PAZPELIEHUE

Ha BBOJ| B IpakAaHcKuil 000poT B Poccuiickoit deneparyu cepuu Wid mapTHH
npousseneHHoro B Pocculickoit @exepannu uim BBo3umMoro B Poccuiickyro denepanuio
UMMYHOOHOJIOTHYECKOT0 JIEKApCTBEHHOT'O Iperapara

Ne P006-00110-77/03728924 ot 12.11.2025

Brinano AxnmonepsoMy o6mectBy "HayuHO-poM3BOJACTBEHHOE OOBEAMHEHME O MEAMIMHCKAM
uMMyHOOMOIOrnYecKuM npenaparam "Muxporen", Poccus, 115088, r. Mockaa, yii. 1-1 JlyGpoBckas,
a. 15, erp. 2, UIHH: 7722422237.

(HanMeHOBaHHe IOPUINYECKOro JInla, Fopuandeckuii anpec, THH)
®enepanbnasi cayx0a 10 HAA30py B cdepe 3PABOOXPAHEHHSI HA OCHOBAHUM 3AKJIIOYEHMSI
UCTIBITATEJILHOrO IEHTPA SKCIEPTU3bl Ka4eCTBA MEAUIMHCKUX MMMYHOOMOJIOIHYECKUX MpernapaToB
®enepabHOro rocyIapcTBEHHOI0 OI0/DKETHOTO yupexieHus "HaydHblii IEHTP 9KCIIEPTU3HI CPEICTB
MeJIMIMHCKOro npuMeHeHus" MuHucTepeTsa 31paBooxpanenus Poccuiickoii deneparum

(nanmenoBanue (esiepanbHOro rocyJapCTBEHHOTO OIODKETHOTO YUPEKACHHUST)
or 11.11.2025 Ne 1206/HIIDCMII pa3pemaer BBoA B IrpaxIaHCKuii 060poT
(nara) (nomep)

B Poccuiickoi Menepanuy MMMYHOOHOJIOTHYECKOT0 JEKAPCTBEHHOI0 NIpenaparTa
BAKTPUBUP KomOuHupoBaHHast BaKI[FTHA TPOTUB KOPHU, KPACHYXH U ITAPOTUTA
KYJIbTYpaJIbHas X1uBasd
(TOproroe HauMEeHOBaHUE)

Baxkiuza 1t npoIIakTHKK KOPH, KPACHYXHU ¥ TAPOTUTA

(Mex1yHapoJHOe HelaTeHTOBAHHOE HauMEHOBaHKe (TPYIIMUPOBOYHOE HITU XUMHIECKOE)
nuoQun3aT it IPUroTOBIEHHSI PacTBOpPA JUIst oKoxHoro BBeaeHus 0.5 mi (1 po3a) -
amiyssl (10 mr.) - ayky KapTOHHBIE /B KOMIUIEKTE C PACTBOPHUTEIIEM:

BOJA It MHBEKIWH - 10 mT./ - U1 7e9e0HO0-TIPOPIITAKTHIECKUX YIPEXK ACHU I
(dopma BeImycka (C yka3aHUEM JIEKApCTBEHHON (POPMBI, TO3UPOBKH, (PACOBKH) M KOJIMYECTBO B YIIAKOBKE)
o0bem cepum

cepun  M0034625 (cepus pacrBopurens 1T330625) 2729 ’
WM HAPTHH
(HOMep cepuu) (I;CI)TI;I;I(‘;ZS;:;O

rogena no  09.2027 ,
(cpox rotHOCTH)
NPOM3BOACTBA AKIIMOHEPHOTO O0OIIECTBa "Hay4yHO-TTpOM3BOJACTBEHHOE OOBEIUHEHUE IIO
MEIULMHCKAM UMMyHOOHONOrHueckuM —mpernapatam  "Mukporen” (AO  "HITO "Mukporen"),
Poccusa, 115088, r. Mocksa, yn. l-s [lybposckas, a. 15, crp. 2 (mpousBoautensr (FOTOBOM
JIO), mepBuyHas yIaKoOBKa, BTOPHYHAS YHAKOBKA), c¢Tp. | (BBIMYCKAIOMIMH KOHTPOIIb KAYeCTBA).
(HauMEHOBAaHHUE U aJipec MPOU3BOAMTENS (C YKa3aHHEM CTal|il IPOM3BOACTBA)
Perncrpaunonnoe ynocrosepenue Ne JIIT-Ne(001494)-(PT-RU) ot 02.12.2022.
Jepixaresb  pPerucTpaliMOHHOTO  YAOCTOBEPEHHsI  AKIMOHEpHOE @ L _ "Hayuno-
HPOU3BOJACTBEHHOE OOBEAUMHEHHE 10 MEIUIUHCKUM HMMYHOOHO ec oeTIapaTam
"Muxporern" (AO "HIIO "Muxporen"), Poccus, 115088, r. Mocksa, 9 “‘ﬂ)‘;‘tr’w Kas, . 15,
crp. 2. o
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JHOKYMEHT HOAITHCAH

3aMeCTUTENb PYKOBOAUTEIS OIEKTPOHHOM TOJITICHIO

Poc3z[paBHa1130pa

J.B. ITapxomenko

Ceprudukar 42D1B24ADS2BBD113BD1263FE2CCBCR9
Baayenen Hapxomenxo mierpuii Beenoaogosi
Heitersurenen ¢ 07.04.2025 o 01.07.2026
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AxuuoHepHoe 061EeCTBO
«Hay4HO-NPOH3BOACTBENHOE 00 BEMMHEHHE N0 MEIHIMHCKHM HMMYHOOHONOTHYECKIM Npenaparam

«Mmukporen»
A,upec MECTa OCYHIECTBIICHHA JIMLECH3IHPYEMOro Bi1a A€ATENBHOCTH!

Pocens, 115088, r. Mockea, yn. 1-a [ly6posckas, a.15, crp.2

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

ITACIIOPT
No 0207 ot 05.11.25

BAKTPHUBHP KomOunnpoganaHas BAKIHHA IPOTHB KOPH, KPACHYXH M NAPOTHTA

KyJXdbTypanbHuas dXHBafl J'[HO(l)HJlHBaT JJIK NMPHIOTOBJIEHHA pacTBOPpA A1 NOXAKOXKHOr0 BBENCHUSK

PerucTpalHoHHOE YIOCTOBEpEeHHE JIIT-Ne(001494)-(PT-RU)

HopwmaTHBHAs HOKYMEHTALMS HJI JITT-Ne (001494)-(PI'-RU)-210824
Homep cepun BakUKHEL M0034625

Homep cepun BoAs! AJlsl MHBEKLIIMH T330625

CocraB: Opna npuBuBoyHas no3a (0,5 M) copepxurt:

HeiicTRylommne BemecTBa:
- BUpyc kopu — He Menee 1 000 (3,0 [g) TkaHEBBIX LMTONATOrEHHBIX 403

(TIAS0);

- BUpYC KkpacHyxu- He Menee 1 000 (3,0 Ig) TI50;
- BUpYyC napotnTa- He Medee 20 000 (4,3 lg) TLII50;
BenomoraTtenbHble BEMECTBA:

- BoaHeifi pactBop JIC -18 - 0,12 mu;
-xenaruna pactsop 10 % - 0,03 mn

- FeHTaMHLHHA CyJbdar — He Gonee 20 mxr,

Pacmopmenb: BOJA JJIA HHBEKLHH

Konunuectro B cephn, en. M3aMepeHHs 2729 YNaKOBOK
Hata npousBoncTea/ aara Bblnycka 1025
Jara oOKOHYaHMsA CPOKa FOAHOCTH 0927

PeaynbTaThl HCTIBITAHHU

KouTtpoaupyemsoie TpeGosauns PesynbraTsl

MeToabl KOHTPOJISH o

noKasaTenn cuenHGURALNN HenbITanuii
Onucanne JInodunuzar - opHopoHas BusyanbHeiii JInodmauzar -

MOPHCTas Macca OT
JKEJITOBATOTO 0 PO3OBATOI0
1BETa, TMIPOCKONIMYHA
BoccranosnenHslil npenapat
- Npo3pavHag XXHAKOCTh
PO30BOTO LBETA

[opmunHocTs JomKeH cogepiaTh BUPYC
KOPH, KPaCHYXH, 1apoTHTa

OZHOpOHAs MOpHCTAs
Macca JKeNnTOBaTo-
PO30BOro LBETA,
HFPOCKOMMYHA
BocctaHoBNEHHBIH

npenapar - npo3pauHas
YKUAKOCTH PO30BOFO

Crp. 1 us 8




BpeMs pacTBOpeHus

JloyKeH pacTBopaThCA B
TEYCHHE 3 MHH NpH
BHECEHHH B amntyny 0,5 mn
BOJBL U5t MHBEKLAA Ha JO3Y

Busyanpubiii

PacTBopsercs B TeueHue
MeHee 3 MHH npH
BHECEHMH B amnyny 0,5
MJT BOJBI IS HHBEKUUH
Ha 103y

Mexanuueckue B 2 ammynax us 80 BuzyansHbli, CootBercryer
BKJIIOUEHHSI JlonycKaeTcs Halugue I'd PO,
MeXaHHWYECKHX BKJIOYeHHH 0®C.1.4.2.0005.18
pH pactBOpa 0173 no 7,9 TloTeHUHOMETPHYECKHI, 7,6
I'® PO, CooTeercrayer
O0®C.1.2.1.0004.15
ITorepsa B macce npu He Sonee 2,0 % T'paBuMeTpryeckui, 1,0 %
BBICYLUHBARHHU I'® PO, CootBercTyeT
0®C.1.2.1.0010.15
CrepunbHOCTE He momxen comepxars Meton np;AMOro nocera unu He conepaut Gakrepuii
Haktepuii u rpubor MeMOpaHHOH QunpTpauny, 1 rpubos
I'd Pd, CoorBeTcTBYET
OPC.1.2.4.0003.15
AxomansHas JlospkeH OBITh HETOKCHUHBIM | BHOJIOrHYeCKHiA, HeroxcnueH
TOKCHYHOCTh T PO, CooTBeTCTBYET
O®C.1.2.4.0004.15
Crneunduueckasn IpusuBounas nosa (0,5 mMn) KynerypanbHeiii Bupyc xopu — 18620

AKTUBHOCTH

IOJDKHA COoJlepkaTh He MEHee
1000 TkaHeBbIX

LM TONIATOTEHHBIX 103
(TII150) Bupyca xopu (He

(Onpenenenne no
LMTONATOTEHHOMY AEHCTBHIO
BHpYCa Ha 4yBCTBHTENbHbIE
KkyeTkn Vero (ansa BUpyca kopu

(4,27 1g TIA50/0,5 ma)
Bupyc xpacayxu — 6310
(3,8 lg T O50/0,5 M)
Bupyc naporturta —

u napotura) U knetku RK-13 | 275400 (5,44 Ig
menee 3,0 Ig TI50/0,5 mum), (u,nupnupyca)n KpacHyxH) TILUI50/0,5 M)
He menee 1000 TLAS50 CoOoTBETCTBYET
BUpYCa kpacHyXu (He MeHee
3,0 Ig TIIZ50/0,5 mn),
ne menee 20000 TLII50 (4,3 '
lg THAS50/0,5 mn) BHpyca
napoTHTA
TepmocTabunsHOCTD HomxkeH 6pITh Kynvtypansheiii Tepmocrabuinex
TEPMOCTAOHILHBIM. CooTBeTCTBYET
Jonyckaercs CHHXEHHE
CpenHei reoMeTpUYecKoi
BENHHUHEI THTPA BUpYca B
obpasuax BaKUMHBI IIOCIE
nporpeeaHus He 6onee, yem
Ha ojnH Ig
OcraTtounoe He Gonee 50 Hr B onHoi HMmyHO(epMEHTHBI, 4,3
xonuuectro BCA NPUBHBOYHOH o3e BakuuHsl | I'® PO, CootsercTryer
0OdC.1.7.2.0033.15
ITocroponnue npumecu: | He Gonee 20 Mkr B oxHo#M Meton muddysun B arap, 14,5
reHTaMULHHA CyNb(aT NPUBHBOYHOI 03¢ Bakuuup | I @ P, CootsercTByer

0PC.1.2.4.0010.18

PﬂCTBOI]HTeJlb, BbIIlyCKaeMblﬁ B XOMIUIEKTE C HpenapaTom: Boaa ns HHBbEKIHIH

Onucanue becupeTHas npozpauHas OpranosnenTryeckuii BecuserHas npospaynas
KHMAKoCTh €3 3anaxa XKHAKOCTE 6€3 3anaxa
CooTBeTcTBYET
pH o1 5,0 5o 7,0 Iorenuuomerpuyeckui, I'd

PD,
OPC.1.2.1.0004.15

KucnortHocts niu
WIENOYHOCTE

Ilpy NOABIEHUH KENTOrO
OKpaLUHBaHHs1 OHO JOMKHO
M3MEHNTRLCS Ha KPAcHOe MITH
po3sosoe ot npubasnenns He
Honee 0,1 Mn 0,01 M
PACTBOpa HaTpus
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TMAPOKCHUIA; TIPH
NOABNEHMH KPACHOTO WM
PO30BOT0 OKpAILMBAHUS OHO
JOJDKHO MBMEHUMTRCA Ha
KejToe OT npubasneHus He
bonee 0,15 mn 0,01 M
pacTeopa

XJIOPHCTOBOAOPONHOMH
KUCHOTHI
DNeKTPONPOBOAHOCTh He 6onee 25 mxCwm/cm s Konaykromerpuueckii, 12,9 MxCwm/ecm
aMIlyJi ¢ HOMUHAJIbHbIM Esponefickas dapmaxones 8.0 CooteerctByeT
00nEMoM 1 M1, 2 M1 1 S MII;
He Gonee 5 mxCm/cm ans
Oy TBIIOK HIIH (IJIAKOHOB C
HOMHMHaNbHBIM 00BEMOM 25
Ma 1 50 mn
Mexannyeckne Brinepxusaet
BKIIIOHYEHMA JlomkeH BBIACPIKHBATE TpeboBanus
Bunumele yactuust TpedoBaHus BusyaneHsii, CootBeTcTBYET

['® PO, 0DC.1.4.2.0005.18

HeBuauMpie YaCTHLIBI

B oxHoit amnyae, 6yTeiiKe
win paakoHe cpefHee YHCOo

Cuerno-(oTomMeTpuuecknii,
I'd PD, ODPC.1.4.2.0006.15

10 MxM u Gonee - 28
25 MxM u Gonee - 1

yacTHIL pazmMepoM 10 MxM 1 Cootsetctyer

Bonee HEe HOMKHO

npeseiuath 6000, a cpenxee

YMCJI0 4ACTHL, pa3Mepom 25

MKM U 6oitee He JOIDKHO

npepeimartb 600
Cyxoit ocTaTok He Gonee 0,001 % I'paBnmerprnueckuii, 0,0001 %

I'eo P, ©C.2.2.0019.18 CootBercTBYeT

BoccranaBnusarowme HonKkHO COXpaHHThCA Peaxnuyst ¢ pacTBOpOM Kanug PozoBoe oxpamnBanue
BELIECTBA po3oBoe NepMaHraHaTa 4 CepHoii coXpaHsercs

OKpalllMBaHHe KHCJIOTO CooTgetcTByeT

pa3BeeHHOM,
I'®Po, $C.2.2.0019.18

Yraepona fHOKCUA

He nomxro Ob1TH
NIOMYTHEHHSA B TeueHHe 1 4

Peaxuus ¢ kanpus
rMAPOKCHIA PACTBOPOM

B teuenne 1y
NOMYTHEHHE He

(n3BecTkoBOM BONIOH), HabarogaeTcs
['® Pd, $C.2.2.0019.18 CooTBeTcTBYET
HuTpaTs! 1 HHTPUTBI He tonee 0,00002 % (0,2 Peaxunsa ¢ pudenunamuna menee 0.00002 %
ppm) PactBopom CooteercTByeT

I'd Pd, ©C.2.2.0019.18

AMMOHNH He 6onee 0,00002 % (0,2 Peaknus ¢ peakTHBOM menee 0.00002 %
ppm) Heccnepa, CootsercTByeT
I'o PO, ©C.2.2.0019.18
Xnopuasl He nomxHo OmTH Peakuus ¢ cepebpa HUTpaTa OmnanecueHuus He
onanecueHlHH pPacTBOpOM, HabmonaeTcs
['® PP, dC.2.2.0019.18
Cyabharst He nomxHo GbITE Peakuus ¢ 6apud xyopuna

MOMYTHEHHS B TEUEHHE HE
MeHee 1 4y

pacTBopoM,
[P PO, $PC.2.2.0019.18

Kanbuuii 1 Marunii

JonxHo HabmoJaTeCs YUCTo
CllHee OKpalllBaHNe
pactBopa (6e3 (proneroBoro

Peaxuus ¢ HaTpus spetara
pacTBopoM,
I'd PP, ®C.2.2.0019.18
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OTTEHKA)

(hHONETOBOrO OTTEHKE)
CooTBETCTBYET

Taxenele MeTaNL!

He nomxHo 65ITh
OKpalIIHBaHMH.

Peakuus ¢ HaTpHua cynbduaa
PacTBOpoOM,

Oxpatmsanue u
onaneclennrs He

Honyctima crnabas I'd PO, ©C.2.2.0019.18, HaOyomaeTcs
ONANCCLEHLNA OT meton 1 CooTrsercTByeT
BBIJCNIMBLUEHCS CEPBI.

MzBnexaeMsblii o066eM JlomxeH OrITh HE MeHee I'd PO, ODC.1.4.2.0003.15 CoorBercrByer

HOMMHAaNLHOTO, eCNH
YNaKOBKH HCCIEAYIOTCA
HHOHBUAYaNbHO. [ns
YNaKOBOK C HOMWHaNbHBIM
0O6beMOM 2 M U MeHee
N3MCPEHHBIH 00BEM NOJDKEH
ObITH HE MEHee CyMMBbI
HOMMHANBHBIX 00BEMOB
HCCNENOBaHHBIX YNaKOBOK.

BakrepuanbHbie

Hpeneanoe cojepxKaHue

KauecrenHsiii resib-tpomo

menee 0,03 ED/mn

3HAOTOKCHHBI BaxTepHanbHBIX Tect, I'D PO, CoorsercTBYyeT
3HAOTOKCHHOB B npenapare 0®dC.1.2.4.0006.15,
He 6onee 0,25 ED/Mn MeTon A
CTepHabpHOCTP JlomxeH ObITh CTEPHIIBHBIM Metozn npsMoro nocesa Ui CrepunsHO
METOM CooTsercTBYET
mMemOpaHHOH QUILTpauuy,
I'd PD,
09C.1.2.4.0003.15
YnakoBka 1)ITepBuyHan ynakoBxa - BusyansHbli 1)I1epBuuHas ynakoBka

BakuuHa

Bakuuny BeimyckatoT o 1
Jlo3e B aMnyie
BMECTHMOCTBIO 2 MI M3
crexna l-ro
THAPOAUTHYECKOTO Kacca.
Ha xaxnayio amnyny
HaKJIEeHBalOT 3THKETKY MU
TEKCT HAHOCAT
HENOCPENCTBEHHO Ha aAMITYJTy
METOJ0M KannecTpyHHOMH
TIeYaTH.

)ITepBuunas yrnakoBka —
Pacteoputens (Bona s
HHBEKLIHH)

ITo 1 M B amnyne.

Ha xaxnyto ammyiy
HAKNIEUBAIOT ITHKETKY MK
TEKCT HAHOCAT
HENOCPeNCTBEHHO HA aMITy 1y
METOJIOM KanmnecTpyHoK
nevuaTH

2)BTopuyHas ynakoBKa

B nauke u3 xapTona 10
amnyJ ¢ BakUHHOM o 1 o3e
B amilyJe, oMeIEeHHbIX B
KOHTYPHYI0 4eHKOBYIO
ynaKosky, k0 aMnys c

- PaCTBOPUTEJIEM

~-Bakuuna

Bakuuna no 1 gose B
amryne BMECTHMOCTBIO
2 M1 U3 ctekna 1-ro
THAPOIIUTUHECKOTO
Knacca.

Ha kaxcayto amryny
HakJIeeHa STUKETKa
CaMOKJIEesLIAsACH

1DIlepBuuHas ynakoska
— Pactopurens (Bona
UL MHBEKIMH)

ITo 1 mn B amnyne,

Ha xaxcayro ammyny
HaKJI€eHa STHKeTKa
caMoxnesmancs

2)BTopHuHas yrmaKkoBka
B nauke u3 xaptouna 10
amIyn ¢ BaKuuHoH no |




(Bopa ans nubexuuii) no 1
MJT B aMITyJIC NOMCUICHHBIX B
KOHTYPHYIO A4eiKoBYIO
YNaKOBKY BMECTE C
MHCTpyKLHell o
MEIHMUHMHCKOMY TPHMEHEHHIO
(nMeTOM-BKNAALILLIEM),
HOMOM aMOyNLHLIM HIIH
ckapH(HKaTOpOM
aMITyJBHBIM.
JlONONHUTENEHO B NAYKy
MOMEILAIOT BKNAABI C
JIMYHEIM HOMEPOM
yxnaguuka, [Ipy ynakoske
aMmnyJ, UMEIOIMX KONBLO
M3TI0Ma WY TOUKY ANs
BCKPBITHS, HOX aMIYJIbHBIH
WK ckapuprkaTop
aMMNynbHBEIA He BKIAAbIBAIOT.

KOHTYPHYIO #ueiikoBYIO
YHaxKoBKy BMCCTC C
UHCTPYKLMEH 110
MEIHUMHCKOMY
MpRMEHEHHIO (TMCTKOM-
BKNaABILEM.
JIOTIOAHKTENBLHO B
nauky noMeteH
BKJIaJbILI C JIMYHBIM
HOMEPOM YKNaAuHKa.

CooTBeTCTBYET

MapxuipoBka

1) ITepeuunas ynaxoska.
Ha amnyne ¢ BakHOH
ykazbisatoT: CokpaleHHoe
Ha3BaHUeE npenapara
(«BAKTPUBUPY),
JIO3HPOBKA/KOJIMYECTBO
(«1.», «2d.»), nyTh
BBeneHus («I[/K»), Homep
cepun (6yxBeHHO-LMDpOBOE
obo3HayeHue), nara
HCTEYEHHS CPOKa TOAHOCTH.
Ha sTuKeTKe aMImy bl C
BaKUMHOH YKa3bIBAIOT:
CoxpamenHoe TOprosoe
HaMMEHOBAHWE npenapara
(BAKTPHBHP),
IO3HPOBKA/KONHHECTBO
npenapata B amnyJe (1
[103a), MyTh BBEACHUA
(FIONKOXKHO), HOMED CEepHH
(byxeenno-uudposoe
0bo3HaueHue), 1ata
MCTEYEHHMs! CPOKA MOJAHOCTH.

Ha amnyne unu atikeTke
aMItyJibl C PacTBOpUTENEM
YKa3bIBalOT TOPrOBOE
HanMeHOBaHHe
PacTBOPHTENs, KOIHUECTBO
PAcTBOpHTENS B aMItyne
(obBeM B MUNIMIHTPAX),
Homep cepun (OykBeHHO-~
nudpoeoe obo3nHaueHKe),
ATy HCTEUEHHUS CpoKa
FOHOCTH.
2) BropHuuHas ynaKoBKa.

Ha TTauKe YKa3bIBaloT:

a) TOProBoe HauMEHOBaHNe
npenapata (BAKTPUBHP
KoMOHHHpOoBaHHas BaKLHHA
NPOHB KOPH, KPACHYXH H
NapoTHTa KynbTypanbHas
JKHBas),

BusyanbHeiit

1) IlepBuunas
ynaKoBka,

Ha aTHKeTKe aMITyJIBL C
BAKUMHON yKa3zaHo:
CoxpallleHHOe TOProBoe
HAUMEHOBaHUE
npenapara
(BAKTPUBHP),
JO3UPOBKA/KOMNUECTBO
npenapata B ammyne (1
103a), IyTh BBEAEHUA
(moxxoikHO), HOMEP
cepuu (OykBeHHO-
undporoe
o6o3HayeHue), para
MCTEYEHHS CpOKa
TOIHOCTH.

Ha sTuxerke aMnyasl ¢
PACTBOPHTENEM YKa3aHO
TOProBoe
HauMCHOBAaHMne
pacTBopuTes,
KOJIMYECTBO
pacTBOpHTENs B aMnyne
(obwvem B
MAJITHIIMTPAX), HOMep
cepuut (6yKBEHHO-
uudposoe
obo3nayeHne), nara
HCTEUEHHS CpoKa

TOHOHOCTH.

Crp.3m3 8



6) rpynnuposouHoe
HanMEHOBAHHE npemnapara

(Bakumna mnst
npodHIaKTUKH KOPH,
KpacHyXu U apoTHTa) ,

B) COKpauieHHOe
HaNMEROBaHHe LepKaTesa
PErHCTPauMOHHOrO
YIOCTOBEPEHUS/IIPON3BOANTE
7 IEKapCTBEHHOro
npenapara(AO «HITO
«MHUKpOTeH») H ero
TOBAPHBIA 3HaK,

r) agpec ¥ tenedou
Jeparens
PerucTpaLoHHOro
YROCTOBEPEHUS/IPOU3BOANTE
711 IEKApCTBEHHOTO
npenapara,

1) IeKapcTBeHHYIO opMy
(nuodmnuzat s
NpUroTOBNEHUA PacTeopa
Nl [IOJKOIKHOTO BBENESHHS),
) no3uporky (1 nosa), )
KOJIMYECTBO JIEKAPCTBEHHOIO
npenapara B ynakoske (10
ammnyna no 1 pose), 3)
nHQOpMaLus 0 cocTase
JlexapcTBEHHOTO Npenapara
(Cocras),

M) HOMEp CepHM Ipenapara
(6yxeenno-undposoe
obo3uayenue),

K) 1aTa IPOH3BOACTRA
npenapara,

1) AaTa UCTEeYEeHHs CPoKa
ropHoctu (loneH no...),

M) YCNOBUsA XpaHeHus
(XpaHuthb npu remneparype
ot 2 1o 8 °C),

H) 0yTh BBeJeHMs (Ha
BTOPHYHOH YNaKOBKe He
yKasaH, TaK KaK OH BKJIIOYeH
B Ha3RaHHE JIEKAPCTBEHHOM
tbopmer),

0) YCIOBHS otnycka ,

1) NpeAynpegHTENbHEIE
HaamicH : « CTepHIIbHOY,
«XpaHUTH B HEIOCTYITHOM
Ans Jeteil mectey,

p) WITPUX-KOLIL,

c) criocob npumenenns (
«Crocob npuMeHeHus: cm.
HHCTPYKLHIO N0
MEAMLHUHCKOMY TPHMEHEHHIO
(JIMCTOK-BKNAABIIN)),

T) CPEACTBO
HACHTHHUKALHH.

Ha nayxe ¢ xoMnnexTom
YKa3BIBAIOT:

a) TOProBoe HaHMEHOBAHHE
fpenapara, Toprosoe
HauMEeHOBAHHE
PacTBOpHUTEN,

KyNbTYpanbHas xHuBas),
0) rpynmipoo4Hoe

HaHMCHOBaHHE
npenaparta (Bakuunaa
11 ipoMNaKkTHKH
KOPH, KPacHyXH H
napoTHTa),

B) COKpallleHHOoe
HalIMEHOBaHHe
Jepxaresis
PErHCTPatiOHHOrO
YIAOCTOBEPEHUA/TIPOU3B
OIUTENA '
J€KapCTBEHHOr O
npenapata(AO «HITO
«MHuKporeH») U ero
TOBAPHEIH 3HaK,

r) agpec u Tenedon
Jepkaress
PETHCTPaLHOHHOIO
YROCTOREPEHMA/TIPON3B
onuTess
JIGKAPCTBEHHOTO
npenapara,

1) eKapCTBEHHYIO
dopmy (muodunusar
Ul TIPUTOTORJIEHNS
pacTBopa s
MIOZIKOIKHOTO BBEACHHMSI),
e) nosuposky (1 noza),
) KOJIMYECTBO
JIEKapCTBEHHOTO
nipenapara B yrakoBKe
(10 amnyn o 1 noze),
3) nadopmauua o
cocrase
JeKapCTBEHHOrO
npenapara (Cocrag),
1) HOMep Cepuu
npenapara (6yKBeHHO-
upposoe
o6ozHauenue),

K) JaTa IPOHU3BOJACTBA
npenapara,

Ity AaTa HCTeUeHMs
cpoxa ropsoctd (I'open
o...),

M) YCNIOBUS XpaHEHHH
(Xpanuts npu
Temnepatype ot 2 10 8
°0),

H) NyTH BBEACHHS (Ha
BTOPH4YHOMH YNaKOBKe He
yKazaH, Tak Kak OH
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6) rpynnuposouHoe
HauMeHOBaHMe Npenapara ,

B) COXpalleHHOE
HaWMeHOBaHHe JepakaTens
PErHCTpalHoHHOro
YOCTOBEPEHUA/MPOUIBOAUTE
s IeKapCTBEHHOr O
fpenapara 1 ero TOBapHblii
3HaK,

r) appec 1 Tenedon
Ieprcarens
PEerucTpauHOHHOTO
YIOCTOBEPeHHA/TIPOH3BOIHTE
A5 IEXAPCTBEHHOTO
npenapara,

I) IeKapcTBeHHyt0 hopMy
(;modmnusat s
NIPUIOTOBNIGHHS PACTBOpPA
JUISt TOAKOMCHOT'O BBEHCHHSA),
e) nosupoeky ( 1 noza), x)
KONUYECTRO JIEKAPCTBEHHOTO
npenapara B yrnaxoske (10
aMItys BaKUMHEI 110 [ mose),
3) uadopMaLMs 0 COCTaBe
neKapcTBEHHOTO Tpenapara
(CocraB) u coctas
pacteoputens (Cocras
pacTBopuTeNs),

1) HOMEp CEepUM npenapara u
HOMED CepHM PaCTBOPHTENA
(6yxBeHHO-LH(ppenHoe
o6o3xauenue),

K) JATa NpOU3BOACTBA
npenapara,

J) JaTta UCTE4EHMUs cpoka
ropHocTd (KommnexT ronex
n0...),

M) YCJIOBHS XpaHeHUs
{(Xpauurs nnpu TeMnepatype
ot 2 no 8 °C),

H) NyTh BBEneHUs (Ha
BTOPHYHOI YHaKOBKe He
yKa3aH, Tak KaK OH BKITIOHEH
B Ha3BaHWe JIEKapCTBEHHOMH
bopmer),

0) ycnosus oTnycka,
nnpenynpenTensHele
Haanucu :«CTepunbsHoOY,
«XpaHUTE B HEAOCTYIHOM
1A jeTei MecTey,

p) WTPHX-KOX,

¢) criocod npuMeHeHns
(«Cnioco6 npuMeHeHus: cu.
MHCTPYKLMIO 110
MEIHLMHCKOMY IPUMEHEHHIO
(nUCTOK-BKIIAABILL))Y,

T) CPEJCTBO HACHTH(MKALHH.

MecTen,

p) WTPUX-KOA,

¢) crocod npumMeneHust
( «Cniocob6
NpHMEHEHUs: CM,
MHCTPYKLHMIO 110
MEIHLHHCKOMY
NpuMeHeHnIo (JIMCTOK-
BKJIAZIBILL))»,

T) CPEACTBO
HICHTHHKALMY.

Ha nauke c-
KOMIUIEKTOM YKa3aHO:
a) TOprosoe
HauMeHOBaHHe
npenapara, ToproBoe
HaMMeHOBaHUe
pacTBopHTEN,

6) rpynnypoBovHOe
HaWMEHOBaHHE
npenapara ,

B) COKpallEHHOe
HaHMeHOoBaHHe
JepIKaTens
PErucTpauMoOHHOro
YIOCTOBEPEHUSA/MPOU3B
opuTens
NeKapCTBEHHOTO
npenapara u ero
TOBApPHEIi1 3HAK,

r) anpec u Tenedox
Jepikarens
perucTpaLroHHOro
YIOCTOBEPEHHA/TIPOH3B
oauTens
JIEKapCTBEHHOIO
npenapata,

) NEKapCTBEHHYIO
dopmy (muoduanzar
JUist IPHFOTOBICHHA
pacTBoOpa s
MOJKXOXXHOTO BBEASHHA),
e) no3upoBKy ( 1 mosa),
K) KONHUYECTBO
JIeKapCTBEHHOTO
nperiapaTa B yIlakoBKe
(10 aMmym BaKUMHBL 1O
[ noze),

3) undopmanus o
cocTaBe

JICKapCTBEHHOI 0
npenapata (Coctag) 1
COCTAB PAaCTBOPUTEILS
(Cocras
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CPOKa IOJIHOCTH
(Komnnext rones 10...),
M) YCHOBHS XpaHeHus
(Xpanutes npu
TeMeparype ot 2 1o 8
oc),

H) MyTh BBEEHN (Ha
BTOPHYHOH yNakoBke He
yKa3aH, TaKk Kak OH
BKMIOYECH B HA3BAHME
JIEKaPCTBEHHOM
dopwms),

0) yCnoBus

oTnyckKa,

1) TpeAynpenTebibe
Haanuc :«CTepribHo»,
«XpaHuTh B
HEJOCTYTHOM JUIS AeTei
Mecrey,

p) ITPHX-KOZ,
c)enocod npuMeHenus
(«Criocob npumenenns:
CM. MHCTPYKLMIO TI0
ME/MIMHCKOMY
NPUMEHEHHIO (JIMCTOK-
BKIAMBIIL))Y,

T) CPEACTBO
HIEHTHPHKALMH,

Cootgercrayer
TpaxcnopTupoBanie Ilpu remnieparype ot 2 110 8 °C. He 3amopakuBath
Xpanenue Ipu Temneparype o1 2 go 8 °C. He 3amopakupath
C ) Hara spinycka 10.10.2025
A 2 rona Tonen 110 30.09.2027
3armoyenne: Baxinna BAKTPUBHP Kom6unupopanHas BakuuHa NpoTHE KOPH, KPACHYXH U NAPOTHUTA

KYJIbTY panbHas Kasas, THOQGHIN3AT A/ IPHrOTORIICHNS PACTBOPA Al TIOAKOKHOTO BBEXEHAS 1
nosa cepuu Ne M0034625 B kommiexte ¢ pactsoputenesm cepun NeT330625 cooTserctyer
tpebosannsy HIL JITT-Ne (001494)-(PI-RU)-210824
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