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(QopuaBbIIIycKa(cyra^:auuerraneKapcTBeHHoftsop,".

ceprru 874 (PacrBopr{reJrb - 726) ,

(nouep cepau)
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OfEy "Hl4UgM xu. H.O. t-auareu,,Mraxsgpaaa poccun
(orannan "Me.qrauan" or6y "Hl4qgM uu. H.o. ['auanem,, M[Hg,qpaaa poccr,ru]

nAcnoPT 2440

BAKUI4HA TyEEpKyrIE3HAq (6UX), nuogunuear
An, npuroroBrreHue cycneH3ru rqnq BHyrpr4KoxHoro BBeAeH14' 0.05 rvrr/nosa

PerucrpaquoHHoe y.qocroBepeHrae fl l-l-Nn(0098g3)-(pr-RU) or zz.oq.dnzs
Houep cepun A74 Aara npou3BoAc.rBa 12.2OZS

KonrponuHorrl nouep OKK Stzg Cpor rogHocru Ao l2.20ZZ

O6teu_ceprau lB0l ynaKosKa

Konfiqecreo Ao3 B aunyrre l0 Aoe

Pacreoprrenb - pacrBop Harpue xnopuAa 0.g"/o ans uH.ueruufr
Houep cepuu 726 /\aranpou3BoAcrB a 05.2025
KoHrponbHurfi noMep OKK St45

O6r,eM cepmm 20542 aMnynbt

AHanus_BbrnonHeH no n n -NIg(OO9BS3)-(p f-R U )

CpoK ro.qHocrr4 ,Ao 0S.Z0S0

.[ara BHnycKa KoMnneKra 22.l Z,2A2S

N,
nn

1

HaulaeuoBaHHe

noKa3arenefi
I peooBaHHfl no Hll Pesynurarbt KoHrponr OKK

h

unHcaHhe IluoQranil3ar. [1opncra, Macca, nopouJKoo
roHroil axypHoia ta6nerrua (rconerra) 6enoro HnH cBerno-xenroro
uBera. [-rrpocronhqHa

gonxHbr onpeAerflTbcq oKpaueHHbre B KpacHbrri qaer
(rucnoroycrofiuraaure) ToHKHe, npflMbre unu cnerKa r3orHyrHe
nafloqKH gnmHorl 1-4 l,rrnu H ut4pr4HOri 0,3-0,5 MKM, qacro c
He60nuuHM14 e3iq,yrtlfrMt4 Ha KOHUax, He o6paayro4He cnop h Kancyn.
2.2.I1pw noceBe BaKqHHbt Ha nnorHyro cpe[y fleeeHu,refrHa-k1"*""*u
qepe3 26-30 cyr LlHKylaryu npil TeMneparype (3711) eC Ha
noBepxHocrr,l cpeAu AOnXHbr Bbrpacrarb xapaKTepHbre uepoxoBarHe
nnoTHHe KOflOHnH or 0,5 .qo 8,0 MM B AHaMerpe xerrroBaTOrO qBera c
TOHKI4M14 HepoBHbtMt4 Kpas M H.

He 6onee 1 umn.

cycneH3ww ,enoro c cepoBarbrM unh xenrbrM orreHKoM UBera, 6eg
nocropoHHktx eKnrcqexfi fi .

coAepxaH.y'A 1 Ur/un rr,lrar-po6HHx Kfieror 6ux AOnXeH 6Hrs a
npeAenax oT 0,30 Ao 0,40.
llorasare

orcyrcrBoBarb 3a HCKfiloqeHheM nrro6arreprari 6ux.ganlr,

Il roS nnu3ar. [lopracra, Macca,
nopoulKoo6pasHan vnu B BHIe roHrcorI
axypHori ra6nerrm (ronevra) ceerno-
xenroro uBera. [-nrpocKonuqHa.

2 lAgewwsr,rraqnr
2- 1 .M tarpocKonu qecrmri

2.2.Ky narypanu H srri

I z.t . l-lpra MrKpocK onnLi Ma3KoB,

I orRaureHHbrx no [-{rnm-HNnucexy,

I onpeflenenrc, oKpaureHHbte B

I KpacHbrfr Uger (rucnoroycrofirraure)
I TOHKHe, npflMbte h cIerKa u3orHyTbte
i

I nanoqKv{ AnHH Oh 1-4 urcu m urapurnofi
0,3-0,5 MKM, He o6pasyrcqne cnop H

Kancyn.2.2.ffpw noceBe BaKqHHbt Ha
nnorHylo cpeAy l-l eaeuurefr Ha_
i{excena qepe3 26-30 cyr HHKy latrvtw
npm reMneparype (3711) sC na
noBepxHocTyt cperqbl BbtpacTaCIT
xapaKTepHHe UepoxoBaTbte nnoTHbte
KonoHhr4 or 0,5 go 8,0 t\4M B AuaMerpe
xenToBaToro uBeTa c TOHKr4Mr4

Hepo.BHbtM14 KparMH.
3 Bpeux

BOCCTAHOBNEHMf

npenapaTa

4 I-lpospaltHocrb 14

uBeTHOCrb pacTBopa PacreopeHHae BaKqmH

rpy6o.qncnepc
qBera c cepo

onocTopoHH
OTTCHKOM, OE

eHnfi.
5 O6qee coAepxaHme

6arreprail 'ruffi
6 "[racnepcHocrb

-
1.813 -I

7 l-lorepn B Macce npkl
Bbrcyru14BaH'uv vnu
BoAa

B

I

.l0

OrcyrcrBme nocro-
poHHefi urxpo$nopsr
AHouanbHa.R

TOKCUtLtHOCTb

[locropoHHue Oaiiepu r,r r,,r rprOo,
oTcyrcrByror- 

-
Baruuua HeroKC14qHa

EaKL{vrHa He .qonxHa coAepxarb Br4pyneHTHbtx rurnro6axreprari. BaruuHa He coAepxilr Bt4pyneHrHHe

Pacraopsercs B TeqeHhe 1 rr,tran.

4,7 0/"



6esonacHocrb uutro6arreoNrl
11 Cneqr,t$HqecKaq

AKThEHOCIb

.[onxxo coAepxarbcr or 10 ,qo 20 MnH xur3*eCnoroo*o *n"ro*
6UXs1i{rsaruYlHur.

15.7 MnH xkt3Hecnoco6uurx KneroK

6UXal MrBaKuHHbt.
12 Tepr',tocra6unu uocrb Ha repr'rocra6ranbHocrb nposeprlor Kax.q

coorBercgyroulyro H.Q. Baxuuua AonxHa 6urru repMocra6Nnusori.
t-lpm xpaHeHilH BaKLlr4Hbr B reqeHhe 4 HeAenb npm reMneparype
(3711 ) 

qc .{r,lcno xri3Hecnoco6Hbrx M!,rKpo6uurx KneroK a 1,0 Mr
BaKUHHbI EUX .qonxHo cocraBnrrb He MeHee 20 % oT r4X T4CXO.QHOTO
qficna, Koropoe onpeAenghcr e o6pasqax, xpaHL{BruNXCn npn
TeMneparype_or 2 .qo B eC.

I-lpoeepfl or Kaxgylo nfl ryro cephls.
fiocne.qHur7 rourponb cepufr Ns 970
(31%).

13 [lpoNseo.qcrBeHxurri
UTAMM

[lporasso,qcrBo BaKqhHbt ocHoBaHo Ha c*c,
Marepuana. l-loceeHofi Marepran (cepran) - nrao$ unu3ar cy6ulraurr,1a
Mycobacterium bovis BCG-1 (Russia) rqenoHnpogaH B

l-ocygapcrBeH Hofi ro nne n\nn naroreH H brx M 14 KpoopraH fi 3MoB,
Poccns (l-(l-lM lS 700001 ).

fioceeHori uarepuan ceprq 368 ,,u1,, -

nuo Qu nil3ar cy6 u r aru rvra

Mycobacterium bovis BCG-1 (Russia)
(AenoHvrpoBaH e l'-KnM f{e 700001).

14 Pacreopurenb
BaKqilHbl 5UX

Pacreop Harpun xnopm.qa 0.9% Ail*,""-urfi Pacrsop Harpun xnopuAa A.g"h pnn
unterumfr

15 Onncauue I-lpospaqnas 6ecqeerHaq xmAKocrb. I-l poapaqHafi 6ecqeerHae xH.qKocrb.

16 llpoapat{Hocrb 14

cTeneHb onaflecqeHqt4y
(nyr nocr ra) xvrgrocre rI

PacraopuTenb AonxeH no npo3paqHocr* He ornmqaercn or Bogbt.

17 ltlEemusraraqun XaparrepHar peaKqu, A Ha Harprafi - ,
nnorHufi oca.qoK 6enoro uBera. XaparrepHafi peaKqH, Ha xnopr4gbr
rqonxeH o6pasoearbcfl 6enurrz TBopoxrcrufr ocarqoK,
HepacrBopmalufi B pa3BegeHxofi asori{or7 Kncnore H pacrBopmruurZ e
pacrBope aMMraKa.

XaparrepHa, peaKqfi.q A Ha Harpurl -
o6pasyercfl nnornufi ocagoK 6enoro
r"[Bera. XapaxrepHafl peaKqnfi Ha
xnopm.qbl - o6pa3yercs 6enuril
TBopoxucrurrl ocafioK,
HepacrBopmuulfr B pa3BegeHHoil
asorHoft KHCnore pacrBopurvrutfr r,r s

pacTBope aMMhaKa.
1B Crenexb oKpacKH

xn.qrocrefr
Orpacxa pacrBopurenfi He dqonxHa ornrffi
oKpaueHa He 6onee HHTeHcHBHo, qeM oranoH Bg.

Orpacra pacrBopr4renH He

oTnuqaeTcf OT Bo.qbl.
19 pH or 5,0 go 7,0 6,37

2A MexaHrqecKhe
BKn oqeH un. l.BN.qmuure
qacr LtUbr. 2.H eeu.qrrMHe
qacTHrlbt.

1 . Bragr,rr',tbre MexaHfiqecKue BKnoL{eHHs AonxHbr orcyrcrrouaro. a
cpe4uee L{Hcflo HeBhAr4Mbrx qacrhrr pa3MepoM 10 rqru ra 6onee He
AOflXHO npeBbtuJaru 6000 e 1 aMnyne, a cpeAHee qHcno qacrHr{

ryKM 
t,r 6onee He fqonxHo npeBbrrxaru 600 e 1 aunyne.

1 .BNArarrrbte MexaHuL{ecKHe BKfl CILleHHq

orcyrcrByror. 2.r-lacrmq pa3Meporrr 1 0
MKM 14 6onee 4 .{acruua/ aunyna.
9acrmq pa3Mepou 25 MKM 14 6onee He
o6napyxeHo.

21 14 gen e raeu u rl o6 r, er.l

neKapcrBeHHbtx Soppr
Ann napeHTepanbHoro
BBeAeHUg

.[onxeH 6urru He MeHee HoMr4Hani*o
c o6reuoM 3a-noflHeHur 1,10 Mn; He MeHee z,a unAnq aMnyn c
o6rrenoru eanonneHus 2,1 5 un).

1.1 r',rn

22 CrepranbHocrb Pacraopmrenb AonxeH 6urru creprnb"r,r. Pacraopy{renb crepuneH.
23 [-lraporeHHocrb Hrrr4

EaxrepmanbHbte
SHBOTOKCNHbt

Pacreopurenb .qonxeH 6urru anHporerro, CogepxaHHe 6arrepraan b H btx
gHgoroKCt4HoB He 6onee 0,5 EO/r.ln.

24 KonmqecrBeHHoe

onpe.qeneHhe
Or 0,0087 Ro 0,0093 r Harpufi xnopuAa r f@ 0,0089 r

25 Ynaroera Baruuua - 0,5 ur (10 aoa) nnu 1,0 Mr (r0
KOnbuoM mnv Tor{rofi usnoMa H3 CreKna MapKH HC-3 ranra NB 1_ro
rHAponmrHqecKoro Knacca. Pacreopmrenb no 1 r,rn, 2 vn (ann 1a n20
AO3 BaKUHHbI coorBercrBeHHo) e aunyne tul-l-2 c KonbqoM nnH roqrcori
H3noMa 13 creKna MapKm HC-3 ranr NB 1_ro ru,eponrrfiqecKoro
Knacca. Ilo 5 aMnyn BaKqhHbt u 5 aMnyn pacrBop vrenfr (nnru
KOMnrreKroe) ynaKoBbtBaor B naqKH KaproHHHe h3 KaproHa
xopo6ouHoro xpoM epsaq. I-lo 5 aMnyn BaKquHbr n 5 aMnyn
pacrBoprren,l yKnaAHBaor B l(oHrypHylo sqetTroayCI ynaKoBKy (nrru
KoMilneKroa) u o6e sqefiroabte ynaKoBKr4 noMeqaor B naqKn
KaproHHHe H3 KaproHa ropo60vHoro xpoM 3p3aq. B naury 

I

BKnaAbrBa'T nHCToK-BKnaguu. 
I

BarquHa - 0,5 ur (10 .qos) B aMnyne
AIUH-S c ro.{rofi H3floMa Hs creKrra
NB 1-ro rn.qponfiTmqecKoro Knacca.
Pacraopurenb - no 1 Mn B aMnyne
Un-2 c roqrofi H3noMa H3 creKna
MapKH NB 1-ro rugponhrrqecKoro
Knacca. l-lo 5 aMnyn BaKuuHbt B

KoHTypHofi gqetiroeofi vflAKoRre u,r E

aMnyn pacrE
sqeftroao
KOMNNEK

r I s.\v er\v t I

oDurenc R rnxrvnunri

o cryNyrP\.rDt\cl, r reptsvrLrHa, ynaKoBKa (aMnynbr c BaKuhnora). Ha aunynH HaHOCrr
MapKLlpoBKy rhnorpa$cruM cnoco6orrr Ha caMoKnesu{yrocq orr4KerKy
nnu cnoco60u KannecrpyrlHotl neqarr. Ha aunynH c npenaparoM
HaHOC9T: COKpaueHHoe HaHMeHOEaHHe npe.qnp uerus-
npom3Bo,qrrenfi (Megrauan wnv MEATnMAn) Hnu ero rrororrn,
coKpau{eHHoe HanMeHoBaHHe npenapara (BarqraHa 6Llx r,rnr,r
BAKUfIHA 6UX), .qo3upoBKy, KonHLlecrBo Aer1crayou{ero BeuecrBa
(ur), KonuqecrBo .qo3, HoMep cepun,Aary BbrnycKa h cpoK rogHocrul
(l-oaeH Ro:). ,[ononufiTenbHo Ha aMnynax c HaHeceHreM MapKHpoBKh

[leparvHafl ynaKoBKa. Ha ar,,lnynui CI
BaKqHHofi ra pacrBopHTeneM HaHecena
MapKHpoBKa rHflorpaScxr4M cnocoEov
Ha caMoKneflqytocq grrKerxy. Fla
aMnyny c npenaparoM HaHeceHbt:
coKpau{eH H oe H aL1 MeHOBaHfi e
npeAnpuq Tus-npo HSBOgH r e fis
(M EAf A M AII), coKpauleH Hoe
HanMeHoBaHre npenapara (Barqrarra



rhnorpaScxrn cnoco6oM yKa3brBaor neKapcrBeHHyro Sopr,ay,
ycnoBnfl xpaHeHhfl, H npeAynpeAfiTenbHyro HagnNCb uXpanmrb B

Hefl0cTynH0M Inf, AeTefi laecre.r. [lepBLlqHafl ynaKoBKa (aunynur c
pacrBopHTeneM 6UX). Ha aunynH HaHOCfiT MapKLlpoBKy
rHnorpascxr,rr'l cnocoooM Ha CaMOKneru.lyrocs gTuKeTK y nnu
cnoco6oM Kannecrpyrinofi neqarra. Ha aMnynbr c pacrBopfireneM
HaHOCfl T: COKpaqeHHoe HafiMeHoBaHhe npeAnpL sT14fl_

npoil3goAfiren.R (Me.qraM an unu MEAfAMAn) vnn ero fiororrn,
coKpaueHHoe HaHMeHOBaHile npenapara v neKapcrBeHHyCI sopruy
(Pacreop Harpr, xnopr"qa 0,g "/o Ann mHbercqmfr ranr.r pACTBOP
HATPt4fi xrloPfrfr,g 0,9 y" Enfr ilHbEKLJun),o6r,eru B Mn, HoMep
ceplntt,, Aary npoh3Bo.qcrBa N cpoK roAHocTra (l-oaen .qo:).
.[ononxHTenbHo Ha aMnyaax c HaHeceHheM MapKmpoBKur

Trnorpa$crmu cnoco60M yKa3brBalor npeAynpegilTenbHyro HaAnNCb

"Xpanrrb B He,qocTynHoM rqnfl Aerefi ruecre,,. BrophqHaff ynaKoBKa
(aunynur c BaKquHofi, aunynbr c pacrBoprirreneu EUX). Ha naLrKe
Kapro H Hofr yxaautBaCIT : Hau MeHoBaHHe npegnp unr tAn-

npoH3BoAr/rTefi.fl, ero Eflpec, reneQoHbt, cTpaHy, norornn
npeAnpHfl THq-nporl3BoAt4Tefle h .qepxarenF perHCTpaqfioHHoro
y.qocro BepeH Hr, no n Hoe HamMeHo BaH14e neKapcrBe H Ho ro npenapara
o6qenphHff roe rpyn n Npogo r{Hoe H aHMeHo BaH he neKapcrBeH Horo
npenapara, neKapcrBeHHyro sopMy, AoSr4poBKy, KOnHqecrBo Ao3,
KOnrqecrBo aMnyn BaKuilHbt B ynaKoBKe, KOflUrqecrBo aMnyn
pa0TBopnTenfl B ynaKoBKe, HaHMeHoBaHhe H KonhqecTBo
geficreyouero BeuecrBa u BcnoMorarerbHblx BeqecrB, HOMep
cepvfi, Aary npoH3BOACTBa H CpOK TOAHOCTm BaKLlHHbt 14

pacrBophrerfl (l-ogeH Ao:), ycnoBur xpaHeHun H

npeAynpe,.qylTenbHylO HaAnhcb .,XpaHNTb B He.qOCTynHoM Anf EeTefr
MecTe.>, ycnoBHq OTnycKa, HoMep perficTpauroHHoro
yAocroBepeHl4s (Houep PY:), rxrpr4xoBofi roA. BononHilrenbHo Ha
naqKy KaproHHyro Moxer 6uru HaHeceHo cpeAcrBo fiAeHrrsmr auwv
(roHrponuHurfr r,l"qeHnashKaqnoHuurfr 3HaK (Kt43)), HoMep GTIN,
HoMep norpe6rarenbcKofi ynaxoerm (r,rxSopMaqr4fl Moxer 6urru
HaHeceHa Me roAoM neqa -r n v ntt cTH KepoaaH rae t.r ).

I tU*), AoerapoBKa, KonrqecrBo Mr fi

I Kofl!4ltecTBo Ao3 BaKqfiHbl 6tlx,
I

I HOMep cephH, .qara npoH3BOgCrBa il
I cpox rogHocrra. .[onoflHurenbHo Ha

I ar'rnynax yKasaHH neKapcraeHHaq

I Son"a, ycnoBuq xpaH e*nn v

; nPe.qYnpe,^qHrenbHaq HaAnHCb

I ..Xpaxmrb B HeAocrynHou Ens .qerei
I r-recre,. Ha aMnyny c pacrBopmTenerv

HaHeceHbt : coKpaqeHHoe
HauMe HoBaH ue npe.qnp usr vte-

npofi3Bo,qnrenq (M E.[f AMAI),
HauMeHoBaHfie npenapara (pacraop
HaTpHfl xnopuAa 0,9% Anr
uHbeKqufi), o6teM B Mn, HoMep cepml
.qaTa npou3Bo.qcTBa H CpOK rogHocTt4

.[ononHrrenbHo Ha aMnynax yKa3aHr
neKapcTBeHHa, Sopua, ycnoBur
xpaHeHilfi , kl npe.qynpeA!4TenbHaff
HaAnHcb .,XpaHHTb B HeIOCTynHoM

Anfl Aerefi uecre". BropmqHan
ynaKoBKa. Ha naqKe raproHHorl
yKa3aHU: HahMeHoBaHHe
n peAnpLAqT t e-npon3Bo.qrTe fl fl , e ro
a.qpec, rene$oH, crpaHa, nororun
npe.qn pre T rE-npom3 BoAr4 T e ne v
AepxaTeflff perrcTpauu0HHoro
yAocToBepeHHff, nonHoe
HauMeHoBaHUe neKapcT BeHHOTO

npenapara, o6ulen pfi He roe
rpynnrpoBor{Hoe HaHMeHOBaHfie

neKapcrBeHHOro npenapara,
fi eKapcrBeHHa, Qopr..,l a, Ao3 rlpoBKa,
KOnr{qecTBo AO3, KOnuqecTBo aMnyn c
BaKUUHbt B ynaKoBKe, KOnHqecTBo

aMnyn pacTBoprTenfl B ynaKoBKe,
HaHMeHOBaHUe y{ Kony{qecTBo

Aerlcraytoqero BeqecrBa Ll

BCnOMOraTenbHbtx Beu{ecTB, HOMep
cepfiu, .qara npoh3Bo.qcTBa il cpoK
roAHocTr4 BaKqmHbt 14 pacTBop nT enn,
ycfloBl4ff XpaHeHHfl 14

npeAyn peAH Tenb Hafi Ha.qn !{cb
..Xpaxurb B He,qocrynHou Anr Aereft
MecTe>, ycnoBu, oTnycKa, HOMep
perfi crpaqhoH Horo yAocroBepeHus,
txrprlxoBoil xo.q. .[ononxHTenbHo Ha
naqKy KaproHHylo Moxer 6uru
HaHeceHo cpeAcrBo HAeu rNS ur atJnl4
(roH rpon u Hurfr rageHrraS rKaUHoH Hulri
3HaK (K143)), HoMep GTIN, HoMep
nnrno6r i7 a r.r- r.,/nir .r-^ v   A t/ t.
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