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TOTOBOFP

Ne 51/16.10.2020 r.

I[Hec 16.10.2020 rox. B rp. oOpud, Ha ocHoBanme ui. 112 u ci.| OT 3akoHa 3a
o0mecTBEHATE IOPHUKH, C€ CKIIIOYH HACTOSIIHAT JOTOBOP MEXKIY: ’

"MHOI'OITPO®UJTHA BOJIHULIA 3A AKTUBHO HE‘{EHI/IE—,&[OBPI/III" AL
rp. HoOpyd, che cefanuile U aapec Ha ympaBienue: rp. Jlobpuy, yi. “Tlanaiior Xurtos" 24,
ter.  058/600160, daxc: 058/600414, e-mail: oblb@bergon.net, EI/IK| 124141302,

IIPEACTABIABAHO OT JI-p Feoprn MuTtkoB XKenszkoB — TPOKYPHCT Ha npy)l(ecmom HapH4aH
BB3JIOXKUTEJI

51 :

"JAHCOH-BI'" OO/, cbc cemamume B .Tp. Pamomup 2400, aapec Ha
ynpasnenue: yir. ,,Oten Ilaucuit” 26, EMK 20361270, npencrasnssano ot Crean I'eopruen
boxHHOB, onpenencH 3a m3nbiHuTeN ¢ Pemenre No 15/.31.03.2020 roa. Ha Beamoxurens
CIIeNl IPOBEJICHa Tpolieaypa 3a BB3JIATAHE Ha. 06mecmeHa noquI(a THIT OTKpEFa" Ne 00083-

2020-0008, ¢ npeamer: Hepnozqua JOCTaBKa Ha JIEKapCTBEHH  HPOYKTH 33 HYXXINTE Ha
»MBAJI - Ho6pua™ AJl, napuyan USITBJIHUTEJL

Crpanwure ce ciopa3yMsxa 3a CJICTHOTO:

TPEAMET HA JIOTOBOPA ULIEHU ~

Ynen 1.(1) Be3noxurensr Bp3nara, a M3npiHurensT mpueMa jia M3BBPIIBA
JIOCTABKA Ha JIEKAPCTBEHHTE IPOLYKTH. 0. Oﬁocoﬁeﬂa nozuuusd 1: JlekapcTBeHH MPOAYKTH
- 001K, HOMeHKJIaTypu Ne Ne 23, 119 132, 256 284 308 355, 3a KOHTO € nojar odepra B
OTKpPATATa IPOLICAypa 3a Bh3JIarane Ha OONICCTBEHA nopI,qKa \ -

(2) [loctaBenwTe JIEKapCTBEHHM NPOAYKTH CE 3aIlJalllaT ChHIVIACHO IEHOBOTO
IpennoKeHue Ha V3menHuTEINS, KaKTO CIIe/Ba:

1 2 3 4 6 8 o |10 | 11| 12
NO2BB | Metamizole | oral | 500 |20ml| 80 |Omalgin, !
02 sol | mg/ | oral T L woabnenn
ml drops, Betlpom AL, i o
500 . |rp.Pagomup/ Ut G 8
mg/ml,, | JAHCOH-BI
solution, |00[,
23 , A /| Pack: 1 | Bvarapua 1| 3,24 | 3,2400
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ROSCBO | Ambroxol | syrup | 15m | mg | 100 | Broncho ‘
6 hydrochlori g/5m MAXX BetMpom Afl, l
dum 11(;0 Syrup, 15 | rp.Pagomnp/ | |
ml mg/5 ml- | JAHCOH-BF ;
120 ml, -, | 004, i
119 Pack: 1 | Bbarapua '1]1,65| 1,6500
A03AD | Drotaverine | soLfor | 40 | mg | 1450 | Drotaveri '
02 inj. 0 |nps,
' Solution
for f
injection, | BetMpom A,
20 rp.Pagomup/ ;
mg/ml- | QAHCOH-BI ;
2ml,-, |00A4, |
132 _ Pack: 10 | Bbarapusa 10| 2,80 | 0,2800
JO1GB | Gentamicin | solutio | 40 | mg | 5050 | Gentami |
03 nfor | mg/ cin. DS, . |
' injecti | ml- Pédiavot - I
on. | 2ml y 3 |
.| for.. |
injection, | BetMpom AZ, |
40 mg/- | rp.Papomnp/ |
mt-2 ml, | BAHCOH-EBI :
= Pack: OO,EI,, |
256 10 bvnarapua 4"10 4,85| 0,4850
ALIGA | Ascorbic | tablets | 100 | mg | 5500 ®apmaLesTiy | |
01 acid HK 33BOAN :
i Vitamif': | Munse Af, |
C Bwarapua/0A
Danhson | HCOH-BI
100 mg x | 00, '
284 80tabl. |Bvarapus éO 1,52 0,0190
COSCA | Diosmin,co | tablets | 500 | mg | 2100 DdapmaiiesTuy
53 mbination Dioflavo |Hu 3aBoam
n; Film Munse Al !
coated - | Bbarapua/0A. i
tablet, ©+ | HCOH-BIr |
500 mg, - | 001, 12,0
308 . , Pack: 60 | Bbarapusa 60 0| 0,2000
MO1AE | Ketoprofen | Soluti | 100 | mg | 50 |KetoFLEX
03 on for | mg/2 Solution
injecti | ml for "
on M .
injection; | BetMpom AL, |
50 " ¢ rp.Pagomup/
mg/ml-2 | JAHCOH-BIr
mi, -, 0oL, |
355 Pack: 10 B‘Bhr‘a‘[:iiﬁﬂ' 10 5,80| 0,5800
3 EETETEEY |

-(3) Ilporro3nara crodHOCT Ha JOCTaBKaTa, nocoquH B noxyM@HrauuﬂTa 3a
0OIEeCTBEHA IOPHUKA HE TIOPAXKIAT 3a]bIDKEHHE 3a, B’BSJIO)KI/ITCJB{ Jla T’ 3a1<yna B [IOCOHCHHS
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|
(4) TIpu HeoOxomuMOCT 3agBeHMTE KOJIMYeCTBA MOTrar na 6’LZ[aTiHa,IIXBLpJIeHH
KaKTO H Ja 3adBsiBa HOBU, KOUTO HE Ca BKIOYCHHU B [Ipunoxenune 1, HO ca B WBIBIHEHHE HA
norosopa . Ilox ,,HOBH BUIOBE™ ce MMa [IPEABHIL: 3aMsHA HA JIEKAPCTBEHMS IIPOJIYKT [IPEAMET
Ha mopbykara ot [Ipunoxerne 1 mpu CHHpaHe OT IPOHU3BOACTBO /MK BHOC, janmanaﬂe oT
IUIC ¢ exBuBaneHT ca BK/IIOYEHH B CrxcbKa, TOpaXKIa 3ambDKEHHe 3a JlOCTaBKA ChC
CBIICCTBYBALLO JIPYTO ChC CHINATA TEHEPHKA. |
' |
CPOKOBE 1 HAYMH HA TUIAIIAHE i
HYier 2. CpoKbT HA HACTOSATIHS Jorosop e 12 (gBaHanecer) mecena OT JlaTaTa Ha
HOAMACBAHCTO MY WJIH A0 CH3JaBAHETO HA YCIOBHS 3a JOCTABKA ClIE HPOBEKIAHETO Ha
[EHTpa/M3Upati CNCKTPOHHHU ThProse. JIOrOBOPBT TpPONBIDKABA AEHCTBEETO CH 10
CKITFOYBAHETO Ha IOrOBOP ¢ APYT U3IBIHATEN ClIe]] IPOBEXkK/IAHE Ha 0OMECTRBEH HOpPBHUKA.
Unen 3. Ilocouenure B ur. 1 JICKapCTBCHH NPOAYKTH Iie ObIaT NOCTaBSHA OT
Wsnemmurens Ha Bu3noxurens B CPOK OT 24 (mBajeceT M 4eTUpH) daca, ciel 3asABSIBAHETO
M. |
Unen 4. JIpmxumara Ha MB3ubHETens cyMa mo-Begka OTICIHA NOCTABKA e 6b1e
IIaTeHa oT Branoxurena mo GaHkoBara cMeTka Ha M3NBIHETENS B.CPOK 10 60 (mectaecer)
KaJICHIAPHH IHU CIe]T I0CTAaBKA U M3/1aBaHeTo Ha GaKkTypa ot Mstisnfwrens. | '
o » BIC, v GRS i
IBAN: e, e R R 3 S R A o ks o e
Hiten 5. CpokbT HA FOHOCT HA JOCTABEHHUTE JIEKapCTBEHHU nponyKTﬂT[ TpsiOBa j1a e
HE 110-Kkpatek 0T 60 % (mectmecer mpouenta) ot OOIIHUs CPOK HA TOAHOCT KbM 'MOMeﬁTa Ha
JIOCTaBKAaTAa.

RS R : ‘ : !

MSICTO HA VBIIBJIHEHUE 1 IIPEMUHABAHE HA COBCTBEHOCTTA

HYien 6. 3a MsicTo Ha jgocTaBsHe Ha JICKapCTBEHUTE TIPOYKTH ;ce ‘ompenens
“MBAJI-[lo6pua™ AL rp. lo6pwd, yi. “Ilanaiior XuToB” Ne 24, 38eno ,,Bomauuno anTexa”.

Unen 7. CoberBenocTTa BBPXY NOCTaBSHUTE JIEKAPCTBEHH [IPOAYKTH H PHCKBT OT
IBJIHOTO WM YaCTUYHOTO WM nor'}_malge IpeMHHaBa BBPXY Bhamosxurens or \MOMEHTa Ha
IPUEMAHETO MM Ha MSCTOTO Ha JIOCTaBAHE C HPHEMO-NperaBaTelieH nporox?n WA Jpyr
PABHO3HAYEH JOKYMEHT., |

TTIPABA 1 3AJTJDKEHUS HA U3ITHIHUTEITS |

Urnen 8. (1) MsmbiHATENST € JUIBXER 14 CKIOYA HOTOEOD 34 ﬁd,tf}nﬁmﬂel}me?
KOTaTo € OGABHII B 3asBICHUETO CH 34 ydacTye [ON3BAHETO HA NOAUSNEIHHTEN, B CpOK /10 3
AHHM OT CKJIFOYBAHETO HA JOTOBOP 34 HOAM3IBIHEHNE MW HA IOMIBIHHTEIHO cﬁiopa3yMeHHe
34 3aMSHA Ha TIOCOYEH B 3aSBICHMETO IIO/M3ITBIHHUTE] M3IIbIHATE/IST H3Npallia KoNge Ha

JOroBOpa UJIH Ha ,Z[OH’BJ'IHI/ITGJ'II_-IOIO CHOp%YMQHHC}H&B’BBJIO)KHT&JI}I 3ae11Ho C I{OF&T&‘&TQJ{IC’TB@,

1€ Ca M3IBIHEHN YCTOBUSATA 110 WL. 66, ar. 2 11 o7 30IL " ‘ | ]

(2) IonmsubrHUTENMTE HAMAT TPABO A IPEBL3NATAT ClHA WIA TOBeYe OT
ICHHOCTHTE, KOUTO Ca BKIIOYCHH B [PE/IMETa Ha JOTOBOPA 33 TOIH3IIbIHEHHTE, |

(3) HesaBmcumo 0T BESMOXHOCTTA .Ja Ce W3NONSBAT TOXM3IIIHETEN,
OTTOBOPHOCTTA 33 W3IIBJHEHHE Ha JOTOBOPa 32 OGIECTREHA IOPHUKA ¢ Ha I/Ianmf—xmem.

(4) * Bw3poxurenst . HAMa 713 W3BBPMIBA | JUPEKTHH pasmjamafmx c
TIOJTH3IIbHATETATE . NTany I o

e 9. V3UbiHATENAT € JUTBKEH Ja. JQCTBS JIEKAPCTBEHN HPOAYKTH, KOHTO

(NS

MMaT paspeleHde 3a ymoTpeGa HIIM. YAOCTOBEPEHHUE. 3a PETACTPAllMs Ha JEKAPCTBEHH

[ 2R g
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MPOAYKTH TIo wI. 23, am. 1 or 3JIIIXM ® OTroBapsT Ha W3UCKBAHUATA

|32 KauecTBo,
Oe30macHOCT U eUKACHOCT 110 3JIIXM;

Unen 10. IleHaTa Ha nekapcTBeHuTE HPOJIYKTH TPSOBA Ja OTroBaps
MU3HCKBAHUS:

1. Ilpennaranara neHa Ha JCKapCTBEHUTE IPOAYKTH, KOUTO ca
I103UTHBHES NEKAaPCTBEH CIUCEHK U 3aIUTAaly ¢ MyOJIMYHE CPENCTBa, 1a He e
perymupanara neHa no Ilpumoxerue Ne 2 or IIIC, mocoueHa B xooma M
OIIAKOBKa, H3UHCIIEHA Ha Oasa peepeHTHA CTORHOCT 3a leDMHUpaHATA /THEBHA |

2. Tlpennaranara rieHa Ha JIEKapCTBEHHTE IPOAYKTH, U3BHH TE3H IO
¢ IO-BUCOKA OT IpejienHaTa (MakCHManHaTa TMpoJaXHA [eHA Ha ApeGHO),
Perucrepa Ha MakCHUMaTHHTE MPOTAXKHHA IIEHH Ha JCKAPCTBEHHUTE TPOLYKTH, O
JICKApCKO NPEANHUCAHAEe ¥ MAKCHMAIHUTE TPONAXHM LEHH HA JIEKapCTBEHH

| HA CJIeIHUTe

BIITIOTeHH B
I10-BHCOKA OT
(croiiHocT Ha
103a).

T. 10.1., na me
MIOCOYEHa B
TIyckaHu 6e3
T€ NPOIYKTH,

OTIyCKaHHU IO JICKApCKO npemucanye (PerucTsp Ha npesenHnTe Nenn).
Yner 11. B cmydante, xorato M3mbiHUTENST nocTaBs JEKapCTBEHH IPOIYKTH,
CHABPKAI HAPKOTHYHH BEINECTBA, TE3H JIEKAPCTBEHH IIPOAYKTH TpsbBa 1a OTroBapsT Ha
H3UCKBaHuATa Ha Wi 68 or 3KHBIT.
Unen 12. Vsmemaurenst ¢
JEKapCTBCHH IIPOAYKTH.

KEH, Ig-M3/Iane B CPOK- AOCTABECHUTE

SR s e

daxrypa 3a

YT = SRNTERY
{7 R, ettt Mo

TIPABA 1 BATBIDKEHVS HA BB3JIOXUTEILA

YUnen 13.(1). Bopanoxurenar uva IIPaBO J1a IIPOBEPABA KOTHAUECTR(
OTHE/IHA JIOCTZBKA, Karo NP YCTAHOBSBAHE HA HECHOTBETCTBHE € IJTBXKeH
Msmeianurens B cpok ot 24 yaca. . ot o :

(2). Ilpu ycranossiBame mHa Iiép'}_:O'l‘BE‘,TCTBIriIQ B Ka4eCTBOTO Ha
JICKAPCTBEHH MPOAYKTH BB3NOKMTENIT € JUIbXKeH Aa yBenoMu VBmeaHuTes 1
qaca.

OTO HA BCAKA
Jia- yBeIOMH

JIOCTABEHHTE
3 CROK 0T 24

(3). HecwoTBeTcTBHETO HA KONMYECTBOTO H Ka4ecTBOTO ce
IIPOTOKOL, ChCTABEH OT KOMUCHS, CHCTABEHA OT JIIBKHOCTHUTE JIIa Ha Bb3iox
(4). B ciyuait, ye M3nbnauTENST B cpok 10 24 uaca ciexn YBEIOMSABA!

H/WTA 2 OCTIOPH MACMEHO HECHOTBETCTBHETO HA KaueCTBOTO, TOH MOMKeE Jia MCK:

MY OT YI'bIHOMOIIEH OpraH Wit 1aboparopus.

Hrien 14. B3IOXHTENAT € ITBXeH J1a 3aIUIaTH yTOBOpEHaTa IIEHA B

Ha4KHa U B CPOKa, ONPEJICIICHH B HACTOMAIIHA HA0TOBOP.

HEYCTOUKU

L}

CTAHOBSIBA . G
MTEIIS,

HETO 110 ail. 1
| poBepKaTa

pasmepa, 1o

Hnen 15.(1) Ipu 3a6asa Ha nocTaBka OT cTpana Ha M3memauTens ¢ noseue or 24

(mBazecer u gerupm) yaca, Br3noxurensT uMa mpaso. 1a TIONIyHH HEyCTO}Ka B P
(Hyna 15710, €lHA KeceTa) Ha CTO OT CTOWHOCTTA Ha 3aGaBeHATa JOCTaBKa 3a B(

zabaBa.

(2) TIpu ycramossBane géj AI,g,'e;g:i?'pTB_éTbiBﬁQ BK
JUTBIKEH JIa LOCTaBH JMIICBALOTO KOJMYECTBO IIPH CIETBANY
OT cTpana Ha Brsnoxutens B cpok or 24 waca. Jpu Bemaneimenye Ha Topa
BB3IOKATENAT HMa IT
HA JIUTICBAIIIOTO KOJAYECTRO.

(3) IIpu ycranossBane Ha HECBOTBETCTBHE B KaueCTBOTO, U3IE

AITBIKECH & J0CTaBH JICKAPCTBCHH IIPOAYKTH C y_TOBOpeHOTb Ka4yecTBO mOpu

AOCTABKA, & IpH MOUCKBAHE OT CTpaHa Ha Bmnamoxurens B cpox or 24

onrYecTBOTO, M3m
aTa JOCTaBKa, a IIp

PABO /13 NIOTYH HeyCTOHKa B pasvep Ha 5 (flet) Ha c10, o1

asmep Ha 0.1
eKd 24 daca

BIHUTEILIT €
i IOMCKBAHE
3a/BINKEHAE
CTOHHOCTTA

THUTEIAT e
clieziBamara
gaca, Ilpm
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HEU3IBIHEHUE Ha TOBA 3aJbDKCHHE BB3I0XKHTENAT MMa IpaBO JAa MOJIYYH HEYCTOMKAa B
pasmep Ha 5 (II€T) Ha CTO OT CTOMHOCTTA HA HEKAYeCTBEHATA TOCTaBKa.

(4) B cnygante no amanen 2 u 3, ako VI3UBIHATENST HE HOCTABH JIOTOBOPEHOTO,
Boanojurenst uma 1mpaso Jia 3aKynd HEOOXO[UMHTE My JEKapCTBEHH MPOAYKTH OT APYT
J0CTaBYMK, KaTO pasiiMKara Mexay 1eHara 1o 10rosopa u )IeiZCTBETeJIHO 3ariaTeHara 1eHa e
32 CMETKa Ha Usmsnawrens.

Unen 16.(1) Ilpu otka3 Ha VI30bIHUTENI [Ja JOCTABH 3aSBEHUTE MY JIEKapCTBEHH
IPONYKTU WU npu 3a0aBa moBeue oT 48 (WeTHpumeceT M OCEM) daca, BL3JI¢)>KI/1TeJIsIT nMa
IIPABO /4 3aKyNH HEOOXOAHMUTE MY JIEKApCTBEHH IMPOIYKTH OT APYT HOCTaBUHK.

(2) B cnydanTe 1mo mpeaxoaHara ajHHes pa3MKaTa MeXIy IeHaTa ho ,uoronopa u
JEHCTBUTENHO 3a11aTeHaTa [IeHa € 3a CMeTKa Ha V3IbIIHUTEN. ;

YHnen 17.(1) Ilpu moctaBka Ha JIEKAPCTBEHH IPOJYKTH, CPOKBT Ha I"O,I[HOCT Ha
KOHTO € 1I0-KpaThbK OT CPOKa Ha WI. 5, U3MBIHUTENSIT JTBIDKH Ha BB3I0KHATENS HEyCTOlKa B
pa3mep, KaKTo CJIeIBa: :

1. mpu goctaBka chC CpOK Ha rofHOCT OT 59.99 1o 50 % or ofmus cpok Ha
roguoct — 5. % (ner npoleHTa) BEpXy CTOMHOCTTA HA IOCTABKATA;

2. npH JocTaBKa  ¢be CpoK, Ha romHocT 0T 49.99 mo 40 % ot obmms cpok Ha
roxuoct — 10 % (necer mporenTa) BEpXY CTOHHOCTTa Ha JI0OCTaBKaTa;

3. TIpH JIocTaBKa ChC CPOK Ha rojgHocT oT 39.99 mo 30 % or obmus cpox Ha
roguoct — 30 % (TpuzeceT mpoleHTa) BbpXY CTOHHOCTTa Ha JIOCTaBKaTa;

4. mpu OCTaBKA CBC CPOK Ha roJHOCT oT 29.99 1o 20 % ot oGSt CpOK Ha
rogaocT — 60 % (mect/iecer NpoLenTa) BbpXy CTOMHOCTTA Ha JOCTABKATA;

5. 1py JIOCTaBKA CBC CPOK Ha ToAHOCT moA 20 % ot obmus cpok Ha rozEoCT — 90
% (LeBeT/ieceT POIEHTA) BPXY CTOHHOCTTA Ha JOCTABKaTa.

(2). HocTaBkara Ha JIeKapCTBEH IMPOIYKT ¢hC CPOK HA TOHOCT no-lcpa'rmc ot 40 %
OT OOIIHs CPOK Ha POAHOCT C¢ U3BBPIIBA CaMO. CIIe/, MOTHEAPAHO PEIIECHHE HAa PHKOBOIUTENA
Ha Bp3noXurens 3a KOHKPETHOTO Kommecho Be3 H3PUYHOTO THCMEHO ChINIacHe Ha
PBKOBOAUTEINS HA BB3noxkuTens JIeKapCTBeHHTe npop;me HE ¢e 3aIUialnar Ha, V3IBIIHUTES.

Unen 18. BeamoxuTessar uMa [paBo Ja KCKa 06e3m;e1"e}m<, B IBJICH pa3Mep Ha
BpPEIUTE, KOUTO € IIPETHPIIAI B pesyJITaT H;a 3a6aBeHara I/I/I/IJ'II/I 'HEKaJeCcTBEHAaTa JOCTaBKa.

Unen 19. Hpn 3a6aBa Ha, nJIam;aHe OT CTpaHa Ha. Be3noxurens, noCIeAHAST
ABIDKY Ha M3IBTHATENS HEYCTOHKA, B pasMep Ha ?»’;IKOHHaTaq meBa, .

Ynen 20. HeyCTonKnTe 06eameTeHmITa ¥ LEHOBUTE PA3IMKH IO 4. 16 an, 2
Morat fa GbaT yAbpKaH! OT BCAKO ABIKAMO Ha V3IBIHUTE A [IAlfaHe.

PR

TIPEKPATSBAHE HA _);LQiiQEQRA" "

Qnen 21.(1) orosopsT ce IIperaTSIBa. ‘

1. ¢ m3THYAHE HA CPOKa, 3@ KOHTQ ¢ CKIIOYEH, OCBEH B CIlydauTe IO 4iI. 2, h3.
BTOPO; Redi T, B .
2. mpu cmnaBaHeTo 'Ha YC7OBHA 32 JOCTABKA CIeJl IPOBEKIAHETO Ha
NEHTPANH3NPAHY CIEKTPOHEM] THPTOBE; .\ .\ .. ¢ .. ... . -
3. KOraro ca HACTHIWIH CBHINECTBEHH TIPOMCHH BHB (MHAHCHDAHETO HA
obIecTReHATA TIOPBUKA — TIPE/IMET Ha JIOTOBOPA, M3BBH MNABOMONIKATA, Ha Branoxmrens,
KQHTO TO# He € MOl Wi He € GHIT JUTBKEH Ja TPSABHIH FIM 13 IPEAOTBPATH — C IHCMEHO
yBeloMIIeRHE OT Be3/0KuTeNs, BeTHATA CIIe/l HACTHIBAHE HA 0OCTOATE/ICTBAT;

4. IIpH HacTHIBAHE. HA HEBUHOBHA. HEFH3MOKHOCT 32 W3IBIHEHHE B pe&ym:a;r Ha
HENPE/IBUAICHO M HENPE/OTBPATHMO CEOMTHE OT M3BBHPE/ICH XapakTep, Bh3HUKHAIQ cne,u
CKIIOYBAHETO HA JOrOBOpa (,,mnpeonomma cuna“) 3a CPoK HO-,D;’LJIBF or 30 qum.
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(2) DBB3noXUTENAT MOXE Ja IIPeKpaTH JIOTOBOpa Oe3 IIpeiu3BecTHE, ¢
yBeIOMIICHHE, U3IIpaTeHo A0 M3nbiHuTens:

1. IpH CHCTEMHO HEM3IBIHEHHE HA JOCTABKHTE HA JEKAPCTBEHH IPOIYKTH IO
KOJIMYECTBO, A/MJI KadecTBO OT cTpaHa Ha Vsmbmaurens. Ilox cHCTEMHO HEM3ITBIHEHHE Ce
pa30rpa TakoBa, H3BHPIICHO JIBA WM TIOBEYE IHTH B PAMKHUTE HA €IHH Kanep,uapeﬂ Mecell,
WJIA TI0BEYE OT TPU IIBTH B PaMKHUTE HA CPOKA HA JOTOBOPA;

2. B ciny4ail, ue M30bJIHUTENAT M3M0JI3Ba MOMU3IBIHUTEN, 0€3 Jia € AeKiapupai
TOBA B JIOKYMEHTHTE 32 y4acTHe, WIH M3NOI3BA ITOAU3IIBIHUTEI, KOMTO € pa3jii4eH OT TO3H,
KOUTO € TOCOYeH, OCBEH B CilydauTe, B KOWTO 3aMsHaTa, CHOTBETHO BKIIIOYBAHETO Ha
MOAM3IBJIHKUTEN € H3BBPIICHO CHC ChITIacheTo Ha Br3noxurens u B crorBercTBHE ¢he 3011 1
HACTOSIINS IOTOBOP; -

(3) Bb3noxuTenaT npekparsBa J0roBopa B cirydaure mo wi. 118, am 1 or 3011,
0e3 ma Apmxu obe3rnercHUe Ha V3mbIHUTENS 3a HIPETHPIEHH OT MNpEeKpaTdBaHETO Ha
JIOrOBOpa BPeaM, OCBEH aKO MPeKpaTABaHeTo ¢ Ha ocHoBanue wi. 118, an. 1, T. P ot 30I1.

JPVTH YCJIOBUS

Unen 22.(1) (,Tpam«iTt, o noroaopa He MoraT ,ua m HBMGHE[T OCBEH B. crryqantre,
npeasuaesu B wi. 116, aim. 1, 7.2 -6 o 30117 - '

(2) B cmywaii, 4e mo BpeMe Ha AeHCTBUC Ha JIOTOROPA, CTOMHOCTTA Ha I0CTABIH
JIEKapCTBEH IIPOJYKT, ONpPEEIIeHa 10 pesia Ha HapenGaTa 3a peryimpaHe i pericTpapaHe Ha
LEHUTe Ha JIEKAPCTBEHUTE NPOJYKTH, YCIOBHATA, NPABIIATA ¥ KPUTEPUHTE 33 BKIIOYBAHE,
IIPOMEHY H/WIIK U3KIIOYBAHE HA JICKAPCTBCHHU MPOAYKTH OT HOKTHRHYS ICKAapCTBEH CIHCHK
U YCIIOBHSATA W pela 3a pa60Ta Ha, KOMUCHSTA 110, IEHA H, pchﬁypcnpaHe HIA TI0 peJla Ha
Apyr HOPMATHBEH akT, CTaHE¢ IIO-HHCKA OT, noronopeHaTa BpsnoxutensaT 3amiama
JIEKapCTBEHHS IPOAYKT 10 [O-HUCKATA IigHa, OT ,uaTaTa HR BIM3AHETO B CUJIA HA PEIIGHHETO
Ha PEeryJIaTOpHUS OpraH. , |

Unen 23. CTpaHI/ITC o ;[or0130pa Iue pemaBaT B'L3HI/IKHaJ'I]/ITe o I/ISI'I’I:J'IHeHI/IeTO
CIIOPOBE TI0 B3aMMHO CHIJIACHE, & aKO TOBA € HEBB3MOXKHO I10 pena Ha ['TIK H}Jell )Ioﬁpmncml
OKpBXEH Ch. i

e 24. 3a BCHYKH HEYPEACHU 110 HACTOAINHS JOTOBOP BRIIPOCH Lhe ce npnnara'r
pasnopendure Ha 3011, 33]], T3 u. apyrure. OIHOCHMH HOPMATHUBHH aKTOBE. .

Unen -25.(1). 3a BaJII/I,I[HYI)I” aipecu 3a TpEeMaHe Ha C’bOﬁHICHI/I%I CB’Bp?aaHI/I c
HACTOSIIHS, IOTOBOP €€ CMATAT IPECHTE, IIOCOYCHH B HAYAIOTO Ha JOTOBOPA. |

(2). IIpn mpomMsHa Ha ZaHHWTE IIO MPEAXOIHATA alHHEsd, (.’BOTBeTHaTa cTpaHa €
JUTHIKHA a YBEIOMU JIpyraTa B TPUIHEBEH CPOK OT IIpOMSIHATA. \

STt N A

[RR ':h [ARR

Ilpm monmmucmanero Ha Hacrosmusa Jlorosop: ce npeILCTaBan clienHuTe
JIOKYMCHTH:

- 32 00CTOSsITENICTBATA 110 qJI 54, aJ1 1 T 1ot 30H CBI/II[CT@JICTBO 3a ChAUMOCT;

- 38 006CTOATENCTBOTO MO 1L, 54 a.u 1 T 3 0T 30H - YIOCTOBEPEHHE 3@ JIMICA HA
MyONAYHY 3a{bJDKEHIS, H30aJeHO0 OT OpFaHHTC no IIpI/lXO,I[I/ITe yrocropepenue ot OfmuHa
rpag JloOpuu 3a nunca Ha ny6quHH 3aI['BJI}KCHH$I, y;(ocroaepgﬂge QT ofmmHaTa M0
CeIATUIIETO HA yJACTHHKA 3 JMIICA Ha ny6IaH JAIBIDKSHESL; - .

- 3a oGcTosTencTsoro 1o Wi 54, an. 1, T.,6, - YILOCTOBepeHI/IC oT Opl,"aHKTe Ha
VsirbiHATeNHA areHiws "1 TaBHA HHCIEKIHS [0 Tpya';

- - Ceprudukar 3a npungrase u. HOMIbPXKAHE HA CHCTEMA. 3a ynpaBneHne Ha

kagectBoTO0 EN ISO 9001:2015 v/ EN ISO 13485:2016 I/I/I/IJ'IH eKBIf[BaJIeH'\lHa, B 06J'IaCTTa
Ha OPOM3BOACTBOTO W/HIIHA T’BpI‘OBI/ISITa C JIEKAPCTBEHHA TIPOIYKTH; |
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- Pasperenne 3a mpoussocTRo 1o wi. 196, a. 1 ot 3JIIIXM, B ciyuanTe xorato
YHaCTHHKDLT € NPOU3BOMMUTEI M TIPE/Iara JIeKapCTBEHUTE MPOXYKTH, KOUTO IPOU3BEIK/IA, MK
Ha Paspemenue 3a BHOC mo wr. 196, am. 2 or 3JIIIXM, B ciiy4amTe KOraToO YYacTHHKET &
BHOCHTEN H IIPEAIara JieKapCTBEHHTE IIPOJYKTH, KOMTO BHACS,

- Hexnapanms mo wm. 59, am. 1, 1. 3, or 3MUII 1o 3a1bIDKATETHES oGpasen
Ipunoxenne Ne 3 ot o6pasunte TOKYMEHTH Ha IOKYMEHTAIHATA 33 ydacTHe.

KbM HaCTOSINMS TOTOBOP Ca MPHIIOKEHH:
1. TexaugeckoTo npeyIoKenre Ha M3mpIHATENS;
2. HernoBoTo mpemioxenve Ha M3mbmmurens.

N
Hacrogmmust uforoaop Ce ChCTaBH B TPH €IHOOOpa3HH CK3EeMILISpa, SAUH 3a
b S LA

- ¥
Wsneimurens u 1pa 3a Beaiokurens. _ P\

—

o

FH.C‘-IETOBO}?
JAm

CBI'JIACYBATEJIL:

3anunyeHn gaHHu Ha ocHoBaHue 4n. 37 oT
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Hpunoxcenue Ne 2 — 3adw1iicumenen o6pasey
IlIpeocmaen ce no écaxa o6ocobena no3uuuA, 3a KOAMO ce nm)&ca oghepma

TEXHHYECKO NPEJAJOXEHMUE
110 obocobena mo3umusa Ne 1

(Mona nocoueme nomepa na obocobenama nosuyus, 3a K‘Oﬂmo npeocmaesnme
MEXHUYECKO NPeoodicenue) |

\
ITopmucanusar Credan I'eopriuer boxuHOB, B KAauecTBOTO CH
Ha YnupaButen (u3nucea ce ONviCHOCMmaA) Ha I[AHCO!—!' !!! !!l !mnuéea ce umemo Ha
yuacmnuka), cwe cepanmimie: rp.Pamomump, ampec Ha ympasnenue rp.Pagommp, yn.Oren
Iaucwit Ne 26, n.x. 2400, EMK 203612570,
H Upes:
Ceppamaa Munuer Munyl
29.07.2010 r. or MBP Codus, c

HM3NafeHa Ha
061.Codus,

ORIHOMOITEHO jHIle 3a AeiiHoctH 1o 3011 or mMmeto Ha YIIPaBUTENA C
MBIHOMOITHO

ITPEJUIAT AM CJIEJHWTE YCJIOBUA:

1. Jlexnapupam cpok Ha BaTWIHOCT Ha odeprara, HO HE no—lcﬁamlc ot 3 (Tpm)
Mecela OT fiaTaTa, KOATO € IOCOYEHa 3a /1aTa Ha nojjaBane Ha odeprara: %

3(Tpu) mecerna. |

2. Ilppemam cpoka Ha M3MBIHEHWE Ha NMOphUKaTa: 12 (uBaHaneceT) Mecela OT
CKITIOYBAHETO Ha JOTOBOPA.

3. Ilpmemam cpoxa 3a mamade: 1m0 60 (mectrecer) Kanetmapﬂn JHA OT
W3BBPIIBAHETO HA JOCTABKATA M M3JaBaHeTO Ha (DAKTypa OT U3IIBITHUTEIS. \

4. [Ipuemam cpoxa Ha nocraska: Jlo 24 (mBajeceT # YeTHpH) 9aca OT MOMCHTA Ha
3asB4BAaHETO OT CTPaHa Ha Bb3JIOKUTENS.

5. Tipuemam cpoka na roxmoct: He mo-mamko ot 60 % or ofmata ronsocT B
MOMEHTA Ha JIOCTaBKa. i

6. JEKJIAPUPAM, 4e nocTaBaHUTE JIEKAPCTBEHHU MPOIYKTH: !

6.1. mMaT paspeleHHe 3a ynorpeba HIM YXOCTOBEPEHHE 3a \perHCTpaumI Ha
JIEKapCTBEHH MPOMYKTH 10 4. 23, an. 1 ot 3JI[IXM;

6.2. OTroBapsAT Ha W3UCKBAHMATA 33 KAYECTBO, OE30MACHOCT I/I‘ eHKacHOCT 110
3JIIXM.

7. JEKJIAPUPAM, ue mpeanaraHata IleHa Ha JIEKAPCTBEHUTE pponyKTH KOHTO
ca BKIOYCHH B [I03UTHBHES JeKapCTBEH CIMCHK ¥ 3aIUIAIIAHM C MyOIHYHM CPECTBA, HE €
IO-BHCOKA OT perymmpaHaTa IieHa mo [Ipumoxenmwe Ne 2 ot ILJIC, TII0COY¢Ha B KOJIoHA M
(cToifHOCT Ha OIIaKOBKa, M349HCIICHA Ha 0a3a pedepeHTHA CTOMHOCT 3a AeuHApaHara AHeBHA
J1034). .

8. [lpumemam /12 U3NBIHABAM BCHYKU M3UCKBAHHS Ha BH3IOKHUTEI, nocoqemfi B.- '
O0fBJICHHETO U TOKYMEHTALHATA 33 yJacTHE. LY,

9. Jlexnapupam CHITIACHETO CH ¢ KITAy3HTE Ha IIPHIIOKEHHS IIPOSKT HA zzoronop
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10. B ciyuaii, 4e 6b/1a OnpeeneH 3a H3MBIHATENL Ha HOPHUKATA, CE 3abIDKABAM,
IpH TOAMHCBAHETO HA 10roBopa 3a oOmIECTBeHa NOPBYKA, Na TPEACTABA AKTYaIHH
JOKYMEHTH YJOCTOBEPsBAIIM JIANICATA HA OCHOBAaHMA 3a OTCTPaHSBaHE OT IpoOIle/ypara,
KaKTO M ChOTBETCTBHETO C IIOCTABEHUTE KPUTEPHH 38 ITOAOOP: 1

10.1. 3a obcrosrencTBara mo wr. 54, am. 1, . 1 or 30II - k:BnneTeHCTBo 3a
CBIAMMOCT, H3JANEHO B 6-MECeIHNA CPOX Ha BAIUIHOCT IIPEH IIPEJICTABIHETO;

10.2. 3a obcrosTencrBoro no wi. 54, an. 1, T. 3 ot 301l - yaocrosepenus 3a
JMIICA HA IMyOIMYHM 3aXbIDKEHNAS, H3LaICHN OT OpraHHuTe 1o mpuxomure, ot O6muna rpan
JoOpyd ¥ oT ofimyHaTa IO CENAMIIETO Ha YIACTHWKA, !

10.3. 3a o6crosrencTBoro mo wi. 54, ai. 1, T. 6 - yIOCTOBEPEHHE OT OPraHUTE HA
W3nenHuTENHA areHuns " 1aBHa MHCIIGKIHA 0 Tpyia"; |

10.4. Ceprudnxar, yaocroBepsBall BHEApEeHa CHCTEMA 3a 1ynpa:BJ1eHHe Ha
kauecTBoTo EN ISO 9001:2015 n/mma EN ISO 13485/2016 u/unu exBuBaneHTHa, ¢ 06XBAT B
o0J1acTTa Ha IIPOM3BOJICTBOTO /UM THPrOBUATA C JIEKAPCTBEHH IPOJAYKTH; |

10.5. Paspemenue 3a mpon3BoacTBo 1o wi. 196, an. 1 ot 3J11'JIXM, B CIIy4auTe
KOraro yYacTHHKBT € IPOM3BOZUTCN H TpEMNara JCKapcTBEHHTE IPOIYKTH, KOHTO
npousBexa, uim Ha Paspernenne 3a BHoc 1o wi. 196, am. 2 ot 3JIIIXM, B [citydamnTe KOraro
YYaCTHMKBT € BHOCHTEN H IIpeiiara JISKapcTBEHUTE IIPOAYKTH, KOUTO BHACS;)

10.6. Hexnapanus mo 4. 59, an. 1, . 3 ot 3MMUII 0 3aJIbIDKHTENHHS 00pasen
[punoxenue Ne 3 ot 06pa3uuTe IOKYMEHTH Ha TOKYMCHTAIUSATA 32 YIACTHE.

3abenexcka: Yoocmosepenusma no mouxu 10.2 u LO-3-mpsbea oa ca uzdadenu
Clle0 0amama Ha OMKPUBAHemMO HA NPoYedypama. M

HO)IHI/IC Ha IPCACTABIABAINOTO JTHIIC U IMEYY

28.05.2020 1. CepnammnH Mumges
VIIBIHOMOINEHO JHIE"
(ume, GampHO U GaMUNHS, [UTHKHOCT)
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Ipunosicenue Ne 1 — 3a0vnncumenen oopasey

IIpeocmasa ce no 6caka oGocodena no3uyua, 3a KoAMo ce nodasa odepma
|

HEHOBO IIPEJUIOXEHME 3A N3ITb/JIHEHHUE HA IIOP'TB‘IKATA

ITo o6ocodena mosumusa Ne 1

(Mons nocoyeme nomepa na obocobenama nosuyus, 3a xo;zmo npeocmaeame
yernoea opepma) |

ot JAHCOH-BI' OO 1
¢he cepammie B Ip.Pagomup, o6muna [epauk u agpec Ha
ynpasierue rp.Pagomup, yi.Oten [aucmit Ne 26, m.x. 2400
EUK /BYJICTAT203612570
upencrasiiBad oT Credan ['eoprues boxunon
KAYECTBOTO MY HA YIIPaBUTEI

Cepnamin
29.07.2010 r. ot MB
o0 Ctonmyna,

VIBIHOMOWIEHO JHIe 3a AeHHOCTH o 3011 or mmeTo Ha ynpasuTens c
neiaHoMOInHO Ne 1366/2019

, M3aneHa Ha
: 06m1.Cous,

IIpencraBsM IEHOBO IPEIJIOKEHHE IO HOMeHmarypnTe MOCOYEHH B
mpuaoxkeHara u3Baaxka oT Cmmcbka Ha 000coOcHHTE MO3WOHE # HOMq:HKJIaTypHTe 3a
CHOTBETHATA 000COOCHA TO3MIIMS, 33 KOATO MPEACTABAM OdepTa.

[IpuwnaraMm mombiHEeHa ¥ moxmucana m3Baaka orT ChmEchKa ha 06ocobeBuTE
MO3HIMA M HOMEHKJIATYpUTE, 3a ChOTBETHaTa o0oco0ena mosunus, 3a Kd}ITO NPEACTABIM
oepta. ‘

IIpunaram u3Bagxa ¥ Ha MAaTHATEH HOCHTEN (JHCK).

B uzeaovama om Cnucwvrxa ua obocobenume no3uyuu U HOMEHKIAMypume 3a
cvomeemnama 060co0eHa NO3UYUs, 6CEKYU YUACMHUK € ONBAHCEH 0a RONBAHU HOOMOETHO 3d
6CAKA 34 6CAKA HOMEHKAmMypa, 3a KOAMO y4acmea: ‘

Konona 8: Topzoeckomo Haumernoeare Ha NEKAPCMEEHUS npo@yrcm UINUCAHO HA
NAMURUYA.

Konona 9: Ilpouseodumen / npumedcamen Ha paspeuienuemo $‘a ynompeba Ha
JIeKapCmeeHUs IPOOYKM.

Konona 10: Konuwecmsomo 6 onaxoexama - 6poii na maﬁﬂemu, amnyny,
EMECMUMOCI UNU Op. MAPKA.

Konona 11: Ilena na onaxosxa 6 ne. 6e3 J[J[C.

Konona 12: I]ena 3a mepna eounuya ¢ ne. 6es JJJIC.

28.05.2020 r. Ioamwc Ha IPeCTaBIABAIIOTO JIH]
(Cesnamua MungeB- J{upekro
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1 2 3 4 5 [ 7 # 9 10
NuzBB02 Matemizole sodium sol for inj, 1000 g 2mi 2RO QOmalgin, Solution
far injection, 500
mg/ml-2ml,-, |Berfpom Af), rp.Pagomip/
P2 Patk: 10 BAHCOH-BT OO, Bhirapnm 10 3,85 10,2850
NOZBROZ IMetamizole orat sol F00mg/ml Zliml it
Oimalgin, oral
drops, 500 mg/ml, |Betlpom AL, rp.Panomnp/
23 lution, Pack: 1 [AAHCOH-BI' OO, Buarapan 1] 3,24 3,2400
MO1ABOS Diclofenas sokinf 25 mglmt- g e Diclafiex, Solution
Iml for Injection, 25
mg/ml-3 ml, -, Betlpom AL rp.Pagomup/
28 Pack: 10 AAHCOH-EI OG[, Gunrapua 10 5,42 0,5420
NOTABOE Sevollurans inhalation 250 ml 150 Aessica Queenborough
lieid Sevarane, {Uimited, Kenk MELL SEL,
Inhatation vapour, (B B /AbbVie
liquid, 250, mi,  |Deutschland GmbH & Co. KG,
36 Pack: 1 T 1) 139,99 139,9900
CH3CAN TFurosemide solution for | 10 mg/mi - 2] mg 25000 Furosemid DS,
injection ml for
Injection, 10
mgfml -2 ml, -, BetTlpom AfL, rp.Pagomup/
100 Pack: 10 AAHCOH-BI 00, Bharapus 10 2,16 0,2160
ROSCHO6 Ambroxol YR 15mg/5ml- mg 100 BronchoMAXX
Ipifrochloridun 10l Syrup, 15 mg/s mi-{BarTipom AL, rp.Pagomupf
118 120 ml, -, Pack: 1 |[AHCOH-BI 004, Euarapus 1 1,65 1,6500
ROSFAOD Thymi extractum syTUp 2.5 mg'l 14hm] 25 Bronchoton,
fuichum, Ephedrini my/125 Syrup, 4,6 mg/5,75
chforidum, Etly limorphini mg/ml mg/Sml 125g,-, (Berlpom AL rp.Pagomup/
124 Pack: 1 LAAHCOH-6I 00, Euarapwn 1 215 2,1600
ADIADO2 Dhudavering sol. for inj. 40 mg 14500 Drotaverin DS,
lution for
injection, 20
ma/ml-2ml, -, Betflpom AL, rp.Papamup/
132 Pack: 10 [AHCOH-ET 00/, Ennrapun 10 2,80 0,2800
HGR I Crentmicin solution for | 40 mgiml- 2 g 5050 | Gentamicin DS,
injection ml | Solution for
Injection, 40 mg/
mi-2ml, - Pack: |Berlipom AL, rp.Pagomup’
256 10 LAHCOH-BI 00/, Bbarapua 10 4,85 10,4850
AL1GA 01 Ascorbic acid nblets 100 mg 5500 |hapmaueaTHyH 35B0AW
|Munge A,
Vitamin C Danhson| Bunrapus/OAHCOH-EI 0O/,
284 100 mg x 80 tabl. |Buarapus B0 1,52 0,0190
ALTGA D Ascorbic acid salfor inj, 300 mg 13000 Vitamin € D5
Solution for
Injaction, 100
mg/ml = Smi, mg, |Berllpam Afl, rp.Pagomup)
285 Pack: 10 AAHCOH-BI 00[, buarapus 10/ 10,25 1,0250
CHO5CA 53 Diozsmin,combination tnblets 00 mg 2100 | PapmaLeEaTHd Y 3aB0M
Dioflavan, Film Munse AJl,
coated tablet, 500 |Bwnrapus/IAHCOH-BI 00/,
308 mg, -, Pack; 60 Bunrapua B0 12,00 00,2000
MOAEDS Ketoprofin Solution for | 100 mg/2 ml mg 50 ltetoFLEX Solution
injection for injection, 50
mefml=2 ml, -, BetMpom AL, rp.Pagomup/
355 l /ﬁ]:_ m ’Pack: 10 [AHCOH-ET OO/, Bwarapya 10 5,80 0,5800
o A\

28.05.2020r, ITopmHc HA NPEACTARIABAMOTO IANE:... ... . (negar)

C Mpumnues-Zlupexrop B phass|
(me, dhammnng, WTHKHOCT)
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