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Ha BBOA B rpaxAaHcKr'rfi o6opot s Poccuficrofi @eAepaw4' CepI'IH vrltvIIapTIIr4

lpor,r3BeAeHHofo e Pocc[ficrofi oeAepawr4I',IJII4 BBO3LIMOTO S POCCUftCryro (De4epaqurc
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it, pooo-o otlo-7 7 I 02037 333 0r 26.03.2025

BsrAano @e4epanrHolvry rocyAapcTBeHHoMy 6rcAxelroMy yqpexAeHl{Io "Haquoualursrfi
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;;;;ff.O. fauareui MIa,ucrepcrBa 3ApaBo_oxpaHeHWn' Poccnficroft @eAepaquu'

Poccut,l23 r. MocHea, Yn. I aYrueu, l. 18, WW 773N14
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(Deqepa.rrbHafl c.iryx6a ro HaA3opy B cQepe 3ApaBooxpaHeHrrr ""-":*t::,ti:1i
3aKJIIOqeHHs I4C[bITaTeJIbHOrO IIeHTpa 3KC[epTu3bI KaqecTBa MeAI4qI4HCKI',IX

uvrrvryno6uoilorl4qecKl,Ix [pelapaToB @e.qepanrHoro rccyAapcTBeHHOrO 6rcANetnoro

yqpexAeHr,rfl ,,Hayunsrfi IIeHTp _3KC[epTI'I3bI 
CpeAcTB MeAI4IILTHCKOIO npuueueuul"

MuHucrepcrna gApasooxpaHeHl'Is Poccuft crofi OeAepaII[u
(nauuenonanue Qe4epanruoro rocyaapcrr"nro.o 6to,uxerHofo yqpexAely)-.^_^_

or 25.03.2025 ,6 ZU^rIr* pa3pelraer BBoA B rpaxAasctcnfi o6opor
(norraep)
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lllosranlas aT NtflrrpuroToBIIeHI,L Cyc[eH3I4[I An' BIIyTpIIKOXHOIO BBeAeHI4fl

o.o25r.iaogu o.s oar (zo nos) - aMryJrbr (5 um.) - rarrKra KaproHHble /e roN'IuJIeKre

c pacrsopurereM 6rynbr) i Mr-5 o,r.i - Arq re.re6Ho-upoorra*ru.r_ecKux yqpexAeHufi
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AfEy"HylLlgM t4M' H'Q' I-aManeu" Mnnsgpana Poccuu

(<Dranraan,,MeAraMan,,ol-6Y 
,.Hl4uoM raru. H.o, l-aMaIeu,, MraHgApaea Poccnu)

nAcnoPT 2225

B A K ur4 H A rv E E p K v n E s H Aq An' .uarn ureffif#Hl 
,loT,T]#',Hx; [Hfl!

Anfl BHyrpi4KoxHoro BBeAeHus 0'025 ur/goga

permcrpaumoHHoe y.qocToBepeu,,re p N001 gTzrol or 3'1 .03.200a (riaia BHeceHvrr vrgueneunfi 27 '07 '2018)

Houep cepun 845 n['ara fieroroBneHutl 01 '2025

KoHrponuHutilr r-roNep OKK 4912 Cpor roAuocru no 01 '2026

O6r,er'r-cePran l709YnaKoBoK

Konfiqecrgo.qo3 B aMnyae 20

Pacreopurenb - pacrBop HaTpmfl xnopilAa 0'9% Anq utu'ueruril

Houep cepmu 485 '['ara HgroroBneHvl'l

KourPonuuutil Hor'reP OKK 4BBB

O6r,eu cePura 18700 aunYn

Cpor rogHocru Ao

12.2024

12.2029

.[,ara aunycra KoMnneKTa 09'01 '2025

AHanug-astnon*u1!9 I )901 
?'

72l01 -10041 B, u3M. N'g 1 
'2,3, 

4
P*y^.att","tlpons OKK

Ne

nn

HahMeHoeaHue

noxagateneit

Tpe6ooauun no n,4

nobouroo6PagHafl 14nul ,l r"+r^r*a' OI*PoAHan nopl'1cTat

Macca, nopotuKoo6pasnan 14n14 B BI4re

ion*or, u*YProfi ra6nerru (roneuxa)

6enoro ranu cBel'no-xerrolo uBera'

I-urpocronutlHa:

1
Onucauue flroQ14rlh3ar' uAHUpuAHax_' rwvvrv I qzi "''.----'I

, rnne rorroh axypHof ta6nerrra (ronelra) 6enoro unll cBeTno-

xenroro Lluera. l-urPocronuqHa'

F. nprr, onrrpo"Konuu Ma3KoBt

)KpaueHHblx no Uunrc-HunuceuY'

)npeAengloTCq oKpaueHHble. B

(pacHblil qser (rrcnoroycrofirt'lsute)

roHKUe, nptMHe u cnerKa l43orHyTble

ranoqKu qnranoil 1-4 MKM h lxl4pl4Hoil

0,3-0,5 r',rrr,,l, qacro c se6onuunuu

BSAyTl/lrMt4 Ha KOHqax' He

o6paayroLurae cnop I Kancyn' 2'2'l1pu

noceBe BaKUl4Hbl Ha nnorHylo cpe'qy

IleseHUreiHa-fi eucena qepee 26-30

cyr raury6aqrar nP['reMneparYPe

(37!1 ) 'pC 
Ha noBepxHocrt4 cpeAbl

BblpacTaoT xapaKTepHble

uepoxoBaTble nflol Hble KonoHt4',l OT

0,5 no 8,0 MM B,ql4aMerpe

xeflTOBaroro uBeTa c loHKl'1Mt4

Hefu,

fio,qnuguocru 2.1. nph Mt4KpocKonilr MasKoB'
2 !:iffil::i:,,uu"*,r | ;;;-I; ;;&'"TT::i:.P.l':::::: ;::'i:'-:TJ,, 

l l,l,llffi JJfi " I i-;;;;;; ,,.io il", u o" r' o 

l l i i; ji#li.l.li.,lil: l l'."J :, " ")lu*t*, orr,rofi 1-4 r'rru u urputlofr 0'3-0-'5 r'lrlt' qacro c

He6onumuttu B3Ayr14tM14 Ha KoHuax' He o6paayoulue cnop [1 SanY:-
2.2. f)pvtnoceBe BaKuurlbl Ha nrorHylo cpegy Ile-aexurrefi na-71enceHa

;o;;;ffi;;; ,n*v6au" nph reMneparvne (37t1Jf c. ua

noBepxHOCrtr cpeIbl AonxHbl BblpacTaTb xapaKTepHble uepoxoBarbl(

"r"it,ra 
KonoHl4l,l or 0,5 Ao 8,0 rar'r s AuaMerpe xefiToBaroro uBera I

TOHKl4Mt4 HepoBHblMt4 KpatlMh'

ffiBpet'tr
BoCCI aHOBne Ht'l,1

npenapara

He 6onee 1 turu nocne ,qooaBIleHnx 6 dMrrvrrJ'

p*iuopra"r, c o6pasoaaHuen rpy6ogucnepcHoR roMoreHHofr

cycneH3u414.

d
-+ Pacrnt 4y'q"1teeT BhA

4 llpospalHocru ut

uBeTHOCTb paclBopa
PacraopeHnal BaKuuHa AonxHa ilMerb tsnA I Pyvusvrwrrvvu -:' ^^"8cycneH3l4h 6enoro c cepoaarblM hnll xenrblM orreHKoM uBera' oeu \
nocroPoHl lllx arnrcqeHL4il' ffinir'i@-

5 06r{ee coAePxaHt,te

6arrePutfr

floxasarenu onr[qec(or nnorHocrvl \Lrl l'/ AU'r^cn vur I s p rrPv-- -'

or 0,1 6 Ao 0,2 onruqecrux e.quHuu (OE)' 'rro coorBercrByer 0'5 ur/ur

v rrpo6nro,* . neto.K ?l.l_ : ; : : ; ; : ;, 6*;;;;;1 s. 2,018

6 IncnePcrocro TloKa3areIlb I
He 6.r.e 5"/-

4.75

7 l-lorepn B Macce npu

Bbrcvull/BaHrr

Baryyr,r (a aMnynax' fasoaaq cPeAa



B I 3anaflHHblx noJ]

I uarYYuot't)

rony6oe hflt4 po30Bo-rony6oe caelenue'

nocropiltffiArept4u n rpu6ut AonxHbl orcyrcrBoBarb'

Barut,tHa AonxHa 6ulru ne ToKcuqHa'

-Ba-,rrHa Aon*Ha 6"'ro cnefr4'uecru 6egonacHa' He A0nxHa

co.qepxarb Bt4pyneHrHble unro6arrepru'

Aunynul sanarHbl no/l aproHoM

n""iporHt e 6aKr€Putt v' rPn6dr

oTcyTcTByloT.o OrcYrcroue
nocroPoHHtrx 6arrePufr

ra rpra6oa He torcrqHa.

10 AHoMafirHaq
TOKCUT'lHocTb BaKut4Ha cnetlr44rauecrra 6eaonacua'

He coAepxuT BhpyneHTHble
11 OneuuSuqecraq

6esonacHocru
21,6 MnH xt/3HecnocooHblx
El l)( R 1 Mr BaKUt4Hbl,

12 CneunSuqecran
aKTt4Bltocrh _

Ilonxuo coAepxaTbcq or I 5 ao

26%ely\-:-,'l- -:::si- :----lep'roi*u*n,ro 
S-Vrc cepr",

I-1a rePraocra6nnbHocTb nPo

.Jorrlr.uy,o*yro H.[ Barr]uHa'[onxHa 6utrr rept'tocta6vrnuHoft '

flpu xpanenuu BaKltl4l'lbl B Te\etlile 4 ueAenu npl/ TeMneparype

(3711) 'gC 
qvlcno xl43Hecnoco6Hutx t'lrrpo6ttutx rneror g 1 '0 

Mr

BaKUuHtrt EUX Aonxno cocraBngTb He MeHee 25'kot l4x l4cxoalloro

.iucna, Kolopoe onpeAeflror e o6pasqax' xpaHvlBtut4xcyt npI

^.D nnRqf:

13 Fpr,locra6unutlocru

tv,r""y-,yy"_"' - -- - 
: :::_:::,1 noceBHoil MarePuan cePn' i

nuoshn143ar cY6uratrua

Mvcobacterium bovis BCG-1 (Russia)

(AenoHhpoaaH s fKnM N'q 700001 )'

14 [lponsaoAct oennut r
UlAMM

[lpousao,[crao BaKUL'lHbl 0cH

Marepuana. [loceeHo'l MarepIan (cepran) - nuoQunusar cy6uraMMa

Mycobacterium bovis BCG-1 (Russia) flenoH!4poBaH 8,...,

ioayoupatu"nroil ronnerunra naroreHHblx Mt4KpoopraH143MoB'

pocnuq {l Kl lM l\" /uuuu r/l
pacrtop u'atprF xnophAa 0'9% Anq uHbeKut/14

15 | PacrsoPrrenu
I saxutlHur EUX frffi a'rttan 6ecuser Haq xl4AKocT t'

16 OnucaHue lpo3PaqHaa
Xap"Cept a, Peal"t'" A ua r-rarPraft -
o6pasyerc.n nnorHblil ocaAor 6enoro

qeera. XaParrepHa, PeaKlll4n Ha

x,loptlflbl - o6PasYercn 6enutit

taopoxucrutft ocaEoK,

HepacrBoPtrMHfi B Pa3Be.qeHHof

a3orHof Kucnore h PacrBoPl4Mblf B

pacTBope aM[4UaKa' .

17 floAnmHuocr u XaparrePHan PeaKqux A Hd

nnlr*rfro"ugor 6enoro qaela XaparrepHa' peaKuvlg Ha xnopul'tlbl

,[,onxeH o6pasoaarucR 6enurit rropoxvrcruti ocaAor'

HepacTBoptlMblvl B pa3Be[eHHOil a3orHoil Kucnore h paclBOpl4Mblfi B

pacTBOpe aMMIaKa.

He ornuqaercn or BoAbl'

18 [lpoePautrocru ut

cTeneHb MyTHOCTt/

Facreopurenu Aonxerr no npo3paqlloo

Orpacra PacrBoPutrenfl He

oTnuqaerce o1 !!4!1.19 CreneHu oKPacKI Orpacra PacTBoPurene He I
orpaureHa He 6onee rnHreHcueHo''letr eranoH B9'

or 5,0 Ao 7,0
2

6,66

20 pH l .Bu.qul,lute MexaHuqecKt,le BKrllo'lcHvl'

oTcyTcrByroT. 2,Llacrrlu pasMepoM 1 0

MKM ,r 60nee 1 'lacruqa/ aunYna'
qacruu Pa3NtePoM 25 MKM u 6onee ne

o6Hapyxeuo.

21 MexaHmqecrue
BKnrcqeHhq. 1'Bt4Al4Mble

qacrur-lbl. 2.Heau,quuute
qacTuubl,

1. Buflruute MexaHuLlecKne E

CpegHee \lL'1cno HeBugl4Mblx Llacrl4u pa3Mepor'r 10 url,,t u 6onee ne

oon*"o npeBblualb 6000 s 1 aMnyne' a cpeAHee t]ilcno qacruu

ira-"p"r'zs t'tru u 6onee He AonxHo npeBbluarb 600 e 1 aunyne'

J-lonxeH 6utru He MeHee tloMuHanbHoro'
2j un

zz tz1 gsneraenurft o6'beNl

neKaPcTBeHFiblx SoPM

.qnn napeHTepanbHoro

B8EAEHilfl
Paclaoplrl.r^b Aonxen 6orrs creptanbHbll"!'

PacruoPurenu crePuneH.

23 CrepunsHocru
ee 0'5 EOhrn' PacrBoP14Tenb anuPoreHeH'*ffi24 [luporeulocru utnu

SarrePuanuHtte
sH.qoToKC14Hbl

W1',9,,,,itl'i"Y\OA Kort4qecTBeHHoe

onpeAeneHile

Or 0,0087 Ao 0'0093 r Harput xnopuAa

,-"\ . ,""vn; t.UUB-6 (reptrerfi3aun.q noA E'fru*r&rt',$f .&DFeAAlI

lota)

n5

26 YnaKoBKa
rr*vvr"rl nnra Riill-l"s (repuerusauun noA llHeprHblM ra3oM) c

*onouo, hllrl ToqKon n3noMa h3 creKna MapKt4 HC-3 tanr NB 1 -ro

;;;;;;rt;;*"-oro Knacca' Pacreopurenu - no 2 
1n 

a ar',nyne llJ[1-2

a *onr,-lo, unu toqroft u3rloMa u3 cleKna MapKh HC-3 ranr NB 1-ro

ruAponuruqecKoro Knacca. f1o 5 aunyn BaKuulllbl (repMerl43aurff no'[

BaKyyMoM/repMeTh3aqua rloA miieplHblM ra3oM) u 5 autryn

pr".uoprr"r, (n;tu rounnerroa) u narre KaploHHof' no 5 aMnyfl

BaKuhHbl (repuerusaurn noll !4HeprHblM raeolt) e KoHTypHoft

tqeilKoBof ynaKoBKe r 5 aMnyn pacrBopl/lren' B KoHTypHoil

ff,tefrKoBoil ynuanu*" (nnru rounnerloe) ra o6e qqefiroar'te s naqre

KapToHHoyl. B naury BKnaAblBaor t4HcrpyKui4to no MeAuut4HCKoMy

npHMeHeHillo Iln.q ai/nyn LUf18-6 s naqKy 'qononHhrenbHo

g[H:s (reuflffrof,igf nPi
idlo r,r ) t roF(@.tio n 0rr aAl

K*ffi*x#lf
un:&i4gig!ffi,,.
uaprn NB 1:rE rvt.qPonuruc'

rnacca. [lo 5 aMnyn BaKuuH

(repuernsaqun noA UHePTI-l

B KoHTyPHorl R'letlKoBofi Yni

aMnyn pacTBopilTen, B KOll

nqefi roaoil Ynaroare (nnru

ror,rnnerroe) u o6e nqefiro

eKna

TEKNA

ecKoro
bl

tbrM rai
lKOBKE

rypHoi

BbIE B

nyne



BKnaflblBaloT cKapilsi4KaTop aMnynbHblil'

3aKnrosenre '. coorae,lctayer rpe6oaaHt4sM P N0O1 972/01'10041

nepst/qttM tnaKoBKa, Ha aMnYnblc

earutauoil tr PacrBoPureneM
N4ap K uPo BKa r r n or Pa+c K l'l M

lla caMOKneru\yocn errarei ry' Ha

aMnyny c npenapaToM HaHecelibl:

coKpauteHHOe HailMeHOBaHl/le

n peAnptrrl T tr'l - n po,13 BOA',l T e n,l

(M earar',ran), coKPauleHHoe

u"rr"roru,',ra npenaPara (Baruuna

6UX-M), KonfiqecrBo Mr u qucno aoo

BaKut4Hbl 6UX-M' AoshPoBKa' HoMeP

cepvltr, Aara BblrlycKa u cpoK

ro.qHocTt4, Ha aranYnY c

pacTBOpt4'l erleM HaHeceHbl:

coKpaueHHOe HauMelloBaH!4e

n peAnp I e 
-r ur -npo t43Bo.q'1T e n t

(Menrar"ran), HataMeHoBaHue

npenapara (PacraoP HarPrn

0,9% Ane urur,errlui), o6rem a un'

HOMep cepl4l4, Aara BblnycKa u cpoK

r-ol\Hocrt4, Bropusuan ynaroara' Ha

naqKe KaProHl-lofi YKa3aHbl:

H auMeHO BaH ile npe.q n pt49 T 14e -

npol.43BoAilTenr, noqToBblF aAPec'

TeneQoH, QaKc, crPaHa, nororhn

npeAnp14n T hrl -npovlsBO.qnTen9 til

noroThn iqepxaTen,
perucrpaqiloHHoro yAocroBepellilR'

nonHoe HahMeHoBaHue npenapara'

neKaPcrBeHHafl $oPua, cnoco6

npuMeHeHuq, AO3l4poBKa vl

KOnilqecTBO AO3 B ynaKOBKe' ycnoBl/lt

oTnYcKa, Konl'lqecTBo aMnYn c

BaKuuHof , KonuqecTBo [o3
npenapara B aNlnyne, HHQopMauu'l o

cocraBe, HOMep cepu14, ,qara BblnycKa

I cpoK roAHOCrr npenapaTa;

H auMeHoBaHhe pacTBOp'1Te'Il'1'

(onhLrecrgo atanYn, o6"uett n lln'

HoMep ceputl, AaTa BblnycKa t/1 CpoK

roAHOCTt4i HoMep perl/lCTpaul4oHHOro

yAocroBepeHu, 14 cpoK ero AemcrBl'19'

ycnoB!lF xpaHeHut,

npeAynpeAhrenbHble HaAnuc14:

uXpanrru B He.qocrynHoM Ant Iereu
MecTe.D, "TepMeTu3l'4p0BaHo 

notr

hHepTllblM ra3oMD, urpuxoooft rofl'

cpe.qcrBo ilAeHTuSnKauu

(rourponuHutE il,qeHTt4ShKauiloHrlblh

aHar (Kt/3)), HoMeP GTIN, HoMeP

norpe6urenucxofi Ynaroaxu'

Kannecrpyi'iHoil neqaTu unn thnorpa$cK14N4 cnoco6or.l Ha

;;;;;-;;t.e orhKeTKv lla aunyny c npenaparor$ HarrocflT:

ao*pura,-,lroa lrah[4eHOBaHue npeAnpnnr14,]-llpo143BoAt4-Ten9

(Megraraalr) unM ero noroTt4n' coKpaqeHlloe HailMeH0Barue

|,t-lrorr"itr-quHa EUX-M)' KonilqecrBo Mr 
'1 

tl',lcro Ao3 BaKut4Hbl

6t-lX-M, Ao3vlpoBKy, HoMep cepul'1' Aary BblnycKa n cpoK roAHocrt4'

il;;,;;,;;;;;;o r"rorvr 6u*u HaHeceHbr vc'roBuq xpaHeHr'/e ri

npeAynpexAaro*uo 'uon"o' "Xpaurari 
B lleAocrynHOM Ilnn AeTefi

Mecre.D. Ha arunyny c pacrBop!lTeneM HaHocfl Ti.coKpaueHH0e

r rauMeHoBaHre npelnpnnT!1e-npor,r3EloEilTent 
(*:1i1T.il^lii tJ:,

----- 

**rc tarLtutuoit t'l paclBoptrTeneM
rleponvHan ynaKoBK a " "'l:,Jilff;r'-or.-r-n ...."00,
HaHocrT MapKt4poBKy TpyAH( i ...... ^i^^^<^r. u4

,,l:[:fi 
ffi;;"#;;; ;p;' 

"par 
a (P act eo p r r ar p ra r xnopr'rsa 0'e%

nn, ,no"*url'), o6ret'r B MIl, HoMep t"p"ll11l..1o]:1T1,: ::::",,,,,
rorrlocrt/. .[ononuurent'go tuoryr 6utrt' HaHeceHbl ycnoBl4t xpaHeH

u npe[ynpexAaoruae HaAnilcr,: "XpaH,,lt u t i:f::T.:L:::ltt
;u,I#li, ;;;;;;iiJ ynu*or*u. Ha naqre xaprouHori vragutaa'r:

HarMeHoBaHhe npeflnpt4tlTt4R-npo143Bo'quTeng' 
no''lToBblt4 aApec'

TeneQoH, SaKc, crpaHy, nororun npeAnpl,1'Tut-npot43Boaul enq ul

not oTr,tn Aepxal enR pervlc I paufiollHoro yAocToBepeHrt' nonltoe

HahMeHoBallre npenapara, neKapcrBeHHylo soRr"rv' c1o.co6

npnMeHeHr4n, .qo3LlpoBKy 14 KonueecrBo A".i 
3 I11:t"T?"'.,"ilill.,

ornycKa, Kont4qecrBo aMnyn c BaKLll4Hof' KonuqecrBo Ao3 npenapara

B aMnyne, un$opvaqraro o cocTaBe' HoMep cepl4vl' Eary BblnycKa 14

apo* rogroa',, npenapara; HauMeHOBaHue pacrBopurenq'

;;;r;;;t" u*nyn, o6 ''"' 
B Mn' Horvep cepuu' 'qaTy 

BblnycKa h cpoK

ToAHOCTh; HOMep perilcrpauhollHOro yAocroBepeH!4s l'l cpoK ero

Aeftcrsun,ycnoBt4rxpaHeHl/l'tnpefqynpe'qmrenbHbleHaAnhcu:
.xnaHrlTb B HeAocrynHoM Anrt 'qereil 

MecTe''' "FepMerugrpoaaHo

noi rn.prt o,* ragot',,,'/ "repMeTu3r4poBaHo 
noA 

1u*ll-In*"'
urpmxoaoil rog..QononHurenbHo Ha naqKe Kapl'oHHofi t''loxer 6sltu

HaHeceHo cpeACT BO rAeurr',tQ uxaultu (roHrpo nu nutlit 
- -

,orrtr*r.uuroHHutfi suar (Kt43))' HoMep GTIN' uouep

norpe6ut enucrofi ynaroaxn (raHSopMauil' troxer 6uttu HaHeceHa

MerogoN4 neqaru hnil crurepoaartuer'lt)

'--:=;
TpaHcrropri,tpoearb no Li L 

"'s'?3Ca216' 
npra rer'rneparype or 2 Ao

eor2'qoB"C'

xDaHurl, B HeAocrynHoM Ann Aereit uecre' --

l{' o/ 2o2sr' 3au,

1,2,3, 4.

M.t0,LlePuYxa

naqKe KaproHHoii. B na'lKy BnoxeHbl

'rrt*.
iilBr


