THYAHE HA CPOKA, 34 KOHTO € CKIIIOMEH, OCBEH B CIYYauTe no 4i. 2, us.
BTOPO;

2. OpH CHL3ABAHETO HA YCJIOBMA 33 JOCTABKA ClleJl [POBEX/IAHETO Ha
[EHTPATH3HPAHH E/IEKTPOHHH THProBe;

3. KOraro ca HAcTBIHIH CHIUIECTBEHH NPOMEHH BLE (MHHAHCHPAHETO Ha
o0mzcTBEeHaTa NOPBYKA — NPEJIMET HA JIOr0BOPA, H3BLH NPAaBOMOLIMATA HA KYIYBa4a, KOHTO
TOH HE € MOrBIl HIIH He € OHJ JUThHEH Aa NPeIBHAH WIH A3 NPeJOTBPATH — C MHCMEHO
YEEAOMIICHHE OT KyIIYBa4a, Be/IHATa clie/l HACTBIBAHE Ha ofCTOATENCTRATA;

4. IpH HACTBIIBAHE HA HEBHHOBHA HEBB3MOMHOCT 3a M3NBIHEHHE B PE3Y/ITAT Ha
HENPEeIBHACHO HIIH HENPENOTBPATHMO CHLOHTHE OT H3BRBLHPE/EH XapakTep, BL3HHKHAND cliel
CK/IIOMBAHETO HA I0TOBOPA (,Henpeojosmma cuia’) 3a cpok no-awuasr ot 30 aHu.

(2) KynypausT MOke 1a npekpaTH AoroBopa Des3 npeauspecTHe, ¢ YBEAOMICHHE,
H3NPATEHO 10 NpoaaBaya:

1. OpH CHCTEMHO HEH3NBIHEHHE HA JIOCTABKHTE HA JEKApCTBEHM [POIAYKTH IO
KOJIHYECTBO H/HIIM Ka4ecTBO OT CTpaHa Ha npojasada. [1oJ CHCTEMHO HEH3NLJIHEHHE ce
pasbupa TAKOBA, H3BBPIICHO JIBA MM IOBCYE ILTH B PAMKHTE Ha €/IHH KAICHIApeH Mecell,
HJIH NIOBEYE OT TPH MBTH B PAMKHTE HA CPOKa Ha J0r0BOpa;

2. B cyyail, ue NpojaBaykT U3N0N3BA NOAH3MBLIHKHTEN, 5e3 Ja € JeKnapupan ToBa
B IOXYMEHTHTE 34 YHACTHE, HIIH H3M0JI3Ba NOAHINLIHUTEN, KOHTO € PasiiyeH OT TO3H, KoiTo
€ [0COYEH, OCBEH B CHYYaHTe, B KOMTO 3aMiAHaTA, CBHOTBETHO BKIIOYBAHETO Ha
NOAHIMBIAHKHTEN € H3BBPIICHO ChC CBITIACHETO Ha KyNyBaya H B cwoTBeTcTBHE che 3001 u
HACTOSALIHA 10TOBOP:

(3) KynyeauwT npexparsasa norosopa B cayuante mo 4. 118, an. 1 ot 30I1, Gez na
IbIKH 00e3MIeTeHHe Ha ITPOABAYa 3a MPeTHPICHH OT NPEKPATABAHETO HA JIOTOBOPA BPe/IH,
OCBEH aKo NpekparaBaHeTo e Ha ocHoBanme wi. 118, an. 1, 1. 1 ot 30I1.

JPYTH YCIIOBHUA

Unen 22.(1) Crpanure no 10roBopa HE MOTAT 1a IO H3MEHAT, OCBEH B CIy4auTe,
nperBuaeHd Bui. 116, an. 1, 1. 2 - 6 or 30[L

(2) B cnyuaii, ye no BpeMe Ha JeiicTBHE Ha JOrOBOPd, CTOMHOCTTA Ha AOCTABAH
JIeKapCTBeH NMPOAYKT, ONpelenena no peaa Ha Hapenbara 3a peryaupane ¥ perucTpHpane Ha
LEeHHTe Ha JIeKapCTBEHHTE MPOJYKTH, YCIOBHATA, NpasHiaTa H KPHTEPHHTE 3a BKIIIOUBAHE,
NPOMEHH H/HIH H3KMOYBAHE HA JIEKAPCTBEHH NPOIYKTH OT NO3HTHBHHA JIEKAPCTBEH CITHCHK
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H yGI0BHATA H pefla 3a paboTa HA KOMHCHATA 1O UeHM i penMOypcHpaHe MM no pefa Ha
APYT HOPMATHBEH aKT, CTAHE MO-HHUCKA OT JOrOBOpPEHATa, KYNYBaysT 3annaia JICKAPCTBEHU A
MP2.IYKT 1O MO-HHCKATA UCHA, OT JaTata Ha BJM3AHETO B CHJIA HA pelIeHHEeTO Ha
PETYAATOPHHSA Oprax.

Unen 23. Crpanute no norosopa Ie pelaBaT BLIHHKHAINTE [0 H3MBIHCHHETO
CHOPOBE 1O B3AHMHO CHLITIACHE, & AKO TOBA € HEBB3MOMKHO no pena Ha [TIK npea Jdobpuuxus
OKPLACEH ChA,

Ynen 24. 3a BCHYKH HEYPEJECHM 10 HACTOALLMS ACTOBOP BBLIIPOCH LIC CE Npuaarar
pasmopesGure Ha 3011, 33/1, T3 u ApyruTe OTHOCHMH HOPMATHBHM AKTOBE.

Hnen 25.(1). 3a manuaum anpecu 3a npueMade Ha CROOMICHHSA, CBBP3aHK ¢
HACTOALLHA A0r0BOP €€ CMATAT afPECcHTe, MOCOUYEHU B HAYANIOTO Ha J0roBopa.

(2). [lpn npomana Ha [@HHHTE 1O NPELXOLHATA &JIHHEA, ChOTBETHATA CTPAHY ¢
ASIKHA @ YBEOMH IPYTaTa B TPHAHEBEH CPOK OT MPOMAHATE,

[Ipu  nonnuceamero Ha wnacrosmus J[orosop ce NpejcTaBuXa CAedHHTe
IOKYMEHTH:

- 3a obcroaTencreara no 4. 54, an. 1, 1. 1 ot 3011 - ceuaeTencTso 3a CBAMMOCT;

- 3a obcTosTencTBOTO N0 4. 54, an. 1, T. 3 or 30I1 - yaocTosepenne 3a nunca Ha
NyGIHYHA 3a0bIDKEHNS, W3AAEHO OT OPraHHUTE 10 NPHXOIUTE: vaoctoeepeHne or OGmunHa
rpea Hobpuy 3a snunca Ha nyGaHuH 3a/bIKCHI: yaocrosepeHHe ot Obumna CronuyHa 3a
unca Ha NyO/IHYHH 380 b/KeHHH;

- 3a obcrosTencTroTO Mo wi, 54, an. 1, 1. 6 - YOOCTOBEPEHHE OT OPraHHTE Ha
M3isnnnrenta areduus "I 'naBHa nHCIEKUMA no Tpyaa”;

- Hexnapauus no un. 59, an. 1, 7. 3 or 3MHUII no samemkuTenHns obpasey
[Ipunoxerne Ne 2 ot o6pasuute HOKYMEHTH Ha JIOKYMEHTALMATA 33 YHaCTHE.

H&ETDHUH‘IHT AQroBop ce CBCTABH B TpH ﬂﬂHDGﬁpEﬂHH CEICMMIApa, eAnH 3a
lIponaBada d 1Ba 3a Kynysas9ga.
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