O3HAKOMUTENbHbIA OPATMEHT - HE COREPKUT MATEHTHbIX BbIBOMOB - shop.pctguru.ru

KOHKYPEHTHAA PA3BEQKA - TMNATEHTHO-TEXHONMOMMYECKUA AHANU3

CLADRIBINE

Knagpubuu - Mavenclad®

MypuHOBLIN aHanor (aHTUMeTabonuT) - Manas monekyna - Merck KGaA

MOKA3AHUE KJIACC PE>XXUM OPUTMHATOP
BAPPC NIyPHHOBBINA aHA/Bbroma Merck KGaA
pacCesHHbIN CKNepo3 KOPOTKUX Kypca

B NMNJIATHOW BEPCUU
CBogka yrpos ons bnocumumnspa - «KpaTkoe 3akao4eHne» ¢ gatamm 6es3onacHoro 3anycka

KapToyka 1 oLleHKa CreLmannucTa no KaxxaoMy o6bekTy UHTeNNeKTyaslbHon co6CTBEHHOCTU

BecnnaTHbIN 03HAaKOMUTESIbHbIN hparMeHT - 24 nioHa 2026

PCT GURU - ¢apmaueBTMYeCKOe MaTeHTHoe Owpo



CLADRIBINE - O3HAKOMUTEJIbHbIW ®PArTMEHT PCT GURU

O 4YéM 3TOT OTuUEeT

KnappunbunH (Mavenclad®) — nypuHOBLIA aHanor (aHTUMeTabonunT), CENEKTUBHO UCTOLW AWM NMMAOLNTHI,
ONA NevyeHns BbICOKOAKTMBHOIO PEeLUANBUPYIOLLEr0 pacCesHHOro ckiaeposa. OpurmHaTop B pacCesiHHOM
cknepose — Merck KGaA.

OTYET 06BbeaMHAET KOMMepYeCcKnin Npoduib KOHKYPEHTHOM pa3BeaKn C NaTeHTHbIM aHann3oM no PO/EATB
N OLLeHKOW BO3MOXXHOCTEeN Bxofa ANsA bnocumunsapa/nxeHepurka. Kaxkablh hakT CONPOBOXKAAETCHA CTaTyCcoOM
[OCTOBEPHOCTU UCTOYHUKA:

[Oo®nL..] [AHAJINT.] [MPEANOJ.] [HET OAHHbIX]
BepuduunposaHo: FDA/EMA, OTpacneBas aHaNUTUKa n OueHou4Ho, 6e3 OaHHble Ny6anyHo He
opuruHaTtop, SEC, npecca ouLmanbHOM Baangaumnm noATBepXAeHbl
naTeHTHble 6a3bl,
nybankauun
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CLADRIBINE - O3HAKOMUTEJIbHbIW ®PArTMEHT

PCT GURU
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Copep>xaHue NOJIHONro OT4YeéTa

MomMeTKOoM «* MAATHO» OTMeYeHbl pa3fesibl C NATEHTHOW aHAIMTUKON, OOCTYMNHbIE B NJAaTHOW BEPCUMN.

n

Pe3loMe n meTtoposniorus

0O630p nNpenapara

UcTopusa paspaboTkmu

3HaAYUMMOCTb A1 PblHKA

KoHKkypeHTHOe

OKpy>XeHue

MaTteHTHas oxpaHa —
P® / EAMNB - nnatHO

Bo3Mo>XXHOCTM BXOga —
naTeHTHaaA YUCToTa -
nJjaaTHoO

MyTn nonyvyeHus
MOJIEKY bl

KpaTkoe pe3toMe no npenapaTy U MeTo40J1I0rnA: nepevyeHb NCTOYHNKOB N NX
CTaTyCbl 4OCTOBEPHOCTN.

MacnopT MHH: Toprosoe HanMeHoBaHWe, MOOaJIbHOCTb, MEXaHWN3M,
opurvHaTop, nepBoe oobpeHne, NokasaHus, KNnHN4yeckas 6asa, ctaTtyc B
P®.

XPOHOJIOrUsi: OTKPbITE MULLEHW, KJIlOYEBbIE 3asBKY, pa3paboTka,
KJIMHUYeCKUe NporpamMmmbl, 0406peHnsl, 3HaKOBbIE MAaTEHTHbIE CMOPbI.

TepaneBTMYECKas LLEHHOCTb, MOKa3aHUsa U A403UpOBaHME, KOHKYPEHTHas
OVHaMuKa, nonoxxeHue B PO/CHI, okHO ana buocnmunnspa/orxxeHepuka.

MpAMble N KOCBEHHbIe KOHKYPEHTbLI — M0 MeXaHU3My W1 Mo KJ1accy, a Takxe
cnTyaumns B PO.

SA0po oT4éTa: CBOAKA Yrpo3, «KpaTkoe 3ak/toyeHne» ¢ gatamu 6e3onacHoro
3aMycka 1 KapToyka no kaxaomy ob6bekTy VC c oLeHKoln crneymnanmcra.

CtpaTerum Bxofa 1 o6xofa rno co8M 3alinThbl, C OLLEHKON NPUMEHNMOCTU U
nepcneKTUBHOCTY; ABONHON hokyc PO/EANMB n CLLA.

Mpon3BoaCcTBEHHAA Mapagurma: ans buonpenapaToB — 3KCMpeccus,
HapaboTKa/o4ncTKa, GOpMyNALMS, CbIPbE, PErYNATOPHbIA NYTh; ANS MasblX
MONeKysl — CUHTE3. MpunoxXeHne — aMUHOKUCIOTHbIE MOC/Ie40BaTENbHOCTN.

MaTeHTHasa 4YacTb (pa3spenbl 05-06) — AaQpo oT4éTaA: cCBoAKa yrpos, «KpaTkoe 3akso4ueHue» ¢
AaTaMum 6e3onacHOro 3anycka M KapTo4ka C OLLeHKOM cneuuasaucta no Kaxxaomy obvekty UC. B
6ecnnaTHoM cbparMeHTe He NPUBOAUTCA.
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CLADRIBINE - O3HAKOMUTEJIbHbIW ®PArTMEHT PCT GURU

O0630p NnpenapaTta — OTKPbITbIN (PpparMeHT
My6anyHble MapaMeTpbl MPOAYKTa. [MaTeHTHbIE CTPOKU N CPOKM SKCKITKO3MBHOCTU PAaCKpbIBAOTCSA B
nMJaTHOM BEPCUMN.

MapameTp 3HavyeHue CraTyc
MHH KnagpubuH (Cladribine); 2-xnop-2'-ae3okcrnageHo3nH [o®unL.]
Toprosoe Mavenclad® (PC); Leustatin/Litak (oHkoremaTonorus) [o®uL.]
HauMMeHoBaHue

Knacc / MexaHusm MypuHOBLIN aHanor (aHTUMeTaboNnT); CeNeKTUBHO UCToLWaeT [o®uL,.]

MMOLNTbI (MMMYHHaA PEKOHCTUTYLNS)
OpuruHaTtop (PC) Merck KGaA / Merck Serono [o®uL,.]

MokasaHue (Mavenclad) BbICOKOAKTMBHbBIN PELMAVNBUPYIOLWNIA pacCesHHbIN cknepo3 (PC) [O®ULL.]

Kak ycTpoeHa naTteHTHas 4yacTtb (pa3spen 05)

Kaxabll 06beKT NMHTENNEeKTYyaslbHON COBCTBEHHOCTM MpencTaB/ieH KapTOYKOWM C LIBETOBOWN METKOW Yrpo3bl.
Huwxe — nereHoa m ob6e3/M4eHHbI NpUMep KapTO4YkM (B MIATHOW BEpPCUM — C peasibHbIMKW HOMepaMmu,
CPOKaMW N OLLEHKOMN).

OencTteytowmin OUC, npenaTcTBYOLWNIA pa3paboTke nan BeiBoAY: He 0O60ATN / HE OCMOPUTL U

X Bbnokupyet .
BbICOKUU PUCK.

OWUC, KOTOpbIN MOXHO 060MTU (MCKIOYEHME NMOKa3aHW, NHOE YCTPOMCTBO) UJIN OCMOPUTL; nbo

- YcnoBHO
3a8BKa — pPUCK-(haKToOp.

V He 6nokupyet OWUC He 3aTparmBaeT NpodusibHble MOKa3aHWs, NCTEK UAN MPUHAONEXKUNT TPETbeMY NuLYy.

MONEKYJIA RU / EA 000000 po OO0.MM.TTTT X Brnokupyer

HasBaHue ob6bekTa MHTeNJIeKTyasIbHOW COOCTBEHHOCTHU

MPABOOEJIADATEND (CTPAHA)

3afBka: 000000 - Mpuoputet: OO.MM.TTTT

CYTb OXPAHBbI. 410 nmeHHo 3awmaeT 06bekT C — Mosekyna, KOMAo3mums, cnocob npuMeHeHns, yCTponcTBO
0OCTaBKM U T. 4.

OLUEEHKA PCT GURU. BbiBoa cneunanucta: 6nokupyeT nm obbekT BbiBOA buocumumnapa/oxeHepuka, 00 Kakomn
haTbl, ecTb I nyTn obxona nan ocnapmeaHns. BIRRE (MTOIHbIVI TEKCT — B M/1aTHOW Bepcum)

MonHas Bepcusa — 5+ napameTpoB npodunn, Bce o6bekTbl UC c oueHkon, «KpaTkoe
3aKJiloyeHue» € pataMu U cTtpaterum exopa. Ocdopmutsk: shop.pctguru.ru
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