AOIroBOP
3A JOCTABKA HA JIEKAPCTBEHW MNMPOAYKTU ™K. 03

[Hec, Ioor 2021 1., B rp. Cothuns, mexay:

YMBAN"Uapuya MoaHHa-UCYN"EA/, cbc cejamvile U afpec Ha YhpasneHue B [p.
Cothms, painoH "O6opuile"”, yn. "bano mope" Ne 8, Ten. 9432215, dakc 9432180, EMK 831605806,
npeacrasnssaHo oT Jllobomup MeHeB.- V3MbHUTENEH AMPEKTOP, HapuyaHo Mo-Aosy 3a KpaTKocT
»JJEYEBHO 3ABEAEHWE - BB3J/TOXXWTEJT” OT egHa cTpaHa

7

“MELEKC” OO/, cbc cefanvile 1 agpec Ha ynpasneHue obnact Cousa-1252, c. CeeToBpayeHe;
yn. "Yaspap Bovisoga" Ne 48, Ten: 02 4051924, dakc 02 4051899, EMK 131268894 npeacTaBnsiBaHO
oT Emun [laHeB - ynpaBuTen, HapuyaHo no-gony 3a KpatkocT ,,MI3MNbJ/IHWUTEJ” oT Agpyra ctpaHa,

Ha ocHoBaHMe un. 112 ot 3akoHa 3a o6buwectseHUTe nopwvyku (30r1), BLB Bpb3Ka C MPOBEAEH
BbTPELLEH KOHKYpPeHTeH M36op no PamkoBo crnopasymeHue Ne P[-11-158 ce CKAOUM HaCTOSLLMS
[l0roBOp 3a C/eHOTO:

I. MIPEAMET N CPOK HA AOITOBOPA
Yn. 1 (1) NEYEBHO 3ABELEHWE - BDB3/TOXXWTEN Bbv3nara, a N3MNBbJIHUTENAT ce
3ab/KaBa ja U3BbPLUM [J0CTaBKa Ha CNEAHNTE NEKAPCTBEHN NPOAYKTMU:

HauunH Ha Heob6xo4uM
ATC INN 3abenexka Msapka Crartyc .
npunoxeHue 6poit MApKM
JO1DCO02 Cefuroxime nepopanHa TBbpfja 500 mg mg BanunpeH 500000
Jo1DDO04 Ceftriaxone napeHtepanHa g BannpeH 380000
S
Imipenem, mg
JO1DH51 B . napeHtepanHa . BanunpeH 3000000
Ciiastatin Ti Imipenem
JO1IMA12 Levofloxacin napeHtepanHa mg BanunpeH 5000000
JO1XA02 Teicoplanin napeHrtepanHa mg BanungeH 240000
JO2ACO03 Voriconazole napeHtepanHa mg BanupeH 80000

(2) OoroBopbT BAM3a B Cuna OT AaTaTa Ha MOAMMCBAHETO My OT ABETe CTPaHM U e CbC CPOK [0
31.12.2021 .
(3) 3anpogykt c ATC JO1XA02 forosopsT BnM3a B cuna ot 01.10.2021 .

II. LEHW 1 OBLLA CTOMHOCT HA IOCTABKUTE MO AOrOBOPA
Un. 2. (1) LeHata Ha cTOKMTe Mo 4n.l e CbrnacHo UeHOBO npensioxkeHne Ha N3MBbHUTENA,
Hepasje/iHa YacT OT 40orosopa.
(2) LleHaTta BKNtOYBa CTOMHOCTTA Ha CTOKaTa, OMaKoBKa, 3acTpaxoBka 1 TpaHcnopT 4o IEYEEHOTO
3ABEAEHWE - BDB3J/TOXXWTEJT npu MUHUMANEH CPOK Ha TOAHOCT He no-kpatbk oT 40 % ot
005BEHNA OT NPON3BOAMTENS 3a IEKAPCTBEHUTE NPOAYKTU UM He Mo-KpaTbK 0T 20 % OT 06sBeHUs OT
npou3BoauTeNs 3a 61uonNpoayKTUTE UMM 6Monofo6HMTE NPOAYKTN. MUHUMATHUAT CPOK Ha FOAHOCT ce
onpesens KoM AaTara Ha BCAKa [JOCTaBKa Ha /IeKapCTBEH NPOAYKT.
(3) Obuwata CTOMHOCT Ha AOCTaBKMTE MO Aorosopa e Ao 475 195,28 nesa 6e3 BkaoueH A4C n o
570 234,34 neBa c BkntoyeH 44C.
(4) LeHata no forosopa e (mKcmpaHa, He NOAeXM Ha NPOMsHa 3a CpoKa Ha [eiiCTBMe Ha [0roBopa,
OCBeH B cilyyauTe Ha 116 ot 30r1.
(5) B cnyuait, Ye npe3 BPeMETO Ha [eiCTBME Ha CbOTBETHMSA [OrOBOP CTOMHOCTTA, KOATO Cejga Aa ce
3annawa ¢ nyennyHN CpeacTBa Ha IeKapCTBEHU MPOAYKTU OT MO3NTUBHUA NIEKAPCTBEH CMUCHK CTaHe
Nno-HMUCKa OT [OroBopeHarta, /le4ebHOTO 3aBefleHMe -  Bb3NOXKUTEN 0Ge3yCNOBHO  3annauia
NeKapCTBEHUTE NPOAYKTU Ha NO-HUCKaTa CTOMHOCT, CYMTaHO OT:



- [JaTaTta Ha B/M3aHe B CWla Ha pelieHVeTo Ha HaumoHanHMSA CbBET MO LEHU W
pemmbypcupaHe Ha nekapcteeHuTe npoayktu ( HCLP/IM);

- paTaTa Ha akTyanusauusaTta Ha [o3MTUBHUA NeKapCTBEH CNUCHK MO peaa Ha un. 57, an. 1ot
Hapen6ata 3a ycnoBusta, MpaBuniata WM pefa 3a PerynMpaHe U perucTpupaHe Ha LEHUTe Ha
nekapcTBeHuTe npoayktn (HYTIPPPLJIM) 3a nekapCTBeHWTE MPOAYKTU C HamaneHa CTOMHOCT 3a
OrakoBKa, 134mcneHa Ha 6a3a peepeHTHa CTOMHOCT.

B cnyyaute no npeaxoAHOTO M3peyeHWe, CTOMHOCTTa Ce OnpeAens KbM MOMEHTa Ha
[oCcTaBKkaTa (no4nuceaHe Ha Npuemo-rnpesasartesieH NpPoToKoN).

. YCnoemda N HAYNH HA NAAWAHE

Un. 3 (1) MnawaHeTo No HaCTOALMA LOrOBOP Ce OCbLUECTBABA 4pe3 GaHKOB MPEBOL OT CTpaHa Ha
NNEYEBHO 3ABEAEHWE - BBb3/TOXXWTEJ no nocoyeHata B un. 15, an. 3 6aHKOBa CMeTKa Ha
N3MNBAHUTENA.
(2) 3annawiaHeTo Ha CTOKWUTE MO JOrOBOPa Ce M3BbpPLLBA OT/IOXKEHO B CPOK 0 60 /wectaecetns/ feH,
cnep npefcTaBsHe Ha CefHUTe JOKYMEHTU:

1 [ocTaBHa (hakTypa, CbCTaBeHa CbriacHo usmckeaHuaTa Ha 344C v NN3A4A4C;

2. TpviemaTenHo-npeaasartesiH NPOTOKONN;
(3) B cnyyaid, 4e nocoyeHUTe B Y. 3, an. 2 JOKYMEHTU Ca HepefoBHM WM He ca KOMM/EKTOBaHMU,
cblmTe ce Bpbuwat Ha N3MBJ/THNTEJTA ¢ npuematenHo - npefasartesieH MPOTOKO/ 3a M3npaBsHe
Ha HepefHocTMTe. CPOKbBLT MO Y.3, an. 2. 3anoysa Aa Teye OT AaTara Ha NPeACcTaBAHETO Ha nocnefHus
N3NCKYEM Ce LOKYMEHT.
(4) Mpu hakTyprpaHe Ha 3aiBEHUTE KOMMYECTBA /IEKAPCTBEHN MPOAYKTW, MO BCAKA OTAe/Ha 3a9BKa,
LleHaTa Ha OMakoBKa He cfefsa Aa HafBuvllaea onpefeneHarta B MO3UTUBHUA NeKAPCTBEH CMMCHK-
MpunoxeHne Ne 2, pehepeHTHa CTOMHOCT Ha OMakoBKa 3a CbOTBETHUA JIEKAPCTBEH MNPOLYKT. B
C/lydall Ha M34MCnsBaHe Ha CTOMHOCT MO-BMCOKA OT pediepeHTHaTa CTOMHOCT Ha OrnakoBKa 3a
CbOTBETHUS NIEKAPCTBEH MPOAYKT, CTOMHOCTTa Ce HaMa/ifBa M 3arnalla [0 CTOMHOCTTa Ha OnakoBKa
onpefeneHa B No3UTUBHNA NEKAPCTBEH CNINCHK- MNpunoxxeHne Ne 2.

IV. CPOK HA JOCTABAHE
Yn. 4 (1) NEUEBHOTO 3ABEAEHWVE - BBb3/TOXXUNTEJ 3asB4Ba HEO6X0AUMUTE MY KOIMYeCTBa
c nucmeHa 3asBka Ao W3MBb/IHUTEJIA. 3adaBkata ce BpbyBa /IMYHO Cpelly noanmuc Ha
N3MBJTHATE/TA uaM ynbHOMOLLEHO OT HEro fvue uam ce msnpatla ¢ npenopbyaHo MUCMO C
obpaTHa pa3nucka, no akc Uam no eNeKTPOHeH MbT.
(2) Bcska oTgenHa poctaBka, crefpa fa 6bAe JocTaBeHa B CPOK A0 7 KaleHAapHW [LHWU cnep,
nonyyasaHe Ha 3aaskata oT JIEUEBEHOTO 3ABEAEHWVE - Bb3/TOXKWTEJ] 1 3a Konuyecteata u
OnakoBkuTe (CbOOPa3HO KOHKPETHWUTE JIEKAPCTBEHU MPOAYKTW, MOCOYEHU B  TEXHUYECKOTO
NPeLioKeHe Ha W3NbAHWUTENs), TOYHO OMpefefieHV B 3asBKata. B cnydail, ye ce npasu Mbpsa
[0CTaBKa OT AjafieHa napTuaa Ha ekapcTBeH NPOAyKT, ce npefcTtaBs CepTuMKaT 3a 0CBOO0XKAaBaHe
Ha nmapTugaTa, u3gadeH OT KBaimgumumpaHo nvue no 3/1NMXM Ha eneKTPoHeH HOCUTeNn Wau o
eNIeKTPOHEH NMbT Ha eNeKTPOHHATA MOLLa, MOCOYeHa KaTo ajpec 3a KOpecrnoHAeHLUMs, NPUAPYXeH e
npeBog, Ha O6bArapckun e3vk oT (upma, CKIrYMNa 4Orosop ¢ MMHUCTEPCTBO Ha BbHLUHMTE paboTu 3a
M3BbpLUBaHE Ha oumumaiHK NpeBoan. 36poeHNTe JOKYMEHTM Ce NPeACcTaBAT B CbOTBETHOTO 3BEHO,
onpefeneHo OT Ne4yebHOTO 3aBefeHWe - Bb3NOXMTeN. lMpu credBawin LOCTaBKM Ha NleKapCTBEHU
MPOAYKTK OT CbLyaTa NapTuaa, CepTUMPUKaTLT He ce NpeacTaBs.
(3 B cnyuyair Ha Heob6xoAMMOCT OT crnewHa poctaBka, JIEUEBHOTO 3ABEAEHUE -
BB3NTOXWTEJT nocoyBa M3pUYHO B 3asiBKaTa, 4e € HeobXxoamMmo fAa Obfe M3BbPLUEHa CheLlHa
poctaBka. B To3w cnydair, focTaBkaTa credpa ga 6bae M3BbplUeHa [0 6 Yaca OT noslyvyaBaHe Ha
3adBKaTa M 3a KO/iMyecTBata WM OMakoBKMTE (CbOOGPA3HO KOHKPETHWUTE JIEKAPCTBEHM MPOAYKTH,
MOCOYEHWN B TEXHUYECKOTO MPefoXeHne Ha U3NbAHUTENA), TOYHO ONpeAeneHun B 3aaBKaTa.
(4) N3MBNHWNTENAT ce 3a4b/mkaBa, B CPOK A0 1 paboTeH feH, B cyvanTe no an. 2 1 B Cpok o 1
yac, B clydyaute Ha an. 3, cfief MoslyvyaBaHeTO Ha BCAKA 3asfBKa [a YBEeAOMMW MUCMEHO Wan Mo (hakc
NEYEBHOTO 3ABEAEHWE - BBb3/TOXXWNTE/ B cnyyain ye He MOXKe Aja M3BbPLUN [OCTaBKa U
B C/lyyail, Ye He MOXe [a Crasn CPOKbT 3a M3BbPLUBAHE Ha [JOCTaBKara, NpeAaMeT Ha KOHKpeTHarta
3asBKa.



(5) Kbm paTtaTa Ha BCAKa [0CTaBKa, OCTaTbYHMAT CPOK HAa FOAHOCT Ha JIEKAPCTBEHUTE MPOAYKTY,
cneapa fja 6bae He No-Manbk oT 40 % /yeTupueceT Ha cTo/ OT 06SBEHUS OT NPOM3BOAUTENS.

(6) Kbm pgaTata Ha BCsKa JOCTaBKa OCTATbUYHMAT CPOK Ha FOAHOCT Ha GMOMpPOAYKT UM 61onofo6eH
NPOAYKT, cneaga Aa 6bvae He no-manbk oT 20 % /gBajeceT Ha CTO/ OT 06ABEHUS OT NPOU3BOAUTENS.
(7) 3a konunuecTtBa [AOCTaBeHM W3BBLH 3adBkarta no un. 4, anl, TEYEBHOTO 3ABEAEHWE -
BBb3NOXWTEJT Hama 3aab/mKeHWe 3a nnatlaHe.

(8) B cnyyaute no un. 10, an. 7 OT A0rosopa, CPOKbLT Mo an. 2 1 3 3anoysa fa Teye OT jJarara Ha
nncmeHoTo cwrnacue Ha JIEYEBHOTO SABEAEHWE - BB3/TOXXNTE.

V. MACTO HA AOCTABAHE
Yn. 5. (1) 3a MACTO Ha fOCTaBsAHe Ha CTOKMTe MO TO3W A0roBop ce onpefens cnegHus agpec: Cogumsa,
yn. ,,bano mope” Ne 8, YMBAJ ,Lapuua MoanHa-UCYN” EAL - oTaen ,,bonHuyHa anTeka”
(2) PWCKBT OT Cny4aiiHOTO MOTMBaHe WM NOBPeXAaHe Ha CTOKMTe npemMuHasa Bbpxy JIEUEBHOTO
3ABEAEHWVE - BB3/IOXWTEJT oT MOMeHTa Ha NpPUEMaHeTo MM Ha MACTOTO Ha A0CTaBsHe C
npuemartenHo-npeaasaresieH NPOTOKON.

VI. AATA HA JOCTABAHE HA CTOKWNTE
Un. 6. 3a gara Ha focTaBsHe Ce cuMTa [aTara, Ha KOATO CTOKWUTE ca A0CTaBeHW [0 afpeca MOCOYeH B
un. 5, an. 1, npu ycnosumaTa Ha un. 9, an. 2.

VIIl. 3AAB/IXKEHUA HA N3MTBbHNTENA
Un. 7. NSMBNHWUTENTAT ce 3agb/mxasa:
1 [a pocTaBu CTOKMTE B [JOrOBOPEHMSA CPOK M Aa rv npepafe Ha JIEUEBHOTO 3ABEAEHUE -
BB3/TOXNTEN.
2. [a npefage CTOKMTE, NaKeTUpaHU U MapKUpaHW B CbOTBETHWA BW[, KOMMYECTBO M KayecTBO Ha
MACTOTO Ha AOCTaBsHe.
3. lNpu noannceaHeTo Ha A0rosopa Aa npeacTaBu:
a) JOKYMeHTM ro yn. 112, an. 1ot 30r1.
0) rapaHumsa 3a U3Nb/IHEHWE, B eflHa OT hopmuTe, onpeaeneHn B un. 111, an. 5 ot 3001, cbC CPOK Ha
BamMAHOCT 60 AHW cnef M3TUYaHe CPOKa Ha [0rosopa, KoATo ce 0CcBOOOX/JaBa B CPOK A0 60 AHW cnef
M3MbJIHEHME Ha Aorosopa. B cnyyaid, Ye BaIMAHOCTTA Ha rapaHumsaTa u3tuya npeam 4orosopa fa 6bae
n3nvaHeH, U3MbHWNTENAT ce 3agb/mkasa fa YAL/MKW CPOKa Ha Ba/IMAHOCT Ha rapaHuusaTa c
TO/IKOBa [1HW, TaKa 4e rapaHumMATa [a NOKPUBA OYaKBaHWA CPOK 3a U3MbJIHEHME Ha Aorosopa nakoc 60
OHW. TapaHuuaTa e B pa3mep Ha 3% OT CTOMHOCTTa Ha gorosopa 6e3 AAC u Bb3nM3a Ha
14 255,86 ne.a.
(4) Oa poctaBA /fleKapCTBEHW MPOAYKTW, KOUTO OTrOBapAT Ha WM3UCKBaHMATA Ha 3akoHa 3a
NeKapcTBEHUTE NPOAYKTU B XyMaHHaTa mefuuuHa (3/1MXM) - ga nputexxasar Ba/IMAHO paspeLueHune
3a ynotpeba B cTpaHaTa, m3gadeHo no pega Ha 3J/IMXM wnn PernameHTt (EO) Ne 726/ 2004 1. Ha
EBponeiickus napnameHT n CbBeTa /un. 23, an.l Ha 3/TMXM/.
(5) Oa pocTaBs NekapCTBEHU MPOAYKTU, KOUTO ca BKAOYeHM B MpunoxeHre Ne 2 Ha 03UTMBHUSA
NNeKapCTBeH CMUCHK.
(6) B cnyyait, Ye ce npasn NbpBa A0CTaBKa Mo AafieHa napTuaa Ha ekapcTBeH NPOAyKT, Aa NpeacTass
CepTudmkat 3a 0CBOOOXJaBaHe Ha napTuaaTta, u3gageH oT KeanuduumpaHo nuue no 3/IMXM Ha
eN1IeKTPOHEH HOCUTeN WAW MO €eNEKTPOHEH MbT Ha eNEKTPOHHAaTa Mnolla, NMocoyeHa KaTo ajpec 3a
KOPECMOHAEHUMS, NPUAPY>XEH C NpPeBoj Ha ObArapcky e3vk OT (MpMa, CKIumna [orosop ¢
MWHMCTEPCTBO Ha BbHLUHMTE paboTu 3a U3BbPLUBAHE Ha O(MLMATIHN NPEBOAN.

VIII. SAAB/TXEHNA HA NEYEBHOTO 3ABEAEHWE - Bb3/TOXWUTEN
Un. 8. TEHEBEHOTO 3ABEAEHWE - Bb3/TOXXWTEJ ce 3aabmkasa:
1 [a npremMe 4OCTaBEHUTE B CPOK U Ha MSICTO CTOKM, CbOTBETCTBALLM MO B, KOMMYECTBO U KAaYecTBO
Ha OMMCaHOTO B HACTOSALLMS Or0BOp.
2. [la 3annaTi 40CTaBeHMTe CTOKW MO peda Ha yn. 3 0T HacTOosILLMS J0roBop.
3. Cnep NpUKIKOYBaHE M3MbL/IHEHMETO Ha [OroBoOpa [a 0CBOGOAN rapaHUMsTa 3a U3Mb/HeHVe, 6e3 aa
Ob/DKU IMXBY 33 CPOKA, NPe3 KOMTO cpefcTBaTa 3aKOHHO Ca MPEeCTOs/IN Y HEro.



IX. MPMEMAHE N NMPEOABAHE HA CTOKNTE
Yn. 9. (1) NMpremaHeTo Ha CTOKMUTE Ce M3BBLPLLBA HA MACTOTO Ha AOCTaBAHE MOCOYEHO B un. 5, an. 1
(2 M3NBIHWUTENAT wnmM  ynbaHOMOWEH OT Hero npefctaButen W NpeacTtaButen  Ha
NEYEBHOTO 3ABEAEHUWE - BDB3/TOXWTE/T noanucear npuemarteniHo-npefasatenieH
NPOTOKO/, Y0CTOBEPABALL, NOMyYaBaHETO Ha CTOKUTE.

X. KAYECTBO, TrAPAHUMWN N CPOK HATOAHOCT

Yn. 10. (1) CtokuTe, nNpeaMeT Ha HaCTOALLMA LOroBop, CNnefBa Aa OTroBapAT Ha M3UCKBAHMATA Ha Y.
7,an.4nb.
(2) Kbm patata Ha focTaBKaTa, OCTATbYHUAT CPOK Ha FOAHOCT Ha /IeKapCTBEHUTE MPOAYKTW, Cnefsa
Aa 6bae He no-manbk oT 40 % /yeTMpUAECeT Ha CTO/ OT 06ABEHUA OT NPOU3BOAUTENS.
(3) B cnyyaii Ha fjocTaBKa Ha leKapCTBEHUSA MPOAYKT € MO0 - KpaTbK OT JOrOBOPEHUS CPOK Ha rogHoCT,
Ob/DKMMaTa HeycTolKa fja 6be NPoMeHeHa, KakTo CrefiBa:

0T 39,99% a0 30% - 3 % BbPXY CTOMHOCTTA Ha A0CTaBKara,

0T 29,99% a0 20% - 5 % BbPXY CTOMHOCTTA Ha A0CTaBKara,

0T 19,99% ao 10% - 7 % BbpXY CTOMHOCTTA Ha [OCTaBKaTa;

nog, 10% - 10 % BbpXy CTOMHOCTTA Ha [OCTaBKaTa.
(4) OcTaTbYHMAT CPOK Ha FOAHOCT Ha GuonpodyKT /6uonofobeH MPOAyKT, cnefga fa 6bAe He no-
mMabk 0T 20 % /nBajieceT Ha cTo/ OT 06ABEHUSA OT NPOU3BOAUTENSA KbM AaTaTa Ha BCSKa J0CTaBKa.
(5) B cnyyaii Ha gocTaBka Ha 6ronpoayKT/61Monofo6eH NPOAYKT € MO - KPaTbK OT A40rOBOPEHMS CPOK
Ha rogHocCT, Ab/HKMMaTa HeYyCTOWMKa e KaKTo crefsa:

oT 19,99% ao 10% - 2 % BbPXY CTOMHOCTTA Ha A0CTaBKara,;

0T 9,99% 10 5 % - 4 % BbpXY CTOMHOCTTA Ha JOCTaBKaTa;

nog 5% - 6 % BbPXy CTOMHOCTTA Ha [jOCTaBKara.
(6) NTEYEBHOTO 3ABEAEHWVE - BBb3/TOXXWUTEJT mMOXe fa OTKaXe MpUeMaHeTo Ha CTOKMUTE,
aKo B [leHsi Ha TAXHOTO MPUCTUraHe WM npremMaHe OCTaTbyHUA CPOK Ha FOAHOCT € MO - MabK OT
onpegeneHunsa B un. 10, an. 2. n an. 4 MUHUMANEH CPOK Ha rOAHOCT.
(7) JocTaBKaTa Ha /fIeKapCTBEH MPOAYKT C OCTaTbYeH CPOK Ha rOAHOCT Mno-manbk oT 10 Ha cTo ot
065BeHNA OT MPOU3BOAUTENS U HA GMONPOAYKT/61MONoL06EH MPOAYKT C OCTaTbyeH CPOK Ha rofHOCT
No-Maibk OT 5 Ha CTO OT 005BEHMS OT NPOM3BOAMTENS Ce M3BBbPLUBA CamMO C MUCMEHO Cbriacue Ha
NEYEBHOTO 3ABEAEHNE - Bb3/IOXXWTEJ 33 KOHKPeTHO KONMYECTBO, ONpeseneHo OT Hero.
bes u3pnyHo nucmeHo cwvrnacne Ha JIEUEBHOTO 3ABEAEHUVE - BBb3/TOXKWTE/ cTokuTe
HAMa fa 6baat 3annawaHu.
(8) NckaHeTO 3a MMUCMEHO Cbrfacue, B cnydaute Ha an. 7, cnefsa ga noctenu B JIEYEBHOTO
SABEAEHWE - Bb3J/TOXXWTEJ B cpok Ao 1(eanH) paboTeH AeH OT nonyyaBaHe Ha 3asBKaTa.
(9) B cnyyanTe Ha CreLHN JOCTaBKKU MOCOYeHUTe B a. 3 U a/l. 5 HeYyCTOWKM He ce npwarar.

XI. OTFTOBOPHOCT SAHETOYHO N3MNBbAHEHUWE. PEKJTTAMALWI
Yn. 11. (1) NEYEBHOTO 3ABEAEHUE - BB3/TOXWTEJT Moxe fa npefsssasa peknamauunv
npeg N3MbJIHUTENA 3a:
@) KO/IMYECTBO M HEKOMIMNEKTHOCT Ha CTOKUTE W/IM TeXHUYECKaTa JOKYMeHTauua (ABHWU HefocTaTbLw);
0) Ka4ecTBO (CKpUTW HeAOCTaTbLM):
- NpWN foCTaBAHE Ha CTOKWN He OT JOrOBOPEHUS BUA, MOCOYEH B un. 1
- PN KOHCTaTMpaHe Ha fedeKTn npu ynotpeba Ha CTOKMUTE.
(2) Peknamaumu 3a SiIBHM HefgocTaTbUn Ha cTokuTe ce npasat ot JIEHEBHOTO 3ABEAEHWE -
BB3/TOXXWNTEJ], B MOMEHTa Ha NpefaBaHETO UM, 3a KOETO Ce CbCTaBA MPOTOKO/, MOAMUCAH U OT
[IBETE CTPaHW.
(3) Peknamaumm 3a CKpUTW HeAOCTaTbUM Ce NPaBAT Mpe3 Lenus CPOK Ha roAHOCT Ha [LOCTaBeHWUTe
CTOKM, KaTo peknamaumaTa ce npuapyxasa 3afb/DKUTENIHO OT KOHCTAaTMBEH MPOTOKOA, U3fafleH oT
M3nbnHuTEeNHATA areHums 3a fiekapcreara.
(4 NEYEBHOTO 3ABEOEHWVE - BDB3NOXWTE/T e AnbxHO pfa YyBefOMUM MUCMEHO
N3MBbTHNTENSA 3a yctaHoBeHUTE feeKT B 5 (MET) AHEBEH CPOK OT KOHCTATUPAHETO WM.
(5) B peknamauumTe ce Noco4sa HOMePHLT Ha A0roBopa, TOYHOTO KONMYECTBO Ha MOyYeHUTE CTOKU C
TEXHUA NapTUAeH HOMep, OCHOBaHMETO 3a peknamauua U KOHKpPeTHOTO uckaHe Ha JIEHEBHOTO
3ABEAEHWE - Bb3/TOXWUTE.



(6) B 5 (net) gHeBeH CpOK OT nonyyaBaHe Ha peknamauusata, N3MbAHWUTENAT cneasa fa
otroBopn Ha JIEHEBHOTO 3ABEAEHWE - BDBH3/TOXKWTEJI NUCMEHO W KOHKPETHO [Janu
npremMa peknamaumaTa unm 9 0TXBbPAS.

(7) Npw peknamaumns 3a ABHU HepgocTatbuy M BJTHUTENAT e aibeH B CPOK OT 2 paboTHU AHU
OT MO/lyyaBaHe Ha peknamaumaTa 3a CBOA CMETKa M PUCK Aa [OCTaBM Ha MACTOTO Ha AOCTaBsHe
KONMYeCTBOTO NINMCBALLM B fOCTaBKaTa / HEKOMMEKTHW JOTOBOPEHN CTOKM.

(8) Mpu peknamaumsi 3a CKpUTU HegocTaTbun, B cnyvain ve WM3MNBJAHUTENAT e npven
peknamaumsTa, CbWMAT e anbkeH B 10 (geceT) [AHeBeH CPOK OT MoslyyaBaHETO M Aa 3aMeHu
[OCTaBeHNTE HeAOroBOPEHWN Mo BUA / fedheKTHU CTOKM 3a CBOA CMETKAa W PUCK MM MO MpeueHKa Ha
NEYEBHOTO 3ABEAEHWVE - BB3J/TIOXKXWTEJ fa BbpHe CbOTBETHATa 4yacT OT 3annaTeHara
LieHa, BEHO C Ab/DKUMUTE JINXBMU.

(9) N1360pbT Ha MOCOYEHUTE NO-rope Bb3MOXKHOCTY [ja Ce BbpPHE CbOTBETHATA YacT OT M/aTeHOTO Wn
[la ce AoCTaBAT HOBWM CTOKM npuHaanexun Ha IEYHEEHOTO 3ABEAEHWE - BB3/TOXWUTEJ n ce
ynpaXKHsABa OT Hero nof ¢opmara Ha nucMeHo ysegomneHune no N3MbJIHUTENA, kato pasxoauTe
N PUCKOBETe MO HOBOTO A0CTaBsAHe ca 3a cMeTKa Ha M3MbJ/THUTE/A.

(10) CtoknTe, npeAMeT Ha peknamaumsa ce cbxpaHasar ot JIEHEBHOTO 3ABEAEHUVE -
BB3/TOXWTE po ypexxaaHe Ha peknamauuute.

XIl. OTFrOBOPHOCT MNP HEN3MbJIHEHWE
Un. 12. (1) 3a HeM3Mb/IHEHME HA 334 b/DKEHMATA CW MO HACTOALLMA AOrOBOP C U3KIHOYEHWe Ha Te3un no
un. 10, an. 2 n an. 4, UBNBNIHUTENAT gbmkn HeycToiika B pasmep Ha 0.5 % Ha [eH Bbpxy
CTOMHOCTTa Ha KOHKpeTHaTa 3asfBka, HO He noseye oT 10 % (geceT MpoueHTa) OT CTOMHOCTTa Ha
KOHKpeTHaTa 3asBKa, KakTO M 06e3LleTeHVe 3a MPeTbpreHnuTe AeNCTBUTENHN Bpean B Cry4auTe,
Korato Te HaAXBbpAAT [OroBOpeHaTa HeycToika. B cnyvaute no un. 4, an. 3, nocoyeHara B
Npeaxo4HOTO M3peyeHne HeycTolika B pa3mep Ha 0.5 % ce HaumcisBa 3a BCEKM Yac Npocpoyne, HO He
noseye oT 10 % (geceT npoLeHTa) OT CTOMHOCTTA Ha KOHKPeTHaTa 3asBKa, KakTo U 06e3LleTeHve 3a
npeTbpreHnTe LeiCTBUTENHM BPeAW B C/lydanTe, KOraTo Te HaaxXBbpAAT LOrOBOpeHaTa HeyCTOMKa.
(2) Korato npu Hanmume Ha peknamaumu, 3MBJTHUTENTAT He u3nbiHM 3a4b/DKEHMATA CU MO
pasfen Xl OT HacToALWMA AOroBop B CPOK, CbwmAT Abmku Ha JIEHEBHOTO 3ABEAEHWE-
BB3/TOXXWTE/ HeycToiika B pa3mep Ha 2 % OT LeHaTa Ha CTOKWTe, 3a KOMTO Ca HarnpaBeHU
peknamauuunTe.
(3 NEYEBHOTO 3ABEAEHWE - BDB3/IOXXWTEJ yaoBnetsopsBa MpeTeHUUNTE CU OTHOCHO
HEM3Nb/IHEHMETO Ha [J0roBopa, KakTo M 3a 3anjawaHe Ha HeyCcTOWKWTe OT CcTpaHa Ha
N3MNBJTHUTENA kaTo 3agbpxka rapaHumaTa 3a U3nb/HeHve no Y. 7, an. 3, bykea “6” oT fJorosopa,
KaTo npefanpvema [eicTBUA 3a HeHOTO ycBosiBaHe. B cnyyaid, Ye CTOMHOCTTa Ha rapaHuusTa 3a
M3MNb/IHEHWE He MOKpuBa BCUYKM Abkumn oT U3MBJIHUTENA HeycTovikn, JTEUEBHOTO
SABEAEHVE - BDB3/TOXWMTE/ npuxeawa AbMHKMMUATE CYMW OT HacpeliHW nnawaHua KbM
N3MbAHNTENA.
(4) Npwn Tpy NbTK BUHOBHA 3a6aBa Ha M3MbJIHWUTEA, npogb/mkuia ¢ noseye oT Nof0OBUHATA OT
CpOKa 3a M3Nb/IHEHMEe Ha CbOTBETHOTO 3afb/DKEHMEe, B pamkuTe Ha Tpu Meceua JIEHEBHOTO
SABEAEHVE - BBb3J/IOXKXWTEJ/T nma npaBo fa npekpatyu Aorosopa efgHOCTPaHHO € 15-AHeBHO
npesn3BecTye.
(5) NEUEBHOTO 3ABEAEHWE - Bb3/IOXKUTE/ uma npaso fa npekpatu efHOCTPaHHO 1 6e3
NpeLn3BeCTME HACTOALLMSA AOr0BOP B CyYaih Ha CUCTEMHO HETOYHO U3Mb/IHEHWE Ha 38 b/DKEHUATA OT
N3MNBJIHWUTENA wn npeasseHn noBeye OT TPWU peKnaMauunm B pamMKUTE Ha TpU Meceua oT
NEYEBHOTO 3ABEAEHWE - Bb3/TOXKWUTEJ no peaa Ha rnasa Xl
(6) B cnyyait, ye no otHoweHne Ha M3MBbJIHUTENA HacTbnAT obcToATencreara no yn. 54, an. 1,
m un. 55, an. 1 ot 3akoHa 3a o6ulectBeHUTe nopwvykn, JIEYEBHOTO 3ABEAEHWUE-
BB3/TOXKWTEJT wma npaBo [fa npekpat¥ €eAHOCTPaHHO HacTodAwms [orosop, 6e3 nMCMeHo
npeauseecTme 1 6e3 fa 4b/MKN HeYCTONKM.

X1, POPCMAXOPHWN OBCTOATEJICTBA
Un. 13 (1) CTpaHnTe MO HACTOSLLMA JOrOBOP HE Ab/KAT 06E3LIETEHVE 3a MOHECEHN Bpeau U 3aryou,
aKo MOCNeAHNTE Ca NMPUUMHEHW B PE3YNTAT Ha HEMPEoAoNMa CUNa.



(2) Ako cTpaHata, KoATO € CnefBaso fa U3Mb/HW CBOe 3ab/HKEHME N0 Aorosopa e 6una B 3abasa, T4
He MOXe [ja Ce N030BaBa Ha HeNpPeoLoInMa cuna.

(3) “Henpeogonmma cuna” no CMUCHIa Ha TO3M AOrOBOP € HenpeaBuAeHO M/MNN HenpefoTBPaTUMO
CbOWTUNE OT U3BBHPEAEH XapaKTep, Bb3HUKHANO0 Cef, CK/IoUBaHEeTO Ha 40roBopa.

(4) CrtpaHaTa, 3acerHata OT HenpeofonMma cwna, € AbXHa Aa npearnpuemMe BCUUKWU OEWCTBUA C
rpvxara Ha JOOBLP CTOMaHWH, 3a fa Hamaau A0 MUHUMYM MOHeCceHUTe Bpeau U 3arybu, Kakto u aa
yBeAOMM MUCMEHO Apyrarta CTpaHa B 7-HeBEH CPOK OT HAaCTbMNBAHETO Ha HenpeogonvMmMara cuna. Mpu
HeyBeJOMsBaHe B TOCOYEHUS B MNPeAXOAHOTO WU3peyveHMe CPOK Ce Ab/DKM  00eslleTeHue 3a
HacTbNUAMTE OT ToBa BpeAu. Henpeogonumara cuna Cce fA0OKasBa OT 3acerHarara cTpaHa CbC
cepTmmKar 3a (HopCcMaxop, M3fafeH Nno CbOTBETHMS ped OT KOMMNETEHTHWUA OpraH B Abp)KasaTta, B
KOSITO Ca HaCcTbNUAM (HOPCMaXKOPHNTE 0BCTOSATENCTBA.

(5) [Ookato Tpae Henpeogonumarta cwunia, W3NbJHEHMETO Ha 3a4b/HKeHWATa W CBbP3aHUTE C TAX
HacpeLLHM 3a4b/HKeHNs ce crnmpa.

(6) He npepctaBnsBa “HenpeofofiMma cuia” CbOWUTUE, MPUUMHEHO MO HEOPEXHOCT WM 4pe3
YMULLNEHO [ENCTBME Ha HAKOS OT CTPAHWUTE WMAWM TEXHWU MPeACTaBUTENN W/WNW CRY>XUTENN, KaKTO W
HegoctMra Ha napuyHu cpeactea Ha W3MBJIHATENA n NEYEBEHOTO 3ABEAEHUVE -
BB3/TOXKWUTE.

XIV. CIMOPOBE

Un.14. (1) Bu3HMKHanMTe npe3 BpeMeTPaeHETO Ha [JOroBopa CropoBe Y pasHOrIacus Mexay CTpaHuTe
Ce peluasaTr upe3 MperoBopu Mexay Tax. MocTUrHatuTe [OrOBOPEHOCTM Ce OPOPMAT B MUCMeHa
(hopma 1 ce npeBpbLLAT B HEpasfe/iHa vacT oT [orosopa.

(2) B cnyvali Ha HenocTuraHe Ha ioroBOPeHOCT Mo MPeAXO0AHUA YieH, BCUYKW CNOpPoBe, NMOPOAEHN OT
TO3W [,OroBOP MM OTHACALLM Ce A0 HEro, BK/IKOUMTENHO CNOPOBETE, NOPOAEHM OT UM OTHACALLM Ce 0
HEroBOTO TbJIKYBaHe, HeJelCTBUTENIHOCT, HEM3Mb/IHEHUE UMW NpeKpaTsaBaHe Lie ObAaT paspellaBaHu
criopef, 6barapckuTe MatepuanHy U NPOLIECYaTHN 3aKOHW OT KOMMETEHTHUA Cb No pesa Ha K.

XV. CbOBWEHNA
Un. 15. (1) Berukmn CcboOLLEHNS MeXay CTpaHuTe, CBbp3aHM C U3Mb/IHEHWETO Ha TO3W [OroBop ca
Ba/IMHK, aKO Ca HampaseHW B NMMCMeHa (hopma 1 ca NOoAMuUCcaHW OT YMb/IHOMOLLEHUTe NpeAcTaBuTeNn
Ha U3MNBbTHUTENA nim IEYEBHOTO 3ABEOEHWE - Bb3/TOXKNTE/.
(2) 3apata Ha CbOGLLEHMETO Ce CMATa:

/ faraTta Ha npejaBaHeTo - Mpy PbYHO NpefaBaHe Ha CbOOLLEHNETO;
N [ararta Ha MoLLeHCKOTO K/ieiiMo Ha obpaTHaTa pasnucka - npu u3npatiaHe rno nowara;
o/ filaTara Ha npreMaHeTo - Npu usnpatlade no gakc nnm e-mail.

(3) 3a BanuaHW agpecy 3a nprvemMaHe Ha CbOOLLEHNA U GAHKOBM CMETKM, CBbP3aHM C HACTOSLLMS
[LOroBOp Ce cMATar:

3A N3MNBIHUTENA:

afpec: c. CeetoBpayeHe; yn. "Yasaap BoiiBoga™ Ne 48, Ten: 02 4051924, thakc 02 4051899, e-
mail: office@medex.bg

6aHkoBa cMeTKa, nocoyeHa ot 3MbJIHNTEJIA: BIC kog: BNPABGSX

IBAN: BG25BNPA94401020015410

3AJTIEYUEBHOTO 3ABEAEHUE- Bb3/TOXWUTEJT:

rp. Codwmsa, yn. ,.bano mope” Ne 8, otaen ,,bonHuyHa anteka”, Ten 02 9432429, dakc 02
9432117, e-mail: apteka@isul.eu.
(4) Mpw npomsAHa Ha mocodeHus No an. 3 agpec UM 6aHKOBA CMETKA CbOTBETHATA CTpaHa € [/TbXHa
[ia yBeloMy apyrata B TPUAHeBeH CPOK OT MpomsHaTa.

XVI. APYTW YCNoBU4A
Yn. 16. (1) MpaBaTa M 3a4b/DKEHWUATA MO HACTOALMA [OroBOpP He Morar fga ce Mpexsbpnar
eIHOCTPAHHO Ha TPeTU Nuua 1 NOAO0OHM aKTOBE He rnopaxaaT NpaBHO [eicTeve 6e3 NMUCMEHOTO
Cbrnacue Ha gpyrata CTpaHa, OCBEH B C/yvauTe Ha obe3neyaBaHe (rapaHTvpaHe) Ha 3afb/DKeHUs Mo
6aHKOBU KpeauTu.
(20 3a HeypefeHWTe BBMPOCK B HACTOALLMA [OrOBOP Ce npunara AencTBawoTo 6bArapcko
3aKOHOAaTesNCTBO.
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XVII. NOAN3NBNAHUNTENN - Henpunoxnmo
(NpYNo>KMMO camo B ClyyanTe, B KOMTO M30paHus 3a U3MbAHATEN y4aCTHYUK € NOCoYnn, Ye e
rnon3ea NnoAM3NbIHUTENN, NPY CKN0YBAHE HA PAMKOBOTO CrnopasyMeHue)
Un. 17. (1) NOAN3NBNHUTENWNTE Tpsi6sa Aa 0TroBapsiT Ha CbOTBETHUTE KpUTepumn 3a noabop
Cb06pasHo BMAA M [ena OT Nnopbykata, KOWTO Le U3Mb/HABAT, M 3a TAX Aa He ca Ha/iue OCHOBaHWS 3a
OTCTpaHsBaHe OT npoLeaypara.
(2 NEYEBHOTO 3ABEAEHWVE - Bb3TOXWMNTEJ nsnckea 3amsaHa Ha MOAM3MNB/IHATE,
KOMTO He 0Troeaps Ha ycnosumsTa no an.l.
(3) Korato yacTTa OT nopbykata, Kosito ce m3nbvaHaea ot MOAU3MBb/IHUTES, moxe ga 6bae
npegageHa Kato otgeneH 06ekt Ha M3MbAHUTENA wan Ha NEYEBHOTO 3ABEAEHUE -
BB3/TOXXWNTEJ, nocnefHusa 3annallia Bb3HarpaxaeHve 3a 1asu yact Ha MO AN3Mb/IHUTENA.
(4) PasnnawaHmaTa no an. 3 Cce OCblecTBABaT Bb3 OCHOBA Ha WCKaHe, OTNpPaBeHO OT
noaAM3NBIHUTENA po JNEYEBHOTO 3ABEAEHWE - BbBb3/IOXKWTE/T  upes
N3MNBNHNTEJIA, KOWTO € ANbXeH fa ro npefocTaBu Ha Bb3NOXWUTENA B 15-AHEBEH CPOK OT
Nnony4yaBaHeTo Mmy.
(5) Kbm unckaHeto no an. 3 U3MBbJIHUTENAT npefocTass cTaHOBULLE, OT KOETO Aa € BUAHO Janu
ocrnopsa nnallaHuaTa Uan YacT OT TAX KaTO HEAL/HKMUMMU.
(6) NEYEBHOTO 3ABEAEHWVE - BB3/TOXKWNTEJ1 nma npaBo fa OTKake njawjaHe no an. 3,
KOraTo UCKaHeTo 3a NnnaLlaHe e OCMopPeHo, O MOMEHTA Ha OTCTpaHABaHe Ha NpuyMHaTa 3a 0TKasa.
(7) HesaBucumo ot usnonssaHeto Ha MOOUN3MB/IHUTE/IM OTroBopHOCTTa 3a M3Mb/IHEHWE Ha
porosopa e Ha U3MBbTHUTENA.

XVII. SAK/TOUUNTENHW PA3MNOPEABN
Un. 18. (1) MNpwn cbCTaBAHETO Ha HACTOSALWMA AOrOBOpP Ce NpeacTaBuxa cnefHuUTe JOKYMEHTH:
) JokymeHTr no un. 112 ot 30r7;

S [Jeknapauusa no yn. 55, an. 6 ot 3/1MXM (korato e npuIoXKMMO);
) ["apaHuMA 3a U3NbHEHME,
S TexHn4yecko 1 LieHOBO npeanoxXeHue, HepaszeHa 4yacT OT A0roBopa,;

(2) HacToswmsT 1OroBop Ce ChCTaBU B TPU eAHO06PA3HN eK3eMNspa Ha GbArapcku esuk - efayH 3a
N3MNBNMHWTENA n gga 3a JIEYUEBHOTO 3ABEAEHWE - BBb3/TOXXWUTE.

3anuueHa uHpopMaIys 3anuueHa uHpopmanus
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JO1DCO02

JO1DDO0O4

JO1DH51

JO1IMA12

JO1XA02
JO2ACO3

INN

Cefuroxime
Ceftriaxone

Imipenem,

Cilastatin

Levofloxacin
Teicoplanin

Voriconazole

HauyuH Ha

npunoxeHune
Tww: . <

nepopanHa
TBbpAA

napeHTepanHa

napeHTtepanHa

napeHTepanHa

napeHTepanHa

napeHTepanHa

MNpepgnaraHn LEHOBU NapameTpu

3abenexwu
Msapka
a
500 mg mg
g
IIHi"" mg
Imipenem
mg
mg
mg

Crartyc

BanupgeH

BanupgeH

BanupgeH

BanupgeH

BanunpeH

BanupgeH

Heo6xoaum

6poit MAapKM

500000

380000

3000000

5000000

240000
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Ep.ueHa 6e3s
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0,001390

0,907700

0,014242

0,007891
0,075125
0,367041

Epg.ueHa c
aac

0,001668

1,089240

0,017090
0,009469
0,090150
0,440449

Obuwa ueHa
6e3 AC
695,00

344926,00

42726,00

39455,00

18030,00

29363,28
475195,28

O6wa ueHa c
aac
834,00

413911,20

51271,20

47346,00

21636,00

35235,94
570234,34



ATC

Jo1DCO02

JO1DD04

O6ocobeHa no3nums 2

Heob6xopgun
. Msapka
NlekapcTtBeHa M 6poii 3abenexk
INN /mg,tabl,
hopma MAPKU Ha a
ml/
n3
nepopanHa
Cefuroxime 500000 mg 500 mg
TBbpAa
napeHrtepanH
Ceftriaxone 380000 g

a

Cratyc
nnc

BanupgeH

BanugeH

Tbproscko
N36paH
Py HanmeHoB
Py
aHune
Hob6en ®apma EOCOL,
na AKSEF
Bvnrapusa
Yalikathapma
BucokokauyectseHuTte
He
nekapctea Af,
Bbvnrapusa
Medochemie Ltd.,
He
Kunsp
MIP Pharma GmbH,
He
fepmaHus
Ceftriaxon
Panpharma
[
lla Laboratories,
Panpharm
®paHunsa
a
Ceftriaxon
|
e
Panpharm
a
AkTtasuc EAL,
He
Bbvnrapusa
Yalikathapma
BucokokayectseHuTte
He

nexkapcTtsa Af,

Bbvnrapusa

Konunuect
OKOoH4YarTe
BO HannyeH
Msapka nHa
aKTUBHO B M/NC
onakoBKa
Bel,ecTBO
HannyeH
500 mg 20
B MNC
HannyeH
2 g 10
B NNC
1 g 10



Imipenem, napeHTepanH
JO1DH51 . ) 3000000
Cilastatin a

napeHTepanH
JO1LMA12 Levofloxacin 5000000
a

mg

Imipenem
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BannpgeH
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Actavis Group PTC
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Apta Medica
Internacional d.o.o.,

CnoBeHUsA

Imipenem
Panpharma = .
Ciiastatin
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Panpharm
®paHuunsa
a
; Actavis Group PTC
ehf., WcnaHgunsa
KRKA, d.d., CnoBeHusa
Sandozd.a.,
Flexid
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Teva B.V,,

HupepnaHgna
CaHO(pU-ABEHTUC
Bvnarapua EOOL,

Bvnrapusa
dpeseHnyc Kabu
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Bbvnrapusa
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mg/500
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HannyeH
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