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YKA3AHUA

No PA~AC-24 | 22.72. 25

10 ThJKYBaHe H NPHJIAaraHe Ha YCJIOBHS U e/l 32 CK/IIOYBaHe HA HHAMBH/YaJTHH
JIOFOBOPH 32 3aIJIAIAHE HA JIEKAPCTBEHH NPOAYKTH MO 4. 262, a1 6, . 1 or 3axoHa 3a
JeKapCTBeHHUTE MPOAYKTH B XyMAHHATA MEINIUHHA, HA MEIHIMHCKH H31€JINs H HA
HeTHYHH XPaHH 32 CHeNHATHH MeJHIHHCKH e/, 3aMJIAIAHH HAN'BJIHO /I YaCTHHO
or H30K

IJTABA 1
OO0IH MOJIOKEHHUS

Ya. 1. (1) Hacrosmure VYkasaHusi ce MpuUeMar CbBMECTHO OT Hanuonannara
snpasHoocuryputenna kaca (H3OK) u Boarapekust (apMaueBTHUCH ChIO3 (b®C) Ha
OCHOBaHHWE 4Yi. 3, ai. 1 or YC/IOBUS M pel 3a CKJIKOYBaHe Ha WHAMBUIYaJHW JOTOBOpH 3a
3aniallaHe Ha JeKapcTBeHW MPOMYKTH Mo ui. 262, ai. 6, T. 1 or 3aKoHa 3a JIEKApCTBEHUTE
NMPOAYKTH B XyMaHHara MEIWLMHA, Ha MEIMUMHCKM HM3/IeMd M Ha JMETHYHM XpaHW 3a
CrIeLMaIHA MEIMLMHCKH L1e/H, 3arlalliaHy HarbiHo WM yacTHuHo oT H30K — HapuiaHny 3a
KparTko ,,Yc0BUs U pea’.

(2) Hacrosmurte YkasaHus MMaT 3a LEJ i@ OCHIYpPAT €JHAKBO M NPABUJTHO ThHIIKYBAHE U
npusiaraHe Ha pasrnopei0MTe Ha YCIIOBUsTA M peaa OT H30OK/P30K u OT BCUYKH AOrOBOPHH
naptHeopr Ha H3OK/P3OK — anTeku, KaTo Onpeaesar:

1. pena, HauMHA ¥ M3MCKBAHMSATA 3a JOKyMEHTOOOOPOT, BKIIOYMTENIHO Ype3 Chcremara 3a
curypHo enektponno spbusane (CCEB), unTerpupatnara nH(popMaloHHa cCHCTEMa Ha H30K
(MUC na H30K) 1 HaupnoHasnHara 31paBHOMH(pOpMALMOHHA CHCTEMa (H3UC);

2. obpasum W ¢opmar Ha JOKYMEHTH, CBbP3aHH CbC CKIIOYBAHETO, H3MEHCHHMETO,
M3ITBJIHEHNETO W MPEKPATABAHETO HA MHIMBU/IYaJIHUTE JIOTOBOPH Ha ThPrOBLMTE Ha npebHo ¢
JITT, MpUIOXKEeHH KbM HACTOSLIMTE YKazaHHs;




3. perJiaMeHTHpaHe Ha MpaBuiia, HaCOUYCHN KbM ThJIKYBAHE M TpuiaraHe Ha pasnopeadu or
VenoBusTa ¥ pela, Koraro ca IOCTHITUIM CUIHAJIW, Bb3paXKCHUS, )kaj0u, peleHus 1 Jp.,
BKJIFOUMTEITHO U 10 apOUTPa)KHU NIPOU3BOJICTBA OT P30K/10roBOpHH NapTHLOPH:

TJIABA 11
Pex 1 M3HCKBAHHS 32 JIOKYMeHT0000pOT

Y1, 2. (1) Hacrosiara riasa onpeiesis peia ¥ HaYMHMTE 3a NojlaBaHe, MPUEMaHE, oOMeH 1
CbXpaHABaHe Ha JOKYMEHTH (JIOKYMEHTOOOPOT) MENIy —MW3MbIHHUTENS, paiioHHaTa
3npaBHoocuryputesna kaca (P3OK) n H30K, BbB Bpb3Ka CbC CKIIIOYBAHETO, H3MEHEHHUETO,
M3ITBJIHEHUETO, KOHTPOJI 110 M3ITBJIHEHUETO U NMPEKPATSBAHETO HA MHAUBUYaJICH 10rOBOP.

(2) JIokyMEeHTOOOOPOTHT MOXKE /1a C€ OCBILECTBABA:

1. 3o mo enekTpoHeH mbT mpe3 Cucremara 3a CHUIYPHO €JIEKTPOHHO BPBHUBAHC
(CCEB);

2. npe3 undopmauronHara cuctema Ha H3OK — mpu ocurypena TexHu4ecka Bb3MOKHOCT;

3. M3LSI0 HA XapTHeH HocuTen upe3 aesoBoacTeoTo Ha PBOK/H30K.

(3) 3asBuTenaT u3bupa HaUYMHA HA JOKYMEHTOOOOPOT MPH MOaBaHe Ha MbPBOHAYATHOTO
3asiBJIEHME 3a CKJIIOuBaHE Ha jaorosop. M300pbT ce orless3Ba M3pUUHO B 3aABJICHUETO MO
O6pa3zen Ne 1.

(4) TIpu u3Gop 3a oOMEH Ha JOKYMEHTH MO €JEKTPOHEH MBT, 3asABUTE/IAT 3a1b/DKUTEIHO
TpsiGBa aa pasnonara ¢ perucrpauus B CCEB.

(5) Cnen HampaBeH#s n360p, LiAnaTa NpoLeypa Mo CKIOYBAHE, H3MBIHCHHE, M3MCHEHWC,
KOHTPOJI ¥ MpPEeKpaTsiBaHe Ha J0roBOpa, KaKTo W LETUAT JIOKyMEHTOOOOPOT MEXKY CTpaHUTE
ce OCBILECTBSIBAT €AMHCTBEHO 10 M30paHKs Ha4MH 0 MpeKparsBaHe Ha J0roBopa, OCBCH aKo
3asBUTEJIAT HE MOMCKA MPOMSIHA 110 pesia Ha ull. 6.

Y. 3. (1) Tlpu n3bpana enekTpoOHHa TMpPOLELypa, BCHUKH NOKYMEHTH, CBbP3aHH ChC
CKJIFOYBaHe, W3MEHEHWE, M3ITbJIHEHWE M KOHTpOJ Ha JO0roBopa, Ce MOAaBat, BpbYBAT H
o6meHsT u3LsIo upe3 Cucremara 3a CUIypHO €JICKTPOHHO BpbUBaHE (CCEB), ¢ uskiitoueHue
Ha 3aroBe/Ta 3a IPOBEpPKa.

(2) EfleKTpOHHHTE JIOKYMEHTH C€ TOIMUCBAT ¢ KBATM(ULMPAH €IEKTPOHEH MOAMHC (KEIT)
OT JIMLIaTa, OMPaBOMOILEHH J1a pecTaBsBar antekara npex H30K.

(3) Cuura ce, 4e JOKYMEHTHT € BPBUEH:

1. Ha FOPHIMYECKOTO JIMLE — OT MOMEHTA Ha MOCTHIBAHE B npoduna my B CCEB unu B
HNUC na H30K;

2. Ha P30OK/H30K — ot momenTa Ha usnpauade npe3 CCEB ¢ aBroMar4yeH CHCTEMEH
HOMED.

(4) Korato e u30paH €JeKTPOHEH JOKYMEHTOOOOpOT, P30K u H3OK HsaMar mpaBo na
M3KMCKBAT XapTHEHW [OKYMEHTH WM 3aBEPEHH KOMHUs Ha JOKYMEHTH, OCBEH aKo TaKoBa
M3UCKBAHE HE NPOM3THYA MPSIKO OT 3aKOH, Hapea0da UM CKIIIOYEHHS 10r0BOp.

Y. 4. (1) I1pu u3bpaHa npoLesypa Ha XapTUEeH HOCUTEJI, BCHUKH JIOKYMEHTH Cce 1oJaBar 1
BPBUBAT 110 JIEOBOJIEH P/l Ha XapTHsl, MOAMMCAHN COOCTBEHOPBUYHO OT NMPECTABISBALINA 1
yrpapisiBaluys  3asBUTENs M PBKOBOAMTENS HA anTekara, ako ¢ pasjiMyeH Ot
TPEICTaBSABALINA, MK OT YI'BJIHOMOILEHO JIMLE.

(2) Henosomuust Homep Ha P3OK/H30OK ynocroBepsiBa aarara Ha rojiaBaHe/BpbUBaHe Ha
JOKYMEHTA.

(3) Koraro e wu3bpana mnpolelypa Ha XapTHeH HOCHTEJ, CTPaHWTe HE M3MOJ3BaT
enekTponen obmen upes CCEB/MHMC na H3OK, ocBeH ako He ce Kacae 3a nyoyinyHa
uHbopMaLKs 1K 00IM ChOOLIEHHS ¢ HHPOPMATUBEH XapaKTep.

Ya. 5. (1) He ce nmomycka cMmecBaHEe Ha €JIEKTPOHEH W XapTHCH JIOKYMEHTOOOOpOT B
paMKHUTE Ha €JMH M ChlL I0TOBOP.




(2) BecMYKM JOKYMEHTH — 3asBJIEHMS, AHEKCH, YBEIOMJICHHS, BB3paXKCHHA, IMHUCMa,
MOKaHH, CTAHOBHILA, YBEJOMJEHHs ce MOJaBaT caMoO M0 W30paHWs MPH CKIIOYBAHETO Ha
JIOrOBOpa Ha4YMH.

(3) TomameHn DOKYMEHTH B pasjivueH OT HW30paHMs OT M3MbIHUTES dopmar (Harmp.
XapTHEH JOKyMEHT Npy u30paH eeKTPOHEH OOMEH) He MOopajk/iaT MpaBHH MOCICAUIH, OCBEH
aKo cTpaHara He ObJie M3PUUYHO YBEJIOMEHA U HE M3BBPILHM NIOBTOPHO NOJABAHE MO HAJICKHHA
pell, ¢ M3KJIIoUEHHE Ha JOKYMEHTHTE 110 Wl 7, T. 3 OT YKa3aHHUATa.

Ya. 6. (1) 3asButenaT MOXKe €IHOKpaTHO Ja NPOMEHH u30paHusi HaA4YMH Ha
JOKYMEHTOOGO0POT (OT €JIEKTPOHEH KbM XapTHEH MM O0paTHO) Ype3 MUCMEHO YBENOMIICHHE
1o oGpasew Ne 6, IOAAAEHO MO aKTya HO M30paHus crocod.

(2) IpomsinaTa BIM3a B CKJla OT JlaraTa Ha MOTBbPXKACHUE OT P30K.

(3) Cnen mpomsiHa Ha HadMHA HA JOKyMEHTOOOOPOT BCHYKM MOC/E/BALLM JOKYMECHTH CE
MOJaBaT 1o HOBHS Pel.

Y. 7. JIokyMeHTOOOOPOT MPU M3BBPILBAHE HA KOHTPOJ MO M3MBJIHEHUE HA CKIIFOUCHHUA C
H3O0K uHauBuayasieH JOroBop:

1. BCHYKM JOKYMEHTH, CBBP3aHM C OCBHILIECTBSIBAHE HA KOHTPOJ MO M3MBJIHCHME Ha
JIOTOBOpa MO pela Ha IVaBa IIecTa OT [JOroBopa: 3aroBel 3a MPOBEPKA, KOHCTATHBECH
MPOTOKOJI, MPOTOKOJ 3@ HEOCHOBATENIHO MOYYeHH! CYyMH, MUCMEHA MOKaHa 3a HEOCHOBATEIIHO
MOJTyYEHH CyMHM M 3allOBE] 3a HajlaraHe Ha CaHKLMs, Ce CYMTAT 33 HAAJIOKHO BPBUCHU HA
M3ITBJIHATENS MM Ha YITBJIHOMOILEHO OT HErO JIMLE W KOraTo ¢a Iojly4eHH OT PhKOBOAMTE]A
Ha anTekara WM JuMle, paboTello B anTeKkara, Ha OCHOBaHWE [AEHCTBall JOroBOp ¢
M3ITBJIHUTE]IA.

2. BcuukM JOKYMEHTH, CBbP3aHM C OCBHILECTBABAHE Ha KOHTPOJ MO HM3MBJIHCHHC Ha
JIOTOBOpa MO pelia Ha [aBa LiecTa OT J0roBopa, C€ CYMTAT 3a HAUIEKHO BPBUCHM Ha
M3ITBJIHATENS MITH Ha YITBJIHOMOILEHO OT HEro JIMLE W KOraTo ca Iojy4eHH OT PhKOBOAMTEIA
Ha anTekara WM JMie, paboTelmlo B anTekara, Ha OCHOBAaHWE [EHCTBall JOroBOp C
M3ITBJIHATENS, KakTo M Koraro ca BpbueHM upe3 CCEB, ¢ uskiioueHHe Ha 3aloBeATa 3a
TMpoOBEpKa.

3. Jlo mpuKioYBaHe Ha TMPOBEpKaTa, JOKYMEHTHTE M3rOTBEHH Ha MACTO B anTeKara
MOTaT Jla Ceé CbCTaBAT M 3aBepsBaT Ha XapTHEH HOCHMTEN, HE3aBUCHMO OT TOBAa KakbB ©
¥30paHus Ha4uH 3a JOKyMEHTOOOOPOT.

IJIABA 111
06[)33[1!’1 " (I)OpMaTl'l Ha JOKYMEHTH, CBbP3aHH CbC CKJIIOYBAHETO, H3MEHECHHETO,
H3IMbJHEHHETO H NPEKPATABAHETO HA HHIUBHIYAJHUTE JOrOBOPH HA THProBUHUTE HA
IlpCﬁHO C JIEKaAapPCTBCHH MPOAYKTH

Y. 8. (1) Hacrosmara riasa ompenens 3aIb/DKUTENHUTE 0Opasuu H dbopmary Ha
JIOKyMEHTH, W3IIOJI3BaHH MPU TIpUIIaraHe Ha YCIIOBUSATA M PEJl, KaTO ChLUMTE MPEACTaBIIABAT
HepasJe/iHa 4acT OT YKasaHHusTa.

(2) Bewuky npuiioxkeHu KbM YkasaHHETo 00pasiy ca 3a/Ib/DKUTE/HHA 33 BCHUKH PaHOHHH
sapaBHoocuryputetn kack (P30K) u H30K.

(3) He ce qomycKa M3MCKBaHe Ha JOMbIHATEIHH JOKYMEHTH, PEKBU3UTH HIIH GOPMYIIADH,
KOMTO HE Ca BKJIIOUEHH B HACTOSILMTE YKa3zaHHsl, OCBEH aKO MU3UCKBAHETO MPOU3THYA MPAKO OT
HOPMaTHUBEH aKT.

(4) JlokyMeHTHTE ce MojaBaT Mo HauMHa Ha JI0KYyMEHTOOOOpOT, u30paH OT MU3MBJIHUTESA
MpH MOJaBaHe Ha MbPBOHAYAIHOTO 3asIBJICHHUE.

(5) O6pa3uuTe Ce U3rOTBST B CIAEAHUTE HopMaTH:

- penaktupall ce Gopmar (.docx) — 3a MoMbJIBaHE OT U3MBJIHUTE/IS WK P30K;

- HemamensieM popwmar (.pdf) — myGmkysan or H30K 3a uenmre Ha YenoBusaTa U pefa.




(6) Tpu ocUrypeHa TeXHHYECKa Bb3MOKHOCT, OOpasLMTe Ha IOKYMCHTHUTE LIE MOTaT /ia ¢e
MO/aBaT IO €JIEKTPOHEH BT YPE3 EIEKTPOHHA yCITyra, MPEA0CTaBeHa OT H30K.

(7) Beuuku 06pasuy Ha NOKYyMEHTH ce MyOIMKyBaT Ha ojuumantus cait Ha H30K B
paszien ,,JlekapcTsa 1 anteku, noapyopuka ., bprobuu Ha npe6Ho ¢ nexapetsa (TID)™.

Y. 9. (1) OGpasiy Ha JOKYMEHTH CBbP3aHH CbC CKJIHOYBAHE HA HOB 10rOBOD:

1. 3asBlIeHME 3a CKIIOUBAHE HA MHAMBHUIyaseH noroop — (O0paseun Ne 1);

2. Jlexnapauus 3a JaHHH Ha TlepcoHasa, padoTell B anTeka — (O6pazen Ne 2);

3. Jlekjapaums 3a CBbp3aHH JIMLA MO cMHCHiIa Ha § 1 oT ThproBekus 3aKOH C ApYrH
THProBUM Ha ApeOHO C JIEKapCTBEHH MPOMYKTH, THPrOBUM Ha €1p0 H ne4eOHU 3aBEJCHHUS
(O6pazen Ne 3);

4. Jlexnapauums 3a paboTHOTO Bpeme Ha anTekara — (OGpasen Ne 4);

5. Jleknapanus 3a GuHaHCOBH JOKYMeHTH - (OOpasent Ne 5);

(2) O6pa3siy Ha JOKYMEHTH, CBbp3aHH C M3MEHEHHE Ha I0roBopa (aHexcn):

1. YBeomiieHHe 3a HAcThHIIMIA MPOMsHA B 0OCTOSTE/ICTBATa MO CKIIOYBaHE Ha J0roBopa
(agpec; ympaBuTeNn; OaHKOBA CMETKA; PBKOBOAUTE] MarucTbp-papmanesT; METOX Ha
JIOKyMEHTOOBOPOT; TEXHHYECKH CPENCTBA; APYTM O0OCTOATENCTBA 11O VYenosust U pen -
(yBenomienue no O6pazen Ne 6), koeTo ce 10J1aga, B CIyHauTe Ha:

1.1. HACTBNMJIM TNPOMEHH B OOCTOATENCTBATA, BOACLIM JIO CKIIOYBAHE Ha aHEKC KbM

JIOTOBOpA;

1.2. HACTBIMIM POMEHH B OOCTOATENCTBATA, KOUTO HE BOJAT JI0 CK/IIOYBAHE Ha aHEKC KbM

JIOrOBOpA, @ UMaT CaMo YBEJIOMUTEIICH XapaKTep.

(3) OGpa3suuTe Ha JOKYMEHTH, CBbP3aHHU C OCBLIECTBABAHE Ha KOHTPOJI MO M3MTBJIHEHKE Ha
JIOrOBOpa, ca Moco4eHu B MHCTPyKUMs, KOATO C€ W3/1aBa OT yNpaBUTE/d Ha H30K no pena
yj1. 72, ain. 9 ot 330.

(4) CnipaBka 10 apOMTpakHaTa KOMHMCHs, ACSHCTBallla HA TEPUTOPUATA Ha CHOTBETHATA
P30K - (O6pa3zen Ne 7).

IJIABA IV
ThiKyBaHe U IPHJIATaHe HA YCJOBHATA H Pea OT THProBUHTE HA IPeOHO ¢
aexaperBenu npoaykTn H or H3OK/P3OK

Y. 10. (1) Benuku pasropeady Ha Ye/IoBHATa U pejia e ThIIKYBaT U pUJIarar ¢1HaKBo OT
Bcuuky aapecar: H30K, P3OK u moroBopHHMTE NMapTHROPU — TbPrOBLUHM Ha npebHOo ¢
JIeKapCTBEHU MPOIYKTH (ANTEKHM).

(2) He ce momycka BbBeXKAAHETO HA Pa3IMYHN U3MCKBAHMA UM JOMBJIHUTEIHA JOKyMEHTH
OT CTPaHUTE, KOMTO Ca B IPOTUBOPEUUE C YCIIOBUATA U PE/Ia M HACTOALIMTE VYkazaHus.

(3) CtpanuTe Mo HacTOAIMTE YKazaHHsi He MOraT a NpeArnpruemMar JEUCTBHUS, 12 U3UCKBAT
JIOKYMEHTH MJTH CPOKOBE, KOUTO HE Ca M3PHYHO MOCOUEHH B YCIIOBUATA U pe/a.

PA3JIEJ I
IIpaBa  32IbJUKEHHs] HA CTPAHHTE MO M3M0JI3BAHE HA THProBCKaTa MapKa
»Joro na H30OK*

Y1, 11. OTHOCHO M3MON3BAHETO HA THProBcka Mapka, u3oGpaxenne Ha joroto Ha H30K,
OT THPrOBLMTE Ha APEGHO C JIEKapCTBEHHU MPOMYKTH (aITeKH), ClIe/iBa J1a Ce Ccra3par C/IeIHUTE
npaBuia:

1. B CHOTBETCTBHE C PErMCTpUpaHoTo M3o0paxenue Ha joroto Ha H3OK karo mapka,
BBB BCHUKM 00pasiiv, WHOOPMALMOHHM M PEKJIaMHU MaTepuaiu, Cle/iBa a ce M3MoJ3Ba
[[BETOBOTO ChUYETaHWE HA perucTprpaHara Mapka.




2. TexHHYECKHTE TapaMETpU Ha ThproBckaTa mapka ,Jloro Ha H30K*“ moxe ga Obae
HAMEPEHO Ha MHTEPHET CTpaHulara Ha [TaTeHTHO BEJIOMCTBO Ha CICAHUA JIMHK:
https://portal.bpo.bg/bpo-registers/marks/view/BG_N_2025_178026
PA3JEJI 11
YcJ10BHS, el H CPOKOBE 33 CKJIIOYBAHE HA J0r0BOP HJIH JON'bJIHHTETHO CIOPAsyMEHHE
(aHeKc) KbM HHIHMBHIYAJTHHS 10r0BOP

Y. 12. (1) OTHOCHO MOJABAHETO HA TOKYMEHTH 3a CKJIIOYBAHE Ha JIOTOBOP MJIM aHEKC KbM
norosopa, P3OK mpoBepsiBa CJI€JHUTE JaHHHM, MOCOYCHU B o0pa3uyTe KbM HACTOSIIMTE
Vkazanus:

1. ZaHHM 32 aKTyajlHa ThPrOBCKA PErMCTpauys, MONAACHH OT 3asdBUTE, 3a ApYKECTBATa
perucTpupaHu Ha TeputopusTa Ha P. bwirapus, ce mposepsBar OT CTpaHa Ha P30K upe3
M3BBPIIBAHE HA CIIpaBKa B ,,'bPrOBCKM PETHCTBP M PETHCTBD Ha IOPHUAMHECKHTE JHMLa C
HECTOMaHCKa Le/* NPe3 HHTEPHET MopTaia Ha AreHLMS MO BIMCBAHUATA,

2. JaHHW 3a aKTyaJHa PETMCTPALMs 10 HALMOHATHOTO 3AKOHONATENICTBO, M3JaJCH OT
KOMIIETEHTEH OpraH Ha ChOTBETHATa JIpyra Abp)kaBa Ha KaHJMJara — Camo 3a ApyxKeCTsara,
PEruCTpUpaHy B Jpyra AbpiKaBa — 4ieHka Ha EBpOMEHCKHUs Chio3, WM B JbpiKaBa — CTpaHa
no CriopasyMeHHeTo 3a EBpOneicKoTo HKOHOMHYECKO MPOCTPAHCTBO;

3. J1aHHM 3a aKTyaJHO pa3pelleHHe 3a ThProBMA Ha JPEGHO C JICKapCTBEHH MPOAYKTH,
NojajieH! OT 3asBUTENs, ce Tposepsiar oT crpana Ha P3OK upes ,Ily6nuyeH perucTsp Ha
PaspelueHnara 3a ThPropus Ha JpeGHO C JIGKApCTBEHW MPOIYKTH (PerrcTbp ANTEKH)™ Ha
anpec https://opendata.his.bg/pharmacies/;

4. nannu 3a nepcoHama, paboremy B anrtekara (OGpasen Ne 2), Kakto H
MPOIBIKUTENHOCTTa Ha paboTHoTO Bpeme (OGpaser Ne 4) TpsiGBa 1@ CHOTBETCTBAT Ha
uHdOpMalKATA OT YIOCTOBepeHHATa 3a wieHcTBO B BOC M 3a npemuHaTH dbopmu 3a
MPOB/IKABAILO MEIMLUHCKO 00y4eHHe Ha PBKOBOJMTEINS Ha anTekara U Ha paboTelure B
Hesl MarkucThp-(papMaleBTH, U3aJIcHH OT CbOTBETHATA PETMOHAIHA KOJICTHs Ha bdC;

5. JaHHY 3a CKJIIOYEH JOrOBOP 3a YMPABJIEHWE HA PHKOBOJUTEIS Ha anTeKara Wik TpyaoB
JIOTOBOP, B CJTydauTe KOraTo ChIMAT paGOTH 10 TPYAOBO MPaBOOTHOLICHHE;

6. NAHHWTE B CHOTBETCTBHME C Oposi M pabOTHOTO BpeME Ha MAarucTbp-(apMaLEBTHTE,
nocouenn B OGpazerr Ne 2, KouTo TpsiGBa ga oGesneyasar 00ABEHOTO PaOOTHOTO Bpeme Ha
antekara B O6pazen Ne 4.

B ciyuauTe, KOrato MarucTbp-(papMaleBT € YNpaBMTeNl Ha/MpeiCTaBlABall JpYXKECTBa,
TIPUTEKABAILM Pa3pelleHHe 33 ThProBus Ha APEOHO C JIEKApCTBEHU NMPOLYKTH, HO 6e3 na e
PBKOBOJIMTEJT Ha anTeka, Ce MPE/CTaBs 0rOBOp 3a YNPaBJIeHHE C MOCOUCHH paboTHM YacoBe
3a BCsAKa MecTOpaGoTa B alTeKH, KOUTO Ca YacT OT CTPYKTypara Ha jpyxkecteara. Cymara Ha
BCHUKM pabOTHM 4acoBe BbB BCHUKHM MOCOYEHH alTEKM MO BCHYKM JOTOBOPH 3a YNPABICHUC
Ha BCEKM YMpaBHUTE Ha JPYXKeCTBO/a He MOXKe /1a Ha/iBHIIaBa 24 yaca 3a JIHOHOLUKE.

7. JaHHWTE, MOCOYEHH OT M3mbiHuTens B OOpasen Ne 6, ¢ KOMTO ce yAOCTOBEpsBaT
HACTBITMJIM TNIPOMEHH B OOCTOATENCTBATA IO CKJIIOYEHHs JOTOBOP, KAakTO M JIaHHMTE,
ChIbPIKALIH CE B IPUIIOKEHHTE KbM HEro IOKYMEHTH.

Y1, 13. OTHOCHO HAYMHWTE M CPOKOBETE 3a CKirouBaHe Ha jorosop (anekc) ¢ H3OK,
clieBa Ja ce rnpuiiara cJeIHoTo:

1. 10 M3THYAHE CpOKa Ha JeHCTBHE Ha JeicTBalMTe YCIOBUS M PEl, alTeKUTe MOrar Ja
CKJIIOUBAT MMpe3 LSJI0TO BpEME Ha roguHara HOB JIOTOBOP C H30K/P30K win aHekc KbM
CKJTFOYEHHU S TAKbB.

2. IHAMBU/yaHUTE T0TOBOPH M0 uil. 45, ajn. 17 ot 330, ONMbIHUTEIHUTE CIIOpasyMeHHS
KBM TAX M JOKYMEHTHTE, CBbP3aHH ChC CKJIFOYBAHETO, M3MEHEHHUETO U MPEKPATABAHCTO MM,
ce ChCTABSAT KAaTO €JEKTPOHHH JOKYMEHTH. JIOrOBOPBT M aHEKCHT CE reHEpHpa eJIEKTPOHHO OT
WUHC na H30K.




2.1. Tlpu M3paseHo KelaHue OT CTpaHa Ha W3IBIHMTEINA, JOTOBOPBT, NOMBIHWTECIHATE
CrOpasyMeHHsl KbM TAX M JOKYMEHTHTE, CBBP3aHM CbC CKJIIOYBAHETO, M3MEHCHHETO H
NpeKpaTsBaHeTO UM Ja ObJar B eJIeKTPOHEH dopmar, Te ce chcTaaT B pdf M moanmcear ¢
KEIT ot aBete cTpaHu.

2.2. Tlpu M3paseHo kelaHue OT CTpaHa Ha W3IBJIHMTENS, JOTOBOPBT, NOMBIHHTENHATE
CropasyMeHus KbM TSX M JOKYMEHTHTE, CBBP3aHM ChC CKIIOYBAHETO, M3MEHCHHCTO U
TpeKpaTsBaHeTo MM Ja ObJaT Ha XapTHeH HOCHTEN, Te Ce pasnedarsar u ce MOJIMUCBa
COOCTBEHOPBYHO OT JIBETE CTPAHH.

3. 3a CKJIIOUBAHE Ha JOMBJIHUTENHO CropasyMeHHe (aHeKc) KbM J0roBopa, 3asgBUTEINAT/
W3ITBIHUTENIST oaaBa 3assierue mo Obpasen Ne 1 unu yBenomienue mo obpasert Ne 6 1o
nupektopa Ha P30K, ¢ npuiiokeH!n HEOOXOMMMHUTE IOKYMEHTH;

4. BCHUKH OCHOBAHMS 32 CKJTFOUBAHE Ha aHEKC KbM JIOrOBOpA, Ca M3YEpraTe/IHO H30POCHH B
Venoeusita 1 pena u JloroBopa, kKaro B yBenomienuero no O6pasen Ne 6 MoXe J1a ce mocouar
MoBeYE OT €JHO OCHOBaHME 3 aHEKC.

5. MpM CKJIIOYBAHE HA aHEKC KbM JIOroBOpa, WM3MBJHMTENAT CjejBa Ja MPUJIOKH KbM
yBeoMienueTo no O6paser; Ne 6 1 3aBepeHH OT HEro KOMKs Ha IOKYMEHTH, yI0CTOBCPSABAILH
MIPOMEHEHHUTE OOCTOATEIICTBA.

6. Ilpu NpoMeHH B MEpCOHasa He Ce CKIII0YBA JOMBIHUTEHO COpasyMEHHUE. B P30OK ce
nozapa ysenomsieHue (o6pasen Ne 6), KaTto KM HEro ce mnpuiarar Ackjaapalus 1o O6pa3zer
Ne 2.

7. Tlpu npomeHu B pabOTHOTO BpeMe Ha anTekaTa 3a CpOKa Ha LSJIOTO JEeWCTBUE Ha
noroeopa, B P3OK ce mnogasa ysenomienue (odpasen Ne 6), kaTo KbM HEro ce mnpuarar
nexnapauus mo O6paszen Ne 4

8. Ilpy BpeMEHHM MPOMEHH B PabOTHOTO BpEMe Ha anTeKara, 3a OMpele/cH NEpHOA B
cpoka Ha jeiictue Ha gorosopa, B P3OK ce noznasa ysenomieHne (obpaszen Ne 6), kato ce
noco4Ba paGOTHOTO BpeEME W MEPHONa, 32 KOWTO TO ce mpomeHs. B Tosu ciy4ail He ce
npunara OGpazen Ne 4.

PA3EJI III
Vc/I0BHS M pejl 32 OTIYCKaHe HA JIeKAPCTBEHH MPOAYKTH 110 1. 262, a1. 6, 1.1 0T
3JIMIXM, MeqHIIHHCKH M3/1eJIUsl H JHeTHYHH XPaHH 32 CTeNHa/IHH METHINHCKH Ie/IH B
m3nbaHenne Ha gorosop ¢ H3OK/P30K

Y. 14. (1) OtHocHO pena 3a pabora che cuctemara Ha BOBJI u H3UC, cBbp3aH ¢
rmpoleca Mo OTINHCBAHE/PEaKTHBUPAHE M OTIYCKAHE Ha OMAKOBKHM JICKapCTBEHHM TPOLYKTH,
samutamand ot H30K, M3MbJIHHTEAT 3aIb/UKATENHO OTINCBA B cMCTeMara Ha bbiarapckara
opraHu3alys 3a BepuduKalKs Ha JeKapcTBaTa (BOBJI) Bcsika omakoBKa, mpeau T jaa Obiae
OTITyCHATa MO U3/1aJIEHO EJIEKTPOHHO MPENHCaHue.

(2) U3MbIHUTENAT W3BBPIUBA OTIYCKAHE MO ENEKTPOHHO MpPEANHCAHNEe Ha JICKapCTBEHHU
npoxykTH, 3amamanu ot H30K, camo Ha OTMHMCaHW OMAKOBKHM JICKapCTBCHH MPOIAYKTH B
cucremara Ha BOBJL.

(3) 3a Besko oTmyckaHe M3mbIHUTENAT M10/1aBa KbM H3UC undopmarus 3a 2D Datamatrix
e/leMEHTH Ha Besika oTiycHata onakoska (PC,SN,Batch ID, Exp. Date), Operation code (Kox
Ha yCIelIHa onepauus, chriiacHo cnenndukauns Ha BOBJI), verificationTimestamp ([lata, u
Yac, MHHYTa, CEKyHJa Ha YCIEIIHOTO OTIMyCKaHe Ha ChOTBETHATA OMNAKOBKA, MOJYHCHH OT
cucTeMara 3a BepuduKalys Ha JeKapcTBaTa).

(4) Tonanenara ot Manbnuutens kem H3NC uHopMaLus 1o aa. 3 cleBa HalbJIHO Ja
CHOTBETCTBA Ha Tasu B chcremata Ha BOBJI. Bpemero 3a Bepudukauus 10 CEKyHJa,
noaaneHo keM H3UC, TpsabBa aa chbBhaza ¢ BpEMETO Ha M3MBJIHCHUE Ha BepuduKauuaTa B
cucTemara 3a Bepudukauus. [Toganenure kbm H3WC nanum 3a ,,0ata, 4ac, MMHYTa, CCKyHIa







