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TEXH~4ECKO nPE.QilO>KEH~E 
3A ~3nbilHEH~E HA 05LUECTBEHA nOPb4KA C nPE.QMET: 

.QOCTABKA HA IlEKAPCTBEH~ nPO.QYKT~ 3A HY>K.Q~TE HA "CnEU~AI1~3~PAHA 50IlH~UA 3A 
AKT~BHO IlEYEH~E HA OHKOilOf~YH~ 3A50Il~BAH~~- COCI>~~ 05IlACT" EOO.Q no 31 050C05EH~ 

noJ~U~~ 
no o6oco6eHa noJM ... MH N!! 11, COLONY STIMUL FACTORSATING Pegfilgrastim 6 mg - napeHTepanHa 

OT ,COCI>APMA TPE~.Q~Hf" A.Q, 
ct>opMa 

C 6YnCTAT/EII1K/HoMep Ha per~CTP3L4~51 B GbOTB9TIIaTa ,t~t"bp)l<aBa 103267194, CbC C9.Qanllll..l..l9 Ill a.Qpec Ha 
ynpasneHIIle: rp_ Cocpllls:l 1756, pa~oH 1113rpee, yn_ "nbYe3ap CTaHYee" 5, CocpapMa olll3Hec Taybpc, crpa.Qa «A», 
eTa>K 12, Ill a.Qpec 3a KopecnoH.QeH!411ls:l : rp. Cocpllls:l 1756, pa~oH V13rpee, yn. "nbYe3ap CTaHYee" 5, CocpapMa olll3Hec 
Taybpc, crpa.Qa «A», eTa>K 12, TenecpoH 3a KOHTaKT: 02/ 8133 660, cpaKc: 02/ 8133 666, eneKTpOHHa no1..1..1a: 
office@sopharmatrading.bg, 6aHKOBa cMeTKa: : I BAN: BG97 RZBB 9155 1064 0105 32; BIC: RZBBBGSF; 
Pa~cpa~3eH6AHK- KilOH Cocpllls:l, npe.QcTaens:~eaHo or .QMMMTbp reoprMeB .QMMMTpoe- V13nbnHIIlTeneH .QIIlpeKTop, 
~pel TaTHHa AHApeeea nacnap - PerMoHaneH MeHMA~P npoAam6M 5onHM~eH naJap - IleKapcTBeHM 
RJ)OAYI<TM, B Ka~eCTBOTO Ha nbnHOMOIQHMK, CbrnaCHO nbnHOMOIQHO N!! 6546 OT AaTa 16.12.2016 r. Ha Il106Ka 
CoTMpoea- HoTapMyc, c pa~oH Ha .Qe~cTBIIle P.C. Cocpllls:l, per. NQ 400 Ha HoTaplllanHaTa KaMapa, 

YBA>KAEMA rocnO>KO YnPAB~TEil, 

Cne.Q 3ano3HaBaHe c BCIIlYKIIl .QOKyMeHTIIl Ill o6pa31411l OT .QOKyMeHTal411ls:ITa 3a yYaCTIIle B npo!4e.QypaTa, 
YAOCTOBeps:!BaM Ill nOTBbp>K.QaBaM, Ye npe.QCTaBns:IBaHIIls:IT OT MeH yYaCTHIIlK OTrOBaps:l Ha lll311lCKBaHIIls:ITa Ill ycnOBIIls:ITa, 
nOCOYeHIIl B .QOKyMeHTa!411ls:ITa 3a yYaCTIIle B np0!4e.Qypa C npe.QMeT: ".QocTaBKa Ha neKapCTBeHM npOAYKTM Ja 
HYmAMTe Ha "Cne..,.ManM3MpaHa 6onHM._.a Ja aKTMBHO ne~eHMe Ha OHKonorM~HM Ja6onsweaHMH - Coci>MH 
o6nacT" EOO.Q no o6oco6eHM noJM..,.MM" 3a o6oco6eHa no311ll..lllls:l NQ 11 

npe.Qno>KeHIIleTo Hill 3a lll3nbnHeHIIle Ha nopbYKaTa e e CbOTBeTcTBIIle c TexHIIlYecKaTa cne!411lcplllKa1411ls:l, Ill 
lll311lCKBaHIIls:ITa Ha Bb3nO>KIIlTens:~ 3a o6oco6eHaTa no311ll411ls:l. 

1.CpOKOBe no 061QeCTBeHaTa nopb~Ka: 
1.1.CpoK 3a lll3nbnHeHIIle Ha nopbYKaTa - 12 (ABaHa.QeceT) Mecet..~a, C4111TaHo oT .QaTaTa Ha CKJlK>4BaHe Ha 

.QOrOBOpa lllnlll lll3TIIlYaHe/npeKpaTs:IBaHe Ha npe.QXO.[\HO CKJliOYeHIIls:l .QOrOBOp CbC Cbl..l..lllls:l npe.QMeT, KOeTO OT Cb611lTIIls:ITa 
HaCTbnlll nO-KbCHO. 

1.2.CbrnaCHIIl CMe .Qa .QOCTaBs:IMe neKapCTBeHIIlTe npO.QYKTIIl, npe.QMeT Ha n0311ll411llllTe, 3a KOIIlTO yYaCTBaMe, B 
cpoK .Qo: 

24 (ABaAeceT M ~eTMpM) ~aca !He noeelle om 24 llacal cne.Q nonyYaeaHe Ha nlllCMeHa 3as:IBKa, BKiliOYIIlTenHo 
lll3npaTeHa no cpaKC, en. n01..1..1a ltlnlll .Qpyr, lll3plll4HO .QOrOBOpeH C aHeKC KbM AOrOBOpa HaYIIlH Me>K.QY CTpaHIIlTe- 3a 
peryns:~pHIIl 3as:IBKIIl. nplll >KenaHIIle OT CTpaHa Ha Bb3nO>KIIlTens:l peryns:lpHitlTe .QOCTaBKIIl 1..1..1e lll3BbpWBaMe no 
yroeopeH rpacplllK. 

2 (ABa) ~aca !He noeelle om 2 l!acal cne.Q nonyYaBaHe Ha 3as:IBKa OT Bb3IlO>K~TEil~, oTnpaeeHa 
BKniOYIIlTenHO no cpaKC, en. n01..1..1a lllnlll .Qpyr, lll3plllYHO .QOrOBOpeH C aH9KC KbM .QOrOBOpa HaYIIlH M9>K.QY CTpaHIIlTe, 
a nplll Heo6xo.QIIlMOCT - Ill no TenecpoH - 3a cnewHIIl 3as:IBKIIl 

.QocTaBKIIlTe .[\0 onpeAeneHOTO OT Bb3nO>KIIlTens:l cppaHKO Ms:ICTO 3a .QOCTaBKa, 1..1..1e lll3BbpWBaMe B pa60THIIl 
AHIIl, oT 08.00 AO 16.00 yaca. B cnyYa~ Ye cpoKbT 3a .QOCTaBKa lll3TIIlYa e Hepa6oTeH .QeH, .QOCTaeKaTa cne.Qea 
.Qa Ce lll3nbnHIIl Ha~-KbCHO B nbpBIIls:l pa60TeH .QeH, cne.QBal..l..l .QeHs:l, B KO~TO lll3TIIlYaT CpOKOBeTe. 

nplll lll3plll4HO yKa3aHIIle OT CTpaHa Ha Bb3nO>KIIlTens:l 1..1..19 .QOCTaBIIlM 3as:IBeHIIlTe nplll cneWHIIl 3as:IBKIIl 
KOnlll4eCTBa lll3BbH yKa3aHIIls:l no-rope 4acoelll .QIIlana3oH. 

CbrnacHIIl cMe .Qa AOCTaes:~Me neKapCTB9HII1Te npo.QyKTIIl, npe.QMeT Ha no31111411ls:ITaflllTe, 3a KOIIlTO y4aCTBaMe, 
Cbo6pa3HO npe.QeaplllTenHo yroeopeH rpacplllK, nplll >KenaHIIle oT cTpaHa Ha Bb3nO>KIIlTens:~. 

2.MHCTO Ha M3nbnHeHMe: 
<l>paHKO Ms:ICTOTO Ha .QOCTaBKa no HaCTOs:ll..l..laTa nopb4Ka, B 4aCTTa li1 /o6oco6eHIIlTe n0311ll411llll/, 3a KOs:ITO 

y4aCTBaMe, 1..1..19 6b.Q9: "Cne!411lanlll311lpaHa 6onHIIl14a 3a aKTIIlBHO ne4eHIIle Ha OHKOnOrlll • 3 Ons:IBaHIIls:l - Cocpllls:l 
o6nacT" EOO.Q, rp. Cocpllls:l 1123, 6yn. ,CToneToe" NQ 67, AnTeKa 
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3.TexHMlleCKMTe xapaKTepMCTMKM Ha npep,naraHLtlTe oT Hac neKapcTBeHLtlTe npop,yKTLtl no 06oco6eHa 

noJM~MH N2 11 ca nop,po6Ho onLtlcaHLtl s Ta6nLt14eH BLtl,D, s Lt13rOTBeHOTO no o6pa3el...l Ha npLtlnO)I(eHLtle N2 2.1. 
"CneL..~Lt1cpLt1Ka1...1Lt151 no 06oco6eHa no3Lt11...1Lt151 N2 11", Hepa3p,enHa 4aCT OT HaCT051Ll.IOTO TeXHLt14ecKo npep,no)l(eHLtle. 

4.KalleCTBO M CpOK Ha rOAHOCT 

.QeKnapLtlpaMe, 4e npep,naraHLtlTe OT Hac neKapcTseHLtl npop,yKTLtl: 
• ca perLtlcTpLtlpaHLtl 3a ynoTpe6a B cTpaHaTa Lt1 npLtlTe)l(aBaT pa3pewLt1TenHLt1 3a ynoTpe6a, CbrnacHo 

3nnXM, npLtlTe)l(aBaT cepTLtlcpLtlKaTLtl, yp,ocTosep51Ball.ILt1 Ka4eCTBOTo Ha npop,yKTLtlTe, nLtlncsaT 
o¢Lt1LILtlanHLt1 Cb06Ll.leHLt151 LtlnLtl orpaHLt14Lt1TenHLt1 MepKLtl 3a ynoTpe6a Ha neKapcTBeHLtlTe npop,yKTLtl; 

• OTrOBap51T Ha HOpMaTLtlBHO ycTaHOBeHLtlTe Lt13Lt1CKBaHLt151 3a Ka4eCTBO Lt1 esponeiiJCKLtl CTaH,D,apTLtl. 
• OTrOBap51T Ha CbOTBeTHLtlTe p,eiiJCTBall.ILtlTe HOpMaTLtlBHLtl Lt13Lt1CKBaHLt151 3a npo,D,a)l(6a - BanLtl,D,HLtl 

pa3peweHLt151 3a ynoTpe6a Lt1 1...1eHa, cpopMLtlpaHa s CbOTBeTCTBLtle c Lt13Lt1CKBaHLt151Ta Ha Hapep,6aTa 
3a ycnoBLt151Ta, npaBLtlnaTa Lt1 pep,a 3a perynLtlpaHe Lt1 perLtlcTpLtlpaHe Ha 1...1eHLt1Te Ha neKapcTseHLtlTe 
npop,yKTLtl . 

.QeKnapLt1paMe, 4e npLtl p,ocTaBKaTa Ha neKapcTBeHLtlTe npop,yKTLtl, Ll.le ce Cbo6pa351BaMe c Lt13Lt1CKBaHLt151Ta 
Ha Hapep,6a N2 39 OT 13 cenTeMBPLtl 2007 r. 3a npLt1H1...1Lt1nLt1Te Lt1 Lt13Lt1CKBaHLt151Ta 3a p,o6paTa ,D,Lt1CTpLt16YTOPCKa 
npaKTLtlKa. 

rapaHTLtlpaMe ,D,OCTaBKLtl C OCTaTb4eH CpOK Ha rO,D,HOCT KbM ,D,aTaTa Ha ,D,OCTaBKa He no-ManbK OT 60% OT 

CpOKa Ha rOAHOCT, yKa3aH Bbpxy onaKOBKaTa Ha CbOTBeTHLt151 npo,D,yKT. 

5.0naKOBKa M MapKMpOBKa 

npep,naraHLtlTe OT HaC neKapCTBeHLtl npop,yKTLtl Ca B CbOTBeTCTBLtle C Lt13Lt1CKBaHLt151Ta Ha Bb3nO)I(Lt1Ten51 Lt1 npLtl 
,D,OCTaBKaTa Ll.le OTrOBap51T Ha Lt13Lt1CKBaHLt151Ta Lt1 Ll.le 6b,D,aT 

e onaKOBaHLtl B OpLt1rLt1HanHa onaKOBKa Ha npOLt13BO,D,Lt1Ten51, CbC CbOTBeTHaTa MapKLtlpOBKa 3a 
npOLt13BO,D,Lt1Ten Lt1 napTLtl,D,HLtl HOMepa, C HaHeCeHa "CE" MapKLt1pOBKa, HaHeCeH Ltl,D,eHTLtlcpLtlKai...ILtlOHeH 
HOMep Ha HOTLt1cpLt11...1Lt1PaHLt151 OpraH, KOraTO TaKbB ce Lt13Lt1CKBa OT p,eiiJCTBall.IOTO 3aKOHO,D,aTenCTBO, KaTO 
C nocTaBeHa MapKLtlpOBKaTa Ll.le e nOCTaBeHa Ha BCeKLtl KaWOH, CbOTBeTHO - Ha BC51Ka onaKOBKa. 

• onaKosaHLtl s opLt1rLt1HanHaTa onaKoBKa Ha npOLt13BO,D,Lt1Ten51, c HeHapyweHa 1...151nocT, 6e3 p,a ca 
MOKpLtl. 

• onaKoBaHLtl no Ha4Lt1H, KOIIITo rLtl 3ana3sa OT BC51KaKBLt1 nospe,D,Ltl, ,D,bn)l(all.ILtl ce Ha aTMoccpepHLtl 
ycnoBLt151 Lt1 TpaHcnopT. 

~e Lt13nbnHLt1M npep,MeTa Ha p,orosopa s nbnHo CbOTBeTCTBLtle c Lt13Lt1CKBaHLt151Ta Ha Bb3nO)I(Lt1Ten51, noco4eHLt1 
s TeXHLt14eCKLt1Te cneL..~Lt1¢Lt1Ka1...1Lt1Lt1 Lt1 p,oKyMeHTai...ILt151Ta 3a y4aCTLtle. 

•.QeKnapLt1paMe, 4e CMe B CbCT051HLtle Lt1 Ll.le OCLtlrypLtlM B nbneH o6eM He06XO,D,Lt1MLt1Te KOnLt14eCTBa neKapCTBeHLtl 
npop,yKTLtl 3a L..~enLt151 cpoK Ha p,orosopa. 

KbM HaCTOHIQOTO TexHMllecKo npeAJlO>KeHMe npMnaraMe: 

1.npLt1no>KeHLtle N2 2.1. "Cne1...1Lt1¢Lt1Ka1...1Lt151 no 06oco6eHa no3Lt11...1Lt151 N2 11" 
2. 0TOpLt13ai...ILt10HHO nLtlCMO OT npOLt13BO,D,Lt1Ten/npLt1Te)l(aTen Ha pa3peweHLtle 3a ynOTpe6a LtlnLtl OT TeXHLtl 
npe,D,CTaBLtlTenLtl, 3ae,D,HO C ,D,OKyMeHT, ,D,OKa3Ball.l Bpb3KaTa Me>K,D,y Lt13,D,aTen51 Ha ,D,OKyMeHTa Lt1 npOLt13BO,D,Lt1Ten51/ 
npLt1Te>KaTen51 Ha pa3peweHLtleTo 3a ynoTpe6a; 
3.Pa3peweHLtle 3a ynoTpe6a s cTpaHaTa, Lt13,D,a,D,eHo no pep,a Ha Ha 3nnXM LtlnLtl PernaMeHT /EO/ N2 726/2004 
r. Ha EsponelllcKLt151 napnaMeHT Lt1 CbseTa /4n. 23, an.1 Ha 3nnXM/ Lt1 op,o6peHa KpaTKa xapaKTepLtlCTLtlKa Ha 
npop,yKTa- 3asepeHLt1 KOnLt151 . . L / 
18.12.2017 r. nonnlf1c M nE'-IAT ~¥ 

p,-p TaT51Ha nacnap 
PerLtlOHaneH MeHLtl,D,>Kbp npo,D,a)I(6Lt1 on­
neKapCTBeHLtl npO,D,YKTLtl Lt1 nbnHOMOLl.IHLtlK, 
CbrnacHo nbnHOMOLl.IHO N2 6546 OT 16.12.2017r. 
Ha ni06Ka COTLtlposa- HoTapLtlyC, per. N2 400 Ha 
HoTapLtlanHaTa KaMapa 

Ten.: ) 
cpa Kc: ; 3:::,:;· ~2 
www.sopharmatrad ing.bg 
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l£ TipHJIO)f(eHHe N~ 2.1. 
KbM "TeXHHlfeCKO npe,llJIO)f(eHHe" 

Cneuu«t>nKaunH no o6oco6eu3 no3HUHH .N'!! 11 

poue.llyp3 33 Bb3JI3r3ue H3 o6mecTBeH3 nopb .. K3 c npe.llMeT: ",LI:ocT3BK3 H3 neKapcTseuu npo.llyKTn 33 uyil\llHTe H3 "Cneun3JIH3Hp3ua 6oJIHHU3 33 3KTHBHO ne .. euue H3 

OHKOJioru .. uu 3360JIHB3HHH - Co«t>uH o6JI3CT 11 EOO,n: no 31 o6oco6euu no3uuuu" 

AHaTOMO· 
N!! Ha TepaneBTH'leH MelKJIYHaponHo HenaTelrrHO Pe<j>epeHTHa CTOHHOCT Ja 
on KOll iATC- HaHMeHOBaHIIe fiNN/ 

lleKapCTBeHa cjlopMa I 
DDDI TepanesmlJeH "1'PC 

KonH'leCTBO .no 

KOJl/ 

I 2 3 4 5 6 

COLONY STIMUL 

FACTORSATING napeHrepanHa 

11 L03AA13 Pegfilgrastim 6 mg. cj>opMa 274.82667 180 

Ll,aTa: l9.l2.20l7r. 

ToproocKo 
H3111\leHOB3HIIe 

7 

HEYJIACTA 

TipeJlJiaraua p33cjlacooKa, 
KoJJnqecTBO nlnJJJI 6poft: B 

OU3KOBK3T3 

n npeJlJiaraua 
JJeK3PCTBeHa~OPM3 

8 

I!IH>K.p-p 0.6M/l X 1 

llOllllHC 11 llElJAT 

A-P Tars:~Ha nacnap 

nbflHOMOLl.lHI!IK, 

llpOIIlBOII.IfTeJJI 0TOp1133QIIH: .li.A I 
llpun~neJJ PY HE 

9 10 

Amgen Europe 

GMBH A a 

Cbr/laCHO nbllHOMOLl.lHO NQ 6546 or 16.12.2017r. 

I 

j 

i 

Ha I1106Ka Cor1-1posa- Hotapl!lyc, per. NQ 400 Ha Horaplr1anHara KaMapa 
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TEXHII1liECKO nPE.QilO>KEHII1E 
3A 1113nbilHEHII1E HA OEii..UECTBEHA nOPbliKA C nPE.QMET: 

.QOCTABKA HA IlEKAPCTBEHII1 nPO.QYKTII1 3A HY>K.QII1TE HA "CnEU111AI11113111PAHA 50IlH111UA 3A 
AKT111BHO IlEliEHII1E HA OHKOilOrll1liHII1 3A50Il.fiBAHII1.fl- COCI>II1.fl OEiilACT" EOO.Q no 31 050C05EHII1 

no3111U111111 
no o6oco6eHa no3M..,.~UI N2 15, Atropine 1 mg./ml - napeHTepanHa <t>opMa. 

OT ,COCI>APMA TPE~.Q111Hr'' A.Q, 
C 6YnCTAT/Eit1KII=IoMep H3 peFif1GTP3LIIf1s=l B CbOTBeTH3T3 AbP>ImBa 103267194, CbC CeA3nLt1Ll.le lll 3Apec H3 
ynpasneHllle: rp. Cocplll51 1756, pa~oH lt13rpee, yn. "nb4e3ap CTaHYee" 5, Cocp3pM3 6lii3Hec Taybpc, crpaAa «A», 
eT3>K 12, lll aApec 3a KopecnoHAeH~lll51: rp. Cocplll51 1756, pa~oH lt13rpee, yn. "nb4e3ap CTaHYee" 5, CocpapMa 6lii3Hec 
T3ybpc, crp3A3 «A», eT3>K 12, TenecpoH 3a KOHTaKr 02/ 8133 660, cp3KC: 02/ 8133 666, eneKTpOHH3 nOLl.l3: 
office@soph3rm3tr3ding.bg, 6aHKOB3 CMeTK3: : IBAN: BG97 RZBB 9155 1064 0105 32; BIC: RZBBBGSF; 
P3~cp3~3eH6AHK- KJ10H Cocplll51, npeACTaen5~eaHo or .QMMMTbp reoprMeB .QMMMTpos -lt13nbnHLIITeneH AlllpeKTop, 
qpe3 TaT~Ha AHApeesa nacnap - PerMoHaneH MeHMA~P npoAam6M EionHMqeH na3ap - IleKapcTBeHM 
RPOAYKTM, B KaqecTBOTO Ha nbnHOMO~HMK, CbrnacHO nbnHOMO~HO N2 6546 OT AaTa 16.12.2016 r. Ha Jlt06Ka 
CoTMposa- HoTapMyc, c p3VIOH H3 Ae~cTBllle P.C. Cocplll51, per. N2 400 H3 HoT3plllanHaTa KaMapa, 

YBA>KAEMA rocnO>KO YnPABII1TEil, 

CneA 33n03H3B3He c BCLII4Klll AOKyMeHTlll lll o6pa3~lll OT AOKyMeHT3~lii51T3 33 Y43CTllle e npo~eAYP3T3, 
YAOCToeep51B3M lll noTebp>KAaBaM, 4e npeACTaen5~eaHlii51T OT MeH yyacTHLIIK oTroeap51 H3 lii3LIICKB3Hlii51T3 lll ycnoBlii51Ta, 
nocoYeHlll s AOKyMeHTa~lii51Ta 3a Y43CTllle e npo~eAypa c npeAMeT: ".QocTaBKa Ha neKapcTBeHM npOAYKTM Ja 
HY>KAMTe Ha "Cne ... ManM3MpaHa 6onHM ... a Ja aKTMBHO neqeHMe Ha OHKonorMqHM 3a6on~BaHM~ - Co<j)M~ 
o6nacT" EOO.Q no o6oco6eHM no3M ... MM" 3a o6oco6eH3 no3lll~lll51 N2 15 

npeAno>KeHllleTo Hlll 3a lll3nbnHeHllle H3 nopb4K3T3 e e CbOTBeTcTBllle c TexHlll4eCK3T3 cne~lllcpliiK3~lll51, lll 
lii3LIICKB3Hlii51T3 H3 Bb3nO>KliiTen51 33 060C06eHaTa n03lll~liiR 

1.CpoKose no o6~ecTBeHaTa nopbqKa: 
1.1.CpOK 33 lll3nbnHeHllle Ha nopb4K3Ta - 12 (ABaHaAeCeT) Mece~a, C4LIIT3HO OT A3TaTa Ha CKJ1104B3He Ha 

AOroeopa lllnllllii3Tlii43He/npeKpaT51B3He Ha npeAXOAHO CKJ1104eHlll51 AOrOBOp CbC Cbll.llll51 npeAMeT, KOeTO OT Cb6l11Tlii51T3 
H3CTbnlll nO-KbCHO. 

1.2.Cbr113CHLII CMe A3 AOCT3B51Me neK3pCTBeHLIITe npOAYKTlll, npeAMeT Ha n03lll~lllliiTe, 33 KOLIITO Y43CTBaMe, B 
cpoK AO: 

24 {ABaAeceT M qeTMpM) qaca !He noeelle om 24 l!aca/ cneA nonyYaBaHe Ha nlllcMeHa 3a51BKa, BK11104liiTenHo 
lll3npaTeH3 no cp3KC, en. noll.la lllnlll Apyr, L113plii4HO AOroeopeH c aHeKc KbM AOroeopa H34LIIH Me>KAY cTpaHLIITe - 3a 
peryn51pHlll 3351BKLII. nplll >KenaHllle OT CTp3H3 Ha Bb3nO>KliiTen51 peryn51pHLIITe AOCT3BKLII Ll.le lii3BbpWBaMe no 
yroeopeH rp3cpliiK. 

2 {ABa) qaca !He noeelle om 2 llacal cneA nonyYaeaHe Ha 3a51BKa oT Bb3IlO>KII1TEil.fl, oTnpaeeHa 
BKnl04liiTenHO no cpaKC, en. nOLl.l3 lllnlll Apyr, L113plii4HO AOrOBOpeH C aHeKC KbM AOrOBOpa H34LIIH Me>KAy CTpaHLIITe, 
a nplll He06XOALIIMOCT - lll no TenecpOH - 33 CneWHlll 3351BKLII 

AocTaBKLIITe AO onpeAeneHoTo OT Bb3nO>KliiTen5~ cppaHKO M51CTO 3a AOCTaBKa, Ll.le lii3BbpweaMe e pa6oTHlll 
AHLII, OT 08.00 AO 16.00 43C3. 8 cny4a~ 4e CpOKbT 33 AOCT3BKa lii3Tlll43 B Hepa6oTeH AeH, AOCT3BK3Ta cneAB3 
A3 ce lll3nbnHlll Ha~-KbCHO B nbpBL1151 pa6oTeH AeH, cneAB3Ll.l AeH51, B KO~TO lii3Tlii43T CpOKOBeTe. 

nplll lll3plii4HO YK333Hllle OT CTpaHa Ha Bb3nO>KliiTen51 Llle AOCT3BLIIM 3351BeHLIITe nplll CneWHlll 3351BKLII 
KOnlll4eCTB3 lii3BbH YK333Hlll51 no-rope 43COBLII Alllana30H. 

CbrnacHlll cMe Aa AOCT3B51Me neK3pCTBeHLIITe npOAYKTlll, npeAMeT Ha no3lll~lii51Tall11Te, 3a KOLIITO yyacTeaMe, 
Cbo6pa3HO npeABapliiTenHo yroeopeH rpacpliiK, nplll >KenaHllle OT cTpaHa Ha Bb3nO>KliiTen5~. 

2.MSICTO Ha M3nbnHeHMe: 
<l>paHKO M51CTOTO Ha AOCT3BK3 no H3CT051Ll.I3T3 nopb4K3, B 43CTT3 Ill /o6oco6eHLIITe n03lll~~lll/, 33 K051TO 

yyacTeaMe, Ll.le 6bAe: "Cne~lllanlll3lllp3H3 6onHlll~3 33 aKTLIIBHO neYeHllle Ha OHKonorlii4H 3a6on5~B3 5I - Cocplll51 
o6nacT" EOOA, rp. Cocplll51 1123, 6yn. ,CToneToe" N2 67, AnTeKa 

I­
f) 

Ten.: 
cpaKc: · 
www.sophar atrading.bg 
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3.TexHM"'eCKMTe xapaKTepMCTMKM Ha npe.o.naraHif1 OT Hac neKapcTBeHI.1Te npo.o.yKTif1 no 06oco6eHa 
noJM~MH N2 15 ca no.o.po6Ho on111caH1.1 e Ta6nlf1l.leH Blf1A e lf13rOTBeHoTo no o6pa3el...l Ha np111no>KeH1.1e NQ 2.1. 
"Cnel...llf1¢1f1Kal...llf151 no 06oco6eHa no31f11...111151 NQ 15", Hepa3.o.enHa l.laCT OT HaCT051Ll..IOTO TeXHif1l.lecKo npe.o.no>KeHII1e. 

4.Ka"'eCTBO M CpOK Ha rO.QHOCT 
.QeKnap1.1paMe, l.le npe.o.naraHif1Te OT Hac neKapcTBeHif1 npo.o.yKTII1: 

• ca perll1cTp1.1paHif1 3a ynoTpe6a e cTpaHaTa 1.1 np1.1Te>KaBaT pa3pewlf1TenHif1 3a ynoTpe6a, cbrnacHo 
3nnxM, nplr1Te>KaeaT cepT1r1cplr1KaTif1, y.o.ocToeep51Ball..l111 Kal.lecTeoTo Ha npo.o.yKTif1Te, n1.1nceaT 
o¢1.11...11.1anHif1 Cb06Ll..leHif151 111n111 orpaHif1l.III1TenHif1 MepKII1 3a ynoTpe6a Ha neKapcTeeHII1Te npo.o.yKTif1; 

• OTrOBap51T Ha HOpMaTif1BHO ycTaHOBeHif1Te 1113111CKBaHif151 3a Kal.JeCTBO lf1 eeponer71CKif1 CTaH.QapT111. 
• OTroeap51T Ha CbOTBeTHII1Te .Qer71CTBall..llf1Te HOpMaTII1BHif1 11131f1CKBaHII151 3a npo.Qa>K6a - eanlf1.QHif1 

pa3peweHif151 3a ynoTpe6a 1.1 1...1eHa, cpopM111paHa e CbOTBeTcTBif1e c lf131f1CKBaHif151Ta Ha Hape.o.6aTa 
3a ycnoelf151Ta, npae1.1naTa 111 pe.o.a 3a peryn1.1paHe 1.1 per111cTp111paHe Ha 1...1eH1.1Te Ha neKapcTeeHII1Te 
npo.QyKTif1 . 

.QeKnapll1paMe, l.le np111 .QOCTaBKaTa Ha neKapCTBeHI.1Te npO.QYKT111, Ll..le ce Cb06pa351BaMe C lf131f1CKBaHif151Ta 
Ha Hape.o.6a NQ 39 OT 13 cenTeMBPif1 2007 r. 3a nplr1HI...IIf1nlf1Te 1.1 11131f1CKBaHII151Ta 3a .o.o6paTa .Q111CTplr16YTOPCKa 
npaKTif1Ka. 

rapaHT1.1paMe .QOCTaBKII1 C OCTaTbl.leH CpOK Ha rO.QHOCT KbM .QaTaTa Ha .QOCTaBKa He no-ManbK OT 60% OT 
CpOKa Ha rO.QHOCT, yKa3aH BbpXy onaKOBKaTa Ha CbOTBeTHif151 npo.QyKT. 

S.OnaKOBKa M MapKMpoeKa 
npe.o.naraH1.1Te OT HaC neKapCTBeHif1 npO.QYKTif1 Ca B CbOTBeTCTBII1e C lf13111CKBaHII151Ta Ha Bb3nO>Kif1Ten51 lf1 np1.1 

.QOCTaBKaTa Ll..le OTroeap51T Ha lf13111CKBaHif151Ta lf1 Ll..le 6b.QaT: 

• onaKOBaHif1 B Oplr1rlf1HanHa onaKOBKa Ha np01.13BO.Qif1Ten51, CbC CbOTBeTHaTa MapKII1pOBKa 3a 
np01113BO.QII1Ten 111 napT111.QHif1 HOMepa, C HaHeCeHa "CE" MapK1.1pOBKa, HaHeCeH lf1.QeHT1.1cplr1Kal...llf10HeH 
HOMep Ha HOT111cplr1l...llf1PaHII151 OpraH, KOraTO TaKbB Ce lf131f1CKBa OT .Qer71CTBall..IOTO 3aKOHO.QaTenCTBO, KaTO 
C nOCTaBeHa MapK1.1pOBKaTa Ll..le e nOCTaBeHa Ha BCeKif1 KaWOH, CbOTBeTHO- Ha BC51Ka onaKOBKa. 

• onaKoeaHif1 e opll1rii1HanHaTa onaKOBKa Ha npo1113BO.QII1Ten51, c HeHapyweHa 1...151nocT, 6e3 .o.a ca 
MOKpll1. 

• onaKoeaHif1 no Hal.llf1H, KOI71To r1.1 3ana3ea OT BC51KaKBif1 noepe.o.1r1, .Qbn>Kall..lll1 ce Ha aTMoccpepH1.1 
ycnoe11151 111 TpaHcnopT. 

~e lf13nbnHII1M npe.QMeTa Ha .QOrOBOpa B nbnHO CbOTBeTCTBif1e C 11131f1CKBaHif151Ta Ha 8b3nO>Kif1Ten51, nOCOl.leHif1 
e TexHif1l.lecKI.1Te cnel...llf1¢1.1Kal...llf1111 1.1 .o.oKyMeHTai...III151Ta 3a yl.laCTif1e. 

•.QeKnap111paMe, l.Je CMe B CbCT051HII1e lf1 Ll..le 0Cif1ryplr1M B nbneH o6eM He06XO.Qif1MII1Te KOnlf1l.leCTBa neKapCTBeHII1 
npo.o.yKTII1 3a 1...1en1.151 cpoK Ha .o.oroeopa. 

KbM HaCTOHlJ40TO TexHM"'ecKo npe.a..no>KeHMe npMnaraMe: 
1.np1r1no>KeH1.1e NQ 2.1 . "Cnel...llr1cplr1Kal...llf151 no 06oco6eHa no3111l...llf151 NQ 15" 
2.0TOp1113al...llf10HHO nlf1CMO OT np01.13BO.Qif1Ten/np1.1Te>KaTen Ha pa3peweHI.1e 3a ynOTpe6a 111n111 OT TeXHII1 

npe.QCTaBif1Tenlf1, 3ae.QHO C .QOKyMeHT, .QOKa3Ball..l Bpb3KaTa Me>K.Qy lf13.QaTen51 Ha .QOKyMeHTa 111 np01.13BO.QII1Ten51/ 
nplr1Te>KaTen51 Ha pa3peweHI.1eTo 3a ynoTpe6a; 

3.Pa3peweHif1e 3a ynoTpe6a e CTpaHaTa, lf13.Qa.QeHo no pe.o.a Ha Ha 3JlnXM 1.1n111 PernaMeHT /EO/ NQ 726/2004 
r. Ha Eeponer71cKif151 napnaMeHT 111 CbeeTa /l.ln. 23, an.1 Ha 3nnXM/ 1.1 o.o.o6peHa KpaTKa xapaKTep1.1CTif1Ka Ha npo.o.yKTa 
- 3aeepeHII1 KOnll151 

18.12.2017 r. 

/ /I 
t / :'·C·., 

' . .']!. (: ... :·:·:.::. ;··.· , .. 1 .::.! '. ~~:b :: 

nonn~c M nEl.fAT 
.o.-p TaT51Ha n acn p 
Perlf1oHaneH MeHif1A>Kbp po.o.a>K61f1 6n­
neKapCTBeHII1 npO.QYKTII1 lf1 nbnHOMOLl..IHII1K, 
CbrnacHo nbnHOMOLl..IHO NQ 6546 OT 16.12.2017r. 
Ha J1106Ka CoT1.1poea- HoTap1.1yc, per. NQ \ 0 a 
HoTap111anHaTa KaMapa 

\ 

cpaKc: ·' 3~ :,· :2 :~ ·: ~<~· ~-;c; ,:,. 

www.sopharmatrading.bg 
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IlpHJIO:lKeHHe N~ 2.1. 
KbM "TeXHH'·IeCKO npe.llJIO:lKeHHe" 

Cneuufj>uK3UHH no o6oco6eu3 no3HUHH .N'!! 15 

OT npouetlyp3 33 B'h3JI3r3ue H3 o6mecTseu3 nopbiiK3 c npetlMeT: ",ll.ocT3BK3 H3 JICK3pcTseuu npotlyKTu 33 uyJKJ{HTe H3 "Cneun3JIH3Hp3H3 6oJIHHU.3 33 3KTHBHO Jie-.euue H3 

ouKoJioruquu 3360JIHB3HHH - Cofj>uH o6JI3CT" EOO,ll. no 31 o6oco6euu no3uu.uu" 

AHaToMo-
,N'Q na repanes'fHlleH M elK.!l}'HaponHo HemrreiiTHO Pe<PepeHTHa CTOHHOCT 3a 
on Ko.u/ATC- HaHMeHOBaHIIe /INN/ 

JleKapcTBeHa cJlopMa I 
DDD/ TepanesmqeH Kypc 

KO;J/ 

I 2 3 4 5 

napeHrepa!1Ha 

15 A03BA01 Atropine 1mg./ml Q>opMa 0.938 

,l.{aTa: 19.12.2017r. 

, ----.. 

( 

KoJIH'!eCTBO .no 
TbproocKo 

H3111\1eHOB3HHe 

6 7 

ATPODI1H 

600 CYJl<l>YPI1K 

Upe.uJia.-ana pn«JlacooKa, 
Komt'leCTBO u/nmt 6poii B 

onaKOBKaTa 

u npe.llJia.-ana 
JieKapCToena «JlopMa 

8 

aMn. 1Mr/1M/1 X 10 

nonnuc u nEqAT 
A-P Tars:~Ha nacnap 

nbilHOMOll.IH11K, 

UpoiBBO.UHTeJI/ 0TOp1133UHSI: ,nA I 
UpttTeJKaTeJI PY HE 

9 10 

Co<J>apMa AA ,n,a 

Cbr/lacHo nbi1HOMOW,HO N2 6546 or 16.12.2017r. 

Ha Jlt06Ka Cor11posa- Horap11yc, per. Ng 400 Ha Horap11anHara KaMapa 
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06pa3eu. N~ 2 

TEXHIIIliECKO nPE.QilO>KEHIIIE 
3A 1113nbi1HEHIIIE HA 06LUECTBEHA nOPbliKA C nPE.QMET: 

.QOCTABKA HA IlEKAPCTBEHIII nPO.QYKTIII 3A HY>K.QIIITE HA "CnEUIIIAI11113111PAHA 60I1HIIIL\A 3A 
AKTIIIBHO IlEliEHIIIE HA OHKOilOrlllliHIII 3A60IlfiBAHIIIfl- COCI>IIIfl 06I1ACT" EOO.Q no 31 060C06EHIII 

n031111..\IIIIII 
no o6oco6eH3 no3M._.I,ut N2 22, Clind3mycin 300 mg. - nepop311H3 <t>opM3. 

OT ,COCI>APMA TPEIII.QIIIHr'' A.Q, 
C 6YnCTAT/E1!1K!HoMep 11a pen4CTP3L41As:l B C~OTBeTHaTa A~P}I<asa 103267194, CbC CeAanltlllte 1t1 aApec Ha 
ynpasneHltle: rp. Co¢111~ 1756, pa~oH 1!1arpes, yn. "nb4eaap CTaH4es" 5, CocpapMa 6lt13Hec Taybpc, crpaAa «A», 
eTa>K 12, 111 aApec aa KopecnOHAeH~ltl~: rp. Co¢111~ 1756, pa~oH 1!1arpes, yn. "nb4eaap CTaH4es" 5, CocpapMa 6lt13Hec 
Taybpc, crpaAa «A», eTa>K 12, TenecpoH aa KOHTaKT: 02/ 8133 660, cpaKc: 02/ 8133 666, eneKTpOHHa nollta: 
office@sopharmatradinq.bg, 6aHKOBa cMeTKa: : IBAN: BG97 RZBB 9155 1064 0105 32; BIC: RZBBBGSF; 
Pa~cpa~aeH6AHK- KnOH Cocp111~, npeACTasn~saHo or .QMMMTbp reoprMeB .QMMMTpoe- 1!13nbnHlt1TeneH AltlpeKTop, 
~pe3 T3THH3 AHApeeB3 n3cl13p - PerMOH3JleH MeHMA~bp npOA3~6M 6onHM~eH n333p - IleK3pCTBeHM 
RPOAYKTM, B K3~eCTBOTO H3 nbJ1HOM0114HMK, CbrJ13CHO nbJ1HOM0114HO N!! 6546 OT A3T3 16.12.2016 r. H3 I1106K3 
CoTMpOB3- HoT3pMyc, c pa~oH Ha Ae~cTBltle P.C. Cocp111~, per. NQ 400 Ha HoTapltlanHaTa KaMapa, 

YBA>KAEMA rocnO>KO YnPABIIITEil, 

CneA aanoaHaBaHe c BClt14Klt1 AOKyMeHTltl 111 o6pa3~lt1 oT AOKyMeHTa~ltl~Ta aa y4aCTlt1e s npo~eAypaTa, 
YAOCTosep~saM 111 noTBbp>KAaBaM, 4e npeACTasn~saHltl~T oT MeH y4aCTHlt1K oTrosap~ Ha lt13lt1CKBaHlt1~Ta 111 ycnoBltl~Ta, 
noC04eHlt1 B AOKyMeHTa~ltl~Ta 3a y4aCTlt1e B npo~eAypa C npeAMeT: ".QOCT3BK3 H3 JleK3pCTBeHM npOAYKTM 33 
HY~MTe H3 "Cne..,.M3J1M3Mp3H3 6onHM._.3 33 3KTMBHO ne~eHMe H3 OHKOnorM~HM 336onHB3HMH - Co<I>MH 
o6n3cT" EOO.Q no o6oco6eHM no3M._....,..., .. aa o6oco6eHa noa1t1~1t1~ NQ 22 

npeAilO>KeHltleTo Hltl aa lt13nbnHeHlt1e Ha nopb4KaTa e s CbOTBeTcTBltle c TexHlt14ecKaTa cne~lt1cplt1Ka~lt1~, 111 
lt13lt1CKBaHlt1~Ta Ha Bb3nO>Klt1Ten~ aa o6oco6eHaTa noaltl~ltl~. 

1.CpOKOBe no 06114eCTBeH3T3 nopb~K3: 
1.1.CpOK 3a lt13nbnHeHlt1e Ha nopb4KaTa- 12 (ABaHaAeCeT) Mece~a, C4lt1TaHO OT AaTaTa Ha CKn104BaHe Ha 

AOrOBOpa ltlnltl lt13Tlt14aHe/npeKpaT~BaHe Ha npeAXOAHO CKnl04eHlt1~ AOrOBOp CbC Cblltltl~ npeAMeT, KOeTO OT Cb6lt1Tlt1~Ta 
HaCTbnltl nO-KbCHO. 

1.2.CbrnaCHlt1 CMe Aa AOCTaB~Me neKapCTBeHltlTe npOAYKTltl, npeAMeT Ha n03lt1~lt1lt1Te, 3a KOltlTO y4aCTBaMe, B 
CpOK AO: 

24 (AB3AeceT 111 ~eTMpM) ~3C3 !He noeel!e om 24 l!acal cneA nony4aBaHe Ha nltlcMeHa aa~BKa, BKnl04lt1TenHo 
lt13npaTeHa no cpaKc, en. nollta ltlnltl Apyr, lt13plt14HO AOrosopeH c aHeKc KbM AOrosopa Ha4lt1H Me>KAY cTpaHltlTe - aa 
peryn~pHltl 3a~BKlt1. npltl >KellaHltle OT CTpaHa Ha Bb3nO>Klt1Tell~ peryn~pHltlTe AOCTaBKltl Llte lt13BbpWBaMe no 
yrosopeH rpacpltlK. 

2 (AB3) ~3C3 !He noee4e om 2 l!aca/ cneA nony4aBaHe Ha aa~BKa OT Bb3I10>KIIITEI1fl, oTnpaseHa 
sKnl04lt1TenHo no cpaKc, en. nollta 1t1n1t1 Apyr, lt13plt14HO AOrosopeH c aHeKc KbM AOrosopa Ha4lt1H Me>KAy cTpaHltlT , 
a npltl Heo6XOAlt1MOCT - 111 no TenecpoH - aa cnewHltl aa~BKltl 

AocTaBKltlTe AO onpeAeneHoTo OT Bb3nO>Klt1Ten~ cppaHKO M~CTO aa AOCTasKa, Llte lt13BbpwsaMe B pa66TH 
AHltl, OT 08.00 AO 16.00 4aca. B cny4a~ 4e CpOKbT 3a AOCTaBKa lt13Tlt14a B Hepa6oTeH AeH, AOCTaBKaTa cn$1J 
Aa ce lt13nbllHlt1 Ha~-KbCHO s nbpBltl~ pa6oTeH AeH , cneABallt AeH~. s KO~To lt13Tlt14aT cpoKoseTe. 

npltl lt13plt14HO yKa3aHlt1e OT CTpaHa Ha Bb3nO>Klt1Ten~ Llte AOCTaBltlM 3a~BeHlt1Te npltl cneWHltl 3a ·· 
KOnlt14eCTBa lt13BbH yKa3aHlt1~ no-rope 4acoslt1 AltlanaaoH. 

CbrnacHltl cMe Aa AOCTaB~Me neKapcTBeHltlTe npOAYKTltl, npeAMeT Ha noalt1~lt1~Ta/lt1Te, aa KOltlTO y4aCTB 
cbo6pa3HO npeAsapltlTenHo yrosopeH rpacpltlK, np111 >KenaHltle oT cTpaHa Ha Bb3nO>Klt1Ten~ . 

2.MHCTO H3 M3n HeHMe: 
<J:>paHKO M~CTO Ha AOCTaBKa no HaCTO~LltaTa nopb4Ka, B 4aCTTa VI /o6oco6eHlt1Te n03lt1~lt1lt1/, 3a KO~TO 

y4aCTBaMe, Llte 6bA ' ne~lt1anlt131t1paHa 6onHlt1~a aa aKTltlBHO ne4eHlt1e Ha OHKonorlt14Hlt1 aa6on~BaHlt1~ - Co¢111~ 
o6nacT" EOOA, rp. cpltl~ 1123, 6yn. ,CToneTos" NQ 67, AnTeKa 

... .. lj"' : 

www.sopharmatrading.bg 
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J.TeXHM"'eCKMTe xapaKTepMCTMKM Ha npeAnaraHIIITe OT HaC neKapCTBeHIIITe npOAYKTIII no 06oco6eHa 

no3M~MH N2 22 ca noAp06Ho on111caH111 s Ta6niiiYeH BillA s 1113rOTBeHoTo no o6pa3el...l Ha np111no)f(eH111e N2 2.1. 
"Cnel...llllcpiiiKal...IIIIH no 06oco6eHa n03111l...IIIIH N2 22", Hepa3AenHa 4aCT OT HaCTOHil.\OTO TeXHIII4eCKO npeAnO)f(eHIIIe. 

4.Kal.leCTBO M CpOK Ha rOAHOCT 

.QeKnaplllpaMe, ye npeAnaraHIIITe OT Hac neKapcTBeHIII npOAYKTIII: 
• ca perlllcTplllpaHIII 3a ynoTpe6a B cTpaHaTa 111 npiiiTe)f(aBaT pa3pewiiiTenHIII 3a ynoTpe6a, CbrnacHo 

3JlnXM, npiiiTe)f(aBaT cepTIIIcpiiiKaTIII, YAOCToseps:~Ball.\111 KaYeCTBOTO Ha npOAYKTIIITe, n111ncsaT 
Ocpllll...llllanHIII Cb0611.\eHIIIH lllnlll orpaHIII4111TenHIII MepKIII 3a ynoTpe6a Ha neKapCTBeHIIITe npOAYKTIII; 

• OTrOsaps:!T Ha HOpMaTIIIBHO ycTaHOBeHIIITe 1113111CKBaHIIIH 3a Ka4eCTBO Ill esponeii!CKIII CTaHAapTIII. 
• OTrOBaps:!T Ha CbOTBeTHIIITe AeiiiCTBall.\IIITe HOpMaTIIIBHIII 1113111CKBaHIIIH 3a npOAa)f(6a - BaniiiAHIII 

pa3peweHIIIH 3a ynoTpe6a 111 1...1eHa, cpopMIIIpaHa s CbOTBeTCTBIIIe c 1113111CKBaHIIIHTa Ha HapeA6aTa 
3a ycnos111s:~Ta, npas111naTa 111 peAa 3a peryn111paHe 111 periiiCTplllpaHe Ha 1...1eH111Te Ha neKapcTseHIIITe 
npOAYKTIII . 

.QeKnaplllpaMe, Ye nplll AOCTaBKaTa Ha neKapCTBeHIIITe npOAYKTIII, 11.\e ce Cb06pa3HBaMe C 1113111CKBaHIIIHTa 
Ha HapeA6a N2 39 OT 13 cenTeMBplll 2007 r. 3a npiiiHL..IIIIniiiTe 1111113111CKBaHIIIHTa 3a A06paTa AIIICTp1116yTopcKa 
npaKTIIIKa. 

r apaHTIIIpaMe AOCTaBKIII C OCTaTb4eH CpOK Ha rOAHOCT KbM AaTaTa Ha AOCTaBKa He nO-ManbK OT 60% OT 

CpOKa Ha rOAHOCT, yKa3aH BbpXy onaKOBKaTa Ha CbOTBeTHIIIH npOAyKT. 

5.QnaKOBKa M MapKMpOBKa 
npeAnaraHIIITe OT HaC neKapCTBeHIII npOAYKTIII Ca B CbOTBeTCTBIIIe C 1113111CKBaHIIIHTa Ha Bb3nO)f(IIITens:~ Ill nplll 

AOCTaBKaTa 11.\e OTrosapHT Ha 1113111CKBaHIIIHTa Ill 11.\e 6bAaT 

e onaKOBaHIII B OplllriiiHanHa onaKOBKa Ha np01113BOAIIITens:~, CbC CbOTBeTHaTa MapKIIIpOBKa 3a 
np01113BOA111Ten Ill napTIIIAHIII HOMepa, C HaHeCeHa "CE" MapKIIIpOBKa, HaHeCeH IIIAeHTIIIcpiiiKal...IIIIOHeH 
HOMep Ha HOTIIIcpllll...IIIIPaHIIIH OpraH, KOraTO TaKbB ce 1113111CKBa OT AeiiiCTBall.\OTO 3aKOHOAaTenCTBO, KaTO 
C nOCTaBeHa MapKIIIpOBKaTa 11.\e e nOCTaBeHa Ha BCeKIII KaWOH, CbOTBeTHO - Ha BCHKa OnaKOBKa. 

e onaKOBaHIII B OplllriiiHanHaTa onaKOBKa Ha np01113BOAIIITens:~, C HeHapyweHa l...IHnOCT, 6e3 Aa Ca 
MOKplll. 

e onaKOBaHIII no Ha4111H, KOIIJTO rill 3ana3Ba OT BCHKaKBIII nospeAIII, Abn)f(all.\111 Ce Ha aTMOCcpepHIII 
ycnOBIIIH Ill TpaHCnOpT. 

UJ.e 1113nbnHIIIM npeAMeTa Ha AOrOBOpa B nbnHO CbOTBeTCTBIIIe C 1113111CKBaHIIIHTa Ha 8b3nO)f(IIITens:~, nOC04eHIII 
s TexHIIIYeCKIIITe cnel...llllcpiiiKal...lllllll 111 AOKyMeHTal...IIIIHTa 3a yYaCTIIIe. 

•.QeKnaplllpaMe, Ye CMe B CbCTOHHIIIe Ill 11.\e OCIIIrypiiiM B nbneH o6eM He06XOAIIIMIIITe KOnlll4eCTBa neKapCTBeHIII 
npOAYKTIII 3a l...len111s:~ cpoK Ha AOrosopa. 

KbM HacTOHIQOTO TeXHMI.IeCKO npeAJlO>KeHMe npMnaraMe: 

1.np111no)f(eH111e N2 2.1. "Cnel...IIII¢111Kal...IIIIH no 06oco6eHa no3111l...IIIIH N2 22" 
2. 0TOp1113al...IIIIOHHO niiiCMO OT np01113BOAIIITen/np111Te)f(aTen Ha pa3peweHIIIe 3a ynoTpe6a 111n111 OT T8XHIII 

npeACTaBIIITenlll, 3aeAHO C AOKyMeHT, AOKa3Ball.\ Bpb3KaTa Me)f(Ay 1113AaTens:~ Ha AOKyMeHTa Ill np01113BOAIIITens:~/ 
npiiiTe)f(aTens:~ Ha pa3peweHIIIeTo 3a ynoTpe6a; 

3.Pa3peweHIIIe 3a ynoTpe6a B cTpaHaTa, 1113AaAeHo no peAa Ha Ha 3JlnXM 111n111 PernaMeHT /EO/ N2 726/2004 
r. Ha EsponelllcKIIIH napnaMeHT 111 CbseTa /4n. 23, an.1 Ha 3JlnXM/ 111 OA06peHa KpaTKa xapaKTepiiiCTIIIKa Ha npoAyKTa 
- 3asepeHIII Kon111s:~ 

18.12.2017 r. 

J 

I 

nollnlllc M nEliAT ... ~ 
A-P TaTs:~Ha acn9· 
PeriiiOHaneH MeH C1A)f(bp npOAa)f(6111 on -
neKapCTB8HIII npOAYKTIII Ill nbnHOMOil.\HIIIK, 
CbrnacHo nbnHOMOil.\HO N2 6546 OT 16.1 
Ha Jlt06Ka CoTIIIposa- HoTap111yc, per. N2 4 
HoTaplllanHaTa KaMapa 

Ten.: 
cjlaKc: ; :3'>, 
www.sopharmatrading.bg 
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TipHJIO)Kemte N2 2.1. 
KbM "TeXHHl·IeCKO npe,llJIO)KeHHe" 

Cneuuct-uKauuH no o6oco6eua nolHUHH .N'!! 22 

OT npoue.uypa 1a Bb3Jiarall~ o6mecTseua nopbiJKa c npe.uMn: ",lJ,ocTaBKa ua JieKapCTseuu npo.uyKTu 1a HYJK.li.HTe ua "CneunaJinlupaua 6oJiuuua 1a aKTusuo Jieqeuue ua 

AHaToMo-
N"!!Ha TepaneBTWieH MelKJlYHapo.nHo HemrreHTHO 

orr KO.ll /ATC- HaHMeHOBaHJie fiNN/ 

KO.n/ 

I 2 3 

22 J01FF01 Clindamycin 300 mg. 

.[laTa: 19.12.20 17r. 

~ OHKOJioruquu 3a6oJIHBaHHH- Coct-nH o6JiaCT" EOO,l], no 31 o6oco6euu no1uuuu" 

Pe<l>epeHTHa CTOHHOCT Ja TbproscKo 
JleKapcTBeHa cJlopMa I 

DDD/ TepaneBTWieH Kypc 
KonH'IeCTBo .no 

H3HMeHOB3Hife 

4 5 6 7 

KJ111HL{AMI1UI1 
nepopaJlHa <j>opMa 8.92000 10 HAI>P 

llpe.aJiaraua pucJ!acosKa, 
Komt'leCTBO u/nJin 6poii: B 

003KOBK3T3 

u npe.aJiarana 
JieKapCTBeHa cllOJ!l\13 

8 

TB Kane 300Mr X 16 

llOllllMC M llElJAT 

A-P Tarf!Ha nacnap 

nbflHOMOLl.IHI1K, 

fi pOillBO.llHTeJI/ 0TOpii331.{HH: )],A I 
llp1ne1KaTeJI PY HE 

9 10 

AHnt61-10TI-1K 

Pa3rpaA A/J, A a 

CbrJlaCHO nbJlHOMOW,HO NQ 6546 or 16.12.2017r. 

Ha nto6Ka COTI1posa - Horap11yc, per. NQ 400 Ha Horap11anHaTa KaMapa 
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06pa3e4 N2 2 

TEXHlt14ECKO nPE.QI10>KEHlt1E 
3A lt13nbi1HEHlt1E HA OEi~ECTBEHA nOPb4KA C nPE.QMET: 

.QOCTABKA HA IlEKAPCTBEHl-1 nPO.QYKTlt13A HY>K.Ql-1TE HA "CnEUlt1AI1lt13lt1PAHA 50I1Hlt1UA 3A 
AKTlt1BHO I1E4EHlt1E HA OHKOI10rlt14Hlt1 3A50Il~BAHlt1~- COcDlt1~ 05I1ACT" EOO.Q no 31 OEiOCOEiEHl-1 

no3lt1Ult1lt1 
no o6oco6eH3 no3M4Mfl N2 26, Lopedium 2 mg.- nepop3llH3 cj>opM3. 

OT ,COcDAPMA TPEtfl.Ql-1Hr" AJJ., 
c 6YnCTAT/ELIIK!HoMep H3 pen1C:rpa1:4~fl B GbO:rse:r11a:ra ,Eitbp)1<3B3 103267194, CbC CeAan~~e ~ aApec Ha 
ynpasneH~e: rp. Cocp~$l 1756, pall1oH Ll13rpes, yn. "nb4e3ap CT3H4es" 5, Cocp3pMa 6~3Hec Taybpc, crpaA3 «A» , 
eT3>K 12, ~ aApec 33 KopecnoHAeHL..I~R rp. Cocp~$l 1756, p31110H Ll13rpes, yn. "nb4e3ap CTaH4es" 5, Cocp3pM3 6~3Hec 
Taybpc, crpaA3 «A», eT3>K 12, TenecpoH 33 KOHT3KT: 02/ 8133 660, cp3Kc: 02/ 8133 666, eneKTpOHHa no~3: 
office@sopharm3tr3ding.bg, 6aHKOB3 CM8TK3: : I BAN: BG97 RZBB 9155 1064 0105 32; BIC: RZBBBGSF; 
P3!11cp3!113eH6AHK- KJlOH Cocp~$l, npeAcTaBn$lBaHo or .QMMMTbp reoprMeB .QMMMTpos- Ll13nbnH~TeneH A~peKTop, 
qpe3 T3TfiH3 AHApees3 n3cll3p - PerMOH3lleH MeHMA~bp npOA3~6M EionHMqeH n333p - IleK3pCTBeHM 
RPOAYKTM, B K3qecTBOTO H3 nbllHOMOI.L\HMK, Cbrll3CHO nbllHOMOI.L\HO N!! 6546 OT A3T3 16.12.2016 r. H3 I1106K3 
CoTMpOB3- HoT3pMyc, c p31110H H3 Aell1cTs~e P.C. Cocp~$l, per. NQ 400 Ha HoT3p~3nH3T3 K3M3p3, 

YBA>KAEMA rocnO>KO YnPABlt1TEI1, 

CneA 3ano3HasaHe c BC~4K~ AOKyMeHT~ ~ o6p33L..I~ oT AOKyMeHTal..l~$lTa 33 Y43CT~e B npOL..I8AYP3T3, 
YAOCTOBep$lB3M ~ nOTBbp)I(A383M, 4e npeACT3Bn$lBaH~$lT OT M8H y4aCTH~K OTrOBap$l H3 ~3~CKB3H~$lT3 ~ ycnOB~$lT3, 
noco4eH~ B AOKyMeHT3LI~$lT3 33 Y43CT~e s npoL.teAYP3 c npeAMeT: ".QocT3BK3 H3 neK3pCTBeHM npOAYKTM 33 
HY>KAMTe H3 "Cne4M3llM3Mp3H3 6onHM43 33 3KTMBHO neqeHMe H3 oHKonorMqHM 3360llfiB3HMfl - Cocj>Mfl 
o6n3cT" EOO.Q no o6oco6eHM no3M4MM" 33 o6oco6eHa no3~LI~$l NQ 26 

npeAnO>KeH~eTO H~ 3a ~3nbnHeH~e H3 nopb4K3T3 e B CbOTBeTCTB~e C TeXH~4eCKaT3 cnel..I~QJ~K3L..I~$l, ~ 
~3~CKB3H~$lT3 H3 Bb3nO>K~T8n$l 33 060C06eH3T3 n03~L..I~R 

1.CpoKoee no o61.1.\eCTBeH3T3 nopbqK3: 
1.1.CpOK 33 ~3nbnHeH~e Ha nOpb4K3T3 - 12 (AB3H3AeCeT) MeCel..la, C4~T3HO OT A3T3T3 H3 CKJ1104BaHe H3 

AOrOBOpa ~n~ ~3T~43He/npeKp3T$lB3H8 H3 npeAXOAHO CKJ1104eH~$l AOrOBOp CbC Cb~~$l npeAMeT, KOeTO OT Cb6~T~$lTa 
HaCTbn~ nO-KbCHO. 

1.2 .CbrnacH~ CMe Aa AOCT38$lMe neK3pCTBeH~Te npOAYKT~, npeAMeT H3 n03~LI~~Te, 33 KO~TO Y43CTB3Me, B 
cpoK AO: 

24 (AB3AeceT M qeTMpM) q3c3 !He nose1.1e om 24 1.1acal cneA nony4aB3He H3 n~cMeHa 3a$lBKa, BKJ1104 HO 
~3np3TeHa no cpaKc, en. no~3 ~n~ APYr, ~3p~4HO AOrosopeH c 3HeKc KbM AOrosop3 H34~H Me>KAY cTpa 33 
peryn$lpH~ 3a$lBK~ . np~ >Ken3H~8 OT CTp3H3 H3 Bb3nO>K~T8n$l peryn$lpH~Te AOCT3BK~ ~e ~3BbpW 
yrosopeH rpacp~K. 

2 (AB3) q3c3 !He nose1.1e om 2 1.1aca/ cneA nony43B3He H3 3a$lBKa oT Bb3I10>Klt1TEI1~, oTnp seHa 
BKni04~TenHO no cp3KC, en. no~3 ~n~ Apyr, ~3p~4HO AOrOBOpeH C 3HeKC KbM AOrOBOpa H34~H Me>KAy CTp3H ~Te, 

a np~ Heo6xoA~MOCT- ~ no TenecpoH - 3a cnewH~ 3a$lBK~ 
)J.OCT3BK~Te AO onpeAeneHOTO OT Bb3nO>K~Ten$l cpp3HKO M$lCTO 33 AOCT3BKa, ~e ~3BbpWB3Me B pa60TH~ 

AH~, OT 08.00 AO 16.00 43C3. B cny43111 4e cpoKbT 33 AOCT3BK3 ~3T~4a B Hep36oTeH AeH, AOCT3BKaTa cneAB3 
A3 ce ~3nbnH~ Haii1-KbCHO s nbpB~$l pa6oTeH AeH, cneAB3~ AeH$l, s KOII1To ~3T~43T cpoKoBeTe. 

np~ ~3p~4HO YK333H~e OT CTp3H3 H3 Bb3nO>K~T8n$l ~e AOCT3B~M 33$l88H~Te np~ cnewH~ 33$lBK~ 
Kon~4ecTsa ~3BbH yKa3aH~$l no-rope 43COB~ A~3n330H. 

Cbrn3CH~ cMe A3 AOCT3B$lMe neK3pCTBeH~Te npOAYKT~. npeAMeT Ha no3~LI~$lTa/~Te, 33 KO~To y4aCTB3Me, 
cbo6p33HO npeAB3p~TenHo yrosopeH rp3cp~K. np~ >Ken3H~e OT CTpaHa Ha Bb3no>K~Ten$l. 

2.MSICTO H3 M3jlfobllHeHMe: 
<t>p3HKO M$lCTOTO H3 AOCT3BK3 nO H3CTO$l~aTa nopb4K3, B 43CTT3 Ill /o6oco6eH~Te no3~l.t~~/ , 33 KO$lTO 

y4aCTB3Me, ~e 6bAe: "Cnel..l~an~3~P3H3 6onH~L..Ia 3a aKT~BHO ne4eH~e H3 OHKonor~4H~ 3a6on$lB3H~$l - Cocp~$l 
o6nacT" EOO.Q, rp. Cocp~$l 1123, 6yn. ,CToneTos" N!2 67, AnTeK3 

._ ' ; I ~ '.!...:,< ' 

Ten. : :~·~:::ju 

cj:laKc: · :~~>7 :2 2 ·: ~~-~ c~),: 

www.sopharmatrading.bg 
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3.TeXHM"'eCKMTe xapaKTepMCTMKM Ha npeAnaraHVITe OT HaC neKapCTBeHVITe npOAYKTVI no 06oco6eHa 
no3M._.MJI N2 26 ca noAp06Ho onVIcaHVI B Ta6nVI4eH BVIA B Vl3rOTBeHoTo no o6pa3e'-' Ha npVInO)f(eHVIe NQ 2.1. 
"Cne'-'VIcpVIKa'-'VI51 no 06oco6eHa n03VI'-'VI51 NQ 26", Hepa3AenHa 4aCT OT HaCT051lltOTO TeXHVI4eCKO npeAnO)f(eHVIe. 

4.Ka"'eCTBO M CpOK Ha rOAHOCT 
.QeKnapVIpaMe, 4e npeAnaraHVITe oT Hac neKapcTBeHVI npOAYKTVI: 

• ca perVIcTpVIpaHVI 3a ynoTpe6a B cTpaHaTa VI npVITe)f(asaT pa3pewVITenHVI 3a ynoTpe6a, cbrnacHo 
3nnXM, npVITe)f(aBaT cepTVIcpVIKaTVI, YAOCTOBep51BaLLtVI Ka4eCTBOTO Ha npOAYKTVITe, nVInCBaT 
OcpVI'-'VIanHVI Cb06LLteHVI51 VlnVI orpaHVI4VITenHVI MepKVI 3a ynoTpe6a Ha neKapCTBeHVITe npOAYKTVI; 

• OTrosap51T Ha HOpMaTVIBHO ycTaHOBeHVITe VI3VICKBaHVI51 3a Ka4eCTBO VI esponeiiJCKVI CTaHAapTVI . 
• OTrosap51T Ha CbOTBeTHVITe AeiiiCTBaLLtVITe HOpMaTVIBHVI VI3VICKBaHVI51 3a npOAa)f(6a - sanVIAHVI 

pa3peweHVI51 3a ynoTpe6a VI '-'eHa, cpopMVIpaHa s CbOTBeTCTBVIe c VI3VICKBaHV151Ta Ha HapeA6aTa 
3a ycnoBVI51Ta, npasVInaTa VI peAa 3a perynVIpaHe VI perVIcTpVIpaHe Ha '-'eHVITe Ha neKapcTseHVITe 
npOAYKTVI . 

.QeKnapVIpaMe, 4e npVI AOCTaBKaTa Ha neKapCTBeHVITe npOAYKTVI, LLte Ce Cb06pa351BaMe C VI3VICKBaHVI51Ta 
Ha HapeA6a NQ 39 OT 13 cenTeMBpVI 2007 r. 3a npVIH'-'VInVITe VI VI3VICKBaHVI51Ta 3a A06paTa AVICTpV16YTOPCKa 
npaKTVIKa. 

rapaHTVIpaMe AOCTaBKVI C OCTaTb4eH CpOK Ha rOAHOCT KbM AaTaTa Ha AOCTaBKa He no-ManbK OT 60% OT 
CpOKa Ha rOAHOCT, yKa3aH BbpXy onaKOBKaTa Ha CbOTBeTHVI51 npOAYKT. 

5.0naKOBKa M MapKMpOBKa 
npeAnaraHVITe OT HaC neKapCTBeHVI npOAYKTVI ca B CbOTBeTCTBVIe C VI3VICKBaHVI51Ta Ha Bb3nO)f(VITen51 VI npVI 

AOCTaBKaTa LLte OTrOBap51T Ha VI3VICKBaHVI51Ta VI lite 6bAaT: 

• onaKOBaHVI B OpVIrVIHanHa onaKOBKa Ha npOV13BOAVITen51, CbC CbOTBeTHaTa MapKVIpOBKa 3a 
npOV13BOAVITen VI napTVIAHVI HOMepa, C HaHeCeHa "CE" MapKVIpOBKa, HaHeCeH VIAeHTVIcpVIKa'-'VIOHeH 
HOMep Ha HOTV1cpV1'-'VIpaHVI51 OpraH, KOraTO TaKbB ce VI3VICKBa OT AeiiiCTBaLLtOTO 3aKOHOAaTenCTBO, KaTO 
C nOCTaBeHa MapKVIpOBKaTa LLte e nOCTaBeHa Ha BCeKVI KaWOH, CbOTBeTHO - Ha BC51Ka onaKOBKa. 

• onaKOBaHVI B OpVIrVIHanHaTa onaKOBKa Ha npOV13BOAVITen51, C HeHapyweHa '-'51nOCT, 6e3 Aa ca 
MOKpVI. 

• onaKOBaHVI no Ha4VIH, KOIIJTO rVI 3ana3Ba OT BC51KaKBVI nospep,VI, Abn)f(alltVI Ce Ha aTMOCcpepHVI 
ycnoBVI51 VI TpaHcnopT. 

ll_\e Vl3nbnHVIM npeAMeTa Ha AOrosopa s nbnHo CbOTBeTCTBVIe c VI3VICKBaHVI51Ta Ha Bb3nO)f(~, co4eHVI 
s TexHVI4eCKVITe cne'-'VIcpVIKa'-'VIVI VI AOKyMeHTa'-'VI51Ta 3a y4aCTVIe. 

•.QeKnapVIpaMe, 4e CMe B CbCT051HVIe VI LLte OCVIrypVIM B nbneH 06eM He06XOAVIMVITe KOnVI4e~:r ap BeHVI 
npOAYKTVI 3a '-'enVI51 cpoK Ha AOrosopa. 

KbM HaCTOJIIQOTO TeXHM"'ecKo npe,QJlo>KeHMe npMnaraMe: { 

1.npV1nO)f(eHVIe NQ 2.1. "Cne'-'VIcpVIKa'-'VI51 no 06oco6eHa no3VI'-'VI51 NQ 26" 
2. 0TOpV138'-'VIOHHO nVICMO OT npOV13BOAVITen/npV1Te)f(8Ten H8 p83peweHVIe 38 ynoTpe68 VlnVI OT TeXHVI 

npeACTaBVITenVI, 38eAHO C AOKyMeHT, AOKa3BaLLt Bpb3K8T8 Me)f(Ay VI3AaTen51 H8 AOKyMeHT8 VI npOV13BOAVITen51/ 
npV1Te)f(8Ten51 H8 p83peweHVIeTo 38 ynoTpe68; 

3.P83peweHVIe 38 ynoTpe68 s cTp8H8T8, VI3A8AeHo no peA8 Ha H8 3nnXM VlnVI PernaMeHT /EO/ NQ 726/2004 
r. H8 EsponelllcKV151 napn8MeHT VI CbseTa /4n. 23, 8n.1 H8 3nnXM/ VI OA06peH8 Kp8TK8 x8p8KTepVICTVIK8 H8 npOAYKT8 

- 38BepeHVI KOnVI51 /.:_ 

18.12.2017 r. nonn~c .. nE4AT ~ 
A-P TaT51H8 n8cn8p 
PerVIOH8neH MeHVIA)f(o p npOA8)f(6VI 6n -
neK8pCTBeHVI npOAYKTVI VI nbnHOMOlltHVIK, 
Cbrn8cHo nbnHOMOLLtHO NQ 6546 OT 16.12.2017r. 
H8 ni06K8 COTV1pOB8- HOT8pV1yc, per. NQ 400 H8 
HoT8pV18nH8T8 K8M8p8 

' ..•• •:"1 • •. ,.: · .... cpaKc: . :y:; :; ;,·. ~>·: ~~ .· c.:~\, 

www.sopharmatrading.bg 
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AHaTOMO-

.N'!! Ha TeparresTH'IeH MeJKJzyHaponuo HenareHTHO 

orr KO,ll/ATC- HalfMeHOBaHIIe fiNN/ 

KOW 

I 2 3 

26 Lopedium 2 mg. 

,l1.aTa: l9.12.2017r. 

~ 

OpHJIO)KeHHe N2 2.1 . 
KbM "TeXHHYeCKO npe,llJIO)KeHHe" 

CneumJmK3UHH no o6oco6eu3 no3nunH .N'!! 26 

nopbqK3 c npe.aMeT: ".ll.oCT3BK3 H3 JieKapcTneuu npo.ayKTn 33 HYiK.llHTe H3 "Cneun3JIH3Hp3H3 6oJIHHU3 33 3KTHBHO Jieqeuue ua 
ouKoJioruquu 3360JIHB3HHH - Co«J1nH o6JiacT" EOO.ll. no 31 o6oco6euu no3nuuu" 

Pe<lJepeHTHa CTOHHOCT 33 TLproscKo 
JleKapCTBeHa $JpMa I 

DDD/ TeparresTif1leH KYPC 
KoJJH'IeCTBO .llO 

H3HI\IeHOB3HIIe 

4 5 6 7 

nepopa11Ha <f>opMa 5.50000 50 HMOME.[( 

Upe,llJJaraua paJtJlacosKa, 

Komi<teCTBO n/nm1 6poii B 
OI13KOBK3T3 

n npe.llJJaraua 
JJeKapcTseua (j)opMa 

8 

2Mr X 10 

llOllllMC M llE'-IAT 

A-P Tan1Ha nacnap 

llpOHJBO,llHTeJJ/ 0TopmaunH: )].A I 
IIpnTelK3TeJJ PY HE 

9 10 

MeAI-1Ka AA A a 

Perl-10Ha/leH MeH!-1A>Kbp npoAa>K61-1 6n - /leKapcrseHI-1 npOAYKTI-1 

nbflHOMOll.IHI-1K, 

CbrllacHo nbiiHOMOW,HO NQ 6546 or 16.12.2017r. 

Ha Jl106Ka Cor1-1posa - Horap111yc, per. NQ 400 Ha Horapi11anHara KaMapa 
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06pa3eu, N~ 2 

TEXHlt14ECKO nPE.QilO>KEHlt1E 
3A lt13nbilHEHif1E HA OEilJ.tECTBEHA nOPb4KA C nPE.QMET: 

.QOCTABKA HA IlEKAPCTBEHl-1 nPO.QYKTif13A HY>K.Qif1TE HA "CnEUlt1Aillt13lt1PAHA 5011Hif1UA 3A 
AKTlt1BHO IlE4EHif1E HA OHKOI10flt14Hlt1 3A50IlfiBAHif1fl- CO<!>If1fl OEiilACT" EOO.Q no 31 050C05EHif1 

no31f1Ult11f1 
no o6oco6eHa noJMU,MH N!! 28, Bromhexine 2mg./ml -2m I. - napeHTepanHa cJ>opMa. 

OT ,CO<!>APMA TPE~.Qlt1Hf" A.Q, 
C oYnCTAT/E~KII=IoMep 113 pemc:rpaL\~s:t B CbOTBeTttaTa AbP~ImBa 103267194, CbC ce.Qan~~e ~ a.Qpec Ha 
ynpasneH~e: rp. Cocp~51 1756, pa~oH ~3rpes, yn. "nb4e3ap CTaH4es" 5, CocpapMa 6~3Hec Taybpc, crpa.Qa «A», 
eTa>K 12, ~ a.Qpec 3a KopecnoH.QeH4~51: rp. Cocp~51 1756, pa~oH ~3rpes, yn. "nb4e3ap CTaH4es" 5, CocpapMa 6~3Hec 
Taybpc, crpa.Qa «A», eTa>K 12, TenecpoH 3a KOHTaKT: 02/ 8133 660, cpaKc: 02/ 8133 666, eneKTpOHHa no~a : 
office@sopharmatrading.bg, 6aHKOBa cMeTKa: : I BAN: BG97 RZBB 9155 1064 0105 32; BIC: RZBBBGSF; 
Pa~cpa~3eH6AHK- KnOH Cocp~51, npe.QcTaBnf!BaHo or .QMMMTbp reoprMeB .QMMMTpoa- ~3nbnH~TeneH A~peKTop, 
~pe3 TaTHHa AHApeeaa nacnap - PerMoHaneH MeHMA~bp npoAa~6M EionHM~eH naJap - IleKapcTBeHM 
RPOAYKTM, B Ka~eCTBOTO Ha nbnHOMO~HMK, CbrnacHO nbflHOMO~HO N!! 6546 OT AaTa 16.12.2016 r. Ha Ilt06Ka 
CoTMpoaa- HoTapMyc, c pallloH Ha .Qe~cTs~e P.C. Co¢~51, per. N2 400 Ha HoTap~anHaTa KaMapa, 

YBA>KAEMA rocnO>KO YnPABif1TEil, 

Cne.Q 3ano3HaBaHe c BC~4K~ AOKyMeHT~ ~ o6pa34~ oT AOKyMeHTa4~51Ta 3a y4aCT~e s npo4e.QypaTa, 
YAOCTosep51BaM ~ noTBbp>K.QasaM, 4e npe.QcTaBnf!BaH~f!T OT MeH y4aCTH~K oTrosap51 Ha ~3~CKBaH~51Ta ~ ycnoB~f!Ta, 
noco4eH~ B AOKyMeHTa4~51Ta 3a y4acT~e B npo4e.Qypa c npe.QMeT: ".QocTaBKa Ha neKapcTBeHM npOAYKTM Ja 
HY~MTe Ha "Cneu,ManM3MpaHa 6onHMu,a Ja aKTMBHO ne~eHMe Ha OHKonorM~HM Ja6on.s~aaHMH - CocJ>MH 
o6nacT" EOO.Q no o6oco6eHM noJMU,MM" 3a o6oco6eHa no3~4~51 N2 28 

npe.QnO>KeH~eTO H~ 3a ~3nbnHeH~e Ha nopb4KaTa e B CbOTBeTCTB~e c TexH~4eCKaTa cne4~¢~Ka4 51 l 
~3~CKBaH~51Ta Ha Bb3no>K~Ten51 3a o6oco6eHaTa no3~4~R 

1.CpoKoae no o6~eCTBeHaTa nopb~Ka: 
1.1.CpOK 3a ~3nbnHeH~e Ha nOpb4KaTa - 12 (ABaHa.QeCeT) Mece4a, C4~TaHO OT .QaTaTa Ha CKni04BaHe a 

.QOrOBOpa ~n~ ~3T~48He/npeKpaT51BaHe Ha npe.QXO.QHO CKnl04eH~51 .QOrOBOp CbC Cb~~51 npe.QMeT, KOeTO OT Cb6~T~51 
HaCTbn~ nO-KbCHO. 

1.2.CbrnacH~ CMe .Qa AOCTaBf!Me neKapcTBeH~Te npo.QyKT~, npe.QMeT Ha no3~4~~Te, 3a KO~To y4aCTBaMe, 
cpoK .QO: 

24 (ABaAeceT M ~eTMpM) ~aca !He noeel.fe om 24 l.facal cneA nony4asaHe Ha n~cMeHa 3a51BKa, BKni04~TenHo 
~3npaTeHa no cpaKc, en. no~a ~n~ .Qpyr, ~3p~4HO .QOrosopeH c aHeKc KbM .Qorosopa Ha4~H Me>KAY cTpaH~Te - 3a 
peryn51pH~ 3a51BK~. np~ >KenaH~e OT CTpaHa Ha Bb3nO>K~Ten51 peryn51pH~Te .QOCTaBK~ ~e ~3BbpWBaMe no 
yrosopeH rpacp~K. 

2 (ABa) ~aca !He noeel.fe om 2 '-lacal cne.Q nony4aBaHe Ha 3a51BKa OT Bb3IlO>Kif1TEilfl, oTnpaseHa 
BKni04~TenHo no cpaKc, en. no~a ~n~ .Qpyr, ~3p~4HO .QorosopeH c aHeKc KbM .Qorosopa Ha4~H Me>K.Qy cTpaH~Te, 
a np~ Heo6xo.Q~MOCT - ~ no TenecpoH - 3a cnewH~ 3a51BK~ 

.[\OCTaBK~Te AO onpe.QeneHOTO OT Bb3nO>K~Ten51 cppaHKO M51CTO 3a .QOCTaBKa, ~e ~3BbpWBaMe B pa60TH~ 
AH~, oT 08.00 AO 16.00 4aca. B cny4a~ 4e cpOKbT 3a AOCTaBKa ~3T~4a s Hepa6oTeH .QeH , AOCTaBKaTa cne.Qsa 
.Qa ce ~3nbnH~ Ha~-KbCHO B nbpB~51 pa6oTeH .QeH, cne.QBa~ .QeH51, B KO~TO ~3T~4aT CpOKOBeTe. 

np~ ~3p~4HO yKa3aH~e OT CTpaHa Ha Bb3nO>K~Ten51 ~e .QOCTaB~M 3a51BeH~Te np~ cneWH~ 3a51BK~ 
Kon~4eCTBa ~3BbH yKa3aH~51 no-rope 4acos~ A~ana30H. 

CbrnacH~ cMe .Qa AOCTaBf!Me neKapcTBeH~Te npo.QyKT~, npe.QMeT Ha no3~4~51Ta/~Te, 3a KO~To y4aCTBaMe, 
cbo6pa3HO pe.Qsap~TenHo yrosopeH rpacp~K, np~ >KenaH~e OT cTpaHa Ha Bb3no>K~Tenfl . 

2 HCTO Ha M3nbflHeHMe: 
¢>paHKO M51CTOTO Ha .QOCTaBKa no HaCT051~aTa nopb4Ka, B 4aCTTa ~ /o6oco6eH~Te n03~4~~/, 3a K051TO 

y4aCTBaMe, ~e 6b.Qe: "Cne4~an~3~paHa 6onH~4a 3a aKT~BHO ne4eH~e Ha OHKonor~4H~ 3a6on51 aH~fl - Cocp~51 

o6naCT" EOOA, rp. Co¢~~ ,1,1 :,3 : 6: : ,CToneTos" N2 67, AnTeKa , ·' ·'"'· ' '·'" ~1 30 "'n 
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3.TeXHM~eCKMTe xapaKTepMCTMKM Ha npeAnaraH~Te OT HaC neKapCTBeH~Te npOAYKT~ no 06oco6eHa 

no3M~MSI N2 28 ca noAp06Ho on~caH~ B Ta6n~4eH B~A B ~3rOTBeHOTO no o6pa3e~ Ha np~nmKeH~e NQ 2.1. 
"Cne~~cp~Ka~~s:l no 06oco6eHa n03~~~5J NQ 28", Hepa3AenHa 4aCT OT HaCTOs:!Ll.IOTO TeXH~4eCKO npeAnO>KeH~e. 

4.Ka~eCTBO M CpOK Ha fOAHOCT 

.QeKnap~paMe, 4e npeAnaraH~Te OT Hac neKapcTBeH~ npOAYKT~: 
• ca per~cTp~paH~ 3a ynoTpe6a B cTpaHaTa ~ np~Te)f{aBaT pa3pew~TenH~ 3a ynoTpe6a, cbrnacHo 

3nnXM, np~Te)f{aBaT cepT~cp~KaT~. YAOCToseps:~Ball.l~ Ka4ecTsoTo Ha npOAYKT~Te, n~ncsaT 
ocp~~~anH~ Cb06Ll.leH~s:~ ~n~ orpaH~4~TenH~ MepK~ 3a ynoTpe6a Ha neKapcTBeH~Te npOAYKT~; 

• OTrOBaps:!T Ha HOpMaT~BHO ycTaHOBeH~Te ~3~CKBaH~s:l 3a Ka4eCTBO ~ esponeVICK~ CTaHAapT~. 
• OTrosaps:!T Ha CbOTBeTH~Te AeVICTBall.I~Te HOpMaT~BH~ ~3~CKBaH~s:l 3a npOAa)f{6a - san~AH~ 

pa3peweH~s:l 3a ynoTpe6a ~ ~eHa, cpopM~paHa B CbOTBeTCTB~e c ~3~CKBaH~s:~Ta Ha HapeA6aTa 
3a ycnos~s:~Ta , npas~naTa ~ peAa 3a peryn~paHe ~ per~cTp~paHe Ha ~eH~Te Ha neKapcTBeH~Te 
npOAYKT~ . 

.QeKnap~paMe, 4e np~ AOCTaBKaTa Ha neKapCTBeH~Te npOAYKT~, Ll.le ce Cb06pa3s:!BaMe C ~3~CKBaH~s:!Ta 
Ha HapeA6a NQ 39 oT 13 cenTeMBp~ 2007 r. 3a np~H~~n~Te ~ ~3~CKBaH~s:~Ta 3a A06paTa A~CTp~6yTopcKa 
npaKT~Ka. 

rapaHT~paMe AOCTaBK~ C OCTaTb4eH CpOK Ha rOAHOCT KbM AaTaTa Ha AOCTaBKa He no-ManbK OT 60% OT 

CpOKa Ha fOAHOCT, yKa3aH BbpXy onaKOBKaTa Ha CbOTBeTH~s:l npOAyKT. 

5.0naKOBKa M MapKMpOBKa 

npeAnaraH~Te OT HaC neKapCTBeH~ npOAYKT~ Ca B CbOTBeTCTB~e C ~3~CKBaH~s:!Ta Ha Bb3nO)f{~Tens:~ ~ np~ 
AOCTaBKaTa Ll.le OTrOBaps:!T Ha ~3~CKBaH~s:!Ta ~ Ll.le 6bAaT: 

• onaKOBaH~ B Op~r~HanHa onaKOBKa Ha np0~3BOA~Tens:~, CbC CbOTBeTHaTa MapK~pOBKa 3a 
np0~3BOA~Ten ~ napT~AH~ HOMepa, C HaHeceHa "CE" MapK~pOBKa, HaHeCeH ~AeHT~cp~Ka~~OHeH 
HOMep Ha HOT~cp~~~paH~s:l OpraH, KOraTO TaKbB Ce ~3~CKBa OT Aelf1CTBall.IOTO 3aKOHOAaTenCTBO, KaTO 
C nOCTaBeHa MapK~pOBKaTa Ll.le e nOCTaBeHa Ha BCeK~ KaWOH, CbOTBeTHO - Ha BCs:!Ka onaKOBKa. 

• onaKoBaH~ s op~r~HanHaTa onaKOBKa Ha npo~3BOA~Tens:~, c HeHapyweHa ~s:~nocT, 6e3 Aa ca 
MOKp~. 

• onaKOBaH~ no Ha4~H, KOVITO r~ 3ana3Ba OT BCs:!KaKB~ nospeA~. Abn)f{all.l~ ce Ha aTMO ~OH~ 
ycnos~s:~ ~ TpaHcnopT. 1 .~ 

~e ~3nbnH~M npeAMeTa Ha AOrOBOpa B nbnHO CbOTBeTCTB~e C ~3~CKBaH~s:!Ta Ha 8b3n0)f{~Tens:~, no 0 eH~ 
s TexH~4eCK~Te cne~~cp~Ka~~~ ~ AOKyMeHTa~~s:~Ta 3a y4aCT~e. 

•.QeKnap~paMe, 4e CMe B CbCTOs:IH~e ~ Ll.le OC~ryp~M B nbneH o6eM He06XOA~M~Te KOn~4eCTBa neKa 
npOAYKT~ 3a ~en~s:~ cpoK Ha AOrosopa 

KbM HaCTOSI~OTO TeXHM~ecKo npeAJlO>KeHMe npMnaraMe: 

1.np~no)f{eH~e NQ 2.1. "Cne~~cp~Ka~~s:~ no 06oco6eHa no3~~~s:~ NQ 28" 
2. 0Top~324~0HHO n~cMo OT npo~3BOA~Ten/np~Te)f{aTen Ha pa3peweH~e 3a ynoTpe6a ~n~ OT TeXH~ 

npeACTaB~Ten~, 32eAHO C AOKyMeHT, AOKa3Ball.l Bpb3K2Ta Me)f{Ay ~3A2Tens:~ Ha AOKyMeHTa ~ npo~3BOA~Tens:~/ 
np~Te)f{aTens:~ Ha pa3peweH~eTo 3a ynoTpe6a; 

3.Pa3peweH~e 3a ynoTpe6a s cTpaHaTa, ~3AaAeHo no peAa Ha Ha 3nnXM ~n~ PernaMeHT /EO/ NQ 726/2004 
r. Ha EsponeVIcK~s:~ napnaMeHT ~ CbseTa /4n. 23, an.1 Ha 3nnXM/ ~ OAo6peHa KpaTKa xapaKTep~cT~Ka Ha npoAyKTa 
- 3asepeH~ Kon~s:~ 

18.12.2017 r. // 

IT 
-~--. 

'' 

no.an111c M nEliAT 
A-P TaTs:~Ha n acna ~ 
Per~oHaneH MeH~A)f{bp npo 
neKapCTBeH~ npOAYKT~ ~ nbnHOMO H~K, 

CbrnacHo nbnHOMOLl.IHO NQ 6546 o 16.12.2017r. 
Ha ni06Ka CoT~posa- HoTap~yc, er. NQ 400 Ha 
HoTap~anHaTa KaMapa 
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DpMJIO)!(eHMe NQ 2.1. 
K'bM "TeXHI14eCKO npe.UJIO)!(eHMe" 

Cneu.mf>HK3U.HH no o6oco6eu3 no3HU.HH .N'!! 28 

OT npou.eLiyp3 33 B'h3JI3r3ne H3 o6m:eCTBeH3 nopbqK3 c npeLIMeT: ".LI.ocT3BK3 H3 neK3pCTBeuu npo.LJ.yKTu 33 nyJK.llHTe H3 "Cneu.n3JIH3Hp3H3 60JIHHU.3 33 3KTHBHO neqeuue H3 

ouKonoruquu 3360JIHB3HHH- Cocl>nH o6JI3CT" EOO.LI. no 31 o6oco6euu no3HU.HH" 

AHaToMo-
NQ Ha TepaneBTH'!eH MelKli)'Hapou Ho HenaTeHTHO Pe<l>epeHTHa CTOHHOCT Ja 

orr KO)J. /ATC- HaHMeHOBaHIIe fiNN/ 
JleKapcTBeHa <j>opMa I 

DDDI TepanesTWleH ~-ypc 

KOJl/ 

I 2 3 4 5 

Bromhexine 2mg./ml napeHrepaJIHa 

28 ROSCB02 -2ml <j>opMa 1.39800 

,[LaTa: 19.12.20 17r. 

' 
~ 
"~\.,/ '~ ,, 

~ 

KoJIH'IeCTBo }J.O 
TbproscKo 

H31fl\leHOB3Hife 

6 7 

30 6POMXEKCI1H 

IlpeJlJiarana paJ!JlacosKa, 
KoJin<JecTso n/nJin 6pou s 

onaKOBKaTa 

11 npMJiarana 

JieKapcTBena !Jlopl\la 

8 

aMn. 4Mr/2MII X 10 

flOllflMC 11 flElJ:AT 

A-P Tars:~Ha nacnap 

nbnHOMOll.IHI!IK, 

fip01i3B0JliiTeJI! 0Topll3aUHH: )l,A I 
Ilp11Te)K3TeJI py HE 

9 10 

Co<j>apMa AfJ. A a 

CbrllacHo nbiiHOMOW,HO NQ 6546 or 16.12.2017r. 
Ha ni06Ka Composa - Horap~~tyc, per. NQ 400 Ha Horapl!tanHara KaMapa 


