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AO0TroBor MZ/Q’

y
................. 2018 rox. B rp. loOpuy, Ha ocHOBanue wi. 112 u 1. oT 3akoHa 3a
O0IIECTBEHUTE NOPBUKH, C& CKITIOUH HACTOSIIHAT JOTOBOP MEKIY:

"MEJIEKC" OO/, cre cepamume B rp. Codust 1138, anpec Ha ynpaenenue: yi1.
"CamoxoBcko moce" 2JI, TovproBeku menrsp "Bowna", er. 5 , EMK 131268894,
npeicTaBisiBano or Emun Anexcannpos Jlaner u Bemusap Axtonos [lparoes, 3aenHo H
MOOT/AETHO, OIMPEACICHO 3a M3IBIHUTEN ¢ Pemnenue Ha Bu3nodkuTesns Ne 5/ 14.02.2018 rox.
CIIeZ IPOBEJEHa NpOleJypa 3a Bh3jgaraHe Ha oOIIecTBeHa HMOPBUKA THI 'moroBapsHe 0e3

Ipe/BAPUTENHO 00sBIeHue", Bnucana B Perucrbpa Ha OOMICCTBEHHTE HOPLYKH HOA No
00083-2018-002, mapuuan [IPOJJABAY 1

"MHOI'OITPOOUIIHA BOJIHMIIA 3A AKTUBHO JIEHEHUE-JIOEPHUY" AJ]
rp. JoOpud, che cepanuine u ajpec Ha yupasienue: rp. Jobpuy, yu. “Tlanaitor Xutos" 24,
ten.  058/600160, daxc: 058/600414, e-mail: oblb@bergonnet, EWUK 124141302,
npexcrasnssano ot J-p Tpubon Brammvupos Mopnanor — M3mrbnruTenen Hupexrop Ha
apyxecrsoto, HapuuaHa KYITYBAUY.

Crpanute ce criopasymsxa 3a CIeAHOTO:
IPEAMET HA TOI'OBOPA 1 ILIEHU

Hnen 1.(1) IlpomaBaunT mpojaBa Ha KymyBauya JIEKAPCTBEHHTE ITTPOAYKTH, 34
KOUTO C€ € JOTOBOPHII B IIPOIE/lypaTa 3a Bb3jlaraHne Ha o0llecTBeHa MophyKa:

1. Ilo obocobena nozuuums No 2: JlexapCTBEHH TNPOAYKTH 34 OHKOJIOTHYHH
3a00sIBAHUS:

Oboco | Mexnynapo | Jlekap | Konmwuecrs | Ms | Twproscko [Tpoussoaur | Konnue | Llena
Oena JHO CTBEHA | O Ha | pKa | HAaMBEHOBAHHE eN/npuTexKa | CTBO B | Ha
MO3MLM | HENATEHTHO | (hopma | aKTHBHOTO Te Ha | OMAKOB | OMAKOB
A No HaHMeHOBaH JeKapcTBeH paspellieHHe | Ka Ka B
ue /INN/ 0 BeIIECTBO TO 3a aB. 6e3
yrnorpeba OAcC
8 Capecitabine | film- 500 mg Ecansya, film- KRKA d.d. 120 66.66
coated coated tablets CrnoeeHus
tablets 500 mg, pack
120
31 Oxaliplatin Conce | 5mg/ml- | mg Oxaliplatin S.C. Sindan 1 23.58
ntrate 20 ml Actavis, 5 Pharma
for mg/‘ml’ S.R.L. -
solutio Concentrate for Romania;
n for solution for Actavis Italy
infusio infusion 5 mg/ml S.p.AJ
n -20 ml, mg Actavis
Group PTC
ehf.
Hcenanaus

2. ITo obocobena mozummst No 3: JlekapcTBeHH MPOJIYKTH - OITHATH:
| O6oco | MeskayHapo | Jlexap | Koanuects | Ms | Twproseko | MpowussoauTt | Konmue [ Lena |
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Hena JIHO CTBEHA | O Ha | pka | HAWBEHOBAHHE eJi/lipuTeNa | CTBO B | Ha

MO3MLH | HENATEHTHO | (opMa | aKTHBHOTO Tl Ha | OMIAKOB | OMAKOB
a No HAUMEHOBAH JeKapcTBeH pasperueHde | ka Ka B
ue /INN/ 0 BELUECTBO TO 3a JiB. Oe3

ynorpeba JAC

12 Oxycodone | modifi 80 mg Oxycontin, Bard 50 50.00
ed- modified-release | Pharmaceuti
release tablet, 80 mg, cal, UK;
tablets pack 50 Multipharm
a GmbH,
Multipharm
a
Ges.m.b.H,
Austria/
Multipharm
a GmbH
AscTpust

(2) llenopuTe mpeUIOXKEHHUS Ha IIPOAABAYA Ca TIOCOYEHHU B IIPEIX0/HATA ATMHESL.

(3) IlpormosHara croifHoCT Ha JOCTABKATa, MOCOYEHH B JIOKYMEHTAIHATA 3a
o0riecTBeHA TTOPBYUKA HE MOPaXKAAT 3ab/DKSHHME 3a KyIyBaua Ja I'M 3aKylH B IIOCOUCHHS
obeMm.

CPOKOBE M1 HAYWH HA TUIAIIIAHE

HYien 2. CpoxsT Ha HacTosmms Joropop e 10 (mecer) Mecena or gatata Ha
HOJIIMCBAHETO MY WM JIO Ch3JaBaHETO Ha YCJAOBHS 3a JOCTaBKa Cie)[ IPOBEIKIAHETO Ha
LCHTPAIU3UPAaHH EIIEKTPOHHU Thproee. JlOTOBOPBET mNpoabnkaBa HEHCTBHETO CH /10
CKITIOYBAHETO Ha AOTOBOP € APYT U3II'BIHMTEN el IIPOBeKIaHe Ha 0OLIECTBEHA MOPHYKA.

Ynen 3. Ilocodenute B um. 1 JeKapCTBEHH MPOAYKTH INe OBIAT JOCTABIHHU OT
[IpOJIaBaya Ha KyllyBaua B CPOK OT 24 (ABaJieceT U YeTHPH) Yaca, ClIel 3asaBABAHETO HM.

Hren 4. JlbmokumMaTa Ha OpoJapadya cyma IO BCSKa OTHCNHA JOCTaBKa Ine Obie
IlaTeHa OT KymyBada mo OaHKoBara CMeTKa Ha IpojaBada B cpok xo 60 (mecTaecer)
KaJICHIApHH JIHK CJlell JOCTaBKa M M3/IaBaHETO Ha (haKTypa OT IpoaaBaya.

Hnen 5. CpoksT Ha rOJHOCT Ha JOCTABEHHUTE JIGKAPCTBEHH MPOLYKTH TPAOBa J1a e
He 1o-kparek oT 60 % (LecTaeceT mporeHTa) OT OOIHSI CPOK HA TOAHOCT KbM MOMEHTE HA
JIOCTaBKaTa. :

MACTO HA U3ITBJIHEHUE U ITPEMUHABAHE HA COBCTBEHOCTTA

Qe 6. 3a MACTO Ha JOCTAaBIHE HA JIEKAPCTBEHHTE NPOJAYKTH CE OIpeels
“MbAJI-Hobpuu” A/l rp. Jlobpuy, yi. “ITanaitor Xutos” Ne 24, 38eHo ,,Bonaudno antexa”.

Ynen 7. CobeTBeHOCTTa BBPXY JIOCTABSHUTE JICKAPCTBEHH NPOAYKTH H PUCKBT OT
ITBJIHOTO HIIM YaCTHYHOTO WM IIOTMBaHE IPEeMHHABA BBPXY KylnyBaua OT MOMEHTa Ha
NPHEMAHETO UM HA MSCTOTO Ha JIOCTaBIHE C IMPHEMO-IIPEJaBaTeNieH MPOTOKON MM JPYr
paBHO3HAYEH JTOKYMEHT.

[TIPABA U 3AIBJDKEHM A HA ITPOJTABAYA

Unen 8. (1) IlpomapaubT e JUIBXKEH Jl@ CKIKOUM JOTOBOP 3a NOAU3IIBIHCHHEE,
KOTaTo ¢ OOSIBUII B 3aSBJICHUETO CH 33 YY4CTHE IOI3BAHETO Ha MOJAM3IBIHMTEN. B cpok 1o 3
IHH OT CKJIFOUBAHETO HA JIOTOBOP 3a IOJM3IBIHEHHE MM Ha JONBIHUTEIHO CIOPA3yMEHHE
3a 3aMfAHA Ha IIOCOYEH B 3asBJIEHUETO NOAM3IBIHUTEN H3NLIHUTEIAT M3Npalla KOoIHe Ha
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J0r0BOpa MK Ha JIOI'BJIHHTEIHOTO CIIOPa3yMEHHE Ha Bh3JIOKHTEIS 3a¢/IHO ¢ JI0KA3aTeICTRa,
9e Ca U3II'BJIHEHH YCIOBHUATA 110 wi. 60, an. 2 1 11 ot 30I1.

(2) IlogmManmbnHUTENHTE HAMAT NPABO J@ NPEBB3NAraT €IHA WIM I[OBEYE OT
JCHHOCTHTE, KOMTO ¢a BKIIOYEHH B IPeJIMETa Ha JOTOBOPA 38 ITOJH3IIbIHEHHE.

(3) HesaBucumMo 0T BBL3MOKHOCTTA /a C€ HM3ION3BAT  ITOMAIIBIHHTEIH,
OTTOBOPHOCTTA 38 M3IIBIHEHHE HA JJOr0BOpa 3a 00IIeCTBeHa IIOPBhUKA € Ha TIPoJaBaya.

(4) KynypausT HAMA []a M3BBPIIBA AUPEKTHU PA3ILIAIAHES C I10 U3 BIHATCIIHTE

Hnen 9. [IponasaybT € JUIrbKeH Ja JOCTaBs JEKAPCTBEHH IIPOAYKTH, KOHTO HMAT
paspeleHne 3a ynorpedba i yjl0CTOBEPEHHE 3a PETHCTPALMS Ha JIKAPCTBEHY [IPOJAYKTH II0
wi. 23, an. 1 or 3JIIIXM ® OTroBapar Ha HM3HCKBAHMATA 34 KAUECTBO, DE30MACHOCT H
eukacHocT mo 3JIITXM;

Hien 10. [enara na gexkapcTBeHMTe IPOAYKTH TPsAOBA j1a OTroBaps Ha ClEHHTE
WU3UCKBAHHUS:

1. Ilpemnaranara LeHa Ha JIEKAPCTBEHWTE IPOAYKTH, KOMTO Ca BKJIIOHCHH B
[lo3uTUBHHSA JIEKAPCTBEH CHUCHK M 3aIUTAlaHu ¢ YOJIMUHM CPEICTBA, JIa HE € IO-BHCOKA OT
perymupanara rena 1o llpumoxenne Ne 2 or ITJIC, nocodena B kosiona M (cToHHOCT Ha
OIIaKOBKa, M34YKC/IeHa Ha Oa3a pedepeHTHA CTOMHOCT 3a Ne(uHIpaHarTa AHeBHA 1034).

2. IIpeayaranata Iietna Ha JIeKapCeTBEHUTE IIPOAYKTH, H3BBH Te3u o 1. 10.1., ma ne
€ II0-BHCOKAa OT IpenmenHara (MakCuMajiHaTa IpoJakHa IleHa Ha Jpe0HO), [TocodeHa B
Perucrbpa Ha MaKCHMAaTHHTE NIPOJAXKHH [EHH HA JEKApPCTBEHHTE MPOIYKTH, OTIYCKAHH Oe3
JIEKapCKO IPEANMCaHNe M MAKCHMAIHWTE IPOJAKHH IIEBH Ba JIEKAPCTBEHUTE HPOLYKTH,
OTIIYCKaHH IO JIEKapCKo npeanucadue (Peructnp Ha npepennure meHn).

Yren 11. B ciyvaure, KoraTo mpojaBaybT JOCTABS JICKAPCTBEHH HPOIYKTH,
CBIBPXKAILIM HAPKOTHYHH BEINECTBA, TE€3M NEKapPCTBEHH IIPOAYKTH TpsiOBa ja OTroBapar Ha
H3MCcKBaHuATa Ha 4. 68 ot 3KHBIT.

Unen 12. IlpojaBaysT € JUIBXKeH Oa M3Aaie B CpoK (aKkTypa 3a IOCTABEHHTE
JIEKapCTBEHH TIPOJIYKTH.

IIPABA U 3AABJDKEHMS HA KYITYBAYA

Ynen 13.(1). KymyBaubT MMa npaBo Ja IpoBEpsBa KOJMYECTBOTO HA BCAKA
OTJE/IHa J0CTaBKa, KaTo TIPH YCTAHOBSBAaHE HA HECHOTBETCTBHUE € [UIBKEH Jid YBEIOMH
IpojaBada B CpPOK OT 24 yaca.

(2). Ilpun ycraHoBSBaHe Ha HECHOTBETCTBHE B KA4eCTBOTO HA JOCTABCHUTE
JIeKapCTBEHHU MPOAYKTH KYIIyBaYbT € IJIBKEH Ja YBEIOMHE IIpoiaBava B CpoK orT 24 Jaca.

(3). HecboTBeTcTBMETO HA KONMYCCTBOTO K KayecTBOTO C€ YCTAHOBABA C
MPOTOKOJ, CECTABEH OT KOMHUCHS, CbCTaBeHa OT JUTLKHOCTHUTE JIMIA HA KYITyBaya.

(4). B cmyuaii, ye mpomaBaybT B CPOK /10 24 yaca Ciell YBEIOMSIBAHETO IO afl. |
H/WIK 2 OCIIOpH MHCMEHO HECHOTBETCTBHETO HA KAYECTBOTO, TOH MOJXKE /Ja HCKa MPOBEpKaTa
My OT YIIBIHOMOILEH OpraH Wi jlaboparopus.

Ynen 14. KynysaubsT € JIBiKeH Oa 3aIUIaTH YrOBOpPEHATa II€HA B pasMepa, 1o
HAYMHA U B CPOKA, ONPEIEIIEHN B HACTOSIIHS JOTOBOP.

HEYCTOMNKHU

Yien 15.(1) Ilpu 3a0aBa Ha j0CTaBKa OT CTpaHa Ha MPOJABaya C II0Beue OT 24
(MBajieceT ¥ YeTHpPH) Yaca, KyIyBaybT MMa [IPaBO [a MONYYH HEycTolka B pasmep Ha (.1
(Hysa L0, eqHa JeceTa) Ha CTO OT CTOMHOCTTA Ha 3abaBeHara JIOCTABKA 3a BCCKH 24 uaca
3abaBa.

(2) Ilpu ycranopsBaHe Ha HECHOTBETCTBHE B KOJMUYECTBOTO, IIPOAABAUBT €
JUTHKEH Jia JOCTABH JIMIICBAIOTO KOJHYECTBO IIPH CJIC/BAINATA JIOCTaBKa, a IIPH OHCKBAHE

N

N
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OT CTpaHa Ha KymyBaya B Cpok oT 24 uaca. llpum HeMsnbIHEHHE HA TOBA 3aTbIDKCHHE
KyIyBa9hT MMa [IPaBo JIa IMOJIYYH HEYCTOHKA B pasMep Ha 5 (IIeT) Ha CTO OT CTOMHOCTTA Ha
JHIICBALIOTO KOJIHYECTRO.

(3) Ilpu ycranoesiBane Ha HECHOTBETCTBHE B KA4eCTBOTO, IPOJABAYLT € JUIBKCH
Jla TOCTaBH JCKapCTBEHM [POAYKTH ¢ YITOBOPEHOTO KayeCTBO IIPH CleABAllaTa JOCTaBKa, a
I[pY [IOMCKBaHE OT CTpaHa Ha KynyBada B cpok OT 24 waca. [IpW HeH3IBJIHEHHE HA TORA
3a[lbIDKEHHE KYIyBaYhT HMa IIPaBO Jia MOJy4d HEyCTOHKa B pasMep Ha 5 (meT) Ha CTO OT
CTOMHOCTTA Ha HEKaYeCTBEHATA JIOCTABKA.

(4) B ciyuaute mo amunen 2 U 3, ako IpojaBaybT He JOCTABH JOIOBOPEHOTO,
KymyBaybT HMa IpaBO [Ja 3aKymH HEOOXOJMMHTE My JIEKapPCTBEHH MPOAYKTH OT IPYyT
JOCTaBYMK, KATO pa3IMKaTa MEXy LIEHATA 110 JOTOBOPA U ASHCTBHTEIIHO 3AIIATEHATa [IEHA ¢
3a CMETKa Ha [IpoJiaBaya.

Yien 16.(1) Tlpu oTkas Ha nponaBaua Jia JJOCTABH 3asBEHATE MY J€KapCTBEHH
IPOXYKTH HJIH HpH 3a0aBa mosede oT 48 (YeTHpHIECET U 0CeM) Jaca, KyIyBauybT MMa [IPaBo
1a 3aKyNu He0OXOJUMHUTE MY JIEKaPCTBEHH MPOJYKTH OT JPYT JOCTABYHK.

(2) B ciyuanTe mo mpexojiHaTa aEHes! pasiMKaTa MeXIy [eHaTa o JoroBopa u
ACHCTBHTEIIHO 3aIlIaTeHAaTa LIEeHa € 3a CMETKa Ha IIpo/iaBaJa.

Hnen 17.(1) Ilpu nocraBka Ha NE€KapeTBEHH MPOAYKTH, CPOKHT Ha TOMHOCT HA
KOHTO € MO-KPaThK OT CPOKa Ha Wil 5, M3IBIHUTENAT JBIDKU HAa BB3JIOXKHUTENS HEyCTOUKA B
pasMep, KaKkTo clie/iBa:

l. mpu jocraBka ¢be cpok Ha rogHoct ot 59.99 no 50 % or obmmsa cpox Ha
rogHocT — 5 % (IeT npoLeHTa) BEPXY CTOMHOCTTA Ha JOCTaBKATa;

2. IIp¥ J0CTaBKa ChC CPOK Ha romHocT oT 49.99 mo 40 % or obmua cpox Ha
rogroct — 10 % (mecer mpoueHTa) BbpXY CTOMHOCTTA HA JOCTABKATA;

3. mpH JocTaBKa ChC Cpok Ha ropHocT 0T 39.99 mo 30 % or obmmsa cpok Ha
roguocT — 30 % (TpuaeceT NpoleHTa) BPXy CTOHHOCTTA HA JOCTABKATA;

4. npu jI0cTaBKa ChC CPOK Ha rogHocT or 29.99 no 20 % or obmms cpox Ha
rogHoct — 60 % (1uecteceT MpoUCHTA) BHPXY CTOMHOCTTA HA JOCTABKATA;

5. IIpu 1ocTaBKa ChC CPOK Ha rogHocT 1o 20 % oT obIus cpok Ha rogHocT — 90
% (HeBeraeceT NPOIIEHTA) BEPXY CTOMHOCTTA Ha JOCTABKATA.

(2). locTaBKaTa Ha JIeKapCTBEH IIPOAYKT ChC CPOK HA TOAHOCT IIO-KpaThk oT 40 Y%
OT OONIHs CPOK HA FOJHOCT CE€ H3BBLPIIBA CAMO CJIE MOTHBHPAHO PEIICHHE HA PBKOBOJUTENI
Ha KylnyBada 3a KOHKDETHOTO KOJMYECTBO. be3 H3pHYHOTO NHCMEHO CLIVIACHE Ha
PBKOBOJTUTEIIA Ha KYIyBaya JIEKapCTBEHUTE IIPOAYKTH HE Ce 3arUialiaT Ha IpoaBaya.

Yien 18. KynmysaubT mma IpaBo na Hcka o0eslleTeHHE B IBIEH pasMep Ha
BpeJIuTe, KOUTO € IPETHPIIATI B pe3yITaT Ha 3a0aBeHaTa W/WIK HeKaueCTBEHATA JI0CTaBKA.

Ynen 19. Ilpu 3abaBa Ha II1amane oT cTpaHa Ha KylyBada, HOCICIHHAT IBIDKH
Ha IIpojiaBadya HeyCcTOHKa, B pa3zMep Ha 3aKOHHATa JIHXBA.

Ynen 20. Heycrolikute, o6e3ieTeHHsITa ¥ IIEHOBHTE PAa3IMKU IO wi. 16, am. 2
Morar na ObJaT yIbpiKaHH OT BCIKO IBDKMMO HA [IPOJaBaya IJallaHe.

I[TPEKPATSBAHE HA JIOI'OBOPA

Ynen 21.(1) JoroBopsT ce mpekparsisa:

1. ¢ n3THUAHE Ha CpOKa, 3a KOHTO € CKIIOUCH, OCBEH B CIydyauTe 110 4l 2, u3.
BTOPO;

2. Tpu CB3JABAHETO HA YCIOBHSA 3a JOCTABKA CJIEJ TMPOBEKIAHETO HA
LIEHTPAJIM3UPAHHU €NIEKTPOHHH THProBe;
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B Jobpuu;

3. KOraro ca HACTBIHMIHM CBIICCTBCHH [POMEHH BLE (HHAHCHPAHETO Ha
ofmiecTBeHaTa MOPBYKa — MPEIMET Ha JOr0BOPa, H3BBH NPABOMOIIHATA HA KYIIYBaya, KOUTO
TOH HE ¢ MOIBJI WM HE € OMIl JIBKCH Na NPEe[BHAM WIM 1A NPEeIOTBPATH — ¢ IHCMEHO
YBEIOMJICHHE OT KyIyBaya, BeHara clie/l HacThIIBaHe Ha 00CTOATENICTBATA,

4. Npx HACThIIBAHE HA HEBHHOBHA HEBB3MOXKHOCT 3a M3ILIHEHHE B PE3y/TaT Ha
HENIPEIBUACHO MM HENpPEeJI0TBPATHMO CLOMTHE OT M3BBHPEEH XapakTep, Bh3HMKHAJIO Clel
CKJIFYBAHETO Ha JIOrOBOPA (,,HEIPEOAOINMA CHIIA™) 3a CPOK MO-ALIABT 0T 30 JHU.

(2) KymyBa4ybT MOXKe [ia IIpekpaTH J0ropopa 6e3 mpeu3BecTre, ¢ yEeAOMICHHE,
M3IIPATeHo JI0 IIpoiaBayva;

1. mpu CHCTEMHO HEM3IBIHEHHE HA JOCTABKHUTE HA JIEKAPCTBEHH MPOIYKTH IO
KOJIMYECTBO H/MIIM Ka4decTBO OT CTpaHa Ha mpojasada. 110/l CHCTEMHO HEH3IBIHEHHE CE
pasbupa TakoBa, W3BBPIIEHO [(BA MM MOBEYe IBTH B PAMKHTE HA €IMH KaleHIAPEH Mecell,
HJIM [IOBEYE OT TPH II'bTH B PAMKHTE Ha CPOKa Ha JIOrOBOPA;

2. B ciyyal, ye npojiaBaybT H3IIONI3BA IOM3IBJIHHTEN, 663 /1a e JeKIapupal ToBa
B JIOKYMEHTHTE 33 yJacTHE, HJIU H3IOM3Ba NOAU3IIBIHHTEN, KOHTO € pasiikudeH OT TO3H, KOHTO
€ TMOCOYEH, OCBEH B CJIy4auTe, B KOHTO 3aMsHaTa, CLOTBETHO BKJIIOUBAHETO HA
HNOJU3IBIHUTEN € H3BBPIIEHO ChC CHIVIACHETO HAa KylyBadya H B CLOTBeTcTBHE che 3OI1 u
HaCTOSAIINS TOTOBOD;

(3) KynyBaysT npekpatsiBa Jorosopa B ciygaute mo wi. 118, ai. 1 ot 3011, 6e3 na
ABIDKA OOE3IeTeH)e Ha IIPOJlaBaya 3a MPeThPIEHH OT MPEKPATABAHETO HA JIOTOROPA BPEJIH,
OCBCH aKo IpeKpaTsBaHeTo ¢ Ha ocHoBanue wi. 118, am. 1, 1. 1 o1 30I1.

JPYT'H YCIIOBUA

Ynen 22.(1) Crpanute mo HOoroBopa He MOrar Ja ro M3MEHSAT, OCBEH B CIIydauTe,
npeasuaeHy B 4. 116 ot 30I1.

(2) B ciyuait, ue o Bpeme Ha JIHCTBHE Ha JIOTOBOPA, CTOMHOCTTA HA JOCTABSH
JICKapCTBEH IIPOMAYKT, OIpeAeieHa 1o pela Ha Hapenbara 3a perynupane u perucTpupase Ha
IIEHHTE Ha JEKapCTBEHUTE MPOJYKTH, YCIOBHATA, [IPABUIIATA U KPUTCPUHTE 34 BKIIOYBAHE,
IIPOMEHHI /UM U3KJIIOYBAHE Ha JICKAPCTBEHH IPOAYKTH OT MO3UTHBHMS JIEKAPCTBEH CIIMCHK
U yCIIOBHATA M pefia 3a pabora Ha KOMHCHATA IO IIeHH M PeMMOypCHpaHe MM 10 peia Ha
ApYT HOPMAaTHBEH aKT, CTAHE IIO-HKCKA OT JOTr0OBOPEHaTa, KyIyBaubT 3aIuialia JICKapCTBEHMs
IIPOAYKT II0 [O-HHUCKATa [I€Ha, OT JlaTaTa Ha BIM3aHETO B CHJIa Ha pelrenuero Ha KoMucusara
10 [EHH U PEUMOYPCHPAHE MIIM Ha IPYT PerylaToOpeH OpraH.

Ynen 23. CtpanuTe mo JXoroeopa Ine peluaBaT BL3HHKHAIUTE 110 H3ITHIHEHHETO
CIIOPOBE 10 B3aUMHO CBITIACHE, a aK0 TOBA € HEBB3MOMKHO o pexa Ha I'TIK nipex pomoso
KOMIIETEHTHHSA CBJI B Tp. JloOpuy.

Unen 24. 3a BCHYKK HEYPEIEHHU 110 HACTOSAIIMS JOTOBOP BBIIPOCH 111 Ce MPHIIAraT
pasnopendure na 3011, 33/1, T3 u gpyrurTe OTHOCHMM HOPMATHBHH AKTOBE.

Qnen 25.(1). 3a Bamumanu ajpecu 3a IpHEMaHe HA ChOOIIGHHS, CRLP3AHH C
HACTOSLIMS JIOTOBOP CE CMATAT aJPECHTe, IOCOUCHH B HAYAIOTO HA JOTOBOPA.

(2). Ilpu mpomsiHa Ha JaHHMTE IO IPEIXOAHATA AMHEs, ChOTBETHATA CTpaHa ¢
JJIBXKHA J1a YBEIOMH APYraTa B TPHJIHEBEH CPOK OT IIPOMSHATA.

llpy mommucsanmero Ha HacToAmMs J[OrOBOp Ce IIPENCTABHXA CICIHUTE
JIOKYMEHTH: '

- 32 o0crosresncTBara o wi. 54, an. 1, 1. 1 ot 3011 - CBHETENCTBO 3a CHIUMOCT;

- 33 00CTOATENCTBOTO 1o Wit 54, an. 1, T. 3 ot 3011 - ynocroBepenne 0T OpraHuTe
0 npuXoaute, ynocroseperue oT O6mmna Cronuuda u ymoctoBepenue ot OfmmHa rpan
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- 38 OOCTOATENCTBOTO 110 Wil 54, al. 1, T. 6 - YIOCTOBEpEHHE OT OpraHuTe Ha
WsnbianuTenna areqnus "I aBHa HHCTIEKIMA 0 Tpyaa';
- AeKIapanus 1mo 4i. 6, aja. 2 oT 3aKoHa 3a MEPKHTE Cpelly U3IHUpaHe Ha HapH —

110 3axbmxuTeNicH obpasen Ilpunoxenne Ne 2 o1 o0paszuurTe T0KYMEHTH Ha JIOKYMEHTAIUATA
38 y4acTHeE.

HacTosiusit J0roBop ce CLCTaBH B TPU €JHOOOPA3HM EK3EMILIAPA, CHHH 34
po/aBava U JBa 3a KyIllyBaya.
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