PA3SPEIIEHHE

Ha BBOJ, B MPaKAAHCKUM oboport B Poccuiickon depepayi cepUd WK MAPTUH
MPOU3BEIEHHOTO B Poccuiickoi ®enepanyy Wik BBO3UMOI'O B Poccuiickyro Penepauuto

MMMYHOOHOJIOTHYIECKOr0 JICKapCTBEHHOT0 TIpeliapara
Ne P006-00110-77/02607902 ot 08.07.2025

Buinano  AxuuonHepHomy — obumrectBy  "Hay4HO-TIPOM3BOACTBEHHOC 00beMHEHUE IO
MEIUIUHCKIM MMMYHOOMOJIOTHYECKUM IIpenapaTam "Muxporen", Poccus, 115088, r. Mocksa,
yi. 1-s1 Jly6poBckad, . 15, c1p. 2, WHH: 7722422237.
(HarMeHOBaHKE IOPUAMYECKOro JINLa, fopunnueckuit anpec, MTHH)

®enepanbHasi cyx0a N0 HAX30PY B cdepe 31paBOOXPAHCHHAS HA OCHOBAHUM 3aKJII0YCHHU S
MCIBITATEILHOTO IIEHTpa OKCIEPTHU3bl KadecTBa MEIUIMHCKHX UMMYHOOHOJIOTHYECKHX
nperaparoB PenepanbHOro rocynapCTBEHHOIO GromkeTHOro yupexaenus "Haydnbid 1EeHTp
SKCTIEPTH3HI CPEICTB MEAULMHCKOr0 IPUMEHEHHs " MUHHCTEPCTBA 3/[pABOOX paHCHIA Poccuiickoi
denepanuu

(HaumeHoBaHue (esiepaTbHOro rocy AapCTBEHHOTO 60 PKETHOIO YUPEKICHHUS)
or 04.07.2025 Ne 565/HIIDCMII paspeinaer BBOA B rpaxaaHCcKui 060poT
(mara) (romep)
B Poccniickoii Pegepanuu MMMYHOOHOJOTHYECKOr0 JIEKapCTBEHHOr0 penapaTa
Baknuna mapoTUTHas KyJIbTypajlbHas JKUBast
(TOproBoe HAMMEHOBAHKE)
Baxiuna s npopuIaKTHKU MapoTUTa
(MemyHaponﬂoe HelnaTeHTOBAHHOE HAMMEHOBaHUE (I’pyHHI/IPOBO‘{HOC nIJn XI/IMI/I‘ICCKOG)
NUOGMIH3AT JUTSt IIPUTOTOBJIEHNS PACTBOPA JUTA MOJKOXKHOTO BBEACHI (1 mo3a) - ammynsi (10 mt.) -
TIAYK¥ KAPTOHHBIE /B KOMIUIEKTE C pacTBOpHTEIIEM: BOJA [Tl MHBEKIMH (amryner) -10 mr./ -
JUISL JTe9eOHO-TIPO(MIAKTHYECKUX yIPesKACHUHI
(dopma BeImycKa (C yka3aHHEM JiexapcTBEHHOH (GOPMBI, JO3UPOBKH, acoBKHM) M KONUYECTBO B yIAKOBKE)
00beM ceprH MU

cepun  MO02425 (cepusi pacTBOPUTEIIS T080425) , HapTHN 2804 ,
(HOMep cepum) (KONUYECTBO
pep yIIaKOBOK)

ropen no 05.2027 ,

(cpOK rOJHOCTH)
NPOU3BOACTBA AKI[MOHEPHOIO obmecrtBa "HaydHO-NpOM3BOJCTBEHHOE OOBEAHMHEHHE I10
MEJUIITHCKAM UMMYHOOUOIOIHYECKUM npernaparam "Muxpores" (AO "HI1O
"Muxkporen"), Poccus, 115088, r. Mocksa, yi. 1-st ly6posckasi, 1. 15, ctp. 2 (IpoU3BOAUTENH
(roroBoii JI®), neppuyHas ynakoBKa, BTOPHIHAA yrmakoBka), cTp. 1 (BBIIYCKAlOIMH KOHTPOIb
Ka4yecTBa).

(HaHMCHOBaHMe H aapec HpOI/I?:BOIlI/ITCII}I (C yKa3aHueM CTaI[I/Iﬁ HpOI/I3BOIICTBa)
PerncTpauuonnoe yaocrosepenue Ne JII-Ne(001173)-(PI'-RU) ot 31.08.2022..,.
JlepixaTesib PErHCTPAUMOHHOIO  YIXOCTOBEPEHHs AXIMOHEpHOE  Q \\,géﬁﬁGf-f';.:?iH@quO—
IPOM3BOJICTBEHHOE 00BEMHEHNe IO MEUIUHCKIM MMM YHOOUOJIOTA p{wd}/g:fﬂpengp@TaM
"Muxporen” (AO "HITO "Muxkporen"), Poccust, 115088, T. Mocksa, yiril ﬂy@p@mKéﬁ,\{i als,

# o Natinm -

o “Vation,
cTp. 2. %':'{.‘ “Hnwnr;hia‘i,ilp,, "
o O\ l,um;)“ 7\‘,
(HamMeHOBaHME, ajpec) RSN Joint Sp,
QAN Company
BN : 1y
\ - G, L
% ]

JIOKYMEHT ITOJIITMCAH
HIEKTPOHIOH MTOITHUCHIO

3aMeCcTUTEIb pyKOBO,ZlI/ITeIIﬂ Cepmuduxar 42D1B24ADS2BBD113BD1263FE2CCBCEY
POC3 aBHA opa Baazenen Hapxomenxo JImurpuii Beenoaogosutt I[B . HapXOMeHKO
'up A3 p { JleticTeurenen ¢ 07.04.2025 no 01.07.2026




AxunonepHoe 0611ecTBO

«Hay4HO-1IpOU3BOACTBEHHOE obneauHenue 10 MeANLMHCKUM nMMyHOGHOJIorwJaCKHM npenapaTam
«Muxporen»
AJIpec MecTa OCYIIECTBIICHHUS IIMLCH3MPYEMOT0 BUJIA JIEATENLHOCTH:

Poccus, 115088, r. Mocksa, yi. 1-s Jly6posckas, a.15, crp.2

info@microgen.ru. (495)710-37-87

HNACHHOPT
Ne 0114 ot 30.06.25

Baknuua naporuTHas KYJbLTYPAJAbLHASN KUBASI

BaKIIHHa AJis1 npO(l)HJIaKTﬂKH mapoTrura JuouausaT s NPHrOTOBJCHUS PACTBOPA

NJIS MOJAKOKHOI0O BBEACHH I

PCI’I‘ICTpaL[PIOHHOC YAOCTOBEPEHHE

Hopma'mmiax JOKYMEHTaUHUA

Homep cepuy BaKIHHbL

HoMep cepru BOABI IVl HHBEKLMA

CocTaB KOMIUIEKTa:

Koju4ecTBo B CEPUH, €J1. H3MEPEHHS

Jarta npou3BoJCTBA
Jlara oxoHYaHHs CpoXa

JII-Ne(001173)-(PT-RU) -
HJT JITL-Ne (001173)-(PT-RU)-110624

M02425

T080425

ﬂeHCTBlellll‘le BeuiecTea:

- BUPYC [IapOTHTA —

puronatorennsix o3 (T so)
BenomorareiibHbi€ Belecrnas

-ozublit pactsop JIC-18 — 0,08 miy;
-xenatuna pactsop 10% - 0,02 m;

He mence 20 000 (4

3 lg) TkaHeBBHIX

-renTaMMLHHa cynsdar — He Gonee 20 Mxr.

PacTBOpHUTEb: BOJA A HHBEKIMH

2804
05 25

TOJAHOCTH KOMILIEKTA 05 27

Pe3yanTaThl HCHLITANHI:

YIIAKOBOK

KO"_TpOﬂ"pyeMHe TpeboBanus cneuupuKaALIH MeTtoabl KOHTPOJISt Pé3yabTaThl HCNbITAHMA
10K2A3aTeNIH !
JInopunnsat — OAHOPOJHAS JInodumusat - OLHOPOAHAS
rioprcTas Macca OT Busyansubii [OpHCTAs Macca, KeIroBaTo-
XEJITOBATOr0 O PO30BATOr0 pO30BOro 1BETA,
1[BETA, TUTPOCKONMYHA. THIPOCKONHYHA.
Onucanve BoCCTaHOBIICHHBLIT TIpenapar — CooTBeTcTBYyET
pO3payHast KHIKOCTh BoccraHoBIeHHEI] Ipenapar -
PO30BOTO LBETA IPO3PAUHAS HKIAKOCTE
PO30BOTO IBETA
COOTBETCTBYET
N Peaxusn |
JlomKeH comepKaTh BUpYC 5 CollepKUT BHPYC IApOTHTA
[ToMMHHOCTS HedTpanM3anuu Ha :

mapoTUTa

KyJbTYpe KIeTOK Vero

CoOTBETCTBYET

Jlo/DKeH pacTBOPATHCA B

BuzyansHbIH BHEC
BpeMA PACTEOpSHHS ‘TeueHHE 3 MHH IIPY BHECEHUHU B o o h‘ﬁ‘bfé
p P amiyiry 0,5 M Bojer jues ofsy b
NHBEKIMA HA J03Y g
Z Dimy
MexauuHeCKHe B 2 ammynax u3 80 BusyansHblii, [ \ r;‘;x’xl;)l?:](; gical |,
BrmoueHus* JIOMYCKAeTCs HanIue I'd PO, A\ C (éi‘gﬁc‘mmyey
a v oap
MEXAHUYECKHX BKIIIOUEHUHA 0O®C.1.4.2.0005.18 %‘;\\ UPany
ToTeHIHOMETPUIECKUH, |
pH 0173 1079 il

[O PP,




0dC.1.2.1.0004.15

IMoteps B Macce Ipyu

He 6onee 2,0 %

I'paBuMeTpHUCCKNH,
o PP,

0,9 %

BRICSNDAR 09C.1.2.1.0010.15
MeTtox IpsAMOro rocepa
H UM MeMOPaHHOR He coaepxut 6akTepui u
CrepminpHOCTh 6:&23;{(;}:{ i;i%%):a“ ¢bunpTpanum, rpubos
I'o Po, CoorBercTByer
0®C.1.2.4.0003.15
AnomanbHas REIUTHESCKAG; Hetoxcuyen
’ JlomxeH OBITH HETOKCHYHBIM I'e PO, P
FCR 0®C.1.2.4.0004.15 4
[IpnBMBOYHAA 1038 BAKIMHDI KynbTypanbHbii
(0,5 mur) mospKHA COACPKATL HE (Onpenenenue no Bupyc napotuta — 69180
Creunduyeckas menee 20 000 TxkaHeBbIX UUTONATOreHHOMY (4.84 1g TIUI50/0,5 )
AXTHBHOCTD yuromarorensbix 103 (T so) JIEMCTBUIO BUpYCa HA 0 COOTBCTCTByC,T )
pupyca napotura(se mexee 4,3 Kietku Vero)
lg TI/50/0,5 M)
Espst . He Gonee 50 Hr B OHOMH sy soe pUarRE 3,6 ur
i = IPUBUBOYHOM 103€ BAKUMHEL LAl 20, CoorBeTcTBYET
anp0yYMHUH O®PC.1.7.2.0033.15
JlomxeH ObITH
TEPMOCTAOKILHBIM.
JlonycKaeTcs CHIKEHHe KymnpTypansHbli
cpenneil reoMeTpHIEecKOH Tepmocrabunen
TepMOCTaGHIBHOCTE | Lo sy THTpa BUpYyca B CooTsercTByer
o6pasuax BaKIMHbI [0CIe
nporpesanus He 6onee, yeM Ha
onuu lg
KauecTBeHHBIM Iejib-
bBakTepyanbHble om6 tect, 'O P,
s, | A Y 0GC.1.2.4.0006.15, MRS e
MeTox A
INocropoHuue . Merton nuddysuu B
) He 6osee 20 Mxr B 0HOU arap,
DPUMECH: o 11,0 mxr
DPUBUBOYHOM 03¢ BaKLMHBI I'o PO, ?

FeHTaMMIMHA Cynb(aT

0®C.1.2.4.0010.18

PacrBopu

TeJb, BblHYCKaeMblﬁ B KOMIJIEKTE C npenaparom: BoOaa AJjs l*lll’beKlIl'lﬁ

BecuperHas npo3payHas

BecusetHas npospauyas

Omnycanue OpraHosIenTHYeCKMi )uaxocts Oes 3amaxa

MUAKOCTH Oe3 3anaxa

CooTBETCTBYET
IToTeHIMOMETPUYECKHH
ot 5,0 no 7,0 P ’ 5,8
pH I'o PO,
COOTBCTCTByST
O®C.1.2.1.0004.15

Ilpu nosiBIEHMH XKEITOTO

OKpAILMBAHKS OHO JIOJDKHO

HU3MEHUTHCS Ha KPAaCHOE WM

po3zosoe 0T npubapeHns He KuciaoTHocTh

KuenoTHOCTD MITH
IIEJIOYHOCTD

6outee 0,1 mi1 0,01 M pacrsopa
HATPUS THAPOKCUIA; IIPU
HOSIBJIEHUH KPACHOTO WX
pO30BOTO OKpaluMBaHusA OHO
JIOJDKHO M3MEHHMThCS Ha XKEJITOe
ot npubasnenus ve 6onee 0,15
mi 0,01 M pacrtBopa
XJIOPMCTOBOAOPO/HOM KHMCIOTHI

KauecTBeHHas peaKius
¢ ¢eHoIoBOro
KpacHOro pacTBOpPOM,
I'd PO, ®C.2.2.0019.18

Ox(pacxa U3MEHMJIACk OT

This THIPO!
p: My,
; 083,
7 My 10040, :
q07y

eCxg,
T

Di1exTpOnpOBOAHOCT

He 6onee 25 MxCm/eM s
aMITyJl ¢ HOMUHAIbHBIM

o6némoM 1 M1, 2 M K

KonmykTomMeTpuyeckuit,

Esponeiickas
®dapmaxones 8.0

060

CooTBercTByeT




5 mi1; ue bonee 5 MmxCwm/cm s

OYTBHUIOK WM (PITAKOHOB C
HOMMHAJIEHLIM 00BEMOM 25 M
n 50 mn

Mexanuyeckue
BKJIIOYEHHS
BunriMble YaCTHIBI

Jlomsxen BeiepXXUBATh
TpeboBaHMs

BusyansHelH,
I'o PO,
0O®C.1.4.2.0005.18

Brigepskusaer TpeboBaHus
CooTBETCTBYET

HepnauMple 9aCTHIBI

B onmoit amityie, 6yTHUIKE HIH
(raxoHe cpeaHee YUCI0
YaCTHI{

C .
pasmepom 10 Mxm 1 6oree He q}:emo . 10 mxm 1 bosiee - 14
JI0JDKHO ripessimars 6000, TOMEIpIRSCIt, 25 s m Gonee -1
a CPEHEE YMCHO HacTH o Po,
Rt = O®DC.1.4.2.0006.15 CoorseTeTByeT
pasMepoM
25 MxM 4 6os1e€ HE HOJDKHO
npessiarts 600
Cyxoii ocTaTox He 6onee 0,001 % I'paBuMeTpHYECKHUI, 0,0003 %
I'® PO, C.2.2.0019.18 CooTBETCTBYET
BoccTanaBIMBaloIIHe Peaxuys ¢ pacTBOPOM
BeIEeCTBA Kaus
.. | PosoBoe oxpamuBanue
JIOIDKHO COXPaHUTHCS PO30BOE | IIEPMAHTaHAaTa 1 CePHOH
. COXpaHsercs
OKpallMBaHAE KUCJIOTOH
5 CooTBETCTBYET
Pa3BeACHHOM,
I'® P, ®C.2.2.0019.18
Vriepona JUOKCHA Peakuus ¢ KabIus

He 10/mKHO OBITH NOMYTHEHHMS

. THAPOKCHIA B Teuenue 1 g moMyTHEHHE HE
T pacTBOpOM ) } nabiro1aeTcs
(u3BECTKOBOM BOJIOH), CootsercTByeT
I'd PO, ©C.2.2.0019.18
HurpaTel ¥ HUTPUTHL Peaxuns ¢
He 6ouee 0,00002 % (0,2 ppm) | nudenmnamuna menee 0.00002 %
PactBopom CooTBeTCTBYET
TO PP, $C.2.2.0019.18
A i P
AMMOHUMH He Gouee 0,00002 % (0,2 ppm) €aKL1 C PEaKTHBOM sienee 0.00002.%
Hecciepa, c
I'd Pd, PC.2.2.0019.18 HEERRRET S
Xnopuas! He pomxuo 6uITh PRl cepera OnanecueHuysa He
HUTpATa
OTIaJICCLCHIMHU HabmonaeTcs
PacTBOpOM, c i
I'® PO, ©C.2.2.0019.18 OOTRYITIE L
CynsdaTst Peaxups ¢ 6apus

He 10/0KB0 GBITH IIOMYTHEHHSA
B TCUCHHE HE MeHee 1 ¥

XJI0pHaa
pacTBOpOM,
I'® PO, $C.2.2.0019.18

B reuenne 1 4 ioMyTHEHHE
He HabnronacTcsa
CoOoTBETCTBYET

Kansuuit n Marsui

JIOIDKHO HAaGMIONATHCS. YHCTO
CUHee OKpalINBaHUE PacTBOPa
(6e3 HHONETOBOrO OTTCHKA)

Peaxiy ¢ HaTpUA
3jeTaTa

PacTBOpOM,

I'e Po, ©C.2.2.0019.18

Tskensle METaJUIbI

He noymxno 66ITh
OKpallMBaHuA.
Jonycruma ciabas
OMaeCHeHIMSA OT
BBLICTHUBIIEHCS CEPHI.

Peakius ¢ HaTpus
cynbduna
PacTBOpOM,

I'd PO,
®C.2.2.0019.18,
meToz 1

ofe)

bios

Comn . 08icg
alue w,pifanecuciv
= 2 /

g




HzsrnexaeMplil 00beM

JlookeH ObITH HE MCHEE

HOMUHAJILHOIO0, €CIH YIIAKOBKH
HCCIIELYIOTCA HHAMBHAYaIBHO.
J{ns yIIakoBOK C HOMUHAIbHBIM
065eMOM 2 M1 M MEHEe
U3MEpEHHBIT 00BEM JOJDKEH
6BITH HE MEHEE CYMMBbI
HOMHHAJILHBIX 00HEMOB
HCCIENO0BAHHBIX YIIAKOBOK.

' PO,
0®C.1.4.2.0003.15

CooTBETCTBYET

BakrepuaibHble TIpenensHoe conepKanne g
6 KauecTBeHHBIH Teb-
SHIOTOKCHHBI aKTEpPHAIbHBIX SHAOTOKCHHOB
Ea e s16 Gonee 025 tpoMb ect, ['D PP, menee 0,03 ED/mn
B 1Ipe
RRISE ’ OdC.1.2.4.0006.15, CooTBeTCTBYET
ED/mn
MeTon A
CrepunpHOCTb MeToj npsiMOro nocesa
MM METOR
JToyxeH ObITh CTEPHIILHBIM MeMOpaHHOH CTepuibHO
GUIBTpauny, CooTBeTCTBYET
Ir'o Po,
0®C.1.2.4.0003.15
[lepBuyHas ymaxkoBKa Baxkuuna o 1 go3e B amiyne
BaxuuHy BeIIYCKaioT 10 1 min BMECTHMOCTBIO 2 MJI U3 CTEKIIA
2 1103b1 B aMILysie 1-ro rHIPOIUTHYECKOTO
BMECTUMOCTBIO 2 MJI U3 CTEKIa Kiacca.
1-ro ruapOITUTHYECKOrO TexcT HaHeceH
KJacca. HENOCPENCTBCHHO Ha aMITyIty
Ha xaxayio aMmIryiny METOJOM KariecTpyHHOH
HAKJIENBAIOT 3TUKETKY neqaTH
CaMOKJIESIIIYIOCS HIIM TEKCT
ITo 1 mx B amnynax
HAHOCAT HENIOCPENCTBEHHO Ha
BMECTUMOCTBIO 2 MJ1 M3 CTEKIIa
aMITyJly METOIOM
5 s 1-ro rupONUTHUIECKOTO
KaruecTpyHHOH neyaTu.
Kjacca.
ITo 1 mi1 B ammyJax -
a KKAYI0 amIyJly HakjieeHa
BMECTHMOCTHIO 2 MJI M3 CTEKII ay yny
STHKETKA CAMOKJIESAIAsAC
1-ro rUAPOTHTHYECKOrO M Laned
KJacca. &
Ha KenIyEo amumysty OOTBETCTBYET
HAKJICUBAIOT STHKETKY .
VYmakoBka BusyansHbIN

CAMOKIJIEANYIOCH HIIM TEKCT
HAHOCAT HENOCPEICTBEHHO Ha
aMILyJy METOAOM
KaIuIECTPYHHOM IeyaTH.

BropnyHas ynakoBxa

IIpu BBIIyCKE BAKUMHEI B
KOMILUIEKTE C PACTBOPHUTEIIEM:
B mauxe u3 xaprona 10 ammmyn
¢ BakuuHou no 1 nose (vwmm 2
[I0351) B aMIlyie, IOMEIIEHHbIX
B KOHTYPHYIO S4€HKOBYIO
yrakoBky, 10 amiyn ¢
pacreopureneM (Bona s
MHBCKIMH) IO 1 MII B amyie,
TOMEIEHHBIX B KOHTYPHYIO
A4CHKOBYIO YIAKOBKY BMECTE C
MHCTPYKIMEH 11O
MEIMUHHCKOMY NPUMEHECHHIO

B nauxe u3 xaprona 10 ammys ©
BaKLMHOH 110, 1 7103e, %awnyne
ook K0 H"ryhm@o
yumsp,,a 1y, 10 wx
opnwméﬁi (‘Q‘
e

MC)lPILIP[HCK pm veH
(ucTKOM- an ‘ﬁrﬁfeM).
JIOTIOMHUTENBHO B TAYKY
NOMelleH BKJIIBIL C JIMYHBIM




(JIMCTKOM-BKIIA/IBIIIEM), HOXKOM

AMITYJILHBIM MITH
cKapuUKaTOPOM AMITYJIHLHBIM.
JIOTIOJTHUTENIEHO B NAYKY
HIOMEIIAKOT BKIAIBILI C
JIMYHBIM HOMEPOM YKIaI4HKa.
IIpu ynaxoBxe ammy,
HUMEIOLIMX KOJIBLO M3JI0Ma WK
TOYKY JUIA BCKPBLITHSL, HOXK
AMITYJILHBI HIM CKAPH(UKATOD
aMIYJIbHBIA HE BKNAALIBAIOT.

HOMEPOM YKIa[A4iHKa.

CooTBeTCIBYET

MapxupoBKa

[TepsuyHas ynaKoBKa,

Ha ammnyse ¢ BaK(gHOH
YKa3bIBAIOT!

CoxpalieHHOE TOProBoe
HAUMEHOBaHHUE Npenapara
(«BAKIIUHA
I[TAPOTUTHASI»),
xonuuectso 103 («1 J.», «2
J.»), myts BBenenus («II/K»),
Homep cepuu (6yKBEHHO-
muppoBoe 0603HAUCHHE), JATY
HCTEYCHU CPOKaA FOMHOCTH
Ha sTukeTke aMILyJIel C
BAKIMHOM yKa3bIBAIOT:
CoxpaleHHOE TOProBoe
HAUMEHOBaHKE IPENApaTa
(BakuuHa MapOTUTHAL),
KOJIMYECTBO J03, NyTh
BBezieHyA (IIOAKOXKHO), HOMEP
cepun (6ykBeHHO-IU(POBOC
0003HaYeHNE), HaTy HCTCUCHHUS
CpPOKa I'OJIHOCTH.

Ha ammysie MM 3THKETKE
AMITYJIBL C PACTBOPHTEIIEM
YKa3bIBAIOT TOPrOBOE
HAaUMEHOBAHHIE PACTBOPUTEILL
KOJIMMECTBO PAaCTBOPUTES B
amryse (06peM B
MWUIHIMTPaX), HOMEP Cepuu
(6yxBenHO-1MbpoBOE
0603HaueHHe), JaTy UCTEYCHMs

CpOKa Ir'oTHOCTH.

Ha nayke ¢ KOMIUIEKTOM
YKa3bIBAIOT:

4) TOProBOE HalMEHOBAHUE
npenapata (Bakiuna
[apOTUTHAs KyNbTypanbHas
XMBast), TOPLOBOC
HaMMEHOBAHUE PaCTBOPUTEILI
(BOJa JUI MHBEKLIMH);

6) rpynIMpoBOYHOE
HaMMEHOBAHHUE TIpenapara
(Baxuuna A7 IPpOQUIaKTHKE
NapoTUTa);

B) COKPAILIEHHOE
HaMMEHOBaHUE JAePKATEI
PErucTPaIimOHHOTO
VIOCTOBEPEHM/IIPOU3BOUTENA
JICKApCTBEHHOI'O npenapara

BuzyansHbIH

Ha amryine ¢ BaKIMHON
yKazsaHo:

CoxpalieHHO€e TOProBoe
HAHMCHOBAHHE Tperapara
(«BAKUHHA
ITAPOTHUTHAS1»), Konu4ecTBO
103 («1 JI»), yTh BBeCHUS
(«II/K»), HOMep cepHH
(6y1<1§ermo-un¢>poaoe
o6o3naueHue), 1aTa HCTEYCHUS
CpOKa TOAHOCTH

Ha 5THKETKE aMITyJIbI C
PACTBOPHUTENEM YKa3aHO
TOProBoe HaMEHOBAHNE
PACTBOPHTENS KOIUIECTBO
pacTsopuTens B amiye (00bem
B MUJUTWINTPAX), HOMED CEPUH
(6yxBenno-1MbpoBoE
0603HayeHye), JaTa HCTEYESHUsI
CpOKa I'OAHOCTH

CooTBETCTBYET

Ha nauke ¢ XOMILIEKTOM
YKa3aHo:
a) TOProBoe HAUMEHOBaHe
npenapara (BaxuuHa
NapOTUTHAS KyJIsTypaIbHas
KiBas), TOProBOE
HaumeHonanzi}% 5 OPHT
(Boma m @'ﬁe rﬂdﬂ),,w
6) rpynm/}«f}’éa 810740,
HanMeHomm e TIperapa
i ﬂp@d}

mjl JI‘ ¥ cal N
B) coE parl qu }{dﬁi&(}@ﬂogaﬂug’ ;
Ot

nepmaxem

J’lCI(apGTBCHHOI‘O p

(AO «HITIO «Muxporen») u ero




(AO «HIIO «Muxpores») u
ero TOBAPHBIA 3HAK;

r) anpec 1 Tenedon AepaTens
PEruCTPaOHHOTO
YAOCTOBEPEHIA/IPOU3BOUTEIA
JIEKaPCTBEHHOTO IIperapara);
1) eKapCTBEHHYIO hopMy
npenapara (TuoQuu3at W
[IPUrOTORIIEHM PACTBOPA LK
HIOIKOXHOTO BBEJICHHA);

€) I03UpOBKa I AAHHOIO
JIeKapCTBEHHOTIO Npemapara He
YCTaHOBIIEHA;

K) KOJIMYECTBO
JIEKapCTBEHHOTO NPenapara B
yHaKoBKe, KONUYECTBO 03 B
ammyne (10 amnyn BaKUMHBIL ITO
1 n03€e/10 aMuyst BaKLMHEL IO 2
JIO3BI), KOJIMYECTBO
pacTtsopuTess B yraxoske (10
aMmITyJ pactBopurest (Bona And
ubexuuit) no 1 mim);

3) unbopMaIHIO 0 COCTaBe
JIEKAPCTBEHHOTO HpenapaTa
(CocraB) u cocTase
pacteopurens (Cocras
PacTBOPHTENS);

1) HOMED CEpHUH Iperapara u
HOMEp CEpUH PaCTBOPUTEI
(6yxBenHo-LHppoBOE
o6o3HageHue);

K) JaTy IPOM3BOJCTBA
npenapara);

1) IaTY MCTEYEHHs CpOKa
rOIHOCTH KOMITIEKTa
(KommiexT rofies 10...);

M) YCIIOBHS XPaHEHUs
(XpaHuTh NpH TEMIEPATyPE OT
2 o 8°C. He 3aMOpaXMBaTh.);
H) nyTh BBeneHus (Ha
BTOPUYHOH YIAKOBKE HE
YXa3aH, TaK KaK OH BKJIIOYEH B
Ha3BaHMe JCKAPCTBEHHON
topms1);

0) YCIIOBMA OTIIYCKa,

1) IpeaynpeauTenbHbIe
Hajgmacu: «CTeprIbHOY,
«XpaHUTh B HEAOCTYIHOM I
JeTelt MmecTey;

p) IUTPHX-KOA;

C) CIIOCO0 TIPUMEHEHUS
(«Crioco6 puMeHeHHMS: CM.
MHCTPYKILMIO IO
MEIULUHCKOMY IPHUMEHEHHIO
(JICTOK-BKIAMBII ))»;

T) CPEJCTBO MACHTU(MKALUH

TOBapPHBIH 3HAK;

r) ajpec ¥ Teneon AepiKaress
PEerHCTPALEOHHOT0
YIOCTOBEPEHHS/MPOUIBOUTENS
JIEKAPCTBEHHOTO NPenapaTa);
1) nexapcrBenHas hopma
npenapara (TMoQuIM3aT 1l
IPUTOTOBJICHHS PACTBOPA LTSt
HOJKOXKHOIO BBEICHHUA);

€) J1031POBKa I JIAHHOTO
JIEKAPCTBEHHOTO Tperapara e
YCTaHOBJICHA;

) KOJIMYECTBO JICKAPCTBEHHOTO
Iperapara B yIaKkoBKe,
KoJMyecTBo 103 B amnysie (10
aMILYJI BAKIMHEL 110 1 103€),
KOJIMYECTBO PACTBOPUTEIS B
ynaxosxe (10 ammyn
pacTBopuTens (Boaa A
uaBeKuuit) mo 1 Mi);

3) uH(OpMaLHA O COCTaBE
JIeKapCTBEHHOTI'O Mpernapara
(Cocran) u cocrane
pacteopurens (Cocran
PACTBOPHUTENS);

1) HOMep CEepUH IpernapaTa u
HOMEP CEPUM PaCTBOPUTENIS
(6yksenHo-1ubpoBoe
o6o3HayeHme);

K) Zlata NpOM3BOACTRA
npenaparaj;

1) laTa MCTEYEHMA CPOKa
FOHOCTH KOMIIEKTa
(KoMIiexT rofeH Jo...);

M) YCIIOBUS XpaHEHHS
(XpaHuTb IpU TEMIEPATYPE OT
2 no 8°C. He 3aMOpaxxuBaTh.);
H) myTh BBENeHUs (Ha
BTOPMYHOM YITAKOBKE HE
yKa3a, TaK KaK OH BKIIOYEH B
Ha3BaHMe JICKapCTBEHHOM
dopme1);

0) YCIIOBHS OTITYCKa;

) NpeaynpeauTensHbIc
Haanucu: «CTepunbHoY,
«XpaHUTh B HENOCTYIHOM i
JeTeit mecrTey;

P) IUTPUX-KOA;

¢) criocob npuMEHeHNs
(«Cnoco6 mpUMeHeHHs: CM.
HHCTPYKLHIO IO
MEMILUHCKOMY NIPUMEHCHUIO
(MMCTOX-BKIAMBIL))N;

TpancrnopTHpOBaHKE

IIpu Temueparype ot 2 fo 8 °C

XpaHeHue

IIpu remuepatype ot 2 1o 8 °C

Cpox roguocTH

2 rona

Hdara ©c
npomsﬁé{ )
Tomen no,”




Bawnoyenne: BaKiHa NapOTUTHAS KyIbTypaubHas JKHBas, TUOQUIH3AT WL IPATOTOBIICHUS PACTBOPA JULsd

niosxoxuoro sexermst 0,5 mi/nosa cepun Ne M02425 B xominiexTe ¢ pacTBOPUTENEM CEPUM
N9T080425”cg\0TBeTCTByeT tpeGosanmsm HJL JITI-Ne (001173)-(PT'-RU)-110624

Jlara BBIAuH NacTIOpTa « 31/ » 20%0r.
Hayansaux OKK Bacuna H.A.
(JlomxHOCTB) (PHO)
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