
PA3PEIUEHI{E
rra BBoA B rpaxlaHcrurfi o6opor n poccl,rficxoft @e4epaquu cepuvurrilaprv{H

npolBBeAeHHoro n Poccnficroff Oegepa\uvkr.lir4BBosr4Moro s Poccuficrryro @e.qepaur{}o
uurrnyno oaoJror?Fl ecKoro JreKapcTBeHHOfo rrpeuapaTa

Ne P006-00 I l0-7 7 I 0 53 4l I 02 or ft .A6.2026

BrtAaHo ArqIaoHepHoMy o6qemny "JIEKKO", Poccna, 60ll25,Baa4uugpcKa, o6nacrr.
: fi2t0055)8.

(uauueHoraaue rcpuAlr.recxoro Jruua, nprarraa
(Pegepalrnan c.rryx6a ro lraA3opy B cSepe 3ApaBooxpaHeHnfl Ha ocHoBaHnH
salcflrcrreHur l4cnurarelrHofr na6opatopnu Kpacnoap&oro $atuana OfEy
"I,IMLI3V4OCMfI" PocslpasgaAsopa

(Hauueuorauue {,1or 17.06.2026 I& 3634K:05/26 pa3peruaer BBoA B rpazrqaHcrcufi o6opor(r"il -- ("oMep)--'(rara) (uouep)
n Poccuficrcofi @e4epa{ur nmuyno6noror[trecroro nexapcrBennoro flperapara

EI4OJIEK Ty 6eprcvrun IIIII-JI
(roproaoe HalrueHonaruae)

Annepren:y6eprylesnrrfi 4ru
(rtre&D/Hapoggoe He[are]rroBaHHoe raur'reuoran

pacrBop ffL Br{yrpllKoxHoro BBeAeHHr 2TElplosa t rvrx (10 Ao3) - Qlarorrsr (10 rur.) -
flaqKu KaproHHbre - Arx reue6uo-upo$ralaxruuecKtrx y.rpe)K,[erurfi

cepuu l?442026 ,
(xonaep cepuu)

roAeu Ao 09.2027

o6reu cepllu rrJrrr [aprrrrr 4749

(cpor rolHocru)
rpou3BorcrBa 3axprnono aruIuonepHoro o6qecr:na ,'OapuaqeBrrr.recKu 

$zpua"JIEKKO" (3AO "JIEKKO"), Poccu-r, Bna4urraupcrag o6lacrr, Ileryurrzucrytfi puiior.
noc' Bo$runcxnfi, yn. 3auogcxall, crp, 277 (npou3BoAuTerrb (rororofi JIO), neprvrt1as.
yuaxonxa); cr- 277A (nropnunax ynaxonra); crp. 2g0 (rurrycrarourafi xlntpoffi
KAIICCTBA

EorlMoBA I{. H.
BE[. MEHEAxEP cK,IA[A
jloa. m1/s oI 12.0i.2026r.

3auecrzrerrb pyKoBoAHTeJu
Pocsrpanuan3opa [.B.IIapxoMeHKo

AOKyMEHT nolIIItcAH
lj|,rlr(I?oHH0fi u<r4 rucrru

Ccprtr+s(r 0Ef0.]CEFt F4 E?2O29AD24lFOCZ t?9A.1 I
Bm.lgreu IIspmMeuxo,(grrptll BceBoaqAoEBc

,{efi wrmou c I 0,062026 no 03,09.2@?

(ro.nruecrno ynaxonor)

I,IMIISKC i'



Ml/ oKK-048-2022/l (8.7)

Crp. 1 ra 3

3AO 'lIEKKO", 60 I I 25, BnaaaMupcraa o6a., fleryuuncxxii p-u, uoc. Bolrruucxrii yl 3anogcxat crp.27g
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HaqurnHx OKK:ren (4922) 7'73290 (ao6.3745),e*ail<ivrepetenko@pharmstd.ru>

flacnopr Ne 040000822504

HarMexoeaxhe npenapara no Hfl El4O/lEK Ty6epxynran l-1fl,(-,fl, pacruop Anfl BHyrpr4KoxHoro BBeAeHhn, 2 TE/4o:a, Ne10

npoh3BoAhrenu: 3AO <,flEKKO), 601.125, Baa4uanrpcxan o6n., neryulnH c1ui4 pafioflt

noc. Bon b[h HcKh il, yn.3a BoAcKan, ci-p. 277

Hor'nep ceprr L2o42026 KonHqecrso npoAyHLu,rh B cephu (r.ynax) 4,748

flara npouraogctaa 20.04.2026 l'o4ex 4o O9l2O27

Axaarsur/rcnurraHr4r npoBeAeHbr B coorBercrBr4x c HA HA,nn-Ne(011983)-(pl--RU)-071025

flara
aHaI143a

HalinnexoaaHue

noxagarerefi

Tpe6oeaxun H[ Peayaurarut aaanuloe f ucnurra xui

L0.06.2026 Onrcagre Brsyar uu ur fi

EecqBerHaB npo3paqHaF )K!4AXocrb

Cooraetcteyer

SecqBerHaF np03paqHa, xilaKocrb
L0.06.2026 flo4r r x Hocru Srororrvecxui, MeroAhRa nporsao4nrenn (no

pa3Aeny: <CneqnQlruecxan axtrenocru>)
llpena par,qorxeH n ph BHyrp IKo)KHoM I BeAeH ]4 ]4

Mop-cKhM cBr4HKaM, ceacu6unnznpoBaHHbtM El_lX,

Bbt3btBaTb noroxITe,4bHbte t(olKHbte peaKqhh :

na ny.nbt

Cooteetcteyer

npenapar nph BHyrph KolHHoM BBeAeH Hh

MOpCKt4M CBhHKaM,

ceacu6nnuzvtpoBa HH btM 5 l-lX, Bbt3bt Ba er

no,noxhTe,nbHbte KoxHble peaKLlrlh:

nanynbt
09.05.2026 n po3pa,.iHocrb oEA3C, 2,1.2.1.

npenapar Aonx<en 6urru npospaqnurm

Cooraercreyer

npenapar npo3pa
10.05.2026 l-l aerr ocru OEA3C, 2.1.2.2., nero4 I

flpenapar 4oaxeu 6urru 6ecqeerHurm

Cooreercrayer

flpenapar 6ecuaerHurfi
L0.06.2026 pH oEA3C, 2.1.2.3.

Or 7 ,35 go 7 ,45

7,4

1.0.05.2026 Mexasrqecxre
BK,nK)qeH !4f,:

- Br4AhMbte qacThubt

Mero4rxa npota3BoAhrenF.

B coorgercrahI c tpe6oaaurnuur

Cooteetcreyer

Cooraercrayer rpe6ooau rRnn

L0.06.2026 MexaHh.lecKhe

BKnloqeH14fl:

- HeBhAhMbte qacThr-lbl

OEA3C, 2.1.9.10., c,reruo-<|oromerpruecxril nnero,q

Cpe4uee vrcno qacrhq pa3Meponn ) 1.0 mxaa - He

6o,nee 6000 na Qraxon;
pa3MepoM > 25 MKM - He 6oree 600 na Sraxox

Cooreercreyer

Cpe4uee qIcno qacrnq pa3MepoM > 10

MxM - MeHee 6000 Ha OnaRoH;

Cooraercreyer
pa3MepoM 2 25 mxm - /\neree 600 xa

draxoH
09.05.2026 14:snexaerilurfr o6tetll OEA3C, 2. 1.9.9., MeroArKa npoh3BoAhrern

14ameperxuri o6tem 4olxeH 6urru xe mexee

coorBercrBytoqero 5 4osaiu

7,7 MA

09.0s.2026 Creprruuocru oEA3C, 2.1.6.1.

fl pena par 4onxex 6urru crepNauxurna

CreprluHo

L0.06.2026 Axomaruxag

TOKChtIHOCTb

oEA3C,2.1.6.3.

fl pena par AorxeH 6urru Heroxct,r.tHuri\

Cooreercrayer

Heroxcuqxuri
L0.06.2026 CneqrQruecxan

A KT'4 BHOCTb illlii'.11TXl;1"-#:i#,,:.::ffi ffipaeex (1,0010,05)

t,02

(a IOII}Ifl BEPIA /
09.05.2026 Oeson

r;x 
^u:,,,; 

:1",x:, "1" 
-"ffi 

ffie'
"4?'

(l ffi" Hrx'iii#;l ,,**^
27.05.2026 OnhcaHhe ynaxoBKl..l flepervHan ynaKoBKa:

l-lo 1 mn (104oa no 2TE e 0,L nnn)

Heilrpaauxoro creK./ta 1 wAponnr
xnacca, yxynopeaHure npo6xamr
o6xaraHsure Ho,onaqKaM!4

a,n DM I HheBo-n,4 acThKoB btM I c t{ot]lpo,rl eM

nepBoro Bc(pbtl4n. Ha $aaxoH HaK.4er4eatoT

3ThKeTKy CaMOKnesqyocr.

BTophqHaF ynaKoBHa:

1) no 5 OraKoHoB noMeulator B xoltrypHyo

ralps. p,115 0T 12.01.2026r.
ynaKoBKa:

mr (10 4oa no 2 TE B 0,L rvrn) eo

KoHbr h3 ueilrpaluxoro crexna 1

rhApo.4hThqecKoro Knacca,

yHynopeHHbre npo6xaur pe3rHoBbtMh,

o6xaraxxute Kolnar.tKaMh

aI rc'M rHheBo-n, acTh KoBbtMt4 c

KOHrpO,rteM

nepBoro Bcxpbtrhfi. Ha $aaxon
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Et4OIEK Ty6epxynAH nnA-fi, pacrBop Arn

BHyrpIxo]l{Horo BBe.qeHxn, 2 TEhosa, Ns10

llpot43BoArrenb: 3AO (,4EKKOD, 601125,

Bra4rurpcxar o6n,, neryuff Hcxtri paioH,

noc.Borsrrncxri, yn.3aBoAcKafl, crp. 277

Cepua:12042026

fqefrxoByro ynaKoBKy ,43 n.4eHxh

nor rl3Th.reHTepe$ralara vAA v3 nne+Kvt

nonvBn{Vnxnop4+Hovt,

[o 2 xoxrypxure s,.ieixossre ynaxoBxl4 c

Qraxonarur BMecre c,nhcrxoM-BKnaAbt[ueM

noMeqaoT B naqKy KapToHHykt.

2) l-lo l Qnaxony noMeu{a}or B KoHrypHyro

EqefixoByto ynaxoBKy h3 n.neBKh

non 14gThneHTepe$ra,nara AAvl h3 n AeHKV

nonueununxnopnpaoit.

llo 5 creprruxurx ynaKoBoK, KaxAafl h3 Koropbtx

co4epxrr ry6epxyrrHoasril unphq c wuoit g.rta

h3BneqeHhr (4nr,rnxoi) n roxxofi nrnoi, gna

BHyrphKoH(Horo BBeAeHhfl (xoporxofr ), nnn no 5

crepl4nbHblx ynaKoBoK, Kaxp,afl h3 xoTopbtx

cogepxur ry6epxynrHoeuril unphq h orAerbHo no

5 cteprlunrrx ynaKoBox c urnoil p,na h3BneqeHhn

(g.nranxoi) u orAenbHo no 5 creprluHurx ynaKoBoK

c ronxofi Attoil Mf, BHyrphKoxHoro BBeAeHhF

(xoporxofr) noMeqapr B neHa.n !43 KaproHa.

O4ay xoHrypxyo R,reixoayto ynaxoexy c

Qlaxouoru h oArH neHan co uJnphqaMh A t4r^aMr

noMeulaloT B naqKy KapToHHyto.

flenal co unphqaMh A ATAaMA He MapKhpytor.

B xax4yro naLi Ky BKnaAbtBa tor,nI croK-BKnaAbr tx.

HaK,4eeHa 3ThKeTXa CaMOK,4efl UlaFCf, .

Broprvnar ynaxoeKa:

flo 5 Qaaxonoa noMeuleHo B KoHrypHyro

Rvefrxoeyo ynaxoBKy h3 nreHKh

no,Ir h3T!4neHTepe$ranara.

flo 2 xonrypnure flqeilxoBbre ynaxoBxr4 c

$raxoxamr BMecre c

nhcTl{oM-BK,naAbrtueM noMeqeHbt B

na'{Ky KapToHHy}o.

27.05,2026 Mapxrpoaxa

[0llllfl

FOUMOBA H.H.
6,n M,*'rI!! gllll
los.i,rrsoI 12'W\z

tro-#
?

1) flepaNvuan ynaKoBKa.

Ha srhkerxe Qnaxoxa yxa3blBator:

- TOproBoe HarMeHoBaHhe .neKapcTBeHHoTo

n pena para,

- rexapcraenxyic $optray,
- Ao3i4poBKy,

- o6tem npenapara ao Saaxore (e urarurrrpax),
- KonhqecrBo Ao3 B oAHoM Qnaxone,
- HOMep Cephr,
- Aary npoh3BoAcTBa,

- AaTy hcreqeHhE cpoKa roAHocTh.

2) Broprrnan (norpe6rreaucxar) ynaxoaxa.

Ha na,rre yka3brBatoT:

- (n poh3BoAhrenb:), coKpau.leHHoe

HaI4MeHOBa H he n peAn phFTr4f -n pon3BoAhTerf, , ero

roaapnuril 3HaK, aApec (crpaxy),

- (AeplKarenb perhcrpaqhoHHoro

yAocToBepeHhfl:), coKpauleHHoe HahMeHoBaHne

lopHAhqecKoro,4hqa, Ha HMF xoToporo BbtAaHo

perr4cTpaqhoH Hoe yAocToBepe-H!,1e, ero ro oa pH sri
3HaK, aApec (crpany),

- TOproBoe HailMeHoBaHhe neKapcTBeH Horo

npenapara,

- o6u.lenprNnroe (rpynnra poaovxoe)

Ha14MeHOBaHhe,4eKapcTBeHHOrO npenapaTa,

- nexapcreexnyo Qoprvry,
- Ao3hpoBKy,
- o6tem npenapara B oAHoM $naxoHe (e

nunnnnutpaxl,
- xo/rhqecrBo $laxoxoe (ronuxo Ha na,{Ke AnF L0

0ra-xoHoe),
- xo.flhqecrBo Ao3 B oAHoM $laxone (<Bo Qlaxone
1 mr - L0 4o:>), <!o:a - 0,L anr>, <B p,oae 2 TE>,

- cocTaB npenapaTa Ha oAHy Ao3y,
- npeAynpeAhrerbHbte Ha,qnhch: <CTEPhIIbHO>,

< Cnoco6 npIMeHeH hF : cM. .nh croH-BK.naAbt uJ. ),

Cooreercreyer

1) [lepervnan ynaKoBKa.

Ha srhKerxe Snaxoxa yxa3aBbr:

- TOproBoe HahMeHoBaHhe

.4eKapcTBeHHOTO npenapaTa,

- rexapcroexnan Qopma,
- Ao3hpoBKa,
- o6'uena npenapara eo Qaaxoxe (a

munnnnutpax\,
- (o.nhqecrBo Ao3 B oAHoM $raxone,
- HoMep cepil14,

- AaTa npol43BoAcTBa,

- AaTa hcTeqeHhfl cpoKa roAHocTh.

2) Broprvxan (norpe6nrenscxan)

yna KoBKa.

Ha naqke yKa3aHo:

- ( fl poh3BoA[Tenb:), coKpauleHHoe

HAhMCHOBAHNE

npeAnp14rrhr-n porl3BoAhTera, ero

roeapxuri 3HaK, aApec (crpaxa),

- (Aepx{arenb per}4crpa qhoHHoro

yAocToBepeHrs: ), coKpaqeHHoe

HaIMeHOBaHre topnAilqecKoro IhLla, Ha

hMf, KOTOpOTO BbtAaHO

peri4cTpaqhoHHoe yAocToBepeH14e, ero

roeapHuril 3Hax, aApec (crpaHa),

- TOproBoe HarMeHoBaHrie

reKapcTBeHHoro npenapaTa,

- o6qenpuxRroe (rpynnrpooovnoe)

HahMeHoBaHile .neKapcTBeHHoro

n pena paTa,

- rexapcraeHuaR Qoprvra,

- AO3hpOBKa,

- o6DeM npenapara B oAHoM $naxoHe (e

v.vtnnunnrpax),

- Ko,nhqecrBo: 10 $naxouoe,
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ShOIEK Ty6epKynhH nnA-/|, pacrBop Ann

BHyTp,4KoxHoro BBeAeHr4fl, 2 TE/Ao3a, N910

nporaao4ureru: 3AO (,rlEKKO), 601125,

BnaAxMrpcxas o6n., neryunrcxrft paior,
noc.Bonsrrxcxlti, yn.3aBoAcKaA, crp, 277

Cepvq:12042026

(Xpa-Hxrb B HeAocrynHoM Ann Aerei mecre,l,
- cnoco6 BBeAeHxE (( BHyTP14KO)+(HO)),

- YCnOSAA XpaHeHhF,

- ycnoBhF oTnycKa (AnF

neqe6Ho-n po0hna KrhqecKhx yq pexAeHhfi. ),
- HoMep cepIh,
- Aary npor3BoAcrBa,

- Aary [cTeqeHl,lF cpoKa roAHocTh/

- uJTphx-KoA,

- Sapruaxog,
- cpep,crBa n4enrr$rxaqun A-lln chcreMbt

MOHhTOp14Hra ABhxeHh' neKapcTBeH Hblx

n pena paToB An8 MeAr4 r-r,h H-ckoro n pH MeHeH t4a.

AonorHhrenbHo Ha naqKe c oAHhM Qnaxoxom no

1 nu yxa:ureaor: <Vnaxogxa coAepxhr: 1 $naxon
c npenapa-roM - 1 rvu, 5 ry6epxyrrxoaurx
uJnphqeB, 5 nra p,nn h3B,leqeHnr, 5 nrn gna

BBeAeHhr.).

- KorhqecrBo.qo3 B oAHoM Qaaxoxe (<Bo

Qaaxoxe 1 run - 10 4o:r), <.{o:a - 0,1

mr>, <B 4ose 2 TE>,

- cocraB npenapara Ha oAHy Ao3y,
- npeAynpeAhrenbHbte HaAn,lch :

nCTEPil,4bHOr, <Cnoco6

npIMeHeHhs : cM.,nhcToR-BK.fl aAbil.u,,,

<Xpaxlrrr B HegocrynHoM 4nfl
4ereil nnecre.>,

- cnoco6 BBeAeHhf, (( BHyTP14 KOX{HO)),

- ycnoBt4fl xpaHeH148,

- ycnoart ornycxa <.(nn

.rr ev e 6u o- n po$ ur a xrilq ecKHx

Y,{PexAeHhfi.),
- HoMep cephh,
- AaTa npoh3BoAcTBa,

- AaTa hcTeqeH4fl cpoKa roAHocTh,

- urTphx-RoA,

- Qapruaxog,
- cpeAcrBa upentn$nxaquu gna

chcTeMbr MoHhTophHra ABrxeHhfl
.neKapcTBeHHbtx npenapaToB Anf
MeAhqh HcRoro nphMeHeHhr.

27,05.2026 YcnoBhfl xpaHeHt4s nph reMneparype or 2'C Ao 8"C. He

3aMOpaxhBaTb

Cooreercreyer

flpr remneparype or 2 "C 4o 8 'C. He

3aMOpaxhBaTb
27,05,2026 Cpox ro4xocna (cpox

xpaxe n nn )

1,5 ro4a fogeHAo O9/2O27

3axnrcqexre OKK:,flexapcrBexautfi npenapar 5r1O,nEK Ty6epxyrraH I-lflfl-,fl, pacreop AnF BHyrphKoxHoro BBeAeHhr, 2 TE/4o:a, Ne10

Ipoh3BoA[renb: 3AO (,nEKKo),601125, Bna4rmnpcxaa o6a., IeryuuHcxri pailou, noc.Borurnncxuil, ya.3aeo4cxan. ctp.277 cepna
12042026 coorBercrByer HA nn-Ne(011983)-(Pt-RU )-071025

HaqarbHxK OKK: PenereHKo hHHa BnaaumunoaraPenereHKo 14xxa Baa4unnrpoana

llo4nrcaxo elexrpoxHoi noAnhcbto

L0.06,2026 L5:23 28998868-7948743621,

lara ourgavr 3ax,ntoqeHhf, o KaqecrBe 10.06,2026

IOIIIIR BEPIIA

EouMoBA H.H.
BE[. MEHEAxEP cr(,rAnA

lloe. r,1/s or 12.01.2026r"

fuuro;
Pla" nMII9KC;'


