PA3PEIIEHUE

Ha BBOJI B TpakIaHCKuit 06opoT B Poccuiickoit @enepaiy cepuy Wi NapTUu
npousBeneHHoOro B Poccuiickoit @epepanun wim BBo3uMoro B Poccuiickyro deneparuro
UMMYHOOHOJIOTYECKOT0 JIEKAPCTBEHHOT 0 Ipenapara

Ne P006-00110-77/01964849 ot 10.03.2025

Boinano AxumonepHomy oOiecTBy "HayuHO-IpOM3BOACTBEHHOE OOBEAMHEHME MO MEAULHMHCKUM
UMMYHOOUONIOrMuYeckuM npenapatam "Mukporen", Poccus, 115088, r. Mockasa, yi. 1-s JlyopoBckas,
n. 15, crp. 2, UHH: 7722422237.
(HauMeHOBaHMe IPUIUYECKOro Jinla, opuauueckuii anpec, UHH)
denepanbHasi cay:xk0a 1o Hag3opy B cdepe 3ApaBOOXPaAHEHHMS] HA OCHOBAHUM 3aKJIIOYECHUS
UCIIBITATEIBHOTO LEHTPa HKCHEPTU3bl KAueCTBA MEIMLIUHCKUX UMMYHOOMOJIOTMYECKUX NpenapaToB
OenepalbHOT0 TOCY JAPCTBEHHOT0 O10KETHOTO YupexkaeHHus "HayuHblil IEHTp 3KCEepTH3bl CPECTB
MEIMLIMHCKOro NpuMeHeHus" MuHucTtepcTBa 31paBooxpanenus Poccuiickoi denepanuu
(HauMeHoBaHUE (eaepanbHOro rocyAapCTBEHHOTO OIOJKETHOTO YUPEXKACHUs!)
or 07.03.2025 Ne 151/HIIDCMII pa3pemaeT BBOA B rpakIaHCKHI 000poT
(nara) (Homep)

B Poccuiickoii Menepanuu HMMYHOOHOJIOTHYECKOI0 JIEKAPCTBEHHOI0 Npenapara
BAKTPUBUP KomOuHupoBaHHasi BAKIIMHA NPOTUB KOPHU, KPACHYXU U IAPOTUTA
KYJIbTypajbHas )XuBas
(ToproBoe HalMEHOBAHUE)

Bakimna i1 npodmIakTUKY KOPY, KPACHYXH U IIAPOTHTA
(MexXOyHapoIHOE HeNaTeHTOBAaHHOE HAaMEHOBaHuUe (TPyNIMPOBOYHOE UIIM XUMUYECKOE)
THO(UIN3aT AJIs IPUTOTOBICHUS PAaCTBOPA JUISL TOAKOXKHOTO BBeeHus 0.5 mi
(1 mo3a) - ammryser (10 mIT.) - MAYKK KAPTOHHBIE /B KOMIJIEKTE C pAaCTBOPUTEIIEM:
BOJIA JUISI MHBEKIWH - 10 mT./ - 1151 1e4e0HO-IPODUIAKTHYECKIX YIPEKICHUN
(dopma Brimycka (C yka3zaHUEM JIEKapCTBEHHOM ()OPMBI, 103UPOBKY, (h)acOBKM) M KOJIMYECTBO B YIIAKOBKE)
00beM cepuH MU

cepun  M0028325 (cepus pactBoputens M190924) | — 2780
(xonmuuecTBO
(Homep cepuu) —

roged no 01.2027 ,
(CpoK rOIHOCTH)
NPOM3BOACTBA AKLMOHEPHOro obIecTBa "Hay4HO-pOoU3BOJCTBEHHOE OOBENIMHEHHE IO
MEJMIIMHCKUM HMMMYyHOOMosiornyeckuM npenapatam "Mukporen" (AO "HIIO "Mukporen"),
Poccus, 115088, r. Mocksa, yn. 1-1 JlyOpomckas, n. 15, ctp. 2 (mpousBoautens (roTOBOH
JI®), nepBuuHas ynakoBKa, BTOpUYHAs yHakoBKa), cTp. | (BelMycKarolIMi KOHTPOJIb KAUECTBA).
(HaMEHOBaHKE U aipec NPOU3BOIUTENS (C YKa3aHHEeM CTallii IPOU3BOJCTBA)

Perucrpaunonnoe ynocrosepenue Ne JII1-Ne(001494)-(PI'-RU) ot 02.12.2022.

Hdepaxarenb permcTpalMOHHOIO YAOCTOBEpEeHUs AkuuoHepHoe obOmectBo "HayuHo-
NPOM3BOJCTBEHHOE OOBEJUHEHHE IO MEJULMHCKUM WMMYHOOMOJIOTMYECKMM  Ipenaparam
"Mukporen" (AO "HITO "Mukporen"), Poccusi, 115088, r. Mocksa, yi. 1-1 JlyopoBckas, a. 15,
cTp. 2. o
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AKIMOHEPHOE 001IECTBO

((Hay‘{HO-HpOPI3BOIICTBCHHOC O6’be,JII/IH€HHC 10 MEAMIMHCKUM HMMYHO6HOHOI‘H‘1€CKHM Ipenaparam

«Muxporen»

AJipec MecTa OCYIIECTRIEHNS IMUEH3HPYEMOr0o BUA AESTEALHOCTH:
Poceus, 115088, r. Mocksa, yxu. 1-s y6posckas, .15, ctp.2

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

IHACIIOPT
Ne 0012 o1 27.02.25

BAKTPUBUP KoM0nuHpOBaHHHAS BAKIHHA NPOTHB KOPH, KPACHYXH M IIAPOTHTA

KYyJbTYpAJbHAS JKUBaX J'll/lO(lJHJIHSaT AJsT IPUTOTOBJICHUA PACTBOPA A NOJKO0XKXHOI0 BBEACHUSA

PeI‘MCTpaLIHOHHOG YAOCTOBEPEHUC
HOpMaTI/IBHaﬂ JOKYMEHTaus

Howmep cepuu Baxiuss
Homep cepuu Boab! [UISL HHBEKLIHH
Cocrasg:

KonuuecTro B CepuH, 1. NIIMEPEHU

JIN-Ne(001494)-(PT-RU)
HJT JIIT-Ne (001494)-(PT-RU)-210824

M0028325"

M190924

Opnna npusuBouHast xosa (0,5 mir) conepxur:
JeiicTryomue Bemecrsa:

- Bupyc xopy — He Meree 1 000 (3,0 lg) TkaHeBsIX MUTONATONCHHBIX 103
(TLLS0);

- BHpYyC kpacHyxu- He Meree 1 000 (3,0 Ig) TIISO;
- BUpYyc napoTuTa- He Menee 20 000 (4,3 lg) TI50;
Benomorarensuble BewecTea:

- BojHe1it pactop JIC -18 - 0,12 mu;

- xenatuHa pacteop 10 % - 0,03 mn

- TeHTaMMLHHa cynbdaT — He 6onee 20 MKr.
PactBopuTens: Boga AA MHBEKIUHA

2780 YIIAKOBOK

Campapy
3

Jara npoussojctsa/ jara BEITYCKa 0125
JlaTa OKOHYaHMS CPOKA FOJHOCTH 0127
Pe3yabTaThl HCIILITAHUIA:
Kourponupyemsle Tpebopanust MeTojEI KOHTPOIS Pesym.'ra"nil
NoKa3aTesu crenuduranun HMCIBITAHUI
Onucanue JInodunuzar - BusyannHblit JInocumusar -
OQHOPOAHAA IIOPHCTAL OJIHOPOJHAsI [IOpHUCTAs
Macca OT XeJITOBaToro T ———
JIO PO30BATOrO 1IBETA, ——
THIPOCKOIIMYHA
BOCCTAHOBIIGHHEIH PHXPOCKOTIMARA
IPenapar - mpo3pavHas Boccranosnennnlif
XHUJKOCTE PO30BOI0 IIpenapat - Ipo3payHas
nBera UJKOCTH PO3OBOTO
1BCTA
4 ;COOTBeTCTByeT
[NopmHHOCTE Jlomxen conepixaTth e \Conprcm Bnpyc KOpH,
BHPYC KOPH, KPACHYXH, LHUTONATOTEHHOTO AEHOT
apoTHTA xnerxu (Vero anst Bypy<
naporuTa, RK-13 mna's
KpAaciyXu) Kax0ro, 343 :
KOMIIOHEHTOB Baxcuﬂq‘i St ".
crneuuduyeckoi UMM i{%@ "m\




KOpEBOIH/KpACH IO/ AOTHTHOR
CHIBOPOTKOM

Bpems pacTBOpeHNs

JloJpKeH pacTBOPATLCS B

PaCTBOpf{eTCﬂ B TE€YECHHE

TeyeHue 3 MUH IIpH BusyanbHbIH MeHee 3 MUH IpU
BHeceHnuu B ammyiy 0,5 pHeceHun B amiyny 0,5
MJI BOJIBL JUIsL HHBEKIHH MJI BOJIBI JUISt MHBCKLMI
Ha 103y Ha 103y
MexaHu4gecKue B 2 ammysnax u3 80 BusyansHbIH, CoOTBEICTBYET
BKJTFOUCHUSA JOITYCKAETCs HAMYKE T PO,
MEXaHHUESCKUX 0O®C.1.4.2.0005.18
BIJIIOUCHUH
pH pactBOpa Or7,3mn079 [TOTeHIHOMETPHHECKHI, 7.5
I'd PO, CoOTBETCTBYET
0OPC.1.2.1.0004.15
IToreps B Macce Npu He 6onee 2,0 % ["paBUMCTPHYCCKHE, 0.7 %
BBICYLIHBaHHHU I'o PO, CoOTBETCTBYET
0®C.1.2.1.0010.15
CrepribHOCTh He nomxeH cogepxarb Mero IpsMOro nocesa MM He conepxut 6axkrepuit
Gaxrepuii 1 rpuOOB MeMGpaHHO# GUIBTPAIHH, u rpubos
I'o PO, COOTBETCTBYET
0®C.1.2.4.0003.15
AnomainsHas JlomxeH ObITH Buonoruueckui, Heroxcuuex
TOKCUYHOCTb HETOKCUYHEIM I'eo P, CooTBeTCTBYET
O®C.1.2.4.0004.15
Cnenuduyeckas Ipusnsounas no3a (0,5 | Kyasrypanpusii Bupyc xopu — 31620
aKTUBHOCThH MII) OIDKHA coiepxkats | (Ompenenenue 1o (4.5 1g TILAS0/0,5 M)
se menee 1000 Txanessx | WMTOTIATOTEHHOMY JCHCTBAIO ?;‘é’gg XpacHyxu —~
: BUPYCa Ha YYBCTBUTEJBHBIC KICTKH
1({;4;%15?18“)0 ::;??:f;;ﬂ Vero (ans BUpyca KOPH 1 (4.14 1g TUZS50/0,5 M)
napotura) 1 xieTkn RK-13 (ansa Bupyc naporura —
(ue menee 3,0 Ig BHpYCA KPACHYXI) 158500
TII50/0,5 mu), (5.2 1g TLLI50/0,5 M)
He menee 1000 TILIS0 CoO0TBETCTIBYET
BUpYCa KpacHyxu (He
meree 3,0 1g TIIS50/0,5
M),
He menee 20000 TS50
(4,3 1g TIA50/0,5 i)
BHpYCa HapoTHTa
TepmoCcTabIbHOCTH Jlomxken ObITh KynpTypanbHbli Tepmocrabunex
TEPMOCTAOUILHBIM. COOTBETCTBYET
JlomyckaeTcsi CHIKEHHe
cpenHei
reoMeTPHYECcKOn
BEJIMYMHBL THIPA BUPYCa
B 00pa3Lax BaKLMHbL
NOCJIE IPOrPEBaHNS He
6osiee, yeM Ha ofiuH lg
Ocraroynoe He Gonee 50 ur B oanoit | MmmyHODEpMEHTHBIH, 5.35
konuecTso BCA NPUBUBOYHOMN 103€ o pPo, CooTBEICTBYET
BaKLMHBI O®C.1.7.2.0033.15
ITocTopoHHMC He 6onee 20 Mxr B Meton nuddys3uu B arap, 17.0
IPHMECH: OJ(HOM MPUBHMBOYHON e Po, CootsercrByer

reHTAMHULIAHA CYIb(AT

03¢ BaAKIIUHBI

0®C.1.2.4.0010.18

PacTBOpHTEb, BEINYCKAEMBIil B KOMIUIEKTE C Hpenaparom: Bouag“m

1 mrbemugn

Omucanue BeciBeTHas Ipo3payHas
KHIKOCTL 6e3 3anaxa
‘,Co/é'ise\cmyen-
pH 01 5,0 10 7,0 e g fp ,;
ic

ToTeHUHOMETPUHECKU, T’@
O®C.1.2.1.0004.15. >




Kucnorrocrs min

IIEJIOYHOCTD

[py noABIEHUM HKENTOTO

OKPAlIMBAHUS OHO
JOJDKHO U3MEHUTLCS Ha
KPacHOE MIIM PO30BOC OT
pubaBICHUS HE

6onee 0,1 M1 0,01 M
pacTBOpa HaTpUsI
THAPOKCUAA; IPH
HOSIBJICHUH KPACHOI'0
MITH PO30BOro
OKpaIlUBaHHA OHO
JIOJDKHO M3MEHHTHCS Ha
XEJITOE OT MPHOABICHUS
He 6onee 0,15 M1 0,01 M
pactBopa
XJIOPHUCTOBOAOPOJHON
KUCIIOTHI

KavecteHHas peakuus ¢

dbenonosoro

KPacHOT'0 PacTBOPOM,
I'e¢ P, ©C.2.2.0019.18

Kucnorsocts

Oxpacka u3Menmnacs ot
npubasnenuns 0.1 mn
0,01 M pacrsopa
HaTpHs TUAPOKCHIA
CooTBeTCTBYET

OJEKTPOIPOBOJHOCTD

He 6onee 25 MxCm/cm
IUDSE aMILyJL C
HOMUHAJIBHBIM 00HEMOM
1 mn, 2 Mo 1 5 Mt HE
6onee 5 MxCm/cM Juis
OYTHUIOK MK (IAKOHOB
C HOMMHAJILHBIM
o6néMmoM 25 Mt 1 50 M

Konnyxromerpuyeckui,
Esponeiickas ®apmaxomnes 8.0

8.88 MxCm/cm
CoOTBETCTBYET

Mexannyeckue
BIJIFOYEHUA
Buumere yacTub

IIOJDKCH BBIACPIKHMBATH
tpeboBanus

BusyaibHbiii,
o PO, 0O0C.1.4.2.0005.18

Brinepaxusaer
TpeGOoBaHUS
CooTBETCTBYET

HeBuaumeie yacTULbI

B onnoit amnyie,
OyTpUIKE MK IaKoHe

CueTHo-(hoTOMETpUYECKUH,
I'd PP, 0DC.1.4.2.0006.15

10 mxMm 1 Gonee - 17
25 MKM U Oonee - 2

CcpeHee YHCIO YaCTHIT Coorsercryer
pasmepom 10 Mxm U
Goee He HOIKHO
npessiuats 6000, a
CpelHee YHCIIO YaCTHIT
pasMepoM 25 MKM U
6onee He NOIKHO
npessinats 600
Cyxoit ocraTox He Gonee 0,001 % I'paBumerprycckuit, 0.0002 %
I'o PO, ©C.2.2.0019.18 CoOTBETCTBYET
Boccranaenusaromue | JIOIKHO COXPaHUTLCS Peaxiust ¢ pacTBOPOM Kamus Po3oBoe oxpaluuBaHue
BELIECTBA po3oBOE [epMaHraHaTa ¥ CepHOM KHCIOTO# | coxpaHaercs
OKpaluBaHUe pa3BeICHHOH, CooTBETCTBYET
e Pd, ©C.2.2.0019.18 g
Yriepona IHOKCH] He nomxuO GHITH Peaxiys ¢ kanbIys Fg@ﬁkﬁﬁﬂa ,;B T&qelme 1y

NIOMYTHEHUS B TeueHue 1
q

pacTsopom 7

(M3BECTKOBOH Bozlqm:/ ket

T PD, BC.2.2.0019,18 cnail
e

‘ knony'ri:IeHHc HE
: ,.Haﬁmogaerca

- L(;\oo*pseTCTBycr

HurpaThl 1 HUTPHUTHL

He 6Gonee 0,00002 % (0,2
ppm)

Peaxis ¢ L(mbcm{gmyhmﬁ“‘ Comf

Joint s
@ 0‘ 1pa n

,Metgee 0.00002 %
g’t)OTBeTCTByBT

AMMOHNH

He 6onee 0,00002 % (0,2
ppm)

I
Peaxnus ¢ peakTuBOM He’d‘eﬂeg&, Rt

' PP, ©C.2.2.0019.18

7 Mmenee 0.00002 %

CoorBercTByeT




Xnopujs! He 10IDKHO OBITh Peaxips ¢ cepeOpa HUTPaTa Onanecuenuus He
onanecueHIHH PacTBOpOM, HabmonaeTcs
I'd PP, ©C.2.2.0019.18 COOTBETCTBYET
Cynndarsr He nomxHo O51TH Peaxuus ¢ Gapus xnopuia B teuenue 1 9
NOMYTHEHHS B TEYCHHE PacTBOpOM, NOMYTHEHHE
He meHee 1 4 o Po, ®C.2.2.0019.18 He HabrofaeTes
CoOTBETCTBYET
Kanpnuit 1 MarHu Joxuo HabmoaaTsCs Peaxnus ¢ HaTpus 34€TaTa Ha6monaercs yucTo
YHUCTO CHHEE PacTBOPOM, cuHee OKpaliuBaHue
oxpawmBaHue pacrtsopa | I'® Pd, ®C.2.2.0019.18 pacrtsopa (6e3

(6e3 GuoneToBOro
OTTEHKA)

(HOJETOBOrO OTTEHKA)
CooTBETCTBYET

Tsoxenple METaJLIIbL

He p0mxHO OBITh
OKpAIIHBaHHs.
Jlonyctuma cnabas
OIaneCUCHIHNS OT
BBIICJIMBILIEHCS Cephl.

Peaxuus ¢ Hatpust cynsuia OxpanuBaHme u
PacTBOPOM, onajecLeHnus He
I'® PO, ®C.2.2.0019.18, Habonaercs
merof | CoOTBETCTBYET

UssnexaeMbli 00meM

Joiken OBITH HE MeHee
HOMMHAJIBHOT'0, €CIIN
YIAKOBKH UCCIECAYIOTCH
WHAMBUAYaIbHO. [l
YNaKOBOK C
HOMMHAIBHBIM 00BEMOM
2 MJ1 ¥ MEHee
M3MCPCHHEIH 00BEM
JOJDKEH OBITH HE MEHEE
CYMMbl HOMHHAIEHBIX
06beMOB
HCCIEN0BAHHBIX
YHAaKOBOK.

I'®d PO, OPC.1.4.2.0003.15 CooTReTCTBYET

baxrepuanpHbic
SHIAOTOKCHUHDBI

Ipeaenpuoe
COJICPIKAHUE
OaxTepHanbHbIX
9HJOTOKCHHOB B
npenapare He bonee 0,25
E3/mn

KauecTBeHHbIi Ienb-TpoMb TeCT, menee 3 EQ/mu
I'd PO, ODC.1.2.4.0006.15, CooTBeTCTBYET
Mmeton A

CrepriIbHOCTD

Jlomken ObITH
CTEPHIHHEIM

MeTo1 IpSMOro I10CEBa UK METO CrepuipHO
MeMOpaHHO# QHIBTpaLuH, CooTBeTCTBYET
I'd PO,
0®C.1.2.4.0003.15

YmakoBka

1)IlepsuuHas ynaxoBxa -
Baxuuna

BakuuHy BBIILYCKAIOT IO
1 no3e B aMIryne
BMCCTHMOCTBIO 2 MJI U3
crexna 1-ro
CHAPOJIHTUYECKOTO
Kiacca.

Ha xaxnayro amIryity
HAKJIEUBAKOT 3TUKETKY
WIM TEKCT HAHOCAT
HeroCcpeICTBEHHO Ha
aMIIyJIy METO/I0M
KaIuleCTpYHHON neyaTH.

Busyansusii 1)IepBuyHas ynakoBxa
-Baxnuna

Baxuuna o | nose B
aMITyJie BMECTUMOCTBIO

{22, M1 U3 CTeKIa 1-ro
~THAPOIUTHYCCKOrO

O

: ??nmmaxcx
Y lepBruyHas ynakoBxa

— PactBopurens (Bona
sl MHBCKLHH)




1)ITepsuunas ynaxosxa
— Pacteopurens (Boaa
JULE HHBEKIMIT)

ITo 1 M B ammye.

Ha xaxayro amiryy
HaK/IEUBAIOT ITHKETKY
WM TEKCT HAHOCHT
HCIOCPEJCTBEHHO Ha
aMILYJIy METOLOM
KariecTpynHo 11eyatu

2)BTopHuHas yrakoBka
B nauxe u3 xaprona 10
aMILyJ]1 ¢ BakIIMHOH 1o 1
JI03€ B aMITyJe,
IIOMCILICHHEIX B
KOHTYPHYIO i4€HKOBYIO
ynaxkoBky, 10 ammy:n ¢
pacTBopuUTeNeM

(Boma Juis HHBEKIMHI) 1o
1 M1 B amiyne
NOMELICHHEIX B
KOHTYPHYIO SMEHKOBYIO
YIaKOBKY BMECTE C
HUHCTPYKLUEH 110
MEHLMHCKOMY
HPUMEHCHHIO (JINCTKOM-
BIKJIQJIBIIICM ), HOXKOM
aAMIyJbHBIM MK
ckapuduKkaTopoM
aMITYJILHBIM.
JIOMOMHHUTENBHO B TAYKY
HOMEIIAIOT BIIIALBINI C
JIMYHBIM HOMEPOM
yxnanguxa. pu
YITAKORKE aMIyII,
HMEIOIINX KOJIbLO
H3JIOMa WM TOYKY JUIs
BCKPBITH, HOM
aMITyJIbHBIA Wi
ckapruhuKaTop
aMITyJIbHBIA He
BKJIJIbIBAIOT.

Ilo 1 mn B ammymne.

Texcr nanecen
HEMOCPENCTBEHHO Ha
AMITYILy METOZOM
KaruecTpyHHOH! neyatu

2)BropyuHas ymaxoBska
B nauke u3 xaprona 10
aMILyJI ¢ BaKITMHOM 110 1
J103€ B aMITyJie,
IIOMEILCHHBIX B
KOHTYPHYIO A4EHKOBYIO
ynakosKy, 10 amiys ¢
PacTBOPUTENEM

(Boj@ JuIst MHBEKIIMIN)
10 1 M1 B amnyine
HIOMEINEHHEBIX B
KOHTYPHYIO 4€HKOBYIO
YHOAKOBKY BMECTE C
HMHCTPYKLMEH 110
MEIUIIHCKOMY
TIPUMEHEHHIO (JIMCTKOM-
BKJIaabIlICM.
JloTIONHATENEHO B
a4yKy IMOMELIECH
BKJIAABILI C JIMYHBIM
HOMEPOM YKJIaI4HKa.

CoOTBETCTBYET

Mapxuporka

1) IlepBrunas ynakoBxa.
Ha ammyne ¢ BaxigHoi
YKa3HIBAIOT:
CoxpaleHHoe Ha3BaHHue
npenapara
(«BAKTPUBUPy),
J03MPOBKA/KOJIMYECTBO
(«1d.», «20.»), nyTs
sBejenns («I1/K»),
HOMep cepu (OyKBeHHO-
nudposoe
0003HaueHue), 1aTa

Busyansasiit

1) IlepBuvnas
YIaKOBKa.

Ha sTHKeTKe aMnyJisl ¢
BaKIMHOM YKa3aHO:
CoxpanieHHoe TOproBoe
HAUMEHOBaHNE
npenapara
(BAKTPHUBHP),
JIO3MPOBKA/KOIHHECTBO
npenapara B amiryie (1
110321.), nyTh BBEJEHUS
(IIOIKOHO), HOMEP




HCTEYCHHA CPOKa
TOJ{HOCTH.

Ha sTiKeTKe aMITyisl ¢
BaKIMHOM YKa3bIBAXOT:
CoxpaleHHOe TOProBoe
HAMMECHOBAHHUE
mpenapara
(BAKTPUBUP),
JIO3UPOBKA/KOJIMYECTBO
ppernapaTa B amimyie (1
71032), IyTh BBEIECHMS
(OAKOMKHO), HOMED
cepuut (OyKBEHHO-
nupposoe
obosnayenye), 1aTa
HCTEUeHUs CPOKa
TOZHOCTH.

Ha ammyne wix
STUKETKE aMILyJbl C
PACTBOPUTENEM
YKa3bIBaIOT TOPrOBOE
HAHMCHOBAHHUE
PaCTBOPHUTEILS,
KOJIHYECTBO
DACTBOPHTEINS B AMITYJIE
(0o6beM B MIJIIMIIATPAX),
HoMmep cepunt (OyKBEHHO-
mudposoe
0003HaYCHUE), ATy
HCTEYCHIs CPOKa
T'OIXHOCTH.

2) BropuyHas ynmaxkoBKa.

Ha TaYKe YKa3bIBaoT:
a) TOproBoe
HaUMEHOBaHME
npenapara
(BAKTPHUBUP
KomOuuupoBauHas
BaKIMHa IPOUB KOpH,
KPACHYXH U IIapOTHTa
KyJIBTypajibHasg XKUBas),

0) rpyIIIMPOBOYHOE
HAaUMCHOBaHME
npemnapara (Baxuuna mrs
npo(UIIAKTHKY KOPH,
KpacHyXHM M IapOTHIA) ,

B) COKpallleHHOEe
HaHMeHOBaHMe
JepxaTes
PETHCTPALIHOHHOTO
YIOCTOBEPEHUS/TIPOU3BO
JIATEIIS JIEKapCTBEHHOTO
npenapaTta(AO «HITO
«MHUKpOTEH») U €ro
TOBApHBIH 3HaK,

1) ajpec U texedoH
JiepxaTens
PerucTpauuoHHOro
YAOCTOBEPEHUS/TIPOU3BO
Juaresis JeKapCTBEHHOTO
rpenapara,

1) JICKAPCTBEHHYIO

cepuu (OyKBEHHO-
nudpoBoe
0003HayeHne), 1aTa
MCTEYEHHUs CPOKa
TOZIHOCTH.

Ha ammyse ¢
pacTBOpUTETIEM YKa3aHo
TOPIOBOE
HauMMCHOBAHHUE
pacTBOpHTEIIA,
KOJIHYECTBO
paCTBOpI/ITeH}I B aMI1yJjie
(obbem B
MUIUIHIIATPAX ), HOMED
cepum (OyKBEHHO-
uudposoe
obo3nayeHue), faTa
UCTEYEHHs CPOKa
FOHOCTH.

2) Bropuusas ynakoBxa.
Ha nauke yxasaHo:

a) TOProBoe
HaHMMCHOBAHHE
npenapara
(BAKTPUBHP
Kom6unuposanHas
BaKIL[{Ha IIPOXB KOPH,
KpacHyXH M [apOTHTa
KyJIbTypajbHast XHUBas),
0) rpynnEpoBoOYHOE
HAHMEHOBaHHUE
npenapara (Bakiuna
1015 TIPOUITaKTHKH
KOPH, KPaCHYXH U
[apOTHTA),

B) COKpALIECHHOE
HAMMEHOBaHHE
JepKaTess
PErHCTPanHOHHOrO
YIOCTOBEPEHUS/TIPOU3B
ORHMTEII
JIEKapPCTBEHHOTO
npenapata(AO «HIIO
«MUKpPOTEH») U ero
TOBApPHBIMA 3HaK,

r) agpec U TenedoH
Jepxarens
PeruCIPanHOHHOIO
YIOCTOBEPEHUS/TIPOU3B
JTUTEIS

N, HexachBeHH()ro
| r{penapara

J1), I€KaPCTBEHHY IO

‘o pM}' (nuodunusat
JULSC IPUTOTOBJICHHSE
!{,éopa 1A
[GHKOXXHOIO BBEICHMS),
e) J03UPOBKY (1 n03a),
JK) KOJIMYECTBO
JIEKAPCTBEHHOTO
npenapaTa B YIaKOBKE




dopmy (muodmnumsar ma
IPHUTOTOBJICHHU
pacrtBopa Uit
MIOJKOXHOI0 BBEACHHA),
e) no3uposky (1 noza),
) KOJIMYECTBO
JIEKapCTBEHHOTO
Iperapara B yIIaKOBKe
(10 amnyn no 1 nose), 3)
uH{OpMaLHs O COCTaBE
JEKAPCTBEHHOrO
npenapara (CocTaB),

) HOMEp CepUH
npenapara (Oyxsenno-
g posoe
obo3nauenue),

K) JaTa IIPOM3BOJICTRa
nperiapara,

JI) 1aTa UCTeYeHHUs CpoKa
roguoctu (T'ogen no...),
M) YCIIOBHSI XpaHEHHUSI
(Xpauute nipu
Temrepatype ot 2 1o 8
°C),

H) IIyTh BBEIEHUs (Ha
BTOPHYHOH yNaKOBKE HE
yKa3aH, TaK KaK OH
BIJIIOYCH B Ha3BAHUE
JeKapCTBEHHOH (HOpMBI),
0) ycioBus

OTITyCKa ,

IT) IIPEeAYNPESUTENLHEIE
Haunucu : «CrepribHoY,
«XpaHuTh B
HEJIOCTYITHOM JUlsl fieTei
MecTey,

p) WTPHUX-KOL,

¢) crioco6 npuMenenus (
«Cnoco0 rnpuMeHeHus:
CM. HHCTPYKLHIO 110
MEAULIMHCKOMY
IPUMEHEHMIO (JIMCTOK-
BKJIQIBIIN))»,

T) CPEACTBO
HICHTUDUKALMH.

Ha nauxe ¢ komMmiexToM
YKa3bIBaIOT:

a) TOproBoe
HaUMEHOBAHME
IIpernapaTa, TOproBoe
HAaUMEHOBAHUE
pacTBopuTENs,

0) rpynIMpoBOYHOE
HayMEHOBaHUC
npenapara ,

B) COKpaLEHHOE
HAUMEHOBAHUE
JepxKarens
PErHCTPALOHHOTO

Y IOCTOBEPEHUS/TIPOU3BO
JUATENIS JIEKAPCTBEHHOTIO
NpErapara | ero

(10 ammyn o 1 pose),
3) nadopmanus o
cocraBe
JIEKapCTBCHHOIO
npenapata (Cocras),
1) HOMep Cepuu
npenapara (0yKBeHHO-
nugporoe
ofo3HayeHue),

K) IaTa IpOM3BOJCTBA
npernapara,

JI) AaTa UCTECUCHUS
cpoxa rogaocty (INoxen
J10...),

M) YCJIOBUS XPaHEHHS

(XpaHuTs mpu
TeMIepaType ot 2 o 8
°C),

H) IIyTh BBEACHMS (Ha
BTOPUYHOH YIIAKOBKE HE
yKa3aH, TaK KaK OH
BKJIIOYCH B HA3BAHHE
JIEKapCTBEHHOH
Qopms),

0) ycIoBus

OTIIyCKa,

) IPeAYNPENUTENLHBIC
HaIIHCH

«CTepuabHOY,
«XpaHuTh B
HEJIOCTYITHOM [UIsl AeTeH
MEcTe»,

p) WUTPHX-KOJ,

c) cnoco® npuMeHeHus
( «Crioco6
TIPYMEHCHHS: CM.
HHCTPYKLIHIO ITO
MEIMIUMHCKOMY
HPUMEHEHHIO (JIMCTOK-
BKJIQJBIL))»,

T) CPEIACTBO
ANEHTADUKAITHN,

Ha mauke ¢
KOMIUICKTOM yKa3aHo:
a) TOProBoe
HANMCHOBaHHUC
npenapara, ToproBoe
HAUMEHOBAHUE
pacTBopuTeNs,

6) rpynmuporoyHOe
HaNMECHOBaHMC
npernapara ,

B) COKpAIEHHOE
HAMEHOBaHUE
Jepxaress

"\ perucrpanuonHoro

YAOCTOBEPCHHS/POH3B

onuTens
)/ JIEKapCTBEHHOI'O

1pernapara 4 ero
TOBapHbIA 3HAK,
r) aapec 1 Tenedon




TOBAPHLIH 3HAK,

r) ajpec u TenedoH
JepxaTenis
PETHCTPALIOHHOIO
YI0CTOBEPEHHUS/TIPOM3BO
JITENS JICKAPCTBEHHOTO
npenapara,

Il) IEKapCTBEHHYIO
dopmy (mmodiuusar g
TIPHIOTOBJICHHUA
pacTeopa 11
MOJKOXKHOXO BBEJCHMUS),
e) no3uposky ( 1 no3a),
) KOJIHYECTBO
JIEKAPCTBEHHOTO
npenapara B ynakoBKe
(10 amrryn BakiuHbI 110 1
7103€),

3) uadopmanms o
€OCTaBe JIEKaPCTBEHHOrO
npenapara (Cocras) u
COCTaB PacTBOPUTEILT
(Cocras pacTBOpHUTEI),
Y) HOMeEp CepuH
[perapaTa 1 HomMep
cepum PacTBOPHUTEIIst
(OyxBeHHO-1M(pPEHHOE
obo3pauenue),

K) JlaTa IPOHU3BOJICTBA
Iipenapara,

1) laTa UCTEIEHHUS CPOKa
ropuoctd (KoMmexr
rollet Jo...),

M) YCJIOBUS XPaHEHHUS
(Xpauuts 11pu
TeMIEpaType ot 2 1o 8
°0),

H) IyTh BBEAECHUA (Ha
BTOPUYHOH YIIAKOBKE HE
yKa3aH, TaK KaK OH
BIJIIOYEH B HAa3BaHHE
JIEKapCTBEHHOM (HOpPMEI),
0) YCJIOBHA

oTIycKa ,
I)IpeyIpeAUTCIbHbIC
HaucH «CTepHIIbHON,
«Xpanuts B
HEJOCTYIIHOM JUIsl ACTCH
MECTER,

p) LITPUX-KOJ,

¢) cocob mpUMeHeHMs
(«Crioco6 npuMeHeHus:
CM. HHCTPYKIHMIO TI0
MEIULHHCKOMY
IPUMEHEHHIO (JTMCTOX-
BIJIQJIBIII))»,

T) CPECTBO
uneHTHUKAIHH.

ACpKaTCIs

PETHCTPALIOHHOrO
YIOCTOBEPEHHS/IPOU3B
oTeIst
JICKAPCTBEHHOTO
mpenapara,

J) NEKapCTBEHHYIO
dopmy (rodunuzat
VIS TIPHIOTOBJICHUA
pacrBopa ais
IIO/IKOKHOT'O BBEJICHHS),
¢) nosuporky ( 1 nosa),
%) KOJIYECTRBO
JIEKapCTBEHHOI'0
Ipenapara B YIIakoBKe
(10 amrryn BakUHHbI 11O
1 noze),

3) HHpopMaLus O
cocrase
JIEKAPCTBEHHOTO
npemnapara (Cocran) i
COCTaB PacTBOPHUTEINS
(Cocras
DaCTBOPHTENS),H)
HOMEp CepuH Ipernapara
7 HOMEP cepuu
PacTBOPHUTEIsS
(6yxseHHo-nudpenyoe
obo3HayeHue),

K) flaTa IpoM3BOJCTRa
npenapara,

JI) laTa UCTEYEHHUS
CpOKa I'OJIHOCTH
(KOMIINEKT I'ojicH J10...),
M) YCIIOBHS XPaHEHUS
(Xpauuts npu
TeMiepartype ot 2 1o 8
°0),

H) ITyTh BBE/ICHHS (Ha
BTOPUYHOH yIakoBKe HE
yKa3aH, Tak KaK OH
BKJIXOYEH B HA3BAHMUEC
JCKapCTBEHHOH
dopmD),

0) yCIIOBHA

oTITyCKa ,

II) IpenynpeaHTe/IbHbIE
HaamucH («CrepuisHO»,
«XpaHuTs B
HEJOCTYIIHOM VIS AeTeH
MECTED,

p) LITPUX-KOJ,
€)crocod IpHMeHEeHHs
(«Cr1ocob rpuMeHeHus:

CM. HHCTPYKLIHEO 110
MEIHLIHHCKOMY
NPUMEHEHHIO (JIHCTOK-
BKJIAJIBILI))»,

T) CPENCTBO
HIEHTHPUKALMH.
CooTBeTCTBYET

TpascriopTupoBasye

1Tpu Temnepatype ot 2 g0 8 °C




Xpanenue IIpu remueparype ot 2 10 8 °C

Hara 31.01.2025
BEIIIYCKa

Tonen no 31.01.2027

Cpox rognoctu 2 roga

3axmouenne:  Baxuuna BAKTPUBVP Kom6uuuposansas Baxuuna npoTus kopu, KPACHYXH ¥ apOTUTa
KyIbTypanbHas XuBas, JIHODHIN3AT 111 IPUrOTOBACHHUS PACTBOPA JULL TIOIKOIKHOTO BBCJCHUS 1

nosa cepuy Ne M00283%5 cootserctsyeT Tpebosanuam HJT JIT-Ne (001494)-(PI-RU)-210824
Jlata BhInaun nacnopra « o/~ » Z 20

Havanpuux OKK
(MomxHocTs)

aBacuna H.A. {é{f&ﬁé«&u\
B, (PHO) (onmucs)




