COOTBETCTBYET 3KCMEPTHOMY OTUYETY
ot 15.04.2024 Ne 7427

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOFOITPENAPATAS 1002

1. HAUMEHOBAHHUE JIEKAPCTBEHHOI'O ITPEITAPATA

ADOATHUHUB-ITIPOMOME/, 20 mr, TabieTKH, TOKPHITHIE MJICHOYHON 000JI0UKOI
ADOATHUHUB-ITIPOMOME/, 30 mr, TabieTKu, HOKPHITHIE MJICHOYHON 000JI0UKOI
ADATHUHUB-ITPOMOME/, 40 mr, TabneTKu, TOKPHITHIE INICHOYHONH 000JI0UKOM
ADATHUHUB-ITPOMOME/, 50 mr, TabneTku, HOKPHITHIE INICHOYHONH 000JI0UKOM

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBIN COCTAB

JeticTBytomee BemecTBo: ahpaTtuHUO.

ADATUHUB-TIPOMOME/L, 20 Mr, TabiaeTKH, HOKPHITHIE IIEHOYHOW 000JI0YKON

Kaxnas Tabnerka cogepxut 20 mr aparnnnba (B BUIC quMaiieara).
BcmoMoratenbHbIE BENIeCTBa, HATHYNE KOTOPBIX HA/I0 YUUTHIBATH B COCTaBE JICKAPCTBEHHOTO

npenapara: jlaktosa (cm. pasuen 4.4).

ADATUHUB-TIPOMOME/L, 30 Mmr, TabiaeTKH, HOKPHITHIE JIEHOYHOW 000JI0YKON

Kaxnas Tabnerka cogepxut 30 mr aparnnnba (B BUIC quMalieara).
BcnomorareiabpHble BCIICCTBA, HAJIMYUC KOTOPBIX HAA0 YYHUTHIBATH B COCTABC JICKAPCTBCHHOT'O

npenapara: jiaktosa (cMm. paszuen 4.4).

ADPATUHUB-TIPOMOME/L, 40 Mmr, TabineTKH, HOKPBITHIE IIEHOYHOW 000JI0YKON

Kaxnas tabnetka comepxut 40 mr aparurnOa (B BUIE AUMaeara).
BcmoMoratenbHBIE BENIeCTBa, HATHYNE KOTOPBIX HAJI0 YUUTHIBATH B COCTaBE JICKAPCTBEHHOTO

npenapara: jiaktosa (cM. pasznuen 4.4).

ADPATUHUB-TIPOMOME/L, 50 mr, TabineTKky, HOKPBITHIE IIIEHOYHOW 000JI0YKON

Kaxnas tabnetka comepxut 50 mr aparurnOa (B BUIE AUMaieara).
BcmoMoratenbHBIE BENIeCTBa, HATHYNE KOTOPBIX HAJI0 YUYUTHIBATH B COCTaBE JICKAPCTBEHHOTO

npenapara: jiaktosa (cM. pasznuen 4.4).

ITonHpIit MEPCUCHb BCIIOMOTIaTCIbHLIX BEIICCTB IPUBCACH B pa3JiCiic 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabyeTku, MOKPHITHIEC TNIEHOYHONW 000TOUKOM.
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A®ATUHUB-TIPOMOMEJL, 20 mr, Tabuetk, hokpsirite ienoator 06onoroi- | = 1002)

Ta0neTku, NOKPHITHIE IIIEHOYHOU 000JI0UKOI OT 6EJI0T0 70 CBETIIO-KENTOrO LBETa, KPYTJIbIE,
JIBOSIKOBBINMYKJIble. Ha monepeunom paspese siipo 6esoro iy nouTu 6e1oro 1sera.

ADPATUHUB-TIPOMOME/L, 30 Mr, TabieTKH, HOKPHITEIE JIEHOYHOW 000JI0YKOI

Tabnerku, NOKPBIThIE TNIEHOYHOH 000JIOYKOM OT CBETJIIO-CHHEIO /10 CUHEro LIBETa, KpyIJble,
JIBOSIKOBBINMyKJIble. Ha monepeunom paspese siipo 6esoro iy noyTu 0enoro nsera.

ADPATUHUB-TTIPOMOME/L, 40 mr, TabneTky, DOKPHITHIE JIEHOYHOU 000JI0YKOI

TabneTku, MOKPBITHIE IIEHOYHOM 000JOYKON OT CBETJIO-rolyooro A0 roiy0oro IiBera,
KpyTJble, IBOSIKOBBINMYKIIbIe. Ha monepeunom paspese sapo 0e1oro Uiy mo4tu 6esoro 1seTa.

ADPATUHUB-TTIPOMOME/L, 50 mr, TabneTky, DOKPHITHIE IJIEHOYHOU 000JI0YKON

TabneTku, NOKPHITHIE UIEHOYHON 000JI0YKOM OT 6€70r0 A0 CBETIO-XKENTOr0 I[BETa, KPYTIIbIE,

ABOSIKOBBIITYKIIBIC. Ha IMMOIICPCUYHOM Pa3pe3€ AAPO 0e10ro Wi Mo4YTH 0eIoro OBCTA.

4. KIMHUYECKUE JAHHBIE

4.1. Iloka3aHus1 K IPUMEHEHHUIO
[Ipenapar AGATHUHUB-IIPOMOME]] noka3zan kK NIPpUMEHEHHUIO Y B3pOCIBIX B BO3pacTe OT
18 neT B KauecTBE MOHOTEPANHH ISl ICUCHUS:

— MECTHO-PAaCHpOCTPAHEHHOTO WJIM METACTATHYECKOTO HEMEIKOKJIETOYHOIO paKa JIETKOTo
(HMPJI) ¢ myTanueii (MyTauusMu) petientopa amuaepMaibHoro gpakropa pocta EGFR;

— MECTHO-PaclpOCTPAHEHHOTO0 WIIM METacTaTHYeCKoro miaockokierounoro HMPIL 'y
MAIUEHTOB, MPOTPECCUPYIONMX Ha (POHE WIIH TOCIe XUMHUOTEPAlTUU HAa OCHOBE IPEIapaToB

IIJIaATUHBI.

4.2. Pesxum 103MpPOBaHHUS U CNIOCO0 MPUMEHEHUs

Tepanus npenapatoMm ACATHUHUB-ITPOMOME/] nomxHa IpoOBOAUTHCS BpauoM, HMEIOILUM
OTBIT TIPHUMEHEHHs TPOTHUBOOIMYXOJEBBIX JIEKAPCTBEHHBIX mpemnaparoB. Craryc MyTanuu
EGFR nmomken ObITh ycTaHOBIEH A0 Havana JedeHus mnpenapatom ADATHUHUB-

I[TPOMOME/I.

Pexxum go3upoBaHus

VY namentoB ¢ HMPJI 1 o10KHUTENBHBIM pe3yibTaToM TecTa Ha MmyTtarmu EGFR, panee e
NOJy4aBIIMX Tepanuio HHruOuTopamu TuposuHkuHazel EGFR, pexkomennyemas mnoza
cocraiseT 40 Mr oJuH pa3 B JICHb.

VY nanuentoB ¢ HMPJI u nmonoxutensHbIM pe3yibTaToM Tecta Ha myTtanun EGFR, panee

NOJyYaBIIMX Tepanuio HHruOuTopamu TtuposuHkuHazel EGFR, pexkomennyemas mnoza
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coctapiisieT S0 Mr oAuH pa3 B ICHb.

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

V¥ nanuenTos ¢ mwiockokiaeTouHbiM HMPJI, koTopble paHee mostyyaiu Tepanuio nepBoil IUHUU
Ha OCHOBE COEJMHEHUI TUIaTUHBI, pEKOMEHayeMas J103a coctaisieT 40 Mr OJIMH pa3 B JI€Hb.
Jleyenue MOOMKHO WPOAOKATBCA 1O TMPOTPEcCUpPOBaHUs 3a00JE€BaHMS WM Pa3BUTHUS
MPU3HAKOB HEMPUEMIIEMON TOKCHYHOCTH (CM. Taduuity 1).

MakcumanbHasi CyTOYHas 1032 BO BCEX KIMHUYECKUX cllydasix cocTaBisieT S0 mr.

Ocobbie ykazanus no 003Upo8aHuUI0

Tosvluenue 003wl

B cayuae mnepenocumoctu mnpenapata AODATHUHUMB-IIPOMOME]/] B HauvanbHOW 103€
40 mr/neHp B TeUEHHE MEPBOrO LMKIIA JICYCHHUSA, T.€. B CIy4yae OTCYTCTBHS AMAPEH, KOKHON
CBINH, CTOMATUTa M JAPYTUX BBI3BIBAEMBIX MpENapaToM HEKeNIaTelbHbIX SBIECHUHN (CTereHb
taxecty > 1 no knaccudukarmuu CTCAE?!) nosa mpemapata MoskeT ObITh yBenMueHa 110
50 mr/nens. [lo3a mpemapata He JOJDKHA MOBBIIIATHCS B TEX CllydasX, KOTJa OHAa paHee
CHUKAJIACh.

Hsmenenue 003wt 6 cayuae pazeumus HeaxrcenamelbHblx peakuuﬁ

[TpeononeTs HEe)XeJaTeIbHbIe peaxuu opranm3ma (Hammpumep, TSDKEITYIO
HETPEKPAIIAIOIIYIOCS THAPEI0 WIIM KOXKHYIO CBIIb) MOYKHO MYTEM TepephiBa B JICUCHHH U
YMEHbIIIEHU 036l ipenapara (cM. Tadbnuiy 1).

Tabmuua 1. Madopmarus 06 n3MEeHEeHHH J03bI B CITy4ae HeXKeNaTeNIbHBIX peaKIfii

HexenarenbHoe siBJeHHe, Pexomenayemble MeTOABI J03UPOBAHUS Npenapara
BbI3bIBa€MoO€ IPenapaToM ADPATUHUB-ITIPOMOME/]

(B COOTBETCTBHH c

kiaaccupuranueii CTCAE?)

1 nnu 2 cTeneHb TAKECTH Iepepnis He TpebyeTcs? Jlo3upoBaHuE HE U3MEHSETCS
2 cTeneHsp TSHKECTU [TepeppiB 10 cHuxeHus | BozoOHoBieHME co
(3aTAHYBIIHECS HITH crenenu TsokecTH 10 0/12 CHMKEHHEM 710361 Ha 10 mr*

HEMEePEeHOCUMbIE PEAKITHH )
WJIN > 3 CTENEHU THKECTU

! Enumble TepmuHONOrMYeCKHe KpuTepuu s HexenatenbHbix ssuenuii NCI (NCI Common
Terminology Criteria for Adverse Events v 3.0)

2 B ciyuae pa3sBUTHS AMAPEN JTOJDKHBI HE3AMEUTMTENILHO IIPUMEHSATHCS TPOTHBOMAPEIHBIE CPEICTBA
(narmpumep, norepamu). X mpuMeHEeHUe MPOI0IDKAETCS 10 IPEKPaLeHNUs THapeu.

8 Jlna nuapew - Gosee 48 4acoB, ISt CHINM - 0ojee 7 THEIA.

* Ecnv manueHt He nepeHocut ao3y 20 MI/ieHb, CIeLyeT HMETh B BHYy OKOHYATEJIHHYIO OTMEHY

mpernapara.
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

CUMITOMBI, CJIeyeT MPUHUMATh BO BHUMaHHE BO3MOXKHOCTb Pa3BUTHUSI MHTEPCTHIIHMATBLHBIX
oonesneii nerkux (MBJI). B stux cinydasx npemapar AOATUHUB-TIPOMOME]] nomken
BPEMEHHO OTMEHSTHCS 10 MOJIy4eHUs pe3yibTatoB obOcinenoanus. Eciu nammume HBJI
MOJITBEPIKIAETCS, JICUCHUE MPENapaToM CIeayeT OTMEHUTh. [Ipr HE0OXOJMMOCTH MPOBOIUTCS
COOTBETCTBYIOIIICE JICUCHUE.

Ilponyck 0o3bi

Ecnu no3a npemnapata nporyiieHa, €€ Hy>KHO HIPUHITh B TOT K€ JI€Hb, KaK TOJBKO MAIIMEHT
BCIIOMHHUT 00 »ToM. Ho ecnu 0 mpuema crenyromniei 3aiuiaHipoBaHHOM J103bl OCTAlIOCh HE
Oosee 8 4acoB, MPOIYIICHHYIO J03Y IPUHUMATh HE CIEAyeT.

Oco0bIe I'pYIHIIBI NAIIMCHTOB

Tlayuenmsi ¢ HapyweHnuem QyuKyuu nevexu

YV nmanueHToB ¢ JIETKMMHU WM CPEHEH CTENEHU TSHKECTH HapylIeHUSMU (YHKIUU MEeYeHU
(xmacc A u B o mkane Yaitnna-I1p10) n3mMeHeHus: HauaapHOM 10361 MIpenapara He TpedyeTcs.
VY nanueHToB ¢ TSHKEIBIME HapyIeHussMu GyHKuuu nedenn (kiaace C no mkane Yaiina-I1s10)
adatunu6 He nzyyaics. Jledenne npenaparom AGATUHUB-IIPOMOME]] y 5Tux nanueHToB
HE PEKOMEHYEeTCs.

Tayuenmsi ¢ Hapywenuem GyHKyuy novex

bbulo ycTaHOBIEHO, YTO 3KCHO3UIMS adaTuHUOA MOBBIIICHA Y MAlUEHTOB CO CPEeIHEH WIN
TSDKEJIOW TOYEYHON HEAOCTATOYHOCTBIO. Y MAlMEHTOB C JIETKOM, CPENHEN WM TKEIIOU
(cxopocth KiyOoukoit ¢unbtparmuu (CK®) 15-29 mi/MuH) MOYEYHOH HEIOCTATOUYHOCTHIO
M3MEHEHHUs HauaJIbHOM 03Bl IIpenapaTa He TpeOyeTcs.

HeoOxomumMo ocymiecTBUTh HaAOMIOJEHUE 3a NAlMEHTaMU C  TSOKEJOM  MOouYedHOM
HEJOCTaTOYHOCTBIO M OCYLIECTBUTh KOPPEKLMIO O3Bl JIEKAPCTBEHHOIO IIpernapara
ADPATHUHUB-ITPOMOME]] B ciy4yae HenepeHOCMMOW TOKCHMYHOCTH. He pexomeHnnmyercs
IPOBOAMTH TEpANMI0 C HCIOJb30BaHUEM JiekapcTBeHHoro mnpenapara AD®ATHUHUB-
[TPOMOME]] y mammenTtoB co 3HadeHueM CK® < 15 mi/MuH wiM ke y MalMeHTOB,
HaxXOJIAIIMXCS HA JUAIIN3E.

Bospacm, paca, non

HN3menenus J03bI B 3aBUCHMOCTH OT BO3pacTa, paCbl UJIH I10JIa MMAIIUCHTOB HC Tpe6yeTcsI.

CTH

Bbezonacuocts u apdextuBHOCTh npenapara AOATUHUB-IIPOMOME] y nereii B Bo3pacte
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1o 18 net He ycTaHOBIIEHBI. [JlaHHBIE OTCYTCTBYIOT.

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

Cnooco0 npuMeHeHus

TabneTkn NPUHUMAIOT BHYTPh HATOIAK HE MEHEE 4eM 3a | Yac 0 mpuema MUIIK U CITyCTs
3 yaca nociie npuema nuiy. TabeTKu NporaThiBaoT LETUKOM, 3alIUBasi BOAOH.
AnbmepramusHwlii cnocod npuema

Ecnu mpuem mensix TabIeTOK Ipenapata HEBO3MOXEH, OHH MOTYT OBITh JUCIIEPTUPOBAHBI
npuMmepHo B 100 M HerasupoBaHHOM NUTHEBOW BOABI. [lpyrue >KMIKOCTH [UIsl 3TOTO HE
ucnonb3yrorcs. TabneTky cienyeT MOMECTUTh B BOJAY, HE pa3jiaMblBas, M NEPUOIUYECKU
pasMeluBaTh B3BECh B T€UEHUE 15 MUHYT JI0 TeX I1Op, MOKa TabJIeTKa He pacnajeTcs Ha OYCHb
Menkue yacTuibl. [loayueHHyo B3BECh HY)KHO NMPHUHATH He3aMeINTeNbHO. CTakaH ciaenyeT
onojocHyTh npumepHo 100 M BOAbI, KOTOPYIO TakKe HY>KHO BBINUTH. Jlucnepcus Takxke

MOKET MPUMCHATHCS C ITIOMOIIBIO KEJITYJOYHOI'O 30HAA.

4.3. IIpoTuBonoKazaHus
['mnepyyBCTBUTENBHOCT, K aaTMHMOY WM K JIIOOOMY W3 BCIIOMOIaTENIbHBIX BELLECTB,

NepeYnCIIEHHBIX B pazaene 6.1.

4.4. OcoOble yka3aHusi 1 Mepbl PEeJOCTOPOKHOCTH NIPU NPHUMEHEHUH

Ouenka craryca myrauuu EGFR

Hns onenku craryca wmyranuun EGFR y mammenta BaKHO HCIONB30BaTh XOPOIIO
anpoOMpOBaHHBIA W HaJEXKHBIH METOJ, 4YTOObI H30€XKaTh JIOKHOOTPULIATEIbHBIX WIIU

JIOKHOIIOJIOKUTECIIBHBIX PE3YyJIbTATOB.

2 !I/Ia[ZC}I

[TpoduinakTuyeckoe Ie4eHUE Uapen UMEET BaXKHOE 3HAUEHUE, OCOOCHHO B IEpBbIE 6 HEEb
Tepanuu Npu MOSBICHUH NEPBbIX NPU3HAKOB. JIeueHne 3aKkiIro4aeTcss B BOCIOJIHEHUH OTEPU
BOJIbI OPraHU3MOM U OJIHOBPEMEHHOM NPUMEHEHUHU aHTUIHAPEHHBIX CPEICTB (JOMepaMun),
7103y KOTOPBIX NMPH HEOOXOTUMOCTH CIIEAyeT MOBBIIIATh 10 MAKCHUMAIbHO PEKOMEH]IyEeMOM.
AHTUMapeiiHbIe CPeACTBA JOHKHBI HAXOUTHCS B PACIIOPSKEHUH MTallMEHTOB, YTOObI JIeUeHne
MOTJI0 HAYMHATHCS MIPU NEPBBIX MPU3HAKAX AUAPEH U MTPOJIOJIKATHCS 0 TE€X MOP, MOKA KUIAKUN
CTyJ He Oy/eT OTCyTCTBOBATh B TeueHHE 12 4acoB. Y MalMEHTOB C TSKENION auapeeil Moxer
noTpeOOoBaThCsl MpephIBaHUE JICUCHHs, YMEHBIIEHHE J03bl HJIM IpeKpalleHue Tepanuu. B
cilly4ae pa3BUTHS O0OE3BOKHMBAHHUA MOXKET MOTpeOOBAThCS BHYTPUBEHHOE IPUMEHEHUE

3JIEKTPOJIUTOB U KUIKOCTEH.

Ko)HBIE peakuu
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CMNEPTHOMY OTYETY

COJIHIIC3ALUTHYIO OJEK/Y W/WIM UCIOJIb30BATh COJHIE3AUIUTHBIE YKpaHbl. CBOEBpEMEHHOE
BMEIIATEIbCTBO MPU JAEPMATOJIOTUYECKUX PEAKIUAX (HAMpUMeEp, CMsTyarollue CpeicTBa,
AQHTUOMOTHKM) MOXET IMO3BOJUTH MPOIOJLKUTE JIeUeHHE. Y MAlMeHTOB C 3aTSHYBIIMMUCS WU
BBIPQXCHHBIMU KO>KHBIMHU PEaKLUSIMU MOTYT Tak)Ke MOTPeOOBaThCSl BpEMEHHOE MpephIBaHUE
TEepanuy, YMEHBIIECHUE JI03bl, JIOMOJHUTEIBLHOE TEPareBTUYECKOE BMEIIATEIbCTBO U
KOHCYJIbTAIMS CHEIHATUCTa, WMEIOMIETO OIbBIT JICUCHUS MOJOOHBIX JEPMAaTONIOTHYSCKUX
peakumii. B ciiydae pa3BuTHS y TAllMEHTa CEPbEe3HOW OYJUIC3HON CHIMHM, BOJABIPEH WIIN

9KC(OIMATUBHBIX U3MEHEHUH JIeUeHUE MPerapaToM HyKHO MPepBaTh WM IPEKPATUTb.

Kenckuit IOJI, HU3Kasgd Macca TCja U CONYTCTBYIOMIMEC HAPYILICHU A d)VHKI_[I/II/I IIOYCK

VY JKeHIIMH, Y NMalKueHTOB ¢ 0oJjiee HU3KOM Maccoi Tejaa U MPH COMYTCTBYIOIMX HapyILIECHUSX
(YHKLIHU TOYEK MOKET HMOBBIIIATHCS PUCK PAa3BUTHUS HEKENATENIbHBIX SIBICHUM, TaKMX Kak
Japesi, Chllib/akHe U cToMaTuT. [Ipu Hanuuuu 3TUX (aKTOPOB pUCKA peKOMEHAyeTcs Oosee

THI&TGHLHBIﬁ KOHTPOJIb COCTOAHHA IMMALITUCHTOB.

HurepcTuimanbHbie 00JIE3HU JIETKUX

HWccnenoBanuii y MalMeHTOB ¢ HAJMYHEM HHTEPCTHUIHMAnbHOU Oosiesnbio serkux (MBJI) B
aHaMHe3e He npoBoamiock. Coobmanock o pazsutuud UBJI nmun MBJI-nmogo0HbIX cocTosHUI
(Takux Kak JeroyHas WHQWIbTpAIUs, MTHEBMOHHUT, OCTPBIA PECHUpPATOPHBIN TUCTpecc-
CHHJIPOM, aJUIEPTUYECKU allbBEOJUT), BKJIIOYasi (aTajbHbIC, Y MAIMEHTOB, MPUHIUMABIINX
apatuan® ans geuenus HMPJL. AccommmpoBannble ¢ mnpenaparom HbJI-monoOHble
He)XenareNnbHble ABleHus HaOmoganuck y 0,7 % manueHToB, NpUHUMABIINX adaTHHUO BO
BpeMs KJIIMHUYECKUX uccienoBanuil (Bkimoyass 0,5 % ManueHTOB CO CTENEHBIO TSHKECTU I10
CTCAE > 3). V Bcex maiueHToB ¢ OCTPHIM HA4aJiOM W/WJIH ¢ HEOOBICHUMBIM yCHICHUEM
JIETOYHBIX CHUMIITOMOB (OJIBIIIKA, Kallelb, JIMXOPaaKa) JAOJDKHO MPOBOAMTHCSA TIIATEIbHOE
oOcnenoBanue ais uckmouenust UBJI. Jlo 3aBeprenus 3Toro oocie10Banus MpueM rpernapara
Hy’)kHO nipepBatb. Eciu auarno3 WBJI ycranosnen, npenapar AOATUHUB-IIPOMOME/]

CJICAYyCT OTMCHUTD. HpI/I HCO6XOI[I/IMOCTI/I JOJDKHO Ha3HA4YaThCA COOTBETCTBYIOLICC JICUCHUC.

3HAYNTEAbLHBIC HAPYIICHHS d)VHKHI/II/I NCYCHHU

VY nanueHToB ¢ COMYTCTBYIOIIMMHU 3a00JICBaHUSMHU MEUYEHU PEKOMEHIYETCSl MepuoInvecKas
npoBepka GyHKIUU neyeHu. B cioyyae yxyamenus QyHKIMY IE€YeHU MOXKET MOTpeOoBaThCs
IpephIBaHUE JIEUEHHs] TpernaparoM. Y MNAIUEHTOB C TOHKEIbIMU HapyLWEeHHsSMH (GYHKUIUU

MEYCHU JICYHCHUEC NIPCIIapaTOM HYKHO MPCKPATHUTD.

Hepd)opaunﬂ KCITYAOYHO-KHIICYHOI'O TpaKTa
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KIMHUYEeCKHX wuccinefoBanusx y 0,2 % mnanueHToB ObUIM OTMEUEHBI Ciaydau mepdopanuu
opraHoB >xenynouyHo-kumieunoro tpakra (JKKT), B Tom uyucie ¢ netanbHbIM ucxojaoM. B
OonpimHCTBE citydaeB nepdopanus opranoB JKKT Obuia cBsizaHa ¢ IpyrMMH HW3BECTHBIMU
dakTopaMu pHucKa y 3TUX MalMEHTOB, B TOM YHUCJIE C OJHOBPEMEHHBIM MPUMEHEHHEM TaKHUX
IIPEnapaTroB, Kak KOPTUKOCTEPOMABI, HECTEPOUIHBIE MPOTHUBOBOCIAIUTEIBHBIE IIPENapaThl
(HITBII) miin aHTHAHTHOT€HHBIE CPECTBA, I3BCHHBIME TOPAKECHUSIMHU KTy T0UHO-KUIIICYHOTO
TPaKkTa U JUBEPTUKYJIE30M B aHAMHE3€, BO3PACTOM WJIM METAaCTa3aMH B KUIIEYHUKE B MECTaX
nepdopanuu. Y MaluMeHTOB, Y KOTOPBIX pa3BUBaeTCs mnepdopaiusi OpraHoB KeilyJa04HO-
KuIeyHoro tpakra npu npueme npenapata AOATHUHUB-IIPOMOME/, neuenue n0mKHO

OBITh OKOHYATEJIHHO MPEKPAIICHO.

Kepatut

B cilyyae BO3HMKHOBEHHMS TaKMX BIIEPBBIC BOZHMKIIMX WM YCHWIMBIIMXCS CUMIITOMOB, Kak
BOCTIAJICHUE TJIa3, CIIE30TEUYCHUE, CBETOO0S3Hb, HEUETKOCTh 3PEHMSI, 00JIh B I1a3aX W/ I10-
KpacHEHHE IJla3, [AaUUeHT JOJDKEH HE3aMEUIMTEIbHO  IPOKOHCYJIbTUPOBATHCA  C
opransmonorom. Ecinu 1uarno3 s3BeHHOro KepaTUTa MOATBEPKAAETCS, JIEYEHUE IPernapaToM
ADOATUHUB-ITPOMOME]] HyxHO mpepBaTh WM NpeKpatuTh. HeoOXoauMo THIATENIbHO
B3BECUTH I0JIb3Y M PHUCK IMPOJOJKEHUS JIedeHHs. Y MAlUEHTOB C KEPaTUTOM, SI3BEHHBIM
KEpaTUTOM WJIM BBIP@XEHHOM CyXOCTbiO0 IJyla3 B aHamHe3e npenapatr ADATHHUB-
[TPOMOME/]] nomKeH NCI0JIb30BATHCS ¢ OCTOPOKHOCTHI0. DAKTOPOM PUCKA BOSHUKHOBEHUS

KEpaTuTa U A3B POTrOBUIIBI TAKKC ABJIACTCA NCIIOJIb30BAHNEC KOHTAKTHBIX JIMH3.

DVHKIIMS JIEBOT0 )KEIYI0UYKa cepana

WNurubuposanue peuenrtopa HER2 moxer npuBoauTh K AMCYYHKIMU JEBOro *Keiyaouka. B
CyTo4HOHM n03€¢ 50 Mr mocje OJHOKPAaTHOTO M MHOTOKPATHOTO NMPUMEHEHHs Yy MALUEHTOB C
PELUIUBUPYIOIIMMH  WIM  pedpakTepHbIMH COJIMIHBIMH  OINYXOJIIMH HE  BBI3BIBAeT
cymecTBeHHOro yiauHeHuss uHTepBana QTcF. M3meHenwii mokasaresneil, KOTOpbie ObI
BBbI3bIBAJIN KJIMHUYECKYI0 OOECIHOKOEHHOCTb, HE HaOJI0AaJoCh, YTO CBHJIETEILCTBYET OO0
OTCYTCTBUHM CyIlIeCTBeHHOro BiusHUA Ha wuHTepBal QTcF. Onnako y mamueHToB ¢
HapylmeHUsIMU (pakLUu BbIOpOca JIEBOTO JKENyJ0YKAa MM y TAIMEHTOB C CEpbe3HBIMU
COITYTCTBYIOIIMMH 3a00JI€BaHUSMHU cepAlla apaTUHUO He n3ydalics. Y MaueHToB ¢ pakTopaMu
pHuCKa 3a00JIeBaHM cep/ilia 1 3a00JIeBaHUSIMHU, KOTOPBIE MOTYT HapyIIaTh (pakiMio BEIOpoca
JIEBOTO JKETyI0UKa, nepea HazHaueHueM npenapata ACATHUHUB-ITPOMOME]] u Bo Bpems
JeYeHHUsI PEKOMEHIyeTCs OIeHMBATh (PaKIMIO BHIOpOCa JIEBOTO JKelyaouka. B ciydae

Pa3BUTHA BO BpEMA JICUHCHHUA HpI/ISHaKOB/CI/IMHTOMOB ImopaxC€Hus cepana CICAyET IMPOBOANTH
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MOHUTOPUPOBAHUE COCTOSHHS Cep/Ia, BKIIloYas 0%'1;“1&_1 %gﬁﬁw%}ég&gj ﬂekom

KeIly10YKa.

B Ttex cmyuasix, korga 3HaueHHs (pakiuM BbIOpOCa JICBOTO JKETYJOYKAa CHUKAIOTCS HUXKE
HVDKHEW TpaHUIBl HOPMBI, YCTAHOBICHHOW B JAaHHOM MEIHMLHHCKOM YYPEXACHUH,
PEKOMEHyeTCsl KOHCYJbTallMsd KapAHOJI0ora M pacCMOTPEHUE BOIPOCa O IPEPBIBAHUU UIIU

IIPEKPALEHUH JICYUEHUS [IPETIapaTOM.

BzauMoeicTBue ¢ TIUKOIIPOTENHOM-P

CwiibHBIC THTHOUTOPBI TIIMKONIpOoTenHAa-P, Ha3sHavaeMble 10 npuemMa npemnapara AOATHUHUB-
I[TPOMOME/]I, MOryT NpUBECTH K YBEIMYCHUIO SKCTIO3UIUU apaHUTHOA U TIOITOMY JOJIKHBI
HA3HAYaThCsI C OCTOPOKHOCTHIO. [Ipu HEOOXO0IMMOCTH MHTUOUTOPHI TIIMKONpPOTEenHa-P nommk-
Hbl Ha3HA4aThCs OJHOBpEMEHHO Wi nocie npuema npenapata ACATUHUB-TIPOMOME/L.
CoBMECTHBIM MPUEM C CUJIBHBIMH HMHAYKTOpaMHU TIJIMKONpPOTeHHAa-P  MOXeT CHUXaTh

aKCcTo3uImio aharuHMOA.

BcrnoMmorarensHble BellecTBa

[Tpemapar ADPATHUHUB-IIPOMOME]Jl conepxxut nakro3y. IlanmeHtam ¢ penko

BCTpC‘I&IOH.I@ﬁCH HaCHe,HCTBCHHOﬁ HCIICPCHOCUMOCTBIO TI'aJIaKTO3bI, ,[[e(l)I/II_II/ITOM JIaKTa3bl

nonapeﬁ WM TIII0OKO30-TaJIaKTO3HOM Maﬂba6COp6HHCﬁ HE CIICAYCT IPUHUMATDH 3TOT IIpCIriapar.

4.5. B3aumopaeiicTBue ¢ JAPYrHMH JIeKAPCTBEHHBLIMHU MNpenapatamMu W JApyrue BHUIbI
B3aNMOdelCTBUA

BzanMonencTBus ¢ I/IHHVKTODaMI/I/ HUHT I/I6I/ITODaMI/I TJIUKOIpoTenHa-P

Ha ocHOBaHMM HaHHBIX, MOJYYCHHBIX IN VItro, ycraHoBieHO, 4To adaTUHHUO SIBISETCS
cyOcTparoM Juiss TiaukonporenHa-P. l3MeHeHue KOHLEHTpauuid JApyrux cyOcTpaToB
rkonporenHa-P B mima3me Bo BpeMs mnpuema mnpenapata AOATHUHUB-IIPOMOME]/]
CUMTAETC MaJOBEPOATHBIM. KIIMHHMYECKHME JaHHBIE YKa3bIBAIOT, YTO OJHOBPEMEHHOE
NPUMEHEHHE CHIIbHBIX MHTMOMTOPOB WJIM MHAYKTOPOB INIMKOMPOTEHMHA-P MOXXET M3MEHSTh
BO3JIelicTBHE adaTHHUOA.

[Tpenapar AOGATUHUB-IIPOMOME]]  moxer  6e3omacHO  KOMOMHHpPOBATbCs €
MHTUOUTOpAaMH TIIMKONPOTeHHA-P (TakMMHU Kak PUTOHABHP) OAHOBPEMEHHO C MPUEMOM HIIH
nocie npuema npenapata AOATHUHUB-TIPOMOME/. Eciau ke cuibHbIE UHTUOUTOPHI
rIIMKonpoTrenHa-P - (Bkioyasi, HampuMep, PpUTOHABHP, UMKIOCIOPHH, KETOKOHA30JI,
UTPAaKOHA30J1, S)PUTPOMULIMH, BepanaMiuJl, XUHUIUH, TAKPOJIUMYC, HellpUHAaBUpP, CAKBUHABUD U
amuozapoH) npumenstorcs a0 npuema npenapata AODATHUHUB-IIPOMOME/L, Bo3MoxHO
yBenuueHue Bo3eictus aparunmnda; B 3Tux ciaydasax npernapat ACATUHUB-ITPOMOME/
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(NOCNEQCBATENEHOCTE 0002)

HE00XO0IUMO MPUMEHSTH C OCTOPOKHOCTBIO.

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

CusbHBIE MHIYKTOPHI TNIMKOMpoTenHa-P (BKioyas, HampuMmep, KapOamasenuH, (HEHUTOHH,
benobapouTan uim 3Bepodoit npoasipsiBiieHHbIN (Hypericum perforatum)) Moryt ymeHbIath

9KcTo3uImio aparuHMOA.

JlexkapCTBEHHBIE TPAHCIIOPTHBIE CUCTEMBI

JlaHHble, TMOJIydyeHHBIE IN VItro, CBUAETENBCTBYIOT O TOM, YTO MEKJICKapPCTBCHHBIC
B3auMOJIeHicTBUA ¢ adaTHHMOOM BCIICACTBUE WHTUOMPOBAHUS TPAHCHOPTHBIX MOJIEKYII
OATBI1B1, OATP1B3, OATP2B1, OATI, OAT3, OCT1, OCT2 u OCT3 mManoBeposTHBI.

UccnenoBanus in Vitro mokasamu, 4to adaTuHHO sBIsSETCS CyOCTPaTOM W HHTHOUTOPOM

TpaHcHopTepa OeNKa Pe3UCTEHTHOCTH K PaKy MOJIOYHOH JKeJIe3bl.

Buusiuue uaaykropos u uaruouropos nzodbepmentoB CYP Ha abatuuuod

JlanHble, TMOJydeHHBbIE (N VItro, CBUAETEIBCTBYIOT O TOM, YTO MEKJICKAPCTBCHHBIC
B3aUMOJICHCTBHS ¢ ahaTUHHOOM BCIIEICTBHEC MHTMOMPOBAHUS MM MHAYKIUU M30()EPMEHTOB
CYP oIHOBpPEMEHHO MPUMECHSIIOIMIMMHUCS JICKAPCTBEHHBIMH IperapaTaMi MaJIOBEPOSTHBL. Y
YeJIOBEKa YCTaHOBIIEHO, YTO METaOOJHMYECKHE peaKkld, KaTaau3upyembie (epMEeHTaMH,
urparoT B Merabonuszme adaTtuHuOa HE3HAUUTENbHYIO poib. [IpubnusurtenshHo 2 % ot
BeJIMUYMHBI 036l adaTtuHuba MetabonmusupoBaiuch FMO3 u nmyrem CYP3A4-3aBucumoro
N-IeMeTUTupoBaHus, CoOJepKaHue MeTaboJMTOB OBUIO HACTOJNBKO HHU3KHM, 4YTO HE

OmnpeacIsiioCb KOJIMYCCTBECHHO.

UDP-mmrokypoHosuntpaacdepasa 1Al

JlaHHble, ToONydeHHbIC IN Vitr0, CBUACTENBCTBYIOT O TOM, 4YTO MEKJIEKAPCTBEHHBIC
B3aUMOJICUCTBUSA c adaTuHOOM BCIIEJICTBUE MHTHUOUPOBAHUS UDP-

mIIOKypoHo3miITpancdepassl 1Al MamoBEepOSITHBL.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD H JIAKTAIUS

)KGHHII/IHBI C ACTOPOAHBIM ITOTCHIIMAJIOM

JKeHIMHAM C COXpaHEHHOW CIOCOOHOCTBIO K 3a4aTHIO CIEIyeT PEeKOMEH/I0BaTh W30erath
OepeMEHHOCTH BO BpeMs JieueHHs. Bo Bpems Tepanuu v B TeueHHe, 1o KpaliHei Mmepe, 1 Mecsia
1ocje MPUMEHEHUs TOCNEAHEH 03bl Mpernapara JJOJDKHBI HCIOJIb30BAaThCS aJICKBATHBIC
MCTO/Jbl KOHTpaUCIIIIHUH.

bepemeHHOCTD

HccnenoBanuii y 6epCMCHHLIX JKCHIIWH HC ITPOBOAUIIOCH. HOZ—)TOMy MMOTEHITHAIbHBIN PUCK IJIA

YyeJIOBeKa HEM3BECTECH. B HOKIMHMYECKMX HCCIEIOBAHHUIX a(paTI/IHI/I6a IIpu HUCIIOJIB30BaAHUHA



COOTEBETCTEBYET JKCNEPTHOMY OTYETY
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7103, JOCTUTABIIMX M HPEBBINIABIIMX JIETalbHpIE z[ozbi%ﬁ-@M%ﬁwlﬁﬂﬁl—Jﬁﬁéﬁ%ﬁa

TEPATOr€HHOCTH HE OTMedalloch. HexkenaTenbHble M3MEHEHHS OTMEUAINUCh TOJBKO IpU
MCIOJIb30BAaHUU 103, 3HAYUTEIHHO MIPEBBIIIABIINX TOKCHUECKUE.

Ecnu npenapatr AGATUHUB-ITPOMOME]] ucnionb3yercs Bo BpeMs 06peMEHHOCTH WIIH €CIIU
OCpEeMEHHOCTh pa3BUBACTCSI BO BpeMs ucHoib3oBaHus mnpenapata ADATHUHUB-
I[TPOMOME/]], manueHTKa J0JKHA OBITh MPOMH(GOPMHPOBAHA O MOTCHIIMAIBHONW OMACHOCTH
JUIS TIJI0JA.

JlakTamus

Ha ocHoBaHMU TaHHBIX JOKJIMHUYECKUX HCCIIeI0BaHUM MPOHUKHOBEHUE ahaTuHNOA B TPy IHOE
MOJIOKO CUUTAETCS BEPOSATHBIM. Hellb3si MCKITIOUNTh HAIMYUE PUCKa JJIs TPYIHOTrOo pedeHka. Bo
BpEMsl JICUCHUS MMALMEHTaM CIIEyeT PEKOMEHA0BATh OTKA3aThCs OT KOPMIICHHUS TPYABIO.

DdepTUabHOCTD

HccnenoBanmii GpepTHIILHOCTH ¢ ucnoib3oBanneM npenapata AOATUHUB-IIPOMOME/]] y
4esioBeKa He MNpoBoamiock. CyliecTByIOIUE JOKIMHUYECKHE JaHHBIE O TOKCHKOJIOTMU
CBUJIETEJICTBYIOT O BIMSHUU IIperapaTa Ha penpoyKTHUBHbBIE OpraHbl B CIy4ae MPUMEHEHHS
BBICOKHX J103. [109TOMY HCKIIIOUHTH OTpUIIATETIFHOE BO3ACHCTBUE Tepanuu Ha (HepTUIHLHOCTD

Y 4CJIIOBCKA HC MPEACTABIACTCA BO3SMOXHBIM.

4.7. BausiHue Ha cIOCOOHOCTH YNPAaBJIATHL TPAHCIIOPTHBIMM CPeJICTBaMU M PadoTaTh C
MeXaHu3MaMHu

HccnenoBanuii mo BAMSHHUIO IIpernapaTa Ha CIOCOOHOCTh YIPaBIIATh TPAHCHOPTHBIMU
CpPEICTBAMU M 3aHATHS JPYTMMH IOTEHIHMAJbHO ONACHBIMU BHUIAMH JESATEIBHOCTH,
TpeOYIOIMMH TOBBIIIEHHOM KOHIEHTpPAllud BHUMAaHHUA U OBICTPOTHI TICHXOMOTOPHBIX
pEeaKUnii, He TPOBOJAUIOCH.

Bo Bpems neuenus mnpenapatom ADATHUHUB-IIPOMOME]] BO3MOXHO pa3BUTHE
HEXKEJIATeNbHBIX PEeAaKIMi CO CTOPOHBI OpraHa 3peHus (KOHBIOHKTHUBUT, CYXOCTh IJia3,
KEpaTuT), KOTOPbIE MOTYT BJIMATH HA CIIOCOOHOCTh YIPABIATH TPAHCIIOPTHBIM CPEACTBOM U

paboTtath ¢ MEXaHHU3MaMHU.

4.8. He:xennareibHbIE peakiuu

Tabmmunoe pe3roMe HeXKenaTeIbHbIX PeaKIIMi

YacToTa HeXenaTeabHBIX PEaKIHi, MPUBEICHHBIX HIDKE, HM3JI0KEHA B COOTBETCTBHH CO
CIIeAYIONIEH Tpajamueii: oueHb gacto (> 1/10), gacto (> 1/100, vo < 1/10), Hewacto (> 1/1000,
Ho < 1/100), pexnxo (> 1/10000, Ho < 1/1000), ouenp peako (< 1/10000), yacrora Heu3BecTHA

(Ha OCHOBAHHMH UMCHOIIUXCSA JaHHBIX OLICHUTD HCBOSMO)KHO).
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Tabmuua 2. HexenaTenpHble peakluy, 3aperucTpupoBaHHbIe Ha (oHE Tepanuu ahaTuHuOOM

Cucrema opranos

HUnghexyuu u unsazuu

HexenareabHble peaknumn Yacrora

BO3ZHHUKHOBCHHUSA
IIapOHUXUA OYC€Hb 4acCToO
OUCTUT qacCTo

Hapywenusa memaboauzma u
numaHus

CHMOKCHHUC alllICTUTa

O4YCHB 4acCToO

cepoya

00€3BOKUBAHUE, TUTTOKATHEMUS 4acTo
Hapywenus co cmoponsl | HapylieHHe BKYCOBOM | 4acTo
HEepBHOLL cucmembl YYBCTBUTEJIHLHOCTH (JIUCTEB3MS)
Hapywenuss co cmoponvl | KOHBIOHKTUBUT, CyXOCTb IJ1a3 4acTo
opeaHa 3peHus KepaTuT HEYacTo
Hapywenus co cmopouul | cepiieuHas HeJ0CTaTOYHOCTh HEU3BECTHO

Hapywenus co cmoponul
ovixameibHou cucmembol,
0pearos8 2pyOHOU KIemKu U

cpedocmenust

KpPOBOTCUCHUEC U3 HOCA

O4YCHBb 4aCToO

puHOpes 4acTo
MHTEpCTULIMAIbHASL OOJIE3HD JIETKUX | HEYacTo
OJIbIIIIKA , Kallelb , ITHEBMOHUT , | HEU3BECTHO

AUCTPECC-CUHAPOM

Kenyoouno-kuweunvie

Juapesa, ToOoHOTa, pBoTa, CTOMAaTHUT

O4YCHBb 4aCTO

HapyweHus XCUJIUT, TUCTICTICUS qacTo
naHkpeatut, neppoparmm KKT HEYacTo
3amop” HEU3BECTHO

Hapywenusa co cmopoHbl | IOBBILICHNUE aKTHBHOCTH | 4acTo

neuenu u xcenuesvbleo0suwux | amanHnHaMuHOTpaHcepassl  (AJIT),

nymeii acrapraramMmuHoTpaHcdepasbl (ACT)

MOBBIIIEHUE KOHIICHTPALMU OOIIETO | HEM3BECTHO
oumIpyouHa’, IIUTOJINTUIECKUH

renaTur , MeYeHOYHas
HEJ0CTATOYHOCTD

Hapywenus co cmoponbi
Ko#cu u NOOKONCHBIX

mraneu

CBITlb, aKHE(OPMHBII AEPMATHT, 3y,
CYXOCTb KOXH

O4YCHBb 49acCToO

JAJIOHHO-TIOIONIBEHHBIA  CHHAPOM
(aputpoauzectesusi),

HOT'TEN

MOpaXXCHUE

qacTo

**k
CUHIPOM CruBeHca-/[>)koHCOHA
TOKCHUYECKUI

HEKPOIU3

SMUIEPMAIBHBIN

penKo

Hapywenus co cmoponbi

MBIWEYHOU, CKelemHou U

COCOUHUMETbHOU MKAHU

CIIa3MBbI MBIIIII]

qacTo

*
0O0JIb B CIIMHE

HEHU3BCCTHO
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Hapywenus co cmoponwvl | HapylieHne QyHKIAU SLTERVEA PR TR TS

noyex u MO'-leGbl@Oa}ZWUX MOYEK/IoYeyHas HEAOCTATOYHOCTD

nymetu
Obwue  uapywenus — u | TUPEKCUS 9acTo
*
pearyuu & Mecme 66edeHus YTOMIIIEMOCTh HEH3BECTHO
Hapywenus,  eviaenenHvle | yMCHBILICHHE Beca 9acTo
* W *

npU UCCIE006AHUAX aHeMUsl , HEUTPOIICHUS , HEHM3BECTHO

MOBBIIICHUE AKTHBHOCTH IEI0YHON

*
dhocdarazs

JaHHBIC HEKEJIIATCIIbHBIC PECAKIINN Ha6n}0aannc1) IpHU NMpOBEACHUUN KIIMHUYCCKUX HCCHCHOB&HHﬁ, OJJHAaKO
CB3b C IPUEMOM a(l)aTI/IHI/I6a HC TOKa3aHa

*%

JAHHBIC TTOJIYYE€HBI B paMKaX MMOCTPETUCTPATUOHHOTO OIIbITa IPUMEHECHU S

COO6HI€HI/I€ 0 ITOA03PEBACMBIX HEXKCIATCIBbHBIX PCAKIINAX

BaxxHo cooOmarb O 10/03pEBAaEMbIX HEKENIATEIbHBIX pPEAKIUAX I[0CJIE€ pPETUCTpaluu
JIEKapCTBEHHOTO TMpemapara ¢ [elbl0 00ecleyeHus] HEeNPEepbIBHOTO MOHHUTOPHHTA
COOTHOILEHUS «IO0JIb3a — PUCK» JIEKAPCTBEHHOrO Mpernapara. MeauluuHCKUM pabOTHHKAM
peKoMeHayeTcst coodmarb O JFOOBIX  IMOJ03PEBAEMBIX  HEXKENATENbHBIX — PEAKIHAX
JIEKapCTBEHHOI'0 Iperapara 4epe3 HalMOHAJIbHbIE CUCTEMBbI COOOIIEHMSI O HEXEeIaTeJbHbIX

peaknusaX rocyaapCTtB — 4JICHOB EBpaSHﬁCKOFO OKOHOMHYCCKOI'O COKO3a.

Poccuiickas ®@enepanus

DenepanbHas ciryx0a 1o Haa30py B cepe 3ApaBOOXpaHCHHUS

Anpec: 109012, r. MockBa, CnaBsHCKas TUIOMIA b, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03

OnektpoHHas modra: pharm@roszdravnadzor.gov.ru

Caiit B MH(}OPMaIMOHHO-TEIEKOMMYHHUKAI[MOHHOM ceTu «nTepHEeT:

https://www.roszdravnadzor.gov.ru/

Pecny6nuka Kazaxcran

PecnyOnukaHcKoe ToCylapCcTBEHHOE NPEANPUSATHE Ha MpaBe XO3IWCTBEHHOIO BEACHUS
«HarnuoHanbHBIA EHTP JKCIEePTH3Bl JIGKAPCTBEHHBIX CPEICTB M MEAMIIMHCKUX H3IEINI
Komwurera MeaummHCKOTO U (papManeBTHIeCKOTo KOHTPOJISt MHUHUCTEPCTBA 3/IPABOOXPAHEHHS
Pecny6ninku Kazaxcran

Anpec: 010000, r. Acrana, yi. UmanoBa, 13, BII «Hypcayner»

Temedon: +7 7172 78 98 28

Dnextponnas moyra: farm@dari.kz

Caiit B mH()OpMaLIMOHHO-TEIEKOMMYHUKAIMOHHOM cetn « HTepHeT»: www.ndda.kz
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Pecny6nmka benapychb

PVYII «lleHTp 3KCIIEpTU3 U UCIIBITAHUM B 3paBOOXPAHEHUN»
Anpec: 220037, r. Munck, niep. ToBapuieckuii, 2a
Tenedon: +375 17 231 85 14

®akc: +375 17 252 53 58

OnekrponHas moura: rcpl@rceth.by

Caiit B nH(MOpMAIIMOHHO-TEJICKOMMYHHUKAIIMOHHOM ceT « HTepHEeT»: WWW.rceth.by

PecryOnka Apmenust

Hayunsiii Llentp Oxcneptussl JlekapcTB 1 MeauuuHckuX TeXHOJIOTHM WM. aKaJeMHKa
3. TABPUEJISIHA

Anpec: 0051, r. EpeBan, ip. Komuraca 49/5

Tenedon: +374 60 83 00 73

Caiit B nH()OpPMALIMOHHO-TEIEKOMMYHUKAIMOHHOM ceTn «HTepHeT»: WWW.pharm.am

Keipreisckas PecniyOmirika

JlemapraMeHT JIeKapCTBEHHBIX CPEACTB W MEAMIMHCKUX W3JAEIHHA Npu MUHUCTEPCTBE
3apaBooxpaHeHus Koipreizckoil PecrryOnuku

Anpec: 720044, r. buiukexk, yiu. 3-4 Jlunus, 25

Tenedon: 0800 800 26 26

Onekrponnas moura: dlomt@pharm.kg

Caiit B mH(GOpPMAIMOHHO-TEIEKOMMYHUKAITMOHHOM ceTn «HTepHeT»: WWW.pharm.kg

4.9. llepeno3upoBka
CuMIITOMBI

B KIMHUYECKUX UCCIIEIOBAHUIX Y OTPAHUYEHHOTO YKCIIa MALIMEHTOB U3y4aauch 1036l 160 mr
OIWH pa3 B JieHb B TeueHue 3 nuerd u 100 Mr omuH pa3 B JeHb B TEUYCHUE 2 HEEINb.
HexenatenbHbIMU SIBICHUSIMH, HAOMIOAABITUMUCS TIPU HUCIOJIB30BAHWU JTHX J103, OBLIH,
MPEXJI€ BCETO, KOXKHBIE BBICBHIMAHMS (CHINIb/aKHE) U IKEITYJTOYHO-KHIIEUHBIE PacCTPOMCTBA
(B ocHoBHOM, amapes). [Ipumenenue mnpemapara B go03¢ 360 Mr COBMECTHO C JIPYyTUMH
JIEKAPCTBEHHBIMU CPEICTBAMH COMPOBOK/IATIOCH CIAEAYIOIMIMMH HEKEIaTEIbHbIMU SBICHUSIMU:
TOIIIHOTA, PBOTA, aCTCHHUS, TOJIOBOKPYKEHHUE, TOJIOBHAs 00Jib, OOJM B KUBOTE W MOBBIIICHUE

YPOBHSI aMuUJIa3bl (IIPEBBIILIABIINIA BEPXHIOIO T'PaHUILy HOPMBI Ooee ueM B 1,5 paza).

Jleuenue
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY

nepeao3upoBKy Heooxoaumo otMeHUTh npenapat AOATUHUB-ITIPOMOME]] u npoBoauTh
cUMITOMaTu4eckyro Tepanuto. [Ipu Hanmuuuu nokasanuii yaaauTh HeBcocaBIIUics adhaTuHuo

MOXHO IIYTEM IIPOMBIBAHUSA KETyAKa UJIM BEI3BAB PBOTY.

5. DPAPMAKOJIOTHMYECKUE CBOMCTBA

5.1. ®apmakoauHaAaMHYeCKHE CBOMCTBA

dapmakoTepaneBTHUECKasi ~ Ipynma:  MPOTHBOOIYXOJIEBBIE  CPEICTBA;  MHTUOMTOPHI
MPOTEUHKNHA3, UHTHOUTOPHI THPO3UHKUHA3BI pEIenTopa SMHUAepMAILHOTO (pakTopa pocra
(EGFR).

Koxg ATX: LO1EBO3

Mexanusm geiicTBus

AdarnHn®O — MOIIHBIN, CENEKTUBHBIN W HEOOpAaTUMBIA OJOKATOP MPOTEHHTHPO3UHKHUHA3HI
peuentopoB cemeiictBa ErbB (pemenrtopsl smumepmaibHOro (akropa pocra). AdaruHuod
KOBQJICHTHO CBSI3bIBACTCS M HEOOPATUMO OJIOKHPYET Iepeady CHTHAJIOB OT BCEX TOMO- H
rerepoauMepoB, oopaszoBanHbix cemeiicteom ErbB (EGFR (ErbBl), HER2 (ErbB2), ErbB3 u
ErbB4).

[lepenava wuckakeHHoro curHaia ot ErbB, BbI3BaHHOTO, HampUMEp, MYTAUAMH H/UIH
ammumdukanueit EGFR, ammmduxanueit wnmm mytaumeir HER2 w/unu  u3Gweitounoit
skcnpeccuert smranga ErbB, cmocoOCTByeT pa3BUTHIO 3JI0KAYeCTBEHHOTO (EHOTHIA Y
MAIUEHTOB C PA3JIMYHBIMU TUTIAMH paka.

dapmakogngamuyeckue 3P HeKToI

Ha nOoKJIMHHMYECKMX MOZENAX OIyXOJIEH, CO3[4aBacMbIX IIyT€M HapyLICHWHM peryssiuuu
cucrembl ErbB, adatunu0, npuMmeHsiommiicss B KadecTBe €AMHCTBEHHOIO IMpernapara,
a¢dexTuBHO OiokupyeT perenTopbl ErbB, n npuBoauT k HHTHOMPOBaHKIO OIYXO0JICBOTO POCTa
WIN K perpeccy omyxoyid. OCOOEHHO YyBCTBHUTEIbHBI K JICUEHUIO adaTMHUOOM MOJeNu
HEMEJIKOKJIeTOYHOro paka jierkoro (HMPJI), BeizeiBaemoro mytanusimu EGFR (L858R mnm
Del 19). TosiBnenue BropuuHON MyTanuu T790M sBIAETCS OCHOBHBIM MEXaHHU3MOM
pUOOPETEHHON PE3UCTEHTHOCTH K aaTuHUOY; KonyecTBeHHOe coepskanue T790M amnens
TeHa KOPPEIUPYET CO CTENEeHBI0 Pe3UCTEHTHOCTH IN Vitro. Myrarms T790M oOHapyxuBaeTcs
npumepHo B 50 % ciyyaeB mpu mporpeccHpoBaHuU 3a0oyieBaHHs Ha (OHE Tepanuu
adaTUHUOOM, TIpU KOTOPOM TapreTHble MHTUOUTOPHl THPO3WHKHMHA3Bl  pelenTopa
snuaepMaIbHOrO (akrtopa pocrta, AecTByromue Ha T790M, mMoryT paccMaTpuBaThbCsl B

Ka4C€CTBC OIIIINH nocnenyromeﬁ JIMHUUW TCpallnu.
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COOTBETCTBYET 3KCMEPTHOMY OTUYETY
ot 15.04.2024 Ne 7427
(MOCNENOBATENBHOCTL 0002)

5.2. ®DapmakoKMHeTHYECKHE CBOMCTBA

AOGcopouust

[Tocie mnpuema adaruHHOa BHYTPh MakcUMalibHble KOHIEHTpalud (Cmax) adaTuHHOA
OTMEUaJIUCh MpUMEpHO yepe3 2—5 4vacoB. B guamazone no3 ot 20 mr no 50 Mr cpennue
3Ha4eHUSI Cmax 1 AUCo- (T101a16 1101 KPUBOU «KOHIICHTPALMA-BPEMS») YBEITUYUBAIHNCH B
IIPONOPLUMOHAIILHON cTeneHu. [Ipuem npenapara BMECTE € IUIIEH C BBICOKMM COICPKaHUEM
KUPOB TPHUBOJIWI K CYIIECTBEHHOMY YMEHBIICHUIO OHKCHO3UIUHK adaTtuHnOa B KpPOBU
npumepro Ha 50 % (Cmax) 1 Ha 39 % (AUCo.0) MO CpaBHEHHIO C MPUEMOM HATOIIAK.
Y CTaHOBJIEHO, YTO B CIy4yae ynoTpeOieHus MUILY B TeYeHHe 3-X 4acoB 0 NpuemMa apaTuHubda
u g0 1 daca mocne npuema mnpenaparta 3HadeHus AUC ss (B CTallMOHApHBIX YCIOBUAX Ha
NepUOJ J03UPOBAHMSI) YMEHBIIAIUCH B cpeiHeM Ha 26 %. TakuM oOpazoM, MUIA HE JTOJKHA
NPUHUMATBCS B ATOT Iepuoj BpemeHH. [locie mpuema BHYTph B BHJE TaOJIETOK CPEIHS
OTHOCHTEJIbHAS! OMOIOCTYITHOCTD 110 CPABHEHHUIO C PACTBOPOM ISl IIpUEMa BHYTPh COCTABIISIET
92 % (oTHOMICHHE CKOpperupoBaHHbIX cpeaHux BemudrH AUCo-).

Pacupenenenue

Cas3b adaTuHnba ¢ 6enkamu iasMel in Vitro cocrapisieT y yenoBeka okoio 95 %.
B wuccnenoBanmsix in Vitro Obuto mokazaHo, uyTo adaTUHHO SBISETCS CyOCTpaTOM U
UHTUOUTOPOM MEPEHOCUHKA Oelka Pe3UCTEHTHOCTH paka MosiouHOH keine3sl (BCRP).

buorpancdopmarms

MeTtabonuueckue peakuu, KaTalusupyemble pepMeHTaMu, UTPAIOT HE3HAYUTEIbHYIO POJIb B
Metabonu3me adaruauba in Vivo. OCHOBHBIMH IIUPKYJIHPYIONIMMHU MeTabonnTamMu adaTiHnoa

ABIISIOTCS MTPOTYKThI KOBAJEHTHOM CBSI3U C OEJIKAMHU.

OIUMUHAIMS

[Tocne npuema BHYTpb pacTBoOpa, coaepxaiiero 15 mr aparunuba, 85,4 % OT BeTMUYMHBI 103bI
oOHapyxuBaiock B kaie u 4,3 % — B moue. Henusmenennsiii adpatunud cocrasisn 88 % ot
BEJIMYMHBI BBIBOASIIEHCS 103bl. KOHEUHBIN mepuoi MOoayBBIBEEHUS COCTaBiIsgeT 37 4acoB.
PaBHOBecHas KOHIEHTpauus adaTMHHOA B IUIa3Me JOCTUTaeTcsl B TedyeHue 8 nHell mocne
MHOT'OKpPaTHOTO NPUMEHEHHsI ahaTHHUOA.

IToyeyHast HETOCTATOYHOCTD

Yepe3 mouku BBIBOAUTCA MeHee 5 % OT OJHOKpaTHOW 103bl adaTMHHOA. DKCIO3ULUs
adaTHNOa YMEPEHHO YBEIMUMBACTCA [0 MEpPEe CHUKEHUS KIUpeHca KkpeaTHHuHa. Hampumep,
y TAIMEHTOB ¢ KiIupeHcoM KpeatunuHa 60 wiu 30 mur/mMuH skcniosuius apatuanoa (AUC:ss)

yBenuunBaetrcs 10 13 % u 42 % cooTBETCTBEHHO; U CHIDKaeTcs 10 6 % u 20 % y manueHToB ¢
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kupeHcoM kpeatnauHa 90 umu 120 mMi/MuH co hrBercTHOHHb: T e e nbRAT - cpastretfis

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

9KCIo3uIMu adaTuHNOA Mocie OqHOKpaTHOTO mpuema adaruanOa B o3¢ 40 Mr y manueHToB
C MMOYEYHOM HETOCTATOYHOCTHIO U Y 3I0POBBIX JOOPOBOJIBLIEB SKCIIO3UIIHS a)aTUHNOA COCTaB-
nasma 101 % st mokasarenst Cmax ¥ 122 % st mokasarens AUCo.; (Tutomaap 1o KpUuBOM
«KOHIICHTpAIUs-BpeMs» OT HYJIS JI0 MOCJEIHEN onpeenieMoil KOHIEHTpaluu) y NalueHTOB
co cpenHen IMOYEYHOH HEJI0CTaTOYHOCTBHIO (CKD
30-59 mu/muH B cootBercTBH ¢ opmynoit MDRD (Modification of Diet in Renal Disease
Study) B cpaBHEHHH CO 3T0POBBIMH J0OPOBOJIbIIAMH.

Y nun ¢ Tsokenod modeyHo HemoctaTodHOCThIO (CK® 15-29 mu/mMuH) skcnmo3umus
coctaBisuia 122 % ans nokazatenst Cmax ¥ 150 % nns nokaszarens AUCo.z B cpaBHEHUH CO
3JI0POBBIMH TOOPOBOJIBIIAMH.

Ha ocHoBanuu pe3ynpTaTOB ATOrO0  MCCIEAOBAHHUA W  JIAaHHBIX  TOMYJALUOHHON
(hapMaKOKMHETHKH, TIONYYEHHBIX B KJIMHHUYECKUX HCCIEIOBAHHIX C yYacTHEM MAI[MEHTOB C
Pa3IUYHBIMU OIyXOJISIMH, OBLJIO CICIIAaHO 3aKIIOYCHHE 00 OTCYTCTBUM HEOOXOJUMOCTH B
KOPPEKIMHA HAa4YaJIbHOH 0361 y nanueHToB ¢ Jerkoi (CK® 60—89 mur/mun), cpenneit (CKD
30-59 mu/mun) wnu tsoxenoit (CK® 15-29 mi/MuH) noyedHoOl HEIOCTaTOYHOCTHIO, OJTHAKO
PEKOMEH IyeTCsl BECTU HAOMIOACHHE 32 TAIIHEHTAMU C TSKEJIOM MOYeYHOM HEeT0CTaTOYHOCTBIO.
Uccnenoanuii npumerenus aparnanba y manueHToB ¢ CK® < 15 mu/MHH WiH AIUEHTOB,
HAXOJISIIUXCS Ha TUATHA3E, HE TIPOBOIUIIOCK.

IleyeHOUHAs HETOCTATOYHOCTD

A¢aTiHMO BHIBOIUTCSA IITABHBIM 00Pa30M C XKeT4bI0 U 3aTeM C KaJoM. Y MaIllMEeHTOB C JIETKUMHU
(xmacc A nmo mkane Yaina-I1e10) unm cpeaneit crenenu tsokectu (kinace B mo mikane Yaina-
[Tpr0) HapylIeHUSMH (QYHKLUMU TEYEHH U Yy 3JI0POBBIX HCHBITYEMBIX I0OCIIE MPUMEHEHUs
OJTHOKpATHOM 103bI npenapata (50 mr) skcnozunus adaTiHUOa B KpOBH Oblila CXOJHOH. Y
MAIMEHTOB C JITKUMHU WM CpPEJIHEH CTENEHW THKECTH HapyIICHUSMH (DYHKIUHM TEYCHU
U3MEHEHHs HayaJbHOM J03bI He TpeOyeTcd. Y NalMEeHTOB C TDKEJIbBIMU HapyIICHUSMHU
¢ynkuun neuenu (kimacc C mo mkane Yainna-ITero) ¢apmakokuHeTnka adaTuHuOa He
U3ydanach.

Paca

CraTHCTUYECKH 3HAYUMOTO pa3iuyus (apMaKOKMHETHKH apaTHHUOAa MEXIy pPa3TU4YHBIMU
pacaMu He 0TMEYaJIOoCh.

Bospact

3HauYMMOro BIMSHMS Bo3pacTa (nuamnazoH: 28—87 yer) Ha (apMaKOKUHETHKY aaTuHuOa He

ycTtaHoBjeHO. CrienuanbHbIX UCCIIeI0OBaHUH Yy AeTel He MPOBOINIIOCH.
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(NOCNEQCBATENEHOCTE 0002)

Macca Tena

[To cpaBHEHHIO C MAIIMEHTOM C Maccoi Tena 62 Kr (CpemHsis Macca Tejla MalieHTOB BO BCEH
HOITYJISIUY TAllMEHTOB) SKCHo3uLus adaTnHrnOa B 1u1azme kpoBH (orieHka AUC:ss) y marnuenTa
¢ Maccoii Tena 42 kr yBenuuuBaetcst Ha 26 %, a y nmamueHTa ¢ Maccoi tena 95 Kr yMeHbIIaeTcst
Ha 22 %.

Hon

VY skeHIH KoHIeHTpanus adharnanOa B miazme (oreHka AUC: ss ¢ KOppeKIe B OTHOIIICHHH
Macchl Tena) Obuia Ha 15 % BbIle, 4eM y MY>KUUH.

Jlpyrue XxapakTepucTUKU/0COOEHHOCTH IALIMEHTOB

Biusane Ha okcno3wnmio adaTHHUOA AKTUBHOCTH JIAKTATIETHIPOTCHA3bI, IIEIOYHON
docdarazel ¥ KOHIEHTpaluu ob0mero Oenka, omeHkd mo ompocHuky ECOG (Eastern
Cooperative Oncology Group, Bocrounas O0wenunernas Onkosoruyeckast ['pyrmma) ObLI0
KIIMHUYECKH He3HAUNMO.

Hanmuune B aHaMHe3e KypeHUs, YNMOTPEOJCHHs aJKOToJsl WIM METacTa3oB B IICYCHU HE

OKa3bIBAJIM 3HAYMMOTO BIUSHUS HA (apMaKOKMHETUKY adaTtuHmOa.

6. PAPMAIIEBTUYECKHWE CBOMCTBA
6.1. IlepeyeHb BcoMoraTeJibHbIX BellleCTB

ADPATUHUB-TIPOMOME/, 20 mr, TaOJIETKH, IOKPBITHIE IIJIEHOYHON 000JIOUKON

Aopo mabremku

JaKTO3bl MOHOTHJIPAT

LEJUTF0JI03a MUKPOKPUCTAJUTNYECKast
KPEMHHUS AUOKCHU/T KOJJIOUAHBIN 0€3BOIHBIN
KPOCITOBHJIOH

MarHusi creapat

IInenounas obonouxa
THIIPOMEIIIO3a

MakKporoJ (MOAUITUIICHTIITUKOJIb)
tutana nuokcun (E171)

TaJIbK

noaucopOat 80

HJIM TOTOBOC IIJICHOYHOC MOKPBITUE UACHTUYIHOI'O COCTaBa
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(NMOCNEOOBATENEHOCTE 0002)

ADPATHUHUB-ITPOMOME/, 30 mr, TaOjeTKH, MOKPHITHIE IIEHOYHON 000JIOUKOM

Aopo mabremku

JIAKTO3bI MOHOTUAPAT

LEJUTI0NI03a MUKPOKPUCTAIIIMYECKAs
KPEMHHUSI TMOKCH]I KOJUTOUTHBIN O€3BOAHBIN
KpPOCIIOBUJIOH

MarHus creapar

Inenounas obonouxa

TUIIPOMEINI03a

MakKporoJ (MOJIUITUIICHIIIUKOJIb)

tutana quokeun (E171)

TalbK

nosucop6Oat 80

AIIOMUHHUEBBIN JIaK HAa OCHOBE KpacuTels nnaurokapmuna (E132)

HJIK TOTOBOC IJICHOYHOC ITOKPBITUC UACHTUYHOI'O COCTaBa

ADPATHUHUB-TIPOMOME/, 40 mr, TaOJIE€TKH, IOKPHITHIE IUIEHOYHON 000JIOUKOM

Aopo mabremku

JIAKTO3bl MOHOTUAPAT

LEJUTI0JI03a MUKPOKPHUCTAIIINYECKAS
KPEMHHUS AUOKCHUJT KOJJIOUAHBIN O€3BOIHBIN
KpPOCTIOBU/IOH

MarHusi creapar

IInenounas obonouxa

TUIIPOMEIIIO3a

MakKporoJ (MOJIUITUIICHTIIUKOJIb)

tutana nuokeun (E171)

TaJbK

noaucopOat 80

AITIOMUHHUEBBIN JT1aK Ha OCHOBE KpacuTens nnaurokapmuna (E132)

HJIM TOTOBOC IIJICHOYHOC IMOKPBITUE UACHTUYIHOI'O COCTaBa

ADPATHUHUB-TTIPOMOME/, 50 mMr, TaOJIE€TKH, IOKPHITHIE INIEHOYHON 000JIOUKOM

Aopo mabremxu
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(NOCNEQCBATENEHOCTE 0002)

JIAKTO3bl MOHOTrHpaT

[EJUTION03a MUKPOKPUCTAILTMYECKAS
KPEMHHUSI TUOKCH]I KOJUTOUTHBIN O€3BOAHBIN
KpPOCTIOBU/IOH

MarHus creapar

IInenounas obonouxa

TUIIPOMEITIO3a

MakKporoJ (MOJUITUICHTITUKOJIb )

tutana auokcua (E171)

TaIbK

nonucopOat 80

HJIKN TOTOBOC IIJICHOYHOC ITOKPBITUC UACHTHUYHOI'O COCTaBa

6.2. HecoBMecTUMOCTH

He npumennmo.

6.3. Cpok rogHocTu (CpOK XpaHeHHUs1)

3 rona.

6.4. Oco0ble Mepbl NPEI0CTOPOKHOCTH NPH XPAHEHUHU

XpaHuTh npu Temnepatype Hwke 25 °C. XpaHuTh B OpUTHHAIBHON YIIaKOBKE (T1aYKe).

6.5. XapakTep M coaepkaHue NePBUYHON YIIAaKOBKH

[To 7 TabneTok B KOHTYpHYIO sueiikoByro ymakoBKy u3 ruieHku [IBX/TIBAX wiau ruieHku
NBXTIBAX/MTIBX, wmn muenku OITA/AJI/TIBX u  ¢osnbru  anioMHUHHEBONW IE€YaTHOM
JTAKUPOBAHHOM.

ITo 28, 30 TabyeTok B 6aHKY M3 MOJIMATHIIEHA BBICOKOW TIOTHOCTHU, YKYIOPEHHYIO KPBIIIKON
HAaBUHYMBAEMOW W3 TIOJMIIPONMIIEHA C KOHTPOJEM IIEPBOIO BCKPBITHS CO BCTAaBKOW U3
CHJIMKAress Wik B OaHKy IMOJIMMEPHYIO U3 MOJMATUIIEHA HU3KOTO JaBJIEHMS, YKYIOPEHHYIO
KPBIIIKONH HAaBUHYMBAEMOW M3 MOJUATUIIEHA HU3KOIO JABJIEHMSI C MEMOpaHOW, UK B OaHKY
MOJIMMEPHYIO U3 MOJUATUIIEHA HU3KOTO JABJICHUS, YKYIIOPEHHYIO KPBIIIKON HaBUHYMBAEMOMN
U3 TMOJIMATWIIEHA HU3KOTO JABJIEHMSI C KOHTPOJIEM IEPBOTO BCKPBITHSA JUISl JIEKAPCTBEHHBIX
CPEICTB.

JlomyckaeTcs BKJIaIbIBaTh B OAHKY MaKeT-OCYIINUTENb (CUJIMKAreb) /WK BaTy METULIUHCKYIO

TUTPOCKOIINYCCKYHO.
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COOTBETCTBYET 3KCNEFPTHOMY OTYETY
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Onny Ganky miu 1, 4 KOHTYypHBIC SYCHKOBB yl'IaKO'lg(hl:'Bl-\lI%aJC: RA TR b b e M

MOMEIIAIOT B MAYKy U3 KapTOHA.

6.6. OcoOble Mepbl MPETOCTOPOKHOCTH TPH YHUYTOKEHUHM HCIOJIH30BAHHOTO
JIEKAPCTBEHHOI'0 TMpenapara WJIH OTXOA0B, TOJYYEHHBIX TIOCJie TMPUMeHeHHus
JIEKAPCTBEHHOTI'0 NMpenapara u Apyrue MaHUMYJISAIHUHU ¢ PenapaToM

Yrunnsanus

Becy ocraBmmiics JeKapCTBEHHBIM MpemapaT U OTXOAbl CJIEAyeT YHUYTOXUTh B

YCTAHOBJICHHOM IIOPAAKE.

7. AEPKATEJb PETUCTPAIHUMOHHOI'O YIOCTOBEPEHUSA
Poccniickas @enepanys

000 «I[TIPOMOME/J] PYC»

Anpec: 129090, r. MockBa, nipocriekT Mupa, 1om 13, crpoenue 1, opuc 13
Tenedon: +7 (495) 640-25-28

DnekTpoHHas modra: reception@promomed.pro

7.1. [IpeacraBuTe/b AepKATeNsI PeTHCTPANMOHHOTO YI0CTOBEPEHMS

IIpereH3uu HOTDC6HT€JI€I>1 HAaImpaBJIATH I10 aApPECy.

Poccuiickas ®enepauus u Pecriybnuka Apmenus

000 «IIPOMOMEJ PYC»

Anpec: Poccuiickas ®eneparus, 129090, r. Mocksa, npocnekt Mupa, nom 13, ctpoenue 1,
oduc 13

Tenedon: +7 (495) 640-25-28, 8-800-777-86-04

Kpyrnocyrounstii Tenedon ropsiaeit muann papmakonaazopa: 8-800-777-86-04 (6ecruiaTHO)
DJIeKTpOHHAS moyTa: reception@promomed.pro, armenia@drugsafety.ru,

document@drugsafety.ru, adversereaction@drugsafety.ru

Keipresckas PecryOmrka

OcO0 «IACME»

Anpec: Keipresckas Pecrryomuka, 720040, r. bumkek, yi. Tokrory:na, 1. 108

Tenedon: + (996) 703-699-466

DneKTpoHHAas noyTa: pv@dasmed.kg, kyrgyzstan@drugsafety.ru,

adversereaction@drugsafety.ru
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Pecny6omnmka benapychb

000 «MEATEXITPOM»

Anpec: Pecriybnuka benapycs, 220118, r. Musck, yin. MamuHocTpoutenei, 1. 29, mom. 1
Tenedon: + (375) 17-336-04-51, + (375) 17-336-04-20

Dnexrtponnas mourta: medtehprom@tuf.by, belarus@drugsafety.ru, document@drugsafety.ru,

adversereaction@drugsafety.ru

Pecniy6nuka Kazaxcran

TOO «Decalog» (IEKAJIOI)

Anpec: Pecriyonuka Kazaxcran, 050050, r. Anmartsl, yi. ['na3yHoBa, 41A-4

Tenedon: +7 (701) 731-52-18

DeKTpoHHAs novra: decalog@nur.kz, kazakhstan@drugsafety.ru,

adversereaction@drugsafety.ru

8. HOMEP PETUCTPAIIMUOHHOI'O YJIOCTOBEPEHUS

9. IATA MMEPBUYHOM PETUCTPAIIUU (IIOATBEPXKJIEHUA PETUCTPAILIUHA,
NEPEPETUCTPALIUN)

JlaTta mepBoii perucTpanuu:

10. JATA HEPECMOTPA TEKCTA

OO6mas xapakrepucTrka jJekapctBeHHoro npenapata AOATUHUB-TIPOMOME]] noctynHa
Ha MHGpOpPMAIMOHHOM MopTane EBpa3uiickoro sKOHOMHYECKOro COr03a B MH(POPMALMOHHO-

KOMMYHUKaIMOHHOM cetn «HTepHeT» http://eec.eaeunion.org/
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