
PA3PEruEHIIE
Ha BBoA B rpaxAaHcnwi4 o6opor e Poccuficxofi OeAepaq:a:a cepwv vnvrrapr:r;a

rIpoI{3BeAeHHoro s Poccaftcrcofi @e4epa\t4v r,rJrr,r BBo3r4Moro e Pocc[ftcryro @e4epaqurc
urranryno6lloJrorlaqecKoFo JreKapcrBeHHoro [peflapara

Ns P006-0 0 | l0-7 7 I 0443 5685 or 25 .02.2026

Brt4auo @e4epansHoMy rocyAapcrBeHHoMy 6ro4xeruoMy yqpexAeHr4ro "Haqlroualrsufi
I'IccJreAoBarelrcrufi (eHTp 3rIl4AeMr4oJrorr4r4 vr rraurcpo6uoJrorr4r4 r,rMeHr4 flor{erHoro
aKaAeMI'IKa H.@. IaMare[" MuuucrepcrBa 3ApaBooxpalennfl Poccr,rficrofi (De4ep ar\t4kr,
Poccraq, 123098, r. MocxBa, yJr. faualeu, A. 18, IIHH: 7734013214.

(HauneHoeaHHe ropHAr{rtecKoro nuqa, rcpr4Ar4qecrcuii aApec, 14HH)

@egepa.nbHafl c.rIyx6a ro HaA3opy B cQepe 3ApaBooxpaHeHrrfl Ha ocHoBaHr.rr
3aKrIOqeHHq 14 CTIbITaTeJIEHOIO IIeHTpa 3Kcneprlr3bl KaqecrBa MeAr4rIlrHcKIax
urr,rrvryno614oJIorl,IqecKI,IX IIpelaparoB @e4epalrHoro rocyAapcrBeHHofo 6ro4xer:uoro
yqpexAeHl,Itr "Hay'rusIfi IIeHTp 3Kc[eprr,r3br cpeAcrB MeAr,rqrrHcKoro rrpuMeHenr4f "
Mvgtt 3ApaBooxp aneHr4fl Poccu fi crco fi @e4ep a\r4v

(uauueHoaanrae Qe4epanbHoro rocyAapcrBeHHoro 6roANersoro yupexgeHaa)
or 20.02.2026 J\t 107/HII3CMII pa3peuaer BBoA B rpaxAancrcufi o6opor

(aara) (Houep)

e Poccnfi crcofi (Deaepa uur I{M Myuo6uorornqecKoro JreKa pcrBeHHoro rpenapara
B axquHa ry6epKyres Haq Ars qa4rqefi repBr.rrrHo fi uurvryuu 3a\ut4 (EUX-M)

(roproaoe uauueuonanrae)

Baxqnua rulx npo$r4JraKTraKr,r JIC3A
(naex4ynapoAHoe HefrareHToBaHHoe HaHMer{oBaHrae (rpynnrapoBoqHoe nrr xuvr.r.recroe)

luoSulu:ar 
^nfl 

rIparoroBJIeHH{ cycrreH3[rr4 An{ BHy'rpt4Ko)r(Hoto BBeAeHur
0.025 Mrhosa 0.5 rvrr (20 aos) - aMryJrhr (5 urr.) - raqKra KaproHHbre /e rcol,ruJreKre

na (arr,rnynu) 2 vt-5 :lur.l - 4lx leue6no-upo$uJraKrr,rqecKr4x yrr
(rloprnra BbtrtycKa (c yrca:lauuervt neKapcrBeHHofi (ropvur, Ao3r4poBKr4, $acoexra) H KoJiHqecrBo u ynarcou*;

cepur 859 (PacrBopr,rreJrb - 497) ,
o6renr cep[r{ HJrlr

IIapTrrH

(uonaep cepnr.r)

roAeH Ao 12.2026 ,
(cpox rogHocrw)

rIpoH3BoAcrBa OfEy "HI4U3M I,IM. H.O. fauareu" Muu:4pana Poccun (Sranuan
"Megraual" OfEy "HI,IU3M rana. H.@. faMarer4" Mnn:4pasa Poccu[), Pocczr, 123098,
r. Mocxea, yl. farualaw, [. 18 (nce craI'r4vt, BKruoqa, Bbr[ycKaroqufi ro b KaqecTBa

(uanueuonaHr{e a aApec rrpor.r3Bonr4rerx (c yxa:aHaeu cralnfi npou:no4craa)
PerucrpauHoHHoe yAocroBepeHne J\& JI[-J\b(009954)-(P|-RU) or 24.04.2025 .

{epxareJrb perncrpauaoHHoro yAocroBepeuur OfEy "HI4II3M nrra. H.@. faMarer,'
Muus4pana Poccnu (Qunzan "Me4ranaal" OfEy "HI,III3M r4M. H.q
Mun sa Poccvu), Pocczx, 123098,r. r. faualeu,4. 18.

2057 ,

(roruuecreo
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iII( )IryMI:l l'f tt( {III4CAII
..lIEKT'PoHrioir I rcgnNctrl

('eprrdruxar 42I) lIl24AD82BllD 1 l -lBD I 16-lI-'E2C('ItC89

Btta4creq Ilaprorrerro f{rrulprrr"r Bce go.ryojlourr.r

f{eiicrnarerrerr c 07.04.2015 rrc 01.0?.2026

tr#-$
l*o/

f;(\,\
L?)

\eJ
I -.tl{

rl ls
l.et(#

*W**/ocrBtzr

ruxyxo6lororr,recxri
f,oilnlUIgt

. National
Imm unobi ol ogical

Conpany,
.Ioint Stock

(naraueuoeaur.re, aapec)

A.B.



OfEy "HI4UOM r4M. H.O. l-aMareu" MuHsgpaea Poccuu

(@unuan "Me.qrauan" Ol-6Y "H14UOM rar'r. H.O. I'auaneu" Mnxs.qpaea Poccura)

nAcnoPT 2442

BAK Ul,l HA TyE E PKyn E3H Arl Ann qagq ur,er,t nepa nunori n mmyx nsaqun (5 LlX-M),
nuo$rnNsar Ane npfiroroBneHfis cycneH3u14

Ane BHyrprlKoxHoTo BBeAeHUF 0.025 Mr/noea
PerucrpaquroHH oe y.qocroBepeH rae Il l-l-Ne(009954)- (Pf - RU) or 24.0 4.2025

Houep cepur 859 fiara nponraoAcrBa 12.2025

Kourponuuufi uouep OKK 5131 Cpox roAHocrm Ao 12.2026

06reu_cepru 2057ynaKoBoK

Konu.{ecrao Ao3 B aMnyne 20

Pacraopurenb - pacrBop Harpfiq xfiop[Aa 0.9/" Ann muterqrfi
Houep cepuu 497 l[ara nporraoAcrBa 07.2025

KoHrponuHurfi Hor',rep OKK 5135 Cpor roguocru no 07.2030

O6r,eu cepru 20825 aunyn

.[araailnycraKoMnneKra 23.12.2025

AHanus sunonHeH no In-lS(009954)-(Pf-RU).
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Ha/i,reHosaHile
norasarenei

Tpe6osar-lan no H! Pesynurarsr rorrponr OKK

fr

d

1 Onrcanre nuoQ14nfi3ar. floprcrar Macca, noporxKoo6-paaHar unu B anAe
ToHKoF axypHoh ra6net-ru (rone,lra) 6enoro unr caerno-xenroro
qae'ra. [-rrpocron!4qHa.

fl r,roQunraar. l-lopncran raacca,

nopouroo6paauas unt B BHAe roHKoft
axypnoft ra6nerrr (<onevra) cBerno-
xenroro qeera. l-rrpocronuqHa.

2 Ll.qeuruQrraqrn
2.1 .Murpocronil,lecrufi
2.2.Kyns rypanuHurft

2.1. nph MhKpocKonuh Ma3KoB, oKpauleHHbtx no l-lrno-HnnuceHy,
AonxHbr onpe"qenRTbcq oKpaueHHbte B KpacHblrI UBeT

(rncnoroycrofi vreure) rouxre, nprMbte unr cnerKa !43orHyrHe
nanoqKu gnunofr 1-4 rlru u urpuuofr 0,3-0,5 urla, vacro c
se6onsuur'rm B3Ayrr4rM14 Ha KoHqax, He o6pasyloqrae cnop 11 Kancyn.
2.2. npu noceBe BaKqrHbt Ha nnorHyto cpe.qy tleBeHu.lreilua-ier.rceua
eepe3 26-30 cyr uHry6aqrara nph reMneparype (3711 ) 

,C ra
noBepxHocil4 cpeAbt AonxHbt BbtpacTaTb xapaKTepHbte uepoxoBarbt€
nnorHbre KonoHt4l4 or 0,5 .qo 8,0 lafil a AfiaMerpe xerroBaloro uBera (

TOHKr/Mr4 HepOBHbtM14 KpalMh.

2.1. npu Mr4KpocKonuil Ma3KoB,

oKpaueHHbrx ro l-{uno-HrnuceHy,
onpeAenrlorc, oKpaueHHbre B

rpacuutft qaer (rucnoroycrofi,+aeure)
TOHKUe, npiMbte u cnerKa u3orHyTble
nanoqKr4 Anuuoft 1-4 MKM t4 urt4pr4Hof

0,3-0,5 r,rrr,r, ne o6pasyrculue cnop r,t

Kancyn.2.2. flpr noceae BaKquHbt Ha

nnorHyro cpe.qy fleseHurefiHa -
ileHceHa repea 26-30 cyr uury6aqru
npr reMneparype (37t'l ) 

qC 
Ha

noBepxHocT14 cpelbt Bb,pacTaloT

xapaKTepHbre uepoxoBaTbte nnoTHHe
KonoHnh or 0,5 Ao 8,0 r,ltr a AraMerpe
xenToBaToro qBera c ToHKrlMtl

HepoBHblMt4 KparMh.

J Bpenr aoccranoe-
neHu9 npenapaTa

He 6onee 1 r,rurH. Pacraoprercr B Te.leHile 1 MilH.

4 Ipospa,lHocru u

UBeTHOCTb paClBOpa
Pacraopeuuan BaKuhHa AonxHa i,lMerb Bh.q rpy6ogracnepcuofr
cycneH3fi14 6enoro c cepoBarbtM ilnH xenrbtM orreHKoM qeera,6es
nocropoHHhx gxnloqeHutl.

Pacraopennar BaKuuHa ,1Meer Bh,q

rpy6ogracnepcHoft cycneHsrn 6enoro
c cepoBarbrM orreHKoM qaera 6ee
nocropoHHt4x BKnloqeHufi .

06qee cogepxanrae
6arreprafr

fl oragarens onTuqecKolZ nnorHocr14, BoccraHoBneHHofi BaKqhHbt Ao
coAepxaHu, 0,5 Mr/Mn rarrpo6norx rnerox 6[_]X flonxeH 6srru s
npeAenax or 0,1 6 no 0,20.

0.186 0E

Cr .QucnepcHocru fioragarens AhcnepcHocrh AonxeH 6utru ue urxe 1,S. 1.884

7 florepr B Macce npfi
EErcytxhBaHtlu hnh
BoAa

He 6onee 5%. 3,e"/o ffitr
8 Orcyrcraue

nocropoHHefi
MnKoocbnoDbr

l-l ocropor Hra MhKpoS nopa (6arrepr,rra, rpu6ur) aon xua
orcyrcrBoBarb 3a r4cKnrcqeHheM r,luro6arrepufi 5UX.

l-locropor-ruuq
orcyrcrayror{

()
I
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tgplti 'eoLsdgtr__. Nalional
Inrunobiologiea

q Agouanuuaq
TOKCUqHOCTb

Barqr,tra ,qonxHa 6urrs Herorcr,]Ha. Ba*u,Har,e'ffi ,iililiill
CneqhQ14,lecKafl r r* Eflyl-lrEnJrorF ,

ll..r,lY, : r: rt g h-d
He AOnXHa COAepXarb Br4pyneHTHbtx



10 6egonacHocru uuro6arrepuu.

{

11 Tepr.tocra6un u Hocru Ha repuocra6unbHocTb npoBepRoT (axAyro S-yrc cepun,
coorBercByroulyro H.[. Barqraxa .qofi xHa 6uru repl,rocra6unguoft.
flpu xpaueHmr BaKLl4Hbr B TeqeHhe 4 Heaenu flpu reMneparype
(37*'l ) ,C qhcno xh3Hecnoco6nurx uurpo6usrx KneToK B 1 ,0 Mr

BaKUrlHbt 6UX nonxHo cocTaBngTb He MeHee 20 o/" ot r4x t,lcxoAHoro
qucfla, Koropoe onpeAencor a o6pasqax, xpaHuBurrlxcq npu

reMneparype or 2 ao B eC.

[lposepror KaxAyro nffTyo cepil0,
flocneAnr,rfi KoHrponb cepun l,F 855
(26%).

12 Cneqrgrvec<ar
AKTUBHOCTb

.[onxHo cogepxarbc, or 1 5 [o 23 MnH xhg-Hecnoco6uurx rneror
EUXal MrBaKuilHbr.

20.4 r"rnr xheHecnoco6uurx KneroK
SUXel MrBaKuuHr,r.

'13 flpousaopcreeHHurri
UTAMM

I-lpomoaogcrao BaKLI!4Hbt ocHoBaHo Ha chcreMe noceBHoro
Marepilana. floceeHoil Marepilan (cepnr) - niloQ,4nr3ar cy6rurar"rua

Mycobacterium bovis 8CG-1 (Russia) .qenoHupoBaH B

[-ocyAapcraeHHoi ron neruuu naroreHHbrx MlrKpoopraHu3MoB,

Poccras (l-KilM NI, 700001).

floceeHofi Marephafl ceprr 368 "u.1" -

n!4oSilnu3ar cy6uraraua
Mycobacterium bovis BCG-I (Russia)

(AenoHnpoaax s l-K11M Nr 700001).

14 Pacraopurens
earqfiHur El,lX

PacrBop Harpr.r, xnop[fla 0.9%.qnq ilH]eKuhf Pacraop Harpfir xnopnAa 0.9% Ann
rH"ue<urft

15 Onucauue IposparHan 6ecueerHar xhAKocrb. flpospavuar 6ecuserHaq xfiAKocrb.

.t6 14AexruSuraqus XaparrepHar peaKuue A ua uarprri - AonxeH o6paeoaarucr
nnornurfi ocaEor 6enoro qaera. XaparrepHa, peaKLll4e Ha xnopuAbr -

.qonxeH o6pasoaarscr 6ensrfi rsopoxr,rcTbrf ocaAok,
nepacraopulaufr B pa3BeAeHHofi a3orHoft Kr4cflore r,r pacrBopr4Mbrfi B

pacTBope aMMhaKa.

XaparrepHar peaKufifl A ua Harpril -
o6pasyercn nnorHurfi ocaAor 6enoro
Lleera. XaparrepHas peaKqur Ha

xnopu.qbr - o6pasyercn 6enurrZ

rBopoxl,rcrbrf ocaAoK,
uepacraopur,rurfi a pasae4eHHofr

a3orHoft Kucnore u pacrBophMbrfi B

pacrBope aMMilaKa,

17 fiposparHocrs u

cTeneHb onanecqeHur!
(uyrHocru) xhIKocreft

Pacreopurenu AonxeH no npo3paqHocr.,r He orflhqarbc, or Bo.qbr, He ornuqaercq or BoAbr.

18 CleneHu oKpacKil xiliq
rocrefi

Orpacra pacrBoprTene He AonxHa orfll,,rqarbcr or BoAbr 14nu

o(paueHa ue 6onee 14HTeHCfiBHo, qeu granos 89.
Orpacra pacrBophren, He

oTnuqaeTcg oT BoAbt.

lo pH or 5,0.qo 7,0 6,61

20 Mexanutqecrure
BKnrcqeH!4q. 1 .Bugrlaure
Lracruubr. 2.HearAulaure
qacTurlbt.

1. BriAuMble MexaHuqecKue BKnoqeHhr .qonxHbl orcyrcrBoBarb. 2.

Cpegnee Lrilcno HeBfiAr4N4brx qacrhl1 pa3MepoM 10 uru u 6onee xe

.qonxHo npeBbruarb 6000 B 1 aMnyne, a cpeAHee qucno qacrrLl
pa3MepoM 25 uru r 6onee ue AonxHo npeBbruarb 600 B 1 aMnyne.

1 .Bu.qulaule MexaHulecKrle BKnoqeHu,

orcyrcrByror. 2.tlacrrlq pa3MepoM 1 0

urn u 6onee 9 racruqy' aunyna.
Llacruq paaraepoM 25 MKM u 6onee rie
o6uapyxexo.

21 ly'senexaei',ruril o6reM
neKapcrBeHHbrx SopM
An, napeHTepanbHoro
BBEAEHU.B

.[onxeH 6rrrs He MeHee HoMuHansHoro. (He uenee 1,0 Mfl,qnq aMnyr
c o6t euora 3a-nonHeHlr, 1 ,1 0 Mn; He MeHee 2,0 Mn An, aMnyn c
o6teuou 3anonHeHilq 2,15 ran).

2,1 un

22 CrepunuHocru Pacraopurens AonxeH 6srru creprnsxurr,r. Pactaopurenu crepuneH.

23 fluporeuHocru nnu
6arrepuanuHue
SHflOTOKCrlHbr

Pacraoprrenu .qoflxeH 6urru anuporeHHbrM t4n11 ne 6onee 0,5 E3/un. CogepxaHne 6axrepransuurx
3HAoroKcr4HoB He 6onee 0,5 E3/un.

KonuqecrseHHoe
onDerleneHhe

Or 0,0087 Ao 0,0093 r Harpu, xnopil.qa s 1 un pacraopnrenr. 0,0092 r

za Ynarosra BarqmHa - 0,5 ur (20 gos) a aranyne AtiJH-S c KonbqoM unu roqxoti
h3noMa h3 creKna MapKh HC-3 rnu NB 1-ro ruAponurhqecKoro
rnacca. Pacraophrenb no 2 lrn o aunyne [Ull-2 c ronuUor,l ,1nh To.lKo,
il3noMa u3 creKna MapKfi HC-3 rnu NB 1-ro Tr.qponurilqecKoro
rnacca. no 5 ar,rnyn BaKuhHbt n 5 aunyn pacrBophrenn (nrTb
ronnnexroa) ynaKoBbrBaor B naqKfi KaproHHbte u3 KaproHa
ropo6oruoro xpoNl 3p3aq. llo 5 ar',lnyn BaKqfiHbt u 5 annyn
pacrBopurenc yKnaAbrBatoT B KoHrypHyro nueiroeyo ynaroery (nnru
xounnerroe) u o6e qqefiroasre ynaKoBKh noMeuator B naqKh
KaproHHbre r43 KaproHa ropo6oworo xpou 3p3au. B nasry
BKnaiqbrBaloT nucToK-BKnaAbrrx.

Baxuuna - 0,5 Mr (20 .qos) B aMnyne

AIIJH-S c roqrofi ugnoua il3 creKlta
NB 1-ro ru.qpontaTrqecKoro Kflacca.
Pacraopurenu - no 2 un B aMnyne
tllfl-2 c roqKof u3noMa n3 creKna
MapKrl NB 1-ro rugponuruqecKoro
rnacca. flo 5 alanyn BaKLl4Hbt B

KoHrypHofi qqeriroaoft ynaKoBKe h 5

aMnyn pacTBoprrTen, B xoHrypuofi
nqefi roeofr ynaroore (nRru
xounnerroa) u o6e .qqerlroeure
ynaKoBKt4 B naqKe KapToHHotL B naqr
BnoxeHbt t4HCTpyKrlrq no
npuMeHeHuto.

- . ,.,:,;;,i:. )".. ;,,.,

26 MapKyrpoBKa flepBuqHa, ynaKoBKa (aMnynbt c BaKUnHorZ). Ha ar,rnynur HaHocrr
MapKtlpoBKy rrnorpa+cK14M cnoco6ora Ha caMor<neeqyoce gThKerKy

unu cnoco6or,l KannecrpyfHori neqarh, Ha aunynsr c npenaparoM
HaHOC9T; COKpaqeHHOe HahMeHOBaHhe npeAnpr4trt4f -
npoh3Bonhrenq (Mearauan hnfi MEIITAMAII) unu ero flororiln.

[leperrnaa vgffy.b].Ha amnyqor (Q
aarqu Ho ft u .ffiqlF6flareae u, uanebedr
r.l ap u po r 51flrQy'oqcq 

q 6KnH r o fiucd U\
sa car',roxrlHhtrilocg addCd[iilIUa- ---
aM ny ny c 

#r["rt',,*]nHP,$]i,ho,l,_,

BAKUI4HA 5UX-M ), Ao3hpoBKy, KonuqecrBo Aefi crByroqero
t

\ ComprlYffi #,



BeqecTBa (l,lr), <onurecrao Ao3, HoMep cep14h, AaTy npou3BoAcTBa h

cpoK roAHocl4 (l-oneH no:). AononnnrensHo Ha aMnynax c

HaHeceHfi eM MapK!1p0BK14 THnOrpa$cKfi M cnoc06oM yKa3btBaoT

fl eKapcrBeHHyro Qopr,ry, ycnoeure xpaHeHrlr, !4 npegynpe.qhrenbHyro
Haflnilcb "XpaHrrs B He.qocTynHoM Anr AeTer Mecre.,. [lepsruuar
ynaKoBKa (aunynur c pacrBopureneu 5UX). Ha aunynsr HaHocqr
MapKrpoBKy runorpa+cKrM cnoco6ora Ha caMoKneruytocff oruKerKy
unr cnoco6ou rannecrpyinoi neqaru. Ha ar'rnynur c pacrBopureneM

HaHOCqT: COKpaqeHHOe HaUMeHOBaHre npe.qnpurTuq-
npou3Bo.qhren, (Megrauan unu ME.U-AMAII) rann ero noroTiln,
coKpau{eHHoe HauMeHoBaHue npenapara r neKapcTBeHHyro QopMy
(Pacraop Harphq xnopilAa 0,9 %,qn, nHterqnfi r.lnra PACTBOP
HATPt4g XnOPilnA 0,9 % nflF fiHbEKUt4t/), o6'ueM e Mn, HoMep

cephh,.qary npor3Bo.qcrBa u cpoK roAHocTh (ToAeH Ao:).
.4ononHrrensxo Ha aMnynax c HaHeceH14eM MapKupoBKt4

TunorpaScK14M cnoco6or,,t yKa3btBarcr npe.qynpeAhTenbHyo HaAnrcb

"XpaHhrb B HeAocTynHoM gnr gerefr Mecre,. BropuvHar ynaKoBKa

(aunynsr c BaKUrlHori, aMnynbt c pacrBophreneu 5UX). Ha naq<e

KaproHHofr yKa3brBaor: HahMeHoBaH14e npeiqnphfl ruq-
npoil3BoAilrenr, ero aApec, TeneSoHbl, cTpaHy, rororun
npe.qnphirfi q-npou3BoAuren, I AepxaTene peru4cTpaufi oHHor0
yAocToBepeHun, nofl Hoe HauMeHoBaHhe neKapcTBeHHoTo npenapaTa,
o6qenpuHrroe rpynnupoBor.tHoe Hafi MeHoBaHhe neKapcrBeHHoro
npenapaTa, neKapcrBeHHylo QopMy, Ao3upoB(y, Konfi qecrBo Ao3,
KOnfiqecTBo aMnyfi BaKr-lt4Hbt B ynaKoBKe, KonrqeclBo aMnyn
pacTBophlens B ynaKoBKe, HailMeHoBaHhe ,1 KonIqecTBo

.qeficrByroqero Beu{ecrBa H BcnoMo[arenbHbtx BeLqecrs, HoMep
cep!lr4, Eary npoil3BoAcTBa u cpoK roAHocT[ BaKuuHbt r/1

pacTBophrene (l-o.qeH go), ycnoBrq xpaHeHh, 14

npe.qynpeAhrenbHyrc Ha.qnhcb "Xpauuru B HeAocTynHoM Anq Aerefi
MecreD, ycnoBrl, ornycKa, HoMep perucTpaLliloHHoro yAocroBepeHut
(Houep PY), urprxooofr Ko[..[ononHfiTenbHo Ha naqKy KaproHHyro
ltoxer 6utru HaHeceHo cpe.qcrBo MAeHTil+r,tKaqhn (rourponuusrft
r4.qeHruSriKaUuoHHbrf 3HaK (K143)), uouep GTIN, uor,rep
norpe6urenucroil ynaKoBKr4 (rnQopr,,raqr,rr uoxer 6urs HaHeceHa
Mero4oM neqar!1 ilnh crlrrepoaauuelr),

(M E.qf AM An ), coKpauteHHoe

Ha!,lMeHoBaH11e npenapara (Barqrna

5UX-M), Io314poBKa, KonilqecTBo

4efi crayoqero BeutecrBa (Mr),

KOnU'recTBO AO3, HOMep Cepnv, Aafa
npour3Bo.qcTBa 14 cpoK roaHocTt4
(l-ogeH 4o:). .[ononHurenuHo ua
aMnynax yKa3aHbr neKapcrBeHHar

SopMa, ycnoBu, xpaHeHil, 14

npe.qynpeAhrenbHar HaAnucb

"Xpauuru B HeAocTynHoM An, Aererl
MecTeD. flepe14,rHar ynaroora. Ha
aMnyny c pacTBophreneM HaHeceHH:

coKpaLqeHHoe HahMeH0BaHhe

npeAnpu,q r 14, -n pou 3Borqrl T e nt
(ME.qf AMAfl ), coKpaqeHHoe
HauMeH0BaHhe npenapaTa il
neKapcrBeHHa, Qopua (Pacreop
Harpur xnopilAa 0,9% anq
uHbeKur4rtr), o6'beM I Mn, HoMep cephu,

AaTa npou3BoAcTBa u cpoK ro,qHocTl4

(Foaeu ao:). .[ononunrenuHo ua
aMnynax yKa3aHa

npe.qynpeAfi TenbHar HaAnhcb

"XpaHuru B He.qocrynHoM Ane .qeTeh
Mecre,. BropnrHar ynaroora. Ha
nalrKe KaproHHofi yrasaHsr:
HauMeHoBaHre npeAnpurTUq-
npou3BoAilTenq, ero a,qpec,

reneSoHbr, crpaHa, nororun
npe.qnpilqrr9-npoLl3BoAHronq fi

!epxaren, perucTpauuoHHoro
yAocroBepeHue, nonHoe
HailMeHOBaHfi e neKapcTBeHHOrO

npenapara, o6qenpnNrroe
rpynnupoBoqHoe HaHMeHoBaHile
neKapcTBeHHoro npenapaTa,
neKapcrBeHHa, SopMa,,q03rlpoBKa,
KOnU9eCTBO .qO3, KOnUqeCTBO aMnyn
BaKUrHbr B ynaKoBKe, KoflhqecTBo

aMnyn pacrBopilTenfl B ynaKoBKe,

HauMeHoBaHue q KonuqeclBo
peft crayrcqero BeqecrBa I
BCnOMOraIenbHbtx BeuecTB, HoMep

cephu, .qaTa npou3Bo.qcrEa 14 cpoK
ro.qHocrul BaKufiHbt u pacrBopilTens
(l-oges ao:), ycnoBhs xpaHeHur rI

npeSynpe.qrTenbHar Hafl nhcb

"Xpauurru B HeAocTynHoM Inq Ierefi
MecTe,, ycnoBu, oTnycKa, Hotltep
perrcTpauuoHHoro yAocroB6peHhc
(Homep PY:), urprxoBorZ KoA.

.[ononsurenuuo Ha naqKy kaproHHyto
HaHeceHbr cpe,qcrBo uneHTuSuKaUuh
(rox rponu Hurft hAeH T14Q hKa LlrloHHbt ft

aHax (Kt43)), ror"rep GTIN, norilep

27 Tpaucno p r r po aa H ue Tpaucnoprrpoearb np[ TeMneparype or 2 go 8 .C. [1pr reraneparype or 2' Ao 8"C.

28 Ycnosus xpaHeHh, XpaHurs npr4 reMneparype or 2 go I ' C. flpr reraneparype or 2 ao 8 "C.

29 Cpor rogHocru
BaKUl,lHbr

1 ro.q I

30 Cpor rogrocrr
pacTBopilTenq

coorB ercT B yer rpe6oB aH h, * r,-1'- Na (0099 54) - e f - RU).

2Q25 r.

3axnmqeHue:

,,s3,, /1

%il;\,t&
tt lt x yu o6l olo rx're cxr r\ u.\

l0ilrilrfic, \--
.Nationrl l{

Jmmunobiological li

*ffi3au. HaqanuHuKa OKK


