
"MHOfOIIPOOI4AHA BOAHI4UA 3A AKTI4BHO AEI{EHZE - AOSPI4II" AN
AoEPI4rt 9300 X yn "flaHafiot Xzroa" 24 c osslooo+fs {rarrc 058/600414 E e-mail: oblb@bergon,ner

PEruE UE

IIo rrJr. 22, an 8 or 3anoua 3a oEuecrBeHrrre lopbrrKrl

Ns22 lZL,09.Z0D0 roa.

llporle4ypara e orKplrra c peurenue J\b 15 or 31.03.2020 roa. uaLIsr.Enur4rerrHra,
ApIpeKTop Ha ApyxecrBoro' no o6-{eneul4e, BrIIrcaHo e Perzcrbpa Ha o6ulecrneur4Te [opbtrKr4
e AofI rIoA }lb 00083-2020-0008, o6ssenan EnpoueficKa BecrHr.rK Karo ropbrrKa 3a AocraBKa
20201s 067-158872, rpr{rypKa r<rrra o0vqzarrurrs,nQcrnzr 2o20ls og6-204i4g.

llpoqe4ypara e rpvKnrorrzrra c Penrenue ro qr.108, r. 1 or 3oll J\lb 21 I
09'09'2020 roA' PerueHklero e nonyqeHo or yqacrHr4ur,Te c'fJracHo o6parua pa3nr4cKa 3a
lonyqaBaHe, KaKTO Cne.4Ba:

. " trreHo Ha 14.09.2020 rol..;. r' 
a 14.09.2020 ro4.;. " al4t,09.2020ro4.;o "MA|HA@APM FbJIf Apvrfl" EAA, +ony-reHo na14.09.2020 rot.;o "MEAEKC" OOA, ronyr{eHo na14.09./020 ro1.;o "EKOOAPM" EOOA, noryqeHo na14.tl9.2020 ro1..;o "AJITA OAPMACIOTI4KbJIC" EooAf nonyqeHo ua14,09.2020 ro4.;. "OAPKOJI" A[, uony.reHo Ha 14.09.20p0 rot.:o "POIII EbJIfApUAU EOOA, roryqeHo ga14.09.2020 roa.;o "TbP|OBCKA JII,I|A-HAIII,IOHAIEHAIITET{EHIIEHTbP" A.{, nonyreuo

sa 14.09.2020 rot.;
. "ObOHI4KC OAPMA" EOOA, nony.{elilo ua14.09.2020 roa.;o "COOAPMA TPEIZAI4H|" AA, .rorry"{rro ua 14,09.2020 rot.;

L Cnea Karo pr3Bbpr[rrx rrpoBepKa HA AOKyMeHTaT\uflTa fro
ooruecTBeHaTa nopbqKa KOHCTaTZpax cneAHoTO :

1.1' C Peruenue Ns 21 / 09.09.2020 ro.fl nenpananno a Knacr4paHu yqacrHr,rqr,rre
uo o6oco6eHa rro3rzqr.rr J.Jb1 JlercapcrBeHr4 rrpoAy - o6uz rro HoMeHKrra-rypHkr eAznzqu NsIlb 15, 130, 198, 199,201'28Iu286.IIpuu'rHara{aonyrnurreHarexHr4qecKarperrrKarrpu
HaH acrHeTo H a rIeHoBr4Te npeAnox eHLrfl. HA r{acTHr4 3a frocneABarrla oueHKa.

1.2. llo o6oco6ena rIo3I{UrLt{ J.J' 1 -^^"o,,,,-^- ^ r\r^ .' o r f,: r ,

JreKapcrBeHa (poprvra solution for injection, 15
,,Me4eKc" OOA, Karo npr4qu*arae qe He e Ha
Amara Ha orBap{He na o(feprllTe B flpznoxe
lnrcl, s Koftro exeMeceqHo ca Bb3MoxHI,I rI3MeHefiux uttu orna.4aHe Ha Aa.4eH JreKapcrBeH
IIDONVKT.

JreKapcrBeHa (poprvra solution for injection, 15

rpoAyKr.
Cpoxtr sa o6NarnaHe na PenreHze JrJb 2n, I 0g.0g .2020 rot. vr3rvlla va 24.09.2020

roA,, nopaAr4 Koero Ha ocHoBaHr4 e qn. 22, ast.g or 3O[I.
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PEI]J14X:

l. orueusna tracrr{r{Ho Peruerure }le 21 I 09.09.2020 roA. 3a orpeAeJrflHe Ha
II3TIbJIHTITeJI rlo AofoBopl{ 3a o6qecrneua nopbql(a c [peAMeT ,,llepuo4nuHa AocTaBKa Ha
neKapcrBeHl4 rlpoAyKrll 3a Hyx(Avrre Ha ,,MBA4-Ao6puu" AA" s 4luerupul o6ocO6euu
no3I{IInu B qacrra 3a orlpeAeJlflHe Ha I,I3TIT,JIHI4TOJI no o6oco6eua losuqus JVsl JlexapcrseHr4
rrpoAyKrr.r - o6qu rr0 HOMgHKJraTypHI4 oArIHtrU[, nrirro cJreABa:

1.1. Orlteusvt roqKa 1.10.1. s qacrla 3a HoMeHKJrarypHa eAuHr4rla Ne 15
Gabapentin B JreKapcrBeua (popna tablets or 300 mg cbc cneAHr.rre Morr4Br4:

MOTI4BI{: B ra6nraqara llpuno}KeHr4e Nsl r:s4rr rrporoKona Ha KoMr{cr{rra He e HaHeceHa
UeHara Ha yqacrHl,Irrr ,,Co$apua Tpefigznr" A,{, a Br4AHo or rlenoBoro npeAnoxeHr4e Ha
yrracrHl4Ka' rlpeAcraBeHo c o(feprara u no4n4cano or rrneHoBere Ha KoMlrcusra v
[peAcraBI{TeJIr Ha (fupnra ,,,{aucoH-Bf" OOA, juac:rHraxrr ,,Co$aprr,ra Tpeftguur" A[ e
rlpeAnoxl4n IIeHa or 13.20 resa 6es AAC ga onaKoBKa or 100 6p. ra6nerKlr, ropaAr.r Koero
IIeHoBoro rIM npeAno)KeHlze cneABa Aa 6r4e pa:ureAaHo, orleHeHo vr KJracr{paHo or
KOMLICI4'TA.

L2. Ornreusvt roqKa 1.11.1. s qacr:r4 3a HoMeHKJrarypHa eArzHurla Ns 130
Butylscopolamine B JleKapcrnena (fopva solution for injection or 20 mg. c6c cJreAHr4re
MOTLIBI,I:

MOTI4BI'I: B ra6nrzqara flpvroxeHr4e Nsl KrNl nporoKoJra Ha KoMr{cr4rra He e HaHeceHa
rleHara Ha yrracrHr.rKsT ,,Me4O$apna" EOOA, a BT4AHO OT TIeHOBOTO npeAnox(eHge Ha
yqacrHl4Ka, rlpeAcraBeHo c o(peprara u rloArrlrcaHo or trneHoBere Ha KoMrrcrrrra u
rrpeAcraBr4TeJrrrre Ha yqacrHt4rlr4Te ,,cOoaptra Jlpefi4raHr" AA v ,,,{aucon-Bl,' ooA,
yrlacrHl4Kbr,,Me4o(faprraa" EOO,{ e npe.qnoxran qpua or 8.41 lena 6eg [J]C saorraKoBKa or
l0 6p. aMrIyJII4, rIopaAH Koero IIeHoBoro uru nppanoxeHr{e cneABa ra 6rae pa3rJreAaHo,
orleHeHo r,r KJIac[paHo oT KoMI,ICr4rTa.

1.3. OrMeu.f,rvr roqKa 4.1.1. B qacrra 3a 4oMeHKrrarypHa eliv:rrvrJaJ\b 198 Glucose-
PE botlle B rleKapcrBeua $oprraa solution for injectidn 5% -500m1 crc cne4Hr,rre Morr4Brr:

MOTI4B?I: I Kbrq nporo eHa
IIeHara Ha yrr EOOA, o oro
npeAnoxeHpre c o(fleprara Ha
KOMr4Cr4rra z npeAcraBlrreJrr{Te Ha yqacrHr,rqure ,,posapnra Tpefi4r4Hf" AA u ,,,{aHcou-8f,,
ooA, yqacrHr4Kbr ,,@boHr,rKc oapua" EooA e ufle4noNlrJr ueHa or 1.09 rena 6es [flc za
orarosra ot 1 6p. 6anxa, nopaAkl Koero qeno$oro uM npeAnoxeHrze cneABa Aa 6rle
pa3f JreAaHo, orIeHeH o v wracr4paHo oT KoMr4Cr4 sTa.

1 .4. Onvreusu roqKa 4 .l ,l . B r{aclra 3a HpMeHKnarypHa eAr4Hrrrla J\b 1 99 Glucose s
neKapcrBeHa (fopiraa solution for injection I0o/o -500m1 cbc one.4Hr.rre Morr{Br4:

MOTI4BI4: B ra6nuqara llpuroxeHl4e J\bl rrrrh nporoKona Ha KoMr,rcrr sraHe e HaHeceHa
IIeHara Ha yqacrHuKbr ,,(DboHI4Kc Qapua" EOpA, a KaKTo e rrocoqeHo B rleHoBoro
rIpeAiIoxeHI,Ie Ha f{acrHlrKa, rrpeAcraBeHo c o$eprara 14 rroAnr4caHo or qreHoBere Ha
KoMrrcprrra r,r lpeAcraBprreJrlrre Ha yqacrHr.rqure ,,po(paprr,ra Tpeft4vHr" AL u,,[aucon-Ef"
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ooA, r{acrHlrKbr ,,@boHuKc oapua" EooA e rpeAnoxr4n ueHa or 1.27 neBa 6e3 IIAC sa
onaxonxa or I 6p. 6auxa, rropa!:kr Koero qeHoloro prM npeAno)KeHr4e cnelBa Aa 6bAe
pBIJIeAaHO, OrIeHeHo I4 KJraCUpaHo oT KOMITCII{Ta,

1.5. orrueusu rotrKa r.7.1. u rorrKa 4.?,1.3a HoMeHKnarypHa eAr,rHr{ua Js 281
Gentamycin B JreKapcrBeHa (fopirna ointment cbc cJiernr{re MorrrBr4:

MOTI4BI4: B ra6nzqara llpunoxeHl4e No1 rupa nporoKoJra Ha KoMr.rc?rf,ra HerpaBr.rJrHo e
HaHeceHa IIeHara Ha yr{acrHuKbr,,@apKoJt" \[, t<aro e norrbJrHeuo 1.17 rena 6es AAC sa
OIIAKOBKA, A BI4 ONEUIAE; IIOAIII,ICAHO OT qIEHOBETE HA KOMI{CIA,TA,
KaKTo 14 or rrp qzre ,,Qo1papr'ra TpefigLrHr,, A[, u,,[ancou_Ff,,
OOA, cbluara orlaKoqKa. llopa4I,r resu o6crorrencrBa cJreABa
IIeHoBoro I4M rIpeAnoiKeHI,Ie La6sre pa3rJreAaHo, oueHeHo uKnacupaHo or KoMr4cr4rra.

1.6. OrNlensN{ rorrKa 1,7 .7. sa uorraeHrlafypHa eAnHr,rqa Ns 286 Retinol/Tocophenol
B neKapcrBeua Qoprvra caps 1 500 pg RE /5000 IUl;67 mg /100 IU/ crc crreAHr4re Morr4Br.r:

MOTI4BI4: B ra6maqara llpuloxeHrze J\b1 x:sr1lr nporoKona Ha KoMr4cr4flTA]Fre e HaHeceHa
IIeHara Ha yqacrHl4Kbr ,,OboHI,IKc @aprvra" EOOA, a KaKTo e rrocorreHo B qeHoBoro
npeAJloxeHrle Ha fracrHrlKa, [peAcraBeHo c oQeprara v nornvrcaHo or rrJreHoBere Ha
KOMr4Cr{rra v npeAcraBrrreJrlrre Ha yrracrHr4qure ,,cosaprraa Tpefi4uHr,, AA ra ,,[aHcoH_Ef,'
ooA, yqacrHuKbr ,,oboHrKc @apua" EooA e npeAnoxr4n rleHa or 3.25 reea 6es [flc za
orIaKoBKa or 20 6p. r<ancylv, nopa1pr Koero rleHoBoro HM rrpeAnoxeHr4e cneABa Aa 6rle
p€L3rnelaHo, orleHeHo rz KJracIIpaHo oT KoMr,rcrrrTa.

1.7. oruesslr qacrprqHo Perueuue Ng 2l I 09.09.2020 ro,u. B qacrra 3a
rrpeKparf,BaHe Ha rrporleAypara, ToqKa 7 nrs e
e4na o@epra, rro HoMeHKJrarypHa eAr,rHr,rqa }lb
acid, Glycine,Histidine, Isoleucine, Leucine,
Proline, Serine, Threonine, Tryptophane,
glycerophosphate, cacium chloride,dihydrate
1000 ml cbc cJre.rlHrrre Morr4Br.r:

MOTI4BI,I: B ra6nuqara llpuloxeHlre J\ir1 xrrl,r rrporoKoJra Ha KoMr,rcr4 flTa]He e HaHeceHa
IIeHara Ha yrIacrHI'IKrr ,,M94erc" OO[, a KaKTo $ nocoveHo B rleHoBoro npeAno)r(eHl4e Ha
yqacrHl4Ka' rlpeAcraBeHo c o0eptara u uoAnLlcauo or rureHoBere Ha KoMr{cprrra vl
rrpercraBlrreJrr4Te Ha yqacrH[rlr4Te ,,co$apua fpeft4zHr" A.4 v ,,.{aHcou-01,, oon,
ytracrHr,rKbr ,,Megerc" OOA e rpeAnoxr4n rleHa lr 27.05 reea 6es ffiC :a 1 6poft 6anxa,
nopaArl Koero IIeHoBoro I4M rlpeAno)KeHue crQ.una .ua 6rAe pa3fJreAaHo, orreHeHo u
KnacrrpaHo oT KoMr,rc[.sTa. .

1.8' OrMensNI rracrl4rrHo Peurenue }lb 21 / 09.p9,2020 roA. B qacrra 3a rrpeKparf,BaHe Ha
rpolleAypara rro roqKa 7.2.2., c Koero Ha ocHorianue qJr. I07, r,2,6yxna,'a" or 3ofl
flopbqKara e rlpeKpareHa, tlft Karo e nprlero, ue up orroBap.rr Ha npeABapr,rrenHo o6qseHzre
ycnoBr4s.

MOTI4BI4: flo HoivteHKnarypHa err4Hprr\a J\le 38 Midazolam B neKapcrnena frop1aa
solution for injection, 15mg/3m1, e yuacrBaJr eApIHcrBeHo yrracrHr4Kbr,,MegeKc', OOn c
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[pelnoxeHa IIeHa, Ko'f,To KbM Aarara Ha nolaBaHe Ha o$eprara orroBaps Ha npeABapr,rrenHo
o6tBeHI4Te ycJIoBlIt. Ha noco'reHara nara 3a prBap.rlHe ua oQeprure, nocrr,rrr4Jrr4 oryr{acTHI4IIuTe' KaKTo LI TeXHI4Te UeHoBlI lpe4loNeHIIt, [ocoqelaTa oT Svpua ,,Me4enc,,ooA qeua e clo6pasno rpeABapI{reJIHo o6rBeH4Te ycrroBLrfl rocorreHr4 B ro ror{K a 5 Ha
pa3AeJr vI.3) or o6snneuuero 3a orroBecrtrBage uf npoqe rypara, rrpr{ Kor4To rpeAnaraHara
4eHa Ha JreKapcrBeHI'ITe [poryKTI,I, Korrro ca BKJrloyeuu s lloszrLrBHLrfl. JIeKapcrBeH crrr4cbK r.r
3anJrarqaHr{ c [y6rr4qHr4 cpeAcrBa,Ia He e rro_
Ne 2 or IIJIC, [ocor{eHa B KoJroHa (crofiuocr
crofinocr 3a ge$uuupanara IHeBHa Ao3
nexapcrBeHrzr [poAyKT [ocorreHa n llpzloxe
3a onaKoBKa or 10 aMnynrz h yqacrHr4K6
HelleJlecbo6pa3uo e npeAnoxuna yqacrHuta 3a orqrpaHrBaHe, rrft Karo Ha cJreABarrl erarr e
I'I3BbpIIreHa [poBepKa 3a cbrlocraBtHe c flpznoxterlze J\lb 2 or IIJIC, cbrJracHo r{3MeHeHr4ero
My cneA rarara Ha rIoAaBaHe Ha o$eprara cne4nqiro Aa .rr c:bnocraBrr c 4eficrnarrlus IIJIC
K:bM MoMeHTal:a rroAaBaHe na o$eprara.

2. PasnopeN4aM BpbrrlaHero Ha nporleAypara Ha eran pa3ryrelr(AaHe, orIeHKa r.rKJlacupaHe Ha yrracrHI4IIrITe IIo o6oco6ena lvs I Jlerapcrneun npoAyKrr4 - o6rqu :a
HoMeHKrrarypHr.r eAr{H[qu JrlbJ\b 15, 39, 130, 19g, 19?,201,291,296,

3. Hacrorrqoro perueHr,re
cpoK or r43AaBaHero uy. B 4enx
KylyBaqa.

Peureuuero Moxe Aa 6r1e o6NarsaHo
KoMacrE.sra 3a 3arrlr{Ta Ha KoHKypeHqr4rra.
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