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JOI'OBOP 3A OBLL[ECTBEI—L‘& TTOPBUYKA
Ne.. Jtri& a2 7 L4 2015r,

Iinec, ..'.."..'..?...'./...2015 r., 3 rp./e. Codus, Ra ocHopanue wi. 41 3011 Mexuy:

boaununa “Jozenen” 1407 Cogpua, yn. “Kozax” Ne 1, Ten. 9607-223, daxc 962-4771,
EWK §31901901, IAC Ne BG 831901901, npencrapngpana oT npod. xz-p JTobomup Cnacos,
IO.M. - ZUpeKTop, ypes ecucnapa [Tenyuena - yRBIHOMOIIEHO aue 10 <L 8, an, 2 oT 3011 ¢re
3anopen Ha Hupektopa Ne 31/11.02.2015 r., s Becka Pynixosa — rii. CYeTOBOAWTEN H
napruana 3a kpatroct B3 OMUTEJL, ot enna cTpaHa

H

»Copapma Tpeitauur® AJl, EMK 103267194, cwsc cenandie W azgpec Ha
yrpapiedue: rp. Codms 1756, p-r ,Marpes”, va. ,,Jivuezap Cragues™ Ne5, Codapma busnec
Taywepc, Crpama LA™, er.12, Tten. 02 8133660, dakc 02 8133666, e-mail:
office(@sopharmatraiding.bg, npencrasmseapa ot Jumurtsp TIeopruer [JuMHTpoB -
H3IIBIHHTENEH QUPEXTOpP, uUpe3 NhIHOMOIIHUKAa — Maprapura [eopruesa, sapudaso 3a
xkpatxoct H3INBJIHHATEJL, ot apyra cTpana,
ce CKMOoYU HACMOAUA 0020800 HO OCHOSAHUE NPOGEOEHI OMKPUING NPOYedypd 30 6b3a2aHe
Ha obujecmeena nopvura ¢ npedmem: “Hocmaska na mMeduramenmi no oéocobenu
nozuyui 3a Hyxcoume na Boannna “Tozenen” 3a nepuod om 12 meceya, 30 creonomo:

I. OPEAMET HA JTOT'OBOPA

THSHBIHHUTERST ce 3agpmikasa ga moctasy 3a cMeTka Ha BB3JIOXUTEIS no
3as1BKM HeoOXOZHMHTE 32 OONHHIATA MERHKAMEHTH, ChbrliacHo crnenudmxauns [Tpumoxenne
Ne 1- mepaspenma wact oT jporopopa. OnucanuTe xojudectha B [Ipunoxenwerc ca
OPHUEHTHUPOREYHM 3a 1 /enua/ Kanengapna roAdHA M 3@RUCAT 0T 00eMa H& METHIIMHCKATA
pefimoet Ha BBH3JIOXHATENL.

I1. CPOKOBE

2. JloroBophT C€ CKMOUBA 32 CPOK OT eAHAa TONMHA IIPH BalMjHA rapaHiud 3a
U3DRJIHEHHE B pasmep Ha 3 % or croifgocTTa Ha goropopa 6e3 JIJJAC unr 1 789,10 /xunsanga
cefeMCTOTHH aceMieceT M neser M 0,10/ nepa, BanuaHa 32 LieIMS CPOX Ha norosopa. B
clydaif, 4e rapasuuaTa 3a A00pO H3NBAHEHHE € napuuHa, chulata ce ocsoboxmasa 10
/necet/ Haw chey M3BLPLIBAHE HA TIOCAEAHOTO MIALTAHE.
B cnyqait, ve MU3IITBHUTEJLA ¢ m3bpan dopMa Ha Gaukopa rapaduHs, OpPHTHHANBT Ha
GankoraTa rapaHuus ce speisa 10 /oeceT/ gHY el IPHKIIOUBAME HA H3NBLIHEHHETO, 63 Ja
IGICKK JIMXBH 33 NEPHOMAA, NIPe3 KOHTO CPpeacTBarTa 3aK0HHO ¢a MPECTONIH DU HETO.

3. CpoxsT Ha AOCTABKaTa Ha 3asBEHUTE KOJHYECTBa Ce ompemens jo 24 /asapecer u
4eTHPY/ taca OT HanpaBeHata 3aaska, (parko cxnagosere na BH3JTONUTEILSL.

1. DUHAHCOBH B3AUMMOOTHOHIEHY {1

4, (1) BL3JNOKUTEIAT sarnana wa U3ITBIIHUTEILS cTofinocTTa HA HOCTABIHUTE
10 OTAENHM 3a9BKH MEOMKAMEHTH [0 SHHHWYHE [eHy, CcbriacHo IIpuioxennero —
Hepa3JeNiiHa yacT 0T J0TOBOPA, 33 3asBEHUTE KONHUECTBa B MOPhIKaTA.

(2) EpunnyenTe HeHH ca BATMAHH M HENIPOMEHEHW JO Kpag Ha cpoka 3a
H3ITBJIHEHHETO Ha JOroBopa.

(3} B cnyuali, 4ye no ppeme Ha AeficTBUETO HA ZOronopa, crTolHocTTa 10 Wi, 20 oT
Hapenfa 3a  ycrnopusTa npapunaTa M KpUTEPUWTE 3a BKIIOYBAHE, IPOMEHH ¥ uny
H3KNIOUBAHE HA JIEKAPCTBEHU NPOLYKTH OT [IO3UTHBHUS NEKAPCTBEH CIHCHK ¥ YCHOBHMSTA H
pera 3a pabora ua KomucusSTa M0 MO3HTHBHHA NEKAPCTBEH CIMCLK CTAME IIO-HHCKA OT
KOTOBOPEHATA B HACTOSILIMSA ACIOROP, BHLINOKUTEIIT 3ATIAIIA JIEKAPCTBEHUTE MIPOAYKTH 110



NO-HHACKAaTa [eHa, CUMTAHO OT IaTaTa Ha BIM3aHE B CHia HAa PEUICHHETO HA KOMHCHATA 1O
Io3nTHREH NEKApCTBEH CHUCHK.

5. 3aIalmlaleTo Ha JOCTABEHHTE MEJHKAMEHTH M0 JOTOBOPa CE W3BBPUIBA OTHOKEHO
B Cpok no 60 /mectaeceT/ mHH 0T naraTa NOCTABKAaTa M HpefCcTaBeHa (axTypa OT CTpaHa Ha
3ITBJIHUTENSL

IV. OPABA U 3AXBJDKEHUS HA BB3JTOKUTEJLSE

6. BBIJIONMTEILIT 3zaaeasa BHAa H KONMYECTBOTO HA HeOOXOOMMHTE MY
MEIHKaMEHTH, ONKCAHM B CheuHpHXarus, Xaro NpaBH KOHKPETHH IMHCMEHH 3aABKH B
3&BHCHMOCT OT HYXIUTE CH.

7. IlnaumaneTo ce HIBBPHIBA upe3 ILIATEKHO HapeykaaHe Ho GaHKkoBaTa CMeTKa Ha
H3ITBJIHUTEILLL

9. BLINOKHWTEJUIT ¢ muipxeH ga mperiena CBHCTOAHMETO Ha JOCTaBEHHTE
MEJHKAMEHTHA 1 1a TM PEKIaMHpa, aK0 TOBa € HeohXoMuMo.

10. BL3JIOJKUTEJEIT e anekeH a NocoYBa BUHATH TOUHATA cneiu(HKamna Ha
MENHKAMEHTHTE.

V. [ITABA M SAALJIKEHHUA HA WU3HBJIHHTEJISA

11. UBITBJTHUTEIIST 1pabea na usnbiissa 3aX5I0KEHAETO CH ¢ TPHKaTa Ha Ao6sp
ThPIoBell.

12, USITBJIHHWTEJIAT ce 3anbmkaBa Ja KOCTaBs 3aABEHATE MelMKaMeHTH (PaHKo
CKnanoBeTe Ha YHUBepcHTeTcka Gomuumia “Jlozesmen”, B CpPOKOBETe, TIOCOYEHH OT
BL3NIOMKMTEIA B niucmenara 3aspxa,

13. (1) UBIIBJAHUTEJST ¢ce zanemkaBa Ha AOCCTABS 3afBEMHTE MeJHKAMEHTU
HONXOJIIIO ONaKOBAHH M MapKipaH¥ ¥ B CHOTBETCTBHE C H3MCKBAHHATA 3a TPAHCIIOPT K
CBHXPAHEHHE H ¢ 0CTaThUeH CPOK Ha TONHOCT He Mo-Maliko o1 60 %.

(2) B cnyyail Ha focTaBKa Ha JIEKAPCTBEH NPOJYKT C HO- KPATHK OT AOTOBOPEHHS CPOK

na roguoct, U3ITLJIHUTEJIT zannamna HeycToRKa, KAKTO CIeABa:
- 39,99% - 50% - 20 % BBpxy CTOMHOCTTA HA JOCTABKATE,
- 49,99% - 40% - 30 % BLpxy CTOHHOCTTA Ha JIOCTABKATA;
- 39,99% - 30% - 60 % prpxy croifHOCTTA HA AOCTABKATA;
- 29,99% - 20% - 75 % BBpXY CTOHHOCTTA Ha IOCTABKATE,
- 11oA 20% - 90 % BEpXY cTOliHOCTTA HA IOCTABKATA

(3) HocraBkara Ha AeKapcTBEH MPOAYKT ¢ OCTATHUEH CPOK HA FOAHOCT [I0-MAIBK OT
60 Ha cT0 OT OOABEHMS OT NPOLBBOJHUTENS C& U3BBLPIIBA CAMO C MIHCMEHO CBINACHE Ha
BB3JIOKVITEJIS] 33 KOHKPETHO KOJIHHECTBO, OIPEACIENO 0T HEro. bes H3pHIHO THCMEHO
chrinacue na BBhINOMXMWTEII croxkuTe He ce 3amainar.

14. Beaxa npatka ciensa fa 6bae OpuapykaBata oT (paxTypa.

15. B cnyuaii ma 3arpyasnenne na BDO3JIOXWTENSA npu uspasxopsaHe Ha
OOpPEHEIEHH NOo3uuMM MeakameHTH no Ilpunoxesusara, ¢ uM3TYAWl CPOK Ha TORHOCT,
W3ITBNHUTEIUIT ce sanbmrasa fa OKa3Ba ChACHCTIBYE, Upe3 pasMsHa HA CBIUHTE C APYTH,
¢ AOCTAThYECH CPOK HA M'OAHOCT.

16. U3NTBLJIHUTEIAT e anwxen pa npenake ZOrOBOPEHNUTE MEIHKAMEHTH BEB BH/E,
KOJIHUECTBOTO ¥ KAYECTBOTO, YIOBOPEHH B KORKPETHATA 3a4BKA.

17. Hpu KoHCcTaTHpaHE HEKAYECTREHA JIOCTABKA HA MEIMKAMEHTH, KOETO HE € IT0 BHHA
#Ha BBEIJIOKHUTEISL, U3ITHITHUTEAT npreMa pexnaMaumsTa o € ATBXKEH N3 3aMEHH
NIOCOYCHUTE MENUKAMEHTH B APEABAPHTENHO CBLIACYBAH OT [BETE CTPAHH CPOK OT
YCTaHOBABAHETO, YAOCTOREPEHO CHE CHOTBETHMS AOKYMENT.

18. U3ITLIAHMTEIUIT ce 3anpibxasa fla yregomssa Hezabasuo BL3JIOKUTEND, B
CIIyyauTe KOTaTo (pupMa- IPOM3BOANTEN CIIHPa OT NPOU3BOACTBEC MEeIuKaMeHT. AXO CIpEHHS



OT TPOHIBOACTEO MEMKaMeHT, ¢ce 3amecTsa ¢ ananor, U3ITHRJIHUTEIIAT ce sagnmKasa na
ypepomasa BB3JIOXUTEIL! 3a Tora, kaxTo U 32 CTOMHOCTTA Ha aHAJIOTA.

VI. CAHKLIIIHM

19. IMpu nechoTBeTCTBUE Ha NoeTHTE 3aabikeHnsa or M3ITBIIHWUTEIS ceruacho T.
13 u 1. 16, BEIJIOKUTEJEIT uma npaso aa He IpueMe JoCTaBKaTa MM Ja HCKa OTOHB OT
LEHATA.

20, B cnyuait ua 3abaseno nanpnuenue cne cpoxa no T. 3, Bh3NOXKUTEIAT uma
npaBo Ha ReycTolika B pasmep Ha 0.2 % Ha HEH OT CTOMHOCTTA Ha HEH3ITBIHEHOTO
3anbKeHre, HO He Toede oT 3 %, KOATO ce MPHUXBAaa 0T NpelcTaBeHATA rapaHlMs 3a
nobpo wamsnnHenue. Cnen uarudaneto Ha to3u cpok BBIJIOXKUTEILIT moxe aa npexpari
JOroBopa, KaKTo K Ja IPCAABM NPETSHIIME 32 HAHSCEHU BPE U ITPOITYCHATH TIOM3H.

2]1. Ipu 3abaseno mnawane oT crpana Ha BBIJIOXKUTEILS cnen cpoxa no T. 5

M3ITBJIHUTEJIAT uma nparo sa HeycToiika B pasmep Ha 0.2 % na aen oT croliHocTTa Ha
HEH3MLIHEHOTO 3aRBIKEHHE, HO He nosete 0T 3 %.

VII. OB YCHXOBUS

22. TlonyuaBaxero Ha MeAUKAMEHTH CTaBa C IIOMNUCBAHETC Ha IPeIaBaTenHo-
IpUeMaTeNneH NpOTOKOJ OT Npe/IcTaBUTEN! Ha ABETE CTPaHH.

23. HacTosmisiT JOTOBOp NOANEHH HA H3MEHEHHE H JOMLIHEHME caMO 110 B3aHMHO
CHLINIACKE MEJKIY CTpAiiTe, H3PA3EHo B IHCMeHa GopMa.

24, Beuyx# CIOPOBE MeXAY CTpaHHTE CE€ pellaBar Ype3 NperoBopd, a IpH
HEeBB3IMOXKHOCT — IO ChAeOeH pel.

25, 3a HeypeleHMTE [0 AOTOROPA BHIPOCH ce Opunara AeHCTBAIMOTO OBIrapcko
3aKOHOHATENCTBRO.

HacTosusaT DOroBop c¢e cheTaBd M IOANMCa B Asa eIH000pa3HH eK3eMnispa, Mo
e/IMH 3a BCSKA OT CTpaHuTe,

BBH3IJOKHTEN:
M3 bJHHUTEJL:

Yuusepeurercka foaunua “Jozenen”:
»Codrapma Tpeiianure AJl

Januuero 0BCTORTEACTRE Ka ocHoBaHue 4A. 2 o7 3311
Mapi
VOB

3anuyeHo 0BCTOATEACTBO Ha OCHOBaHVe un. 2 0T 33115

Ja/uueHo 0BCTOSTECTBO Ha OCHoBaHue un. 2 ot 33114




3anuueno ofcroaTencrsc na OCHOBaHWe un. 2 or 3311

3a7n4eH0 06CTOSTEACTBO Ha OCHOBAKUS 4A. 20133114
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powder and
HiA H
7 HO2AB04 Methylprednisolone solvent for 40 mg METUARPEAHIASORO CODAPMA ALY amn 6 000| 3,80000] 22300,00 1 6000.00 3,17 3,80 186G00.00| 22800,00
. . amn, 40mr + paare. fan
salufion lor inj.
gastro-resistant Pharmacauticat
I - PHARMA
o | AG2BCOS |  Esomeprazole | CAPSUlesfgasto-d o) g MECOMPAN 4pwr | YOS POLPHARMAL - | 10000| 0.47006] 470000 28] 35714 1097 1316| 391667l  4700.00
resistant 5.A., Gdanski,
capsules,hard Monwa
I
11 | Lo4ADO2 Tacrolimus capsules/capsule | mg TPOPA® Kanc. 1M Astellas Pharma 1 oL o4 aoof 176600 42384,00] 60] 400,00 8830 10596 3532000 42384.00
s hard d.c.o, Slovenia
Cothapma All,
" mg/2mi- TRAMAITWH amn. ¥, “MnueHcso
16 NOZAX02 Tramadol sol. for inj. 100 Smt 5OMrMA 2w woce™1B, 1220 amn 2 000 0,84000 16580,00 1 2300,00 0,70 0,84 140000 168000
Cods, Boarapun
QELO: 5D G36,67) 71 564,00
BBINOHNTE:




