AKunonepHoe 0dmecTso

"Hay4no-1poH3BOJACTBEHHOC 00beaUNCHIE 10 MEAHIMHCKHEM HMMYHOOHOAOrHYECKHM Hpenaparam
"Muxporen"
Mockosekoe goapasiejiensie mo NPoH3IBOACTBY OAKTCPHIHBLIX HPENAPATOR

PA3SPEIIEHUE HA BBOJI B 'PAXKJAHCKHAN OBOPOT

Homep paspemcenus NeS79 1
Toprosoe HanMenoBauHne NPO/IYKIHH Bo:a a8 uHbekuui
chapc*meuuaﬂ (t)OpMﬂ PACTBOPHUTEIL JUIH NPUIOTORJICHMA ACKAPCTBCHHDBIX

dbopm it ubekumrH
Jotuposka -
QopMa BLINYCKA PACTBOPHTEIL JUT8 IPUIOTOBIIEHHA JICKAPCTREHHBIX
(siekaperseunas popma, 103HPOBKA, dopm aas unexumit (amryna) 1w x 10 {navuka
HePBHYHAN YIIAKOBKA, KOJIHYCCTBO KapTOHHas )

JIEKapCTBCHHOI opMBbI B epBHUNOI]
VIIAKOBKC, KOJIHYECTBO NepBHYNOI
YHAKOBKH B MOTPeONTC/(bCKOIl YIAKOBKE,
KOMILIEKTHOCTD)

Ho»ep cepun M840223 :

O0bem cepun 3979 nauek

Jdara Bolnycka 02-23

I'osen 10 01-27

HanveHoBanue n aapec NpoH3BOANTCAA AQO "HITO "Mukporen”
Pocens, 115088, r.Mocksa, yn. 1- Jlybposekas, a.15.
crp.2

Homep u 1aTa peruerpaioHuoro JICP-007006/08 o1 02.09.2008 (aaTa 3aMeHbl

V0CTOBEPEHHS 01.02.2022)

Homep nopMaruBHoii JOKYMeHTANHN HIJICP-007006/08-240620, u3m. Nel, mam. Ne2
HanmMenosanue 1 ajapec gepxaressi AO "HIO "Mukporcn”

PErHCTPALHONNOIC YA0CTOBCPCHHH
Pocens. 115088, r.Mocksa, yi1. 1-a JlyvOposckas, a.15.
cTp.2

Pesvabrarsl Kourpoas [acnopr Ne 580 or 07.04.23

3aBepenne O COOTBETCTBHH:

Hacroawmy g

MOATBEPKIALIO,

Ynio npucedeinnds GoIUe UHGORMAUA AGARCINCA QOCMOGCDHON 1 Mmoo, YRAzanudas epie ceput npooykijuu
APOUICROCHU (GRAVNUS YRAROGKY MUPKUPOGKY, U KOUNIPOIL KAUCCHIGU) MU GHIUEYRASUHRON bIX RAOUOKe/UX &
coomeememsyn ¢ JIMUEH3NEH Ha LIPOW3BOACTRO sekapeTaetibix cpeicTts JI012-00102-77/00010419 or
29.09.2022; peecucmpayuonisia Jocse; MPeOOGAHUSIMUY HUICHCANCT NPONSEOOCINGE HIOU HPAKIUKY,

I HPOMBILLICHIBIM PECAAMENATOM,

 CEPHUS TTPOAYKIUH OJOBPEHA K OTIPY3KE U PEAJINZALIIUH

| Paspewtenne pprzan:
: JlomxHoCT) Jata | foumes | D H.0.
I Hauwanpnx OBTK (OKK) . , - Koparuna T.K.




Axumonephoe obuiecTo
(<H€l}"‘!H()-ﬂp()HBBOﬂCTBEHHOC 06%0111”{811118 no MEHRIIMHCKHM lrlMM}"HOﬁHOJ’!OFH‘iCCKHM npenaparaM
«Muxporeny
AJlpec MeCTa OCYILECTBIEHAA JIKIEH3UPYEMOT'O BIIIA JIES TEILHOCTH:
Poccus, 115088, r. Mocksa, yn. t-s [ly6poscxkas, a.15, ctp.2
NMACHOOPT Ne 580 o1 07.04.2023 1.

Toprosoe Haumenosaine J1I1 Boaa jurst uuberiHii

MesKAYHAPOIHOE HeTTATEHTOBAHHOE, WM IPyII- BoJTa

[THPOBOYHOE, UM XUMHUYECKOE HAUMEHOBAHHE

Jlexaperennas diopMa PAcTBOPHTE DL JUISL IPUFOTORJICHHUS JIEKaPCTBCHHBIX QopM 11 HHBEKLHI
Peructpansontoe yaocTopepenue JICP-007006/08

Jlata rocyaapcTBEeHHON perucTpanuu 02.09.2008 r. Jara splycra 0223
Jlara BHECEHUS H3MCHEHHI B PETHCTPALIHOHHOE 01.02.2022 1.

vaocrosepenne JII (aata 3ameHst perncrpauu- INoaen no 0127
onHoro ynoctosepenus JHT)

Howmep cepun M840223

Homunansubii o0bem, M 1,0

Koanuecrso, e, u3Mepenisd 3979 VITAKOBOK

Henpitanig nposeaenst 1o HJL JICP-007006:/08-240620, nast. Nel. wsm. Nel

) Tpetoanust no HA JICP-007006/08-240620, nsm. Nel, .
Hoxkasarenan vn. N2 Pesynbrarsl KOHTPOJIS
Becupernas npo3pagHas uAKOCTH
Oricaunne Becusernas npozpaunas xkujkocTs 5e3 3anaxa 0c3 3anaxa
o o CoorBeTCTRYC!
6.4
pH 071500070 . ,
o Coorsercrayer
ITpy nOsIBICHINY JKENTOTO OKPAINL 1O OJDKHO M3ME-
p e KPANIHBANAR ONO 107 e Kucaomuocm
HUTBCH HA KPACHOC MITH PO30BOEC OT NpudasieHus tie dolee ;
KueaornoeTs s weson- | 0,1 M 0,01 M pacTopa Harpusi THAPOKCHIR; HPH NOABAEC- Oxpaciu WsMenniace 0N APUOAEILINTS
HOCTb HUM KPACHOTO 11111 PO30OBOI0 OKPAIMBAHNA OHO JOIIKHO U0 sun 001 M pacmeopa sampist cuc-
M3MEHHTHCS Ha skeaToe o1 npidasienis He doaee 0,15 M poxcugd
0,01 M pacrsopa XI0pHCTOBOAOPOIHON KHCAOTHE CooTsetcTBYeT
« - . N
, . He Sostee 25 MxkCM/CM Juts aMiiy)t ¢ HOMHHANIbHBLIM 00be- o
IICKTPONPOBOIHOCTh ’ MkCm/cm
MoM | M .
CouorsercTRyeT

I MexanH4ecKHe BKIOYCHM Jlomxen BoLIepKHBATE TPEOOBAHNA:
BriauMble HacTHlb! ' PD, ODC.1.4.2.0005.18 Buiaepacusaer Tpedosanus
' Pd, ODC.1.4.2.000518
CoorseTcTsyer
HeBMMbIe YaCTHID! I'dD PO, ODC.1.4.2.0006.13 Boisepixusaet Tpedosaiiis
B oHOI aMIyiie cpeiHee Mo dacTuil pasmepom H) mrm ' PO, ODC.1.4.2.0006.15
u Bostee He 0JKHO npeshitnars 6000, a cpeliee 9nC10 Ha- CootpercTByer
CTHLL pa3MepoM 25 MKM 1t Goslee He J0MKNO NPEBLULATE
: 600.
1}
. : . \ He Gonee 0.001%
Cyxo# ocTarox He Soaee 0,001 % - ‘
Coorsercrsyert
Boccranasimsamumne seue- P0O30B0OE OKPALIMBAaHHE COXpaHseTcs
JLOJDKHO COXPAHUTLES POOROE OKPANTHBAIING ! i
cTBa CoorsercTByel
B reywenne ] u noMyTHenne He
Yriaepo.aa JTHOKCH L He aomkio OuiTh nmosyTieHNs B Tedexue |y Haduogaercs
CooTBETCTBYET
~ . He dosice 0,00002%
,’ Hurpats! # HUTPHTBHI He Goaee 0,00002 % (0.2 ppm) v
i ' CoorBercTBYET
. , He Bonee 0,00002%
AMMOHHI He Gonee 0,00002 % (0.2 ppm) - ) i
Coorsercreyer
; - OnanecneHuus He Hab01aeTCA
Xaopiht # He 2105110 BbITL onanecHe N - R
‘ Coorgercrayet

~ ) B reucnme |y {TOMYTHUHHE
Fe omkno Obits NMOMYTHCHHSA B TCHCHHC

5 Cynbdarsl ) e Habmoaacres

[ He menee | s . i

i CoorsercTBYCT

[ Kasib1idi 1 Maristil JIomKHo HabioaThes YHCTO CHHEE OKpaliMBanne pacreopa| HaGmonacrcs HUCTO cutee Okpaniu-

Crpanmua 1 13 3




Topeosne naumenosanie 11T

Koauvecmeo, e0. uamepenus

HACIIOPT Xo 580 om 017.04.2023 2.
Boda dan uineryudl
M840223

3979

Homep cepun

YHAKCBOK

(6e3 (hroneToBOrO OTTEHKA)

BaHue pacteopa (6e3 puonerosoro
OTTCHKA)
CooTBETCTBYET

Taxenpie MeTaNAbl

He nomkHo GuITh OKpatiMBasms.
JlonycruMa crabad onanecUeHUHa OT BblACTHBIIEHCS Cepbl.

OKpaiyBaHHe 1 ONaleCUCHIHA HE
vabmonaerca
CoorsercTByeT

WUssackaemplit 00beM

Homxken ObITL HE MCHEC HOMUHAITBHOTO, ECIIH YIAKOBKH

HCCAEAYIOTCA HHAMRMAYANLHO, JIs YNAakoBOK ¢ HOMUHAIIL-

HLIM 00BEMOM 2 MJI H MEHEE U3MEPCHHBIH 0OBEM JOIKCH

ObITh HE MEHEE CYMMbI HOMHRAIBHBIX 00BEMOB HCCAEN0-
BAHHLIX YNIAKOBOK,

CyMma 00beMOB 5 aMITysn HOMUHAS b~
HbIM 00BbeMoM | M7 He MeHee 5 Ma
CootBeTeTBYET

53KT€pH&HbIIbI€ JHAOTOKCHRBI

[penensroe conepranne 6aKTepHanbibiX IJHAOTOKCHHOB B

metee 0,03 ED/ma

npenapate He 6onee 0,25 ED/Mn CoorBeTcTBYET
Crepunen
CTepHIILHOCTE Jlomken ObITb CTEPHIBHBIM
CooTBeTcTBYET

Ynakoska

Mo | sn, 2 M1, 5 Ma B ammyaax uuu 1o 25 ma unm 50 mn s
GyThILIKAX CTEKAAHHBIX HWIH BO (PNAKOHAX CTEKATHHBIX.
ByThutk#t yKynopHsaioT NpoGKaMu pe3HHOBLIMU 1 3aBalb-
(IOBBIBAKOT KOSINAUKAMH AJHOMHHHCBLIMH.
DNAKOHBL YKYMTOPHBAIOT TPOOKXaMit PE3HHOBBIMH W 3aBATh~
HOBBIBAKOT KONNAMKAMH AOMHHHERBIMH HITH ATIOMHHHEBO~
NIACTHKOBBLIMY.

Mo 10 amnyn ¢ MHCTPYKUKMEH 1O NPHMEHEHHIO, HOXKOM aM-
MYZABHBIM HITH CKapU(BHKATOPOM aMIyNbHbIM B NAYKE HIH
KOpOOKe U3 KapTOHA.

JlonoaHUTENBHO B NaYKy MOMELIAIOT BIJIAALIIL C IMHHbIM
HOMEPOM YKNaauuKa (MpumeHseTcs Ha Gunnane B 1. Yda n
8 MOCKOBCKOM MOApA3ENeHuH o NPOM3BOACTBY GakTe-
pHitHBIX NpeNapaTos).

ITo 5 amrmys BMecTHMOCTBIO 1 MA1 31 2 MJT B KOHTYpHO#}
suelikopoii ynakoske. [1o 2 KOHTypHbIe SUEHKOBLIE YIAKOB-

KM C MHCTPYKLUMEH 10 MPUMEHEHMIO, HOKOM AMTTYTLHBEIM
WK CKapUGUKATOPOM aMITYJIbHbIM B [AUKE U3 KApTOHA.
[Tpy ynaxoBke amnyn, UMEIOILUX KONbLIO H37I0MA UITH TOUKY

AUt BCKPBITHA, HOX aMNysbHbIH By ckapudukaTop am-

[yJbHbH HE BKAAALIRAIOT,

[To 5 amniy1 BMECTHMOCTHIO | M, 2 Mt 1M 5 MA B KacceT-
HOM KOHTYpHOI yrakoske. [To 2 xacceTHbIe KOHTYpHbIE
YIAKOBKH € HHCTPYKI{MEH MO NPUMEHEHHMIO R rayKe U3 Kap-
TOHa.

[To oaHo# OyThinke wnu GraKoHy ¢ HHCTPYKLUEH IO Npu-
MEHEHHIO B NavKe W3 KapToHa.

BosMOMXHa KOMILIEKTALHS TBEPIILIX NEKAPCTBEHHBIX POpM
IpenaparToB B COOTBETCTBYIOUMX KOJIHUECTBAX.

[To 1 mn 8 amnyie. o 10 amnya s
IAUKe U3 KapTOHa BMECTE € MHCTPYK-
el N0 NPHMEHEHUIO H BKAAABILLIEM ¢

HOMEPOM YKNaT4HKa
KOMTIACKTHOCTL B NAYKE COOTBET-
CTBYET

Mapxuposka

1) INMepsuunan ynakorka aekapcTBeHHOro npenapara. Ha

aMnyrne WM dTHKETKE aMITynbl, OyTbiky Hnu (urakona yxa-

3LIBAIOT HAUMEHOBAHNKE Npenapara, 00beM B MILIHAKTPAX,

noMep cepust (Gyxsenno-undposoe 0603HaYEHNE), CPOK
rOJHOCTH.

1) TlepBHuHas ynakoBKa JEKapCTREH-
Horo npenapara. Ha aMmmyne wnu sty-
KETKE aMAYAbl YKa3aHO! HAUMEHOBA-

HHe npenaparta ~ Boga ang uabexuui,
ob6beM B MILLIIIMTPAX — | Ma, HOMeED
cepun M840223, cpok roasocTy - 10

0127
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HACITIOPT Xe 384 om 47.04.2623 2.

Topeoeoe wausmenveanue 1 Boou oan unvekuui
Homep cepun MES01223
Koauueemeso, ed. usmepenun 3979 FRUKUEOR

2) Bropuusas ynaxoska. Ha navxe
VKA3AHO! HAHMEHOBAHHE NPLIIPUS-
THA-npouzsoauTend - AQ «HITO
«Mukporeny, TOBAPHLI 3HAK, apec
possoacTea ~ Pocens, 115088, 1.
Mocksa, ya.l-s Hybporckas, a. 15,
cTp. 2, renedon ~ ren, (495) 710-37-
87, (495} 674-55-80, vaumeHOBaHMHE
npenapata - Boaa ans unbexuui,
IPYITIHPOBOYHOE HauMeHoBante «Bo-.
S, JIekapeTsenHas GopMa ~ PpaCTBO-

2) Bropuunas yuakoska. Ha nauxe, srukerke-0aiyieponu
YKa3bLIBAOT HAHMEHOBAHUE NIPCHNMPUATHA-TIPOHIBO/IHTEIS,
ero TOBAPHBLI 3HAK, aapec, TCACPOH, aIPeC NPOHIBOACTBA,
TesiehoH, HIHMEHOBAHHE NPENapaTa, rPyNnUpoOBOUHOE
Hanmenosaine «Bonar, nekaperseHnyio dopmy, oGhem B )
v pHTEaL UM IPHFOTOBACHHUS JleKap-
MHJUIMAHTPAX B amIiyie, Oy Tbiike 101 GakoHe, Koje- L
) cTeHnLIX (hopm AN uHbeKunii, odn-
CTBO @MNYJl B YIHIKOBKE, HOMep cepun (OykBeHHO-nndposoe ‘
~ €M B MIITHIHTPAX B aMITyJIC, KOsHYC-
0003HAYEHNE ), CPOK I'OAHOCTH, YCAOBHA XPAHEHHS, YCIOBHS ,
N , CTBO aMIya B ynaxkoske — 10 amnya no
ornycka, criocod npimencuns: «Criocod npuMencHus no - -
; . | aun, Homep cepiH (OyKREHHO-
HuctpyRumny, npeaynpeantrensibie Haarmic: «Crepiis- o ’ 9y
A - . widposoe oboznavenne) ~ M8I0223,
HO®, «XPaiuTh B HEAOCTYITHOM JUIS STl MecTen; HoMep PO
) cpok rozanocti - [Nogen jw 01 27,
PCIHCTPAIHOHHOTO YAOCTOBEPCHNSA, IITPHX-KOI, CPEACTBO
VCIIOBUSI XPAHEHHA — XPauuTh HPH
HACHTHPHUKALLIH. o
~ TemMneparype ot 2 a0 25 °C, ycioBus
HonyckaeTcs na kopoOke, Iavuke yKasblBaTe HOMEP CepHit , ;
p - ornycka - OTNYCKAeTes Mo penentTy,
(Oyrsenno-wdpoBoe 0dO3HAUCHIME) I CPOK TOAHOCTH Me- , . -
criocod npusenenust - Cnocol npn-
TOAOM THCHCHUS o
MeHeHna 1o MHCTpyYKLMy; npedynpe-
ANTENLHBIC HAANHCH «CTepitibHOY,
«XPpalnTh B HEIOCTYIIHOM JUIs JAeTel
MECTEe». HOMEP PErHCTPAHOHHOTO
yilocropepenus - P No JICP-
007006/08, wWTpuX-KOA, CPEICTBO
HACHTH(HKALMH

TpancnopTHpoBanHe Hp Temneparype o1 2 10 235 °C. 3aMopakuBaHKe HE J0MYCKAETCA.
Xpanenue Ipn remneparype o1 2 10 25 °C. 3aMopaxuBanie He J0TTYCKACTCS. "
Cpok rogHoCTH 4 roj Jara suinycka 08.02.2023
- S , Cosen 1o 01,2027

3aroueHie: Boxa 113 Mubekwutl pacTROPUTENS Ut HPHIOTOBJACHHA ACKAPCTBECHIBIN (OPM 18 HIFBERUMIT CepHU

293

Noe M840223 coorsercrayeT Tpeboanisam HJLJICP-007006/08-2400620, ysm, Neb, win. No2
Jara splaaun nacnopra « » : - 20~ o

3aMeCTHTEL THPERTOPI 11O

[

,

KAYeCTny JlvOposckas U.A.
(JloamuocTy) (OGHUO)
Havansmik OB TK (OKK) Kopsraia T.K. L
(JlonKHOCTS) S (PHO) (Honnues)

Crpanunna 3 uz 3




