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JOroBop |-
3A IOCTABKA HA JIEKAPCTBEHH ITPOIYKTH

b oo
Huec, .00 02 . .. 2081 r., 8 rp. Kepmxanm, MEXKITY:
AbpxaBua IICHXHATPUYHA 0oJHMUA - Kespmxanm, ¢ appec: rp. Kepmxamu, yo. »100pHa” Nod4,
BYJICTAT 000234067, npencrasnssana ot A-p beann Teoprues Mnyer — Hupexrop, u TarTsina

Tomoposa — rnagen C9ETOBOANTE, HAPHYAHO [IO-JI0TTY 3a Kpatkoct ,,JIEUEBHQ 3ABEJIEHUE —
BB3JIOKUTE” or enHa crpaya

"
“Codapma Tpeiigunre All, EMK:103267194, cne CEllanumie 1 azpec Ha ynpaBieqye: rp. Codus, y.
JIvuezap Cranuer NeS, Codapma Busmec Taywpe, Crpama A, er. 12, mpencrasnssano or Hmvutep
l'eoprues  Mumutpos, Ka4ecTBOTO cu Ha M3mbiamurenen AHDEKTOD, NPEACTaBIABAH, upe3
YOBIHOMOIIEHO JIHIIE ¢ IbJIHOMOIHO Ne5787/14.12.2020r HNean Kenen Hawues, HapU9aHO IO~y
3a kpatkoct ,, UBINbJIHUTEJL or Apyra cTpana,

Ha ocCHOBamme un. 112 or 3akoma 3a obmecTBernTe opbaxu (30II), BB Bpr3ka c IIPOBEIEH

BLTPEIICH KOHKYDEHTEH U360p/a0mbinena odepra mo Pamrono cropasymenue Ne PJI-11-277 or
24.06.2020r. ce cxmroun HACTOSMA TOTOBOP 34 CIEAHOTO: |

L IIPEAMET ¥ CPOK HA HOT'OBOPA

Y1 1 (1) JEYEBHO 3ABEJAEHUE - Bb3JIOKHUTEJL Bp3nara, a USIIBJIHUTEJIST ce
3albIDKaBa Ja H3BBPITY I0CTABKA HA CICIHUTE JICKapCTBEHH IIPOLYKTH:

O6oco6ena mozumus Ne 2
AHaTomo- Mem,uyﬂapozmo Hauuu Ha | Msapka Konuvecrso
TEPANIEBTHYEH KO | HemaTeHTHo NPUIOKCHUE /mg,
[ATC-kopn/ HauMeHoBaune /INN/ tabl., ml.

U ap./
\KR\P\\
NO02AA01 Morphine napearepanua m 1800
\____L_. ! _\“LP\_S\—\
NO2AB02 Pethidine HnapeuTepanna mg 4500

NO2AX02

Tramadol napenrepaJjga m 2600
‘\\\LP\*L
NO2AX02 Tramado}l ne?o?aﬂua TB’L?LIII m% 6500

(2) oroBopsT BiM3a B cuma OT Jarata Ha MOANMCBAHETO MY OT IBETE CTpPaHH H € Chbe CPOK 10
31.12.202@1‘., HO HE 110-xbCHO oT 31.12.2021 . :

H;HEHHIIOBH&&CTOﬁHOCTILSHOCTABKHTEIH)HOFOBOPA

(2) Lenara Bimousa croitrocrra ga CTOKaTa, ONaKOBKa, 3aCTPaxOBKa U Tpancnopt o JIEUEGHOTO
3ABEJEHUE - Bb3JIOKUTEJI IpH MHHMMAJIEH CPOK Ha TOIHOCT He MO-KpaTek oT 40 % or
0BsIBEHHs OT MPOM3BOTUTENS 32 JICKapCTBEHUTE IPOAYKTH HIIH He 0-KpaTbK 0T 20 % 0T 06sBenns oT
NPOU3BONHTENIS 38 GHONPOAYKTHTE MK brononobHuTE OpORyKTH. MuHuMangusT CPOK Ha FOJIHOCT ce
OIIPELIEN KbM J\aTaTa Ha BCsSKa JOCTABKA Ha JIEKapCTBEH IPOLYKT.

(3) Obmara croiinocr ma HOCTaBKHUTE IT0 OrOBopa € 1o 203.58 (mBecta u Tpu neBa 1 58 CT.) neBa Ge3
Brioyer J/IC u no 244.30 (IBecTa YeTHpuneceT ueThpu nesa u 30 CT.) eBa ¢ BKIIOYeH JJIC.



(4) Uenara no moroeopa ¢ GuKcHpana, He NOANEKH Ha IpOMsIHA 32 CpOKa Ha JIEHCTBHE Ha JIOTOBOPA,
OCBeH B ciyyaute Ha 116 ot 30I1.

(5) B cryuatt, ye mpe3 BpemeTo Ha HeHCTBHE HA CHOTBETHHS JOTOBOP CTOMHOCTTA, KOATO CIEABA Ja Ce
3alIaima ¢ myOIMYHE CPENCTBA Ha JIEKapCTBEHH IPOAYKTH OT [103HTHBHIS JEKapCTBEH CIMCHK CTAaHE
HIO-HACKa OT JOroBOpeHara, JIe4eOHOTO 3aBENCHHE — BB3JIOIKHTEN Oe3ycioBHO  3amiana
NEKAPCTBEHUTE NIPOLYKTH Ha IT0-HUCKATA CTOMHOCT, CUHTAHO OT:

- /laTaTa Ha BIM3AaHE B CHJa HA PEIIEHHETO Ha HaluoHalHHs CBBET o LUEHH u
penmMOypcrpaHe Ha eKapCTBEHHTE nponyxru ( HCIIPJIIT);

- AlaraTa Ha akTyandsanuara Ha Ilo3uTHBHUS NeKapeTBeH Criuchk 1o pena Ha . 57, an. 1 ot
Hapenbara 3a ycnoBusita, paBuiaTa ¥ pefa 3a PeryjiupaHe ¥ pPErucTpHpaHe Ha ILeHHTe Ha
fekapcTeeruTe nponykta (HYIIPPPLUIIL) sa nexapcrsenure UPONYKTH C HaMaleHa CTOMHOCT 3a
OIaKOBKa, U3IHCIIeHA Ha 6a3a pedepeHTHA CTOMHOCT.

B ciywaunre mo mpemxommoTo H3PCUCHHE, CTOMHOCTTa Ce Ompemels KbM MOMEHTA Ha
RoCTaBKara (MOANKCBAHE Ha IPHEMO-TIPeAaBaTeNeH IIPOTOKOJT).

L YCIOBUSI 1 HAYNH HA IIJIAIITAHE

Y. 3 (1) Inamareto 1o HacTOsIIHS HOTOBOp C€ OCBINECTBSIBA Ype3 OAHKOB IIPEBOX OT CTpaHa Ha
JEYEBHO 3ABEJIEHUE — BB3JIOXKUTEJ no nocouenara B . 15, an. 3 GasxoBa cMeTka Ha
WU3IBJIHUTEJLSL.

(2) 3annawanero Ha CTOKHTE 1O AOTOBOpa Ce U3BBPIIBA OTIONKEHO B cpok 10 60 /Ilectaecer/ JeH,
CJICH IIPENICTaBAHE Ha CIEIHUTE HOKYMEHTH:

1. JloctaHa dakTypa, cheTaBena ChriacHo usucksanuara va 3JJ1C u [MI3IJIC;

2. llpuemarenso-npenasarenrty HPOTOKOJIH;

(3) B caywait, ge mocouenure B ui. 3, al. 2 MOKyMeHTH ca HEPCNOBHA MM HE Ca KOMILIEKTOBAHH,
ceiate ce Bppmar Ha M3INBJIHUTEISI ¢ npuemarenso — IIpeiaBaTesieH MPOTOKOM 3a W3IpaBsHe
Ha HepenHocTrTe. CpoKbT 10 W3, al. 2. 3an0yBa 1a Teye or flataTa Ha IPEACTaBAHETO Ha IIOCIEHMIS
H3UCKYEM C€ TOKYMEHT.

(4) llpn daxTypupare Ha 3asBeHnTe KOMMYECTRA JICKapCTBEHH TPOIYKTH, 110 BCAKA OTIENHA 3asBKa,
LCHaTa Ha OnaKOBKa HE CIIe/Ba [a HAJBUINABA OIpEeNieHaTa B II03UTHBHES NeKapcTBEH CHHCDHK-
IIpunoxerre Ne 2, pedepentna croifmocr ma ONEaKOBKa 3a CBOTBETHHS JIEKAPCTBEH NPOIYKT. B
Clydall Ha M3YHCIABAHE HA CTOMHOCT IO-BHCOKA OT pedepenTHaTa CTOMHOCT Ha OmaKoBKa 3a
CHOTBCTHHS JIEKAPCTBEH NPOAYKT, CTOMHOCTTA ce HaMABa 3amama 10 CTOHHOCTTa Ha OaKoBKA
omperienena B [I03HTHBHIS leKapCTREH CrHCHK- Hpunoxenue No 2.

IV. CPOK HA TOCTABSIHE

Yn. 4 (1) IEYEBHOTO 3ABEJEHUE - BB3JIOKUTEJ 3asp58a HEOOXOMMUTE MY KOJIMYECTRA
C mHcMeHa sageka g0 M3IIBJHMUTEJIS. 3asgsxara ce BPhUBA JHYHO CpeIly IOAMHC Ha
VOIIBJIHUTEJLS wny yrrsaaoMomeso ot HETo JMue WM Ce H3Upama ¢ OPeNophyYaHo MHCMO C
obparHa pasnucka, o haxc wim o €NEKTPOHEH IBT.

(2) Beska ormenma mocraska, ciemsa na Obne mocraBeHa B cpox mo 7 KaJICHIAapHU JHH CIex
Iony4yaBaHe Ha 3asgBkara or JEUYEBHOTO SABEJEHUE — BB3JIOKUTEJ u 32 KonuyecTBaTa U
ONaKOBKUTE (CHOOPAsHO KOHKPETHHTE JICKApCTBCHM MNPOAYKTH, IOCOYEHH B TEXHHYECKOTO
IIPCMIOIKCHAC Ha HM3NBJIHHTENI), TOYHO ONpEAENCHH B 3asBkara, B ClIy4a#, ye ce NpaBH mBpBa
AOCTaBKa OT Lafiena NapTyia Ha JIeKapCTBEH HPOJyKT, ce npezcrasst CepTadHKaT 32 0CBOGOXKIaBAHE
Ha TNiapTuzata, usganeH ot ksamuduumpaso e no 3JIIXM Ha CJICKTPOHEH HOCHTENI WM IO
CTICKTPOHEH IIBT Ha €NEKTPOHHATA IIOMIA, ITOCOYEHA KATO alpec 3a KOPECHOHMAEHIMS, IPUIPYIKEH C
IPEBOX Ha OBITapcKu €3uK OT GHpPMa, CKIIOUMIA IOTOBOpP ¢ MUHNCTEPCTBO Ha BRHIIHUTE PaGOTH 3a
M3BBPIIBAHE HA OQUUMATHA NIPEBOLH. Ws6poennte noxyments ce TIPENCTAaBAT B CHOTBETHOTO 3BEHO,



ompefeneHo 0T JedebHOTO 3aBefieHHe — BB3NOKHUTEN. [Ipy CrexBalyl NOCTaBKM Ha JEKAPCTBEHH
NPOLYKTH OT ChIllaTa IIApTUIa, CEpTUQUKATHT HE Ce IPENCTaB.

(3) B ciuywait ma meobxommmoct oT cnemHa pocraka, JIEYEBHOTO 3ABEJEHHUE -
BB3JOXHUTEJL mocouyBa m3pHYHO B 3adBKara, 4e € HeoOXOmuMo na Oblie M3BBpIICHA CIELIHA
JocTaBka. B To3u cnydwaif, ocTaBkara cienBa Ja Oble M3BBpIIEHa N0 6 yaca OT HOJydaBaHE Ha
3asgBKaTa ¥ 32 KOJIWYECTBATA W ONAKOBKUTE (CHOOPasHO KOHKPETHUTE JIEKAPCTBEHU ITPONYKTH,
[OCOYEHHU B TEXHUYECKOTO IPEIIOKEHHUE Ha U3ITBIIHUTENS ), TOUHO OIIPEJIeNIeHH B 3adBKaTA.

(4) TBI'BJIHUTEJAT ce 3agwmkaBa, B cpok 1o 1 paboTeH 1eH, B ciryyauTe IO al. 2 U B CPOK 10 1
4ac, B Clly4auTe Ha ai. 3, clef TONyYaBaHeTo Ha BCAKA 3asBKa [Ja yBEJOMH HMCMEHO MM IO (akc
JEHEBHOTO 3ABEJEHUE — Bb3JIOKUTEJL B cnyuait ue He MOXKe 2 M3BBPIIM JOCTABKA HIH
B Clly4aH, ye He MOXe Ja CIasd CPOKbT 3a M3BBPIIBAHE HA JOCTABKaTa, IpeaMeT Ha KOHKPETHATa
3asBKa.

(5) KoM parara Ha Beaxa JOCTaBKa, OCTATBUHMAT CPOK Ha TOAHOCT HA JIEKAPCTBEHUTE MPOMYKTH,
crena fia 6b/e e mo—mManek o1 40 % /uermpuaeceT Ha ¢T0/ OT OOSIBEHHS OT IPOU3BONHTENS.

(6) Kvm pmatata Ha Beska MOCTaBKA OCTaTHYHUAT CPOK Ha TOAHOCT HA OHONPOAYKT MIH GHOMON0GEH
NPOIYKT, CeBa 1a Obae He mo—-MansK oT 20 % /nBagecer Ha ¢1o/ 0T OGSIBEHHS OT IPOU3BOMHUTENS.
(7) 3a xomuyecTBa MOCTaBeHH M3BBH 3agBkaTa mo wi 4, an.l, JEUEBHOTO 3ABEIEHHUE —
BB3JOXKUTEJ HiMa 3a1bIDKeHEE 3a IIAlaHe.

(8) B cnywamre mo um. 10, ai. 7 oT JOroBopa, CPOKBT 1O al. 2 M 3 3ar0YBa Jia Teue OT JATAaTa Ha
nucMmenoTo cerriacue Ha JEUHEBHOTO 3ABEJIEHUE - BH3JIOXKHUTEJL

V. MSICTO HA JOCTABSIHE

Ya. 5. (1) 3a MsacTO Ha [JOCTaBSHE HA CTOKHUTE IO TO3H JOTOBOp C€ OUpENENs CIEOHHS anpec:
rp.Kepmxanu, yi. ,,Jo6pua” Ned4, JlnpiasHa NCHXHATPHUHA GOIHALA - Kepmxann — Gommuuna
anrexa.

(2) PucksT 0T ciy4aifHOTO IOrHBaNe Kl OBPEXKIAHE HA CTOKMTE IIPEMUHABA Bpxy JIEHEBHOTO
3ABEIEHVE - BB3JOXKUTEJ or MOMEHTa Ha TIPUEMAHETO MM Ha MICTOTO HA IOCTABSHE C
IPUEMATETHO-TIPEAABATEIEH IIPOTOKOIL.

VL. JATA HA JOCTABSIHE HA CTOKUTE

Yan. 6. 3a nata Ha JOCTaBSHE Ce CYMTA JATATA, HA KOSTO CTOKHUTE ca MOCTABEHM IO anpeca IOcoYeH B
9l 5, al. 1, npu ycnoBusTa Ha 4. 9, an. 2.

V. 3AABJODKEHUA HA WB3ITJHUTEJLS

Yn. 7. UBHIBJIHUTEJAT ce 3ansmkasa:

1. Jla nocrasu CTOKUTE B NOTOBOPEHWMs CPOK ¥ 1a Tu npenane za JIEUEBHOTO 3ABEJIEHUE -
BB3JIOKHNTEJL

2. lla mpenaje CTOXHTe, IAKETUPAHW W MApKUPAaHH B CHOTBETHHS BHJ, KONHUECTBO H KAYECTBO HA
MSCTOTO Ha HOCTABSHE.

3. Ilpn moAnMCBaHETO HA IOTOBOPA A IPEICTABH:

a) IOKyMeHTH 1o wi. 112, an. 1 ot 30I1.

0) rapannus 3a M3NBIHEHUE, B €HA OT QOPMHUTE, onpezneneru B wi. 111, an. 5 ot 3011, c¢be cpok Ha
BATHAHOCT 60 1HY CHeN M3THYAHE CPOKA Ha JOTOBOPA, KOSTO Ce OCBOGOKIABA B cpok 1o 60 muu cnef
M3IBIHEHUE Ha TIOTOBOpa. B ciyyall, 4e BAMMIHOCTTA Ha rapaHIUATA H3THYA TIPEH TOTOBOPa 12 6ble
usnenHeH, U3IIBJAHUTEJIAT ce 3anbikasa fa yABDKE CpoKa Ha BAIMAHOCT Ha rapasuusra ¢
TOJIKOBA [IHH, TaKka He rapaHuyATa Ja IMOKPHBaA OYaKBAHKA CPOK 3a H3IBIHCHHME Ha J0roBOpa Ioc 60

nud. FapannusTta e B8 pasmep Ha 3% 0T cTOMHOCTTA Ha norosopa 0e3 JJIC u Bu31m3a ma 6.11
JeBa.



(4) Ma mocrass nexapcTemu IPOAYKTH, KOMTO OTTOBApST HAa M3WCKBAHMATA HA 3aKOHA 32
JICKAPCTBEHUTE NIPOJIYKTH B XyMaHHAaTa MEIHIIMEA (3JIIXM) — na mpuTeXaBaT BaTHIHO paspeurenue
3a ynotpeba B CTpamara, W3Naseno o pexa na 3JIIXM mmm Permament (EO) Ne 726/ 2004 r. na
Esponetickus napnament u Copera /4. 23, an.1 wva 3JITXM/.

(5) Ha nocraes nexapcreenu IIPOMYKTH, KOUTO ca BKMOYEHH B Ilpunoxenne Ne 2 ma HosutuBans
JIEKAPCTBEH CHHCEHK.

(6) B cnyuait, e ce npasu IIbpBa NOCTaBKa 110 NajieHa NapTy/a Ha TeKapCeTBeH OPOJYKT, a IPEACTABSI
Cepruduxar 3a ocBo6oxnasane na liapTiliaTa, H3NaneH OT Kpanupuuupano nuue mo 3JIIXM Ha
CICKTPOHCH HOCHTEN WM IO CNIEKTPOHEH MbT Ha CJICKTPOHHATA MOINA, IIOCOYEHA KaTo ampec 3a
KOPECIOHACHUMSA, NPUAPY)XEH C MPEeBOj Ha Obirapcku esux or dupma, cKIHOUHNA JOTOBOp ¢
Munucreperso Ha BBHIIHETE paboTy 3a u3BBpLIBAKE Ha oduIHATHY IPEBOIH.

VIIL 3BAXBJIKEHUSI HA JEYEBEHOTO SABEJIEHUE — Bb3JIOKUTEJI

Y. 8. IEYEBHOTO 3ABEJIEHUE — BB3JIOKUTE ce sansmiasa:

1. Ta mpueme mocrasenute B CPOX 41 Ha MSCTO CTOKH, CHOTBETCTBAIITH 110 BIL, KOIHIECTRO I KauecTBO
Ha OITMCaHOTO B HACTOSAIIIKS IOTOBOP.

2. Ja 3amnaty BOCTaBEHHTE CTOKH Mo PEMa Ha 1II. 3 0T HaCTOSUIKS JOTOBOP.

3. Cren nprrmOYBaHe W3MBIHEHHETO Ha AOrOBOpa Jia 0CBOOOIM rapaHIHMsTA 3a U3NbIIHEHNE, 663 na
ABIDKH JIIXBH 32 CPOKA, TIPE3 KOUTO CPELCTBATA 3aKOHHO ca IPECTOSITH y HEro.

IX. IPUEMAHE U IIPEAABAHE HA CTOKHTE

(2) M3IBJHUTEJSAT wm YOBJIHOMOINEH OT HEro IpEeACTABHTEN K LIPENCTaBUTEN Ha
JEYEBHOTO SABEJEHUE - BB3JIOXKUTEJ TOAMCBAT  pHeMaTeIHO-IIpefaBaTeNeH
IIPOTOKOJI, YI0CTOBEPSIBALL LIONYYABAHETO HA CTOKHTE.

X. KAYECTBO, I’ APAHOIVINA U CPOK HA T OJHOCT

Y. 10. (1) Croxure, TIPE/IMET Ha HAaCTOSIUMS JOTOBOD, ClieBa 1a OTTOBapAT Ha M3MCKBAHMITA HA YL,
7,am 4u5.
(2) KoM narara ma AOCTaBKaTa, OCTATHYHMAT CPOK Ha OAHOCT Ha JEKAPCTBEHUTE IPOJYKTH, CIeIBa
na Ob1e He mo—-Mansk oT 40 % /aeTuprnecet Ha cTo/ 0T o6sBeHus OT IMPOM3BOAUTEIIS.
(3) B cnyuait ma nocrapka ma JICKAPCTBEHUS IPOAYKT C IO — KPATEK OT AOTOBOPEHHS CPOK Ha FOAHOCT,
ABJDKMMATA HEYCTOMKa Na 6Blie IPOMEHEeRa, KaKkTo clenBa:

0T 39,99% 10 30% -3 % BBPXY CTOHHOCTTA HA JIOCTaBKAaTa;

0T 29,99% 10 20% - 5 % BBHPXY CTOMHOCTTA Ha JIOCTAaBKATA,

0T 19,99% 1o 10% - 7 % BBDXY CTOHHOCTTa Ha JIOCTAaBKAaTa;

nox 10% - 10 % eupxy croitmocrra Ha JIOCTaBKaTa.
(4) Ocrarpysuar cpox ma TOAHOCT Ha OHONPOAYKT /6Homon06eH IIPONYKT, ciueABa na Onae He mo—
MalIbK o1 20 % /nBanecer Ha ¢To/ oT 06sBEHIS OT TIPOM3BOUTENS KbM JaTaTa Ha BCAKA JOCTABKA.
(5) B ciyuait Ha nocraeka ua duonpoxyKT/6HoNION06EH HPOLYKT C 110 ~ KPAaThK OT JOTOBOPEHHS CpoK
Ha TOIHOCT, ABDKHMATA HEYCTOMKA € KAKTO ClIe/Ba:

0T 19,99% no 10% - 2 % BBPXY CTOMHOCTTA Ha JOCTABKATA;

0T 9,99% 110 5 % - 4 % BBPXY CTOHHOCTTA Ha [I0CTaBKaTa;

noxn 5% - 6 % BBPXY CTOMHOCTTA Ha JloCTaBKara.
(6) JEYEBHOTO 3ABEJEHUE - BB3JIOKUTEJ MOJKE Jia OTKaXe IPUEMAHETO Ha CTOKWTE,
dKO B JICHA Ha TAXHOTO NPHCTHIAHE HJIH TIPEEMaHE OCTAaTBYHUA CPOK HA TOAHOCT € 1O — MAalbK OT
OnpeRenenys B wi. 10, an. 2. n an. 4 MuHMMAaTen CPOK Ha TOJTHOCT.



(7) Hocraekara Ha JIeKapcTBEH MPOAYKT C OCTATHYEH CPOK Ha TOAHOCT ITo-MalbkK OT 10 HA ¢TO OT
00SBEHHS OT IPOM3BOIUTENS U HA bronpoayKT/OronoA06eH IPONYKT ¢ OCTAThYEH CPOK Ha rOJHOCT
I0-MaJ’bK OT 5 HA CTO OT OOSBEHMS OT IPOU3BOIUTENS CE U3BBPILIBA CaMO C IMCMEHO ChITIacHe Ha
JEYEBHOTO 3ABE,D;EHI/IE ~ BB3JIOXKHUTEJ 3a KOHKpETHO KOJIM9IECTBO, ONPEAECICHO OT HEro.
Bes uspwuno muemeno cermacue ma JEYEBHOTO 3ABEJEHHUE - BB3JIOKHUTEJ croxute
HsIMa 112 OBaT 3aIlIalany.

(8) Vcxanero 3a mucmeno cruriacue, B clyqauTe Ba an. 7/, cnepBa ma mocteiu B JEUEBHOTO
3ABEJEHUE — BB3JIOKUTEJ B ¢pok 10 1 (enun) paGoTeH el OT HOTyyaBane Ha 3asBKATA.

(9) B cayyaure na CHCIHHI/I% AOCTaBKY TIOCOYCHUTE B aJl. 3 U all. 5 HEYCTOHKH He ce [pUarar.

XI. OTTOBOPHOCT 3A HETOYHO M3 bJIHEHYIE. PEKJIAMAIIU

Y. 11. (1) JEYEBHOTO BABEIEHHUE - BB3JOKUTEJI Mmosxe Jla IIpensBsiBa pekiaMaliuu
npen U3MTBJIHUTEJIS 3a:

a) KOJIYECTBO H HEKOMIUIEKTHOCT HA CTOKUTE HITH TeXHUHECKaTa IOKyMEHTALUs (SBHH HEAOCTATHIN);
0) xauecTBO (CKpUTH HEJIOCTaThLH):

- IPH JIOCTaBSHE HA CTOKU HE OT NOTOBOPEHUSI BH], IIOCOYEH B 4l 1;

- IpH KOHCTATHPaHe Ha NeEeKTH IIpH yIIoTpeba Ha CTOKHATE.

(2) Pexnamariuu 3a ABHE HEIOCTATBIM HA CTOKHTE ce npaeat o1 JEYEBHOTO 3ABEJEHUE —
BB3JIOYKUATEJL, B MoMeHnTa Ha TIpCNIaBaHETO MM, 3a KOCTO CE CHCTABS MPOTOKOJN, MOAMHCAH ¥ OT
IBETE CTPaHH. f

(3) Pexnamanuu 3a cxkpuTn HemocTaThIM ce TIpaBAT NPE3 LENUst CPOK Ha TOMHOCT HA NOCTABCHUTE

CTOKH, KaTo peKJIaMaI_II/IﬂTa CC IPHAPYXKABa 3aABDKUTENHO OT KOHCTaTHUBEH IIPOTOKOM, M3OaJeH OT
H?:H'BJIHI/ITGHHaTa arcHnus 3a JIEKapcTBara.

4) JIEYEBHOTO SABENAEHUE - BB3JIOXKUTEJ e JTBXHO J@ YBEIOMHM IIHCMEHO
M3IBJHUTEJIA 3a yeranosenute nedexTy B 5 (11eT) AHEBeH CPOK OT KOHCTATHPAHETO UM.

(5) B pexnamaruute ce mocousa HOMEpET Ha IOroBOpa, TOYHOTO KONHYECTBO Ha IIOIYYEHHTE CTOKH C
TEXHUA [apTH/EH HOMED, OCHOBAHMETO 3a peKIAMAIWS U KOHKpeTHOTO HMckane Ha JIEUEBHOTO
3ABEJEHHE - BB3JIOKUTE.L.

(6) B 5 (mer) nuesen CPOK OT IIONy4aBaHEe Ha pexnamanuara, USITBJHUTEJIST clenBa Ja
orrosopu Ha JIEYUEBHOTO 3ABEJEHUE — BB3JIOXKUTEJ tucmeno u KOHKPETHO JasH
IpMeMa PEKNaMalliATa MITH, L OTXBBPIIA.

(7) pn pexnamarus 3a ABHY Henoctatsin USITBJIHUTEJIAT e mumxen B CPOK 0T 2 paGoTHM fHU
OT TOJyuaBaHe Ha peKaMalHsiTa 3a CBOS CMETKA M DHCK AA JOCTABH Ha MSICTOTO Ha MOCTABSHE
KOJIMYIECTBOTO JIMIICBAIM B JOCTABKATA / HEKOMILIEKTHY JIOTOBOPEHU CTOKH.

(8) Ilpu pexnamaums 3a ckputa HEnocTaTey, B cnydadl we HM3IIBJIHHUTEJIST e npuen
periiaManusiTa, ChIUAT e JIrbkeH B 10 (mecer) nmepen CpOK OT IIONIyyaBaHeTO ¥ Ja 3aMeHH
JIOCTABEHUTE HENOTOBOPEHH 110 BUI / He(EKTHH CTOKH 32 CBOS CMETKa 1 PHCK HIIH IO IIpeneHKa Ha
JEYEBHOTO 3ABEJEHUE — BB3JIOKUTEJ a BBDHE CHOTBETHATa YacT OT 3amlaTeHAaTa
LEHA, BEAHO C IBDKUMHUTE JIHXBH.

(9) M360psT Ha nocoueHHUTE TI0-rOpe BB3IMONKHOCTH [ C& BHPHE CHOTBETHATA YACT OT ILNATCHOTO MK
Aa CE€ NOCTAaBAT HOBM CTOKHM IpuHamIeKky Ha JEYEBHOTO SABEAEHUE — BB3JIOKUTE u ce
YIpXHsBA OT HEro oA (opMaTa Ha MHCMEHO YBEIOMIIEHHE 10 M3IIbJIHUTEIIS, kato pasxomute
¥ DHCKOBETE I10 HOBOTO JOCTaBgHE ca 3a cMeTka Ha U3 BbJIHUTEJILSL

(10) Croxure, npemmer ma pekyamaiua ce cbxpanssar ot JIEUEBHOTO 3ABEJAEHUE —
BB3JIOXKHUTEJI no ypexnane na pexyamMaluuTe.

XII. OTTOBOPHOCT NP HEM3ITHJIHEH UL

i 12. (1) 3a HewsmwLiHeHRE Ha 3al(BIIKCHUATA CH 110 HACTOSALIMS JOTOBOD ¢ M3KIIFOUYCHUE HA TE3H 110
9 10, an. 2 u an. 4, IBI'BJIHUTEJIST moimiu HeycToHKa B pasmep Ha 0.5 % Ha JeH BBpPXY
CTOMHOCTTA Ha KOHKpETHaTa 3asdBKa, HO He Topeue orT 10 % (meceT mpoleHTa) OT CTOHHOCTTa Ha

5



KOHKpETHaTa 3asBKa, KaKkTo M obeslleTenne 3a NPETbPICHATE NEHCTBUTENHE Bpequ B Ccllyyaure,
KOraTo T¢ HaIXBBPIAT HOrOBOpEHAaTa HEycToika. B Clydaure mo wi. 4, an. 3, mocoyeHara s
TPCAXONHOTO M3pEUEHHE HEYCTOMKA B pasMep Ha 0.5 % ce HaumCIIBa 3a BCEKH Yac IPOCPOYHE, HO He
nosede ot 10 % (necer NPOIIEHTA) OT CTONHOCTTA HA KOHKpETHATa 3asBKa, KaKTO U 06e3IleTe e 34
UPCTBPICHATE NEHCTBUTEIHY BPEIU B CIIYYauTe, KOFATO Te HAIXBLPIAT NOrOBOpEHATa HEyCTOKa,

(2) Koraro npu manmume ma pexnamanny, USHBJIHUTEIST He wamsmma 3a0bIDKEHUSTa CH TIO
pasnen XI oT HacTosmms HOTOBOp B CPOK, CBUMAT mbiokH Ha JIEYEBHOTO 3ABEIEHUE-

BB3JIOXKUTEJ HEYCTOMKa B pasmep Ha 2 % OT nemaTa Ha CTOKHTE, 32 KOUTO Ca HANpaBeHH
peKlaManuuTe.

(3) JIEYEBHOTO SABEJEHUE — BB3JIOKUTEJ YROBJICTBOPABA NPETEHIUHUTE CH OTHOCHO
HEU3IBIHCHUETO HA JOrOBOpa, KakTo u  3a Salllalllane  Ha  HEeyCTOHKMTE OT crpaHa Ha
M3IIbJIHUTEJIS xato 3allbpxa rapaHiuaTa 3a U3IIBIHEHHE [0 YIL. 7, an. 3, 6yxsa “6” ot JIOroBopa,
Karo Ipeanmpuema NEHCTBMS 3a HeHHOTO ycBosBare. B cnyualf, ue croitmocrra ma rapasIusTa 3a
H3IIBIIHCHUE HE NOKPHBA BCHYKH AboxkuMy o1 MSITBJIHUTEJILS BHeycroiixyu, JJEYEBHOTO
SABEJEHUE - Bb3JIOKUTEJ IpUXBAllA HBJDKEMUTE CYMH OT HacpelIHy IUIANIaHus KbM
VBI'BJIHUTEJISL.

(4) Ilpu Tpu neTH BUHOBHA 3a6apa Ha M3IITBJIHUTEJIS, IPOIBIDKHNIA € TIOBEYE OT MONOBHHATA OT
CPOKa 3a M3NBIHEHHE Ha CHLOTBETHOTO SaIbIDKCHNE, B DAMKHTE Ha TPH Mecela JIEYEBHOTO

3ABEJJEHUE — BB3JIOXKHUTEJ uma IpaBO Na HPEeKpaTH HOroBopa €OHOCTpaHHo ¢ 15-mHeBHO
IIPEIH3BECTHE.

VBITbJIHUTES o TIPCLABCHH IIOBEYEC OT TPU peKiaManuH B PaMKHTE Ha TpH Mecema oOr
JEYEBHOTO 3ABEAEHMUE - BB3JIOKUTEJ 110 pena Ha riiasa X1,

(6) B cnyuaii, e 1o otHOmenRe Ha UBITBJIHUTEJIS macrmst obcrosTencTraTa 1Mo Ui 54, an. 1,
M odn 55, am. 1 or 3akoma 3a obmecTsennTe MOPBHUKH, JEYEBHOTO 3ABEJIEHHUE-

BB3JIOKUTEJ uma IIpaBo Nla NpEKpaTH exHOCTpaHHO HACTOSINMS JIOTOBOP, 0€3 NHCMeHo
TPENN3BECTHE U O€3 1a IBIDKU HEYCTOHKY.

XHI. ®OPCMAKOPHHI OBCTOSITEJCTBA

Y. 13 (1) Crpanurte o HaCTOAWAS TOTOBOP He IBIDKAT 0GesmeTre e 3a IIOHECEHH BPENHM U 3ary6u,
aKo NOCNENBUTE Ca IPHYMHEHH B P€3yaTaT Ha HENpeonoauMa cua.

(2) Axo crpanarta, xosTO € CIICZIBANO Ia M3IBIHE CBOE 3a/{BIDKEHHE 110 Aorosopa e buna B 3abapa, T
HE MOX(© Na ce 11030BaBa Ha HENPEOIONIMA CHTA.

(3) “Hempeonomuma cuna” mo CMHCBJIa Ha TO3U LOTOBOp € HCNPEBUACHO W/WiTH HETIPENOTBpaTUMO

TPIkata Ha NOOBp cTomanuy, 3a 1a Hamanu 1o MHHHMYM YIOHECCHUTE BPENH U 3ary6H, KakTo i na
YBENOMU IIMCMEHO NpyTaTa CTpaHa B 7-mHeBeH CPOK OT HaCTBIIBAHETO Ha HENPEOLOTUMATA CHITA. ITpu
HEYBE/IOMsABAHE B HOCOYECHHA B IIPEIXOTHOTO HSPEUCHHE CPOK Ce IBIDKH ObesleTeHue 3a
HACTRIHIIATE OT ToBa Bpemu. Hempeomomumara cua C¢ JOKasBa OT 3acerHaraTa CTpaHa Che
CEpPTH(UKAT 32 GopeMaxop, u3nanen mo CBOTBETHUS PEX OT KOMIECTEHTHHS Opran B Ibp)KaBaTa, B
KOATO Ca HACTBIHIN (OPCMAMOPHHTE 06CTOSTENCTRA,

(5) Moxato Tpae HETIpeoonuMara Cuiia, M3IBJIHEHHETO Ha SaNbJDKCHUATA U CBBP3AHUTE C TSIX
HACPCILHY 3aXBIDKEHNS Ce CIHpa.

(6) He npencrasussa “HempeomonuMa cua” CbOMTHE, NPHYHHEHO TI0 HEOPEXKHOCT MM upes
YMHUIIJIEHO NEHCTBHE HA HIKOS OT CTPAHHATE MU TEXHU TPENCTABUTENH /WK CIIYXHTENHU, KaKTO M

HENIOCTAra Ha MapMYHH CpexcTsa Ha WBIIBJHATESL u JEYEBHOTO SABEJEHUE -
Bb3JIOJKUTEJI.

XIV. CIIOPOBE



Yn.14. (1) Be3uuxuamute 1IPC3 BPEMETPACHETO Ha JIOI0BOpPA CIOPOBE U Pa3sHOTIaCHs MEXy CTpaHUTe
CC PCIIaBaT \pe3 NPEroBOPH MEXKAY TsAX. [IOCTHTHATHTE AOTOBOPCHOCTH Ce 0(hOPMAT B IHMCMeHa
bopma 1 ce npeBpbmar B HEpasJeNlHa 9acT OT JOroBopa.

(2) B ciyuait wa menocrurane na AOTOBOPCHOCT 110 NPENXOHUS YICH, BCHIKH CIIOpOBE, IOPOJIEHHU OT
TO3H JIOTOBOP MJIH OTHACSIHM Ce JI0 HEro, BRITOYHTENHO CIIOPOBETE, HOPONCHH OT HIIK OTHACALIHX Ce 10
HETOBOTO TBIIKYBAHE, HEACHCTBUTENHOCT, HCU3IBIHCHUE MM IPEKpaTABAHE INe GhIar paspermasanu
CIIOpeN OBIIrapcKyTe MaTepuaHy 1 IIPOLECyaNHy 3aKOHH OT KOMIETEHTHUS ChIT 110 pena ma I'TIK.

XV. CbOBIIEHMS

Ya. 15. (1) Benuxu CHOOLIEHHS MexKTy CTPaHHUTE, CBBP32HH C HU3NBIHEHHETO Ha TO3H JIOTOBOD ca
BAJIHIHY, aKO ca HAIIPABEHM B IHCMEHA dbopma u ca mogmmcany ot YI'BIIHOMOIICHHUTE IIPENCTABHTEITH
Ha USITBJIHHUTEJIS uin JEYEBHOTO 3ABEJIEHUE — Bb3JIOXKHUTEJL

(2) 3a nara ua CHOOIIEHHETO ce cMTa:

v AlaTara Ha IPEJABAHETO — MIpH PBHHO Ipejiapake Ha choGIIEeHHeTO;

v AaTaTa Ha IOIEHCKOTO KIeHMOo Ha obpatHara pasmucka — TIpH H3NpaIlate 1o nomara;

v AataTa Ha IPHEMAHETO — IIpy H3pamane 1o $paxc ung e-mail,

(3) 3a BalluIHH anpecu 3a nIpueMane Ha C’bO6H_I€HI/IH H 6aHKOBH CMETKH, CBBP3aHU C Hacrosgumyg
HOr'OBOpP c€ cMATAaT:

3A UBITBbJABHUTEJLS:

Axnpec 3a Kopecnonnennus: rp. Codus, ya. JIvyesap Cranyen 5,
Codapma Busuec Tayzpe, crp.A, er.12

Ten. 02/8133 660

daxc 02/8133 666

e-mail : office@sopharmatradine b

3a 3as4BKU: e-mail: helpdesk@sopharmatradinq.bq

banka: ING :

IBAN: BG87INGB91451001838915

BIC: INGBBGSF

3A Bb3JIOKUTEJL:
.......................... HIIb - Kppmxamu

Banka: O6enunena GBarapeka 6anxa, kimon Kspmkamu
Banxos ko (BIC): UBBSBGSF

.......................... Bankosa cmerxa (IBAN): BG97UBB S80023300154337

(4) Ilpn npomsana Ha mocovenms 10 an. 3 ampec unm 6aHKOBA CMeTKa ChOTBETHATA CTPaHa € MIBXKHA
A& YBEAOMH [pyraTa B TpHAHEBEH CPOK OT IpoMsHATa

XVL IPYTH YCJIOBUSI

CbIIacHe Ha Npyrara CTpaHa, OCBEH B Clryqaute Ha obesneyaBane (rapanrtupane) Ha 3ambmKenHS 110
0amKoBH KpemuTy. ‘

() 3a wmeypenenure BBIPOCH B HaCTOSWHS HOTOBOp ce fIpujlara NEHCTBAMIOTO 6BITapCKo
3aKOHOJIATENCTRO.

XVIL IO A3 bJIHUTEN



(]7}77/(,/103/02{/1/[0 camo 6 cyvaume, 8 Koumo Zrl36pCZHZ{}Z 3Q USNbAHUME YHACmHUK e nocovun, ye e
nonseaq I’ZO@US’]’Z’IJ/ZHLHTZ@IIU, npu Ccraioueane HA pamMKocomo cnopa3ymeHue)

OTCTpaHsBaHe OT IPOLEMypaTa. %

(2) JEYEBHOTO 3ABEJEHUE — BB3JIOKUTEN nsuckpa 3aMsHa Ha HOILI/BHT)JIHI/ITEJI,
KONTO HE OTroBaps na yCIIoBMsITa 110 ai. ], '

(3) Koraro wacrra or IIOpBUKATa, KOATO CE M3MBJIHIBA OT HO,ZII/ISH'I)JIHI/ITEJI, MOXE na 6pae

(4) Pasmnamammsra mo an 3 Ce OCBIUECTBABAT BE3 OCHOBAa Ha MHCKa®e, OTHPaBeHO OT
OB JIHUTEJLS no  JEYEBHOTO SABENEHUE — BB3JIOXKUTEN ypes

WBOBJHUTES], xoitro e ANBXCH JIa TO IPENOCTABH HA BB3NOWHTENS B 15-meBen cpox or
IOy Y4aBaHETO My.

(5) KpM ucxarero 110 an, 3 U3IIBJIBUTEJLSIT IPENOCTaBs CTAHOBHILE, OT KOETO 1[a ¢ BHIIHO Hajiu
OCIIOpBa ITAIAHKATA I 9ACT OT TSIX KaTo HEBIDKHUMMU.

(6) IEYEBHOTO SABEEHUE — BB3JIOKHUTEN uma IPaBO Nla OTKaXke IUIallaHe 1o ar. 3,
KOT'aTo HCKAHETO 3a Ilamane e OCIIOPEHO, 10 MOMEHTA Ha OTCTpaHIBAHE Ha NIpHYHHATA 34 0TKa3a,

(7) Hesarucumo ot usnonssanero Ha OJAVBITBIIHUTEIN OTTOBODHOCTTa 32 W3NLIHEHHE Ha
Aorosopa e Ha U3 bJIHWUTE LS.

XVIL 3AKJIYOYNTEJIHHT PA3SIIOPENBU

. 18. (1) Ipu crcrabsmero Ha HACTOAMMSA OTOBOP Ce MpeACTaBuxa CIEHUTE NOKYMEHTH:
v HoxymenTs 1o . 112 ot 30I1;

v Hexnapauus mo ur. 55, a1, 6 ot 3JIIIXM (xoraro e IPUITOXKIMO);
v lapannms 3a s nmenye:
v Texumuecko u Ienogo IPEANONKEH e, HEPAseNnHta YacT o JIOTOBODA;

v Hexnapanmu mo 3MUIT,

(2) Hacrosmusr HIOTOBOD Ce CHeTaBU B TpH CIHO06pasHy exsemmIspa ma ObIrapckyu e3ux — enuy 32
WBITBJIHUTEJLA 1 n5a 32 JIEYEBHOTO SABEIEHUE — Bb3JIOXKUTE.

Bb3JIOKHUTEJ: , W3IBbJIHUTEJL:
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TCXHI’I‘I&CKO UpeNJoKeHue Ha

»CODAPMA TPEMIUHI AT - PJT 11-277 — JIs

Kepmoxamu
AHato | Mexaysap | Haumn  ma Mspx | [TPVY Teproeexo | Konmyecr Oxonyare
MO- OIHO IPHIIOXKEHH | a HauMEHOBa | BO nHa
Tepane | genmareurno | e /mg..t Hue AKTHBHO OllaKOBKa
BTHYEH | HAUMEHOBA abl.,m BEIE/ICTB '
Kon/A | mne L/ 0
TC- /INN/
xox/
NO2AA | Morphine Iapenrepan | Mg. Codbapm | MORPHIN 20mg/ml- | 10
01 Ha a Al E . 1 ml
Bbrrapu | SOPHARM _
A A ) 20 mg/ml- | 100
MORPHIN | 1.m|
E
SOPHARM
A
NO2AB | Pethidine Iapenrepan | Mg. C mm\
02 Ha : L 2ml
Bwrrapu | LYDOL 50'mg/ml -
a_ 2ml
NO2AX | Tramadol | Tapenrepan Mg. | Cothapm | TRAMALG] 50 mg/mi-
Ha a T [N 2:ml
Bxnrapu
5
Tramadol Ilepopansa | Mg. Cocbapm | Tramalgin
TBBpaA ai oAl
Bvnrapn
.

BBb3J e o,

—_—

33JH/I‘IGHO Ha oc 0B

e v "UT/Y"PF ”:

Sanuyeno Ha ocHOBappe 41.37 ot 30]

. e fans aHe uy 57 or 3¢ Hwid4, 1.1 or Permamenr EC2016/679
WsneauTes " Tlo Clramer EC2016/ 7
My o7

EKCHCP Lo
NOpPBYKH



HenoBo npeaoxkenue ma »CODAPMA TPEYIMHT A -PI11-277 - I
Kopmxanu

AHaTo Mexnynap | Haumer  gg Heob6xon | Vaactanx Ennenasa | Ennena
JI0 | Mo- OJTHO IPHITOXKEHY UM Opoit CIMHMIa | 3a
3. | Tepane | menmarentuo | e ' MAPKH MApKa 6e3 | equumnna
Ne | Braven | mamvenopa HIC MApKa ¢
Kom/A | nue pivi(e
TC- /INN/
xon/

0.072386

| - HapeHTepaﬂ .
01 Ha

Pethidine HapenTepan Mg. 4500
Ha
NO2AX | Tramado] Hapentepan | M g. 2600
02 Ha
2 NO2AX | Tramadol Hepopanua .
02 TBBpPIa

BB3JIOMUTE:

0.060322
CODAPM | 0.014000
A

TPEVTIH

AR

CODAPM | 0.007249 0.008699
A 0.008707
TPEMJIMH

T ALl

CO®APM | 0.002024 0.002429
A

TPEUIVH

ALl

0.016800

I/IBH'LJIHI/ITEJI: /
//
SIMYEHO Ha OCHOBaHHe Y137 oT 3011
Sanuyeno ga OCHOBaHHE .37 o1 30]]
IPZHM 1 4.4, T.1 ot Permament EC2016/679 T, 1.1 o Permamers EC2016/679
3amuueHo Ha ocHoBanme wi.37 or 301 - )

1 4.4, T.1 ot Pernament EC2016/679

3aMYeHo Ha OCHOBaHUE .37 or 3011

1914, 1.1 ot Permament EC201 6/679

HOPBYK. /



