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3aKflrcrreHHq I,ICrIbITareJIbHOfO rIeHTpa 3KC[epTI,I3br KaqecTBa MeAr4rIr4HCKlIX
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OfEy "HHUeM hM. H.O. l-aMareh', Mranagpaea poccrr
(6unuan "Megrauan" ol-EY "H14UoM r,rru. H.o. I'auareu" Mrusgpaea poccuu)

nAcnoPT 2477

BAK Ut4 HA Ty6 E pKyfl E 3HAff Ans u4agq ur,eri nepe uunori nurrry g nsaqru (6 UX-M),
nnoSwnnaar Anq npfi roroBreHurr cycneH3ul 14

Ane BHyrp14KoxHoro BBeAeHfi, 0.025 l,tr/aosa
Pe rrcrpaqroH Hoe yAocro Bepeu rae fl t-r-Nr(009954)-(p r- RU) or 24.0 4.zoz5

Horvrep ceprara 8Bl ,{ara npoasBoAcrBa 01.2026

KoHrponuHurrZ Horuep OKK 5166 Cpor rogHocru Ao 01.2027

06r,er,,l_ceprau 2065 ynaKoBoK

Konil.{ecleo .qos B aMnyne 20

Pacraopnrenb - pacrBop Harpfifl xnopfiAa O.g"/" Ann rur,erqufr
Honep ceprra 498

KoHrponuuurrZ Horuep OKK Sl36

O6reu cepru 10787 aunyn

. Aala ilpofl3BoAcrsa07.2025

AHanh3_eurnonr.ren no [l[I-Nq(009954)-(pf -RU).

Cpor rogHocru ao 07.2030

.[,ara eornycra KoMnneKra 26.01 .2026

Ne

nn

HauN.reHosaHue

noKa3aIeneli
Tpe6oeaHnr no H.[ Peaynsrarur roHrponr OKK

.t OnrcaHue IuoQnnrasar. [lopr,rcrar tracca, nopouroo6+a3r,r, ,r* , ,rIe
roHKofi axypHori ra6ner-ru (xone,lra) 6enoro rnr,t cBerno_xenroro
qaera. l-urpoc<onrlqHa.

fl r,ro$unnaar, l-lopmcrar uacca,
nopouroo6paau ae vnu B BuAe roHKotZ
axypHofi ra6nerxr (ronevra) cBerno-
xenroro qaera. f urpocronuqHa.

14geHruQuraqurr
2,1 .M nrpocron uyecrui,
2.2.Kynb rypanbHbtrl

2.1. flpu Mt4KpocKonuu Ma3KoB, oKpaueHHbtx no U,anro+tlrnucerlr,-
,qonxHbl onpe.qenrrbc, oKpaueHHble B KpacHbtfi L{Ber
(rucnoroycrofi ur,rssre) roxrre, nprMbte vtnn cner Kar43orHyrbre
nanoqK[ AnAHoil 1-4lrru r uuprHofi 0,3-0,5 r*lrtur, ,]acro c
ge6onsurur B3AyrhrMt4 Ha KoHqax, ue o6paayoque cnop r Kancyn.
2.2. flpn noceBe BaKuhHbr Ha nnorHyro cpegy,l-leeeHurerlna_iler-rceua
,repes 26-30 cyr raury6aqrr npu reMneparype (37ti ) aC Ha
noBepxHocT14 cpe.qbt AonxHbr BbrpacTarb xapaKTepHbre uepoxoBarbte
nnorHbte KonoHhl4 or 0,5 no 8,0 r,li,t s A!4aMerpe xeflToBaroro uBera c
TOHKl4M14 HepOBHblMt4 KparMrl.

2.1. tlpu MltKpocKonfih Ma3KoB,
oKpauJeHHbtx no [lrnro-H ranuceuy,
onpeAenrlorcr oKpaueHHble B

xpacHslri qaer (rucnoroycroilrueure)
TOHKue, npqMbte r cnerKa [3OrHyTbte
nafloqKh pnuaoil 1-4 MKM t4 ur4pilHofr
0,3-0,5 r,lxr,.r, ue o6pasyoulne cnop u
Kancyn.2.2. ['lpu noceae BaxuhHbr Ha
nflorHyto cpefly [leBeHUrerZHa -

lZencesa vepea 26-30 cyr nary6agnn
npu reMneparype (37t1 ) 

,C na
noBepxHocTU CpeAbt BblpacIaloI
xapaKrepHbte uepoxoBarbte nfl oTHble
KonoHfirl or 0,5 go 8,0 rnl s.qfiaMerpe
xenToBaroro uBeTa c TOHKl,4M14

HepoBHbtMh KpaflMh.
3 Bpetrn aoccranoa-

fleHr4ra npenapara
He 6onee 1 urH. Pacraoprercn u reqeru" 1 rrn.

4 [lposparuocru n
qBeTHOCTb pacTBopa

PacraopeuHan BaKuhHa AonxHa r,traers arr.q;py6oA,acnepcH;ri 
.-*

cycneH3hll 6enoro c cepoBarbtM hnr,t xenrbtM orreHKoM qoera,6ea
nocropoHHt4x BKnto,{eHili.

PacraopeuHal BaKqilHa r,tMeer Bu.q,

rpy6o4racnepo-roi cycnexsru 6enoro
C CepoBaTbtr,i oTreHKorvt Usera 6eS
nocropoHH14x srnrc,teHhfi .

5 06qee cogepxaurae
6arrepufi

Ioragarenu onira,l
corqepxaHil, 0,5 Mr/Mn rarrpo6Hsrx xneror El_{X gonxex 6uru e
npe.qenax or 0,16 po 0,20.

,rrffiryo
6 .[ucnepcHocru floraaarens AhcnepcHocrr4 AonxeH Ou"u ,e l,,rxe f S '1 z(1:1)l'iui,r,rrl:lll* Xt
7 [lorepn B Macce nph

BbrcyuthBaHhu unfi
BoAa

He 6onee 5%.
lr.t
O ;ffi.;a

8 Orcyrcraure
n0cropoHHeli
MilKpoQnopbt

f1 ocropoH Hrr r,,r trrpo@
orcyrcrBoBarb 3a ucKnoqeHr.ieu urro6arrepnl EUX. [w

I AuoManu riaq
IOKCt4TIHOCTb

Barqurna AonxHa 6urrs uerorcuqua. Ba<qnua HElffiIEffi
ElaKqnHa He AonxHa coAepxarb Bfi pyneHrHbrx uu<o6i<reprra. Barqrxa *e co4ep*r. nrpy-neHTHbre



10 6egonacHocrs utaro6arrepnu.

11 Tepr,rocra6unu Hocru Ha repuocra6rnbHocTb npoBepror Kax.qyo S-yro cepr,rro,

cooTBercBytou.lyro H.[. BarLlraua .qonxHa 6uru repr,rocra6ranssorl.
llpr xpaueHrara BaKurrHbt B reqeHfie 4 Hegenu npfi TeMneparype
(3711 ) 

aC qhcno xh3Hecnoco6ssrx urrpo6Hurx rnerox s 1 ,0 ur
BaKllr,,tHbt 6l,lX gonxr.ro cocraBn.qrb He MeHee 20 y. or hx r4cxo4Horo
qucna, Kolopoe onpe.qengor a o6pasqax, xpaHhBur4xcq nprl
reMneparype or 2 Ag 8 qC.

fipoaeprror Kax.qyo nrryto cephro.
flocne.qsni KoHTponb ceprar M 88050
(30%).

12 CnequQrrecrar
AKTl,IBHOCTb

.[Ionxso co.qepxarbce or '15 
Ao 23 rrnH xrs-F6;;oco6;;; KneroK

EUXel MrBaKuhHbt.
21,9 r.,lnn xilsuecnoco6Hbtx KneroK
6UXelMrBaKqt4Hbt.

13 fl pouseopcrseu H srrl

UTAMM

flpor,rsao4creo BaKLlr4Hbr ocHoBaHo Ha c!4cTeMe noceunoro 

--Marepuarta. fi oceasori MaTephan (ceprq) - nhosuni43ar cy6urar.,lrua
Mycobacterium bovis BCG-1 (Russia) AenoHfipoBaH B

[-ocyAapcraennofr ronnerqru naroreHHbtx M14KpoopraH143MoB,
Poccilq (fKl-lM Nla 700001).

flocesHoff Marephan ceprar 368',q,, -

niloQilflu3ar cy6urar,tua
Mycobacterium bovis BCG-1 (Russia)
(Aenouupoaan a l-KFIM N, 700001 ).

14 Pacraoprrenu
aarquuur 5l-lX

Pacreop HaTpfir xnopilA a 0.9"/" Anfr hHleKqhfi Pacraop Harpur xnophA a O.g./. AnA
nHrerqui

15 OnucaHrae flposparxar 6ecqserHar xhAKocrb. flpoaparHar 6ecqseruan x14.qKocTb.

16 t4AeHrHQuKaqh, Xaparrepriar peaKuh, A ua narprri * Aonxen o6faaoairucr-
nnorHbli oca.qor 6enoro qaera. XapaxrepHa, peaKUr4q Ha xnopuiqbt _

AonxeH o6pasoaaruc.n 6enurfi raopoxutcTbtfi ocagoK,
Hepacreopurr,,rurri e paseepenHofi a3orHorZ Khcnore fi pacrBopr,lMbli B
pacTBope aMMrlaKa.

Xaparrepnar peaKqm A Ha Harphf -
o6pa3yercr nnorHurri ocaAor 6enoro
qeera. XaparrepHa, peaKLlun Ha
xnopilAbt - o6pasyerca 6enurri
T Bopo x 14cr blfi oca.qoK,
HepacrBophMbril a paaae4euuofi
asorHofi Krlcno re fi pacrBoprlMbttl B

11 flpospavHocru r
cTeneHb onanecqeHuu!
(nyrnocna) xngrocreft

Pacraopurens AonxeH no npo3paqHocru He ornhqarbcr-or uoaor. He ornuqaetcr or BoAbr.

18 CreneHu oKpacKM xl4A.
rocrefi

Orpacra pacrBoprilTenq He.qonxHa oTnugaTbc,a o, ,o.q, ,n^,t
oKpaueHa se 6onee hHTeHcuBHo,,leM sranoH Bg.

Oxpacra pacrBophrenfl He
oTnuqaeTcq or Boabt.

19 pt'l or 5,0 no 7,0 6,65

20 Mexaunqecrue
BKntoqeHilq. l.BrAuuure
{racruUbl. 2.Heergulaure
qacTur-1bt.

1. Br.qulture MexaHilqecKue BKnoqeHfi, AonxHbt or"yrcrroiiilT
CpegHee qhcno HeBuAhMbrx qacrfiq pa3MepoM 1 0 r,lxu u 6onee ue
,qonxHo npeBbtuarb 6000 e 1 aMnyne, a cpeAHee qrcno qacruq
pa3MepoM 25 uKiil r 6onee ue AonxHo npeBbtuarb 600 B 1 aMnyne.

l .Bu4ruste r.iexaHuqecKfi e BKfl loqeHh,
orcyrcrBytor. 2.Qacrraq pa3MepoM 1 O

uru n 6onee 7 racrury' avnyna.
tlacnaq pa:NepoM 25 MKM u 6onee - 1

lacruqa,/ aunyna.
o1

neKapcrBeHHbrx QopM
An, napeHTepaflbHofo
EBeAeHfin

AU,rxeH obtTb He MeHee HoMuHansHoro. (He MeHee 1,0 Mn Anq aMny/
c o6renol,l 3a-nonHeHhr 1,10 Mn; He MeHee 2,0 [rn Anq aMnyn c
o6rreNou 3anonHeHr, 2,1 S Mn).

MN2.1

22 CrepurnsHocru Pacreoprareni Aor,Gi 6rrrb cr€plrrbxbm,t. Pacraopurenu crepranen.
10 llttporeHuocru rnr

SarrepuansHute
SHAOTOKCTIHbt

bupu r e,lb AoflxeH obtrb anuporeHHbtM hnr He 6onee 0,5 EO/trn. Cogepxaulre 6arrepranuHsrx
oHAoroKcr{HoB ue 6onee 0,5 EO/Nn.

24 KonfiqecreeHHoe
onpe.qeneHue

Or 0,0087 ao 0,0093 r Harpil, xnoprlAa e L,rn pacruoprarenn. 0.0090

25 Ynaroara BaxquHa - 0,5 ur (20 gos) s ar,rnyne AtUffi
u3floMa il3 creKna MapKil HC-3 ilnh NB j_ro ruAponhrilr.iecKoro
rnacca. Pactaophrenb no 2 Mn B aMnyfle ujn-2 c KonbUoM unh To.tKoi
il3noMa h3 creKna MapKyl HC-S nnu NB 1-ro rilAponrruqecKoro
<nacca. f]o 5 aMnyn BaKqhHbt il 5 aMnyn pacrBopuTen, (nerb
rolrnnexroa) ynaKoBbrBarcT B naqKu KaproHHbte il3 KaproHa
ropo6oruoro xpoM sp3all. [1o 5 aunyn BaKL]r4Hbl r,r 5 alanyn
pacrBophrenq yKnagbtBarcT B KoHrypHyto qqefiKoByto ynaroaxy (naru
rounnerros) 14 o6e qqeliKoBbte ynaKoBK14 noMeuaor B naqKil
KaproHHble h3 KaproHa xopo6ovHoro xpoM op3au. B navry
BKnaAbtBaloT nhcToK-BKnaAb[x.

BarqrHa - 0,5 rar (20 4os) B aMnyne
AtllH-S c roqKofi h3noMa u3 creKna
NB 1-to ru4ponilThqecKoro Knacca.
Pacreoprrenu - no 2 un B aMnyne
Uf'l-2 c roqrori h3noMa r43 creKna
MapKh NB 1-ro r!4Aponur14qecKoro
rnacca. [-lo 5 aunyn BaKqhHbt B

KoHrypHofi r,refiKoBo.I ynaKoBKe h 5
aMnyn B KoHrypHoF

B navry

ZO MapKupoBKa r rup6yrqHa, ynaKoBKa (aMnynbi c BaKqrlHot4). Ha aunynsr HaHocqr
MapKhpoBKy rhnorpaecK14M cnoco6ou Ha caMoKneruytoc, oruKerKy
rnu cnoco6ou rannecrpyfiHori neqarrl. Ha ar,rnynur c npenaparoM
HaHOCtr : coKpaqeHHoe HahMeHoBaHhe npeAnpuqTr4q-
npoh3BoAhren, (Megrauan ranra ME!IAMA 11) unu ero noroTIn,
coKpaujeHHoe HarMeHoBaHue npenapara (BarqraHa EL{X_M rnra
BAK Ul,4HA 5UX-M), Ao3r4poB(y, KonilqecrBo Aefi crBylorlero

ERBnql.lee gsfd($irA H / qr;fiynur c
hitr\ n o ft ratoH8rmrol, r /, rs-,N" 

" ". " ^,@"$fiil_ffiffi.,".
ffffiffi'#.ff
coKpaqeHHoe HahMeHoBaHhe
npennpue renz



I eeuecraa (r,,rr), ronr,lvecrao .q03, HoMep cepu14,.(ary npoh3Bo,qcrBa u

I 
cpoK roAHocTr (foaeH 4o:). lonorlnurrenbHo Ha aMnynax c

I HaHeceHheM MapKhp0BK14 Tun0rpaqtcKtlM cnoc06oM yKa3brBaoT

I 
neKapcrBeH-Hyro SopMy, ycnoBne xpaHeHhr, r npeAynpeAilTenbHyro

I HaAnricb ,,Xpanrra B He.qocrynHoM An, Aeref Mecre.,. fIepsnrHan

I ynaxoora (annynur c pacrBophreaeu EUX). Ha aNnynu HaHoceT

| 
[4apKt4poBKy Trnorpa+cKhM cnoco6or"r Ha caMoKneeu_lyroce orfi KerKy

| tanh cnocoooM KannecrpyhHofi neqaru. Ha aunynur c pacrBophreneM

I HaHOCTT: COKpauleHHoe HAhMeHoBaHhe npeAnphrT14g-
npou3Boafirenfl (Megrarvan nnra MEnl-AMA 11) nnu ero noroTrln,
coKpaqeHHoe HanMeHoBaHUe npenapara u neKapcrBeHHyro eopMy(Pacraop Harpfie xnoprAa 0,9 %.qnfl rnt,erqrri unr PACTBOP
HATPT/, XIOPN.qA O,g % D,nfr U1-hEKt]l'/n),o6.uel,r s Mn, HoMep
cepulla, Aary npou3BoAcTBa I cpoK ro.qHocrra (l-oaen ao:).
.[ononHurenuuo Ha a[4nynax c HaHeceH14e[4 MapKfipoBtt4
rfinorpaQcK14M cnoco6ou yKa3btBaor npeAynpeAilTenbHyo Ha.qnilcb
"XpaHrru B He,qocrynHoM Ane Aerefi [.tecre,, Broprvxas ynaKoBKa
(aunynur c BaKUrHorI, aMnynbr c pacTBopr,lreneru 6llX). Ha naqxe
KaproHHoft yKa3blBaor: HahMeHoBaHrle npeAnpurn4r-
npoi,13BoAfirens, ero aApec, Tene+oHbt, cTpaHy, nororhn
npeAnp14ril4e-npoil3BOAhTenq h .qepxaTene pef ilcrpauhoHHoro
y.qocToBepeHfi 9, nonHoe HarMeHoBaHhe neKapcTBeHHOro npenapala.]
o6qenprH.rroe rpynnilpoBoqHoe HaIMeHoBaHil" nu*upa.rannorl.^ 

-'l
npenapara, neKapcrBeHHyto eopMy,Ao3l4poBKy, KonfiL{ecrBo.qo3. I

K.nhqec'Bo aMnyn BaKLlhHbr B ynaKoBKe, K.rtrqecTBo aMnyn IpacrBophrens B ynaKoBKe, Hah[4eHOBaHre u KonuqecTBo I

Aeficrayu4ero BeulecrBa !4 BcnoMorareflbHbtx BeulecrB, HoMep Icep\V, Aary npoh3BoACTBa u cpoK roAHocrfi BaKLlr4Hbt 14 I

pacrBopfirenr (t-ogeH ao), ycnolue xpaHeHu, , I
npe/qynpe.qurenbHyrc HaAnhcb "Xpasurs B HeAocrynHoM An, aereti I
MecTe,, ycnoBufl ornycKa, HoMep perxcTpauhoHHoro yAo"rorupar* 

J(Houep PY), urpiaxoaorl rol. .QononHrrerbHo Ha ,r;y *ror;;; Iuoxer 6srrs HaHeceHo cpeACTBo r4AeHTr+hKaqh, (*o"rpono,ro,,l 
- 

|r4eHruSuraqroHusrtl 3nar (Kt4G)), uouep GTIN, HoMep Inorpe6mrenucroli ynaKoBK14 (raH{:oprvraqran lroxer 6sru HaHeceHa I

MeTOAOI\I nelatnvnr crrKepoBaHfieM). 
I
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[ilE.[f AMAn), coKpaqeHH(
arlMeHoBaHfi e npenapaTa (

;UX-M), Ao3r4poBKa, KonuLl

iefi cTBylouero eeUecrsa (M

onilqecTEo AO3, HOMep cep
por43BOACrBa u cpoK roAHC
-oAerl 

.qo:). .BononHrrenss
Mnynax yKa3aHbt neKapcrB,
)opMar ycfloBh, xpaHeHfi' I

peiqynpeAurenbHa, Ha/tnh
Xpanurru B He.oocrynHoM .q

ecre". fl epen,.it-la, ynaKoBr(

vnyny c pacrBopfiTeneM Ha

)KpaueHHOe Hafi MeHOBaHhr

leAn pu fi T h q -n p0 u3 BOAfi r e l

4 E+qf AMAn), coKpaLqeHHor

lilMeHOBaHl/le npenapara il
)KapcrBeHHa, Sopua (pac
lrprq xfloph,qa 0,9"/" gna
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