- JOTOBOP
3A JTOCTABKA HA JIEKAPCTBEHPI IIPO)IYKTI/I

I[Hec', 987(0”/‘ ....... 2021 I. Brp Codma Mencz[y

1. “MBA.JI—CBI/IJIEHI‘PA,I[” EOOJ cxe ceyanume u a;lpec Ha yrIpaBJICHHe rp. CBHﬂeHPpa,E[, yII. ”CaH
CTe(baHO”Nol BIHCAHO B TBProBeKEs perucTsp KM AI‘GHLIPISIT& o suuceanud ¢ EUK: 126532456,
PEICTABNABAHO OT A-p Jumutsp EpMos,-ynpaBuTen, Hapuyaso mo-1o.y 3a KpaTKoCT »wJIEYEBHO
3JABEJEHHE - B’.B3.JIO)ICI/ITEJI” OT eHa cTpana : '
H :

“Coqmpma Tpenmmr“ All, ENK:103267194, cxc CelANMIIe K aapec Ha yupasienne: ip, Cobus,
ya. JInuesap Cramues Ne5, 5, Cotapma busrec Taywpe, Crpama A, er. 12, IPEICTABIABAHO OT JIUMHATHP
Teopruer  Jlamupos, B kadecTBOTo cH Ha M3mbiIHHTENIeH AMPEKTOD, HPEICTABIABAH, YpE3
YIOBIHOMOMICHO JIMIE € MbJIHOMONIHO .N‘05787/ 14.12.2020r r. I/IBaH Kenen Haqen HapH‘iaHO 11o-
oy 38 KpaTKOCT ,,I/IBII'LJIHI/ITE.JI“ OT Jipyra crpaHa

Ha ocHOBaHwe w. 112 ot 3axona 3a 06meCTBeHHTe TEOPBYKH (SOH) BbB BPB3Ka. C HpOBeI[eH B'BTpCIIIeH _
KOHKYpeHTeH H300p/nombiHera odepra no Pamkoso cropasymerne Ne PIT-11- 110/01 .03.2021rox., o
R 0600068Ha TMO3HIHA N2, ce cxiroun 'HACTOSAINHS IOTOBOP 33 CJ'IG)I{HOTO

I IIPEI[MET U CPOK HA )IOI‘OBOPA

Yy, 1 (1) JEYEBHO 3ABEAEHHE — BT:SJIOHCI/ITE.JI BB31ara, a I/IBII'LJIHI/ITEJIHT ce
3ammzcaBa /1a M3BBPIIM JIOCTABKA Ha CIICTHHTE neKapCTBeHn HOPOIYKTH: .

Oﬁocoﬁeﬂa mo3umuda Ne 2 . :
AnatomMo- Mexaynapoano - - | Haunn . Ha | Muapka | KomnueerBo
TEPANEBTHYEH KON | HEIATCHTHO . : HPHJIOKEHHE | /mg,
 /ATC-xop/ | nammenoBanne !INN/ : - tabl.,, ml.

- , ' | maps :
RO3BA(2 Budesonide L HAXAJIATOpHA mg 1142
RO3DA04 ' Theophylline - nepopasHa TEBpIA2 | mg | 780000
RO3DA0S . Aminophylline napenTepatna | mg 288000
ROSCB0O2 ‘ Bromhexine napeHTepaina mg . 40000
ROGACO3 Chloropyramine | napenrepaiana mg 20000 -
ROGAE09 . - | Levocetirizine | mepopaana Teuna. | mg 48000
V0S8ABO2- Iohexol ‘ | napenTepamma . mg T 7000000

) (2) HorosopsT BiM3a B cmna or Aarara Ha nonnHCBaHeTo My OT [BCTE CIPAHU H € CBC CPOK 1O
31.12.2021 1. ' :

II HEHHA U OEH.[A CTOI/IHOCT HA I[OCTABKI/ITE O AOTOBOPA

Yo, 2. (1) [IeHara Ha CTOKHTE 1O 9L 1 € CBhIJAacHO IEHOBO TPSIUIOKEHHE Ha I/I?,II'I)JIHI/ITEJIH '
HEpasjIeliHa 49acT OT JAOTOROPA.
(2) Lienara BKmovBa CTOHHOCTTA Ha CTOKaTa ONAKOBKa, 3aCTpaxorka ¥ Tpanciopr go JEYEBHOTO
“3ABEJIEHUE - BB3JOXKHWTEJI IpH MHHHMAJCH CPOK Ha TOJIHOCT HE HO-KpaTsk OT 40 % or
OOSIBEHMS OT IPOU3BOIUTEIIS 38 JIEKAPCTECHUTE TIPOIYKTH MM HE IO-KPATEK T 20 % OT 0GABEHAT OT
NPOU3BOMTEA 32 GHOUPOLYKTATE Wil GHOTONOGHNTE TPOYKTH. MUHHEMATHEAT CPOK HA TOAHOCT CE
OIpEZes KbM JaTaTa Ha BCAKA I0CTaBKa HA IeKapCTBEH IPORYKT,



(3) O6mara croifocT Ha JOCTABKHTE Iro norosopa e no-24 153,54 JIB. (ABa/1eceT H YeTHPH XHIISAN

-CTO NETAECCT H TPH JIEB2 U IIETIeCeT U YeTUPH CTOTHHKH) Aepa Ge3 simouen IJIC u go 28 984.25
(IBageceT M 0ceM XHIAAM AEBETCTOTHH ocemaeceT H YeTHPH JieBa H ABAJECET H NMeT CTOTHHKH)
nesa ¢ prmoden JJIC. - :

(4) Lienara no noroBopa ¢ (ukcupana, He MOMIEHKH Ha POMSIHA 32 Cpoka Ha nelicTRHE Ha ZI0roBopa,

- OCBeH B ciaydanTe Ha 4i.116 ot 3011, : L -
(5) B cyuait, e npes spemero Ha JAeHCTBYE HA ChOTBETHHS JIOFOBOp CTOMHOCTTA, KOSTO cneﬂBa na ce
3amiala ¢ NyOIHIHE CPejcTBa Ha JIeKAPCTREHH PoRYKTH OT [l03UTUBHES ICKAPCTBEH CIUCHK CTAHE
T10-HHCKA OT JIOTOBOPeHATa, ICUCOHOTO 3aBCIEHAE — BE3JIOIKHTE 6e3yCJIOBHo 3aIlIaIla TCKAPCTBEHHUTE
IPOAYKTH Ha [O-HHCKATa CTOMHOCT, CIMTAHO OT:

- JlaTara Ha BJIM3aHC B CHJIA HA DPCIIEHUETO HA Hanponanmms ¢ CBBET 110 I_IeHPI 5§ peHM6ypcnpaHe .
Ha JeKapeTeHuTe npoxykta ( HCLIPJIIT);
- JlaTaTa Ha aKTyaNnu3alpATa Ha JI03HTHBHES JIEKAPCTBCH CIMCHK T10 pena Ha 4n.57, a1 or .

: Hapeﬂﬁa'ra 32 yCNOBHATA, IIpaBUNaTa W pena 3a perympane n peTHCTpHpaHe Ha ICHHUTE Ha
JIEKAPCTBCHATE TPOAYKTH (HYIIPPPIJJIN) 3a JIeKapCTBeHHTe IPOAYKTA C HamalieHa CTOHHOCT 3a
ONAaKOBKa, M34HCIICHA Ha 6asa pe)epeHTHA CTOMHOCT. :

B ciryqanTe no npenxoamoTo u3pedcHue, CTOMHOCTTa Ce OIpeeis KbM MOMEHTA Ha JOCTABKATa
(noanHceane Ha aneMo-npeJ:[aBaTeJIeH HpOTOKOJ‘I) '

L YC.}IOBI/IH H HAYHH HA IIJIA]J.IAHE

Y. 3 (1) IiamaneTo o HacToAMMS JIOTOBOP CE OCBHINECTBIABA I1pt.e3 6aHK013 IPEBOJ OT CTpaHa ‘Ha
JEYEBHO 3ABEJNEHUE - BB3JIOKUTEJ mo. mocoueHara B w15, a3 0aHKOBAa CMETKA HA
H3NBJIHATEJISA.
2) 3aNIalaHeTo Ha CTOKHTE 1Mo z[or0130pa ce H3BBPIIBA OTIOXKEHO B CPOK 10 60 /mec*rzlecemﬂ/ JICH,
cne;[ Ipe/ICTABAHE HA CIEAHUTE JOKYMEHTH: l
. Hocraena daktypa, chcTaBena chriacHo M3HCKBAHNATE Ha BJIIIC H HHB,[[I[C

2 HpHeMaTeJIHo ~[PE/IABATEIIHH TIPOTOKOIH;
(3) B ciyuaii, ue TIOCOYEHHTE B4I.3, an.2 DOKYMEHTH ca HepeJIOBHH HJTH HE ca KOMHJIGKTOB&HI/I CBIIUTE
C¢ BpLLIar Ha. H3H'I).JIHI/ITE.JL$I c HpHeMaTGJIHO — TIpe/lapaTeieH NPOTOKON 32 H3MpaBsHE Ha
HepeaHocTuTe. CpoxsT mo wi.3, am.2. 3arouBa Ja TEYE OT AaTata Ha HpeI[CTaB}IHCTO Ha HOCIETHUS
M3HCKYEM CE JIOKYMEHT. :
(4) lpu Q)aKTypHpaHe Ha 338BEHUTE KOJHMYECTBA JIEKAPCTBEHH nponyfcm 10 BEAKA OTZeNHA 3ad1BKa,
IEeHATA Ha ONAKOBKa HE CJeABA Ja HAZBHINABA onpezenenata B ITO3UTHBHAS NEKapCTBEH CITHCHK-
MpunokeHne Ne 2 , PedeperTHa CTOMHOCT Ha ONAKOBKA 3 CHOTRETHHS IEKAPCTBEH IpoaykT. B coyuaii -
Ha H3YHCIMBAHE . Ha CTOMHOCT MO-BHCOKA OT pehepeHTHaTa CTONHOCT Ha ONAKOBKA 33 ChOTBETHMS
TEKAPCTBEH LPOAYKT, CTGHHOCTTA Ce HaMaIsTBa | 3aIama jIo CTofHocTTa Ha ONaKOBKa onpeeena B
HOBHTPIBHHH JIEKAPCTBEH CITUCHK- Hpmm}xeﬂne Ne2,

Iv. CPO'K HA I{OCTABHHE

Yn. 4 (1) JEYEBHOTO 3ABE)IEHI/]E BB3JIOKHUTE.I 3asBs18a HeOOXOMUMHTE My KOTHYECTBA
¢ nucMena 3asBka o M3IIBJIHHUTEJISL. 3aserara ce BpBYBA JIHYHO CpPEINy IIOJIIHC HA -
I/I3lII:JIHI/ITE.JIH WIH YITBIHOMOILEHO OT HETO JIHIE WM Ce H3npama ¢ npenoquaHo IHCMO C
ofpaTHa pasnucka, no (aKc WK o eIeKTPOHEH B T.

(2) Beska oTaenna nocTaeka, crneapa ia Obe 10CTABEHA B CPOK Ji0 7 KaneHTapHH JIHH Clie]] IOy YaBaHE
Ha 3asBKaTa oT JIEHUEBHOTO 3ABEJJEHUE — B’I)?.JIO}KI/ITEJI H 338 KONHYECTBATa H OIIAKOBKUTE
(croOpasHO KOHKpeTHHTE JICKapCTBEHM 1IPOJYKTH, TOCOYEHH B TCXHHYECKOTO IPEUIOIKEHHE Ha
M3NBIHATENA), TOYHO ONpesieieHH B 3agBKara. B clTydqaif, 4e¢ C¢ NpaBM OBPBA JOCTABKA OT AANEHA
lapTuzia Ha IEKapCTBEH IPOAYKT, ce npeactans Ceprudukar 3a oceo60xKIaBaHE Ha NaPTHAATA, U3/3/16H
oT xBanuuuupago mune nmo 3NIIXM ma SJICKTPOHEH HOCHTENI HIH TIO €JIEKTPOHEH IIBT HA
eJIeKTpOHHaTa 0@, OCOYEHA KaTo azpec 3a KOpCCHOH,HeHHHH TIPHIPYXKEH C IPEBOX Ha OBATApPCKH



. €3MK OT (UpMa, CKIOYMIA HOTOBOP ¢ MHHHCTEpPCTBO HA BLHIIHHTE paboTH 32 HM3BBPINBAHE Ha
- obuumanuy npepoan. MsGpoennte noxyMenTa ce LIPEACTABAT B ChOTBETHOTO 3BEHO, OMPEAEHEHO OT
JIe4eOHOTO 3aBEISHHC — BH3NOKKTeN. [IpH CIe/Baiy T0CTABKH Ha NEKAPCTBEHU NPOJYKTH OT ChIIATA
napTaza, CEepTH(HKATHT He CC IIPeACTaBa. : . ‘
(3) B ciyuail Ha HeOGXOMMMOCT OT CleHA [OCTARKA, JEYEFHOTO 3ABEAEHHE -
BB3J0OXKHUTEJ nocousa H3PHYHO B 3adBKaTa, 9¢ € HeoOXomumo Aa Oble W3BLpILEHA CIEITHA
Aocrapka. B To3u ciry4ald, JocTarKata ciiesisa ia O51e HIBRpILICH 10 6 Yaca oT II0y4YaBaHe Ha 3aABKATA
H 332 KOJHYECTBATA U ONAKOBKHTE (cbOOpasHO KOHKPETHHTE. JICKAPCTBEHH MPOAYKTH, OCOUCHH B
- TEXHIYECKOTO NPEITIOKCHUE HA H3IBIIHHTENS), TOYHO OMPE/ICTICHH B 3asBKATA. R
(4) UBII'BJTHUTEJIAT ce 3aa0KaBa, B cpok 110 1 paboTeH sien, B cIydamTe TIO aJt. 2 | B cpd}( a0 1
44c, B CNydauTe Ha ajl. 3, ciefl ToNy4aBaHeTo Ha BCAKA 32siBKa Ja YBEJIOMH LHMCMEHO HIHM TIO (akc
JEYEBHOTO 3ABEJAEHUE - BB3JIOKHUTEJ B Cciyudaii ye He MOXC fAa U3BBPIIH JI0CTABKA WM
B CIyaid, Ye HE MOXE J1a CIIa3H CPOKET 3a H3BhPIIBAHE HA MOCTABKATA, IPCIMET Ha KOHKPETHATA 3a5BKA.
(5) KbM matata na Besika 10CTABKE, OCTATHYHHAT CPOK HA I'OJIHOCT Ha JICKAPCTBEHATE IPOIYKTH, CIICABA
- M1a Ob/1¢ He mo—-MabK oT 40 % /ueTHpRAeceT Ha cTo/ OT 00ABCHHUS OT IPOU3BONTEIA. 1 . -
(6) KbM maTara Ha Beska /I0CTaBKa OCTATBHUHMAT CPOK HA TOAHOCT HA OHOLIPOAYKT MM 6HONOA0OECH
- IPOJYKT, clie/iBa Aa 6b1e He To—Mansx oT 20 % /BageceT HA eTo/ 0T OGABEHUA OT HPON3BOAUTEIL,
(7) 3a konmuectBa JIOCTaBEHH M3BBH 3a8BKaTa 1m0 wi 4, ail, JEYEBHOTO 3ABEJAEHUE -

Bb3JOKHUTEJI rsava 3anb/0KeHuE 38 IUIaMANe, - : o
(8) B cnyugaute mo un. 10, am: 7 or JIOTOBOPA, CPOKET 110 al. 2 ¥ 3.3amo¥sa Ja Tede OT JaTaTa Ha .

nHCMEHOTO. chriacke Ha JEUEBHOTO 3ABEJIEHME - Bb3JIOKHUTEL,

V. MSICTO HA IOCTABSIHE |

- Un. 5. (1) 3a MscTo Ha JoCTaBsiHe Ha CTOKHTE IIO. TO3H JIOTOBOP CE OTPEJIEII CICIHUS azpec:
rp.Caunenrpaz, yn.“Car Credano™ Nel, Bonandna anreka. - '

(2) PHCKBT.OT cOy4aifHOTO OTWBAHE HITH TIOBPEXKIAHC Ha CTOKHTE npeMunaid Bepxy JEUYEBHOTO

"3ABEJ/IEHME - BB3JIOXKUTEJ: OT MOMEHTa Ha HPHEMAHCTO MM Ha MACTOTO Ha JIOCTaBSHE ¢
IPUEMATENHO-PENABATENEH IIPOTOKO. ' ' S

VL JJATA HA JOCTABSIHE HA CTOKHUTE

U 6. 3a nata Ha JocTaBsAHe ce CUMTA JaTATa, HA KOATO CTOKHTE CA OOCTABEHH JI0 afipeca ITOCOYEH B
4.5, a1.1, mpu ycnosusTa Ha 4.9, an.2. - '

VI, 3A,J_;[’I)JI3KEHI’IH HA W3UBJIHUTEJIS

Ui, 7. ASIBJHATEJAT ce sagnmkasa; o '

1. Jla mocTaBm cToKuTE B AOTOBOpeHMA CPoK H Ja ru npedane Ha JEYEBHOTO 3ABEJAEHUE —
Bb3JOXKUTE. R | = o _

2. Nla upenane cToKuUTe, MAaKETHPAHH 1 MapKHPaHH B ChOTBETHHS BHI, KOJMUYECTBO M KAYECTBO Ha

. MACTOTO HA JOCTABSHE. ' - . ' '

3. Ilpd TOANMCBAHETO Ha /I0rOBOpa I MPEACTABH:

a) JoxkyMmeHTH o 1. 112, a1, 1 or 3011 *© - _

~6) rapaHuMs 3a H3ORJIHEHAC, B eIHA OT dopmure, ompexesenu B un. 111, an. S ot 3011, ¢ne CpPOK Ha

BastHIHOCT 6() /1HU. clleql M3THYAHE CpoKa Ha JOTOBOpA, KOATO ce 0cBoOOXKAARA B CpOK' 0 60 U cnej

H3IBIHCHHE HA OTOBOpa. B ciyygait, ue pamumuocrra Ha TapaHIuATa H3THIa Ipe;H ZoroBopa jaa Objie

usmeiieH; H3MTbJIHUTEJAT ce 3agnmkasa na YABIDKH CPOKa HA BallW/IHOCT Ha TapaHiuMaTa ¢

TOJIKOBA THHW, TaKa 4€ rapaHIMATa 4a IIOKPHBA OUAKBARKS CPOK 32 H3ITBIHEHHE HA ZOTOBOpA mmoc 60

- ouu, Capanmuasra e B pasmep Ha 3% o7 cToliHoCTTa Ha porosopa Ge3 JIIC u Bb31u3a Ha 724.61
JeBa. : :



(4) Jla mocTaBs 7neKapcTBEHM NPOAYKTH, KOHTO OTrOBAPAT HA H3MCKBAHHATA Ha 3aKkoHa 3a
JNEKAPCTBEHUTE NIPOAYKTH B XyMaHHATa MEAHUIHA (3J'IHXM) Jla IPUTEXABAT BATHIHO Pa3peHICHHS
3a ynotpeba B cTpaHara, H3/acHO 10 pena Ha 3JHIXM wnm PernaMeHT (EO) Ne 726/ 2004 r. Ha
EBponeHCKH;I napnament ¥ CeseTa /1. 23, an.1 va 3JIIXM/.. : ‘
(5) Jla jocTaps nekapcTBEHH TPOLYKTH, KOHTO ¢a BKIIOUECHH B ITpunoxenne Ne 2 Ha HO3HTHBHHH
JIEKAPCTBEH CIHCEHK. - '
(6) B cnyuait, ye ce mpaBu ILpBa NOCTABKA I10 z[a;[eHa IapTHAa Ha ICKapCTBeH HPOJYKT, JIa PECTABS
‘Cepruduicar 3a ocBoGoxuaaBaHe Ha NMapTHAATa, U3HAACH OT KBATA(HIEPAHO JEIe no 3JIIIXM na
GIEKTPOHEH HOCHTEN HJH II0 ¢IEKTPOHEH HET HA €EKTPOHHATA TI0Ia, IIOCOYEHA KATo ampec 33
KOPECTOHACHIMS, NPUAPYXKEH C TPEBOJ Ha Onrapeku e3ux oT (HpMa, CKITFOHITA ,uOFOBop C
MHHHCTEPCTBO Ha BHHIIHHTE pa6om 3a HSB’LpHIBaHe Ha o@nunaﬂﬁn HpeBO,[[H

- VIIL 3AABJDKEHUS HA.J‘IE‘-IEBHOTO 3ABEJEHHUE - B3 JTOXKUTEJT

Ya. 8. JEUEBHOTO 3ABEJEHHE — BL3JIOKUTE ce sansmxasa:

1. Jla npueme JocTaBeHuTE B CPOK U Ha MSACTO CTOKH, ChOTRETCTRANM 10 BHI, KOMHIECTBO H KAYECTRO
Ha OIIHCAHOTO B HACTOMIIMS JOTOBOD.

- 2. JTa 3a1iaTi JOCTABEHHTE CTOKH IO PEAa Ha Wi. 3 OT HACTOSIIHAS HOTOBOP.

- 3. Cren TPHKIFOUBAHE M3ITBIHCHIETO Ha JI0r0BOpa Jia 0013060;:[1»1 rapafHimara 3a HBH'BJIHeHHe, Oe3 Jna

' I[’E:J'DKI/I JIXBH 34 CPOKa, HpCB KOHTO Cpencrrara 3aKOHHO ca Hpecmsmn Y HETO.

IX. IPUEMAHE U 1IPEJIABAHE HA CTOKHTE

9. 9. (1) Ilpuemanero Ha CTOKHTE ce H3BBPIIBA HA MACTOTO HA HOCTABSHE [IOCOYCHO B W 5, . 1.
(2) M3IOBJIHUTEJSIT wmm yObIHOMOINEH OT HETO Hpe',I[CTaBI/ITéJ'I U TpelcTaBHTE] Ha
JIJEHEBHOTOQ 3ABEIEHHME - Bh3JIOZKUTEJI no,uHHCBaT MpHeMare.THO- HpenaBareJIeH
IPOTOKOI, y,ILOGTOBepHBaH_I nonyanaHeTo Ha CTOKUTE.

X, KA‘IECTBO FAPAHHI/II/I H CPOK HA I"O,I[HOCT

Y. 10. (1) CTOKHTe  IIPeIMET Ha HACTOAAS AOTOBOp, cnemaa ma OTI‘OBapﬂT Ha HSHCKBaHHSITa He Y1
7,am.4m 5, ‘ - '
(2) KoM pataTa Ha I(OCTB.BK&Ta, OCTATEYHHST CPOK Ha FOAHOCT HA JIEKAPCTBEHUTE MPOAIYKTH, crenBa 1a
Obzie He mO—Manbk o1 40 % /yeTHpumeceT Ha cTo/ OT obsBEHHS or HpOHSBOI{HTeJUI '
.(3) B cayyaii Ha ,HOCTaBKa Ha JIEKAPCTBCHAA MPOAYKT € I10 — KPaThK OT TOTOBOPEHHA CPOK Ha I‘O):[HOCT
IBIKMMATA HEYCTONKA Jia 6hJIc IPOMEHEHa, KaKTO CIeBa; ' :
ot 39,99% 10 30% - 3 % BEpXy CTOHHOCTTA Ha HOCTABKATA;
0T 29,99% 110 20% - 5 % BBpXy CTOHHOCTTa Ha JOCTABKATA;
0T 19,99% no 10% - 7 % BBpXy cTOlHOCTTA Ha JOCTABKATE;
nox 10% - 10 % BBpXy CTOMHOCTTA Ha IOCTABKATA. . '
“) OCT&T’BHHHHT CPOK Ha TOAHOCT Ha GHONMPOAYKT /OHOOA0GEH IPOAYKT, ce/Ba aa Oble HE NO—
Mansk ot 20 % /nBazmecer Ha c10/ 0T OOABEHHS OT IPOH3BOAUTENA KBM JIATATA HA BCSIKA IOCTABKA.
(5) B ciyuail na goctaska Ha GuonpoykT/GHononobeH NPOJYKT ¢ 110 — KPaTBK OT JIOTOBOPCHESA CPOK
' Ha TOHOCT,; TbJDKMMATA HEYCTONKA € KaKTO CIe/IBa;
oT 19,99% a0 10% - 2 % BEpXy cTOWHOCTTA Ha ZOCTABKATA,
o1 999% o5 % -4 % in;pxy CTOHHOCTTA HA JOCTaBKAaTa;
nog 5% - 6 % Bepxy CTOMHOCTTa Ha OCTABKATA.
(6) TEYEBHOTO 3ABEJEHHE - Bb3JIOKHUTEJI Moke na oTKaxe IpACMAHETO HA CTOKHUTE, aKQ
B JCHA HA TAXHOTO NPHCTHTaHEe WA HPHEMAHe OCTATHYIHAL CPOK HA TOJHOCT € 10 — MalbK OT
onpezenenud B 9. 10, an. 2. w an. 4 MHHHMAJEH CPOK Ha TOJIHOCT.



(7) Mocrarkata Ha NeKapcTBEH LPOAYKT ¢ OCTATHUEH CPOK Ha TONHOCT T0-MambK oT 10 Ha cro or

. ODABCHMS OT IPOU3BO/IMTENS U HA 6H0HponyKT/6H0H0,uo6eH IPOJYKT € OCTAaThYEH CPOK HA NOJHOCT I10-

'MaTbK 0T 5 Ha CT0 OT OOSMBEHMS OT IPOM3BOIMTENS Ce H3BBPINBA CaMO C IHCMCHO ChIulache Ha
JIEYEBHOTO 3ABE,I[EHI/IE BB3JIOKHUTEN sa KOHKPETHO KOJIHYECTBO, onpe;[eneﬂo OT HETO.
Bes uspuuno rincmeno ceriacue va JEYEBHOTO 3ABE,I[EHI/IE BT)BJIO}KI/ITEJI CTOKHTE HAMA

© na OpJat 3alaniagn. .

" (8) Hckanero 3a mHCMEHO ChITIacHe, B CIIy9JalTe Ha ai. 7 cleBa 12 HOCTBIM B JIE‘IEBHOTO,
‘3ABEJIEHUE — BB3JIOKHUTEJI B cpox sio 1 (enmn) paGoTen JeH OT NOTy4YaBaHe Ha 3asBKATA.

(9B CITy4auTe Ha CIIEIIHA ,I[OCTaBKH TOCOYEHHTE B aJ. 3uam s HEYCTOHKH He C¢ MPUIIATaT.

XL OTT OBOPHOCT 3A HETO‘IHO I/I31TB.JIHEHI/1E PEKJIAMAHHH

Y. 11. (1) JEYEBHOTO 3ABEI[EHHE BI)B.JIO}KI/ITEJI Moxe T2 Hpe,uﬂBHBa PeKMaMALiH P
- M3OBJHUTEJA 3a: ,
a) KOJIMYECTBO M HEKOMIUIEKTHOCT Ha CTOKHTE HJIH TEXHHYECKATA I[OKyMeHTa.IIHH {(BHU HEOCTATHIH);
* ) kKauecTBO (CKPHTH HEAOCTAThIH): '
- IIPH JIOCTABSHE HA CTOKH HE OT JOTOBOPEHHS BH, OCOUEH B WIL. |}
- IPH KOHCTaTHpaHe Ha ;[e(beKTH upH ynortpeba Ha CTOKHTE,
(2) Peknamartnn 3a- SABHH HEJOCTAThIM Ha CTOKHTE CE LPAaBAT OT .JIE'-IEBHOT() 3ABEI[EHI/IE -
B’bSJIO)KI/ITEJI B MOMeHTa Ha r[pe,t(aBaHeTo HM, 34 KOETO CE ChCTABS TPOTOKOMN, HOI[IIPIC&H H OT JBECTC
CTpaHH. : : :
(3) Pexamanuw 3a ckputa HC,I[OCT&T’BI.IH Ce IIpaBaT Hpea TEJHS CPOK HA TOAHOCT Ha JOCTABCHHTE CTOKH
Karo pekjiaMamuarTa ce TpPHAPYKaBa 38IBIDKHTENHO OT KOHCTATHBEH INPOTOKON, H3[aJIeH oT
- WsmeneuTennara arennus 3a JekapcTBara. :
(4 JEYEBHOTO 3ABEJEHHUE - BBIJIOKHTEL: JUIBXKHO 12 }’BC,Z[OMH NIECMEHO
M3ITBJIBUTEJIA 3a yCTaHOBEHHTE Ae(eKTH B 5 (IieT) JHCBEH CPOK OT KOHCTATHPAHETO UM.
(5) B pexnamanuute ce MocouBa HOMEPET Ha JIOTOBOPA, TOYHOTO: KOJIMYECTBO HA Oy YCHHTE CTOKH C
'TeXHHS MApPTHIEH HOMEp, OCHOBAHHETO 33 PeKIaManus ¥ KoHkpeTHOTO Hckane Ha JIEUYEBHOTO
- 3ABEJIEHUE — BB3J1OKHATEJL
- (6) B'S (et) mHEBEH CPOK OT HOJyYaBaHe Ha PEKTAMAIHATA, I/I3H'I)JIHI/ITEJIHT CIleZ1Ba Ja OTTOBOPH
Ha JIEYEBHOTO 3ABE}IEHI/IE - B’I:?.JIO}ICI/ITEJI HHCMEHO H -KOHKDETHO ,Z[EUIH npHeMa
. PeKIaManuATa WM 51 OTXBBPIISL.
(7) Ipu pextamanus 3a SBHM HEOCTATEHIH I/I3HT>JIHI/ITEJIHT ¢ JUTBXKEH B CPOK OT 2 pa6OTHH JHH
. OT NONyYaBaHe Ha PCKIAMAmHATA 33 CBOS CMCETKA M PHCK Jia JOCTABH.HA MSCTOTO- HA JOCTABAME
KOJIHYCCTRBOTO JTMIICBATH B IOCTABKATA / HEKOMILTEKTHH JIOTOBOPEHH CTOKH.
(8) Ilpu pexmamanms 3a CKpuTH HENOCTATBIH, B Cloyuail ue I/I3HT>JIHI/ITEJI}IT € Mpuer
peKaManuATa, ChINAAT € JUILXeH B 10 (JeceT) THeReH CPOK OT MOMYYABAHETO i 12 3aMeHH JTOCTABEHITE
HEJIOTOBOPCHH 110 BHJ / 1e()eKTHH CTOKH 3a CBOS CMETKA u puck wid o npenenka Ha JIEUEBHOTO
3ABEI[EHI'1E B’b3ﬂOH€HTEH z[a BBPHE CHOTBETHATR 9ACT OT 3aIlIaTeHaTa LieHa, Be,uHO €
IOBIDKAMMTE JIMXBH.
(9) Nz60psT Ha mocoueHUTE Ho-rope BB3MOXKHOCTH /1a C€ BhPHE CHOTBETHATA YACT OT IENATEHOTO WA
i ce I0CTaBAT HOBM CTOKM NpuHa uiexu #a JIEUEBHOTO 3ABEJAEHUE — BE3JAOKHTEJI 1 ce.
YHPaKHABA OT HETO IO (hOPMaTa HA MMACMEHO YBETOMIICHHCE 10 M3ITBJHUTEA, xaro pEISXOI[HTe u
PHCKOBETE 110 HOBOTO JOCTABAHE ca 3a cMeTka Ha U3ITBhJHHWUTEJIA. _
(10) CroxuTe, mIpejMeT Ha peKNaMalsa ce CHXPAHABAT OT JIE‘IEBHOTO 3ABEI[EHHE -
Bb3JTOKUTEJ JI0 ypexiate na peKaManauTe. i

‘ XII‘. OTTrOBOPHOCT IIPH HEI/I3H'I;JIHEHI/IE.

Y. 12. (1) 3a HCH3MBJIHCHHE HA 3abILKCHUATA CH 110 HACTOAIIHAL noroaop C M3KJIKYEHHE HA Te3H 10
1. 10, ar 2 & an. 4, I/ISH'[).JII-IHTEJISIT ABIDKH HeycTofika B pasMep Ha 0.5 % ma neH BEpXy
CTOHHOCTTEI Ha KOHerTHaTa 3aABKa, HO HE IOBEYE OT 10 % (mecer HpoueHTa) 0T CTOHHOCTTa Ha



KOHKPETHATA 3a4BKa, KAKTO ¥ 00E3IIETeHHE 3a IPCTHPICHATE ASHCTBUTENHHE BPE/IH B CIYIAHTE, KOIato
TC Ha/IXBBPIAT NOTOBOpEHATAa HEYCTOWKa. B ciydanTe mo un. 4, an. 3, nocoueHara B IPEIXOIHOTO
U3pEYECHHE HEYCTONKA B pasMep Ha (.5 % ce HauMCIsBa 38 BCEKH 9ac IPOCPOUHE, HO HE HoBeue ot 10
% (necer mpouenta) ot cToMHOCTTA Ha KOHKPETHATA 3ajBKa, KaKTO M 00€3MIETEHHE 3a npeTBpneHHTe
JICHCTBUTCIIHY BPEJH B CITyYaHTe, KOTATO TC HA/IXBhPIIAT JOTOBOPEHATA HEYCTOMKA.

(2) Koraro npu pamrane na pexnavanud, H3ITBJIHUTEIST He u3dbiad 3a0bTKeHHATa CH 10
pasmen XI or HacTosImms JOrOBOp B CPOK, C’E»IIIHHT aeinkil Ha JIEUEBHOTO 3ABEJAEHUE-
B'L3JIO}KI/ITE.J1 HEYCTOHKa B paSMep Ha 2% ot ueHaTa Ha CTOKHTE, 32 KOHTO ¢4 HallPaBCHH
peKnamMaimuTe.

(3) IEYEBHOTO 3ABEI[EHI/IE B'I)3.JIO}KI/ITEJI y,I:OBneTBopﬂBa HpeTeHmmTe 'CH OTHOCHO
 HEM3IBIHEHHMETO - Ha JIOrOBOpa, KAaKTO ¥ 33 34MIdliaHe Ha HEYCTOHKHTE OT CTpaHa - Ha
W3HBbJHUTEJIS kato 3anbpixa rapaHnusTa 3a M3mbIHEHHE 10 Wi 7, aiL. 3, ByKBa “6” ot JIOI'OBOpa,
KaTO IpeApHeMa NEHCTBHs 34 HEHHOTO ycBosraHe. B ciyuaid, 4e cToiHOCTTAa Ha rapaHupsTa 3a
HSIBIHCHHE HE. ITOKpHBAa Bemuku Anmkumu oT M3IIBJIHHUTEJLA - seycroiiku, JEUYEBHOTO
SABEJAEHUE - BB3JTOJKHUTEJ npuxsama ABIDKAMUTE CYMH "OT ‘HaCpPeIlHM ILTalllaHus K’LM

HU3IThJIHUTEJISL.
4) llpu TpH IIbTH BHHOBHA 3a0aBa Ha I/I3H’I).JIHI/ITE.JI}I MIPOALIDKHTA C TIOBEYE OT MOJNOBHHATA OT
Cpoka 3a H3NBIHEHHE HA CHOTBETHOTO 3aALIDKEHHS, B DAMKHTC HA TPH mecena JJEUEBHOTO
3ABEI[EHI/IE Bb3JIOKUTEJI HMa IpaBo 13 NPEeKpaTH JOTOBOpA e,uHocrpaHHo c 15-):[HeBHO,
IpeIU3BEcTHE." L
'(5) JIE‘IEBHOTO 3ABEJ]EHI/IE BLSJIO}I{I/ITE.JI HMa [PaBo 14 HperaTPI eJIHOCTpaHHO n. 0e3
TIPeIM3BECTHE HACTOALINS JIOTOBOP B CIIy4all Ha CHCTEMHO HETOYHO H3IBIHCHHUE HA 33BIDKCHHITA OT
M3IbJIHATEJIA n upenssenu HoBede OT TpH peKNaMalMy B paMKMTe Ha TpH Mecena ot
,.JIE‘IEBHOTO 3ABEJIEHUE - Bb3JIOKHUTE.I o pena na riuasa XJ. o |
(6) B cryuaii, 9e no oTHOmEHME Ha M3ITbJHUTEJA sacTsisT 06CTOATENCTRATA IO TIIL. 54 anm. I u
- 4L 55, am. 1 or 3akoHa3a O0LIECTBEHHUTE nopsuky, JEYEEHOTO 3ABEJIEHHE- BIBJIO)KI/ITEJI
'MMa [IPABO T2 TPEKPaTH ¢AHOCTPAHHO HaCTOHH.IPIﬂ Jl0roBop, 63 HHCMEHO IpeIu3BecThe U 0e3 Jia IBbIKH
Heycmm(n : : -

'XIII'. ®OPCMAKOPHHU OBCTOSITEJICTBA

Y. 13 (1) CTpaHHTe O HACTOALIMs JIOTOBOP HE ,I[’I:_TIH(aT obe3IIeTeHHe 3a MOHECEHH BPEN | 3ary6u,
aKO TOCJICHHTE ¢a NIPHYHHCHHA B.pe3yJITaT Ha HENPEoIoIuMa CHIA. '
* (2) Ako ctpanara, KosTo ¢ CIie/IBAJIO [1a H3'BIIHH CBOE 3aABIDKEHNE 10 ﬂorosopa ¢ 6una B 3a6aBa T8 He _
MO2K€ J1a Ce 11030BaBa Ha Henpeo,z[onnma GIMER :
(3) “Henpeonomma CHJIA” TI0 CMHCBNA HA TO3H JOTOBOP € Here,I[BHJleHO H/HJIH Here,ILOTBpaTHMO
CLOMTHE OT H3BBHpPE/IEH XapakTep, Bh3HUKHATO CJIEl CKIIOYBAHETO Ha JOTOBODA. ~
(4) Ctpanara, 3acerHata oT HETIPeo/f01IuMa CHIIR, € JUTbKHA Ja IpCApHeMe BCHUKH ACHCTBHA ¢ rpn}KaTa
Ha 100Bp CTONAHMH, 33° 14 HAMAJIH 10 MHHHMYM [OHECEHHTE Bpe, M 3aryom, KaKTO W Jia YBEOOMH
IHACMCHO Apyrata CTpasa B 7-THEBCH CPOK OT HACTLIIBAHETO HA HEIPEoJONAMATA CUIA. Ilpu me .
YBCAOMSBAHE B IIOCOYCHHA B IIPCAXO/IHOTO H3PEUCHHAEC CPOK CE ABJIKH O0C3IIETCHHE 38 HACTBIMITHTE
OT ToBa Bpemu. Hempeomoiammara CHIIA C€ JOKa3Ba OT 3acerHaTaTa CTpPaHa ChbC cepTHdukar 3a
(opemaxop, H3/1a/1€H 10 CLOTBETHHS Pl 0T KOMIICTEHTHUS OPTal B ABPIKABATA, B KOATO €4 HACTHIIIK
(opemaskoprnTe 06cTOATENCTRA, : -
" (8) Hokaro Tpae HGHpGOJIOJ‘IHMaTa cHna, HBH'BJIHeHI/IeTO Ha 3a,z[1>n}1<eHHaTa %4 cmapaaﬂme C TAX
HaCpPeINHH 3a0BIDKEHHUS Ce CIHpa. : : ,
(6) He IPEACTaBIsBA “HENPCOOIAME CHIIA’ C’BGHTHE antndHeHo 10 HeﬁpexcHOCT HIIF 9pe3 YMUNUICHO
ACHCTBHE HA HAKOS OT CTPAHUTE MM TEXHHM NPEJCTABUTEIH H/umu CHYKHTENH, KaKTO H HEJOCTHIa Ha
napuutu cpegcrsa Ha U3ITBJIHUTEJIS u JEYEEHOTO 3ABEJAEHUE — Bb3/IOKHUTEJL

X1V. CITOPOBE



Ya.14. (1) Br3pukHATUTE Ipe3 BpEeMETPacHeTo Ha JOTOBOPA CITOPOBE U Pa3HOITIACHS MEX/Ty CTPAHUTE
CE pemaBaT pes MPeroBopH MEXKTY TAX. lIocTHIHATHTE 10roBOPEHOCTH ce 0OPMAT B MACMEHA dopma
Hce HpeBp’LH.[aT B HEpa3/IeNHa dacT OT J0TroBOpa. ‘ '

(2) B cnyuait na HE IIOCTUTAHE HA JIOTOBOPEHOCT 1O IPEIXO/IHUS WICH, BCHYKH cnopOBe IOPOAICHH OT
TO3H JOT'OBOP WM OTHACSIIH CE JIO- HETO, BKIKYHTENHO CIIOPOBETE, NOPOACHH OT M OTHACAINU CE J0.
HErOBOTO ThHIKYBAHE, HEICHCTBATEIHOCT, HEM3IIBIHEHAE WIH TIPEeKpaTsBaHe Ie OBIAT paspellaBaH
cropen ObArapcKUTe MaTepRATIHA H NpollecyaTHH 3aKOHH OT KOMIIETEHTHHA ¢hJ1 110 pena Ha [TIK.

i

XV. CbOBIIEHHUA

Y. 15. (1) Benurn choGIIeHNs MEXTy CTpaHHTE, CRHP3aHH ¢ M3MBIHCHHCTO Ha TO3H JOTOBOD Ca
BaJIW/IHH, 4KO Ca HAIPaBEHH B THCMERa (OPMA M ¢4 MOAMHCAHM OT YIIBIHOMOILIEHHTE [PEICTABHTEIH
Ha W3H'BJIHUTEJLIS unu .JIEIIEEHOTO 3ABEJAEHHUE — B'I)?:JIO?KHTEJI

(2) 3a gara Ha croOIUIEHHETO ce cMsITa: '

v AaTata Ha IPEaBaHeTo — HPH PHUHO NpefaBaHe Ha C'J';OﬁIIIeHPIeTO
v/ ° . jarara Ha IOMICHCKOTO KIciMO Ha obparHara pasiucka — IIpH H3npamane no TomATa;
v JlaTaTa Ha TIpHEMaHeTo — NpH Haparade o akxc Wil e-mail. :

(3) 3a Banujian a,upecn 34 HpHeMaHe HA C'I;OGHIGHPISI " 6aHI{OBH CMeTKH » CBLP3aHH C HACTOSIIHI ,I[OFOBOp
ce CMATAT: :

3A I/ISH'LJIHHTEJIH

Anpec 3a xopecniorgennus: rp. Codus, yi. JILtIe:aap Ctanues 3,

Cotapma buzaec Taywpe, crp.A, eT.12, TEJL. 02/8133 660, daxc 02/8133 666

e-mail : office@sopharmatrading.bg _ :

ING IBAN: BG87INGB91 451001838915 KOJ INGBBGSF

3A JIE‘IEBHOTO 3ABEJIEHI/IE~ B’[)SJIO)KI/ITEJI
- Paidaiizenbank” EAJ]
Knon Ceunenrpan ' -
IBAN: BG66RZBB91551063800018
o BIC: RZBBBGSF - _
(4) llpu npoMsHa Ha TOCOYCHUS N0 all. 3 agpec Wi GaHKOBa CMETKa C’LOTBGTHaTa CTpaHa € ZIbKHE 1A
YBEJIOME ﬂpyraTa B TpH)lHeBeH CPOK OT HpOMﬂHaTa

XVIL APYT'H YCJIOBUA

Y. 16. (1) Tpasaran 3a/(JDKEHHSATA HO HACTOSIIHS ,uoronop He MOTAT J1a ce IPEXBLPHAT €AHOCTPAHHO
Ha TPETH JTHIIA | MOA00HA aKTOBE HE IFOPAXIAT IIPABHO JieicTBMe (e3 MHCMEHOTO CHIIIEACHE Ha ApyraTa
CTpaHa, OCBEH B CIIy4auTe Ha obesneuapane (TapaHTHPAHE) Ha 3aTBbDKEHUS 110 GAHKOBY KPELHTH. .
(2) 3a meypenenmre BBIPOCH B HACTOAIHAS * JJOTOBOP C€ Ipuiara I[GHCTB&U.[OTO 6Ianrapc1<0

3aKOHOJATEIICTBO. : : : '

_ XVIL NIOJU3OBJIHUTEHA *
(RPUREACUMO CaMO G CyHaUme, 6 KOUmo u36panu}z 30 USHBAHUMEN YHACIHUK € HOCOYUT, He Uje
ROA360 ROOUINBLAHUMERY, APU CKAIOYEAHE HA pamxoeomo cnopa3ymeuue)

‘I.n 17. (1) HO,)II/BH'I)JIHI/ITEJII/ITE Tp;[6Ba 12 OTrOBapsAT HA ChOTBETHUTE KPUTEPHH 34 HO,Z[60p
¢H00pasHo BH/Ia H JieNa OT IIOPBUKAaTa, KOHTO Ie H3MBIHABAT, 7 32 TAX /i3 HE ca 'HaNHIE OCHOBaHMA 3a
OTCTPAHSABAHE OT TIpone/ly para,

(2) JEYEBHOTO 3ABEJIEHHE — Bb3JIOKHUTEJI 13ucksa 3aMsHa Ha HOI[I/BH'I:JIHI/ITEJI
KOHTO He 0TroBaps Ha YCIOBHATA 11O all. 1



(3) Koraro wacrra or moprsuxara, kosTo ce mneEgsa ot [NOAUSIYBJIHHATEIL, Moxe ma 6nae
npeAaneHa xaro otaencH obekr Ha MBNBJHUTEJIS wmm ua JIE‘-IEBHOTO_ 3ABE,I[EI-IHE -
BB3JIOXKHTEJ, nocneanns sammanz BhR3BarpaxieHue 3a 1asu wact Ha IIOU3ITBJIHATEJIS.
(4) Pasmnmamammara mo am. 3 ce OCBINECTBABAT BH3 OCHOBA HA KCKAHE, OTIPABEHO OT
HOAMBIBJIHUTEA 10 JEYEFHOTO 3ABEJEHHE - BB3JIOKHTE] upes
M3ITBJIHMTEJIA, xoiito ¢ ATBXEH Na IO IPENOCTABH HA BB3IONKHTENA B 15-AHEBeH cpox oOT
IOIMY9aBaHETO My. . ' o o

(5) KeM mekanero mo an. 3 W3ITBJIHUATEJIAT npemocTas CraHOBHINE, OT KOETO A ¢ BHAHO IIa7IH
OCHOpPBA MIANAHAATA HIH JACT OT TAX KATO HEEBIDKAMH. ‘ : -

(6) JIEYEBHOTO JABEJEHUE - BB3JIOKHUTEJ umMa IPaBo [Ia OTKaXe IJAIiaHe mo ai. 3,
KOTaTo HCKaHeTO 3a IUAIliaHe € OCIIOPEHO, 10 MOMEHTA Ha OTCTpaHABAHE Ha NPUIHHATA 32 0TKA33.
(7)  HesaBmenmo or msmonseamero Ha HOMUSITBJIHUTEJIM 0TroBOpHOCTTA 33 H3NEBIHEHHE HA
norosopa ¢ Ha U3 BJIHUTEIIS. :

XVIIL 3AK/TIOYATEJTHUA PASIIOPEIBH

Y. 18. (1) ITpu crcTagsmeTo na HACTOALHA NOFOROP C€ IPENCTABHXA CIEAHHTE JOKYMEHTH:

v HoxymenTu 1o wi.112 ot 3011;

v Hexnapaums mo wi.55, an.6 ot 3JMIXM (xoraro e TPUITOAKHMO);

v" Tapasmms 3a u3U5IHEHNE;

v Texnamaecko u Llenoso TPEIIOIKCHHE, HEPA3NENHA JACT OT JOT0BOpa;
v Hexmapanuz mo 3MUI, :

) Hacrosumst norosop ce cucrasu B TiJH €IHO0OPasHE eK3eMILTIpa i;a OBJIrapCKH €3uK — e,uﬁH 32
M3ITbJTHATEI u 18a sa JEYEFHOTO 3ABEJNEHWE - BL3JTOXUTEJL.
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