PA3PEIIEHUE

Ha BBOJ{ B IpakiaHCKuii 060poT B Poccuiickoii ®enepanuu cepru MM apTun
npousBeIeHHOro B Poccuiickoit Meaepanny mim BBo3UMoro B Poccuiickyro ®@eneparnuio
MMMYHOOHOJIOTHUYECKOT0 JIEKApCTBEHHOTO perapara

Ne P006-00110-77/03581624 ot 21.10.2025

Beipano  AxiponepHomy obmiectBy  "HayuHO-IPOM3BOACTBEHHOE OOBEAUHECHHE 10
ME/IMIIMHCKMM ~ MMMYHOOMoONoOrnyeckuM — npernaparam  "Muxkporen”, Poccus, 115088,
r. Mocksa, yi. 1-1 ly6poBckas, 1. 15, crp. 2, UHH: 7722422237.
(HanMeHOBaHKE IOPUAUYECKOTr0 JINLA, Fopuandeckuii agpec, MHH)

®enepanbnas cayx0a 110 HaA30py B cdepe 3APaBOOXPAHEHHsS] HA OCHOBAHUH 3aKJIIOYEHHMSI
VICIIBITATCIIBHOIO ~ IIEHTPA OKCHEPTU3bl KayecTBA MEIHIMHCKUX HMMMYHOOHOJIOMMYECKHX
npenaparoB PefepanbHoOro rocyJapCTBEHHOro OI0UKETHOro ydpekacHus "Hayusbid menTp
SKCIEPTHU3HI CPECTB MEMIIMHCKOT0 NpuMeHeHus" MuHucTepeTBa 3ipaBooxpanenus Poccuiickoit
Denepanuu

(HanMeHOBaHKE (PeepanbHOro rocyJapCTBEHHOTO OIO/PKETHOTO YUPEKICHHs)
or 20.10.2025 Ne 1128/HIIDCMII pa3pemaer BBOX B rpaskIaHCKuii 060poT
(nara) (HOMED)
B Poccuiickoii ®egepanun HMMYHOOHOJIOrHYECKOI0 JIEKAPCTBEHHOr0 NpenapaTa
Baxumna mapoTuTHo-KOpeBasi KyJIbTypalibHas KHBast
(TOproBoe HaMMEHOBAHHUE)
Bakupna u1st npoMIakTHKY KOPY W IApOTUTA
(Memnyﬂapoaﬂoe HEIIaTCHTOBAHHOC HAMMEHOBAHUE (prHHHpOBO‘{HOe niu XI/IMI/I‘IGCKOC)
JMO(GUIKM3AT I IPUTOTOBIIEHHSI PACTBOPA IS IIOAKOXKHOTO BBeAeHus (1 103a) -
amiyiisl (10 10T.) - HaYky KapTOHHBIE /B KOMILJICKTE C PACTBOPUTENIEM:
BOJIa JUIsl MHBEKLMM (amMyJiel) -10 mit./ - jy1s 1eueOHO-IPOPHIIAKTHYECKUX YUPEKASHUIH
(popma BrImycKa (¢ ykazanueM JiekapcTBEHHOH GOPMbI, JO3UPOBKH, (hACOBKH) M KOJMYECTBO B YIAKOBKE)
o0beM cepuu WU

cepun  M0019825 (cepus pactBoputeis T300625) S— —3?15* ’
(HoMmMep cepum) (xom4ecTBO
YIIaKOBOK)

rogen no 09.2026 ,
(cpox rogHOCTH)
NpoM3BOACTBA AKUuOHepHOro obumectBa "HaydHO-NPOU3BOACTBEHHOE OOBEAUHEHHE T10
MCIUIIMHCKAM MMMyHOOUoNornueckum npenaparam "Muxporen” (AO "HITO "Muxporen"),
Poccust, 115088, r. Mocksa, yi. 1-a Jlybposckas, 1. 15, crp. 2 (npousBoaurens (rorosoit JID),
IIepBUYHAS YIIAKOBKA, BTOPUYHAS YIAKOBKA), CTP. 1 (BBITyCKAIOIMHA KOHTPOJIb KAYeCTBA).
(HanMeHOBaHKE M aJIpec NPOM3BOAUTEIS (C yKa3aHUEeM CTaHi POM3BOICTRA)

Perucrpauuonnoe ygocrosepenue Ne JITT-Ne(001181)-(PI'-RU) ot 05.09.2022.
Hepxarenn perl/lCTpauHOHHOFO yaocroBepeHuss AKIMOHEPHOE

a. 15, crp. 2.

HOKYMEHT TTOJAIUCAH
DIEKTPOHHOU ITOITUCHIO

3aMecTUTeNb YKOBOAUTEIA
POC3,U,paBHaﬂ?5)pa Ceprudukar 42DTR24ADR2ZBBD113BD1263FE2CCBCY9 I[.B. HapXOMeHKO

Baayenen Hapxosenxo JMaurpii Beenoaogosuu
Hesicrsurenen ¢ 07.04.2025 no 01.07.2026




Axuonepsoe 001necTso

«Hayqno~npouanoucweuuoe 0bBenMHEHHE 10 MEJULIHHCKUM HMMyllOGHOJJOFJ'I‘ICCKI'[M apenaparam

«MuKporem

AJipec MeCTa OCYLIECTRICHHS JHLEH3HPYEMOI0 BHAR JICHTCHBHOCTH:
Poccust, 115088, r. Mockaa, yir. 1-a J{y6posckast, 115, c1p.2

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

DACHHOPT
Ne 0192 or 07.10.25

) Baxuuna UAPOTHYTIO-KOPCBAs! KYJILTYpaJbLIas JCHBail
Bakmuua aJst l'lpO(bllJlZlKTHKll KOpH " napoeriara Jll‘!O(b“JIllBﬂ'l‘ JUSHIIPHTOTOBJCHHS PACTBOPA IS HOAKOZKHOTO *

PerucTpal(MoHHOE YA0CTOBEPENHE
HopMaTHsHas JOKYMEHTALH

Honmep cepiy BaKLHHEI
Honmep cepuit BOABI JUisl HHBEKITHI
Cocran:

BBCOCHIS

JITT-Ne(001181)-(PT-RU)
HI JIT-Ne (001181)-(PT-RU)-170624

V0019825

T300625

Onua npusnsouHas 103a npernapara (0,5 M) copepiuut:
Jeiicrsyiomue Bemecna:

- Bupyc kopy — e menee | 000 (3,0 Ig) Tranennx LHTONATOrSINIbIX 103
(TIIIS0);

- pupyc naporuta - xe menee 20 000 (4,3 1g) TLIS0;
BenomoraTes/ibHLIC BEHECTBA:

- oaustit pactsop JIC <18 - 0,08 i ;

- xenaruua pacreop 10 %~ 0,02 mn

- renraMuLina cyibdar — ue Gonee 20 Mxr.
PacrBopuTelin: BOAA JULS HI'LEKLMIH

Konnuecrso B cepu, en. mamepenns 2815 YIIAKOBOK
Jlara npoussoyicrsal aarta Beinycka 09 25
Jara okoHwatius cpoKa roxHoCTH 09 26
PeaynprarTsl HCNsITAHUH
Kourposmpyembie Tpedopanns Merounl Pesynsrars

noKrasares

crienguranmn

KONTPOJIs)

HCNBLITANNIT

BHPYCLI KOPH H -
IIapoTuIa

LHTONATOrCIIIOr0 HEHCTBHSI
BHPYCOB MAPOTHTA M KOPH Ha
YYBCTBHTEILIBIE KIETKH Vero
CHEeNMPAICCKUMH IMMYHHBIMH
CLIBOPOTKAMIT

Onucanne JIuodunuzar - JInodmimzar - ojHopoHas
OZIIOPOAHAS IIOPHCTAsL Busyansuniii nopucTas Macca
Macca O JKCITOBATOrO FKEATOBATO-PO3OBOr0
JIO PO30BATOro LBCTA, LBETA, THIPOCKOIIHYHIA
THIPOCKOIIMYHA Boccranosiaenusiii
BoccranoBieHHbli [IPEnapar - npo3padHas
npenapar - npospaunas MHAUKOCT] PO3OBOIO UBETA
KHUIKOCTL PO3IOBOTO CooTBETCTBYET
pera

[Toyunsnnocts Homken cogepiarh Peaxiys neirpasM3aImm COJ[(,])A\XI 21 BIPYC KOPH 1

Bpeast pactopenus

]IOJI‘/I(CII PacTBOPHTLCS B
Te4YeHME 3 MK TIPH

BusyasHoii
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BHecenuH B aMmyny 0,5
Mt BoasL UL MUBEKLHH

suecennn B ammyiy 0,5 s
BOJIBE VISl HITHEKIUMIT 1A

Ha 13y o3y
CoorsercTnyet
pH Or73m079 ToTennuoMeTpryecKuii, 7,6
' poe CooTBeTcTBYET
MexatiHueckne B 2 amnynax us 80 Busyansueli, CooTBeTcTBYCT
BIUIEOUCHHMS JIONYCKacTCs HajgHune I'd PO
MEXaIHYECKHX
BKJUIOUCHHI
[Torepst 8 Macce npu He 6ouee 2,0 % I'paBuMETpHYECKHI, 0,9 %
BBHICYILHBAHUH I'd PP Coorpercyer
CrepunbHoCTh He nomxeu cozepxarn Meron npsMOro nocesa WiH He cognepxut baxrepuii i
Oawrepuii 1 rpudos MeMOpaHHOH (MIbTPALNH, rpubos
r'd Po Cootpercryyer
AloManiast Jlomxert Ot Buonornyeckuit, Hertoxcnueu
TOKCHYHOCTH HICTOKCHYHBIM I'd Pd CootnercrByer
Crierndnuccras Tpunupouuas 103a KynpTypansublii Bupyc xopu - 7943 (3,9 Ig
AKTUBUOCTH paximint (0,5 M) {Onpenenenue no TLIAS50/0,5 mn) ;
JIoJDKIIA COZEPIKATh He LU TONATOrCHIIOMY ACHCTBHIO Bupyc naporura - 117500
Mmence 1 000 Tkauenslx | BUPYCOB Ha KJIETKH Vero) (5,07 lg TLUHS50/0,5 mur)
JMTONATOrCHIBIX 103
(T s0) Bupyca xopu Cootrerersyer
(11e Menee 3,0 Ig
TIY50/0,5 Mn) 1
e meucee 20 000
TKANCBRIX
IMTONIATOTEHHBIX 1103
(T s0) BUpYC napoTHUTa
(1e mexee 4,3 Ig
TIT 50/0,5 M), ©
upeobiajanneM
HAPOTHLIOrO
KOMIIOHELITA HE Metiee,
qem na 0,9 lg Bupyca
T].U [\5[)/0,5 MJT
Ipranii He 6onee 50 ur 8 onwoit | Mmmyuodepmenrtustii, I'P PO 2,7
CHIBOPOTOYIIBIH DPHBHBOUNOH J03€ ' Coorrercrsyer
ansOymu BAKI (MHDI
Baxrepuaibibie Meuiee 20 EQ/mn Kauecrpenunit rens-tpom6 TecT, Metnee menee 5,0 ED/Au
MNOTOKCHIDI I'd PO, OPC.1.2.4.0006.15,
Mmeros A
IMocroporuue He Gonee 20 mxr B Merop nudhy3un B arap, 11,0
JPHMECH: OJUIOH NPHUBHBOUIIOH I'd PO, ’ Cootsercnyer

reuTaMuLIa cyandar

J03€C BAKLIHMMDLE

OPC.1.2.4.0010.18

Pacrropureiis, BUKYCKACMBLIH B KOMILJICKTC

C npenaparom: soga giis }Ill'I)QKlUIﬁ

Onucanne becuperias tpo3payuas | OprasonenTHuecKui Becusernas npospaynas
XKHJIKOCTS Ge3 3anaxa JKMAKOCTEH 6e3 3araxa
) CoortBercrnyer
pll or 5,0 no 7,0 Torennuomerpuuecxuii, I'G PP, 6,6
0PC.1.2.1.0004.15 CoorBeTcTBYCT
Kucnornocts Hix [Tpn nosiaeHHK KayecTpentas peaxnus ¢ KucnotHocts

111EN04HOCTh

JKEIITOr0 OKpallMBaHs
OHO JIOIDKHO H3MEHHTLCS
Ha KPACHOE MM PO30BOC
OT HpHbaBICHUA HC
Gonee 0,1 mu 0,01 M
pacmgopa nampus
eudpoxcuda; npH
HOSBICHIN KPacHoro
HILH PO3OBOIO
OKpALIMBAHHSL OHO

(enonoBoro
KacHoro pacrsopom,
T® Ph, $C.2.2.0019.18

Oxpacka H3MCHUIACH OT
npubasnenns 0,1 M 0,01
M. pactBOpa Hatpus
THAPOKCUIA
Coorpercrayer




ROJDKHO U3MCHNTHCS Ha
AKENTOE 0T Ipubasnenys
ne 6onee 0,15 M 0,01 M
pacmgopa
XA0PUCINOBOO0POOIOT
KUCNOIbl,

DAEKTPOIPOBOXHOCTD

He 6onee 25 MxCam/cm

Kounpyxromerpuyeckuii,

14,1 MmxCwm/cm

Esponeiickas ®apmaxones 8.0 Coorsercryer
Mexaunucckue JomKeH BLIACPKUBATE BusyanbHuii, BeijepskuzaeT Tpebonamis
BRILIOYCHSL TpeGoBanusl ' PO, OPC.1.4.2.0005.18 CoorBercrnyeT

BranMble YaCTHIBI

IenimmMbie yacTHILE

B opyoit amiyle,
OyTeuIKe HIH (hraxone

Cuerno-doromeTpuiceKuii,
I'd PO, ODPC.1.4.2.0006.15

10 mxa 1 Gonee - 16
25 sk n Sonee - 0

CPEMIHEE HHCIIO YACTHI] Coorserernyer
pasmepoM 10 MxM 1
foiee He JHOIDKHO
npespiars 6000, a
CPEJLHEE YHCIIO YACTHI[
pasMepoM 25 MKM U
Gonee e HOIDKHO
. npessinars, 600
Cyxoit ocrarok He 6Gosee 0,001 % [paBumerpHuccKkui, 0,0002 %
I'h PD, $C.2.2.0019.18 Coorserersyer
Boccranasyusaomue | JIOMKHO COXPaBUTLCS Peakiusi ¢ pacTBOPOM Kamst Pozonoc oxpansalme
BELLECTBA po3oBoE [IepMatranata u CepHOI KUCIOTOH | COXPansercs
OXpanBanue pazBeCeHIo, Coorsercrpyer

D Pd, $C.2.2.0019.18

Yrieposa JMOKCHI

e nosmxiio O6ITh
OMY'THCHISE B TEUCHHUE
1u

Peaxnms ¢ Kansuust THAPOKCHJIA
pPacTBOpPOM '
(13BeCTKOBOI BOJOIL),

' PP, ¢C.2.2.0019.18

B reyenne 1 4 romyruene
1e nabIonaercs
Coorsercrsyer

Hurparst vt untpurst | He 6onee 0,00002 % Peaxuust ¢ JurdennnaMuna metee 0.00002 %
(0,2 ppm) pacTBopoM Coornercrnyer
r'd PP, #C.2.2.0019.18
AMMOHUIE He 6onee 0,00002 % Peakuus ¢ peaxtBom Heccnepa, mence 0.00002 %
(0,2 ppm) r'd PO, ©C.2.2.0019.18 Coorsercryer
Xnopuist He pojkuo O6ITh Peaxuus ¢ cepebpa nnrpata Ornastecriennust He
ONAJICCLEHIIH pacTBopoMm, nadioacTCs
o PP, 0C.2.2.0019.18 Coorsercrnyer
Cynndatnl He nomxuo OuITh Peaxtus ¢ Oapust Xxpopuja B reqeine 1 9 oMy TneHue

NOMYTHEHHS B TCYCHIUE,
He Mexee 1 u

pacTBopoM, ‘
' PO, ©C.2.2.0019.18 -

ne nabnonacrest
Coorsercrsyer

Kanbuuii ¥ Marsuit

Jlomxio nabnonaThes
YHCTO CHHEE
OKpAIMBAHUC PACTBOPA
(6e3 (uoneTosoro
OTTEHKA)

Peaxuust ¢ natpust aaerara
pacTBoOpoM,
I'd PO, ©C.2.2.0019.18

| Habmopaercs 4uCTO CHHCE

OKpALLHBALHE PACTBOPA
(6e3 (ironeroBoro
OTTCHKA)
CoorsercrByer

Tsikennle METAIIB

He nomixno 6u11h

Peakuuist ¢ naTpst cyabQia

OkpammBaHue u

OKpanMBaHus. pacTBOPOM, OIIAJICCLEHIHS 11E
Hortycrima cnabast I'd Pd, $C.2.2.0019.18, HaBILIOHACTCH
ONAICCICHIYSL OT meton 1 Coorsercrsyer
BBIICHHBIIEHCS CEPLL.

Mspiexaemplii o6bem | Joioken Gorrs ne meunee | ' Pd, ODC.1.4.2.0003.15 Coornercrsyer

HOMMIHANLHOTO, ECIIH
YIIAKOBKH HCCNENYIOTCS
uapuBuayansuo. dus
YIaKoOBOK C
HOMUHANBHBIM 00BEeMOM
2 MII 1 Meliee
u3MepeHnslii 00neM




JNOMKCH OnITh HE Melice

CYMMBEI HOMMIANLHBIX
o0reMoB

HCCIIEROBAMIIBIX
YIAKOBOK.
BakrepuaibIpie Ipenenpnoe KauecTBeHHBIH resb-TpoMob TecT, menee 0,03 E3/mn
IHIAOTOKCHHbI coaepIKanUe I'd PP, OPC.1.2.4.0006.15, CoorBercTyer
. faxrepHaibLHBIX merog A
SIJIOTOKCHIIOB B
upenapare He 6oxee 0,25
133/mn
CrepusnHocTs JMosxen 6p11H MeTtox npsiMOro rocesa MM Crepuibito
CTEPHILHBIM MCTOL Cootn ETCTBYCET
MeMOparHoi (bnnrﬂ'pamm
I'd P,
0®C.1.2.4.0003.15
Yiaxonka ITepnnunas ynakonxa - Busyannupiii TTepsuunas ynakoska -

Baxiuia

Baknuiy spulyckaior no
1 no3e B amnyne
BMECTHMOCTLIO 2 MJI H3
crewia 1-ro
THPOJIMTHICCKOTO
Kytacca.

Ha xaxuyio amnoyny
HAIJIEUBAIOT ITHUKCTKY
CAMOKIESINLYIOCS HIIH
TCKCT HAROCHT
NIETIOCPE/ICTBENO Ha
AMIYJLy MCTOJIOM
KaryIecTpyHioil neyaru.
Pactropurens (Boja uis
HHTBEKIHR)

ITo | Mn B amitysax

Ha xaxyro amrysty
HAKJIEHBAIOT DTHKCTKY
CaMoIUIesIILYI0Cs HIIH
TCKCT HALIOCHT
HEIIOCPEICTREIIIO HA
AMILYJY METOJIOM
KaIuIcCTPY o neuary.
Bropuunas ymakoBka

B nauxe u3 kaproua 10
aMITyJ1 € BakLMHOH 11o 1
Jlo3e B amIyle, i
IIOMEIICHHBIX B
KOHTYPHYIO SUCHKOBYIO
ynaxonky, 10 amriyi ¢
pacTsopuTeneM (3ojxa
JUIsl MHBEKIA) o 1 Mo
B aMILyJIe, ITOMEILCHHBIX
B KOHTYPILYIO
A4CHKOBYIO YNIAKOBKY
BMCCTE ¢ MICTPYKIINei
10 MEIMIMHCKOMY
DPHMEHEHHIO (JIMCTKOM-
BKJIABIIICM ), HOMOM
AMILYJILHBIM HITH
cKapupHKaTOPOM
AMILYJIBHBIM.
Jlonosmurenslo B nayky
LOMEUIRLOT BKIALBILI C
JUHEHBIM HOMEPOM

Baxkiuna

Baxiua spinyuena no |
[O3€e' n aMiyne
BMECTHMOCTHIO 2 MJT U3
crexna 1-ro
THAPOIHTHYECKOro Kiacca.
Ha xaxcuyro amnysy
HAKNEEHA STHKETKA
CaMOKICLIANCH

Pacropurens (Bona s
HHBEKLI)

ITo 1 mi B aMITynax

Ha xaxcayio amimyiy
HaKJIeeHa ITHKETKA
caMoKmesascs

Bropuunas ynakonka

B rnauxe uz kaproua 10
aMIyn ¢ BaKiUHoi mo 1
03¢ B aMILye,
FIOMELICHIBIX B
KOHTYPHYIO SueHKOBYIO
ynaxosxy, 10 aMnyn ¢
pacrnoprreneM (Bofa st
HUBLEKUHH) o | Ma B
aMITYJIC, IIOMCIICHHBIX B
KOHTYPHYIO SMEHKOBYIO
YHOAKOBKY BMECTE €
MHCTPYKIIMEH 110
METULMICKOMY
IpHMeHennIo (JIMCTKOM-
BKJIAALILICM ), HOMOM
aMIYJBHBIM HITH
crapupHKaTOpPOM
AMITYJIHHLIM.
JIOTmoANMTeNLHO B AUKY
HOMEIIAIOT BIJIAZBIII €
JAYHBIM HOMEPOM:L [ /7%
yxnapunka. Hpu’ yn'ifxomte
aMILyJ1, HMEIONTHX ;((Sm,np
H3TIOMA HUIH TW; r<y zlw) ”//,, "y
chcpbrrx&x uo,l( ", "/ NG
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yinanyuxa, Ipu
YIaKOBKE aMIIy L,
MMEIOUMX KOJBIO
M3I0MA HITH TOUKY JUIA
BCKPBITHA, HOX
aMILYJIBEHDI ¥ und
cxapudHkaTop
aMIyJbHbLIH He
BKJIAJ{LIBAIOT.

[IC BKJIABLIBALOT.

Coorsercrsyer

Mapxuponxa

Meprunas ynakosxa.

Ha amnyne ¢ Bakuunoi
YKa3LIBALOT:
CokpaieHHoe Toprosoe
HalUMeHoBaHHe
npenapara
{(«BAKILIHMHA
APOTHUTHO-
KOPEBASI»),
KOJIMYECTBO IIpenapara B
amnyne(«1JL.»), nys
seepenust («I1/K»),
HOMEp CepHM
(6yxseuno-mudposoe
obosnauele), nary
UCTEYENHs CPOKa
rOJUIOCTH.

Ha stuxerke ammyisl ¢
BAKI{HHOH YKa3bIBAIOT:
CoxkpalenHoe TOProBoe
HAHMCHOBAHHC
npenapata (Baxiuia
NAPOTHTIIO-KOpeBast),
KOJHHYECTRO NpPEnapaTa B
amityaie (1 nosa), nyts
BBEHEHHs (IIOJIKOIKHO),
HOMEp cepuu
(6yxBeno-Lgposoe
oBo3nayenye),iary
HCTCYCHHS CPOKA
TOJIHOCTH.

Ha amnyne uwnu
3THKCTKE aMITYJILI C
PacTBOPHTENEM
YKa3BbIBAIOT TOProBoe
HAUMCHOBAHNE
pacTBopHTeL,
KOJIHYECTBO
PacTBOPHTENS! B aMILyJIC
(06BeM B MANTMIHTPAX),
HOMEp CEpHH
(6yxsenno-mHdposoe
obo3HaueHue), Jaty
HCTEUEIIHSI CPOKa
FOJHOCTH.

Bropuunas ynaxonka.
Ha nauke ¢ xoMmuexTom
YKa3h[BAIOT:
a) TOproroe
HaHMEHOBAHHE
npenapara (Bakuyuna
IapoOTHTHO-KOpenas!
KyJbTYpaliblast )KuBast),

TOProB0e HAHMEHOBAHNE

BusyansHniii

IMepsuumnas yrakonka.
Ha aTikeTre aMmynn ¢
BAKIUIHOI yKa3aHO:
CoxpallieHHOE TOProBoe
HAMMEHOBAHHME npCrapara
(BakuHa napoTHTHO-
KopeBast), KOJMMUECTBO
npenapara B amnyne (1
J103a), 1Ty Th BBEICHHS
(rOAKOIKHO), HOMEp CepHIt
(6yKBeHHO-LHpPOBOE
oGo3HaYCHIE), AaTa
HCTEUCHHs CpoKa
TOHOCTH.

Ha sTHieTre aMITynbl ¢
PACTBOPHTEIEM YKA3AII0
TOProBOC HAMMCHORAIIME
PACTBOPHTIENIS, KOIHYECTRBO
pacTBOPHTENS B aMIlyJiC
(o6beM B MITIIWINTPAX),
nomep cepuu (OykBenno-
iudposoe obosnaucuie),
JlaTy HCTEeHCHMs! CPOoKa
IOJIOCTH.

Bropinias ynakoska.

Ha ntadxe ¢ KOMIDIEKTOM
yKa3auo:

Q) TOProBoe NanMeHoBaHne
nperapara (Baxupa
[aPOTHTHO-KOPERA
KYILTYPAJILHAS KHBas),
TOPIOBOE HAHMENOBAIIHE
pactrsopurens (Boxa Jus
HI'LEKLIMIT);

6) rpynImMpoBoUnoe
HAMMEHOBAILHE NIpenapaTa
(Baximna jyis
NPOPUIIAKTHKH KOPH H
niapoTHra);

1) COKDAMGHIQE
HayeOBANAE Jie mgxum

@ 151 J[é};{/’fﬁc}\fﬁﬁjﬁ’@f’a of
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PACTBOPHTENLS (BOJR UL
MUBEKLMI);

0) rpynnMpoBoYHOE
HauMElOoBAlIHE
npenapara (Bakiya
JuLst HPOQHIAKTHKK KOPH
H NIapoTHTA);

1) coxpaleroe
HauMeHoBaiu1e
Jieprkarens
PErucTPanHOHHOrO
YJI0CTOBEPEH S/ IPOH3BO
JUATEIIst ICKapCTBEHHOr0
npenapara (AQ «HIIO
«MHKporen») U ero
TOBAPHBIH 3HaK;

r) anpec u Tenchou
Jiepkarens
PerucTpalouHoro
YNOCTOBEPEHHUS/TIPOH3BO
JUATEJIs JIEKAPCTBEIIOr0
nperiapara;

JU) JIEKAPCTBCHHYIO
thopmy (modrnusar st

NPHIOTORJICHHSE
pacrropa Juist
TIOJIKOIKHOTO BBEJICHMS);
€) JIO3MPOBKA JULs
JIAHHOro
JICKAPCTBEHIIOTO
rpenapara ie
ycTanoBnena,

) KOJHHECTRO
JICKAPCTREHIOTO
rperapara B ynaxonke
(10 amrrys pakuuust 1o 1
J103C) KOJIMYCCTRO
pacTBopurIens 3
ynakoske (10 ammyn
pacrnopuTens (Boja js
nLekIuit) mo 1 mi);

3) HuopMalLs o

COCTARE JIEKAPCTBEHHOTO
npenapara (Cocran) 1
COCTABC PACTBOPHTENIS
(Cocras pacrsopuTens);
H) HOMED Cepun
nperiapara 1 Homep
CCPHH PACTBOPHTCIIN
(Oyxsenno-undponoe
obo3naucHue);

K) a1y DPOH3ROJICTRA
npernapara;

i) JaTy HCTCYCHMs
CPOKa ro/UHOCTH
xomruteira (Komonexr
rOfIcH JI0...),

M) YCIOBHS XPaHeHHs
(Xparurs nipu
TeMneparype or 2 jo 8
°C. He 3amopaxxunarn);

1) nyTh BBenenus (Ha
BTOPHUHOMN YNAKOBKE He

TOBApHKIA 3HAK;
r) anpec u Tenedon
JiepiKaTess
PErHCTPAKHOIIIOro
YIOCTOBEPEHHS/TIPOU3BOJH
TEJL IEKAPCTREHHOIO
npenapara;
) JiekapcTBenHas popma
(mmo(uuzar jyis
NPUIOTORICHHS pacTBROpa
JUIst TOJIKOXKHOTO
BBEACHMSL);
€) RO3HPOBKA JUISL JAKIIOr0
JICKApPCTBEHHOTO
nperapara He
ycranosnetia,
) KOJIMYCCTBO
JIEKapPCTBEHHOID
mpenapata B yraxoske (10
aMILyJI BAKIUILI [0 1 [ro3e)
KONHUCCTBO PACTBOPHTENS
B ynaxonke (10 amnyn
pacTBopuTens (BOLR UL
HHBeKIpid) no 1 mn);
3) MH()OPMALIHIL O COCTABC
JIEKAPCTBEHHOIO
npenapara (Cocran) u
COCTaBe PaCcTBOPUTEIIS
(Cocta pacTBOpUTEIISL);
'H) HOMep CepuH npenapara
H HOMEp Cepuu
pactBopirrens (6ykseHHo-
uupponoe obosiaucHc);
K) ATy IPOH3BOCTBA
nperapara;
JI) laTa HCTEUCHHSL CPOKa
TOMHOCTH KOMILICKTA
(Komrmiext rojes 1o...),
M) YCIOBHS XpateHus
(Xpauurts npu
TeMueparype ot 2 jo 8 °C.
He 3amopaxusars);
H) fy'Th Baejlennst (ua
BTOPHUHOH yNaKoBKe He
yKasall, TaK KaK OH
BKJIOYCH B HA3BRAHME
JIexapeTsesHoi hopMmsr);
0) YCIOBHs OTIYCKA,
1) TPpexyIpCAHTCIbHbIC
HapnucH («CICpHILHOY,
«Xpausrh B HEAOCTY IHOM
UL [icTel MecTen;
P) LUTPHMX-KOZ;
€) crocod npuMeHeHHs
(«Crioco6 npumeHeHust:
CM. MHCTPYKIHIO [0
MEIHUUHHCKOMY
TIPUMEHCHHUIO (JIHCTOK-
BIUTAZLILI))»;
T) CPEJICTBO
HACHTH( KA.
Cootpercrnyer
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YKa3an, Tax Kak.o1
BIJLOYCH B HA3BaHHE
nexapcTreHHoi Gopmat);
0). YCIOBHS OTILYCKY;

I1) PEAYIPCHHTCILIBIE
HapmucH («Crepuinbion,
«Xpaurnh B
HEHOCTYINHOM JUilst JeTelf
MecTeR;

P) LITPHX-KOL;

¢) crrocod npUMeHen s
(«Crroco0 npHMeHEHHS:
€M, HHCTPYKLIHIO 110
MEIIMHCKOMY
IPUMCHEHIIO (FICTOK-

BKIAJBIL))»;

T) CPEACTRO !

HaeHru KA,
Tpaucnopruposanne | Hpn remueparype o1 2 a0 8 °C. He 3amopaxnsarh
Xpaneune Tpu remreparype o1 2 g0 8 °C. e 3amopasxunars
Cpox romsoCTH L Iara npoussojcrsa 18,09.?2025

Copent o 30.09.2026

Zariouenne: Baxigaa rapoTHTHO-KOPeRast KYIbTY DAALHAS JKUBAsL, JMOQHIM3AT JUIst IPUIOTORICHIS PACTBOPA

JUISL IIOJKOIKHOrO BBegeums | goza cepum Ne MOO19825 B xoMILICKTE ¢ PACTBOPHTEICM CepUil
NeT300625 coorsercrsyer rpeSosamssivg HIL JIT-Ne (001 181)-(PI-RU)-170624 '

2 04

damea

 3aMeCTHTSIb AMPEKTOPA 110 KaUeCTBY
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