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Tepanusa Claudin18.2 CAR-T npu
pacnpocTpaHeHHOM pake XenyaKa v
afieHoKapuyuHome
NULLIEBOAHO-)XXEeNyA0O4YHOro nepexoaa

Mepeonpeaenss BO3MOXXHOCTU 3a nNpegenamm
TPagULIMOHHOM Tepanum

GoBroad Healthcare Group (GHG)
MeXxayHapoaHbIiA MeAULMHCKUA LIeHTP

Tenepb B GHG gocTtynHa nepBas B Mupe ogobpeHHas Claudin18.2
CAR-T Tepanusa Ans connAaHbIX onyxosnemn

22 noHA 2026 roga HaunoHanbHoe ynpas/ieHne No KOHTPONK 3a NeKapCcTBeHHbIMUK cpeacTeaMu Kutaa
(NMPA) odrymansHO 0406puio MHBEKUMOHHBIN Npenapar Satricabtagene Autoleucel (satri-cel) ans neveHuns
nayueHTos ¢ Claudin18.2 (CLDN18.2)-nonoxurtensHoiM, HER2-oTpuuaTenbHbiM pacnpocTpaHeHHbIM pakom
Xenyaka nan ajeHoKapLUMHOMON NULLIEBOAHO-KENYAOUYHOro NepexoAa, y KOTOpbIX OKa3anucb
He3pPeKTUBHLIMU KaK MUHMMYM ABe NpeALIecTBYoLMe NUHUK Tepanuin. 3To ogobpeHne AaeT HOBYI
Hajexay naumMeHTaMm ¢ orpaHuyeHHbIMKU BapuaHTamu neveHuns. C HacToswero MmomeHTa GoBroad Healthcare
Group npejocTaBNsieT OLEHKY COOTBETCTBUA KPUTEPUAM U KOMNNEKCHbIE NeYebHble yenyrv Ana NauneHTos,
KOTOPbLIM MOXeT 6bITb NoNe3Ha Tepanua satri-cel.

Satricabtagene Autoleucel (satri-cel) asnseTca nepsoil B Mmupe ogobpeHHoi CAR-T kneToUHOWN Tepanuei ans
conungHblx onyxonei. KnuHnyeckune skcneptol GoBroad Healthcare Group akTUBHO y4acTBOBanu 8
KNHYEBOM perncTpaumoHHoM nccnegosaHm CT041-ST-01 u crann cenaeTensimMmm BaxHOro Nyt 3Toi
WHHOBAaLMOHHOW Tepanuu - OT KAMHUYeCKOoi pa3paboTku 40 perynaTopHoro oaobpeHus.
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Komy moXxeT nogoiiTm satri-cel?

Komy moxxeT nogouitu satri-cel?

Ecnu Bbl COOTBETCTBYETE YKa3aHHbIM HMXEe KPUTEPUAM, BaM MOXET 6biTk Noka3aHa
KOHCYNbTauus no repanuu satri-cel CAR-T:

* PacnpocTpaHeHHbIN pak xenyaka

* AAeHOKapuuHOMa NULLEeBoAHO-XeNnya04Horo nepexoga (GEJ)
* CLDN18.2-nonoxXurensHbinA crartyc

* HER2-oTpuuaTensHbiii cTaTyc

* He3dpdeKTUBHOCTL KaK MUHUMYM ABYX NPEALIECTBYHOLLMX NMHWIA Tepanun

OkoHuaTensHoe peweHue 0 BOSMOXHOCTU NPpMMEHEHWA Tepanuk NpMHUMaeTCa nocne MeAVNLMHCKON
OUEHKW, NoATBEpXAeHNA 6uomapxepoa ¥ aHanu3a obLero KNMHUYEeCKoro COCTOAHWA NaLuenTa.
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2 NMyTb neyeHuns satri-cel CAR-T B GHG

MNepBuyHan oyeHka

MeAvUMHCKan KOMaHAa OLeHUBAeT CTaTyC 3abonesaHns  pesynbTaTel 06CNe40BaHWiA, YTO6LI ONpesenuTs,
ABNAETCA NKA satri-cel NOAXOAALLMM BapMaHTOM e4eHus.

C6op knetok

CobcTBeHHbIE UMMYHHbIE KNETKW NauvenTa cobuparTca Ans nocneayowero usrotosnequs CAR-T KneTok.

Msrotosnenne CAR-T knetok

CobpaHHble KNeTkn MoanduLMpyIoTCa Takum 06pa3om, 4Tobbi OHW MOTNIW Pacno3HaBaTh W aTakoBaTh
PaKOBbIe KNeTKW.

NoaroToBKa nepep neyeHnem

MNepeg vHpysmneit CAR-T naumeHTsl 06bIYHO NONYHa0T HECKONBKO AHE NOArOTOBUTENbHOrO NeYeHuns
(numdpogenneumio), 4Tobel Nnomoyb CAR-T KneTkam 3¢ pekTMBHEE PasMHOXATLCA U AeNCTBOBaThL B
opraHusMe.

MHdy3sna CAR-T knetok

WHavBUAYanbHO n3rotoBneHHble CAR-T KneTku BBOAATCSA 06paTHO NauneHTy BHYTPUBEHHO.

MOHMUTOPUHI U NocneayoLlee HabnogeHue

Mocne neyeHns NaLMEHTb HAXOAATCA NOA TWaTeNbHbIM HabnageHnem v NPpOXOAnAT perynfapHbie
KOHTPONbHbIE BUSUTHI ANA OLUEHKW OTBETA Ha Tepanvio v 6esonacHocTw.
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3 Mouemy BbIGpaThL GoBroad?

GoBroad npeo6pa3syeT rno6anbHbie NPopbIBHbIE UCC/IEf0BaHNA B A0CTYNHOE
nauveHTam KIMHMUYecKoe eyeHmne

C Boixogom satri-cel - nepsoii B Mupe ogo6peHHoi CAR-T Tepanum gns cONUAHbIX onyxonei - GoBroad
Tenepb NPeAoCTaBNsfeT KOMNAEKCHbIe yenyr CAR-T neyeHns Ans NOAXOAALMX NauueHToB. Onupascs Ha
OBLIMPHBIA ONbIT B 0613CTH KNETOUYHOM Tepanuu, NPeLM3noHHON OHKONOTM U BEAECHUA CNOXKHbIX

KNNHUYEeCKNX Cny4aes, GoBroad npegnaraer NONHbIA LMK MEAULMHCKOM MOMOLLW: OT OLLeHKMU NaLMeHTa u
npoeejeHus neYvyeHMAa 40 A0ONTroCpoYvHOro nociegyroulero Ha6merva.
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MNao6paxeHue: coobyerne NMPA o6 ogobpexnn MHseKUuMoHHoro npenapara Satricabtagene Autoleucel.

CesxuTech ¢ MeXxayHapoAHbIM MeAULMHCKAM LUeHTpoM GHG, uTo6bl U3yunThb
HOBbI€ BO3MOXXHOCTM /IEYEHWNA W Y3HaTh, NOAXOAUT N Bam Tepanua satri-cel CAR-T

JKCNepTHan oOLUeHKa KNMHWUYECKol KOMaHaoi

CneywannsvpoBarHas KoHcynbTauma no CAR-T Tepanuv Npu pake Xxenyaka
MynbTUaMCUMNAMHapHan KoMaHaHaa noaaepxka (MDT)

PaspaboTka MHAMBWAYANbHOMO NNaHa NEYeHUs

KoMnnexkcHoe ConpoBOXAEHWE Ha BCeM NYTW NeYeHns

Cneuuannsuposauuaﬂ noagepika MexayHapoaHbiX NauneHTos
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KpaTKo 0 BO3MOXXHOCTAX /leYeHuUn

satri-cel npeacrasnser cobow TapreTHyio CAR-T Tepanuio npotus Claudin18.2 gna nayneHTos C
CLDN18.2-nonoxutensHbiM, HERZ-0TpuUaTenbHbiM pacnpocTpaHeHHbIM PakoM Xenyaka unm
3afleHOKapUWHOMOW NULLEBOAHO-XeNyA04YHOro nepexoaa nocne Hea@PexkTMBHOCTA Kak MUHVUMYM ABYX NTMHWUIA
Tepanun. GHG npegocTasnaeT OUeHKy COOTBETCTBMA KpUTepusaM, NOAroTOBKY, NMPOBEAeHUe Tepanum u
nocnegyioulee HabnogeHne.

camexalmaty@gmail.com

+7-701-799-22-48
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