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PECNYBIVKN BEJTAPYCb
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MWHWUCTEPCTBOM 3[PABOOXPAHEHUS
NMPUKA3OM OT 23.07.2026 Ne 839

Ilepen mpueMoM mpemapara NMOJHOCTHIO MPOYUTANTE JHUCTOK-BKJIAABIII, MOCKOJIbKY B HEM
cojiep:kaTcs BaskHble 1J1s Bac cBegeHus.

CoxpaHuTe TUCTOK-BKIa b1, Bo3MoxkHO, Bam moTpebyeTcs mpounuTaTh €ro ere pas.

Ecnu y Bac BO3HUKIIN JOTIONHUTEIbHBIE BOIIPOCKHL, OOpAaTUTECH K JieHallleMy Bpauy Wil paOOTHUKY
anTeKH.

[Ipenapar naznauen umenHo Bam. He nepenasaiite ero npyrum moasM. OH MOKET HaBpEIUTh UM,
JaXE €CJIIN CUMIITOMBI UX 3a6OJIeBaHI/I}I COBIIaAAKOT C Bamumu.

Ecnu y Bac Bo3HUKIIM Kakue-TH00 HeXenaTeabHble peaklui, oOpaTUTECh K JieyalleMy Bpady WM
paOoTHHUKY anTeku. JlaHHAas peKOMEHJalMs paclpoCTpaHseTcss Ha JI00ble  BO3MOXKHBIC
He)KeJlaTeJIbHBIE peaklliy, B TOM YHCIIe Ha HE IEPEUUCIICHHbIE B pa3jene 4 TucTKa-BKIIaIbIIa.

CoaeprkaHue JIMCTKA-BKJIAAbIIIA

Uro u3 cebs npencrasisier npenapat Homunpen A dopre u A1 4ero ero npuMeHsIoT
O ueM cnenyer 3HaTh nepel npueMoM npenapara Homumnpen A ®opre

[Tpuem npenapata Honunpen A @opte

Bo3MmoxHbBIE HEXKETATENbHbIE PEAKLIUU.

Xpanenue npenapara Homunpen A ®opre

AN

COI[ep)KI/IMOG YHOAaKOBKH U JOMOJHUTCIILHBIC CBCACHU A

1. Yro u3 cedst npeacrasiasier npenapat Hoaunpen A ®dopre, 1 11l 4ero ero NpuMeHsII0T

[Tpemapat Honumpen A @opTe coaep KUT KOMOWHAITUIO ABYX JCUCTBYIONIMX BEIIECTB: HHIATIAMU/Ia
u nepuHaonpuia. J[aHHBIM Hpemnapar OTHOCHTCA K KJAacCy IMpernapaTroB, KOTOPBIM Ha3bIBaeTcs
CpeICTBaMH, JCWCTBYIOIIUMH HAa  PEHUH-aHTHOTEH3MHOBYIO  CHUCTEMY, HWHTHOMTOpaMu
aHrroTeH3uHIpeBpamamiero Gepmenra (AIID) B koMOMHAIIMK C AUYPETUKAMH, U TTPUMEHSICTCS
JUTSL JICUCHUS apTePHAIbHOM TUTIEPTEH3UH (CHIYKEHUS MTOBBIIIEHHOTO apTEPUATBHOTO JaBIICHUS).

Wupanamun sBIsEeTCs IUYpPETHYECKMM (MOYETOHHBIM) CPEICTBOM M CHUXKAET apTepHalIbHOE
JaBjieHHe. B oTiMuue ot qpyrux JuypeTHKOB, MHIAAMU IIPpU IPUEME B PEKOMEHAOBAHHBIX 03aX
HE3HAYUTEJIbHO YBEIMYMBAEeT 00bEM MO4YHM, BbIpabaTbiBaeMoi moukamu. Kpome Toro, nHaanamun
YBEIIMYMBAET PACTSHKUMOCTh (3JIAaCTUYHOCTB) KPYMHBIX apTepUid W YMEHBIIAET COMpPOTHBIICHUE
nepudepuyecKiX apTepuil Majoro AUaMeTpa, 4To TakKe CIIOCOOCTBYET CHUKEHHIO apTEPUAIbLHOTO
JaBJICHHUS.

[lepunnonpun NpUHAIIEKUT K KIAcCy IMpernapaToB, KOTOpPbIE HAa3bIBAIOTCS HMHTUOMTOpaMH
anruoTeH3uHNpeBpamammero ¢epmenta (AIID). Ero nelicTBue NPUBOAUT K PaCIIMPEHUIO
KPOBEHOCHBIX COCYJIOB, CHIKEHHUIO CONPOTHUBICHUSA TepUPEPUUECKUX apTepHil, YIydIIEHUIO
paboThl MUOKapa (CepACUHON MBIIIIIBI) U CHUKCHHUIO HATPY3KU Ha Ceple.


ЛП ГП СОГЛАСОВАНО


COOTBETCTBYET SKCNEPTHOMY OTUYETY

ot 06.04 2026 N= 7010

OnHOBpEeMEHHBIN MPUEM WHIAITaMK/1a U TIEPUHAOIIPUIIA aerprH{'z_il %clﬁn-aliz; '"FE@IE]E "Fe: IKJ)I?[[I'(BFS 1/1"3

HUX Ha apTEpUAIbHOE JIaBJICHUE.

J1M-Ne000175-ITI-BY
COrNACOBAHO

MWHUCTEPCTBOM 3[IPABOOXPAHEHNA

IToxazanusa k NMPUMECHECHUIO PECMYEJIVKW BEJIAPYCb

IIpenapat Honunpen A @opre npuMeHseTcst y B3pocibiX oT 18 jert:

nPUKA3OM oT 23.07.2026 Ne 839
MOCNEJOBATENIbHOCTL 0078

JUTS1 JIEYEHUS SCCEHUIUANIbHON TUIIePTEH3UH;

y MAlUEeHTOB C apTepUAIIbHON TMIEepTEeH3Ueld U caxapHbIM quabeToM 2 Tuma Uil CHHXKEHUS
pHUCKa pa3BUTUS MUKPOCOCYIUCTBIX OCIIOKHEHUN (CO CTOPOHBI MOYEK) U MAKPOCOCYIUCTHIX
OCJIO’)KHEHUH MPU CEPJIEYHO-COCYIUCTHIX 3a00JIEBAHUSX.

Ecnu ynyunienue He HacTynu1o wiv Bel 4yBcTByeTe yxXyIieHue, He00X0IuMo 0OpaTHTHCS K Bpauy.

2. O yeM caenyet 3HaTh nepen npuemoM npenapara Hoaunpena A ®@opre

IIporuBoONOKa3aHUA

He npunumaiite npenapat Honmunpen A ®opre:

ecnu y Bac amneprus Ha mHpanamu wid JiroOOH ApYyrod Cyiab(poHaMHJ, MEPUHIONPHI HIIU
mob6oit npyroit mHruoutop AII®, mnm mro0ble Opyrue KOMIIOHEHTHI JAHHOTO Iperapara
(mepeuncieHHbIC B pa3jielie 6 IMCTKa-BKIIAbIIIA),

ecu pansblie y Bac mpu npueme npyrux uHruoutopoB AII®D pa3BuBaIuCh TaKWe CUMIITOMBI, KaK
CBUCTSIIIIEE AbIXaHHE, OTEK JINLA WIH A3bIKa, NHTEHCUBHBIN 3y UM TsDKEJasi KOJKHAasl ChIIlb, WIH
y OZHOro M3 Bammx poACTBEHHMKOB OTMEUYAJINUCh TaKUE€ CHUMIOTOMBI MpPU KaKUX-JIHOO
00CTOSTENBCTBAX (COCTOSIHHE, HA3bIBAEMOE AaHTMOHEBPOTHUECKUI OTEK),

ecin Bbl nmpuHuMaeTre mnpenapar Uisl CHMXKEHUS apTEpUaIbHOrO JIABIEHUS, COAEpPIKaIMN
AJIMCKUPEH, U IIPU 3TOM y Bac ecTb caxapHblii 1uadeT win HapyleHue GyHKINHU MOYeK,

eciu y Bac umeercs Hapymenue (QyHKIMM MOYEK, CBSI3aHHOE ¢ quabeToM, U Bel mpuHuMaere
npernaparsl OJI0KaTOPhI pelenTOpoB aHTHOTeH3MHa 11,

ecnu 'y Bac umeercs Tspbkenoe 3abosieBaHME TIEUEHH WM TEUEHOYHAs SHIE(aTonaTus
(moTeHUMaNbHO 00paTUMOE HapylleHHe (YHKLIHHU FOJOBHOTO MO3ra B pe3yJibTaTe NeueHOYHOH
HEJIOCTaTOYHOCTH),

ecnu y Bac Tspkenoe 3a0oseBaHne OYEK, KOTOPOE MOXKET BKIJIIOYATh CTEHO3 MOYEYHOH apTepuu
(cHMKEHUE MPUTOKA KPOBHU K ITOYKaM),

ecnu Bam mpoBonuTCs iuanu3 Wi Jr000i Apyroi Tun (GuiIbTpauuu KpoBu. B 3aBuCHMOCTH OT
ucrnonb3zyemoro obopyaosanusi, Homunpen A dopTte MOXKET oka3zaThCs HE MOIXO0AIIUM 1711 Bac
IIpenapaToM,

ecnu y Bac HU3KMM ypOBEHB Kallis B KPOBH,

ecin 'y Bac uMeercs NOOO3peHHE Ha HENEUEHYIO JEKOMIIEHCHUPOBAHHYIO CEPICYHYIO
HE/I0CTaTOYHOCTh (BBIPAXKEHHAs 3a/1€P>KKa BOJIbI B OPraHU3Me, 3aTPyITHEHHOE JIbIXaHUE),

ecnu Bel npuHMMaeTe mpenaparbl, CIOCOOHBIE BbI3BaTh M3MEHEHHUE CEPAEYHOIO putMa (CM.
nozapasaen «/pyrue npenaparsl u npenapat Hoaunpen A @oprey),

ecii Bbl 6epeMeHHbI WK IIaHUpYyeTe OepeMEeHHOCTD (CM. mofpaszen «bepeMeHHOCTh U TPy IHOe
BCKapMJIMBaHUEY ),

ecii  Bpl  npuHMManuM  wiM OpUHMMaeTeé B HACToALlee  BpeMs  KOMOMHAIUIO
BajicapTaH + CakyOMTpWJI  —  @Ipemapar, M[pUMEHsAeMbId s JIeYEHUS  CepAeYHOH
HE/IOCTaTOYHOCTH, M3-3a IMOBBIIICHUS PUCKA Pa3BUTHUS aHTMOHEBPOTHYECKOTro oreka (ObIcTpo
pa3sBUBAIOLIETOCS OTeKa JIMLA, I'yd, pTa, si3plka M ropiia, KOTOPBI MOXET COINpPOBOXKAATHCS
3aTpyAHEHUEM TJIOTaHUS MU JbIXxaHusd) (cM. moxapasgensl «OcoOble yKa3aHHs U MEpbl
MPEAOCTOPOKHOCTUY U «Jlpyrue mpemnapaTsl u npenapat Homumnpen A @oprey).
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Oco0ble ykazaHusi 1 MepPbl IPEI0CTOPOKHOCTH

Ilepen mpuemom npenapara Honumnpen A ®opre NpoKOHCYIBTUPYUTECH € JIEYALUM BpauoM HIIH
PaOOTHHUKOM amlTeKH:

e ceciu y Bac creHO3 aopThl (Cy’K€HHE INIaBHOTO KPOBEHOCHOT'O COCYJa, MAYILEro OT cepAala),
runepTpoduyeckasi KapIUOMHUOTIATHS (3a00JIEBaHUE CEPACUHOMN MBIIIIIHI) UM CTEHO3 MTOYCUHON
apTepuu (CyKeHHe apTepHuH, CHa0XKAIOLIEH KPOBBIO MOYKH),

e ccnu y Bac cepeunas HetocTaTOYHOCTh WJIH JpYyroe 3a00jeBaHue cepala,

e cciu y Bac 3aboneBanue nouek wiu Bam npoBoaures auanus,

e ccinu y Bac uMeIoTCSl MBIIIEUHBIE PAacCTPOMCTBA, BKIIIOYAs MBIIICYHYIO 00Jb, O0JIE3HEHHOCTS,
cJ1a00CTh WM CHIa3MBbl MBIIIL,

e cciuu y Bac aHOMaJIbHO MOBBILIEHHBIH YPOBEHb FOPMOHA albJIOCTEPOHA B KPOBH (II€PBUYHBIN
TUIEPaIbJI0CTEPOHU3M),

e ccnu y Bac Hapymienue QpyHKIUM M€YEHH,

e ccimu y Bac cucremHoe 3abosneBaHME COCIMHUTENBHONM TKaHM (rpynma 3a0oJeBaHMH,
XapaKTepU3YIOIMIAsACS MOPaKEHUEM COCIMHUTEIbHON TKaHHM), TaKOE€ KaK CHCTEMHasl KpacHas
BOJIYaHKA WIJIM CKJIIEPOJEpMUS,

e cecinu y Bac arepockiiepo3 (oOpa3oBaHue aTepOCKIEPOTHUECKUX OJISIIEK B CTEHKAaX apTepui,
CY’KaIOIIMX UX TPOCBET),

e ccnu y Bac runepnapatupeos (moBbleHHe (QyHKIIUH MAapaluTOBUIHBIX JKee3),
e ccinu y Bac nmozparpa (runepypuxkemus), NM-Ne000175-IM-BY
e ccnu y Bac runepkanuemust (IIOBBILIEHHOE COJIEP/KaHUE KaIKs B IJIa3Me), COIMACOBAHO
g T

[ ]

ecnu y Bac FI/IHOHaTIiI/IeMI/I}I (TIOHIKEHHOE COICPKAHUC HATPYS B IUIasme), | o PeorvEiidssimies
¢ CClny Bac CaxapHbIN I[I/IaGGT, MOCIEJOBATENLHOCTH 0078
e eciu Brl cobmoiaete AMeTy ¢ MOHMKEHHBIM COJEPKAHNEM COJIM WIIN IPUHUMAETE 3aMEHUTENN

COJIM, COJIEpKAILME KaUH,

e ccnu Bel npuHuMaeTre JMTHH WM KanuwiicOeperaromipe mpenaparsl  (CIIUPOHOJIAKTOH,
TpUAMTEpEeH) WM KajlueBble N0OaBKH, TaK KaK HE CleIyeT MPUHUMATh UX OJHOBPEMEHHO C
npenapatoM Homumnpen A ®opre (cm. «lpyrue npenapars! 1 npenapat Homunpen A ®oprey),

e ccau Bl npuHMMaeTe aJuIoNnypUHOJI, IUTOCTATUKU (IIpenapaThl A JE€UYEHNUs OHKOJIOTHYECKUX
3a00JIeBaHUI) MM UMMYHO/ICTIPECCAHTBI, WJIH MOJIy4YaeTe Tepanuio NpoKanHaMuI0M (Tipernapar
JUIS JIEUEHUs1 HapyLIEeHUH pUTMa cepaua),

e cciu Bl momyuaere Tepamuio mpenaparaMy  30J0Ta, IPUHMMAETE HECTEPOMIHBIE
npotuBoBocniasiuTeNbHbie npernapatel (HIIBII), Oakioden, KopTUKOCTEpOUIbI, HHTHOUTOPHI
HENPWIM3KMHA, IIpenapaThl, KOTOpbIE MOTYT BbI3BaTh yanuHeHue wuHTepBana QT Ha
anekTpokapauorpamme (OKI), cepaednsle MMKO3UABI, MpenapaThl, KOTOPbIE MOTYT BbI3BATh
KHU3HEYTpOXKaIoIIye HapyIIeHUs pUTMa cepAna (MOoIMMOP(HYIO KeTyJ0YKOBYIO TaXUKaAPIUIO
THTIA KITUPYITY),

e eciu y Bac imarHocTHpoBaHO YrHETEHHE KOCTHOMO3TOBOI'O KPOBETBOPEHUS,

e ecau Brl — yenoBek MoXuiioro Bo3pacra,

ecnu y Bac nepeGpoBackyisipHoe 3a0oyieBaHue (HapyLIEHUE CO CTOPOHBI COCYAOB TOJIOBHOTO

MO3Ta),

ecnu y Bac peHoBackymsipHasi THIIEPTEH3HS,

eciu y Bac nabunpabIe Indpbl apTepuansHoro AasineHus (AJl) (Hectoiikoe mossimenue AJl),

ecnu y Bac Habmonanucey peakiuu (poToqyBCTBUTEIBHOCTH,

ecnu y Bac aymepruueckast peakiiys Ha EHUIWUIMH B aHAMHE3eE,

ecii Bbl ucnbIThIBaeTE CHM)KEHUE 3pEHHS UM O0JIb B TJla3ax. DTO MOTYT OBITh CUMITOMBI

CKOIIJICHUS KMJIKOCTH B COCYAMCTOM CJIO€ TJla3a (XOPHOUAAIBHBIN BBINOT) WM MOBBIIICHHS

BHYTPUIJIA3HOTO JABJICHUS, YTO MOXET MPOU30UTHU B TEUEHHE HECKOJIbKUX YacOB WJIHM HENENb

nociie npuema npenapata Honunpen A ®@opre. Ilpu oTcyTCTBUM JIEUEHUSI 3TO MOXKET IPUBECTH
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NEHULWUIMH WM Ccyib(poHamMubl, Bbl MokeTe OBITH MOJABEp)KEHBI 0OJIee BHICOKOMY PHUCKY
Pa3BUTHSI XOPHOUIATHHOTO BHITIOTA,

e cciu y Bac HaOmoganmcey cephe3Hblie ANICPrHUeCKUe peakiiui C OTEKOM JIMIIA, TYO, pTa, s3bIKa
U TOpja, KOTOpPBIE MOTJM COMPOBOXKAATHCS 3aTPyJAHEHUEM TJIOTAHUS WM JbIXaHUS
(aHrHOHEBpOTHYECKHH OTeK). Takoe MOKET BOSHHKHYThH B JII000€ BpeMsi BO BpeMs JICUECHUSI.
Ecmu y Bac pa3Buimch Takue CUMITTOMBI, BBl TOJDKHBI PEKPATUTH JieYeHne U HeMeIJIeHHO
o0paTuThCH K Bpauy,

e ccnu Bel npuHMMaeTe KakoW-IMO0 M3 HUKEMEPEUHCICHHBIX MPENapaToB, UCIOIb3YyEMbIX IS
JICYCHHSI BEICOKOTO apTePHAIIbHOTO JTaBIICHHS

o Onokaropsl peuenTopoB anrnoreHsuHa Il (Taxke U3BECTHBIE KaK CapTaHbl - HAIIPUMED,
BajJicapTad, upOecapTaH, TeIMHCApTaH), OCOOCHHO eciu y Bac ecth cBs3aHHBIE C
caxapHbIM JHa0ETOM MPOOIEMBI C TIOYKaMH,

O aJMCKUPEH.

Bam Bpau MoXeT NpPOBOJUTH PEryNApHBIA KOHTPOJb (YHKIMH TOYEK, apTEepHaIHLHOTO

JaBJICHUSA U COACPIKAHUSA DJICKTPOJINTOB (HaHpI/IMep, KaJII/Iﬂ) B KpPOBH. JIM-Ne000175-IT1-BY

COINMACOBAHO
CmoTtpute Takxke HHPOpPMAIIHIO, TPUBEACHHYIO B pazzaeie «[IpoTUBOMOKATaBHIN=p reom 31pABOOXPAHEHVS
PECNYBIVKN BEJTAPYCb

nPUKkAa3om oT 23.07.2026 Ne 839

e ccinu Bbl nmpuHauiexnuTe K HETPOUIHON pace, Tak Kak Bbl Moxere OBbITh 1T
BBICOKOMY PHCKY Pa3BUTHsI aHTHOHEBPOTHYECKOIO OTEKa, a TAaK)Ke ITOT MpenapaT MOXKET ObITh
MeHee YQPEKTUBEH B CHUKCHUH apTepUaIbHOTO JaBICHUS B CPABHEHUU C MAIIUEHTAMU JAPYTOM
pacoBO MPUHAJIC)KHOCTH,

e ecnu Bel mpoxoauTe 1uanu3 ¢ BHICOKOPOHUIIAEMBIMU MEMOpaHaMU,

e cciu Bbl mpuHuMaeTe KakoM-mMO0 M3 HIDKENEPEUHCIEHHBIX IPEnaparoB, PUCK pPa3BUTHS
AHTMOHEBPOTUYECKOT'0 OTEKA MOXKET MOBBICUTHCS:

O  pauexkaaoTpui (UCIOIB3YETCS IS JICUCHUS JUAPEH ),

O  CHpPOJHMMYC, 3BEpPOJIMMYC, TEMCHUPOJMMYC U JIpyTU€ MpernapaThl, MPUHAICKALIUE K
KJIacCy Tak Ha3biBaeMbIXx MHruOUTOpoB MTOR (ucmonb3yroTes s mpenoTBpaleHus
OTTOPIKEHUS TIEPECaKCHHBIX OPTaHOB U JICUCHUSI OHKOJIOTUYECKUX 3a00JIeBaHui),

O cakyouTpun (BBITyCKaeTcss B (DUKCHPOBAHHOW KOMOMHAIIMM C BaJCcapTaHOM),
MPUMEHSIOLIMICA IS JISYEHUS XPOHUYECKOU CEPIEUHON HEJOCTATOYHOCTH,

O JUHATJUNTHH, CAKCAIJIMNTHH, CUTArJIUITUH, BWINATJIMITAH W JPYTUe Mpernaparsl,
OTHOCAIIMECS K KJIacCy TaK HAa3bIBAEMBIX TJIMITHHOB (MCIOJNB3YIOTCA IJIsl JICUCHUS
caxapHoro auabera).

AHeuonespomuueckuti omex

Cry4an aHTHOHEBPOTHYECKOTO OTEKa (Cepbe3HOM allJIEprHUecKOd peaklMu C OTEKOM JIuIia, TYO,
A3bIKa WM TOpJa, 3aTPyJHEHHEM TIJIOTAaHUS WIM JbIXaHHWs) OBLUIM OTMEYEHBl Y TMAIMEHTOB,
npuHuMaBmux WHrHOUTOPH AIID, B ToM umnciae m Homumpen A dopre. DTu peakiud MOTYT
HACTYNHTb B JII000M MOMEHT Bo Bpems Tepanuu. Ecnu y Bac nosBuinuch JaHHbIE CHMOTOMBI, BB
JOJKHBI HeMe/IJIEHHO MPeKPaTuTh npueM npenapara Hosmnpesa A ®opre 1 060paTuThes K Bpauy.
Cmotpure Takxe pazzen 4.

Bbl nomxkHBl cka3are Bamemy Bpauy, eciu Bbl gymaere, uto OepeMeHHBI (WM IUIaHUpPYyETe
6epemenHocTh). Homumpen A @opTe He JOIKEH IPUHUMATHCS BO BpeMsl 0EpEMEHHOCTH, TaK KaK 3TO
MOJKET NMPUYMHUTH CEpPbE3HBIN Bpel peOeHKy (cMoTpute moapaszien «bepeMeHHOCTh U IpylHOE
BCKapMJIMBaHUEY).

Kozoa Bvi npunumaeme Honunpen A @opme, Bovl dondichbi makaice npoungopmuposams Baweeo
nevawezo epaia uiu MeOUYUHCKUL NePCOHAN O CLeOVIOWUX CUMYAYUSX.

e cciu Bam npencTouT aHecTe3us /WK cepbe3Hasi XUpypruueckas oneparus,

4
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e cciau Bam HeoOXoauMo MpOBOAWUTH AUAIN3 WM adepe3 JIUMONPOTEMHOB HU3KOW IJIOTHOCTH
(ammapaTHOE BBIBEJICHHUE XOJIECTEpUHA U3 KPOBH),

e ecnu Bel mpoxoauTe JeCEeHCHOMIN3AIINIO, KOTOPask JOJDKHA YMEHBIIUTD aJIEprHYeCKHe PeaKkiuu
Ha YKYCBI IT4eJ WM oc,

e cciau Bwl mpoxogure MeauIMHCKOE oOcienoBaHUE, ISl KOTOPOTrO TpedyeTcsi BBEACHHE
HO/ICOEPKALLETO PEHTIEHOKOHTPACTHOIO BELIECTBA (BEIIECTBA, KOTOPOE J€J1a€T BO3MOXHBIM
oOcieoBaHNEe BHYTPEHHHMX OpraHoB, HalpuMmep, TMOYEeK WM IKelyjakKa, C TOMOIIbIO
PEHTTEHOBCKUX JIy4deil),

e ccnu y Bac HabmionaroTcs M3MEHEHHs 3peHUs WM OOMM B OJHOM WM OOOUX TIJlazax Mpu
npuMeHeHuu npenapara Homumnpen A @opre. D10 MOXKET ObITh TPU3HAKOM Pa3BUTHS TJIAyKOMBI,
MIOBBIIIEHHOTO /IaBJICHUS B IJ1a3y(ax). Bbl 1ODKHBI IpeKpaTuTh mpueM npenapara Homumpen A
®dopre u 00paTUTHCA K Bpady.

CrniopTcMeHBbI JOJDKHBI 3HaTh, 4TO npenapaT Homumnpen A @opTe conepKUT AeHCTBYIOLIEE BEIIECTBO
(MHOanaMumg), KOTOpPOe MOXKET JaTh MOJOKUTEIbHYIO PEAKLIUIO IIPU MPOBEJCHUH JOIHHI-KOHTPOJIS.

JeTn ¥ NoApOCTKH

He namaiiTe npemapat netsiM u moApocTkaM B Bo3pacte oT () 10 18 JeT B CBS3M € TEM, UTO JaHHBIE 00

s dexTuBHOCTH U 6e30nmacHocTH npenapara Homumnpen A @opre 0TCYyTCTBYIOT. J1M-Ne000175-1TI-BY
COIMACOBAHO
MWHUCTEPCTBOM 3[1PABOOXPAHEHWA
PECMNYBIVKN BENAPYCb
JApyrue npenaparsl u npenapat Hoiamnpen A ®@opre MPUKA3OM OT 23.07.2026 Ne 839
MOCNENOBATENIEHOCTEL 0078

CoobmuTe seyameMy Bpady WIM paOOTHHKY anTeKd O TOM, 4TO BBl mpuHHMaeTe, HEJaBHO
MPUHUMAIU WK MOKETE HauaTh MPUHUMATh Kakue-1100 Ipyrue JIeKapCcTBEHHbIE IPEraparhl.

W36eraiite omHOBpeMeHHOro mnpuema mnpenapara Homumpen A ®opre co criemyommMu
IpenapaTamu:

® TIpenapaThl JIUTHUS (IS JICUYCHUS MAaHUH WIH JCTIPECCUH ),

e anuckupeH (Tpenapar Ui JIeUeHHsI MMOBBIICHHOTO apTepHaIbHOTO JaBleHHs ), eciau y Bac Her
caxapHOro auadeTa Wi HapyleHus (pyHKIH MMOYeK,

e KanmiicOeperaroniye IUYpEeTUKH (HampuMep, TPHAMTEPEH, CIHUPOHOJAKTOH, AaMUJIOPHN),
KaJIUEBBIC COJIM, a TAKXKe JPYTHe Mpenaparbl, KOTOPbIE MOTYT YBEIUYHUTh COJACPIKAHUE Kallus B
opraHu3me (HampuMmep, TeMapuH, Npemnapar i NPEeIOTBpalICHUS TpoMOooOpa3oBaHuUs,
TPUMETOIIPUM U KO-TPUMOKCA30J]1, TaKXKe M3BECTHBIN KaK Cylb(paMeToKcazon + TPUMETOIPHUM,
JUTs1 JIeueHUsT OaKTepuaabHbIX HH(EKIN),

® SCTpaMyCTHH (IPUMEHSETCS TIPH JICUCHUHU OHKOJIOTHYECKUX HOBOOOPA30BaHUM ),

e Jpyrue TMpemaparbl sl JICUYCHHs TOBBIIICHHOTO apTEePHUaIbHOTO MIaBIICHHS: WHTHOUTOPHI
aHTMOTEH3MH-TIPEBPAIIAoNIero (hepMeHTa 1 OJIOKATOPHI PEIeNTOPOB aHTHOTeH3uHA 1.

Ha neuenne npenaparom Homunpen A dopre MOKET MOBIUATH IPUEM JPYTHX MpenapaToB. Bai
Bpay MOXXET U3MEHHTD 103y W/WIHA NPEINPUHATH APYTHE MEPbI MPe1ocTOpokHOCTH. O0s3aTeNbHO
MOCTaBbTE B U3BECTHOCTH CBOETO JIEHAILlETO Bpaya, eciiv Bbl mpuHUMaeTe clieyoune npenaparsl,
TaK KaK IpU UX MPUEME CIIEAYET COOII0IaTh 0COOYI0 OCTOPOIKHOCTD:

¢ [Ipcernaparbl, UCIOJB3YCMbIC IIPU JICUCHUN NOBBIHNICHHOTO apTCPHUAJIBHOIO OABJICHUS, BKJIHOYAA
0JIOKaTOpel penentopoB aHruoreHswHa Il wmm amuckupern (cM. Takxke uWHOOpPMAIHIO,
npuBeACHHYI0 B moxapasfenax «[IporuBomokazanusi» u «OcoOble yKazaHUs UM Mepbl
MIPEIOCTOPOKHOCTIY ), WK AUYPETUKH (IIperapaTsl, yBeJIMUHUBaIOIINe 00beM MOYH, BIJIETsIEMON
MOYKaMH),

e KanuiicOeperaronyue MpenapaTel, MPUMEHIEMbIE MPH JICYCHUH CEPACYHOM HEIO0CTaTOUHOCTH:
SIJIEPEHOH U CITMPOHOJIAKTOH B 7103aX oT 12,5 no 50 mr/acHs,

5
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oT ' |
mpemapaTsl, KOTOpble HanboJiee YacTo UCIIOIBb3YIOTCS JIIs JlquHI/m Ei [§344 (%J;luelila‘ﬂom'nﬂ)’ i

IUISL IPEAYTPEXKACHUS OTTOPIKEHUS TPAHCIUIAHTUPOBAHHBIX OPTaHOB (CHPOIUMYC, 3BEPOIUMYC,
TEMCHPOJIMMYC U JIpyrHe Mpenaparsl, IPUHAAJISKAIINE K KJIACCy TaK Ha3bIBAEMBIX HHTUOUTOPOB
mTOR). Cm. monpaznen «Ocobble ykazaHUsI U MEPBI TPEIOCTOPOKHOCTH,

KOMOMHAIMs BajJcapTaH + CaKyOMTpHJI (IIpUMEHseMasl Ui JICYCHUs XPOHUYECKOH ceplieuHOM
HepoctarouHocTH). Cm. mopapasnensl «IIportuBonokazanus» u «OcoOble yKa3aHHS M MEpBI
IPEAOCTOPOKHOCTIY,

IpernapaTsl 171 IPOBEICHUS aHECTE3HH,

HojconepxKale peHTTeHOKOHTPACTHBIE BELIECTBA,

aHTUOMOTHKHM, UCHOJb3yeMble JUII JIeYeHHs OaKTepHaJbHBIX HMH(EKIMHA (Hampumep,

AN
MOKCH(pIOKCAIHH, criap(IOKCaIiuH, SPUTPOMHUIIMH ITPH BHYTPHBCHHOM BBE]T s e T Y
METaJO0H (JUIsl JIeUeHHsI HAPKO3aBUCUMOCTH), COINMACOBAHO
MpOKanHaMK (U151 ISUCHUST apUTMHUU CEPJILIA), O A DO OXPAHE WS

NMPUKA30M OT 23.07.2026 Ne 839
AJUTOMYPHUHOI (7151 JISYEHUS TTOAarPhl), NOCTEAOBATENbHOCTE 0078

AQHTUTUCTAMUHHBIC Tpenaparbl Ui JICYCHHUS aJUIePTUYECKUX pEaKIuil, TaKuX KaK CeHHas
TUXopajaka (HarpuMmep, MHU30JIaCTHH, TephEeHATUH U aCTEMHU30),

KOPTHKOCTEPOU/IbI, MCIIOJIb3yEeMble Ui JICYCHHS Pa3IMuHbIX 3a00J€BaHUM, BKIIOYAs TSKEIYIO
OpOHXHATBHYIO aCTMY U PEBMATOUIHBINA apTPUT,

UMMYHOJIETIPECCAHThI, MCIOJb3yeMbIe U1 JICUCHUS ayTOMMMYHHBIX HAapyIICHUH WJIH TOCIe
TPaHCIUIAHTAIIMOHHBIX OMepaluil Ui MpeAyNpeKICHUS OTTOpKEHUS (HanmpuMmep, HIUKIOCIOPHH,
TaKpOJIUMYC),

ranopaHTpUH (7S JICYSHHS] HEKOTOPHIX BUIOB MAJISIPHH ),

TEHTaMUIUH (17151 JISYCHWS THEBMOHUH ),

aypoTuomManaT HaTpus (MHBEKIMOHHBIN Mpenapar 30J0Ta MAJisi JIEYEHUS PEBMATOUAHOTO
[I0JINAPTPUTA),

BUHKAMHUH TIpU BHYTPHUBCHHOM BBEJCHUU (IUISI CHMITOMATHYECKOTO JIEYCHHUS] KOTHHUTHUBHBIX
HapyUIeHUH y MOXKWIbIX TAI[MEHTOB, BKIIIOYas MIOTEPIO MaMSITH),

oenpuani (7151 JICUCHHS] CTCHOKAPIUU HAIIPSHKEHU),

npenapaTsl, Ha3HayaeMble MPH JICYCHUH HapYILIEHUI CepJeuHoro putMa (Hampumep, XUHUAMH,
THAPOXUHUANH, IU30MUPAMHUIl, aMHUOJAPOH, COTANION, MOPETHINJ, HOYTWIHI, TUTUTAIHC,
Opetunuii),

nu3anpuI, audeManui (715 JICUSHHs J)KeTyTI0YHO-KUIIICYHBIX PACCTPOUCTR),

JTUTOKCUH WIH JPyTHUe CeplieUHble TIMKO3UIbI (151 JISUEHHS CepACYHBIX 3a00IeBaHui),
OaxodeH (s JIeYSHHS PUTHIHOCTUA MBIIII, BO3HHUKAIOMICH MPH TaKMX 3a00JIEBaHUAX, KaK
paccesiHHBIN CKIIEpPO3),

mpenapaTsl Ui JICUCHUs CaxapHOTo aAuadeTa, Takhe KaKk WHCYJIUH, MET(GOPMHUH WU TJIUITHHBI
(TMHATTIUTITAH, CAKCATJIMIITHH, CATATJIUIITAH, BUJIIATJIUIITHH ),

KaJbIIUH, BKITFOYast TOOABKU KaJbIIHS,

CTUMYJIUPYIOIINE cabuTeIbHbIe (HampuMep, CEHHA),

HECTEPOUIHBIE TPOTHBOBOCHANIMUTEIbHBIC MpemapaTsl (Hampumep, UOynpoQeH) WU BBICOKHE
J103bl CAIMLMIATOB (HApUMeEp, alleTUICAIULINIIOBAs KUCIO0Ta (JaHHOE BEUIECTBO MPUCYTCTBYET
BO MHOTHX Ipemnaparax, UCMOJIb3YyeMbIX IS OOJierdeHusi OOJMM M CHIDKEHUS TeMIIepaTyphl, a
TaKKe JIJIs1 TpeI0TBpaIieHus TpoM0000pa3oBanus)),

ampoTepurua B B uHbeKIIMOHHOM (popMe (17151 JIeUeHHs Cepbe3HBIX TPUOKOBBIX 3a00JICBaHUH),
MpermapaTsl 1S JICUCHUS ICUXUISCKUX HApYIICHUH, TAKUX KaK JIEPECCHsi, TPEBOra, MU30(PpeHUs
u 1p. (Hampumep, TPULMKINYECKUE aHTHACTIPECCAHTHI, HEHUPOJICNITUKU ISl JICUEHUS TMCUX03a
(Hampumep, aMUCYIBIPUL, CYTBIUPU, CYITBTONPU, THATIPHI, TATOTEPUION, JPOIEPUION)),
TeTpako3akTu (s nedenus 6one3nu Kpona),

TpUMETONIPUM (/17151 IeueHusI MHEKUni ),
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®  COCYIOpacCIIUpSIONIUE Mpernaparhl, BKI0Yasi HUTPATBL ( HDCHa'baTlIIE'%FI biBa %&HH@ pa HII/I'DGH-II/IQ

KPOBEHOCHBIX COCYJIOB),
e MpemnapaTsl, IS JCUCHUs CHIPKEHHOTO apTepUAIbHOTO JIABJICHMSI, III0KA WIIM aCTMBI (HampuMmep,
adenpuH, HOpaIPEHAIVH WU aJpEHAJINH ).

BepemeHHOCTD M IPyAHOE BCKAPMJIMBAHHUE

Ecnu Bb1 GepeMeHHbI UM KOPMUTE IpyAblo, MIPeaAroiaraeTe, 4ro 3abepeMeHenu, Uil ImiaHupyeTe
OepeMeHHOCTb, Nepe]l HauaJIoM IIPUMEHEHUS Mperapara IpOKOHCYIBTUPYHTECH C JeUallluM BpadyoM

WU paOOTHUKOM arTeKH. T Ne000L 75 T By
COI'MACOBAHO
BepeMeHHocmb MWHUCTEPCTBOM 3[1PABOOXPAHEHWA
PECMNYBIVKN BENAPYCb
H o nPUKA3OM oT 23.07.2026 Ne 839
e npuHuMaiTe npemnapat Homumnpen A @opte Bo Bpemsi 06peMEHHOCTH. NOCNENOBATENLHOCTS 0078

Bb1 nomkHBI TPOMH(GOPMUPOBATH CBOETO JIEYAILIETO Bpaya, €CIM JAyMaere, 4yTo OepeMeHHBbI (MiIn
MokeTe 3abepemeHeTh). Kak mpaBumio, Bpau mocoBeryeT Bam mpekpatuth mpueMm mpernapara
Homunpen A ®opre 1o HacTyruieHus: OepeMEeHHOCTH WM Cpa3y ke, Kak TOJIbKo BbI y3Haere, uTo
O0epemenHbl. Bpau mocoBeTyetr Bam mpuHUMAaTh Apyroi mpemapat BMecTo npenapara Homumpen A
@opre. [Ipenapar Homumnpen A @opre npoTUBOIIOKA3aH BO BpeMsi 0EpeMEHHOCTH, TaK KaK €ro mpueM
MO>KET HAaHECTH CEePbE3HBIN Bpe 310pOBbIO peOCHKaA.

I'pyonoe ecxapmnusarue

Honunpen A ®opte HEe peKOMEHA0BaH B MEPUOJ IPYAHOTO BCKAPMIIMBAHUA.

Hemennenno coo0mmTe cBOeMy JieualieMy Bpady O TOM, 4TO Bbl KopMuUTE TPY/IbI0 UM IJIAaHUPYETE
KOPMMUTB I'PYIBIO.

Hemennenno oOparurech K cCBoeMy JiedalieMy Bpady.

YnpasiieHue TPAaHCIOPTHHIMHU CPeJACTBAMH M padoTa ¢ MeXaHU3MaAMM

Honumnpen A @®opre HE BIMSIET HAa CKOPOCTh PEAKLUH, HO y HEKOTOPBIX MAalMEHTOB H3-3a
MOHM>KEHHOTO apTEepHabHOTO JaBJIEHUST MOTYT MPOSBUTHCS pa3IMuYHbIE pEaKluu, HalpuMep,
TOJIOBOKpY)KEHHE WM chnaboctb. B pe3ynbrare crmocoOHOCTh YHpPaBIsATh TPAaHCHOPTHBIMU
CpeICTBaMU WIH APYTUMU MEXaHU3MaMH MOXET ObITh HapylIeHa.

IIpenapar Hosmmnpesa A ®opTte COAEPKUT JAKTO3Y

Ecnu y Bac HerepeHOCHMMOCTh HEKOTOPBIX caxapoB, 00paTUTECh K JieyallleMy Bpady Hepel] IpueMoM
JAHHOTO JIEKaPCTBEHHOI'O IIpenapara.

IMpenapatr Hoaunpena A dopTte coaep:KUT HATPUIA

JlaHHBIN Mpernapar coAepKuT MeHee 1| MMoJb (23 Mr) HaTpus Ha OAHY TaOJleTKy, TO €CTb, 110 CYTH,
HE COZIEPIKUT HATpPHUS.

3. IIpuem npenapata Homunpena A ®@opre

Bcerna npunumaiite npenapatr Homunpen A ®@opre B MOJHOM COOTBETCTBHH C PEKOMEHIALMSIMHU
JICHalero Bpava HWid paGOTHI/IKa aIITCKU. HpI/I MOSBJICHUU COMHEHUU HOCOBeTyﬁTeCB C JIeHalinum
BpauoM HJIK paOOTHUKOM anTeKH.


ЛП ГП СОГЛАСОВАНО


COOTBETCTEYET ZKCNEPTHOMY OTUYETY
ot 06.04 2026 N= 7010

(NOCNEOCBATENEHOCTE 0071)

Pexomennyemas 103a

Onna Ttabyietka B CyTKM. Bam nevamuii Bpad MOXXKET M3MEHUTh PEXHUM IpuUeMa Iperapara
(manpumep, ecnu y Bac BeIsIBJICHO HapylIeHHE (PYHKIIUU TTOYECK).

IIyTh 1 (M14) cocod BBeeHUs

BHyTpB, MNpEANOYTUTEIIBHO YTpPpOM, NCPEA MPUCMOM IITHIIH. Ta6neTKy CIICAYCET IIPOIIaThbIBATH
LICJTUKOM, 3aITMBast BOJOM. J1M1-N2000175-ITI-BY
COIMACOBAHO
MWHWUCTEPCTBOM 3[PABOOXPAHEHUS
PECIYBJ/IVKW BENAPYCb
HpO[lOJI)KI/ITeJILHOCTb TEpaluu nPUKA3OM OT 23.07.2026 Ne 839
MOCNEOBATENIbHOCTL 0078

[Ipenapats! [uis JIe4yeHUs: apTEPUAIBHON TUIIEPTEH3UU JOJIKHBI IPUHUMATHCS IIOCTOSHHO.

Ecau Bl npunsisiin npenapara Hosmunpea A ®@opre 6oJibliie, 4eM €J1e10BaJI0

Ecnu Bbl npuHSIM CIUIIKOM MHOTO Ta0JIETOK, HEMEICHHO coobmuTe 00 3ToM Bamemy nevamemy
Bpauy WU CBSDKUTECH C OMMKaHIIMM MyHKTOM CKOpoii momoru. Hanbomnee BeposITHBIM CUMIITOMOM
B Cllydyae NEpPEJO3UPOBKM SIBISETCS CHIKEHHE apTepualbHOro nasineHus. Ecim y Bac pesko
CHU3WJIOCh apTepHallbHOE JaBJieHHE (COCTOSIHHE, COMPOBOXKIAIONIEeCs TOIIHOTOM, PBOTOM,
MBIILIEYHBIMU CIIa3MaMH, F'OJIOBOKPYKEHUEM, COHJIMBOCTBIO, CITyTAHHOCTBIO CO3HAHUS, U3MEHEHUEM
o0beMa MOYM, BBIIENAEMON MOYKaMH), MPUMHUTE TOPU3OHTAIBHOE MOJIOKEHHWE U IPUIIOAHUMUTE
HOTU. DTO MOXKET yJIy4IIUTh Bamie coctosiHue.

Ecau Boi 3206111 nipuHaTh npenapat Hosunpea A ®opre

BaxxHo mpuHUMAaTh mpenapar KaxIblid JeHb, TaK KaK PEryJSIPHOCTDb NpHEMa JIeNIaeT JIieueHue oomee
s dextuBHBIM. TeM HE MeHee, eciii Bbl 3a0b11H PUHSTH OYEPEIHYI0 103y npenapara Homumpen A
dopre, mpUMHUTE CIEAYIOUIYI0 103y B 0O0bluHOE BpeMms. He mnpuHumaiite nBOiHYIO 1103y
nekapcTBeHHoro npernapaTta Homumnpen A ®dopte, 4ToOB KOMIIEHCHUPOBATH MPOITYIIEHHYTO J03Y.

Ecan Bol npexpatnim npuem npenapara Hosmnpea A ®opre

ITockonbKy JiedeHUE NOBBIIIEHHOTO apTEPUATIBLHOIO JaBJIEHUs] OOBIYHO TPOBOAUTCS MOCTOSIHHO, HE
IpeKpalaiTe npueM JekapcTBeHHOTro npenapata Homunpen A @Popre 6e3 mpeaBapUTEIbHOTO
o0cyxeHus ¢ Bammm nevamum Bpayom.

[Tpu HanM4YMK BOMPOCOB 1O MpUMeHeHuto npenapata Homunpen A ®@opre, 00paTUTECh K JIeyamemMy
Bpauy WIH paOOTHUKY alTEKH.

4. Bo3Mo:KXHBIE HexKelaTeJIbHbIe PeaKIuu

[Tono6HO BceM JeKapCTBEHHBIM MpernaparaM, Mpenapat MoKeT BbI3bIBATh HEXKEIaTeNbHbIE PEaKIiHy,
OJIHAKO OHU BO3HHUKAIOT HE Y BCEX.

IIpexparure mnpuem mnpenapara Houunpen A ®opre M HeMeIJIeHHO o0OpaTuTech 3a
MEIMUMHCKOIl NMOMOIIBI) B CJIy4Yae BO3HUKHOBEHHUSI OJHOH H3 CJEIYHIIHX CepPbe3HbIX
HeXKeJIaTeJbHbIX peakuuii:

Yacto (MOryT BO3HUKATh He Oosiee yem y 1 yemoseka uz 10):
o CHJIbHOC TOJIOBOKPYKCHHUC WM HOTCPA CO3HAHUA, BBISBAHHBIC HH3KHUM apTCpUaJIbHBIM
TaBIICHUEM.

HeuacTto (MoryT Bo3HHKaTh He Oonee ueM y 1 yenoBeka u3 100):
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e OpoHxocma3M (4yBCTBO CXAaTus B TPYIH, CBUCTSIIEE ﬂblxann€ 1o

® OTEK JHIa, Ty0, pTa, A3bIKa UM TOpJia, 3aTPYAHCHHOE JIbIXaHUE (AHTHOHEBPOTHYECKUI OTEK) (CM.
pazznen 2 «OcoOble yKa3aHUs U MEPBI IPEAOCTOPOKHOCTIY).

OueHb peako (MOTYT BOSHUKATh He Ooiiee yem y 1 uemoseka u3 10 000):

® TSDKEJbIE KOXKHBIE PEAKIMH, BKIIOYAIONINE MHOTO(POPMHYIO 3pHUTEMY (KOXKHAsl ChINb, YacTO
HAYMHAIOMIASACS C TOSIBICHHUS] KPACHBIX 3Y/SIIMX YYaCTKOB Ha JIMIE, PyKax WM HOTaxX) WU
WHTCHCHUBHBIC KOXKHBIC BBICHIITAHUS, KPATUBHUILY, TOKPACHEHHE KOXXHM Ha BCEH TOBEPXHOCTH
TeJa, CUIIbHBIN 3y, BOBHUKHOBEHHUE MTy3bIPEH, IIETYIIIEHNE U OTEK KOXKH, BOCIIAJICHUE CITM3UCThIX
ob6onouek (Cungpom CtuBeHca — JI)KOHCOHA, TOKCUYECKHH SMHUACPMATbHBIN HEKPOJIH3) WIH
JpyTUE aJuIepPrUUecKue peaKiu,

e HapylIEHHs CO CTOPOHBI cepiia (HapylleHUs puTMa cepaua (B TOM yHcie Opaaukapaus,
KETYJIOUKOBasi TaXWKapAus, GUOPHIIIALNS MPEACepInii), CTEHOKapaus HanpspkeHus (6omu B
Tpy.iu, YETIOCTH U CIIMHE, BbI3BaHHBIC (PU3MUECKON HArpy3KOil), nH(GAPKT MUOKap/a (cepaeyHbIi
MIPUCTYT),

e Ci1ab0OCTh B PyKax MIIM HOTaX, IPOOJIEMBI C PeUbI0, YTO MOXKET SBJISITHCS IPU3HAKOM HHCYJIIBTA,

® BOCHAJCHUE MOKEITYIOUYHOMN JKelle3bl (MTAHKPEaThT), KOTOPOE MOXKET BBI3BAaTh CEPhE3HbIC 00N
B )KMBOTE U CIIMHE, COIPOBOXKIAIOUINECS TUIOXUM CAMOUYYBCTBHEM,

® TIOXKENITEHHE KOXKU MIIM OEJKOB TJ1a3 (BKEJITyXa), YTO MOXKET SIBIIATHCS MPU3HAKOM TeTaTHTA.

YacroTa Hen3BeCTHA (Ha OCHOBAHHMH UMCHOIIUXCA JaHHBIX OICHUTH HGBO3MO)I(HO)I

® yrposKaromas >KM3HU apuTMus (MoIuMOopQHAas KeTyJOUKOBasi TAXUKAPIUS THITA «ITHPYITY),

e 3a00yieBaHME TOJIOBHOTO MO3ra, BbI3BAHHOE HapylIeHHEeM (QYHKIUM TEYeHU (TIeYeHOYHAs
sHIIeaonaTus),

e HapylIcHUE 3pEHUS (XOPUOMIAIBHBIA BBIOT C JIeEKTOM ITOJIeH 3pEeHHS, OCTpas MHOIHUS
(BHE3amHO BO3HUKIIAS WM YCWIMBIIASACA OTM30PYKOCTh), OCTPBIA MPHUCTYN BTOPHYHOM
3aKPBITOYTOJIBHON TJIAYKOMBI (OCTPOE TIOBBINICHHE BHYTPHUIJIA3HOTO JABJICHHS)). DTO MOXKET
MPOSIBIISATHCSL BHE3AIMHBIM CHIDKEHUEM OCTPOTHI 3pEHUS I OOJIBIO B TJa3ax,

e MbIIIEYHas CIa0oCTh, CHa3Mbl, OOJNE3HEHHOCTh WIM OONH B MBIIIIAX, OCOOCHHO IPHU
OJTHOBPEMEHHOM IUIOXOM CaMOYYBCTBHM WJIM TOBBIIICHUHM TEMIIEPATyPhl, MOCKOJIBKY TaKoe
COCTOSITHUE MOJKET OBITh BBI3BAHO AHOMAIIGHBIM pPA3pyIICHHEM KJIETOK MBIIICYHOW TKaHH
(paboomuomnus).

Jpyrue BO3MOKHbIE HexKeJaTelbHbIe PeAKIUU, KOTOPble MOIYT HA0JI0AaThCA NMPHU NpueMe
npenapara Hosmnpea A ®opre T -NeOOOL 75 TTIBY

COI'NMACOBAHO

MWHUCTEPCTBOM 3[IPABOOXPAHEHNA
PECIYBJIMKN BEJIAPYCb

NMPUKA30M OT 23.07.2026 Ne 839

Yacto (MOryT BO3HUKATH He Oosiee yem y 1 yemoseka u3 10):

®  HH3KHH YPOBCHBb KaJIMd B KPOBH, MOCNELOBATENLHOCTE 0078
® KOXHBIC PCAKINH Y IMAaIUCHTOB C IPEAPACIOJIO0KEHHOCTBIO K aJITICPIrUICCKUM U aCTMATHYCCKUM
pCaKusaM,

roJjIoBHast 00JIb, TOJIOBOKPYKEHHE, MTapecTe3us (OIIyIIeHNEe TOKAIbIBAaHUS B KOHEUHOCTSIX),
BEpPTUTO, 3BOH B yIlIax (OUIYIIEHUE [ITyMa B YIIaXx),

HapylleHUEe 3pEeHHUs,

KallleJb, OJIBIIIKA,

TOIIIHOTA, PBOTA, OOJIb B )KMUBOTE, TUCTEB3MS (MCKAKEHIE BKYCOBBIX OIIYIICHUN ), TUCTICTICUS TN
3aTpyJIHEHHOE MUIeBapeHue, 1uapesi, 3amop,

aJlJIEprU4ecKre peakiuu (Takue Kak KOxHasl ChIllb, KOXKHBIN 3y),

e  CIa3Mbl MBIIIII,

e acTeHMs (OIUIYIICHHE YCTAJIOCTH).
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nepenajbl HACTPOCHHS (JTJAOMILHOCTh HACTPOEHUS ), ICTIPECCHsI, HAPYIIIEHHUE CHA,

KpanuBHHULIA, TypITypa (KpacHbIe TOUCUHBIE MIATHA Ha KOXKe), meMpurouns (oyaroBoe oopasoBanue
BOJJIBIDEHl  HA  KOXKE€),  TOBBIMIEHHOE  TOTOOTAENeHHWE  (TMOTIMBOCTH),  pEaKIuu
(OTOYYBCTBUTEIHHOCTH (TIOBHIIICHHAS YYBCTBUTEILHOCTD KOXKH K COJHITY),

MoYeyHasi HeJJOCTATOYHOCTD (HapyIIeHNnEe (PYHKINHU ITOYEK),

SpEeKTUIbHAsL TUCHYHKIUS (MMIOTEHIMS — HECTIOCOOHOCTh JOCTHYB 3PEKIMU WU YACPKUBATh
ee),

703uHOGUINS (TTOBBIIIEHHOE COIepKaHNE 203MHOPHUIIOB (BHI JICHKOIIUTOB)),

W3MEHEHHE JTA0OPAaTOPHBIX MMApaMETPOB: THUIEPKaTHEeMusi (BBICOKUI YPOBEHb Kallusi B KPOBH),
CHIDKAIOINASICS TIOCTIE TPEKpAIlleHUsl Teparuu, TUMOHAaTpueMusi (HU3KHA ypOBEHb HATPHS),
KOTOpasi MOXKET MPUBECTH K O00E3BOKMBAHWIO M TMOHWKEHHOMY apTepHALHOMY aBJICHUIO;
TUIOTIIMKeMHUS (OYeHb HU3KUN YPOBEHB caxapa B KPOBH) y MAIMEHTOB, CTPAAIONIUX JHA0ETOM,
COHJIUBOCTH, 0OMOPOK (TIOTEps] CO3HAHUSA),

oIymieHue cepamneonenus (ouyneHne OMeHUs: COOCTBEHHOTO Cep/Ila), Taxukapaus (yJarieHHOe
cepanebuenue),

BacCKyJIUT (BOCIIaJI€HUE KPOBEHOCHBIX COCYIOB), NTN-Ne000175-IT1-BY

. COIMACOBAHO
CYXOCTh CIM3UCTOI 000JIOUKH MOJIOCTH PTa, HTCTERCTBOM SIPABOOXPAHEH/S
aptpairus (00Jb B cycTaBax), MUairus (00JIb B MBIIIIIIAX ), PECTIVETVKTBENATY <o
00J1b B TPYTHOH KJIETKE, HEJOMOTaHue, nepuepudecKuii OTEK, JIUXOpaJIKa, |IoCNEIOBATENHOCT: 0078

nPUKA3OM OT 23.07.2026 Ne 839
MOBBIIICHNEC KOHICHTPALIUN MOYCBUHBI 1 KPCATUHUHA B KPOBH,
ImagacHuc.

Penko (MoryT Bo3HHMKaTh He Oosee yeM y 1 uenoeka u3 1 000):

obocTtpenue (yxXyIIIeHne TeYeHus) Imcopuasa,

M3MEHEHHsI JIaOOPAaTOPHBIX MapaMeTpoB: HU3KUI ypOBEHb XJOpa B KPOBH, HU3KHHA YPOBEHb
MarHusi B KpPOBHU, TOBBIIIEHHE aKTUBHOCTU «I1€YEHOUYHBIX» (DEPMEHTOB, THIIEpOMINPYOHHEMUS
(TOBBILIIEHNE KOHLIEHTPAIMH OMIIMpYyOHHA B KPOBH);

MOBBILLIEHHAS YTOMJIIEMOCTb,

IIPWINBHI (IOKPACHEHHUE KOXKH),

CHID)KEHHE WM OTCYTCTBUE MOYEBBIJEIICHUS, OCTpasi I0YEUHasl HEAOCTAaTOYHOCTb.

TEeMHasi Moua,

TOILLIHOTA WJIU PBOTA,

MBILIEYHBIE CIIa3MBbl,

CILyTaHHOCTb CO3HAHMsI M CyI0pPOTU MOTYT OBITh CUMIITOMAMHU COCTOSIHHSL, KOTOPOE Ha3bIBAETCS
«CHHJpPOM HEa/leKBaTHOU ceKpelnu anTuanyperuueckoro ropMmona (CHCAL)».

OueHb peako (MOTYT BOSHUKATh He Ooiiee yem y 1 uemoseka u3 10 000):

CIIyTaHHOCTb CO3HAHUS,

703WHO(MUITbHAS THEBMOHMUS (PEIKHIA TUTT THEBMOHUH ),

PUHUT (3aJI05)KEHHOCTH HOCA UJIM HACMODK),

ocTpasi movYeyuHas HeIOCTaTOYHOCTD (TsDKETbIe HApYIISHHsI CO CTOPOHBI ITOYEK),

HapylIeHUs] CO CTOPOHBI KpPOBH, TaKWe KaK YMEHBIIEHUE KOJIUYECTBA JIGUKOLUTOB U
SPUTPOLIUTOB:  arpaHyJIOLUTO3, AalulacTUYeckass aHEeMHs, T[aHLUWUTONEHHUs, JIeHKOIEeHus,
HEUTPOMNIEHHUS, TEMOJUTHYECKAss AaHEeMHs, CHIDKCHHE TeMOrjo0OMHa U TIeMaTOKpUTa,
TpOMOOLIUTONEHNS (YMEHBIIEHUE KOJWYECTBA TPOMOOIIMTOB), THUIEPKAIbIIMEMUsT (BBICOKUI
YPOBEHb KaJbLIUs B KPOBH),

HapyuleHue QyHKINY EeYEHU.

YacroTa HeusBecTHA (HA OCHOBAHMH MMEIONTUXCS TAHHBIX OLICHUTHh HEBO3MOJXKHO):

10


ЛП ГП СОГЛАСОВАНО


COOTBETCTBYET SKCNEPTHOMY OTUYETY

ot 06.04 2026 N= 7010

e otrkioHeHus (ymuHeHnue nntepsana QT) Ha smekT DOKaDI[I/{glFlDI:af]:\'/I-II\/I '3EF)TEH bHOCTD 0071)

® T[OBBIIIEHUE COJECPKAHUS MOYEBOW KHCIOTHI U TIIIOKO3bI B KPOBHU (BBICOKHI YPOBEHb caxapa B
KpOBH),

e mMuonus (OJIM30PYKOCTH), HEUETKOCTh 3PCHHUS, HAPYIICHUE 3PCHUS, YXYIIICHUE 3PSHHS UITH 00Ih
B IJja3aXx M3-3a BBICOKOTO BHYTPUIJIA3HOTO JaBIEHHUS (BO3MOXKHBIE MPHU3HAKU CKOILUICHUS
KHUJIKOCTA B COCYIUCTOM CJIO€ TJia3a (XOPHOUIAIBHBIN BBIOT) MU OCTPOU 3aKPBITOYTOIBHOMN
TJIAyKOMBI),

e cunHApoM PeliHo (M3MEHEHHE IBETA KOKH, OHEMEHHE U 0O0JIb B MAJIbIIaX PYK M HOT),

® BO3MOXKHO YXY/IIICHUE YK€ HMEIOMIEHCS CUCTEeMHOW KpacHOW BOJYAHKH (BHA 3a00JeBaHUS
COCIMHUTENIbHOU TKAHM).

MoryT BO3HHUKaTh HApYyIIEHUS CO CTOPOHBI KPOBH, IMOYEK, IEYEHH WJIU MOKEITYJOUYHOH Kene3bl U
M3MEHEHHS 1a00OpaTOPHBIX MapaMeTpoB (B aHAIM3axX KPOBH). Bai nevyamuii Bpau MOKET Ha3HAYUTh
MIPOBEACHUE aHAJIN3a KPOBU JJI1 KOHTpOJIs Bamero cocrosiHus.

CooluieHne 0 HexeIaTeJbHBIX PeaKIuAX

Ecnu y Bac Bo3HUKaIOT Kakue-nmubo HekenaTeabHble peakliuy, IPOKOHCYIBTUPYUTECH C BPAYOM HIIH
paboTHHKOM anTeku. K HUM Taxke OTHOCATCS JII0OBbIe HEXKENaTeNIbHbIE PEaKLUU, He yKa3aHHbIC B
JUCTKE-BKJIaAbIIe. Bbl Takke MOXETe COOOIIUTh O HEXENATeNbHBIX PEaKIHIX HApsAMyio (CM.
Hwke). CoolImasi o HexenaTeldbHBIX peakUusxX, Bel momoraere monyduTh OOJIbIIE CBEACHHHA O
0€30MMacHOCTH Mpenapara.

Poccuiickas @edepayus

®denepanpHas cayx0a mo Haa30py B chepe 3apaBooxpanenus (PoczmpaBraanzop)
Anpec: 109012, r. MockBa, CnaBsiHcKkas miomanis, 1. 4, ctp. 1.
Tex: +7 (800) 550 99 03 TM-Ne0001 75T T1-BY
On. mouta: pharm@roszdravnadzor.gov.ru wim npr@roszdravnadzor.gov.ru MM&%EﬂBﬁA?gBQEHgMH
https://roszdravnadzor.gov.ru

PECIYBJ/IVKW BENAPYCb
nPUKA3OM OT 23.07.2026 Ne 839
MOCNEOBATENIbHOCTL 0078

Pecnybnuxa Apmenus

I'HKO «lleHTp 3KCnIepTU3bI JEKAPCTB U MEAUITUHCKUX TEXHOJIOTUI»

Anpec: 0051, . EpeBan, np. Komuraca, 49/5

Temn.: (+374 60) 83 00 73, (+374 10) 23 08 96, (+374 10) 23 16 82

I"opsuast TMHMS OTIENIa MOHUTOPHHTa Oe30macHocTH JekapeTs: (+374 10) 20 05 05,
(+374 96) 22 05 05

On. moyta: info@ampra.am, vigilance@pharm.am

http://pharm.am

Pecnybauxa benapyco

VII «lleHTp 3KCnepTH3 U UCTIBITAHUHN B 3APaBOOXPAHCHUN
Anpec: 220037, r. Munck, ToBapuiieckuii niep., 1. 2a.
Ten.: +375 (17) 242 00 29

®akc.: +375 (17) 242 00 29

On. mourta: repl@rceth.by

http://www.rceth.by

Pecnyonuxa Kazaxcman

PITI nma IIXB «HauuoHambHBIM LEHTP AKCHEPTU3BI JIEKAPCTBEHHBIX CPEICTB U MEIHUIIMHCKUX
m3nenuit»  Komurera MemumuHCKOro W ¢apMarieBTUYECKOro  KOHTpOJss ~ MUHUCTEPCTBA
3npaBooxpaneHus: Pecnyonmuku Kazaxcran

Anpec: 010000, r. Actana, paiion baiikonsip, yi. A. Imanosa, 13 (BL] «Hypcayer 2»)

Ten.: +7 (7172) 235 135
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COOTBETCTEYET ZKCNEPTHOMY OTUYETY
ot 06.04 2026 N= 7010

(NOCNEOCBATENEHOCTE 0071)

On. mouta: farm@dari.kz

http://www.ndda.kz
Kuoipevizckan Pecnyoauka

JlemapraMeHT JICKapCTBEHHBIX CPEACTB W MEIULMHCKUX U3AeIud 1npu  MuHHCTEpCTBE
3npaBooxpanenusi Keipreisckoii PecyOmiku

Anpec: 720044, r. buikek, yiu. 3-g Jlunus, 25 T NeO0LE T By
Ten.: +996 (312) 21 92 78 COMACOBAHO
OJ1. TIoyTa; pharm@dlsmi.kg MVIHMC;EE%‘{/%%RM/IKSVEE/EJ@'?F(?;(ECHEHI/Iﬂ
http://dlsmi.kg nPVKA3OM OT 23.07.2026 Ne 839
MOCNEAOBATENLHOCTL 0078

5. Xpanenne npenapara Honunpen A ®@opre
XpaHuTe mpenapaTr B HEIOCTYITHOM JIJIs JIETeH MeCTe.

He mpunumaiiTe mpemapaT mociie UCTEUEHUs] CpoKa TOJHOCTH (CPOKa XPaHEHHWs), YKa3aHHOTO Ha
(hakoHe W KapTOHHOM Mavke mocie cyioB «['ofeH 10:».

JlaToi ucreueHust Cpoka roAHOCTH SBJISIETCS MOCIEAHUN IEHb JAHHOTO MECSA.
XpanuTh nipu Temmneparype He Bbiire 30 °C.
He BrIOpaceiBaiiTe mpenapar B KaHATU3AIUIO U BMECTE C OBITOBBIMU OTXOJIaMHU.

YTouHuTe y pabOTHHMKA aNTEeKH, KaK CIeAyeT YTUIM3UPOBaTh (YHUUYTOXKATh) MpernapaThl, KOTOPbIE
0oJbIIIe HE TOTPEOYIOTCS. DTH MEPHI MO3BOJISIT 3AIIUTUTH OKPYKAIOIILYIO CPEy.

6. ConepxxuMoe yNnakOBKH U J0NOJHUTEIbHbIE CBEeIeHUS

IIpenapar Hosmmnpesa A ®opte coaepKuT
JIeUCTBYIOIMMU BEIIECTBAMH SIBIISIIOTCS MHAAAMUL ¥ IIEPUHIOIPHIL

Kaxxnas Tabnerka, MOKphITas TJICHOYHOW OOOJIOUKOM, comepkut: 1,25 Mr wHmanmamuga w5 mr
TIePUHIONPHUIIA APTUHUHA.

[IpourMu WHTpenMEHTaMU (BCIIOMOTATEIbHBIMU BEIIECTBAMH) SIBIISIOTCS: JIAKTO3BI MOHOTHIPAT,
MarHusi ~ cTeapar,  MaJbTOAEKCTPHH,  KPEMHMsI  JUOKCHJ  KOJUIOWJHBIA  OE3BOJHBIN,
KapOOKCHUMETWIKpaxMaa HaTtpus (Tum A), TIAMIEpos, rumpomeruiosa, makporosn 6000, marnus
creapar, Tutana guokcun (E171).

[Tpenapat Homumpen A @opTe CoaepKUT JTaKTO3y, HATpUi (CM. pa3aen 2).

Buemnuii Buja npenapara Hoaunpesa A dopre U coxep:KkuMoe yakOBKH
TaGnerku, MOKPHITHIE MIICHOYHOH 000JI0UKOIA.

[Ipenapar mpeacraBmsieT coOOW MPOIOJITOBAThIC TAOJETKH, MOKPHITHIE IUICHOYHOW OOOJIOYKOMH,
Oernoro 1Bera.

ITo 30 TabneTok BO (py1akoHE U3 MOTUTTPONTUIICHA, CHAO)KEHHOM J03aTOPOM M IMPOOKOM, ComepKaIIeit
BIaronorionarmumii rems. [1o 1 hrakoHy ¢ TUCTKOM-BKIIA/IBINIEM B ITAYKEe KAPTOHHOHN ¢ KOHTPOJIEM
MEPBOT0 BCKPBITHSL.

Vnakoexa ons cmayuonapos.

ITo 30 TabneTok BO (pyrakoHE U3 MOTUTTPONTMIICHA, CHAO)KEHHOM J03aTOPOM M IMTPOOKOM, CoIepKaIIeH
Biaromnorjomaoomuii renb. 1o 3 ¢rakoHa ¢ paBHBIM KOJIMYECTBOM JIMCTKOB-BKJIQ/IBINICH B Mauke
KapTOHHOHM C KOHTPOJIEM ITEPBOTO BCKPBITHSL.
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COOTBETCTBYET SKCNEPTHOMY OTUYETY
ot 06.04 2026 N= 7010

(NOCNEOCBATENEHOCTE 0071)

Kareropusi oTmycka jiekapcTBeHHOT0 Ipenapara

.HeKapCTBeHHHﬁ npemnapat OTHOCUTCA K KaTCropruu OTIIyCKa 110 PCLCIITY. JIM-Ne000175-IT1-BY
COI'NMACOBAHO
MWHVCTEPCTBOM 3[IPABOOXPAHEHMSA
PECTYBJIMKWN BENIAPYCb
I[ep)KaTeJIb PErHCTPAIHOHHOI0 YA0CTOBCPECHUA MPUKA3OM OT 23.07.2026 Ne 839
MOCNENOBATENILHOCTL 0078

®panuus
«JIaboparopuu Cepsbey» / Les Laboratoires Servier
92284 ®pannus, Cropen Cenekce, yn. Kapuo, 50/ 50, rue Carnot, 92284 Suresnes Cedex, France

IIpousBoauTesn

Poccus

OOO «CEPBBE PYC»

108828, Poccust, r. MockBa, BH.TEp.I. MyHUIIMNAJIBHBIN oKpyr KpacHonmaxopckui, kB-i1 159, n. 2,
ctp. 1

HIIN

®panuus
«Jlabopatopun Cepsre Unmactpu» / Les Laboratoires Servier Industrie
905, mocce Capan, 45520 Xumau, @pannums / 905 Route de Saran, Gidy, 45520, France

HIIN

Upnaunus

«Cepsbe (Mpnannus) Munactpus JIta.» / Servier (Ireland) Industries Ltd.

I'padcTBo Yukmnoy, Apkioy, I'opu poyn, Manunenac, Y 14 E284, Upnannus / Gorey Road, Arklow,
Co. Wicklow, Moneylands, Y14 E284, Ireland

3a awboit nHpopManueid 0 mpemnapare cjieayer 00palIATHCH K MECTHOMY NpPeACTABUTENI0
JAep:KaTesisi PeruCTPAIIMOHHOTO YI0CTOBEPEHHU:

Poccuiickas ®@edepayus

AO «Cepsbe»

Anpec: 125196, r. Mocksa, yi. JlecHast, nom 7, atax 7/8/9
Ten.: +7 (495) 937 07 00

D51 moyuTa: servier.russia@servier.com

Pecnybnuxa Apmenus

[IpencraButenscTBO KOoMMnanuu «Jle Jlaboparyap CepBre» B Pecriybnuke Apmenus
Anpec: 0002, r. EpeBan, Kentpon, ynuna Amupssa, 15, marazun 100

Ten.: (+374 10) 50 50 74

. moyTa: pvarmenia@servier.com

Pecnyonuxa benapyco

[MpencraButenbctBo YAO «Les Laboratoires Servier» (@panity3ckas PecmyOnuka) B PecryOnuke
benapych

Anpec: 220030, r. Munck, yin. Msicaunkosa, 70, od. 303

Ten.: +375 (17) 306 54 55/56

Omn. noura: officeBY @servier.com

Pecnyonuxa Kazaxcman u Keipevizckas Pecnybauxa

TOO «CepBbe Kazaxctan»
Anpec: Pecniybnuka Kazaxcran, 050020, r. Anmatsr, mip. JlocTteik, 3100
Ten.: +7 (727) 386 76 62
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 06.04 2026 N= 7010
(NOCNEOCBATENEHOCTE 0071)

On. nouta: kazadinfo@servier.com

IIpoune ucToYHMKH HH(POPMALNH

[TompoOHbIE CcBemeHWs O TpenmapaTe CoOIepXkKarcs B EIWHOM PEeCTpe 3aperuCTPUPOBAHHBIX
JICKApCTBEHHBIX CPEICTB.

JIMCTOK-BKJIABINI JTOCTYIIEH B €IUHOM PEECTpe 3aperuCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEICTB
EBpa3uiickoro SKOHOMHYECKOTO CO03a W Ha O(UIMAIBHOM caiiTe YIMOJTHOMOUYEHHOTO OpraHa
(axcmiepTHOM opranmu3aiun) https://eec.eaeunion.org/.

J1M-Ne000175-ITI-BY
COrNACOBAHO

MWHUCTEPCTBOM 3[JPABOOXPAHEHNA
PECIYBJIMKN BENIAPYCb

nPUKA3OM oT 23.07.2026 Ne 839
MOCNEOBATENIbHOCTL 0078
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