PASPELHIEHHUE

Ha BBOJI B IpaKJIaHCKUIT 000poT B Pocculickoii Menepanuu cepuu Wik NapTuu
npousBeeHHoro B Poccuiickoii @enepauun wind BBoO3uMoro B Poccuiickyro ®eneparuto
MMMYHOOHOJIOTHYECKOT0 JIEKAPCTBEHHOIO ITpernapara

Ne P006-00110-77/04420039 ot 24.02.2026

Boigano AkuuoHepHomy obOmecTBy "HaydHO-IpOU3BOJICTBEHHOE O0BEJIUHEHUE IO MEIUIIMHCKUM
MMMYHOOHOIOrHYecKuM npenapataM "Mukporen", Poccus, 115088, r. Mockaa, yi1. 1-s1 JlyOpoBckas,
. 15, ctp. 2, UHH: 7722422237.
(HaMMeHOBaHUE PHUANYECKOro Jinua, ;opuandeckuii agpec, MTHH)
DenepajibHas CJIy:k0a M0 HAA30pY B cepe 31paBOOXPAHEHHS] HA OCHOBAHHHU 3aKJIIOYEHUS
UCIIBITATEJIFHOTO LEHTPa HKCIEPTU3Bl Ka4eCTBA MEIUIIMHCKUX UMMYHOOHOJIOTMYECKUX MPernapaToB
derepalibHOTO TOCYAAPCTBEHHOIO OI0/DKETHOTO yupekaeHus "HaydHbli EHTP SKCIIEPTU3BI CPEICTB
MeJIMIIMHCKOTO0 MpuMeHeHus:" MuHncTepcTBa 3jpaBooxpadenns Poccuiickoit denepanun
(HaumeHoBaHUe (eiepabHOrO roCy/1apCTBEHHOIO OFOKETHOTO YUPEXKIEHUS )
or 19.02.2026 Ne 97/HIIDCMII ' pa3pemaer BBOJ B rpakJIaHCKHIT 060poT
(mara) (HOMED)

B Poccuiickoii @eiepauiyia HMMYHOOHOJIOTHYECKOT0 JICKAPCTBEHHOI0 Mpernapara
BAKTPUBUP KomOunupoBaHHast BaKI{MHA [IPOTUB KOPH, KPACHYXH M ITAPOTUTA
KYJIbTYpaJIbHasI )KUBast
(TOproBoe HaMMEHOBAHHKE)

Bakuuna jist npouiIakTHKYA KOPH, KPACHYXH U TApOTUTA
(MemﬂyHapOJmoe HEIMAaTeHTOBAHHOC HAMMCHOBAHNEC ([‘pyHH[/IpOBOL{HOe HJIN XI/IMH‘{GCKOC)
TrOo(UIN3AT ISl IPUTOTOBJIEHUS. pacTBOpa UL IOAK0XKHOro BBegeHus 0.5 mi (1 nosa) -
amyJibl (10 mT.) - MaYku KapTOHHBIE /B KOMITJIEKTE C PACTBOPHUTEIIEM:
BOJA JUIS HHBEKIUi - 10 mT./ - Jyu1st JIedeOHO-POPUTAKTUYECKUX YUPEKICHU I
(popma BbIITycKa (C yKa3aHHEM JieKapcTBEHHON (OpPMBI, TO3MPOBKH, (HaCOBKH) U KOJIUYECTBO B YITAKOBKE)
cepun  MO00325 (cepus pactBopurens - T400825) 00nem cepun 2849 ,
WIH NAPTUH

(kxonuyecTBo
YHaKOBOK)

(Homep cepuu)

rogen go 12.2027
(CpoK roIHOCTH)
HPOU3BOACTBA AKIMOHEPHOrO 00miecTBa "Hayuno- POU3BOJICTBEHHOE (O0BEAMHCHAE 110
ME/IMIIMHCKUM ~HMMMYHOOHMONOrHYeckuM mpenaparaM "Mukporen" (A0 )
Poccus, 115088, r. Mocksa, ymi. 1-s JlyOpoBckas, a. 15, CTE_)‘% , 2
JI®), mepBuuHAs YIIAKOBKA, BTOPHYHAS YIAKOBKa), cTp. | (BBIMYCK

>

Perucrpaunonnoe ynocrosepenue Ne JIIT-Ne(001494)-(PI'- RU)"%‘)’:& 02 i&zzozzgz 1N
Jep:xxaTeib  PerHcTPallHOHHOIO  yJAOCTOBEPeHHUs  AKIHO ,pHoémz,pQ(Smecﬁsgf "Hayuno-
POU3BOJICTBEHHOE OOBECIMHEHHWE [0 MEJMLUUHCKMUM  HMMYHO ﬁomqec{cg;w* npernaparam
"Muxkporen" (AO "HIIO "Muxkporen"), Poccus, 115088, r. Mockaa, yn Ls«ﬁ’*ﬂy6pOBCKa${ . 15,
cTp. 2.

(HauMeHOBaHUe, aapec)

JOKYMEHT IOJIIIMCAH

3aMeCTUTEID PYKOBOJUTEIIA IEKTPOHHOH ITOAITUCHIO

PocznpasHazopa

J.B. ITapxoMeHko
Cepruduxar 42D1B24ADS2BBD113BD1263FE2CCB(89
Branexen Hapxovmenko Jvutpuii BeceBoaozosnyu
He#terpurenen ¢ 07.04.2025 o 01.07.2026




AxuuoHepHOe 001LecTBO

«HayuHo-TIpOM3BOACTBEHHOE 00bEAMHEHHUE M0 MEIULIMHCKIM HMMYHOOHOIOTHYECKUM fipenaparam

«MukKporen»

Ajpec MecTa OCYLIECTBICHHSA JHLEH3UPYEMOTO BHAA AEATENbHOCTH:
Poccusa, 115088, r. Mockea, ya. 1-1 JlyGposckas, 1.15, c1p.2

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

IHACIIOPT
Ne 0003 ot 02.02.26

BAKTPUBHP KomOnuuposannnas BAKIHHA IPOTHB KOPH, KPACHYXH H HAPOTHTA KYJIbTYpaibHas

AKHABas JIHO(lJlIﬂeraT AJIA NPHIOTOBJ/ICHHSA pacTBOpa s HOAKOXKHOI0 BBEeICHHUA

PerucTtpaunoHHoe yaocroeepetie
HopmartuBHas 10KyMeHTaLNs

Homep cepuu BakimHb!
Homep cepnu BOABI U1 HHBEKLHH
Cocras:

Konnyectro B Cepuu, e1. U3IMEepeHus
ﬂara npomBoacha/ JaTta BbINYyCKa
}IaTa OKOH4YaHHWs CPOKa rOAHOCTH

Pe3yabTaTsl HenblTaHMi

JITI-Ne(001494)-(PT-RU)
HJ1 JII-Ne (001494)-(PT-RU)-090625

M00325

T400825

Onna npusuBoyHas 103a (0,5 M) coaepsKHT:

JeiicTByiowmme Beuecrsa:

- BUpyC Kopu, witamm Jlenunrpan-16 (JI-16) (;xuBoii, aTTeHyHpOBaHHEIH) —
He menee 1000 (3.0 lg) TkaneBbix uuronarorenHsix 03 (TLI50);

- BHpPYC KpacHyxu. wtamm RA 27/3 (kuBOM, aTTeHYMPOBaHHBIH) - HE MeHee
1000 (3,0 Ig) TLLAS0,;

- Bupyc naporuta, [lltamm Jlennnpaa-3 (JI-3) (skuBoit, aTTeHyHpOBaHHBII1) -
He mMenee 20000 (4.3 Ig) TLAS0.

BcromorarteasHble Beuecrna:

- Boausii pacteop JIC -18 - 0,12 ma (Crnewndukauus npousBoauTens);

- sxenaTtua pacteop 10% - 0,03 mn (Crneundukauus npon3BoauTens)
Pactsoputess: Boga Ansd HHBbEKUUI

2849 YIaKOBOK

1225

1227

Koutpoaupyembie Tpebopanus cneuupuKrauun
NoKa3aTeln MeToab! KOHTPOJSA Pesyabrarer
nbITaHHH
Onucanue Jnodunuzar onHOpoaHas | BuzyanbHbiii. -
nopucras macca oT | MeToauka npou3BOaH nopucras
JKEJITOBATOr0 10 PO30BaTOro ' - [pKkenTosaro-
UBETA, THTPOCKONUYHA. b)ﬂ%sg@ero 5 uBera,
BoccraHosneHHBIi npenapar - 1 ‘mqrp Tyﬁw
npospavHas KHAKOCTD r SHHBIH
po30BOro UBeTa. :E 3 - npo3pauHas
JKMIKOCTh po30BOro
BeTa
IToanuHHOCTB Jlomsxen cojepxars BHpyChl | Peakums Heiitpanusauuy | CoaepiKUT BHPYC KOpH,
KOPH, KPACHYXU M MapoTHTa UMTONATOreHHOro NeHCTBHA Ha | KPaCHYXH, mapoTuTa
kaeTku (Vero aAnd BUPYCOB KOpU
1 napotuta, RK-13 nna Bupyca
KPacHYXH) KakJ0T0 13
KOMITOHEHTOB BaKLUHBI
cnenHdHyecKoi HMMYHHOI

Cip. tuz?



KOpeBoii/ KpacHYWHOH/
NapOTHTHOI CLIBOPOTKOIi.

Meronuka npou3BoJiMTe/d

BPEMH pacTBOpEHHA

HOH)KGH PacTBOPATHCA B
TeueHne 3 MHH Mpu BHECEHUH

BusvanbHbiii

PactBopsietcs B TeueHue
MeHee 3 MHH  TpH
BHeceHuu B amnyay 0,5

B amnyiy 0,5 i Boasl ans N
o ) M BOABI JUIS MHBEKUHIT
MHBEKLHIT Ha 103y )
Ha 103y

MexaHuveckue B 2 amnymax w3 80 | BusyaasHelii, CooteercTByYET
BKIIIOYEHUs! aornycKaeTcs Hanuuue | MeToanka NpOM3BOAMTENS

MEXAHMYECKHMX BKIKOYSHHH.
pH pacteopa 01731079 IoTteHunomeTpHIecKHii, 7.7

GEABC2.1.23.

TloTteps B Macce npH He Gonee 2,0 % I'paBumeTpHuecKHii, 0,8 %

BBICYIIHBAHHH MeToaMKa NPOU3BOAUTENS
CrepuabHOCTD He AOJKEH coaepkate | Meton npsmoro mocesa i | He coaepwut Gakrepuil u
daxTepuii 1 rpudoB MeMOpaHHO (HaBTpaLMH, rpubos
DPEADC 2.1.6.1.
AHOMansHas JlonxeH ObITh HETOKCHUHbBIM Buosnoruueckuii, Hertokcuyen
TOKCHYHOCTH DOEADC 2.1.6.3.

Creunduueckas
aKTHBHOCTH

ITpusuBouHas mo3a (0,5 mm)
JOJIKHA COIepKaTh He MeHee
1000 TKaHEeBbIX
LMTOMNATOreHHBIX o3
(TLUO50) Bupyca kopu (He
menee 3,0 lg TLIZA50/0,5 mn),
1000 TLLISO
BUpYCa KpacHyxu (He MeHee
3,0 Ig TLIJ150/0.5 mn),

He mexee 20000 TLIJIS0 (4,3

HE ME€HEe

Kynetypansubiii

(Onpenenenue no
LIUTOMAaTOreHHOMY NeHCTBHIO
BUpYCa Ha  YYBCTBMTEJbHBIE

KiaeTku Vero (g BUpYyca KOpH U
napotuta) 1 kietku RK-13 (mns
BUpYCa KPacHyXH),

MeToauka NpoH3BOAUTEIS

[TpusuBOYHas
MJI) CONEPIHKHUT
Bupyc xopu — 12590 (4,1
lg THA50/0,5 s)

Bupyc xpacHyxu — 5888
(3,77 1g TLLA50/0,5 mun)
Bupyc napoTuTa —
316200 (5.5 lg
TUA50/0,5 mn)

no3a (0,5

lg TLA50/0,5 wmn) Bupyca
naponrra
TepmocTabunsHOCTE Honxen ObiTh | KynbTypanbHblii, TepmocTtabusneH
TepMOCTAOUABHBIM. MetoauKa NpoOM3BOAMTENSI
Honyckaetca CHHMEHHE
cpeaHei reoMETPHUYECKON

BEJIMYMHBl  THTPA  KaKAOro
BHpyca B oOpa3uax BaKUMHBI
fiocsie nporpepaHus He Gonee

yeM Ha OlHH lg

OcTtaTto4yHoe
xonuyecteo BCA

He Oonee 50 ur B oaHOM
MPUBHBOYHON NO3€ BAKLIMHEI

HMmmynodepmeHTHBIH,
®EADC 2.1.6.10.

IMocTopoHHue
MPUMECH:
reHTaMHLHHaA cyas(har

He Gonee 20 mkr B oaHoit
MPUBHUBOYHON N03€ BaKLIMHbI

Meton anddysnu B arap,
MeTonuka npoH3BOAUTENA |

7 Ha H Y OJHON
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OrmcaHue becusetHas npo3padnan | OpraHonenTu4ecKkuii, %gﬁ” npo3payiHas
JKHIKOCTH Oe3 3anaxa MeTtonuka npousBoauTeNns AMAKOCTH 6e3 3anaxa
pH or 5,0 10 7,0 [ToreHuMOMeTPHYCCKHIA, 6.2
DEABC, 2.1.2.3.
KucnoTHocTs vl [Tpu  nosenenun  xenroro | KauecrsenHas peaxis ¢ | KuciaotHocts
LLIETOYHOCTh OKpalIMBaHUA OHO JOMKHO | (EHOIOBOrO kpactoro | Okpacka H3MEHWIAch OT
H3MEHHTBCA HA KPACHOE WM | pacTBOPOM, npudasnenus 0,1 s 0,01

po3oBoe OT ﬂp!i6ﬁBH€HHﬂ HE

oonee 0,1 wma 0,01 M

MeTtonuka npou3BoaAnTE A

M pactBopa  HaTpus

ruiapokcuaa




pacTeopa HaTpHs FMAPOKCHAA;
(pH NOABACHHH KPACHOTO HJTH
pO30BOr0 OKpallMBaHUA OHO
JO/GKHO — H3MEHHTBCS Ha
KenaToe OT npubapfeHus He
donee 0,15 wman 001 M
pactsopa
XJIOPUCTOBOAOPO IHOMH
KHCIOTHI

3218K'l”p0[’IpOBOZIHQCTb

He 6oaee 25 mrCwm/cm

KouaykroMeTpudeckuii,
DEADC 2.1.2.33.

10,7 mxCwm/cum

MexaHH4yeckue
BKJIHOUYEHUS
BuanMbie 4acTHLEI

OO0lee  KOJAMYECTBO aMmyd,
HMEFOLIMX MexaHH4ecKue
BKJTFOUEHUS ¢ V4YETOM
[IPOBEJCHHS BTOPOH CTYMEHH
0TOOpa — MEHBLIE HiH PABHO
23 wr.

BusyanbHbiii,
MeToauka npoussoanTes

CooteeTcTBYET

HepummMble 4acTHis

B oxHoit amnyne cpeaHee
YHCIIO0  YacTHLL  pa3MepoMm

CueTtHo-poTOMeTpHUCCKHIT,
DOEADC 2.1.9.10.

10 mxm 1 Gosee - 20

25 MKM u Oomee -

10 MKM U §o0Jiee He AOIKHO ICootsetcTayeT
npeseiwate 6000, a cpeanee
4YUCAO  YACTHL  pa3MepoMm
25 MKkM H Oosiee He IOMKHO
npesbiate 600
Cyxoit octatox He 6onee 0,001 % ['paBuMeTpu4ecKHii, 0,0003 %

MeTtoauka MPOU3BOAUTEA

Boccranasnupatomme | JlomkHo coxpanuThcs | Peakuma ¢ pactBopom Kamus | PozoBoe  okpalusaHue
BelecTBa PO30BOE OKpallHBaHie rlepMaHrasaTa 1% cepHoOit | coxpaHseTcs
KHMCJIOTOH pa3BeaeHHOI,
MeTtonnka Nponu3BOANTENS
Yraepoja AMOKCHI He nomxHo ObiTh moMyTHeHust | Peakuus ¢ kanpuua ruapokcuna | B TEUEHHE 1 4q
B TeueHue | pacTBopoMm (M3BECTKOBOI | MOMYTHEHHE HE
BOJ10i1), HadmoaaeTcs
MeToauKa Npou3BOAMTENA
Hutpatsl U HUTPUTHI He 6Gonee  0,00002 % | Peakumss ¢  gudenunamuxa | menee 0.00002 %
(0,2 ppm) pacTBopoM,
MeTtoauKa nNpoU3BOAUTENA
AMMOHHMIA He Oonee  0,00002 % | Peakuus c peaktusom Heccnepa, | menee 0.00002 %
(0,2 ppm) MeTtoanKka npoH3BOIHTENS
Xtopuiisl He JAOMFHO obiTh | Peakuus ¢ cepebpa wHutpara | OnanecueHuus He
onajieCUeHLHU pacTBOpPOM, HadtoaaeTcs
MeToauKa npou3BoaUTENs Ag@ ;
Cynsdaret He nomkHO ObiTh oMyTHeHus | Peakums ¢ Gapus T 1 9
B TeYeHHe He MeHee | u pacTBOpOM, / He
Meronrka npoussoauTesis,
Kansuuit u maruuit Jomxno HaOnonatses uucTo | Peakuus ¢ Hatpus f uncto
CHHee OKpallK{BaHHE pacTBOpa | pacTBOPOM, 5\1%" ALHBaHHe
(6e3 QpuoneToBoro OTTEHKa) MeTtoauka npousBoauTens ¢ / /’:f (Oe3
& %mﬁ'&: ‘ OTTEHKa)
Tsxkensie MeTa€Ib! He JOTKHO OblTh | Peakums ¢ wHatpus cyns@uaaﬁﬁb’i’\%taaﬂue u
OKpaLIHBAHHSA. pacTBOpOM, onanecUeHLHs He
Jonyctuma cnabas | Meroanka npou3BoAMTENA Hadsogaerces
onanecueHLs oT
BbIAeMBILEHCS Cephl.
HM3Brnekaemblii 00beM Jomxen  ObiTe  He  MeHee | ['paBHMETpHUECKHI, CooteeTcTByeT




HOMMHATLHOTO, eciu
YIaKoBKHU HCCREAYIOTCA
MHANUBHAYATLHO. s

YMAKOBOK C HOMMWHAIbHBLIM
odbemMoM 2 MO M MeHee
U3MepeHHblil 00beM JNOMKeH
ObITb HE  MEHee CyMMbl
HOMHUHaTBHBIX obbemon
HCCIICI0BAHHBIX YMAKOBOK.

DEADC, 2.1.9.9.

bakTepuanbHble
IHIOTOKCHHBI

[penenbHoe coaepKanue
OaKTepHaIbHbIX
IHIOTOKCHHOR B Mpenapare He
donee 0,25 ED/mn

Kauecreennslii reab-tpomd Tect,

OEADC2.1.6.8

[IpeaenbHoe coaepxaH
BakTepuambHbIX
3HIOTOKCHHOB
npenapate MeHee 0,
ED/mn

He

03

CrepunsHocTh

JloneH GbITh CTEPHIIBHBIM

Meton npaMoro mnoceepa HIH

METOZ
dunsTpaLEu,
DEADC, 2.1.6.1.

MeMOpaHHOIf

CrepunbsHo

Vnakoeka

DIMepsuynas  ynakospka -
Bakuuna

BakuuHy eeinyckawotT no |
JI03€ B aMITyJie BMECTHMOCTbIO
2 wma w3 crekia l-ro
FPHAPOJIMTUYECKOTO KJlacca.
Ha KOKIY10 aMIyny
HaKNEeWBAaKT 3STHKETKY WM
TEKCT HAHOCAT
HEMOCPEJCTBEHHO Ha ammyny
METOIOM KariecTpynHoH
neyaru.

DIlepeuynas  ynakoBka —
Pacteoputens (Boama aas
UHBEKLIM)

ITo 1 mn B amnye.

2)BropuuHas yrnakoska

B nauxe u3 xaptona 10 amnyn
¢ BakudHol mo 1 nose B
ammyne,  MOMEUIEHHBIX B
KOHTYPHYIO A4EHKOBYIO
ynakosky, 10 amnyan ¢
pacTBOpHTENEM

(Bona aas uHbekuMil) no 1 Mn
B aMmyje, [OMELIeHHBIX B

KOHTYPHYIO AYEHKOBYIO
YIIAKOBKY BMECTE c
HHCTPYKUMEH no

MEIMLIMHCKOMY [PUMEHEHHIO
(MMCTKOM-BKIAZBILIEM ),
HOKOM  aMMOYJBHBIM WM
crapHPUKATOPOM
amMnyabHbBIM. JlonoanurensHo
B MayKy MOMEIAtT BKJIAABILL

C JIMYHbIM HOMEpPOM

BusyanbHblii.

Vitioga) ——— o

[)IepBuuHas ynakoBka -

BakuuHa

Bakuuna Beimyuena no |

03¢ B aMIyJiie

BMECTUMOCTBIO 2 MI

U3

cTeKna 1-ro

FHAPOIUTUYECKOro
Kaacca.

Ha  kaxknoit  ammysie

HaKjieeHa 3THKETKa

DIlepBuunas ynakoska —

Pacteoputens (Boaa ans

HHBEKLWH)
[To 1 mn B ammyne.

2)BTopuuHas ynakoBka

B nayke u3 kapToHa
aMiyn ¢ BaKUMHON Mo

10
1

03¢ B aMmiiyie,

B _3&\10 amy

Hany,

a KLUHH o 1 wma

é\; LICHHbBIE

BMECTE

B

IVIO  A4YEHKOBYIO

C

: @%E@ﬁ%fé%m (ona ans

B
B

3 £ A4eiiKOoBYIO

C
o

HNPpHUMEHEHUIO (HHCTKOM-

BKJIA/IbILLIEM ).

JlononHuTenbHO B MadKy

MOMEILIEH BKJ1alblLl

C

JIHYHBIM HOMEpPOM

YKAaA4HKA.




ykiaauuxa. Ilpu  ynaxkoske
aMmnyn,  HMEKWHX  KOJbUO

Mapkuporka

HIOMa  WAM  TOYKY  and
BCKPBITHA, HOK aMMyJIbHbBIH
i ckapuduraTop
aAMIMYJIbHbIIA HE BKAAABIBAIOT.
I)epsuunas yNaKoBKa-
BakumHa.

Ha amnyne ¢ BakuuHO#
YKa3bIBAKOT:

CokpaulenHoe TOproBoe
HalMEHOBaHHUe npernapara
(«BAKTPHUBHP»),

J03HPOBKa/KOIHYECTBO

npenapara B amnyne («1].»),
nyts  BBezeHus  («IT/K»),
Homep cepud  (OyKBEHHO-

uudporoe o6o3HaveHue),
aaty HCTEYCHHA cpoka
FOAHOCTH.

Ha ITHUKETKE AMIOYJbI c
BaKL{MHOH YKa3bIBarOT:

CokpaienHoe TOProBoe
HaHMEeHOBaHHe npenapara
(BAKTPUBUP),

JI03UPOBKA/KOJINYECTBO

npenapata B ammyne (1 mgosa),
MyTh BBEACHHA (MOAKOKHO),
HoMep  cepuu  (DyKBEHHO-

uudposoe oGo3HaueHue),
nary HCTeUeHHS cpoka
FOJHOCTH.

D)Ilepsuynas  ynakoka -
Pacteoputenr (Boma  nas
HHBEKLIHI)

Ha awmnyne WIH 3THKETKe
ammysisl  C  pacTBOPHUTENEM
YKa3bIBAIOT TOpProBoe
HalMEHOBaHHEe pacTBOPHTENS,
KOJIMYeCTBO pacTBOPHUTENA B
amryse (obbem B
MHUIHINTPAx), HOMEp CepHu
(OykBeuHo-1mdposoe
obo3HayeHue), aarty
MCTEYEHHS CPOKa MOAHOCTH.

2) BropuuHas ynakoBka.

Ha mnaiyke ¢ KOMIJNEKTOM

BusyasbHbiit

[)[TepeuuHas  ynakoBKa-
Bakuwuna.

Ha osTHkeTke amnynasl c
BaKLHHOI YKa3aHo:
CoxkpaiieHHOE  TOproBoe
HaWMeHOBaHMe npenapara
(BAKTPUBHP),
J103HPOBKA/KOJIMHECTBO
npenapara B ammyie (1
103a), IYTh  BBEIEHMs
(NMOIKOKHO), HOMeEp
cepuu (6ykBeHHO-
uudpoBoe 00O3HAYEHHE),
jata HCTEHEHHMA CpokKa
rOAHOCTH.

1)ITepBuuHas ynakoBka -
PactBoputens (Boza ans
HHBEKLMIL)

Ha sTHkeTke aMmmyiasl c
pacTBOpUTENeM  yKa3zaHo
TOProBO€ HaWMeHOBaHHE
pactBopuTens,
KOJIH4ECTBO
pactsopuTesid B ammyJe
(o0beM B MUIIMAMTPAX),
Homep cepuu (OyKBeHHO-
uudpopoe 0OO3HaUEHHE),
Jara  MCTEYEHMs CpoKa
FOHOCTH.

2) Bropu4Has ynakoBka.

Ha mavke ¢ KOMIUIEKTOM

yKa3aHo:
a) TOProsoe
HalMEHOBaHMe npenapara

BAKTPI/IBI/IP

;ma KOpH,
SR

IZW&W i Bnapotuta

10T he '{é

\Jﬂ‘ﬂb@}, altdnas 7 Kisas),

b{jm@pe ~Ha IME/HOBZIHM@

d%l&*ﬁ@pmmﬂgi l((s{o:xa s

, A
¢IIIpOBOUHOE
e npenapata

VKa3bIBAIOT: s
a) TOprosoe HaHMeHOBaite M S Kopi,
npemapara  (BAKTPHBHP KPACHYXH U MapoTHTA);
KoMGuHMpOBaHHAL — BaKUMHA B) CoRnasmensa
NPOTHB KOPM, KPacHYXd H RS
MapoTHTA KyJIBTypabHas J———




JKuBad), TOProBoe
HAWMCHOBAHKME PACTBOPUTENA
(BOna 1151 MHBEKLHMIT);

0) rpynn1poBoOvHOE
HaHMEHOBaHHE npenapara
(Bakuuna nas npodunIakTHKH
KOpPH, KPacHYXH U MapoTHTa);
B) COKpalleHHoe
HaMMEHOBaHHe aepiKaresns
PerHcTPaLHOHHOTO
YIOCTOBEpeHHA
NeKapcTBEHHOTO  penapara
(AO «HIIO «Mukporen») n
ero ToBapHblil 3HaK;

r) azpec u  TteaedoH
aepIKartesis
PErHCTPALHOHHOTO
YIOCTOBEpPEHHSA
JIeKapCTBEHHOrO Npenapara;
1) JIeKapCTBEHHYH  (dopMmy
npenapata (axodunusat ans
MPUrOTOBJICHHUS PacTBOpa ANs
MIOJKOIKHOTO BBEICHH);

e) no3uposky (1 103a);

xK) KOJTHYECTBO
JIeKapCTBEHHOrO MpenapaTa B
yrnakoske (10 amnys BakUMHbI
mo 1 1o3e), KOJHUECTBO
pactBopuTtens B ynakoske (10
ammnyn pacteopurens (Boaa
U HHBEKUME) mo 1 mi);

3) uHdopmauHl0 O cocTabe
JIEKapCTBEHHOIO  mpernapara

(Cocras) % cocTase
pacTBOpHTEIA (Cocras
PacTBOPHTENS);

1) HOMEp Cepuu npenapara u
HOMEp CepuH pacTBOpHTENs
(6yxeenno-undposoe
obo3naueHie);

K) naty fIPOM3BOACTBA
npenapara;

) HaTy MCTEHEeHMs CcpoKa
FOAHOCTH KOMIUIEKTa
(KoMmnnekT roaeH a0...);

M) YCII0BHA XpaHeHHUs
(Xpanute npu Temneparype
or 2 10 8°C. He
3aMOpaKMBaTh.);

H) 0OyTe  BBeleHHA  (Ha
BTOPHMHOH  yrakoBKke  He
YKa3aH, Tak KaK OH BK/IIOUEH B
Ha3BaHHe NeKapCTBeHHOH
dhopmbl);

0) YCIIOBHS OTITyCKa;

) NpeaynpeanTeNbHbIE
HaANHuCH: ((CTGPMJ’IBHO)),
«XpaHUTb B  HEAOCTYIHOM
s aetei mecTey,
«Coaepxut OCTATOUHYIO
TEXHOJIOTMYECKYI0  MpHMech
reHTaMHLHHA cynobar
(cnenoBbie KOHYECTRA);

p) WTPUX-KOI;

PerucTpautoHHoro
VIOCTOBEPEHHS
JIEKapCTBEHHOTO
npenapara (AO «HIIO
«MukporeH») ®  ero
TOBapHbI 3HAK;

r) aapec u TenedoH
aeprkaTesis
PErHCTPaUHOHHOTO
YAOCTOBEPEHHS
AeKapCTBEHHOTO
npenapara;

I) nekapcTBeHHas ¢opma
npenapara (auoduauzar
Anst MPUrOTOBRICHHUA
pacTeopa ans
MOKOYKHOIO BBEICHHS);
e) ao3uposka (1 103a);

xK) KO/HYeCTBO
JIEKapCTBEHHOrO
nperapara B yNakOBKe
(10 ammyn BakuuHel o 1
103e), KOJIHMUYECTBO
pacTBOPHUTENA B YIAKOBKE
(10 amnmyn pacTtBOpHTENS
(Boja il MHBEKLMIT) Mo
1 mi);

3) HHpOpMauMs 0 cCocTaBe
JIEKAPCTBEHHOTO
npermmapara (Coctag) u
coCTaBe  pacTBOPHTENs
(Cocras pactBOpuTEs);
) HOMEp cepuu
nperapata M HOMeEp
cepuu pacTBOpHTENS
(OyksenHo-uMppoBoE
obo3HavueHue);

K) Jata MpOH3BOACTBA
nperiapara;

J) jlata MCTeYeHHs cpoka
FOAHOCTH KOMILTIEKTa
(KomnuiekT roaex 10...);
M)  YCIOBMS  XpaHeHMs
(XpaHuTs npu
Temmnepatype oT 2 g0 8°C.
He 3amopaxuBarts.);

H) nyTh BBeaeHus (Ha
BTOPUYHOI ynakoBke He
yKa3aH, TaKk Kak OH
BKIIQUEH B Ha3BaHMe
§ BCHREH (DopMbl);
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reHTaMHLMHA
cy:fb(baT (cnenosnie
KOIMYECTRa);

p) WTPUX-KOA;

c) crnocold npuMeHeHus
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c) crnocod NIPUMEHEHUS
(«Criocob  mpuMeHeHus: cu.

HHCTPYKLHIO o

MEIMLMHCKOMY NPHMEHEHHIO ApHMeHeHuI0  (JIMCTOK-

(MUCTOK-BKIAABILI))N; BKJIAMBILL))»;

T) CpPeACTBO HACHTH(UKALIMH. T) CPEACTBO
HIeHTH HKALMH.

(«Cnocod  npuMeHeHus:

CM.  MHCTPYKUMIO {10
MEIMUMHCKOMY

TpaucrnoptupoBaHue

[Tpu temneparype ot 2 g0 § °C.

He 3am OpaKHBaThH

XpaHeHue

pu Temnepartype ot 2 s10 § °C.

He 3aMoOpaxuBaTh

CpoOK roaHoCTH

2 roxa

18.12.2025
31.12.2027

JHara Beinycka
loznen no

Jakiyenne:

Baxuuna BAKTPHBHP KombunnposanHas BakiiiHa NPOTHUB KOPU, KPAaCHYXH U MapoTUTa

KyJbTYpajbHas KHBAA, IMOQHUIN3AT A5 MPHTOTOBICHH PACTBOPA /LTS MOAKOKHOTO BBedeHus | 103a
cepun Ne M00325 B xommniexTe ¢ pactBoputenem cepun NeT400825 coorserctByet Tpedosanusm HJJ

JITT-Ne (001494)-(PT-RU)-090625

3aMecTHUTENb JHPEKTOpaA No KA4YECTBY
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