“MHOT OIIPO®HAHA BOAHHIIA 3A AKTHBHO AEYEHUE - TOBPUY” All
JOBPHY 9300 X ya Tlanator Xuros” 24 & 058/600488 (axc 058/600414 & e-mail: oblb@bergon.rm

IOTOBOFP

Ne 49 /16.10.2020 r.

Huec 16.10.2020 ron. B Ip. Jlo6pwy, Ha ocHoBamme wi. 112 g CII. OT 3aKoHa 3a

OOIIECTBEHITE IOPBHUKH, C¢ CKITOUX HACTOSIIMAT XOTOBODP MEKY: L

| "MHOT'OIIPO®UITHA BOJIHUMIIA 3A AKTUBHO JIEUEHUE-JJOBPUY" Al
rp. I[,o6p14}1, ChC cenanuine m ajpec Ha yipasinenue: rp. Jlo6puy, yiu. “Tlanaitor Xuros" 24,
Ten.  058/600160, daxc: 058/600414, e-mail: oblb@bergon.net, - EUK 124141302,
HpeL[CTaBdﬁBaHo OT 1-p I'eopru MutkoB YKesszkos — TIPOKYPHCT Ha APYKeCTBOTO, Hapuyay
BB3JIOXUTE '
[ I/I :
"B BPAVH MEJIUKAJT" EOOQX, cse cenamume s rp. Codus 1528, ampec ua
yipasienne Oyi. "Xpucrodop Konym6" 64, crpana A2, oduc 111, EUK 175016820,
peicranaBano or Xoper Xaifmmn [Moep u Mandpen I'perop Mapn, OIIpeNieieH 3a
H3OBIHATEN ¢ Pemenue No 15/ 31.03.2020 rox. Ha Beanoxurens cmex IIpOBe/IeHa mpoLeypa
3a Bb3narase Ha oOLIECTBeHa HOpbYKa THn "oTKpHTa" No 0008'3-2020-0008, C IpeaMer:
Ileproguana nocraska Ha JICKapCTBEHU IIPOJYKTH 3a HYXKIUTE Ha »MBAJI — No6pmy AJl,
HAPUYaH I/IPHT)HHI/ITEH. '

i'CTpaHI/ITe CC CTiopasymsxa 3a CIIeTHOTO:
HPEJIMET HA JIOTOBOPA U LIEHN

Hnen 1.(1) Bwsnoxurenst Bb3nmara, a V3ubmmurensr npuema Jla H3BEBpIIBA
AOCTaBKa Ha JIeKapCTBEHUTE IPOAyKTH 110 OGocobena mosmumst Ne 1: JlekapcrBenu

HPOAYKTH + o6uH, HOMeHKIaTYpH No Ne 44, 63, 182, 203, 282, 315 u 316, 3a xouto e

|
moxan obepra B oTKpHTaTa [Iponenypa 3a Bp3jaraHe ¥a o6IecTBeHa IOPBYKa.

(2) JocraBenure JICKApCTBCHN MPOAYKTH C€ 3aIUIAAT CHINIACHO IEHOBOTO
HPEAnoKEnHe Ha U3mbiauTe s, KakTo cIle/Ba: :

1 2 (| 3 1 4 I's|T¢ 7 8 9 0] 11 12

| NOIBB | Ropiv | solutio | 5 10 | 250 [Ropivacain B.Bpayn | 20| 36,60 1,83
10 acaine | nfor | mg/ | mi HCI B.Braun | Memsynre
} hydroc | injecti | ml 5 mg/ml HAD
a4 | . hloride | on sol.inj.,10 ml
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[ BOSXA | Potassi| conc.s 150 | mg [ 5600 | Kaliumchlori B.Bpayn 20| 8,00 0,40
01 um | olinf. | mg/ d14.9% B Memynre
chlorid ml - Braun MPC | u AT
e 10 10 ML BG
63 ml
BOSXA | Sodiu | sol.for | 9 ml | 420 | Natriumchlori B.Bpayn 20| 4,00 0,20
03 m inj. | mg/ d 0,9% MPC | Mesynre -
chlorid ml - 10 ML BG HAI
_ e 10
182 ml
BOSBA | Amino | solutio ml | 20 |Aminoplasma b.Bpayn . | 10| 66,00 6,60
01 acids | nfor |50g/1 I B. Braun Menaynre
infusio | 5% E solution | u AI'
n 500 for infusion,
203 ml |- 500 ml
DO8AG |Povido| cut, 7,5 | g/10| 75 |Braunol cut, b.Bpayn 1| 10,42 10,42
02 ne- sol Og sol. Mensynre
iodine 7,5g/100g HAL
(iodine 10%)-
282, 1000m1
VO7AB | Water | solutio | 10 mg | 100 | Aqua Ad . B.Bpayn 20| 4,00 0,20
00 for n for Injectabilia B | Mensynre
- injecti | injecti Braun MPC | AT
315 on on 10 ML BG
VO7AB | Water | solutio | 500 mg (1500 | Aqua ad b.Bpayn 10| 9,30 0,93
00 for n for injectabilia Memnsynre
injecti | injecti Braun solvent | u AT
on on for parenteral
316 use, S00ml

(3) Tlporxosmara croiiHocT Ha HAOCTaBKaTa, IIOCOYCHU B JOKYMEHTAIWATA 3a
o6mech'eHF TIOpBHKa He IOpaKIaT 3abkenne 3a Beanoxutens na ru 3aKYTIH B IOCOYEHUS
obem, _

(4) Iipn meoGxomumocT 3aspenmTe KOJIIECTBA MOraT na ObIaT HaaxXBHpICHH
KaKTO U Jia 3as9BsIBA HOBH, KOUTO HE Ca BKIIIOUCHH B HUpunoxenne 1, o ca B w3mbIHERHE Ha
norosopa . Ilox ,,HoBY BHIORE® ce mMa IPEABUN: 3aMAHA Ha JICKAPCTBEHHS TIPOIYKT npeaMer
Ha nopwukara ot Ilpunosxenwe 1 npu conpase or IIPOU3BOJICTBO M/HIIN BHOC, 3aJIHYABAHE OT
IUIC ¢ exBuBameHnt ca BKIItOYeHH B CnuckKa, Hopax/Ja 3aIbIKEHHE 32 JOCTABKA ChC
CBUICCTBYBALIO APYTO ChC ChHIIATA FEHEPHKA.

CPOKOBE U HAYMH HA IUTAIITAHE

Hiten 2. Cpoksr Ha HacTOsIHS Aorosop e 12 (1Banazecer) Mecena or jatarta Ha
TIONUHUCBANCTO My WM JI0 Ch3/IaBAHETO HA YCIOBHS 33 JOCTABKA CIIEJl TIPOBEXIAHETO HA
UCHTPAM3UPAHY  €/IEKTPOHHH TBHPIOBe. JloroBopsr mpoxnmKaBa  neficTeHeTo cn 1o
CKIIFOIBAHETO Ha IOTOBOP C JAPYT U3IIBIHUTEN ClIe IPOB&XKAHE Ha OOIIECTBEHA TOPHUKA,

Unen 3. TTocouenste B g, | JICKApCTBCHU NPOAYKTH Iie OLAAT JIOCTABSIHH OT
Wsnemaurens na Besnoxurens g CPOK OT 24 (nBameceT u HETUPH) 4Yaca, Clel 3asBsIBAHEeTO
VM.

Hnen 4. [Tsmxumara na s mmures CYMa IO BCAKa OT/EIHA JOCTaBKa Iite 6b/1e
nnateHa oT Bhanoxkurens no GaHkosata cMeTka Ha Wsnbnaurens B cpox 1o 60 (mectnecer)
KalleH/IapHH JHHU Clie /] ' i '

banka:

IBAN:
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Ynen 5. CpoxsT Ha ronHOCT Ha AOCTABCHUTE JIEKAPCTBEHM IPOXYKTH TPOBA 114 e
HE mo-KpateKk oT 60 % (mectmecer IPONEHTA) OT OGIIKS CPOK Ha TOMHOCT KEM MOMEHTa Ha
JOCTaBKara. '

MACTO HA UBIIBJIHEHVE 1 [TPEMHABAHE HA COBCTBEHOCTTA

Unen 6. 3a msacTo Ha nocrassme Ha JICKAPCTBCHUTE HPOIYKTH Ce ompenens
“MBAIJI-JloGpua” AT rp. [lo6puy, yir. “ITanaifor Xutos” Ne 24, 3BeHo ,,Bomumano anTexa”,

Ynen 7. CobeTBenocrTa BBPXY NOCTaBAHUTE JIEKAPCTBEHHU [IPOIYKTH B PUCKBLT OT
IIBJTHOTO HIIK HaCTHYHOTO UM IIOTUBaHe IIpeMuHaBa BBpXYy BT>3J'IO)KI/ITCJ'I$I OT MOMEHTA Ha

[IPABA 1 3AJTBIDKEHUS HA U3ITBIIHUTEJIS

Ynen 8. (1) Wsmenaurensr e IIBKEH J1a CKIIFOYH AOTOBOD 3a NMOIM3IILIHEHME,
KOraro ¢ o04BHII B 3asBICHHETO CH 3a Y4acTHe IOJI3BAHETO Ha MOJM3IBIHATEN. B CPOK Ji0 3
AHH OT CKJIFOYBAHETO HA JOrOBOP 3a TIOMM3ITBbITHEHUE W Ha NOMBIHHTEIIHO CriopazyMmeHnue

JI0rOBOpA HIIM HA JOMbIHUTEIHOTO CIIOPa3yMEHHE HA BL3JIOXKHTEIS 3a€/HO C Jl0Kas3aresncraa,
Y€ Ca U3IIbIHEHH YCJIOBHSATA 1O L. 66, ain. 2 u 11 ot 30I1.

(2) MNomusmenaurennre msmar [IpaBO 1a TpeBB3Narar eiHa WiI¥ HoBeYe of
ACHHOCTHTE, KOUTO Ca BKIIOYCHH B HPEIMETa Ha IOTOBOPA 3a [O/M3ILIIHCHHE,

(3) HesaBucumo or BE3MOXHOCTTA J1a C€ W3MOJ3BAT NOU3IIbITHUTEH,
OTTOBOPHOCTTA 34 H3ITBIHEHHE HA JIOTOBOPA 33 OBIIECTREHA nopruka € Ha Usnbaaures.

(4) Bosnoxurenst Hama A4 H3BBPIIBA  TUPEKTHH  pasiUIAIAHES
O M3IBIIHUTENATE

' Hnen 9. Usnwenaurensr e ATBXEH 1a NOCTaBs JIEKAPCTBEHH IPOIYKTH, KOUTO
UMAT paspemesue 3a ynorpeba wuium YAOCTOBEPEHUE 3a PErucTpallust Ha JIEKapCTBEHU
OpoAykTH 110 wi. 23, an. 1 or 3JIIIXM u OTTOBApAT HAa M3UCKBAHHATA 34 Ka4ecTso,
GesomacHoCT 1 eduKACHOCT 110 3JIITXM; '

Yner 10. Llernara na JICKApCTBEHHUTE MPOAYKTH TpsOBa ma OTTOBapsl Ha CJIEIHUTE
M3UCKBAHUS: '

. Ilpennaranara nema ma JICKAPCTBCHUTE IIPOAYKTH, KOUTO Ca BKIIOUYCHH B

Hosurusnns nekapersen crmcok u 3aIUIAINAHY C TyGImuHw CPeJICTBa, 112 HE € MO-BHCOKA OT
peryimmpanara nena no Ilpwioxenne No 2 or IIJIC, mocouena B xonoma M (cToiiHOCT Ha
OlaKOBKa, H39HCIIeHa Ha 6a3a pedepenTHa CToMHOCT 3a neynupanara qHeBHa 703a). _

2. llpennaranara nena ma JICKapCTBEHUTE IPOIYKTH, H3BBH Te3u 110 T. 10, ] ., 1a He
© TO-BHCOKa OT IpejlenHaTa (MaKCHMAalIHATA IpOJaXHa NieHa Ha JIpeGHO), mocodena B
Perucrspa Ha Makcumanmure HUPON&XHH LICHH Ha JIEKAPCTBEHHTE IPOAYKTH, OTITYCKAHU 6e3
JICKApCKO MPEHCAaHUE ¥ MAKCHMAJTHHTE IPOAXKHH IICHA Ha JICKAPCTBEHHTE IIPOAYKTH,
OTITyCKaH! M0 JIEKApCKO IpeNIcanue (Peructep Ha npegenmuTe TICHH).

' Ynen 11. B cmygante, xorato Wsnenrurtenar nocrass JIEKAPCTBEHM IIPOIYKTH,
CHABPIKAIIN HADKOTHYHM BEIECTBA, TE3H JICKapCTBEHH MPOAYKTH TpAOBa ja OTrOBapAT Ha
H3UCKBaHuATa Ha wi. 68 ot SKHBIT.

Unen 12. Usnbanurensr e AIBKEH Na M3/1ajie B CpoK (akTypa 3a JocTaBeHuTE
JIEKAPCTBEHH ITPOJIYKTH.

[TPABA U BAIIBJDKEHUAS HA Bb3JIOXUTEIA

Hnen 13.(1). Branoxurensr uma NpaBo Jia MpPOBEPSIBA KOJIMYECTBOTO Ha BCAKa
OTACIHA 1OCTaBKa, KAaTO IPH YCTAHOBABAHE HA HECHOTBETCTBUE € MIBKCH Na YBEAOMH
Wsnemutens B cpok ot 24 yaca,
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(2). Ilpu ycramoBsBane Ha HECHLOTBCTCTBHE B Ka4eCTBOTO, HA HOCTABCHHUTE
JICKAPCTBCHA IIPOAYKTH BB3NOKHTENAT € 1rbKen ma yBenomu Vsnwnuutens B cpok or 24
Jaca.

(3). HecworBercTBHETO Ha KOMMYECTBOTO U Ka4eCTBOTO C€ YCTAHOBSIBA C
TIPOTOKOJL, ChCTABEH OT KOMHUCHS, ChCTABEHA OT JUTHKHOCTHATE nana Ha Beanoxurens,

(4). B ciyuqait, ge Usneaamrensr 5 CPOK 710 24 yaca cile]i yBenOMSBaHETO 1o af, |
¥/HIA 2 O¢TIOpH IMCMEHO HECHOTBETCTBHETO He Ka4eCTBOTO, TOH MOXKE /a MCKa MpoBepKaTa
MYy OT yIbIIHOMOIICH OpraH Ml 1a6opaTopus. ~

Hnien 14. Busmoxurensr e nisken Aa 3allIaTH yTOBOPEHATa IleHa B pasMepa, To
HAYHHA U B CPOKa, ONpENENeHH B HACTOSIIHUS ZIOTOBOD.

HEYCTOWKHU

Yien 15.(1) Ilpu 3a6aBa na nocTaska ot CTpaHa Ha M3nmeiauTeNs ¢ moseye ot 24
(ABafeceT | YeTHpH) Haca, BB3oKATeIIT MMa 1IpaBO Jia [IOJIy9H HeycToiKa B pasmep Ha 0.1
(Ryna usno, egna 7IECETa) Ha CTO OT CTOMHOCTTa Ha 3a0aBeHaTa AocTaBKa 3a Bceku 24 uaca
3a0aga. ‘

(2) IIpu ycraHoBsiBame Ha HECHOTBETCTBHE B KONMYECTBOTO, M3UbIHUTENST o
ATBKEH 11 NOCTABH JIMIICBAIOTO KOINYECTRBO IIPH CIIC/IBAINATA JOCTABKa, a4 IIPH [OUCKBAHE
OT CTpaHa Ha Bhamoxurens B cpok or 24 gaca. lpn HewsmwbiHeHMe Ha TOBa 3amBIKeHIE
B’B3JIO)KI/IT<lFJ'I$IT HMa IIpaBO /12 Ti0JIy4d HEYCTOHKA B pasMep Ha 5 (IIeT) Ha CTO OT CTORHOCTTA
Ha ITUTICRAIOTO KOIIHYECTEO.

(3) Ilpm ycranopsBame Ha HECHLOTBETCTBUE B KAYeCTBOTO, M3MBIHMTENST e
JUTBIKEH @ JIOCTABH JIEKApCTBEHH HPOJYKTH ¢ YrOBOPEHOTO KA9eCTBO TpPH ClIEBAIATA
AOCTABK4, a TpM MOMCKBAHE OT CTpaHa Ha BB3IOXUTENS B Cpox or 24 waca. Ilpm
HEU3IBIHCHHE Ha TOBA 3aJbIDKEHHE BB3loKUTENIT MMa IIPaBO 12 MOJIy4YH HEYCTOWKa B
PasMep Ha 5 (eT) Ha CTO OT CTOMHOCTTA Ha HeKaYeCTBeHATA JIOCTaBKa.

(4) B ciyuaure no anuneu 2 u 3, axo M3IbIHUTENST He J0CTaBH JIOTOBOPEHOTO,
Besnoxurensr uma npaso xa 34Kyl HEOOXOAMMHTE My JIEKapCTBEHH IPOAYKTH OT ApYyr
AOCTaBYHK, KaTO pa3IuKaTa MEXAy IeHaTa 110 AOTOBOpA W NEHUCTBATETHO 3AILTATEHATA [[EHA ¢
3a cMeTKa Ha M3neaauTes.

Hiten 16.(1) Ipu oTka3 wa Usnbianrens A2 TOCTABHU 3asBEHUTE MY JIEKAPCTBEHH
HIPONYKTH MM Tipd 3abaBa moBeue oT 48 (detmpunecer u ocem) uaca, Br3noxurensr uma
IPaBo 11a 3aKynu HEOOXOAMMHTE My JIEKAPCTBEHH IIPOAYKTH OT JAPYT JOCTABYHK.

(2) B cnygaure mo mpexxonara anues pasJKaTa MeX/ly LeHaTa II0 JOroBopa u
JICHCTBUTEIHO 3aMIIATEHATA 1ICHA € 33 CMETKA Ha Wznbanurens. '

Hrmen 17.(1) Hpu mocraska Ha JICKAPCTBCHH NIPOAYKTH, CPOKHT HA TOAHOCT Ha
KOHTO € II0-KpaThK OT CPOKa HA WI. S, M3IbIHHTEIST ABIDKYE HA BE3JIOXKHUTENS HEYCTOUKA B
pasmep, KaKTo ciejipa;

+ 1IPA NIOCTaBKa CBhC CPOK HA TOAHOCT 0T 59.99 10 50 % or o0UIMs Ccpok Ha
FOAHOCT — 5| % (IIET IIPOLIEHTA) BBPXY CTORHOCTTA Ha JTOCTaBKAaTa;
_ <. HIPW NIOCTaBKa CbC CPOK HA TOAHOCT oT 49.99 510 40 % or o0mus cpox Ha
roxuoct — 10 % (mecer nponenta) BBPXY CTOMHOCTTA Ha JOCTABKATA;

3. Ipu JocTaBKa ChC CPOK Ha roguoct ot 39.99 1o 30 % ot o6mus CPOK Ha
roguoct — 30 % (tpumecer IPOLIEHTA) BBPXY CTOHHOCTTA Ha JTIOCTABKATA;

4. IpH JT0CTaBKa ChC CPOK Ha rogHocT 0T 29.99 10 20 % or 00IIus CPOK Ha
ropeoct — 60 % (uectaecer IPOIIEHTa) BBPXY CTORHOCTTA Ha TOCTaBKaTAa;

5. [py JIOETaBKa Che CPOK Ha roxuocT mox 20 % ot o6imms cpox Ha rogHoCT — 90
% (nemersecet uporeHTa) BBPXY CTOMHOCTTA Ha OCTABKATA.

(2). Mocraekara na JICKAPCTBEH IIPOAYKT ChC CPOK HA TOIHOCT o-Kpatsbk oT 40 %
OT OOLIKSA CPOK HA FOTHOCT ce M3BBPIIIBA CaMO CJIEI MOTHBHPAHO PEIleHHe Ha PhKOBOATES

4
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Ha BL3ﬂq>KHTeJI;1 3a KOHKPETHOTO KOJIMYECTBO. be3 H3PUYHOTO THCMEHO CBINACHE Ha
PBKOBOJIUTEIS HA BB3ioxurens JICKapCTBEHNUTE IPOAYKTH He ce 3annamar va Msmsiaures,

Hren 18. BeanoxurensT mma IIPABO 11a ¥Cka 0O€3nIeTeHre B mbieH pasMep Ha
BPCAHUTE, KOUTO € IPETHPIIST B Pe3yiTar Ha 3abaBeHaTa u/UiH HekayecTBeHATa J10CTaBKa.
Unen 19. Ipu 3a6asa na fllamane ot cTpaHa Ha Bwsnoxmrens, [TOCTIETHUAT
ABJDKH Ha VI3bIHATENS Heycroiika, B pasMep Ha 3aKOHHATA JIMXBA. '

Ynen 20. Heycroiikure, 0De3NIeTeHNATa U [EHOBHTE pasnmuku o @i, 16, am. 2
MOraT 1a ObAaT ybpKaHH OT BCSKO JIBIDKHMO Ha VsnenruTens mnamane.

| HPEKPATIBAHE HA JAOI'OBOPA
| Ynen 21.(1) Horosopsr ce npexparsipa:

' 1. c.u3THUaHe Ha CPOKa, 3a KOHTO € CKIIOYeH, OCBEH B CIy4auTe II0 4. 2, us.
BTOPO; } ' :

2. mpu ch3gaBaHeTO Ha YCIOBHA 32 NOCTABKA CIeA IPOBEKIAHETO Ha
HEHTPATH3NPAHK €IEKTPOHHH THPIOBE;

3. KOraro ca HacTBHIMIH CBUICCTBEHH IIPOMEHM BELB ¢unancuparero mHa
obllecTBeHaTa mophyKa — OPEIMET Ha J0rOBOPa, W3BHH lpaBoMouMATa Ha Be3moxurens,
KOHUTO TOH HE € MOT'BJI YIIM HE ¢ GUIT JITbKeH Aa IPEBUIM WK 1A IIPENOTBPATH — ¢ IHCMEHO
YBEAoMIIeH e OT Bhanosxurens, BeqHara ciex HACTBIIBAHE HA OOCTOSTENCTRATA;

4. IIPH HACTEHIIBaHe Ha HCBUHOBHA HEBB3MOXKHOCT 33 H3MBIHEHHE B pesynrar Ha
HETIPEIBUICHO MM HENIPEXOTBPATHMO CHOUTHE OT M3BBHPENICH XapaKTep, BE3HUKHANO Clie]
CKIIOUBAHETO Ha IOrOBOPa (,,HEIPeoI0IIMa cuna®) 3a CpoK Io-Ieasr oT 30 IHH.

(2) Bwsnoxuremsar Mosxe Aa  TPCKpaTH Joroeopa 6es NPEM3BECTHE, C
YBEIOMIIEHYE, U3NIPATEHO 0 V3mbIHATE IS

1. npu cucreMHO HewsBIHEHWE Ha AOCTABKUTC HA JIEKAPCTBEHH NMPOIYKTH IO
KOJIMYECTBO H/UIIH KAYeCTBO OT crpana Ha Msnwimurens. ITox cucremuo HCHU3IIBIHEHUE Cce
pasbupa TakoBa, U3BBPIIEHO 1Ba WK [IOBCYE ITHTH B PAMKHUTE HA €HH KaleHIapeH Mecerr,
HITH TIOBEYC OT TPH IIBTU B PAMKUTE HA CPOKA Ha ZIOTOBOpA;

2. B ciy4aif, ye W3nenavrenst wsnonssa, ONU3IBIHATEN, Oe3 1a e JeKIIapapa
TOBA B JIOKYMEHTHTE 32 YYACTHE, WA U3IIOJI3RA TIOM3IIBIHUTEN, KOHTO € PA3/IudYeH OT To3H,
KOHTO € 110COYeH, OCBEH B CIydqaWmTe, B KOHTO 3aMsSHATA, CHOTBETHO BKIIFOYBAHETO Ha
UOMUSIIBIIHUTEI € USBLPIICHO ChC CHINIACHETO Ha Besnoxurens u B croterctBHE ¢Be 3011 u
HACTOSIIIU JOTOBOD;

(3) Boe3noxurensr TIpeKpataBa 10roBopa B ciydaute 1o wr. 118, am. 1 or 3011,
0e3 ma Iemxu obesmereHme Ha Wsnenaurens 3a IPETHEPIICHH OT NPEKpPaTIBAHETO Ha
AOTOBOPA BPE/IH, OCBEH aKO IIPEKPATABAHETO € Ha OcHOoBanue ui. 118, am. 1, 1. 1 or 3011,

JIPYT'U VCIIOBUY

Ynen 22.(1) Crpanute no AOTOBOpPA HE MOTAT Jia rO U3MEHAT, OCBEH B ClIydauTe,
npeaBuaeHn B wiI. 116, am. 1, 1.2 - 6 ot 30IL .

(2) B cnyyait, we mo BPEMC Ha JISUCTBHE HA JOTOBOPA, CTOHHOCTTA Ha JOCTaBSH
JICKAPCTBCH IPOAYKT, ONpeJieNiecHa Ho peza Ha Hapenbarta 3a PETYIMpaHe W PETHCTPHpAHEe Ha
HCHHUTC Ha JICKapCTBEHUTE MPOAYKTH, YCIOBHSTA, TIPABHJIATA U KPUTEPHHMTE 3a BKIIOYBAHE,
IIPOMEHY U/HMJIH HU3KIIOYBAHE Ha JICKapCTBCHH IPOLYKTH OT IMO3UTHBHUS JCKapCTBEH CIIMCHK
¥ YCIOBHATA U pefia 38 paboTa Ha KOMHCHATA 110 [IEHH U penmGypcupane i 1o pena Ha
APYI' HOPMATHBEH 4aKT, CTaHE TO-HHCKA OT AOroBOpeHara, Bw3nmoxwutenar 3ammama
JICKAPCTBCHIA IIPOMYKT IO TO-HKCKATA [ICHA, OT JaTara Ha BIIM3aHETO B CHJIA HAa PENICHUETO
Ha PETYNaTOPHUS OpraH.
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Ynen 23. Crparure mo A0TOBOpa 1€ peIlaBaT BBE3HHKHAIMTE 110 M3MBIHEHHETO
CIIOPOBE 110 B3aUMHO CBIJIACHE, 4 KO TOBA € HEBBLIMOKHO 110 pena na I'TIK npen Jlo6puurxust
OKDPBXKEH Ch]I.

Ynen 24. 3a Beuuku Heypenenu 1o HACTOALIMA OTOBOP BBIIPOCH LIE C€ NPHUIaraT
pasnopenoutre ua 3011, 33]1, T3 u apyrure oTHOCHMH HOPMATHBHH aKTOBE. '

HQuen 25.(1). 3a Banmmnum ampecn 3a NPUCMAHe Ha CBOOLICHHS, CBHp3aHH ¢
HACTOAIIHA JIOrOBOP Ce CMATAT aPEeCHTE, IOCOYEHH B HAYATOTO Ha JIOrOBOpA.

(2). Ilpu npomsna ma jgannMTE 10 TpEIXoiHaTa alluHes, ChbOTBETHATA CTPAHA €
ATBIKHA [1a yBE/IOMH JpyraTa B TPHIHEBEH CPOK OT IPOMSIHATA.

[Ipn  monmucsameTo ma wHacrosmms HoroBop ce mpencraBuxa ciemHuTe
JOKYMEHTH:

- 32 obcToATEICTBATA 110 Wi, 54, an. 1, 7. 1 or 3011 - cBUmeTERCTRO 32 ChJIMMOCT;

- 38 06CTOATENCTBOTO 110 4L, 54, ai. 1, 1. 3 or 3077 - YAOCTOBEPEHHE 3a JIUTICA HA
MyOJIMYHY 3a/{BIDKCHHS, H3MAIEHO OT OpraHuTe TI0 MPHXO/MTE; yAoCTOBepeHne oT O6immua
rpax Jlo6puy 3a jmmnca wHa NyOMYHA  38/1bIDKCHHES; YAOCTOBEpeHHe OT obImuHAaTa 1o
CONAIMIICTO Ha y4acTHUKA 33 JTMIICA Ha MyOTHaHm 3abIKCHHSI; '

- 33 0OCTOATENCTBOTO 1O wi. 54, a. I, T. 6 - ymocrosepenue ot OpraHuTe Ha
Wsnemaurenna arernus "I asaa MHCTIEKLHS 110 Tpyaa';

- Ceprudukar 3a npumarane u HMOMIbPKAHE HA CHCTEMa 3a YIpaBiCHHE Ha
kagectsoto EN ISO 9001:2015 m/mm EN ISO 13485:2016 H/MJIF eKBUBAJIEHTHA, B 06/1acTTa
Ha MPOU3BOZICTBOTO U/HIIM THPrOBUSITA C JIEKAPCTBEHH HPOJIYKTH;

s Pasperrerne 3a Ipou3BOACTBO 1O Wi, 196, an. 1 ot 3JI[TXM, B CIIy49anTe KOraro
YHACTHHKBT € MPOUSBOMTEN H IIPE/IIATa JIEKAPCTBEHATE IPOAYKTH, KOUTO MPOH3BENKIA, HITH
Ha Paspelenue 3a BHoc no um 196, an. 2 or 3JIIIXM, B cinygaute koraro YYaCTHHKBT €
BHOCHTEIN U [IpE/Iara IeKapeTBeHUTE IPOIYKTH, KOUTO BHACH,

- Jexnapanust no wr. 59, am. 1. T. 3, or 3MHUII no 3aremKATETHES obpazen

-

lIpunoxerne Ne 3 ot o6pasuute 10 KYMCHTH Ha JOKYMEHTAIUSTA 34 Y4acTHe.

Kbm HACTOAIIUSIOTOBOD Ca TIPHII0KESHH:
1. Texaudeckor IpeJuIoKeHue Ha M3meinure)s;
2. llenoBoTO np¢mIoxeHne Ha Uambiamres.

v
HacTogm{uiT BCTaBU B TP €IHOOODA3HH €K3eMIUIApa, ¢IuH 3a
Wsnbiaaurens u @/ B '

70 o
YOJIHUTEJT:
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TEXHHUYECKO NPENJOXEHUE

10 OIL M 1, HomenknaTypu NeNo 26, 39, 43, 44, 63, 158, 159, 160, 167, 182, 194, 203, 204, 232,
233, 262, 282, 283, 315, 316, 318.

[Toanucanure
CEeHOB,
Hos B Kayec WHa ,, b. bpayn Mexukan“ EOOJ],

Che cenanume: rp. Codus, m.x. 1592, Gy Xpucrodop Konym6 Ne 64, crpaga A2, oguc 111 u
alpec Ha ynpasienue: rp. Cogus, m.k. 1592, 6y Xpucrodop Konym6 Ne 64, crpamga A2, oduc
111, EMIK: 175016820

[PEJVIATAM CJIEJTHUTE YCJIOBUS:

1. Texnapupam cpok Ha BanuaHOCT Ha ogeprara, HO He TO-KPaTEK OT 3 (Tpu) Mecena

OT AaTata, KOATO © OCOYEHA 3a JIaTa Ha MOJaBaHe Ha o(eprara:
3 ( Tpu) mecera.

2. Ilpuemam cpoka Ha H3MBIHEHHE Ha nopbykata: 12 (nBaHajecer) mecema or
CKIIIOYBAHETO Ha IOTrOBOpA.

3. ITpuemam cpoka 3a miamane: 10 60 (lmectnecer) kaneHapHu HU OT H3BBPLIBAHETO
Ha I0CTaBKaTa 1 M3/1aBaHETO Ha (haKTypa OT M3IIBIHUTEIS.

4. Ilpuemam cpoka Ha nocTaBKa: Ho 24 (aeanecer u YETUPU) Yaca OT MOMEHTA Ha
3asBABAHETO OT CTPaHA HA BB3JIOKHTEIS.

5. Ilpuemam cpoka Ha romaoct: He To-Majko ot 60 % ot o6mata rogmocT B MOMEHTA
Ha JIOCTaBKa.

6. IEKJIAPUPAM, ue nocrassmuTe TEKapCTBEHU MPONYKTHU:

6.1. mMaTr paspemenue 3a ynorpeba WiIM ynocToBepeHwe 3a peructpamys Ha
JICKapCTBEHHU NPOAYKTHU 1m0 wiI. 23, an. 1 ot 3JIIIXM;

6.2. OTrOBapsT HAa W3KMCKBaHMATA 3a Ka4ecTBO, 6e30MacHOCT W edHKACHOCT Mo
3JIIXM.

7. NEKJIAPUPAM, ve npepiaranata HCHA Ha NCKApCTBEHHTE NPOAYKTH, KOUTO ca
BKJIIOYEHH B [I03UTHUBHUS JIEKAPCTBEH CIHCHK 1 3aialiany ¢ yOIuYHH CPECTBA, HE € O-BHCOKA
OT perynupanata ueHa no [Tpunoxenue Ne 2 or IIJIC, mocouena B kojioHa M (crodiHoct Ha
OTaKoBKa, U34KCIICHA Ha 0a3a pedhepeHTHA CTOMHOCT 3a neuHMpanaTa nHeBHa /i03a),

8. IlpreMaM Ja M3NBLIHABAM BCWYKH H3HCKBAHMS Ha BB3JIOXKUTENS, IIOCOYEHH B
OOSABJIEHUETO U IOKYMEHTALMATA 32 y4dacTue.

9. JlexnapupaM ChIriacuero cH ¢ KJIaysuTe Ha HPUII0KEeHHs TIPOEKT Ha JI0r0BOp.

10. B ciyuait, ue 62 onpeeneH 3a H3MbIHATEN Ha NOpBYKaTa, Ce 3aabKaBaM, IpH
TIOANMCBAHCTO HAa JOTOBOPA 3a OGILIECTBEHa MOPBUKA, Ja IPe/CTaBd aKTyanHd NOKYMEHTH
YAOCTOBEpsABAILM JIAIICATA HA OCHOBAaHHMA 34 OTCTpaHABAaHE OT MpPOLEAypaTa, KakTO U
CBOTBETCTBHETO € TIOCTABEHUTE KPHTEPHH 32 IOAGOD:

10.1. 3a o6¢TosTesncTBaTA 1O UL 54, an. 1, 1. 1 or 3011 - CBHJETEJICTBO 3a CHAMMOCT,
M3/IaICHO B G-MECEUHUSI CPOK Ha BATHIHOCT NIpe/in NIPEICTaBIHETO;

10.2. 3a o6cTosTeNncTBOTO MO L. 54, an. 1, 1.3 or 30II - YAOCTOBEpEHHS 3a JIUIICA Ha
TyONMYHH 33/\BIOKEHHS, H3JANCHN OT OpraHure no npuxoaure, or O6mmHa rpajy Hobpuy u or
O0IIMHATA 110 CeaNUIIETo Ha YYaCTHHKA;
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10.3. 3a obcrosrencToro mo i, 54, an. 1, 1. 6 - YAOCTOBEPCHHE OT OPraHUTe Ha
Msnennurenna arennus "I aspa UHCTIEKIHMSA 110 Tpyaa";

10.4. Cepruduxar, YAOCTOBEpsBAIN BHEJPEHA CHCTEMA 3a yTpaBIIeHMe Ha KaYeCTBOTO
EN ISO 9001:2015 w/umm EN ISO 13485/2016 w/vnu CKBUBAIICHTHA, ¢ 00XBar B 06J1acTTa Ha
TIPOH3BO/CTBOTO W/MIK THPIOBHATA C NEKAPCTBEHHU TIPOAYKTH;

10.5. Paspemenue 3a npoussoacTso 1o . 196, an. 1 ot 3JIITXM, B CIIy4auTe KOorarto
YHaCTHUKDLT € IPOM3BOJUTEN U TIpejUIara JIeKapCTBEHHTE TIPOAYKTH, KOWTO NPOM3BEIKAA, UK HA
Pazpemenue 3a sHoc no i, 196, an. 2 ot 3JIIIXM, B cnygaure korato YYaCTHUKBT € BHOCHTE U
TIpe/iiara JICKapCTBEHUTE MPOTYKTH, KOUTO BHACS,

10.6. HMexnapauus mo un. 59, an. 1, . 3 or 3MMII no 3ambmKHTe HIS obpaszery
Hpunoxenne Ne 3 ot o6pasiure MOKYMEHTH Ha JOKYMEHTALIMATA 38 yIacTHe.

3abenexcka: Yoocmosepenusma no mowwy | 0.2 u 10.3 mpsabea da ca usdadenu cred
oamama na omxpusanemo ua npoyeoypama.

HOI{HI/IC Ha NPEeACTABIABAIIOTO JHII¢ U meya

IleTbp AcenoB u lanuena
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IEHOBO NPEJIOKEHUE 3A W3NTbJIHEHUE HA IOPHUYKATA

no OII Ne 1, nomenknatypn NeNe 26, 39, 43, 44, 63, 158, 159, 160, 167, 182, 194,
203, 204, 232, 233, 262, 282, 283, 315, 316, 318.

oT 5, b.Bpayn Meaukan” EOOJI

¢be cenammie B rp. Codwus, Oyn. ,Xpucrodpop Konym6” Ne64, Codus Espriopr
Llenrsp, oduc crpaga A2, nomemenue 111,
EUK/BYJICTAT: 175016820

B KQ4€CTBOTO UM Ha NIPOKYPHCTU

IIpencTaBsaM LIEHOBO MpeIoKeHUe Mo HOMEHKJIATypuTe, MOCOYEHH B IPUIIOKEeHATA
u3Bagka oT Cnucbka Ha 060COOCHUTE TIOBUIMH U HOMEHKIATYpPUTE, 33 CHOTBETHATA 060CO6eHa
NO3HLKS, 38 KOATO NpeacTaBaM odepra.

IIpunaram momsiHeHa ¥ MoAmMHcana u3Baaka or Couchka Ha 000CO6EHHITE O3UIUK
1 HOMEHKJIATypHTe, 3a ChOTBETHATA 000CO0CHA MO3UIUS, 33 KOSTO HpecTaBAM odepra.
Ilpunaram usBajgka U Ha MATHUTEH HOCHTE]I (auck).

B useaoxama om Cnucvka na o6ocobenume nosuyuyu U HOMEHKAamypume 3a
cvomeemnama 060cobena NouyuUs, 6CeKu YYACMHUK € ONbAHCeH 04 NOWBIHU HOOMOCTHO 3a
6CAKA 3a 6CAKA HOMEHKNIAMYPa, 3a KOAMO yuacmeaq:

Konona 8: Tvpzosckomo naumenosanue na JIEKApCMeeHUs. nPOOYKM, USNUCAHO Ha
JAAmuUHUKaA.

Konona 9: Ilpouseooumen / npumescamen na paspewenuemo 3a ynompeba wna
NeKapcmeenus npooyxm.

Konona 10: Konuyecmeomo 6 onaxosxama - 6poii ha mabnemu, amnynu, emecmumocm
unu Op. MApKa.

Konona 11: llena na onaxosxa ¢ ns. 6e3 JJ/IC.

Konona 12: Ilena 3a mepna edunuya 6 ns. 6es JJJIC.

MMoanuc Ha HNPEeaACTABJABALIOTO JHIIE B IIe4a)

Ilerbp AcenoB u Januena T'uguko
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