
PA3PEruEHI{E
Ha BBoA B rpaxAaHcKl{fi o6opor n Poccuftcr<oft @e4epa\r4v cepvttrrntr4ilaprilvr

lpoI,I3BeAeHHoro n Poccuficroft @eAepa\uvr r4Ju4 BBo3r,rMoro e Poccuficryro @e4eparlr4ro
nnrrvryuo6nororr{qecKoro JreKapcrBeHHoto rrpeflapara

Ilb P006-0 0110-7 7 I 027 09064 or 22.07 .2025

BuAano @e4epanrHolury rocyAapcrBeHHoMy 6ro4xerHoMy yqpexAeHr4ro "Haquonalruufi
uccJleAoBatelrcxuft IIeHTp 3[IaAeMl{oJroruu v uurpo6uoJroruru r,rMeHLr [oqerHoro
aKa.{eMI4Ka H.@. faMarel,I" MuHucrcpcrBa 3ApaBooxpaHeHus Poccuftcr<oft @e4epaqun,
Poccru, 123098, r. Mocrsa, yr. fa\aaner,l. 18,I4HH: 7734013214.

(uauueuoraHr,re rcpr.{AlrqecKoro Jrr,rua, rcpnAr,rqecrnfi aApec, I,Iffi )
Qe4epa.nbHafl c.nyx6a [o HaA3opy B cQepe 3ApaBooxpaHeHrrfl Ha ocHoBaHr.rn
3aKJrK)rreHlrfl I4c[blTareJlbHoro ueHTpa 3Kcrreprr,I3bl KaqecrBa MeAr4rIraHcKI{X
Iarrarvryno6l4oflor[qecKl,Ix flpe[aparoB @e4epanrHoro rocyAapcrBeHHoro 6rc4xerHoro
yqpexAeHl,Ifl "Hayuurrfi IIeHTp 3Kc[eprr{3br cpeAcrB MeAr,rrlr4HcKoro upunaeueHrat"
Muurcrepcrsa sApasooxpaHeHu.fi Poccufi croft @eAepaqrr

(HanueuonaHlae t[egepanbHoro rocyAapcrBeHHoro 6rc4xeruoro yvpexgeuux)
or 17.07.2025 }lb 674lI{I{3CMn pasperraer BBoA B rpaxAancrcufi o6opor

(aara; (uouep)

s Poccuficrcofi (Degepaqul{ LrMMyHo6uo;roruqecKoro JreKapcrBeHHoro nperrapara
B axquna ry6epxynes H a.fl Anr qlaAsuleft rep Br4rrHo fi u ruuyHu3 aurrr4 (EUX -M)

Barquua AJrr rr AKTI4KTI
(iraexg4ynapoAHoe HeIIaTeHTOBaHHoe HaIrMeHOBaHIae (rpynuupoBor{HOe lrlu xlrrr,ru.reCxoe)

luo$unusar Arfl, [pI4roroBJIeHI,L cycfleu3r4rl.qJrfl BHyrpr{KoxHoro BBeAeHr4fl
0.025 nrrhosa 0.5 nar (20 aos) - aMrryJrbr (5 rur.) - rraqKil KaproHHbre /e xorvrnreKTe c

pacrBopI,ITeJIeM (arranynrr) 2 wt-5 rur./ - 4rx reue6no-npo6puraKTzqecrr{x yirpexnettuitt
($opva Bblnycxa (c yxa:anueu neKapcrBeHHofi Qopuu, Ao3r{poBKr,r, Saconru) r{ KoJrr.rqecrBo n ynaroaxe)

ceprru 866 (PacrBopr,rreJrb - 489) , o6reu cepur.r r{Jrlr rraprlrr{ 2027

(Houep cepuu)

roAeH Ao 05.2026 ,
(cpox ro4uocru)

nporr3BoAcrBa OfBy "L[tr{II3M urr,r. H.O. faMarer4" MraHs4pana Poccuu ($unuan
"Me4raual" OfEy "HI4U3M uu. H.@. faMarer4" Muns4pasa Poccrr), Poccraa, 123098,
r. Mocrsa, yrl. faNlareu, A. 18 (sce craAlara, sKmo.raq errnycxaroqufi rourponr rca.recrBa).

(Hauueuonauve v altpec npor,r3BoAr,rrelr (c yxasanraeu craAnfi nponsao4crna)
Perr.rcrpaqr{oHHoe yAocroBepeHrre J\& P N001 972101 or 31.03.2008.
.{epxareJrb perrcrpallrloHHoro yAocroBepeHus OfEy "HI4U3M uvr. H.O. laMarer,r"
Mlans4pana Poccuu (Szruan "Me4rauar" OfEy "HI4UOM t4M. H.O. IaMarer4"
Mun Poccun), Poccws'123 r. Mocr<sa, yl. faualeu, 4. 18.
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OfBy "H[4UeM HM. H.O, l'amanen" MraHs.qpaea Poccuu
(Oranr,tan "Me.qraman" Ol*6Y "Hl4UgM uu. H.6. l-amaneu" MfircfipaBa Poccr,tr,t)

nAcnopT 2315

BAKUHHA TyEEPKynESHATI Anr{ ulaAfiulel,t nepnnunoft nmuyul,rsaur/rr,t (6U)K-M),
nuro{runmrar Ann npuroroBneHH, cycneHsht,t

In.q BHyrpuKoxHoro BBe.qeHils 0.025 ur/aoea
PeruacrpaquoHHoe yflocToBepeHrae P N001 972101 or 31 .03.2008 (Aara BHeceHfifl u3ueuerimfr 27.07.2018)

Horaep cepru 866 .[,ara eunycra 05.2025

froHTporrbHblil uouep OKK 5Affi Cpor roguocru no 05.2086

06r,eru*cepuru 2a27 ynaxoaax

Konhqecreo .qos B aMnyne 20

Pacraopurenb - pacrBop Harpuq xnopt,lna 0,?rk AnA uHr,exUnft

Hovep cepmu 4Bg J]ara eurnycra 12.2024

KourponuuarrX Houep OKK 4915 Cpor rolnocrra no 12.2029

O6ten cepura 19452 aunyn

.[,ara et rnycra KoMnneKTa 29.05.2025

AHanfig--surnonHen no P N001972/01-10041 B. raer,r. N, 1,2,3, 4.
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nn
Haulaexosarlile
noxaeareneir

Tpe6oBaHrr no H.q Pe:ynurarur roHrponn OKK

1 OnucaHue Ilr,ro$urnraaar. OgHopogHan noprcTa, r,iacca, nopor.llKoo6pasual unu
s ai4fle roHrofr axypuofi ra6nerru (ronerxa) 6enoro unr cBerflo-
xefl Toro qoera. l-urpocronhqHa.

IiroSunnear. O.qHopo.qHan nopt4craq
Macca, noporxKoo6pasxan ilnH B BhAe
roHKoi4 axypHofi ra6ne'rru (<onevra)
6enoro nnra cBeTno-xenroro qgera.
l-urpocronra,rHa.

2 floAnnHsocrs
2,l.MfiKpocKonuqecKri
2.2.Kyn srypan u Hurri

2.1 . flpu M14KpocKonilfi MaBKoB, oKpar.ueHHbtx no l,lmnro-HnnuceHy,

IonxHbt onpe,qenrTbcr oKpaueHHbte B Kpafltbtr)l r{BeT

(rucnotoycrofr vrarre) rourne, nprMble tlnh cnerKa rgorHyTbte
nanoqKil AnhHol/ 1-4 MKM t1 utr,lphnom 0,3-0,5 urr'.r, qacro c
He6onguul,tlr B3gyn4.flt,tr1 Ha KoHllax) He o6paeyroulrae cnop n Kanoyn.
2.2, llpn noceBe BaKuhHbl Ha nnoTHyto cpegy IeeeHurerrHa-fierrceHa
uepee 26-30 cyr nr.ix.y6ar1ur,r nprl TeMneparype (3711) ,C Ha

noBepxHocTh cpelbr IonxHbt BbtpacTaTb xapaKTepHbte uepoxoBaTblr
nrorHbre KonoHrll4 or 0,5 ao 8,0 r"ru a AuaMerpe xe/rroBaToro uBera (

TOHK14f.,114 HOpOBHbtMh KpaRM!1.

2.1. l-lpa MrlKpocxonilh Ma3KoB,

oKpauieHHbrx no Uunto-H rnuceny,
onpeAenrlorc, oKpaueHHbre B

KpacBbrf qaer (rncnoroycroriluasre)
IOHKre. npf r.,{ue r cnerKa ilSorHyTbte

nanoqKh AnfiHoil1-4 NiKM r,l rxt4prHofr

0,3-0,5 r.rrr,r, qacro c ue6onuuut"ru
B3gylr4rM14 Ha KOHrtax, He

o6paoyxrulrae cnop r Kancyn. 2.2.t1pn
noceBe BaKqhHbt Ha nnoTHyro cpefly
fl enenLlrefi ua-fi eHcexa vepea 26-30
cyr unxy6aqrr npll reMneparype
(37t1 ) 

sC Ha noBepxHocl4 cpe,qbr
BbrpacTaroT xapaKrepHbte
uepoxoBaTble nnoTHble KoJioHrrrl oT
0,5 no 8,0 MM B Iu4aMerpe
xenToBaToTo qBeTa c ToHKrlM14

HEI]OBHbIM'1 KOAqMfi,

J Bpeur
BOCCIAHOBJICHilT

npenapara

He 6onee 1 Mrr nocne Ao6aanexras B aMnyfly nphnaraeMoro
pacrBophrenq c o6pasoaaureu rpy6ogr,rcnepcNoi roMoreHHof
cycneH3u!4.

Pacreop.nerca I Terlelitle 1 llan nocne

Ao6aaneHurr B aMnyny uplrfl araeMoro
pacrBopr,4Tefl q c o6pasooanneu
rpy6ogncnepcHoff rouoressofr
cycneH3klt4.

4 flpo:pauuocru r
UBeTHOCTb paCTBOpa

PacraopennaR BaKuhHa .qonxHa rMerb BrlJl rpy6oflucnepcHori
cycneH3r4r4 6enoro c cepoBarbrM ,1/rh xenrblM orreHKoM qaera, 6ea
nocropoHHt4x BKnloqeHhf .

PacraopeHHar BaKur4Ha 14Meer Bn,q

rpy6ogncnepcuori cycneHsr,ru 6enoro
c celloBaTbil\4 unh xenTbrM orTeHKoM

ueera, 6eg nocropoHH14x BKno.leuuil.
5

I tffi,,;Kru
[1o<asarenb onrrqec<oil nnorHocrr.l (Ofl) 4onxer-r 6urrr, a npegenax
or 0,1 6 ao 0,2 onrnuecrrx elhHfiU (OE), .rro coorBercrByer 0,5 ur/u
uurpo6Harx rneror 5l-lX.
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B 3ananHHbrx nofi
BaKyyMorn)

rony6oe hn14 posoBo-rony6oe cBe,ieHrle. Aunynur 3anarHbr noA aproHor,,l

o Orcyrcrane
nocropoHHr4x 6arrepl,tri
fi rpu6oe

l-locropoHHue 6arreprn u rpra6r,r AonxHbt oTcyTclBoBaTb. flocropoNHlre 6arrepnu r rpr6ur
oTcyrcrByroT.

10 AHoi4anuHac
TOKCl,4rrHOCTb

Barunsa AonxHa 6urru ue roKcl4qHa. He ro<cr.tqua.

11 Cneuracp r,iecran
6esonacHocru

Baxqraua flonxHa 6urru cneqn(:r,t.recxr 6egclnacua, He AonxHa
coAepxaTb Bl4pyneHTHbre Nuro6arrepnn.

Baxursa cfi eL{uShvecKU 6e:onacua.
He coAepxr,lT BrpyneHTHbre
r'.r urro6arrepuq.

12 CnequSrrecrar
AKT 

'IBHOCT 
b

lonxuo corepxaTbc, or 15 Ao 23 unn xnaHecnoco6usrx rneror
EUXel r{rBaKul4Hbt.

20,2 unH xurgHecnoco6tr,tx KfleToK
6L]X a 1 Mr BaKLlt4Hbt.

IJ Tepuocra6ulr, xocr u Ha repr,rocra6r,tnbHocTb npoBepror Kaxgyto S^yro ceprro,
cooTBeTcsylou1yro H!. Bar<r1uua,qonxHa 6uru repuocra6rnsHoil.
flpr xparer-rur,t BaKuhHbt B TeqeHne 4 He6ens nph reMneparype
(37t1 ) 

aC qncflo xt43ltecnoco6nurx r,lraxpo6uurx Kne"roK B 
.1,0 

Mr
BaKqhHbr 6[-{X gonxuo cocraBnrrb He MeHee 25 o/" or l4x ucxo.qHoro
qilcna, Koropoe onpe.t1enror e o6pa:qax, xpaHilBur4xcr nprl
reMneparype or 2 Ao B oC.

[lpoeepnror Kax.qye ne'ry]o cept4to.

flocnegHlafi KoHrp0nb cepult N,865
(28"/.\.

14 11 pouseopcreeH u urff

UTAMM

llporraogcrao BaKuhHbt ocHoBaHo Ha cr/icreMe noceBHoro
r{arep14ana. lloceeuofr Malephan (cepun) - fluoS14n[3ar cy6urauraa
Mycobacterium bovis BCG-1 (Hussia) 11enoHhpoaaH B

l*ocyAapcraeuuofi KorneKur14 naroreHHbtx M,4KpoopraHt43MoB,

Poccnr (l-KnM Ns 700001).

nocesnofr Marepran cepu, 368 "u" -

nro+11nilsar cy6uraMMa
Mycobacterium bovis BCG-l (Russia)
(Aenonnpoeau e l-KilM N-" 700001).

15 Pacraoprrenu
aarumsu EiUX

Pacroop Harphs xnop[.qa0.9,k p,ne uH'sexqufi

16 Onrcaune flpoapavuan 6ecuserHar{ xrnKocrb. flpoapaunan 6ecunerHaq xfiaKocrb.

17 [''lo.qnuHsocru XaparrepHar peaKLln, A ua narpr,ui - flonxeH o6paeoearucr
nnoTHbrfi ocagox 6enoro qaera, Xapa<repHaff peaKufiff Ha xnopr4Abt -
AonxeH o6paroea r a cn 6en urri r eopo x r,tcr bt!4 oca.qoK,
uepacrnoprraurh B pasBeAeHHof a3oltof Kilcflore fi pacrBop14Mbtf B

pacTBope ar,4MraKa,

Xapa<repHan peaKl{r.4r A ria uarpr,rri -
o6pasyercr nnorHbrr oca,qox 6enoro
qeera. XaparrepHar peaKuil, Ha

xnopil.qbr * o6pasyercn 6enurft
Tsopoxr4crbrft ocaIoK,
HepacraoprNsrri B pa3Be.qeHHoil

agorHoir Kilcnore r pacrooprr'.lurft s
pacrBope aMMIaKa.

1B [lpospa.urocn u

cTeneHb MyTHocI14

Pacraoputenu AonxeH no npo3parrHocrh He oTnuqaTbcn or Bo.qbt, He ornfiqaerc.q or BoAbt.

19 Creneuu oKpacKrl Orpacra pacrBopilren, He.qonxHa oTfit4qarbcfl oT Bo,qbt hnkl

oKpauleHa He 6onee rHTeHcuBHo, qeM sranoFi Bg.
Orpacra pacrB0pilren, He

oTnfiqaeTcF or Bo,qbt,
pH oT 5,0 A0 7,0 6,54

21 MexaHrqecrue
BKnrcrleHhr. l.Br4.qhMble
qacr14Ubl. 2.Heafi [r{htute
L{acTfiuht.

1, Btrgr,l,ttre MexaH!iqecKhe BKroqeHhs 
"qoflxHbt orcyrctaoraru. 2.

CpegHee qhcflo HeBfi.qhMbtx 'tacruu pagMeporvt l0 MrM H 6onee He

AonxHo npeBbruJaTb 6000 s 1 aMnyne, a cpe.qHee qilcno iiacrrjq
pa3MepoM 25 urn u 6onee xe.qonxHo npeBbtuarb 600 u 1 ar.lnyne.

l,Bra4lauure MexaHmllecKue BKnoqeHht
orcyrcrBylor. 2.LIacTrlu pasr,lepor.r 1 0

trlxtt u 6onee 1 vacruqa/ aunyna.
LlacrtlU pasMepoM 25 MKM 14 6onee He

o6uapyxeuo.
hssneraei/ali o6r,eu
neKapcrBeHHbrx QopM
Ann napeHTepanbHoro
BBe.qeHfi.q

.[otrxen 6grru xe MeHee HoMuHanbHoro. 2.1 un

,e CrepunuHocru Pacraoplrrenu .qonxeH 6urru creprnuHuru, Pacreopurent crepnneH,

24 I-lrporenHocru rnu
5a<reptaansxure
SHAOTOKChHbI

PacrBopuTenb.qoflxeH 6urrr, annporenHblM nnfi He 6onee 0,b E0iun. Pacraopurenu an14poreHeH.
CoAepxaure 6arrepranuHsrx
sHAoro(ct4HoB ue 6onee 0,5 E0/un.

Z5 KontaqecraeHHoe
onpeAerreHue

Or 0,0087.qo 0,0093 r HaTpHr xnopuAa a 1 un pacraopnren.r. 0,0089 r

to

A

Ynarosra BaKL.{r,rHa - 0,5 r'rr (20 los) B aMnyne UnA*O (re[raei;aa,]r,, nofl
earyyuot,r), unr,r ALIJH-5 (repr,.leru:aqr,rn no.q ,4HeprHbtM rasou) c
KonbuoM unfi roqKofi u3rro[1a H3 creKna tuiapKrl HC-3 r,rnra NB 1-ro
rkr,qponfiTfiqecKoro Knacca. Pacraopr,treno * no 2 un B aMnyne U.lll-2
c Konbu.oM unu roqror7 h3noMa u3 creKna MapKh HC-3 ranr,r NB 1_ro
ro.qponurhqecKoro Kracca. [1o 5 aunyn BaKLI!.,lHr,t (repnerusaqrn nog
eaxyyr.,ror"r/repuetu3aqt s noA hHeplHL,tM raSOr,r) r 5 ar,-1nyn
pacrBopl.lTenr (nnrt ronnnerroe) e navre raproHxorZ. llo S arunyn
BaKqHHbt (repuerr,lsaur,lx nofl !4HeprHbtM raaoN) u KoHrypHo,
sqefiKoBoft ynaKoBKe r 5 alrnyn pacrBopurefls B KoHrypHortr
flqeliKoBof ynaKoBKe (nrrb KoMnneKToa) n o6e.qqeftKoabte B na,lKe
xaprouuofr. B narxy BKfla.0,btBaDT ,.lHcrpyKurlto no MeAhur,iHcKoMy
nphrlcHeHillo.,!nn aunyn tilt-l8-6 a naqKy .qononHi4renbHo

BaxqnHa * 0,5 r,lr (20 aoa) B aMnyno
AtIJH-5 (repr*erhsaqrl no.q ilHeprHt
ra:ov) c roqKoil [3noMa ra crerna I
1 -ro t[IponilT14qecKoro Knacca_

Pacrooprrenu - no 2 un B aMnyne
lllTl-2 c roqKorl r3noMa h3 crerna
MapKil NB 1'ro rr48pon14Tlrqeckoro
(nacca llo 5 aunvn RAkl rrr.rk

1eo *-)$\
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(repl,rernsaqraa nog uNeprHunr raeona)
B KoHTypHofi rqeRKoBoft ynaroore u 5
aMnyn pacrBophrenn a rourypuoft
fl ,{efr KoBofr ynaroaxe (nrru
xounnexroe) r o6e nqefirossro n

*{ocr e,. -#



BKnaIbrBarcT cKap!1(&rKaTop aMnynbHb[i. naqKe KapToHHor. B naqKy BiloxeHbr
14f rcTpyKuhq no nprMeHeHulo.

27 Mapruposra llepuuruaR ynaKoBKa, Ha aunynu c sarumuofi h pacTBopfiTene[4

HaHocrr MapKhpoBKy Tpy.qHocMbtBaeMoft xpacxoi cnoco6oN
KannecrpyiHoF nelarr.t ilnfi r14norpa$cKilr,4 cnoco6ou Na

caMoKnefluyioc, or4KeTKy. Ha aunyny c npenapaToM HaHocer:
coKpaueHH0e HarlMeHoBaHue npeAnph, Tt4r-npou3Bofl L,lTenfi
(Mearar'ran) r,1nfi ero /toTol,,1n, coKpauleHHoe HauMeHoBaHre
npenapara (Ba<quua 5UX-N,4), Koru4L{ecreo Mr Ll qhcno Ao3 BaKU,4Hbt

5UX-M, ,qoshpoBKy, HoMep cepfifi, ra'ry 6blrlycKa 14 cpoK rogHocT14.

llononHrrenuuo uoryr 6urru HaHeceHht ycnoBhg xpaHeHflr t4

npeAynpex.qaolUaq Ha.[nL,]cb: uXpasltru B Be.qocTynHoti gnn gereI
Mecre,,. lla aunyny c pacrBopnreneM HaHocrT: coKpaqeHHoe
HaHMeH0BaHue npelnpfi ,{rilfi -npor13Bo.q!4Ten, (MearaNan) hnil ero
noror4n, HarMeHoBaHne npenapara (Pacroop rrarptar xnopra4a 0,97"
.qnn IHberuufr), o6le n,l B Mn, HoMep cepur, Aai'y BbtnycKa 14 cpoK
roAHocrh. f]ononunrenuuo uoryr 6arru HaHeceHbl ycnoBrri xpaHeHil,
fi npeAynpexAanuaff Haflnilcb: "Xpanura B HeAocrynHor.l Ana Ieret/
MecTe,D. BrophqHarl ynaKoBKa. Ha naqxe raprouuofr yKa3brBaror:

Hafi MeHoBaHre npei[npnfl T[,]i-npou3Bo.qhrenr, nolroesrfi agpec,
reneSoH, QaKc, crpaHy, roroT14n npelnponrhfl -npo[i3Bo.qhren, r
noloTun .qepxaTenfl perilcTpaqfi oHHoro y.qocrosepeHh.q, nonHoe
HalrMeHoBaHile npenaparaj neKapcrBeHHyro rpopr,.ry, cnoco6
npr{MeHeH}1r, Ao3r4poBKy 14 KOnLIqeCTBO IlO3 B ynaKOBKe, yCnOBfiff

ornycKa, Kon!4qecrBo aMnyn c aaxqiluoft, KonuqecrBo 
"qo3 

npenapara
B aMnyne, uHqlopMaqfiro o coclaBe, HoMep cepr{t4,.qaTy BblnycKa il
cpoK roAHocT14 npenapara; Ha[lMeHoBaHhe pacrBophrene,
KonrqecrBo aunyn, o6r,eu B Mn, HoMep ceprlkl, Aary BbrnycKa 14 cpoK
rolHocl14; HoMep pefucrpaui4o,illoro yAocToBepeHrfl il cpoK ero
geft cranr, ycnoBh, xpaHeHhr, nperqynpeAta]efl bHble Hafl nrcfi :

"XpaHraru B HeAocrynHoM Anq Aerefi Nlecre.)! "[-epNlerfishpoaano
noA ilHepTHbtrvr ragol,1u/ ul-epr.,,IerilgyrpogaHo no.q BaKyyMoM>,

urtpr,rxoaoir ro4..[ononHrarerbHo Ha naqKe KaproHHoft I,loxer 6utru
HaHeceHo cpe.qcrBo r4IeHTriSuKaqr4ur (xonrponruufi
u.qeHrilS{4KallrloHHbrf 3HaK (K143)), Houep GTIN, xouep
norpe6urenucroF ynaKoBKl,t (fi HqropMauuq uoxer 6srru HaHeceHa
MeroiqoM neqarh Hnt4 c'rIKepoBaHreM).

[lepnuuuan ynaKoBKa. Ha ar,,rnynu c
eaxu{aHoft il pacrBopHtener{ HaHeceH;
[,{apKilpoBKa r14norpa(icKhM cnoco6on
Ha caMoKfierqyncR errrerry. Ha
aMnyny c npenaparoM HaHeceHbr:

coKpaueHHoe HahMeHoBaH{4e

npe,q n pu n T uq -n po r3BoArlre rI,
(Me4rar'ran), coKpaueHHoe
Hat,lMeHoBaHhe npenapaTa (Baxqrua
5UX-M), KonfiqecTBo Mr u qr4cno.qo3

BaKurHbr 5UX-N/, Ao3rlpoBKaj HoMep

cephfi, Aara BbrnycKa h cpoK

roAHocrr4. Ha aunyny c
paclBopilTener,r HaHeceHbt:

coKpaueHHoe HauMeiloBaHue

n peEnpuB T 14, -n poL13Bo"qfi T e nfi
(Megrauan). HahMeHoBaHile

npenapara (Pacraop Harpu, xnopu"qa

0,9%.qnn uxrerqrrtr), o6r,et'r e Mn,

HOMep Cepurl, Aala BblnycKa t4 cpoK

roAHocrlt. BTophqHa, ynaroexa. Ha
naLrKe KaproHHoft y<asauut:

HarlMeHOBaHhe npeAnpi4ff Thr'
nporlBBo.qhreni, norrorarft agpec,
reneQ0H, Qarc, crpaHa, .nororun
npeAnpilrT14g-npofi 3Bo/quTen, il
noroThn nepxaTen,
per,4crpaLlhoHHoro yAocroBepeHun,

norrHoe HahMeHoBaHue npenapaTa,
neKapcTBeHHaq sopt.{a, cnoco6
nprMeHeH!1r, .qo3upoBKa fi
KOflLlqecTB0 .qos B ynaKOBKe, ycnoBufi
oTnycKa, KonrgecTBo aMnyn c
BaKuylHoi, KonhqecrBo Aoa
npenapara B aMnyne, ilHSopN4auu.a o

cocTaBe, H0Mep cepu,4, .qara BbtnycKa
fi cpo( roAHocrh npenapara;
Ha14MeHOBaHHe pacrBoprTenr,
KonrlqecTBo alanyn, o6"ueu a r,rn,

HOMep Cephr4, flaTa BbrnycKa x cpoK
ro.qHocTl.4; HoMep perrcTpaqhoHuoro
ygocroBepeHun u cpoK ero AeficrBt4r,
ycnoB14F xpaHeHur,
npeAynpeAfi IenbHUe HaInucr4:

"XpaHrru B HegocrynHoM .qnr .qereft
Mecre,D, "l-eplrerusupoaaHo ne,q

nHepTHbrM ra3oM) r rxlpt4xoBofr KoA,

cpeAcrBo il"qeHrhSrrKaUilr
(rourponrHurfi fiAeHTuSilKauh0HHblft
sHar (K1.43)), Hor,tep GTIN, nor'.rep

nor pe6rrenucrofi ynaKoBK14.

Tpaucnopr rposaur,te Tpaucnoprrapoaarb no Cf.l 3.3.2.3332-i 6, npn roMneparype oT 2 Ao t npu reraneparype or 2'Ao B.C.

,o XparreHre XpaHrru no Cn 3.3.2.3332-16, rrpil reMneparype or 2 go B "C.
XpaHraru B HeAocrynloM.qnq Aereh N{ecre.

flpu ter.lneparype or 2 go B oC e

HegocTynHoM Anfi ,qererl Mecre.
30 CpoK roAHocTh
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1 roA

ot Cpor ro,qHocrr
pacTBoph Ierlfl

5 ner

{,::,',! i,: : i,,i,',',' :,: :,',1 :,:i.

,^\ ;:"r'r'rlrrrllicul /i,

##*61
, 

f-,,,,,1r,, r'iir'.rorrtt.ttr,ik

2025 r. M.tO.L{epuyxa

rpedaBaHusM P N001 972/01 -

/ -,i?..i'\\i: I

7' i . ir' il:'i . ,t j

..:.-^ .' -i

1,2,3, 4.


