Brimcka
U3 peecTpa pa3peleHuii Ha BBOJ B IpaXkKIaHCKUil 060pOT
Ka)XI0¥1 CepUU WU KaKI0H NapTUM MPOU3BEICHHOTO
B Poccniickoit @enepanum miu BBo3uMoro B Poccuiickyro ®eneparuro
IMMYHOOHOIOTHYECKOTO JIEKAPCTBEHHOTO IpernapaTa

1o coctossHuro Ha 06.07.2026 14 4. 15 MuH.
(nata, Bpems)

Perucrpannonnsiit Homep paspemenus P006-00110-77/05506787
Jara Beiauu pasperrenus 06.07.2026

ITonHOE U cokparneHHOe (IPU HAIMYKMK) HAUMEHOBAHHUE 3asBUTENS AKIIMOHEPHOE
0061mecTBo "HayuHO-IpOU3BOJICTBEHHOE 00BEAMHEHNE 110 MEAUITMHCKAM
UMMyHoOHonornyeckuM npemnaparam "Mukporen"; AO "HITIO "Mukporen"

AJipec B mpefiesiaX MecTa HaxoxneHus 3asutesis 115088, Pocens, . Mockaa,

vi. 1-g JIybpoBckas, a. 15. ctp. 2

W nenTruKaoHHbIi HOMep HaJIOTOIUIATEbINUKA 3asaBUTENs 7722422237

Jlata rocy 1apcTBEHHOM perucTpaIy WIN PerucTpalii MIMMYHOOHOIOTMYECKOTO
JeKapcTBeHHOro npemnaparta 05.09.2022

PeructpanroHHbIii HoMep IMMYHOOHOIOTHYECKOTO JIEKApCTBEHHOTO Mpenapara
JITI-Ne(001181)-(PI"-RU)

Toprosoe HanmMeHOBaHKWE MMMYHOGHOIOTMIECKOT0 JIEKAPCTBEHHOTO TIPenapara
BakimHa mapoTUTHO-KOPEBasl KYJIbTYpAIbHAS JKUBAS

MexnyHapoaHOe HEAaTeHTOBAaHHOE, WK TPYIIIIMPOBOYHOE, I XUMHIECKOE
HauMEHOBaHME UMMYHOOMOIOTMYIECKOT0 JIEKAPCTBEHHOTO TpenapaTa Bakuuna s
NpohMIAKTUKY KOPU U ITAPOTUTA .
®opma BEIITy CKa IMMYHOOHOIOTHYECKOT0 JIEKapCTBEHHOTO TIpenapaTa (¢ yKa3aHueM
JIEKapCTBEHHOM (hOPMBI, 103UPOBKH, BU/a YIIAKOBKH M KOJIMYECTBA B YIIAKOBKE)

Ao GUIN3aT A IPUTOTOBJIEHUS PACTBOPA UL TOIK0KHOTO BBenenns (1 1o3a) -
amnyJsl (10 mT.) - TaYKy KapTOHHBIE /B KOMILIEKTE ¢ PACTBOPUTEIEM: BOIA JUIS
UHBEKINH (ammryJibl) -10 1mr./ - uid Je4eGHO-po PUIAKTHIECKHX VUPEKIEHUI
Homep cepyn win napTiu MIMMYHOOHOIOTHYECKOTO JIEKAPCTBEHHOTO TIpenapara
M401426 (cepus pactsopureiss T130326) T
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HaumeHoBaHMe 1 CTpaHa IPOM3BOUTEINS IMMYHOGHOJIOI HYECKON S BREIQTO
lpeTiapaTta, OCYIECTBIIAIOMCIO BBIITY CKAIOIIUN KOHTPOJIb Ka4eCHB s |
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HayMeHOBaHNS U cTpaHB! IPOM3BOAUTENEH HMMYHOOHOIOTHYECKOTO
JIEKapCTBEHHOT'0 MpemnapaTa, OCYEeCTBIIIOMINX CTaIuH MPOU3BOACTBA AKIIMOHEPHOE
o0mecTBo "Hay4yHO-NIPOU3BOACTBEHHOE OOBEIMHEHUE 10 METUITHHCKIM
MMMYHOOHonornuecknM npenaparaMm "MukporeH" (AO "HIIO "Mukporen")
[IIpounzBoautens (roroBoii JI®)], Poccus

AximoHepHoe 06mecTBo "HayuHo-IIpoN3BOICTBEHHOE 00bEIMHEHHE 10
MEIMIIMHCKUM UMMYHOOMOI0rmaeckuM npenaparam "Muxporen” (AQ "HITO
"Mukporen") [YnakoBmuk/dhacoBInuk (B IEpBUUHYIO VIIakoBKY)]. Poccus :
AximonepHoe 061mecTBo "HayyHo-IIpon3BOICTBEHHOE 00LEIMHEHHE 10
MEIMIIMHCKUM UMMYHOOHOJI0rHYecKuM IpenaparaMm "Muxkporen" (AO "HITO
"Muxporen") [VnakoBmuk/hacoBIyk (BTopuuHasg/TpeTH4Has yriakoBka)], Poccus

O6beM cepur WK IAPTUH UMMYHOGHOIOTHYECKOTO JIEKAPCTBEHHOTO TIperapara
2758

(KONMYECTBO yIaKOBOK)

Cpox rogHoCTH (TOJIEH 10) MMMYHOGHOJIOTHYECKOTO JIEKAPCTBEHHOTO MpenapaTa
05.2027

Paspemenue BbIIaHO HA OCHOBAHHMH 3aKJIIOYEHHUSA

UCTIBITATEIFHOIO IIEHTPa 3KCIEPTU3bI KAYeCTBA MEIUIIMHCKUX
MMMYHOOHOJIOTMYECKHX NpernapaToB OenepaabHOro rocy1apcTBEHHOTO GFOKETHOTO
yapexaenus "HayuHblil HeHTp 5KCIePTU3bI CPEACTB MEIMUIIMHCKOrO IPUMEHEHHS "
MunvcrepcTBa 3apaBooxpanenus Poccuiickoii ®eneparmyn

(HanmeHoBaHuUe (BenepaTbHOro rOCy AapCTBEHHOTO GHOIKETHOTO YUPEKICHH)

ot 03.07.2026 Ne 683/HIIDCMII.

(mara) (Homep)

(ycunenHas KBanu(UIHUPOBaHHAS 3JIEKTPOHHAS TTOANUCH YIOJHOMOYEHHOTO J'IHI_[ >
Haza3opy B cepe 3mpaBooXpaHeHH s ) &

JAOKYMEHT IIOATIMCAH
SJIEKTPOHHOU ITOJIIUCEHIO

Ceprudukar OEFO3CEF1F4E72029AD243F0C2179A41
Bnanenen ITapxomenxo JImurpuii BeeBomoxosuyu
JeiicrBurenes ¢ 10.06.2026 no 03.09.2027




AxupoHepHoe 06mecTso

«Haquo-npomsoncrseHHoe obbeAnHeHHE 10 MEOUUHMHCKUM I'IMM}’HOﬁHOﬂOPH‘{ECKHM npenaparam

«MuKporen»
Anpec MecTa OCYWECTBEHUS JIMLEH3HPYEMOro BUAA AeATENBHOCTH!
Poccus, 115088, r. Mocksa, yn. 1-s1 lybposckas, .15, ctp.2
info@microgen.ru. (495)710-37-87

ITACIIOPT
Ne 0165 ot 29.06.26

BaKunHa RapOTHTHO-KOPEBast KYJAbTYpPalbHas JKHBast

Bakuuna gisa HpOCI)HJlaKTllKH KOpPH H NAPOTHTA mmcbn.unsa'r AJIA NIPHIOTOBJIEHHA PacTBopa AJs MOXKOXKHOI0

PerucrpauioHHOE yIOCTOBEPEHHE
HopmatHeHas a0KyMeRTaLua

HoMep cepun BakUHHEI
Homep cepuy Bojs! Ui HHbEKUMK

Cocras:

T130326

BBCOCHHSA

JITT-Na(001181)-(PT-RU)
HJI JITT-Ne (001181)-(PT-RU)-170624
M401426

Onna npuBUBOYHAs f03a npenapata (0,5 MIT) COASPKUT:
JeiicTByiomue BelecTsa:
- BUpyc Kopu — He Mexee 1 000 (3,0 Ig) TKaHEeBEIX LUTONATOTEHHEIX 103

(TLLIS0);

- BUpYyC napotuTa - He meHee 20 000 (4,3 Ig) TLI50;
BcenoMoraTenbHble BEeHIECTBA:

- BoAHBIH pactrop JIC -18 - 0,08 mn ;
- wenatuna pacteop 10 % - 0,02 mMn

- reHTaMuumHa cynsdar — e Gonee 20 mkr.

PacTeopuTenh: BoJa ANS UHBEKLMH

Konuuectso B cepun, en. uamepenusa 2758 YIaKoBOK
Iarta npou3BoAcTBa/ aTa BEIMyCKa 0626
JlaTa oxOH4YaHUA CpOKa FOAHOCTH 0527
PesyneTaTh! ucnbiTaHui
Koutpoanpyemsie TpeboBanusa MeTtoabl PesyabTaThl
NOKA3aTeaH cnenudKanny KOHTpOJS HCABITAHMIT
Onucauue JInodunuzar - JInodunuzar - ogHOpoaHas
OIHOPOJHAS NOpHCTAs BusyaneHslii nopucTas Macca
Macca OT JKeJITOBATOro 3KeJITOBATO-PO30BOIO
IO pO30BaTOro IBETA, 1|BeTa, TUrPOCKONMMUYHA
TUTPOCKONHUYHA BoccraHoBNEeHHBIH
BoccranoBneHHBbIH npenapar - npospayHas
npemnapar - npo3pavHas YKHIKOCTE PO3CBOrO LIBETA
)KMAKOCTh PO30BOTO CoorsercTpyeT
uBeTa
ToanuHHOCTE HomxeH conepxathb Peaxuus neiitpanuzauuu
BHPYCHI KOPH 1 LMTONATOTEHHOro ACHCTRHS
NapoTHTa BHPYCOB NApOTHTA H KOPU Ha
4yBCTBHUTENbHBIE KNETKU Vero
cneuuUUeCKUMHE UIMMYHHBIMH
ChIBOPOTKAMMU
Bpems pacTopeHus JomkeH pacTBOPATLCS B
TEUEHHE 3 MHUH NPH BusyanbHblit
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BHeceHuu B amnyny 0,5
M1 Boage! s nHBEKUHIA

BHeceHuy B aMnyny 0,5 Mn
BOABI OnA um,elcuuﬁ Ha

Ha 103y nosy
CooTBeTCTBYET
pH 0173 n0 79 TloTeHUUOMETPHYECKHIA, 7,7
I'®d PO Coorsercteyer
Mexauuueckue B 2 amnynax u3 80 Busyansnblii, CootgeTcTBYET
BKIIOYEHUS JONycKaeTCsa Haluuue re pe
MEXaHU4YECKHX
BKJIIQYECHUH
TloTeps B Macce npu He 6onee 2,0 % I'paBumeTpuyeckuii, 0,9 %
BBICYUIMBAHMM ' PO CoorBeTcTBYET
CrepunpHOCTb He nomxeH conepxatsb MeTox npAMOro nocesa Uiu He conepoxur Gaxtepuii u
6akrtepuii u rpubos mem6panHoii QuabTpaLuy, rpu6os
I'd PO COOTBETCTBYET
AHoMansHas HomxeH ObITh Buonoruueckuii, Herokcuuen
TOKCHYHOCTh HETOKCHYHBIM I'd PO Coorserctyer
Creuuduueckas IpuBuBOUHAZ J032 Kyastypansnsiit Bupyc kopu - 13800 (4,14
aKTHBHOCTH BakwuHel (0,5 M) (Ompegenenye no lg TLIO50/0,5 mn)
IOIDKHA COLEPIKaTh He LHTONATOMrEHHOMY JEHCTBUIO Bupyc naporura ~-125900
menee 1 000 TkaHeBBIX BHPYCOB Ha KIETKH Vero) (5,1 1g TLLA50/0,5 M)
LMTONATOrEHHBIX 103
(TI1[s0) BHpyca KOpH CoorsercTByeT
(e menee 3,0 1g
TH Hs0/0,5 Ma) v
He menee 20 000
TKaHEBbIX
LM TOMNATOrEHHBIX 103
(TLOs0) Bupyc napotuTa
(ne menee 4,3 Ig
TUds0/0,5 M), ¢
npeobnagannem
NapOTHTHOTO
KOMIIOHEHTa He MeHee,
ueM Ha 0,9 lg Bupyca
TIs50/0,5 ma
Briunii He Gonee 50 ur B opHolt | IMMyHO(pepmenTHEI, IO PO 6,2
CHIBOPOTOYHEIH NpUBHBOYHOM Ho3€ CooteercTByeT
anbOyMuH BaKLUMHBI
BaktepuansHble Menee 20 EQ/mn KauecTeeHHbI# rens-TpoMO TecrT, Memnee menee 5,0 E9/man
SHAOTOKCHHBI IO PO, 0OBC.1.2.4.0006.15,
MmeTon A
INTocToponnke He Gonee 20 mxr B Merton auddysun B arap, 10,7
npUMecH: OZHOH MPHBUBOYHOMN T'd PP, CoorBeTcTBYET

reHTaMHLMHA cyabdaT

HJ03€ BAKIIHWHEI

09C.1.2.4.0010.18

PacTBOpHTeJIb, BHINYCKAEMbIH B KOMILIEKTE

¢ IpenapaTom: BOJA AJsl HHbeKIuii

Onucanue BecusetHas npospaunas | OpraHonenTHYecKuii BecupeTHas npospayuHas
MHIKOCTE 6e3 3anaxa KHAKOCTB Oe3 3anaxa
CoO0TBeTCTBYET
pH ot 5,0 no 7,0 IMoTteHuuomerpudeckuii, ['G PO, 5,9
O®C.1.2.1.0004.15 CooTBeTcTBYET
KucnotHocTs niu Ipu nosieneHUK KauecTeeHHas peakuus ¢ KuenoTHocTs

LUENOYHOCTD

JKENTOrO OKPAlHBAHUA
OHO JIOJKHO M3MEHHTRCA
Ha KPacHOE WK PO30BOE
OT npubasneHus He

(peHonOBOrO
KpacHOT'O pacTBOPOM,
e Po, ®C.2.2.0019.18

Ol(pamca H3MEHHIachk OT

\
a3

Gonee 0,1 mn 0,07 M BYSDricoys,\
—_KOMTanng,
pacmeopa nampus N‘\HMMN o
“INationa
audpokcuda; npu ’"”"””’)bfnhlvim
v ValCa
MOABJIEHUH KPacHOTO  Compapy,
HJTH PO30BOTO e ‘(',”'f Stock
-Oipany
OKpalUKMBaHKA OHO . 1
%’W OCKBA *
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JIOTHKHO H3MEHHTBCA Ha
KENToe OT NpHbGaBneHus
He Gonee 0,15 mn 0,01/ M
pacmeopa
XA0pUCMOBOOOPOOHOI
KUCHOMbL.

Onextponpoeoanocts | He Gonee 25 MxCm/cm Konpykromerpuyeckuii, 10,0 MxCwm/cm
EBponetickas ®apmaxones 8.0 CooTBETCTBYET

Mexanuueckue JlomKeH BbIASPKHUBATE BuzyanbHblii, BeinepkuBaet TpeGoBanus
BKITIOUEHHS TpeGoBaHus I'd PO, ODC.1.4.2.0005.18 CooTBeTcTBYET
BuaiMble yacTHIBI
Hesnaumele wvactuup! | B ofHolt ammyne, Cuerro-(oToMeTpHYECKHH,

OyTbLike MM daxoHe I'd PO, ODPC.1.4.2.0006.15 CooteercTByeT

CpeiHee HYHCNO YaCTHI

pasmepoM 10 MM H

6onee He DOMKHO

npeseimiats 6000, a

CpelHee YHCII0 HacTHLL

pa3MepoM 25 MKM U

fonee He AOMKHO

npeesbimars 600
Cyxoit ocTarok He 6onee 0,001 % I'paBumeTpuueckuii, 0,0003 %

T'd PO, dC.2.2.0019.18 CoOTBETCTBYET

Boccranapnusaromue | JOMKHO COXpaHUTLCH Peakuus ¢ pacTROpoM Kanus Po3zoBoe okpalunBaHte
BEILLECTBA po3osoe TNiepMaHraHaTa M CePHOM KHCNOTOH | coXpauseTcs

OKpallliBaHue Pa3BERCHHOH, CooTBeTcTBYET

T'® PP, $C.2.2.0019.18

Vra epona AMOKCHA

He noyixHO OBITE
MOMYTHEHHs B TeUeHUE
1y

Peakuus ¢ KaNbUuA THAPOKCHAZ
pacTeopoM

(U3BECTKOBOM BOAOI),

I'® PO, $C.2.2.0019.18

B Teuenue 1 4 noMyTHeHue
He HabnogaeTca
CooTBeTCTRYET

Hurpartel v HutpuTel | He Gonee 0,00002 % Peaknusa ¢ audennnaMuHa menee 0.00002 %
(0,2 ppm) pacTBOPOM CoorseTcTBYET
I'dPD, $C.2.2.0019.18
AMMOHMIA He 6onee 0,00002 % Peakuus ¢ peaxtuBom Heccnepa, menee 0.00002 %
(0,2 ppm) T'd Pd, ©C.2.2.0019.18 CooTBETCTBYET
Xnopunsl He nomxkHo GBITh Peakuus ¢ cepebpa HUTpara OnanecueHuus He
OMaNeCUEHLMH PAcTBOpOM, Habmonaetcs
I'o PO, ©C.2.2.0019.18 CooTBeTcTBYET
Cynegats He nomkHo 6BITE Peaxuus ¢ 6apus xnopuna B Teuenue 1 4 noMyTHeHue

NOMYTHEHHA B TEUSHHE
He MeHee 1 y

PacTBOpPOM,
I'd PP, #C.2.2.0019.18

He Habmopaercs
CooTsercTByeT

Kanbnuuit u Maruuii

JomkHo HabnoaaTecs
YHCTO CHHEe
OKpal{BaHue pacTeopa
{6e3 duonerosoro
OTTEHKa)

Peaxuus ¢ HaTpuAa 34eTaTa
pacTBOpoOM,
I'd Pd, C.2.2.0019.18

Habnionaercs 4HCTO CHHee
OKpallMBaHKE PacTBOpa
(6e3 duonerosoro
OTTEHKa)

CooTsercreyeT

Taxensie MeETaIIIbI

He nonxHo 6BITL

OxpamuBaHue 1

OKpalUMBaHHs. pacTBopoM, ¢ P onanecueHLua He
Honyctuma cnabas D PP, OC.2 %, nabnonaercs
onanecueHI|s oT MeTox 1 ol
BBIJIENMBIEiCS cephl.

Hssnexaewmblii o6bem | Homxen OviTh He Menee | ['d Pd, O4

HOMMHAIJIBHOTO, €CJIH
YIIaKOBKH HCCIEAYIOTCA
UHAMBUAYANBHO. [Ina
YIIaKOBOK C
HOMHHANEHBIM 00BEMOM
2 MI K MeHee
HU3MepeHHbI 00BeM
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O0JDKEH OLITh He MEHee
CYMMBbI HOMMHANEHEBIX
obnemoB
UCCACAOBAHHBIX

YNaKOBOK.
BakrepuanbHsie IpenensHoe KauecTseHHB1i renb-tpoMé recr, menee 0,25 E3/Mn
3HIOTOKCHHE! coaepxanue T'® PO, ODC.1.2.4.0006.15, CooTtreTcTBYET
GaxTepuanbHBIX meTon A
3HIOTOKCHHOB B
npenapare He 6onee 0,25
E3/Mn
CrepuiibHOCTE HomikeH 66ITh MeTon npaMoro nocesa uan CrepunbHo
CTEpUIILHEIM METOZ CootsetcTByer
memOpanHoH (UIbTpauuy,
T'® PO,
0®C.1.2.4.0003.15
¥YnakoBka IlepBuunas ynaxkoBka - BusyanbHeli IMepruunas ynakoeka -

Bakuuna

Baxuuny BeIYCKAIOT 1O
1 noze B amnyne
BMECTHMOCTEIO 2 MJI H3
cTekna 1-ro
THOPOMUTHYECKOrO
Knacca.

Ha xaxcayio amnyay
HaKJIEMBAIOT 3THKETKY
CaMOKJIes LYIOC MIIH
TEKCT HAHOCT
HENnocpenCTBEHHO Ha
amItyJ1y MeToaoM
KaniecTpyHHoil nevyary.
Pacteoputens (Boaa ana
MHBEKLMH)

Ilo 1 Mn B amnynax

Ha xaxayio amnyny
HaKJIeHBAIOT ITHKETKY
CaMOKIeALYIOCH UMK
TEKCT HAHOCAT
HENOCPENCTREHHO Ha
aMIyJTy METOIOM
KanyecTpyiHoi neyaty.
BTopuynas ynakoBka

B mauke u3 xaprona 10
aMITy) ¢ BakLKHOH no 1
Ji03e B amIyne,
NOMEILEHHBIX B
KOHTYPHYIO A4EHKOBYIO
yrnaxoBky, 10 amnyn ¢
pacTBopHTeneM (Boja
7 uHbeKumit) mo 1 mn
B aMITyJie, TOMeIEHHBIX
B KOHTYPHYO
AYEHKOBYIO YNIaKOBKY
BMECTE C MHCTpYKLHei
N0 MEAMLUHCKOMY
NPUMEHEHHUIO (JIUCTKOM-
BKJIAZbILLIEM), HOXKOM
aMnynbHBIM MITH
ckapupuKaTopoM
aMIyJIBEHBIM.
JlomoNHUTENEHO B nauKy
MIOMEILAOT BKNAABIL C
JIMYHBIM HOMEPOM

Bakuuna

Bakuuna Beinyuiena ro 1
no3e B amnyJe
BMECTUMOCTBIO 2 MI M3
crexna 1-ro
FUAPOJIMTHYECKOro Knacca.
Ha xaxnyto amnyny
HakneeHa 3THKeTKa
camoKmeawascs

Pactoputens (Boga ans
HUHBEKLMIA)

ITo | Mn B ammynax

Ha xaxxpyro ammyny
HakJleeHa ITUKeTKa
caMoKNesascs

BTopuunas ynakoska

B nauke u3 kaptoHa 10
aMmyJi ¢ BakuyHo 1o 1
Zo3e B aMIyne,
MOMEILEHHBIX B
KOHTYPHYIO SUEHKOBYIO
ynaxoBky, 10 amnyn c
pacTBopuTeneM (Boaa ans
WHBEKUMIA) o 1 mn B
amnyJie, NOMEEHHBIX B
KOHTYPHYIO S4SHKOBYIO
YNAaKOBKY BMECTE C
HHCTPYKUHE#H 1o
MeAULIHHCKOMY
MPUMEHEHHIO (JINCTKOM-
BKIAABILIEM ), HOXKOM
aMIYNEHBIM HIH
ckapugykaTopom

aMMyJEHBIM.
JIONOJHUTENBHO B NAYKY
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yxaan4uka. Ipn
YNaKOBKe ammyJ,
WUMEIOLUMX KOJBLO
U30Ma MM TOHKY JJIf
BCKPBITHS, HOK
AMIYJIBHBIA UITH
ckapudukaTop
aMIybHEeIH He
BKJIZABIBAIOT.

HE BKNaAbIBAIOT.

CooTBeTCTRBYET

MapxupoBka

IMepsuunas ynaxosxa.

Ha amnysie ¢ BakumHO#M
YKa3bIBAIOT:
CoxpalleHHOE TOProBoe
HaUMEHOBaHHe
npenapara
(«\BAKITMHA
[TAPOTUTHO-
KOPEBAI»),
KOJIMMECTBO Npenapara B
amnyae(«1d.»), nyTs
seeaeHus («I1/K»),
HOMep cepuu
(ByxBenHO-LU(ipOBOE
obo3HaueHue), ZaTy
HCTEYEHUA CPOKa
FOAHOCTH.

Ha sTukeTke amMnyns! ¢
BaKLUMHOH YKa3bIBaIOT:
CoxkpalueHsoe Toprosoe
HalMEHOBaHHE
npenapara (Bakunxa
NapoTHTHO-KOpeBas),
KONUYECTBO Npenapara B
amnyne (1 no3a), nyTs
BBeJieHUs (TTOAKOKHO),
HOMeEp CepuH
(6ykeeHHO-LMDpOBOE
o603Hauenne),JaTy
HCTEHYEHUA CPOKa
FOHOCTH.

Ha amnyne unu
3THUKETKE aMIynbl C
pacTBopHTENEM
YKa3bIBalOT TOProBoe
HaHMEeHOBaHHe
pacTBOpUTENS,
KONHY€CTBO
pacTBOpUTENs B aMiyne
(o6BEeM B MUIIMIMTpAX),
HOMeEp CepHu
(6yxBeHHO-1IUpOBOE
o6o3HayeHue), JaTy
HCTEUEeHUst CpoKa
FOJHOCTH.

BropuuHas ynakoBka.
Ha nauke ¢ koMIIeKToM
YKa3bIBAKOT:

a) TOproBsoe
HaWMEHOBaHHe
npenapara (Baxuuna
NapOTHTHO-KOPERas
KyNbTYpanbHas XKusas),
TOPrOBOE HAKMEHOBAHKE

BusyanbHuiit

o) C('ln

+Nalig

IlepBuuHas ynakoBka.
Ha 3THKeTKe amnynel ¢
BAaKLMHOM yKa3aHO:
CoxkpaleHHOe TOprosoe
HaMMEHOBaHHE Npenapara
{Bakuuna napoTHTHO-
KopeBas), KOJIMYECTRBO
npenapata B amryne (1
103a), YTk BBEIEHH:
{moaKoKHO), HOMEp Cepurt
(6ykeenno-uudposoe
0603HaueHue), gata
MCTEUEHHs CpOKa
FOHOCTH,

Ha 3THKeTke ammyJisl ¢
pacTBOPUTENEM YKazaHO
TOProBOE HaHUMEHOBAHNE
pacTBOPHTEJIA, KOMMYECTBO
pacTBOPHTENA B amnyne
(06BbeM B MUINTUIHTPAX),
HoMep cepuy (OykBeHHO-
uugporoe o603HaueHHE),
AaTy UCTEYEHNS CPOKa
FOJHOCTH.

BTopuuHras ynakoBka.

Ha nauke ¢ KOMNAEKTOM
yKa3aHo:

3) TOproBoe HaUMeHOBaHHE
npenapara (Baxuuna
NMapOTUTHO-KOpeBas
KYJbTypaibHas )KHBas),
TOProBO€ HaUMEHOBAHHE
pacTBopuTens (Bona ans
HHBEKUHIH);

6) rpynmnupoBrouHOe
HAaUMEHOBAHHE Tpenapara
(Bakuuna s
NPOHNAKTHKY KOPH ¢
NapoTHTa);
EB)GOKPalEHHOE
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pactBopuTens (Bona ans
MHBEKLHIT);

6) rpynnUpoBoOYHOE
HaHMEHOBaHHE
npenapara (BaxuuHa
11 MPOMUAAKTHKH KOPH
U MapoTUTa);

B) COKpalleHHOoe
HAUMEHOBaHUE
Jepakarens
PErucTpaLMOHHOrO
YIOCTOBEPEHUS/TIPOU3BO
IOWUTENA JeKapCTBEHHOro
npenapara (AO «HIIO
«MHKpOTeH») U ero
TOBapHBIi 3HaK;

r) azgpec u TenedoH
JepIKarens
PETHCTPALHOHHOTO
YAOCTOBEPEHHA/TIPOU3BO
JIMTEJIS JIEKapCTBEHHOTO
npenapara;

L) NEKapCTBEHHYIO
dopmy (nuodunusar ans
MPUrOTOBNEHMS
pactBopa s
NOJIKOXKHOTO BBEIEHHUR);
€) NO3UpPOBKA sl
JIaHHOTO
JIEKapCTBEHHOTO
npenapara He
yCTaHOBNEHa,

) KONHYECTBO
NeKapCTBEHHOT0
npenapara B yrakoBKe

(10 amnyn BakuuHst no 1
J103€) KOJTMHECTBO
pacTBOpuTeENs B
ynaxosxe (10 ammyn
pacTBopuTens (Boza Ajis
nHbekuyit) mo 1 mn);

3) uadopmManus o
COCTaBe JIeKapCTBEHHOr0
npenapara (Cocras) u
COCTaBE PAaCTBOPUTENS
(Cocras pacTeoputens);
) HOMEp CepHH
nipenapara U HoMep
CEePUH PacTBOPHTES
(6yxBeHHO-uH(ppOBOE
ofo3HaueHue);

K) IaTy MpOM3BOACTBA
npenapara,

1) AaTy McTeueHus
Cpoxa rofHOCTH
xommnekTa (Komnnexr
FOZIEH 110...),

M) YCIIOBMA XpaHEHMUs
(Xpanuts npu
Temneparype ot 2 10 8
°C. He 3amMopaxuBaTh);
H) NyTb BBeEHUA (Ha
BTOPHYHOH YIaKOBKE He

TOBAPHBIH 3HAK;

r) azpec u TenedoH
epxaTens
PErMCTPaunOHHOrO
YAOCTOBEPEHH/TIPOU3BOJIH
TeAs NeKapCTBEHHOro
npenapara;

1) nekapcTBeHHas (opma
(miodunuzar ana
NPUrOTOBJIEHUS pacTBOpa
JUIA MOZKOMKHOTO
BBEJIEHUS);

€) HO3MPOBKA [V AAHHOTO
JIEKapCTBEHHOTO
Mpenapara He
YCTaHOBJISHa,

) KOJIHYECTBO
JIEKapCTBEHHOTO
npenapara B ynakoeke (10
amMnyJa BakukHe! 1o 1 pose)
KOJIMYECTBO PACTBOPHUTENS
B ynakoske (10 amnyn
pacTBOpUTENs (BOAA A
MHBeKUHIA) mo 1 mn);

3) uHdopMaUua O cocTaBe
NeKapCTBEHHOTO
npenapata (CocTas) 1
COCTaBE PacTBOPHTENS
(Cocras pacTeopuTens);
M) HOMep cepHu npenapara
H HOMep cepuu
pactBopuTena (OyKBeHHO-
uudporoe 0Go3naueHue);
K) OaTy MpPOH3BOACTBA
npenapara;

) naTa HCTeueHHs cpoka
FOJHOCTH KOMIIEKTA
(KomnnekT rogeH fo...),
M) YCIOBHS XpaHeH!s
(Xpauuts npu
TeMnepatype ot 2 1o 8 °C.
He 3amopaxuBaTs);

H) NyTb BBeeHNs (Ha
BTOPHYHOH yTaKoBKe He
YKa3aH, Tak KaK OH
BKJIIOUEH B Ha3BaHue
nekapcTBeHHOH hopMbr);
0) YCI0BMS OTIIYyCKA;

I) peaynpeuTeNsHbIE
naanucu :«CTepHIbHOY,
«XpauuTh B HEJOCTYNMHOM
INA geTeil Mecrey;

p) WTPUX-KOX;

c) cnocob NpUMeHEHHS
(«Cnioco6 npuMeHeHHA:
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YKa3aH, TaK KaKk OH
BKITIOUEH B Ha3BaHHe
JIeKapCTBEHHOI hopMbl);
0) YCNOBHS OTITYCKa;

1) NpeaynpeauTebHble
Haanuck :«CrepuiibHOY,
«XpaHuTE B
HEIOCTYITHOM 1715 AeTeil
MECTED,

p) LWITPUX-KOZ;

¢) croco® mpuMeHeHus
(«Crnioco6 npumeHeHus:
CM. HHCTPYKLUHIO 110
MeINLIHHCKOMY
NIPHMEHEHHIO (JICTOK-
BKJIAZIBILL))»;

T) CPEICTBO
MIEeHTHHKALHUH.

TpaHcnopTupoBanme IIpu Temnepatype ot 2 1o 8 °C. He 3amopaxuBaTh
Xpanenue ITpu Temneparype ot 2 no 8 °C. He 3amopakuBathb
aTta NPOH3BOACTRA 02.06.2026
Cpok rogHocTH I ro A
e s Tozen 110 31.05.2027
3axnoyenue: BakunHa napoTHTHO-KOpeBas KyJbTypanbHas )uBasi, TM10QUIM3aT [/ MPUroTOBJIEHHS pacTBopa

ANA NOAKOKHOro BBeAeHus |1 1o3a cepun Ne M401426 B KOMIIEKTE € pacTBOpUTENEM CePUM

NoT130326 coorBercTByeT TpeGoBanusam HJI JITT-Ne (001181)-(PT-RU)-170624
OcH

Havanpauk OKK

Mypanosa f.A.
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