COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 14.08.2025 N2 20268
(NCCNEOOBATENEHOCTE 0002)

OBIIASA XAPAKTEPUCTHUKA JI

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA
Kopnawm, 2 mr, Tabnetku

Kopnawm, 5 mr, Tabnetku

2. KAUECTBEHHBIA U KOJIMYECTBEHHbBIN COCTAB

JlelicTBy1oliee BEECTBO: TEPAZO3HH.

Kopnam, 2 Mr, Ta0aeTku

Kaxnas Tabnerka cogep kUt 2 Mr Tepa3osuHa (B (hopme Tepa3o3uHa THAPOXIOPUIA JUTHAPATA).
BcenomorarenbHble BElECTBA, HAJIMYME KOTOPBIX HA/l0 YYHUTHIBATh B COCTaBE JIEKAPCTBEHHOI'O
Ipenaparta: JJaKTo3bl MOHOruapar (cm. pasaen 4.4.).

Kopnam, 5 Mr, Ta0ueTku

Kaxnas Tabnerka cogep kUt 5 Mr Tepa3osuHa (B (hopMme Tepa3o3uHa THAPOXJIOpUAA JUTHAPATA).
BcenomorarenbHble BEleCTBa, HAJIMYME KOTOPBIX HAl0 YUYHUTHIBATh B COCTaBE JIEKAPCTBEHHOIO
Ipenapara: JJaKTo3bl MOHOruapar (cm. pasaen 4.4.).

[TonHbIii MepeyeHsb BCIIOMOTATENbHBIX BEIIECTB MPUBEIEH B pazjaene 6.1.

3. JEKAPCTBEHHASA ®OPMA

Kopnam, 2 Mr, Ta0aeTKu

Kenteie, kpyrisle, MIOCKHE TAOJETKH C PUCKOM Ha OJHOM cropoHe M (hackoii. IToBepxHOCTH
TaOJIETKH CKOIIIEHA K PUCKE.

Kopnam, 5 Mr, Ta0ueTku

OpanXeBO-)KeNThle, KPYIible, IIOCKHE TaOMeTKH C PHCKOM Ha OJHOW CTOpoHE U (PacKoil.

[ToBepXHOCTH TabJETKM CKOILIEHA K PUCKE.

4. KIMHNYECKHUE JAHHBIE

4.1. IlokazaHus K NPUMEHEHUIO

JlexapcTBeHHBIN Ipenapar 1oka3aH K IPUMEHEHHIO Y B3pOCIIBIX B Bo3pacTe oT 18 ner mst:

® CHMIITOMATHYCCKOI'O JICUCHUA ,Z[OGpOK&‘IGCTBGHHOfI THICPIIa3Un HpeHCTaTeHBHOﬁ KCJIC3bI
(ATTDK);

e JICYCHHUS apTEePUATBHOM rUMepTeH3UH (B COCTaBe KOMOMHUPOBAHHOM Teparum).
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4.2. Pe:kuM 103UPOBAHUS H CIIOCO0 NMPHMEHEH

PexxuM n1o3upoBanus

Jns cumnmomamuueckori mepanuu [1I'TIK

Jlozy npenapama Kopuam cnedvem noobupamsv uHOUSUOVAILHO HA OCHOBAHUU OMEEIMHOU

peakyuu nayuerma Ha I’ZDOGOOI/{MVIO mepanuro.

HauanpHoll 10301 71 BCEX MALIMEHTOB, KOTOPYIO HE CIEAYET MPEBBILIATh B TEUECHUE NEPBOU
Hezenu tepanuu, ssisercs 1 mr 1 pa3 B cytku (1/2 Tabnerku mo 2 mMr) nepea CHOM, IOCIIE Yero
MAIUEHT J0JKEH HAXOAUTHCS B IOCTENN 6—8 4acoB.

[Ipy npuMeHeHMHM TIEpBOM J03bI IMpernapara HEOOXOAMMO TIIATEIbHO KOHTPOIUPOBATH
aprepuanbHoe naBieHue (A/l), 4ToObI CHU3UTH PUCK PA3BUTHUSA OPTOCTATHUECKON apTepualIbHOM
TUIIOTEH3UH.

Jlo3a npenapata KopHam MokeT ObITh yBenuueHa 10 2 Mr B 1 pa3 B CyTKU B TeueHue 14 mHei,
IIOCJIE YEro NEPEXO0IAT Ha IPUMEHEHUE 10 5 MT' | pa3 B CyTKU B TeueHue 7 1HeH (Kak MpaBuio, Ha
HOYb). YBEJINYEHHUE 03Bl BO3MOKHO TOJIBKO IIPU XOPOLIEH IEPEHOCUMOCTH PaHEe IPUHUMAEMO
n03bl. TepaneBTUYECKHIl OTBET OLIEHUBAETCS B T€UEHUE 4 HEZEIb II0CIIE Hayala TepParuH.
OOBIYHO JUIs1 AOCTHXKEHHSI TePANEBTHUECKOT0 3 deKTa TpeOyIoTCs MO IEPKUBAIOIINE 035l B 5S—
10 mr 1 pa3 B cyTknu.

MaxkcumanbHas cyTouHas 103a cocrasisieT 10 mr.

Ecnu npumenenue npenapara KopHam npepsiBaeTcsi Ha HECKOJIBKO JHEH Win Oolsee, Tepanuio
CJIelyeT BO3OOHOBIIATH C HAYAJIbHOMU JI03BL.

Jlewenue apmepuanvrot eunepmensuu ((Al), 8 cocmase KoOMOUHUPOBAHHOU Mmepanuu)

Jlo3a 1 MHTEpBaJBI MEXAY IpueMoM 1103 (12—24 yaca) npenapara KopHam T0KHBI TOAOHPATHCS
B COOTBETCTBUU C peakLUel CHIDKEHUs Al 1715 KaK10T0 NalMeHTa HHANBUIYaJIbHO.

[Tpu nobGaBnenuu npenapara Kopaam k yxe mpoBOJMMOM THIIOTEH3UBHOM TEPAITUH 32 MTALIUEHTOM
ClleflyeT THIaTeIbHO HaONIONaTh Ha Ciaydail BO3HMKHOBEHHUS apTepUaibHOM rumoreHsuu. [lpu
COBMECTHOM IIPUMEHEHUH TE€PA3031MHA C TUYPETUKOM WM JIPYTUM I'MIIOTEH3UBHBIM IIpEnapaToM
MOJKET MOTpeboBaThcs CHIDKEHHE J03blI mpenapara KopHaMm v MOBTOpHOE €€ TUTPOBAHUE TTOA
HaOII0ICHUEM Bpaya.

HauanbHoil 1030¥ 11 BCeX MallMEHTOB, KOTOPYIO HE CIEAyeT MpeBbImarh, susgercs 1 mr (1/2
TabneTku mo 2 Mr) nepen cHoMm. Heo6xoaumo HaOItoIeHNE 3a MalueHTOM, YTOOBI CHU3UTHh PUCK

pa3BUTHSI BBIpAKEHHOTO CHIKEHUS A/l
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J103a MO’KET OBITH IMOCTENICHHO YBEIMYCHA IS TOTO; ITOOBI TOCTITB 7KCITaCMOTO CHYDRCHIIT A
OObruHas 103a kojebnercs B mpezenax ot 1 Mr 1o 5 mr 1 pa3 B cyTku. MakcumalibHasi CyTOYHas
no3a — 20 mr.

B KkoHIle mpoMexyTKa Mexay ao3aMH ciexyer u3Meputb AJl ans Toro, uTtoObl yOenuThes B
noaaepxkanuu nenesoro yposHs AJl. Taxke MokeT oka3aTbcs 1osIe3HbIM u3Mepenne AJl uepes 2
WK 3 yaca mocie npueMa Ipernapara Juisi TOro, 4roObl yOeIuThCst B TOM, U4TO CHIKeHHE A/
CTaOMIIBHO.

Ecnu nelictBue mnpemapata KopHam uyepe3 24 uaca 3HAUUTENIBHO YMEHBIIAETCS, MOYKHO
MOMBITATHCS YBEJIMYUTH 103y WIM IPUMEHUTH IpenapaT 2 pa3a B CyTKH. B mocnenHem ciydae
CIIEyeT TakXKe BBIICHUTh, HAOMIONAIOTCS JIM TaKUe HEXeNaTelbHbIe peaKlMu, Kak
TOJIOBOKPY>KEHHUE, OIIyIICHUE CepAeOMeHNs T OPTOCTaTHYeCKasi TUIIOTEH3Us yepe3 2—3 Jaca
IocJie IpueMa Ipernapara.

Ecnu npuem npenapara Kopaam nmpepsiBaeTcs Ha HECKOJIBKO JHEH WK 0ojiee, Tepanuio CleayeT
BO300HOBIISAITH C HAYAJIBHOM J103bI TIpenapara.

Oco0ble rpyIinbl HalMEHTOB

Iayuenmor noxcunozo 6ospacma
JInst JedeHus: MOKWIBIX MallMEeHTOB KOppeKuus 1o3bl npenapata Kopnam He Tpebyercs, HO
HE00XO0IUM TOCTOSIHHBIA KOHTPOJIb 38 COCTOSIHUEM TalliEHTOB.
Iayuenmoi ¢ Hapywienuem GYHKYUU NOYEK
VY NauMeHTOB C MOYEYHOM HEAOCTATOYHOCTBIO JIETKOW CTEIEHU M CPEIHEU CTENEHU TSHKECTH
CYTOYHYIO /103y Tepa303uHa CIIeAyeT MoA0UpPaTh ¢ OCTOPOKHOCTHIO. [IpuMeHenune Tepazo3uHa y
MTALIUEHTOB C IMOYEYHON HEJOCTATOYHOCTBIO TSKEION CTENEHU ITPOTUBOIIOKA3AHO.
Ilayuenmoi ¢ Hapywenuem @yHKYUU neyeHu
VY NanMeHToB ¢ NEYEHOYHON HEA0CTaTOYHOCTBIO JIETKOW U CPEHEN CTEIICHU TSKECTH CYTOYHYHO
703y TEepa3o3MHa ciexyeT MoAdupaTh ¢ 0co00i OcTOpoXKHOCTHIO. [IprMeHeHHe mpenapaTa
KopHaMm y naneHToB ¢ IeY€HOYHOM HEIOCTATOYHOCTBIO TSYKENION CTENEHN HE N3Yy4alloCh, B CBSA3H
C 4eM €T0 IPUMEHEHHUE Y JaHHOM IPYIIIbI TALUEHTOB IPOTUBOIIOKA3aHO.

eTH
[Ipumenenue Tepa3zo3uHa y JeTeW M MOAPOCTKOB B BO3pacTe 10 18 yieT mpoTHUBOMOKa3aHO (CM.
paznen 4.3).

Cnocob rmpuMeHeHus
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COOTBETCTBYET QRCHEF THOMY OT4E

Iy

BHyTpB. TaGHeTKy CICOAYCT TJIOTaTh MLCINKOM,=HC Pa3RCBBIBAT,  3AlNBAT  CTARAHOM  BOODBT,

HC3aBHCHUMO OT BpCMCHU IIPUCMaA IMUIIH.

4.3. [IpornBONOKA3aHUA

® THIEPUYYBCTBUTEIBHOCTD K TEPA303UHY, APYTHM XMHA30JIMHAM U 0-aJJpeHOOIOKaTOpaM W/min
K JJI000MY M3 BCIIOMOTaTeIbHBIX BEIIECTB, IEPEUUCICHHBIX B pa3jene 6.1;

® OJHOBpPEMEHHOE MpUMEHEeHHEe ¢ uHruouropamu ocdoamdcrepassl-5 (OJII-5), Takumu kak
cunaenadu, Tananadui U BapaeHau;

® COITCTBYIOIIAsi OOCTPYKIMS BEPXHUX MOUYECBBIBOJSIINX ITyTEH;

® XpOHHYECKHE MH(EKIIMOHHBIE 3a00JI€BaHMsI MOUYEBBIBOSIINX MyTEH WM KaMHU B MOYEBOM
my3bIpe;

e aprepuanbHas TMIIOTECH3HS;

® CKJIOHHOCTh K OPTOCTaTUYECKUM HAPYLICHUSM PETYJIALUH, B TOM YHCJIE B aHAMHE3E;

® [ICUYCHOYHAsI HEJOCTATOUYHOCTh TSDKEJION CTENECHH;

® [I0YECYHAs HEJOCTATOYHOCTD TSKEIOW CTETIECHH;

® CHIDKEHHE CKOPOCTH OTTOKAa MOYH;

e aHypus;

e 00OMOpPOKHM IPH MOUYECHCITYCKAaHUH B aHAMHE3E;

e 0OEepeMEHHOCTb U MEPHO IPYAHOTO BCKAPMIINBAHUS,

e JeTCKUH Bo3pact 10 18 ner;

® HEMEPEHOCHMOCTb JIAKTO3bI, ACPHUIINT JTAKTA3bI, TTFOK030-TaIAKTO3HAS MaThabCcopOITHs.

4.4. OcoOble yka3aHusi 1 MepbI IPEJOCTOPOKHOCTH NPH NPUMEHeHUH

C 0CTOPOKHOCTELIO

— 3a0o0neBaHMs CEPlICUHO-COCYAUCTON CHCTEMBI:
O OTEK JIETKUX C A0pPTAJIbHBIM UM MUTPAJIbHBIM CTEHO30M;
o cepaednHas HemoctarouHOCTh (CH) ¢ MOBBIIIEHHBIM MUHYTHBIM BBIOPOCOM;
O TPaBOXKETYJOYKOBas  HEIOCTaTOYHOCTb, OOYCIIOBJIIEHHas TpomOo3MOonmen
neroyHoit aprepuu (TDJIA) nnm skccy1aTUBHBIM IIEPUKAPAUTOM;
o neBoxenynoukoBas CH ¢ HU3KMM [JaBJI€HMEM HAIOJHEHHUS JKEIYyJOYKOB,

apTepuaabHas TUIIOTCH3HUS;

4 n3 15




COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 14.08.2025 N2 20268
(NCCNEOOBATENEHOCTE 0002)

— TE€YEHOYHAs HEJOCTATOYHOCTD JIETKOM U CPEAHCH CTCIICHH TSIKCCIN,
— TIIOY€YHasl HEJIOCTATOYHOCTD JIETKOM U CPEeHEH CTEeTIEHH TSHKECTH;

— HapyIICHHUsI MO3TOBOT'0 KPOBOOOpAILlEHUS;

— TOXWJIOH Bo3pact (crapiie 65 ner);

— wumemuueckas 6one3ns cepana (MbC);

— runeprensuBHas peruHonaru [II nium IV creneny;

— caxapsblil quabet 1 Tuna;

— OIJHOBPECMCHHOC MPUMCHCHHUC TCPA303MHA C THASUAHBIMU IUYPCTUKAMU HIIM APYTUMU

THIIOTCH3UBHBIMU CPCACTBAMMU;

— JlerujpaTanus, CHIDKCHHE OoTpeOJIeHUs OBApEHHOM cou (HarpumMep, colmoieHune oec-

COJICBOM JTUETHI);

— HapylICHHUs BOJHO-COJIEBOIO OOMEHa.
Ilepen nHauanom nedenus nauueHTtoB ¢ JI'TDK mpenaparom KopHam crenyer HCKIIOYHMTH
37I0KAYECTBEHHOE HOBOOOpA30BaHHE TPEACTATEIbHONM JKele3bl WM JIpyrue TMpHYUHB,
NPUBOSAIINE K 3a/IepKKe MOYH. DPPEKTUBHOCTh MPOBOJIUMON TEpalMy OLIEHUBAIOT uepe3 4—6
HEZeNb JIeUEHUS NOICPKUBAIOLIUMU 103aMu Iipenapara KopHam.
VYmenpmienne cumnromo JI'TDK Bo3MOXHO yke Ha BTOpOH HeJeNe JICUEHHUs, OIHAKO
HACTYIUIEHHE TepareBTUYECKOro ApPeKTa MOXKET 3aTSIHYyThCs 10 6 u Oonee Henenb. Eciu mocne
6 Henenb NPUMEHEHUS MAaKCHMaJbHO PEKOMEHI0BAHHOM 103kl npenapara KopHam ymydiieHue
nokasaresueil ypo(paoyMeTpul HE3HAUUTENIBHO OTIMYACTCS OT MCXOJHBIX IMOKa3aTelei, mpuem
IpernapaTa peKOMEHIYeTcs INpeKpaTuTh. JleueHwe mpernaparoM CcIeAyeT HpeKpaTUuTh, €CIH
BO3HUKAIOIINE HEXeNaTelbHbIe peakuuu Oojee cepbe3Hbl, yeM cumnTombl JAI'TDK, wnmm npu
Pa3BUTUM y MALMEHTA OCJIOKHEHUN CO CTOPOHBI MOYEBBIBOJSLIETO TPAaKTa BO BpPeEMs IpUEMaA
npemnapara.
HezaBucumo OT moka3aHui, MO KOTOpPBIM IpHHUMaercs mnpemnapar KopHam, Bo u30exaHue
pa3BuTHs «3(dekra mepBoit 103b» HavaNbHAs 7032 TEpa303MHA HE JIOJHKHA IPEBbIIATH | MT.
JUisi CHYDKEHUST PUCKa pa3BUTHSL OPTOCTATUYECKOM apTepuanbHoil runoreH3uu ("apdexr neppoii
703b1'") IEPBYIO 103y IIpenapaTa Tepa303MHa PEKOMEHIyETCsl IPUHUMATh B BEUEPHEE BpeMs I1epe]
CHOM, I10CJIE€ YETrO0 MAaIlMEHT J0JIKEH HaXOJUThCS B [IOCTENH B TeueHUe 6-8 4. PUCK BOZHUKHOBEHUS

BbIpakeHHOTro cHIDKeHUs Al Hanboiee Bricok B TeueHue 30-90 MuH mocine npreMa npemnapara, a
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TaKK€ IMOBBIIIEH Y NAIUEHTOB, OJHOBPEMEHHOTIOMYIarOIIIX —0CTa=aNpCHOOTORATOPBI 1
IMYPETUKH, TP YMEHbIIeHHH o0beMa nupkyiupytouiei kposu (OLIK), manoconeBoit auete, a
TaKXke MPH BO30OHOBIIEHUH JieueHUs npernaparoM Kopaam mocie mepepbiBa (HECKOJIBKO JHEH).
[Tanmenta HeoOXoaMMO TPOMH(POPMUPOBATH O TOM, UTO MpPU TEPBbIX MpPU3HAKAX
OPTOCTaTUYECKOM TUIIOTEH3UH (TOJIOBOKPYKEHHE, c1a00CTh) MAIIMEHT JAOJDKEH CECTh HIIU JIeUb U
OCTaBaThCS B 3TOM IOJIOKEHHUM JI0 TEX TOp, MOKAa CAMOYYBCTBHE HE YIIYUIIUTCS, a TaKxkKe 00
YBEJIIMYCHUN PHUCKA PA3BUTHUS BBIPAKEHHOTO CHMKEeHHA AJl mpu ymoTrpeOieHHH alKkoros,
JUTATETbHOM CTOSIHUM WJIM BBITIOJHEHUHM (DU3UUECKUX YIPAKHEHUH, a TakKe IpPU BBICOKOM
TeMIIEpaType OKPY KaroLIEN CPebl.
Crnenyer cobmofaTh OCTOPOKHOCTH MPU OJHOBPEMEHHOM NpUMEHEHMH mpenapata Kophawm c
TUA3UIHBIMHA TUYPETUKAMU WM IPYTUMHU THIOTEH3UBHBIMU CPEJCTBAMU; MPU HEOOXOAUMOCTH
KOMOWHUPOBAHHOM Tepanuu 103y npenapata KopHam camkaioT. OgHOBpeMEHHOE IPUMEHEHUE
uHruouropo ®J12-5, B ToM umcne cuineHaduia, taganaduna, BapaeHaduiaa, ¥ mpenapara
KopHam MOXET IpUBECTM K BBIP@)KEHHOMY CHIDKEHHIO AJ[ y HEKOTOpBIX MalMEHTOB.
OnHoBpeMEeHHOE MPUMEHEHHUE Tepa3o3ruHa ¢ uHruouropamu ®J13-5 nmpoTuBoMOKa3aHo.
[TonGop momnepkuBaroieil m03bl npenapara KopHam y MOXKWIBIX MAIMEHTOB, OCOOEHHO Yy
narueHToB ¢ JII'TIK B Bo3pacte Gonee 65 €T, peKOMEHAYEeTCs MPOBOIUTH C OCTOPOKHOCTHIO MO/
BpaueOHBIM KOHTPOJIEM B CBSI3M C BBICOKMM PHUCKOM Pa3BUTHS OPTOCTATMUYECKON TMIOTEH3UH B
9TOU IpyIIe NalUeHTOB.
B cBs31 ¢ cocynopacmpsromuM eHCTBUEM TEPA303HH CIIELYET C OCTOPOKHOCTHIO IPUMEHSTH Y
MAIMEHTOB ¢ 3a00JIEBAHUAMH Cep/Ila:

® OTEK JIETKUH, 00YCIIOBIEHHBIN CTEHO30M a0PTAJIBHOTO MIIM MUTPAJIBHOTO KIJIalaHa;

e CH c BBICOKMM CepJeYHBIM BEIOPOCOM;

e mpaBoxenynoukoBas CH, o0ycnoBnennas TOJIA nnn nepuxkapaAnanbHBIM BBITIOTOM;

e jeBoxkenynoukoBasg CH ¢ HU3KUM JaBIIEHUEM HaIOJIHEHUS KEITYI0YKOB.
VY nauuenToB ¢ Tsoxkenoir UbC odens ObICTpoe uiaM upe3MepHoe cHIKeHne AJl MOXKET MpUBECTH
K YTSDKEJIEHUIO CTEHOKAPAHH.
Y HEKOTOpPBIX NAIMEHTOB, paHEee IPUHUMABILNX TAMCYJIO3HH, IIPU MPOBEAEHUN XUPYPru4eCcKOro
BMEIIATEIbCTBA 10 TIOBO/TY KaTapaKThl ObLJI OTMEUEH «MHTPAOTIEPAIIMOHHBIN CHHIPOM aTOHUYHOM

panyxku» (Intraoperative floppy iris syndrome (IFIS)), pa3HOBHAHOCTH CHHIpOMa Y3KOTO
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3pauka). [Ipu npoBeeHNH XUPYyPruuecKOro BMENTaTeIECTBA TIO TTOBOY KaTaPaK T HCOOX OO
IPOUH(POPMHUPOBATH XUPYPra-oPTaabMOIora 0 MpUMEHEHHH OJIOKATOPOB 0.1-aJPEHOPEIIETITOPOB.
[Ipy npuMeHEHUW Yy TMAIMEHTOB C HapylIeHHeM (YHKIMH TEeYeHH CcJenyeT coOmonaTh
OCTOPOXKHOCTH B CBSI3M C TEM, YTO METa0O0JIM3M Tepa303MHa OCYIIECTBIISAETCS B IEYCHU.
IIpumenenue npenapara KopHaMm y NalMEHTOB C TSDKEIOW MEYEHOYHOW HEAOCTATOYHOCTBHIO
MIPOTHBOIIOKa3aHo. B mporiecce neueHuss He U3MEHSETCsl KOHIICHTPALUs TPOCTAT-CIIeHU(PUIHOTO
anturena (IICA).

BcnomorarensHEIEC BEIIECTBA

IIpenapat Kopnam copepkuT nakTo3bl MoOHOrMapar. IlanmmeHTaM c peako BCTpevaromencs
HACJIC/ICTBEHHON HEMEePeHOCHMOCTBIO TaJlakTO3bl, JE(PUIIMTOM JIaKTa3bl MM  TJIIOKO30-

rajJjakTo3HOH MajabaOcopOIuell He clieyeT NIPUHUMATh 3TOT Mpenapar.

4.5. B3amMmopeiicTBHe ¢ JAPYIMMM JIEKAPCTBeHHBIMH IIpenapaTraMd MW Jpyrue BHABI
B3aUMO/AeCTBUA

[Tpu 01THOBpEMEHHOM NMPHUMEHEHUH TE€Pa303MHa C IPYTUMH T'MIIOTEH3UBHBIMU CPEICTBAMHU BO3-
MOJKHO YCHUJICHHE aHTUTUIIEPTEH3UBHOTO JCHCTBUSI.

[Tpu 0JHOBpEMEHHOM NMPUMEHEHHH C THA3UIHBIMU JUYPETUKAMH WIH IPYTUMHU THIIOTEH3UBHBIMU
CpeACTBaMHU MOXXET IMOTPEOOBATbCS CHIKEHHE 03Bl TEpa303MHA MM JaXKe €ro OTMEHa H
MOBTOPHOE TUTPOBAHHUE JI03bI IIpETapara Mo KOHTPOJIEM Bpaya.

OnHoOBpeMEHHOE MPUMEHEHUE TePa303HHA C IPYTUMH 0-aIpeHOOI0KaTOpaMHU HE PEKOMEH/TyeTCs
B CBSI3U C YBEJIMYCHHUEM YaCTOTHI IIPOSIBICHUS HEXKETATEIbHBIX PEAKIINH.

[Ipy OTHOBPEMEHHOM MPUMEHEHHM C Ba30MJIATATOpPAaMH M HHUTPATaMU MOXKET YCHIIMBATHCS
aHTUTUIIEPTEH3UBHOE JIEHCTBUE Tepa303HHa.

OpHOBpeMEHHOE TPUMEHEHUE Tepa3o3uHa u MHrubOutTopoB DJ[D-5 (Takux kak cuigeHadwu,
Taganadui u BapaeHapus1) MOXXET ObITh IPUUMHON pa3BUTH BhIpaxkeHHOTo cHIbKeHus AJl. He-
CTEpPOUHbIE TPOTUBOBOCIIATIUTENbHbIE MpenapaThl (0COOCHHO MHAOMETALMH ) M 3CTPOT€Hbl MOTYT
CHIDKATh AHTUTMIIEPTEH3UBHBIM 3(QQeKT Tepa3o3uHa, BCIEACTBUE TMOJABJICHUS CHHTE3a
MPOCTArJIaHAMHOB U/WUJIH 3aJICPHKKH KUIAKOCTH U HATPHSL.

Tepa3o3un Moxer ocnadiuaTh mnepudepuyeckuii cocyqocyKuBaromuid 3hdexT gonamuHa,
snuHepuHa,  HOpANMHE(PpPHUHA,  METapaMHUHOJA,  METOKCaMHHAa W (eHmwpuHa.
CHUMITAaTOMUMETHKHN MOT'YT OCTIA0MSATh aHTUTUIIEPTEH3UBHBIN A PEKT Tepa303uHAa.

Tepa3o3uH CHM)KAET AaHTUTUIIEPTEH3UBHBIN 2P PEKT KIOHUANHA, BBEICHHOI'O BHYTPUBEHHO.
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BcacreiBanue TCpa303rMHa CHHUIKACTCA ITPU OJHOBPCMTHHOM TTPHCMCT aACOPOCHTOB T al TATA0B:

4.6. ®epTUWIBLHOCTH, 0€PEMEHHOCTDH U JAKTALMS

bepemeHHOCTD

[TpumeneHne Tepa3zo3uHa BO BpeMsi 06peMEHHOCTH MPOTHBOIIOKA3aHO.

JlakTanus

JIaHHBIX O IPOHUKHOBEHUH T€Pa303MHA B TPYTHOE MOJIOKO HET.

[Ipu HeoOXxomuMOCTH TpUMEHEHHs Tpenapara KopHam B Tepuoa  JaKTallMH, TPYAHOE
BCKapMJIMBaHUE CIIEYeT MPEKPATUTh.

DepTUabHOCTE

JlaHHBIE OTCYTCTBYIOT.

4.7. BiausiHHe Ha CHOCOOHOCTH YNPABJSAATH TPAHCNOPTHBIMM CpPeACTBAMHM W padorarh C
MeXaHHu3MaMH

[Tpenapatr KopHam B 3HaUMTENbHOM Mepe BIHMSET HA CIIOCOOHOCTH YHPABISATh TPAHCIIOPTHBHIMHU
CpeaACTBaMU U MCXaHHU3MaMHU. MOFyT BO3HHUKATh I'OJIOBOKPYKCHUC, OINYIICHHUC ITOTCPU CO3HAHUA
1 00OMOpPOK, OCOOCHHO B NEPBBIC JTHU NMPUMEHEHUs Iperapara, Mpy yBEIUYEHUH 03Bl WU MPH
B0300HOBNIEHNH Tepamuu mnpernaparoM Kopaam. [lanmmeHToB criexyer mOpeaynpeauTb o
BO3MOKHBIX HCKCIIATCIBHBIX PCAKIUAX U CUTYALUAX, KOT'Ja OHU MOT'YT MOABJIATHCA, a TAKKC UM
CclIeoyeT IIOCOBETOBATh BO3AEPKATHCA OT YIPABICHUA TPAHCIOPTHBIMU CPEICTBAMU U
MeXaHUu3MaMHU U 3aHITHH MNOTCHIUAJIBHO OIMMACHBIMU BUAAMU ACATCIBHOCTH B TCUCHUC TPUMCPHO
12 gacoB nocie npueMa nepBoi 1036l WM IIPH MOBBIIEHNH A03bl. [1031Hee B ponecce eueHus

CTCIICHDb OFpaHI/I‘IeHI/Iﬁ CJICOAYCT YCTAaHABJIMBATD IJIA KAXKOI'0O MaAllMCHTA MHAUBUYAJIbHO.

4.8. HexennaTesibHbIE peakiuu

Pesrome nipoduiist 6€30macHOCTH

ITocne mpuMeHeHUs EpBOM O3Bl IIpenapaTa MOXKET pa3BUTHCS BbIpakeHHOE cHIbkeHue Al (B
tedeHue 1-1,5 1), KoTopoe MOXKET MPUBECTH K OPTOCTATUYECKOMY T'OJIOBOKPYKEHUIO, B TSKEIBIX
cilydasix — K 0OMOpPOKyY, Kak M Ha (oHE mpueMa Apyrux OJOKAaTOPOB Oi-afpeHopenenTopos. B
EIMHUYHBIX CIydasx mepea OOMOpPOKOM MOXET pE3KO BO3pacTaTh 4YacToTa CepACYHBIX
cokpariernit (UCC) go 120-160 ya/muH.

Pe3roMe HexxenaTeapbHbIX peaKIni

8ns 15



COOTBETCTBYET QRCHEF THOMY OT4E
ot 14.08.2025 N2 20268
(NCCNEOOBATENEHOCTE 0002)

Y

Ilo nmanHbIM BceeMupHoll opraHuzanuu 31paBooxparcHILT—(BO3)—HeRCTaTCITBHBIC—PCaKIIT

KIIAaCCU(UITUPOBAHBI B COOTBETCTBUHU C UX YACTOTON PA3BUTHSI CIEAYIONIUM 00pa30M: OYEHb YaCTO
(=1/10), wacro (=1/100, o <1/10), Heuacto (=1/1000, Ho <1/100), peaxo (>1/10000, no <1/1000)
u oueHb penko (<1/10000), yacroTta Hew3BecTHa (HEBO3MOXKHO OIEHUTh HAa OCHOBaHUH
HUMEIOIINXCS JaHHBIX).

Hugpexyuu u uneazuu

uacmo. CUHYCUT,

yacmoma_Heuszsecmua: VHPEKIMH BEPXHUX JIbIXATEIbHBIX MyTeH, OPOHXUT, (DapUHTHUT, PUHUT,
IPUNIONOIO0HBIN CHHAPOM, HHPEKIIMA MOUYEBBIBOASAIINX MyTEH, IUXOpaKa.
Hapywenus co cmoponbl cucmembvl KpoGU U TUMPAMu4ecKou cucmembl

uacmoma HeuzeecmHa. TpOMGOHI/ITOHeHI/IH.

Hapywenus co cmoponvl uMMyHHOU cucmembl
OYeHb pedko: aHAPMIIAKTUYECKUE PEAKIIHH.
DHOOKpUHHBLE HAPYUWEHUS

pedKo: YBEITMUCHHE MACChI TEIa.
Tcuxuueckue napyuienus

yacmo: TOBBIIICHHAS Pa3PaKUTEIbHOCTD;
Hewacmo: Enpeccus;

yacmoma Heuzeecmua. TpCBOXKHOCTD.

Hapywenus co cmoponuvl HepeHoli cucmemul
uacmo: TOJIOBOKPYKEHUE, c1aboCTh, FoJI0BHAs 00JIb, COHIIMBOCTb, MAPECTE3HS;

uacmoma HeuzeecmHa. 6€CCOHHI/IHa.

Hapywenus co cmoponwvl opeana spenus
uacmo. CHUKEHHE OCTPOTHI 3pEHUs, HAPYIIEHHUE IBETOBOT'O BOCTIPUSITHS;

yacmoma HeuzeecmHd. KOHbIOHKTUBHUT.

Hapywenus co cmoponul opeana ciyxa u 1adupunmusle HapyuieHus
QY€eHb YACMO. BEPTUTO;

yacmoma Heuzeecnna. 1IyM B ylIax.

Hapywenus co cmoponwl cepoya

yacmo: OIyIEHUE CepIeONeHUs, TAXUKapHs, O0JIb B TPy, epudepruuecKkie OTeKH;
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ot 14.08.2025 N2 20268
(NCCNEOOBATENEHOCTE 0002)

COOTBETCTBYET QRCHEF THOMY OT4E

Y

yacmoma Heuseecmua. (bHGpHHHHHHH Hpel[cep;,yu‘/i (U,LLHCU\U TP ITO-CIICACTBCHH AT CBI3b C

MPUEMOM TIperapaTa He Oblla YCTaHOBIIEHA), HAPYIICHUE PUTMa CepIa.

Hapywenus co cmoponwl cocyoos

yacmo: 0OMOPOK (0COOEHHO TP OBICTPOM MEPEXOJIE U3 TMOIOKEHUS IEKa» B MTOJIOKEHUE KCTOS
WJIU B TIOJIOXKEHUE «CHUJIsD — MOCTyapJibHAast TUTIOTEH3HUS );

yacmoma Heuzeecmua: Basoaujiatalusa, OpTOCTaTUICCKAA TUIIOTCH3UA.

Hapywenus co cmoponul OvixamenvHotl cucmemsl, Opeanos epyOHOU KIemKU U cCpe0oCmeHusl
yacmo: OJbIIIKA, 3aJI0)KEHHOCTh HOCA;

yacmoma Heuzeecnna. Kaliejib, HOCOBBIC KPOBOTCUCHU.

HapymeHuﬂ CO CMOPOHbL cheﬂy00llH0-KuW€1£H020 mpaxkma
Yacmo. TOIIHOTA,

yacmoma_Heuszsecmua: 00JIb B 001acTU JKUBOTa, 3arop, Auaped, pBOTa, AUCIICIICHA, CYXOCTb

CIIU3UCTON 00O0JIOUKH MOJIOCTH PTa, METEOPU3M.
Hapywenus co cmopoHuvl Kodcu u NOOKOMHCHLIX MKAHel

yacmoma Heuzeecmua. TUNCPTUAPO3, KOKHAsA ChIIb, KOXKHBIH 3YyHA, KpallMBHHUIIA.

Hapywenus co cmopoHbvl mbiuieunotl, KOCMHOU U COeOUHUMENbHOU MKAHU
uyacmo: 601b B KOHEYHOCTAX, OOJIb B CITUHE;

uacmoma Heuszgecmua. apTPaiTus, apTPUT, aPTPOIATUs, O0JIH B 00JIACTH 111eH, OOJIH B IJIEYe.

Hapywenus co cmopoHbvl nouexk u Mouesvbi8o0suux nymetl

uacmoma HeuzeecmHa. I/IH(beKI_[I/II/I MOYCBBIBOAIINX HyTeﬁ " HCACPKAHUC MOYH (B OCHOBHOM Y

JKEHILIMH B IOCTMEHOIAY3€), yUallleHUE MT03bIBOB K MOYEHUCITYCKAHUIO.
Hapywenus co cmopoHvl penpodyKmugHoU cucmembl U MOIOYHOU dHcelle3bl
uacmo: SPeKTUIbHas TUCHYHKIINS;

Heuacmo: CHWXEHUE JTUOHI0;

yacmoma Heuszeecnina. npuarunu3M.

Obwue napywenus u peakyuu 8 mecme 68e0eHusl
QYeHb YaACmo. aCTCHMUS;
4acmo: TIOBBIIIICHHAS YTOMIISIEMOCTh, Tiepudepruieckre OTeKH, OTEK CIU3UCTHIX;

yacmoma Heuzgecmua: OTEK JIULA, TUIIEPTEpMHUs, O0JIb B TPYIHOM KIIETKE.

Jlabopamopnvie u uncmpymeHmanvhvle OaHHblE
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COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 14.08.2025 N2 20268
(NCCNEOOBATENEHOCTE 0002)

yacmoma Heuzeecmua. TEMOIUIIIONUA (HaHpI/I MCP,  CHIZRCHIC T CMATORPUTA, T CMOT JTOOMHA,

KOJINYECTBA JICHKOLMTOB, KOHIIEHTpaIuu o011ero Oenka u anp0ymuHa). Jlaxe mocie JUIMTEIbHOro
JICYEHUs TEPa303MHOM (24 Mecdlla) HE OTMEUEHO 3HAYUTENIBHOIO BIIMSHUSA HA KOHILIEHTPALMIO
o01ero wim cBoOoJHOro npocraT-cnenuduyeckoro anturena (IICA).

COOGH.IGHI/IG 0 TOA03pEBACMBIX HCXKCIIATCIbHBIX PCAKITMAX

BaxHo coo0mare O MOA03pEBAaEMbIX HEXKENATEIbHBIX PEAKIHUAX [OCNIe PETUCTPaIlUH
JICKapCTBEHHOT'O TpernapaTa ¢ Lelblo o0ecreueH sl HENpepbIBHOTO MOHUTOPHHIA COOTHOIICHUS
«TI0JIb3a-PUCK» JIEKAPCTBEHHOTO IMpenapata. MeAMIMHCKUM pabOTHUKAaM pEKOMEHIyeTCs
coo0ImaTe O JIIOOBIX IMOJI03PEBAEMBIX HEXKEIATEIbHBIX PEaKIHIX JIEKAPCTBEHHOIO Ipernapara
yepe3 HallMOHAJIbHBIE CHCTEMBI COOOIICHUS O HEXETAaTeIbHBIX PEAKIUAX TOCYAapCTB — YICHOB

EBpa3suiickoro 3KOHOMUYECKOTO COI03a.

Poccuiickas ®enepanus

®enepanbHas ciryx0a 1o Haa30py B cdepe 3apaBooxpanenus (PoczapasHanzop)
109012, r. Mocksa, CnaBsincKas muiomanib, 1. 4, ctp. 1

Tenedonst: +7 (800) 550 99 03

E-mail: pharm@roszdravnadzor.gov.ru

www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CuMnOTOMBI

HaunOonee wyacTbIMM TPOSBICHUAMHU TIEPEIO3UPOBKU TEPA303MHOM SIBIISIOTCS BBIPAKECHHOE
caikeHue AJl, HapylmieHHMe KOOpAWHAIIMM JBW)KEHUH, OOMOpPOK, HapylIeHHE BOJIHO-
ANIEKTPOJIUTHOTO OanlaHca, HeIOCTaTOYHOCTh MepruepuIeckoro KpoBooOpaIieHusl.

Jleuenune

[Tpu nepeno3upoBKe IPOBOIUTCS IPOMBIBAHUE KETYIKa, IPUMEHEHHE aJICOPOMPYIOIINX CPE/ICTB,
cumnromarndeckas tepanus. [Ipu BeipaskeHHOM cHIKeHMH A/l manueHTa He00X0IUMO YIIOKHUTh
Ha CHOHHY C MPUMOTHATHIMH HIDKHUMHM KOHEUYHOCTAMHU. IIpu HeoOXxoammMocTh B ciyyae
BO3HUKHOBEHHS IIIOKa HEOOXOAMMO HA3HAYUTH IIA3MO3aMEIAIOIINE CPEJICTBA C MOCIETYIOIUM
IPUMEHEHHEM Ba3OIPECCOPHBIX MpenapaToB.

Crnemyer KOHTPOIUPOBATH (DYHKIIMIO MTOYEK U MOAICPKUBATH BOAHBINA U 3JEKTPOJIUTHBIN OasiaHC.

Crnenuduueckoro aHTHI0Ta HEeT. [ 'eMoauanu3 npu yKa3aHHBIX COCTOSHUAX He (D (EKTHBEH.
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COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 14.08.2025 N2 20268
(NCCNEOOBATENEHOCTE 0002)

5. PAPMAKOJIOTUYECKHUE CBOMCTBA
5.1. ®apmakoaMHaAMHYeCKHe CBOMCTBA
dapmakoTepaneBTHUECKas TpyIma: CpeCTBa, IPUMEHIEMbIE B YPOJIOTHHU; CPEACTBA JUIS JICUCHUS
I00pOKaYECTBEHHOM TUIepIuIa3uu MpeacTaTeIbHOM jKeme3bl; allb(a-aapeHo0I0KaTOPHI.

Kon ATX: G04CA03

MexauusM JeiictBus U hapMakoauHaMudeckue 3O heKThl

Tepa3o3un pacmupsier apTepuu Onarogapsi KOHKYpPEHTHOMY aHTaroHM3My I10 OTHOLIEHHIO K
IIOCTCHHAIITUYECKUM 0l1-aJpeHOpeLienTopaM. Tepa303uH BbI3bIBAET IOCTENEHHOE CHIKEHHE A/l C
MOCJIEAYIOLUM JUIMTEIbHBIM TMIIOTEH3UBHBIM JIeHiCTBUEM. Tepa30o3rH B TEPAEBTUUYECKHUX J103aX
yYMEHbIIAeT KOHIeHTpaluio odiero xonecrepuna (XC) kpoBu Ha 2—-3% U CyMMy KOHIIEHTpaIui
XC nunonporenHoB Hu3koil motHocty (JIIIHIT) m XC nunonpoTeMHOB OuY€Hb HU3KOM
mwiotHocTH (JITIOHII) kpoBu Ha 3—7% 10 cpaBHEHHUIO € NTOKA3ATEISAMH J10 JICUECHHUS.

Kpome Toro, nosliienne koHneHTpamuu obmero XC, orMeuasmieecs Ha GoHE mpuema Ipyrux
THIIOTEH3UBHBIX TpenapaToB, HE HAONIOJalM, €CIIM B KOMOHMHAIMM C HUMH HCHOJIb30BAIU
TEpa303MH.

AHTaroHHUCTHl 01-aIPEHOPELIEITOPOB  YIyUIlIaloT YpoAuHaMHuKy Yy mnamueHTtoB c JI'TDK.
Cumnromsl JAI'TDK cBsi3aHbl ¢ OBBIIEHHEM TOHYCA IJIAJJKOM MYCKYJIATyphbl BBIXOAHOIO OTAEA
MOYEBOI'0 ITy3bIps (TPEYTOJbHUKA U IIEHKH MOYEBOT0O ITy3bIpsl, IPOKCUMAJIBHOM YacTH YPETPhI) U
IIPOCTaThl, KOTOPOE KOHTPOJUPYIOT 01-aAPEHOPELENTOprl. [n Vitro Tepa3o3uH TOPMO3UI
COKpAILEHHs TJIQJAKUX MBIIII] IPOCTATHI YEIOBEKA, BhI3BaHHbIE (PeHUIIPpHUHOM. B KIIMHUUECKUX
UCCIIEIOBAHUAX TEPa303UH YIy4dllal YPOJMHAMHUKY M YCTPAHSI CUMITOMBI Yy MAalMEHTOB C

JITTIK.

5.2. apmakoknHeTHYECKHE CBOWCTBA

AOGcopbuus

Tepazosun ObicTpo u moutu MONHOCTHIO (80—100%) BcacwiBaeTcs W3 KETYTOYHO-KHUIIIEYHOTO
tpakta (OKKT) BHe 3aBHcMMOCTH OT mpuema mumy. OO0nagaer odeHb MalbiM 3PPeKToM
IIEPBUYHOI0 MPOXOXKJIEHUS Uepe3 neueHsb. [leiicTBre Tepa3o3nHa HaYMHAETCs IPUMEPHO depes 15
MHH TI0CJI€ BBEJECHUSI OJJHOKPATHOM J03bl, MAaKCUMaJIbHasl KOHUEHTpaIus B 1iazMe KpoBH (Cmax)
JOCTHraeTcs B TeueHue 1 4, a MakcUMaibHbIN 3(ddekT HacTymaer yepe3 2—3 4 mocie mpuema
BHYTpb. [IpogomkurensHoCTh neiicTBUs — 24 .

Pacnpenenenue

12n3 15



COOTBETCTBYET QRCHEFTHOMY QTYETY
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(NCCNEOOBATENEHOCTE 0002)

Tepa303HH B 3HAQUUTEILHON CTEIIEHU (90—94 %) CBA3BIBACTC CTOCTIRaMIT TDTaSM BT KPOB: €3BT
OeJIKaMU HE 3aBUCHUT OT 06]_[[6171 KOHIOCHTpALUH ,Z[eﬁCTByIOH.[eFO BCIICCTBA.

Buorpanchopmarnus

OcHOBHBIE METa0OMUTHl TEpa3o3WHa OOpPa3yIOTCS B MEUEHH IyTEM JAEMETHIMPOBAHHUS H
KOHBIOTallUH.

DIMMUHAIIS

ITpumepro 10 % npuHATON BHYTpH 03Bl BhIBOIATCS modykamu U 20 % — yepe3 KUIIEUYHUK B
Hen3MeHHOH Gopme. DyHKIMS MOUeK He BIUSIET Ha BHIBEACHUE Mpernapara.

JInHENHOCTD (HETUHENHOCTB)

IIpu npueme Tepa3zo3uHa BHYTpPh B JO3HOM MHTepBasie OT 2 10 10 Mr 3HaueHus IJIOLAAN MOJ

kpuBo# «koHUeHTpauusa-BpeMs» (AUC) 1 Cmax MOBBIILIAIOTCS TPONOPLUOHAIBHO JI03€.

5.3. laHHble TOKJIUHUYECKOH 0€30MACHOCTH
PeByHBTaTBI CTaHAAPTHBIX (bapMaKOJIOFI/I‘IeCKI/IX JOKIIMHUYCCKUX I/ICCJIG,Z[OBaHI/Iﬁ HE€ BbIABUJIIN
cren(pUIeCKON OMMACHOCTH TSl YeIOBEKa.

MyTareHHOCTb: pe3yJIbTaThl UCCIEIOBAHUM MYTAar€HHOIO IIOTEHIMaNa Tepa3o3uHa in Vifro U in

Vivo HE BBISIBUIIM T€HOTOKCHYEeCcKoro dddekra.

IIpy MHOrOKpaTHOM NPUMEHEHUM TEpa303MHa y KpbIC B Jo03ax, B 20—30 pa3 mpeBbILIAIONINX
MaKCHUMAaJIbHO PEKOMEHAYEMYIO 03y JJIsl YelIOBeKa, HaOJII0anoch CHIDKEHUE (epTHIILHOCTH U
arpodus stmuex y camuoB. MccienoBaHus penpoayKTUBHON TOKCHYHOCTH Y KPBIC U KPOJIMKOB
MOKa3aJk, YTO MPU MPUMEHEHUH TOKCHUYHBIX Al caMoK 703 (B 60—280 pa3 mpeBbIIIAIONINX
MaKCHUMAaJIbHO PEKOMEHAYEeMYIO 103y JUIsl 4elloBeKa) HaOIIoAaIuCh CIEAYIOIIHe W3MEHEHUS:
pe3opOuus MI0aa, YMEHBIIEHHE Macchl Tela Iioja, 0ojiee YacToe pa3BUTUE JAOMOTHHUTEIbHBIX
pebep U CHMKEHHE TOCIEPOJ0BOI BEDKMBAEMOCTH.

KaHHeDOFeHHOCTBZ npu MNOPUMCHCHUU TCPA303MHA Yy CaMIOB KpPBIC B TCUCHUC IIJIIUTCIBHOI'O

Iepruosia BPEMEHM B OYECHb BBICOKHMX [103aX HaOMIONANoCh pa3BUTHE J100pPOKAYEeCTBEHHBIX
OITyXOJICHf MO3TOBOTO CJIOS HA/AMOYEYHUKOB. Y CaMOK KpPbIC HJIM y MbIIIed Takue 3((GeKTs He

Habmonanuck. Kimmandeckas 3Ha4MMOCTb 3THX 3(p(peKTOB Hen3BeCTHA.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTe/ibHbIX BelIECTB

Kopuam, 2 Mr, Ta0ieTku
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®  JIaKTO3bI MOHOTHJIPAT,
® IIEJUTIONIO3a MUKpOKpUcTasunyeckast Tun Avicel PH 101,
® KpaxMaJl KyKypy3HBbIH,

® TaJbK,

® KpacuTelb XUHOIUHOBBIN kenThiid (E 104),

® KpPEeMHHUS JUOKCHJ KOJIJIOUIHBIH,

¢ MarHud cTeapar.

Kopnam, 5 Mr, Ta0ueTku

®  JIaKTO3bI MOHOTHJIPAT,
® IIEJUTIONIO3a MUKpOKpucTasunyeckast Tun Avicel PH 101,
® KpaxMall KyKypy3HBbIH,

® TaJbK,

® KpacuTelnb xene3a okeu xentoiid (E 172),

® KpPEeMHHUS JUOKCHJ KOJIJIOUIHBIMH,

¢ MarHud cTeapar.

6.2. HecoBMecTHUMOCTE

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHUs1)

3 rona.

6.4. OcoOble Mepbl MPEAOCTOPOKHOCTH IPH XPAHEHUH

XpanuTth npu TemnepaTtype He Bbie 25 °C.

6.5. Xapakrep 1 cofepkaHue YNaKOBKH

llepsuunas ynaxosxa:

ITo 10 TaGnerok B Oauctep u3 An/IIBX.

Bmopuunas ynaxoexa:

[To 2 nnu 3 GaucTepa BMECTE ¢ MHCTPYKLKEH IO IPUMEHEHHUIO ITOMEIal0T B KAPTOHHYIO MAuKy.
[IpuMedanue: ¢ 1ENbIO KOHTPOJS MEPBUYHOIO BCKPBITHS C JIBYX CTOPOH KAapTOHHOM MayKu

JIOITyCKAEeTCsl HATMYME NTPO3PAYHBIX HAKIIEEK.
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6.6. OcoOble Mepbl NPEAOCTOPOKHOCTH TP YHUITO/RCHNN —WCMOT530BANHOTO

JICKAPCTBEHHOI'0  Ipemnapara WIH OTX0A0B, MOJYYEHHBIX IOcCJe TPHUMEHEHHSA
JIEKAPCTBEHHOI'0 Npenapara u Apyrue MAaHUMYJISIUM C IIPenapaTom
Her HeoOXoaMMoCTH B CHELMANbHBIX Mepax MNpPEJOCTOPONKHOCTH TMpPU YHUUYTOXKCHUHU

HEHUCI0JIb30BaHHOT 0 npenapara Kopaam.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YJOCTOBEPEHU A
CnoBenus

Canpos 1.1.,

Beposuikosa 57, 1000 JlrobnsHa

Tenedon: +386 1 580 3332

daxc: +386 1 568 3517

E-mail: info.sandoz@sandoz.com

7.1. IlpeacTaBuTe/Ib JEPsKATEISI PETrHCTPALIMOHHOIO YIOCTOBEPEeHHA

IIperen3un norpedbuTeeil HAOPABIIATH IO AJIPECY:

Poccuiickas ®enepanus

AO «Canpnos»

125315, r. Mocksa, JIenuHrpaackuii mpocnexT, 1. 70;

Tenedon: +7 (495) 660-75-09;

®dakc: +7 (495) 660-75-10.

E-mail: adverse.event.russia@sandoz.com (U1 HeXXeNaTEIbHBIX SIBICHUH )

E-mail: complaint.eacu@sandoz.com (111 mpeTeH3Mii 110 Ka4yeCcTBY)

8. HOMEP PETNCTPAIIMOHHOI'O YJIOCTOBEPEHUA

9. KATEI'OPUS OTITY CKA JIEKAPCTBEHHOTI' O ITPEITAPATA

JlexapcTBeHHBIN IpenapaTr OTHOCUTCS K KaTErOpUM OTIIyCKa 110 peLenTy.

OOm1ast xapakTepUCTHKA JIeKapCTBEHHOTo npenapaTta KopHam gocrynHa Ha HHQOpMaIOHHOM
nopTtane EBpa3zuiickoro 3KOHOMMYECKOTO COI03a B HH(POPMALIMOHHO-KOMMYHUKAIIMOHHOM CETH

«nTepuer» http://eec.eacunion.org/
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