%

% Coprtduncers: 20008085
Hcurryr 2 Axrens C.p.JL-Tlox Tpyaan Ms 103/ - 50066 Perreano (Propeuna), Hramis lstfﬁto &
TlpoioBaRcTaeinian AtusHIka Mi: M-91/2020 o1 29/07/2020 De Angeli
GMP Ceprwdunar Ke 1TRE/H/2020 <« /
CepruduKaT aHAINSE A COOTBETCTBRS
Haspaxne DpORYKTa: PLRIE® IPO 40Mr + Lyr 12 pexTRABLHBIX CYRNOIITOPUCE, Poccus
Cepnn Na: 0K16 s asamsa: 20007516-3-1
Apmrya J: 269728 Jlara npoInsOACTEA;, 30.11.2020
TIpoIrInoACTDeNHAS CaPHs: 033094 CpoK ropnocTs 11/2024
Tecrosag ementduxanite No: HBI220620 + K260E250  [aTa neqaTn: 14,12.2020
TipomysoacTReRNan cnembinkanus N A08937 Kop 3aka3qnKa: 85034502
Crangapr anama Ne:  K260B140 verd.l
Crpanuya: 1
ydukam PoyneTar 3uienouenue
Mponssognrem ADC:
Baitep AT, Fopnanna
{¢nyoxbpronoua misanar) - -
Moaxe Katanaua CJL, Henasug
(nupnoxauRa rHAPOXNCPHA) - -
Buewunil nug
CynnoagTopan xenrosaTo-Genora LUBeTa CoorpetcTByST CootsercTRyeT
vopnancobpasioll dopuet ¢ rankolt
NOBEPXROCTEIO
MoanuuuocTs
DayoKOpTOROHN IMUBAANT (TCX)
OcHOBTOS AATHO UA XpoMATOrpaMMe HenuiTyemoro  CooTeeToTByoT CooTtsercrayer
PACTEOPA [0 NOXOKEHHIO 1 NIFTEHCHAROCTY
FameNHE. JUI00pECUSTINTH KOMKID COOTBETTBOBSTE
OCHOBHOMY NRTHY B XPOMATOrPAAME CTERAPTHOMN
pecreopa R1 (pryokopronona nHgANaTa)
®ayoxoprToaona nusadar (BIRX)
OTHCCHTENLN0S DEesA YACPIXHBAHHA OCHOBEOTD Coorserctnyer Ccorserersyer
nAxa Ha XPOMITOTPaMMS HCTEITYEMOro pacTsopa
JIOmXH0 COOTDSTOTEORATS OTHOCHTENLLOMY DpsMenH
OCHOBHOTD IMRA HA XPOMATOrPAMMO
cranmpraoro pacracpa R2 (§ryoxoproncan
nnsangTa)
Jwgorcauss rsapoxopux (TCX) -
OCHOBHGO NATHO HA XPOMETOrpAMMS Kenbiryemoro  CoOTBETOTBYOT CooTtuercTeyer

PECTEOPA MO MOMORCHHIO W HITEHCHDROCTH
rauenis rIoDPECULRITHY HONKHO COOTBOTCTBONATS
OCHOBKOMY ITHY HA XPOMETOrPAMMS CTAHARPTIOID
pacroopa R2 (nunoxaism ruApOXIOpIca)

Jngorania rugpoxaopug (BIKX)
OTBOCKTCHBHO0 BRCMA YACOKHDALNS CCHOTIIOND Cootserotnyer CooTtneTcToyoT
DUKA 2 XPOMETOPAMAS HCMHTYEMONO pACTROPA
KOIDXHO COOTRETCTRORATS OTHOCHTERLHOMY BREAEHT
YACpRHBAINT OCHOBHOTO OHKA HA XPOMATOrpANC
cranappTHoro pacteopa R2 (muaoianm
THEPOXITIOPHAS)
PacnanoemocTs
<30 Mun 16




Xa Ceprudhurcara: 20008085

lemlmu Anrem C.p..ll.ﬂ;:r fgﬁ%ﬂlﬂ){%ﬁ% Perrexno (Pzopenusts), Hrunna fSﬂfatO @
[FOIBSORSTOREKAE Atlaiite Mo or ]
GMP Ceprudnocar Nz ITR6H/2020 De Anga”

Cepradrxar auanusa B c00TBeTCTBEE

Hassanne npotysra: PEJIH® NIPO 40mr + Iar 12 percramuumix cynnosuropne, Pocens
Cepna N 0K16 N: ananma; 20007516-3-1
Aprincyn N 269728 JHaTa npoinsgacroa: 30.11.2020
Tponsnoncraenmas cepusm; 033094 Cpox roguccras: 1172024
Tecropan cnenudseanus Ni: HJ220620 + K260E250  Nata meyams: 14.12,2020
Hpomssoxerseunan cnennpuranna No: AOB937 Kop 3nkasqua: 85034502
Crangapr omamia Ni:  K260E140 ver.d.]
Crpanuua; 2

Heowyopme

Qgeylyhu:gm gm.nma'r !gg;g‘ltﬂllb

Tipoayrwcrst pasnomenns duryoxopronous nusanara
11-rero cocanaenme (BIXXK)

<lS5% 0,1 Cootserornyer
JhoGan nemaentudnuupossnnas npuatecs

<0,5% 01 Cootsercroyer

Cynima mpumeceit (BIXX)
220% 0,4 Cootnercroyer

Ipoaysres pasioncouue mugoxanna TuApoXIOpIAN

Jugoxauu-N-oxenn (BIKX)
<0,5% 0,0 Cootsercreyer

Jswoban seugenTudumposamuan npinsecs
(BIXX)
£02% 0,0 Caotrercreyer

Cymma npanecsii (BINCK).

<1,0% 0,0 Coornerorpyer




N Ceprigireata; 20008085

<>
Hneraryr a8 Auresus C.pJL-JTox INpynan Ja 1020 - S0066 Perrearo (Snopesiuns), Hraxiix ’ Istlﬁi";g
TipoinsaasToonnad muersux A aM-81/2020 ot 29/407/2020 De Angeil
QGMP Ceprduaar 2 STH6/H2020 :

Cepradp MKAT RHASJHIA H COOTBETCTDRA

Hassanne npogykra: PEIA® PO d0mr + 1vr 12 peicranbibX cynoosuTopies, Pocess
Cepun Xb: K16 N ananu3n: 20007516-3-1
Apmmiicyn Nus 269728 JoTa nponIBoACTBAS 30.11.2020
TMponsBoAcTBeILIAR cepun: 033094 Cpos¢ rogeocTiL: 11/2024
Tecrosag cnewdurana Ne: H220620 + K260B250  Mata meyatitt 14,122020
TponssopeTBeRAaR cueuhurauus Nu: A08937 Kog sara3ynika: 85034502
Cranpapr anamna Net  K260E140 verd.1
Crpamsias 3
Henprranie
Cueuuduiauyy Pawym.rar 3axmouernie ¥
OnHOPORKOCTE AOSHPOBARNT
PIYyOKOPTONOHS NIBANAT
59,9 98,8 99,2 100,8 99,7 99,1 99,4 99,5 CooTsercTayer
98,8989
®nyoxoprononn MiBANAT
(oTEHIAPTHOO OTK/ICHCHHE) 0,6 -

DayoKOPTONOHA TUBANAT
Ipresnemoe auadsnte S 15.0 % 14 -
IMpus npuemnexom sravermn > 15.0 %
TOBTOPAETOH TECT A ACTIONHHTEIBHEIX
20 cynmosHTOpHER:
ITprcinemos 3HaS0AEC, HAYRHAA ¢ 30
cymmnosuropres < 15.0 % B Hu omne 13
HHAHIMIYANEHEIX PESYRLTATOR He
ROMNCSH OxRIETRCR < 75%6 Mnu > 125% ot
CTRHAAPTHOTO SHAYEHUR M.

OnyoropTONORA MIBANAT
(cpenpee anancHRE) 99,4 B

KonugecTsexHoo onpageasnne
dayoicoprosiona mpaaaT (BIACX)
0,950 — 1,050 mr/cynm, 0,994 CooTeercrsyer
(95% — 105%)




o Copruduwara: 20008085

Hicommryr am Aurean C.p.JL-Jox Mpynk N 03/0 ~ 50066 Perrenno (Gnopanigus), Hranna istifuto ®
TMpounsozcTacHias Anagrsix K aM-3172020 or25/07/2020 De Angeli
GMP Cepmdusuart Ne ITHEH2020

CeprndrxaT aHANHIA U COOTBCTCTBHESA

Haspapne npoayxra} PEJIA® ITPO 40amr + 1air 12 pexTanbinx cynnosuTopiten, Poccun
Cepua Ja: 0K16 Nk annsioa: 20007516-3-1
Aprucyn N 269728 Java npoussoacroas 30,11.2020
IpoissogcTooHNAR cepins 033094 Cpox roguocra: 11/2024
Tecronag cnexnduranym Ne: HT220620 + K260E250  Jara mevaru: 14,12.2020
Ipompoacysedsra cneuuduxannn Nz A08937 Koa 3akaszanka: 85034502
Cramaoapr auamms Na:  K260E140 ver.d.1
Crpanstua: 4
()} 3
Crenpdicuns TBTAT 3ainiogenne
Onropoanocys A03POBAKNS
JInaoKanAa ruapoxmopin
100,2 99,3 99,7 100,6 99,6 97,3 98,295,6  Coctsercrmyet
94,8 94,8
Jhugoranua rugpoxXnopuUR
{cTEMARPTHOO OTRIOHEHHE) 23 -
Jlumoramia ruapoxIopua
IpAemncroo snaverne < 15.0 % 59 -
Tlpu npueMnemon sHavenny > 15.0 %
TICBTOPACTCS TEOT JULA JICTIONHATENLHLIX
20 cynnoauTopHes:
IMpuemnemoc suagenne, rayunes ¢ 30
cynnosuropres < 15,0 % 1 e opHu I3
HHARBUAYENBHLIX PESY/IBTATOB HO
nomxen oxalarser < 75% uau > 125% or
CTAHOAPTHOTO SHAYEHHN M.
JingowaNKA rAAPOXAAPNA
(cpereo suavenne) 98,0 -
Konuvecracunoe onpeaeneiue
Jupoxamia ruapoxmopua (BMX)
38,0-42,0 mr/oyno. 39,2 CoorsercTyCeT
(95%~ 105%) i
O6wee womigecTao a3pobusix Gaxrepnit
<1000 KOE/r 0 Cootaercrayer
Ofmee 10A1YECTE0 APORSKEBLIX 1t MALCHEBLIX
rpubon
< 100 XOB/r 0

Jauuns cepiig BLINYOICHA B COOTHETCTRINL CO
enoundukasieft BT JICP-005203/09-220620




6

Nz Cepundrcara: 20008085 °
Hicniyr g Anrentt C.pJL-Jlo Mpyans Na 103/0— 50056 Perreano (Quopewua), Hramts Istituto @®
[potsonsmeemsas xaomus N aM-81/2020 o7 20/07/2020 De Angeli
OMP Cepruduxar N ITOG/H2020 '
CepTdhRKAT AUANH3A U COOTBETCTBHSA
Hasaxne opoayxra: PEJU® PO 40mr + Imr 12 pexransibix cynuoasTopues, Pocests
Cepnn N 0K16 N arAMIDAG: 20007516-3-1
Apruxyn Ni: ' 269728 JnTa npoiseoacroa: 30.11.2020
IpoinnoacTBeNHAR CEPNR: 033094 Cpoic roaxocT: 1172024
Tecrasan coeundmicatu N HJ220620 +1C260E250  Mara meuarst: 14.12.2020
Hpomsoacreenoas eneuudurcanng N A08937 Kop saenaquica 85034502
Craupapr anampa Nz K260E140 verd.]
Crpasnua: 3

HMepurrayme

gy Pesvarver 3akmovenne
Brmymeminit ofnea maprus (mr.): 23517 BCC 2171875129 “CPOK 'OTHOCTYL: 30/11/2024"
JaxkmoueHne: Cooruercrayer

Sannaenie 0 cepTUPARRIIN:

HacToRIUM NOKTBEPHIIAEM, ¥TO BOS CTAAAY NIPOHIBONCTEA AANBOMR CEPHR OCYLTEOTARICHAL B MONIOM COOTBETSTAMM ¢ TPCUOBARKANK
GMP EU # ¢ TpeSoBauinid K pErHCTPAnHONIONO ROCLO B HMNOPTHPYIOWICH CTpaKS.

HscTuryT ne AJrens c.p.a.

YnomioMoueitHoe IR0
VOONROMOYEHHOE AHU0; Hoxcrop Maona JMsuopi /moanucs/
Jara: 14.12.2020

Iposepxa oepuy (PapmauenTatcoxuil oven Bunycka):  Moxrop Mapinena ®nua Hara:  14.12.2020

l“*%m mm‘.."
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Perpe rpamiesanc YI0Cienepenie

et Tipenapanei L e hafo IRt A RSN FRY A

ACP-005203/09

(HOMEp pervcTPaunoNIioN yI0CTUBEPE IR NEKAPCTBEHION0 Npenaparn)

HanmcHoeranne aepwaTend (ARBAEALUS)
PErHCTPARHOHHOTO YAOCTOBEPEHHN
JIeKAPCTBENNOro NpenapaTa

AO "BAHEP", Poccits

ANPce MECTOHRXOMACHAN AEPWATENR

{Bnagennua) perucrpaunonnero ynocvoncpenns | 107113, r. Maocksa, yn, 3-1 PuGnHckas, 2. 18, erp. 2

RERDPCTREHHOTD NPENapaTa ) . N A

1laTa rocyIapeTBenHoR perneTpauHi 29.06.2009 _I

NIEKAPCTBEHHOrO NPCNapaTa o

Cpok aeHcTBHA PerHCYPAUHOHHONO Gecepouno

YAOCTOBEPENKS NEKAPCTBEHHOrO Npenapaya |

Java puecennn uIMencuuil B perucTpaudonnoe

YROCTOBCPRIIHE ACKAPLTBLIIOr0 NpenapaTa 28.05.2019

1(1a7a 3051€HB) PErHCTPALIOMHOrO o

iYROCTOBEPEN IR NEXAPCTBEUHOrO NpenaparTa) . ]
HudopMauis 0 3aperdcpiposatiioM NeKapcTucHHOM npenapare; i

Toprosoe HaHMeHOBAMIE Pennd® MNpo

Mesnyuapoaunoe senavreqToBanioe, A

TPYDNHPOBOYIL0R, HAK XBMHUECKOE Jlunokann + @nyokopTonoH

HOUMCHOBAKHHE

Jlexapcereennas gopma CYNTOINTOPHN PEKTRNIBHEIE

Hoiuposka

— 1 S ————

40 M1 + 1 Mr

]

:BCNOMOI’ETUIS!IHX Bemects

- ——— — —— W Y ) Fiy S ATy WA R TR G Remd

:KadecTnenneill cocTae v koawvecToennbifl cocTas AeACTBYIOWHY BETUCETE W KavecTReHnbilt cocTas |

ryoxopronona ausanar 1.0 mr, naokanna ruapoxnopui (v nepecuere ua Gezsonnoe pewecrso) 40.0 mr,
BCromorarensHsie pewectsa (xup Toepastii (Birrencon W3 5))

Qopmn Bhinycka (neaperaenuan Gopma, 1
M03BPOBKA, EPRRIHAR YNAKOBKY, KONNYECTBO !
nexaperaeHHoll dopmel B nepsnvnol |
YRAKOBKE, KOAHUECTB0 NEPBAUILONA YNBKOBKNK B
NOTPeGATENLCKOR YRAROBKE, KOMILIEKTUOCTD)

cynnosumptfn pekranbheie, 40 Mr + | Mr (cTpun) 5/6 x
1/2 (navika xaproxHas) i

| Pexau3nTst HopMaTHENOR ROKyMeHTAUHN

]




Crpansiua 2 permcTpauKoniioro yaoctosepenus Ne ICP-005203/09

"pDI!JBOﬂB‘I’BeHlIhIB NAowWwanKit, yHacTaywouwiie b npouuce NPOHlIBOACTRE JewapeToennaro
BpenapaTa, ¢ YKAIAIHEM cTaanti MpoiIsoacTes, HasaHl W GakTHYCCKNX DapecoD

MECTOHAXOXKAEHUT
i

Ipoussodumes (Bee cmaduu npoursodcmoa) Hueruryr ne Anrenn C.pJl.. Hraus /
Istituto de Angeli S.r.L., ltaly

Loc. Prulli, 103/C - 50066 Reggello (FI), laly

3amecturess Munncrpa H.A. Xopora

Yl
(neanuck) o

M.IT.



