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Kepinnlrrcau cy6' ercrin rocnogaprcBaHnq,
llrci safi Marorr,cq pea.iri:aqiero (ropriererc)
r6epiraHHnnr i :acrocyBaHHrrM rircapcsrcux
saco6in n Mnrcorai'ncrrcifi odracri

[ep>r<anHa cnyN6a 3 niKapcbKnx 3aco6iB Ta KoHrponrc 3a HapKorr{KaMr4 y

MuKoraiscbKifi o6nacri Haila€ iHSopuaqiro uolo BcraHoBJreHHr {epxannoro cJryx6orc
Yxpaiuz 3 niKapcbKrlrx 3aco6in ra KoHrponrc 3a HapKorI,IKaMLr (aani - flepNnircrryN6a)
3a6opoHr nircapcrrcux 3aco6iB.

I. BiluoeiAuo Ao Koucruryqii Yxpaiuv, crurefr. 15, 22, 55 3axouy Vrpaiuu
"OcHoBr4 3aKoHoAaBcrBa YxpaiurE rrpo oxopoHy 34opoB'r" , crareit 15, 21 3axony
YxpaiHrz "llpo .rrixapcrri 3aco6u", lloroNeuHr npo {epNanny crryN6y Vrcpaiuu :
lixapcr,rnx saco6is ra KoHTponrc 3a HapKorr{KaMr4, 3arBepAxeHoro ilocraHoBoro
Ka6iuery Miuicrpin Vxpaiuu nia 12.08.2015 Ns 647,llopx4r<y s4ificueHHq AeplKaBHCro
KoHTpoJrro sa qxicrrc rixapcrxnx :aco6in, ulo BBo3rrbcs B Vrcpa'r'uy, 3arBepAxreHoro
nocraHoBolo Ka6iHery MiHicrpin Yxpainz eia 14.09.2005 J\lb 902, Ilopr4xl'
BcraHoBJreHHs sa6opoHr4 (ruruvaconol :a6opoHra) ra roHoBJreHux o6iry rixapcrxux
saco6ir Ha repvropii Yxpainu, 3arBepAx{eHoro HaKa3oM Minicrepcma oxopoHr4
3AopoB'r Vxpaiuu si1' 22.11.2011 Ne 809, 3ape€crpoBaHr4M s Miuicrepcrni rocruqii
Yxpaiuz 30.01 .2012 sa J\b 126120439, llopx4ny KoHrponrc sxocri lixapcrxrx 3aco6iB
nia qac onrosoi ra posgpi6uoi roprinli, 3arBepAxeHoro HaKa3oM Miuicrepcrna
oxopoHr{ 3AopoB'f, Vxpaiuu nia 29.09.2014 Ns 677,3ape€crpoBaHrrM n Minicrepcrni
rocrraqii Yxpaiuu 26.11.2014 sa Ns 1515126292, llpanun yruli:aqii ra sHHuIeHHt
rixapcrxux :aco6is, 3arBepAXeHI{x HaKa3oM MiuicrepcrBa oxopoHr4 3Aopon'r Vrpaiun
sia 24.04.20 1 5 Nt 242, 3apeecrpoBaHrrM r Miuicrepcrni rocruqil Yxpainu 1 8.05.20 1 5 ga

Jt 550/26995,
1.1. Ha niAcraei HaAXoAlKeHHt repMiuonux uoeiAoN,rreHr siA ,{epNannoi crryN6r,r

s rixapcrxux saco6ie ra KoHrpoJrro sa HapKorHKaMH B Oaecrxifi o6nacri rqoAo
Br4{BJreHHr Cy fyHll B Olecrxifi o6nacri 3a3HarreHurx HH}Kqe He3apeecrpoBaHr.rx
rixapcrxux saco6is 3 MapKyRaHHflM inoseNaHuMrr MoBaMr4, 3 Meroro aKTr4BHoi nporugii
norrrr4peHnro He3apeecrpoBaHr,rx rixapcrxnx :aco6ia, uo o$iqifiuo se BBo3r.rJrlrcb Ha
repraropiro Yr<paina ra Mox{yrb crrpr4sr4Hkrrr4 po3BraroK xnopo6u a6o HeH€Lrrex{He
rir<ynaHHx:

3AEOPOH.fl€TbCq pealisaqix, :6epirauux ra 3acrocyBaHH{ ncix cepifi
3 a3HaqeHr4x Hr4)Krre He3apeecrpoB aHHX rixapcrxnx gaco 6 ie :
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Hassa "T[3 @opua Brrrrycny Bnpo6uux

Benzetacil 2.400.000

via intramuscular cornposicion: vial
(Bencilpcnicilina Benzatina
2.400.000 lJ). ampulla (Aqua para
inveccion)

LABOI{AT'ORIO REIG JOFRE.
S.A., Spain

Penicillinum procainicum
L TZF

I (praxoH, 1200 000 j.m. Tarchomimskie Zaklady
Farmaceutvczne <Polfa>
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IIOHfI4,[A3A
Cynno:inopur.r BarliHanbHbre r.r
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COTAJIbMOOEPOH KarrJrr.r rrasrirte i0 na:r COO <@uon M>. Poccr{q

NOIII4OKCVIilOHI4TA
pacrBop Anrr rrH'beKt\uit u MecrHoro
rrprrMeueHr{q ro 1 MJI Bo cfrarcoHax
J \b5
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Poccuficrar @e4eparlur
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Ilexcpe4crBa", Poccr4g

/Posnopndcrceuun,[epcrcnirccnycrc6u eid 02.04.2021 Nb 2717-001.1/002.]/17-21/
Cy6'exraM rocnoAapcbKoi 4ixm,uocri, rr<i gAificnrororb pea,'Ii3alriro, :6epiranHx

Ta 3acrocyBaHH{ rixapcrrux saco6in, Heri4r<ra4uo nicls oAep]KaHHq AaHoro
po3[op-f,AxeHHr nepeBipr{Tr4 Haflts:uicrl, i}Ka3aHI4x Blrrue ritcapcrxnx 3aco6iB, BxtI{TI{
3axoAr4 rrloAo BuryqeHHs ix s o6iry IrIJrfxoM 3HHIrIeIIHfl.

1.2. 3AEOPOHfl€TbC.[ peani:aqix, :6epiraHH.fl ra 3acrocyBaHur,rirapcbKoro
3aco6y:

ra6reroK y dnicrepi; no 5 6"rricrepin y KaproHHifi rcopodui, cepii 18T3876,
Brrpo6Hr{rITBa Jla6ecQanr Jla6oparopioc A.nnripo, C.A., flopryrarin, ua ni4crari
Herarr.rBHoro Br4cHoBKy rrloAo srocri spa3KiB cepii 18T3876 ,rixapcrxoro 3aco6y
KETOCTEPVIJL, ra6nerKr4, BKpr4ri nlieKosorc o6orosr<oro, rro 20 ra6nerorc y Slicrepi;
uo 5 6nicrepiB y KaproHHifi rcopo6ui, rapo6ur4urBa Jla6ec$anr ,[a6oparopioc Altripo.
C.A., llopryranix, Br4AaHoro AII "I{eurpa,rrHa na6oparopia 3 aHani3.v sKocri
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,rirapclxux :aco6in i ueAnqnoi npo4yt<uii", HerarrrBHoro BI4cHoBKy flpo sxicrr
BBe3eHofo nixapcrxoro :aco6y, BkrAaHoro ,{epxanHoro cJr)DK6oro s rixapcrxnx saco6is
ra KoHrponrc 3a HapKornKaMr4 y Klaincrr<ifi o6racri, BpaxoByroqz, uo ocHoBHoro
o3HaKoro cepii lixapcrroro saco6y e ii o4nopi4lricrr /Posnopnh{eHHfl

f,epac.tircctycrc5u eid 02.04. 202 I ltrs 2700-00 I. I /002.0/ I 7-2 I l.
Cy6'exrau rocrroAaproBaHHr, qKi sAificHrorom pearisaqiro, s6epirauux ra

3acrocyBaHHr rirapcrxnx :aco6ie, ueni4r<ra4uo nicrs oAeplKaHHt AaHoro
po3noprAx{eHHr nepeeipraru naqeHicrr eKa3aHoi cepii nir<apcrxoro saco6y, B)KHTI4
3axoAlr uloAo Br4n) {eHHq ii g o6iry rrrJlf,xoM rroBepHenuq rrocrarrarbHnKy/nnpo6Hurcy
a6o rsuuteHHq.

llpu nraxeneHHi BKa3aHr4x rixapcrxux saco6is noni4ounrra [epNanny cnyN6y s
rirapcrxnx eaco6in ra KoHrpoJrro 3a HapKorI4KaMu y Muxoraincrr<ifi o6nacri upo nNuri
3axoArr uloAo BHKoHaHHT po3rropsAlKeHb 3 HaAaHHtu niAnoniAHHX .{oKyMeHTin. Y pa":i

3Hr{rrreHHr eiaxoAie lixapcrxoro saco6y B 4norHxtuenufi crpoK HarpaBI4Tu tro

fepNanHoi cnyN6rz : nixapcEKrrx saco6ie ra KoHTponrc 3a HapKorLIKaMI{ y
Mrxoralecrxifi o6nacri xoniro aKra rpo 3HI4IrIeHHt nilxolin rixapcrxoro saco6y.

llpu HacryrrHnx [ocraBKax rixapcrxnx saco6in BXI4TLI saxoAie IrIoAo

sano6iraHnr upra46aHHro, peani:aqii ra sacrocyBaHHlo rixapcnrnx saco6in, HaBe,qeHrIX
B po3rrop{A}KeHHrx [epNnixcrryN6u.

HesuxouaHHfl po3rroprAlr{eHb [epNnixcrryN6u rtrne sa co6orc eiAnoni.{antuicrr
:riAso qr4HHoro 3aKoHoAaBcrBa Yrpaiuu.

yBAfA! 3 mexcmom posnopndtrceno ms nucmio ,{epmaenoi cnyucdu Vxpainu s
nixapcuxux sacodis ma KoHmporn 3a HspKomuK&nru Bu Moilceme osaafionumuct Ha
orpi4ifinony cufimi Iepercnixcnyrc6u http://www.dls.gov.ua e posdini <Posnopnduceuun

Ieprcnixcnyerc6u>.
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