NOrOBOP
3A JOCTABKA HA JIEKAPCTBEHV MPOLYKTW

OHec, M j.fc . .2021 r., B rp. Codhms, mexay:

YMBAN"Uapuuya MoanHa-UCYN"EA][, cbCc cefanviie W afpec Ha ynpas/ieHue B Ip.
Codms, paiioH "O6opuile™, yn. "bano mope™ Ne 8, Ten. 9432215, dakc 9432180, EMK 831605806,
npegcrasnsAsaHo ot Jlio6omup MeHeB - M3NbAHUTENEH AUPEKTOP, HapuyaHo Mo-A40Jy 3a KpaTKoCT
»JIEHEBHO 3ABEAJEHWE - BBb3J/IOXKWTEJI” oT egHa cTpaHa

n

~,CODAPMA TPEWAWHI”AL cbc ceganuuie W aapec Ha ynpasneHue rp.Coua-1756, yn.
“JTbuesap CtaHueB” Ne 5, Codpapma busHec Taywbpc, crpaga ,,A”, eT. 12; Tten: 02 8133660, thakc 02
8133666, EVK 103267194; npeactaBnasaHo oT AuMnTLP UMUTPOB, Ype3 NbJHOMOLWHMKAE - BeHeTa
KoceBa ¢ nbnHomowHO Ne 2478/11.05.2021 r., HapyyaHo no-gony 3a KparkocT ,,MISMbJIHNTEN”
OT Apyra cTpaHa,

Ha ocHoBaHume un. 112 ot 3akoHa 3a o6wecTtBeHUTEe Mnopbuku (30U), BbB Bpb3Ka C NpoBefeH
BbTPELLEH KOHKYpPeHTeH n3bop no PamkoBo crnopasymeHue Ne PA-11-151 ce CK/IOYM HACTOALLUA
[0roBOp 3a C/eAHoTO:

I. MPEOAMET N CPOK HA JOITOBOPA
Yn. 1 (1) NEYEBHO 3ABEAEHWE - BbB3J/IOXKWTEJ Bbv3nara, a N3MBJIHUTENAT ce
3afb/hKaBa fla U3BbPLUM 0CTaBKa Ha ClieJHATe NIEKapCTBEHM NPOAYKTU:

HaunH Ha Heob6xoaum
ATC INN 3abenexka Msapka Cratyc .
npunoxeHune 6poit MApKK
NO3AA02 Phenobarbital napeHtepanHa mg BanugeH 480000
NO5AAO01 Chlorpromazine napeHTtepanHa mg BanungeH 160000
NO5ADO1 Haloperidol napeHTtepanHa mg BanungeH 8000
NO5BAO1 Diazepam napeHTtepanHa mg BanunpeH 100000
........................ —rr
NO6BX03 Piracetam napeHTtepanHa mg BanungeH 48024000
NO6DAO4 Galantamine napeHTtepanHa mg BanungeH 120000
NO7AA02 Pyridostigmine nepopanHa TBbpAa mg BanunpeH 120000

(2) OorosopbT BMM3a B CWa OT jarara Ha MOAMWUCBAHETO My OT ABeTe CTPaHW M e CbC CPOK [0
31.12.2021 r.
(3) 3a npogyktn ¢ ATC NO3AA02, NOSAAQ0L, N06BX03 n NO6DA0O4 pforoBopbT B/M3a B cuia OT
01.10.2021 .

Il. UEHW N OBLWA CTOMHOCT HA JOCTABKWTE MO JOTOBOPA
Un. 2. (1) LleHata Ha cTokmMTe No un.l e cbrnacHo LeHoBO npegnoxeHne Ha N3MbJIHUTENA,
HepasfenHa 4vacT oT Aorosopa.
(2) LUeHaTta BK/OYBA CTOMHOCTTA Ha CTOKAaTa, OMNaKoBKa, 3acTpaxoBKa v TpaHcnopT 4o JIEUEBHOTO
SABEAEHWE - BDB3/TOXKXWTEJ] npy MUHUMaIEH CPOK HAa rOAHOCT He no-kpatbK oT 40 % ot
0651BEHMS OT NPOU3BOAMTENS 3a JIEKAPCTBEHUTE MPOAYKTM UMM He No-KpaTbK 0T 20 % 0T 0651BeHUSA OT
NPon3BOANTENSA 3a BUONPOAYKTUTE NN 6MONOLOOHUTE NPOLYKTU. MUHUMA/THUAT CPOK Ha rogHOCT ce
onpefens KoM faraTa Ha BCAKa A0CTaBKa Ha /IeKapCTBeH MPOAYKT.
(3) O6bwiarta CTOMHOCT Ha foCTaBKUTe Mo fgoroeBopa e A0 54 255,62 nesa 6e3 Bkaw4veH OAC un fo
65 106,75 neBa e BktoyeH A4C.
(4) UeHaTa no gorosopa e (hMKcMpaHa, He MOAMEXM Ha MPOMsiHA 3a CPOKa Ha AeliCTBMe Ha [0roBopa,
OCBeH B cny4damTe Ha 116 ot 30r1.



(5) B cnyuait, ye npe3 BpeMeTO Ha [eiCTBUE Ha CbOTBETHUA LOrOBOP CTOMHOCTTA, KOATO C/ejBa fa ce
3annawa ¢ ny6anyHM cpeAcTBa Ha NleKapcTBeHM MPOAYKTU OT MMO3NTUBHUA NTEKAPCTBEH CMUCHK CTaHe
Nno-HUCKa OT [J0roBopeHaTta, /le4eOHOTO 3aBefieHMe -  Bb3IOKMTEN 6e3yc/OBHO  3anaila
NIeKapCTBEHUTE NPOAYKTU Ha Mo-HUCKaTa CTOMHOCT, CYMTAHO OT:

- jJarata Ha B/M3aHe B Cula Ha pelleHMeTo Ha HauuoHa/lHMA CbBET MO LEeHUW WU
penmoypcupaHe Ha nekapcTBeHuTe npoayktn ( HCLPM);

- [JaTaTa Ha akTyanusaumarta Ha No3suTUBHMA NeKapCTBeH CNUCHLK MO peja Ha Y. 57, an. 1 o1
Hapepbata 3a ycnoBuATa, npaBuiata M pefa 3a peryivpaHe M peructpupadHe Ha UeHUTe Ha
nekapcTBeHnTe npoayktn (HYTPPPLUJIM) 3a nekapcTBeHUTe NPOAYKTU C HamaseHa CTOMHOCT 3a
0MakoBKa, M3yuncnieHa Ha 6asa peepeHTHa CTOMHOCT.

B cnyyauTe no nNpegxofHOTO M3peyeHWe, CTOMHOCTTa ce onpefenss KbM MOMEHTa Ha
JocTaBKara (rnognmnceaHe Ha rnpuemMo-npegaBaTenieH NPOTOKON).

1. YCNOBNA N HAUMH HA MNTAWAHE

Un. 3 (1) MnawaHeTo No HaCTOALLNA AOrFOBOP Ce OCbLIECTBSIBA 4pe3 6aHKOB MpeBOj OT CTpaHa Ha
JNNEYEBHO 3ABELEHWME - BBb3/TOXKWUTEJ no nocoyeHaTta B un. 15, an. 3 6aHKOBa CMeTKa Ha
N3MNBb/THUTENA.
(2) 3annalaHeTo Ha CTOKUTE MO AOroBopa Ce U3BbPLUBA OT/IOKEHO B CPOK A0 60 /wecTtaecetns/ feH,
cnef npefcraBsHe Ha CegHNTe JOKYMEHTH:

1. [ocTaBHa (hakTypa, CbCTaBeHa CbI/lacHO usnMckBaHuATa Ha 344C v MMN344C;

2. TlpuemartenHo-npefasaTesiHN NPOTOKONN;
(3) B cnyyai, 4ye nocoyeHUTe B Ui, 3, . 2 JOKYMEHTU ca HepefOBHU UMM He ca KOMMJIEKTOBaHM,
cbwmTe ce Bpbiatr Ha N3MNbJTHUTENA ¢ npuemaTenHo - npegasaTenieH NPOTOKO/ 3a M3MNpaBsiHe
Ha HepefHocTuUTe. CPOKBLT Mo Y3, al. 2. 3ano4Ba fa Teye OT jaTaTta Ha NpefiCcTaBAHETO Ha MnocnegHus
W3NCKYEM Ce JOKYMEHT.
(4) Mpn akTypupaHe Ha 3asBEHUTE KO/IMYECTBA SIeKapCTBEHU MPOAYKTU, MO BCAKAa OTAe/Ha 3asBKa,
LeHaTta Ha OnakoBKa He crefpa fa Hafsuwasa onpegeseHata B MO3NTUBHUA NeKapCTBEH CMNUCHK-
MpunoxeHne Ne 2, pehepeHTHA CTOMHOCT Ha OMakoBKa 3a CbOTBETHMSA JNEKApPCTBEH MNpoAyKT. B
CNy4yail Ha M3uMCAsiBaHe Ha CTOMHOCT MO-BUCOKA OT pediepeHTHaTa CTOMHOCT Ha OnakoBKa 3a
CbOTBETHMSA JIEKAPCTBEH MPOAYKT, CTOMHOCTTA Ce HaMasisiBa M 3an/jaiia 40 CTOMHOCTTa Ha onakoBKa
onpegeneHa B MNo3UTUBHUA NIEKAPCTBEH CMUCHK- [MpunoxeHne Ne 2.

IV. CPOK HA JOCTABAHE
Un. 4 (1) NTEHEBHOTO 3ABEAEHWE - Bb3/TOXXUTEJ 3aaBABa HE06X04MMUTE MY KO/IMYeCTBa
C nucmeHa 3asBka a0 W3IMNbJ/IHWTENA. 3asABkaTa ce BpbyBa JIMYHO Cpewly rMognuc Ha
N3MB/THATEAA nnv ynbNHOMOLLEHO OT HEro juue WM ce msnpawia Cc rnpenopbyaHo Mucmo ¢
obpaTHa pasnucka, nNo gakc nuam no esleKTPOHEH MbT.
(2) Bcaka oTgenHa pgoctaBka, criefBa fa Obfe AocTaBeHa B CPOK A0 7 KaleHZapHW AHW Creg
nony4vasaHe Ha 3asBkarta oT JIEUEBHOTO 3ABEAEHWE - Bb3/TOXXWTEJ 1 3a Konuyectsata 1
OMakoBKUTe (CbOoOpPa3sHO KOHKPETHUTE /leKapCTBEHM MNPOAYKTU, MOCOYEHM B  TeXHUYECKOTO
npeanoXeHve Ha M3NbAHUTENS), TOYHO ONpeAeneHN B 3asBKara. B cnydair, ye ce npaBu Nbpsa
JocTaBKa OT jafeHa napTuja Ha NeKapcTBeH NPoAyKT, ce npeactaBa CepTuUgmKart 3a 0CBOO0XKAaBaHe
Ha napTugata, msfafeH oT KBanuguuupaHo nuue no 3JIMXM Ha eneKTpoHeH HOCUTesT uan no
e/IeKTPOHEH MbT Ha efleKTPOHHAaTa noula, nocoveHa KaTo afpec 3a KOPecrnoHAeHUUNA, NMPUAPY>KeH C
npeBof, Ha 6bArapckn e3vkK oT PupMa, CKIUMNa 4oroBop ¢ MUHUCTEPCTBO Ha BBLHLUHUTE paboTn 3a
M3BbpLUBaHe Ha omuManHn npeBoan. V36poeHnTe LOKYMEHTU Ce NPeAcTaBAT B CbOTBETHOTO 3BEHO,
onpefeneHo OT /ledeBHOTO 3aBefeHUe - Bb3IOKMTEN. [pn cnepBawin [OCTaBKU Ha J/leKapCTBEHU
NPOAYKTU OT CblliaTa napTunia, CepTUPNKaATBLT He ce NpeacTass.
(3) B cnyyain Ha HeobxoAMMOCT OT cnewHa pfoctaBka, JIEUHEBHOTO 3ABEAEHWE -
BBH3TOXXWMTEJT nocoyBa M3pUYHO B 3asiBKaTa, 4e € HeobXxoaumo ga 6bhe M3BbpLUeHa CrelHa
joctaBka. B T0o3n cnyyaid, focTaBKaTa cnefBa Aa 6bje M3BbplleHa L0 6 yaca OT nojlydaBaHe Ha
3asBKaTa W 3a Ko/uM4yecTBaTa M ONakoBKUTE (CbO6Pa3sHO KOHKPETHUTE JIeKapCTBEHW MNPOAYKTU,
NOCOYEHN B TEXHUYECKOTO MNpea/iodKeHMe Ha U3NBbHUTENSA), TOYHO ONpejesieHn B 3asdBKaTa.
(4) NSMBNHUTENAT ce 3agbmkasa, B CPOK A0 1 paboTeH feH, B ciiydamTe no an. 2 U B CPOK Ao 1
yac, B c/lyyanTe Ha an. 3, cnej nosiydaBaHeTO Ha BCAKa 3asBKa fJa yBeAOMU MUCMeHO MKW no akc
NEYEBHOTO 3ABEAEHWE - Bb3/TOXXWUTEJ1 B ciyyaii Ye He MOXe Aa U3BbpLUN AOCTaBKa nUnm



B C/lyyald, 4Ye He MOXe fa chnasv CPOKbT 3a M3BbpLUBAHE Ha focTaBKaTa, NMpegMeT Ha KOHKpeTHaTa
3asBKa.

(5) Kbm paTaTa Ha BCsKa [0CTaBKa, OCTaTbYHUAT CPOK Ha FOAHOCT Ha NIeKapCTBEHUTE MPOLYKTU,
cneaga fa 6bae He No-mManbK oT 40 % /yeTupuraeceT Ha CTO/ OT 065IBEHUS OT NPOM3BOAUTENS.

(6) Kbm faTaTa Ha BCAKa gocTaBKa OCTaTbYHUAT CPOK Ha rofHOCT Ha 6MONpPOoAYKT unm 61monofobeH
NPOAYKT, cnefBa Aa 6bae He no-manbk oT 20 % /aBajeceT Ha CTo/ OT 068BEHMSA OT MPOU3BOAUTENS.
(7) 3a konuyecTBa AoCTaBeHW WM3BLH 3asdBkarta no uyn. 4, anl, TEUEBHOTO 3ABEAEHWE -
BBb3/TOXXWUTEJT HAMa 3aab/DKeHMe 3a nJialjaHe.

(8) B cnyyvaute no un. 10, an. 7 oT AOroBopa, CPOKLT MO al. 2 u 3 3arno4ysa fa Tede OT jararta Ha
NUCMEHOTO cbrnacne Ha JIEUEBHOTO 3ABEAEHWME - Bb3J1IOXXKUTEJN.

V. MACTO HA AOCTABAHE
Un. 5. (1) 3a MACTO Ha JocTaBsHe Ha CTOKMTe MO TO3M AOroBOp ce onpegens cnefHua agpec: Codua,
yn. ,,bano mope” Ne 8, YMBAIJ ,,Llapuuya MoaHHa-NCY " EA/L - otgen ,,bonHnyHa anteka”
(2) PuCKBLT OT cny4valiHOTO MormBaHe MM NOBpPeXAaHe Ha CTOKUTe npeMuHasa Bbpxy JIEUEBHOTO
SABEAEHWE - BB3TOXWMTEJT oT MOMeHTa Ha nNpvemMaHeTo MM Ha MACTOTO Ha [OCTaBsAHE C
npuemMarTenHo-npeAaBaTesieH NPOTOKO.

VI. JATA HA JOCTABAHE HA CTOKWNTE
Un. 6. 3a garta Ha goCcTaBAHe Ce CyMTa AaraTa, Ha KOATO CTOKMTE ca AOCTaBeHU [0 afjpeca MoCOYeH B
un. 5, an. 1, npu ycnosudata Ha yn. 9, an. 2.

VII.3A0bJ/IKEHUNA HA N3N BJITHUTENA
Un. 7. NSMBJIHNTENAT ce 3agbmkaBa:
1. [la fjoctaBu CTOKUTE B JOrOBOPEeHUSA CPOK M ga rn npegage Ha JIEHEBHOTO 3ABEAEHWE -
BB3/TOXKUNTE.
2. Ja npepfafe CTOKUTe, NakeTUpaHW N MapKuUpaHn B CbOTBETHWUSA BWUA, KONMYECTBO M Ka4yecTBO Ha
MACTOTO Ha JOCTaBsHe.
3. IMpu nognuceaHeTo Ha AOrosopa Aa npeacTaBu:
a) JOKYMeHTW no yn. 112, an. 1ot 30r1.
6) rapaHuusa 3a U3NbJIHEHWE, B efHa OT opmuTe, onpedeneHn B un. 111, an. 5 ot 30I1, cbC CPOK Ha
Ba/INAHOCT 60 AHW cnef M3TMYaHe CpoKa Ha [orosopa, KoATO ce 0cB0ob0XaaBa B CPOK A0 60 aHW cnef
M3Nb/IHEHME Ha AoroBopa. B cnyyaii, ye BaNMAHOCTTA Ha rapaHumsaTa n3tnya npegun gorosopa fa 6bae
n3nbwsiHeH, 3MbJIHUTENAT ce 3agb/hkaBa fa YAb/DKM CPOKa Ha Ba/IMAHOCT Ha rapaHumaTa ¢
TOMIKOBA [HUW, TaKa 4e rapaHuuMaTa ga nokKpmea 04akKBaHWA CPOK 3a U3MbJ/IHEHME Ha Jorosopa natc 60
OHW. TapaHuuMATa e B pa3mep Ha 3% OT cToliHOCTTa Ha gorosopa 6e3 44C v Bb3nu3a Ha 1 627,67
nesa.
(4) Oa poctaBsa snekapCTBeHW TMPOAYKTW, KOUTO OTroBapAT Ha WU3UCKBaHWATa Ha 3akoHa 3a
NeKapCcTBEHNTE MPOAYKTU B XymaHHaTa meamumHa (3/IMXM) - ga nputexaBaT Ba/IMAHO pa3peLleHune
3a ynotpeba B cTpaHaTta, u3gageHo rno pega Ha 3/1TMXM wnun PernameHT (EO) Ne 726/ 2004 r. Ha
EBponeiickns napnameHT 1 CbBeta/un. 23, an.l Ha 3/IMXM/.
(5) Oa poctaBs fleKapcTBeHW MPOAYKTU, KOUTO ca BK/IOUeHW B NpunoxeHne Ne 2 Ha Mo3UTUBHUSA
NIeKapCcTBeH CNUCHK.
(6) B cnyyait, ye ce npaBu NbpBa fOoCTaBKa Mo AgajeHa NnapTuaa Ha /leKkapcTBeH NPOAYKT, fa NpeacTaBs
CepTudmkart 3a ocBob6OXjaBaHe Ha MapTujaTta, uM3gafeH oT KeanuduuupaHo nvue no 3J/IMXM Ha
eNeKTPOHEH HOCUTEN WAW MO eNeKTPOHeH MbT Ha efleKTpOHHAaTa Mowia, nocoYveHa KaTo ajpec 3a
KOPECMOHAEHUNA, NPUAPYXeH C NpeBoj Ha ObArapcku esvk OT (upma, CKIYuia [JOrosop C
MWHUCTEPCTBO Ha BLHLUHNTE paboTu 3a U3BbpLUBaHE Ha O(MLINATHU NPEBOAMN.

VIII. SAO0BJ/IKEHNA HA TEHEBHOTO 3ABEAEHWE - Bb3J/TIOXKWNTEN
Un. 8. TEYEBEHOTO 3ABEOEHWE - BB3J/TOXXWTEJ ce 3agb/mkasa:
1 [Oa nprveme goCTaBeHUTe B CPOK M HA MACTO CTOKW, CbOTBETCTBALLM MO BUJ, KOMMYECTBO N Ka4ecTBO
Ha ONMCaHOTO B HACTOALLNA LOr0BOP.
2. [la 3annatmn gocTaBeHUTe CTOKM MO pefa Ha Y. 3 OT HACTOALLMSA LOr0BOp.
3. Cnepn npukKoYBaHe U3Mb/IHEHMETO Ha A0OroBopa Aa 0cBo60A4M rapaHuuaTa 3a U3nb/iHeHue, 6e3 aa
ObJ/DKU NIUXBU 3a CPOKa, NMpe3 KOMTOo cpeAcTBaTa 3aKOHHO ca MPecTosIn Y Hero.



IX. MTPMEMAHE U NMPEOABAHE HA CTOKUTE
Un. 9. (1) NMpuemaHeTO Ha CTOKUTE Ce U3BBbPLLBA HA MACTOTO Ha JOCTaBAHE MOCOYeHO B Y. 5, an. 1.
(2) MSMNB/ITHUTENTAT wm ynb/HOMOLWEH OT Hero npeacTaBuTeNl M MpeAcTaBuTeNn  Ha
NEYEBEHOTO 3ABEAEHWE - BbB3NOXWMTEJT nognuceatr npuemMaTeniHo-npeaBsaTesieH
NPOTOKO/, YA0CTOBEPSABALL, MO/ly4aBaHETO Ha CTOKUTE.

X. KAYECTBO, TrAPAHLU NN N CPOK HATOAHOCT

Un. 10. (1) CTtokunTe, NpefMeT Ha HACTOALLUA LOroBOp, Crie[Ba Aa OTroBapAT Ha U3NCKBaHUATA Ha Ul
7,an. 4 nbs.
(2) Kbm paTtata Ha goctaBKaTa, OCTaTbYHUAT CPOK Ha FOAHOCT Ha NleKapCTBEHUTE MPOAYKTU, Crejsa
Ja 6bae He No-mMmanbK oT 40 % /ueTupuaeceT Ha CTO/ OT 068BEHNSA OT NPOU3BOANTENS.
(3) B cnyuaii Ha jocTaBKa Ha fIeKapCcTBeHUsS NPOAYKT C MO - KPaTbK OT Or0OBOPEHWNSA CPOK Ha rO4HOCT,
Ab/KMMaTa HeyCToMKa ga 6be NpoMeHeHa, KaKTo crefsa:

0T 39,99% a0 30% - 3 % BbpXy CTOMHOCTTA Ha JOCTaBKaTa;

0T 29,99% f0 20% - 5 % BbpXY CTOMHOCTTA Ha A0CTaBKaTa;

oT 19,99% o 10% - 7 % BbpXy CTOMHOCTTA Ha A0CTaBKaTa;

nog 10% - 10 % BbpXy CTOMHOCTTA Ha JoCTaBKaTa.
(4) OcCTaTbYHUAT CPOK Ha FOAHOCT Ha 6uonpoayKT /6uonogobeH NPOAYKT, cneaga fa 6bae He no-
ManbK 0T 20 %/aBajeceT Ha CTO/ OT 065IBEHUSA OT MPOU3BOAUTENA KbM JaTaTa Ha BCsiKa JoCTaBKa.
(5) B cnyyali Ha gocTaBKa Ha 6MonpoayKT/61Monofo6eH NPOAYKT € MO - KpaTbK OT 4OrOBOPEHUS CPOK
Ha rofHOCT, Ab/HKMMaTa HeYCTOMKa e KaKTo crefBa:

oT 19,99% a0 10% - 2 % BbpXy CTOMHOCTTA Ha [0CTaBKaTa;

0T 9,99% 10 5 % - 4 % BbPXY CTOMHOCTTA Ha OoCTaBKaTa,;

nos 5% - 6 % BbpPXY CTOMHOCTTA Ha JocTaBKaTa.
(6) TEHEBHOTO 3ABEAEHWVE - BBb3/TOXKUNTEJT MOXe fa O0TKaXe NMpueMaHeTO Ha CTOKWUTE,
aKo B [eHA Ha TAXHOTO MPUCTUTraHe WX MpUemMaHe OCTaTbUHUA CPOK Ha FOA4HOCT € Mo - MasTbK OT
onpegeneHusd B yn. 10, an. 2. nan. 4 MUHUMa/IEH CPOK Ha rO4HOCT.
(7) OocTtaBKaTta Ha /leKapCTBeH MPOAYKT C OCTaTbyeH CPOK Ha FOAHOCT Mo-manbkK OT 10 Ha cTo OT
0651BEHNSA OT NPOM3BOANTENSA U Ha 6MONPOAYKT/6MONOL06EH NMPOAYKT C OCTaTbyeH CPOK Ha rogHoCT
Nno-mMasibK OT 5 Ha CTO OT 06ABEHMS OT NMPOM3BOAMTENSA Ce W3BbPLUBA CamMO C MUCMEHO Cbriacue Ha
NEYEBEHOTO 3ABEAEHWE - Bb3/TOXXWTEJT 3a KOHKPETHO KOMMYECTBO, ONpefenieHo OT Hero.
bes u3pnyHo nucmeHo cwvrnacne Ha JIEUEBHOTO 3ABEAEHWE - BB3/TOXKWTEJ cTokute
HAMa fa 6bAaT 3ansaLlaHu.
(8) WNckaHeTo 3a nMMCMEHO cbriiacuve, B ciydauTe Ha an. 7, cnegsa ga noctenu B JIEUEBHOTO
SABEAEHWE - BBb3J/TIOXKWNTEJI B cpok 1o 1 (eanH) paboTeH AeH OT nosiyyaBaHe Ha 3asdBKaTa.
(9) B cnyyanTe Ha cnewHM SOCTaBKM NOCOYEHUTe B . 3 U a/l. 5 HEYCTOMKK He ce npunarar.

Xl. OTFTOBOPHOCT 3AHETOYHO MN3MNBbJIHEHNE. PEKTAMALUNN
Un. 11. (1) NTEYEBHOTO 3ABEAEHWE - BDB3J/TIOXKWTEJT Moxe ga npeasBsiBa peknamaumu
npeg N3MNbJTHUTENA 3a:
a) KO/IMYECTBO N HEKOMMJ/IEKTHOCT Ha CTOKUTE UM TEXHUYECKaTa JOKYMeHTaLNA (SBHU HeJocTaTbuu);
6) KayeCTBO (CKPUTW HeaoCTaTbLN):
- Npy fJocTaBsAiHe Ha CTOKM He OT AOroBOPEeHUSA BUA, NMOCOYEH B Y. 1;
- MPU KOHCTaTupaHe Ha fedeKTr npu ynotpeba Ha CTOKUTE.
(2) Peknamaummn 3a siIBHW HejocTaTbUM Ha CTOKUTe ce npasBAT oT JIEUEBHOTO 3ABEAEHUE -
BBb3/TOXKWNTEJ], B MOMEHTA Ha NpefaBaHeTO MM, 38 KOETO Ce CbCTaBs MPOTOKO/, MOAMMUCaH U OT
[IBETEe CTpaHu.
(3) Peknamaumm 3a CKpUTW HefoCcTaTbUM Ce NPaBAT Mpes3 LEenms CPOK Ha FOAHOCT Ha [0CTaBeHUTe
CTOKW, KaTo peknamMauusaTa ce NpuapyxaBa 3a4b/DKUTE/THO OT KOHCTATMBEH MPOTOKO/, n3fjafeH oT
M3nbnHUTeNHaTa areHUMs 3a fiekapcreaTa.
(4 NEYEBHOTO 3ABEAEHWE - BDB3JIOXKWTE/T e [nbXHO fa YBeAOMW TMUCMEHO
N3MBJTHUNTENSA 3a ycTaHOBeHUTe feheKT B 5 (NeT) JHEBEH CPOK OT KOHCTATUPaAHETO UM.
(5) B peknamauuuTe ce nocoyBa HOMepPbT Ha JOr0BOPa, TOUHOTO KOJSIMYECTBO Ha MOSTyYeHUTE CTOKU C
TeXHUs napTuieH HOMep, OCHOBAHWMETO 3a pekamMauus M KOHKPeTHOTO uckaHe Ha JIEUEBHOTO
SABEAEHWE - Bb3NTOXWUTEN.



(6) B 5 (neTt) gHeBeH CpOK OT nosyyaBaHe Ha pexknamaumata, M3MbJIHUTEMNAT cnegsa pa
otroBopu Ha JIEHEBHOTO 3ABEAEHWE - BDB3/IOXKWUTEJlI NUCMEHO N KOHKPETHO Jann
npuema peknamaumsaTa Uim s OTXBbP/IS.

(7) Mpwn peknamauua 3a sBHU HepgocTaTbum U3MBHUTENAT e gnbXKeH B CPOK OT 2 paboTHU gHU
OT MoJjlyyaBaHe Ha peknamauuaTa 3a CBOSA CMETKa M PUCK fAa [AOCTaBW Ha MACTOTO Ha [OoCTaBsHe
KO/IMYECTBOTO NINMNCBALLN B foCTaBKaTa / HEKOMIM/IEKTHW [JOr0BOPEHN CTOKMW.

(8) NMpwn peknamauma 3a CKpPUTW HejocTaTbuu, B cnydyah ye W3MNBIAHUTENAT e npuen
peKknamauusaTa, CbLUMAT e AnbXkeH B 10 (geceT) AHEBEH CPOK OT MOMy4YaBaHETO W Ja 3aMeHu
[JOCTaBeHUTe HeAOoroBOPeHW Mo BUf / fe)eKTHU CTOKM 3a CBOA CMETKAa M PUCK UMW MO MpeLeHKa Ha
NMEYEBHOTO 3ABEAJEHWE - BDB3/TOXKUTEJT ga BbpHe CbOTBETHATA 4acT OT 3anjareHara
LeHa, BeIHO € Ab/DKMMUTE JINXBU.

(9) N360pbT HA NOCOYEHUTE MO-FOPe BL3MOXKHOCTM [ia Ce BbPHEe CbOTBETHATA YacT OT M/1aTeHOTO Uu
[la ce JOCTaBAT HOBM CTOKM npuHagiexun Ha IEHEBHOTO 3ABEAEHWE - Bb3J/TOXKWNTE v ce
yrpaxHsiBa oT Hero nog gopmara Ha nucmeHo ysegomneHue o N3MbIHUTEA, kato pasxoanTe
N PUCKOBETE M0 HOBOTO JoCTaBsAHe ca 3a cmeTka Ha 3MbHUTENA.

(10) CTokuTe, nNpegmMeT Ha peknamauua ce cbxpaHasaT oT JIEUEBHOTO 3ABEAEHWE -
BBb3/TOXXUTEJ fo ypexgaHe Ha peknamaymnTe.

XIl. OTTOBOPHOCT MNPV HEMN3MbJIHEHUE
Un. 12. (1) 3a HemsnNb/IHEHME Ha 3a4b/HKEHNATA CM N0 HACTOALLMA A0roBOP C U3KJIKOUEHME Ha Te3N Mo
yn. 10, an. 2 n an. 4, UBNBNAHUTENAT abmku HeycToka B pasmep Ha 0.5 % Ha feH BbpXxy
CTOMHOCTTa Ha KOHKpeTHaTa 3asiBKa, HO He noBe4ve oT 10 % (geceT NpoUeHTa) OT CTOMHOCTTA Ha
KOHKpeTHaTa 3asiBKa, KakTo WM 06e3lieTeHMe 3a NpPeTbprneHnuTe AeNCTBUTE/THU Bpeau B cry4dauTe,
Korato Te HagXBbp/AT [LOroBopeHaTa HeycToWka. B cnydaute no un. 4, an. 3, nocoyeHata B
Npeaxo4HOTO M3peYeHMe HeyCToKa B pasmep Ha 0.5 % ce HaumMcnisBa 3a BCEKU Yac NMpPocpoumne, HO He
noseye oT 10 % (geceT MpoLeHTa) OT CTOMHOCTTA Ha KOHKpeTHaTa 3asBKa, KaKTo W o6e3lieTeHue 3a
NpeTbpreHnTe 4eNCTBUTENHN BPeU B C/lyvanTe, KoraTo Te HaAXBbpAAT OroBopeHaTa HeyCcTomKa.
(2) Korato npu Hannumne Ha pexknamaumv, N3MbAHUTENAT He M3NbAHM 3a4b/DKEHUATa CUM Mo
pasgen Xl oT HacToAWMA [JOroBOp B CPOK, CbwmAT Abmku Ha JIEUEBEHOTO 3ABEAEHWE-
BBH3NTOXXWMTEJT HeycToKa B pasMep Ha 2 % OT LgeHaTa Ha CTOKMTE, 3a KOUTO ca HanpaBeHu
peknamauumre.
(3) NEHEBHOTO 3ABEAEHWE - BB3/TOXXWTEJ yposnetTsopsABa MNpPeTeHUUUTE CU OTHOCHO
HeM3Nb/IHEHMETO Ha [0roBopa, KakTo M 3a 3anjawaHe Ha HeycTOMKUTE OT CcTpaHa Ha
N3MNBTHNTEJIA KaTto 3aabp)Ka rapaHumaTa 3a usnb/iHeHWe no yn. 7, an. 3, byksa “6” oT forosopa,
KaTo npeanpuemMa fAeiicTBMS 3a HEMHOTO ycBosiBaHe. B cnyuaii, 4e CTOMHOCTTa Ha rapaHuusita 3a
M3MNb/IHEHME HE MOKpuBa BCUUKM Abmkumu oT N3N BIIHUTENA HeycTokn, NEYEBHOTO
SABEAEHUWE - BDbB3NTOXWTEJT npuxsawa Ab/HKUMUTE CYMW OT HACPellHW nnalaHus KbM
N3MBNHNTENA.
(4) Mpu Tpy NbTM BUHOBHA 3a6asa Ha N3TMBbJTHVTEJIA, npogb/mkuna ¢ noseye OT MnosoBuHaTa oT
CpOKa 3a M3NbJ/IHEHME HAa CbOTBETHOTO 3aAb/DKEHMe, B pamMkute Ha Tpu meceua JIEYUEBHOTO
SABEAEHWE - BBb3/TOXXKWTEJ1 uma npaso fa npeKpaTy gorosopa efHOCTPaHHO ¢ 15-AHeBHO
npeav3BecTue.
(5) NEYUEBHOTO 3ABEAEHWE - BBb3J/IOXKWUTEJ nma npasBo ja npekparu egHOCTPaHHO 1 6e3
npesM3BecTMe HaCTOALLMA OrOBOP B C/lyyai Ha CUCTEMHO HETOYHO MU3MbJIHEHWE Ha 3a4b/DKEHUATA OT
N3MBbJTHUTEMTA wn npegaseHn noBeye OT TPW peKnamauMnm B pamMKUTeE Ha Tpu Meceua OT
JTEYHEBHOTO 3ABEJEHWE - Bb3JTOXKWTEJ no pega Ha rnasa Xl
(6) B cnyyair, ye no oTHoweHue Ha M3MBbJTHUTENA HacTbnaT obcToATencTsaTa no yn. 54, an. 1,
M un. 55 an 1 oT 3akoHa 3a obuwiecTtBeHUTe nopbyku, JIEHEBHOTO 3ABEJEHWE-
BBb3/TOXKNTE/T uma npaBo [ga NpeKpaTM eAHOCTPaHHO HaCcTosLMSA A0roBop, 0e3 MUCMEHO
npeansBecTre N 6e3 aa Ab/HKN HEYCTONKMN.

X1, POPCMAXOPHW OBCTOATEJICTBA
Un. 13 (1) CTpaHuTe MO HaCcTOALWMA LOroBOP He AbsKaT 06e3LeTeHMe 3a MOHeCeHU Bpean 1 3aryou,
aKko NocnegHNTe ca NPUUUHEHW B pe3ynTaT Ha HenpeoLonMma cuna.
(2) AKo cTpaHaTa, KOATO e cnefBasio Aa U3Mb/HU CBOe 3afb/HKEHME MO JorosBopa e 6una B 3abasa, T4
He MOXKe fla Ce Nno3oBaBa Ha HemnpeogoNMma cuna.



(3) “Henpeogonuma cuna” rno cMUCH/IA Ha TO3U JOTOBOP € HenpeaBUAeHO U/MNW HenpegoTBPaTUMO
CbOMTUE OT U3BBHPELEH XapaKTep, Bb3HWKHA/IO C/lef CK/TI0YBAHETO Ha LOrosopa.

(4) CrpaHata, 3acerHata OT HenpeojosiMma cuia, € ANbXHa fa npegnpuvemMe BCUYKW [OeCTBUS C
rpmxarta Ha f00bp CTOMaHWH, 3a Aa HamaIn 40 MUHUMYM MOHECEHWUTEe Bpean M 3arybm, Kakto u ga
YBEeLOMU MUCMEHO ApyraTa cTpaHa B 7-4HeBeH CPOK OT HAaCTbMNBAHETO Ha Herpeogonnmata cunia. MNMpu
HeyBefOMsBaHe B MOCOYEHUA B TMPESXOAHOTO M3peYeHne CPOK Ce [Ab/DKM  06e3leTeHMe 3a
HacTbNWINTe OT TOBa BpeAu. HenpeogonvMmara cuia ce [oKasBa OT 3acerHarara cTpaHa CbC
cepTuUKaTt 3a PopcMarkop, M3gafeH Mo CbOTBETHUA pef OT KOMMETEHTHUS OpraH B AbpXaBaTta, B
KOSATO ca HaCTbNUAN (HOPCMaXKOPHUTE 06CTOATENCTBA.

(5) Ookato Tpae HenpeofjonuMmara cwuna, W3MbHEHWETO Ha 3a4b/DKEHUATA U CBbP3aHUTE C THAX
HacpeLHN 3ab/DKeHUs ce cnmpa.

(6) He npeactaBnsiBa “HenpeogonuMma cuna” cbobuUTUE, MPUUMHEHO MO HEOPEXHOCT WM upe3
YMULLUIEHO [EeNCTBME Ha HAKOS OT CTPaHUTE UMW TEXHW MPeACTaBUTENN W/WAWN CAY>XUTENN, KaKTo U
HefocTura Ha napudHu cpegctea Ha W3MBJIHUTENA v JIEUHEBHOTO S3ABEAEHWE -
BBH3JTOXKUNTEJ

X1V. CrNOPOBE

Un.14. (1) Bb3HUKHaINTE Mpe3 BpeMEeTPaEHETO Ha JOroBopa CropoBe N pasHOriacus Mexay cTpaHuTe
Ce peLUaBaT u4pe3 MPeroBopyv Mexay Tax. [locTurHatuTe [OTOBOPEHOCTU Ce O(OPMAT B MUCMEHA
(hopmMa 1 ce npeBpbLLUAT B HepasfesiHa YacT oT [orosopa.

(2) B cnyyain Ha HenocTuraHe Ha OroBOPEHOCT MO MPeAXOAHUA Y/leH, BCUYKM CrOPOBe, NOPOAeHN OT
TO3M LOrOBOP WM OTHACALLM Ce [0 HEro, BKKUYNTENIHO CNOPOBEeTe, MOPOLEHM OT UM OTHaCALM ce [0
HeroBoTO Tb/IKYBaHe, HeleliCTBUTE/THOCT, HEU3Mb/IHEHNE UM MpeKpaTaBaHe e 6bAaT paspellaBaHu
cnopej 6barapckmTe MaTepyasHv U NPoLecyasiHA 3aKOHW OT KOMMETEHTHUSA Cbj No pesa Ha MK,

XV. CbOBWEHWNA
Un. 15. (1) Benukm cbobLLEHMS MeXy CTpaHuTe, CBbp3aHM C M3Mb/IHEHMETO Ha TO3M [OroBop ca
Ba/INHW, aKo Ca HanpasBeHV B NMUCMeHA hopMa 1 ca MognucaHn OT YMb/IHOMOLLIEHUTE NpPeLCcTaBUTEeNN
HAVN3MBIHUNTENA naim TEYHEBHOTO 3ABELAEHWE - Bb3/TOXWTE.
(2) 3apata Ha CbOOLLLEHMETO Ce cMATa:

\Y jaTtata Ha NpefaBaHeTo - MpY PbYHO NpeaaBaHe Ha CbOGLLEHMETO;
\Y JaTtaTta Ha MOLLEHCKOTO K/eiMo Ha o6paTHaTa pasnucka - npu usnpatiaHe no rowara;
s Jartata Ha MpMemMaHeTo - Npy n3npatlaHe no gakc nam e-mail.

(3) 3a BaMaHW agpecy 3a NpuvemMaHe Ha CboOLLEHWSA M OGAHKOBWM CMETKM, CBbP3aHU C HacToAWMSA
[LOroBOp ce CMATAT:

3A N3NBbJIHNTENA:

agpec: rp.Cothuna-1756, yn. "Jivuesap CtaH4yeB* Ne 5, Ten: 0800 12233, thakc: 02 8133785, e-
mail: Office@sOpharmatrading.b2

b6aHKoBa cMeTKa, rnocoveHa oT USMbJIHUTENA: BIC: RZBBBGSF,
IBAN: BG97RZBB91551064010532

SANEYEBHOTO 3ABEAEHWE- Bb3J/IOXXWUTEN:

rp. Codwmsa, yn. ,.bano mope” Ne 8, oTgen ,,bonHMuHa anteka”, Ten 02 9432429, takc 02
9432117, e-mail: apteka@isul.eu.
(4) Mpwn NpomsiHa Ha nocoyeHns No an. 3 agpec M 6aHKOBa CMeTKa CbOTBETHaTa CTpaHa e A/TbXHa
[a yBejoMM apyrarta B TPUAHEBEH CPOK OT MpomsHaTa.

XVI. APYTW YCNoBUA
Un. 16. (1) MpaBata M 3afb/HKEHUATA MO HaCTOAWMS [0roBOp He MoraT ga ce [MPexBbpnaT
eJHOCTPaHHO Ha TPeTU Nnua M NoJo6HM akToBe He MOpaXaaT MpaBHO feiicTBMe 6e3 MUCMEHOTO
cbr/lacue Ha fpyrarta CTpaHa, OCBEH B C/lydamTe Ha obesrneyaBaHe (rapaHTUpaHe) Ha 3a4b/DKEHUA MO
6aHKOBM KpeauTu.
(2) 3a HeypegeHMTe BBMAPOCU B HACTOAWMSA [OFOBOP Ce npunara AelcTBalloTo 6barapcko
3aKOHOLATesCTBO.


mailto:0ffice@s0pharmatrading.b2
mailto:apteka@isul.eu

XVII. NMOAN3MBAHUTENWN - HenpunoXxumo
(MpMNO>KNUMO caMo B C/lyyamTe, B KOUTO M30paHMA 3a U3NBAHUTEN yH4aCcTHUK € NMocouns, Ye Lie
non3sa NoAU3NbAHUTENN, MPU CKIOYBAHE HA PAMKOBOTO CropasymMeHue)
Un. 17. (1) NOAN3MOBNHUTENNTE Tpsabsa fa 0TroBapAT Ha CbOTBETHUTE KpUTepun 3a nogoop
cbobpasHo BMAa v Aiena oT NopbyKarta, KOWUTO Le U3Mb/HABAT, U 3a TAX [a He ca HaslLe OCHOBaHUS 3a
OTCTpaHsBaHe OT npolejypaTa.
(2) NEYEBHOTO 3ABEOEHUVE - Bb3JIOXKWNTEJ] usnckea 3amaHa Ha MO AN3MBbJ/IHUTE,
KOMTO He 0TroBapsa Ha ycnosuaTa no an.l.
(3) Korato uyactTa OT nopbykara, KoAaTo ce u3nbiaHaBa oT MOAUVN3MBbAHUTEN, moxe fa 6bae
npegageHa karo otgeneH o6ekt Ha V3MNbJIHUTEAA wam Ha IEUEBHOTO 3ABEAEHUE -
BBb3/TOXXWTEJ, nocnegHna sannawla Bb3HarpaxaeHue 3a tasu yact Ha NMOAN3MNBb/HUNTEA.
(4) Pasnnaw@HmMATa nNo an. 3 ce OoCblecTBABAT Bb3 O0OCHOBA Ha WCKaHe, OTMpPaBeHO OT
noaAnN3MNb/IHNATENA po JIEHEBHOTO 3ABEAOEHWE - BbB3/TOXKWUTE/T  upes
N3MB/THNTENA, KOWTO € ANbXeH fa ro npeaocTaBU Ha Bb3NOXUTeNst B 15-AHEBEH CPOK OT
noslyyaBaHeTo My.
(5) Kbm uckaneto no an. 3 USMbAHUTEJIAT npefoctaBsa CTaHOBMLLE, OT KOETO fAa € BUAHO Aan
ocrnopBsa nialaHuATa UM YacT 0T TAX KaTo HeLb/HKUMU.
(6) TEHUEBHOTO 3ABEJEHWE - BB3JIOXKMNTEJT uma npaBo Aa OTKaxKe nnallaHe rno ani. 3,
KOrato MCKaHeTo 3a MsaLlaHe e 0CropeHo, 0 MOMEHTA Ha OTCTpaHABaHe Ha NpuunHaTa 3a 0TKasa.
(7) HesaBucumo ot umsnonssaHeto Ha MNMOAUN3IMB/IHUTEJIN oTroBopHOCTTA 3a W3MNbJ/IHEHME Ha
forosopa e Ha U3MbJ/IHUTENA.

XVII. 3AKNKOYUNTENHW PA3IMOPEALBN
Un. 18. (1) Mpwn cbCTaBAHETO Ha HACTOALLMA [OrOBOP Ce NpeacTaBmxa CnefHUTe JOKYMEHTU:
\Y JoKymeHTH no yn. 112 ot 30I1;

S Jexnapauusa ro yn. 55, an. 6 ot 3/IMXM (koraTo e NPUIoKNUMO);
S [MapaHuunA 3a N3MNbHEHNE;
\Y TexHuuyecko 1 LleHOBO npeanoxeHune, HepasjesiHa 4yacT OT 4oroBopa,;

(2) HacToAwmAT [oroBop ce CbCTaBu B TpY €4HO06pPa3HM eK3emnaspa Ha 6barapcky e3nk - eauH 3a
N3MB/THNTENA v gBa 3a IEUEBHOTO 3ABEAEHWE - Bb3/TOXKUNTE.

3ayueHa
nHpopManus

Sanuena nHdopmaus
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pegiaraHn LLeHOBU napameTpu

HaunH Ha Heob6xoaum Ef.ueHa 6e3 Epn.ueHa c O6wa ueHa O6wa ueHa c
apka Crartyc .
npunoxexue 6poit MApKK iyiNe nac 6e3 AAC aoAcC
Phenobarbital napeHTepanHa BanngeH = 00 0,005397 . 000.33 ‘53336 [
NO5AAQ01 Chlorpromazine napeHtepanHa mg BanngeH 160000 0,013375 0,016050 2140,00 2568,00
NO5ADO1 Haloperidol napeHtepanHa mg BanungeH 8000 0,077833 0,093400 622,66 747,20
NO5BAO1 Diazepam napeHTepanHa mg BanungeH 100000 0,052500 0,063000 5250,00 6300,00
NO6BX03 Piracetam napeHtepanHa mg 3anugeH aB3°C33' 0306260 '333 13926,96 16712,35
NO6DAO4 Gaiantamine | napeHTepanHa mg 1BanujeH 120000 0,243417 0,292100 29210,04 35052,05
B ) L nepopanHa
NO7AA02 Pyridostigmine mg Bannpgen 120000 0,004295 0,005154 515,40 618,48
TBbpAA

54255,62 65106,75
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NO3AAO02

NO5AAO01

NO5ADO1

NO5BAO1

NO6BX03

INN

Phenobarbetal

Chlorpromazine

Haloperidol

Diazepam

Piracetam

Nlekapcte Heob6xogum
eHa 6poit MApKK
hopma Ha /13

napeHTe
P P 480000,00
anHa

napeHrte
P P 160000,00
anHa

napeHTe
P P 8000,00
anHa

napeHrte
P P 100000,00
anHa

napeHtep

48024000,00
anHa
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ml/
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mg
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mg
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O6ocobeHa nosnyma 1
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nnc

BanngeH

BanupeH

BanupeH
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BanupgeH

N36paH
PY

fa

la

fa
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fa

Py

Cogapma

Al

Bvarapusa

Coapma
AL,

Bvnrapuns

Cotapma
AL,

Bvarapusa

Cotapma
AL,

Bvnrapuna

UCB Pharma
SA, benrns

Tbproecko

HanmMmeHoBaHue

PHENOBARBITAL
SOPHARMA

CHLORPROMAZINE
SOPHARMA

CHLORPROMAZINE
SOPHARMA
CHLORPROMAZINE
SOPHARMA
CHLORPROMAZINE
SOPHARMA
CHLORPROMAZINE
SOPHARMA

HALOPERIDOL
SOPHARMA

DIAZEPAM
SOPHARMA

Nootropi

Nootropil
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mg/ml- 2
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2 ml
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5 ml
5mg/ml-5
ml
5mg/ml-5
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10

10
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10

10

10

10

mg/15 ml 12

mg/ 60 ml 1
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HannueH
B MNC

HannyeH
B NNC

HanuyeH
B NNC
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B NNC
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B MNC

HannyeH
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NO6DAO4

NO7AA02

) napeHtep
Galantamine 120000,00
anHa
) o nepopanH
Pyridostigmine 120000,00
aTBbpAa

mg

mg
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He

na

la

Cotapma
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;] Copapma
AL,

Bvnrapus

leva B.V.,
HupgepnaHgn

A

. . 10 mg/ml
NiVALIN
1ml
2,5 mg/ml
NIVALIN
-1ml
5 mg/ml -
.0 g
iml
Kaiymrn 60N 60

mg

10

10

10

100

HannueH
BMNAC
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