NN-002274 o 21.11.2025

COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 19.11.2025 Nz 28810
(Bxopswmid M3 N24339736)

MMHUCTEPCTBO 3/IPABOOXPAHEHW POCCUMCKOM ®EJIEPALINU

WHCTPYKIIUS
[10 MEJIMITMHCKOMY TTPUMEHEHHMIO JIEKAPCTBEHHOT O TIPETTAPATA

TAOUHJIAP®

kaucy bl 50 M1, 7

5 MiI

000 «Hogapruc @apmaceiotukan Maabiodekaypaur, CaoBenns

O06mecTBO ¢ OrpaHHYeHHOH OTBETCTBEHHOCTHIO «CKOTMHCKUI

®APMALEBTUMUECKHI 3ABOJI» (000 «CKOINUH®APM»), Poccust

Usmenenue Ne 12

lIaTa BHECEHUS UBMCHEHHUA « »

20 1.

Crapas pelaKkuHs

HoBas peaaknus

ITOBOYHOE JIEUCTBHE

OObeMHCHHbIE  JaHHble 10  0e301acHOCTH
MOHOTEPAIH{HU Npenaparom Tadunnap® noryyeHbl
B pe3yNbTaTe MATH KIMHMYECKUX UCCIIe0BaHuH ¢
yuacTHeM 578 NaUMEHTOB ¢ HepesekTabesbHOH
WM MeTacTATHYECKOH MellaHOMOW ¢ MyTatuei
rena BRAF V600. Haubonee uacteimu (=15%)
HekenaTenbHbIME  peakupsamu  (HP) - sBismch
rUnepKeparo3, rojioBHas  0oib,  JIMXOpAJKa,
apTpairus, MOBBILICHHAS YTOMJISEMOCTD,
TOINHOTA, KOJXKHble  NANWUIOMbI,  AJIONELHs,
KOJKHas ChITlb U PBOTA.

BesonacHocTh Tepanmuu aabpapennbom B /103€
150 Mr 2 pa3sa B CyTKM B KOMOMHaLMM C
TpamMeTHHHOOM B J103€ 2 MT' | pa3 B CyTKH OLICHCHA
B 00061eHHOM oy asuuk 1076 nauneHTos: 559

MaLMEHTOB c HepeseKTabeIbHON WK

MEeTacTaTHYeCKOM MEJTAHOMOM ¢ MyTauneﬁ reHa

MMOBOYHOE JIEMICTBHE

OObeqMHEeHHbIe  JaHHbie [0 0e30MacHOCTH
MOHOTEpAruu npenaparom Tapunnap® nomnyyeHsl
B pe3yJ/IbTaTe NATH KIMHHYECKUX HCCIIE0BaHUM ¢
y4yactueM 578 mauueHToB ¢ Hepe3eKTabeIbHOM
WIM MEeTacTaTH4ecKOl MeNaHOMO# ¢ MyTauuein
rena BRAF V600. Hau6onee wacteivu (=15%)
HexesaTenbHbiMu - peakimsaiMu  (HP) - sBisinch
rUTepKepaTo3, rojioBHas  Oonb,  JIMXOpaIKa,
apTpanrus, NOBBIIIICHHAS yTOMJIIEMOCTH,
TOIIHOTA, KOMKHbIE  MAnNWwUIOMBI,  anoneuus,
KOKHAsl ChITb U PBOTA.

BesonacHocTh Tepanuu Aabpadennbom B 03¢
150 Mr 2 paza B CyTKM B KOMOMHALMM C
TpaMeTHHUOOM B J103¢ 2 MT | pa3 B CYTKH OLICHEHA
B 0006menHo nonyasuuu 1076 naueHToB: 559

NaIueHTOB c Hepe3eKTa0eIbHOM HITH

METacTaTHIeCKON MeJIaHOMO# ¢ MyTauneﬁ réHa




COOTBETCTBYET 2KCNEPTHOMY OTYETY
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Crapasi pelakinus

HoBas pepaknus

BRAF V600, 435 nauueHTOB, [10Jy4YaBIIUX
KOMOWHHPOBAHHYIO  a/IbIOBAHTHYIO  Teparuio
nocJie nonHoro uccedeHus menanomsl 1 cragun ¢
myTtaumeii reHa BRAF V600, n 82 nauuenra ¢
pacrpoCTpaHEHHBIM HEMEJIKOKJIETOYHBIM  PaKoM
aerkoro ¢ myTtauueii rena BRAF V600. Hanbonee
gacisimu  HP (220%) upw  1ipHMenCHHM
nabpadennba B KOMOMHALMM € TPamMeTHHHOOM
ABJISUTHCD JIIXOpAaJIKa, MOBBILLIEHHAS
YTOMIISIEMOCTb, TOLIHOTA, 03HOO, roJloBHas 00JIb,
Juapest, pBoTa, apTpairis U KOXKHas ChIlb.

HP, npeiacraBneHHble HUXKE, CrPYINIIMPOBaHbI B
COOTBETCTBUM € KJIaccu(UKaLMel OpraHoB H
cuctem opraHoB MedDRA.

Jls OLICHKH 4acTOThl BCTPEUAEMOCTH
HCIOIB30BaHBl  CIIEJIYIOLHE KPHTEPUH: OouYeHb
vacmo (>1/10), vacmo (>1/100 u <1/10), nevacmo
(>1/1000 u <1/100), peoko (=1/10000 n <1/1000),
ouenv peoxo (<1/10000), vacmoma neuszsecmuna
(Ha OCHOBaHMM HMEIOIIUXCS JAHHBIX OUECHMTH
HEBO3MOXKHO). B mpenenax Kaxaoro CUCTEMHO-
opranHoro kiacca HP pacnipesienieHsl o yactore 1
B MOPsAKE YMEHBILEHUS 3HAYUMOCTH.

Tabauya 3. HP npu monomepanuu oabpagenubom
m=578)

BRAF V600, 435 pauyeHTOB, MOJyYaBIIUX
KOMOWHMPOBAHHYIO  aJBIOBAHTHYIO  TEparuio
noclie nojaHoro ucceyenus mesnanombi 111 craaum ¢
myTtauueii rena BRAF V600, u 82 nmauuenra c
pacrpoCTpaHEHHbIM HEMEJIKOKJIETOYHBIM PaKoM
nerkoro ¢ myrtauueii rena BRAF V600. Haubonee
yacipimvn  HP  (220%) npu NpHMCHCHHH
nabpadennba B KOMOMHALMM € TPaMETHHHOOM
SIBJISTTUCD auxopanka, MOBBILICHHAS
YTOMJISEMOCTb, TOLIHOTA, 03HOO, roJjioBHas 00Jib,
Jmapes, pBOTa, apTpaJrus U KOJKHas Chillb.

HP, npencraBieHHble HHXKE, CrPYNIMPOBaHbI B
COOTBETCTBUM ¢ Kiaccudukauueil OpraHoB W
cuctem opraHoB MedDRA.

Jas OLIEHKH 4acTOThI BCTPEUYAEMOCTH
UCIIONIB30BaHBl  CIICYIOIME KPUTEPUH:  OUeHb
yacmo (>1/10), uacmo (>1/100 u <1/10), nevacmo
(=1/1000 u <1/100), peoxo (=1/10000 u <1/1000),
ouenv peoxo (<1/10000), vacmoma neussecmmua
(Ha OCHOBaHMM MMEIOWIUXCA JAHHbIX OLEHUTD
HEBO3MOXKHO). B mpenenax kaxioro CHCTEMHO-
opranHoro kiacca HP pacripesienieHsl 1o yacrore u
B MOPS/IKE YMEHbIICHHS 3HAYHMMOCTH.

Tabauya 3. HP npu monomepanuu oabpagenubom
(n=578)

ﬂoﬁpoxauecmeennbte, 3/10Ka4ecmeeHnble U
HEeyMmo4YHEeHHblE noeooﬁpa;*oeauwl (BK./’IIO‘laIl
Kucmol u nonunbt)

Jobpoxauecmeennuvle, 310Ka4ecneeHnble U
HeymouHeHHble HO08000pa306anusa (6Ko4aA
KUCHbI U ROIUNGL)

[Tanunaoma Ouene [Nanunioma Quenv
yacmo yacmo

[10CcKOKJIETOUHBI ~ pak  Koxku | Hacmo [110CKOK/IETOUHBI ~ pak  Koxu | Yacmo

(I1IKPK) (ITIKPK)

CeOopeHbIN KepaTo3 Yacmo CebopeliHblii KepaTo3 Yacmo

AxpoxopioH (Msrkas 6opoaaska) | Yacmo Axpoxop/oH (Msirkas 6oponaeka) | Yacmo

bazanpHOKIIETOUHAS KapLUUHOMA Yacmo BasanpHOK/IETOYHAsI KapLIMHOMa Hacmo
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Crapas perakuus

HoBas pepaknus

HoBprit ouar nepBU4HON | Heuacmo Hoswiii ouar nepBu4HOM | Hevacmo
MEJIAaHOMBI MeJITAaHOMBI

Hapyuienus co cmopoHsl UMMYHHOU CUCHIEMbL Hapywenus co cmopoHbl UMMYHHOU cucmembl
['vnepuyBCTBUTEILHOCTD | Heuacmo ['vnep4yBCTBUTEILHOCTD | Heuacmo

Hapywienua co cmoponst ooMena eeuecms u
RUMAHUA

Hapywenua co cmopoHsl o0meHna eeujecme u
numanus

CHMKEHHUE anrneTuTa Ouenv CHMWKEHUE amnmneTuTa Ouenb
yacmo yacmo
I'unogocharemus Yacmo ['nnodocharemus Yacmo
I unepraukemus Yacmo | unepriavkemus Yacmo
Hapywienusa co cmoponsl HepEHOI CUCHIEMbI Hapyuienua co cmopoHsl HepeHOUl CUCHIEMbI
["osoBHAs 60Ib Ovuenv I"os10BHas 60J1b Ouenv
uacmo yacmo
Hapyuienusa co cmoponbi 0p2ana 3peHus Hapyuienusa co crmopoHbl 0p2ana 3peHua
Veeur Heuacmo VBeur Heuacmo

Hapywenua co cmopoHsl ObIXameabHOIU
cucmemsl, Op2AHOE 2PYOHOIl KIemKu U
cpedocmenus

Hapywienus co cmopoust OblXamenbHoii
CUCHEeMbl, Op2AHOE ZPYOHOU KIemKu U
cpedocmeHus

Kaiueib Ouerivb
yacmo

Kaiuesnb Ovyerib
yacmo

Hapywienua co  cmoponst  Jiceay0oyno-
KUWIeYHO20 MPaKma

Hapywienus  co  cmopoHsi  Hceayoo4Ho-
KUWIeYHO20 mpaKkma

TomHota QOuenv TowHoTa Ouenb
yacmo yacmo
PBota Ouenv PBoTa Ouene
yacmo yacmo
Juapes Ouenv uapes Ouenv
yacmo yacmo
3armop Yacmo 3arop Hacmo
[TankpeaTut Hevacmo IlankpeaTur Heuacmo

Hapyuwienus co cmoponsi KOJicu u ROOKONCHbIX
mKaneu

Hapywienua co cmoponst Kodcu U ROOKONCHbIX
mKaneu

['unepkepato3 Ouenv I'unepkepatos Ouenw
uacmo uacmo
Anonenus Ovyenw Anoneuus Oueno
yacmo uacmo
KoxHast cbinb QOuenv Koxnas cwirne Oyene
yacmo yacmo
JlanoHHO-1IOA0IBEHHAS Ouenv JlanoHHO-no10IBEHHAS Ouenb
SPUTPOAM3ECTE3Us yacmo SPUTPOJIU3ECTE3USA yacmo
CyXx0CTb KOXKH Yacmo CyXx0CTb KOXKH Yacmo
Kosxsblii 3y Yacmo KosxHbiii 3y Yacmo
AKTHUHUYECKUI KepaTo3 Yacmo AKTMHUYECKHH KepaTo3 Yacmo
[TopaxxeHue KOXH Yacmo ITopaxxeHue Koxu Yacmo
Opurema Yacmo Opurema Yacmo
Peakunn goToceHcHOMIM3aILIK Yacmo Peakiu poToceHCHOMIM3aLUU Yacmo
[TaHHUKYJIUT Hevacmo ITaHHUKYIUT Heuacmo

v




COOTBETCTBYET 2KCNEPTHOMY OTYETY
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Crapas pepaxkuus

HoBas pepaxknus

H apyuteHus co CHOpOHbl CKeJlemHo-
MbIUCYHOU U COCOUHUMETIbHOU MKAHUL

Hapywenusa co CMopoHbl CKeJlemHOo-
MbILICYHOU U COCOUHUMETbHOU MKAHU

Aptpanrus Ouenv ApTtpanrus Ouenv
yacmo yacmo
Muairus Ovyenb Muanrus Ouenb
yacmo yacmo
BoJib B KOHEYHOCTSIX Ouenw Bosib B KOHEYHOCTAX Ouenv
uacmo yacmo

Hapywienua  co  cmopousl  noYek U
MOUEBbIBOOAULUX Hymell

Hapywenus  co  cmoponsl  no4eK U
MOUeEbI800AULUX RYymeil

[Toueunas HEJI0CTAaTOYHOCTh, | Heuacmo [Toyeunas HEJI0CTATOMHOCTD, | Heuacmo
ocTpas rovevHas ocTpas rnoyevHas
HEJI0CTATOYHOCTD HEJI0CTATOYHOCTD

Hedpur Hevacmo Hedput Heuacmo

Obuque paccmpoiucmea u HAPYUIeHUA 6 Mecme
geedenus

Obugue paccmpoucmea u HapyueHus 6 mecme
66e0CHUA

Jlnxopanka Ouenv JInxopanka Ouenv
yacmo yacmo
ToBbllIcHHAA YTOMASAEMOCTD Oueriv IToBbileHHAs yTOMIAEMOCTD Ouenv
yacmo yacmo
03100 Ouenv 03106 Ouenv
yacmo yacmo
AcTteHus Ouenv AcTteHus Ouenv
yacmo yacmo
I"purnnononobHoe 3abosieBaHue Yacmo I"'punmnonoaoOHoe 3ab01eBaHue Yacmo

Tabnuya 4. HP npu xomMOuHuposanHou mepanuu
oabpagenubom ¢ mpamemunubom (1076
nayuenmos)

Tabruya 4. HP npu kOMOUHUpOBaHHOU mepanuu
oabpagenubom ¢ mpamemunubom (1076
nayuenmos)

Knaccupukaums Knaccudukanus
4acTOThI 4acTOThI
Hugpexyuonnvie u napazumapmusie Hugpexyuonnoie u napazumapHsie
3adonesanun 3a001e6aHUA
HazodapuHrur Ouenv yacmo Hazodapunrut Quenv uacmo
Hudekipn MoueBbIBOAIIMX | Yacmo Undexkipn ModeBbiBOAAIMX | Hacmo
nyTe nytei
LlemmonuT Yacmo [emmoaut Yacmo
DOJUIMKYJIUT Hacmo DOJUTUKYJIUT Yacmo
[TapoHuxwus Yacmo [TapoHuxus Yacmo
[lycTyne3Has chillb Yacmo IlycTynesHas chillb Yacmo
Jlobpokauecmeennsle, 310KauecmeeHHvle U Job6pokauecmeennvle, 3/10KauecmeeHHbvle U
Heymounennvle HO6000paszoeanusn (8K10OUAA HeymouHeHHble HO8000pa308aHUsA  (8KIIOYAA
KUCHIbL U NOJIUNbI) KUCHbI U ROTUNbI)
[IKPK, Bxmouas [IIKP, | Yacmo ITIKPK, Bxmowas [IKP, | Yacmo
[TKPK, IIKP in situ (6one3Hs [TKPK, IIKP in situ (6one3Hs
boysHa) u kepaToakaHTOMa boysHa) U KepaToakaHToOMa
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Crapas pegakuus

Hosas pepaknus

[MTanunnoma, B TOM wumcie | Yacmo [Tanmmuioma, B TOM uucie | Yacmo
NanuiIoMa Koxu NanuuioMa KoxXn

CebGopeiiHblii kepaTo3 Yacmo CebopeiiHblil kepaTo3 Yacmo
Akpoxop/oH (msirkas | Hewacmo AKpOXOp/I0H (msirkas | Hevacmo
OoponaBka) 0opo1aBka)

HoBeiii  ouar mnepBuuHOi | Heuacmo HoBpiii  ouar mnepBu4HOil | Hevacmo
MEJIaHOMBI, B TOM 4YHCJIe MeJIaHOMBI, B TOM YHCIIe
37I0KQYECTBEHHAs MEJIaHOMa, 3JI0Ka4eCTBEHHAs MEJIaHOMa,
MeTacTaThuyeckas mMeTtactaTHyecKas

3JI0KAYECTBEHHAs MeJaHOMa 3JJ0KaYeCTBEHHA MeJldHOMA

0 MOBEPXHOCTHAS 7 NOBEPXOCTHO
pacnpocTpaHsomascs pacrnpocTpanstoascs

mesiaHoma III ctaaun menanoma 11l craauu

Hapyutenusa  co  cmopoust  Kpoeu Hapywenuss  ¢o  CHMOPOHbI  Kpoeu U
JuUM@pamuueckou cucmemol JUMPamu4ecKol cucmemsl
Heitrponenus Yacmo Heiirponenus Yacmo
AHemus Hacmo Anemus Yacmo
TpomboumroneHus Yacmo TpomOouuTONEeHUSs Yacmo
JleiikonieHust Yacmo JlelikonieHust Yacmo

Hapywenus co cmopoHst UMMYHHOU CUCIEMbI

H APYUeHUA CO CMOPOHbBI UMMYHH ol cucmemol

["'unepuyBCTBHTETBHOCTD,
BKJIIOYAs  JICKAPCTBEHHYIO
TUIIEPYYBCTBHTEIbHOCTD

Hevacmo

[ unepyyBCTBUTENBHOCTS, Heuacmo
BKJIIOYAs  JIEKaApCTBEHHYIO

TUIIEPYY BCTBUTEIbHOCTD

Hapywenua oomena eeugecme u RUMAaHuA

Hapywenusn obmena eeuiecme u Rumanus

CHM)KEeHHE anneTura

Ouenv yacmo

CHUKEHUE anmneTura Quenv yacmo

Ob6e3B0KMBaHHE Yacmo O0e3BoKMBaHHE Yacmo
['unoHaTpuemMus Yacmo ['unoHaTpueMust Yacmo
I'unodocharemus Yacmo I'unodgocdaremus Yacmo
['uneprivkemus Hacmo [ unepravkeMus Yacmo

Hapywenus co cmoponbl HepeHOU CUCMEMbl

Hapymenwl CO CMOpoHbl Hepsnoﬁ CUCmIeMbl

["osioBHas 60J1b

Ouenv yacmo

["onosHas 0011b Oyenv yvacmo

["onoBokpyxenue

Ouenv yacmo

['010BOKpY KEHUE Ouenv yvacmo

Hapywenus co cmoponst 0pzana 3penus

Hapywenua co cmoponst 0p2ana 3penus

HeuerkocTb 3peHus vacmo HeuyetkocTb 3peHus yacmo
Hapyuenue 3peHus yacmo Hapyenue 3peHus yacmo
YBeur uacmo VYBeur yacmo
XOopHOpeTHHOMATHS Hewacmo XOpHOpETHHOMATHS Heyacmo
Orciolika ceTyaTku Hewacmo Ortclioiika ceTyaTKu Hewacmo
[TepriopOuTaIbHbINA OTEK Hewacmo ITepropOUTATIBHBIN OTEK Hewacmo

Hapywenua co cmoponsl cepoua

Hapywenua co cmoponsi cepoua

CHMIKeHue dbpaxkumu | Yacmo CHukeHue ¢bpaxkuuu | Yacmo

BBIOpOCa BbIOpOCA

bpaaukapaus Heyacmo bpanukapus Heuacmo

Muokapaur Yacmoma Muoxapaut Yacmoma
Heuseecmua Heuzgecmna

Hapywenus co cmopoHbsl cocy0os

Hapywenus co cmoponst cocyoos
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Crapas pepakuus

HoBas pepaknus

AprepuanbHas runepTeH3us

Ouenwv yvacmo

ApTepualibHas TUMepTeH3us

Ouenv yvacmo

KpoBoreuenne  pasiuyHOM
JIOKAITM3aLHUH, BKJTIOYAs
BHYTpUYEPEIHbIE

KPOBOM3JIUSHHS "

KpOBOTE€YCHHA C JICTAJIbHBIM
HCXO00M

Quenv yvacmo

KpoBoTeueHne  pa3iv4HOM
TIOKaJTH3aLH1H, BKJTIOYAs
BHYTpHUEpEIHbIE

KPOBOM3IHSHHSA u

KpPOBOTCYCHHUA C JICTAJIbHBIM
HCXO00M

QOuenv yvacmo

AprepuajbHas TMIIOTEH3Hs Yacmo AprepuanbHas rMIOTEH3Hs Hacmo
JInmbarnveckuit oTek Yacmo ) JInmbarnueckuii oTex Yacmo
Hapywenua co cmoponplt  0bIXameabHou Hapywienus co cmoponst  QbixamenvHou
cucmembl, cucmemol,

OpP2AHOE 2PYOHOI K1emKU U CPeOOCMEeH U Op2aHO8 2PYOHOI K1eMKU U CPeOOCHeHUA
Kawenp Quens wacmo Kaiens Ouenv yacmo
Oppluika Yacmo Opplilika Yacmo
[THeBMOHUT Heuacmo [1HeBMOHUT Heuacmo
Hapywienusa co  cmoponst  Jcely0o4no- Hapywienua co  cmoponst  Hceny0o4Ho-

KUumeunozo mpakma

KUEYH020 mpaKkma

bonb B KMBOTE, B TOM 4HCIIE
B BEpPXHEH 4acTH KUBOTa U
HWDKHEN 4acTH JKMBOTA

QOuenv yacmo

Boub B X)KMBOTE, B TOM YHCJIE
B BEpXHEH 4YacTu KUBOTA U
HUJKHEH 4acTH KHUBOTA

Quenv yacmo

3anop Ouenv yacmo 3ariop Ovyenv yacmo
Jlnapes Ouenv vacmo JInapes Ouenv vacmo
TowHota QueHb yacmo TowHoTa Querb wacmo
PBoTa Quenv wacmo PBota Quenb yacmo
CyXo0cCTb BO pTY Yacmo CyXoCTh BO pTY Yacmo
CromaTut Yacmo Cromatut Hacmo
[Tankpeatut Heuacmo [TankpeaTut Heuacmo
Konur Hevacmo Konur Hevacmo
[leppopaums OpraHoB | Peoko Iepdoparius opraHos | Pedko

KeJTy I04YHO-KHILIEUHOTIO
TpakTa

JKEJTyI0YHO-KHUIIEUHOTO
TpakTa

Hapywenua co cmoponst Kojicu u ROOKOJNCHOU

Kiem4amxku

Kiem4iyamiku

Hapywenua co cmoponsl Kodicu u ROOKONCHOU

CyX0CTh KOXKHU

Ouenv yvacmo

CyX0CTbh KOKH

Quenv yvacmo

KoxHblit 3y 11

Ouenv yacmo

Koxnbli 3y

Quenwv vacmo

KosxHas chilb

Oyenv vacmo

KosxHas chITlb

Ouenv yacmo

Dputema, BKJTIOYAs
reHepaJI30BaHHYI0 IPUTEMY

Ouenv yacmo

Dpurema, BKJIFOYAs
reHepaIM30BaHHY IO pUTEMY

Ouenv yacmo

AxHeOpMHBII 1IepMaTUT Yacmo AkHeOpMHBIii AepMaTUT Yacmo
AKTHHUYECKUI KepaTo3 Yacmo AKTHUHUYECKUI KepaTo3 Yacmo
HouHasi noTIuBOCTb Yacmo HouHas noT/imBoCTh Yacmo
['unepkepato3 Hacmo I'nnepkeparos Yacmo
Anoneuus Yacmo Anonenus Yacmo
CuHipoM nafgoHHo- | Yacmo Cunapom najoHHo- | Yacmo
MOJIOLIBEHHOM MO/1I0LUBEHHOM

IPUTPOIU3ECTEINN IPUTPOIU3ECTEZUN

[TopaxkeHune KOXxH Yacmo [lopaxxeHue Koxu Yacmo
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Crapas pegaknus

HoBas penakunus

['unepruapos Yacmo ['unepruapos Yacmo
[TaHHUKYJIUT Hacmo IlaHHUKYJIUT Yacmo
[MToBepxHoCTHBIE — TpemuHbl | Yacmo [ToBepxHOCTHBIE  TpelMHbI | Yacmo
Ha KOXKe Ha KOXe

Peakiun Yacmo Peakuun Yacmo
(hoToceHCHOMIU3aLMH (hoToceHCUOUIN3aNH

Hapywenus co cmoponsl KOCHHO-MbIUEYHOU

CUCMEMbl U COCOUHUMETIbHOU

MKAaHU

Hapywenus co cmopoHsl KOCHIHO-MbIUEYHOU
cucmemsl U COeOUHUMETbHOU MKAHU

Aptpanrus
Muajnrus

Ouenv wacmo
Ouenv vacmo

Aprpanrns
Mmnasnrus

Ouenv yacmo
Quenv wacmo

Bonb B KOHEYHOCTAX

Ovyenv yvacmo

BoJsib B KOHEYHOCTIX

Ouenv vacmo

MpleyHslii cra3m, BKJIKo4das
MBILIEYHYIO CKOBAHHOCTD

Quenv yvacmo

MplieuHBIH cra3M, BKIIKoYas
MBILIEYHYIO CKOBAaHHOCTD

Ouenv yvacmo

Hapymeuuﬂ CO CHIOPOHbBL HO4YEK

Hapyuwiernus co chiopoHbl HOYEK

[ToueuHnas HEJOCTATOYHOCTD

Heuacmo

IToyeuHass HEJOCTATOYHOCTh

Hewacmo

Hedput

Hevacmo

Hedput

Heuacmo

Obwue paccmpoiucmea u HApyUeHUA 6 Mecme

86C0CHUA

86C0CeHUA

Obwue paccmpoicmea u HapyweHuUs 6 mecme

[ToBbIIEHHAS YTOMJISEMOCTh

Oyenv vacmo

[ToBbIIEHHAS YTOMJIIEMOCTh

Ouenv yvacmo

O3H00

Quenv vacmo

O3H00

QOuenv yvacmo

AcTeHus

Ouenv yacmo

AcTteHus

Quenv vacmo

Ilepudepuueckuii oTex

QOuenv yvacmo

Ilepudepuyecknii oTek

Ouenwv vacmo

Jluxopajika Quenb yacmo Jluxopajika Quenb yacmo
["punnononoOHoe Ouenv yacmo I'punmnonoaobxoe Quenv wacmo
3a0b0JieBaHNE 3a00/1eBaHHE

Bocnanenue CIM3UCTHIX | Yacmo Bocnanenue CIM3UCTBIX | Yacmo
oboJiouex obosouex

OTek nuna Yacmo Orexk nuua Yacmo
Jlabopamopusie U UHCHMPYMeEHMAIbHbIE Jlabopamopusle U UHCMPYMEHMATbHbIE
OaHHbLe OaHHble

[ToBbIIEHUE aKTUBHOCTHU | Quenv uacmo IloBbllIeHUE aKTUBHOCTH | Quenb vacmo
aJlaHUHAMHHOTpaHCc(epasbl ajlaHMHAMHHOTpaHc(epasbl

(AJIT) (AJIT)

[ToBbIeHHE akTUBHOCTHU | OQuens uacmo [ToBbllIEHHE aKTUBHOCTH | Quenwv yacmo
acrnaprataMuHOTpaHcdepasbl acrapraTaMMHoTpaHcdepasbl

(ACT) (ACT)

IloBpIIEHUE akTUBHOCTH | Yacmo IToBpILIEHHE aKTUBHOCTH | Yacmo
uiesiouHo# ocarassl (LLD) mesiouHoi ocatassl (LLID)

B KPOBU B KDOBH

[ToBBIIEHUE aKTUBHOCTHU | Yacmo IToBbIIEHUE aKTUBHOCTH | Yacmo
ramMmma- ramMma-

Iy TAMHJITpaHC (hepasbl riyTaMunTpaHcdepassl

(I'T'T) (I'T'T)

IToBeIIeHUE akTUBHOCTH | Hacmo IMoBbnueHue aKTUBHOCTH | Yacmo
KpeaTHH(POCHOKUHA3BI B kpeaTHH(HOCHOKUHA3HI B

KpOBH KpOBU




COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 19.11.2025 Nz 28810
(Bxopswmid M3 N24339736)

Crapas pepaxkuus

HoBas pepaxknus

HP no oOanubimM____NOCM-MAPKEMUHCO0BbIX U

HP no OaHHbiM __ NOCM-MAPKEMUH208blX U

00bLEOUHEeHHBIX KIUHUYECKUX UCCNe008AHUL

Hwke npuseaenbl HP,  BbisgBicHHBIE — [pH
npumeHennn npenapara Tadunnap® B cocraBe
KOMOMHMPOBAHHOM Teparuu ¢ TpaMeTHHUOOM. Tak

KaK HEXXeJ1aTe/IbHbIC p€aKLuu ObuIH YCTAHOBJICHbI

B XOM¢  HOCI-MAPKCIHHIOBOIO  HPHMEHCHHS
npemnapara B oMy IS LUK MaLeHTOB
HEOMpe/1eJIeHHOTO pa3mepa, He Bcer/a
npeJcTaBiseTcs BO3MOKHBIM JIOCTOBEPHO

OLIEHUTh WX YacToTy pa3BuTus. Ilpu Hamuuun
JaHHBIX, B 00bEIMHEHHOM aHAJIN3€ KIMHMYECKUX
MCCIIEIOBAHMI 4acTOTa HeXelaTeIbHbIX peaKUuMi
Oblla yCTaHOBJIEHa B paMKax [lOKa3aHus K
MeJIHIMHCKOMY NPHMEHEHHIO npernapara
Tadunnap” B coctaBe KOMOHHHPOBAHHOMN Tepanuu
¢ Ttpametunubom. HP, npeacraBieHHsie HUXKE,
CrpyNIUpOBaHbl B COOTBETCTBUH c
KJaccU(pUKalMeil OpraHoB M CHUCTEM OpraHoB
MedDRA u B nopsake YObIBaHUSA CTENEHM
BBIPDAYKEHHOCTH.

Hapywenusa co cmoponbl UMMYHHOU CUCHEMDbL:
CapKoOMI03 — He4acTo; remMo(arouuTapHbIi
aumboructuoruros (I'JII7) — yacToTa HeM3BECTHA.
Hapywenusn co cmoponst obmena eeuiecms u
nUMaHUA:

CHMH/IPOM JIM3HMCA OITyXOJIM — 4acTOTa HEU3BECTHA.
Hapywienus co cmoponst HepeHOU CUCMEMBL:
nepudepuyeckas HeMpornaTus — 4acTo; CHHIAPOM
['uifena-bappe — Hewacro.

Hapywenusa co Ccmoponbl cepoua:

aTpUMOBEHTPHKYIsipHas ~ Onokaza (B T.4.

06BbEOUHEHHBIX KIUHUYECKUX UCCIIe008AHUN

Hwke npuBeaeHbi HP,  BbisBAEHHBIC  IIpH
npuMeHeHun npenapata Taduumap® B cocTase
KOMOWHMPOBAHHO# TEparuK ¢ TpaMmeTHHHOOM. Tak

KakK HEXeJIaTeJIbHbIE pCaKIIMH OpuIH YCTaHOBJICHbI

B XOJdC  HOCI-MapKCIHHIOBOIO  HPHMEHCHMS
npernapara B MOy JIsILIMH MalMeHTOB
HEOnpeeIeHHOTO pa3mepa, He BCer/ia
npejicTaBiIseTcs BO3MOXKHbBIM JIOCTOBEPHO

OLIEHUTh HMX YacToTy pa3ButTus. [lpu Hamuuuu
JIaHHBIX, B 00BbEIMHEHHOM aHaIN3€e KJIMHHYECKUX
HCCIIeI0BaHMM 4acTOTa HEKEIATeIbHBIX PeaKUui
ObUla  YCTAHOBJIEHA B paMKax [OKazaHUs K
MEAUIMHCKOMY HPUMEHEHHUIO npernapara
Tadumnap® B cocTaBe KOMOMHHPOBAHHOI TEpaNui
¢ tpametuHudbom. HP, npejcraBieHHbIE HHUKE,
CrpynIupoBaHbl B COOTBETCTBUU c
Kiaccu(puKaipeii OpraHoB M CHUCTEM OpraHoB
MedDRA u B mnopsaake yObiBaHMs CTENEHU
BBIPAXKEHHOCTH.

Hapywenusa co cmoponbl UMMYHHOU CUCHIEMBL:
capKoM[03 — HEYacTo; reMo(arouuTapHbIi
mumdoructuoruros (I'JII') — yactora HeM3BECTHA.
Hapywienun co cmoponsl o0mena eeujecme u
numanuA:

CHMH/IPOM JIM3KCA OIyXOJIM — YaCcTOTa HeM3BECTHA.
Hapywenusa co cmoponbl HEpEHOU CUCTEMDbI:
nepudepuueckas HeffponaTus — 4acTo; CHHIAPOM
['niieHa-bappe — HeyacTo.

Hapywenus co CmOopoHbl cepouya:

ATPUOBEHTPUKYJIAPHAs Onokana (B T.H.




COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 19.11.2025 Nz 28810
(Bxopswmid M3 N24339736)

Crapas pexakuus

HoBas pepakuus

aTPUOBEHTPUKYJIIpHAs Os0kana,
aTPUOBEHTPUKYJIIpHas O0Ka/ia MepBoii CTENeHH,
ATPUOBEHTPUKYJIApHas 0JI0Kaaa BTOPOIi CTEMEHH U
N0JIHask aTPUOBEHTPUKYIsipHas 0JIoKaaa) — 4acTo;
610ka/1a HOXKKH Tyuka ['uca (B T.4. 6/10Ka1a HOKKH
nydka ['uca cnpasa u 6;10kaza HOKKH myuka ['uca
CJIEBA) — HEHAC10.

Hapyuienua co cmoporsi cocy0os: BeHO3HAs
TpomGoaMbonus (B T.4. JierouHas smbonus,
TpoMOO3 TJIyOOKMX BeH, SMOOJUS U BEHO3HbIi
TpoMOO03) - HacTo.

Hapywenua co cmopoust Koxcu u nooKoicnou
Kiemuyamku: OCTpbIA (beOpunbHbIi
HelTpouabHBIA JiepmMato3 (cunjapom Ceuta) —

4acToTa HEU3BECTHA.

Huwke npusenenst HP, BoisBIieHHBIE 1IpH
npuMeHeHun rnpenapata Taguunap® B kauecTse
MoOHOoTepanuu  jgabpadenundbom.  Tak  Kakx

HEIKCJIATCJIbHLIE pCaKUHuu ObLIM YCTAHOBJICHbI B

Xone MOCT-MapKETUHIOBOI'O TIPUMEHCHMU A
rnpenapara B NOMmyJIIUH MalMECHTOB
HEOMPEACIICHHOI'O pasmepa, HE BCCrjaa
MpEACTABIIACTCA BO3MOKHBIM JAOCTOBEPHO

OLUEHUTh MX YacToTy pa3Butus. [lpu Hanmuuuu
JIaHHBIX, B 00BEIMHEHHOM aHaJIM3€ KIIMHUYECKUX
MCCJIE/IOBAHUI 4acTOTa HEXEIATeJIbHbIX peaKLHii
Obula YCTAaHOBJIEHa B paMKaX [OKa3aHUS K
MEULIUHCKOMY MIPUMEHEHUIO npenapara
Tapunnap® B KayecTBe MOHOTEpaNnuu
nabpapennboM. HP, mnpenacraBiieHHbIE HUXKE,

CIrpyniupoBaHbI B COOTBETCTBUH C

aTPUOBEHTPUKY.ISIpHAs 6nokana,
aTPUOBEHTPHKYJIIpHAs OJiokaJla TIepBOil CTEMNEHH,
ATPUOBEHTPHKYJIApHas 0J10Ka/ia BTOPOI CTENeH: 1
TMOJIHAs aTPUOBEHTPUKYJIspHas OJIoKaia) — 4acro;
Os10Kkana HOXKKH myuka ['uca (B T.4. 6110Ka/1a HOKKM
nyuka ['uca cnipaBa u O110kaza HoXKKH ny4ka ['uca
CJIEBA) — HEYac10.

Hapywienua co cmoponsi cocydos: BeHO3Has
Tpomboambonusa (B T.4. JlerouyHas >MOG0sMs,
TPOMOO3 IIyOOKHX B€H, 5MOOJIMS W BEHO3HbIN
Tpomb03) - HacTo.

Hapywenua co cmoponst Kodxcu u nookoyicnou
Kiemyamku: OCTpBIT (heOpHIIbHBII
HeiTpoduibHbIii aepmato3 (cunjgpoM Ceura) —
4acToTa  HEM3BECTHA;  KOXKHASL  pPeaKkmud,
CBH3AHHAA ¢ TATYHPOBKOH —  9ACTOTA

HEH3BECTHA.

Hwxe npusenenst HP, BbisBieHHBIE [1pH
npumeHenun npenapara Tadumnap® B kauectpe
MOHOTepanuu  jgabpadenudom.  Tak  kak

HEXEATCIIBHBIE pPCAaKIUU ObLTH YCTAHOBJICHBI B

Xoa¢e NOCT-MapKETHHIOBOI'O [MPUMEHECHUA
rnpenapara B nomnyJjsiuu ManueHTOB
HEOIMPEACICHHOI O pa3smepa, HE BCCriaa
MpeaACTaBIICTCA BO3MOJKHBIM AOCTOBEPHO

OLEHUTh HMX 4YacToTy pasButusi. llpu Hamuuuu
JAHHBIX, B 00BbEIMHEHHOM aHAIN3€e KIMHHUYECKUX
HCCIIEJOBAHUI YacTOTa HeXeJIaTeNIbHbIX peakuui
Obula yCTaHOB/IEHA B paMKax [OKa3aHHS K
MEIULIMHCKOMY TIPUMEHEHUIO npernapara

Tadpunnap® B Ka4yecTBe MOHOTEPANUU




COOTBETCTBYET 2KCNEPTHOMY OTYETY

ot 19.11.2025 N= 28810
(Bxopgawmi M3 N24339736)

Crapas pegaknus

HoBas pepakuns

K1accupuKauMeil OpraHoB M CHCTEM OpraHoB
MedDRA wu B mnopsake yObIBaHHMS CTENEHH
BbIPAKECHHOCTH.

Hapywenua co cmoponbl HEPEHOU CUCHIEMDbL:

nepudepuyeckas HelpornaTus — 4acTo.

*Hoc/ey OINI TeKCT pa3jena NpejacTaBieH 0e3

U3MEHEHUIT*

nabpapennbom. HP, mnpencraBieHHble HUKE,

CrpyNIMUPOBaHbI B COOTBETCTBUHU c
kiaccuduKanyeil OpraHoB M CHCTEM OPraHoB
MedDRA u B mnopsake yObIBaHWS CTENEHH
BBIPAXKEHHOCTH.

Hapywenusa co cmoponbst HepEHOIl CUCHIEMbI:

nepudepudcckas Helponaina — 4acio.

*nocsie/ly oI TEKCT pasjena npejacTaBieH Oe3

WU3MEHEeHUIT*
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