
,, c rrE rIr4AJrr43 I4PAHA B O JTHI4TIA 3 A AKTT4B rr O JrErrE Hr4E
HA TIHE B M O. O TIT3 I4ATP VIIIH.VI 3 AE O JIfl B AHI4.fl _ EYPIA C'' E O ON

rp. Byprac
yfl.,.IeH. fypro" Ib64
IIK 65

Ynpaurrer: re.n. 056 /820126
Ha.raaHrn ACB: re.n.: 056 /896251
Qaxc: 056 / 896253
e-rnail: pulm_hosp_bs_aso@abv.bg
www. pulmhospitalbs.com

PEIIIEHI4E

3a orrpeAeJrqHe Ha r{3rrbJrHrrTeJr

Ha o6uleoTBeHa [opBrrKa

c rIpeAMeT Ha [opbrrKaTa: ,,AocTaBKa Ha JreKapcTBeHr{ rrpoAyKTri 3a HyxAr.rTe Ha

,,CBAIIIIO3 - Byprac" EOOA

Brsroxflrefl: ,,Cneqraaru3urpana 6oruuqa 3a aKTIzBHo JletreHlre Ha rrHeBMo-

Q rra: z arpuqHlr 3 a6 o Jrr r,alvr s. - Eyp rac " E O O A

Karo esex rpeABr{A rrporoKona or pa6orara Ha Ha3HarreHara cbc 3arroBeA J$ PA-05-
142119.04.2011 r" ua Yupanrarers Ha ,,C[equaru3r4paHa 6onnprrla 3a aKTr{BHo reqeHre Ha
nnenuo-SrkaLrarpuqHu 3a6onrBaHux -Byprac" EOO,{ KoMr4cr.r.f, rro pa3rJrex(AaHe, orIeHKa rr
KnacnpaHe Ha yqacrHrrllLrre B rrpoueAypa 3a B63JraraHe Ha o6uecrBeHa lropbqKa, c [peAMer:
,,,{ocranKa Ha neKapcrBeHrr rrpoAyKTlr 3a HyxArrre na ,,CBAJIII@3 - Byprac" EOOA,
ny6rurvno cbcre3aHl,Ie, c rooJreAnarq uo46op, orKpr4ra c Peruenne NIP[-125/27.03.2017 r.
Ha yilpaBr4rers Ha,,CBAJIIIO3 - Eyprac" EOOA, sd xogro sa27.03"2017 r" e ry6nr,rKyBaHo
o6ssreHlte s Per[ctbpa Ha o6rqecreeur,rre rlopbqKr{ npr4 AreHqurra no odqecrseHpr
IIopbrIKI4, noftro [poroKoJl orpa3rBa pa6orara Ha KoMncr4rra or 3a[orrBaHero ir Ha
19.04.2017 r. Aq.ggfiq.qro npl{KnlotrBaHe ua24.04.2017 r., Ha Korro auraMvr e rpeAaAeH r{
nporoKona or pa6orara Ha KoMI4cvIATa,3aeAHo c rl.flnara IoKyMeHTarIun, u t<oirto [poroKon
I43IISIO Bb3npI'IeMaM I,I CbM yTBbpAl,rna, C OrJreA r.r3BsprlreHoTo oT KoMr,IclrrTa, cbrJracHo
npeAocraBeHlls Mu rlporoKon or pa6orara fi., xracupaHe Ha yqacrHurlr4Te B npoqelypara,
cto6pasuo pe3yJITarI{Te or orleHrBaHero ua o(peprure, rrpr4 np'ranarane uz6pa:rrun npurepzfi
3a oueHKa, KaKTo cneABa:

Ha nlpno M-f,cro ce KJracupa yqacrHr.rxm ,,@APKOJI" AA, c EI4K 102227154, c
o(fepra - nx.J\bP,{-I501I8,04,20I7 r., BxoArzpaHas 75,52 qaca, c npeAnox(eHa rleHa - O6ua
Korl,IqecrBeua croitnocr Ha AocraBKI4Te Ha neKapcrBeHr,rre rrpoAyKTI4, B JreBa, c BKrroqeH

AAC - 264738160.rrn. /4eecra rrecrAecer u qerkrpn xvrrrflrr4 rrerr4pr,rAecer r4 AeBer xvrns.nvr
IIIeCTCTOTT,TH CeAeMAeCeT 14 eAr4H JreBa r{ eAr,IHaAeCer croryrHrra/.



llo ornorueHne Ha,,ObOHI,IKC (Dapnra" EOOA u ,,COOAPMA TPEIZAI4Hf" AA,
ce ycranoBflBa, qe o1peprure r4M r,r rro-TorrHo IIeHoBr{Te I{M npeAne}KeHprs., He orroBaptr Ha

rrpeABapr{TenHo o6sneHure ycnoBr.rr ocnoBaHr4e 3a orcrpaHtBaHe or npolleAypara,
cbrJracHo wt. 707, r.2,6. ,,a" or 3aItona sa o6qecreeHzTe [opbilKu BOn/.

B paMKIaTe Ha r43BT,pIrrBaHe or KoMr,rclrrra Ha trocneABaxru-s no46op, [pI4
pa3rnexAaHe Ha AoKyMeHTIlTe, cBT,p3aHIr c rr4rrHoro ctcro{Hrre I,I Kplrreplrr4Te 3a no46op na
yqacruuKa ,,OAPKOJI" A[, rofiro e eAuHcrBeHlr.f, yqacrHnK, ql{qro o(fepr:a orroBapt Ha

rlpeABapI4Temro o6gneHr4Te ycnoByrs. vr u3rrcnBanns. Ha Bb3Jlox{LrreIrs, c:borBerHo yqacrHtlKbr,

KnacIIpaH Ha flbpBo M.flcTo, ce KoHcTaTLIpa, c:boTBeTcTBI4e Ha cbIIII4.U I{ c rI3[cKBaHr4sTA 3a

rl4trHo cbcrosHr4e H Kplrreplrvre 3a no46op, rocraBeHl,I or B:b3Jlo)Knrelrfl..

3aroea u r-sit Karo e.4r'rHcrBeHo o$eprara Ha yqacrHlrrca ,,QAPKOJI" AA orfoBap{ Ha

rrpeABaprrrenno o6sseHure ycJroBnfl I{ I,I3r{cKBa:e.r4fl. Lra B63rIoxI,ITers) Ha pI3rIcKBaHI,IflTa 3a

JrprrrHo cBcroqHrre I{ KprlTepr{rrre 3a no46op, npeAnoxeHlrero Ha KoMHcI,Isra e 3a IT3nGJIHI,ITeJI

Aa 6rAe orlpeAerleH KnacrzpaHl4sr Ha rI:bpBO Mqcro yqacrH[K ,,OAPKOII" A!' c ELIK

102227I54, cbc ceAaJrr{rrle u aApec Ha ynpaBneHr{e: fp" Byprac, 6yr" ,,Can Cre$ano" J\b28 c

rrpeAnolr(eHa ueHa - O6rqa KoJrr4rrecrBena croftnocr Ha AocraBKLITe Ha neKapcrBeHl4Te

rrpoAyKTr.r, B JreBa, c BKJrrorreH AAC - 264 738,60 rn" /Anecra rrecrAecer v .uervpu xvnflAr4
I{CTVPIAECCT PI AEBET XKITIATKT IXECTCTOTIIH CEAEMAECET KI CAI4H JIEBAId CAI4HA.4ECET CTOTI,IHKT4/"

llo ornoureHrae Ha yqacrHr.rKa ,,@APKOJI" A,{ ce ycraHoBtBa crorBercrBl4e Ha

rroAaAeHara or qbullrx o(fepra c [peABapkrreJrno onoBecreHl4Te ycJloBtrrs. v v3vIcKBaHI'tq Ha

Bb3JIOXI,ITOJIfl, KaKTO I4 CbOTB9TCTBLI€ C I43IICKBaHI4flIa 34 JII{qHO CI'CTO{HIIO I{ KpIITepI{IITe 3a

uo46op, [ocraBeHr{ or Bb3Jlo}Kvrrerrs.. He ca ganr,rrle ocHoBaHlrt 3a orcrpaH-sBaHe yrracrHnKa"

flpra npralarane zs6paurrfl. Kpr4Tepvft ga orleHra B rlpolleAypara!I [peABI4A ToBa, qe ce Kacae

3a eAr,rHcrBeH ytracrHr{K, qrz.rrro o$epra orroBaps Ha rIpeABapI4TeJIHo o6sseHllre ycnoBllfl LI

trr3r4cKBaHr,rf Ha Bb3Jro)r;zTerrL [peAnoxeuara or cbrllut ueHa ce flBflBa naft-nvcxa:ra, [opa.4l,I

Koero r4 Ha ocHoBaHr{e ut. 22, an l, r. 6 or 3axona ga o6qecrBeHl{Te nopr,rrKl4 /3O[/ s
KarrecrBoro na Btsnoxtr4TeJr rro qr,rrr4panara rlpolleAypa, B3ex cJIeAHoro

PEIIIEHIIE:

I. Oupe4eJIrM 3a r43rIT,JIHr4Ten Ha o6rqecrBeHa ttopttlKa, c [peAMer: ,,,{ocranra na

neKapcrBeHr{ rrpoAyKTur vr Merkrrlr4HcKrr vsrenvs. 3a Hy}I(AI{Te Ha l-{eurup 3a crIeIIrHa

MeAr4rIi{HcKa rroMorrl - Byprac", orKprzra c Peurenne J\bPA-125/27.03.2017 r. Ha Ynpanurrers.

Ha,,CBAJI[O3 - Byprac" EOO[:
@APKOJI" AA, c EZK 102227154, clc ceAirnrirrle v aApec Ha yrlpaBneHl{e:

rp.Eyprac, 5yr" ,,Can CreSano" J\b28

c rrpeAJroxreHa rleHa 3a rr3rrbJrHeHr4e Ha [opbqKara - O6ura KorllqecrBena crofinocr
Ha AocraBKnre Ha neKapcrBeu[Te rpoAyKTId, B JIeBa, c BKlIoqeH AAC - 264 738160 nv.
llr,ecta urecrAecer Lr rrerkrpkr xvrs.Ivrtqerrrpr,rAecer rr AeBer xvnflnu llecrcrorllu ceAeMAecer

14 envrll JIeBa I4 eAI4HaAeCeT CTOTI{HKI4/.

, II. lloav3nbJrHrrrerrr4 tr As:r or AoroBopa 3a o6uecrseHa rrop:bqKa, rofito re ule

r.r3[brH.sB ar : ub ee npb4nu>x4a non3BaHero Ha rIoAI,I3rIs JIHITTeJII{.

III" OrcrpaneHll fracrHlrllr:
- ,,ObOHI4KC Qapnaa" EOOA, c EZK 203283623.e cr,c ceAanvue I4 aApec Ha

yrrpaBneHr e : rp. Co(f u n, paitoy,, Cry4enrcKl,I", y[.,,OrouonplcreH [T'T" ]\b 1 99 A;
- ,,CO(DAPMA TPEI4ALIHf" AA, c EVIK 1032267194, c:rc ceAarrr4rrle 14 aApec Ha

ynpaBJreHr,Ie: rp. Co$ut, pafton ,,I43rpeB", ylt. ,,Jlruesap CranueB" J\!5, Co(fapua Engnec

Tayrpc, crpaAa A, er"l2



Momuau 3a omcmpaHnqaHe :

flo ornoruenue na yqacrnrana ..@bOHIIKC @apnra" EOOI:

llo orHorrreHr4e ileHoBoro [peAJroxeHr4e Ha ,,ObOHI4KC @apnaa" EOOA ce
KOHCTaTr,rpa CIeAHOTO :

1"

B rexcronara rracr Ha ueHoBoro rrpeAnolxeHr4e ua ,,(DbOHLIKC Oapnaa" EOO'{, n

cT,oTBeTCTBUe C X,I3plCKBaHyIflTA Ha Bb3JIOXHTeJI.TI, e nOCOqeHO, rle npeAnafaHl,ITe OT

ApyxecTBoTO eAuHkrqHrr xleHr,r Ha JIeKapcTBeHIrTe [poAyKTr4 He ca fro-BlrcoKrl oT cboTBeTHI4Te

perynllpanu \or^fi n llosnruBHrd JreKapcrBeH onr{cbK, Kolrro oa B oIiIJra KbN4 MoMeHTa Ha

rro,4aBaHero ua o(fepruta- sa neKapcrBeHrrre rrpoAyKTr{, BKJrroqeurz n IIJIC.
llpegrararurre or yqacrHuKa o6aqe elr.rHr4qHr.r rleHpr Ha HsKora or ireKapcrBeHLITe

rrpo.4yKTrr, trocoqeH]r n ra6ruaqara - rIeHOBo rrpeAno]KeHr4e ca fro-Bt4coKr,r or rIeHI4Te Ha

cr,orBerHI,ITe JreKapcrBa rlo llogurranuu.fl JreKapcrBeH crllrcbK, rI tto-KOHKperHo:
1,1. JlercapcrBeu rrpoAyKT o aHaroMo-repaleBTraqeH KoA J01XX08, c HanMeHoBarlue

Linezolid lc'rp"3" peA 9 n ra6rnuara - rIeHoBo npeAJroxeHrre Lra yt{acrHkrKa - rpzno}Kevue 2l
e c [peAnoxeHa OT yrIacTHI,IKa eALIHUtIHa Uena 56,05 JIB., a IIeHara n IIJIC e 38,99 JIB", r.e"

fracrHprKbr e rrpeAnoixr.rJr rleHa Ha neKapcrBer{ [poAyKT, BKJrrorreH n IIIIC, [o-Br4coKa or
locor{eHara n IIJIC ueHa 3a ro3r.r [poAyKT, Koero e HecborBercrBr.re c [peABaprrreJrHo
o6.sseHllre or B63Jro)rr4Te[s ycnoBlrs vt vr3vtcKBanvrs.;

1.2" JlerapcrBeH rrpoAyKT o aHaroMo-reparreBTrrqeH KoA A1lGAO1, c Har.rMeHoBaHr.re

Ascorbic acid lcrp. , peA 5 e ra6ntrqara' - rIeHoBo rpeAJroxeHlre Ha fracrHl,IKa -
npr4Jrox(eHrre 2l e s [pe.4noxeHa or yqacrHrrKa eAlrHrlrrHa \eua I"24 JrB., a ueHara n IIJIC e

I,232 w., T.e. yqacrur,rKbr e rrpeAJroxun ueua Ha JreKapcrBeH rrpoAyKT, BKJrroqeH n IIJIC, uo-
BllcoKa or rrocor{eHara B IIJIC rleHa 3a ro3l{ npoAyKT, Koero e HecborBercrBr{e o

rrpe.4Bapr{Telno o6xneHr.rre or Bb3Jro)Kr,ITeJrf, ycJroBllt 14 Lr3ucKBankrg;

1.3" Jlerapcrnenux ilpoAyKr c aHaroMo-repareBruqeu KoA C03CA01, c
HarrMeHoBaHue Furosemide lcrp.6, peA 8 n ra6rtIaqara - ueHoBo npeAnolKeHne Ha yqacrHuxa

- rrpLrJroxeuue 2l e c [peAno)r(eHa or ytracruuKa eAr.rHr.rqHa rleHa I,43 nn, a rIeHi]Ta n IIJIC e

0,46 w., T.e. yqacrHr4Kbr e rrpeAnolrprn rleHa Ha neKapcrBen npoAyKT, BKrroqeH n IIJIC, no-
Br{coKa or flocolreHara B llJlC.ruena 3a ro3n npoAyKT, Koero e HecborBercrBr4e c
npenBapr4 Terno o 6gs eHv re or Bb3 Jroxlrrerg ycno Br,rs vr ugtrcnBa:ons;

L"4. Jlerapcrnenux nporlyKr c aHaroMo-repareBTrqeH KoA C03CAO1, c
Har,rMeHoBanr.re Furosemide, rerapcrBeHa (fopua - ra6lerxu lcrp"6, peA 9 n ra6nuqara -
ueHoBO rrpeAJlo)I(eHrze Ha yqacrH[Ka - [pr.rJro]Keuwe 2/ e c flpeAnoxreHa or yr{acrHfiKa
eAr,rHur{Ha ueua 0,05 JrB., a rleHara e |IIC e 0,0475 JrB.e T.e" yqacruI,rKbr e npeAnoxun rleHa
Ha JIeKapcrBeH rIpoAyKT, BKJrroqeu n IIJIC, [o-Br4coKa or [ocoqeuara B IIJIC ueHa 3a ro3r4
rrpoAyxT, Koero e r{eotorBercrBr4e c rrpe.4Bapr{TeJruo o6gsenure or Bb3Jror(r,rreJrq ycroBfis u
L43I|ICr.BAIII1Is.;

1.5. Jlerapcrnenux rpoAyKr c aHaroMo-repareBrr.rqeu KoA C03DA01, o

HaIiMeHoBaHIze Spironolactone lctp.6, pea 10 n ra6ruqara - rIeHoBo npe.4Jrox(eurre Ha

yqacrH[Ka - rrp.r4Jrox€:aue 2l e c npeAno)KeHa or yqacrHvrKa eilLrHvrErrra rleHa 0,24 rtn., a
IIeHara n IIIC e 0,19 JrB., T.e. yqacrHIaKbr e rrpeAnoxrrJr rlena Ha JreKapcrBeu npoAyKT,
BKJrroqeH s IIJIC, [o-Br4coKa or [ocoqeHara B IIJIC qena 3a ro3r4 npoAyKT, Koero e
HecborBercrBlre c ilpeARapr{Tenno o6sneHl4Te or Bb3Jroxrrrers ycJroB[r vr Lr3ucnBanprfl;

1.6. Jler<apcrneHr.rr rpoAyKr. c aHaroMo-repareBrrqeH KoA C08DA01, c
Har4MeHoBaHze Verapamil Hydrochloride lcrp.6" pea 13 n ra6maqara - rIeHoBo rrpeArroxeHr,re
Ha yqacrHrrKa - nprrJrolrceur.re 2l e c [peAJro)KeHa or yqacrHr,rKa eAuHlrirHa rleHa 0,09 rn., a

rleHara s IIIC e 0,0646 JrB., T.e. fracrHr4Kbr e rrpeAno)KrzJr rleua Ha JreKapcrBeH rrpoAyKT,
BKJIroqeH s IIIIC, [o-Br4coKa or rocoqeuara B IIJIC qena 3a ro3rr npoAyKT, Koero e
HecsorBercrBl{e c ilpeABaprrremro o6sseHlrre or Bt3Jloxlrrenr ycnoBr,r.f, kr kr3rrcKBantrfl,;



1"7. Jlerapcrneuux rpoAyKr c aHaroMo-repareBrr.rqeH KoA H024B06, c

HarrMeHoBaHkre Prednisolone lc;rp.7, peA 6 n ra6tw\ara - rIgHoBo rrpeAJrolKeHr.re Ha

yqacrHr4Ka - rlpznolreleue 2l e c [peAno)KeHa or yqacrHnKa eAuHr4rrHa IIeHa 0,13 rn., a

rleHara e IIJIC e 0,129 JrB., T.e. yqacrHI4K6T e rrpeAJrolrr,rn rleHa Ha neKapcrBeH npoAyKT,
BrrroqeH s IIJIC, [o-Br{coKa or rocotreHara B IIJIC qeua 3a ro3t4 npoAyKr, Koero e

HecborBercrBr.re c [peABapr{Tenno o6.fieeHrrTe or Bb3JroxfiTenfl.yclroBr4s.un3r4cKBau:z,fli
1.8. Jler<apcrnenur npoAyKT c aHaroMo-TepaneBrlrrreH KoA M01AB05, c

HavMeHoBaHVe Diclofenac sodium, JreKapcrBeHa (fopnra - ra6nerru lctp.7, peA 9 e

ra6lzqara-qeuoeo npeAJroxceHr4e Ha fracrHr4Ka - rrpr4nolKeuue 2l e c [peAnoxeHa or
yqacrHltKa e4krnvrrtna qena 0,10 JrB., a IIeHara s |IIC e 0,066 JIB., T.e. yqacrHIaKbr e
lpeAnoxr4n rleua Ha neKapcrBeH rrpoAyKT, BKJrrorreH e IIJIC, [o-Br,rcoKa or rlocoqeuara B

IIJIC qena 3a ro3r4 rrpo.qyKT, Koero e HecborBercrnrab c npeABapr,rreJlHo o6qseHllre or
B:I,3 JIOXITTeJIS ycnoBr4fl rr LI3I,ICKBAIIIj.fl,;

1.9. JlexapcrneHnx rpoAyKr c aHaroMo-repaneBrr{qeH KoA N01AHO1, c

Har4MeHoBaHue Fentanyl lnp.7, peA 11 n ra6nnqara - rIeHoBo rpeAnoxeHl4e Ha fracrHlrKa -
npr4noxeHr{e 2l e c [peAnoxeHa or ytracrHr4Ka eAr,rHurrHa qena 0,45 IrB., a IIeHara s IIJIC e

0,386 JrB., T.e. yqacrHr4Kcr e rrpeAnoxr.rJr rleHa Ha neKapcrBeH rrpoAyKT, BKJIIoqen n IIJIC, no-
Br4coKa or locoqeHara e ilJIC rleHa 3a ro3r{ npoAyKT, Koero e HecborBercrBze c

rrpeABapr4Terno o6gseHzTe or BT,3Jlorotre nrfl. ycnoBlrs. u r43r4cnBanvIs.:

1.10" Ilenapcrneuur rpoAyKr c aHaroMo-repareBrr{r{eu KoA V07AB00, c

Har,rMeHoBaHze Water for injection, KoJrr4qecrBo aKTITBHo JIeKapcrBeHo BeilIecrBo - 10 ml
/crp"8, peA rrocJreAen s ra6nvrlara - ueuoBo [peAJroxeHne Ha yqacrHl,IKa - rrpl,IJloxeuue 2/ e
c rrpeAJroxeHa or yqacrHuKa eAVHr4rrHa \esa 0,23 IrB., a rlenara e IIIIC e 0,0225 JIB., r.e.
yqacrHr4Kr,T e npeAno)Kr,rJr rleHa Ha neKapcrBeH rrpoAyKT, BKJrrorreH s IIJIC, [o-BI4coKa or
nocoqeHara e IIJIC rleHa 3a ro3n rrpoAyKT, Koero e Hecr,orBercrBl,Ie c [peABapLITeJIHo

o6sseHrare or BT'3JIo)ro4TeJu ycnoBrrfl n rr3krcKBar^ns.

B TexnrrecKara cneun(buxaqvfl,, -rracr or IoKyMeHTarIr{flTa Ha rtopt'rlKara rlo t.2.2.3.1
ca rrocTaBeHr.I tr3r,rcKBaHkrfl) ycnoBlrfl - rrpeAnaraHr,rTe eAr4Hr4rrHr{ IIeHIT Ha neKapcTBeHIrTe

npolyKTr,r n o(feprara Ha yqacrHuKa - B rleHoBoro My npeAnolr(eHr{e, Aa He 6:sAar rIo-BIrcoKI,I

/aa lerapcrBeHr{Te npoAyKTrr, BKrroqeH[ n llpzroxcelnue 2 n llpuroxenze 3 na flogprrnnHras

neKaporBeH crrr{cbK /cro6pacro qr. 55 or Hape46ura 3a ycnoBllsra, rpaBkrlrara v pep.a 3a

perynrzpaHe 14 pefrrcrprrpaue Ha rleHrrre rra neKapcrBeHLITe npo4yltrz/ - or pe$epeHTHlrre

crofinocrz [o cborBerHoro nprrJloxeHure Ha llosurraeHz,x JreKapcrBeH crllrcbK, nocoqeHu B

KonoHa M ,,Crofiuocr 3a orraKoBKa, rr3qr4cJreHa :rra6aza pe(fepeHrna crofiHocr", KoI,ITo ca B
cnJra K:sM MoMeHTa Ha rroAaBaHe na o(feprara" Tegu Id3I{cKBaHI{fl. ca Bvrp.r'vr u or o6pa^:eqa

Ilb11 - o6pa:eqa Ha rIeHoBo rrpeAJroxeHrre, [pr,rJro)KeH B AoKyMeHTaIIKlra Ha rropbqKara.

Or uanpaeeHr4Te or KoMt4cr4.rrra KoHcrararlr4t4 orHocHo rrocoqeHl,ITe no-rope rro rorrKlr

or r"1"1. ao r.1.10 Aecer neKapcrBeHr,r npoAyKTa, e BrrAHo, rre B KoHKperHLIr clyuafi or
c6oTBeTHr.rfl rracTHr4K ca rrpeAJroxeEvr. e4uH.nqHr,r ueHV Ha rreKapcTBeHL{ [poAyKTI4 IIO-BI{COKIT

oT rIeHr4Te Ha csrlr4Te rro [o3lrTr,rBHrrr neKapcTBeH 0III{CbK, B CVIA KbM MOMeHTAHA IIOAaBaHe

na o(peprara"
. CneAosareJruo rrpeAcraBenara o$epra He orfoBapq Ha npeABappITeJIHo o6sseHllre

ycJroBr.rr Ha noilBqKata.
Csrlacno pa:nope46 ara Ha wt. I07 , r" 2, 6" ,,a" o t 3arona ga o6uIecrBeHI4Te [opbrIKH

BOW, or rrporleAypara ce orcrpaHrBa yaracrHr,rr, roftrb e [peAcraBIan oQepra, Kotro He

orroBapr Ha [peABapLITeJIHo o6seeHzre ycnoBkrs. Ha nopbrlKara.
Bc.flra eAHa or rrocoqeHr4Te rro-fope KoHcraraulrrrrro ror{KI,I or r.1"1" ao r.1.10 carvra

no ce6e clr raBa ocHoBaHr,re Aa ce :uanpaBla TaKbB I{3BoA - ue o$eprara He orfoBapfl Ha

npeAB apr.rreruro o 6sn eHvre ycno B vfl. Ha [opr'tlKara.



Oceen roea:
1"11" Jlexapcrnenurr npoAyKr c anaroMo-repareBrrqeu KoA C05CA51, c

Har4MenoBanrze Rutoside/Ascorbic acid lctp"9, peA 6 s ra6ru{ara - ueHoBo npeAnoxeHvre Ha

yqacrHrrKa - rrpr4noxeuue 2l e c npeAnoxeua or yqacrHvrKa ernnvrrrHa rleHa 0,08 ru., a

ueHara n Perucrrpa Ha MaKcvrMaJrHkrre rrpoAaxHLr rleHkr rra neKapcrBeHure rlpoAyxru e 0,04
JrB., T.e" yqacTHrzKbT e rrpeAnolfl,rJl rleHa Ha JreKapcTBeH npoAyKT rro-Br4coKa oT nocoqeHaTa B

Perucr:spa Ha MaKclrMiururtTe rrpoAalrHr4 rleHr4 Ha JreKapcrBeHHTe rrpoAyKTI{ ueHa 3a ro3l{
lpo.{yKT, Koero e HecborBercrBr,re c [peABapr4TeJIHo o6gnenr,rre or Bb3JIoxIzTeJI-f, ycIraBtra u
II3IICKBAHI{.fl.

B Texnu.recKara cuequ$raraqus, qac r or AoKyMeHTarIr4flTa Ha ilopbrrKara rro "t.2"2.3.1

ca rrocraBeHr.{ r'r3l.,rcKBaEvrs, ygnoBr{r - npeAnaralJlrre eI.vrllvrrrHvr UeHkr Ha JreKapcrBeHlrre

rrpoAyKTr4 n o$eprara Ha yqacrHr4Ka - B rleHoBoro My rrpeAJro)Ker{r{e, Aa He 6'saar [o-BI4coKI{
/sa lexapcrBeHr{Te rrpoAyKTrr, ornycKaHlr 6es nexapcKo npeArrr4canue /c:so6pasno u1.2, ut. 4
or Hape46ura 3a ycfloBnsra, rrpaBr4Jrara kr pe4a 3a perynupaHe lr perrdcrpl{paHe Ha IIeHIITe

Ha JreKaporBeHr4Te upo4yrcru/ - or MaKcrzMaJrHr4Te rleHr4, rrocorreHl{ s Perlacrbpa Ha

MaKcrr\daJrHrrre rrpoAaxHrr rleHr,r Ha neKapcrBeHr{Te npoAyKTrr, orrrycKaHrl 6e: rexapcro
rrpeArrrrcaHr4e, B KoJroua F ,,Perucrpr.rpaHa MaKcI{M€urHa [pona]Iffia l1eua", Kor4To ca B cI{JIa

K6M MoMeHTa Ha [oAaBaHero ua o(feprara" Te:ra rr3rrsKBaHr4fl caBvrilrtvr n or o6paseua J\b11 -
o6pa:eqa Ha ueHoBo rrpeAnox(eHr{e, rtpvnoxeH B AoKyMeHTarlprsra Ha ropbtlKara.

Or uanpaneHrzre KoHcraraur{r{, orHocHo rrocoqeHr{r rro-rope no r. 1.11 nexapcrnen
rrpoAyKT, e BIr"{Ho, qe B KoHKperHIir{ cnyuaft or cborBernvfl yqaarHr4K e npeAno}KeHa

eAI4HI,IqHa UeHa Ha neKApCTBeHr{r [pOAyKT rrO-Br{COKa OT CT,OTBeTHaTa IIeHa, TIOCOTIeHa B

Perzcmpa Ha MaKcr4MaJrHr4Te rrpoAaxHr{ qenh ua JreKapcrBeHkrre npoAyKTrl, B crrJla KbM

MoMeHTa Ha rroAaBaHe ua o(peprara. CneAoBareJrHo rrpeAcraBeuara o$epra He orroBapr Ha

npeABapr4Teruro o6sseur4Te ycnoBvrs. Ha [opbrrKara.
1"12. Jlercapcrneuuar rpoAyKr c aHaroMo-repaneBrr4qeH KoA N058A09, c

Har4MeHoBanue Bromozepam, lcrp.9, peg 13 n ra6rurqara - ueHoBo rrpeAno)KeHr.{e Ha

yrracrHr,rKa - rrpr4noxesue 2l e c [peAno)KeHa or yqacrur4Ka e4unnuHa rleHa 0,10 nn., a

ueHara n Perucrupa Ha rrpeAenHr,rre rIeHH Ha neKapcrBeHlrre rrpo,qyKTr{ e 0,098 JIB", T.e"

yqacTHIIKbT e rrpeAno]KrrJr rleHa .Ha JreKapcTBeH rrpoAyKT fro-Br.,rcoKa oT rrocoqeHaTa B

Perucmpa Ha rrpeAenHr{re rleHpr ryd nexapcrBeHr4Te npoAyKTrr, Koero e HectorBercrBr.re c

rrpeABaprrrenno o6sneur,rre or B:r,3Jloxr,rren.f, ycnoBu.f, vrvr3r4cKBaur4s.

B Texnz.recKara cuequ(pzraqrrfl, -rracr or AoKlrr,lelrt'rar\uflTa Ha [opbrrKara rro "t.2.2.3.I
ca rrocTaBeHr4 r,r3r,rcKBalIvrs,, ycJroBr4r - npeAnafaHlzTe eAkIHurIHu IIeHU Ha neKapcTBeHr{Te

npoAyKTrr n o$eprara Ha yqacrHr.rKa - B ueHoBoro My rrpeAJroxeHr4e, Aa He 6r[at [o-BIrcoKI,I
3a JreKapcTBeHr4Te'rrpoAyKTl,r, oTrrycKaHr4 rro JreKapcKo npeAnr{calJLre, Kor,ITo He ca BKIroqeHI,I

n flosrlrrlsHuq [eKapcrBeH crrrrcbK /cro6pasuo ul. 21, r. 2 or Hape46ara 3a ycJroBr4.rrra,

npaBnnura u pep.a 3a perynrrp aue kr per[crpkrpaHe Ha iIeHr4Te Ha neKapcrBeHprre npo4ycru/ -
or rrpeAenHrrre ueHrr 3a rt,proBerl Ha eApo, locoqeHr{ n Perucmpa Ha [peAeJrHr{Te rleHrd Ha

neKapcrBeHr{Te npoAyKTr4, orrrycKaHr4 rro neKapcKo rrpeArr}rcaHr{e, B KoJroua M ,,Vrnrpgena
rleHa no ereMeHTr.{", Kor4To ca B cuura KbM MoMeHTa Ha noAaBaHero ira o$eprara" Tegn
vrsvtcnBanns. caBvr4;l'rrn or o6pa:eqa Nsi 1 - o6paseqa Ha rIeHoBo rrpeAnoxeHr{e, lprrJroxeH B

AOKyMeHTaUVTflT A.HA [Op:brrKaTa.

Or uanpaneHare KoHcrararlrrr4, orHocHo nocorleHr{{ [o-Fope no r. 1.12 nerapcrnen
rrpoAyKT, e BrrAHo, rre B KoHKpe"rHvts. cnyuafi or cborBerHlrs fracrHr{K e rrpeAnoxeHa
eArrHr,rqHa rleHa Ha IreKapcTBeHLrs [poAyKT no-Br4coKa oT c:r,oTBeTHaTa rleHa, flocoqeHa B

Perucmpa Ha rIpeAeJrHr{Te rleHr,r Ha JIeKapcrBeHI,ITe rrpoAyKTr4,, B cvrra KbM MoMeHTa Ha

no.4aBaHe Ha o(peprara. Cne4onarerHo rrpeAcraBeHara o$epra He orroBapr Ha

rrp eABapr{Teruo o 6sn eHrrre ycJroB krfl Ha flopbqKara.



Bcsra eAHa or rrocorreHr{Te rro-rope roncrardf uu no 'TotIKpr oi r.1.1. ao r.l.l2 cava

no ce6e cr4 1LaBa ocHoBaHrre Aa ce lr'anpaBr4 TaKbB t43BoA - ue o(feprara He orroBapt Ha

[peABapr4Teruro o6sseHlrre ycnoBkrflHaflop:btlKara I,I [peAcraBntBa ocHoBaHI.Ie rro ul. 107, r.
2,6.,d' or 3OlI 3a orcrpaHtBaHe or ytlacrue.

Ero gaqo rr ce HaJraravrsBo1a, qe [o orHorrIeHI,Ie na,,ObOHI4KC @apua" EOOI ca

HaJrlrqe ycJroBtlflTa IIo IIJI" 107,t.2,6. ,,a" Or 3OlI 3a oTcTpaHflBaHe oT yqacTue.

2.
OcseH ToBa, rrpr,{ [poBepKa Ha enprHrrrHure KoJIIrqecrBeHu crofiHocru n :ra6lzqara-

rIeHoBo [peAJrox€Hr,re - [punoxeHue 2 l:na xaprl,IeH noczrer/ Ha yqacrHzlta ,,@bOHI4KC
Oaprua" EOOA, ce ycraHoBqBa, qe ca Hzlnuqe cryqara, B KoI,ITo eAI{HIlqHara KoJII,HecrBeHa

crofinocr He rrpeAcraBnrBa rIpoLI3BeAeHr,Ie Ha eAI4HI,IqHa IIeHa LI KoJII4rIecrBoy KaKTo cneABa:

2.1. Orno*ro neKapcrBeH rrpoAyKT c aHaroMo-repaleBrl4rleH KoA J01AA02, c

Har.{MeHoBaHLIe Doxycycline /crp.l, peA I n ra6tut\ata - UeHoBo rlpeAnoxeHl'Ie Ha

yqacrHr,IKa-[pr4noxeHlre 2l , nocoueHoro KonfiqecrBo e' I20, [peAJlox(eHura el;z'lnutrHa IIeHa e

A,24 tn., npor{3BeAeHr4ero Ha Kor{To ce paBHflBa na 28,80 nn., a e ia6ruqara HerIpaBI,InHo e

nocoqeHa e;iurqkrqna KoJrr{qecrBena crofinocr 28,32 nn., f.e" e4uutluuara KorarlecrBeHa

crofiuocr He [peAcraBJrrBa nporr3BeAeHl4ero Ha eAI{H[qHa IIeHa vr Konl{qecrBo I{a
c:borBerHlrt neKapcrBeH rIpoAyKT, KoeTo e HecsorBercrnue c [perIBapkITeJIHo o6seeHl'Ire or
853 nO XI4Tenfl yc Jro B IIf 14 r43r4cKB aHIIfl;

2,2. Ornoqro neKapcrBeH rpoAyKT c aHaroMo-TepaileBTl,IqeH KoA J01CR05, c

HazMeHoBaHue Piperacillinl 'Iazabactam /crp".l, pen 4 s Tabrllqara - IIeHoBo rlpeAnoxeHue

Ha yqacrHr,rKa - np[no)KeHue 21, [ocoqeHoro KoJll{qecreo e 20, upe4lo)I(eHara eA[HLIqHa

rleHa e 7,37 nn., rpor,r3BeAeuraero Ha Kor4To ce panrilna'ya 747,40 ln., a s ra6rurJara

He[paBr,rngo e [ocorreHa eArrHr4rIIIa KoJII,FIecrBeHa crofinocr 147,36 JIB", T.e" eAHHutIHara

KoJrr{qecrBena croftnocr He rrpeAcraBJlrBa Irpo}I3BeAeHI4ero Ha eApIHutIHa IIeHa I4 KoJII{qecrBo

Ha cboTBerr{r,rr JreKapcrBeH npoAyKT, KoeTo e HecboTBercTBI,Ie c npeABapI4TeJIHo o6seeHure

OTBT,3JIOXLIT€JLIyCJIOBI'I{14VI3IICKBAIILIfl ;

2.3. Ornouro JreKapcrBeH rrpoAyKr c aHaroMo-TeparleBTuqeH KoA J01MA12, s

Har.rMeHoBaHne l-evofloxacin, neKapcrBeHa (fopvra - ra6nerrpr lcrp.3, pe1 4 n ra6luqa:ra -
rIeHoBo npeAnolreHre Ha yqacrHlrKa - rrpunoxenue 21, [ocoqeHoro KoJIIrqecrBo e 6300,

rrpeAno)r(eHurae;LkrnvrrtHa rleHa e 1,05 JIB., [poI43BeAeHHero Ha Ko]ITo ce paBHtBa Ha 6615 ns.,

a n ra$maqara HerrpaBprJrHo e rrocorleHa eAI,IHutIHa Korl{r{ecrBena crofinoq 6598,62 JIB., T"e'

eAIiHpIr{Hara KonuqecrseHa crofiHocr He npeAcraBnflBa rlpolz3BeAeHplero Ha e4rnrtr'lHa IIeHa I'I

KOJrr4qecTBo Ha cBoTBeTHI4fl neKapcTBeH IIpOAyKT, KOeTO e HeCSOTBeTCTBI4e C [peABapI4TeJIHO

o 6se eurare or Bb3rlo xnr eIrfl yclroBlls Ir I43I'IcKBaHI4.r.

B PasAer III Kpzrepuir za B63JraraHe B AoKyMeuTar\prflTa Ha ropbqKara u3pl4trHo e

yKa3aHo, tre eAuHr4r{HLITe Konrlr{ecrBeHl,I crofinocrra rpx6na Ia lrpeAcraBnf,Bar

IIpOH3BeAeHVrflTa HA e4krHprrlHaTa rleHa Ha cBoTBeTHIAg JIeKapCTBeH [pOAyKT LI IIpOIHO3HOTO

KoJrr{qecrBo 3a cbrrl1as. B crruur cMIrcbJI ca H nocoqeHl4Te I43LIcKBaHrrr n o6paseq ]1b11 Ha

IIeHoBoro [peAnoxeHr.Ie, B ga6eneNru, T.5 - eAI,IH]IqHara Korl,IqecrBeHa c'rofinocr na

cborBerHr{fl neKapcrBe}i [poAyKT e rrporr3BeAeHlle ua o$epupa*ara or yqacrHl'IKa eAI'IH[uHa

rleHa rr npornb3Hotd KoJIr4rIecrBo Ha cr,orBerHll.f, JIeKapcrBeI{ npb.4yrr, flocoqeHo or
Bb3JIOXI4TEJI'.

llocoqeHzre KoHcrararl[r{ ilo r"2 ornocno e4Ianh.rwlTe KoJIIrtIecrBeHI,I croftHocrll

nocraBtr noA Bb1rpoc r4 [ocoqeHara or yqacrHl4Ka o6rqa Korl4alecrBena crofinoct, trft Kato

cbtuara ce SopnrNpa Karo c6op or eAr4HpttlHlrre KorlrrlecrseHl4 crofiHocrl{, [opaAI'I Koero I'I

6urpx6nalo BcrKa rrpoM{Ha B eAr.rHr{rrnr4Te KoJII,FrecrBeHLI crofinoctu Aa AoBeAe Ao npoMtHa

na o6qara Korl,IuecrBena otoft nocr.
. CueAoBareJrHo rrpeAcraBeHara o(fepra He orroBaps. Ha rlpeABapl,Iremro o6sseHl4re

ycnoBl,Is Ha [op:btlKara.



Cruacno pa:uope46uraloa un. 107, t"2,6",,a" or 3axona sa o6rqecrBeHLrre rlopttlKpl
l3AW, or rrporleAypara oe orcrpaH{Ba ytracrHr,rK, Kofiro e rpeAcraBzn o$epra, Koqro He

orroBaps Ha [peABapr,rreJrHo o6.f,eenIlre ycnoBlrfl Ha rlopbqKara.
Bcsxa eAHa or [ocoqeHr,rre rro-rope Koucrararlvtu no roqKrr or r.2.1 lo ^t.2.3 caMa no

ce6e cu AaBa ocHoBaHlre Aa oe HanpaBrr raKbB Lr3BoA - ue o$eprara He orfoBaps Ha

npe.qB apr{TerHo o 6sneHr{Te ycJroB vs. Ha [opbrrKara"
Ero garqo u ce HaJraraprsBora, qe [o orHorrreHr4e na,,ObOHI4KC Oapua" EOO.{ ca

Hanr{qe ycnoBr4rra rro qr. 107,r.2,6. ,,a" or 3OlI 3a orcrpaHsBaHe or yrracrr4e.

3.
llpu pasrfe)r(AaHe Ha uu(popMarlr4.r{Ta rra flpeAcraBenvrfl eJreKTpoHeH Hocr.ITeJI Ha

rIeHoBo rrpeAno)KeHve - ra6tmrla - rrprEnoxeHl,re 2, t<otaucurra KoHcrarl4pa qe cblrloro He

cborBercrBa, He e r,rAeHT[rIHo c ra6rurlara - rIeHoBo [peAJroxeHr4e - rrpunoxeHue 2 ua
xapTI,IeH HOCIdTeJI, a TaKOBa I'I3I4CKBaHe 3a krneIJTnqHOCT e IIOCTaBeHO OT Bb3JIOXI4TeJIf, B

o6pa:eqa Ha rIeHoBo rrpeAJroxeHr4e, flpunox(eH B AoKyMeuTarlr4sra 3a [opbrlKara, B

sa6erexxu, r.7.
B Aucra ce cbAbp)nar eAr4H[qHpr rleHrz, Korrro ca 4po6nu qvrclra, Ho He ca 3aKpbrJIeHLI

A0 BTOpHfl 3HaK CJreA AeOeTkrqHaTa 3arreTafl, KaKBOTO e LBLICKBaHeTO Ha Bb3JIOXI4TeJIfl,

ilocoqeHo n o6paaeqa Ha rtreHoBoro rrpeAJroxeHr4e, rrpr4noxeu B AoKyMeHTarIr,IflTa I{a
nop:sqKara, n sa6enexKu, T.3, av KaKBvrro /4po6uu ,uurcra,3aKpbrJreHr4 Ao BTopI4 3HaK cneA

Aecerl{qHara sauerag/ ca rIeHr,ITe Ha xaprrzeHr,r{ Hocr4Ten" B eJreKTpoHHIdf HocLITeJI uMa
enI4HUrIHI4 UeHr4 AO TpeTrl pI A0 rreTBbpTlr 3HaK CJreA AeOeTV'I{HATA 3AlreTafl, IO XIj.nflI.IJLT kl

AECETOXLIJIfl.NIII4,

CnenoearenHo rrpe4craserrbra o(fepra He orxoBap{ Ha rrpeABapr{renHo o6sneHrare
ycnoBus Ha llopbqKaTa.

Crrnacno pa:uope46atasa.ilr. .107, t"2,6.,,a" or 3axona sa o6qecrBeHr.rre rropbqKrl
BOnl, or nporleAypra ce orcrpaHsB;?. yqacrHrarc, roftro e npeAcraBun o(fepra, Ko.rrro He

oTro B ap{ Ha rrp eABapr.rreJrHo o Ofl BeHprTe., ycJroBrrfl Ha llopbqKara.
Bcsxo eAHa or rrocoqeHrrre noliope KoHcrararlnv oav:a no ce6e gn Aar,a ocHoBaHI4e

Aa ce HanpaBr{ TaKT,B r,r3BoA 14 npeAcraBnrBa ocHoBaHr,re rro un. 107, 't. 2, 6.,,a" or 3OI1 sa

oTcTpaHrBaHg oT yrracTr4e,

llpe4nu4 r{3JroxeHoro rro r. I, 2 w 3, qenonoro [peAnoxeHr.re Ha yr{acrHuKa

,,ObOHI4KC @apua" EOOA He cborBerorBa Ha r,r3r4cKBarrprsra 14 ycnoBr4sra r{a

Bb3JrO)ro4TeJrq, rocoqeHll B AoKyMeHTauvflTa Ha ilopbqKaTa u ca HaJIvIue ocHoBaHvrx 3a

orcTpaHsBaHero My or yqacrpre ro qr" 107, t" 2,6. ,,a" or 3OIi. Ero saIqo Ia yqacrur4K6T

,,ObOHI4KC @apua" EOOA cJreABa pla6r4e orcrpaHen or nporleAypara.
flpanunno, KoMrrcrr.f,Ta e rlpl4eJra, rre He e Hirnuqe neo6xo4urvrocr or yrrpaxutBar{e

rlpaBoMo[{r{{Ta rlo.{r. 104, an. 5 or 3Oltr ga r43BbprxBa}re Ha rrpoBepKrd r4 r43r.rcKtsaHe Ha

pa3scHeHr4s,3a 3aflBeElrTe oT yqacTHI,IKa AaHHI,I Lr AOtIbJrlIr4TeJrHr4 AOKa3aTeJrCTBa 3a AarIIIr4Te,
rrocoqeHIa n o$eprara, ruft xaro rleHoBoro [peAnoxeHr{e He Moixe aa 6nle [poMeHflHo cneA
LI3TI4qaHe cpoKa 3a [oAaBaHe ua o$epu4, Hr4To or KoMI{oIlflTa, rII{To or fracrHuKa.

C orneA rlocoqeHrrre KoHcrararlvrv v. vgBoAlI orHocHo IIeHoBoro [peAnoxeHr4e Ha

yqacrHr.rKa, r{e.'.Gbrqoro He cborBercrBa Ha rrpeABapr{TenHo o6sseHure ycnoBl,rfl Ha
nopbrlKaTa, KoeTo e ocHoBaHkre 3a oTcTpaHsBaHe Ha yrracTHr{Ka oT rrpolleAypaTa, He e

cJIeABaJIo, 6vno e 6esnpe4nrerHp,tA4 6lAe pasrrexAaHo.TexHr.rqecKoro [peAnoxeHr.re Ha

yqacrHuKa, Aa ce oIIeHflBa kr :r.nacvpa o(feprara My, KaKTo r,r 4a ce pa3rJre)r(Aa o(feprara sa
cBorBercrBr{e c r,r3rrcKBauvfl"ra 3a JrrrrrHo cbcro.flHne r4 Kpr4Tepr{vrre 3a uo46op.

Cre.4osareJlHo, rro orHorrreHrre Ha yrracrnuxa,,ObOHI{KC dDapva" EOOI ca HaJrr4rle

ocHoBaHr4.flTa rro un. 107, r.2, 6. ,,a" or 3OlI sa orcrpaHrBaHe or npoqelypra.
Ero saqo u yqacrHLrrrr ,,@bOHITIKC (Dapua" EOOA cneABa Ia 6lne orcrpaHeH or

npoqe.qypara.



llo ornourenue rIeHoBoTo IlpeAnoxeHkre Ha ,,cooAPMA TPEIzAr4Hf" A[ ce

KOHCTaTprpa cne.uHoro: 
,

B rercronara qacr Ha rleHoBoro rrpeAnoxeHue Ha,,COOAPMA TPEI4AI4Hf" AA, n
cboTBeTcTBr,re c vI3t4cKBaEvflTa Ha BS3JIOIKpITeJI.I, e IIOCO!IeHO,, qe [peAnaraHIITe oT

Apy)KecTBoTo eAkrHuqHr{ rleHrr Ha JreKapcTBeHIiITe IIpOAyKTI{ He Ca IIO-BLICOKI4 OT c:F'oTBeTHIITe

perynl4paHr4 ueHu n llograrvnHrrr neKapcrBeH crrlrcbK, KoI,ITo ca B cvlra KbM MoMeH"Ia Ha

noAaBaHero na o(feilrara - sa neKapcrBeHI,ITe rIpoAyKTI{, BKJIIoqenz n IIJIC.
flpe4nararu{Te or yrracrH[Ka o6a.re eAuHutIHr4 rIeHLr Ha HtKoLI or neKapcrBeHl4Te

npoAyKTI{, rrocorleHl{ s ra6ruqara - rIeHoBo rrpeAnoxeHl4e ca rIo-BI,IcoKLI or IIeHIrre Ha

cborBerHI,ITe neKapcrBa rlo llosurueHras neKapcrBeH crII{cbK, I4 rIo-KoHKperHo:

1. Jler<apcrBeH npoAyKT c aHaroMo-TepareBTr,rqeH roa C09CA03, c HaLrMeHoBaHLre

Valsartan lcr:p.6, peA 8 n ra6mnqara - rIeHoBo rlpelnoxeHvIe Ha yqacrul4Ka - rpunoxeuue 2l
e c npeAnoxeHa or yqacrHprKa eAr,rH[rIHa IIeHa 0,28 rn., a IIeHara n IIJIC e 0,21 JIB., r.e.

yqacrHr4Kt,r e [peAno)nxJr rleHa Ha neKapcrBeH npo4yrr,'BKrIor{eH s IIJIC, [o-BlrcoKa or
locoqeHara s f,IJIC rleHa 3a ro3u npoAyKT, Koero e "nbc:sorsercrBl,Ie c [peABapIrreJIHo

o 6.sn en rare or B b3 JIo xvr e lrs ycno BI4t kr r43rrcKB aHu fl .;

2. IIexapcrBeH npoAyKr c aHaroMo-Tepalenrzqdn koa N06BX03, c HahMeHoBaHI,Ie

Piracetam, neKapcTBeHa $oprvra ra6nerru lcrp.T, peg 15 n ra6luqara - IIeHoBo

npeAnoxeHlre Ha yqacrHr,rKa - rrpunoxenue 2l e c np"e4no)KeHa or ytlacrHl4Ka eAITHI{qHa IIeHa

2,92 te., a rleHara n IIJIC e 0,146 JrB., r.e. yqacrHrKbr e rIpeAJIorsrJI IIeHa Ha JIeKapcrBeH

npoAyKT, BKJrrorreH n IIJIC, ro-Br.rcoKa or rlocorleHara ij IIJIC IIeHa 3a ro3l{ rlpoAyKr, Koero e

HecborBercrBl,Ie c [peABapr,rrenno o6sseHI,ITe or Bb3JIoxI{Tens ycnoBl4s vr Lr3vaKBanlrfl;

3. JlenapcrBentrfl rrpoAyKT c aHaroMo-TepaneBTl4qeH KoA R03AC02, c HaIrMeHoBaHLIe

Salbutamol /crp.S, peA 1, s ra6r[qara - rIeHoBo rIpeAJIoxeHIre Ha yalacrHl4Ka - rlpuno)I(eHlre

2l e c npeAJroxeHa or yqacrHr.rKa eAr4HurrHa IIeHa 3,83 nn., a r\eHara e nIC e 3,82 JIB., T.e.

yqacrHrrKtT e rrpeAJroxrrJr rleHa Ha JreKapcrBeH rIpoAyKT, BKrIoqeH n IIJIC, ro-Bl{coKa or
ilocoqeHara e IIJIC UeHa 3a ro3r{ rrpoAyKT, Koero e HecborBercrBlre c [peABapI,ITeJIHo

o 6sn euure o r BB3 JI o x vr e rg, yc Jro BI,I.f, kl vt3r4cnBanlas.,

4. JlercapcrBeHr{.s rpoAyKT c aHaroMo-repaneBTllqeH KoA V07AB00, c HaI,IMeHoBaHI'Ie

Water for injection, KoJrlrqecrBo aKTrrBHo neKapcrBeHo BeruecrBo - 10 ml /crp"8, pe4 8, n

ra6lnqara - qerroBo rrpe4JroxeHne Ha yaracrHl4Ka - rlpl4noxeuute 2l e c ilpeAnoxeHa or
yqacrHuKa eAr,rHr4rrHa \etra 0,77 IrB., a IIeHara n IIJIC e 0,0225 JIB., r.e. yqacrHIrKT,T e

npeAJroxnn rlena Ha JreKapcrBen rrpoAyKT, BKJIIoqeH s IIJIC, [o-BplcoKa or [ocoqeHara B

IIJIC Uena 3a ro3r{ [poAyKT, Koero e HecborBercrBl4e c rIpeABapLITeiIHo o6sseHnre or
86 3 Jr O Xr,rre nfl . y c IroBpr A 14 Lr3ncKB AHkr 9.,

B Texnr{ecKara cnequ(buraqkrs, qacr or AoKyMerTa\vrflTa Ha lop:brrKara rlo t.2.2.3.l
oa rlocTaBeHr{ r,r3r,rcKBalj'vrfl, ycJroBrrr - npe.4naIaHI,ITe e4vr{vtrllJl4 IIeHI,I Ha JIeKapcTBeHI4Te

rrpoAyKTrz n o$eprara Ha yqacrHr4Ka - B rleHoBoro My npeAnoxeHlre, Aa He 6rlat [o-BIrcoKIr

/sa lexapcrBeHr4Te [poAyKTr,r, BKJrroqeHpr n llpunoNelnue 2 u llpuloxeHI,re 3 Ha flogllrusHus
neKapcrBeH crrrrcbK /cro6pasuo .rr. 55 or Hapeg6ura 3a ycnoBl{sra, rrpaBkrlrata v pel.a 3a

perynr,rpaHe ra'pErlrcfpupane Ha rleHprre lra neKapcrBeHplre npo4yrrri/ - or pe$epeHrHl'Ire

croftuocrn rro cborBerHoro rrpnlroxeHne Ha llogr,ItnsHlaf, neKapcrBeH cIILIoGK, rlocoqeHrl B

KoJIoHa M ,,CrofiHocr 3a orraKoBKa, rr3qr4cneHa ua 6aza pe(fepenrna crofinocr", Kouro ca B

cr4Jra KGM MoMeHTa Ha noAaBaHe na oSeprara. Tesu rI3I,IcKBaHIrfl. ca Bkr4lnvI I'r or o6pareqa

I&11 - o6pareqa Ha rIeHoBo npeAnox(eHpre, [pznonteH B AoKyMeHTaIII{sra Ha rlopbtlKara.

Or Haupanenlrre KoHcrararlr4ra orHocHo rlocoqeHl{Te rlo-rope [o roqKl4 or r. 1" ao r.4
qerr{pl,I JreKapcrBeHr{ rrpoAyKTa, e Br4AHo, rre B KoHKperHIrt cttyuafi, or cborBerHuf, yqacrHl4K

ca [peAnoxerHhl envrHvrrrHr,I ueHr{ Ha neKapcTBeHII IpOAyKTI,I IO-BI{COKI,I OT qeHIITe Ha CbIIIIITe

IIo IIO3I,ITI,IBHI4q neKapcTBeH c[I,IcbK, B 0I{JIA KbM MOMEHTA HA IIOAABAHE HA O(ICPTATA.



CreAoearenHo [peAcraBeHara o$epra He orroBapr Ha npeABapr.rrenuo o6seenrre
ycJroBr4fl Ha rlopbqKaTa.

Crrnacuo pasnope46 ura :ua.rn. 1 07, r, 2, 6. ,,a" or 3arcona sa o6qecrBeHrrre nopbrrKlr
l3ofIl, or rrporleAypara ce orcrpaH.sBa yrracrHr,uc, KofiTo e [peAcraBun o$epra, Korro He

orfoBap{ Ha rrpeABaprdreJlHo o6sneHure ycJroBl4r Ha [opbr{Kara.
BcsKa eAHa or rrocorrenrrre rro-rope KoHcraraur,u4 rro rorrKr4 or r" 1" Ao r.4 caMa rro

ce6e cu AaBa ocHoBaupre Aa ce HarrpaBlr raKBB r,r3BoA - ve o(peprara He omoBapq Ha

npeABapr.rrenno o6seeHr.rre ycJroBkrfl:ea [opr,rrKara r4 rrpeAcraBJrflBa ooHoBaHue rro vu. 107, r.
2,6" ,,a" or 3OlI 3a orcrpaurBaue or yrracrrae.

OcseH rosa:
5. JlexapetBenlrsr rrpoAyKT o aHaroMo-TeparreBrr{rreH KoA C05CA51, c uauuenoBaHrde

Rutoside/Ascorbic acid /crp.8, pe4 tr5 e ra6maqara * uenoBo rrpeAnolr(eHr,re Ha yqacrHr4Ka -
ilpunoxeur,re 2l e c lpeAnoxeHa or yqacrurrKa eAuHurrHa qesa 0,08 JrB., a r{eHara B

Ferucmpa Ha MaKor.rMilJrHr4Te rrpoAaxffird rleHr{ Ha JreKapcrBeHurre rrpo"4yKTr4 e 0,04 nn., r.e"
yr{acTHr,rKbT e irpe.4noxun rleHa Ha neKapcTBeH rrpoAyKT rro-BlrcoKa oT noooqeHaTa B

Perncmpa Ha MaKcr{MaJrHLrre rrpoAa)Krrr4 rleHlr Ha neKapcrBenrrre rrpoAyKTr4 rleHa 3a ro3r{
npoAyKT, Koero e HecborBerorBr4e c npeABapr{TeJrHo o6ssenrare or Bb3Jro)KrrreJrr yciloBprg. kr

I,I3I4CKBAHI{'.

B Texnra.JecKara cnequ(bur<aqLrs., xtacr or AoKyr\{euTarluqra Ha [opbrrKara rro r.2.2.3"I
ca rrocTaBeHr4 r,r3zcKBaH.vrfl9 ycnoBr4{ - [peAnaraHr4Te eI'IdHurlHLr rleHr{ Ha JreKapcTBeHr,rTe

rrpoAyKTrr n ofteprata Ha yqacrHr4Ka - B rleHoBoro My npeAno)KeHr4e, Aa He 6r1ar rro-BllcoKrl
/sa lerapcrBeHr,rre rrpoAyKTr4, or[ycKaHr,r 6e: nexapcKo rrpeArrr{caurre /cro6pasuo un.2, an 4
or Hape46ara 3a ycJroBprsra, rrpaBr4Jrara ra pe[a 3a peryJrr.rpaHe r4 perrrcrp]rpaHe Ha rleHrdre

Ha JreKapcrBeHlrre upo4yr<rul - or MaKcr{MnJrHr4Te rleHr{, nocoqeHr,r n Perracrrpa Ha

r\4aKcrrMilJrHr{Te [poADr(Hr,I rleHr4 Ha neKaporBeHl{Te upoAyKTrr, ornycKaHlr 6e: rerapcxo
npeArrr{caHr4e, B KoJrona F ,,Perzcrpr4paHa MaKcr4MaJrHa npoAa}r(Ha qeHa", Kor4To ca B cr,rJra

KT,M MoMeHTa Ha rroAaBanero ua o(feprira. Tesu r43rrcKBaHr.r fl aaBprrnvr u or o6paseqa l\bl 1 -
o6paseqa Ha ueHoBo [peAJro]KeHr{e, [prr{o)KeH B AoKyMeHTau[.f,Ta Ha [opbrrKara"

Ot naupaneHraTe KoHcrararllru, orHooHo rrocoqeHr,rf, rro-rope no r.5 nexapcrBeH
npoAyKT, e Br4AHo, rre B KoHKperHr4.rr ctryuafi or clsorBerHl4fl yqacrrlr4K e rrpeAJroxeua
e.4r,rHur{Ha rleHa Ha neKapcTBerrzx npo4yxT rro-Br,rcoKa oT cT,oTBeTHaTa ueHa, IlocoqeHa B

Perucrtpa Ha MaKcI,IManHr.rre rlpoAaxnr4 rIeHI{ Ha neKapcrBeHI,ITe lrpoAyKTr.r, B crrJra KbM

MoMeHra Ha roAaBaHe ua o$eprara. Cre4oBareJrno rrpeAcraBeHara o(fepra He orroBapfl Lra

rrpeAB apnTe;nro o 6sn eHr4Te ycnoB vts. Ha [opbrrKara.
lloco.reuara tto-fope KoHcrararlrr.rr ro r.5. caua uo ce6e cu [aBa ocHoBaHr4e ra ce

HarrpaBlr raKr,B rr3BoA - ue o(peprara He orroBap-s Ha [peABaplrreJrHo o6sneHrare ycJroBlu Ha

nop:stlKara I4 npe.qcraBJrrBa ocHoBaHlre [o un. 107, r" 2,6. ,,a" or 3OlI ga orcrpantBarle or
ylracTr{e.

CreAosarenHo rrpeAcraBeHa'ra o$epra He orfoBaps Ha [peABapr4TeJrHo o6sneHrare
ycnoBrrr Ha [opbrrKara. Bcsrca eAHa or rocorreHure rro-fope Korrcrararluu caua no ce6e cn
AaBa ocHoBar^lz.e [a ce HarrpaBr4 TaKbB rr3BoA r{ rrpeAcraBJrrBa ocnoBanrre rro qJr. I07,r.2,
6.,,a" or 3OlI sa orcrpaHrBaHe or ytlacrr{e.

Ero salqo.u ce.Hanafa kr3BoAa, qe ro orHorrreHr4e ua,,@bOH?IKC @apua" EOOI ca
Han[qe ycfloBl,rsra rro rrJr. 107 , t. 2, 6. ,,a" or 3OlI 3a orcrpaH{BaHe or yqacrr{e.

llpe4nra4 r43Jro)r(eHoro rro-rope no r. I, 2, 3, 4 u 5, rleHoBoro rrpeAnoxeHne Ha
yqacrHlrKa ,,COOAPMA TPEI4AI4HI" A! He cborBercrBa Ha rz3r4cKBaHvrflTa kr ycJroBr{rra
Ha Bb3JIOXI4TeIfl, rIOCOrreHr4 B AOKyMeHTA\VflTa Ha [OpbrrKATA Vr Ca HaJrrrqe OCHOBaHpIfl 3a

orcrpaH.sBaHero My or yqacrue rro trJr. I07,r.2,6" ,,a" or 3OlI.
Ero gauo 14 yqacrHurtr ,,COOAPMA TPEIZAI4H|" AA cJreABa Ia 6r,Ae orcrpaHeH

or rpouelypara. ,.,,,



llpannlHo, KoMpIcI{trTa e rIpIleJIa, qe He e Hannle ueo6xoAHrr,rocr or ynpaxHsBaHe
npaBoMolrlvrflTa ro .rn. 104, ar. 5 or 3OlI ga r.r3B6prxBaHe Ha rrpoBepKr,r Iz r43r4cKBaHe Ha
pil3,{cHeHkrs 3a 3a.sBeHVTe oT r{acTHr,rKa AaHHV r{ AOIrbnHr4TeJrH}r AOKa3aTencTBa 3a AaHHr4Te,
lrocoqeHll n o(feprara, ttft Karo IIeHoBoro rlpeAnoxeHr4e He Moxe Aa 6rILe npoMeHrHo cJreA

I{3TI,IqaHe cpoKa 3a rIoAaBaHe na o(f eprlr, Hr{To or KoMr4cr{ flTa, Hvrro or fracrHlrKa.
C oueA rlocoqeHl4Te KoHcrarallvr4 kr vrsBoAr,r orHocHo rleHoBoro npeAJrolreHr4e Ha

yqacruuKa, qe ctlrloro He cborBercrBa Ha rrpeABapurexHo o6sseHzre ycnoBr4fl Ha
flopbrlKaTa, Koero e ocHoBaHkre 3a orcrpaH{BaHe Ha yqacrHr.rKa oT [porleAypaTa, He e
cJIeABaJIo, 6IEro e 6esnpe4rraerHo, Aa 6r4e paarnelr(AaHo rexHr4qecKoro rlpeAJroxeHl,re Ha
yqacrHl,IKa, na c? oIIeHsBa 14 Knackrpa o(peprara My, KaKTo v Aa ce pa3rJrexAa o(feprara sa
c:borBercrBr,re c v3r{cKBalj.vflTa 3a rvqHo cbcroflHlle u KpLrrepvrkrre sa no46op.

Cre4onareJrHo, rro oruorrreHr4e Ha yqacrHrara ,,COOAPMA TPEfrAWHf" A[ ca
Hanr4rle ocHoBaHr{rra rro w" I07 , ^t.2, 6. ,,a" or 3OlI sa orcrpaHrBaHe or npoqe lypatr]a.

Ero sarqo r4 yrracrHr,rxtr ,,CO@APMA TPEIZAI4Hf" AA crreABa 4a 6r4e orcrpaHeH
or rrporleAypara.

Hacroxqoto perreHl4e Moxe Aa ce o6xarna upe4 KoMIacnsra 3a 3arrrtyta Ha
KoHKypeHrIvrflTaB cpoKoBere rro qn. I97, an. I,t.7 or 3OlI.

Hacrorrqoro pe[reHrle Aa ce u3nparv Ha yqacrH[rlLrre B nporleAypara 3a Bb3naraHe
ua o6ruectBenara rlopbrlKa, B TpI4AHeBeH cpoK or lBAaBaHero My. B crrqras AeH - AeH{T Ha
H3rlpaluaHero My Ao ytracrHvrrJprre, HacroslrloTo pelreHrre u rlr4Tr4palJnflT nporoKoJr Ha
KoMllcl{tra rro npoBexAaue Ha npolleAypara Aa ce ny6nurynar n npo(funa Ha KyrryBaqa Ha
Bb3IOXr4TeJI_fl. hnQoprvrar4AAra B

HacTof rJ414R

AoKyMeHr e
3arht{eHa Ha

ocHoBaHre
tn"Z,an.2 or 33/1fl
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