EBPASMUCKHI SKOHOMHYECKHII COIO3 .

rer HCTPAUHOHHOE YAOCTOBEPCHH(

IBEHHOIO TP Salob 38y PERIA KOO 1)

(HOMEp PErHCTPAMOHHOrO yA0CTOBEPEHHS TeKAPCTBEHHOTO npernapara)

B cootBeTcTBUN C npaBIUIElMH PEruCTpaliii U 3KCNEPTHU3bI JICKAapCTBEHHbBIX CPENCTB I MCAMLIMHCKOTLQ
IIPHUMECHCHHS, HACTOSLLECE PETUCTPALIMOHHOE YIAOCTOBEPEHHUE BLIJIAHO:

1 ‘HaumeHOBaﬂue AepskaTens ; AKuMOHepHoe o611ecTBO "Mcmu(o 6nonormecxun
PErHCTPALHOHHOIO YA0CTOBEPEHHUS: |  HAy4HO-IPOU3BOACTBEHHBIN Kommieke "Ilutomen' |

1 *,_;L, R R A _; (AO "MBHIIK ' HHTOMeJ_I") Poccus [
E 2 Anpec aepxkarens perMCTpauuoHHoro i 194356, r. Cauxr-Iletep6ypr,

L YAOCTOBepeHus: BT oy = Opnoso ,Z[CHHCOBCKHH TPOCTIEKT, 1. 14 14 , CTpoeHiie 1
|3 UZ[aTa pemnpauun. ‘ 09.01.2023

|4 JI[aTa HCTEYEeHUsI CPOKA el CTBHA ‘ =
perHCTpauHOHHOFO 0 YAOCTOBEpeHHs: ‘

5 Mata HoATBep:KIeHHsI perucTpaunm \
{(nepeperucrpauuu). '

6 ‘I[aTa BHECEHHUS U3MEeHeHU i .
‘(nepeoqmpnmenuﬂ) B PErncTpalMoHHoOE
‘ YAOCTOBepeHHe:

|

X |

} 7 ata perucrpauun B pe(])epeHTHOM | 09.01.2023 - j
\rocvnachBe ; 2 !

Hu HOHTBepA\}lﬂeT uTo J'IeKapCTBCHHbIH npenapart BaPGFl/lCTpHPOBaH H pa3pcr_ueH K ‘\/Ie,‘IHL[PIHCKOMy MNPUMCHEHHIO
Ha TEPPUTOPHH:

Poccuiickoit ®enepannu

(rocynapcTBo — uiieH EBpaBMHCKOI‘O 3KOHOMHYECKOTO COH03a)

HH(bopMaum 0 3ap€r}1CTpHpOBaHHO\{ JIEKapCTBCHHOM Ipenapare

| 8 ‘TOpl‘OBOE HAaHMEeHOBAaHHE JIEKAPCTBEHHOI0 | HuTOBnp®-3 T
| mpenapara: ' ‘
_l 9 Mexaynapoanoe HeMaTeHTOBANHOE ' Anbda-rayramun-tpuntodan + AckopGrHoBas KHCHOTA {
1‘ |HauMeHoBanue (MHH), niu o0menpuHsTOE | + benaaszon }
I
[(rpynnupoBoYHOe) HAMMEHOBaHHe, HAH {
.‘ | XHMHYecKoe HAaHMEeHOBaHHe AKTHBHOI !
1 cpapuaueBanecr\ou cybcTaHOuM 4 =
f (npu orcyrcrBun MHH): ‘
10 JlekapCTBeHHaﬂ q)opma. } cupor [mm ,:LcTeH]
11 | Jo3upoBka(-u): l -
‘ ,
| )
T AT IR TR LATIRRCURIVIA A SV
12 fbopma( -bI) BLlHyCl\ﬂ |[cupon [/:Um ﬂCTCH] (pnakon) 50 Ma X 1 + MepHbIii !
‘ {
| CTAKAHYHK X 1] x 1 (naqka x\aprormaﬂ)
[t A e e R ;
13 ‘COCTaB JIeKAPCTBEHHOT 0 npenapaTa vanbcba-rnyra.mm-rpymTocbaH HaTpuit (TiMoreH® HaTpwmil) |

(B mepecyete Ha anba-rayramMua-Tpuntohan) 0.15 mr,
‘ackopGuHOBas kucnota 12 Mr, 6eHAa301a THAPOXTOPHA
(/:m6a3011) .25 mr, BCIIOMOTATE/ b HpLCB QUIEOTBA
'(caxapoga BOJIa OUHIICHHAST)

| |

|




Crtpanuna 2 peructpanuoHHoro ypoctosepenus Ne JIIT-Ne(001638)-(PT'-RU)

i14

|CpOK roJHOCTH:

2 roma

NHbopmaLuis 0 TpOM3BOANTENIE JICKAPCTBEHHOr0 Npernapara (Ha3sBaHMUs U afpeca NPOU3BOACTBEHHBIX MIOWALOK,
Y1acCTBYIOLMX B poLiecce MPOU3BOACTBA JICKAPCTBEHHOTO Ipenapara)

Ne [Crapus npoussoacrea | Ha3Banue opranmsauun Afipec NPOU3BOACTBEHHOI MI0IAAKH
(BCe yYaCTHUKH
NMPOU3BOACTBEHHOT 0
npouecca)
1 |IIpousBoncTBO roToROH | AkitmoHepHoe ob1miecTro "Menuko- | r. Cankt-Iletepbypr, Opiogo-
JIEKapCTBEHHOH (POPMBI 6HONOrHUeCKuil HayIHO- JenucoBckuil mpocmexT, a. 14,
[IPOU3BOACTBEHHBII KOMITICKC cTpoeHue 1
"Hutomen" (AO "MBHIIK
"Hutomen"), Poccus
2 |TlepBuuHas ymaxoBka AxunonepHoe obmectBo "Menuko- |r. Canxr-Tletep6ypr, Opnoso-
OHOIOrHYECKHI HAYYHO- JenucoBekuii npocnexr, a. 14,
MPOH3BOICTBEHHBIH KOMILIEKC cTpoenue |
"Hutomen" (AO "MBHIIK
"Huromen"), Poccus
3 | Bropu4Has ymakoBka AxuuonepHoe oduecTtso "Menuko- |r. Canxt-Iletep6ypr, Opiaoso-
GuosiornyecKuii Hay4Ho- Jenucosckuii npocnexr, a. 14,
NpPOU3BOACTBECHHBIH KOMILIEKC cTpocHue 1
"uromen" (AO "MBHIIK
"Hutomen"), Poccus
4 | Bemmyckaromni AxunonepHoe oburectBo "Meanko- |r. Cankr-Tletepdypr, Opnoso-
KOHTPOJIb KauecTBa Ouonoruyeckuit Hay4Ho- JleHUCOBCKHIT MpoCMeKT, a. 14,
NPOMU3BOJCTBECHHBIH KOMILIEKC cTpoeHue 1
"Iutomen" (AO "MBHIIK
"uromen"), Poccus
<t \d
Z .4 &
ITepsb1ii 3amecTuTeas MHuHHCTpPA % N B.C. ®ucenko
—
(moamucs)
M.
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,'ﬂeKapCTBeH OEQ: 'penagﬁira st Me)mmm

ﬂro npuMeHeHuﬂ

-Nu(001630)-(P-RU

YAOCTOBEpeHH

Anpec aep:raTe. MCTPALMOHHOIO

HpOCHeKT Op10Bo- I[eanoéc

)IaTa"p‘er’ucha-liuﬁ-'

ST o005 =

llaTa HCTeueHnst cpoxa neiicTBHSs
pechpauuonﬂoro YIOCTOBEepEHHS:

" ﬂa'ra noursepmueﬂuﬂ perucTpauuu
| »(nepepemm‘palmn) ;

Hata BHeceHHsI usmeHeHnﬁ
nepeohopmMIeHNsT) B PErHCTPALHOHHOE
‘yzloc'rosepenue- 3

07.112024

laTa perucrpamm B pedepeHTHOM
rocyjapcree:

11.01.2023

,BepxcnaeT 4T0. J'leKapC’I‘BeHHLIId Tpenapat 3aperucTpUpOBaH i paspelier K METULMHCKOMY. [IPUMEHEH

pmopym

HAWMEHOBAH
(rpynnnpoao
| XUMHYecKoe
¢apmaueBTu‘qecK‘
| (npm OTC)’TCTBHH“ ‘

T

| Jlekaperpennast do

| Hosmposica(-H):

12 | (_DOpMa(_-bl’)“ 'Bj;inyicfxa

BHYTDb [wm Ixe"reu]-‘[6e3 apomamsaTopOB
anenbCUHOBBIN, KITYOHWYHbIN, KIFOKBEHHbIN]
(dnakon) 20 r x 1 + MepHbi CTaKaH4YuK X 1] xle

(nauka KapTOHHas) - 058649




13 | Coctar ﬂexapctkcﬁﬂoro ‘npenapaTa:

'anbtba-my"ram
nepecyere Ha Tumorer) 0.15 mr, ackopOuHoBas
Kuciora 12 mr, 6eH,ua30JIa rnnpox.nopym 1.25 mr,
BCTIOMOTATENbHBIE BellecTBa (J1AKT03a MOHOTHAPAT,
bpykTO32, B npenapare c apOMaTnsaTopOM
apoMaTU3aTop MUILIEBOM:

—TpHnTO(baH (TPIMOI‘eH HaTpus B

| - -
| : |14 | Cpok rogHocTH:

«Anem,cpm»/«Kn 6HHKa»/«KmOKBa»)

HfBBaHMe OpraHH3aluMn

pec qpbﬁéabncTBeHHoﬁ TIJIOIAAKH

: ﬂeKapCTBeHHOM CbOprl

AXKLHOHEPHOE 00LIECTBO
"Menuko-0H0oJIOrudYeCKu

‘Hay4YHO-IIPOU3BOACTBEHHEI %

xommneke "Lutomen"
(AO "MBHIIK "Llutomen'"),
Poccuiickas @enepanus

r. Cankt-TleTepOypr, Bacunbescknit
0cTpoB, Maibiii MpOCIEKT, A. 57, KOPIL. 4,
T K

P Hepsmuaﬂyna@é ¢

AKUNOHEPHOE 00LIECTBO
"Me 1uK0-010IOrMYeCKUM

HAYYHO-NIPOM3BOACTBEHHBIN

kommiekc "Lluromen”
(AO "MBHIIK "Llutomen"),
Poccuiickas @enepanys

i ‘CaHKT-HeTep6ypr BacunbeBckuit
i OCTpOB Ma.nsm IIpOCHeKT 1. 57, Kopil. 4,
| T }K

(U8}

BTopuuHas ynakoBKa

AKUMOHEpHOE 06IECTBO
"MenuKo-610IorMaecKun
Hay4YHO-IPOU3BOACTBEHHbII
xomriekc "Intomen'!

(AO "MBHIIK\"IluTomen'),
Poccuiickas @enepalys

T. Canxr-IleTepOypr, Bacvmseséxuﬁ
0CTPOB, MankIi IpOCHeKT, A. 57, Kopm. 4,
T K, :

4 BhinycKamowui
KOHTPO/Ib Ka4yeCTBa

AKUHOHEPHOE 0OLIECTBO
"Me nuK0-010I0r Y eCKHMH
Hay4YHO-TIPOU3BOACTBEHHBIH
Kommiekc "Lluromen"

1'(AO "MBHIIK "Llutomen'"),

Poccurickas @epepauus

3amecturens MunucTpa |

T CaHxT-I'[eTep6ypr OpJioBo-
V,He}mcoscxnn HpOCl‘[eKT a. 14,




MHHUCTEPCTBO 3IPABOOXPAHEHHS
POCCHICKO# EEPALIU

PerncrpannonHtoe ylocroBepenue
AEKapCTBEHHOTO Npenapata lig MCIHIMICKOTO NPHMEHEH !

(HOMEp perHcTpalHOHHOrO yA0CTOBEPEHHS ICKAPCTBEHHOTO Mpenapara)

B cootBeTeTBHH € HpaBHJ’laMH PCTHCTPALMH H SKCIIEPTH3bI ICKAPCTBCHHBIX CPEACTB [JIs MCJIKL[MHCKd b
NPHMCHCHHS, HACTOALLEE PCTHCTPALHOHHOE YAOCTOBEPCHHE Bbl/1aHO:

B/

FRRtR

!Haumeuonanue AepskaTes AxuuonepHoe obuectso "Meauko-6uonoruuec
PerucTpanHoOHHOIO YI0CTOBEPEeHHUs: HAy4HO-TPOU3BOACTBEHHbII KomIuieke "[{nTome
(AO "MBHIIK "LuTtomen"), Pocens

1+ g

Aqpec aep:kaTesisi PerHCTPALHOHHOIO 194356, r. Cankr-IlerepOypr, OpoBo-/leHHCOBC
VAOCTOBepeHHs: npocIeKT, 1. 14, ctpoenue |

<
5

28

i

Jarta perucTpauunu: 25.07.2023

Jata ucreuenns cpoka aeiicTBus -
|PerucTpalnoOHHOIO YI10CTOBePeH s :

Jlata MOATBEP:KAEHHS perucTpaunn
|(mepeperucrpanmuu):

JIIaTa BHECCHHS H3MEHEHHI
(mepeoopmaeHHs) B perucTPanHoOHHOe
'yloCTOBepeHue:

IIIaTa perucTpauuu B pepepeHTHOM 25.07.2023
rocyaapcrae:

|
N
H NOATBCPIKAACT, YTO J'IeKapCTBeHHblfi npenapaT 3apemcrpupoaaﬂ H pazpeu_leH K MCI[HHHHCKOMy anMeHe
Ha TEPPUTOPHH:

Gl AAVRAR RGOARDAGNSROXARR ARAASNAIM

Poccuiickoit ®enepaunu

(rocynapcTBo — unaeH EBpa3sHiicKOTo 9KOHOMHYECKOTO COr3a)

HHdopmalius o 3aperncTpupoOBaHHOM JIEKAPCTBEHHOM [pernapare
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8 ]Toprosoe HaMMeHOBaHHe JeKapCTBEeHHOTO0 HuToBUP®-3
mpenapara:

=%

R

~

9 |MekayHapoaHOe HeIATeHTOBAHHOE Anbda-rayramui-tpunrodan + ackopOHHOBas KHCIOTa
‘Haumenoanue (MHH), nian obmenpunsroe | Oennason '
(rpynnupoBoYHoe) HAMMEHOBaHHe, HIN
XHMHYECKOEe HAHMeHOBaHIe AKTHBHOI
[q)apmaueBTu‘lecxoﬁ cyO0cTaHUHK

(npu orcyrereun MHH):

L“@

FyTyey

TEVeYEvIY

JlekapeTBeHHas (opma: Kancybl

45844

i
!
1
i
|
|
Josuposka(-u): I
|
i
'
|
)

Y

KARN

e

KancyJsl (KOHTypHas suciikoBas yrmakoBka) 12 x 1/2/4
(Iayka KapTOHHasl) :

12 ®opma(-bI) BbIIyCKa:

13 CocTaB J1eKapcTBEHHOTO Mpenapara: atb(a-riryTaMiI-TpHITOaH HaTPHs (TUMOrEH Ha
{
‘ 0.5 mr, ackopbunosas kuciora 50 mr, 6eHnazona

|
|

3 e e St % 3
S N awseEsee, NS, i

———— i L Yo b T1%6 87 )
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Crpanil@a 2 PErUCTPALMOHHOIO YA0CTOBCPCHI Ne JITI-Ne(002868)-(PI'-RU)

Hndopmatus 0 IPOM3BOUTEIE JICKAPCTBEHHOrO Ipenapara (Ha3BAHNUA U afpeca MPOM3BOACTBEHHBIX MIOLIANOK,
Y4ACTBYIOIMX B MPOLICCCE MPOH3BOACTBA JIEKAPCTBEHHOTO npenapara)

Ne | Cragusi npou3BOACTBA
(Bce YUaCTHUKH
MPOU3BOACTBEHHOI0

npouecca)

HassaHue opranu3anuu

Azlpec MPOU3BOACTBEHHOM MI0INAIKH

1 |IIpoH3BOACTBO FOTOBOM
JEKapCTBEHHOI (POPMBI

AO "Llutomen", ®unssiHaus /
Cytomed Oy, Finland

Laastitie 1, 55300 Rauha, Finland/
Jlaactutne 1, 55300 Payxa, Qunissans

2 | IlepBuYHas ylakoBKa

AO "Lutomen", ®uuasHaNs /
Cytomed Oy, Finland

Laastitie 1, 55300 Rauha, Finland/
Jlaactutnre 1, 55300 Payxa, @UHIIHAM

3 | BTopuuHas ynakoBKa

AO "Huromen", OunasHAN /
Cytomed Oy, Finland

Laastitie 1, 55300 Rauha, Finland/
Jlaactutue 1, 55300 Payxa, OUHAAHAMUS

4 | Boimyckarouiuii
KOHTPOJb KaUEeCTBa

AO "Llutomen", QUHIIHINSA /
Cytomed Oy, Finland

Laastitie 1, 55300 Rauha, Finland/
Jaactutue 1, 55300 Payxa, QuHasHINA

3amecTuTeab MHHHCTPA

C.B. I'narones

(noanuco)

M.,




