
PA3PEIIIEHI,IE
Ha BBoA B rpaxAaHcKl,Ift o6opor n Poccnficxofi (De4epa\Lrut cepvu t4lrvrilapr:rra

[poI,I3BeAeHHoro n Poccuficxoft @eAeparJvrkr r4Jrlr BBo3rrMoro n Poccnftcryro @e4eparlurc
rarrauyHo6r{oJroruqecKoro ireKapcrBeHHoro [pe[apara

i\b P006-00110-77102363941 or 27 .05.2025

BrtAaHo 3axpurouy aKIIr{oHepHoMy o6rqecrny "@apuaqeBrr4qecKafl Sr,rpua "JIEKKO",
Poccl,l.a, 601125, BraAnunpcKuur o6racrr, fleryuuucxttitt paftoH, [oc. BolrrzHcr<ufi,
yn. 3asotcxa"fl, crp. 278,I,IHH: 3321005528.

(uauueuouaHr,re rcpr,rAr,rqecKoro Jrr4rla, rcpr,rAuqecrufi aApec, I4HH)

@eqepa"rrbHafl c.nyx6a rro HaA3opy B cQepe 3ApaBooxpaHeHr{fl Ha ocHoBaHrrrr
3aKflrcqeHnq I4curtraremuoft ra6oparopnu KpacuoxpcKoro Svuruana OfEy
"ZMIISYAOCMfI" PocsApasHaAsopa

(uauueHosaune $e4epanlHoro rocyAapcrBeHHoro 6roANerHoro y.rpeNgeuua)

or 26.05.2025 Nb 233[Ka-05/25 pa3pemaer BBoA B rpaxcAaucrcnft o6opor
(aara) (Hovep)

s Poccuficrcofi (De4epaqulr lrMMyuo6uororuqecKoro JreKapcrBeHHoro rrpe[apara
EIIOJIEK Ty6epxynuu fIfI[- JI

(ropronoe uaurueuonaHue)

Arrepreuu 6axrepufi
(rr,rex4yuapo.qHoe HenareHToBaHHoe Har4MeHoBaHue (rpynuupoBor{Hoe luu xlrunuecroe)

pacrBop Aru BHyrpr4KoxHoro BBeAeHrrfl 2TBltoza I rrar (10 Ao3) - Sraxourt (10 ur.) -

II arrKr{ Kapro HHbr e - An.rr re.r e 6u o -np o & [naKTr,rq e cKllx yrp eN4eHIa ft
(cpopnra BbrrrycKa (c yxaaauueu neKapcrBeHHoii $opuu, Ao3r4poBKI4, $acoenn) 14 KoJII4LIecrBo e ynarorrce)

o6r,enr cepuu HJrr,I flaprl{Lr 4504
(roru.ruecrno ynaxonon)

(cpor roguocrr.r)

rpor.r3BoAcrna 3arcpbrroro aKrlr4oHepHoro o6ruecrsa "(DapuaqeBrl4qecKa, Qupua
"IIEKKO" (3AO "IIEKKO"), Poccua, Bra4raur4pcKafl o6racrr, IleryurraHcrptfi pafiou,
noc. Bolrruuurzfi, y.rr.3ano4cnafl,, crp.277 (nponsno4rrreJrb (roronofi IIO), repBplalHa,
yuaxonxa); wp. 277A (nropuuuaa ynaxonxa); crp. 280 (nunyucarouufi KoHrponb
rnucnrpq\

(uaraueuonaHne v a1pec fipor{3BoAr.rrenr (c yKa3aHHeM craguft npousno4craa)

PerncrparluoHHoe yAocroBepeHr,re J\& JICP-O 07 558109 or 28.09 .2009 .

[epxare"rrr perucrparlr{oHHoro yAocroBepeHlrq Axquouepuoe

cepnrr 09042025 ,

(uouep cepuu)

roAeH Ao 09.2026

"@aprracraH4apr" (AO "Oapiucran4apr"), Poccux, l4l70l, Mocxoscraq
4urrfi, Jluxaqeecxufi A. 5 "8".

(uarEueuonaHlre, a4pec)

3 auecrureJrb pyKoB oAr4TeJr.rr

Pocs4panHaA3opa

o6uecrso
o6racrr,

ffi-""%
'-IdnlmSKC,'

SJIEKTP oI-IHotr{ noAnl,Iclto

C'eprurfrrar' 42D lB14AD82BBD I l 3BD l263FE2ClCB(--89

B.lageleq flaprorrerrxo f{rrlu plrii Bceeo.lollolrr.l

/{efiorHrereu c 07.0.1.2025 no 01.07.2026

XOMEHKO

)



Ml/ 0l((-0a8-202211 (a,2)

Crp. 1 n: 3

3AC) 'r'1EI(I(O", 60 I I 25, []nrrtttN,rtpcktl o6r., lleLyurrrcxuii p-rr, lroc. l}olrrrrrcrrrii sr 3arolcru ctJr.lT)i

llripfltrop no Kr{ocruy:'rc, f.l92?) ??j?,Q0 l:ro6.,r604),c-nrciI<koiljushchenko(atpharmstcj,ru>

HilrrartItx OKI(: r|r (4i)]l) 773:tX) (no6.](r4)),1rs11j1a1u6,rtrurkin@phrmrsrri.ru>

nacnopr Ns 040000573596

Hat4MeHoBaH[e npenapata no HnQ 6honEi{ TyfiepxynuH nnA-/l pacrtsop Anfl BH!TpHXoii(Horo BBeAeHrlr, 2 TE/Ao3a N9:.0

llpoh3BoAtlleflb: 3AO a.rlEHKOrr, 601i.25, Bra4umupcxaa o6,r,, fleiyur.rr-rcNv,il paitou,

noc. Bo.nuTnHcxnfi, yn. 3aoogcxaa, ctp. ZTl
Honep ceprn 09042025 Konuqectso npoAyxr{r.h Bcept4n {r.ynax} 4,504

flara npoNseogcraa 16.04.2025 l-oAeH Ao 09/2026

Anaru:ut/rcnuryaHhs npoBeAeHbr o cooyBercr8Hr.l c HA H.qACP-007558/09-280909, h3M. Ns 1, h3M.N92, H3M.N93,

Nlru,Ng4, h3M. N95, h3M. Nq6, !,13M.N97, r4srra. NsS, rasA . Ng9,

u:u.Nq] 0, Nlan,Npl 1, il3M.N912

flara
aHarH3a

HaHnneHogaH,ae

no xasareneil

Tpe6oeaxun Hfl Pe:yaurarur auanuaoa/ucnotraxuil

15.05,2025 OnucaHre Bu:yanux ur fi,

6ecqoerHaR npo3paqHafl r(haxoqTb

CooTBercrBy0T

EecqoerHaR np03pagun, x(h.a,Bofi b

I5.05,202 s Ilo,6,/tuHHocrb 6roloruqecxni { no pasgeny; <CneqnSnlecraa

arrraNoclr r ).

npena paT Aon )HeH nph BHyrp 14Rox{HoM B BeAe H hr.1

Mo pcx,4 M cnH HxaM, cercr 6r.ulr3 rlpooa n riurt* 5[]K,
Bbr3btBaTb norox<y|Te,tbHbte KoxHbte peaKukH;

nany br

Cooraercreyer

llpenapar npt,t BHyrp!,rRon{Ho/!r BBeAeHhh

MOpCr{r.rM cBfiHNaM,

ceucr6rnn:rpouaxnurn,l 51,{X(, Bb,SbrBaer

nono,flHTe./]bHbre xolKHble pea8qfr H:

n anylbt.
08.0s.2025 ll po3 paq Hocrb ro xtil, ooc,].2,1.0007.15

fipenapat,o,on)HeH 6urru npolpa,ruurm

Cooraercreyer

npenapaT nporpaqxuril
08.05.202 s i-{aeraocrr ro xilt, ooc.1.2.1,0005.15

fi penapar AonH(eH 6rrru 6ecLlaerHurm

CoorBerffByer
flpenapar 6ecqaetHlrfi

11.05.202 5 pH ro xlil, ooc_1,2,1.0004.1"5,

nOre sUrOUelpn.ieCXr i.
At 7,35 ao 7 ,45

7,40

09.05,2025 MexaHr,.lecxre

BH/lTCTCeHnA:

- BhAhMble

MgXaHhCeC(Me

0{rioceHhn

ro xilt, ooc.1.4.2.0005.15

Aonxelt BbrAepxruaru rpe6oaauna.
Cooraorcroyer

B ar4epxr a aer Tp e6o u a r*r n

15.05,202_5 Mexa H hrre cHHe

BI{/IOLIEHHR:

- HeBhAhMble

MeXarihqecH14e

BK./l0qeH fffl

ro xlll. ooc.1.4.2.0006.15
CpeAHee qhcxo qacr[q pa3MepoM z 10 MRM Be

Aon}l{Ho npegbtr.Ijarb 6000 ta $naxou.

pa3MepoM > 25 prsn rie AonxHo npe6bruJalb 600

xa $naxou,

Coornercroyer

CpeAHee rhc/lo qacrhrl pa3uepou I L0

Mr<M - MeFiee 5000 Ha $aaxou;

Cooroerc royer

pa3MepoM l 25 rnrm - menee 600 Na

Sraxox
1r,.05.202 5 llesae xaerruX o6le^ MeTo4nxa $rapnsr.

He LreHee Horr,rrnalrgoro o6r"enaa

1.1 nn

06.0s.2025 Crept,trtrsocru ro xilr, ooc,1.2.4.0003.15

llpenapai Aonx<eH 6urrr crepulurtrrr,r ffiffih
15.05.202s Atomanuuan

rO HCHLIH OCTb

to xilt. ooc, 1.2,4.0004.15

npenaparAonxeH Sbtrb HeroKcr,,{l.tbtM, A
7/./i ffi:;::?il-'qx\q

1"5.05.202 5 CneqlrQwecxan

ARTH BHOCTb

Ehonorrqecxhfi. HtSl
HH4exc cneqra$r,rqeciloi aBTrlBHocrr 4oaxex 6utru H\.\
oaBeH (1.00!0.05) l*\o

.'d, 99 7
I Itl;-H&TII3KC "

10,05,2025 OeHo,rl lO Xlll, cnempodororaerpruecxrfi e\ooc.1.7.2.0028.15 \
Or 0,20 Ao 0,30 % ffi*#

15.05,2025 I'lpou:oop,croenNrre

[!TAMMbr

Ty6epxyrunoreHnbre uJraMMbl mrxo6axreprfi

ry6epxyne:a B14/qoB: yenoaeqecHoro

Mycobacterium lulrerculosis Dt/Strain (Ng

CootbSlt{ffiP-
Ty6epxynt noreHxbre L!TaMMbr

Mn*o6atrtpufi ry6epxyrera argoo:



MH qIl(-048"?022

Crp. 2 r,r: 3

I'locnopr Ns 040000673696

6h0i1[H Iy6epxyaxB nnfl"n pacr6op An6
0HyrpHHoHHoro BseA,eHkn, 2 TUAoJa Nql0
npoHlBoAtrrenb: IAO (It '{XOD, 60I.I25,
BnaAfi r,lHpcHafl 06,1., neryuxHcxxri paft oH, noc,

BoJlbrHHc(11i, yn. SaooAcxali, cTp, ?77

CephHr 09042025

AenoHhpoBaHr!n 700401), Mycobscteriurll
tuberculosis T-3480 (Nr 4enoNnpoeaHran

7004012) u 6stqserr: Mycobacterium bovis
<Vallee r (Ne 4enonr,rpooaunn 700203)

qe/roseqecxoro Mycobacterium
tuberculosis Dt/Strain (N!

Aen oHHpoaaHufl

700401),Mycobacterium tuberculosis

T"3480 (Ne nenoHhpoBaHHrr 7004011), 14

6urquero Mycobacterium bovis <Vallee>

(Ng ,a,enorhpooaH ufi TAOZAS!

23,04,2075 Vnaxogxa flo 1mr {J-04o: n<j 2 T[ a 0,1 trn) oo QnaxoHbr no

VCO 8362-1 H3 creKna L rhAporhrnqecRoro
x.rlacca (noalrHanbHarl BMec'rhMocru - 4,0 i 0,5

tvtn), yxynopeHrure npo6xaM14 pesHHoBbrMk no

Eur,P. unu USp, o6xaraHttble (o,nnirqrraMy

anloMnHne0o. n,lacTrlt(o8btMt4 c HoHTporeM

nepB(,ro 8cl{pbrrHn n0 rocT P 5131"4-99. Ha

$na tonur Ha K/reH Ba mr catnoxte't ttp4r:cl ]rHHeT (h.

lio 5 $naxoxoa noMeqatol B HoHTypHylo

nvefrxooyo ynaxoo(y hi nleHsk n3TO tto Ty
22 45 " 005, 529387 2 L- 2A 12.

[1o 2 xosryp*ute lveixoobre ynarooxr.r c

(uaxoraur BMecre c Nrcrpyxquefi no

nphMeHeHHlo noMerqaiol I naqHy h3 HaproHa no

TOCT 7933-89 nnh rMnoprHoro.
no L +naHoHy noMelqalor I KoH'rypHyro ,lqefiRo6yr,.)

ynaRoBxy fir nneH(h n3T$ no TY

2245-0A5-52938721,-203,2, Flo 5 creprruur,rx
yna(o{rox, RaxAafl h3 KoTopbrx coAepxffT

ry6epi<yrrnoeurfi uJnphq c urnoi p,na h3a.4eqeHh^

{Aluttnofi) r{ roHr(oi v{no6, Mfl sHyrpakoaHoro

86egeF,Hrr (rroporxoft). (<Me4rxan Ioruxa Cn.

3.0,0.r, nor6ua) xn,r' no rOCT P 52710-2^007,

noMeu-l,aloT I neHa,rl h3 HapToHa.

OAHy r(oHrypHy,o Rueilxosyr,o ynaHoBr(y c

$laxoHom r,1 oAhH neHan co llnphqaMh vt nrnawrl

noMeu{aDT B naqKy H3 KaproHa no fOCT 7933-89

Hnn 14M|loprHofo. l'leHa./t co unpilqaMh h Atfi1lr''n

He Mapxl4pyloT. B l{aHAy]o nacHy BXraAbrEamr

hHcrpy,("\Hro no nphMeHoHX1(). fpyr tno0aB

ynaHoB8a I TpaHcnopYHar] rapa B coolBeTcT8Ht4 c

rocT 17768-90,

Cooreercrsyet

l-lo I r*r (10 4ou no 2 TE e 0,L Mn) Bo

Snaxonur h3 me(na L

rxApo,nilTH'lecRoro Hracca

(nomnrans4an BMecrhMocrb * 4,0 i 0,5

M/l ), yRynopeHHbre npr:6xamu

pe3hHoBb,M11, 06xaraHlrblg Hornaq(aMt,r

a/lrcMl,lHHeBO-n./laCTnHOBbtMh C

KoHTporeM nepsoro ecxpurrrn. Ha

rlnaxoHsr Hax/leeHbt caMoxneff u{hecR

3T'4KeTXU,

[1o 5 $laroHou noMeuleHo I KoHTypHylo

nreixooyo ynaxoa*y rl nreHxr fl3TS.

no 2 KoHrypHbre fi!efiHoBbte ynaKoBrilz c

$naxosanu oMecre c BHcrpvxuhei no

nphMeHeHnlo noMel4eHbt B naqxy H3

l{a pToHa.

23.04.7025 Mapxhposxa B cool8elcroMr4 c H,q

Ha :lrr<erxe rfnatoNa Ha llycc(oM ,3blxe
yxa3blBamTi co(paLqeHHoe Hahlr,leBO0aHre

n peAilp hRrufl -nrloh3BolqHTenfr, ToproBoe

Hahf(eHoBaHue ne(aPcTBeHHoro npenapaTa/

,e(apcroeHHyo $opr,ry, 4ornpoaxy, o6r.er,r

npenapaTa B MVhnllvlpaxt xonhqecT6o no3 B

o,qNo,tl $notone, HoMep cepnffJ Adry EbrnycHa,

Aary oHoHqaHhn cpoKa roAHocTh,

Ha na,.ixe Ha pycc(oM ,3brKe yxa3brsator:

Cooraetcrayer

Ha sruxerxe $,
y(a3aHoi coKpr

:rfli::ffi
npenapara,,,re

AO3hpOBxa, O€

Ml,4nnvnl,!-lpax)

$naxoue, nona
l:iri(*rir, -

ffi
I

IaHOHa Ha pyccr{oM f,3btHe

tueHHoe BahMeHoBaHhe

npoh3BoAHre,l.q, loproBoe
e /reHapcTBeHHoro

xaprreeHnan $opua,
itera npenapata o

HOnHqeqTBO,0,O3 B O.qHOM

ep cep,]h, Aara BbrnycHa,

4ff Cpona roAHocT,,{,

il{cRoM ,r3brxe y(a3a Ho;

S;' ,o*p.rlun rou

IFWFsoAhrenn, 
ero

fg{fi}ec (crpa xa,

fuffi ", 
o*r t, ( Bra.o,en eLl

ffi V4octoaepenrn:u,

9EhMeHOBaHhe
) nu[ar Ha ilMf, Koroporo

TpaqhoHHoe

e, ero roaapnurfi anax,

:, crpaHa, ropoA),

( I lpoh3BeAe Ho : D, coKpa qe HHoe Ha rMeHo ga Hyle \V_OYA,
npeA,npr4,lThE-npo|438op,Hre^a,eroroaapuurfi :nftfl 2ro)26)\
a4pec (crpaNa, o6nacru, pafiox, nocerox), H/"Y&'
( I 

^ 
a Aen e q p e r H cr p a q h o H H o ro yAocro 0 e p e H H fJ/sY rO

coxpau{eHHoe HailMeHoaaHHe apr4r*a.*oroftlEt t rrr rn
,nhqa, Ha HMn Horoporo BbrAaHo perhcrpauror&\F:\ - Ji4 ivf'
yAocroBepeHtre, ero roaapHurfi 3Hak, aApec 'AV\
(nN4exc,crpaxa,ropo4),roproooeriar.rrnexoeanrE6.N,\

yAocToBepeHq

a.o,pec (rrH,qex(

/rcrdPLrucHHa{0 ilpeilaPilr d, rpyilrrhPotsosHoe

!rakMeHoBaHt4e, /rexapcr8eHHyo q)opMy,

iXo3 t4 poer{y, r{o.nuqecrBo $r axoxoc (ton uxo ua

naqxe Anrr 10 (rnaxonoB), o6beM B Mwtlt\nnt4rpax B
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Ctp, 3 H: 3

nfr snopT Ns 0400006/:696

51,10IIH Ty6ep(yrnH nnA-fl pacreop Aff
RHyrprKoxHoro B0eAcHHn, 2 TE/Ao3a N9l0

[1por:do4rreru; 3AQ (/lE(HOn, 601 125,

BraAtrMnpcHafl oOn,, neryutrHc(r, pa,;oH, noc.

BorbrflHckfifi, Vn. 3aBoacxan, c-rp. 277

Cepiln:090420?5

o4uoru (llaxoHe , Borr4qefi0o Ao3 B o.a,Ho^l

Snaxcxe, rpo:a - 0,1 l,rnl, r B 7r,ore ? TEu,
(CIEPfi IbltOr, cnocrl6 ose6eHun

( r BHWPl,l XO)l{ HOr). cocrao na o71xy go,ry, r,[na
leve6uo"npo(:lrna}(TB\ecKhx yqpexAexnft u,

ycno0rlfl xpaHeHiln, uf,ppg71o B HeAocrynHoM rqrn
p,erefi mecte>, HoMep perhcrpaUhoHHoro

yAocrooepeHhr a P(:, Lurphx-xoA, l{omep cephH,

Aary Ebrnyc(a, Aary oxoHLiaHhn cpoxa roAHocTHr

diapMaHoA. Aono.nurre.nbHo Ha n6L1He c oAH14M

$naxouor,a no L Mn yt{a3brBator; <VnasoBxa

coAep)HHr: I OnaKoH c npenapaToM - 1 r.an, 5

ry6epxy.nnxouurx unpi,,qeB/ 5 nu p,nx H3BneqeHrfl)

5 vilr.qn, BBeAeHhR.)). ,qonorHilTenbHo Morlr
H;Irocr4TbcB cpeAfiBa r4eurr$rxaqnr 4nr
crcre M bl M o H l,1To p t4 H ra AB h lRe H H fi .I e (a p crB e H H brx

npenapaToB Anfl Me,o,uqHHcHor"o nphMeHeHHff

lOpro0oe HallMeHoBsHhe

Ie(spcTBeHHOrO npenapara,

rpynnnpoBoqHoe HaHMeHoBaH14e,

,e(d pcroeH Hafl $opna, .qo:r po axa,

xonhqecrBo Qlaxorioe, o6reNl s

M?tnnknvtlpax 0 onHoM +naHoHe,

l"(onr4,{ecl6o.qo3 B oAHoM onaKoHe,
cflosa -0,1 tr,rru, < B 4o:e 2 TEr,
(CTEPl4IlbHO), cnoco6 BBeAeHfi n

(( BHyTP14K0)t(H0>), cocraa Ha op,Hy

Ao3y, (,qm neqe6rio-npoQrnaxnauecxrx
yqpexAeHhii ), ycloshff xpaIreH,4t.
(XpaHhTb B He4ocrynHoM i{yi Aerefi
MecTer, HoMep perhcTpaqHoHHoro

ygocroBepeHhE B PO, urpHx"KoA, HoMep

ceprl'1,,qara 6brnycxa, .qaTa oxor-lqa Hl4,r

cpoHa roJtHocrh, $aparaxnq.

AononHxrenbHo HaHeceHbr cpeAcrsa

rt4eHru$n xaqur Anfl chcrer,lbr

MOHhrOpHSra .qBHHeHhF neXapcIBeHHbrx

npefl a paToE F,,1, MeAH4hHc(clro

flpHMeHeH hn,

22.04.2025 TpaH cnopr,a poea Hue npr reMneparype or 2 "C4o 8'C.

Lonyc(aercn rpaHcnoprhpo6aHhe np14

reMneparype He Bbrue 18'C B reqeHfie 15 auefr. He

3aMOpaHh6aTb,

CoorBercr6yer

nph reMneparype or 2 'C Ao I "C.

Aonycxaercn rpaHcnopr4poBaHHe npH

TeMfleparype He aLrrue 1"8" C s reqesre
15 Aueil. He :amopar<rearu.

23.04.2025 X paueHne npl,r refirneparype or 2 "C ao I 'C. He

3aMOpar(hBaTb.

Cooroercroyer

np,4 reMneparype or 2 "C Ao I 'C. He

3a MOpa*(l,1 BaTb.

23.04.2025 Cpox roAHocll4 '1,5 roAa I'o"qeH Ao 09/2026

3aKelo.reHke oNX: r]eHapcrBeHHuti npenapar 614OIEK Ty6epByIrfli nnA-,q pacrcop Ii^F BHyrphHoH(Horo BBeAeHhn, 2 T[/Ao3a Ns10

llpoh3BoAhre.rb:3AO (/18KHOD,601125, BnaAr{Mrlpcxa, 06/,, neryur,$rcrai pafroH, noc. Bonurnxcxrril, y . 3aooAc8ar/ crp.277 cepdfi

09042025 coor8ercrByer HAnCP,007558/09'280909, n:m. Ne 1, uam.Ne2, u:rnn.No3, N:m.Ns4, u:u.No5,r:ra.Ne6, u:m.Ne7, r:pr.N98,

H3M.N99, h:M.N910, r13M,N911, y3M,N912

HaqarbHH( Ot{Kr EaSvoxrs KoHcraHTr,rH AHA0eeBfiqEaSvpxr s KoHcraHTr,rH AHp,peeBfi q

noAnxcaHo 3nexrpoHHori no,qnHcbk)

22.05.2025 9:34 20294966-78134228f4

"(ara 
aurgaura 3axnoqeHhn o t<aqecree 22.05.:025

KO","BPY
-tr{ft{Il3KC ",


