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Mra,egpaaa poccmn
(onnr'ran "Megra,an" o[-6y "HLrqotu u,u, H.o. r-a,arefi,, MnHsgpara poccnra)

nACnoPT 2239

BAKUt4HA n/68pKyllE gHAfl {EL{X), nuo$unusar
Ans npfiroroBreHilff c{T.efsrfi Ans BHyrpl4KoxHoro BBe}qeHrs 0.05 MrhosaPerrcrpaquoHHoe yAocroBepesue P N001969/01 or st,ob.zo08 (!ara r43MeHeHH, 04.04,1g)

Houep ceprm 851 flara aurnycx a 0l.2O2S

O6teu_cepnu lBTgynarosox
KonLrsecreo,qog B aMnyne l0 Aoe

Pacrnopurenb - pacrBop HaTpta,q xnoprla 0.g% lns NH-uerurft
Houep cepun 724

KourponnHurri Horvrep OKK 4B4Z

O6renl cepura 182g6 annyn

Kourponuuurrl uoruep OKK 4916

AHanilg*srrnorxeH no p N001969/01-0404i8, r3M. Nr 1

Cpox roAnocrx Ao 01.2027

!,ara runycr a 0g.2024

Cpor rogHocrra Ao 0g..202g

"&araournycraKoMnrreKra 50.A1.2025

Ne

nn
HauMeHoeautae

no<asareneli
Tne6nn"u,ro

Il un rh

Peeynsraiur roHrponn OKK
1 Onlrcanue . ..,vy,,/,,,uqr. vAnvpulHart nopucTa, Macca, noporxKoo6pasuar ranu

0 auge roqroti axypl.,oI ra6nerru (roner<a) 6eloro unh cserno_xelt10ro qnera. l-urpocronilL]Ha.

flPra12

)koSrnusar. Oar"p"nrar r"prrra,
Macca, nop0rxKoo6pasHan tnnu B Bt4Ae
rouroft axypno L t a6 net wrt (rone.rxa)
cBerro,xenToro uBeTa.
l-nrpocronh.iHa.a l.lonnr,ruuocii'-.-.'----.-_

2. 1 .Murpocxonu.lecKfi fi
2.2.K ynr, rypanuHurrl f:n 

xHh, onperen, Tbcn "-o;r"##;ffi i,ilffi-n'no"'n,'
(k14cnoroycrolZ.rraure) roHxue, npsMbre unu cner Ka[gorHyTbte

He6onuurr,.ru B3.qyrhrMl,1 Ha xoHLlax, ue o6pasyoqre cnop 14 Kancyn.2.2.f|pu noceBe BaKUr.tHbr Ha nnorHyro cpe4y Ieaeuurrefixa-henceHa
uepes 26-30 cyr rrrry6aLtnr,r npu rer4nepalype (8711) sC Ha
noBepxHocr14 cpeAbt xonxHbt BbtpacTarb rupu*rnp"o,, uepoxoBaTbl(
nrrolHHe KofloH,llil or 0,5 go 8,0 ulr e graveTpe xenroBaroro ur"ru,roHKt4Mt4 HepoBHbrM14 KparMu.

2.1. lrpn r,,rrarpocronraraiioroa, 
._.-

oKpaueHHbtx no [_]rno-HunuceHy,
onpeAenrorc, oKpaLxeHHble B
KpacHbui qaer (rracnoroycrofi sraarre)
roHKhe, nprMbte 14 cnerKa il3orHy]bte
nanoqKu gnruofi 1_4 uxu u uurpr,rnofi
0,3-0,5 MKM, He o6pasymqre criop r,r

Kancyn_ 2.2. [1pra noceae BaKqfiHbt Ha
nnorHyto cpe.qy IeseHUrefi Ha_
lzleucesa vepea 26-30 cyr rax<y6aqrr,r
nPH reMneparypo (37t1) qC 

Ha
noBepxHocTt4 cpelbt Bbrpacrator
xapaKrepHbte uepoxoBaTble nfloTHbte
(orroHr4l, or 0,S Ao 8,0 MM B gilaMerpe
xenroBaToro qBeTa c Iot.ltfl4Mti,t
{epoBHblMn Kpa9Mil.3 Bpeu.a

BOCCTAHOB,NEHl,,,

npenapara

He6oneeluffi
pacrBopuren' . o6pu.ou"n#ilffi ililll##:j::[j:",
cycneH3rJh,

Pacraoprercr e picrffiffi ,rrn
xflopfiAa 0.9"/" B TeqeHue i MhH c
o6pasoeaHheM rpy6ogrcnepcHori
rovoreHnoff cycnenour.4 npospavuotio r,r-.-

uBeTHOCrb pacTBOpa
, qu, oupv.Hd, uaKqrHa lonxHa 14Merb arag rpy6ogr,rcnepcuori
cycneH3r4t4 6enoro c cepoBarbn unu xeflTbtM orreHKoM qeera,6es
nocropoHHhx axnoqenufi .

' du, BUpeHHa, BaKq?tHa [MeeT 8r.q
rpy6ogucnepcxorl cycneHsuu 6enoro
qBera c cepoBarrm,l orreurolr, 6es
nocTopoHHr4x BKnloqeHilfi .5 O6uee cogepx;;;;

6arreprfi
. ,v\qoo i E/,D urr r ryec(ot4 nnorHocTl4 (Ol,l) AoxxeH 6ulru s npegenaxor 0,30 go 0,38 onrhrlecKfix e.quHuu (OE), qro coorgeTcrgyeT 1,0rar/Mn MU(po6Harx rrreto< ELlX.
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l0 ANoualsHaq

TOKCUt,IHOCTb Ba<quHa ieloxcr,tqna
11 Cneur4ra.rexi,l^

6eeonacHocru
qv/rald ubrr b cneLlt4etlqecrt,t 6esonacna, He .qo,lxHac0Aepxarb BrpyneHrHbte mu<o6arcrepur,t.

DaKUHHa cneL{UQq,lecK14 6egonacHa,
He co.qepxuT BrlpyneHrHbre
r,.l!lrodarrepllr. 

.
1' CneLlr,r6lnecrar

 KTUBHOCIb
euAspadrbu,i or tu AO 20 MnH Xh3Hecnoco6gurx rrerox

*
I o.J MrrH xusHecnoco6Hbtx KneroK
6UXalMrBaKquHbt.13 Tepuocra6rnuHocr u . ._ . vyrvv, quyrl rbnuu I b npoBeprNcT KaxAyto S-yto ceprarc,coorBercBylollyro H.4. Baxqraxa.qonxHa ri,ro r.[roIu6hnbHori.I-lpr xpaHerrur,r BaKLll4Hbr B reqeHHe 4 Hegena nph,reMneparype

(3711) sC qucno xh3Hecnoco6usrx rrlurpo6r,iurx KneToK B 
.1 

,0 MrBaKquHbt EUX aonxno cocraBrlrTb He MeHee 25okorux l,,tcxo.qHororrqcna, Koropoe onpeAenrDr a o6pasqax, *purru*r*a, up,

T#':i:v::f:'?**+

rf PUEepcor Kax.qy€ nrTylo cepfito.
I IocneAHHfi KoHTpoflb ceph.q tF BS0
(28%).

14 npor,raaogcrsen;;;'
UTAMM

M a r e p q a n a. rr o ce a Ho ri,,. Ji*li ?;il;if ;ffi;',,?:XJ, *, *Mycobacterium bovis BCG- l (Russiaj tenor-,ril;; ;''f ocy.qapcT BeHHoft KorneKqh14 naroreHHblx MrlKpoopraHh3MoB,#*:**s:s+ru
, roceBHoti Marephan cepu-r 366 ,;ra;

n ho Q,r,t hsar cy6urrau ua
Mycobacterium bovis BCG-1 (Russi:
(Aenonrpoeau e fKnM Nr 70000j).

15 Pactsophrenu
sarlluHur EUX

t tq t yvd   ) tupn)-\a U.y"/o flrtn hHtl eKUfi i
ru
I I po3paqHae 6ecuaerFran ;;;;;;-

Pacreoo
16 Onrcaxlle 14HbeKqui

17 l-lognrHHocru Xapar<rep
nnoruurft ocagor 6enoro uaera. Xapaxrep_"; p;;_;;a xnopnlbrrqonxeH o6pasooarucr 6enr -
HepacrBop,4Mb,i, or.r"o*#J'r"Xffffi1ff;:jilu..rorrro,r,
pacTBOpe aMMhaKa.

n posparuar-Becffi HiiTffii[l
xaparrep@
o6pasyerct naorHblZ ocagor 6enoro
qeera. XapartepHa, peaKqh, Ha
xnopngur - q6pasyercr 6enslfi
T B0p0xt4crbtfr oca.o,oK,
HepactBophMbti a pasae4eunoil
asorHofi Kilcnore pacreopmlauri r a
PACTBOOE AMMUAK21B npoapa,rHocru ra-

creneH! MyrHocil4
rpo3paqHocTl4 He oTfifiyaTbcf oT Bo.qbr

Or
He ornrqa

t9 Creneau orffira
Ornaaro

pvr I qlx He ,qoflxHa oTlt4qaTbc, oT BOAbt 14,t4orp_aueHa He 6onee uH reHCuBHo, qeg sranoH Bg.oT5,0.qo7,0 %20 pH ornuqag1c, oT B0,qbt.

21 Mexaxltqecrlre
BKnrcqeHr,s. l.Brgutr,lure
qacthUbl. 2.HeailAhr,aure
qacI14t.lbt.

1. Btrn
6,49

c p e4 r-r e e r r., n, u r rri, r r;rffiit#.fl :;IJ :' ; ;:'J ;Tff ilt; i'.qonxHo npeBbluarb 6000 n I aMnyre, a cpeAHee rr"no ru"rrqpagMepoM 25 urlr r 6onee se AonxHo npetsbtuarb 600 o 1 arunyne.

,.Dl4,r.lt4Mbte MexaHfiqecKfie BKnoqeHrg
olcyrcrBylor. 2.rlacrrri paarueporu 1 0
iuru u 6onee 1 vacrnqa/aunyna.
Llacrrq pseyepoM 25 MKM u 6onee He
o6Hapyxeuo.
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DdKqnHa _ U,b Mr
AIUH-b (repnerras
rasou) c rogKorl hl
1-ro r,,i.qpofihrfi,teffi

ffir*ilfrd$ffiI
trepuenuoAUra nO)
a rOnrry-plrrgfi iielx

(10goe)BaMnyne
aLlh.R no.q fiHepTHbtM
3floMa h3 crerna NB
cKoro Knacca.
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27 | Maprrposxa
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HaHoccr MapKupoBKy TpyAHocMhtBaeMorZ rpacrori cnoco6oM
repara.lHar yr[ioa
raKqhHoli u pacrBcl

0,0091 r.
Ynaroara



KannecrpyrHofi neral h unu ThnorpascK!4M CnOCO6OM Ha
caMoKnerqyoce ert4KerKy. Ha ar,lnyny c npenaparou HaHocrr;
c0KpaueHH0e HarlMeHoBaHrle npeInpilrTt4r-np0usB0AHTenrr
(Me,qraMan) fin11 ero nororiln, coKpaqeHHoe HauMeHoBaHre
npe,napara (BarunHa 6ux), ronraqecr'o Mr h r.rilcro Ao3 Baxq[Hbr
Dr-1rl(, AO3t4poB[y, H0[rep cepilu, gaTy BbrnycKa ,1 cpoK roAHocTt4.
n[ononuulrenuHo ruoryr 6urru HaHeceHbt ycnoBlrfl xpaHeHU, !t
npeAynpexfiaoqar HaAnficb: "XpaHrru B HeiqocrynHoM,enr gglgq
uecre, l-epr'.rerr,t3l4poBaHo noA hHepTHbl\4 ta3ou.,. Ha aunyny cpacTBophreneM HaHOCTT: COKpauleHHOe HahMeHoBaHUe
npeonpfirrr4r-npouaBo&ilTen, (Mearar"ran) vnv er o nororhn,
HarrMeHoBaHile npenapara (pacraop Harpil.q xnopu.q a0,g"k pnn
lrHleKun4), o6r,eM s Mn, HoMep cepnil,,qary BbtnycKa h cpoK
ro.qHocT14. .(ononurrenrHo Moxer 6urro uaueceHa
npe.qynpexAaoulan HaAnhcb: "XpaHurs B He4ocTynHoM An.q Aerefiuecre, l-epuena3fipoBaHo no4 ilHeprHbm,l ragou,,. Broprgna.q
ynaKoBKa. BropurrHan ynaKoBKa. Ha naqre KaproHHof yKasbloaror:
Hahi{eHoBaHre npeAnp,,srhr_npoh3Bo.u,rren.q, 

"gpn", 
iurapono,,

SaKc, crpaHy, nororiln npe.qnpnrrnq,npo[3Bo.qhren9 u nororiln
fi epxaren, pef ilcrpauroHHoro yAocToBepeHrrr, nonHoe
HahMeHoBaHue npenapara, neKapcrBeHHyro cpopr,ly, cnoco6
npfiMeHeH!1r, Ao3l4poBKy 14 KOn14LlecTBo AO3 I ynaKoBKe, ycaoB,4'
ornycKar KolliclecrBo aMnyn c eaxqruofi, KonHqecrBo Ao3 npenapara
B aMnyae, rH+opMaLlhto o cocrage, HoMep cepfifi,.qary BbtnycKa ,l
cpoK f o"qHocil4 npenapara ; HauMeHoBaHhe pacrBOpt{rer.ir,
KonhqeclBo aunyn, o6r,eu B Mn, HoMep cepuk, AaTy BblnycKa il cpoK
ToAHOCTh; HOMep perrcTparlHoHHoro yAocToeepeHfi,l 

14 cpoK ero
Aetlcrsrrs, ycnoa'nu xpaHeHr.irt npegynpeA14renbHble Ha,qnficil:
"XpaHnlu B HenocrynHoM Alc Aerefr Mecre.Dj .l-epraerusrpoeauo
no.q uHeprHblM f a3oM"/ .[-epueru:upoaaHo no,q BaKyyMOM>,
rxrp,4xoBofr rop..[onorHurrenhHo Ha naqKe KaploHHori voxer 6stru
HaHeceHo cpe.[crBo H.qeHrrlSfi KaUilN (KoHrponbHblfi

MapKupoBKa runorpascKr,lM
Ha caMoKnerqylocff 3TIKeTKy, Ha
aMnyny c npenapar0M HaHeceHbt:
coKpauleHH0e HarMeHoBaHfi e
npelq npr,tfl T t4H -npo43BO,q hTeIfi
(M ea rar,r an), co (paule H Hoe
HahMeHoBaHhe npenapaTa (Barqltra
E(X), xonr.lvecrBo Mr fi qucno Ao3
BaKU,rHbl EUX, nosfipoeKa, HoMep
cepl4fi, Aara BbtnycKa h cpoK
rogHocrh. Ha aMnyfiy e
pacrBopkTeneM HaHeceHbt:
coKpaueHHOe HarMeHOBaHUe
npeAnphrT14, -npoh3Bo.q11Ten,
(Megrar,ran), HauMeHoBaHt,te
npenapara (Pacreop Harph, xnopula
O,9y" Erle r4Hbexquttr), o6-uei{ e [4n,
HOMep cep!4t4, gara BbrnycKa ,4 cpoK
ronHocTh. BropnvHat ynaroura. Ha
nauKe KaproHHoil yraeaHur:
Hafi MeHoBaHue npe.q n pIt r t4r-
npofi 3BOAt,'Terr, a,qpec, TenesoHbr,
SaKc, crpaHa, noroThn npeAnph,
npou3BO,qhTeIH H nOrorHn
,qepxaren, pert4crpaur!oHHOf O

yAOCrOBepeHhr, nonHoe
HarMeHoBaHre npenapaTa,
neKapcrBeHHaff $opr,.la, cnoco6
nphMeHeHrlx,,qo3upoBKa r{

KOnrqecTBo i1o3 E ynaKoBKe, ycnoBil,
oTnycKa, KorrhqecrBo aMnyn a
BaKLll,lHOfi , KOnrlqeclBO .qO3
npenapaTa B aMnyne, xH+opMaurlro o
cocraBe, HoMep ceprlul, AaIa BbtnycKa
r4 cpoK roAHocril npenapaTa;
Hafi MeH0BaH14e pacrBopylrenr,
Kon14qecrBo ar,lnyn, o6reM g vn,
HoMep cepfir, Aara BbrnycKa il cpoK
r0SHOCr14; HOMep perHcTpaqiloHHOro
yAocroBepeHHq il cpoK ero .qefcrBfi r,
ycIloBh.E XpaHeHUr,
npeAynpeAhrenbHbte Haanfi ch :

uXpaHhrb B HegocrynHoM Arlr.qereti
MeCTe.> ! "l-epr,terUSUpOaaHO noA
tlHeprHblM ra3oM, ; urpuxoaori rog,
cpeAcrBo n,[eHr,4s [,1KaUur,1

(roHrponsnsri fiAeHTuSilKaUuoHHblti
oHar (Kh3)), uor,.lep GTIN, Hor,rep
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