
lntertek 

IlPOTOKOA 

,[(Hee, 04.07.2017r. B rp. Byprac, B aarrsaaenae Penremre NQ VI - 
P - 257/25.05.2016r. Ha M3n'hAHHTeAHHH zrapexrop Ha "MBAA - Byprac" A/J.., 
B'bB BPf3Ka c npoaeacaaaero Ha OTKpHTa npouezrypa sa H36op Ha 

H3n'hAH1yeA no ztoroaop, c npezeaer: ,,.l{oCTaexa Ba Aes:apCTBeBB 

npo.zty�B aa BYJKJlBTe Ba "M:SAA - :Syprac" AJJ., rp. :Syprac no 
o6oco6�BB D03BD.BB, DOCO'lleBB B KOBs:ypcBaTa .llOs:yMeBTaD.BS"' 

KOMHCHSf onpezrexeaa C'bC 3anoBe.z::i; NQ VI - P - 392/09.09.2016 rozr. Ha 
II'bAHoMIIU,HHKa Ha "MBAA - Byprac" A/J.., B C'bCTaB: 

II , e.z::i;ce.z::i;aTeA: .u; - p CBeTA03ap Fecpraea - 3aM . .z::i;HpeKTop Ha "MBAA - 
Byprac" IAJJ..; 

�eHOBe: 

1.1 Mar. cp - T MapHH MBaHOBa - Hal.iaAHHK 6oAHWUia arrrexa npa 
"MBAA - Byprac" All.; 

2. IHpeHa IIeTKOBa - rA. 10pHCKOHCYAT Ha "MBAA - Byprac" A/J.., 
Ha OCHOBaHHe "ii\. 57' aA.3 OT IIII30II H3B'bplllH onoBeCT51BaHe Ha ouearorre 

I � 
Ha yqa�HHU.HTe no KpHTepHH "cHrypHOCT Ha )l;OCTaBKaTa, csen KOeTO 
H3B'bplllH onoaecrsmane Ha u.eHOBHTe rrpenxoxceaaa Ha yqaCTHHU,HTe no 
pezta Ha noztaaaae Ha ocpeprrrre. 

Ha 3aCe)l;aHHeTO Ha KOMHCHHTa He npncscraaxa npencraaa'reaa Ha 
I 

��:�}1}?:=:��e::::c::a H H:;:�:::pa:: c::A:::::H: 
npe,ll.Ao.,eHHHTa no pezta Ha T.HXHOTO noztaaaae H onoaecrn rrpeztsaramrre OT 
yqaCTHHU,HTe U,eHH Ha AeKapCTBeHHTe npozryicra no n03HU.HH. 

c+eA IlOAp06HOTO paaraexcztane Ha o_eHOBHTe npezteoacenaa Ha 
yqaCTHHU.HTe B'bB apsaxa C H3HCKBaHHHTa Ha B'h3AO:>KHTeA.H H npoaepxa Ha 

I 
HOpMaTHBHO onpenexeaa u.eHH K'bM ziarara Ha rroztaaaae Ha ocpeprrrre, 
OTpa3eiiH B KOAOHH 9 H 10 OT C'bOTBeTHOTO u.eHOBO npeziaoxceaae, KaKTO H 

H3l.iHCA9HaTa OT yqaCTHHU.HTe OTCT'bnKa, 3aIIHCaHa B KOAOHa 14 OT u.eHOBHTe 
HM rrpenaoaceaaa, KOMHCHHTa KOHCTaTHpa CAe)l;HOTO: 



1. 0THOCHO npenaaramrre u.eHOBH napasrerpn OT ,,Me,AeKc" 00,Zt, 
IlO,Ap06HO OilHCa.HH Be.l(HO C'bC 3a6eAe:>KKHTe Ha KOMHClliITa B 
IlpBAOlKeBBe N!! 1 K'bM HaCTOHI..l.Uffi npOTOKOA: 

Illj>e,lI.AO:>KeHHTe uenn OT ,,Me.z:r.eKc" 00,ll. sa HOMeHKAarypHH e.l(HHHU.H 
(HE) NQ!lQ 1,3 H 4 OT ofiocofiena rrosmraa (OII) N2 6, KaKTO H sa HE NQ 2 OT 
orr NQ 1p Ha,ABHII.IaBT pecpepem-aare, KOeTO nporaaape-ra Ha H3HCKBa.HlliITa 
Ha B'b3AO:m:HTeAH. KoMHClliITa OTCTpaH.HBa OT ouenxa H xoacarraa 
npe,lI.Ao�eHlliITa Ha ,,Me,AeKc" 00,ll. sa ofiocofiena no3HU.HH NQ 6 H NQ 12. 
U.eHOBOlO npezisoaceaae Ha ,,Me,z:r.eKc" 00,ll. aa o6oco6eHH Il03HU.HH NQ 6 H NQ 
12 ca 01j1HCa.HH noztpofiao B IlpBAOlKeBBe N!! 7 K'bM HaCTOHI..l.Uffi npOTOKOA - 
,,Il03Bl(.rB, aa KOBTO ,,Me.AeKc" 00,Zt ce OTCTpaBBBa OT yqaCTBe". 

Ileco-rexara pecpepesrraa neaa aa HE NQ 2 o'r OII NQ 91 e rpeuma. K'bM 
I 

02.06.2� 16 r. pediepenrnara uena aa 1 cpA. e 7, 17 AB. Ilpeztaoacenara neaa 
Ha.l(BHw;aaa pecpepea'raara. B ny6AHKau.HHTe Ha IIAC OT 02.07.2016 r. 

rrpOJJYK'f>T orrrazra HaTI'bAHO OT IlpHAO:>KeHHe NQ 2 Ha Il03HTHBHllil 

AeKapcrpeH CilHC'bK (IIAC) H HHMa pecpepearna neaa, Ilpe)J.BH)J. cpaxra, qe 
orpeprn+e ca noztaaana npea aarycr 2016 r. H c oraezr nOCTaBHHe Ha 
yqaCTHHU.HTe npa paBHH ycxonaa, KoMHClliITa npaexsa npeztaoxcexaero Ha 
,,Me,z:r.eK�" oozr aa orr NQ 91 sa oueaxa H xxacarraa. 

Ilpe.LI.Ao:>KeHlliIT npozryxr aa HE NQ 3 or OII NQ 93 - Avelox Film coated 
tablet 4ioo mg X 7 e orrrazmax OT IlpHAO:>KeHHe NQ 2 Ha IJAC, HO HMa 

::::�::. �n�:!i;:::� K�:Hao2�g8�01:·r.,rr�:�:tHe::aHB:::TH: 

npOJI.YKTH ca ornazraaaa OT IlpHAO:>KeHHe NQ 2 Ha IIAC H HHMaT pecpepenrna 
I 

neaa, KOeTO ce ycTa.HOBH npa npoaepxara Ha ocpeprrrre Ha "<l>bOHHKC 
<t>apMa" I EOO,ll. H "Corpapsra Tpeazraar" All.. KoMHCHHTa npaesra 
npenaoxcenaero Ha ,,Me,AeKc" 00,ll. aa OII N2 93 3a oneaxa H xoacarraa, 
IlOCTaB.JHKH rrpensoxceaasrra Ha BCH'<iKH yqaCTHHU.H npa paBHH ycsoaaa. 

3a HHKOH AeKapCTBeHH npOJI.YKTH, xacr' OT npe)J.AO:>KeHHeTO Ha 
I 

,,Me,z:r.eK<J;" 00,ll., yqaCTHHK'bT e noco-ras rpennra HOpMaTHBHO onpenexerra 
neaa, a HMeHHO: 

• Ilpenaoxceansn- npOJJYKT aa HE N2 5 OT orr N2 90 - Lifurox 750 
mg powder for solution for injection/infusion x 1 K'bM 
02.06.2016 r. HMa pecpepeirrna nena 3a 1 cpA. e 2,48 AB, a 
yqaCTHHK'bT e nocoxax 1,34 AB.; 

• Ilpe)J.AO:>KeHlliIT npOJJYKT aa HE NQ 1 OT orr NQ 91 - Bacteripime 
Powder for solution for injection/infusion 1 g x 1 K'bM 
02.06.2016 r. HMa pecpepearxa nena aa 1 cpA. e 6,82 AB, a 
yqaCTHHK'bT e rrocoxax 5,88 AB.; 

BbHqKH noco-rean B KOAOHa 14 MaKCHMaAHH OTCT'bilKH B % OT neaara 
no '<ii\. 26 la OT 31\IIXM c ,lJ,LlC OT ,,Me,z:r.eKc" 00,ll. ca rpeII.IHO H3qHcAeHH 
cnpxsro pedieperrraara (sanacaaa B KOAOHa 9)' a He OT rrpenexaara HAM 
MaKCHMaAHaTa npoziaacaa nena sa T'bproBeu. Ha zrpefiao (rrenara, sanacaaa B 
KOAOHal 10). MaKCHMaAHHTe OTCT'bilKH B %, rroco-rena B KOAOHa 14 cxezrsa zta 
ce npe1r3qHcAHT npa cnasaaae Ha pasnopenfiare Ha '<ii\. 6.2.2 OT 06JJJ;HTe 
YCAOBllil sa npoaescziaae Ha npouezrypara. Kopexumrre Ha HOpMaTHBHO 
onpezie eHH nean H OTCT'bilKH B npe)J.AO:>KeHHeTO Ha ,,Me,AeKc" 00.LI. ca 
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- 

npencraseaa B IlpBAOlKeBBe N2 12, nepaanexaa xacr OT HaCT0511.l.l;rul 
npOTOKo}. B CAytla.H, qe yqaCTHHK'bT ,,Me,u.eKc" 00,ll. 6-b.u.e onpenexea sa 
H3Il'bAHHTeA no Te3H Il03Hll,HH, B ,U.OI'OBOpa cxezrea zta ce BITHlllaT 
npe113q11bAeHHTe OTCT'bIIKH H BepHH HOpMaTHBHO onpezrexena neaa. 

2. 0THOCHO rrpenaaramrre u.eHOBH napasrerpa OT "clt1aoBBKC 

cltap111a" EOOll, nozipofiao OIIHCaHH Be,lJ.HO C'bC 3a6eAe:>KKHTe Ha 
KOMHCH51Ta B IlpBAOlKeBBe N2 2 K'bM HaCT051I.J..UiH npOTOKOA: 

KqMHCH51Ta OTCTpaH51Ba OT oueaxa H KAaCaI.I,H51 npe)I.I\O)KeHH51Ta Ha 
"<PboHHKc <PapMa" EOO,ll. 3a ofiocofiemrre II03HU.HH, B KOHTO HMa 
npe)I.I\O:>KeHH u.eHOBH napasrerpa, aazrsauraaanra perpepea'rnara neaa Ha 
npeMo>keHH51 npO.lJYKT MAH Ha eKBHBaAeHTeH OT npHAO:>KeHHe NQ 2 Ha IIAC, 
B CAytla.H xe npe,ll.AOJKeHH51T He cp11ryp11pa B Hero, B C'bOTBeTCTBHe C 
H3HCKBkH51Ta Ha B'b3AO)KHTeA51. Te3H Il03HU.HH ca OIIHCaHH nonpofiao, Be,U.HO 

I 

C'bC 3a6eAe:>KKHTe Ha KOMHCH51Ta B IlpBAOlKeBBe N2 8 K'bM HaCT051I.J..UiH 
npOTOK1A nil03BD.BB, 3& KOBTO "clt1aoBBKC cltap111a" EOOll ce 

OTCTp&BBBa OT y,l&CTBe". 

Br.u.HO OT u.eHOBOTO npenzoxceaae Ha "<PbOHHKC <PapMa" EOO,ll. aa HE 
NQ 2 OT on NQ 91 npeztocaceaara nena aazraauraaa pecpepearaara. B 
ny6AHKaU.HHTe Ha IIAC OT 02.07.2016 r. npO.zlYKT'bT OTIIa,u.a Hail'bAHO OT 

I 
npHAO:>KeHHe NQ 2 Ha no3HTHBHH51 AeKapCTBeH CIIHC'bK (IIAC) H HSIMa 
pecpepenrna neaa. Ilpezrsazr <paKTa, qe orpeprrrre ca noziaaana npea aarycr 

I 
2016 r. H c oraezr IlOCTa.B51He Ha ysacrsramrre npn pa.BHH YCAOBH51, 
KoM11c1pna npaessa npenxoacenaerc Ha "<PbOHHKc <PapMa" EOO,ll. sa on Ng 
91 aa oueaxa H KAacau.H51. 

YqaCTHHK'bT He e nocoxax B KOAOHa 9 pecpepeirma neaa Ha 
npeMo!>KeHH51 npozryxr sa HE NQ 3 OT on N2 93 - Avelox Film coated tablet 
400 mg x 7. Ilpezraazi <paKTa, qe ocpeprsrre ca noztaaaaa npes asryer 2016 
r., KOMrCH51Ta paarxena ny6AHKaU.H51Ta OT 02.08.2016 r. Ha IJAC H yCTaHOBH, 
qe BCHqKH eKBHBaAeHTHH npozryxra ca ornaziaaaa OT npHAO:>KeHHe NQ 2 H 
HSIMaT pecpepearaa neaa. KOMHCH51Ta npaessa npensoaceaaero Ha "<PbOHHKC 
<PapMa I EOO,ll. sa on N2 93 3a ouemca H KAaCaI.I,H51, IlOCTaB51HKH 
npe)I.I\O:>KeHH51Ta Ha BCHqKH yqaCTHHU.H rrpa pa.BHH YCAOBH51. 

BH.u.HO OT u.eHOBOTo npensoaceaae Ha "<PbOHHKC <PapMa" EOO,ll. sa HE 
N2 2 or on N2 23 npensosceaara neaa aazraanraaa pecpepea-raara. 
Iloco-renara OT yqaCTHHKa pedieperrraa ueaa e TeXHH"!ecKa rpeunca B npHA.2 
Ha IIAC OT 02.06.2016 r. H e OTCTpaHeHa B aKTyaAH3aI.I,H51Ta OT 02.07.2016 
r. Pecpepen-mara neaa e 1,53 AB. c Jl.[(C H npa TOBa IlOA02KeHHe 
npenaoaceaara neaa He 51 naztaauraaa, nopazta KOeTO npenooxcennero Ha 
"<PboHHKc <PapMa" EOO,ll. aa on N2 23 ce .u.onycKa .u.o oneaxa 11 xsacapaae. 

3a HSIKOH AeKapCTBeHH npozryxra, xacr OT npe)I.I\O}KeHH51Ta Ha 
"<PbOHHKC <PapMa" EOO,ll., yqaCTHHK'bT e nocoxao rpeuraa HOpMaTHBHO 

I 
onpenexena nena 11 MaKCHMaAHH OTCT'bIIKli B % OT neaara no "t{A. 261 a OT 
31\IIXM c Jl.[(C, a HMeHHo: 

I • Ilocoxemrre npenexaa H pecpepea-raa nena Ha npeMO)KeHHTe 
npO.lJYKTH 3a HE Ng 3 OT on N2 8 H sa HE No 3 OT on No 81 ca 
npOH3BO,U.HH H 3aKp'brAeHH narope, a CAe,U.Ba TpeTH51 3HaK CAe,U. 
zrecera=mara 3aIIeTa51 na 6-b.u.e OTpH3aH, KaKTO e OilHCaHO B 

3 



pasztex 6.2.2 OT 06ll.(HTe yc11.0B:ru1 sa npoaexcztaae Ha 
nponezrypara (paaacnenaara OTHOCHO Haq11Ha Ha ocpopssane Ha 
u.eHOBOTO npensosceaae]. Ilpa IIOAnHCBa.He Ha AOI'OBOp me C>'bAaT 
nonpaseaa H OTCT'bnKaTa nie ce npe113q11c11.H 

• Ilocoxenara npenexaa neaa Ha npeziaoaceaaa npozryxr 3a HE N2 
5 or on N2 81 - Smofkabiven central sol. 1970 ml 96,02 AB. e 
rpennra, B5IpHaTa e 83,76 H npa nOt(IIHCBa.He Ha AOI'OBOp 
OTCT'bnKaTa C/1.et(Ba Aa ce npeH3qHcAH cnp5IMO B5IpHaTa 
npezrexaa neaa.; 

• Ilocoseaara MaKCHMaAHa uena sa npenooxceana npO.ZJYKT 3a HE 
N2 4 OT on NQ 11 7 - Detralex tabl. 500 mg x 60 19 ,80 11.B. e aa 
onaxoaxa x 30 Ta611.., a npet(II.O:>KeHHeTO e sa onaxoaxa no 60 
Ta611... II pa TaKa onHCaHOTO rrpeztooxceaae ce noxyxaaa 
OTPHU.aTell.HO xacxo aa MaKCHMaAHa OTCT'bnKa B % OT neaara no 
'<Ill.. 261a OT 3AI1XM c LUlC, npezmocraaxa sa OTCTpaH51Ba.He Ha 
npet(II.O:>KeHHeTO. 3a onaxonxa x 60 Ta611.. MaKCHMaAHaTa 
npoztaaora nena sa TbproBeu. Ha zrpefiao e 35,64 AB. c LUlC. 
Kosracaara rrpaesea, qe craaa B'bnpoc aa TeXHHqecKa rpernxa H 
AOIIYCKa npet(II.O:>KeHHeTO Ha "<l>bOHHKC ct>apMa" EOO.ll 3a on NQ 
117 AO oneaxa H KAacarurn. Ilpa nOAnHCBa.He Ha AOI'OBOp CAeABa 
zra ce npeH3'l!HCAH OTCT'bnKaTa.; 

• Ilocoxenara npenexaa neaa Ha npezisoaceaas 11.eKapcrBeH 
npoztyicr 3a HE NQ 4 OT on NQ 131 - Milgamma N caps.x 50 
34,78 11.B. e rpeuraa. B5IpHaTa e 18,36 H npa nozmacaaae Ha 
AOI'OBOp OTCT'bIIKaTa CAeABa Aa ce npeH3qHCII.H. 

• Ilocoxeaara npenexna ueaa Ha npenaoacenaa 11.eKapCTBeH 
npozryxr sa HE N2 4 OT on NQ 133 - Doxycyclin tabl. 100 mg x 20 
1,58 11.B. e rpeuraa. Ilpa TaKa onHCaHOTO npeneoacenae ce 
noxyxaaa OTpHU.aTeAHO q11c11.o sa MaKCHMaAHa OTCT'bnKa B % OT 
neaara no '<Ill.. 261a or 3AI1XM c .ll.llC, npezmocraaxa aa 
OTCTpaH51BaHe Ha npet(II.O:>KeHHeTO. B5IpHaTa e 4,99 AB .. 
Kosracasrra npaessa, qe CTaBa B'bnpoc aa TeXHH'lleCKa rpeurxa H 
ziorrycxa rrpeztocaceaaero Ha "ct>boHHKc ct>apMa" EOO.ll aa on N2 
133 AO ouemca 11 xsacauas 11 npa nO,l:(IIHCBaHe Ha AOI'OBOp 
OTCT'bnKaTa c11.eABa na ce npe113q11c11.H. 

Kopexmnrre Ha HOpMaTHBHO onpenexena u.eHH H OTCT'bnKH B 
npet(ll.d:>KeHHeTO Ha "<l>bOHHKC ct>apMa" EOO.ll ca npeACTaBeHH B 
IlpBAoJKeaae N2 13, aepasnexaa qacr OT HaCT05II.I.I;IDI npoTOKOA. B c11.yqaJi, 
xe yqaCTHHK"bT "ct>bOHHKC ct>apMa" EOO.ll C>'bAe onpenesea 3a H3n'hAHHTeA no 
Te3H II03HU.HH, B AOI'OBOpa cxenaa zra ce anaurar npeH3qHCAeHHTe OTCT'bnKH 
H BepHH HOpMaTHBHO onpenexean nean. 

3. 0THOCHO npensaraaare u.eHOBH napasserpa OT "«l»apKOA" AJJ., 
nozipofiao OIIHCaHH BeAHO C'bC 3a6e11.e:>KKHTe Ha KOMHCllilTa B 
IlpBAOJKeaae N2 3 K"bM HaCT05II.I.I;IDI npOTOKOA: 

koMHCllilTa OTCTpaH51Ba OT onenxa H K11.acau.:ru1 npenaoxcennsrra Ha 
"ct>apKOll.

11 AJJ. 3a ofiocofieasrre n03HIJ.HH, B KOHTO HMa npet(II.O:>KeHH u.eHOBH 
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napasr pa, Ha,u.BHI.IJa..Ba.w;H pediepearnara neaa Ha npeziooxceaaa 11pO..lJYKT 
HAH Ha eKBHBa.AeHTeH OT npHAOJKeHHe NQ 2 Ha IlJ\C, B CAJ"lla.H -re 
11pe)J.AO}KeHlliIT He cpHrypHpa B Hero, B C'bOTBeTCTBHe C H3HCKBaHlliITa Ha 
B'b3AO�TeAfl. Te3H 1103HI..I,HH ca 011HCaHH 110.u.po6Ho, aezrao C'bC 3a6eAeJKKHTe 
Ha KOM�flliITa B IlpB.4.0lH:eBBe N2 9 K'bM HaCTOSIIll;HSI 11pOTOKOA - ,,Il03BU:BB, 
38 KOBTO "4»8pK0.4.11 AJJ. ce OTCTpaBRBa OT ycl&CTBe". 

B i11pe)J.AaraHHTe u.eHOBH napasserpa yqaCTHHK'bT "<PapKOA" All. He e 

.u.011ycH� rpeUIKH 110 Bl1HCaHHTe HOpMaTHBHO 011pe.u.eAeHH uena H 11pH 
H3qHCAflBaHeTo Ha MaKCHMaAHHTe OTCT'bl1KH B % OT uenara 110 "<IA. 261a OT 
31\.IlXM Jc LI.L{C, 11pH KOeTo He ce aaxarar KopeKI..I.HH npa eBeHTYaAHOTo 
cKAJOqB e Ha ztoroaop. 

4. 0THOCHO npeztaaranrrre u.eHOBH napazaerpa OT "Cocl»apMa 
Tpeii.ZI.BBr" AJJ., nozrpofiao OilHCaHH aezrao C'bC 3a6eAeJKKHTe Ha 
KOMHClliITa B IlpB.4.0lH:eBBe N!! 4 K'bM HaCTOSII.I.J,lUI 11pOTOKOA: 

KoMHClliITa OTCTpaHSIBa OT OI..I,eHKa H xxacarraa 11pe)J.AO}KeHlliITa Ha 
"Cocpap*a TpeH,lJ.HHr" All. aa ofiocofiemrre 1103HI..I.HH, B KOHTO HMa 
11pe)J.AOX<:eHH I..I,eHOBH napasrerpn, nazraamaaanra perpepesrrnara I..I,eHa Ha 
npe)J.AoieHllil 11p0.ZJ.YKT HAH Ha eKBHBa.AeHTeH OT IlpHAO)KeHHe N2 2 Ha IlJ\C, 
B CAyqaH qe 11pe)J.AO)KeHlliIT He cpHrypHpa B Hero, B C'bOTBeTCTBHe c 
H3HCKBcifflliITa Ha B'b3AOJKHTeAfl. Te3H Il03HI..I,HH ca OilHCaHH nozrpofiao, aenao 
C'bC 3a6fAeJKKHTe Ha KOMHClliITa B IIpBAOlH:eBBe N2 10 K'bM HaCTOSII.I.J,lUI 
npoTOKOA - ,,Il03BU:BB, 38 KOBTO "Cocl»apMa TpebBBr" AJJ. ce 

OTCTpaBRBa OT yciaCTBe". 

YlaCTHHK'bT He e nocoxax B KOAOHa 9 pecpepearaa neaa Ha 

11pe)J.AofeHllil npozryxr sa HE NQ 3 or on NQ 93 - Avelox Film coated tablet 
400 mglx 5. npe.ZJ.BH.ZJ. <paKTa, qe orpeprnre ca 110.ZJ.a..BaHH 11pe3 a..Bf'YCT 2016 
r., KOM1fHSITa pasraena rryfixaxarrasrra OT 02.08.2016 r. Ha Ill\.C H yCTaHOBH, 

::��:e�:::::�:::� ;:��:a C:p�::::�i:e��:�::H�io::;M: 

TpeH,lJ.HHr" All. aa on NQ 93 aa ouenxa H xxacanaa, 110CTa..BSIHKH 
npe)J.A02f<eHlliITa Ha BCH"<:IKH yqaCTHHI.J.H npa pa..BHH ycxoana. 

BcHqKH, noco=rena B KOAOHH NQN2 9, 10 H 11 OT "Corpapsra TpeH.ZJ.HHr" 
AJl. npoaasozraa, H3qHCAeHH OT Hero nena aa MSipKa paaon=raa OT Bl1HCaHaTa 

I 
B npHA9)KeHHSITa Ha IlJ\C sa OKQHqaTeAHa OilaKOBKa, ca OCTa..BeHM .u.o TpeTllil 
3HaK Ha .u.eceTMqHaTa 3al1eTaSI. B paszrex 6.2.2 OT 06I.I.I,HTe ycxoaaa sa 
11p0Be+atte Ha rrpouenypara, K'b.ZJ.eTO 110.u.po6Ho e orracano KaK zta ce 
11pe,ll.CTa..BSIT 11pe)J.AaraHMTe I..I,eHOBH napasrerpa, SICHO M He.U.BYCMHCAeHO e 
3anMcrulio, qe cxezraa zra He ce aaxpsrxa H3qHcAeHaTa OT yqaCTHMKa nena, a 
zra ce IBnMUiaT I..I.HcppHTe .u.o aropaa 3HaK coezi ztecerrosnara aaneraa, 
OTpSI3Ba.HKH BCHqKH 3HaI..I,M CAe,lJ. Hero. B'bB BCH"<:IKH Te3M CAJ"llaM 
MaKCMMaAHaTa OTCT'bnKa B % OT I..I,eHaTa 110 "<IA. 261a OT 31\.IlXM c )lllC 
CAe,lJ.Ba l.u.a ce npeM3qMCAH M I..I,eHMTe .u.a ce anmna-r .u.o aropaa 3HaK CAe,lJ. 
ziecera-raara saneraa, 6e3 .u.a ce 3aKp'brAflT. 

IKopeKI..I,MMTe no npoH3BO.ZJ.HMTe nenn, H3qMcAeHH OT yqaCTHMKa, 
KaKTO J Ha HOpMaTHBHO onpenexean I..I,eHM M OTCT'bilKH B 11pe)J.AO)KeHHeTO Ha 
"Cocpa�Ma Tpejtzraar" All. ca rrpencraaenn B IlpBAolKe&Be N2 14, 
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Hepa3.LI.ef-Ha =racr OT aacroauraa npOTOKO.t\. B C.t\yqa.H, qe yqaCTHHK'bT 
"Cocpapsra TpeH.LI.HHr" A/l fu.LI.e onpeziexea 3a H3n'b.t\HHTeA no Te3H no3HI..J,HH, B 
.LI.Or0BOp C.t\e.LI.Ba zta ce anarnar npeH3'4:HC.t\eHHTe OTCT'bnKH H BepHH 
HOpMaT BHO onpenexeaa neaa. 

5. 0THOCHO rrpensaraaare u_eHOBH napasrerpa Ha "Ilpo 
«l»apM&D.BK" EOO.l{, nonpofiao OilHCaHH Be.U.HO C'bC 3a6eAe:>KKHTe 
Ha KOMHCH51Ta B IlpB.4.0lH:eBBe N!! 5 K'bM HaCTOHII(HH npOTOKO.t\: 

K9MHCH51Ta OTCTpa.H.HBa OT OI.J,eHKa :0 xxacanna npeMO:>KeHHSITa Ha 
"Ilpo <I>apM�H51" EOO,ZJ. 3a ofiocofiemrre Il03HI.J,HH, B KOHTO HMa npenxoaceaa 
I.J,eHOBH 1napaMeTpH, aazraauraaaunr perpepearnara nena Ha npeMO:>KeHHH 
npo,ayK� H.t\H Ha eKBHBa.t\eHTeH OT IlpH.t\O:>KeHHe NQ 2 Ha IIAC, B C.t\yr-Ia.H xe 

npeMmifeHHHT He cparypapa B Hero, B C'bOTBeTCTBHe C H3HCKBaHH51Ta Ha 
B'b3.t\04TeASI. Te3H n03HI.J,HH ca onHCaHH noztpofinc, Be.LI.HO C'bC 3a6eAe:>KKHTe 
Ha KO�C:ruiTa B IlpB.4.0lH:eBBe N2 11 K'bM HaCTOSU.IJ;IDI npOTOKO.t\ - 
"Ilo3BD.r.B, 3& KOBTO "Ilpo «l»apMaD.Bs" EOOA ce OTCTp&BHBa OT 

yqaCT;,:�'4:eHaTa npezteaaa uena Ha AeKapcrBeHH51 npozryxr, npezisoacea aa 
HE NQ 

31oT 
OII N2 87 (Ciprofloxacin Ecopharm tabl. 500 mg x 10) 5,04 .t\B. e 

rpeuraa, B.HpHaTa e 6,05 .t\B c ,lJJI.C H OTCT'bnKaTa cxenaa zra ce npeH3'4:HC.t\H. 
II, O.zlYKTI>T, npensoacea sa HE NQ 4 OT csmara on NQ 87 - Ciprinol 

tabl. 75© mg x 20 Hee OT IlpHA. 2 Ha IIAC H noco-renara perpepesrraa uena e 
Ha eKBJBaAeHTeH, HO 3a 10 6p. Ta6A., aa 20 6p. cxezraa zia e 11,74 .t\B .. 

I 
IIocoqelfaTa npezteaaa nena 6,05 .t\B. e rpeuma. BHpHaTa e 7 ,58 AB. H 

OTCT'bn�aTa CAe.LI.Ba .z:r.a ce npeH3'4:HC.t\H. 
K0peKI.J,HHTe Ha HOpMaTHBHO onpenexeaa nean H OTCT'bITKH B 

npeMo:>keHHeTo Ha "Tlpo <I>apMaI..J,H.H" EOO,ZJ. ca npencraaena B 
IlpBAo:akeBBe N2 15, aepaanexaa xacr OT HaCTOHI1.l;HH npOTOKO.t\. B C.t\Y'4:a.H, 
-re yqad.rHHK'bT "Tlpo <l>apMau_H51" EOO,ZJ. fu.LI.e onpeztexea aa H3n'b.t\HHTeA no 

I 
Te3H Il03HI.J,HH, B zroroaopa C.t\e.LI.Ba zra ce arramar npeH3"9:HC.t\eHHTe OTCT'bilKH 
H aepa HOpMaTHBHO onpenexena neaa. 

6. 0THOCHO npeztaaramrre u_eHOBH napasrerpn OT "T"llproscxa 
A.Bra HAil" A/1.., rrozipofiao OnHCaHH B IlpB.4.0lH:eBBe N2 6 K'bM 
HaCTOHI1.l;HH npOTOKO.t\ KOMHCH51Ta H.HMa HHKaKBH 3a6eAeJKKH. 
Cnaaeua ca H3HCKBaHH51Ta Ha B'b3.t\O:>KHTeASI. He ce naxara-r 
KOpeKI.J,HH Ha HOpMaTHBHO onpezrexeaa nena H OTCT'bilKH. 

H CAe.LI.Bal1.l;HH erarr OT CBOHTa pafiora, B C'bOTBeTCTBHe c XHilOTe3aTa 
I 

Ha '4:.t\. 712' aa. l OT 30II KOMHCHHTa aanpasn nponepxa OTHOCHO Ha.t\H"iHe Ha 
20% H rroaexe OT 20% paaxaxa B nemrre no npe.LI.CTaBeHHTe npenxoxcexaa 
:�e;ot:::i::a :�:p:�:;�6:�eo6�::::e:�3=�:e 

l 
4H2� rz: H: 

KOeTO o6CTOHTe.t\CTBO 6eme npaero penrenae B cpox OT 5 .LI.HH OT IlO.t\Y'4:aBaHe 
Ha HCi:aHe yqaCTHHK'bT .LI.a npeztcraaa IlHCMeHa o6ocHOBKa OTHOCHO 
o6CTOH't.e.t\CTBaTa, CB'bp3aHH c cpopMHpaHe Ha nenara Ha npeztaaramrre 

6 



AeKapqBeHH IlPO.lJYKTH no ofiocofiena Il03H� NQ 14 2 OT TeXHH"qecKaTa 
cneI..J.H<pHKaI..J.H.s:I. 

tjpHAOJKeHllil 

K'bM aacroauras npOTOKOA: 
IlpB.4.0lKeBBe N!! 1 - ,,IIpe,ZI,haraHH I..J.eHOBH napasrerpa OT "Me.zr.exc" 00.z:t; 
IlpB.4.o"eBBe N!! 2 - ,,IIpe,ZI,haI'aHH I..J.eHOBH napasserpa OT "clai.OBBKC 
claapMar EOOA; 
IlpB.4.o�eBBe N!! 3 - ,,IIpe,ZI,haraHH I..J.eHOBH rrapasserpa OT "4»8.pK0.4.11 A.ll; 
IlpB.4.0lKeBBe N!! 4 - ,,IIpe,ZI,haraHH I..J.eHOBH napaxrerpa OT "Co4>apMa 
Tpe:i.zr.+sr" A.ll; 
IlpB.4.0reBBe N!! 5 - ,,Ilpe,ZI,haraHH I..J.eHOBH napasierpa OT "Ilpo 4»8.pM&I{BB" 
EOOA; 
IlpBAolKeaae N!! 6 - ,,IIpe,ZI,haraHH I..J.eHOBH napasrerpa OT "T'ltproecxa Aara 
HAn" .l\ll; 
IlpB.4.0*:eaae N!! 7 - ,,II03HI..J.HH, sa KOHTO "Me.zr.exc" 00,l{ ce OTCTpaH.s:IBa OT 

I y-racrae"; 
I 

�:::;:r:B�s:T �a��e:�03HI..J.HH, aa KOHTO "cla1tOBBKC claapMa" E00,l{ ce 

IlpBAo:resae N!! 9 - ,,II03HI..J.HH, sa KOHTO "claapK0.4.11 A.ll ce OTCTpaH.s:IBa OT 
vxacrne": 
J � I ' 
IlpBAolKeaae N!! 10 - ,,IT03HI..J.HH, sa KOHTO "Co4>apMa Tpe:i.zr.aar" A.ll ce 
OTCTpa�UIBa OT yxacrne"; 
IlpBAOlKeaee N!! 11 - ,,II03HI..J.HH, aa KOHTO "Ilpo 4»8.pMal{BB" EOOA ce 
OTCTp+Ba OT yxacrne"; 
IlpB.4.0lKeBBe N!! 12 - ,,KopeKI..J.HH Ha HOpMaTHBHO onpenexeaa I..J.eHH H 
OTCT'bnk:H B npe,ZI,hOJKeHHeTo Ha "Me.zr.exc" oozt, 

I 
IlpB.4.oJKeaee N!! 13 - ,,KopeKI..J.HH Ha HOpMaTHBHO onpeztexeaa I..J.eHH H 

I 
OTCTbilfli B npeztooxcenaero Ha "clai.oaaxc 4»8.pMa" EOOA; 
IlpB.4.0JKeBBe N!! 14 - ,,KopeKI..J.HH Ha HOpMaTHBHO onpenexena I..J.eHH H 
OTCT'bnk:H B npenooacenaero Ha "Co4>apMa Tpe:i.zr.aar" A,ll; 
IlpB.4.0�eeae N!! 15 - ,,KopeKU.HH Ha HOpMaTHBHO onpenexeaa I.J,eHH H 

I 
OTCT'bilKH B npe,ZI,ho:>KeHHeTo Ha "Ilpo claapMal{es" EOOA; 

.>: 
I »:» Ilpeztcenarea: � . 

(..z:r. - p CB. Teopraea] 

2 ........• 
(Hp. 
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