COOTBETCTBYET 3KCNEPTHOMY OTUYETY
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COrI'NIACOBAHO

MWUHUCTEPCTBOM 3[]JPABOOXPAHEH
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T10C B HOCTE 0005
CTOK-BKJIAABIII — H ODMaIf'J;Ll‘Iﬂ'I;lEIAHﬁeHEHI: HOCTE 0005

PECIMYBJIMKN BENTAPYCb

Ditsrea®, 40 Mr/mi, pacTBop AJisi BHYTPUIJIA3HOTO BBEIEHHUSI

JleticTBytoliee BeniecTBo: adauoepent

Ilepen npuMeHeHHeM NpenapaTa MOJHOCTHIO NPOYUTANTE JIMCTOK-BKJIA/AbIII, OCKOJIbKY B

HEM COAEPKATCHA BAKHBIC NJIl Bac cBenenusi.

CoxpaHuTe IUCTOK-BKJIabIII. Bo3MoxxHO, Bam noTpedyercst mpounTath €ro e pas.

Ecnu y Bac BO3HUKIIHM JOMTOTHUTEIBHBIE BOIIPOCH], 0OpaTUTECH K JICUaIlleMy Bpady.

[Tpenapat Ha3HaueH uMeHHO Bam. He nepenaBaiite ero npyrum moaaM. OH MOKET HaBpEIUTh
UM, JJa’Ke €CIM CUMITOMBI UX 3a00J1eBaHus COBIaAa0T ¢ Bamumu.

Ecnu y Bac Bo3HUKIN Kakue-TnO0 HEXeIaTelIbHbIe Peaklini, 00paTUTECh K JIeHalleMy Bpady.
JlanHast pekoMeH1alusl pacIpOCTPaHAETCsl Ha JIF0Oble BOZMOXHbBIE HEXKENAaTeIbHbIE PEAKIIUH,

B TOM YHUCJIC HA HC NICPCUYNCICHHBIC B pa3aciic 4 JIUCTKa-BKJIaabIllIa.

Conep:kaHue JUCTKA-BKJIAAbIIIA
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1.

. O ueM crnenyer 3HATh Nepe] IPUMEHEHHEM pernapara Diinea .

. [Ipumenenue npenapara Jimea .

. XpaHeHue npenapara Jitnea .

®

. Uto u3 cebs mpeacTaBiseT mpemnapar Jitiea”, U Ui Yero ero NpUMEHSIOT.

®

®

Bo3moxxHbBIC HEXKETIaTeIbHEIC pCeaKkuunu.
®

. CO,Z[ep)KI/IMOG YIaKOBKH U IIPOYUEC CBCACHUA.

Yro u3 cebst npeacTaBsieT npenapar Jitiea®, M 1Jig 4ero ero npuMeHsiioT

IIpenapat Ditnea® comepskuT neiicTByIOMIEe BerecTBo agaubeprient. Adaubeprient OTHOCUTCS K

rpynre CpeacTB, KOTOPBLIC NPHUMCHANOTCA B O(I)TaJ'IBMOJ'IOFI/II/I npu 3a00JIeBaHUSIX COCyI[PICTOﬁ

000JIOUKH Ij1a3a 1 MPCIATCTBYIOT H013006pa3013aHmo COCYy0B (HeOBaCKYJ'IHpI/I?»aI_II/II/I).

IToka3zanus k NPUMECHCHUTIO

IIpenapart Ditnea® nMokazaH K IPUMEHEHHUIO y B3pOCbIX ¢ 18 jer:

JUTSL JIEYSHHsI HEOBACKYJISIPHOM («BIJIaXKHOI») (POPMBI BO3PACTHOM MaKyIsIpHOU JIereHepaliu
(«BmaxkHoi» popmsr BM/I);

JUTSL JISYCHHS] YXYIIICHHS] 3pEHHS], BRI3BAHHOTO MAKyJISIPHBIM OTEKOM BCJIEJICTBHUE OKKITIO3UH
BeH cetuatku (1ieHTpanbHoi BeHbl (OLIBC) unm ee Betseit (OBLIBC));

JUTSL JICUYEHUS] YXYIIICHUS 3PEHHs, BBI3BAHHOTO TUAOETUYECKUM MAKYJSIPHBIM OTEKOM
(AMO);

JUISL  JICUEHUS  YXYIIICHUS 3pEHUs, BBI3BAHHOTO MHOIUYECKOW  XOPHOUJAIBHOM
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ARG COOTBETCTRYET SKCHERTHOMY OTUETY

MVHUCTEPCTBOM 3[IPABOOXPAHEHHA ot 06.03_2025 Nz 6125
o (noc OBA HOCTE 0005
OB DI Faath o fmormmecro XHB), [TOCTIEAOBATEIBHOCTS 0005)

«Bnaxnas» ¢opma BMJl u wmumomnmueckas XHB MoryT Bo3HMKaTh B pe3yjibTaTe pocTa
AHOMAJILHBIX KPOBEHOCHBIX COCYZOB B Tia3zy. OOpa3zoBaBIIuecs] KPOBEHOCHBIC COCYIbI MOTYT
CIocoOCTBOBATh MPOHUKHOBEHUIO KOMIIOHEHTOB KPOBH B IJ1a3 U, KaK CJIEJICTBUE, TOBPEKICHUIO

TKaHel Tj1a3a, OTBE€YAKOIIMX 3a 3pCHUC.

[Ipu OLIBC BoO3HMKaeT 3aKymnopka B TJIABHOM KPOBEHOCHOM COCYJ€, 0 KOTOPOMY KpOBb
OTBOJUTCS OT CETYATKU. B OTBET HA 3TO MOBHIMIAIOTCS YPOBHU COCYUCTOTO IHAOTEINATHHOTO
daxropa pocra (VEGF), ctocoO6CTBYs TeM caMbIM IOIaIaHHIO )KHIKOCTH B CETYATKY, a 3aTEM U
OTEKy MaKyJjbl (Y4acTh CETYATKH, KOTOpas OTBEYAET 3a YETKOCTh 3pEHUs). DTO Ha3bIBaCTCS
MaKyJSIpHBIM OTEKOM ceTdaTku. Korja Makyna OTeKaeT H3-3a HAIU4Ms B HEH IKUIAKOCTH,

OCHTPAJIBHOC 3PCHUC CTAHOBUTCA 3aMYTHCHHBIM.

[Tpu OBIIBC 6noxupyeTcsi oJHa WK HECKOJIbKO BETBEH IIaBHOI'O KPOBEHOCHOTO COCYAa, MO
KOTOPOMY KPOBb OTBOJMTCSI OT CETYaTKH. B OTBET Ha 3TO MOBBIIIAKOTCS YPOBHH COCYAMCTOTO
snpoTemansHoro ¢akropa pocra (VEGF), ciocoOcTBYst TeM caMbIM TOMAAHUIO JKUIKOCTH B

CCTUATKY, U, KaK CIICACTBUC, MAKYJIIPHOMY OTCKY CCTHATKHU.

Juabetnyeckuit makynsapHbiid otek (JJMO) — 3To 0Tek ceTyaTKd, BO3HUKAIOIIMN y MallieHTOB,
CTpaJalonINX caxapHbIM Aua0eTOM, W3-3a MPOTEKaHUs KUJIKOCTH U3 KPOBEHOCHBIX COCYIOB B
npejaenax MakyJybl. MakyJlia — 3TO 4acTh CETUATKH, KOTOpasi OTBEYAET 3a YETKOCTh 3peHusi. Korma

MaKyJia OTCKAcCT N3-3a HAJIMYUA B Hel KHUIAKOCTU, HCHTPAJIbHOC 3pCHHUEC CTAHOBUTCA 3aMYTHCHHBIM.

IIpenapart Diinea® aBaseTCS BHICOKOTEXHOIOTUYHBIM JIEKAPCTBEHHBIM TIPEMAapaToM, COAEPKAIIUM
0enoK, MPOU3BOAUMBIN C HCIONh30BAaHUEM KIIETOK UYHMKa KuTaiickoro xomsauka (AKX, CHO)

1o TexHojoruu pekomouHantHoit JJHK.

Cnoco6 aeiicreus npenapara Jiiea®

JleiicTByromee BelecTBo npenapata Ditnea® — apnubepuent — GIOKUPYeT aKTUBHOCTh TPYIIIIBI
(akTOpOB, H3BECTHBIX KaK COCYAMCTBHIH sHAOTENHaIbHBIN ¢akTtop pocta A (VEGF-A) un
nanenTapusii pakrop pocra (PIGF). Ilpemapar Ditnea® mpoaeMOHCTPHPOBAT CIOCOOHOCTS
OCTaHaBJIMBaTh POCT HOBBIX AHOMAJIbHBIX KPOBEHOCHBIX COCYJIOB B TJla3y, KOTOpbIE YacTO
TIPONYCKAIOT KUIKOCTh MIM KpoBoTouar. IIpemapar Diinea® MoxeT IOMOYb HPeIOTBPATUTH
YXYALIEHUE 3pEHUs WIM BO MHOTHMX CIyyasX — YJIy4YlIUTb €ro, €CJIM €ro MOTeps CBs3aHa C

«Bnaxuaon» dhopmoit BM/I, OILIBC, OBLIBC, IMO u muonuueckoit XHB.

Ecnu Bel uyBCcTByeTe yxyamieHue 3peHus, 00s3aTenbHO cooOmmuTe 00 3ToM Bamemy Bpauy-

2


ЛП ГП СОГЛАСОВАНО


ggPﬁ(ﬁ%sogBrRI?IB COOTBETCTBYET ZKCNEPTHOMY OTUETY
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2. O yeM cJeayeT 3HATD Iepe/l IPUMeHeHneM npenapara Jiinea®

IIpoTuBonoka3anus

He npumensiiiTe npenapar Jiiea®, ecau:

- y Bac ammeprus Ha admubepuent wim ro0Oble Jpyrue KOMIIOHEHTHI Iperapara
(mepednciieHHbIC B pa3zese 6 JIMCTKa-BKIIA/IbIIIA);

- y Bac aktuBHas wim mopo3peBaeMass MH(EKLHMS TJa3a WIM BOKPYI HEro (MHTpa- WX
MIEPUOKYJISIpHAsT UHPEKIINS );

-y Bac mpucyrctByeT 007b WM NOKpaCHEHHE B TJia3y (aKTUBHOE TSDKEIOE BHYTPHUTIIIA3HOE
BOCIIAJICHUE);

- Bam Bo3pact menee 18 ner.

Oco0ble yka3aHus U MepPbI MPEI0CTOPOKHOCTH

Jlo BBeaenus Bam npenaparta Diinea® 06s13aTe1bHO COOOIIUTE JIeYallleMy Bpady, €CIIt:

-y Bac rmaykoma — cocTosiHM€ IJ1a3a, BI3BAHHOE BBICOKUM JIAaBJIEHUEM B TJ1a3y;

- panee Bbl HaOmonanu KpaTKOBpPEMEHHBIE BCIBIIIKM CBETA WM IUIABAIOIIME ISITHA U HUX
pa3Mep WM YUCIIO BHE3AIMHO YBEIHUMBACTCS (IPU3HAKU Pa3pbiBa UIIK OTCIOCHHS CETUATKH);

- Bbl nepenecnu Xxupyprudeckyro onepaiuio Ha Ija3ax B T€YEHHE MOCIEIHUX 4 HeIellb WU
Bam nnanupyeTtcst xupyprudeckas onepanys Ha Ijla3ax B TeUEHHUE MOCIEAYIOMMX 4 Heelb;
-y Bac msoxenas popma OLIBC mim OBLIBC (nmemmueckast OLIBC ninm OBLIBC (BhI3BanHas
3aKyIOPKOM cocy/ia ¢ mpeKpalieHlneM KpoBOToOKa)). Bam He pekoMeHayeTcs JieueHue mpenapaTom

Jitnea®.

HesamensurenbHo cooOuure Bamemy Bpauy, ecnu y Bac nosBunucs:

- 00JIb B a3y,

- IOBBIIIEHHBIN AUCKOM(OPT B Iasy;

- YCWJIEHUE TIOKPAaCHEHU I71a3a,

- 3aMyTHEHHOE WM CHIDKEHHOE 3pEHUE;

- IOBBIIICHHAA YYBCTBUTCIIbHOCTD K CBETY.

OTO0 MOXeT ObIThb CUMITOMaMH WH(EKIMH, BOCHAIECHUS BHYTPH TIJaza (3HIO(PTAIBMHUT) WIIH
JPYTUX OCIOKHEHUH. BakHO Kak MOYKHO CKOpee AMarHOCTHPOBATh JHOObIE CUMIITOMBI M Ha4aTh

JICUYCHHUC.

Kpome toro, Bam BaxHO 3HATH, UTO:

- BesomacHocTh U 3(peKTUBHOCTH Hpenapara Ditnea® Npu 0 HOBPEMEHHOM BBEIEHHH B 006a
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COINMACOBAHO COOTBETCTEYET SKCINEFTHOMY OTHETY
MVIHMCTEPCTBOM SﬂPABOOXPAHEHMﬂ oT |_”'I : E :_I -\.. ._ A J |- 1 Pt
ria ﬁ@;’g@ﬁ%ﬁ%ﬁé PUMEHEHHE MOXKET noBbIATE PRCK TG HOATEMENX HERCHTTBHELX
peaKkuuu.
®

- Y HEeKOTOpbIX NAIMEHTOB MHBEKUMM Ipenapara Jiliea” MOTYT BbI3bIBaTh IOBBILIEHUE
BHYTPUIJIA3HOTO JIaBJIeHUs B repBbie 60 MUHYT nocie nHbeKuu. Bam Bpau Oyzaet Habmo1aTh 3a
9TUM MOCJE KaKI0H HHBEKIUH.

- Bpau mposepur nHammuume y Bac napyrux (akTopoB pucKa, KOTOPBIE MOTYT IOBBIIIATH
BEPOATHOCTb pa3pblBa UM OTCIOEHUS OJHOTO W3 CIOEB B 3a/JHEH YacTu Iiasza (OTCIOEHUE WIN
pa3pbIB CETYATKU, a TAKXKE OTCIOCHHUE WJIM Pa3pblB MUTMEHTHOIO SMUTEINS CeTYaTKH). B Takux
cilydasx npenapar Diinea® cresyeT IPUMEHATh C OCTOPOKHOCTBIO.

- Tpenapar Diinea®

HE CJIeIyeT MPUMEHSATH MPU OEPEMEHHOCTH (32 MCKIIOYCHUEM CITydaeB,
Koraa nmoTCHIuaJIbHas 110Jib3a AJIsd MaTCpH MPCBLIIIACT HOTGHLII/IaJIBHBIf/'I PUCK 1A rmo;[a);

- XeHmuHbl, crnocoOHbIe 3a0epeMEeHeTh, TOJDKHBI HCIOJIb30BaTh A(PPEKTUBHBIE METOIbI
KOHTpAIICTIIIUK BO BpPEMsI JICYCHUS U B TCUCHHE KaK MHHHUMYM 3 MECSIICB IOCIE TOCICTHEH

MHBEKIUK npenapata Ditnea®.

CucTeMHOE TpUMEHEHHE BEIIECTB, CXOKHX C JEHCTBYIOIIMM BEIIECTBOM Npemapara Diinea®

(uarudutropoB VEGF), MoxeT ObITh CBSI3aHO ¢ pUCKOM 00pa30BaHUS CT'YCTKOB KPOBHU, KOTOPHIE
OJIOKHUPYIOT KPOBEHOCHBIE COCY/IbI (apTepHaIbHbIe TPOMOOIMOOIHYECKHIE COOBITHS). DTO MOXKET
IPUBECTU K MH(DAPKTY WM UHCYNbTY. CylIeCTBYeT TEOPETUUECKUN PUCK Pa3BUTUS MOJOOHBIX

cOOBITHII ¥ TIOCTE BBEJAEHMs Ipenapara Diinea®

B 11a3. MIMeroTcss orpaHnyYeHHBbIE JaHHBIC T10
o6e3onmacHoctu JsedeHus marnueHToB ¢ OLIBC, OBLBC, MO wmm wmuonuveckoit XHB,
MEPEeHeCHINX HHCYJIbT, MUKPOHHCYIHT (TPaH3UTOPHAsI HIEMHUYECKas araka) Win HH(ApKT B
TEeYEHUE MocaeaHNX 6 mecsieB. Eciau uyTo-mnbo W3 mepedrciIieHHOro BhIlie MPUMEHUMO K Bam,

coobmmTe 06 3TOM JledareMy Bpady. B Takux ciydasx npenapar Jiinea® cieayeT NpUMEHATH C

OCTOPOKHOCTBIO.

JleTH ¥ NOAPOCTKH

IIpenapat Ditnea® MpoTUBONOKA3aH K IPUMEHEHHIO y JIeTeil ¥ MOIPOCTKOB 10 18 J1eT, OCKOIbKY
0e30macHOCTh U 3(PPEKTUBHOCTh NMPUMEHEHHUs Mpernapara y JaHHOM BO3pacTHOW TpyMIbl HE
YCTaHOBJICHBI BCIEJCTBHME TOTO, YTO JAHHBIM MpemapaT MOKa3aH Ui JieueHus 3a0oJieBaHUMN

(BM/I, OLIBC, OBLIBC, AMO u muonuueckas XHB), BcTpedaromuxcsi B OCHOBHOM Y B3POCIBIX.

Jlpyrue npenapatsl u npenapar Jiijgea®
Coobiure jevarieMy Bpady O TOM, YTO Bbl IpMHUMAETe, HEJABHO NMPHHUMAIU WM MOKETE

Ha4YaTb [IPUHUMATDb Kak#e-I100 ApYyruc npemnaparol.

bepeMeHHOCTD, rpyIHOEe BCKAPpMJIMBAHHE H (PEPTHIBLHOCTD
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ggPﬁ(ﬁﬁésogEERaB COOTBETCTEYET 3KCMNEPTHOMY OTYETY
MUHUCTEPCTBOM 3[1PABOOXPAHEHUSI ot 06.03.2025 Nz 6129

GEfeMaI i [ropwire rpyasio, [nymactd! o Sa6tpEelichi il inatHpvere
T Gepehic

Ec

<

OEpeMEeHHOCTb, NEpe]] HayalloM MPUMEHEHHsS IpernapaTa MPOKOHCYIbTHPYWTECh C JIeHalIUM
BpPa4yOM.

JKeHIITUHEI ¢ IETOPOIHBIM MOTSHITUAIOM (CHOCO6HBIC 386CDGMCHCTB)

XKenmuHuel, cnocoOHble 3a0epeMeHeTh, [JOJDKHBI — KCIIOJIb30BaThb  HAJEKHBIE  METOJIbI
KOHTpAIICTIIUK BO BPEMs JICUCHHUS U 10 KpailHel Mepe B TeUeHUE 3 MECALEB IOCie MOCIeTHEH

MHBEKIUK Hpenapata Ditnea®.

bepemeHHOCTD

JlaHHbIe 0 TpMMEHeHUH TIpenaparta Ditea® y 6epeMeHHbIX KEHIIHH OTCYTCTBYIOT.

B unccrnenoBanusx Ha )KUBOTHBIX ObLIa MPOAEMOHCTPUPOBAHA SIMOPUO-(PETOTOKCHIHOCTb.
HecmoTpss Ha TO, YTO cHCTEMHAas SKCHO3HMLMSA TOCJIE BHYTPHUIJIA3HOTO BBEAEHUS Ipernapara

Jitnea®

OYCHb MaJia, Iperapar HC CICAYCT NMPHUMCHATH IMPU 6epeMeHHOCTI/I, 34 UCKIIIOYCHHCM
CJIy4acB, KOrJa IOTCHIMAJIbHAA 1TOJIb3a AJIsI MAaTCPH IIPCBLIIIACT HOTeHI_II/IaJ'IBHHﬁ PUCK OJIA 11044,

I'pynHoOe BckapMIIMBaHUE

HewusBectHo, npoHukaet u adpaudeplent B rpyJaHOE MOJIOKO. PUCK s peOeHKa MmMpu rpyIHOM

BCKapMJIMBAHHUU HEC MOXKECT OBITH UCKJIFOUEH.

®

[Ipenapar Diinea” He peKOMEHAYETCSl MPUMEHSTh MPU TPYJHOM BCKapMiIMBaHUU. Bpau mpumer

PEIICHUE O NMPCPLIBAHUU I'PYAHOI'0 BCKAPMIIMBAHHWA HUJIW BO3JACPKAHHWU OT JICUCHUA NPCapaToM

Jitnea®

, IpUHWMasA BO BHHMAHUC IIOJIb3Y I'pPyAHOI'O BCKapMJIMBAHHUA IJId pe6eHKa N IIOJIB3Y
JICUCHUA AT MaTCpH.

DepTiIbHOCTS (CIIOCOOHOCTD K 3a4aTHIO)

WccnenoBanus Ha >KMBOTHBIX IOKa3alu, YTO aduuOepLenT MOXeT Hapylarh (epTUIbHOCTH
0co0eil MYKCKOrO M JKEHCKOTrO IIoJIa, OAHAKO Takue H(P(EKTbl MaJOBEPOSTHBI MOCIe

BHYTPUIJIA3HOT'O BBCICHHUA.

YnpasieHue TPAaHCIOPTHBIMHU CPEACTBAMH M PpadoTa ¢ MEXaHU3MaMH
IMpenapar Diinea® MOXeT BbI3bIBATH BpPEMEHHBIE HApYIIEHHS 3peHHs. Bo3aepKurech OT
YOpaBlI€HUS TPAHCIOPTHBIMU CPEICTBAMU U pabOThl € MEXaHU3MaMu JI0 JOCTaTOYHOTO

BOCCTaHOBJEHHUS Bartiero 3pCHHUA.

Ipenapar Jiiaea® conepkuT HATPUIE
JlaHHBII TeKapCTBEHHBIN ITpenapart CoAepKUT MeHee 1 MMouth HaTpus (23 MT) B pa3oBoii 103€, TO

€CTbh, 110 CYTH, HE COJIEPKUT HATPUS.

3. Ipumenenue npenapara Diinea®

HpenapaT 3171Hea® BBOJUTCS Bpa4oM. Bcerna CH@I[yfITC €ro pCKOMCHIALMU M. HpI/I TIOABJICHUHA
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ARG COOTBETCTRYET SKCHERTHOMY OTUETY

S e e B e
MUHUCTEPCTBOM 3[PABOOXPAHEHWS o1 06.03.2025 Nz 6125
PECTYBIUKW BENAPYCb

coMHHH HOROACY b TPy fiTecs ¢ nevammm Bpadom. (NOCNEOCQBATENBHOCTL 0003)

PeKOMeH)lyeMaﬂ ao3a

Pexomennyemas no3a cocrasiser 2 mr agummbepuenta (0,05 mr).

IIyTh 1 (W1K) cocod BBeAeHUS

Jleyamuii Bpau BBezeT npenapar Ditnea® B rias.

WNHbeKIuu JOHKHBI TPOBOAUTHCS BPAYOM, KOTOPBI UMEET OIBIT MPOBEACHUS BHYTPUTIA3HBIX
WHBCKIUH, B YUCTBIX M CTEPHIILHBIX (ACETITUYECKUX) YCIOBUSX.

[lepen wunbeknueil Bpau oO0paboTaeT KOXYy BOKpYr TJlaa, BEKO M IIOBEPXHOCTh TIJja3a
OaKTepULIUTHBIMU CpeicTBaMU (U1 npeAoTBpaieHus nHpekuun). Bpau 3akanaer Bam rinasusie
Karmy (MecTHOe 00e300/IMBaroIIee CPEICTBO), YTOOBI YMEHBIIUTh WIN MPEAOTBPATUTH OO OT
UHBCKITUH.

Cpasy nocie HHBEKIIUY Bpad OLIeHUT Baiie cocTosiHue.

Ecnu mocne mpoBeneHuss MHBEKIMH y Bac BO3HHMKIM Takue CHMIITOMBI, Kak 0OJb B IJa3y,
MOKPAaCHEHUE TJIa3a, CBETOOOS3Hb, 3aTYMaHUBAaHUE 3PEHUS, HEOOXOIMMO cpa3y COOOmUTL 00

ATOM JIeHallleMy Bpauy.
[IpoaoaxuTeTIbHOCTH TEPANINHU

[TpooIKUTENBHOCTD JICUEHUS U PEKUM J1I03UPOBAHUsS Oy 1y T OIPEIeICHbl BpauOM B 3aBUCUMOCTH
or Bamero auarHosa u orBera Ha JiedeHue. Bpau Oyxaer peryispHo HaOmonate 3a Bamum

® OKa3BIBAET JKEIAEMBI

COCTOSIHUEM, YTOOBI YJJOCTOBEPUTHCA, YTO JICUEHUE IpernapaToM ODiliea
sp¢exr. B 3aBucumoct or Bameif peakiuu Ha NedeHue mperapatoMm Diinea® Bpad MOKeT

YBCIUMYUBATH WK YMCHBIIAThL HHTCPBAJIbI MCXKAY NWHBCKIUSAMU.

Ecaun Bl mostyuniim 60ab0nyro 103y npenapara Jiijiea®, yem cienoBajio
B ciyuae, eciii Bpad BBeJ Oosblie mpenapata Diinea®, uem cienosano, y Bac MOkeT IOBBICHThCS
JIaBieHHe BHYTpU TIa3a. Bpau Oyaer HaOmiomaTh 3a BamuM cocTosiHHEM MMOCie KaKIou

HNHBCKIHH.

Eciu Bbl nponycTH/IM BU3UT K Bpavy Jisi HHbEKIMH npenapara Jitiea®
Eciu Bbl IIponycTHIM OYepeaHON BU3UT [ BBeJeHMs mpemapara Diinea®, mocerute Barero

JICHAaIICro Bpava st O6CJ'IC,Z[OBE[HI/I$I " IpOBCACHUA NHBCKIHU.

IIpexpauienue npuMeHenus npemnapara Jiiiea®

[IpoKoHCYIBTHpYIiTeCh C BpauoM, eciii Bl XOTUTe peKkpaTuTh NIpUMeHeHHe npenapara Ditnea®.

[Ipu HanuUUM BOMIPOCOB MO MMPUMEHEHHUIO MpernapaTa o0paTUTECh K JieyalleMy Bpady.
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COrMACOBAHO COOTBETCTEYET ZKCNEPTHOMY OTYETY
MUHUCTEPCTBOM 3[1PABOOXPAHEHUSI ot 06.03.2025 Nz 6129
IR e — (MOCTIENOBATETLHOCTS 0005
®

[TomoGHO BceM JIeKapCTBEHHBIM IIpermaparaM, Ipermapar OJillea. MOXET BbI3bIBATh

HCKCJIATCIbHBIC PpCAKIINH, OAHAKO OHU BO3HUKAIOT HC Y BCCX.

Bo3MokHO pa3BuTHE ajlepru4ecKux peaknuiil (rUnepuyBCTBUTEILHOCTH). JlaHHbIE peakuuu

MOTyYT ObITH cepbe3HbIMU. Hemens1ieHHO o0paTuTech K Bpady B ciiy4yae HX BOSHUKHOBEHMS.

IIpu BBeseHMM mpenapaTa Diinea® MOIyT BOSHMKHYTh HEKOTOphIE HEXKEJATENbHbIE PEaKIHH,

OKa3bIBAIOLIME BIUSHUE HA I71a3a, CBA3aHHBIC C IIPOLIEypOH ITPOBEACHUA UHBbEKIMUA. HekoTopsie
U3 HUX MOTYT OBITh Cepbe3HBIMH U BKIIOYAIOT B Ce0sl CJIENOTY, cepbe3Hoe BOCHAJIeHHe HJIH
uH}peKUuI0 BHYTPH rja3a (PHIO(TAIBMHT), OTCJI0€HHEe CBETOYYBCTBHUTEJIHLHOIO CJIOSI B
3aJHeil 4YacTM rya3a (OTCIIOGHHWE CeTYaTKH), INOMYTHEHHMe XpycTajJHMKa (KaTapakra),
KPOBOTe4YeHHe B IJ1a3y (KpPOBOM3IUSHHE B CTEKJIIOBHIHOE TEJO), OTCJI0eHHe Ie1e00pa3Horo
BellecTBA BHYTPH IJ1a3a OT CeTYATKH (OTCIOCHHE CTEKJIOBHIHOTO Tella) U TMOBBILIEHHE
BHYTPHUIJIA3HOrO JAaBjeHHusi (cM. pazznen 2 «O yem ciefqyeT 3HaTh Iepea NPUMEHEHHEM
npenapata Ditnea®). JlaHHbIE cepbe3Hble HeKenaTeNbHbIe PEaKIHH, OKA3bIBAIOIINE BIUSHUE HA
rnasza, HaOmonamuce mMenee 4eM B 1 u3 1900 crmyuyaeB wHBEKIMI B paMKax KIMHHYECKUX

HUCCIIEIOBAHUMN.

Ecau nmocne mabekuuu Bel MOYYBCTBYCTC PC3KOC YXYAUICHHUC 3PCHUA UIIN YCHUJICHUC oo u

IIOKpacCHEHHUE I71a3a, HeMeIJIeHHO 00paTuTeCh K Bpayy.

Bo3Mo:kHBbIE HexedaTeJbHbIE P€akuuu, KOTOpbIE€ MOIYyT Haﬁ.]'llO)IaTbCﬂ Nnpu NpUMEHCHUH

npenapara Jiiea®

OueHb yacTo (MOTYT BO3HHUKATh y Oosiee yeM | venoseka u3 10):

- CHUKEHHE OCTPOTHI 3PEHMS,

- KpOBOTEUCHHE B 33/IHEH 4acTH ria3a (KpOBOU3JIHSHHUE B CETUYATKY);

- KPOBOTEUEHHUE U3 MEJIKMX KPOBEHOCHBIX COCYJOB, PACIIOJIOKEHHBIX BO BHEIIHMUX CIIOSAX IJa3a
(cyOKOHBIOHKTUBAJILHOE KPOBOH3IUSIHUE);

- 00JIb B TJIa3y.

YacTo (MOTYyT BO3HUKATh He Oosiee ueM y 1 uenmoBeka u3 10):

- pa3pbIB WM OTCIOCHUE OJHOTO U3 CIIOEB CETYATKHU IJ1a3a, MPUBOJIAIIEE K BCHBIIIKAM CBETa U
TMJIaBAOIIUM TOMYTHEHHSIM, HHOT 1A IIPOTPECCUPYIOIIEE 0 TOTePH 3peHUS (Pa3pbIB MUTMEHTHOTO
SIUTEIUS CETYATKU™ WM OTCIIOCHUE MUTMEHTHOTO TIUTENHS CETUYATKH);

- IETeHepalysl CeTYaTKu (MPUBOASIIAS K HAPYIIICHUIO 3PEHHUS);

- KPOBOU3JIUAHUSA BHYTPH T'JIa3a (KpOBOI/I3J'II/I$IHI/I$I B CTCKIIOBUIHOC TeJ'IO);
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- o e e B GEpiib oMy THe RIS XpycTamKa (xarald kG ELOBATENBHOCTE 0005)

- TIOBpPEXJIEHUE TMEPEIHEro CJos TJa3HOTO 50JI0Ka (3PO3Hsl POTOBUIBI HIIM MHUKPOIPO3UU

POTOBHIIBI);

- IOBBILLIEHUE BHYTPUTIIA3HOTO J1aBJICHUS,

- 3aTyMaHUBaHUE 3PCHUS;

- IBIDKYIIMECS MATHA B 0JIE 3peHus (IJIaBaIOIIUE TOMYTHEHHUS CTEKJIOBHIHOTO TEJIa);

- OTCJIOGHUE TeJIe00pPa3HOTO BEIIECTBA BHYTPH TJa3a OT CETYATKH (OTCIOCHUE CTEKIOBUIHOTO
Tela, NPUBOJIAINEE K BCIBIIIKAM CBETA U MJIABAIOIINM IOMYTHEHHSIM);

- 00JIb B MECTE BBE/ICHUS;

- YyBCTBO MHOPOJHOTO TeJia B IJ1a3y;

- CJIE30TECUCHHUE;

- IPUITYXJIOCTh (OTEK) BEKa;

- KPOBOM3JIMSIHUS B MECTE BBEACHHUS,

- MOBPEKICHHE MMPO3PAYHOTO CIIOSI HAPYIKHOM 000JI0UKH Tia3a (poroBuiia) (TOYCYHBIH KepPaTHT);
- TIOKpacHEHUE 1ia3a (MHBEKIHMS KOHBIOHKTHUBBI BEK WM UHBEKIUS KOHBIOHKTHUBBI TJIa3HOTO
10JI0Ka).

* CocTosiHMSI, CBSI3aHHBIC, KaK U3BECTHO, C «BIaxHOW» (popmoit BM/I. Habnroganuce ToibK0 y

MAIMEHTOB ¢ «BIakHOW» popmoit BM/I.

HeuacTto (MoryT Bo3HuKaTh He O6osee yeMm y 1 yenoBeka u3 100):

- AJUIEPTUYECKHE PEaKIUK (THIIEPYyBCTBUTEIBHOCTD)**;

- Cepbe3HOE BOCMAJICHUE WIIM MH(EKIUS BHYTPH Ii1a3a (MHPEKIMOHHBINA WM HEMH()EKIMOHHBIH
SHI0(TATBMHT);

- OTCJIOCHHME WJIM Pa3pbiB CBETOUYBCTBUTEIBHOTO CJIOS B 33JHEH YacTH riia3a (OTCIOCHUE HIIH
pa3pbIB CETUYATKH);

- BOCTIAJICHUE PaAJYKHOH OOOJOYKHM WM JAPYTMX 4acTeil rnasa (MpHUT, yBEUT, MPHIOLUKIUT,
OTAJICCIICHIIHS TIepeIHeH KaMephl (BOCTIANUTENbHASL PEaKIlys BO Biare MepeIHei KaMephl));

- IOMYTHEHHUE XPYCTAITNKA;

- TIOBPEX/ICHNE TTOBEPXHOCTH MPO3PAYHOTO CJI0SI HApYKHOH 00070YKH ri1a3a (Ie(eKT AMUTEITHS
POTOBHIIBI);

- pa3apakeHHe B MECTE BBE/ICHHS;

- AHOMAJIbHBIC ONIYIIECHHS B II1a3y;

- pazapakeHHe BeKa,

- IPUITYXJIOCTh TIEPETHETO CJIOS TIIa3HOTO SA0JI0Ka (OTEK POTOBHIIBI).

** 3aperucTpupoBaHbl TAKHE AJJIEPTUYECKUE PEAKITNH, KaK ChITlb, 3y, KPAITUBHUIIA U HECKOJIBKO
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Penxo (MoryT Bo3HHKaTh He Oosiee ueM y 1 uenoeka u3 1000):

- CIIETIOTA,;

- IOMYTHEHHE XPyCTalIUKa U3-3a TPaBMbI (TpaBMaTHUYCCKasl KaTapakTa);

- BOCIIAJICHUE Telie00pa3Hoi CyOCTaHIMK BHYTPH IJ1a3a — CTEKIOBUIHOTO Teja (BUTPEUT);

- THOM B IJ1a3y (TUIIOIHOH).

B kiImHMYECKHX HCCIIEIOBAHUAX OTMEUYAJIOCh YBEIIMYEHUE YaCTOThI KPOBOTEUEHUU W3 MEJIKHX
KPOBEHOCHBIX COCYJIOB B HAapy>KHBIX CIIOSIX Ija3a (CyOKOHBIOHKTHBAJIBHBIX KPOBOMZIHSIHUIM) Y
MAIUCHTOB C «BJIAKHONW» hopmoit BM/I, momy4aBimmx aHTUTpOMOOTHYECKHE MperapaThl. Takas
MOBBIIICHHAS] YaCTOTa ObLIa COMOCTABUMAa MEXIY MAIlMeHTAMHU, MOJyYaBITUMH paHuON3ymMald u

npenapar Diinea®.

CucteMHOE NpUMEHEHHE BEIIECTB, CXOKHX C JeHCTBYIOIIMM BellecTBOM Ipemapara Diinea®
(uarudutropoB VEGF), MoxeT ObITh CBSI3aHO ¢ pUCKOM O00pa30BaHUsI CI'YCTKOB KPOBU, KOTOPHIE
OJIOKHUPYIOT KPOBEHOCHBIE COCY/IbI (apTepUaibHbIe TPOMOOIMOOIHYECKHUE COOBITHS). DTO MOXKET
NPUBECTH K WH(PAPKTY WM UHCYIbTY. CymeCTBYeT TEOPETHUECKUI PUCK Pa3BUTHS MOAOOHBIX

coOBITHIA U TIOCTIE BBeJIeHNUs MpenapaTa Diinea® B rias.

Kak u B cjIydac CO BCEMH TCPAlICBTUYCCKUMU 66J'IKaMI/I, IIpyu IIPUMCHCHUU IIpCIIapara :‘)I>'IH63®

CYLIECTBYET BEPOSITHOCTD Pa3BUTHI IMMYHHOU peakuuu (00pa30BaHMs aHTHUTEN).

CooluieHue 0 HeKe1aTeJIbHBIX PeaKIusaX

Ecnu y Bac Bo3HUKalOT Kakue-mub0 HexenaTelbHble peakIiK, IPOKOHCYIbTUPYHTECh C BPAUOM.
JlaHHas peKOMEHJIAIMsl pacpoCTPaHsAETCsl Ha JI00ble BOZMOXKHBIE HEXeJaTelbHbIe peakiiy, B
TOM YHCJIE€ Ha HE TIEPEUUCIICHHBbIE B JIMCTKE-BKIAAbImie. BBl Takke MOXKETe COOOLIUTH O
HEXEJNAaTeNbHBIX PEAKIUAX HampsiMyto (cM. Hike). Coolias o HeXenaTeNbHBIX peakiusx, Boi
MIOMOTaeTe MOJIYYUTh OOJIbIEe CBEJICHUH 0 OE30MaCHOCTH Ipernapara.

Poccuiickasa ®edepayus

®denepanbHas cinyx0a mo Haa30py B chepe 3apaBooxpanenus (PocznpaBuanzop)

Anpec: 109012, Mocksa, CnaBstHCKast 1J101ab, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

https://roszdravnadzor.gov.ru/

Pecnyonuxa Kazaxcman
«HanuoHanbHBIA LEHTP 3KCIEPTU3bl JEKAPCTBEHHBIX CPEACTB M MEIULMHCKUX H3ACIIHID)

Komwurera MCIUIMHCKOIO U q)apMaL[eBTI/ILICCKOFO KOHTPOJIA MI/IHI/ICTepCTBa 3APaBOOXPAaHCHUS
9
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Pediiy Gk K 1160 (MOCNEOQBATENEHOCTL 0005)

Anpec: 010000, r. Actana, paiion baiikonslp, yi. A. Imanosa, 13 (B «Hypcayner 2»)
Tenedon: +7 7172 23 51 35
OnekTpoHHas rnoyra: farm@dari.kz

https://www.ndda.kz

Pecnybnuxa Benapyco

VII «LleHTp 3KCIIepTU3 U UCIIBITAHUM B 3PaBOOXPAHCHUN
Anpec: 220037, r. Munck, ToBapuiieckuii nep., 2a
Tenedon: +375 17 231 85 14

@axc: + 375 17 252 53 58

Tenedon oraena dpapmakonanzopa: +375 17 242 00 29
OnexkTpoHHas noyra: repl@rceth.by, rceth@rceth.by
https://www.rceth.by

5. Xpanenue npenapara Jiiaea®

XpaHuTe mpenapar B HeZOCTYITHOM JiIsl peOeHKa MecTe TakK, YT00bl peOSHOK HE MOT YBHUJETH €T0.

He npumensiite nmpenapar mnociie UCTE€YEHHUs CpoKa FOJJHOCTH (CpoKa XpaHEHUs ), yKa3aHHOTO Ha
KapTOHHOH Mayke M dTUKeTKe (uakoHa mocie «['oxen mo». JlaToii nucreyeHus cpoka roJgHOCTH

ABIIACTCA HOCJIGI{HI/Iﬁ JCHb JaHHOI'O MEcCiAIa.

XpaHuth npu Temmneparype oT 2 a0 8§ °C B OpUrMHAJIBHOM yHakoBKEe (KapTOHHOW Mayke) JUIs

3alIUThI OT CBETA. He 3aMOpPaAKUBATh.

Hepez[ HUCITIOJBb30BaHUEM HCBCKpLITBIﬁ q)HaI(OH MOXCET XPaHHUTBCA BHC XOJIOAWJIbHUKA IIpU

temneparype He Boie 25 °C 1o 24 gacos.

He BriOpachiBaiiTe (He BBUIMBAITE) Hpenapar B KaHAIM3AIMIO MU C OBITOBBIMH OTXOJAMH.
YTo4yHHuTEe y paOOTHHUKA aNTeKH, KaK ClIeAyeT YTHIN3UPOBaTh (YHHUTOXATh) MpenapaT, KOTOphIi

0oJIblIIE HE HOTpe6yCTC$I. Ot MCEPBI MO3BOJIAT 3alIUTUTL OKPYKAIOMIYIO CPCaY.

6. Coep:knMoe YNIAKOBKHU U MIPOYMe CBeIeHUs

Ipenapar Diiaea® comepxkut
JIefCTBYIOIMM BELIECTBOM ABIseTCS adIubepIenT.

1 M mpenapara conepxut 40 mr apnubdepuernTa.
10
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KT AR | 1,12 e adprnepnbira 2 0 FYRGHSAQRATENEHOCTS 0005)

WzBnekaemblii 00beM oxHoro (makona coctasisier 0,1 mMi pacTBopa, YTO SKBHBAJICHTHO 4 MT
apnmubepuenTa. JlaHHBIH H3BIEKaeMbIii 00bEM pacTBOpa IO3BOJSET OOECIEUUTh BBEICHHE

pa3oBoi 10361 2 MT adiubepuenta, yto coctasiser 0,05 M pacTBopa.

[lpounmu  WHrpenveHTamMu  (BCIIOMOTATEJIBHBIMH  BEIIECTBAMH)  SIBISIIOTCSA.  HATPUS
muruapodocdara MOHOTHAPAT, HATpUA TuApodocdara renTaruapar, HaTpus XJIOPHI, caxaposa,

nonucopOar 20, Boia ik UHBEKIUH.

Buemnuii Bu npenapara Jiijaea® u cogepKuMoe yIIaKoOBKH
PacTBop AJi1 BHYTpUTIIa3HOTO BBEJICHUSI.

[Ipo3paynas uiau ciierka onajaecuupyromnias, OeClBETHAsI UM CBETIIO-KEITOIO 1IBETA )KUKOCTb.

ITo 0,278 M mpemapaTa™ Bo (uIakoH U3 OSCIIBETHOTO CTEKJIA TUIA I, yKyIOpeHHBIN MPOOKOH 13
OyTuiKaydyka ¢ (hTOPIIOJUMEPHBIM MOKPBITHEM, C OOXMMHBIM ATIOMHHUEBBIM KOJITAYKOM H

MOJTUITPOTTUIICHOBOM KPBILIKOM.

ITo 1 dnakony u 1 GuIbTPOBANTBHON UTJIE C JMCTKOM-BKJIAQJBIIIEM MOMEIIAIOT B KAPTOHHYIO

NayvKy, IMEIOMIYI0 KOHTPOJIb MIEPBOTO BCKPHITHS (TIepopanus u/mim CTUKED).

* HpenapaT IMPOU3BOJHUTCA C HM30BITKOM HAIIOJHEHUS B OeiIAax obecreyeHys H3BJIEKAEMOro oobeMa

He menee 0,1 mir.

JlepaaTe/ib perucTpaliOHHOIO YA0CTOBEpPEeHHUSs
I'epmanus
baiiep AT’
Kaitzep-Bunsrensm-Annee, 1, 51373 JleBepkysen

Tenedon: +49 214 30-1

IIpousBoaurenn
baiiep AI', Mrosnepmrpacce 178, 13353 bepaun, ['epmanus
Bayer AG, Mullerstrasse 178, 13353 Berlin, Germany

3a a1000ii uHpopmaumeil 0 mpenaparte, a Take B CJOy4asiX BO3HUKHOBEHHS MpeTeH3uil
ciaeayeT o00pamiaTbcsi K MeCTHOMY MpPEACTABUTENI0 Jiep:KaTeisi PerucTPpaluoOHHOIO
YA0CTOBEPEeHHU:

Poccuiickas ®edepayus

AO «BAMEP»

107113 Mocksa, 3-s PeiOunckas yi., a. 18, ctp. 2.

Tenedon: +7 495 231 12 00
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PECTYBIVKA BEJIAPYCh

PedriyBiika KasitGgn > (MOCNEOOBATENBHOCTE 0005)

TOO «baiiep KA3»
050057 Anmarsl, yn. TumupsizeBa, 42, nas. 15, opuc 301
Tenedon: +7 727 258 80 40

Pecnybnuxa benapyco
220089, r. MuHck, np. J{3epxunckoro 57, nomeuenue 54

Tenedon: +375 17 239 54 20

JIMCTOK-BKJIAABILI NIEPECMOTPEH

IIpoune ncTOYHMKHM HHPOPMALMHU
[TonpoOHBIE cBeAcHWsT O JaHHOM Ipemnapare cojaepxkarcs Ha BeO-caiite Corosa

(https://eec.eaeunion.org).
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NM-Ne006553-IT1-BY T T T T L e s At
COIMAGOBAHO COOTBETCTBYET 3KCMEPTHOMY OTUYETY
MUHUCTEPCTBOM 3[PABOOXPAHEHMSA oT |:“Ei,: F_‘ .-_'\.:Eﬁ "'J-' E-l:E
PECMYB/NKN BENAPYCb
NPUKA3OM OT 08.10.2025 Ne 1166

NMOCNEAOBATENLHOCTL 0006

CHGI[YIOH_II/IG CBCACHUA NPCAHA3HAYCHBI UCKIIIOUYUTCIIbHO IS MCIUITUHCKUX paGOTHI/IKOBI

PexxuM J103upoBaHus

Heosackynapnasa («enascnasn») ¢hopma 603pacmHoll MAaKyIApHOU Oe2eHepayuu («8LadiCHAs»

¢opma BM]])

PexomenioBanHas 103a npenapata Diinea®™

coctaBisieT 2 Mr adaubepienTa, YTo SKBUBAJICHTHO
0,05 mu1 pacTBoOpa.

Jleuenune mpenapatoM Diiiea® HAYMHAIOT C BBEJICHUS TPEX IOCIIEIOBATENBHBIX €KEMECTUHBIX
UHBEKIHH, TTOCIIE YeTO CIIeTYIONIYI0 HHBEKINIO BBIIOIHAIOT Yepes J1Ba MecsIa.

B nanbHeifimem JByXMeCSUHbIE HHTEPBAIIBI MEXKITy MHBEKIUAMH TIpenapara Ditnea®

MOTYT OBITb
COXpaHEHBI UJTU YBEJIMYEHBI B PEIKUME «JICUUTh U YBEITMUMBATH HHTEPBA HA OCHOBAHUHU OLICHKHU
PE3yJIbTaTOB U3MEHEHHSI OCTPOTHI 3PSHHUSI U/WJIM aHATOMUYECKUX MOKa3aTeNei IeualuM BpadoM.
[Tpu ucoNb30BaHUH PEKUMA «IEUUTh U YBEIIMYUBATH HHTEPBA K MOCIEAYIOUIUM UHTEpBallaM
MeXIy MHBEKIMAMH Tpenapara Ditnea® 100aBnsMioT 10 2 MM 4 Hemedu I TMOUIEPKAHUS
JOCTUTHYTHIX CTAOMIIBHBIX OCTPOTHI 3PEHHSI W/WIIA aHATOMHYECKUX TIOKa3aTeeH.

B ciyuae yxyaiieHus ocTpOTHI 3peHHs W/UIM aHATOMHYECKHUX TOKa3aTesield WHTEPBAIbl MEXKIY
WHBEKIUSMU JTOJDKHBI OBITh COOTBETCTBEHHO COKPAILICHBI.

KonTtpomnbHbIe 00CIenoBaHs MEXKAY WHBEKIHUAMU OOBIYHO HE TPEOYIOTCS, OJHAKO, €CJIM Bpad
CUMTACT UX HEOOXOAMMBIMH, OHA MOTYT ITPOBOJIUTHCA YaIlle, YeM WHBEKITUH.

I/ICCJ'ICI[OBaHI/ISI, B KOTOPBIX MHTCPBAJIbI MCKAY HHBCKUUAMH HPCIIapaToOM 3171J1ea® IMPEBLIIIAIN

YCThIPC MCCiAla UIIN ObLIH MCHEE YCTBIPEX HCACIb, HC ITPOBOJUIIUCH.

Maxkynapuwiti omek, pazeusuiuiics 6ciedcmeue OKKIIO3UU 6eH CemuyamKu (YeHmpanbHol GeHbl
(OLIBC) unu ee semseui (OBL{BC))

PexoMeH10BaHHas [03a npenapata Ditnea® cocrapiser 2 Mr adpaubepIenTa, 4To SKBUBATIEHTHO
0,05 M1 pacTBOpa.

[Tocne HayanbHONW HMHBEKIMM JIEUEHUE TPOBOJIUTCS e€xemecsuHo. VHTepBal MEXIy IBYyMs
MHBEKIUSAMU JI0JKEH ObITh HE MEHEE OJJTHOTO MecsIa.

Ecnu He HabmiomaeTcst yiydllleHHs OCTPOTHI 3pEHHMsS] M aHATOMHUYECKHUX TOKaszaTeled mocie
HETIPEPBIBHOTO JIEUeHHs, JTedeHne npenapatoM Jitnea® omKHO OBITH TPEKPAIIEHO.
ExxemecsauHble MHBEKIUU MPOAOIKAIOT JO JOCTUKEHHUS MAKCUMAaJIbHO BO3MOXKHOM OCTpPOTHI
3peHUs] W/WIU OTCYTCTBUSI TPHU3HAKOB aKTMBHOCTH 3aboneBanusa. s 3Toro HeoOXomammo
IpOBEIEHUE TPeX U 0oJiee MoCIeI0BATENbHbBIX €KEMECSUHBIX MHBEKITUH.

Tepamuss MOXeT OBITh MPOAOIDKEHA B PEKUME «ICUYUTh W YBEIHMYMBATH WHTEPBAI» TMpU

MOCTCIICHHOM YBCIIMYUCHUHU HHTEPBAJIA MCXKAY HHBCKIHUAMHU IJId HOAACPKAHUA OOCTUTHYTBIX
13


ЛП ГП СОГЛАСОВАНО


ARG COOTBETCTRYET SKCHERTHOMY OTUETY

S e e B e
MUHUCTEPCTBOM 3[PABOOXPAHEHWS o1 06.03.2025 Nz 6125
PECTYBNNKM BENAPYC

b - ) - R
cragibihX O o¢ifipnb  Sperns  wwm  ana ommeckiny “ ok Eotttake” A,

MO3BOJIAIOINUX YCTAHOBUTH JJIMTCIBHOCTL MHTCPBAJIIOB, HEAOCTATOYHO. B CIydac yXyAlICHUSA

OCTPOTHI 3pCHHS M AHATOMUYECKHX MTOKa3aTesIe HHTePBAIB MEXKTy HHBECKIIUSIMU JTOKHBI OBITh
COOTBETCTBEHHO COKPAIICHBI.

MOHUTOPHHT W BBIOOp CXEMBI JICUCHHSI OCYIICCTBISFOTCS JICUAllMM BpPadyoM HAa OCHOBAaHUU
WHAWBUIYAITBHOTO OTBETA MAI[UCHTA.

MOHHUTOPHHT TPOSIBICHUN AKTUBHOCTU 3a00JIEBAaHUS MOXKET BKIIOYaTh B CeOsl CTaHAAPTHBIN
odrarpMoNorndeckuii 0cMOTp, (HYHKIIMOHAIBHYIO AMATHOCTHKY WM HCIOJIb30BAaHHE METOJ/IOB
BU3yaJIn3aIuu (ONTUYECKOW KOTEPEHTHOU ToMorpaduu uitk (Ir00pPECCHTHOW aHTnorpadun).

Jluabemuueckuu maxynapuwiii omex ({MO)

®

PexomenoBannas 1o3a npenapara Jitiea coctaBiseT 2 Mr adiubeprienTa, YTo SKBUBAJICHTHO

0,05 M1 pacTBOpa.

®

Tepanmo nperaparomMm Oljlea” HaAYHMHAIOT C OI[HOﬁ eKeMeCIIHON HHDBCKIMU B TCUCHHUC IICPBLIX

IIATU MECALCB, IMOCJIC YCTO MHBCKIUHW MPOBOJAT KaKAbIC ABa MECALA.

JIByXMecsuHbIe HHTEPBAIbl MEK Ty HHBEKIHAME HpenapaTa Ditnea®

MOTYT OBITh COXpPaHEHBI WU
WHTEPBAJIbl MOTYT OBITh YCTAaHOBIIEHBI MHIWUBUIYaJlbHO HAa OCHOBAaHUU OLIEHKH PE3yJIbTaTOB
W3MEHEHUS OCTPOTHI 3PCHUS W/MIIM aHATOMHYECKHUX ITOKa3aTeliel JieyanuM BpadoM. Hampumep,
IPU UCIOJB30BAHUU PEXKUMA WICYUTh W YBEIMYMBATH HMHTEPBAI» K HMHTEPBAIAM MEXKIY
UHBCKIIUAMU OOBIYHO JOOABJISAIOT TO 2 HEACHW I MOIICPKAHUS JTOCTHTHYTHIX CTAOMILHBIX
OCTPOTHI 3pEHUS W/WJIM aHAaTOMUYECKHUX ITOKa3aTenei. J[aHHBbIe MO NMPUMEHEHHIO Ipernapara
Diinea® ¢ MHTEpBaJIaMU MEXIy UHBEKLHIMU, PEBBIIIAIOIIMMH YETHIPE MecALla, OTPaHUYEHBI. B
ciIy4yae yXyIIICHUSI OCTPOTHI 3PEHMS] W/WIM aHATOMUYECKUX IOKa3aTeJe WHTEPBAIBl MEXIY
WHBEKIUSIMU T0JDKHBI OBITH COOTBETCTBEHHO COKpatleHbl. MccnenoBanusi, B KOTOPBIX HHTEPBAIBI
MEXKly UHBEKLHUSIMU COCTABIISUIM MEHEE YETHIPEX HEEIb, HE TPOBOJUIIHUCE.

['padmik KOHTPOJIBHBIX OOCIEAOBAHUN COCTABIISETCS JIEYAIIUM BPavuoM.

Ecimu PE3YJIBbTATBI OCTPOTHI 3PCHUA W aHATOMHWYCCKHE ITIOKA3aTCJIM YKa3bIBAIOT HAa OTCYTCTBHC

3¢ deKTa OT IPOBOAUMOTO JIeUeHHs, TEpaIHIo mpenapaToM Jitnea® caenyer NpekpaTHTb.

Muonuueckas xopuouoanvHas Heogackynapuzayus (muonuveckas XHB)

PekoMeH 10BaHHas J103a Npenapata Diinea® — oHOKpaTHAs MHTPABUTPEATbHAS UHBEKIMS 2 MI
adnubepnenTa, uto sxBuBasieHTHO 0,05 MIT pacTBOpA.

Ecnu pe3ynpTaTel OCTPOTHI 3p€HHS] U aHATOMUYECKHE MOKA3aTeN YKa3bIBAIOT HA COXPAHEHHE
3a00J1eBaHNs, BO3MOXHO BBE/ICHUE JIOTIOIHUTENBHBIX UHBEKIMHA. PelMIUBbI JOIDKHBI JIE€UUTHCS
KaK HOBOE MPOsIBIICHHE 3a00JI€BaHMU.

['paduk KOHTPOJIBHBIX 0OCIEAOBAHUN COCTABISAETCS JIEHAIllM BPauoM.
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VHpepBaR Mk Ay ABypis fodamn nomken cocragmars e Metee GAHORS Mecaiza, - - | = 0005)

Ocobblic MEpPBI  NIPEAOCTOPOKHOCTH INIPHM YVHHYTOXKCHHUHMU HMCIIOJB30BAHHOI'O JICKAPCTBCHHOI'O

npeénapara ujikd OTXO040B, IMTOJTYUYCHHBIX IMOCJIC ITPUMCHCHUA JICKAPCTBCHHOI'O ITpfIiapara, U IPpyruc

MaHUNIYJIAIWHW C ITperiaparomM

Kaxxapiii ¢h1akoH ciaenyeT UCIonb30BaTh TOJNBKO JI OTHON UHTPaBUTPEAIbHOU HHBEKIUH.
@nakoH CONEPXKUT 103y aduubeprenta, MNPEBHIIIAONYI0 PEKOMEHIOBAaHHYIO /03y 2 MI
(oxBuBanentHyto 0,05 Ma pactBopa it UHBEKINH). M30BITOUHBIN 00heM JOKEH OBITh yaaneH
JI0 BBEJICHUSI PEKOMEHTyEeMOH 103bI.

[lepen mpuMeHeHHEM cieAyeT BHUMATEIBHO OCMOTPETh (uiakoH. [Ipy HapylIeHny 1eI0CTHOCTH
¢dakoHa, 3HAYMTETLHOM HW3MEHEHUU IIBETa, MOMYTHCHHH, OOHAPYKCHHH BUIUMBIX YACTHII
npenapar JI0JbKeH ObITh YTUITU3UPOBAH.

OuIbTpoBalibHAS WIJIa HE JOJKHA MCIOJB30BaThCS IS MHBbEKUUN. DuibTpoBalibHas UIja He
NUPOTeHHA W HE MOMJISKHUT CTEPUIIU3AlMU METOAOM aBToKIaBupoBaHus. [Ipu HapyuieHuUn
[EJIOCTHOCTH WHIAVBUAYATBHONW YIAKOBKU (PHIBTPOBAIBHYIO WIJy MPUMEHSTH Henb3s. [locrme
UCTIOJIB30BaHUs (DUIBTPOBATBHAS MIJIA YTHIU3UPYETCS B KOHTEWHEp 1151 cOopa OTXOI0B Kiacca
A (manmoomnacHsie 0Tx0/1bl). [loBTOpHOE HCTIOIB30BaHNE (PUIBTPOBATBLHON UTIIBI MOKET IPUBECTH
K Pa3BUTHIO MH(EKIMH WIH JPYroro 3a00J1eBaHUs/TIOPaKEHUSI.

Jl1s nHTpaBUTpeaIbHON UHBEKIIUHU CJIEYET UCII0Ib30BaTh Uy Ais uHbekuuii 30 G x V2 aroiima.

MHCTPpYKIIMA 110 UCHOJIBL30BAHUIO (DJIIaKOHA

1. VY aansioT IMIacTUKOBBIM KOIIIA40K U HGSHH(bHHHPYIOT BHCIIHIOKO 49aCTb pe3I/IHOBOI7I HpO6KI/I

¢drakoHa.

2. llpucoenuusI0T GUIbTpoBaNIbHYIO Uy 18 G, 5-MUKPOH, BIOKEHHYIO B KAPTOHHYIO MAYKY, K

CTEpUIILHOMY IITPHUILY HA 1 MJI C JIFOAPOBCKUM HAaKOHEYHUKOM.
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¥

3. OunpTpoBaJbHYIO HUINIy BBOJAT uepe3 LEHTp MpoOku ¢rakoHa A0 TeX IMOp, MOKa OHa

MMOJIHOCTBIO HE BOMAET BO (I)JIEIKOH M €€ KOHCI HC KOCHCTCA IHA UJIM HUKHETO Kpas (bJIaKOHa.

4. Cobmoaas npaBuiia aceNTHKH, M3BIEKAIOT cojepkuMoe (akoHa ¢ mpemapartoM Diinea® B
HINpUL, Jep’ka (pIakoH BEepTHUKAIbHO, HEMHOI'O HAKIIOHSS €ro Jisl IOJHOTO W3BJICUEHUS
npemaparta. s mpeoTBpaIieHus MomaIaHus BO3IyXa HE00X0UMO YOSIUThCS, YTO CKOIICHHBIN
KOHEI[ WUIJIBI TTOTPYXKEH B XHIKOCTh. [Ipu oTOOpE pacTBOpa MpOJOIDKAIOT HAKIOHATH (JIAKOH,

CJICOs 3a TEM, YTOOBI KOHCII UI'JIbL OBLT IMOT'PY’KEH B JKUAKOCTD.

Hanpaenex
| BHM3

Pacteop

5. Y0eauBIINCh, 4TO IITOK MOPIIHS JOCTATOYHO OTTSHYT Ha3al IpH 3a00pe pacTBopa u3 (akoHa,

(GWIBTPOBAIIBHYIO UIITY MOJHOCTBIO OITyCTOIIAIOT.
6. OUIBTPOBATIBHYIO UIJTy CHUMAIOT U YTHIIU3UPYIOT.
[Tpumeuanue: GpuabTpOBaIbHAS UIJIA HE UCTIOIB3YETCS Il HHTPABUTPEATbHON HHBEKIINU.

7. Cobnroast mpaBuiia acenTUKH, UTTy Juist uHbekIuu 30 G x V2 aioliMa MI0THO IPUCOSTUHSIOT K

KOHYMKY HIIpHIa C JJIOOPOBCKUM HAKOHCUYHHUKOM.
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PECMYBNVKA BENAPYCb ) - e — S
8. JEpsa Pl HEjQH BEepx, nposepsior pacTBop Ha H: e TSP aRor. Ecn ol AMeRTcs,

OCTOPOIKHO BCTPAXUBAIOT IIIPUL, IOCTYKHUBAA 10 HEMY NAJIBLEM 0 TCX I1OP, TOKA BCC IIY3bIPbKU

HC NOJHHUMYTCA HABCPX.

9. MemsieHHO HaJlaBlIMBasi Ha MOPIICHb TaK, YTOOBI €ro IIOCKUi Kpah moctur metku 0,05 M Ha

HITPHIIE, YAATISIOT BCE My3BbIPHKH U M30BITOYHBIN 00BEM Mpernapara.

NHKA Pacteop mocne yaanexun

| I | [O3MPOBAHMA My 3bIPbKOB BO3MYXa W

e 0,05 mn nabbITouHoM obbema

= npenapata

() 1
Y Mnockwid
= Kpait

MOpPLIHA

0.2

10. ®naxon npeaHa3Ha4CH TOJBbKO JJISI OAHOKPATHOI'O MCIIOJIb30BaAHM. H3BiaedeHne HECKOIBKUX
J03 U3 OAHOT'O (1)J'IaKOHa MOZKET IPUBECTHU K YBCIIMYCHHUIO PUCKA KOHTaMHUHAIIUW U TOCJICAYIOIEMY
Pa3BUTHIO I/IH(beKI_[I/II/I. Becy ocTapmuiics J'IeKapCTBCHHHﬁ npenapatr M OTXOAbl CJICAYCT

YHUYTOXKUTE B COOTBETCTBUM C YCTAHOBJICHHBIMHM HAIWMOHAJIBHBIM 3aKOHOJATCIILCTBOM

TpeOOBAHUSIMHU.
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